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I'nmasa 1. O01mue moJio:xKeHus

Crate4 1. IlIpeamer peryupoBanus HacTosimero ®enepajbHOro 3aK0Ha

1. Hacrosmmin @enepanbHblii 3aKOH PETYIUPYET OTHOLIEHUS, BO3HUKAIOIIUE B
CBS3M C OOpalieHueM - pa3pabOTKOHM, JMOKIMHUYECKUMHU HUCCIECIOBAHUSIMH,
KJIIMHUYECKUMHU HCCIIE0BAHUSAMM, SKCIIEPTU30M, TOCYIapCTBEHHOM perucTpauuei B
COOTBETCTBHM C HacTosmuMm DefepanbHbIM 3aKOHOM (J1ajiee - TOCyIapCTBEHHAs
perucTpanus) Wik perucTpalrei B COOTBETCTBUU C MEKTyHAPOIHBIMU JIOTOBOPAMHU
1 aKTaMH, COCTABJISIOMNME MpaBo EBpa3niickoro "KOHOMHYECKOTO COro3a (J1ajee -
perucrpaunus), co CTaHAapTU3aUUed U C KOHTPOJEM KauecTBa, MPOU3BOJCTBOM,
U3TOTOBJIEHUEM, XPaHEHUEM, IMEPEBO3KOM, BBO30M B Poccuiickyro denepauuro,
BBIBO30M U3 Poccuiickoii ®exepanuu, pekiIaMod, OTIYCKOM, peaau3aluen,
nepenayei, NpUMEHEHUEM, YHUUTOKEHUEM JIEKapCTBEHHBIX CPENCTB. (B pedaxyuu
Gedepanvrovix 3axono6 om 06.12.2011 Ne 409-D3, om 30.01.2024 Ne [-D3)

2. Hacrosimmii ~ @epepalibHbli  3aKOH ~ yCTAHABIMBACT  IPUOPUTET
rOCYJIapCTBEHHOTO PETyJIMPOBaHUSI O€30MacHOCTH, KauecTBa U A(OPEKTUBHOCTHU

JIEKapCTBEHHBIX CPEACTB MpU UX oOpaiieHuu. (B peoakyuu Dedepanvroco 3aKkoHa
om 25.06.2012 Ne 93-@3)

Crartbs 2. Cdepa npumeHennst HacTosero degepajbHOro 3aK0Ha

Hacrosammii  ®denepanbHblii 3aKOH  IPUMEHSIETCS K OTHOLIEHUSIM,
BOZHMKAIOIIUM TpPU OOpAIlEHUH JIEKAPCTBEHHBIX CPEJICTB HA TEPPUTOPUU
Poccuiickon @enepanumn.

CraTbs 3. 3ak0HOAATEJIHLCTBO 00 00pPAlIeHUN JIEKAPCTBEHHBIX CPEACTB



1. 3akoHoaTenbCTBO 00 OOpallleHuH JIEKAPCTBEHHBIX CPEICTB COCTOUT U3
HacTosimiero defepanbHOrO 3aKOoHA, JPYruX (eaepalibHbIX 3aKOHOB M HHBIX
HOPMATUBHBIX MPAaBOBBIX akTOB Poccuiickoit @enepannu.

1!, 3akoHOMATENLCTBO 00 OOpPAILEHUH JIEKAPCTBEHHBIX CPEACTB B OTHOLIEHHUH
IOPUIMYECKUX JIMI] U WHIUBHUIYAJIbHBIX NpEeANpPUHUMATEIEH, OCYIECTBIISIIOIINX
NEATEbHOCTh HAa TEPPUTOPUM  MEKIYHAPOJIHOIO MEAMIIMHCKOTO  KJacTepa,
MIPUMEHSIETCS C YIETOM 0COOCHHOCTEH, ycTaHOBICHHBIX DenepanbHbIM 3aKOHOM OT
29 wuronsa 2015 roma Ne 160-@3 "O MexayHapOJIHOM MEIUIIMHCKOM KjacTepe U
BHECECHUM W3MCHCHUMW B OTJEJIbHBIC 3aKOHOJATEIbHBIE aKThl Poccurckou
Oeneparun'. ([onoanenue uacmoio - @edepanvuviil 3axon om 29.06.2015 Ne 160-
@3) (B peoakyuu Dedepanvroeco 3akona om 04.08.2023 Ne 428-D3)

2. JlefictBue Hacrtosimero denepanbHOro 3aKoHA PacHpOCTPAHSETCS Ha
oOpalieHre HApKOTUYECKUX  JIGKAPCTBEHHBIX  CPEJACTB UM MCHXOTPOIHBIX
JEKapCTBEHHBIX  CPEACTB €  Y4e€TOM  OCOOCHHOCTEH,  YCTaHOBJICHHBIX
3akoHOomarenbCcTBOM Poccuiickon ®denepanmm 0 HApKOTHUYECKUX CPEICTBAX,
TICUXOTPOTHBIX BEIIECTBaX U 00 UX MPEKypCopax.

3. HevictBue Hactosimero @eaepalibHOTO 3aKOHA PaCHpOCTPaHSETCs Ha
obOpamienne  pannodapManeBTUYECKUX JICKAPCTBEHHBIX CPEACTB €  YIETOM
0COOEHHOCTEM, YCTaHOBJICHHBIX 3aKOHOAATenhCTBOM Poccuiickoit denepanuu B

o0nacTH oOecIIeYeHHS pa,[[I/IaHI/IOHHOﬁ 0€301aCHOCTH.

4. Ecim  MexnayHapoaHbiM — goroBopoMm  Poccuiickonn — ®denepanmu,
MEKIyHAPOJIHBIMH JOTOBOPAMHU M aKTaMH, COCTAaBJSIOMIMMU MpaBo EBpa3uiickoro
HKOHOMHUYECKOTO CO03a (Jjajiee - aKThl, cocTaBistomye npaBo Coro3a), yCTaHOBIIEHBI
WHBIE MpaBWiIa, YeM Te€, KOTOpbIE NPEeAyCMOTPEHbl HacToAmuM DenepanbHbIM
3aKOHOM, TPUMEHSAIOTCA TMpaBWiIa MEXAYHAPOJHOTO JOTOBOpa, IpaBUIa,
coJieprKalmecs B akTax, cocraBisitomux npaso Coroza. (B pedakyuu Pedepanvrozo
3akona om 30.01.2024 Ne [-D3)

4!, Pemrenuss MEXroCyIapCTBEHHBIX OpPraHOB, IPUHATHIE Ha OCHOBAHUM
MOJIOKEHUM  MEXIYHapOAHBIX JOroBopoB Poccuiickoir @enepauum B UX
WCTOJKOBaHUM, mpotuBopedamieM Konctutyumn Poccuiickoir ®enepanuu, He
nojyexar ucnoiaHeHno B Poccuiickont @enepanuu. Takoe MpOTHUBOPEUYUE MOKET
ObITh YCTAHOBJICHO B TOpPSIKE, ONpeAesieHHOM (enepaqbHbIM KOHCTUTYLIMOHHBIM
3aKOHOM. (/[onoanenue wacmoio - Pedepanvhsiii 3axon om 08.12.2020 Ne 429-D3)

5.B Poccuniickori @enepanud B COOTBETCTBUM C  MEXAYHAPOJHBIMU

noroBopamu Poccuiickoit denepanuu 1 (UiM) HA OCHOBE NMPUHIUIIA B3aUMHOCTH



MIPU3HAIOTCS PE3YJIbTATHl KIMHUYECKUX UCCIIEJOBAaHUM JIEKAPCTBEHHBIX MPENApATOB
UIE MEIUUMHCKOIO NPHUMEHEHMS, MPOBEACHHBIX 3a IMpeAesiaMu TEPPUTOPUU

Poccuiickoit @eneparuu.

Crarba 4. OCHOBHBIEC IOHATHS, UCIOJIb3yeMble¢ B HACTOSALIIEM

DeepabHOM 3aKOHE

Jnsa nenen Hacrosmero denepanbHOro 3aKOHA HCHOJIB3YIOTCS CIEAYIOIINAE

OCHOBHBIC IIOHATHUA:

1) nexapcTBEHHBIE CPEJICTBA - BEIIECTBA UM UX KOMOWHAIIMH, BCTyAIOLIUE B
KOHTAKT C OPTaHMU3MOM Y€JIOBEKA WJIA KUBOTHOTO, IPOHUKAIOIIKME B OPraHbl, TKAHU
OpraHu3Ma 4eJioBeKa WU JKMBOTHOTO, NPHUMEHSEMbIE JUIsl NPOPUIAKTUKH,
JMArHOCTUKH (32 UCKJIIFOUEHHEM BEILECTB WM X KOMOMHALINM, HE KOHTAKTHUPYIOLIUX
C OpraHU3MOM YeJIOBeKa WJIM KUBOTHOTO), JIeYeHHs 3a00JieBaHusl, peabuInTaluu,
IUISL COXpaHEHMs], IPEIOTBPAILECHUS WIN NIPEPbIBAHUSI OEPEMEHHOCTH U MOJYyUYEHHBIE
13 KPOBH, IUIA3MbI KPOBH, U3 OPTaHOB, TKAHEH OpraHW3Ma YeJI0BEKa UJIH )KUBOTHOTO,
pacTeHuil, MUHEPAJIOB METOJAMH CHHTE3a WIM C NMPUMEHEHHEM OHOJIOTHYEeCKUX
texHomoruii. K JleKapCTBEHHBIM CPEACTBAM OTHOCATCS  (papMaiieBTHUECKHE

CY6CT&HHI/II/I N JICKAPCTBCHHBLIC IIPCIIaPaThI,

2) (papmarieBTHUECKas CyOCTAHIIMS - JIGKAPCTBEHHOE CPEJICTBO B BUC OJHOTO
WM HECKOJIBKUX 00yamarmux (GapMaKoJIOrHIeCKO aKTUBHOCTBIO JEHCTBYIONTUX
BEIIIECTB BHE 3aBUCUMOCTH OT IPHPOJIBI IPOUCXOKICHHUS, KOTOPOE MPEeAHA3HAYCHO
JUIS TIPOM3BOJICTBA, M3TOTOBJICHHS JICKAPCTBEHHBIX IpENapaToB M OMPEICIICT HX
s pexTuBHOCTS; (B pedaxkyuu Pedepanvrozo 3akona om 22.12.2014 Ne 429-D3)

3) BCIIOMOT'aTCJIbHBIC BCIICCTBA - BCIICCTBA HCOPTaHUYICCKOT'O nIn
OpPraHru4YcCKOro IMpoOUCXOXKACHUA, HCIIOJIB3YCMBIC B IIPOLCCCC IIPOU3BOJACTBA,
HU3IrOoTOBJICHUA JICKAPCTBCHHLIX IIPCIaparoB A IpHIAHUA HM HCO6XOJII/IMBIX

(hUBUKO-XUMHUUECKUX CBOMCTB;

4) nekapCTBEHHbIE  Ipenaparbl -  JIEKapCTBEHHbIE CpEACTBA B  BHJIE
JIEKapCTBEHHBIX (OPM, MPUMEHsIEMbIE IJs1 MPOPUIAKTUKH, TUATHOCTUKH, JICUECHUS
3a00seBaHusl, peadWINTalUY, JJI1 COXPAHEHUSs, MPEJOTBPAILLEHUST WIH MTPEPbIBAHUS

OepeMEHHOCTH;

5) nexapcTBeHHass  ¢GopMa-  COCTOSHHME JICKApCTBEHHOTO  IIperapara,
COOTBETCTBYIOIIIEE CII0OCOOaM €ro BBEIEHHUS M MPUMEHEHHs U oOecreyuBarolee

JOCTIKEHNE HE0OX0AUMOTO JieueOHOTO 2P deKTa;



5') 103MpOBKa - COJEPIKAHUE OJHOTO UM HECKOJILKHUX JEHCTBYIOLINX BELIECTB
B KOJHMYECTBEHHOM BBIPAKEHUHM Ha EIUHMILY J03bl, WIM E€AUHUIy O0beMa, WU
€IMHUILy MAacChl B COOTBETCTBHH C JIEKapCTBEHHOU (opMoil 11OO Al HEKOTOPBIX
BUJIOB JICKAPCTBEHHBIX ()OPM KOJIMYECTBO BHICBOOOXKIAEMOIO M3 JIEKapCTBEHHOU
(OpMBI IEHCTBYIOIIETO BELIECTBA 3a €IUHMILY BPEMEHM; (JononneHue nyHKmom -
Deoepanvuviii 3akon om 22.12.2014 Ne 429-D3)

6) nmepeyeHb IKMU3HEHHO HEOOXOJUMBIX W BAXKHEHIIMX JIEKapPCTBEHHBIX
npenaparos - yTBepxaaembiil [IpaBurensctBoM Poccuiickoit denepannn nepeyeHb
JIEKapPCTBEHHBIX MPEnaparoB UIsi MEAUIIMHCKOTO MPUMEHEHHs, 00eCreurnBaoOInX
MPUOPUTETHBIE TOTPEOHOCTH 3/IPAaBOOXPAHEHUS B LESAX MPOPUIAKTUKY U JICUCHUS
3a0o0ieBaHUi, B TOM 4YHUCJIE MPEOoOIaNaloluX B CTPYKType 3a00JeBaeMOCTH B
Poccumiickoit denepanuy; (B peoaryuu Dedepanvhozo 3aKOHA
om 13.07.2020 Ne 206-D3)

6') oppaHHbIe JIEKAPCTBEHHBIE MPENApAThl - JIEKAPCTBEHHBIE MPENapaThl,
npeIHA3HAYCHHBIC UCKITFOUUTENBHO ISl JUATHOCTUKH, STHOMATOTEHETHYECKOTO WIIH
MAaTOTCHETUYECKOTO JICUCHHsI (JICYCHUs, HAMPABICHHOTO HA MEXaHU3M pa3BHUTHUS
3aboneBanusl) peakux (opdaHHBIX) 3a0o0ieBaHUM; ([JonoiHenue  NYHKMOM -
Deoepanvuviii sakon om 22.12.2014 Ne 429-D3) (B pedaxyuu edepaibHoco 3aKoHa
om 30.01.2024 Ne 1-D3)

6%) GHOJOTMYECKUE JIEKAPCTBEHHBIE MIPENApaThl - JEKAPCTBEHHBIE MIPENApaTh,
JEMCTBYIOIIEE BEUIECTBO KOTOPBIX MPOU3BEICHO WM BBIJIEICHO U3 OMOJIOTHUYECKOTO
WMCTOYHMKA W JUIS OMNpEJAENiCHUsT CBOMCTB M KadecTBa KOTOPBIX HeoOxoJauMma
KOMOWHAIMsI OMOJOTHYESCKUX U (PUBHKO-XUMUYECKUX MeToAoB. K Omomornyeckum
JIEKapCTBEHHBIM TpenaparaM OTHOCATCS HUMMYHOOHOJIOTHYECKHE JIEKapCTBEHHBIC
npenaparbl, JIEKapCTBEHHbIC IpernapaThl, MOJyYeHHbIE U3 KPOBHU, IJIa3Mbl KPOBHU
YeJIoBeKa M JKUBOTHBIX (32 MCKIIOUEHHUEM IIEeJIbHOW KPOBH), OMOTEXHOJOTUYECKUE
JIEKapCTBEHHBIE npenaparsl, reHOTEpaneBTUYECKUE JIEKapCTBEHHBIE

npenapartsl; (/[onoanenue nynkmom - Dedepanvhwviii 3akon om 22.12.2014 No 429-
D3)

6°) BEICOKOTEXHOJIOTUYHbIN JIEKApCTBEHHBIN npemnapar -
TCHOTEPANIEBTUYCCKUI JICKAPCTBEHHBIHN Mpenapat Il MEIUIIMHCKOTO MPUMCHCHHS,
WM JICKAPCTBEHHBIN MTpermapaT Ha OCHOBE COMAaTUYECKHX KJIETOK Il MEUIIMHCKOTO
NPUMCHCHUS, WU TKAHCHHXXCHEPHBIM JICKApCTBEHHBIM Tperapar (Tmpernapar
TKQHEBOW  WHXXCHEPHH); ([Jononrnenue  nywkmom -  DedepanvbHvili  3aKOH
om 30.01.2024 Ne 1-D3)



7) *UMMYHOOUOJIOTHYECKUE JICKAPCTBEHHBIC IIpEmaparthl - JIEKAPCTBEHHBIE
mpenaparbl, MpeaHa3HadYeHHbIE sl (OPMHPOBAHUS AKTUBHOTO WIIM TACCHBHOTO
MMMYyHUTETa JHMOO JMATHOCTHKMA HaJU4Msl WMMYHHTETa WU JAUArHOCTHUKU
crenupUIecKoro MPUOOPETCHHOTO HW3MEHEHHUS WMMYHOJIOTHUYECKOTO0 OTBETa Ha
ajulepru3upyromue  BemecrBa. K =~ MMMyHOOMOJIOTHYECKUM  JICGKAPCTBEHHBIM
mpernapataM  OTHOCSTCS ~ BAaKIIMHBI, AaHATOKCHUHBI, TOKCHHBI, CBIBOPOTKH,

WMMYHOTJIOOYIMHBI W ajulepreHsl; (B pedaxyuu  Dedepanvhoco  3aKOHA
om 22.12.2014 Ne 429-D3)

7') GHOTEXHONIOTUYECKHE  JIEKAPCTBEHHBIE  IIPENAPAThl -  JIEKAPCTBEHHBIE
rpenaparsl, IPOU3BOACTBO  KOTOPBIX OCYILECTBISIETCA C  HMCIIOJIb30BAHUEM
OMOTEXHOJIOTUYECKHUX TpolieccoB U MeTo0B (B ToM unciie JIHK-pexomOunanTHOM
TEXHOJIOTUH, TEXHOJOIMU KOHTPOJHUPYEMOU DSKCIPECCUU T'E€HOB, KOIUPYIOIIUX
OMOJNIOTMYECKH AaKTHBHBbIE OCNKM B MPOKApHOTaX M JYKApUOTax, BKIOYAs
U3MEHEHHBIE KJIETKM MIJIEKONHUTAIOIINX), TUOPUIOMHOIO METOJAa U METOoja

MOHOKJIOHAJIbHBIX ~ aHTuTeN; ([ononnenue  nymkmom -  DedepanvHvlii  3aKOH
om 22.12.2014 Ne 429-D3)

7?) reHOTEpaNeBTHYECKHE  JIEKAPCTBEHHBIE IPENaparhl -  JEKAPCTBEHHBIE
npenaparsl, GapMaiieBTHUecKas CyOCTaHIUS KOTOPBIX SBIAECTCS PEKOMOMHAHTHOMN
HYKJICMHOBOW KHCIIOTON WJIM BKJIIOYACT B Ce0sl PEKOMOMHAHTHYIO HYKJICHHOBYIO
KHCJIOTY, TIO3BOJISIONIYIO OCYIIECTBIISITh PETYJIMPOBAHUE, pEMaparfio, 3aMeHy,

no0aBieHUe WM YyJaJleHHe TeHeTHMYECKON MOoCleoBaTeNbHOCTH; ([onoiHenue
nynkmom - @edepanvruiti 3axon om 22.12.2014 No 429-D3)

8) HApKOTHUYECKHUE JIEKAPCTBEHHBIE CPEJCTBA - JIEKAPCTBEHHBIE MpenapaTsl U
dapmanieBTHYeCKHE CYOCTaHIIMM, COJAEpXKAIUE HAPKOTUYECKHE CpeacTBa U
BKJIFOYEHHBIE B [lepeyeHbp HapKOTUYECKUX CPENCTB, IICUXOTPOIHBIX BEIIECTB U UX
IIPEKYPCOPOB, NOJIEKAIUX KOHTPOI0 B Poccniickon denepannu, B COOTBETCTBUU
¢ 3akoHozarenbcTBOM Poccuiickon denepanun, MeEXIyHAPOIHBIMU JTOrOBOPaMHU
Poccuiickon ®enepannn, B TOM uyuciae ENMHONM KOHBEHUHMEN O HAPKOTHYECKHUX
cpeactBax 1961 roxa;

9) ncuxoTponHbIe JICKAPCTBEHHBIE CPENICTBA - JIGKAPCTBEHHBIC IMperaparbl U
dapmaneBTHYECKUE CYOCTaHIIMM, COJIEp)KAIllie IICUXOTPOIHBIE BEIIeCTBA U
BKJIIOUEHHBbIEC B [lepeyeHb HapKOTHYECKUX CPEJICTB, MCUXOTPOMHBIX BEIIECTB U HUX
MPEKYPCOPOB, NOAIEKAIMUX KOHTPOJIIO B Poccuiickon denepanyn, B COOTBETCTBUU
¢ 3akoHozarenbcTBOM Poccuiickon denepanun, MeEXIyHAPOIHBIMU JOTOBOPaMHU
Poccuiickont ®@enepannu, B Tom uncie KoOHBEHIMEN O MCUXOTPOIHBIX BEIIECTBAX
1971 rona;



10) paguodapmarieBTHYECKUE JIEKAPCTBEHHBIE CPEACTBA - JIEKAPCTBEHHBIE
CpeICcTBa, KOTOpbIE cojepXkaT B TOTOBOM [uis HCHOJb30BaHUS (opme oIuH

PaIuOHYKINWI NI HCCKOJIBKO PAaANOHYKINI0B (pa,[[I/IOaKTI/IBHLIX I/ISOTOHOB);

10') opuruHanbHbIN JIEKapCTBEHHBIA MpENapar - JIEKapCTBEHHbIN Ipenapar ¢
HOBBIM JICWCTBYIOIIMM BELIECTBOM, KOTOPBI TIEPBBIM 3apErHCTPUPOBAH B
Poccuiickon ®enepanuu WM B HMHOCTPAHHBIX TOCYyAAapCTBaX Ha OCHOBAHUU
pe3yJIbTaTOB  JOKIMHUYECKUX  HUCCIEHOBAaHUM  JIGKAPCTBEHHBIX CPEICTB U
KIIMHUYECKUX HCCIECIOBAHUN JIEKAPCTBEHHBIX IIPENApaToB, MOATBEPKAAIONIUX €T0

KauecTBO, Y3P(HEKTUBHOCTh U O€30MACHOCTD; (Jononnenue nynkmom - Pedepanvhbiii
s3akon om 27.12.2019 Ne 475-D3)

11) pedepentHbIil JieKapCTBEHHBINM Mpemnapar - JEKapCTBEHHBIM Ipenapar,
KOTOPBII UCHOJIb3YETCA ISl OLEHKU OMO3KBUBAJIEHTHOCTH WJIM TEpPareBTHUUECKOU
HKBUBAJICHTHOCTH, KauecTBa, 3PHEKTUBHOCTH U OE30MaCHOCTH BOCIIPOU3BEICHHOTO
JIEKapCTBEHHOTO Tpernapara uik OnoaHanoroBoro (6GHOMo100HOTO) JIEKapCTBEHHOTO
npemnapara (bnoanasnora). B kauecTBe ped)epeHTHOTO JICKAPCTBEHHOTO TIpenapaTa Jyist
MEIUIIMHCKOTO TPUMEHEHUS HCIOJB3YETCSd OpPUTHHANBHBIA  JIEKAPCTBEHHBIM
npenapar Jin0o, €Clii OpUTHHAIIbHBIN JIEKapCTBEHHBIN MpemapaT He 3aperuCTPUPOBAH
WM HE HaXOuTCsl B 00opoTe B Poccuiickoit Denepanun 1 HE HAXOIUTCS B 000pOTE
B MHOCTPAaHHBIX T'OCYJapCTBax, BOCIPOU3BEACHHBIN JIEKAPCTBEHHBIN MpenapaT Win
O1oaHaIOTOBBIN (OMOMOIOOHBIN) JTeKapCTBEHHBIN TpenapaT (O0HMoaHanor), KOTOPbIH
MEPBbIM 3apETUCTPUPOBAH M3 4YHUCIa Haxondmuxcsi B obopore B Poccuiickoit
Odenepanuy, OHMOIKBUBAIEHTHOCTh WM TEPANEBTHUECKAash OSKBUBAJICHTHOCTb,
KauecTBO, 3()PEKTUBHOCTH U O€30MACHOCTH KOTOPOTO OIICHUBAIKNCH IO OTHOIIEHHUIO
K OpUTHHAJIIBHOMY JIEKAapPCTBEHHOMY TIperaparTy, a TakKe KauecTBO, 3PPEeKTUBHOCTh
n 0e30MacHOCTh KOTOPOTrO MOATBEPXKIAIOTCS pe3ysibTaTaMu (papMakoHaa3opa H
MIPOBEPOK COOTBETCTBHUSA JIEKAPCTBEHHBIX CPEACTB, HAXOSMIIMXCA B I'PaKIAHCKOM
000poTe, YCTaHOBJIIEHHBIM TPeOOBaHUSIM K MX KauecTBY. B kauecTBe pedepeHTHOTro
JIEKapCTBEHHOI'O TMpemnapara s BETEPUHAPHOTO NPUMEHEHHUS] HCIOJIb3YEeTCs
JIEKapCTBEHHBIN ITpenapar Ajsl BETEPUHAPHOTO IPUMEHEHUS, 3apETUCTPUPOBAHHBIN B
Pocculickon ®enepanny Ha OCHOBaHUHU PE3YJIBTATOB JOKJIMHUYECKUX UCCIIEIOBAHUM
JEKApCTBEHHBIX CPEJICTB M  KIMHUYECKMX MCCIECJOBAaHUN  JIEKAPCTBEHHBIX
MpenaparoB, MOATBEPKAAIOIINX €ro KauecTBO, 3PPEKTUBHOCTb U 0€30MaCHOCTh; (B
pedaxyuu Dedepanvrozo 3axona om 27.12.2019 Ne 475-D3)

12) BoclipoM3BEACHHBIN  JIEKAPCTBEHHBIM  Mpenapar -  JEKapCTBEHHBIN
npenapaTr Ui MEIULIUHCKOTO TPUMEHEHHUs, KOTOPbI HMEeT SKBHBAJICHTHBIN
pedepeHTHOMY  JIEKAPCTBEHHOMY  TIperapary  KaueCTBEHHBIH  COCTaB U

KOJIMYECTBEHHBIN COCTAB JEHUCTBYIOIINX BEUIECTB B SKBUBAJICHTHOU JICKAPCTBEHHOU



dbopme, 1160 IeKapCTBEHHBIN Mpenapar Jisi BETepUHAPHOTO MPUMEHEHUs, KOTOPbIN
MMeeT TaKHe K€, YTO M pe(epeHTHBIN JIEKapCTBEHHBIA Mpernapar, KauyeCTBEHHBIH
COCTaB M KOJMYECTBEHHBIM COCTAaB JIEUCTBYIOIIMX BELIECTB B TAKOM XK€
JIEKapCTBEHHOMN dopwme, OMOA’KBUBAJICHTHOCTD WIH TepaneBTUUYECKas
SKBUBAJIEHTHOCTh KOTOPBIX COOTBETCTBYIOIIEMY pedepeHTHOMY JIEKapCTBEHHOMY
npenapary MOATBEP>KJIEHA COOTBETCTBYIOIIMMH UCCIEIOBaHUAMH; (B pedaxyuu
Dedepanvrozo 3akona om 27.12.2019 Ne 475-D3)

12') TepaneBTHUECKas  DKBMBAJIEHTHOCTh  JIEKAPCTBEHHBIX  IIPENAPATOB -
JOCTH)KCHHE  KIMHMYECKH COIMOCTaBUMBIX  TepaneBThdeckoro sddexkra u
nokasarenieid 3pPexTuBHOCTH U OE30MACHOCTU MPU MPUMEHEHUU JIEKAPCTBEHHBIX
MperapaToB Uisi MEIUIIMHCKOTO TPUMEHEHUS, MMCEIOIIUX OJIHO MEXKIyHapOHOE
HEMATeHTOBAaHHOE (WM XWMUYECKOe, WM TPYMIHUPOBOYHOE) HAMMEHOBAaHUE, B
HKBUBAJICHTHBIX JO3UPOBKAX MO OJTHUM M TEM K€ [MOKA3aHUSIM K IPUMEHEHHUIO U TpU
OJIMHAKOBOM CToco0e BBEACHHUS Y OJHOU UM TOM K€ TPYIIIbl OOJIBHBIX; (ononnenue
NYHKMOM - Dedepanvrviii  3axon om 22.12.2014 Ne 429-D3) (B pedaxyuu
Deoepanvrozo 3axona om 27.12.2019 Ne 475-D3)

12?) GuoaHanoroBmIii (Ouono00HbIN) JIEKapCTBEHHBIN npemnapar
(6uoanasor) - OMOJIOTMYECKHH JIEKApCTBEHHBIN Mpenapar, CXOKUW Mo TapaMmeTpam
KadecTBa, 3(PQPEKTUBHOCTH M 0€30MacHOCTH C pedepeHTHBIM OHOJOTUYECKUM
JICKapCTBEHHBIM IMpernapaToM B TaKOW K€ JIEKApCTBEHHOW (GopMe U HMEIOIIHA

WJEHTUYHBIA  coco0  BBeneHUs; (/{ononmenue  nynkmom -  DedepanvbHulil
3akon om 22.12.2014 Ne 429-D3)

12%) B3auMo3aMeHsIeMBbIii  JIEKAPCTBEHHBIA  IIPEnapar -  JIEKapCTBEHHBIN
mpermapar ¢ JOKa3aHHOHW  TEpaleBTUYCCKOW  SKBUBAJICHTHOCTBIO WU
OMODKBHUBAJICHTHOCTHIO B OTHOIICHUU PEPEPEHTHOIO JICKAPCTBEHHOTO Tpernapara,
HUMEIOITUI SKBUBAJICHTHBIC €My KaueCTBCHHBIH COCTaB W KOJUYCCTBEHHBIM COCTaB
JCMCTBYIONINX BEIIECTB, COCTAB BCIIOMOTATENLHBIX BEIIECTB, IEKAPCTBECHHYIO (popMy
u  crmocod  BBeaeHus; ([ononnenue  nynkmom -  DedepanvHuili  3AKOH
om 22.12.2014 Ne 429-D3)

12%) GMODKBUBAJIEHTHOCTL  JIEKAPCTBEHHBIX  IPENAparoB -  JOCTHIKEHHE
COIOCTaBUMBIX MOKAa3aTeseil CKOPOCTH BCACHIBAHUS, CTEIIEHU MOCTYIUICHUS! K MECTY
JNCHUCTBUSL U CKOPOCTH BBIBEJICHUSI OJHOTO WJIM HECKOJbKHUX 00JaJaronux
(apMaKkoJIOTHYECKON aKTHUBHOCTBIO JIWCTBYIOIIMX BEIIECTB MPU NPUMEHEHUU
JIEKapCTBEHHBIX MPEnapaTroB JUisi MEAUIHUHCKOTO MPUMEHEHHUS, UMEIOIIUX OJHO

MCKIYHApPOJHOC HCIIATCHTOBAHHOC (I/IJ'II/I XUMHNYECKOEC, WU prnHHpOBOqHOG)



HaMCHOBAHHC, B OJOKBHBAJCHTHBIX MOO3WPOBKAX W IIPHU OJHHAKOBOM crocooe

BBeAieHUS; ([{ononnenue nynkmom - @edepanvruiii 3akon om 27.12.2019 Ne 475-D3)

13) nexkapcTBEHHOE pPACTUTENIIBHOE CBIPbE - CBEXHUE WJIM BBICYIICHHbBIC
pacTeHust 100 X YaCTH, UCTIOJIb3YEMBbIE JIJIsl TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB
OpraHU3alysAMU - MPOU3BOJUTEIIIMU JIEKAPCTBEHHBIX CPEACTB WJIM HU3TOTOBJICHHS
JIEKapCTBEHHBIX IpPENapaToB aNTEYHbIMA OpraHU3alUsIMH, BETEPUHAPHBIMU
aNTEYHbIMU OpraHU3alUsAMU, UHAUBUY AJIbHBIMU IPEANPUHUMATEISIMHA, UMEIOIINMHU
JUIEH3UIO Ha (PapMalleBTUUECKYIO IESITEIbHOCTb;

14) nexapcTBEeHHBIM pACTUTENbHBIM Mpemnapar - JIEKapCTBEHHBIN Ipenapar,
MPOM3BEICHHBIN WJIA M3TOTOBJIEHHBIM W3 OJHOIO BHJAA JIEKAPCTBEHHOIO
PACTUTENBHOTO CBIPbSl WJIM HECKOJBKMX BHUIOB TAaKOTO CHIPbS U PEAM3yEMbIA B

pachacoBaHHOM BHUJIE BO BTOPUYHOU (TOTPEOUTENHCKO) yIIaKOBKE;

15) romeonaTudeckuit JeKapCTBEHHBIN MpenapaT - JIEKapCTBEHHBIN MTpenapar,
MPOU3BEJCHHBIM WJIM W3TOTOBJICHHBIN U3 (apMaleBTUYECKON CyOCTaHIIMM WIH
(hapManeBTUYECKUX CYOCTAaHIIMM B COOTBETCTBHHM C TPEOOBAHUSAMH OOITUX
(apmMakonenHbIX CTaTel K TOMEONMaTHYEeCKUM JIEKAPCTBEHHBIM MperapaTam HId B
COOTBETCTBHM C TpeOoBaHUSAMHU (papmakomen CTpaHbl MTPOU3BOAMTENS TaKOTO

JIEKapCTBEHHOI'O npenapara; (B pedaxyuu Deoepanvrozo 3aKOHA
om 22.12.2014 Ne 429-D3)

16) MexIyHApOJHOS HEMATCHTOBAHHOEC HAWMEHOBAHHE JIEKAPCTBEHHOIO
CpeICTBA - HAWMCHOBAHWE JICHCTBYIONICTO  BemiecTBa  (papmareBTHUCCKON
cyOcTaHIIMM, peKOMEHI0OBaHHOE BcemMupHOW opraHuzamuei 31paBOOXpaHEeHUS; (B
peoakyuu Dedepanvroco 3axona om 22.12.2014 Ne 429-D3)

17) ToproBoe HaWMMEHOBaHHE JICKAPCTBEHHOTO CPEJICTBA - HAaUMEHOBAHHE
JICKaApCTBEHHOTO CPE/ICTBA, NMPUCBOCHHOE €ro pa3paboTYMKOM, JepiKaTelneM WIH
BJIAJICNIBIIEM DPETHCTPALMOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO TMpemapara; (B
pedaxyuu Dedepanvrozo 3axona om 22.12.2014 Ne 429-D3)

17') rppynnupoBoyHOe  HAaMMEHOBaHWE  JIEKAPCTBEHHONO  Mpenapara -
HAaMEHOBAaHUE JIEKAPCTBEHHOIO IIperapara, HE HUMEIOLIEr0 MEXIYHAPOIHOTO
HEMaTEeHTOBAaHHOTO HAMMEHOBAHUS, WJIM KOMOMHAIIMY JIEKAPCTBEHHBIX MPENapaTos,
HCIIOJIb3yeMOEe B IEJIIX OOBEAMHEHMSI UX B TPYIIY IOJ €IUHBIM HAaWUMEHOBAaHHUEM

UCXOJsl U3 OJMHAKOBOTO COCTaBa JIEHCTBYIOIIUX BEILIECTB; ([[onoinenue nynKmom -
Deoepanvuviii 3akon om 22.12.2014 Ne 429-D3)

18) oOmass  ¢dapmakomneiiHas ~ CTaThsi -  JOKYMEHT,  YTBEPXKIACHHBIN
YIOJHOMOYEHHBIM (pesiepaabHbIM OPTaHOM HCIIOJTHUTEIBHON BIIACTH U COJICPIKAIITHIA

MepeveHb MoKaszaTesel KauecTBa U (MJIM) METOJ0B KOHTPOJIS KauyecTBAa KOHKPETHOU



JICKaPCTBEHHOH (DOPMBI, JIEKAPCTBEHHOT'O PACTHTEIBLHOTO CHIPhsI, BCIOMOTATEIbHBIX
BEIIIECTB, OIMUCAHUA OMOJOTUYECKHX, OMOXMMHYECKUX, MHUKPOOHOJIOTUYECKUX,
(UBHKO-XUMHYECKUX, (PU3NYCCKUX, XUMHUYCCKMX W JPYTMX METOJOB aHaIu3a
JICKaPCTBEHHOTO CPEJICTBA, a TakkKe TPeOOBaHWS K WCIOIB3YEMbIM B IIEJSAX
MPOBEJCHHUS  JAHHOTO  aHaju3a  pEakTUBaM, THUTPOBAaHHBIM  pacTBOpaM,
WHIUKaTopaMm; (B pedaxyuu gedepanvuvix 3axonos om 22.12.2014 Ne 429-D3,
om 30.01.2024 Ne 1-D3)

19) papmakoneiiHas cTaTbs - JOKYMEHT, YTBEPXKACHHBIN YIOIHOMOYEHHBIM
(denepanbHBIM  OpraHOM HCIIOJIHUTENBHON BJIACTH M COJEpKalIUil TepeyeHb
MoKa3aTeseld KayecTBa U METOJO0B KOHTPOJII KayecTBa JIEKAPCTBEHHOI'O CPECTBA,

JIEKapCTBEHHOTO PACTUTEIBHOTO CHIPhS, BCIIOMOTATENIbHBIX BEIIECTB; (B pedaxyuu
peoepanvhvix 3axonos om 22.12.2014 Ne 429-D3, om 30.01.2024 Ne [-D3)

19') crangapTHbIe 0Opa3IbI - BEIECTBA, TOCPEICTBOM CPABHEHHS C KOTOPBIMU
OCYLIECTBJISIETCS KOHTPOJIb KayeCTBAa HCCIEAYEMBIX JIEKaPCTBEHHBIX CPEICTB C
MOMOIIBIO (PU3UKO-XUMHUYECKHUX U OUOJIOTHYECKUX METOJIOB B LENSIX MOATBEPKICHUS
COOTBETCTBHUSI JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSIM HOPMATUBHOM JTOKYMEHTAIINUH,
YCTaHOBJICHHBIM IIPU OCYIIECTBJIEHUU TOCYAAPCTBEHHOW PETHCTPALUH, U KOTOPHIE
OPUMEHSIOTCS Ui KaJuOpOBKM  CTaHJAPTHBIX  OOpPAa3lOoB  MPOU3BOJUTENS
JIEKapCTBEHHBIX CPEJICTB, UCIOJIb3YEMBIX JIJIs1 KOHTPOJISI KaueCcTBa U MHBIX 1IeJIel IPU
oOpallleHUH JeKapCTBEHHBIX CPEACTB; (ononnenue nynkmom - @edepanbHulil 3aKOH
om 22.12.2014 Ne 429-D3)

19%) papMakoneiHslii  CTaHAAPTHBIA oOpasell - CTaHAapTHLIA 0oOpasell,
MPOM3BEJCHHBIM B COOTBETCTBUU ¢ (apMakonenhHoi craThelt; ([Jononnenue
nynkmom - @edepanvruiil 3akon om 22.12.2014 No 429-D3)

20) HopMaTUBHAsT JIOKYMEHTalUs - JOKYMEHT, COJEpKalluil TepeueHb
ONpPENCIAEMBIX II0 pe3ylbTaTaM COOTBETCTBYIOIIUX JKCIEPTU3 IOKa3aTenei
Ka4yecTBa JIEKAPCTBEHHOI'O CPEACTBA JUISI MEIUIMHCKOTO IMPUMEHEHUS, METOJIOB
KOHTPOJISl €r0 Ka4eCTBA U YCTAHOBJIEHHBIN €r0 IPOU3BOJAUTEIIEM;

21) HOpMaTUBHBIA  JOKYMEHT -  JIOKYMEHT, COJep)Kalluid  TepeyeHb
OTPENEIIeMBbIX TI0O pe3yJbTaTaM COOTBETCTBYIOIIMX JKCHEPTH3 TOKa3aTeei
KauecTBa M (WJIM) METOJOB KOHTPOJS KauecTBa JIEKAPCTBEHHOU (POPMBI, ONMUCAHUS
OMOJIOTUYECKUX, OMOXUMHYECKUX, MHUKPOOHOJIOTHYECKHX, (HUIUKO-XUMHUUECKHUX,
(U3UYECKNX, XUMHYECKUX U IPYTUX METOJIOB aHAJIM3a JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO MPUMEHEHUS, TPEOOBAaHUS K MCIOJIB3YEMBIM B IICNIAX MPOBEICHUS
JAHHOTO aHaliu3a pEeaKTWBaM, THUTPOBAHHBIM pacTBOpaM, HHIUKATOpaM U

YCTaHOBHeHHLIfI €TI0 IIPOU3BOAUTECIICM



21") 0Ommit TEXHMYIECKHI JOKYMEHT - KOMIUIEKT JOKYMEHTOB M MAaTEpPHAIIOB,
COCTOSIIIMH W3 HECKOJIBKMX Pa3JeNoB - JOKYMEHTalUW aJMUHUCTPATUBHOIO
XapakTepa, XUMHUYECKOW, (apMarieBTUIECKON MW OMOJOTHYECKON TOKyMEHTAIlUH,
(bapMaKkoJOTUUYECKOM,  TOKCHKOJOTHYECKOW  JOKyMEHTAallMM,  KIMHUYECKON
JOKYMEHTAIlMM U TPEACTABISIEMbId  OJHOBPEMEHHO C  3asABJICHUEM O
rOCyJapCTBEHHOW PETUCTPAIMKM JIEKAPCTBEHHOIO TMpernapara AJii MEIUIMHCKOTO
npuMeHeHus B opMare, yCTaHOBICHHOM YIIOJIHOMOYEHHBIM (peiepaibHbIM OPraHOM
WCIIOJHUTEILHOM  BHacTu; (ononnenue  nynkmom -  Dedepanbhviii  3aAKOH
om 22.12.2014 Ne 429-D3)

22) Ka4eCcTBO JICKAPCTBEHHOTO CPEJICTBA - COOTBETCTBHE JIEKAPCTBEHHOTO
cpeacTBa TpeOOBaHHMAM (hapMaKOIMEHHOW CTaThu JIMOO B CIOydae €€ OTCYTCTBHS

HOpMaTI/IBHOﬁ AOKYMCHTAIIMHU UJIKX HOPMATHUBHOT'O JOKYMCHTA,

23) 6e30macHOCTh JIEKapCTBEHHOTO CpelcTBa - XapaKTepUCTHUKa
JEKapCTBEHHOI'O CpEACTBA, OCHOBAaHHAasg HAa CPAaBHUTEIBHOM aHAJIM3€ €ro

3¢ dEeKTUBHOCTH U PUCKA IPUYUHEHUS Bpela 37J0POBbIO;

24) 3¢ (heKTUBHOCTD JIEKAPCTBEHHOTO Mpenapara - XapakTepPUCTHKA CTEMeHU
MOJIOKUTEJIBHOTO  BIMSIHUA ~ JIEKAPCTBEHHOIO  Mpenapara Ha  TEYEHHE,
MPOJODKUTEIBHOCTh 3a00JI€BaHMsI WM €ro MpeAoTBpalleHue, peabuInTaiuo, Ha

COXpaHEHHE, MPEOTBPAIEHNE WIH NPEPhIBAHNE OEPEMEHHOCTH;

25) cepust TeKapCTBEHHOTO CPEICTBA - KOJMYECTBO JIGKAPCTBEHHOTO CPECTBA,
NPOM3BEICHHOE B  pE3yibTaTe OJHOTO  TEXHOJOTHYECKOTO  [HUKIA  €ro

MMPOU3BOAUTCIICM,

26) perucTparmoHHOE YAOCTOBEPEHHE JIEKapCTBEHHOTO npemnapara -
JOKYMEHT, MOITBEPK TAFOLIIAN (dakT rOCy1apCTBEHHOM perucTpamuu

JICKApCTBCHHOI'O ITpCIIapara,

26') nepxkaten, WM BIafeNell  PETUCTPALMOHHOIO  YAOCTOBEPEHHMS
JIEKapCTBEHHOTO  Tpemapara-  pa3pabOT4MK  JIGKapCTBEHHOTO  CPEACTBa,
MPOU3BOJIUTENIb  JICKAPCTBEHHBIX CPEJICTB WJIM HWHOE HOPUAUYECKOE JIUIIO,
oOnajaromiee MpPaBOM BIIAJICHUSI PETUCTPALMOHHBIM YJOCTOBEPEHUEM, KOTOPHIC
HECYT OTBETCTBEHHOCTh 3a KauecTBO, J((PEeKTUBHOCT, U  0E30MacHOCTb
JIEKapCTBEHHOTO  mpenaparta; ([Jononnenue nynkmom -  DedepanbHuvlli  3aKOH
om 22.12.2014 Ne 429-D3)

27) perucTpallMOHHBIA ~ HOMEp - KOJIOBO€  0003Ha4YeHHE, MPUCBOCHHOE
JIEKapCTBEHHOMY TMpenapaTry MpH €ro TroCyJapCTBEHHOM perucTpaludd WiH

peructpaunu; (B pedaxyuu Peodepanvrozo saxona om 30.01.2024 Ne [-D3)



28) oOpalieHne JIeKapCTBEHHBIX CPEJACTB - pa3pad0TKa, JAOKIMHUYECKUE
WCCJIEIOBAHNS, KIMHUYECKUE HCCIENOBaHUS, SKCIEPTU3a, TOCYAApCTBEHHAS
perucrpauuss WIM pErucTpanus, CTaHgapTh3alusi M KOHTPOJb KadecTBa,
IIPOU3BOJACTBO, HW3rOTOBIICHHWE, XpaHEHHWE, NEPEeBO3Ka, BBO3 B Poccuiickyro
O®enepannto, BbIBO3 U3 Poccuiickont denepanuu, pekiiama, OTIYCK, peaavu3alus,
nepeaayda, NPUMEHEHHE, YHHUUYTOXKEHHUE JIEKApCTBEHHBIX CPEICTB; (B pedaxyuu
peoepanvhvix 3axonos om 06.12.2011 Ne 409-D3, om 30.01.2024 Ne [-D3)

29) cyObeKThI 00OpalleHHs JeKapCTBEHHBIX CPEACTB - GU3NYECKHUE JUIA, B TOM
4yyciie  WHJIMBHIYyalbHblE  MNpEANPUHUMATENIM, W  IOPUAUYECKUE  JIMIIA,
OCYIIECTBIISIONINE EATENLHOCTD MTPH 0OpaIIeHNUH JIEKAPCTBEHHBIX CPEJICTB;

30) pa3paboTumMK JEKAPCTBEHHOTO CPEJICTBA - OpraHu3amus, o00Jamaroas
NpaBaMH Ha PE3yJIbTaThl JOKIMHUYCCKUX MCCIICIOBAHUI JIGKAPCTBEHHOTO CPE/ICTBA,
KIIMHUYECKUX MCCIIEOBAHUM JICKAPCTBEHHOTO MpemnapaTta W (W) Ha TEXHOJIOTHIO

MIPOU3BOJCTBA JIEKAPCTBEHHOIO CPEACTBa; (B pedaxyuu ®PedepanbHo2o 3axKona
om 22.12.2014 Ne 429-D3)

31) mpou3BOCTBO JICKAPCTBEHHBIX CPEACTB - ACATEILHOCTD MO TPOU3BOIACTBY
JIEKAPCTBEHHBIX CPEACTB OPraHU3aLMSAMHU - MPOU3BOJUTEIISIMUA JIEKAPCTBEHHBIX
CpPEICTB Ha OJHOM CTaAuH, HECKOJbKHUX WJIM BCEX CTaAUAX TEXHOJIOTMYECKOTO
rpolecca, a TakKe M0 XPAHCHUI0 U PeAIM3alMU MPOU3BEAECHHBIX JIEKAPCTBEHHBIX
CPEICTB;

31') mpou3BoACTBEHHAS  IUIOINAAKA -  TEPPUTOPHAIBHO  00OCOOJIEHHBIN
KOMIUIEKC MPOU3BOAUTENS JICKAPCTBEHHBIX CPEACTB, TNpPEJHA3HAUYEHHBIM s
BBIMIOJIHEHHUST BCETO Ipoliecca MPOM3BOJACTBA JIEKAPCTBEHHBIX CPEJCTB WM €ro

OTIPE/ICIICHHOU CTauHu; (/[ononnenue NYHKMOM - DeodepanvHvlii
3akon om 22.12.2014 Ne 429-D3)

32) mpou3BOIUTEIH JICKAPCTBEHHBIX CPEJCTB - OopraHu3anus,
OCYILECTBIISIIOIIAS MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUHU C

TpeOoBaHUAMM HacTosiero deneparbHOro 3aK0Ha;

33) dhapmaneBTHYECKAs ACSITEIBHOCTD - JIEATEIBHOCTD, BKJIIOUAONIAs B CeOs
OIITOBYIO TOPTOBIIIO JICKAPCTBEHHBIMH CPEACTBAMH, HX XpaHCHHUE, TIEPEBO3KY U (WIIH)
PO3HUYHYIO  TOPTOBIIO  JICKAPCTBEHHBIMH  TIperapaTamMyd, B TOM  YHUCIIE
JMCTAHIIMOHHBIM CIIOCOOOM, WX OTIYCK, XpaHCHHE, IEPEeBO3KY, HW3rOTOBJICHUE

JIEKapCTBEHHBIX npemnaparos; (B peoaxkyuu Deodepanvrozo 3aKOHA
om 03.04.2020 Ne 105-D3)

34) opraHuzaiss ONTOBOM  TOPTOBIM  JICKAPCTBEHHBIMH  CPEJICTBAMM -

opranmusanysa, OCYmCCTBIIATIOMIAA OIITOBYIO TOPIrOBJIIO JICKAPCTBCHHBIMU CPCACTBAMM,



UX XpaHEHHEe, INePEeBO3KY B COOTBETCTBUU C TpPEeOOBAHUSAMM HACTOSILErO

@DenepanbHOro 3aK0Ha;

35) anTeyHass opraHM3alMs - OpraHu3anus, CTPYKTYpHOE MOApa3/ieieHnue
MEIUIMHCKONW  OpraHu3allid,  OCYLIECTBIISIOIIME  PO3HUYHYIO  TOPIOBIIIO
JIEKapCTBEHHBIMU IMIpenapaTaMu, B TOM YHCIIC TUCTAHIIMOHHBIM CIIOCOOOM, XpaHEeHHE,
MEePEBO3KY, U3TOTOBJICHHUE U OTITYCK JICKAPCTBEHHBIX MPENapaToB ISl METUIIUHCKOTO
OpPUMEHEHUSI B COOTBETCTBUM C TpeboBaHusiMU Hacrtosiero ®deaepanbHOTo
3akoHa; (B peoaxyuu  gedepanvuvix  3axonos  om 25.11.2013 Ne 317-D3,
om 03.04.2020 Ne 105-D3)

36) BeTepuHapHas anTeyHas OpraHu3alus - OpraHu3alusi, CTPYKTypHOE
NoJipa3iefieHue BETEPUHAPHON OpraHM3allid, OCYIIECTBISIOUIME PO3HUYHYIO
TOPTOBITIO JIEKAPCTBEHHBIMU MpPENapaTamMu, B TOM YHUCIIE TUCTAHIIMOHHBIM CTIOCOOOM,
XpaHEHHE, U3TOTOBJIEHUE U OTITYCK JIEKaPCTBEHHBIX MPENAPaTOB JJIsi BETEPUHAPHOIO
NPUMEHEHUST B COOTBETCTBMM C TpeboBaHUsMU Hactosiiero deaepanbHOTo
3aKoHa; (B peoakyuu Pedepanvrozo 3akona om 03.04.2020 Ne 105-D3)

37) banmbcupuMpoBaHHOE  JIGKAPCTBEHHOE  CPEJICTBO -  JIGKAPCTBEHHOE
CPEJICTBO, COMPOBOXJAAEMOE JIOKHOW HWHPOpMANHMer O ero cocraBe W (WIH)

MIPOU3BOAUTCIIC,

38) HemoOpOKavYeCTBEHHOE  JIGKQPCTBEHHOE  CPEJICTBO -  JIGKAPCTBEHHOE
CPEICTBO, HE COOTBETCTBYIOIIEE TpeOOBaHUSAM (hapMaKOMEeHHOW cTaThu OO B
clyyae €€ OTCYTCTBHS TpeOOBaHUSM HOPMATHBHOM JOKYMEHTAIlMH WU

HOPMATHBHOT'O JOKYMCHTA,

39) koHTpadaKTHOE JIEKAPCTBEHHOE CPEIICTBO - JICKAPCTBEHHOE CPEJICTBO,

Haxoasamicecsa B 060p0T€ C HAPYHUICHUCM TPAKIAHCKOT'O 3dKOHOAATCIILCTBA,

40) TOKJIMHUYECKOE WCCIIEIOBAHUE JIEKapCTBEHHOTO CpeJcTBa -
OMOJIOTUYECKUE, MUKPOOHOJIOTHYECKHE, UMMYHOJOTHUYECKHE, TOKCUKOJIOTHYECKHE,
(dapmakosiornyeckre, (U3MYECKUE, XUMHYECKUE ¢ JPYrHe€ HUCCIEIOBAHUS
JIEKApCTBEHHOI'O CPEJICTBA MyTEM MPUMEHEHHSI HAyYHBIX METOJIOB OILICHOK B IIEJIAX
MOJIyYeHHUSI ~ JIOKA3aTeIhCTB  0O€30MAacCHOCTH, KauecTBa U I(PPEKTHBHOCTH

JICKApCTBCHHOI'O CPCACTBA,

41) KIMHUYECKOE WCCIEIOBAHUE JIEKAPCTBEHHOIO TIperapara - H3ydYeHHe
JUArHOCTUYECKUX, JIe4eOHBbIX, MPO(HIaKTHUECKUX, (apMaKOIOTHYECKUX CBOWCTB
JIEKapCTBEHHOTO Ipernapara B MPOIECCE €ro MPUMEHEHUS Y YeJI0BEKa, ’KUBOTHOTO, B
TOM YHCJIe MPOLIECCOB BCAChIBAHMSI, pACIIPEICIICHNUS, U3BMEHEHUS U BBIBEICHUS, TyTEM
NPUMEHEHUS HAayYHbIX METOJOB OLEHOK B LEISIX MOJIY4YEHHs J0Ka3aTelbCTB

0e3omacHOCTH, KauecTBa U 3P(HEKTUBHOCTH JIEKAPCTBEHHOTO TMpemnapara, JaHHBIX O



HEXKENATeNbHBIX PEaKIUsIX OpraHM3Ma 4eJOBeKa, >KMBOTHOTO Ha NpPUMEHEHHE
JIEKapCTBEHHOTO Tpemapara u 00 3d¢¢dekTe ero B3aUMOJICUCTBUS C JAPYTUMH

JIEKapCTBEHHBIMU MpenapaTaMu U (WJIK) NUILIEBbIMU MTPOTyKTaMU, KOpMaMu;

42) MHOTOIIEHTPOBOE KIIMHUYECKOE UCCIICIOBAHNE JICKAPCTBEHHOTO Mperapara
JUIS. MEIUIIMHCKOTO TPUMEHEHUS - KJIMHUYECKOE HCCIICAOBAHHUE JIEKAPCTBEHHOIO
mpernapara Uil MEIUIIMHCKOTO TMPUMEHEHHUS, IMPOBOAUMOE Pa3padOTUUKOM
JIEKapCTBEHHOTO TMpernapara B JBYX W 0oJjieeé MEIUIMHCKUX OPTaHH3aIUsaX II0

CAMHOMY IIPOTOKOIY KIMHUYCCKOTO UCCICAOBAHMA JICKAPCTBCHHOI'O IIpCIIapara,

43) MeXXIyHApOJAHOE  MHOTOIIGHTPOBOE  KIMHHYECKOE  HWCCJEIOBaHUE
JIGKapCTBEHHOr0 TIpernapara Uil MEAUIMHCKOrO TMPUMEHEHHUS - KIMHUYECKOE
HCCIICIOBAHUE JICKAPCTBEHHOrO Ipemnapara Jyisi MEAUIMHCKOTO IPUMEHEHUS,
IPOBOIMMOE Pa3pabOTYMKOM JICKAPCTBEHHOTO IMpernapara B pa3IMvHbIX CTpaHax Mo

CAMHOMY IIPOTOKOIY KIMHUYCCKOTO UCCICAOBAHMA JICKAPCTBCHHOI'O IIpCIIapara,

44) MOCTPEruCTPAIMOHHOE KJIMHUYECKOE HCCIEIOBAHUE JIEKAPCTBEHHOTO
npenapara Jyi  MEAULUMHCKOTO IPUMEHEHHUS - KIMHUYECKOE HCCIIEIOBAHUE
JICKapCTBEHHOIO0 Ipemnapara sl MEAWUUHCKOTO NPUMEHEHUs, IPOBOJUMOE
MIPOU3BOAMTENIEM JIEKAPCTBEHHOTO IIpernapara, TpaXIaHCKUi 000pOT KOTOPOro
OCYILIECTBIISIETCS TTOCJIE TOCYIapCTBEHHOM PEruCTpaly WIM PETUCTPALiU, B LEIAX
JOTIOJIHUTENIBHOTO cOOpa JaHHBIX O ero Oe3omacHOCTH #  3(P(HEKTUBHOCTH,
paclMpeHusl MOKa3aHWKW K NPUMEHEHWIO JAHHOTO JIEKapCTBEHHOI'O Ipenapara, a
TAaK)KE€ BBISBICHUS HEXKENATEIbHBIX pPEaKIUi TMaIllMeHTOB Ha ero JaeicTtsue; (B

peoakyuu Dedepanvroco 3axona om 30.01.2024 Ne [-D3)

45) uccnenoBanne OMOIKBUBAJICHTHOCTU JIEKAPCTBEHHOTO Mpemnapara - BUJ
KIIMHUYECKOTO HCCIIEeIOBaHMsI JICKAPCTBEHHOTO Tpernapara, MpoBEICHHE KOTOPOTo
OCYIIECTBIISICTCS JUTsl ONPE/ICIICHUsI CKOPOCTH BCACHIBAHMSI U BBIBSICHUS OJTHOTO WU
HECKOJBKMX OO0nafamux (apMaKoJIOTHUECKOW aKTUBHOCTHIO JEHCTBYIOIIUX
BEIIECTB, KOJMYECTBA JIEKAPCTBEHHOTO IMIperapara, JOCTHTAIOIIEro CHCTEMHOTO
KPOBOTOKa, M  pPE3yJNbTaThl KOTOPOTO  TO3BOJIAIOT ~ CHENaTh  BBIBOI O
OMODKBUBAJICHTHOCTH  BOCHPOU3BEIECHHOTO  JIGKAPCTBEHHOTO  Tperapara B
OTIpEeICTICHHBIX JIEKAPCTBEHHOUW (hopMe M JO3MPOBKE, COOTBETCTBYIOMMX (opme u
J03UPOBKE peepeHTHOTO JIEKAPCTBEHHOTO Tpenapara; (B pedaxyuu @edepanbHoco
3axona om 22.12.2014 Ne 429-D3)

46) ucciieoBaHUE TEPANEBTUYECKOW HKBUBAJICHTHOCTH  JIEKAPCTBEHHBIX
MpenaparoB - BUJ KIMHUYECKOTO MCCIEIOBaHUS JIEKApPCTBEHHBIX IIPENapaToB,
MPOBEJICHUE KOTOPOTO OCYIIECTBIAETCS MJi1 BBISBICHUS OJMHAKOBBIX CBOWCTB

JIEKApCTBEHHBIX TIpenapaToB OIPEACICHHON JeKapCTBEHHON (OpMBI, a Takke



HaJIM4Usg  OJMHAKOBBIX  TOKa3areiedl  OezomacHoCcTH W 3(PQPeKTUBHOCTH
JICKApCTBEHHBIX TMPEMapaToB, OJWHAKOBBIX KIWHUYECKUX d3(PQeKToB mpu ux

IMPUMCHCHUM

47) mpOTOKOJN KJIMHUYECKOTO HCCJIEI0BAaHUS JIEKapCTBEHHOTO Ipernapara -
JTOKYMEHT, B KOTOPOM OTIPEICISIOTCS 1eiH, (HOPMbI OPTaHU3AIMH U METOIO0JIOTHS
MPOBEJICHNUS KIMHUYECKOTO HCCICIOBAHMS, CTaTUCTHYECKUE METOIbI 00pabOTKH
pEe3yIbTATOB TAKOTO HCCJICAOBAaHMS M MEpPhl MO OOECIEYCHHIO OE30MacHOCTH
(GU3UYECKUX JIUII, YYaCTBYIOIIUX B KIMHUYECKOM HCCIEAOBAHMH JIEKAPCTBEHHOTO

nperapara;

48) Opormrropa  WCCIIEIOBATENSA -  CBOAHOE  M3JIOKEHHE  PE3YJIbTAaTOB
JOKJIMHHYECKOTO0 HCCIICJIOBAHUS JICKAPCTBEHHOTO CPEACTBA W KIIMHHYECKOTO
MCCJICI0BAHMS JIEKAPCTBEHHOTO TIpenapara Uik MeIMIIMHCKOTO IPUMEHCHHS,

49) nundopmaIMoHHbBIN JUCTOK MAIMEHTA - IOKYMEHT, B KOTOPOM COJIEPKaTCA
B JIOCTYMHOW (¢opMe CBEACHMS, KacallIhecss MPOBOJUMOTO KIMHUYECKOTO
MCCIIEJIOBAHUS JIEKAPCTBEHHOTO Ipernapara, U B MUCbMEHHOM (hopMe 100pOBOIBHOE
corjacue IaldeHTa Ha y4acTHE B KIMHUYECKOM MCCIIEJOBAaHUU JIEKAPCTBEHHOI'O
npernapara mociie 03HAKOMJIEHHSI C OCOOEHHOCTSIMU KJIMHUYECKOTO MCCIICIOBAHMUS,

HMCIOIIMMHA 3HAYCHUC I BBIPAXKCHUA TAKOI'O COTJIACHs;

50) noOouHOE MACHCTBHUE - peEaKIMs OpraHu3Ma, BO3HHKINAs B CBA3U C
MPUMEHECHHEM JICKQpCTBEHHOTO Mpernapara B 03aX, PeKOMEHYEMbIX B HHCTPYKIIUA
10 €0 MPUMEHEHHUIO, JIJIS TPO(UITAKTHKY, TUATHOCTUKH, JICUCHUS 3a00JICBAaHUS WIIH

TUTSL peaOvITATAIINH;

50') HexxenarenpHAs ~— peakiMs -  HENpeJHaMEPEHHas  HeOIaronpusTHas
peakiusi OpraHu3Ma, KOTopasi MOKET ObITh CBSI3aHA C MPUMEHEHUEM JIEKapCTBEHHOTO
npenapara; (/lonoanenue nymkmom - Dedepanvhuwviti 3axon om 22.12.2014 No 429-
D3)

51) cepbe3Has HexenaTelbHas peaKkus - HeXKenaTellbHas peakus OpraHu3ma,
CBA3aHHAs C IIPUMEHEHHMEM JIEKapCTBEHHOI'O IIperapara, NMPUBEAIIAs K CMEPTH,
BPOXKJICHHBIM aHOMAJIMAM WJIA TOPOKaM pPa3BUTHA JIMOO MpeCTaBisIomas coooi
yIpo3y KU3HH, TPeOYIomas TOCMUTAIN3AlMN WU MPUBE/IIIAsi K CTOMKOW yTpaTe

TPYAOCTIOCOOHOCTH U (MJIM) UHBAJIMIHOCTH;

52) HCUPCABUACHHAA HCKCIATCIIbHASL PCAKIUA - HCEKCEIIATCIIbHASA PCAKIUA
OopraHnmn3ma, KOTopas CBsA3aHa C IPUMCHCHUCM JICKAPCTBCHHOT'O IIPCIIapaTa B J103dX,
PCKOMCHAYCMBIX B IIPOTOKOJC C€ro KIMHHYCCKOIr0 HCCICAOBAHMA, 6pOIlIIOpC
HUCCIICAOBATCIIA, WM C TPHMCHCHHUCM JICKAPCTBCHHOI'O IIpfriapara B J03aX,

PCKOMCHAYCMBIX B HHCTPYKOHMHM TII0 €ro MNpHUMCHCHHIO JJIA HpO(I)I/IHaKTI/IKI/I,



JIMAarHOCTUKH, JIeUEHUs 3a00IeBaHUs WM MEIUIIMHCKON peaduIuTaluy nanueHTa, u
CYLIHOCTh, TSKECTb MJIM HUCXOJ KOTOpPOH HE COOTBETCTBYeT HH(popmamuu o
JIeKapCTBEHHOM TIpenapare, cojepiaileicss B MPOTOKOJE €ro KIMHUYECKOTO
HCCIIEJIOBaHUs, OpOIlIOpe HCCIEA0BaTEeNs WIM B WHCTPYKUMU MO HPUMEHEHUIO

JIEKapCTBEHHOTO npenapara; (B pedaxyuu DeodepanbHozo 3aKOHA
om 22.12.2014 Ne 429-D3)

521y papmaxkoHam30p - BU AEATENLHOCTH [0 MOHUTOPUHTY 3(PEKTUBHOCTH U
0e30MacHOCTH JIEKaPCTBEHHBIX TpEnapaToB, HANIPABJICHHBINA HA BBISBICHHUE, OIICHKY
U TPEJOTBpALICHHE HEXKENIaTeIbHBIX ITOCICACTBUI TPUMEHEHHUS JIEKapCTBEHHBIX

npenapartos; (/{ononunenue nynkmom - @edepanvuviil 3axon om 22.12.2014 Ne 429-
D3)

52%) miaH ympaBleHHs PUCKAMH - TOJPOOHOE OINMHMCAHHE MEPONPHUATHI MO
(bapmMakoHa 30py, HANPaABICHHBIX HA BBIABIECHUE, OLEHKY U MPEIOTBpPAILCHUE WU
MUHHAMHM3ALUIO PHUCKOB, CBS3aHHBIX C JIEKAPCTBEHHBIMH IpenapaTaMmH, BKIIIOUYas

OoleHKYy 9((}EeKTUBHOCTH  NAHHBIX  MEPONPUATHI; (/[onoiHeHue  NYHKMOM -
Deoepanvuviii 3akon om 22.12.2014 Ne 429-D3)

53) peuent Ha JIEKAPCTBEHHBIM Ipemapar - MEIULIUHCKUNA  JTOKYMEHT
YCTaHOBJIEHHOH (HOPMBI, COJeprKaIINii Ha3HAUEHUE JICKAaPCTBEHHOTO IpernapaTa AJis
MEJMIMHCKOTO TPUMEHEHUs, BBIJAHHBIA MEIUIMHCKUM pPAaOOTHUKOM B IENAX
OTITyCKa JICKapCTBEHHOTO MpeTapaTa Uil €ro U3roTOBJICHUS U OTIIyCKa Ha OyMakHOM
HOCHUTEJIC WA C COTJIACHUsl MAIMEeHTa WIM €ro 3aKOHHOTO MpEJCTaBUTENS B Gopme
ANIEKTPOHHOTO  JIOKYMEHTA, TMOJMUCAHHOTO C HCIOJIb30BAaHUEM  YCHUJICHHOM
KBaNU(UIIUPOBAHHOW AIIEKTPOHHON TMOJNHCH MEIUIIMHCKOrOo paboTHHKA, JTUO0
JOKYMEHT YCTaHOBJIEHHOW (DOpMBI, COJAEpXKalMil Ha3HaueHUE JIEKapCTBEHHOTO
npernapara JUisi BET€PHHAPHOTO MPUMEHEHUs, BBIIAHHBIA CIEIHATUCTOM B 00JacTu
BETEPUHAPHHU B LIEJIAX OTIYCKA JIEKAPCTBEHHOT'O IIpenapara Wik ero U3roTOBICHUS U

oTImycka Ha OyMaxXHOM HocuTene; (B pedaxyuu  edepanvhvix  3aKoHO8
om 29.07.2017 Ne 242-D3, om 02.08.2019 Ne 297-D3)

54) TpeboBaHuE MEIUIIMHCKON OpraHW3alliMi, BETEPUHAPHOW OpraHU3alIuu -
JOKYMEHT YCTaHOBJICHHOM (hOpPMBbI, KOTOPBIN BBIMUCAH MEIUIMHCKUM PaOOTHUKOM
WJIU CIIEHUAJIMCTOM B 00J1aCTH BETEpUHAPUM, UMEIOIITMMHU HA 3TO MIPaBO, U COJIEPKUT
B MHCHbMEHHOW (opMe YyKa3zaHHWE aNTeYHOW OpraHu3allid WM BETEPUHAPHOU
anTeYHOW OpraHu3aluu 00 OTMYCKEe JIEKapCTBEHHOTO TMpernapara Wi O €ro
M3TOTOBJICHUU U 00 OTITyCKE I 00€CTIeueHus JIeueOHOT0 MPOoIecca B MEIUIIMHCKOM

OpraHM3allly, BETEpUHAPHON opraHuszauuu; (B pedaxyuu Peodepanvhoco 3aKoHa
om 02.08.2019 Ne 297-D3)



55) KoMILIeKCHas OLICHKa  JIEKAPCTBEHHOT'O rpermnapara - OLICHKA
3aperucTPUPOBAHHOTO JIEKAPCTBEHHOIO Mpernapara, BKJIOYaomas B cels aHaau3
uH(OpPMAIIMU O CPAaBHUTEIBHON KIMHUYECKOW 3(PQPEKTUBHOCTH M OE30MaCHOCTH
JICKapCTBEHHOTO Mpemnapara, OI[eHKY S3KOHOMHYECKUX MOCIIEICTBUN €ro MPUMEHEHHUS,
W3YYCHUE JTOTIOTHUTEIBHBIX MOCIEACTBUN MPUMEHEHHUSI JICKAPCTBEHHOTO TIperapara
B [IEJISIX TIPUHSTHUS PEIISHUH O BO3MOXXHOCTH BKITFOUEHUS JICKAPCTBEHHOTO TIperapara
B MEPEYCHb JKU3HCHHO HEOOXOIMMBIX M BaXXHEHINNX JICKAPCTBEHHBIX IMPEIapaToB,
HOpMAaTUBHBIE TPABOBBIE AaKThl U HMHBIE JOKYMEHTBI, OMpPEIENSIONINE TMOPSI0K
OKa3aHUsl MEJULMHCKON MOMOIIHM, WJIM UCKIIOYEHHS €r0o U3 YKa3aHHBIX IepeuHs,

aKTOB M JIOKyMEHTOB; ([[ononnenue  nynkmom -  @Dedepanvuviii  3aKOH
om 22.12.2014 Ne 429-D3)

56) cuctemMa MOHHUTOPUHTA JBID)KCHHS JICKAPCTBEHHBIX IpenapaToB s
MEIHUIIMHCKOTO TpUMEHEeHUs - ¢eaepanbHas TocylapcTBeHHas WHGOpMaIMOHHAs
CHUCTEMA MOHUTOPHUHIA JBW)KCHUS JIEKAPCTBEHHBIX MPENApaToB I MEIULIMHCKOTO
MPUMEHEHUSI OT MPOU3BOAMUTENS 10 KOHEYHOTO MOTPEOUTEINS C UCIOJIb30BAHUEM B
OTHOWIEHUH JIEKAPCTBEHHBIX IpEnapaToB Uil MEAULMHCKOIO PUMEHEHUs CPEACTB

uaeHTUGUKAIMA. (JononrHenue NYHKIMOM - Deoepanvhbiii 3aKOH
om 28.12.2017 Ne 425-D3)

I'nasa 2. ITotHOMO4YHus (pegepabHBIX OPraHOB MCIIOJIHUTEIbHOM BJIACTH,
OPraHoOB MCIOJHUTEIbHOM BJIACTH cy0ObeKTOB Poccuiickoi
denepauyu Npyu o0OpameHNH JEKAPCTBEHHBIX CPEICTB

Cratba 5. [losiHOMOYHA (efepaTbHBIX OPTraHOB MCIIOJHUTEIbHOM
BJIACTH NPH 00palleHNH JEeKAPCTBEHHBIX CPEICTB

K mnomnomounsm Q)GHCpaHBHBIX OpraHoB HUCIIOJIHUTEIbHOM BJIAaCTH npu

06paH_IeHI/II/I JICKAPCTBCHHLIX CPCACTB OTHOCATCA:

1) mpoBenennie B Poccuiickoit dDenepauuu €IWHON TOCyJapCTBEHHOU
MOJIUTUKK B OO0JIACTH OOecredYeHus JIeKapCTBEHHBIMH IpernapaTaMu TpaxaaH B
Poccuiickoit Ddenepanuu; (B peoaxryuu Deodepanbrozo 3aKOHA
om 22.12.2014 Ne 429-D3)

2) yTBepkAeHHEe 00X (papMakoneiHbIX cTated, (hapMakonelHbIX cTaTew,

U3JlaHWe TOCYJapCTBEHHOM ¢apmakoneu, co3JaHUe U BEICHUE peecTpa



(dbapMakonelHbIX CTaHIAPTHBIX 00pa3loB; (B pedaxyuu DedepanbHoco 3aKoHA
om 22.12.2014 Ne 429-D3)

3) ocymiecTBieHue (enepaabHOTO TOCYIapCTBEHHOTO KOHTPOJIA (Haa3opa) B
chepe oOpareHus JEKapCTBEHHBIX CPEACTB; (B pedaxyuu gedepanvhbvix 3aK0HO8
om 25.06.2012 Ne 93-D3, om 11.06.2021 Ne 170-D3)

4) TUIICH3UPOBAHUC TPOU3BOJCTBA JICKAPCTBCHHBIX CPEJCTB, B TOM YHCIC
denepanbHBI TOCYIAPCTBEHHBIH JUIICH3UOHHBIM KOHTPOJb JEATEIBHOCTH I10
MIPOM3BOJACTBY  JICKAPCTBEHHBIX  CPEIACTB, ICPHOIUYECCKOE  ITOJITBEPIKJICHUE
COOTBETCTBHSI JIUIICH3MATA, UMEIOIIETO JTUIICH3UIO Ha IPOU3BOICTBO JICKAPCTBEHHBIX
CpeJICTB, U (papMaleBTHUECKOM JICSITEIIbHOCTH B COOTBETCTBUH C 3aKOHOAATEIILCTBOM
Poccwmiickoit denepanuy; (B peoaryuu DedepanbHozo 3aKOHA
om 11.06.2021 Ne 170-D3)

5) opraHu3zaius KCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB, STUUECKOM IKCIIEPTU3BI
BO3MOXKHOCTH  TPOBEJCHUS  KJIMHUYECKOTO  HUCCJIEIOBAaHUSA  JIGKAPCTBEHHOTO
mpenapara Uil MEAMIIMHCKOTO  TPUMEHEHMs, OKCHEPTU3bl  JOKYMEHTOB,
MIPEICTABIICHHBIX /IS OMpPEAeNICHNs BO3MOKHOCTH pacCcMaTpUBATh JIEKAPCTBEHHBIN
npernapar JJisi MeTUIIMHCKOTO TIPUMEHEHUs B KauecTBe OphaHHOTO JIEKAPCTBEHHOTO
npenapata; (B pedakyuu  gedepanvhvix  3axonos  om 22.12.2014 Ne 429-D3,
om 30.01.2024 Ne 1-D3)

5') opranusanus NpPOBEJEHUS KOMIUIEKCHOM  OLIEHKH — JIEKAPCTBEHHOIO
npenapara B UeNsX NPUHATHS PELIEHUN 0 BO3MOXXHOCTH BKJIFOUEHUS JIEKAPCTBEHHOTO
npenapaTa B IepedyeHb KU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKapCTBEHHBIX
[IpenapaToB, HOPMATHBHbBIEC MIPABOBBIE AKTHl U WHBIE JTOKYMEHTHI, OIPEACISIOIINE
MOPSJIOK OKAa3aHWsI MEIMUMHCKOW MOMOIIM WM HUCKIIOYEHUS €ro M3 YKa3aHHBIX

MepeYHsi, aKTOB U JIOKYMEHTOB; (/[ononnenue nynkmom - @DedepanvbHulil
3akon om 22.12.2014 Ne 429-D3)

6) BblJJadya pa3pemeHI/H71 Ha TMPOBCACHUC KIIMHUYCCKUX I/ICCJ'ICIIOBaHI/Iﬁ
JICKAPCTBCHHBIX IIPCIIApaToOB, BCIACHHUC PCCCTpa BbIJIAHHBIX pa3pemeHI/1ﬁ Ha

MNPOBCACHNUC KIIMHNYCCKUX I/ICCJIGI[OBaHHﬁ JICKAPCTBCHHBLIX IIPCIIApPaTOB,

7) rocyiapCTBeHHAsi PETUCTpaIlvs JICKAPCTBEHHBIX IIPENapaToB, BEICHHUE

roCyaapCTBEHHOT'O peeCTpa JICKAPCTBCHHLIX CPECACTB,

7') perucTpanus, MOATBEPKAECHUE PETUCTPALH (IIEPEPETUCTPALINS ), BHECEHHE
U3MEHEHHUU B PETMCTPALIMOHHOE JOChE, a TAK)KE IIPOBEACHUE NPOLIELYD, CBI3aHHBIX
C perucrpauuei, B COOTBETCTBUU C YTBEPKICHHBIMU EBpa3uiicKol SKOHOMHYECKOMN
KOMMCCHUEHN TMPaBWJIAMH PETUCTPALMUA U SKCHEPTU3bI JEKAPCTBEHHBIX CPEACTB IS

MCOULIMHCKOTI'O IPUMCHCHUA nu npaBUjIaMH1 PETYIINPOBAHUA O6paH_I€HI/I$I



BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB HA TAMOKEHHOW TeppUTOpUU EBpasniickoro

SKOHOMMYECKOTO  C€O0103a; (Jononnenue nywkmom -  DedepanbHvili  3AKOH
om 30.01.2024 Ne 1-D3)

7%) npeacraBienne  UMHGOPMALUMM O  PETUCTPALUM,  IOATBEPKICHUU
peructpanuu (mepeperucTpalnn), BHECEHUN U3MEHEHUH B PETUCTPALIMOHHOE JIOChE,
a TaKXke O Ipoueaypax, CBI3aHHBIX C perucrpauuer, B EBpasuiickyro
SKOHOMMYECKYIO KOMMCCHIO (¢ UCIIOJIb30BaHUEM UHTETrPUPOBAHHOMN
nHbOpMaMOHHOM cucTeMbl EBpa3niickoro 5KOHOMHUYECKOTO COI03a B COOTBETCTBUU
C YTBEpXKIECHHbIMU EBpa3uiiCKOM 3KOHOMHMYECKOW KOMHUCCUEW MOPAIKOM
(dbopMHUpOBaHUS U BEACHHS €IMHOTO PEecTpa 3aperuCTPUPOBAHHBIX JTEKAPCTBEHHBIX
cpeacTB EBpa3miicKOro SKOHOMHYECKOTO COKO3a M IPaBWJIAMH PEryJIMPOBAHHS
oOpallleHusi BETepUHAPHBIX JIEKAPCTBEHHBIX CPEACTB HA TaMOXCHHOU TEPPUTOPUHU
EBpazuiickoro 3KOHOMHUYECKOTO Co03a; (/[ononrnenue nymkmom - DedepanbHuiii
3axon om 30.01.2024 Ne [-D3)

8) opranmszanus W (WIM) TPOBEICHHUE HWHCIEKTUPOBAHUSA CYyOBEKTOB
oOpalieHust JeKapCTBEHHBIX CPEJICTB HA COOTBETCTBUE YTBEPkKACHHBIM EBpazuiickoi
SKOHOMHUYECKOW KOMHCCHEW TMpaBWjaM Haajexaie 1abopaTopHOM MpaKTHUKH,
npaBWiaM HaJUIeKalled KIMHUYECKOW TMPAaKTUKW, [paBUjIaM Haajexalien
IUCTPUOBIOTOPCKOM MPAKTHKH, TIPABHIIIAM HaJUIeXkKAIIel MPakTUKK (hapMaKoHa130pa,
a TakKe YTBEP)KICHHBIM  YIIOJIHOMOYEHHBIMU  (elepalbHBIMU  OpraHaMu
WCIIOJIHUTEIFHOM BJIACTU TMpaBWiIaM HaAJIeXkKallel anTeyHOM NMpaKTHKH, MpaBHiiaM
XpaHCHUS JIGKQPCTBEHHBIX  CPEACTB; (B pedaxkyuu  DedepanvHoco  3aKoHa
om 30.01.2024 Ne 1-D3)

8") opranmsanus W (WIM) [POBEJEHHE WMHCIEKTHPOBAHUS CYOBEKTOB
oOpalieHusi JIEKApCTBEHHBIX CPEACTB Ha COOTBETCTBHE TPEOOBAHMSIM TPABHII
HAJIJIC)KAIIEH MPOU3BOJICTBEHHON MPAKTHUKH, BblJaya 3aKIOUYCHUN O COOTBETCTBUU
MPOU3BOJIUTENS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHUSAM TMPABWII HaJJICKAIIC
MPOU3BOJICTBEHHON  MPaKTUKHW;  ([onoanenue  nynkmom -  DedepanbHulli
3akon om 22.12.2014 Ne 429-D3)

82) ycTaHOBJIEHHE TIOPSIKA BEJAEHUS W BEJIEHHE IOCYIapPCTBEHHOIO peecTpa
3aKIIIOYCHUH O COOTBETCTBHUH MPOU3BOIUTEINS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSM
OpaBWiI HAJUIeKALIEH TNPOU3BOACTBEHHON NPAKTUKMU; ([lononneHue NyHKmMoM -
Deoepanvuviii 3akon om 22.12.2014 Ne 429-D3)

9) rocynapcTBeHHast ~ perucTpauusi — NPEACNbHBIX  OTIYCKHBIX  LEH
MIPOU3BOAMTENEH HaA JIEKAPCTBEHHBIE NpENaparhl, BKJIIOYEHHBIE B IIEPEUYCHb

KHU3HCHHO HGO6XOI[I/IMI>IX U Ba)KHEHIIIHX JICKAPCTBCHHLIX IIPCIIapaToB, U BCIACHUC



rOCyJapCTBEHHOIO PEECTpa IPEAEIbHBIX OTIYCKHBIX II€H NPOU3BOJIUTENIEH Ha
JIeKapCTBEHHbIE Npernaparhbl, BKIOYEHHbIE B MEPEUYCHb KU3HEHHO HEOOXOAMMBIX U

BOKHEUITNX JIGKAPCTBEHHBIX TIpemnapartoB; (B pedaxyuu @edepanvroco 3axkona
om 06.06.2019 Ne 134-D3)

9!) cornacoBaHue INPOEKTOB PENICHUI OPraHOB HCIOJIHUTEIBHON BJIACTH
cyonektoB Poccuiickoit ®enepanuun 00 yCTaHOBICHUHM U (WJIM) HU3MEHEHUU
NpellebHBIX Pa3MEpPOB ONTOBBIX HAA0ABOK U TMPEAETBHBIX Pa3MEPOB PO3HUUHBIX
Ha0aBOK K (DaKTUYECKUM OTITYyCKHBIM II€HaM, YCTAaHOBJICHHBIM MPOU3BOIUTEISIMU
JIEKapCTBEHHBIX IIPENapaTtoB, Ha JIEKAPCTBEHHBIE IIpenapaThl, BKIIOYEHHBIE B
MEepPeuYeHb  KU3HEHHO  HEOOXOJUMBIX M BAXKHEWIIUX  JIEKAPCTBEHHBIX
npenapartos; (onoanenue nynkmom - @edepanvuwviii 3axon om 13.07.2015 Ne 241-
D3)

10) BblJla4a, YCTAHOBJICHUC IOPAJAKA BbIJIa4YH PA3pCUICHNA Ha BBO3 KOHKpGTHOfI

napTuu JieKapcTBeHHOTo cpeacTBa B Poccuiickyro denepaumio; (B pedaxyuu
Deoepanvrozo 3axona om 02.08.2019 Ne 297-D3)

10') BBImaua, ycTaHOBIEHUE NOPAAKA BIAUM U (OPMBI JOKYMEHTA, KOTOPBIN
MOATBEPKIAAET, YTO NPOU3BOJICTBO JIEKAPCTBEHHOI'O MIpemnapara sl MEAULIUHCKOTO
MPUMEHEHHUSI OCYLIECTBIIEHO B COOTBETCTBHM C TPEOOBAHUSMU MPABUII HaJIEKaIIEH
MIPOM3BOJCTBEHHON IIPAaKTMKA WJIA YTO JIEKAPCTBEHHBIM  IIpemapar  Juist
BETEPUHAPHOTO TIPUMEHEHHS JOMyIIeH K oOpamenuto B Poccuiickont denepanun, u
MO/JICKUT TPEJCTABICHUIO MO TPEOOBAHUIO YIIOJIHOMOUYEHHOIO OpraHa CTpaHbl, B
KOTOpYIO  BBO3MUTCS  JIGKAPCTBEHHBIM  mpemnapart; ([[onoineHue  nyHKmMoMm -
Dedepanvruiii 3akon om 22.12.2014 Ne 429-D3) (B pedaxyuu PedepanbHo20 3aKOHA
om 02.08.2019 Ne 297-D3)

10%) BoIIaua, YCTAHOBIEHHE TIOpAAKA BbIAa4d M (DOPMBI JIOKYMEHTA,
COJIEpIKAIer0 CBEACHUSA O CTagUsIX TEXHOJOTMYECKOro IMpoliecca IMPOU3BOJICTBA
JIEKapCTBEHHOT'O CPEJICTBA JJII MEIUIIMHCKOTO MPUMEHEHUs, OCYIIECTBISIEMbIX Ha
TeppuTopur EBpa3uiickoro SKOHOMHMYECKOTO CO03a; ([lonoanenue nyHKmMoM -
Deoepanvuviii sakon om 22.12.2014 Ne 429-D3) (B pedaxyuu edepanbHoco 3aKoHa
om 13.07.2015 Ne 241-D3)

11) co3manme COBETOB IO BOIIpOCaM, CBSI3aHHBIM C  OOpalieHueM

JIEKapCTBEHHBIX CPE/ICTB;
12) arrectranus u cepTUUKAIUS CITICITHAITICTOB,;

13) (Ilynkm ympamun cuny - @edepanvnwiti sakon om 02.07.2013 Ne 185-D3)



14) ocymectBienue dapmakoHaa3opa; (B pedakyuu Dedepanviozco 3aKOHA
om 22.12.2014 Ne 429-D3)

15) ydactue B MeXIyHapOIHOM COTPYIHUYECTBE;

16) nmosydeHne 1o 3ampocaM  YIMOJIHOMOYEHHOro (heaepalibHOro OpraHa
UCIIOJTHUTENFHOM BJACTU OT OPraHOB HCIIOJHUTENBHON BIACTH CYyOBEKTOB
Poccuiickoii ®deneparuu, a Takke OT CyOBEKTOB OOpalieHusl JEKapCTBEHHBIX
CPEICTB ISl MEIUIIUHCKOTO MPUMEHEHHsI MH(OpMAaIMK MO BOIIPOCaM YCTaHOBIICHUS
Y IIPUMEHEHUS 1IeH Ha JIEKapCTBEHHbIE TpenapaThl 1 HaA0aBOK K HUM;

17) mpuMeHeHne Mep OTBETCTBEHHOCTH 3a HapyIICHHE 3aKOHOAATEIHCTBA
Poccuniickon @enepannuy;

18) yTBepkAeHUE TpaBWJ HaJIeKAIIEH J1a00paTOPHON NPAKTUKH, TPaBUI
HAUIC)KAIIEH KIMHUYECKOW IPAKTUKH, MPABUJI HAUIEKAIIECH ITPOU3BOJICTBEHHOU
MPaKTUKH, MIPaBUJI HAJUJIEKAIEH MPAKTUKH XPAHEHUS] U TIEPEBO3KH JIEKAPCTBEHHBIX
MpenaparoB A MEJAUIMHCKOTO MPUMEHEHUs, MPAaBUJ XPaHEHHUS JIEKAPCTBEHHBIX
CPEZICTB /JIsl BETEPUHAPHOTO MPUMEHEHNS, PABUJT HAJIEKAILEN TUCTPUOBIOTOPCKOM
MPaKTUKKU, NPaBWI HAAJIEKAIe anTeyHOW MPAaKTUKW, TPaBUI HaJJIeKallen
NPaKkTUKU (papMakoHaI30pa JEKapCTBEHHBIX MPENapaToB Uil MEAUIHUHCKOTO
npumeHeHust; (/{ononnenue nynkmom - @edepanvrulil 3akon om 22.12.2014 Ne 429-
@3) (B peoakyuu Dedepanvrozo 3akona om 28.04.2023 Ne 171-D3)

19) ycranoBnenue mnopsiaka (pOpMUPOBAHUS PETUCTPALIMOHHOTO JOChE Ha
JICKapCTBEHHBIN TMpemapaT Uisl BETEPUHAPHOTO TMPUMEHEHHS W TpeOOBaHUU K

JOKyMEHTaM B €ro coctase; ([{onoanenue nynkmom - @DedepanvHulili  3aKOH
om 22.12.2014 Ne 429-D3) (B peoakyuu Dedepanvrozco 3axona om 30.01.2024 No |-
D3)

20) (Hononnenue nynkmom - Dedepanvhoviti 3axon om 22.12.2014 Ne 429-
D3) (Ympamun cuny - @edepanvroiii 3axkon om 30.01.2024 Ne [-D3)

21) (lononnenue nynkmom - @eodepanvuviii 3axon om 22.12.2014 Ne 429-
@3) (Vmpamun cuny - @edepanvusiii 3axon om 30.01.2024 Ne [-D3)

22) (Hononnenue nynkmom - @edepanvuwiii 3akon om 22.12.2014 No 429-D3)
(Ympamun cuny - @edepanvuviii 3axkon om 27.12.2019 Ne 475-D3)

23) yTBepKJaeHHEe TpPeOOBaHMKH K HWHCTPYKIIMU TI0  BETCPUHAPHOMY
NPUMEHEHHIO JIEKAPCTBEHHBIX MpenapaToB; ([Jononnenue nynkmom - DedepanbHuiil
3axkon — om 22.12.2014 Ne 429-D3) (B peoakyuu  Dedepanvhoco  3aKOHA
om 30.01.2024 Ne 1-D3)



24) npuHATHE PEIICHHUM, SBISIOMIMXCS OCHOBAaHUSAMHU JUISI BKIIFOYEHUS
JOMEHHBIX MMEH M (WJIM) YyKazaTelel CTpaHUl] CalWTOoB B HMH(OpPMAIMOHHO-
TENIEKOMMYHUKAIIMOHHOW ceTn "MHTepHeT", a TakyKe CETEeBBIX aJApECOB B €AUHYIO
aBTOMATHU3UPOBAHHYI0 HH(OpMAIMOHHYIO cuctemy "EnuHBIN peecTp AOMEHHBIX
MMEH, yKa3zaTelell CTpaHUIl CaiTOB B HH(GOPMAIMOHHO-TEICKOMMYHHUKAITMOHHOMN
cetu "UHTEepHET" U CEeTEeBBIX aJPECOB, MO3BOJIAIONINX WACHTU(MUIMPOBATH CANTHI B
MH(OPMAIIMOHHO-TEJICKOMMYHHUKATMOHHOW ~ ceT  "HMHTepHeT",  conepxkaiiue
nH(pOpMaIHIO, paclipocTpaHeHue KoTopoii B Poccuiickoit Deepanuu 3amnpenieHo", B
OTHOIIIEHUU WHPOPMAIUK, CoepXkalleld MpeIoKEHHEe O PO3HUYHOU TOPTOBIIE
JIEKapCTBEHHBIMHU IIpenaparaMi, B TOM YHCIE€ JUCTAaHUMOHHBIM CIOCOOOM,
PO3HHMYHAST TOPIOBJISI KOTOPBIMUA OTPAaHMYEHA WIIM 3alpelleHa B COOTBETCTBUU C
HactosiuM  DenepaibHbIM — 3aKOHOM, U (WiIM) HHPOpPMAIUMHU, CoJep Kallen
MPEUIOKEHUE O PO3HUYHOM TOProBJiIE JIEKAPCTBEHHBIMH IIpenaparamMu, B TOM YUCIIE
JUCTAHIIMOHHBIM CIIOCOOOM, JIMIIAMU, HE MMEIOIIMMHU JIMIICH3UU U pa3pelieHus: Ha
OCYILIECTBJIICHUE TAaKOW JESTEIBbHOCTH, €CIU IOJYyYEHHUE JULEH3UU U Pa3pELICHUS
MPENYCMOTPEHO  3aKOHOJATEIbCTBOM 00 oOpaiieHu  JIeKapCTBEHHBIX

cpenactTB; ([ononnenue nynkmom - Dedepanvuviii 3axkon om 22.12.2014 Ne 429-
@3) (B peoakyuu @edepanvrozo 3akona om 03.04.2020 Ne 105-D3)

25)BbIaua  paspeuieHud  Ha  BBOJ B TPAKIAHCKHA  000pOT
MMMYHOOHOJIOTUYECKUX JIEKAPCTBEHHBIX IMPENaparoB; ([Jonoinenue nyHKmMoMm -
Deoepanvnuviii 3akon om 28.11.2018 Ne 449-D3)

26) peryiupoBaHKe BONPOCOB, CBS3aHHBIX C  B3aWMO3aMEHSIEMOCTBIO
JICKaPCTBEHHBIX IMPEMapaToB JUIS MEIUIIMHCKOTO TMPUMEHEHUs. (/Jononnenue
nynkmom - @edepanvrviii 3akorn om 19.10.2023 Ne 503-D3)

Crartbs 5'. [lepenaya ocymecTBaeH s OJTHOMOYH derepaabHbIX
OPraHoOB MCIIOJHUTEIbHOM BJIACTH NIPU 00pPallleHNH
JIEKAPCTBEHHBIX CPEJACTB OPraHaM MCIOJHUTEIbHOMH BJIACTH
cyobexToB Poccuiickoii @enepannu

[TonrnoMounst  ¢enepanbHBIX OpPraHOB HMCHOJHUTEIBHOW BIACTH NpHU
oOpalleH!H JIEKapCTBEHHBIX CPEACTB, IPEyCMOTPEHHbIE HAacTOSIIIUM DenepanbHbIM
3aKOHOM, MOTYT IME€PENAaBaTbCs I OCYILECTBJICHHMS OpPraHaM HCIIOJHUTEIbHON
BiIacTu cyObekToB Poccuiickoit ®enepanuu noctaHoBiaeHusMu [IpaBuTenbcTBa
Poccuitickon @enepanun B NOPSAAKE, YCTAHOBICHHOM DenepaibHbIM 3aKOHOM

ot 6 okTsiOps 1999 roma  No 184-®3  "OO oOmux mOpUHIMIAX OpraHU3aluu



3aKOHOJAaTCIbHBIX (HpeI[CTaBI/ITeJII)HI)IX) n HUCITOJITHUTCIBHBIX OpraHoOB

rocyJapCTBEeHHOU BIacTH cyObekToB Poccuiickoit denepanun’.

(Hononnenue cmamveti - @edepanvruiil 3axon om 13.07.2015 Ne 233-D3)

Cratbs 6. [1o,1THOMOYHA OPraHOB UCIIOJHUTEIBLHOM BJIACTH CY0ObEKTA
Poccuiickoit @enepaunu npu o0palieHuH JeKapPCTBEHHbIX
CpeAcCTB

K momHoMouMsIM OpraHoB HCIOJHUTEIBLHOM BIAacTU cyObekTa Poccuiickoit
®denepanuu Ipu 0OpALLIEHUH JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:

1) pazpaboTka ¥ peanu3anus PETHOHATBHBIX MporpamMM oOecreueHus

HaceJIeHUS JIEKapCTBEHHBIMU MTpenapaTaMu;

2) yCTaHOBJICHHE TPEIETbHBIX Pa3MEpPOB ONTOBBIX HAJA0ABOK M MpPENeTbHBIX
pa3MepoB  PO3HMYHBIX HAA0aBOK K  (aKTHUECKHMM  OTIYCKHBIM  II€HaM,
YCTaHOBJICHHBIM ITPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX IIPENAPATOB, HA JICKAPCTBEHHBIC
npenaparbl, BKIIOYEHHBbIE B MEPEUEHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIINX

JICKAPCTBCHHLIX IPCIIApaTOB,

3) oCyIlIECTBIEHHE PETMOHAIBHOTO  TIOCYJAPCTBEHHOIO  KOHTPOJIA 32
MpPUMEHEHUEM II€H Ha JIEKapCTBEHHBIC IMpenaparbl, BKIIOUEHHBIE B TIEPEUCHb
KU3HEHHO  HEOOXOJMMBIX M  BAXKHEWINIUX  JIGKAPCTBEHHBIX  IPENapaTos,
OpraHu3alysIMH ONTOBOM TOPTOBJIM JEKAPCTBEHHBIMH CPEACTBAMH, aANTEUYHBIMU
OpraHu3alysIMH, UHIUBUIYAIbHBIMUA MPEANPUHUMATEISAMU, UMEIOUUMU JIULIEH3UIO
Ha (hapMaIeBTHUECKYIO NeATEIbHOCTh, METUITUHCKUMU OpraHU3aIHsIMHU, UMEIOIIUMU
JUIEH3UI0 Ha (apMaleBTHUECKYIO0 JEATelIbHOCTh, U HUX 000COOJICHHBIMH
noapazneneHusMu  (amOymaropusiMu,  QETpIIIEPCKUMH W (PENIbAIIEPCKO-
aKyIIepCKUMU MTyHKTaMU, IEHTpaMu (OTIAeICHUsIMHU) o0IIel BpaueOHOM (CeMeHO)
MPaKTUKH), PACIOJOKEHHBIMH B CEIbCKUX HACEJIICHHBIX IyHKTaX, B KOTOPBIX

OTCYTCTBYIOT allT€YHbIe OpraHu3anuu; (B pedaxyuu gedepanvHvlx 3aKOHO8
om 25.06.2012 Ne 93-D3, om 27.12.2019 Ne 475-D3)

4) mpuHATHE pelieHuss 00 WCHOJb30BAaHUMM HA TEPPUTOPUU CYOBEKTa
Poccuiickonn ®enepanum Hapsigy € peuentaMu Ha JIEKapCTBEHHBIE Mpenaparsl,
opopMIIEHHBIMH Ha OyMaXHOM HOCUTEJIE, PEIICTITOB Ha JICKAPCTBEHHBIC MPEMapaThl,

c(OPMHUPOBAHHBIX B (POpPME AIIEKTPOHHBIX IOKYMEHTOB. (/[ono/iHeHue NyHKmMoM -
Deoepanvuviii 3akon om 29.07.2017 Ne 242-D3)



I'nasa 3. I'ocynapcrBennasi papmakonest

Cratbs 7. PazpaboTka u u3iaHue rocyaapcTrBeHHoi ¢papmakoneu,

pa3MenieHue JaHHbIX 0 Hel

I.Tlon rocymapcTBeHHOM (hapmakomeeld TMOHMMAaEeTCs CBOJA  OOIIUX
(dapmakoneiHbpIX cTaTeil  PapMaKOTICHHBIX CTATeH.

2. Pa3paboTka o0mux dapmakoneiHbIX cTaTel U apMaKolelHbIX cTaTel, B
TOM 4YHclie (papMakomelHbIX cTaTell Ha (papMakoleiHble CTaHAApTHBIE 00pa3Ilbl, U
BKIIIOYCHHE HMX B TOCYJApCTBEHHYIO (hapMaKoINel0 OCYIIECTBISIOTCS B MOPSAKE,
YCTAaHOBJICHHOM  YTIIOJHOMOYEHHBIM (eIepaIbHBIM  OPTaHOM  HCIOJHUTEIHHOU
BiacTH. (B pedaxyuu Pedepanvrozo saxona om 22.12.2014 Ne 429-D3)

3. Pa3paboTka (apmakormneiiHoii cTaThbi Ha pedepeHTHBIM JIeKapCTBEHHBIN
npernapaT U BKIIOYEHHE €€ B TOCyJapCTBEHHYIO (papmMakomnero B TEYEHHE CPOKa
JNEUCTBHS 3alUThl HMCKJIIOUYHUTEIBHOTO IpaBa, YJIOCTOBEPEHHOTO NIATEHTOM Ha
pedepeHTHBINM JEKapCTBEHHBIM Ipenapar, OCYLIECTBISIOTCA C COIJIacHsl €ro
pazpaboTuuka. (B peoaxyuu edepanvrozo 3akona om 22.12.2014 Ne 429-D3)

4. T'ocynapcTBeHHas apMakories U3/1aeTcsi yIOJTHOMOYEHHBIM (eiepanibHbIM
OpraHOM HCHOJIHUTEIBHOM BJIACTH 3a CUET CPEICTB (eAepalbHOTrO OrKeTa U
MO/JICKUT TIEPEU3TAHUSIM HE peXe YeM OJMUH pa3 B ISATh JIET, B MEPHOJ MEKIY
KOTOPBIMHU H3/IAI0TCS MIPUIIOKEHHUS K TOCYIapCTBEHHOM (apmakornee, coepkaiine
oOmrue ¢apmakoneitnpie cTaThul U (WiK) (apMakoNelHble CTaTbU, YTBEPKICHHBIC
MOCJIC W3/IaHUS WU TIEpEeU3JaHus TOCYIapCTBEHHOM (papMaKomeH.

5. YnonHOMOUYEHHbI  (efepalbHblii  OpraH  MCIOJIHUTENIBHONW  BIACTH
pa3MeliaeT JaHHble O TOCYJapCTBEHHOW (apmakoriee W MPUIOKEHUAX K HEW Ha

cBOeM OUIAILHOM caiiTe B ceTd "MHTepHeT" B yCTaHOBIEHHOM UM TOPSIKE.

I'naBa 4. J/IuneH3upoBaHue NPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB U
(papmaneBTHYECKOMH 1eATEJTbHOCTH, FOCYAAPCTBEHHbIH
KOHTPOJIb (HaA30p) B cepe o0pamieHs JeKAPCTBEHHBIX
CpeAcCTB

(Haumenosanue 6 peoakyuu @edepanvrozo 3axona om 11.06.2021 Ne 170-
D3)



Cratb 8. JIulleH3UPOBaHNE NMPOU3BOICTBA JI€KAPCTBEHHBIX CPEACTB H

(apmaneBTHYECKOM 1eATETLHOCTH

1. JInueHsupoBaHue MIPOU3BOJICTBA JIEKapCTBEHHBIX CpEJICTB u
(bapManeBTUYECKON  EATEIbHOCTH  OCYLIECTBIISIETCS B COOTBETCTBHHM  C

3aKOoHOIarenbCTBOM Poccuiickont denepannn.

2. O0sA3aTeNbHBIM YCIOBUEM TMPEIOCTABJICHUS JIMIIEH3UU HA MPOU3BOACTBO
JIEKapCTBEHHBIX CPEJCTB SIBIISIETCS MPUJIOKEHUE K 3asIBJICHUIO COMCKATEISI TUIEH3UU
MepeyvHs JIEKapCTBEHHBIX (OopM W (UiU) BHUIOB (apMalleBTUUECKUX CYOCTaHIIHM,
KOTOPbIE IPOU3BOIUTENH JIEKAPCTBEHHBIX CPEJICTB HAMEPEH MPOU3BOIUTS.

3. B cimydyae HEOOXOAMMOCTH PACHIMPEHUS IMPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEIICTB 3a CHYET HOBBIX JIEKAPCTBEHHBIX (OPM U BHJIOB (HapMaleBTUYECKHUX
cyOCTaHIIMHA TMPOU3BOJAUTENb JIEKAPCTBEHHBIX CPEACTB JOJDKEH IMOoJaTh B
JINLCH3UPYIOIINN OPTraH 3asiBJICHUE O BHECEHWHU W3MEHCHUU B PEECTpP JIMLECH3UU Ha
MIPOU3BOJICTBO JIGKAPCTBEHHBIX CPEICTB. (B pedakyuu ¢hedepanvhvix 3aKoHO8
om 02.08.2019 Ne 297-D3, om 11.06.2021 Ne 170-D3)

4. JIuuieH3ust Ha TPOU3BOJICTBO JICKAPCTBEHHBIX CPEACTB ((PpapMaiieBTHUIECKOM
cyOCTaHIIMM CHUpTa 3TWIOBOTO (3TaHOJA) BBIJACTCSA MPU YCIOBUU HAJIUYUS Y
OpraHu3allid Ha TpaBe€ COOCTBEHHOCTH, XO3SMCTBEHHOTO BEJICHUS WU
ONEpPAaTUBHOIO YIMPABIEHUS OCHOBHOTIO TEXHOJIOTMYECKOTO 000pYyIOBaHUSA MAJis
MIPOU3BOCTBA STUJIOBOTO CIIUPTA, 3aPETUCTPUPOBAHHOTO B COOTBETCTBUU CO CTAThEM
14! ®epepanbroro 3akona ot 22 Hosa0psa 1995 roga Ne 171-®3 "O rocyaapcTBEHHOM
PEryJIupOBaHUM TMPOU3BOJICTBA M 000pPOTa 3TUJIIOBOTO CIUPTA, AJIKOTOJBHOU H
CHOUPTOCOJACpKAIIEH MPOAYKIMH U 00 OTrpaHMYEHUM MOTpeOseHus (paciuThs)
NKOTONbHOU — mponaykuuu'. (Jononnenue uwacmoio -  Dedepanvuvlii  3aKOH
om 27.12.2019 Ne 481-D3)

Crartbs 8'. OcoGeHHOCTH JHIEH3NPOBAHMS IPOU3BOICTBA
JIEKAPCTBEHHBIX cpeacTB (hapManeBTHYECKON CYyOCTAHIIMU

CIIUPTA 3TUJIOBOIO (3TAHO.IA)

1. JleiicTBue JMIIEH3MM HA TPOU3BOJCTBO  JICKAPCTBEHHBIX  CPEICTB
(bapmarieBTHYECKOM CYOCTAHIIMM CITUPTA ATHJIOBOTO (3TaHOJIA) IPUOCTAHABIMBACTCS
B YaCTH IIpaBa Ha MPOU3BOJICTBO (PapMalleBTHUECKON CyOCTaHIIUN CITUPTA STUIOBOTO

(3TaHOJIa) JMUEH3UPYIOUIUM OPraHOM B CIydasiX, OINpeIeieHHBIX cTaThbed 20



OenepanibHoro 3akoHa oT4 mas 2011 roma  Ne 99-®@3  "O nuueH3UpOBaHUU
OTJIEJBHBIX BHUJIOB AEATENBHOCTU", a TaKK€ HA CPOK MPUOCTAHOBIICHUS IEHCTBUS
JUIEH3UH  HA  TNPOM3BOACTBO  3TWJIOBOIO  CHOUPTA Ui HPOU3BOJACTBA
dapmaneBTUYECKON CyOCTaHLIMM CHUPTAa S3TWIOBOrO (dTaHONA), BBIIAHHOM B
cootBeTcTBUM ¢ DepepanbHbIM 3aKOHOM OT 22 HOs0pss 1995 roga Ne 171-03
"O rocymapCcTBEHHOM PEryJIMPOBAHUH ITPOU3BOJICTBA U 000POTA ATHUIOBOTO CIHPTA,
QJIKOTOJIHOW M CIUPTOCOJEPKAIEH MPOAYKIMK U 00 OrpaHUYEHUU MOTPEOSICHUs
(pacniuTus) aMKOTOJIBHOU MPOIyKIUU".

2. leiicTBue JMIEH3WM Ha TPOU3BOJCTBO  JIEKAPCTBEHHBIX  CPE/ICTB
(bapMmareBTHYECKONM CyOCTaHIIMM CIIMPTA STUIIOBOTO (3TaHO]Aa) B YacTH IMpaBa Ha
MPOM3BOJICTBO  (hapMaNeBTUYECKOW CyOCTaHIIMM CHOUpTa OSTUJIOBOTO (3ITaHOJA)
MpeKpaIaeTcs JUIEH3UPYIOUUM OPraHOM B CIydasx, OMpPECNIeHHbIX cTarbeil 20
@®enepanpHoro 3akoHa oT4mags 2011 roma Ne 99-®@3 "O nuueHzupoBaHuu
OTIEJbHBIX BHJIOB JEATEIBHOCTH', a TaKKe€ C JaThl NpPEKpalleHus Win
aHHYJIMPOBAHMUS JEUCTBUS JIMLEH3MM HA IMPOU3BOJCTBO 3TUJIOBOrO CIHUPTA JIs
MPOU3BOJACTBA (PpapMalleBTUUECKON CyOCTaHIIMM COUpTa STHIOBOrO (3TaHOJA),
BBIZIAHHOW B COOTBETCTBUU C DenepanbHbIM 3aKOHOM OT 22 HOsiOpss 1995 roma
Ne 171-®3 "O rocynapCTBEHHOM pETYJIUPOBAaHUU TIPOU3BOJACTBA U 00OpOTa
STWJIOBOTO CIHPTA, AQJIKOTOJBHOW W CHHUPTOCOAEpKAlIeHd TPOAYKIMH U 00
OTpaHUYCHHUH MOTPEOICHUS (PACIUTHA) ATKOTOIBHOM MPOayKIUU'.

([lononnenue cmamoeii - @edepanvhuiii 3akon om 27.12.2019 Ne 481-D3)

Cratbs 8%. OcoGeHHOCTH JIMIEH3UPOBAHU (PapMaleBTHYECKOI
AESITeJIbHOCTH B YACTH OCYLIECTBJICHHS ONITOBOM TOPrOBJIM
JIEKAPCTBEHHBIMH CPeACTBAMHM

1. letictBue nuueH3uu Ha (apMaleBTUYECKYI0 JAEATEIbHOCTh B 4YacTu
OCYILIECTBJICHUS  ONTOBOW  TOPrOBIM  JICKAPCTBEHHBIMH  CPEACTBAMM  JUIS
MEJIULMHCKOIO MPUMEHEHUS MPEKPAIIAETCS JTUUEH3UPYIOIIUM OPraHOM B CIIyYasix,
onpenesieHHbIX cratbedl 20 denepanbHOoro 3akoHa ot 4 mas 2011 roma Ne 99-03
"O TUUEH3UPOBAHUU OTHEIBHBIX BHUAOB JACSATEIBHOCTU', a TAKKE IO PEIICHUIO
JULEH3UPYIOLIEr0 OpraHa, MPUHATOMY B COOTBETCTBMM C HACTOSLIEN 4YacThio. B
cllydae BBISIBJICHHS TpPU OCYUIECTBIECHUH (PelAepalbHOIO TOCYAapCTBEHHOTO
KOHTpoJsis (Haa3opa) B cdepe oOpalleHus] JeKapCTBEHHBIX CPEACTB HAPYIICHUS
opraHu3alyen OrToOBOM TOPrOBIIY JIEKAPCTBEHHBIMU CPEACTBAMU TPeOOBaHMI YacTen

1 -3 cratbu 53 Hactosiiero denepanbHOrO 3aKOHA JCWUCTBUE JIMIECH3UM Ha



(hapMareBTUYECKYIO0 JACSITEIIBHOCTh B YAaCTH OCYIICCTBJICHMS] OMTOBOW TOPTOBIIU
JIEKapCTBEHHBIMU CpelICTBaMH TUTST MEUITTHCKOTO NPUMECHEHUS
MPUOCTAHABIIUBACTCSI B TEUEHHE JECITH pabouyux JHEW CO [HSA BBISBICHUS
yKa3aHHOTO HapylieHus. JleiicTBre niieH3uu Ha (papMaIneBTHUECKYIO IeITeTbHOCTh
B YaCTH OCYIIECTBJIEHHS ONTOBOM TOPTOBIW JICKAPCTBEHHBIMH CPEIACTBAMM IS
MEIUIIMHCKOTO TPUMEHEHUS TPUOCTAaHABIIMBACTCS Ha CPOK, KOTOPBIM OMPEACIIICTCS
JUICH3UPYIONAM OpPTaHOM (HO HE MEHee 4YeM Ha OJIMH MECSIl), M0 HCTECYCHUU
KOTOPOTO JCHCTBUE MAHHOW JUICH3UU MOJICKUT MPEKPAIICHUIO Ha OCHOBAaHUU
pEIICHHUS JTUTIEH3UPYIOIIETO OpPTaHa, 3a UCKIIOYECHUEM CITydast, yKa3aHHOTO B 4acTh 2

HACTOAIIEH CTAaTHH.

2. [lelicTBue nuIEeH3UM Ha (QapMaleBTUUECKYIO JCSTENBHOCTh B YacCTU
OCYUIECTBJICHHUSI  ONTOBOW  TOPTOBIM  JICKAPCTBEHHBIMH  CPEICTBAMM IS
MEIUIUHCKOTO IPUMEHEHUS, IEUCTBUE KOTOPOIl MPUOCTAHOBIIEHO B COOTBETCTBUH C
4yacThio | HACTOAIICH CTaThH, MOJUICKUT BO3OOHOBJICHUIO B ClTydae, €CIH B MEPUOT
MPUOCTAHOBJICHUS JCUCTBUS JAaHHOW JIMIEH3UM B paMKax JOCYyJeOHOro
00’ajoBaHMs pelIeHHEe KOHTPOJIBHOTO (HAJI30pPHOT0) OpraHa B YAaCTH BBISIBIECHHOIO
HapyleHus TpeboBanmii yacteit 1 - 3 crateu 53 Hacrosimiero depepaibHOTO 3aKOHA
OTMEHEHO. B yka3aHHOM cnyuyae JeiicTBHE JMLEH3UM Ha (apMaleBTHYECKYIO
JESTENHbHOCTh B YAaCTH OCYIIECTBICHUS ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMH
CpPEICTBAMM JJIsi METUIIMHCKOIO MPUMEHEHUs BO30OHOBIISIETCS HE MO3/IHEE OJHOIO

pabouero JHS CO JHS OTMEHBI PEIIeHHs KOHTPOJIBHOTO (HaJ30pHOT0) OpraHa.

(Llononnenue cmamoeii - @edepanvruiii 3akon om 04.08.2023 Ne 428-D3)

Cratbs 9. 'ocynapcTBeHHBI KOHTPOJIb (HaA30p) B cdepe oOpammeHust
JIEKAPCTBEHHBIX CPEICTB

1. l'ocynapcTBeHHBIN KOHTPOJIb (Haa30p) B chepe oOpallieHns JeKapCTBEHHBIX
CPEZICTB OCYILECTBISETCS OCPEACTBOM (PeiepaibHOr0 rocyJapCTBEHHOTO KOHTPOJIS
(mag3zopa) B cdepe oOpamieHHs JEKapCTBEHHBIX CPEICTB M (enepaabHOro
rOCYJapCTBEHHOTO JIUIIEH3MOHHOTO KOHTPOJS JAESITEIbHOCTH TIO MPOU3BOACTBY
JIEKapCTBEHHBIX  CPEICTB,  OCYIIECTBIAEMBIX  (elepallbHBIMA  OpTaHaMH
WCIIOJTHUTEIIbHOM BJIACTH, YIOJIHOMOYEHHbIMU I[IpaBurensctBom Poccuiickoit

denepanum.

2. [IpeameTom (henepabHOTO TOCYIAPCTBEHHOTO KOHTPOIIS (Haa30pa) B cepe
oOpalieHus JIEKapCTBEHHBIX CPEJICTB SBIISIOTCS:



1) cobmomenne  o0s3aTenbHBIX  TpeOoBaHWM B cdepe  obOparieHus

JICKAPCTBCHHBIX CPCACTB, B TOM YHCJIC:

a) TpeOOBaHUM K JOKIMHUYECKUM HCCIIEIOBAaHUSM JIEKApPCTBEHHBIX CPEJICTB,
KIIMHUYECKUM HCCJICIOBAHUSM  JIEKAPCTBEHHBIX MPENapaToB, H3TOTOBIICHHIO,
XPaHEHUIO, MEPEBO3KE, BBO3y B Poccuiickyro denepanuro, OTIYCKYy, peajau3alii,
nepenaye, IMPOJAXKE JIEKAPCTBEHHBIX CPEJICTB, NPUMEHEHHIO JIEKAPCTBEHHBIX
OpenaparoB,  YHUYTOKEHUIO  JIEKAPCTBEHHBIX  CPEICTB,  YCTAHOBJIEHUIO
IPOU3BOJUTENSIMU JIEKAPCTBEHHBIX MPENAapaToB 1IEH Ha JIEKAPCTBEHHBIE MPEMAPaThI,
BKJIFOUEHHBIE B NIEPEUYEHb JKU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX
IpenapaToB;

0) TpeOOBaHMII K COOTBETCTBHUIO JIEKAPCTBEHHBIX CPEJICTB, HAXOMAIIUXCS B
oOpamieHnn, TMoOKa3aTesiM  KadecTBa, JA(P(EKTUBHOCTH W OE30MaCHOCTH,

YCTAaHOBJICHHBIM B COOTBETCTBHUH C HACTOAIINM CDGI[CpaJ'IBHBIM 3aKOHOM;

B) TpeOOBaHUN K COOJIIOICHUIO CYOBEKTaMH OOpaIlleHusl JIEKapCTBEHHBIX
CpPEICTB, YKa3aHHBIX B 4acTH | cratbm 67' Hacrosmero denepanbHOro 3aKoHa,
OrpaHMYEHMH, HalaraeMbIX cTaThbaMu 67! u 672 nacrosmiero denepaabHOro 3aKOHa;

2) cobmoieHne  JMIEH3WMOHHBIX ~ TpeOOBaHMKW K OCYIIECTBICHUIO
(bapManeBTHYECKON IeATEILHOCTH;

3) cobmroneHrne TpeOOBaHMM K TPEIOCTABICHHUIO CYOBEKTaMHU OOpaIleHUs
JIEKAPCTBEHHBIX CPEICTB HMH(OPMALMU O JIEKAPCTBEHHBIX CPEACTBAX M (MIIK)
JIEKApCTBEHHBIX Mpenaparax, IPedyCMOTPeHHOM crathamu 9!, 52!, 522 u 64

Hactosimero  denepanbHOTO  3aKoHA; (B pedakyuu  Dedepanvrozo  3aKoHa
om 30.01.2024 Ne 1-D3)

4) cobmonenne mpeayCMOTPEHHBIX cTaThell 55! Hacrosmero denepanbLHOro
3aKOHa TPEeOOBAHMUU K MPOBEJACHHUIO SKCIICPUMEHTA 0 OCYIISCTBICHUIO PO3ZHUYHOU
TOPTOBJIM  JICKAPCTBEHHBIMHM TIperiapataMyd JUIsi MEIAHMIIMHCKOTO TMPUMCHCHHS,
OTITyCKAeMBIMHA IO PELENTy Ha JICKAPCTBCHHBIH Tpernapar, JUCTAHIIMOHHBIM
criocoboM. (ononnenue nynkmom - @edepanvusiii 3akon om 20.10.2022 Ne 405-D3)

2!. B nensx obecreueHus rocyIapcTBEHHOrO KOHTpojs (Ham3opa) B cdepe
oOparlieHus JICKAPCTBECHHBIX CPEJICTB (heepaibHbIN OpTraH UCTIOTHUTEILHOW BIACTH,
OCYIICCTBIISIONINN TOCYIaPCTBCHHYIO PETHMCTPAIMI0 JICKAPCTBEHHBIX IPENaparos,
MPEIOCTABIIACT beneparbHOMY Oprany UCTIOJTHUTEITLHOM BJIACTH,
OCYIIECTBIISIONIEMY (YHKIIMH TI0 KOHTPOJIIO M HAJA30py B cdepe 3ApaBOOXPAHCHUS,
I10 €ro 3aIpoCy B paMKaxX MEXBEIOMCTBEHHOT0 HH()OPMAITMOHHOTO B3aMO,ICHCTBHS

B  TOpSJIKE, YCTAaHOBJIEHHOM  YKa3aHHbIMH  (eJepalbHBIMH  OpTraHaMH



HUCIIOJIHUTEIbHOM BJIACTH, CJICAYIOHIUC CBCACHUS O JICKAPCTBCHHLIX CPEACTBAX, B TOM

qrclie B CITydae, €CIIU TAKUE CBEJICHUS COCTABIISIIOT KOMMEPYECKYIO TaliHy:
1) cBenmenus o apMareBTUIECKON CyOCTaHITUH:

a) HAUMEHOBaHKHE (PapMalleBTUUECKOM CyOCTaHIIMM, €€ CTPYKTypa, oOlue

CBOMCTBA;
0) HAMMEHOBAHKE U AJIPEC MPOU3BOIUTEIIS;
B) CBOMCTBA U CTPYKTYpa JECUCTBYIOUIUX BEIIECTB;
') XapaKkTepUCTHKA IPUMECEi;
1) cienuduKkanus Ha (papManeBTHUECKYI0 CyOCTaHITHIO U €€ 000CHOBAHME,

e) AHAIINTUYCCKHUEC MCTOAWKH, HCIIOJB3YCEMBIC ITPHU OCYHICCTBJICHUN KOHTPOJIA

KauecTBa (papMalieBTUUECKON CyOCTaHIIUY;
) pe3yJIbTaThl aHAJIN30B cepuil (hapMalleBTUYECKON cyOCTaHINH;

3) mepeyeHb CTaHAAPTHBIX O0Opa3lOB WM BEUIECTB, HCIOJIB3YEMbIX MPH

OCYIIECTBICHUH KOHTPOJISI KauecTBa (papMalleBTUUECKON CyOCTaHIINM;

M) ONUCAaHUE XapaKTEPUCTUK M CBOMCTB YMAaKOBOYHBIX MAaTepUaIOB U

YKYTOPOYHBIX CPE/ICTB;
K) JaHHBIC O CTAOMIHPHOCTH (hapMalleBTHUYECKON CyOCTaHITUH;
J) CPOK TOJTHOCTH;
2) cBeIeHUS O JICKapCTBEHHOM Ipernaparte Jisl MEAUIIMHCKOTO PUMECHECHHS:

a) OIMMCAHUC MW COCTaB JICKAPCTBCHHOI'O IIpfliapara A MCIUIHUHCKOI'O

INPUMCHCHMUA,

0) onucanue hapMareBTHIECKON pa3paboTku (000CHOBaHME BHIOOpA COCTaBA,

NEPBUYHON YIAKOBKH);

B) HAaMMCHOBAHHC )41 aJpec MECTa OCYIICCTBJICHUSI MMpOU3BOJACTBA
JICKAPCTBCHHOI'O IIpfriapara A MCIAUIMHCKOI'O IPUMCHCHUA (B ClIydac HaJIU4uA
HCCKOJIBKHUX Y4aCTHHUKOB mponecca MpOU3BOJACTBA HeO6XOI[I/IMO YKa3aTb

HaMEHOBAHUE U aJIpec KaKIOro U3 HUX);
') MUKPOOHOJIOTUYECKHUE XapaKTEPUCTUKHU;

1) OTIMCAaHUE XapaKTePUCTUK W CBOMCTB YIMAKOBOYHBIX MaTepHajoB U

YKYHOPOYHBIX CPEJICTB;
€) TpeOOBaHMS K Ka4eCTBY BCIIOMOTATEIbHBIX BEIIECTB;

)K) AHAJIMTUYCCKNUEC MCTOAUKHU, UCIIOJIb3YCMBIC ITPHU OCYIIICCTBIICHUM KOHTPOJIA

KadyeCTBaA BCIIOMOTI'aTCJIbHBIX BCIICCTB,



3) CBCACHUA 00 MCIOIL30BAHNH BCIIOMOTaTEIBLHBIX BCIICCTB YCJIOBCUYCCKOI'O U

JKUBOTHOTI'O ITPOUCXOKACHUS
I/I) CBCACHUA 00 MCHOJIL30BaHNH HOBBIX BCIIOMOTaTEIbHBIX BCIICCTB,

K) TpeOOBaHUSA K KayeCTBY JIEKAapCTBEHHOTO Mperapara Jyisi METUIUHCKOIO
npuMeHeHus: (ceptudukar, crneurdukanus Ha JEKApCTBEHHBIM mpemapat U MX

000CHOBaHUE);

J'I) AHAJIMTHUYCCKUC MCTOJAHUKH, UCIIOJIB3YCMBIC IIPU OCYHICCTBJICHUHU KOHTPOJIA

Ka4CCTBa JICKAPCTBCHHOI'O IIpCIiapaTa A MCAUIUMHCKOTI'O IIPUMCHCHUA

M) pe3yJIbTaThl ~ AQHAIM30B  CEPUM  JIEKAPCTBEHHOTO  Ipemnapara s

MEUIIUHCKOTO TPUMEHEHUS;
H) XapaKTEepUCTUKA ITPUMECEN;

O) IEPCUCHb CTAHIAPTHBIX O6p33HOB, HCIIOJIB3YEMBIX IIpU OCYHICCTBJICHHUU

KOHTPOJIAI KA4CCTBA JICKAPCTBCHHOT'O IIpCriapaTta il MCAUIMHCKOT'O ITPUMCHCHUA

H) JaHHBIC O CTaOMILHOCTHU JCKApCTBCHHOI'O IpfCIiapaTra A MCIUIMHCKOIO

IPUMEHEHUS;
3) oTUeTHI O JOKJIMHUYECKHUX UCCIIETOBAHUAX;
4) 0TUeTHI O KIIMHUYECKUX UCCIICIOBAHUSAX;
5) mactep-daiin cuctembl hapMaKoHAA30DA;
6) IJIaH ynpaBJCHUS PUCKAMHU.
(dononnenue uacmoio - @edepanvhuiii 3akon om 30.01.2024 Ne [-D3)

3.1lpu ocymecTBieHnn (eaepaabHOr0 TOCYJapCTBEHHOTO  KOHTPOJIS
(Hamzopa) B cdepe oOpaleHus JIEKapCTBEHHBIX CPENICTB MPOBOJSATCS CIEAYIONINE

BUIbl KOHTPOJIbHBIX (Ha30PHBIX) MEPOIPUSATHIL:
1) noxyMeHTapHasi IPOBEPKA;
2) BI€3THAS MTPOBEPKA;
3) BEIOOPOUHBII KOHTPOJIb KA4eCTBa;
4) KOHTpOJIbHAS 3aKyTIKa;
5) MHCIIEKIIMOHHBIN BU3UT;

6) HaOMoIcHHE 3a COONIOZICHHEM O00s3aTeIbHBIX TPEOOBAHUM (MOHUTOPHUHT

Oe3omacHocTH) ((hapMakoHAI30D).

4. Opranuzanus W OCYHIICCTBICHHE (elepabHOIO0 TOCYAapCTBEHHOTO
KOHTpoOJIs (Ham3opa) B cdepe oOpalieHus JICKapCTBEHHBIX CPEJICTB PETYIHPYIOTCS



OenepanbHbiM 3aKk0HOM OT 31 uronst 2020 roga Ne 248-®3 "O rocynapcTBEHHOM

KOHTpOJIe (Ha/130p€) U MyHHULIUINIATLHOM KOHTposie B Poccuiickoii @enepanun.

5. BHensiaHOBBIN BBIOOPOYHBIA KOHTPOJIb KaUeCTBA MPOBOAUTCS B TOM UHCIIE

Ha OCHOBAHHUH IPOTPAMMBbI IIPOBEPOK.
6. [1naHOBBIN BHIOOPOUHBIN KOHTPOJIb KAUeCTBA HE MPOBOJAMUTCS.

7. o pe3ynbTaTam BHIOOPOYHOTO KOHTPOJIS KauyecTBa HAPSAY C PEUICHUSIMH,
npeaycMoTpeHHbIMU DenepanbHbiM 3ak0OHOM OT 31 mronss 2020 roma  Ne 248-D3
"O rocyapCTBEHHOM KOHTpojie (HaA3ope) W MYHUIUNAILHOM KOHTPOJE B
Poccwmiickoit denepanmn", ¢eaepabHBIMH OpPraHAMU HCTIOJHUTEIBHOU BJIACTH,
YIOJHOMOUYEHHBIMM Ha OCYIIECTBIEHHE BBIOOPOYHOTO KOHTPOJSI KadyecTsa,

MNPUHUMAIOTCs CICAYIOINNC PCIICHUA:

1) o manpHelIIeM Ipa)X/JIaHCKOM 000OpOTE CepUH, MAPTHUH COOTBETCTBYIOIIETO
JIEKapCTBEHHOTO CPEJICTBA B CIIy4yae MOATBEPKACHUS MO pe3yIbTaTaM MPOBEICHHBIX
WCTIBITAHUM COOTBETCTBUS KauecTBa JIGKAPCTBEHHOTO CPEACTBA YCTAHOBJICHHBIM

TpeOOBaHUSM;

2) 00 U3BIATUH U3 T'paAXKAAHCKOT'O 06op0Ta CCPHH, MMAPTHUNU COOTBCTCTBYIOLICTO
JCKAapCTBCHHOI'O CPCACTBAa B ClIyda€ BbIABJIICHUA II0 PE3yJIbTaTaM IMPOBCACHHBIX
HWCIBITAHUNA HECOOTBETCTBUS KayeCTBa JICKAaPCTBCHHOI'O CPCACTBA YCTAHOBJICHHBIM

TpeOOBaHUSM;

3) 0 mepeBoAe JIEKAPCTBEHHOI'O CPEJICTBA HA IOCEPUNHBIN BBIOOPOUHBIN
KOHTPOJIb KadecTBa JIEKAPCTBEHHBIX CPEJCTB B CIydae MOBTOPHOTO BbISBIICHUS
HECOOTBETCTBHS Ka4eCTBA JICKAPCTBEHHOTO CPEJICTBA YCTAHOBICHHBIM TPEOOBAHUSM
U (TIpy HEOOXOIUMOCTH) O TPOBEPKE CYOBEKTa OOpaIlleHUs JIEKAPCTBEHHBIX CPEJICTB.
Pacxompl, cBsi3aHHBIE C TPOBEICHUEM TOCEPUHHOTO BBIOOPOYHOTO KOHTPOJIS,
OIJIAYMBAIOTCSI POU3BOUTENIEM JIEKAPCTBEHHOTO CPEICTBA MO0 AeprKaTelaeM WIn

BJIAACIIBICM PETUCTPAIMOHHOI'0 YIOCTOBCPCHMS JICKAPCTBECHHOIO ITpCIiapara.

8. @enepanbHbI TOCYAAPCTBEHHbBIN JTUUEH3UOHHBIN KOHTPOJIb IESITEIbHOCTH
[0 IPOU3BOJACTBY JIEKAPCTBEHHBIX CPEICTB OCYUIECTBIIIETCA B COOTBETCTBHUU C

3aKoHoAaTeNnbCTBOM Poccuiickont denepanuu.

(Cmamuws 6 pedaxyuu Dedepanvroco 3axona om 11.06.2021 Ne 170-D3)

Crarbs 9'. [Iporpamma npoBepok



1. B nensix opraHu3zaiuy BHIOOPOYHOTO KOHTPOJSI KauyecTBa JIEKapCTBEHHBIX

CpencTB GOPMUPYETCS IPOTPAMMa MTPOBEPOK.

2. ln1s  nmenedl  peanuszanuMu  OpOrpamMMbl  MPOBEPOK  MPOM3BOJUTEIN
JIEKQpCTBEHHBIX CPEJCTB W OPraHU3alHH, OCYILECTBIISIOIINE BBO3 JIEKAPCTBEHHBIX
cpenctB B Poccuiickyro denepanuro, MpeaoCTaBIsSIOT B OTHOLICHUHN JIEKAPCTBEHHBIX
CPEIICTB JJIsi MEAUIIMHCKOTO MPUMEHEHUS B YIIOJIHOMOYEHHBIN (heiepaibHbIN Opran
WCIIOJTHUTENIBHOM BJIACTH, OCYIIECTBISIIOIINNA (DPYHKIMU MO KOHTPOIIO U HAA30pYy B
cdepe 3ApaBoOXpaHeHus], B OTHOIICHUH JIEKAPCTBEHHBIX CPEICTB sl BETEPUHAPHOTO
MPUMEHEHHUSI B YIOJHOMOYEHHBIN (efepanbHbIii OpraH HCIOJHUTEIbHON BIACTH,
OCYUIECTBIISIONMN (QYHKIIMM TIO0 KOHTPOJIO W Haa3opy B cdepe oOpaieHus
JIEKapCTBEHHBIX CPEACTB ISl BETEPUHAPHOIO NPHUMEHEHUS, CBEACHUS O CEpHUsX,
MapTUSAX JEKAPCTBEHHBIX CPEJCTB, MOCTYMAOMIMX B TpaKJAaHCKUH 000poT B
Poccuiickoii ®epepanuu, B TMOpsAKe, COCTaBe M O0beMe, YCTaHOBJIEHHBIX
yKa3aHHBIMHU (eilepalIbHBIMH OpPraHaMU HCIIOJIHUTENIbHON BJIAcTH B OTHOIICHUU
JIEKapCTBEHHBIX CPEACTB i1 MEIHUIMHCKOIO IPUMEHEHUS U B OTHOILIECHUU

JEKAapCTBCHHLIX CPCACTB JJIA BETCPUHAPHOTO IPUMCHCHNA COOTBCTCTBCHHO.

3. [Iporpamma mpoBepok ¢GopMHUpyeTCs Ha KaJCHAAPHBIA TOJ B CPOK [0
30 mexalOps roga, MPeaIIECTBYOIIETO TOTy IPOBEACHHUS BHIOOPOYHOTO KOHTPOJIS.

4. B cnyuyae HacTymieHHs COOBITHH, yKa3aHHBIX B mHoamyHkrax "6" um "B"

MyHKTa 2 4YacTu 6 HacTosled cTaThd, (QenepaibHbIM OPraHOM HUCIOJHUTEIHHOU
BJIACTH, OCYLIECTBIIAIOMMM (YHKIMHM 1O KOHTPOJIIO M Haa3opy B chepe
3IpaBOOXpaHeHus,  (eAepadbHBIM  OpPraHOM  HWCIIOJIHUTEIBHOM  BJIACTH,
OCYLIECTBIISIIOIIMM (YHKIMM MO KOHTPOJIIO M HaaA30py B cdepe oOpaieHus
JIEKapCTBEHHBIX CPEJACTB [UIsl BETEPUHAPHOTO NMPUMEHEHHMsSI, NP HEOOXOIUMOCTH

BHOCSITCSI COOTBETCTBYIOIIME U3MEHEHUS B IPOTPAMMY ITPOBEPOK.

5. B mporpammy DnpOBEpPOK MOTYT BKIKOYATbCS MEPOIPHUATUS C Y4ETOM
HapyIICHUH, BBIABIECHHBIX B PaMKaxX KOHTPOJIbHBIX (HAJ30pHBIX) MEPOIPUATHH 3a

NPEbITYIIUN Kale€HIAPHbBINA TO/.
6. [Iporpamma poBEPOK COJIEPHKUT:

1) mepeyeHb JIEKAPCTBEHHBIX CPEACTB, OTOOP OOpa3loB KOTOPBIX OyIeT
OCYIIECTBIISITBCSI B paMKax BBIOOPOYHOTO KOHTPOJS, (HOPMHUPYEMBIH C ydeToMm
pe3yibTaTOB TOCYJAapCTBEHHOTO KOHTposia (Hag3opa) B cdepe oOpalieHus
JIEKapCTBEHHBIX CPECTB 3a KaJICHAAPHBIH IO, IPEIIECTBYIOLIHIA TOAY MPOBEACHUS

BBIOOPOYHOTO KOHTPOJIS;

2) yka3zaHue Ha cOObITHE, HACTYIJICHUE KOTOPOTO SIBISETCSI OCHOBAHUEM IS

OCYIIECTBJICHHUS BELIOOPOYHOTO KOHTPOJIS:



a) MOJIyYeHUE CBEJCHUHM, TMpeACTaBIsieMbIX B cocTaBe M  o0Obeme,
YCTaHOBJIEHHBIX dbenepanbHbBIM OpraHoM WCITOJIHUTEIbHOM BJIACTH,
OCYIIECTBISIONIMM (YHKIIMH 110 KOHTPOJIIO U Han30py B cdepe 3ApaBOOXpaHEHUS,
(benepanbHBIM OPraHOM UCHOJIHUTEIBHONW BIACTH, OCYUIECTBISIOMUM (QYHKIUH 110
KOHTPOJIIO M Hama30py B cdepe oOpamieHuss JIeKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO TMPUMEHEHUS, O CEpHUsiX, MapPTUSAX JIEKAPCTBEHHBIX CPEJCTB,
MOCTYTNAIIMKUX B TpakaaHCKuid o0opot B Poccmiickori denepannm, yka3aHHBIX B
nyHkTe | HacTosAmed 4acTH, OpraHU3alUsIMU, OCYLIECTBISIOLIMMHU MPOU3BOACTBO
JIEKapCTBEHHBIX cpeACTB B Poccuiickoii @enepanny U BBO3 JIEKAPCTBEHHBIX CPE/ICTB
B Poccuiickyto @enepannio, 3a UCKIIOUYEHUEM CEPUN WJIM MApTUX JIEKAPCTBEHHBIX
IpEnapaToB, YKa3aHHBIX B 4acTu 4 cratbu 52! m yactu 6 cratbu 522 HACTOSAIIETO
denepanbHOTO 3aK0HA; (B pedaxyuu Dedepanvroeo 3axona om 30.01.2024 Ne 1-D3)

0) moyiydeHre TMOCTYMAIIIe B TMOPSAKE, YCTAaHOBJICHHOM CcTaThell 64
HacTosmero ®enepanbHOro 3akoHa, HHGOPMALKMKU O TOOOYHBIX JIEHCTBUSX,
HEeXKeNaTeNIbHbIX peaxusx, CEpPbE3HBIX HEeXKeaTeIbHBIX peaxIusix,
HENPEIBUACHHBIX HEXKENATENbHbIX PEeaKIUsIX MpU MPUMEHEHHH JIeKapCTBEHHBIX
npenaparoB, 00 UHAUBUAYATbHOM HEMEPEHOCUMOCTH, OTCYTCTBUH 3(PHEKTUBHOCTH
JIEKApCTBEHHBIX TIPermapaToB, a TakKe 00 WHBIX (akTax U OOCTOSATEIHCTBAX,
MPEACTABIAIONINX yYIPO3y >KU3HU WM 30POBHIO YENOBEKA JTMOO >KUBOTHOTO MPH
NPUMEHEHUN JIEKapCTBEHHBIX TMPEMapaToB U BBIABICHHBIX Ha BCEX ATamax
oOpallieHus1 JIEKapCTBEHHBIX TpernaparoB B Poccuiickoii ®Dexnepanyi U JApyrux

roCy/IapCTBax;

B) IOJIydeHHE B COOTBETCTBUU ¢ DepepaibHbiM 3aKOHOM OT 31 urons
2020 roma Ne 248-D3 "O rocymapcTBEeHHOM KOHTpOJIEe (HaI30p€) U MYHHUIIUTIATHHOM
KoHTposie B Poccuiickoit @enepanuu" cBeeHui 0 MPUIMHEHUN Bpea Wik 00 yrpose

NPpUYMHCHUA BpCaa ) KU3HH, 3A0POBBIO I'paXJaH UIIN JKUBOTHBIX.

(Lononnenue cmamveu - @edepanvruiil 3axon om 11.06.2021 Ne 170-D3)

Cratbs 9%. TocyaapcTBeHHBIN KOHTPOJIb (HAA30p) 32 peajiu3anuei
OpPraHaMH MCIOJHUTEIbHOI BJIacTH cyObekTOoB Poccuiickoi
denepaunu NOJHOMOYMI B chepe oOpanieHust
JIEKAPCTBEHHBIX CPEICTB VISt MEAUIMHCKOT0 NMPUMeHEeHUs!

1. TocymapcTBeHHBIN KOHTpOJIb (HAA30p) 3a peanu3alued opraHamu
WCIIOJTHUTEIHLHOM BiIacTh cyObekToB Poccuiickoit denepariuu moJHOMOYHH B cdhepe

O6paH_IGHI/I$I JICKAPCTBCHHLIX CpCacCTB JUIIsL MCAUIIMHCKOI'O MNPHUMCHCHUA



OCYHIECTBIISIETCA  yIOaHOMOYEHHBIM [IpaButensctBom Poccuiickont denepannn

OopranomM HWCHOJIHUTEIbHON BJIACTH.

2. IlpenmeToM TOCYZapCTBEHHOTO KOHTPOJIA (HaA30pa) 3a peaausaruei
opraHamMu  HCIOJHUTENbHOW Biactu cyOwekToB Poccuiickoir  ®Depepanuu
noJIHOMOUM B cepe oOpaleHusi JEeKapCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO
MIPUMEHEHUS SIBJISICTCS coboieHre YIIOJTHOMOYCHHBIMH OopraHaMu
WCIIOJIHUTENbHON  BlacTh  CcyOBekToB  Poccuiickoit  denmeparuu  METOIUKH
YCTaHOBJICHUS TIPEICIbHBIX Pa3MEPOB OMTOBBIX HAJ0ABOK M MPENCIbHBIX pa3MEPOB
PO3HUYHBIX Haa0aBOK K (HaKTHUECKHUM OTIYCKHBIM II€HaM, YCTaHOBJIECHHBIM
MIPOU3BOJIUTEIISIMU JICKAPCTBEHHBIX TPEMApaToB, Ha JICKAPCTBEHHBIC IpEIapaThl,
BKJIFOUCHHBIC B MEPEUCHD )KM3HCHHO HEOOXOJMMBIX W BOXKHEHIINX JICKAPCTBEHHBIX

MIpenaparTos.

3.1lpu oOCyLIECTBIEHUH TOCYJAAPCTBEHHOIO KOHTposid (Hag3opa) 3a
peanu3anueldl OpraHaMM HUCIOJIHUTEIbHOM BiacTu cyObekToB Poccuiickoii
Odenepanuy MOTHOMOYUN B cdepe oOpalieHus JIEKapCTBEHHBIX CPEICTB s

MEJIUIIMHCKOTO MPUMEHEHUS MTPOBOSTCS CIAEAYIOUINE BUIbI MEPOTIPUATHI:
1) mokyMeHTapHBIEC POBEPKH;
2) BBIE3IHBIE MIPOBEPKHU.

4. Opraam3anusi ¥ OCYIIECTBICHUE TOCYIapCTBEHHOTO KOHTPOJIA (Haa30pa) 3a
peanuzanuell OpraHaMM HUCIOJIHUTEIbHOM BiacTu cyObekToB Poccuiickoii
@denepanu  MoMHOMOUMH B cdepe oOpallieHUsT JEKAPCTBEHHBIX CPEACTB st
MEIUIMHCKOTO MPUMEHEHUS perynupyroTcss denepanbHbIM 3aKOHOM OT 6 OKTSOps
1999 rona Ne 184-®3 "OO6 o0mmx MpUHIMIAX OpPTaHU3ANH 3aKOHOJATEIhHBIX
(mpencTaBUTENBHBIX) W HCIOJHUTENBHBIX OpPraHOB TOCYJIAPCTBEHHOW BIIACTU

cyonbekToB Poccuiickoit @eaeparuu’.

5. IlonoxeHnue O rocynapCTBEHHOM KOHTpoJje (Haa3ope) 3a peanusanuei
OpraHamMM HCIIOJIHUTEJIbHOM  BjacTu CyObekToB Poccuiickoit ~ denepanmu
MOJIHOMOUMH B cepe oOpaleHusi JeKApCTBEHHBIX CPEJICTB ISl MEIUIMHCKOIO

npuMeHeHus yteepxkaaercs [IpasurensctBom Poccuniickont @eaeparuu.

(Hononnenue cmamveti - @edepanvruiil 3axon om 11.06.2021 Ne 170-D3)

Crartbs 9°. PernoHaJbHbBI rocy1apcTBEHHbIH KOHTPOJIb (HAA30p) 32
NPUMEHEHHEM LeH Ha JIEKAPCTBEHHbIE NPenaparsl,
BKJIIOYECHHBIE B IIepeYeHb 'KU3HEHHO HE00OXOAUMBIX U

BAa)KHEHIIUX JIEKAPCTBEHHbIX NpenapaTos



1. PernoHanbHbIN TOCYJaPCTBEHHBIM KOHTPOJIb (HA/130p) 32 IPUMEHEHHUEM 1I€H
Ha JIEKQpCTBEHHbIE MPETapaThl, BKIIIOUEHHBIE B MIEPEUYCHb KU3HEHHO HEOOXO0IMMBIX
M BAXHEWINWX  JICKAPCTBEHHBIX  IPENApPATOB, OCYILIECTBIIIETCS  OPraHOM
WCIIOJIHUTENBHON BiacTu cyObekta Poccuiickoit denepanuu, ynoIHOMOYEHHBIM
BBICIIIMM  UCIIOJIHUTEJIBHBIM  OpPraHOM TOCYJIapCTBEHHOM BiacTH CyOBbEeKTa

Poccuniickon @enepanum.

2. IlpenMeTOM pETHOHAIBLHOTO TOCYAAPCTBEHHOTO KOHTpOJS (Haa3opa) 3a
MPUMEHEHUEM I1I€H Ha JIEKapCTBEHHbIC IMpenaparbl, BKIIOUYEHHBIE B TIEPEUCHb
KU3HEHHO HEOOXOJMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX MPEMapaToB, SBISICTCS
COOJIOJIEHUE OpTraHU3aIMsIMU ONTOBOM TOPTOBIM JIEKAPCTBEHHBIMU CPEJICTBAMH,
anTEYHBIMU OPTaHU3AIUSAMHU, HHIUBU Ty ATBHBIMU TIPEITPUHUMATEIISIMH, UMEIOITUMU
JUIEH3UI0 Ha (apMalleBTUYECKYIO IeATEIbHOCTh, MEAUIIMHCKUMH OpTaHU3AIHSIMH,
MMEIOUTUMH JIMLIEH3UIO Ha (DapMaIleBTHUECKYIO IeATEIbHOCTD, M UX 000COOIEHHBIMU
noapazaencHusMu  (aMOynaTopusiMu,  QEeapAIMIEpCKUMH W (DEITbAmepCcKo-
aKyHIepCKUMU MTyHKTaMU, IEHTpaMu (OTJAeICHUsIMHU) o01Iel BpaueOHO (CeMeHO)
MPAKTUKH), PACIOJOKEHHBIMH B CEIbCKUX HACEJIICHHBIX IyHKTaX, B KOTOPBIX
OTCYTCTBYIOT aliTeYHbIE OPTaHU3allNK, TP PeaTU3alliu JIEKapCTBEHHBIX IPEnapaToB
TpeOOBaHUI K MPUMEHEHUIO 1IeH, YPOBEHb KOTOPHIX HE JOJDKEH MPEBBIINIATE CyMMY
(baKkTUYEeCKOW OTIYCKHOM II€HBI, YCTAHOBJICHHON MPOU3BOAMUTEIEM JIEKAPCTBEHHBIX
npernapaToB, W KOTOpPhIE HE TMPEBBIMIAIOT 3apErHCTPUPOBAHHBIX MPEIEIbHBIX
OTIYCKHBIX II€H, U Pa3MEpPOB OMTOBBIX HAI0ABOK M (WMJIM) pa3MEpOB PO3HUYHBIX
HaJ0aBOK, HE MPEBBIMIAIONIUX COOTBETCTBEHHO Pa3MEpPOB MPEACIbHBIX ONTOBBIX
Ha70aBOK M (WJIM) pa3MeEPOB MPEAETbHBIX PO3HUYHBIX HAJ0aBOK, YCTAHOBJICHHBIX B
cyowekte Poccuiickoit denepanuu.

3. Opranmzanusi M OCYIIECTBJIEHWE PETHOHAIBHOTO TOCYJIapCTBEHHOTO
KOHTpOJisi (Haa3opa) 3a TPUMEHEHHEM I1IeH Ha JIEKapCTBEHHBIC IIperaparsl,
BKJIFOUEHHbBIE B MEPEUCHb JKU3HEHHO HEOOXOAMMBIX U BaKHEUIINX JIEKapCTBEHHBIX
npenaparos, peryiupytorcs @eaepaibHbiM 3akoHOM OT 31 uroiig 2020 roga Ne 248-
®3 "O rocyaapCTBEHHOM KOHTpoJie (HaA30pe) M MYHHUIMNAIBHOM KOHTPOJIE B
Poccuiickoit @enepanun'.

4. ITosioxeHrue O PErHoOHaTbHOM TOCYJIapCTBEHHOM KOHTpoJie (Haa3ope) 3a
NPUMEHEHHEM IIeH Ha JIeKapCTBEHHbIE Npenaparhl, BKJIIOYEHHBIE B IEpeueHb
KU3HEHHO HEOOXOIMMBIX M BaXKHEUIITNX JIEKAPCTBEHHBIX MIPETIapaToB, yTBEPKAACTCS
BBICIIMM  UCIOJIHUTEIBHBIM  OpPraHOM TOCYJapCTBEHHOM BiacTH CyOBbeKTa

Poccuiickon @enepanum.



(Llononnenue cmamoeii - @edepanvruiil 3akon om 11.06.2021 Ne 170-D3)

Crartbs 9. @egepanbHbIi rocy1apCTBEHHbII JHIEH3HOHHBIA KOHTPOJIbL

ACATCJIbHOCTH 110 IIPOU3BOACTBY JICKAPCTBCHHLIX CPECACTB

1. ®enepanbHblil TOCYJaPCTBEHHBIN JINLIEH3UOHHBIA KOHTPOJb ACSATEIbHOCTH
M0 TPOU3BOJICTBY JIEKAPCTBEHHBIX CPEICTB OCYIIECTBIACTCS (eaepaabHbIMU
OpraHaMM MCIOJIHWTENIBHOM  BJIACTH, YIOJHOMOYEeHHBIMU lIpaBurenbcTBoM

Poccunitckon @enepanum.

2. @enepanbHbld TOCYJAPCTBEHHBIN JIUIIEH3UOHHBIA KOHTPOJb JAEATEIbHOCTU
M0 TMPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISECTCS B COOTBETCTBUH C
OenepanbHbiM - 3akOHOM 0T 4 mass 2011 roma  Ne 99-®@3  "O nuuen3upoBaHuu
OT/ICJIbHBIX BUAOB JeATeNbHOCTU" 1 DenepanbHbiM 3akoHOM 0T 31 urons 2020 roga
Ne 248-®3 "O rocynapcTBEHHOM KOHTpOJIE (HaA30p€) U MyHUIIUIIAIBHOM KOHTPOJIE
B Poccuiickoit ®enepanuu". B pamkax ¢eaepaabHOTO TOCYAapCTBEHHOTO
JUUEH3UOHHOTO KOHTPOJIS JEATEIbHOCTH 10 MPOU3BOJICTBY JIEKAPCTBEHHBIX CPE/ICTB
IJIAHOBBIE KOHTPOJbHBIC (HAI30pPHBIC) MEPONPUITHS HE MPOBOASTCS, MPH ITOM
MPOBOJUTCS  TEPUOJUYECKOE  TMOIATBEPKIECHHUE COOTBETCTBUSI  JIUIIEH3MATOB
JUICH3UOHHBIM TPeOOBaHUAM B COOTBETCTBUU ¢ DenepanbHbIM 3aKOHOM OT 4 Mas
2011 roma Ne 99-@3 "O nuueH3UpPOBaHUH OTACIBHBIX BUAOB JCSTEIBLHOCTH .

([lononnenue cmamoeii - @edepanvhuiii 3akon om 11.06.2021 Ne 170-D3)

I'naBa 5. Pazpa0oTka, JOKJIMHUYECKHE UCCIeJ0BAHMS JIEKAPCTBEHHBIX
CPeICTB, a TAKKe KINHUYECKHEe UCCIeJ0BAHUS
JIEKAPCTBEHHBIX MPENapaToB 1Jsl BEeTEPHHAPHOIO
NPUMEHeHUs

Cratba 10. Pazpa0doTka JiekapCTBEHHBIX CPeCTB

1. Pa3paboTka JI€KapCTBEHHBIX CPEACTB BKIIOYAET B €€0S MOUCK HOBBIX
(apMakoJIOrMUYeCKd  aKTUBHBIX  BEIIECTB, MOCIHEAYIOIIEe  HM3YYEHUE  HX
JIEKapCTBEHHBIX CBOMCTB, NOKJIMHUYECKUE MCCICIOBAHUS, Pa3pabOTKy TEXHOJIOTHMA
MPOU3BOACTBA (DapMaIeBTUYECKUX CYOCTAHIINM, pa3pabOTKy COCTABOB U TEXHOJIOTHIA

MIPOU3BOICTBA JIEKAPCTBEHHBIX MPENapaToB.



2. ®uHaHCOBOE  oOOecrmieueHHe  pa3pabOTKM  JICKAPCTBEHHBIX  CPEJNICTB

OCYILIECTBIISIETCS 3a CUET:
1) cpenctB penepanbHOTO OIOKETA;
2) cpeAcTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPEJCTB;

3) cpencTB MPOU3BOAMTENEH JIEKAPCTBEHHBIX CPEACTB IPU BBINOJHEHUU
HAyYHO-UCCIIEIOBATENbCKUX ~ pabOT MO  JOrOBOpY MeXAy pa3paboTuuKOM
JIEKapCTBEHHBIX CPEACTB U MPOU3BOIUTENEM JIEKAPCTBEHHBIX CPEICTB;

4) MHBIX HE 3aMpelICHHBIX 3aKoHOAATeNbCTBOM Poccuiickoin denepaunn

HNCTOYHHUKOB.

3. [IpaBa pa3paboTunKa JIEKapCTBEHHOTO CPEICTBA OXPAHAIOTCS TPakIaHCKUM
3aKOHOJATEIHCTBOM.

Cratbs 11. JJoxkiuHHYecKoe HcC/IeIOBAHNE JIEKAPCTBEHHOI0 CPeCTBa

AJIA MEIUIUHCKOI0 IPUMCHCHUSA

1. IOKNMHUYECKOE  MCCIIEIOBAaHUE  JIEKapCTBEHHOIO  CpeAcTBa Ul
MEJUIIMHCKOTO MPUMEHEHHS MPOBOAMUTCS IMyTEM MPUMEHEHHUs HAyYHBIX METOJ/IOB
OLICHOK B IEJAX I[IOJIy4eHHUs JOKa3aTeJbCTB O€30MacCHOCTH, KadyecTBa U
3¢ (HEeKTUBHOCTH JIEKAPCTBEHHOTO CPEICTBA.

2. JIOKIIMHWUYEeCKOE  MCCJEAOBaHUE  JIEKAPCTBEHHOIO  CpeiACTBA s
MEJIMIIMHCKOTO MPUMEHEHHUS IIPOBOIUTCS B COOTBETCTBUU C ITPaBUIIAMH HAJICKAIIICH
1abopaTOpHOM  MPAKTUKU, YTBEPKICHHBIMU  EBpasuiickoil  AKOHOMHUYECKOM
KoMHCCHeH. (B pedaxyuu  pedepanvuvix 3axonos om 22.12.2014 No 429-D3,
om 30.01.2024 Ne 1-D3)

3. lns  opraHM3ald M TPOBEJCHUS JOKIMHHYECKOTO HCCIEIOBaHUS
JIEKapCTBEHHOTO CPEJCTBA I MEIAUIIMHCKOTO TIPUMEHEHHS Pa3padOTUYHKH
JCKapCTBEHHBIX  CPEJCTB  BIpaBe  IPUBJICKATh  HAydYHBIC  OpraHHU3alluH,
oOpa3oBarebHbIC OpPraHWU3allMHM BBHICIIET0 OOpa30BaHUS M HWHBIC OpPraHU3AIIHH,
UMEIONTIE HEOOXOUMYI0 MaTepHUaThHO-TEXHUICCKYO 0a3y U KBATN(DUITMPOBAHHBIX
CICIMAINCTOB B  COOTBETCTBYIOIIEH oOONacTH wuccienoBaHus. (B pedaxyuu
Deoepanvrozo 3akona om 30.01.2024 Ne [-D3)

4, I[OK.HI/IHI/ILIGCKOC HCCIICOJOBAHUC JCKapCTBCHHOI'O cpeacTBa JIIsA
MCIUIMHCKOTO TIMPHUMCHCHUA IIPOBOAUTCA 110 YTBCPKIACHHOMY paBpa6OT‘-II/IKOM

JICKAPCTBCHHOI'0 CPCACTBA INIaHY C BCIACHHCM IIPOTOKOJIA 3TOTO HMCCICIOBAHHUA U



COCTABJICHUEM OTUYCTA, B KOTOPOM COJACPKATCA PE3YJIbTAThl 3TOIO0 HUCCICIOBAHUA U
3aKJIIFOYCHUEC (¢} BO3MOKHOCTHU IMPOBCACHUA KIIMHHUYECKOT'O HCCIICOOBaHUA

JICKApCTBCHHOI'O IIpcrapara I1JIs1 MCAUIMHCKOIO IIPUMCHCHUA.

5. I[IpoBenenre MpoOBEPOK COONIOJACHHUS MPaBWI HaJIeKalle 1adopaTopHOH
MPAaKTUKK W TMPABOBBIX HOPM HCHOJIb30BAHUSA JKUBOTHBIX IIPU MPOBEACHUU
JTOKJIIMHUYECKUX HCCIIEIOBAHUM JICKAPCTBEHHBIX CPEACTB JJISI MEIUIMHCKOIO
OPUMEHEHUSI  OCYIICCTBIISIETCSI  YIIOJITHOMOYECHHBIM  (hefiepaibHBIM  OpraHOM

UCIIOJTHUTEIbHON BJacTu. (B peoakyuu Deodepanvrozo 3aKOHA
om 22.12.2014 Ne 429-D3)

6. PGSYJ'IBTEITBI JOKIIMHUYCCKOI'O UCCICA0OBAHM:A JICKAPCTBCHHOT'O CPCACTBA I
MCAWIOWHCKOIO IMPHUMCHCHHUA MOI'YyT OBITH npeacTaBJICHbI B ynOJ’IHOMO‘lGHHLIfI
(be,[{epaﬂbHBIfI opran HCITOJTHUTEILHOM BJIAaCTH B YCTAHOBJICHHOM ITOPAAKE B LCJIAX

perucTpauuy JEKapCTBEHHOTO Tnpenapara. (B pedaxkyuu @Dedepanviozo 3aKoHa
om 30.01.2024 Ne 1-D3)

Crarbs 12. /lokanHUYeCKOe UCCJIeIOBAHNE JIEKAPCTBEHHOT0 CPEACTBA U
KJIHHHYECKOe UCCJIeI0BAHUE JIEKAPCTBEHHOI 0 Mpenapara J1Jist
BETEPUHAPHOI0 NMPUMEHEHMS

1. JIoKTUHUYECKOE  MCCIICIOBAHWE  JIGKAPCTBEHHOTO  CPEACTBA  JUIA
BETEPUHAPHOTO TPUMEHEHUS TPOBOJIUTCS MyTeM MPUMEHEHUS HAYYHBIX METOJ/IOB
OIICHOK B IEJSIX IIOJYYCHHS JIOKa3aTeJbCTB 0O€30IaCHOCTH, KadecTBa U
3¢ ()EKTUBHOCTH JICKAPCTBEHHOI'O CPEJICTBA, B TOM YHCIIC OINPEACIICHUs CpOKa €ro
BBIBEJICHUS W3 OpPraHW3Ma >XHWBOTHOTO, B IIEIAX oOecrmedeHus 0e30macHOCTH
MPOIYKIIUHA KUBOTHOTO TMPOMCXOXKIACHUS IOCIIE MPUMEHEHUS COOTBETCTBYIOIIETO

JICKAapCTBCHHOTI'O IIpeIiapara.

2. JIOKJIMHUYECKOE UCCIIEJOBAHUE JIEKAPCTBEHHOTO CPEJCTBA M KIMHUYECKOE
WCCJIEIOBAaHNE JIEKAPCTBEHHOTO TIpermapara [Jisi BETEPUHAPHOTO TPUMEHEHHUS,
ucclieJoBaHHEe OWOAPKBUBAJEHTHOCTH YKa3aHHOTO JIEKApCTBEHHOTO IIpernapara
MPOBOJSATCA B COOTBETCTBUM C MpaBWIaMH, YTBEP>KIECHHBIMH YMNOJIHOMOYEHHBIM

(dhenepaabHBIM OPTaHOM HCIIOJTHUTEILHON BIIACTH.

3. I[OKJ'H/IHI/ILIGCKoe HCCIICAOBAHUC JICKAPCTBCHHOI'O CPCJACTBA U KIMHHUYICCKOC
HUCCIICAOBAHUC JICKAPCTBCHHOI'O IIpCriapata M BCTCPUHAPHOTO TMPHUMCEHCHUSA

MIPOBOJSTCS MO YTBEPKACHHOMY pa3pabOTUMKOM JIEKAPCTBEHHOT'O CPEJICTBA IJIaHY C



BEJCHUEM MPOTOKOJIOB 3THUX HUCCIEAOBAHUM M COCTABJICHUEM OTYETOB, B KOTOPBIX
COJZIEpKATCA PE3YJIBTATHI ATUX UCCIICAOBAHUN.

4. ]lns opraHu3allid W TPOBEJCHHUS JOKIMHUYCCKOTO HCCIICIOBAHUS
JICKapCTBEHHOTO CPEJICTBA W KJIMHUYECKOTO HCCIICIOBAHUS JICKAPCTBEHHOTO
mpenapara Jijisi BETepHHAPHOTO MMPUMEHEHUS pa3padOTUHK JICKapCTBEHHOTO CPEJICTBA
MOXXET TIPHBJICKATh OpTaHM3aIlMk, HWMEIIMNUe HEOOXOIUMYI0 MaTepHaIbHO-
TEXHHYECKYI0 0a3y M KBaJU(PHUIMPOBAHHBIX CICIHAIMCTOB B COOTBETCTBYIOIICH
00J1aCTH UCCIIEIOBAHUS.

5. KnuHuyeckne  ucclaenoBaHUs ~ JIGKAPCTBEHHBIX  IPENapaTtoB IS
BETEPUHAPHOTO TPUMEHEHUS MPOBOJISTCS B BETEPUHAPHBIX OpraHU3alUsX U B
OpraHu3alygaX, OCYILIECTBISIONIMX pa3BEJCHUE, BBIPALIMBAHUE U COJEp>KaHUE

JKUBOTHBIX, B IICIAX:

1) ycTaHOBJIEHHST TIEPEHOCUMOCTH JIEKAPCTBEHHBIX MPEMapaToB 3/I0POBBIMU

KUBOTHBIMH,

2) noabopa ONTUMAJbHBIX JO3UPOBOK JIEKAPCTBEHHBIX MpENapaToB M Kypca

JICYCHHS] HA KOHKPETHOU TPYIITIE )KUBOTHBIX C ONIPEIeTICHHBIM 3a00I€BaHUEM;

3) ycraHoBieHHsT  Oe30omacHOCTH ®  A(PGEKTUBHOCTH  JIEKAPCTBEHHOTO
mperapara, NPEIHA3HAYCHHOTO Ui JICUCHUS OMNpEACICHHBIX 3a00JIeBaHUN
YKUBOTHBIX, WM 3(Q(GEKTHBHOCTH JICKAPCTBEHHOI'O IMperapaTa i MpoQuiIaKTHKH

3a00JIeBaHUH 3/TOPOBBIX KUBOTHBIX;

4) u3ydyeHuss BO3MOXKHOCTEH paclIMpeHUs TOKa3aHUW K MPUMEHEHUIO
3apErucTpUPOBAHHOTO JICKAPCTBEHHOTO MpenapaTa U BhISIBICHUS paHEe HEU3BECTHBIX
MOOOYHBIX JEHUCTBUIA.

6. Knuauueckoe HNCCIICAOBAHHC JICKaApCTBCHHOT'O mpceriapara JUIA
BCTCPUHAPHOTO MPUMCHCHHA OCYIICCTBIIACTCSA 3a CUCT CPCIACTB pa3pa6OT‘II/IKa
JEKAapCTBCHHOI'O CpEaACTBA.

7. 0T4eTsl O pe3ynbTaTax JOKIMHUYECKOTO HMCCIEHOBAHUS JIEKAPCTBEHHOTO
CpPEICTBA W KJIMHUYECKOIO HCCIEOBAaHMS JIEKAPCTBEHHOIO IIpernapara s
BETEPUHAPHOIO MPUMEHEHUS COCTaBISAIOTCS Pa3padOTUYMKOM JIEKAPCTBEHHOIO
CPEACTBA C YYETOM 3aKJKOYEHUW OpraHu3aluid, [PUHUMAaBIIMX YYacTHE B

opraHu3al U MPOBECACHNUN 3TUX HCCHC}IOBaHI/Iﬁ.

8. KoHTpomns 3a mpoBeeHnEM TOKIMHUYECKUX UCCIICIOBAaHUH JIEKAPCTBEHHBIX
CPEICTB MW KIMHUYECKHX HCCICIOBAHUN JIEKAPCTBEHHBIX IMPEMapaTroB s
BETEPUHAPHOTO0 MPUMEHEHHUS OCYIIECTBIISIETCS YIMOTHOMOYEHHBIM (enepaibHbIM

OopraHoM HCIIOJIHUTEIbHOM BJIACTH.



I'naBa 6. OcymecTBiieHHe TOCYIaPCTBEHHON PEerucTPpaum, perucTpaunu
JIEKAPCTBEHHBIX MPeENnaparon

(Haumernosanue 6 peoaxkyuu @edepanvroco 3akorna om 30.01.2024 Ne 1-D3)

Cratbs 13. 'ocynapcTBeHHasi perucTpanus, perucTpanus

JIEKAPCTBEHHBIX MpPenapaToB

(Haumenosanue 6 peoaxyuu @edepanvrozo 3akorna om 30.01.2024 Ne [-D3)

1. B Poccuiickoii ®exaepaiuu AOMYCKAIOTCS MPOU3BOJCTBO, XpaHEHUE,
nepeBo3ka, BBO3 B Poccuiickyro denepanuto, BeiBO3 U3 Poccuiickoin denepanuu,
pekiiama, OTITyCK, peajau3alys, nepenada, IpUMEHEHNE JIEKapCTBEHHBIX IPENapaToB,
€CIM OHM 3apPETUCTPUPOBAHBI  YIOJHOMOYEHHBIM  (peiepaibHbIM  OpPraHOM
WCTIOJTHUTEIbHOM BJIACTH B COOTBETCTBHUU C HAcTOSIIMM DenepanbHbIM 3aKOHOM

a1M00 B COOTBETCTBHM C aKTaMHM, cocTaBisromuMu npaBo Corosa. (B pedaxyuu
Geoepanvruvix 3akonos om 13.07.2015 Ne 241-D3, om 30.01.2024 No [-D3)

2. 'ocy1apCTBEHHOM PETHCTPALIMH OIJIEHKAT:

1) Bce iekapcTBEHHBIE MPETapaThl, BIEPBbIE MOICKAIIME BBOIY B OOpallieHre

B Poccuiickon @enepanuuy;

2) NeKapCTBEHHbIE  IIpenaparbl,  3apEerUCTPUPOBAHHBIE  paHee,  HO
NPOU3BEJICHHBIE B JPYTUX JIEKAPCTBEHHBIX (hOpMax B COOTBETCTBUHU C IEPEUHEM
HAaMMEHOBAaHUM JIEKAPCTBEHHBIX ()OPM, B HOBOU JTIO3UPOBKE IMPH JI0KA3ATEIILCTBE €€

KJIWHUYECKOM 3HAYMMOCTH U Bq)(i)eKTI/IBHOCTI/I;

3) HOBBIC KOM6I/IHaI_[I/II/I 3apCTUCTPUPOBAHHBIX paHee JICKAapCTBCHHLIX

MpernapaToB.

3. I'ocynapcTBeHHas perucrpanus JIEKapCTBEHHBIX npenaparoB
OCYUIECTBJISIETCS MO pe3yJbTaTaM JKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB. (B
pedaxyuu Deodepanvrozo 3axona om 30.01.2024 Ne [-D3)

4. 'ocynapcTBeHHast perucrpanus JIEKapCTBEHHOIO npernapara
OCYIIECTBIISIETCS. COOTBETCTBYIOIIMM YIMOJHOMOYEHHBIM (DeiepaibHbIM OpPraHOM
WCIIOJIHUTETFHOM BJIACTH B CPOK, HE MPEBBIIIAIONTUHN CTa MIECTUACCITH paboUnX THEH
CO JHSA NPUHATHS 3asBIICHUS O TOCYJAPCTBEHHOM PErMCTpPAllMU JIEKAPCTBEHHOTO
npenapara Uil MEIWIUHCKOTO NPUMEHEHUS, U B CPOK, HE MPEBBIIAKOINIMN CTa

ABaalaTu pa60q1/1X I[Heﬁ CO JHiI TIPUHATHUA 3asiABJIICHUA O TOCYII&pCTBCHHOﬁ



perucTpanuuy JICKapCTBEHHOTO IMpernapara i BETEepUHAPHOrO MpUMEHeHus. B
yYKa3aHHBIM CPOK BKJIIOYAETCS BpPEMs, HEOOXOIUMOE JJIsi TIOBTOPHOTO MPOBEICHHUS
AKCHEPTU3bI JICKAPCTBEHHOT'O CPEJICTBA B COOTBETCTBUU CO CTATheil 25 HACTOSIIETO
®enepanibHOro 3akoHa. CpOK TOCYJApCTBEHHOW PpETUCTpPalldU JIEKAPCTBEHHOTO
npenapara UCUUCISECTCS CO JIHS MPUHATHS COOTBETCTBYIOUIUM YIOJTHOMOYEHHBIM
(dhenepaabHBIM OPTAaHOM HMCIIOJIHUTEIIBHOM BIACTH COOTBETCTBYIOIIETO 3asBJICHUS O
roCyJapCTBEHHON PETrUCTpallui JICKAPCTBEHHOrO TIpernapara ¢ MPWIOKEHUEM
HEOOXOJUMBIX JIOKYMEHTOB MO J€Hb BbIJAYM PETUCTPALMOHHOIO YJAOCTOBEPECHMUS
JEKapCTBEHHOIO  Mpemnapara. Bpems, HeoOXxoaumoe  Jis  HampaBJCHUS
YIOJHOMOYEHHBIM (peiepaibHbIM OPTaHOM HCIIOJHUTEIBHONW BJIACTH 3ampoca o
MPEJCTaBICHUN HEOOXOIUMBIX MAaTEPUAJIOB U MPECTABIICHUS 3aIBUTEIIEM OTBETA Ha
JAHHBIN 3aITPOC B COOTBETCTBUHU CO CTaThbsiMU 16, 19 u 23 Hacrosiero ®eaepaibHOro
3aKOHA, HE YYUTHIBAETCS MPU HCUUCIEHWU CPOKAa TrOCYJApCTBEHHOW pETrHCTpaldu

JIEKapCTBEHHOTO npenapara. (B peoaryuu Dedepanvrozo 3aKOHA
om 30.01.2024 Ne 1-D3)

5. T'ocynapCTBEHHOM PErUCTpPalU HE MOJIEHKAT:

1) JICKAapCTBCHHLIC IMPCIaparTrbl, U3rOTOBJICHHLIC AlITCUHBIMU OPraHU3alUAMU,
BCTCPUHAPHBIMHU AIlITCYHbIMHU OpraHu3alvsIMu, HMHIUBHUAYAJIbHBIMU
ONpcaAnpuHUMATCIIAIMHA, KOTOPBIC HMMCIOT JIMICH3HWIO Ha (bapMaI_IeBTI/I‘-ICCKYIO
ACATCIIbHOCTDb, IIO PCOCITaM Ha JICKAPCTBCHHLIC IIPCIIapaTbl H Tpe60BaHI/I$[M

MEIUUMHCKAX OPraHW3alnl, BETEPUHAPHBIX OPraHU3aLNM;

2) nexkapCTBEHHBIE Mpemnaparsl, MPUOOPETEHHbIE (PU3NYECKUMH JUIAMU 32
npenenamu  Poccuiickoit  @enepanuu M [peJHA3HAYEHHBIE Ui JIMYHOTO

HCIIOJIBb30BaHUAA,

3) nekapcTBEHHbIE TIpenapaThl, BBO3UMbIe B Pocculickyro Denepanuio s
OKAa3aHUS MEIUUMHCKOW NOMOIIM [0 JKMU3HEHHBIM TOKAa3aHHUSIM KOHKPETHOTO
MalyeHTa Ha OCHOBAHWH Pa3peIlIeHUs, BEIIAHHOTO YIIOJHOMOYEHHBIM (eiepaabHbIM

Oopranom HUCITOJTHUTEIbHOM BJIAaCTH,

4) nexapCTBEHHbIE CpeAcTBa, BBO3UMbIe B Poccuiickyto ®enepanuio Ha
OCHOBAHHH BBIJJAHHOTO YTIOJTHOMOYEHHBIM (he/IepaIbHBIM OPTaHOM HCTIOTHUTEIBHON
BJACTH pa3peuieHus M MpeAHA3HAYEHHbIE I IPOBEACHMS KIMHUYECKHX
UCCIICZIOBAHUN JIEKAPCTBEHHBIX NpErnapatoB W (WJM) MPOBEIEHUS HKCHEPTU3BI
JIEKapCTBEHHBIX CPEJACTB Ul OCYIIECTBIEHUS TOCYAAPCTBEHHOM pETUCTPALMU
JIEKapCTBEHHBIX [IPENapaToB;

5) papmarneBTHUECKHE CyOCTaHITNN;



6) paguodapmaneBTHUECKHE JIEKAPCTBEHHbIE Tpenaparbl, H3rOTOBJICHHBIE
HEIMOCPEJICTBEHHO B MEAMIMHCKMX OpraHu3alusax B IMOPSAKE, YCTaHOBICHHOM

YIOJIHOMOUYEHHBIM (heZiepalibHbIM OPTaHOM UCIIOJIHUTEIBHOM BIIACTH;
7) neKapCTBEHHBIE NPENapaThl, POU3BOJUMBIE JIJIS IKCIIOPTA.
6. He nomyckaercs rocyjapcTBeHHasi perUCTpariys:

1) nexapCTBEHHBIX MpENapaToB, OTINYAIOLUIUXCS APYT OT APyra KaueCTBEHHBIM
COCTAaBOM JICHCTBYIOLIUX BEILIECTB, 10/ OAUHAKOBBIM TOPTOBBIM HAMMEHOBAHUEM;

2) oHOTO JIEKapCTBEHHOTO npermnapara, NpEeCTaBICHHOTO Ha
rOCy/IapCTBEHHYIO PETMCTPALIMIO B OTHOIIEHUH OJHOTO M TOTO K€ JIepKaTess WIn
BJIaJieNblla PErUCTPAIIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOTO IMpernapaTa B BHUJE
IBYX u Oojiee JIEKApCTBEHHBIX MPENapaTtoB IO Pa3IUYHBIMH TOPTrOBBIMU
HaMEHOBaHUsAMU. (B pedaxyuu Pedepanvroeo 3axona om 04.06.2018 Ne 140-D3)

7. Ilo 3ampocy B 3JIEKTPOHHOHN (Qopme cyObekTa oOpalieHus JeKapCTBEHHbIX
CPEICTB  COOTBETCTBYIOIUM  YIOJHOMOYEHHBIM  (efiepajbHbIM  OpraHOM
UCIIOJIHUTEIBHON BJIACTH, OCYUIECTBIISIOUIUM TOCYJApCTBEHHYIO PETUCTPALUIO
JIEKapCTBEHHBIX IPENapaTroB, B YCTAHOBICHHOM UM MOPSJIKE OCYIIECTBIISETCS
HAay4YHOE KOHCYJbTUPOBAaHHE IO BONpPOCaM, CBSI3aHHBIM C TMPOBEJICHUEM
JOKIMHUYECKUX HCCICAOBAHUM, KIMHUYECKUX WCCICIOBAHUNA JIEKapCTBEHHBIX
MpenaparoB, SKCHEPTU3bl KAYECTBA JIEKAPCTBEHHBIX CPENCTB, d(PPEKTUBHOCTU U
0€3011acCHOCTH, C OCYIIECTBICHUEM IOCYJapCTBEHHOM PEeruCcTpaIliy JIEKapCTBEHHBIX
npenapaToB. KoHCYyIbTHPOBaHKE OCYIIECTBISETCS C MpPUBICYCHHEM (eIepalbHbIX
rOCYJapCTBEHHBIX  OIO/DKETHBIX  YUPEXKACHUM, TOJBEJOMCTBEHHBIX JIAHHOMY
(beneparTbHOMY OpTraHy UCTIOTHUTENBHON BIACTH M HE YYACTBYIOIIUX B OpraHU3aluN
MIPOBEACHMSI DKCIIEPTU3bI KAueCTBA JICKAPCTBEHHBIX CPEACTB B IIEJISIX OCYIIECTBICHHUS
UX TOCYIapCTBEHHON PETUCTpAIlMK B COOTBETCTBHUU CO CTaThel 16 HacTosAIIEro
denepanbHOTO 3aKOHA, B BHJE OTBETa B MUCHMEHHOW (popMe YIOJTHOMOYEHHOTO
(dbenepaabHOrO OpraHa HUCIOJHUTEIBHONW BJIACTH Ha 3arpoc. Pasmep B3umaemoil ¢
3asBUTEJIS TUIATHI ONPEAEISIETCS B COOTBETCTBUM C 3aKOHOIATENIbCTBOM Poccuiickoi
®enepanuu 00 OpraHu3aly MPeAoCTaBICHUS TOCYIaPCTBEHHBIX U MYHULIUIIATbHBIX
yeiyr. Uadopmarus 06 ocymiecTBIeHnd HAyYHOTO KOHCYJILTUPOBAHMS, B TOM YHUCIIE
CTaThH, 0030pbI, CIPABOYHBIC MaTEpHAIbl U WHAs UHPOpMAIHs 00 OCYIIEeCTBICHUN
HAyYHOTO  KOHCYJbTHpPOBaHMs,  pa3Mellaercs Ha  oduUUanbHOM  caiiTe
YIOJIHOMOUYEHHOTO (peiepaliIbHOTO OpraHa HCIOJHUTENbHOM BJIacTU B CETH
"MuTepHeT" ¢ cOoOMI0OeHMEM OTrpaHUYEHUN, YCTAHOBIEHHBIX 3aKOHOATEIbCTBOM O
MEPCOHANIBHBIX JAaHHBIX, KOMMEpPYECKONM U (WIM) TroCylapCTBEHHOH TaliHe. (B
pedaxyuu Deodepanvrozo 3axona om 30.01.2024 Ne [-D3)



8. 'ocymapcTBeHHasi perucrpanus JEKApCTBEHHBIX IPEnapaToB, KOTOPBIE
MpeHa3HAYEeHbI 1JI MPUMEHEHUS B YCIIOBHUSIX BOCHHBIX JCHCTBUM, UPE3BbIUYAMHBIX
CUTYAIINH, MPEAYTPEKACHHUS YPE3BbIUANHBIX CUTyaIui, MPO(OUIAKTUKN U JICUCHUS
3a001eBaHUM, TMPEACTABIIIONINX OMACHOCTh ISl OKPY)KAroIINX, 3a00JIeBaHWMA U
MOPAKEHUN, TOJYUYEHHBIX B  pe3yJibTaTe BO3JEHCTBUA  HEOJIArompUATHBIX
XUMUYECKUX, OMOOTUYECKUX, PAAUAIIMOHHBIX (DaKTOPOB, U KOTOPBIE pa3paboTaHbI B
TOM 4YHCIIE [0 3aJaHui0 (QenepaibHbIX OpPraHoB HCIOJHUTEILHON BJIACTH,
YIOJHOMOYEHHBIX B 00JacTH OOOPOHBI CTpaHbl W OE30MaCHOCTH TOCYJapCcTBa, a
TaK)Ke JIGKAPCTBEHHBIX CPEJICTB B Clydae MX JIe(EeKTYphl WIIM PUCKAa BO3SHUKHOBECHUS
nedeKkTypsl B CBSI3W C BBEICHHEM B OTHOIIeHMH Poccuiickoit ®denepanun
OTPAHUYUTEIBHBIX MEpP IKOHOMHUYECKOTO XapaKTepa OCYIIECTBIISIETCS B MOPSJIKE,
ycraHoBieHHOM  [lpaBurenbctBoM  Poccmiickoit  ®eneparuu. (B pedaxyuu
peoepanvhvix 3axonos om 01.04.2020 Ne 98-D3, om 08.03.2022 Ne 46-D3)

(Cmamuws 6 peoakyuu Pedepanvroco 3axona om 22.12.2014 Ne 429-D3)

Crartbs 14. HpI/IHIII/ll'lbl IKCIIEPTU3LI JICKAPCTBCHHLIX CPEACTB

I. OkcepTu3a JIEKapCTBEHHBIX CPEJACTB OCHOBBIBAETCS HAa MNPUHUMUIIAX
3aKOHHOCTH, COONIOZICHHSI TpaB M CBOOOJ 4YENOBEKa U TpakIaHWHA, TMpaB
IOPUAMYECKOTO JIUI[A, HE3aBUCUMOCTH IKCIEPTa, 00bEKTUBHOCTH, BCECTOPOHHOCTH U
MOJIHOTHI ~ MCCIIEIOBAaHUM, TMPOBOAMMBIX C  HCIOJIH30BAaHUEM COBPEMEHHBIX
JTOCTHKCHUN HAYKH U TEXHUKH, OTBETCTBEHHOCTH (heJIepaabHOTO TOCYAapCTBEHHOTO
OFO/DKETHOTO YUPEIKICHHS TIO0 TTPOBEICHUIO SKCIICPTH3BI JICKAPCTBEHHBIX CPEJICTB U

OKCIICPTOB 3a MPOBCACHUC U KAUYCCTBO 3KCIICPTHUIEI.

2. DKcIepTU3a JCKapCTBEHHBIX MPEMapaToB Il MEIUIIMHCKOTO MMPUMEHEHUS
BKJIFOUAET B CeO:

1) aKCnepTH3y JOKYMEHTOB, ITPEICTABICHHBIX JIJIS OTIPEACICHIS BO3MOKHOCTH
paccMaTpuBaTh JICKAPCTBEHHBIM IMpermapaTr s MEAMIMHCKOTO TPHUMCHCHUS B
KauecTBe OpQaHHOTO JEKAPCTBEHHOTO Tpemnapara; (B pedaxyuu dDedepanrvroco
3akona om 30.01.2024 Ne [-D3)

2) BKCTEePTU3Y NPEII0KEHHBIX METOJ/IOB KOHTPOJISI Ka4eCTBa JICKAPCTBEHHOTO
CpelcTBa U (WJTH) Ka4eCcTBA MPEACTABICHHBIX 00PA3IOB JIEKAPCTBEHHOTO CPEJICTBA C
UCTIOJIb30BAaHUEM JTHX METOJIOB (Jajiee - SKCIEepTU3a KadecTBa JICKAPCTBECHHOTO
cpenctBa); (B peoaxyuu @edepanvrozo 3akona om 30.01.2024 Ne [-D3)



3) sKcrepTU3y OTHOUIEHUS O0KHMJa€MOM TOJIb3bl K BO3MOXHOMY PHCKY

MNPUMCHCHUA JICKAPCTBCHHOTI'O ITpCIIapara,

4) 3KCIIepPTHU3Y PETUCTPALIMOHHOTO JOChE Ha JIGKAPCTBEHHBIN MpEmapar B HEJIIX
OTIPEICJICHHS B3aNMO3aMEHIEMOCTH JICKAPCTBEHHBIX MPENApPaTOB JIJIsl MEIUITTHCKOTO
npuMeHeHus1. (/[ononrnenue nynkmom - @edepanvhwiii 3akon om 27.12.2019 No 475-
D3)

3. DKcnepTu3a JIEKapCTBEHHBIX NIPENapaToB ISl BETEPUHAPHOTO TPUMEHEHUS
BKJIFOUAET B ce€0sl IKCIEPTU3y KayecTBa JIEKAPCTBEHHOI'O CPEACTBA U IKCIEPTU3Y
OTHOILLICHHUS  OXHUAAEMOM  IOJB3bl K  BO3MOXKHOMY  PHUCKY  IPUMEHEHHS

JICKApCTBCHHOTI'O IIpCIIapara.

(Cmamus 6 pedakyuu Pedepanvrozo 3axona om 22.12.2014 Ne 429-D3)

Crartbs 15. @exgepajabHoe rocyiapcTBeHHOe 0K0KETHOE YUpeKIeHHue Mo
NPOBEACHNIO IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB

DKcnepTu3a  JIGKAPCTBEHHBIX  CPEACTB  MpOBOAUTCA  (eepaibHbIM
rOCy/1apCTBEHHBIM OIOIKETHBIM yUpexKIeHUEM COOTBETCTBYIOIIETO
YIOJIHOMOUYEHHOTO (heIepaabHOro OpraHa UCIIOTHUTEIBLHOM BIACTH, CO3IaHHBIM IS
oOecriedeHusl UCTIOHEHUS] TTOTHOMOYHIA 3TOro (eAepanibHOr0 OpraHa o Bblaaye
paspenieHnii Ha TPOBEACHHE KIMHUYECKUX MCCIEAOBAHUM  JIEKapCTBEHHBIX
mpenaparoB W (WIM) TO TOCYJApPCTBEHHOM perucTpanuu  (perucTparum)
JIEKapCTBEHHBIX TMpenapaToB (1anee - HKCIEePTHOE YyUpexkaeHue). (B pedaxyuu
®Deodepanvrozo 3akona om 30.01.2024 Ne [-D3)

Cratbs 16. Opranusanusi npoBeeHUsi IKCIEPTU3bI JIEKAPCTBEHHBIX

CpeIcTB

(Haumenosanue 6 peoakyuu @edepanvrozo 3axona om 22.12.2014 Ne 429-
D3)

I. BKCHCPTI/ISa JICKAPCTBCHHLIX CPCACTB IMPOBOAUTCA KOMHCCHEH OKCIICPTOB
OKCIICPTHOTO YUYPCIKACHMUI, Ha3HAYCHHOM €To PYKOBOOUTCIICM, Ha OCHOBAHWH
3aJaHnsd Ha M[OPOBCACHHEC OKCIICPTHU3LI JICKAPCTBCHHOI'O CPCACTBA, BBIJIAHHOTO
YIOOJIHOMOYCHHBIM (beI[epaHBHBIM OpraHomM HCIIOJTHUTEIbHOM BIIACTH. PYKOBOI[I/ITGJ'IB

OKCIICPTHOTO YYPCIKIACHUSA obecrnieynBaeT HaJICKAICC IIPOBCACHHUC OJKCIICPTHU3bBI



JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUH C 33JITaHUEM, BbIJIAHHBIM YTIOJITHOMOYEHHBIM
denepaqbHBIM OpPTaHOM HCTIOJHUTEIBHONW BJIACTH, M OPTraHU3yeT TOJATOTOBKY
CBOJIHOTO 3aKJIIOUYEHUS ATOM KOMHMCCHHM. B COCTaB 3TOM KOMHUCCHM IO PELMICHUIO
PYKOBOJUTENSL HKCIEPTHOTO YUYPEKICHUS MOTYT OBITh BKJIIOUEHBI B KadyeCTBE
AKCTIEPTOB JIHIA, HE paboTalIIKe B JAHHOM SKCHEPTHOM YUPEKICHUU, €CIIH UX
CIIeIIUaJIbHBIC 3HAHWS HEOOXOAMMBI JIJISI POBEICHUSI DKCIIEPTU3BI i TAKUE IKCIIEPTHI

OTCYTCTBYIOT B JdHHOM 3KCIICPTHOM YUPCKIACHUH.

2. DKCIEPTOM IO MPOBEACHUIO 3KCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB SABISETCS
aTTeCTOBAaHHBIA PAOOTHUK SKCIEPTHOIO YUPEXKIEHUS, KOTOPbI HMMEET BbICIIEe
MEIUIMHCKOE, (hapMalleBTUYECKOE, ONOJIOTHYECKOE, BETEPUHAPHOE TN XUMUYECKOE
oOpa3oBaHH€ M TMPOBOJUT DKCHEPTH3Y JEKAPCTBEHHBIX CPEICTB B TMOPSIKE

HCIIOJIHCHUA CBOUX JOJIXKHOCTHBIX 00s13aHHOCTEN (z[anee = BKCHepT).

3. IIpu nmpoBeaeHUN PKCTIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB SKCIEPT HE MOMKET
HaXOJIUThCA B KaKOW-TMOO 3aBUCHUMOCTH OT JIMIIA, HA3HAYMBIIETO ATy IKCIEPTHU3Y,
pa3paboTymka JIEKQpCTBEHHOTO CpEACTBA WM JAPYTUX 3aWHTEPECOBAHHBIX B

pe3yjibTaTax SKCIICPTUI3BI JIUII.

4. Ilpu mpoOBENEHUU 3KCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB HE JOIMYCKAETCA
UCTpeOOBaHME IKCIIEPTOM Y 3asIBUTENS MO0 MHBIX JIMIl MaTEPHAJIOB, HEOOXOAUMBIX
JUIsL TIPOBEJEHUS HKCIEPTU3bl. B ciyyae HEAOCTaTOYHOCTH MPEICTABIECHHBIX
AKCIIEPTYy MATEPUANIOB B JIMUHBIN KAOWHET 3asBUTENS B €IMHON TOCYJIapCTBEHHOM
nH(pOPMAITMOHHOW cHCTEMEe B cdepe 3apaBOOXpaHCHHS (Iajiee - ¢auHas CHCTEMA)
AKCIIEPTHBIM YUPEKICHUEM HAMPABIACTCS 3aMpOC O MPEICTABICHUH HEOOXOIUMBIX
MaTepuayioB, MOAMMCAHHBIA  PYKOBOJAUTENEM  (YIOJIHOMOYEHHBIM  JIUIIOM)
AKCIIEPTHOTO YUYPEKJEHUS C HUCIHOJIb30BAaHUEM YCHUJIEHHON KBaIu(pUUIMPOBAHHOM
AJIEKTPOHHON ToANHCH. (B pedaxyuu Dedepanvroeo 3axona om 30.01.2024 Ne [-
D3)

4!, 3agBurens 00s3aH  HaANpaBUThL B JIMYHBIA KAOMHET 3KCIEPTHOIO
YUpPEKICHUSI B €IUHOM CHUCTEME MOJNMUCAHHBIM YyCWICHHON KBaTu(UUIHMPOBAHHOM
AJIEKTPOHHOM IIOJIMCHI0 OTBET HA 3alPOC JKCIEPTHOTO YUYPEXKACHUSA B CPOK, HE
MPEBBIIAIOMINNA  JIEBSIHOCTa padouuMx MJHEM CO JHS TOJYyYEHHUS HSKCHEPTHBIM
YUPEKICHUEM JJIEKTPOHHOIO YBEAOMIIEHHMS O IIOJYYEHUM 3asABUTEIIEM 3ampoca.
BpeMst co nHA HampaBi€HHs SKCHEPTHBIM YUYPEKIECHHEM B JIMYHBIM KaOWHET
3asBHUTENII B €IMHOW CHUCTEME 3ampoca O MPEACTaBICHUH JONOJHUTEIbHBIX
MaTepHaJioB J0 JHS HAMpaBJICHUS 3asBUTEIEM B JUYHBIA KaOWHET 3KCHEPTHOIO
YUPEKJICHUSI B €JMHON CUCTEME OTBETA HA 3aIPOC HE YUYUTHIBACTCS IIPU UCUUCIICHUU

CpOKa MPOBEJEHUS SKCIIEPTU3BI JIEKAPCTBEHHOTO CPENCTBA. (/[ononnenue yacmoio -



Deoepanvuvwiii sakon om 25.11.2013 Ne 317-D3) (B pedaxyuu edepanbHoco 3aKoHA
om 30.01.2024 Ne 1-D3)

42, Eciu 3asBUTENEM B COOTBETCTBUM C 4acThio 1! cratbu 30 wim yacteio 2
cratbu 34 Hactosmero ®denepanbHOro 3akOHa MpeJCTaBiIeHA KOIMHUSA PELICHUs
YIOJIHOMOUYEHHOTO (peiepaibHOr0 opraHa MCIOJHUTEIBHOM BIACTH O MPOBEACHUU
(apManeBTUYECKON HWHCIEKIMK TPOU3BOJICTBA JIGKAPCTBEHHBIX CPEACTB IS
MEIUIMHCKOTO MPUMEHEHHsI Ha COOTBETCTBUE TPEOOBAHUSAM MpaBUI HaJexkKalien
NPOU3BOACTBEHHOM MPaKTUKK EBpazuiickoro sSKOHOMHUYECKOTO COI03a, SKCIEPTY A0
odopmileHus1 pe3ybTaTOB SKCIEPTU3bI JIEKAPCTBEHHOTO CPEACTBA MPEACTABISETCS
KOIHUS 3aKJIIOYEHUST O COOTBETCTBUM TPOU3BOJUTENS JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHUSAM TIPABWJI HAJJIEKAIIeW MPOU3BOJCTBEHHON NPAKTUKU, BBIJAHHOTO
YIOJIHOMOUYEHHBIM (eiepaTbHbIM OPraHOM HCIOJHUTEIBHOW BIACTH, WM KOIIHS
ceptu(urKaTa COOTBETCTBUS TMPOM3BOAMUTENSI JIEKAPCTBEHHBIX CPEACTB ISt
MEIUIIMHCKOTO IPUMEHEHHs TPeOOBAaHUSAM MPaBUII HaAJIEKAIEH TPOU3BOICTBEHHON
NpakTUKH  EBpa3uiickoro 3KOHOMMYECKOrOo  coro3a. ([Jononnenue  yacmoio -
Deoepanvuvtii sakon om 04.06.2018 Ne 140-D3) (B pedaxyuu @edepanbro2o 3aKoHa
om 30.01.2024 Ne 1-D3)

43, 3asgButens 00f3aH  HANPaBUThL B JIMYHBIA KAOMHET SKCIEPTHOTO
YUPSKJICHUS B CIUHOW CHUCTEME KOIMIO 3aKIIIOUCHHUS WU KOIHWI0 cepTudukara,
yKa3aHHBIX B 4YacTu 4? HACTOsINEH CTaTbu, B CPOK, HE IPEBBIMIAIOIIUNA CTa
BOCBMUJICCATH pabO4YMX JHEW CO JHS TOJYYEHHUS SKCICPTHBIM YUPEKICHUEM
AJICKTPOHHOTO  YBEJIOMJICHHSI O  IIOJIYYCHHHM  3asBUTEIIEM  ITOJIMHMCAHHOIO
pykoBoauTenaeM  (YIOJTHOMOYCHHBIM  JIUIIOM) OKCIIEPTHOTO  YUPSKJICHHUS C
HCITI0JIb30BAaHUEM YCHICHHOM KBATHM(DUIIMPOBAHHON 3JICKTPOHHON TOJITMCH 3aIpoca
O TPEJOCTABJIICHUU JIOKyMEHTa. Bpemsi co JHS HampaBiCHHS SKCIICPTHBIM
YUPSKJICHUEM 3arpoca B JIMYHBIM KaOWHET 3asBUTEINSA B CJIMHON CHCTEME JIO JIHS
HaIpaBJICHUS 3asSBUTEICM B JIMYHBIH KaOMHET 3KCIEPTHOTO YUPEHKICHUS B CAMHOMN
CHCTEME KOIMHU 3aKIIOUYEHMS WM KONMU cepTH(MKATa, YKa3aHHBIX B 4YacTH 42
HACTOSIIIIEH CTAaTbM, HE YYHUTHIBACTCS IIPU HCYHMCICHHH CpOKa IIPOBEICHUS
AKCIIEPTU3BI ICKAPCTBEHHOTO CPEJICTBA. ({ononneHue uacmoio - Dedepanvhbviii 3aKOH
om 04.06.2018 Ne 140-D3) (B peoaxyuu edepanvroco 3axona om 30.01.2024 Ne |-
D3)

5. DKcnepT npu NpoBEIECHUN NOPYUYEHHON €My PYKOBOAMUTENIEM JKCIIEPTHOTO
YUPEKIEHUS IKCIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA 00S3aH:

1) IMPOBECTHU IIOJIHOC HMCCICAOBAHHUC IIPCACTABJICHHBIX CMY O6’beKTOB,

MaTCpruaJIoB, OaTb 000CHOBAaHHOE U OOBEKTHUBHOE 3aKJIIOUYEHHE IO ITOCTABJIEHHBIM



nepej HUM BONPOCAM WM MOTHUBHPOBAHHOE 3aKIIOUYEHHE O HEBO3MOXHOCTH
IIPOBEICHUSI UM D3KCHEPTHU3bl JIEKAPCTBEHHOIO CPEACTBA, €CIM IOCTaBJICHHbBIC
BONPOCHl BBIXOAAT 3a TMpEAeibl CHEIUATbHBIX 3HAHUK OJKCHepTa, OOBEKTHI
HCCJIEIOBAHUA M MaTepHalibl HENPUIOJHBI WM HEAOCTATOYHBI JUISl IPOBEICHUS
MCCJIeI0BAHUN U J1aYy 3aKJIFOUE€HUS MO0 COBPEMEHHBIN YPOBEHb PA3BUTHS HAYKH HE

IMMO3BOJIACT OTBCTUTH HA IMOCTABJICHHBIC BOIIPOCHI;

2) He pasriamarh CBEICHUS, KOTOPbIE CTalld €My H3BECTHBI B CBS3U C
NPOBEICHUEM OKCIEPTHU3bl JIGKAPCTBEHHOTO CPEACTBA, a TaK)Ke CBEICHUS,
COCTABJISFOIIHE TOCYIaPCTBEHHYI0, KOMMEPUYECKYIO HIIH HHYIO OXPAHIEMYIO 3aKOHOM
TalHY;

3) obecrieunTh COXPAHHOCTHh TMPEACTABICHHBIX OOBEKTOB HCCIICIOBAHUN M
MaTepHasoB.

6. DKCnepT He BIIpaBe:

1) mpoBOANTE AKCIEPTHU3Y JIEKAPCTBEHHOTO CPEACTBA IO  OOpaIIeHUIO

HETMOCPE/ICTBEHHO K HEMY OpraHHu3alui Wik (PU3NYECKUX JIULL;

2) CaMOCTOATCIIBHO CO6I/IpaTB MaTcpuajibl 51 TPOBCACHUA OKCIICPTU3BI
JICKapCTBCHHOT'O CPCACTBA,

3) IMPOBOINTH OKCIICPTU3Y JICKAPCTBCHHOTI'O CpeacTBa B Ka4yCCTBC
HETOCYAapCTBCHHOTI'O OKCIICPTA.

7.B cinydae HEOOXOOMMOCTH SKCHEPT BIpaBe XOAaTaliCTBOBATh TNEpen
PYKOBOJUTEIEM DJKCIIEPTHOTO YUPSKACHUS O TPHUBICYCHUH K IPOBEICHHUIO

OKCIICPTUI3LI JICKAPCTBCHHOI'O CPCACTBA APYTIUX SKCIICPTOB.

8. Kaxnpiii 3KcnepT, BXOIS[IIMHA B COCTaB KOMHMCCHHM 3KCIIEPTOB, KOTOPOHU
MOPYYEHO NPOBEJICHUE HKCHEPTU3BI JIEKAPCTBEHHOTO CPEJCTBA, HE3aBUCUMO U
CaMOCTOSITEIILHO ITPOBOJIUT UCCIIEIOBAHMS, OLICHUBAET PE3YJIbTATHI, OJYYEHHBIE UM
JUYHO W JAPYTMMH OKCHepTamMu, © (HOPMYIUPYET BBIBOJABI OTHOCHUTEIHHO

IMOCTAaBJICHHLIX BOIIPOCOB B IIPCACTIaX CBOUX CIICHUAIIbHBIX 3HAHUM.

9. Pe3ynbraTel  9KCHEPTU3BI JIEKAPCTBEHHOTO  CPEICTBA  O(OpMIIIOTCA
3aKJII0OYCHUEM KOMMCCHM DKCIEPTOB. B 3aKkiI04eHMM KOMHUCCHH 3KCIEPTOB
YKa3bIBAIOTCS MEPEUEHb HMCCIIeI0BaHU, 00BbEM MPOBEAEHHBIX KaXKIAbIM 3KCIIEPTOM
UCCIIEZIOBAHUMN, YCTAHOBJICHHbIE KaXAbIM U3 HUX (DAKTHI U CIIEIaHHbIE B pe3yJIbTaTe
UCCIIEIOBAaHNN BBIBOJIBI. DKCIEPT, MHEHUE KOTOPOrO HE COBIAJAET C PEIICHUEM
KOMHUCCHM SKCIIEPTOB, BIIpaBe BBIPA3UTh CBOE MHEHHE B MUCHbMEHHOW (opme,

KOTOPOC HpI/IO6HIaeTC$I K 3aKJIFOUYCHUIO KOMHCCHUH DKCIICPTOB.



10. OkcepThl, BXOAAIIME B COCTaB KOMHUCCHHU, MPEIYNPEKAAIOTCS 00
OTBETCTBEHHOCTH B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuiickon Penepanuu 3a
Jady 3aKIIOYCHHsI, COJICpIKalero HeoOOCHOBaHHBIC WU (hadbCUPUIIMPOBAHHBIC

BBIBO/JIbI, O YCM OHH JAr0T IIOAIIHMCKY.

11. Onpenenenvie ypoBHsS TpodhEeCCHOHATLHOW TOATOTOBKH JKCIEPTOB U
aTTecTaldss WX Ha TMPaBO MPOBEICHHS DKCIEPTU3BI JIEKAPCTBEHHBIX CPEJNICTB
OCYIIECTBIISIOTCA  AKCIEPTHO-KBATU(UKAIIMOHHBIMA KOMHUCCHUSMH B  TOPSIKE,
YCTAaHOBJICHHOM COOTBETCTBYIOIIMM YIIOJTHOMOYECHHBIM (peiepaIbHbIM OpraHOM
WCIIOJIHUTETILHON BIAcTH. YPOBEHb MPO(PECCHOHATHLHON TOITOTOBKH JKCIEPTOB
MO/ ICKUT MEPECMOTPY YKa3aHHBIMH KOMHUCCHSIMHU HE PEKE YeM OJIUH pa3 B MATH JICT.

12. TlpaBuna mpoOBENEHUS  DKCHEPTU3bl  JICKAPCTBEHHBIX  CPEACTB U
OCOOCHHOCTH JKCIIEPTH3bl OTIEIBHBIX BHJIOB JICKAPCTBCHHBIX IPENapaToB
(petdepeHTHBIX JeKapCTBEHHBIX MPENapaToB, BOCIPOU3BEICHHBIX JIEKAPCTBEHHBIX
[penaparoB, OHOJOTMYECKUX JIEKAPCTBEHHBIX IIpEnapaToB, OMOAHAIOTOBBIX
(6momoI00HBIX) JICKAPCTBEHHBIX TNpernapaToB (0MOaHAIOTOB), TOMEOIMATHYECKUX
JIEKapCTBEHHBIX  MPEMapaToB, JIEKAPCTBEHHBIX  PACTUTEIBHBIX  MPENapaTos,
KOMOUWHAIIMK JICKapCTBEHHBIX TpernapaToB), (OPMBI 3aKIIOYEHUH KOMHCCHUU
HKCIIEPTOB YCTAHABJIMBAIOTCS COOTBETCTBYIOIIUM YIIOJIHOMOUYEHHBIM (hesiepaibHbIM

OpraHoM  HCIIOJHUTEIBHOW  BJAacTu. (B pedaxyuu  DedepanvHoco  3aKoHa
om 22.12.2014 Ne 429-D3)

Crartba 17. [logaya u paccMoTpeHHe 3asiBJIEHHUS 0 TOCY1aPCTBEHHOI
PerucTpanum JeKapCTBEHHOT0 MpenapaTa iJisi BETePHHAPHOTO
MpUMeHEeHUsI

I. lmss rocynapCTBEHHOM pErucTpalydy JIEKapCTBEHHOIO Iperapara Juls
BETEPUHAPHOr0 NMPUMEHEHHUsI pa3padOTYUK TAKOro JIEKAapCTBEHHOTO Ipernapara Win
YIOJIHOMOUYEHHOE UM JIpYroe IOpUAMYECKOE JIMIO (Jlalee B HACTOSALIEH CTaThe -
3asBUTENb)  HAmNpaBiseT  MHOCpPeACTBOM  (elepalbHOW  rocyAdapCTBEHHOU
nH(OPMAITMOHHON CUCTEMBI ""EMHBIN MOpTall TOCYAapCTBEHHBIX U MYHHITUIAIbHBIX
yenyr (byskomii)" (manee - eIUHBIA MOpPTal) B YIIOJHOMOYCHHBIN (eaepanbHbIi
OpraH MWCIIOJIHUTENbHOM BIIACTH 3asBJIEHUE O TOCYJAapCTBEHHOM perucTpanuu
JIEKapCTBEHHOI'0 Ipenapara /s BETEPUHAPHOIO NPUMEHEHUs, IOANHCAHHOE
YCWJIEHHOW KBaIM(QUIMPOBAHHOMN JIEKTPOHHOM MOJIKUCHIO, & TAKXKE JOKYMEHTHI, U3

KOTOPBIX (POPMUPYETCSI PETUCTPALIMOHHOE JAOChE Ha JIEKAPCTBEHHBIN Mpenapar Ajs



BETEPUHAPHOIO npumMeHenus. (B peoaxyuu Deodepanvrozo 3aKoHa
om 30.01.2024 Ne 1-D3)

2. B 3asBiieHnHN 0 TOCYIapCTBEHHOM PErUCTpally JEKAPCTBEHHOTO Mpenapara
JUTsl BETEPUHAPHOTO MPUMEHEHUS YKA3bIBAIOTCS:

1) HauMeHOBaHUE W aJpec 3asBUTENs, pa3paboTUMKa W TMPOU3BOJIUTENIS
JIEKapCTBEHHOI'O IIpernapara g BETEPUHAPHOTO NPHUMEHEHHMS M aJpec MecTa
OCYLIECTBJIEHHUS] NPOU3BOJCTBA JIEKAPCTBEHHOI'O Ipenapara il BETEPUHAPHOIO
MpUMEHEHUs (B Cllydae HaJU4Msl HECKOJIbKUX YYAaCTHHKOB MPOIEcca MPOU3BOJICTBA
HEOOXO0/IMMO YKa3aTh KaKJI0TO U3 HUX);

2) HAaMMCHOBAHHUC JICKapCTBCHHOT'O mnpemnapara JJIA BCTCPpUHAPHOTO
IMPUMCHCHU (MG)KILYHapOI[HOG HCIIATCHTOBAHHOC, WJIKM TPYIIIUPOBOYHOC, WA

XUMHNYICCKOC U TOPTOBOC HaI/IMeHOBaHI/IH);

3) mepeyeHb ACHCTBYIOMINX M BCTIOMOTATEIbHBIX BEIIECTB, BXOIAIINX B COCTaB
JICKAPCTBEHHOT'O TMpenapara JJisi BETEPUHAPHOTO TMPUMEHEHMS, C YKa3aHUEM

KOJINYCCTBA KaXKA0T'0 U3 HUX,

4) nexapcTBeHHas (popma, T03UPOBKA, CIIOCOOBI BBEICHUS U IPUMEHEHUS, CPOK
TOJTHOCTH JIEKAPCTBEHHOTI'O IIpenapara Jyisi BETEpUHAPHOTO IPUMEHEHNUS,

5) dbapmakoTepaneBTHUECKas TPYIA;

6) HEOOXOAMMOCTh TMPUMEHEHHUS YCKOPEHHOW MpOILEIypbl AKCIEPTHU3BI
JIEKapCTBEHHBIX CPEJCTB B IIEJIAX TOCYJAPCTBEHHOW PETHUCTPALMU JIEKAPCTBEHHOTO
npenapara;

7) KONIMM ~ JAOKYMEHTOB, MOJTBEPKAAIOIIMX  YIJIATy TOCYyAapCTBEHHOMU

TIOIIJIMHBI:

a)3a IMpOBEJEHHE DOKCIEPTH3bl KayecTBa JIEKAPCTBEHHOI'O CpEACTBa U
SKCIIEPTHU3bl OTHOUIECHHSI O0KMUIAEMOM IOJIB3bl K BO3MOKHOMY PHUCKY NPUMEHEHUS
JIEKapCTBEHHOI'O0  Npenapara Uil  BE€TEPUHAPHOTO NPUMEHEHUsS NpPU  €ro
rOCyJapCTBEHHOM PErUCTPALINH;

0) 3a BBIJa4y PETUCTPAILIMOHHOTO yIOCTOBEPEHHUS JICKAaPCTBEHHOTO Mpernapara;

8) HanMMuue coryiacus, MPeayCMOTPEHHOTO YacThiO 7 HACTOAIIEH CTAThH, €CIH
C MOMEHTAa perucTpauud pedepeHTHOro JIEKApCTBEHHOTO IIpemapara  Jyjis

BETEPUHAPHOIO NPUMEHEHHUs TMpOILI0O MEHee YeM IIecTb JeT. (B pedaxyuu
Deoepanvroco 3axona om 13.07.2015 Ne 241-D3)



3. PerucrpanrioHHoe A0Che B ICNIAX SKCIEPTU3bI JIEKAPCTBEHHOTO Tperapara
JUI BETCPUHAPHOTO TMPUMEHEHHS (OPMHUPYETCS M3 CICIYIONIMX JOKYMEHTOB H
cBenennit: (B pedaxyuu eodepanvroeco 3axona om 27.12.2019 Ne 478-D3)

1) cBeneHus o aare MpPeAOCTaBICHUSI U PETUCTPAIIMIOHHOM HOMEpE JUICH3UU
Ha TMPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJACTB, NPEIOCTaBICHHOW MPOU3BOAUTEIIO
PErUCTPUPYEMOTO JIEKAPCTBEHHOTO Mpernapara i BETepUHAPHOTO IPUMEHEHUS, JUIs
POCCUNCKUX npousBouTenel; (B peoaryuu Geoepanvrbvlx 3AKOHO8
om 04.06.2018 Ne 140-D3, om 27.12.2019 Ne 478-D3)

2) cBeleHUs O JaTe MPEAOCTABICHUSI U PETUCTPAIIMIOHHOM HOMEPE JHUICH3UU
Ha TMPOU3BOJICTBO JIEKAPCTBEHHBIX CPEJACTB, NPEIOCTaBICHHOW MPOU3BOAUTEIIO
(dapmaneBTUYECKON  CyOCTaHIIMM, BXOJSIIE B COCTaB  PETUCTPUPYEMOTO
JICKapCTBEHHOTO TMpernapara Uisi BETEPHUHAPHOTO MPHUMEHEHUSs, Ui POCCUHCKUX
npousBoguTeneit; (B pedaxkyuu geoepanrvhvix saxonos om 04.06.2018 Ne 140-D3,
om 27.12.2019 Ne 478-D3)

2') xormus JOKyMEHTa, BBIAAHHOTO YIIOJHOMOYEHHBIM OpPIraHOM CTPAHBI
MPOU3BOJUTEIIST ISl KaXKJIOW MPOU3BOJACTBEHHOM IUIOMIAJKA PETUCTPUPYEMOIO
JIEKapCTBEHHOTIO Tpernapara JJjisi BETEpUHAPHOTO IPUMEHEHHUS U TTOATBEPKIAFOIIETO
COOTBETCTBHUE MPOU3BOJUTENS JIEKAPCTBEHHOI'O Mpernapara TpeOOBaHUSM MpaBUI
HAJJIC)KAIIEH TPOU3BOACTBEHHOM NPAKTUKH, M €ro IEPEeBOJ HA PYCCKHN S3BIK,
3aBEPEHHBIE B YCTAHOBJICHHOM MOPSJIKE, a TAKYKE KON 3aKJIIOUYEHUSI O COOTBETCTBUHU
MPOM3BOJIUTENS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHUSAM TMPABWII HaJJICKAIICH
MPOM3BOJICTBEHHON TMPAKTHUKH, BBIJAHHOTO YIOJHOMOYEHHBIM (eaepaabHbIM
OPTaHOM HWCITOJHUTEIIBHOM BJIACTU ISl KaXXJIOM MIPOU3BOACTBEHHOM IUIOLIAJKU
PETUCTPUPYEMOTO JIEKAPCTBEHHOIO IIpErnapara JJisi BETEPUHAPHOTO MPHUMEHECHMUS,
au00 KOMHS pEIICHHSs O TMPOBEJACHUM HWHCIEKTUPOBAHUS  MPOU3BOIUTEIIS
JIEKapCTBEHHBIX CPEJNICTB, MPUHATOTO YIIOJHOMOYECHHBIM (eaepaabHbIM OpPraHOM
WCTOJHUATEIBHOM  BJACTHM I K&XJAOM  MNPOU3BOJCTBEHHOW  IUIOIIAJIKH
PETUCTPUPYEMOTO JIEKAPCTBCHHOI'O Ipenapara il BETEPUHAPHOTO IPHUMEHEHUS.
YKa3zaHHbIE JIOKYMEHTBI IIPEJICTABJISIOTCS B  Cllydyae, €CIu IPOU3BOACTBO
JIEKapCTBEHHOIO0  Mpemnapara OCYyUIECTBISIETCS 3a mpenesamu  Poccuiickoit
Oenepaunn; (Jonoanenue nynkmom - Dedepanvusviii 3akon om 04.06.2018 Ne 140-
D3)

2%) Konus JOKYMEHTa, BBIIAHHOIO YIIOJHOMOYEHHBIM OPraHoOM CTPaHbl
npou3BoAuTENsE  (apMalEeBTUYECKOM  CyOCTaHIMU M MOATBEPKJAIOIIEro
COOTBETCTBHE MTPOU3BOAUTENS (hapMalleBTUUECKOM cyOCTaHIIuM, BXOASIIEH B COCTaB

PErHCTPUPYEMOIO JIEKAPCTBEHHOTO Ipernapara Uil BETEPUHAPHOTO NPUMEHEHMS,



TpeOOBaHUAM MMPaBUII HAAJIEKAIEH TPOU3BOJICTBEHHON MPAKTUKH, U €T0 MEPEBO/ Ha
PYCCKMI A3BIK, 3aBEPEHHBIE B YCTAHOBJIEHHOM TIOpAJIKE, B CiIy4ae, €ciH
MPOU3BOJCTBO (hapMalleBTUUECKON CyOCTaHLIMM OCYIIECTBISICTCS 3a MpeaesiaMu

Poccuiickoit  Denepanuu; ([Jonoanenue  nynkmom -  Dedepanvuviii  3aKOH
om 04.06.2018 Ne 140-D3)

3) IPOEKT HOPMATUBHOTO JOKyMEHTa Ha JIEKQpCTBEHHBIA Mpemnapar s

BCTCPHUHAPHOI'O IIPUMCHCHUS ;

4) TOKYMEHT, COACPKAIINKA CICAYIOIIYI0 HHpOopMaIuio o0 (hapMaleBTUICCKOM
cyoctaniun  win  ¢GapMaleBTHICCKUX CYOCTAHIMSAX, BXOJIIIMX B COCTaB
JIEKapCTBEHHOTO Tpemnapara it BETEpUHAPHOTO PUMECHECHHSI:

a) HAUMEHOBaHKME (PapMaIeBTUUECKOW CYOCTaHIMH, €€ CTPYKTypa, oOIiue
cBOicTBa (IIpW  TOCYIApCTBEHHOW  PETUCTpAllMK  MMMYHOOHOJIOTHUECKHX
JICKaPCTBEHHBIX TPEMapaToB JUII BETEPHUHAPHOTO MPUMEHEHUS TPEICTABISIOTCS
CBEJICHHUS O IITaMME, BKITFOYas €r0 HANMEHOBaHNE, HH(POPMAITHIO O TPOUCXOXKICHHUH,
€ro CBOMCTBaX, XapaKTepUCTUKAX W MECTe JCMOHHpPOBaHMA); (B pedakyuu
Deoepanvrozo saxona om 02.08.2019 Ne 297-D3)

0) HaMMEHOBaHUE U AAPEC MTPOU3BOAUTEIIS;

B) TCXHOJIOTHS IIPOU3BOACTBA C OIIMCAHNEM CTaI[I/II\/'I MMpOU3BOACTBA U MCTOO0B
KOHTPOJII Ha BCEX CTAIUAX ITPOU3BOACTBA,

r) uHbopMalusi O MpuUMecsX (HE TMPEACTaBISETCST NPHU TOCYIAapCTBEHHOM
perucTpauvd  MMMYHOOMOJIOTMUECKHX  JIEKAPCTBEHHBIX  IpEnapaToB IS

BETEPUHAPHOTO npumeHeHus); (B pedaxyuu Deoepanvrozo 3aKoHa
om 02.08.2019 Ne 297-D3)

n) cnenudukamnus Ha ¢GapMaleBTHYECKYI0 CYyOCTaHIMIO (HE MpPEICTaBIISIETCS
Ipu TOCYAApCTBEHHOM PETUCTPAllMM HUMMYHOOMOJOTUUYECKUX JIEKAPCTBEHHBIX

IpenapaToB JUlsl BETEPUHAPHOIO IPUMEHEHNU); (B pedakyuu Dedepanvrozo 3aKkoHa
om 02.08.2019 Ne 297-D3)

e) OIMMCAHUC MCTOJAUK KOHTPOJIA KaUCCTBA,

) pe3yJbTaThl aHaluW3a cepuil ¢apmalneBTUYecKol cyOctaHuuu (He
OPEICTABIAIOTCS MPU TOCYJAPCTBEHHOM pPErucTpalud HUMMYHOOHOJOTHYECKHX
JeKapCTBEHHBIX IMpernapaToB JJs BETEPUHAPHOIO MpUMeHeHus); (B pedaxyuu
@eoepanvrozo saxona om 02.08.2019 Ne 297-D3)

3) NNEpCUCHb CTAHAAPTHBIX 06pa3u03 WK BCIICCTB, HCIIOJb3YCMBIX IIpU
OCYHICCTBJICHUM KOHTPOJISI KA4CCTBA,



1) ONMCAaHHUE XapAKTEPUCTUK M CBOMCTB YINAKOBOYHBIX MAaTepUaIOB U
YKYMOPOYHBIX CPEJICTB;

K) JaHHbIE O CTA0WJIBHOCTU (HE MPEACTABISIIOTCS NPU TOCYAapCTBEHHOU
perucTpaldd  MUMMYHOOHOJIOTMUECKHX  JIGKQPCTBEHHBIX  IpEenapaToB IS

BETEPUHAPHOTO npuMeHeHus); (B peoaxkyuu Deodepanvrozo 3aKOHA
om 02.08.2019 Ne 297-D3)

J) CPOK TOJTHOCTH, YCJIOBUS XPaHEHHUS;

5)otyer 0 pe3yabTarax AOKJIMHUYECKOIO HCCIEJOBAHMS JIEKAPCTBEHHOIO
CpencTBa JJii BETEPUHAPHOTO MPUMEHEHMsI, BKIIIOYAIOIIMM OMHMCAHUE METOJ/IOB
OTpe/IeNICHUs] OCTATOYHBIX KOJMYECTB ACWCTBYIOIIETO BellecTBa (IEHCTBYIOMIMX
BEIIECTB), AOCTUTAIOLIETO (JOCTUTaOUINX) CUCTEMHOIO KPOBOTOKA, B MPOAYKLHHU
’KUBOTHOTO MPOUCXOXKICHUS MOCIIe TPUMEHEHHS TaKOTO JIEKAPCTBEHHOTO CPECTBa,
a TaKkKe JOKyMEHTAJIbHOE MOJTBEpXkACHHE (Bajauaalus) yKa3aHHBIX METOJIOB; (B
pedaxyuu Dedepanvrozo 3axona om 02.08.2019 Ne 297-D3)

6) oTueT O pe3ydabTaTax KIMHUYECKOTO HCCIEAOBAHUS JIEKAPCTBEHHOTO
npenapara i BETEpUHAPHOTO IPUMEHEHHUS] Y KaXK0T0 BUA )KUBOTHBIX, YKa3aHHBIX
B MHCTPYKIMU 110 BETEPUHAPHOMY IIPUMEHEHMUIO;

7) IPOEKT WHCTPYKIMU IO BETEPUHAPHOMY NPUMEHEHUIO JIEKaPCTBEHHOTO

npenapara, CoJiepaliei cCiaeayroIue CBeICHUS:

a) HanMCHOBAHHC JICKaApCTBCHHOI'O Inpcerapara JUIA BCTCPHUHAPHOT'O
IMPUMCHCHU A (MC)KI[YHapOI[HOC HCIIATCHTOBAHHOC, WJIM TPYIIIMPOBOYHOC, WA
XUMHYICCKOC U TOPIOBOC HaI/IMCHOBaHI/IH);

0) nexapcTBeHHass Gopma ¢ ykazaHHEM HAaWMEHOBAaHWW U KOJWYECTBEHHOTO
coCcTaBa JEHMCTBYIOIIMX BEIIECTB M Kaue€CTBEHHOTO COCTaBa BCIIOMOTATEIbHBIX
BEIICCTB;

B) OIMMCAaHME BHEIITHETO BH/IA JICKAPCTBEHHOTO Tperapara ik BETepUHAPHOTO
MIPUMEHECHMUS;

r) papmakoTepaneBTU4eCKasi Tpynmna JICKApCTBEHHOTO Mpemnapara s
BETEPUHAPHOIO NPUMEHEHHUS WIM YKAa3aHUE 'TOMEONATUYECKUW JIEKAPCTBEHHbIN

npenapar';

1) GpapMakoIMHAMHKA u bapMaKOKMHETHKA (3a UCKJIFOYEHUEM
(hapMaKOKMHETUKH TOMEONAaTHUYECKUX JIEKAPCTBEHHBIX MPENApaTOB U PACTUTEIbHBIX
JIEKapCTBEHHBIX NPENapaToB) WM ONHUCAHUE HMMYHOOHMOJIOTMYECKUX CBOWCTB

JIEKapCTBEHHOTO TpeTapara;

e) IMOKa3aHus JJIA IIPUMCHCHUS ;



) MPOTUBOTIOKA3aHUs JUIsl IPUMEHEHUS,
3) MEphI IPEAOCTOPOKHOCTU MTPU NPUMEHEHHH;

M) YKa3aHUE BO3MOXKHOCTH M OCOOCHHOCTEH NpUMEHEHHUs y OepeMEeHHBIX

JKMBOTHBIX, Y )KUBOTHBIX B IICPHUOM JIAKTALIUH, Y IOTOMCTBA JKUBOTHBIX;

K) Pe&KUM  JO3MpPOBaHMsI, CIOCOO BBEIEHUS W  MPUMEHEHHUs, IMpH
HEO0OXOJAMMOCTH BpeMsl MpHUEMa JIEKapCTBEHHOIO MpernapaTa Jjisi BETEPUHAPHOIO
MIPUMEHEHUS, TPOJOJDKUTEIBHOCTD JIEUCHHUS;

J'I) BO3MOJKHBEIC  ITOOOYHBIEC ,HGI;'ICTBHH, HCXKCIATCIbHBIC pCaKIMK  IIpU

IIPUMEHEHUH JIEKAPCTBEHHOTO IIpenapara Jyisi BETEPUHAPHOTO IPUMEHEHNUS;

M) CHMIITOMBI ~ TEPEO3UPOBKH, MEpPhl IO OKa3aHWI0 TIOMOIIH  TPH

INEPCA03UPOBKE;

H) B3aUMOJEHCTBUE C JAPYTMMM JIEKAPCTBEHHBIMU IIpernaparamMd U (WIH)

KOpMaMu;

0) GopMBI  BBIITyCKa JIGKAPCTBEHHOTO IIpemapara Uil BETEPHUHAPHOTO

IMPUMCHCHMU,

) yKazaHue (Ipu He0OXOAMMOCTH) 0COOEHHOCTEN NEHCTBUS JIEKapCTBEHHOTO
npenapara JJii BETEPUHAPHOTO MPUMEHEHHUs IPHU MEPBOM IPHUEME WM IPU €ro

OTMCHC,

p) onmicanue (MpW HEOOXOJMMOCTH) JCHCTBHM CHeIUaanucTa B 00JacTH
BEeTEpUHAPHH, BJIICIIbIIa )KUBOTHOTO TIPH MPOITYCKE MPUEMa OTHOM MITH HECKOJIBKHIX

7103 JIEKApCTBEHHOTO Tpemnapara Juis BETepUHAPHOTO MpHUMEHEHus; (B pedaxyuu
@eoepanvrozo saxona om 02.08.2019 Ne 297-D3)

C) CPOK TOJHOCTM H YKa3aHHWC Ha 3alpCT NIPUMCHCHHUA JICKAPCTBCHHOI'O

npernapara Juis BETepHHAPHOTO MPUMEHEHUS TI0 UCTEYCHUHU CPOKa TOAHOCTH;
T) YCIIOBUS XpPaHEHUS,

y) yKa3aHuE Ha HEOOXOIUMOCTh XpPaHEHHUs JIEKAPCTBEHHOIO TMperapara Jis

BCTCPUHAPHOT'O IPUMCHCHUS B MECTAaX, HCAOCTYITHBIX JJIA I[CTCﬁ;

¢) ykazanue (pu HEOOXOIMMOCTH) CIEHIUATBHBIX MEpP IMPEIOCTOPOKHOCTH
IpU YHUUTOKEHWU HEUCIOJb30BAaHHBIX  JIEKAPCTBEHHBIX  IpENnapaTroB IS

BCTCPUHAPHOTO IPUMCHCHU A,

X) CpPOKH BO3MOXXHOTO HCITOJIb30BaHUA OpoaAyKIHUH KHUBOTHOTO
IMPOUCXOKACHUS IIOCJIC BBCACHUA KMUBOTHOMY JICKAPCTBCHHOTO IIpCIiapara i

BCTCPUHAPHOTO IPUMCHCHU A,

I1) YCJIOBUSI OTITYCKa;



I-I) HanMCHOBAHHUA W aJipeCa IMPOHU3BOJCTBCHHLIX IINIOHIAJOK ITPOU3BOAUTCIIA

JIEKapCTBEHHOI'O IIperapara i BETEpUHAPHOTO IPUMEHEHUS,

1) HAUMEHOBAHUE, a/IpeC OpPTaHM3alMH, YIIOJHOMOUYEHHOH JIep KaTeneM HIn
BIIAJICIIBIIEM PErUCTPALIMOHHOTO YJIOCTOBEPEHHUs JIEKAPCTBEHHOIO IIpenapara Ha
MPUHATHE TPETEH3UN OT MOTPEOUTEIIS;

8) IPOEKTBl MAaKETOB IEPBUYHON YMAKOBKM W BTOPUYHON YIAKOBKH

JICKApPCTBCHHOI'O IIpCIiapara AJIs1 BETCPUHAPHOI'O IIPUMCHCHMA

9) cnenyromue cBeAEHHsI O JIEKAPCTBEHHOM IIpernapaTe A BETEPHUHAPHOTO
IPUMEHEHUS:

a) OIIMCAHHUEC M COCTAaB JICKAPCTBCHHOTO IIpfliapara i1 BCTCPHUHAPHOI'O

MIPUMCHCHUS;
0) onucanue gapmareBTUIECKON pa3padOTKy;

B) ONMCaHUE IIpoliecca IMPOU3BOJICTBA M €ro KOHTPOJISA, MOAMNHCAHHOE B
HOpsIZIKE, YCTAHOBJICHHOM B COOTBETCTBMHM C 4YacTbio 1 Hacrosimied crathbu; (B
peoakyuu Pedepanvrozo 3akona om 02.08.2019 Ne 297-D3)

I') OIIMCaHUE KOHTPOJISI KPUTHUECKHUX CTa TN MPOU3BOJICTBA U IPOMEKYTOTHOM
NPOAYKIIMH, MTOAMMCAHHOE B MOPSIKE, YCTAHOBICHHOM B COOTBETCTBHHM C YacThiO 1
HaCToOsAIIEH cTaThl; (B pedakyuu edepanvrozco 3axona om 02.08.2019 Ne 297-D3)

1) HAMMEHOBaHMsI U ajapeca pa3paboTuMKa, JepxaTeis WIA Biajaesbla
PEruCTPALlMOHHOTO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO TperapaTa, IpOrU3BOICTBEHHBIX
IUIOIIAIOK MPOU3BOJUTENS JIEKAPCTBEHHOrO IpernapaTta Uil BETEpUHAPHOIO
OPUMEHEHUS C YKA3aHUEM CTaJui TEXHOJOTHYECKOTO MPOLecca, OCYLIECTBISEMBIX
Ha IPOU3BOJICTBEHHBIX IUIOUIAAKAX MPOU3BOIUTEINS JIEKAPCTBEHHOTO MpernapaTa AJis

BETEPHUHAPHOIO npuMeHeHus; (B pedaxyuu geoepanvrbvlx 3AKOHO8
om 13.07.2015 Ne 241-D3, om 02.08.2019 Ne 297-D3)

e) (hapmarieBTHUECKAsi COBMECTUMOCTb;
) MUKPOOHOJIOTHUECKHIE XapaKTePUCTHUKY;
3) MaTepUalbHbIN OallaHC U1 MPOU3BOJCTBA CEPUH FTOTOBOIO MTPOIYKTA;

1) ONMUCAaHUE XapaKTEPUCTUK M CBOICTB YMAKOBOYHBIX MaTepHalOB U
YKYTOPOYHBIX CPEJICTB;
K) TOKyMEHTAJIbHOE TIOJATBEPXKACHHUE (BaTuJaIns) MPOIECCOB M (WIU) HX

OIICHKA;

7) TpeOOBaHUSI K KauyecTBY BCIIOMOTaTENbHBIX BEIIECTB (cepTu(ukar,

crienu@uKaIus Ha BCIIOMOTaTeIbHBIE BEIIECTBA M IX 000CHOBAHUE);



M) AHATIUTUYCCKHUEC METOJUKHU, UCITIOJIBb3YEMBIC IIPU OCYHICCTBICHUH KOHTPOJIA

Ka4dyCCTBa BCIIOMOI'aTCIbHBIX BCIICCTB,

H) JIOKYMEHTaJIbHOE MOATBEPKICHUE (BaTMIAIMs) AHATMTUYECKUX METOJIUK,
WCIIOJIb3yeMbIX TPU OCYIIECTBICHUH KOHTPOJS KadecTBa BCIIOMOTaTeNbHbIX

BCIICCTB;

O) HH(bOpMaHHH 00 HCITOJIb30BaHUHU BCIIOMOTaTCJIbHBIX BCIICCTB
YCJIOBCUCCKOI'o M JKMBOTHOT'O IIPONUCXOKIACHUA,

n) (Iloonyukm ympamun cuny - @edepanvrviil 3axkon om 02.08.2019 Ne 297-
D3)

p) TpeOOBaHMUS K Ka4yecTBY JIEKAPCTBEHHOTO Mpemnapara Jjisi BEeTepUHAPHOTO
npuMeHeHus (cepTtudukat, crenuduKanys Ha JICKapCTBEHHBIM Mpemapar W HX
000CHOBaHME);

C) AHAJIMTUYCCKUC MCTOIUKH, UCIIOJIB3YEMbBIC IIPHU OCYHICCTBJIICHUN KOHTPOJIA

Ka4qCCTBa JICKAPCTBCHHOT'O IIpCIlapaTa JJIsd BETCPUHAPHOTI'O IIPUMCHCHMA

T) JOKyMEHTAJbHOE TMOATBEPXKACHNE (BalUIAINAs) AaHAIUTHYECKUX METOJIHK,
WCIIOJIb3YEMBIX MPH OCYIIECTBICHIH KOHTPOJISI KaueCcTBa JICKAPCTBEHHOTO TIpernapara
JUTSI BETEPUHAPHOTO TIPUMEHCHHS,

y) IOKyMEHT, MOATBEPKAAIOLIMN KaueCTBO JIEKAPCTBEHHOIO MpernapaTa Tpex
IPOMBIIIUICHHBIX cepHil (POTOKOJ aHAlIM3a WK CepTU(UKAT aHAIIN3a), OJIHA CepUs
KOTOpOTO JOJDKHA COBMaAaTh C cepueil oOpas3ia JIeKapCTBEHHOTO Mperapara,

MOJIAaHHOTO HA PETUCTPALIHIO;
¢) xapakTepucTuKa Mpumecei;

X) IEpPEYCHb CTAaHIAPTHBIX OOPa3IOB, HCIOIB3YEMBIX IIPH OCYIICCTBICHUN
KOHTPOJISL Ka4€CTBA JIEKAPCTBEHHOTO Mperapara Ay BETEPUHAPHOTO IPUMEHEHUS,

I_[) JaHHBIC O CTaOMILHOCTHU JICKAPCTBCHHOI'O IIpCriapara AJis1 BCTCPHUHAPHOI'O

HPUMCHCHUS

10) xonusi TOKyMEHTa, COJIEp’Kallero MHPOPMAIMIO O HAIWYUU WU 00
OTCYTCTBUU (PAKTOB PETHCTPAIIUU JIEKAPCTBEHHOT'O TperapaTa Jyisi BETEpPUHAPHOTO

npuMeHeHus 3a npeaenamu Poccuiickoit denepanuu;

11) cornacue B nucbMeHHOU (popMe, MPETYyCMOTPEHHOE YaCThiO 7 HACTOSILIEH
CTaThH, B CIIy4yae PErUCTPallMd BOCIPOU3BEICHHOIO JIEKAPCTBEHHOI'O Mpenapara; (B
peoakyuu Dedepanvroco 3axona om 13.07.2015 Ne 241-D3)

12) konust TOKyMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOr0 B YCTAaHOBJICHHOM

MOPSJIKE Y MOATBEPKIAIOMIETO MPABOMOYHOCTH 3asIBJIEHUS O TOCYJIapCTBEHHOMU



perucTpauuy JIEKapCTBEHHOIO IIpernapara i BETEPUHAPHOIO MPHUMEHEHHUs

(TOBEpEeHHOCTH);

13) cBeneHuss O TOCYAApCTBEHHOW  PETUCTPALlMM  TE€HHO-UHXKEHEPHO-
MOAU(PUIIMPOBAHHBIX OPTaHU3MOB, IIPEIHA3HAUYECHHBIX IS BBITYCKa B OKPY>KAOIIIY IO
cpeny (mpu TOCYAapCTBEHHOM pErUCTpalliy JIGKAPCTBEHHBIX MPEnapaTroB s
BETEPUHAPHOIO TMPUMEHEHHUs, MOJYYEHHBIX C MNPUMEHEHHEM Te€HHO-UHKEHEPHO-
MOIU(ULIMPOBAHHBIX OpraHHU3MOB 17001 COJIepIKaIInX TaKue

opraHusMsl). ({onoanenue nynkmom - @edepanvhuviii 3axkon om 02.08.2019 Ne 297-
@D3)

4. Tlpu mpoBeIEHUU YCKOPEHHOM MPOUEAYPHl IKCIEPTU3bI JIEKAPCTBEHHOTO
npenapara Jjisi BETEPUHAPHOTO MPUMEHEHUs (32 HMCKIIOYEHHEM JIEKapCTBEHHOTO
npenapaTa [yl BETEPUHAPHOTO NMPUMEHEHWs, yKa3aHHOro B yact 4! Hacrosmieit
CTaTbM) B IIEJISIX €0 FOCYIaPCTBEHHOM perucTpaiui BMECTO OTUeTa pa3paboTumka o
pe3ysibTaTaXx JOKJIMHUYECKOTO HCCIENOBAaHUS JICKAPCTBEHHOTO CpEACTBA IS
BETEPUHAPHOIO MPUMEHEHHUS MOXET ObITh MPEACTaBICH 0030p Hay4yHBIX padOT O
pe3ysipTaTax JOKIMHUYECKOTO HCCIEAOBaHUS PEPEPEHTHOrO JIEKAPCTBEHHOTO
npenapara Juisi BETEPUHAPHOTO MNPHUMEHEHMs, a BMECTO OT4YeTa O pe3yjibTaTax
KIIMHUYECKOTO HCCJIEIOBAHUS JIEKAPCTBEHHOTO IIpermapaTta Uil BETepUHAPHOTO
NPUMEHEHUsT OTYeT O pe3yJbTaTaXx HCCIEJOBAaHUNA  OMOSKBHUBAJIIEHTHOCTH
BOCIIPOM3BEJCHHOTO  JIEKAPCTBEHHOT'O  Tpenapara s BETEPUHAPHOTO
npuMeHeHus. (B pedakyuu ¢edepanvuvix 3axonose om 02.08.2019 Ne 297-D3,
om 28.04.2023 Ne 171-D3)

4! TIpu mpoBeeHHH yCKOPEHHOM MPOLEAYPHI SKCIEPTHU3HI JEKAPCTBEHHOTO
npemnapara i BETEPUHAPHOIO NPUMEHEHHs, MPEIHA3HAYEHHOTO Jis JICUCHHS
JIOMAIIIHUX JKUBOTHBIX, OTpeaeieHHbIX @DenepaabHbIM 3aKOHOM OT 27 aexadps
2018 roma Ne 498-d3 "OO6 0TBETCTBEHHOM OOpaIeHUH C )KUBOTHBIMU U O BHECEHUU
W3MEHEHHI B OTIEJbHBIE 3aKOHOAATENbHbIE akThl Poccuiickonn ®enepaunuu’, u
3apETUCTPUPOBAHHOTO B KAUECTBE JICKAPCTBEHHOIO Ipernapara Jjisi METUITMHCKOTO
MPUMEHEHUS, B IEJIIX €ro TOCYyJapCTBEHHOW PETHCTpAllMd BMECTO OTYeTa
pazpaboTunka O pe3yibTaTax JAOKIMHUYECKOTO HCCIIECIOBAHUS JICKAPCTBEHHOTO
CpelCcTBa JJI1 BETEPUHAPHOTO TIPUMEHEHHSI MOTYT OBITh MPECTABICHBI PE3yIbTaTh
JTOKJIMHAYECKOTO MCCIIEIOBAHUS COOTBETCTBYIOILIETO JIEKAPCTBEHHOTO CPENICTBA s
MEJIMIIMHCKOTO TMPUMEHEHHUs, a BMECTO OT4YeTa O pe3yJibTaTaX KIMHUYECKOTO
HCCIIeIOBAHUS JISKAPCTBEHHOTO TIpernapara Jijisi BEeTepUHAPHOTO IPUMEHEHHS - 0030D
Hay4dHBIX pabOT O pe3yibTaTax KIMHUYECKUX HWCCICIOBAHUM JIEKAPCTBEHHOTO

npcrnapara ajidd MCIUIOMHCKOIO IIPHUMCHCHHUA Ha BHAAX JJXHMBOTHBIX, KOTOPBLIM



npeHa3HaYaeTCsl UCCIeyeMbIN JISKApCTBEHHBIN Nipenapar. (/Jonoinenue yacmoio -
Deoepanvnviii 3akon om 28.04.2023 Ne 171-D3)

5. Ha »skcnepTusy pa3iMyHbBIX JIEKapCTBEHHBIX (OPM OJHOTO M TOTO XKe
JEKapCTBEHHOIO  Ipernapara Uil  BETEPUHAPHOTO IPUMEHEHHS  3asABUTEIb
MPEACTABISICT OTIEIbHBIE 3asBJICHUS M PETUCTPALMOHHBIE JOCHE HA KaXIYIO
JekapcTBeHHYI0 Qopmy. [lpu ycnoBuum OJHOBpEMEHHOHN MOJAYM Ha JKCHEPTU3Y
OJTHOM JIeKapCTBEHHOW (OPMBI C pPa3IMYHBIMHU JO3UPOBKOW, KOHIIEHTPAIUEH,
00BEMOM 3aSIBUTENH MPEJICTABISET OJHO 3asBICHHE M PETUCTPALMOHHOE JOCHE C
MPWIOKEHUEM MAKETOB NEPBUYHON YIIAKOBKM M BTOPUUYHOM ynakoBkH. Ha makeTrax
MEPBUYHOM YMAKOBKU M BTOPHUYHON YMAKOBKH YKa3bIBAIOTCS BCE MPOU3BOIAUMbBIC
J03UPOBKH, KOHIICHTPALIUU, 00BEMBI 1 KOJIMYECTBO /103 B YIIAKOBKE JIEKAPCTBEHHOTO
npernapara JUisi BETEPUHAPHOTO NMpUMEHeHUs. (B peoakyuu Dedepanvrozo 3axkona
om 02.08.2019 Ne 297-D3)

6. B ciyuae HenpencTaBiIeHuUs C 3asiBJICHUEM O TOCYIapCTBEHHOM PErucTpauu
JEKapCTBEHHOIO Mpenapara sl BETEPUHAPHOIO NPUMEHEHHS JOKYMEHTOB,
MOATBEPAKAAIOIINX YIUIATy TOCYAAapCTBEHHOM MOIUIMHBI U YKa3aHHBIX B ITyHKTE 7
YaCTU 2 HACTOSIIEH CTaThbH, CBEJCHUW O JIMICH3USIX, YKAa3aHHBIX B MyHKTax |1 u 2
yacTM 3 HacTosUIel CTaThM, a TakK€ BbIIABAEMBIX (IIPEIOCTABIISEMBbIX )
YIOJHOMOYEHHBIMU  (ellepaIbHbIMA ~ OpPTaHaMHM  MCIHOJHUTENbHOW  BJACTH
JIOKyMEHTOB (CBeI€HHMit), yKa3aHHbIX B IyHKTe 2! yactu 3 HacTosiieil crarbw,
YIIOJITHOMOUYCHHBIN (DeilepaibHbId OpTraH MCIOJHUTEIBHONW BJIACTU 3allpalliiBacT
yKa3aHHbIE  JOKYMEHTHl  (CBEIE€HHUS) B  TMOPSAIKE  MEXKBEIOMCTBEHHOTO
MH(POPMAITMOHHOTO  B3aMMOJACUCTBUSA. (B pedaxkyuu  Dedepaibhoco  3aKOHA
om 27.12.2019 Ne 478-D3)

7. He nmomyckaercsi MCIIOJIb30BaHUE B KOMMEPUECKHX IIeNIsIX HH(MOpMAaLUU O
pe3yibTaTax  JOKJIMHUYECKUX  HMCCIEIOBAaHUN  JIEKAPCTBEHHBIX  CPEICTB U
KIIMHUYECKUX HCCIIEIOBAHUI JIEKAPCTBEHHBIX MIpPenapaToB Uil BETEPUHAPHOIO
MPUMEHEHUS, TPEACTABICHHON 3asBUTEIEM JUIsl TOCYAApPCTBEHHOM PETHCTPALIMU
JIEKapCTBEHHBIX MpernaparoB, 0€3 €ro corjiacus B TEUEHHUE IIECTH JIET C JaThl
rOCy/IapCTBEHHON pPETrucTpaluu peQepeHTHOro JIEKapCTBEHHOI'O IIpernapaTa B

Poccunitckon @enepanum.

8. lepkatenb ~ WM BIAJAENEL  PETHCTPALIMOHHOTO  yJAOCTOBEPEHMS
JICKAPCTBEHHOI'O TMpenapara il BETEPUHAPHOTO MNPUMEHCHHUS NPEIACTABIACT B
VIIOJTHOMOYCHHBIH  (pefepaIbHBI OpraH HWCIOJHUTEILHONW BIIACTH OTYET II0
pe3ynbTaTaM (papMakoHa30pa OJIMH pa3 B IIECTh MECAIICB B TEUCHHUE JIBYX JIET ITOCIIE

FOCYI[apCTBeHHOi/JI perucTpanuu JCKApCTBCHHOI'O IIpCllapaTa B Poccuiickoi



@enepaunm, 34TCM CKCTOJHO B TCUCHUC ITOCICAYIOIIUX TPEX JICT U B JlanbHEeHIIIeM

ONUH pa3 B Tpu Troja. ([onornenue uacmoio - DedepanvbHovlll  3AKOH
om 02.08.2019 Ne 297-D3)

(Cmamws 6 pedaxyuu Pedepanvrozo 3axoua om 22.12.2014 Ne 429-D3)

Crartbs 18. Ilogaya u paccMoTpeHHe 3asiBJEHHS 0 TOCYAAPCTBEHHOM
perucTpanum JeKapCTBEHHOI0 NMpenapara 1 MeAUIHHCKOI0
NPUMEHEeHUs

(Haumenosanue 6 peoakyuu DPedepanvroeo 3axona om 22.12.2014 Ne 429-
D3)

1. Inst TOCYIapCTBEHHOM pETrUMCTpalldd JIEKQpCTBEHHOIO TMpernapara s
MEIUITMHCKOTO MPUMEHEHUS IOPUANYECKOE JUI0, JACHCTBYIOIEE B COOCTBEHHBIX
MHTEPECAX WIM YIOJHOMOUYEHHOE MPEACTABIISITh HUHTEPECHI IPYTOro KOPUIAYECKOTO
JIMLIA Y 3asBIIOLIEE JEKaPCTBEHHBIN Mpenapar Ha FOCYJapCTBEHHYIO PETUCTPALUIO
(mamee B HACTOAILIEH CTAaThe - 3asABUTEINb), MPEACTABISET B YINOJIHOMOYCHHBIN
(dhenepaabHbIiI OopraH HCTIOJTHUTEIbHON BJIACTH, OCYILECTBIISIFOIIUN
rOCyapCTBEHHYIO PETUCTPALAIO JICKAPCTBEHHBIX IPENapaToB IS MEIUIMHCKOIO
NpUMEHEHUS, B DJIEKTpOHHOW (opme W Ha OyMaXHOM HOCHUTENE 3asBICHUE O
rOCyJapCTBEHHOM PErMCTpalMM JICKAPCTBEHHOTO IMpenapara s MEIUIMHCKOTrO
MPUMEHEHUS, a TAKXKE B MOPSJIKE, YCTAHOBJIEHHOM YIIOJTHOMOUYEHHBIM (heiepaabHbIM
OpraHOM MCIIOJIHUTEIHLHOM BIIACTH, B AJIEKTPOHHON (popMe U Ha OyMaKHOM HOCHUTEIIE
HEO0OXOAMMbIE JJOKYMEHTBI, U3 KOTOPBIX (POPMHUPYETCS PETUCTPAIIMOHHOE JOChE Ha
JEKapCTBEHHBIN mpemnapaT Uil  MEAWIMHCKOTO TpUMEHeHus. (B pedaxyuu
Deoepanvrozo 3axona om 22.12.2014 Ne 429-D3)

2. B 3asgBienuu o FOCYI[apCTBeHHOﬁ perucTpanuu JECKapCTBCHHOTO IIpcIiapara
I MEIUITUHCKOT'O IPUMCHCHUA YKa3bIBAOTCA:

1) HauMeHOBaHME, aJpec 3asBUTENS] W MPOU3BOAUTENS JIEKAPCTBEHHOTO
npenapara Uil MEIUIMHCKOIO TNPUMEHEHHUs, CBEIEHHA OO0 HUX pEerucTpauuu B
KauecTBE HaJIOroIUIaTeNbllldKa B CTpaHe perucrpaudd (sl POCCUMCKUX
IOPUINYECKUX JIUL - UACHTU(PUKAIMOHHBIN HOMep HanoromaTensinuka (MHH), ms
WHOCTPAHHBIX  IOPUAMYECKUX JIMI[- CTpaHa pPErucTpaluy, HauMEHOBaHUE
PETHCTPUPYIONIETO OpraHa, PEruCTPAlMOHHBIM HOMEP, KOJ HaJIOrOIUIaTeIbIINKa B
CTpaHE PErucTpanuv (MHKOPIOpAIMK) WJIM €ro aHajor) U aJpec MecTa

OCYUIECTBJICHHUS] TPOU3BOJICTBA JIEKAPCTBEHHOTO INpenapara (B ciy4yae HaJIAYuUs



HECKOJIbKMX YYaCTHUKOB IPOIIECCca ero MPOU3BOICTBA HEOOXOIMMO YKa3aTh KaXa0ro
y4aCTHHKAa B COOTBETCTBMU C OCYILECTBIISIEMON CTaguedl MPOM3BOJCTBA); (B
peoarkyuu Dedepanvroco 3axona om 28.12.2017 Ne 425-D3)

2) HaMMEHOBAaHWE  JIGKAPCTBEHHOTO  Mpemapara il  MEIUIUHCKOTO
MPUMEHEHUST (MEXIyHApOJIHOE HEMAaTeHTOBAHHOE, WJIM TPYNIUPOBOYHOE, WU

XUMHUYCCKOC U TOProBOC HaI/IMeHOBaHI/ISI);

3) nepeyeHb ACHCTBYIOIMIUX M BCTIOMOTATEIbHBIX BEIIECTB, BXOAAIINX B COCTaB
JIEKApCTBEHHOTO TMperapara il MEIUIMHCKOTO TPHMEHEHHUs, C YKa3aHHeM
KOJIMYECTBA KaXKJ0I0 U3 HUX;

4) nexapcTBeHHas (popma, T03UPOBKA, CIIOCOOBI BBEICHUS U IPUMEHEHUS, CPOK

TOAHOCTH JICKAPpCTBCHHOI'O MpfCriapaTta JJId MCIUIUMHCKOTIO IIPUMCHCHMA

5) papmakoTepaneBTHUECKas ~ TpyIma, KOJ  aHATOMO-TEPAIEBTUYECKO-
XUMHUYECKON KiaccU(pUKalMM, pEKOMEHJIoBaHHOW BcemupHoil opranuzanmeit
3IpaBOOXPAHEHUsA, 3asBIIEMbIC MOKa3aHWS Uil NPUMEHEHHS JIEKapCTBEHHOTO

npenapara Jyisi MEJULIMHCKOTO TTPUMEHEHHS;

6) OTCYTCTBUE HEOOXOJUMOCTH TMPEIOCTABICHUSI OT4YeTa O pe3yJbTarax
KIIMHUYECKOTO UCCIICAOBAHMS, UCCIIEI0BaHUS OMOIKBUBAIICHTHOCTH JICKAPCTBEHHOTO
npemnapara, pa3pelieHHOro JJisi MEIWIMHCKOTO TIPUMEHEHusT B Poccuiickoun
denepanuu Oosiee IBAANATH JIET, ¢ YKa3aHHMEM HOPMATHBHBIX IMPABOBBIX AaKTOB,

MOATBEPKAAIOIIMX JAHHBIA CPOK MPUMEHEHHS;

7) HeoOXoAMMOCTh OGOpMIICHHS pa3pelleHus Ha BBO3 B Poccuiickyio
denepanuro KOHKPETHOMU MapTUU 3apPEruCTPUPOBAHHBIX 51 (nn)
HE3apErMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB, NPEAHA3HAYCHHBIX IS
MPOBEJICHUSI HKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B LEISAX TOCYAAPCTBEHHOMN
perucTpauuu;

8) He0OXOIMMOCTh TMPOBEACHUS IKCIEPTU3bI JOKYMEHTOB, MPEICTaBICHHBIX
JUISL OTIIpeNeNieHUs] BO3MOXKHOCTH pPacCMaTpUBaTh JICKAPCTBEHHBIM Mpenapar is
MEIUITTHCKOTO MMPUMEHEHUS MPU OCYIIECTBICHUH TOCYAapCTBEHHON PETUCTPAIIUH B

KauecTBe op(paHHOTrO JIEKAPCTBEHHOT'O MIpenapara;

9) HEOOXOAMMOCTh IPUMEHEHUS YCKOPEHHON MpOUEAYphl SKCIEPTU3bI
JIEKAPCTBEHHBIX CPEJACTB B LEJAX OCYJIapCTBEHHOW PETHCTPALMH JIEKAPCTBEHHOTO
npenapara;

10) kxonmuu JOKYMEHTOB, MOATBEPXKIAIOIIMX YyIUIATy TOCYAApPCTBEHHOU

INOUIJIMHBI:



a)3a ITPOBEJIEHUE OKCIEPTU3bl JIOKYMEHTOB, MPEJACTaBICHHBIX  JJIs
ONpENENICHUs] BO3MOXKHOCTH pacCMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar s
MEIUIMHCKOIO PUMEHEHUS NPU OCYILECTBICHUH TOCYAAPCTBEHHON PETUCTPALluU B

KauecTBe OpPaHHOTO JICKAPCTBEHHOTO IperapaTa;

0)3a TIpOBEACHHE OKCIEPTH3bl KauecTBa JICKAPCTBEHHOTO CpPEJICTBA U
OKCTIEPTU3bl OTHOIICHHS OKHJIA€MOM TOJIb3bl K BO3MOKHOMY PHCKY IPUMEHCHHS
JIEKaQpCTBEHHOI'O TMperapara, pa3pelieHHOro [Jisi MEIUIIMHCKOrO MNPUMEHEHHUs B
Poccuiickoii  ®denmeparuum  Ooslee  ABaAlaTA  JIET, TMPUA  OCYIIECTBICHUU

roCyJapCTBEHHOW PErUCTpaIliy JIEKApCTBEHHOTO Mpernapara;

B) 3a IPOBCIACHHC OKCICPTU3bI Ka4duCCTBA JICKAPCTBCHHOI'O CpPCIACTBA H
OKCIICPTU3bl OTHOIIICHMUA 0KHJIa€MOM MOJb3bI K BO3MOXHOMY PHUCKY NPHUMCHCHHA
JICKapCTBCHHOT'O nmpemapara  Jid MCOUIIMHCKOT'O IMPUMCHCHHA pu €ro

roCy1apCTBEHHOM PErUCTPALINH;

F) 3a ITPOBCACHHC OKCICPTU3bI KadCCTBa JICKAPCTBCHHOI'O CpCACTBA H
OKCIICPTU3bI OTHOIIICHMA 0KMJIa€MOM MOJb3bl K BO3MOXHOMY PHCKY NPHUMCHCHHA
JEKAapCTBCHHOI'O 1Mmpfrapara I MCAUIHUHCKOIO IIPHUMCHCHHA, B OTHOIICHHUH
KOTOpPOTro IMPOBCACHDBI MCKAYHApOIHBIC MHOT'OIICHTPOBLIC KIIMHHUYCCKHUC
HUCCIICAOBAHUA, YaCTb M3 KOTOPLIX IIPOBCICHA B Poccuiickoi CDeL[epauHI/I, Ipu

OCYIIECTBJICHUH TOCYJaAPCTBEHHOM PEruCcTpalliy JIEKapCTBEHHOTO Mpernapara;

11) Hamuuue  coryacus  MPOM3BOAMTENS  JIGKQPCTBEHHOTO  Tperapara,
MPOM3BOJCTBO KOTOPOTO OCYyHIECTBIsIeTca 3a npenenamu Poccuiickon denepannu,
Ha TPOBEJCHUE MHCIEKTUPOBAHUS MPOU3BOIUTENS HAa COOTBETCTBUE TPEOOBAHUSIM

MPABWI HAJJIEKAIIEH MPOU3BOJCTBCHHON MPAKTUKH;
12) Hanuuue coryacusi, MPeryCMOTPEHHOTO YacThi0 18 HacTosIIEeH CTaThu;

13) ykazaHue BHJa JEKapCTBEHHOrO MpernapaTta, MPEACTaBICHHOIO Ha
peructpainuio (pepepeHTHBIM JIEKapCTBEHHBIA IMpernapar, BOCHPOU3BEICHHbBIN
JIEKapCTBEHHbI  mpemapar,  OWOJIOTMYECKH  JIEKapCTBEHHBIM  Mpernapar,
OnoaHanoroBelii  (OMOMONOOHBINM)  JIEKApCTBEHHBIM  mpemnapar  (OuoaHaor),
rOMEONATUYECKUM JICKAPCTBEHHBIN IIpenapar, JIEKapCTBEHHBIM PaCTUTEIbHBIN

npenapar).
(HYacms 6 pedaxyuu Dedepanvrozo 3axona om 22.12.2014 Ne 429-D3)

3. PerucrpanmonHoe J10Che Ha JICKApPCTBEHHBIN TIperapar Uil MEIUIIMHCKOTO
NPUMCHEHHUS TPenocTaBisieTcss B (opMe OOIIEro TEXHUYECKOro JOKYMEHTa. (B
peoakyuu Dedepanvroco 3axona om 22.12.2014 Ne 429-D3)

4. Pa3nen noKyMeHTallMU aIMUHUCTPATUBHOTO XapaKTepa BKIOYAET B ceOs:



1) 3asBIeHUE O TOCYAapCTBEHHOW PETHCTPAIMU JIEKAPCTBEHHOTO Mpernapara

JUTSL METULIMHCKOTO MPUMEHEHHUS B 3JIEKTPOHHOU (hopMe 1 Ha OyMakHOM HOCHUTEIIE;

2) KOMHIO JOKYMEHTa Ha PYCCKOM $3bIKE, 3aBEPEHHOTO B YCTaHOBJICHHOM
MOPSIIKE M TOATBEPKIAIOLIETO MMPAaBOMOYHOCTh 3asBUTENS MO/IaBaTh 3asBICHUE O
rOCyJapCTBEHHOW PETUCTpallMM JIEKAPCTBEHHOIO TMpernapara i MEIUIUHCKOTrO

MpUMEHEHUs (JOBEPEHHOCTH);

3) cBelleHUsl O Jare MPEeIOCTaBICHUS U PETUCTPALIMOHHOM HOMEpE JIMLIEH3UU
Ha MPOU3BOACTBO JEKAPCTBEHHBIX CPEJICTB WM CBEJICHHS O JaTEe MPEIOCTABICHUS U
PETrUCTPAlMOHHOM  HOMEpPE 3aKJIIOUYEHHS O COOTBETCTBUU  IPOM3BOJIUTENS
JIEKapCTBEHHBIX CPEJCTB TPEOOBAHMSIM TPABWII HAJJICKAIIEH MPOU3BOICTBEHHOM
MPaKTUKH, BBIJIAHHBIX (MPEIOCTABJICHHBIX) YIIOJIHOMOYEHHBIM (eaepaibHbIM
OpraHOM MCHOJHUTENBHOW BJIACTH B OTHOIIEHHM MPOW3BOJICTBEHHOM IUIOLIAIKU
PErUCTPUPYEMOIO JIEKAPCTBEHHOI'O IIpemnapara, B Ciydyae, €CJIM IMPOU3BOICTBO
JEKapCTBEHHOIO mpemnapaTta ocymectsisiercss B Poccuiickoit ®enepauuu; (B
peoarkyuu gedepanvuvix 3akonos om 04.06.2018 Ne 140-D3, om 27.12.2019 No 478-
D3)

4) KONIMI0  TMPEAOCTABIEHHOW  YMOJHOMOYEHHBIM  OpPraHOM  CTpPaHBI
MIPOM3BOJUTENS JIMIIEH3UH Ha TPOM3BOJCTBO JICKAPCTBEHHOTO TMpernapara u ee
MIEPEBO/] HA PYCCKUI S3BIK, 3aBEPEHHBIE B YCTAHOBJICHHOM TOPSIIKE, a TAK)KE KOITHIO
3aKJIFOUCHUS O COOTBETCTBUU MPOU3BOIUTEIIS JICKAPCTBEHHBIX CPEJICTB TPEOOBAHUSM
MIPAaBWJI HAJUICIKAIICH MPOU3BOJICTBEHHON MPAKTHKY, BBIIAHHOTO YIIOJTHOMOUYEHHBIM
denepanbHBIM OPraHOM HCIIOJHUTEIILHOM BIACTH B OTHOIICHUH TIPOU3BOICTBCHHON
TUTOMIAJIKK PETUCTPUPYEMOTO JICKAPCTBEHHOTO IpernapaTa, WM KOIMUI0 PEIICHUs
YIOJIHOMOUYEHHOTO (eIepabHOTO OpraHa MCIOTHUTEIHHON BIACTH O MPOBEACHUU
WHCTICKTUPOBAHUSI TPOU3BOJUTENST JICKAPCTBEHHBIX CpPEICTB, B Cllydae, €cClid
MPOU3BOJICTBO  JIEKAPCTBEHHOTO TMpemnapata OCYIISCTBISIETCS 3a TMpeaesiaMu
Poccuiickoit ®enepanuu; (B pedaxyuu GeoepanvHblx 3aKOHO8
om 04.06.2018 Ne 140-D3, om 27.12.2019 Ne 478-D3)

5) IPOEKT MHCTPYKUUU MO MEAUIMHCKOMY MPUMEHEHHUIO JIEKAPCTBEHHOIO
npernapara, CoaepKallen CIeayoIme CBEACHUS:

a) HAaMEHOBAaHUE JIEKapCTBEHHOTO npenapara (MeXIyHapOIHOE
HEMaTeHTOBAaHHOE, WM TPYNIHAPOBOYHOE, WIM XHMHYECKOE U  TOProBOE

HaMMEHOBaHUA );

0) nekapcTBeHHast opMa ¢ yKa3aHHEM HAMMEHOBAHMM M KOJWYECTBEHHOTO

coCTaBa HGfICTBy}OIHI/IX BCIICCTB M KAa4YCCTBCHHOI'O COCTaBa BCIIOMOI'aTCIbHBIX



BCIICCTB (HpI/I H606XOI[I/IMOCTI/I KOJINMYCCTBCHHOI'O COCTaBa BCIIOMOI'aTCIBbHBIX

BEIIIECTB);

B) OIIMCAHMC BHCIIHCTO BUJA JICKAPCTBCHHOI'O IIpCriapara A MCAUIUHCKOI'O

IMPUMCHCHUS

T) PU3UKO-XMMHYECKHE CBOMCTBA (mos paanodapManeBTUYECKUX

JIEKapCTBEHHBIX MPENapaToB);

1) GapmakoTepaneBTUYECKasl TpyMma, KOoJl JIEKapCTBEHHOTO MpernapaTta s
MEIULMHCKOTO IIPUMEHEHHUS o AHATOMO-TEPANIEBTUYECKO-XUMUYECKON
Kiaccuukanuu, peKkoMeH10BaHHOW BcemMupHOW opraHuzaieil 31paBoOXpaHeHus,

WJIM yKa3aHue "TOMEONaTHIeCKUi JIEKApCTBEHHBIN penapar';

e) hapmakoanHaMUKa U (dbapMaKOKHHETHKA (3a UCKJIIOYEHUEM
(hapMaKOKMHETHKU TOMEONATUUYECKUX JIEKAPCTBEHHBIX MPETApaTOB U PACTUTEIbHBIX

JIEKapCTBEHHBIX MPENapaToB);
’K) TIOKa3aHus JIsl IPUMEHEHUS,
3) IPOTHUBOIIOKA3aHUS 1151 IPUMEHEHUS;
1) MEPbI IPEIOCTOPOKHOCTU IPU IPUMEHEHUU;

K) YKa3aHHUC BO3MOXHOCTU U 0COOEHHOCTEH IMPUMCHCHUA JICKAPCTBCHHOTO
npcrnapara ajdd MCAUOUHCKOIO IPHUMCHCHUA 6€peMeHHBIMI/I JKCHIIIMHaAMU,
JKCHIIMHAMHU B IICPUO I'PYAHOTO BCKaApMIIMBAHUSA, 1€TbMH, B3POCIbIMHU, MMCIOIIIUMHA

XPOHHUYCCKUC 3a6OJ'ICBaHI/I$I;

J'I) peKUM  TO3HUPOBAHMUI, CITOCOOBI BBCIACHHUA W IIPUMCHCHUA, IIPpHU
HCO6XOI[I/IMOCTI/I BpCM:A IMpUCMaA JICKAPpCTBCHHOI'O IIpCriapara i MCAUIHUHCKOI'O
OPUMCECHCHUA, IPOAOJDKUTCIIbHOCTD JICUCHWA, B TOM YUCIIC Y JIETEH 10 M MOCJIE OJHOTO

roja;

M) BO3MOXKHbIE HEKENATEJIbHbIE PEAKIMU MPU MPUMEHEHUHU JIEKAPCTBEHHOIO
npenapara Jyisi MEIUIUHCKOTO MPUMEHEHNUS,

H) CAMOTOMBI ~ TIEPENO3UPOBKH, MEpPHI IO OKAa3aHUIO T[OMOIIM TpHU
MEePEI03UPOBKE;

0) B3aUMOJICHCTBUE C JIPYTMMH JIEKAPCTBEHHBIMHU IpernapaTtaMud U (WIn)
MUIIEBBIMU MPOIYKTaMHU;

1) GopMBI BBIITyCKa JIEKAPCTBEHHOTO IpernapaTa;

p) yka3anue (1mpu HEOOXOAMMOCTH) OCOOCHHOCTEN ENCTBUSA JIEKAPCTBEHHOTO
npenapara Juisi MEAMIMHCKOTO NPUMEHEHHWs NpPH MEPBOM IMPUEME WM MPU €ro

OTMEHE;



c) onucanue (Mpu HEOOXOAMMOCTH) JEHCTBUN Bpaua (denpamepa) u (WiaH)
MalyMeHTa MpU MPOIyCKe MpHUeMa OJHOW WM HECKOJIBKUX JI03 JIEKApCTBEHHOTO
npernapara Jyisi MEIUITMHCKOTO TPUMEHECHHUS;

T) BO3MOXXHO€ BJIMSIHUE JIGKAPCTBEHHOIO TIpernapara i METUIUHCKOIO
MPUMEHEHUsI Ha  CHOCOOHOCTh  YOPABIATh  TPAHCHOPTHBIMH  CPEACTBAMH,

MEXaHU3MaMu,

Y) CpPOK TOJHOCTH M YKa3aHHC Ha 3allpeT IMIMPUMCHCHUA JICKAPCTBCHHOI'O
mnmpemnapara it MCAUIUHCKOI'O IPUMCHCHUA 110 UCTCUCHUN CPOKa I'OJHOCTH,

&) ycnoBust XxpaHeHMS;

X) YKa3aHUC Ha HGO6XOI[I/IMOCTB XpaHCHUS JICKAPCTBCHHOTO IIpCIiapara AJisA

MCIAUIOHUHCKOI'O ITPUMCHCHUA B MCCTAaX, HCAOCTYITHBIX JJIA I[CT@IZ;

11) yKkazanue (mpu HEO0OXOAMMOCTH) CHEIHATBLHBIX MEP MPEI0CTOPOKHOCTH
Ip¥  yYHUYTOKCHUH  HEWCIIOJIb30BAHHBIX  JIGKAPCTBEHHBIX  IpPEmapaTtoB s

MEUIIMHCKOTO TPUMEHEHUS;
4) yCJIOBUSI OTITYCKa;

1) HANMECHOBAHMS M aJipeca MPOU3BOJICTBEHHBIX ILIOIIAIOK MTPOU3BOIUTEIIS
JICKapCTBEHHOTO TIperapara;

111) HAMMEHOBAHME, aJI[peC OpraHU3aIH, YIIOJTHOMOYCHHOMW Jep)KaTelieM WIIN
BIIAJICNIBIIEM PETUCTPALIMOHHOTO YJIOCTOBEPEHHUs JIEKApCTBEHHOTO TMpernapara Jis
MEUITTHCKOTO TPUMEHEHHS Ha MPUHATHE IPETEH3UN OT MOTPEeOUTEIS;

6) MHCTPYKIIMIO 10  MEIMUMHCKOMY [PUMEHEHHIO WIH  KpaTKylo
XapaKTEpPUCTUKY  JIEKAPCTBEHHOI'O  Mpenapara, yTBEP)KIEHHbIE B  CTpaHe
IPOU3BOIUTEIS;

7) IPOEKThl MAKETOB TEPBUYHOM YMAKOBKHM ¥ BTOPUYHOM YIAKOBKHU

JICKAaPCTBCHHOTIO IIpcriapara A MCIUIIMHCKOIO MPpUMCHCHMA

8) IPOEKT HOPMATUBHOM JOKYMEHTALIMM WJIA HOPMATUBHOTO JOKYMEHTa Ha
JICKapCTBEHHBIN TMpemapaTr Uil MEAMIIMHCKOTO TMPUMEHEHHUS Ju00 yKa3aHHe
COOTBETCTBYIOILIEH (DapMaKOIEHHON CTaThH;

9) nokymeHT, coaepkauuii MHQOPMALMIO O HAJIWYUU WIM 00 OTCYTCTBUU
(akTOB perucTpanuu JEKapCcTBEHHOro Mpemnapara s MEAUIIMHCKOTO TPUMEHEHUS
3a ipeaenamu Poccuniickon denepannu;

10) komuu JTOKYMEHTOB, 3aBEPEHHBIX B YCTAHOBJIECHHOM TIOPSAKE U
MOATBEPKAAIOIINX (DAKT perucTpanuu JeKapCTBEHHOTO MpernapaTa B MHOCTPAHHBIX
rocy/apcTBax B KauyecTBe Op(aHHOIO JIEKApCTBEHHOIO MpernapaTa;



11) mman ynpaBieHuss puUCKaMU 71 OWMOJIOTHYECKUX  JICKaPCTBEHHBIX

npenapaTtoB IS MCIAUIUHCKOT'O IIPUMCHCHUS

12) nokymeHT 0 cucreme ¢dapMaKoHaA30pa JeprKaTeass WId BaJeiblia

PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JIEKaPCTBEHHOTO TIpernapara;

13) 1OKyMEHT, MOATBEPKIAOIINN KaueCTBO JISKAPCTBEHHOTO TpernapaTa Tpex
MIPOMBIIIICHHBIX cepuil (MPOTOKOJ aHAIK3a WK cepTU(PHUKAT aHAIM3a), OHA cepus
KOTOpOTO JIOJDKHA COBMAJaTh C cepueil oOpasla JIeKapCTBEHHOIO IpernapaTa JIjs
MEIUIIMHCKOTO MPUMEHEHHSI, IPECTABIEHHOTO HA TOCYAapCTBEHHYIO PETUCTPALIUIO.

(Yacmo 6 pedaxyuu Dedepanvrozo 3axona om 22.12.2014 Ne 429-D3)

5. Pazen xumudeckoi, hapmMarieBTUIeCKoi U OMOIOTHIECKON TOKyMEHTAIIU!
BKJIIOYAeT B ce0s JOKYMEHTHI, cojepikaiiue uHpopmaruo o (hapManeBTHIeCKON
CyOCTaHIIMM © JICKApCTBEHHOM TMIperapare Uil METUIIMHCKOTO TIPUMEHCHHS,

mponecce €ro nponu3BOJACTBa U METOAAX KOHTPOJIA Ka4CCTBa, B TOM YHCJIC:

1) konuio  JAOKyMEHTa, COJAEpXKallero Cileaylomyro HHpopMmanuio o
dapmaneBTUYeCKO cyOcTaHIMK WK (HapMalleBTUYECKUX CyOCTAHIMIX, BXOISMIINX
B COCTaB JIGKAPCTBEHHOI'O TMpemnapara, 3a HWCKIOYeHHeM HHpopManuu o
(dapmaneBTUYECKUX CYOCTaHIMAX, BKIIOUYEHHBIX B TOCYJAapCTBEHHBIM pEECTp
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBHUH CO cTaThel 34 Hacrosiero denepaibHOTO
3aKkoHa: (B peoakyuu Pedepanvrozo 3akona om 27.12.2019 Ne 462-D3)

a) HauMeHoBaHKe (hapMalleBTHUECKON CyOCTaHIIuU, €€ CTPYKTypa, OOIIue

CBOMCTBA;
0) HAMMEHOBAHME U AJIPEC MMPOU3BOIUTEIIS;

B) TCXHOJIOTUS IIPOU3BOACTBA C OIIMCAHUCM CTaI[I/II\/JI MMPOU3BOJACTBA U MCTOAOB

KOHTPOJIAA Ha BCCX CTaAUAX IPOU3BOJACTBA,
F) OIIMCaHHC pa3pa60TKH Impounecca Mpon3BOJACTBA,

I[) OIIMCAaHHUC KOHTPOJIsA KPUTHYICCKUX CTaI[I/II\/JI IMPOU3BOJACTBA )41

IIPOMEXYTOYHOHN ITPOTYKIIUY;

€) TOKyMEHTaIbHOE TMOATBEPKIEHNE (Bajduaanusi) MPOIECCOB M (WMIM) HX

OLICHKA;
’K) CBOMCTBA U CTPYKTypa ACHCTBYIOUINX BEIIECTB;
3) XapaKTEepUCTUKA IPUMECEH;
1) cnenudukanus Ha papMaleBTHUECKYI0 CyOCTaHINIO U €€ 000CHOBAHME,

K) aHAJTUTUYECKUE METOJIUKH, UCIIOJIb3yEMbIE MTPU OCYIIECTBICHUNA KOHTPOJIS
KauecTBa (papMalieBTUYECKON CyOCTaHIINY;



J) IOKYMEHTAIbHOE MOJATBEPKJICHHUE (BAIMAALMS) aHATUTHYECKUX METOJUK,
WCIIOJIB3yeMBIX TIPU OCYIIECTBICHWH KOHTPOJIA KadecTBa (apMareBTHUIECKOM

cyOcTaHIuu;
M) pe3yJIbTaThl aHalu3a cepuil hapMarieBTUIECKON CyOCTaHITNY;

H) IepeueHb CTaHJIAPTHBIX OOpa3lOB MM BEIIECTB, HCIOJb3YEMbIX MpHU

OCYIICCTBIICHUH KOHTPOJII KA4CCTBA,

0) ONMMCAaHUE XApPAKTEPUCTUK U CBOWCTB YMAKOBOYHBIX MAaTEpHAIOB U

YKYTIOPOYHBIX CPEJICTB;
1) JaHHBIE O CTAOMIIBHOCTHU (hapMaleBTUYECKOM CyOCTaHINY;
P) CPOK TOJHOCTH;

1) B oTHOIIEHHMH (apMaLEBTUYECKUX CYOCTAaHLMM, BXOISLIMX B COCTaB
JIEKapCTBEHHOTO Tpernapara M BKJIIOUYEHHBIX B TOCYJAapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUH cO cTaThel 34 HacTosuiero denepanbHOro

3aKOHA, - KOMUS JIOKYMEHTA, COJIEPIKAIIEero CIIeIyIONIy0 HHPOPMAITHUIO:

a) HAUMEHOBaHKME (PapMalIeBTUUECKOM CYyOCTaHIIMM, €€ CTPYKTypa, oOlue

CBOMCTBA;
0) HAaMMEHOBAHKE U aJIPEC MMPOU3BOIUTEIIS;
B) pe3yJbTaThl aHaJIM3a cepuil papMaleBTUUEeCKON CyOCTaHIINM;
T') CPOK TOJHOCTH;
(Hononnenue nynkmom - @edepanvruiil 3axon om 27.12.2019 Ne 462-D3)

2) TOKyMEHT, COJEpXKaIllMi CJICAYIOMNe CBEACHHS O JIEKAPCTBCHHOM
npenapare JUisi MEIUIIMHCKOTO TIPUMCHCHHMS:

a) OIMMCAHUC M COCTAaB IJICKAPCTBCHHOI'O Ipfliapara 1 MCIUIUHCKOI'O

IIPUMCHCHUS

0) onmcanue apmareBTHIECKON pa3paboTku (000CHOBaHKE BHIOOpA COCTaRBa,

MEPBUYHOM YITAKOBKHU M UHOTO);

B) TCXHOJIOTHS IIPOU3BOACTBA C OIIMCAHNECM CTaI[PII)'I MNpOU3BOJACTBA U MCTOA0OB

KOHTPOJII Ha BCEX CTAAUAX IIPOU3BOACTBA,

F) OIMMCAHUC KOHTPOJISI KPUTHYCCKHUX CTaI[I/Iﬁ mnmponecca Ipou3BOJACTBA U

MIPOMEKYTOUYHOU MPOIYKIUU;

I[) HanMCHOBAHHC )51 anapec MECTa OCYIICCTBJIICHUA IMPOU3BOJACTBA

JICKAPCTBCHHOTI'O IIpfriapara A MCAUMIOHUHCKOI'O IMPUMCHCHUA (B cIydac HaJ M4



HECKOJIbKUX YYAaCTHHUKOB IIpoHecca nmpoun3BoACTBa HGO6XOI{I/IMO YKa3aTb KaXXJ10ro 1u3

HUX);
e) hapmarieBTHUECKasi COBMECTUMOCTD;
) MUKPOOUOJIOTUYECKUE XaPAKTEPUCTHKU;
3) MaTepHaJIbHBIN OaslaHC AJi MPOU3BOACTBA CEPUU FOTOBOTO MIPOIYKTA;

M) OTIMCAaHWE XapaKTePUCTHK U CBOMCTB YIAKOBOYHBIX MaTepUaIOB U
YKYTOPOYHBIX CPEJICTB;
K) TOKYMEHTAJIbHOE MOATBEPKACHUE (BaTuAaIMs1) TPOLIECCOB MPOU3BOJCTBA U

(W1K) UX OlEHKA,

J) TpeOOBaHUsI K KauyecTBY BCIOMOTaTeNbHBIX BEIIeCTB (cepTudukar,

CHGHI/I(i)I/IKaHI/I}I Ha BCIIOMOT'aTCJIBbHBIC BCUICCTBA U UX 06OCHOBaHI/IG);

M) AHAIINTUYCCKHUEC MCTOAUKH, UCIIOJIB3YCMBIC IIPH OCYIICCTBIICHUU KOHTPOJIA
KadyeCTBa BCIIOMOI'aTCJIbHbBIX BECUICCTB,

H) JOKYMEHTaJbHOE MOATBEPKACHHUE (BAIMAANNS) AaHATUTHYCCKUX METOIMK,
UCTIOJIb3YEMBIX TPU  OCYIIECTBICHWHW KOHTPOJSI KadecTBa BCIIOMOTATEIbHBIX

BCIIECTB;

o) uHbopmars 00  HCMOJBb30BAHUM  BCIIOMOTATEIBHBIX  BEIIECTB

YeJI0BEUYECKOT0 U JKUBOTHOTO MTPOUCXOXKICHUS;
1) uHpopMalus 00 UCTIOIb30BAHUH HOBBIX BCTIOMOTAaTEIbHBIX BEIIECTB;

p) TpebOBaHUs K KauecTBY JIEKAPCTBEHHOIO Mperaparta Il METUIIMHCKOIO
npumMeHeHus: (ceptudukar, crnenuuUKaius Ha JEKApCTBEHHBIM mpernapaT U uX

000CHOBaHUE);

C) AHAJIUTUYCCKUC MCTOAUKH, UCIIOJB3YCEMbBIC IIPHU OCYHICCTBJIICHUN KOHTPOJIA

Ka4yCCTBa JICKAPCTBCHHOI'O IIpCIiapara JJisd MCAUIIMHCKOT'O IIPUMCHCHUS ;

T) JOKyMEHTaJIbHOE TMOATBEPXKIACHNE (BaUIAINS) AHATUTHYCCKUX METOJIHK,
WCITOJIb3YEMBIX MPH OCYIIECTBICHUH KOHTPOJIS Ka4eCTBa JIEKApCTBEHHOTO Ipernapara

JUT METMIIMHCKOTO NPUMEHCHUS,

Y) PE3yJIbTaThbl AHAJIN30B CepI/Iﬁ JICKapCTBCHHOI'O mpcerapara JJIA

MEUITUTHCKOTO TPUMECHECHHS;
() xapakTeprucTUKa IPUMECEH;

X) MNEpEUCHb CTAHAAPTHBIX O6p&3L[OB, HCIIOJIb3YCMBIX IIPH OCYIICCTBIICHUUN

KOHTPOJII Ka4CCTBA JICKAPCTBCHHOT'O MIPCIiapaTta I MCIUIUHCKOTO IIPUMCHCHUS ;



H) JaHHBIC O CTaOMIBLHOCTH JICKAPCTBCHHOI'O IIpfCIiapaTta AjJd MCIUIHUHCKOI'O

MPUMCHEHUSI.
(HYacms 6 pedaxyuu Dedepanvrozo 3axona om 22.12.2014 Ne 429-D3)

6. Pazmen  ¢dapmakonornyecko,  TOKCHUKOJIOTHYECKOHW  JIOKYMEHTAIlu!
BKJIFOYaeT B ce0s OT4YeThl O pe3yibTaTaX JOKIMHWYECKHX HCCIIeIOBaHUN

JIEKapCTBEHHOTO CPEJICTBA VISl MEIUIIMHCKOTO MPUMEHEHUS, B TOM YHUCJIE:
1) oTuet 0 papMakoAMHAMUYECKHUX UCCIICIOBAHUSIX;
2) otyeT 0 papMaKOKHHETUIECKUX MCCIICIOBAHUSIX;
3) OTYET O TOKCHUKOJIOTHYECKUX UCCIICIOBAHMSIX.

(ononnenue uacmoio - @edepanvroiil 3axon om 11.10.2010 Ne 271-D3) (B
pedaxyuu Dedepanvrozo 3axona om 22.12.2014 Ne 429-D3)

7.Pazmen KIMHUYECKOW JOKYMEHTAllMM BKIIOYaeT B ce0s OTYETHl O
pe3yibTaTax KIMHUYECKUX HCCIEAOBAHMM JIEKAPCTBEHHOTO IMpemapara Jyis
MEIUIUHCKOTO IPUMEHEHUS, B TOM YUCIIE:

1) oryeTsl 00 uCCIEIOBAaHUSAX OHOJOCTYMHOCTH M OWOPKBUBAJICHTHOCTH,
UCCIICZIOBAHUAX, YCTAHABIUBAIOUINX KOPPEISALHUI0 PE3yJbTaTOB, IOJIYYCHHBIX B
YCJIOBHSIX 1n VItro u in vivo;

2) oT4eThl 0 (PapMaKOKMHETHYECKUX UCCIIEIOBAHUIX;

3) oT4eThl 0 (hapMaKOAMHAMUYECKUX MCCIICTIOBAHUSX;

4) OTYETHI O KIIMHUYECKHUX UCCIIeT0BaHUAX dP(HEKTUBHOCTH U O€30MTaCHOCTH;
5) OTYEeT O MOCTPETUCTPAITMOHHOM OTIBITE TPUMEHEHUS (TIPU HATMYUH).
(L{ononnenue uacmoio - Dedepanvusiii 3axkon om 22.12.2014 Ne 429-D3)

8. TpeboBanus k oObemy wuHPOPMAIIMK, TPEAOCTABISIEMONH B COCTaBE
PETHCTPALIMOHHOTO JIOChE, JUIS OTACIBHBIX BHJIOB JICKAPCTBEHHBIX IPEHApaToB IS
MEMIIMHCKOTO TPHMEHEHHUS YCTAaHABJIMBAIOTCS YIIOJHOMOYCHHBIM (eepaibHbIM

OpraHoM UCIOJHUTENIBHON BIACTH. ([ononnenue uyacmoio - Dedepanvhblil 3aKOH
om 22.12.2014 Ne 429-D3)

9.B OTHOmIEHWH JIEKAPCTBEHHBIX MpenaparoB, Pa3pelICHHbIX IS
MeauIuHCKoro npumeHenusi B Poccuiickoit deneparuu Oosiee 1BaalaTH JIET U B
OTHOILIEHWM  KOTOPBIX  HEBO3MOXHO  IPOBEICHHE  HUCCICAOBAHUM  UX
OMODKBUBAJICHTHOCTH (32  MCKJIIOYEHHEM  OHOJIOTHYECKHX  JIEKAPCTBEHHBIX
IpenaparoB), JOMYCKAaeTCsl BKJIOYEHHUE B COCTaB pasjesia (apMakoJIOrHUeCKOM,
TOKCUKOJIOTHUYECKOW JOKYMEHTALMU U pa3jiela KIMHUYECKON TOKYMEHTAIUU BMECTO

oTueTa pa3paboTyrKa O pe3yjbTaTaX COOCTBEHHBIX JAOKJIMHUYECKUX UCCIICIOBAHUN



JICKapCTBEHHBIX CPEJICTB M KIIMHUYECKUX MCCIIeIOBAHNH JIEKAPCTBEHHBIX MIPEMapaToOB
I METUIIMHCKOTO TpHMEHeHHWss o0030pa HaydHBIX paboT o pesysbTarax
TOKIMHUYECKMX  WMCCICOBAHUN  JIEKAPCTBEHHBIX  CPEICTB W KIMHUYCCKHX
UCCIICIOBaHMI TAHHBIX JICKAPCTBEHHBIX TIPENapaToB, B TOM YHCJIE BKIIOYAs OTBIT UX
MOCTPETHUCTPALMOHHOTO NTPUMEHEeHHUS. ([ononnenue yacmoio - Pedepanbhbili 3aKOH
om 22.12.2014 Ne 429-D3) (B pedaxkyuu Dedepanvroco 3aKoHa
om 27.12.2019 Ne 475-D3)

10. Ilpu rocyaapcTBEHHON perucTpaniy BOCIPOU3BEIECHHBIX JIEKaPCTBEHHBIX
penaparoB s MEIULMHCKOTO NMPUMEHEHUs JOIyCKAaeTCs BKIIOUEHHE B COCTaB
paznena (papMakoJOTUYECKOW, TOKCHUKOJIOTMUYECKOM JTOKYMEHTAlMM U pa3jelna
KIIMHAYECKOMW JOKyMEHTAIlMM BMECTO OT4YeTa pa3padoTuhka O pe3yJbTarax
COOCTBEHHBIX JOKJIMHUYECKUX HCCIEIOBAHUNA JIEKAPCTBEHHBIX CPEICTB 0030pa
HAy4YHBIX pabOT O pe3ylbTaTax AOKIMHUYECKUX HCCIEeNOBaHUNA pedepeHTHOro
JIEKapCTBEHHOT'O MpernapaTta U MPeACTABICHUE BMECTO KIMHUYECKUX HCCIEA0BAHUM
B MOJTHOM 00BbEME, YCTAHOBIIEHHOM Pa3JeloM KIMHUYECKOW TOKYMEHTalUU, OTYETa
O pe3ynbTarax MCCIENOBAaHUM  OHMOPKBUBAJIEHTHOCTH  BOCIHPOU3BEACHHOIO
JIEKapCTBEHHOTO TIpemapara Juisi MEAMIMHCKOro mnpumeHeHus. He tpeOyercs
MpEACTAaBICHUE OTYeTa O pe3yjibTaTaX UCCIEeI0BAaHUNA OMOIKBUBAIIEHTHOCTH
BOCITPOU3BEJICHHOTO JICKAPCTBEHHOTO Tpemnapara il MEIUIIMHCKOTO MPUMEHEHMSI,
€CIM PETUCTPUPYIOTCS BOCIPOU3BEJCHHBIE JIEKAPCTBEHHbIE Mpemaparbl s

MCIUIHUHCKOI'O ITPUMCHCHUA, KOTOPBIC!

1) npenHa3zHaveHbl Uil TAPEHTEPATLHOTO (IIOJIKOKHOIO, BHY TPUMBIIIEYHOTO,
BHYTPUBEHHOTO,  BHYTPHUIVIA3HOTO,  BHYTPHUIIOJIOCTHOIO,  BHYTPHUCYCTaBHOTIO,

BHYTPUKOPOHAPHOI'0) BBEIECHNUS U MPECTABIIAIOT COO0N BOJIHBIE PACTBOPSI;
2) npeCTaBISIOT COO0M pacTBOPHI ISl IEPOPATILHOTO MPUMEHEHHS;

3) mpousBeaeHBI B (hOpME TTOPOIIKOB WU JTUO(PUIN3ATOB AJI MPUTOTOBIICHUS
PacTBOpOB;
4) ABASAIOTCS Ta3aMu;

5) ABJIFOTCA  YIOIHBIMWA WM TJIA3HBIMU  JICKAPCTBCHHBIMU  IIPCIiapaTaMu,

POU3BEACHHBIMU B OPME BOJHBIX PACTBOPOB;

6) mpeHa3HAYEHbl JUII MECTHOTO MPUMEHEHUS M MNPUTOTOBJIECHBI B (opMme

BOJIHBIX PaCTBOPOB;

7) IpeaCTaBIAIOT COOOW BOJHBIE PAcTBOPHI ISl MCMOJIb30BaHHUS B (opme
UHTIUMI ¢ HOMOLIpI0 HeOyiaif3epa WM B KAauyecTBE HA3aJIbHBIX CIIPEEB,
IPUMEHSIEMBIX C TIOMOILBIO CXOAHBIX YCTPOMUCTB.



(Llononnenue uacmoio - Pedepanvhsiii 3axon om 22.12.2014 Ne 429-D3)

11. Ins ciyvaeB, yka3aHHbIX B MmyHKTax 1 -3, 5-7 uvactu 10 HacTosimiein
CTaTbH, BOCIPOMU3BEACHHBIM JICKAPCTBEHHbIA IIpenapar Juid MEIUIMHCKOIrO
MIPUMEHEHUS JJOJDKEH COJIEPKaTh TAKUE KE BCIIOMOTATEIbHBIE BEIIECTBA B TAKUX XKE
KOJIMYecTBaX, Kak M pedepeHTHBIA JeKapCTBEHHBIM mpenapar. Eciu cocTaBsl
BCIIOMOTATEJbHBIX BELIECTB PA3JIUYAOTCA, 3asiBUTENb JOJDKEH IPEICTaBUTh
JI0Ka3aTeabCTBa TOrO, 4YTO  HCIOJNb3yEMblE B  JAHHBIX  KOHLEHTpPALMIX
BCIIOMOTaTeIbHbIE BEIIECTBAa HE BIUSAIOT Ha 0e30macHOCTh U (Win) 3(hPEeKTUBHOCTH
JIEKapCTBEHHOI'O Ipenapara s MEIUMLUMHCKOro NpuMeHeHus. B ciyuae, ecnu
3asIBUTENIb HE MOXKET MPE/ICTABUTh TaKUE JI0KA3aTENbCTBA U (UJIM) HE UMEET JIOCTYTIa
K COOTBETCTBYIOIIMM JAHHBIM, OH JOJDKEH TMPOBECTH COOTBETCTBYIOIINE
WCCIEOBAHUS I 10KA3aTeIbCTBA OTCYTCTBUS BIMSIHUS PA3HBIX BCIIOMOTaTEIbHBIX
BEIIECTB WJIM BCIIOMOTATENbHBIX YCTPOHCTB Ha 0e30macHOCTh W (WiM)
3¢ (dEeKTUBHOCTh JIEKAPCTBEHHOTO TNperapara JUisi MEAMIIMHCKOTO MPUMEHEHHS B
COOTBETCTBUM C AKTAMH, COCTABIIAIOLIMMHU INPaBO EBpPa3suiiCKOro 3KOHOMUYECKOTO
cotoza. (/{ononnenue uacmoto - Dedepanvhuviti 3axkon om 22.12.2014 Ne 429-D3) (B
pedaxyuu Pedepanvrozo 3axona om 22.12.2020 Ne 444-D3)

12. Ilpn roCcyJ1apCTBEHHOU perucTpanuu KOMOUMHaIuu paHee
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX IIPENAPATOB ISl MEAULUHCKOTO IPUMEHEHHUS
NOMYCKaeTcsl  BKJIKOYEHHE B cocTaB  pazgena  (papMaKoJIOTHMYECKOH,
TOKCUKOJIOTUYECKOW JOKYMEHTALMU U pa3Jieia KIMHUYECKON TOKYMEHTALMU BMECTO
oTueTra pa3paboTyrKa O pe3yibTaTaX COOCTBEHHBIX JOKIMHUYECKUX UCCIIECIOBAHUN
JIEKapCTBEHHBIX CPEJICTB 0030pa HAyYHBIX PabOT O pe3yibTaTax JOKIMHUYECKUX
WCCJIEIOBaHUN PEPEPEHTHBIX JIEKAaPCTBEHHBIX MPEMapaToB, BXOISIIMX B COCTaB
KOMOWHAIIMK JIEKApCTBEHHBIX MPENapaToB, U 00 OTCYTCTBUM HUX B3aUMOJICHCTBUS B

OJIHOM JIeKapcTBeHHOUN (Qopme. ([ononnenue uacmoro - Dedepanbhvlii  3aKOH
om 22.12.2014 Ne 429-D3)

13. Ha skcnepTu3y pa3iauyHbIX JIEKapCTBEHHBIX (POPM OJHOTO U TOTO K€
JIEKapCTBEHHOI'O  @pemapara Uil  MEIULUHUHCKOIO  NPUMEHEHUs  3asBUTEIb
MPEJCTABISACT OTACIBbHBIC 3asBJICHUS W PErUCTPALMOHHBIE JOChE HA KaXIYIO
JeKkapcTBeHHyo ¢opmy. [lpu ycrnoBuu OAHOBpEMEHHOM MMOAAUM HA JKCHEPTHU3Y
OJIHOM JIEKQpCTBEHHOM (OPMBI C pPa3TUYHBIMU JO3UPOBKOW, KOHIEHTPALMEH,
00BEMOM 3asiBUTENb MPEJCTABISIET OJHO 3asBJICHUE M PETUCTPALMOHHOE JOChE C
IIPUJIOKEHUEM MAKETOB YIIAKOBOK Ha KAXKIYIO TO3UPOBKY, KaKIyI0 KOHIEHTPALHIO,

KaXIbli 00beM M KaXJ0€ KOJUYECTBO 103 B YMaKOBKE. (/Jononnenue uacmovio -
Deoepanvhvbiii 3akon om 22.12.2014 Ne 429-D3)



14. Tlpy TOCYHapCTBEHHOW peTUCTpamuu Op(aHHOTO JEKAPCTBEHHOTO
npernapaTa  3asBUTENb  NPEIACTaBiseT UHPOpPMAILUIO, HEOOXOAMMYIO IS
dbopMupoBaHus pazziena KIMHUYECKON NOKYMEHTAIMH, B 00beMe, YCTaHOBJICHHOM
YIOJHOMOYEHHBIM (hefiepaibHbIM OpraHOM HCIIOJIHUTENBHON BIacTu. ([Jononnenue
yacmoto - Dedepanvuviii 3akon om 22.12.2014 Ne 429-D3)

15.Tlpu  peructpauuu OHOJIOTHUECKOTO  JIEKAPCTBEHHOIO  Ipemapara,
IIOJIYYEHHOI'O M3 KPOBH, IUIa3Mbl KPOBHM YEJIOBEKA, B COCTABE PETUCTPALIMOHHOIO
JI0Ch€ Ha JIeKapCTBEHHBIN Mpenapart Al MEAUIIMHCKOTO IPUMEHEHHUS TOJIKHBI OBbITh

npcacCTaBJICHbI AOIMOJIHHUTCIIbHO!

1) B pa3zzgene JOKyMEHTAlldd aJIMHHHCTPATUBHOTO XapakTepa JIOKYMEHT,
cojepKamuii HHPoOpMaIKIO 0 CyOBEKTax 0OpaIIeHus TOHOPCKON KPOBU U (WIIN) €€
KOMIIOHEHTOB, O TOM, TJi¢ Oblja OCYIISCTBIICHA JOHAIMs (KPOBH U (WJIM) TIa3MbI
KpOBH), a TaKkXke JaHHbIe 00 WHQEKIMOHHBIX 3a00JIEBaHUAX, MEPEIAOIINXCS
napeHTepaIbHBIM ITyTeM, HH(OPMAITUI 0 CYyObeKTaX 00paIeHus: TOHOPCKOW KPOBH U
(W) ee KOMIIOHCHTOB, B OTHOIICHHWH KOTOPBIX OCYIIECTBIIICTCS KOHTPOJIb

JIOHOPCKOM KPOBU U (WJIM) €€ KOMIIOHEHTOB;

2)B pazgene XMMHYECKOW, (apMaleBTUUECKOM U OMOJIOTMYECKOU
JOKYMEHTALINU:

a) KpUTEPUU U CIIOCOObI 0TOOpa, TPAHCTIOPTUPOBAHUS U XPAHEHHUS TOHOPCKOU
KpPOBH U (UJIM) €€ KOMIIOHEHTOB;

0) pe3ynbTaThl UCCIICIOBAHUH OTOOPAHHBIX JOHOPCKOM KPOBH U (MJIH) TIA3MBbI
KPOBH U IYJIOB Ha Haju4yue Bo30yauTesner mHpekuuii, BkiIroyas nHbopmanum oo
UCIIOJIb30BAaHHBIX METOJMKAX HCCIEIOBAaHUM M B CiIy4ae HCCIIECIOBAHUS ITyJOB
IUTa3Mbl  KPOBH  PE3YyJbTaThl JOKYMEHTAJIBHOTO TOATBEPKIACHUS (BaJIHAAIINN)

HCIIOJIB30BAHHBIX MCTOOHUK,

B) TEXHHUUYECKHE XAPAKTEPUCTUKU YIAKOBKHU Ui 0TOOpa JOHOPCKOM KpOBU U
(un) TUIa3Mbl KPOBH, BKJIOYash MH(GOpMAIMI0 00 MCIOIb30BaHHBIX pPacTBOpax

AHTUKOATYJISTHTOB.
(L[ononnenue uacmoio - Dedepanvusiii 3axkon om 22.12.2014 Ne 429-D3)

16. Knmanueckne  uccineoBaHus — JIEKAPCTBEHHOTO — Ipenapara  JUls
MEIULUHCKOIO IIPUMEHEHHs B LEIIX €ro TOCyJapCTBEHHOW pErucTpanuu
nposogsaTcs B Poccuiickoit denepanuu B NOpsAJIKE, yCTAaHOBIEHHOM CTaThsiMu 38 - 44
HacTosmero PexnepanbHoro 3akoHa. OTY4ET O MPOBEACHHBIX HCCIEAOBAHMSIX
BKJIIOYAETCSI B COCTaB pasfeila KIMHWUYECKON JOKYMEHTALMU PETUCTPALMOHHOIO

JIOChE€ Ha JIEKAPCTBEHHBIM Ipernapar Mg MEIWLUHCKOrOo npuMeHeHus. [lns



JIEKaQpCTBEHHBIX IIPENaparoB Uil MEAULUHCKOTO NPUMEHEHHs, B OTHOILIECHUU
KOTOPBIX B PE3YJIbTATE KCIEPTU3BI JOKYMEHTOB, IIPEACTABIECHHBIX ISl OIIPENACIICHUS
BO3MOKHOCTH pacCcMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar il MEAULUHCKOrO
NpUMEHEHUsT B KadecTBe Op¢aHHOrO JIEKAPCTBEHHOrO TMpemapara, Takas
BO3MOYKHOCTh IIpU3HAaHA WU B OTHOIIEHUWU KOTOPBIX IPOBEACHBI KIMHUYECKHE
WCCIIEIOBAHUs, BBINOJHEHHbIE 3a mnpenenamu Poccuiickon denepaunu B
COOTBETCTBHM C TMpaBWJIaMHU HaJJexkalle 1abopaTOpHON MPAKTUKU U MpPaBUIAMU
HaJUIeKAIEeW KIIMHUYECKON NMPAKTUKH, JOIYCKAeTCs BKIIIOYEHUE B COCTAaB paszeiia
KJIIMHUYECKOM JIOKYMEHTallMd BMECTO OTYETa O pe3yJbTarax KIMHHUYECKUX
UCCJIENOBAaHUN JIEKAPCTBEHHOTO Ipemnapara Uil MEIULUHCKOTO IPUMEHEHHs,
npoBeleHHbIX B Poccuiickorn @enepanuu, oTdera O pe3yJibTarax KIMHUYECKUX
HCCIIeIOBAaHUM, BBITIOJTHEHHBIX 32 Tipeaenamu Poccniickoit ®enepammn. (Jononnenue
yacmoio - Dedepanvuviii 3akon om 22.12.2014 Ne 429-D3)

17.B cnyuyae HenpeacTaBiICHUS C 3asBJIEHUEM O TOCYJapCTBEHHOU
perucTpanuy JIEKapCTBEHHOI'O Mpernapara Uil MEAUIMHCKOIO MPUMEHEHHUS
JOKYMEHTOB, MOATBEPAKAAIONINX YIUIATy TOCYJapCTBEHHOW MOILIMHBI U YKA3aHHBIX
B myHKTe 10 9acTu 2 HACTOAIIEH CTAaThH, a TAK)KE BBIJABAEMBIX (IIPEOCTABIISIEMbIX )
YIOJIHOMOYCHHBIMU  (peiepanbHBIMU ~ OpPraHAMH  UCIOJHUTEIHHOM  BJIACTH
JIOKYMEHTOB (CBEJIEHUI), YKa3aHHBIX B MyHKTax 3 U 4 4acTtu 4 HACTOAIIEH CTaThH,
YIOJHOMOYEHHBIN (heepabHbIil OpraH HWCIOJHUTEIbHON BIACTH 3alpalliBacT
yKa3aHHble  JOKYMEHTbl  (CBEIEHHs) B  MOPSAKE  MEXBEIOMCTBEHHOIO
MH()OPMAITMOHHOTO B3aUMOJEUCTBUSA. (/[ononnenue yacmoio - PedepanvbHulil 3aKOH
om 22.12.2014 Ne 429-D3) (B pedaxyuu Dedepanvroco 3aKoHa
om 27.12.2019 Ne 478-D3)

18. He nomyckaercs UCMONb30BaHUE B KOMMEPUYECKUX LENSIX MH(OpMALUU O
pe3yibTaTax  JIOKJIMHUYECKHUX  HUCCIIEIOBAaHUN  JIEKAPCTBEHHBIX  CPEJICTB U
KJIIMHAYECKUX MCCIIEJOBAaHUN JIEKAPCTBEHHBIX IMpENapaToB Uil MEIUIUHCKOIO
MPUMEHEHUs, TPEJICTABICHHON 3asBUTEIEM Jisi TOCYJApCTBEHHOM PpErucCTpalvu
JIeKapCTBEHHOTO TMpernapaTta, 0e3 ero corjacus B TEUYEHHE IIECTH JIeT C JaThl
rOCy/JapCTBEHHOM pPETUCTpaluu pePepeHTHOro JIEKapCTBEHHOIo Ipernapara B

Poccuiickoii  ®enepanmu. (Jonoarnenue  uacmoio -  DedepanvbHulli  3AKOH
om 22.12.2014 Ne 429-D3)

19. lepkatenbr ~ wWinuM  BAAQAENELl  PETUCTPAIMOHHOTO  YJOCTOBEPECHUS
JICKapCTBEHHOTO  TMpemapara Ha  OMOTEXHOJOTHYECKUH  WIu  OpdaHHBIHN
JICKapCTBEHHBIN mpemnapaT 00s3aH MPEAOCTaBIATh Ha BO3ME3THOW OCHOBE OOPA3IIhI
pedepeHTHOr0  JIEKapCTBEHHOTO TMpemapara 3asBUTEISIM  JUIsl  [IPOBEACHHUS

KIIMHAYECKUX uccienoBannii. CTouMocTh oOpasmna pedepeHTHOTO JICKAPCTBEHHOTO



npernapaTa, BKJIIOYEHHOTO B TepeyYeHb >KM3HEHHO HEOOXOIMMBIX M Ba)KHEHUIIMX
JIEKapCTBEHHBIX IMPENaparoB, HE JIOJDKHA MPEBBIIATH 3apETHUCTPUPOBAHHYIO
npeleIbHYI0 OTIIYCKHYIO 1IeHY Ha pepepeHTHbIH JIeKapCTBEHHBIN Mpenapat Uil 1eHy

Ha JICKapCTBEHHBIM Npenapar B CTpaHe NPOU3BOAUTENS. (/[ononnenue uacmovio -
Deoepanvuviii 3akon om 22.12.2014 Ne 429-D3)

20. 3asgBieHME O TOCYAApPCTBEHHOW PETUCTPALMM  BOCIPOU3BEAECHHOIO
JIEKapCTBEHHOTO Tpernapara ik MEJUIIMHCKOTO MPUMEHEHUS MOXKET ObITh TIOJJaHO B
YIOJHOMOYEHHBIN benepanbHbIT opraH UCIIOJIHUTEIBHOU BJIACTH,
OCYLIECTBIISIOLIUHI FOCYJapCTBEHHYO PETUCTPALIUIO JIEKAPCTBEHHBIX MPENapaToB, 10
MCTEYCHUH YEThIPEX JIET C JaThl TOCYAApCTBEHHOM perucTpanuu pepepeHTHOro
nekapcTBeHHOro mnpemnapara B Poccuiickoit ®enepauuu. (Jonoanenue uacmoio -
Deoepanvuviii 3akon om 22.12.2014 Ne 429-D3)

21.3asBneHne O TOCYJAapCTBEHHOW  pErucTpaluy  OMOAHAIOTOBOIO
(6uomom006HOT0) JIEKapCTBEHHOTO TMpernapaTa (OnoaHaigora) MOKeT OBITh TOJIAaHO B
YIIOJIJHOMOYEHHBIN dbenepanbHbIi opraH WCTIOJIHUTEIBHOU BJIACTH,
OCYILECTBIISIIOLINN TOCY AAPCTBEHHY IO PETUCTPALIHIO JIEKAPCTBEHHBIX IPENapaToB, IO
HUCTEYCHUH TpeX JET C JAaThl TOCYAApCTBEHHON perucTpanuu pePepeHTHOro
JeKapcTBeHHOro mnpemnapata B Poccuiickoit ®enepanuu. (/Jonoanenue uacmowio -
Deoepanvuviil 3akon om 22.12.2014 Ne 429-D3)

22. JlepxaTenb ~ WAM  BIAJENEL]  PETHMCTPALIMOHHOTO  YJOCTOBEPEHUS
JICKapCTBEHHOTO TpernapaTa MpeCTaBIseT B YIIOTHOMOYCHHBIN (heepaibHbIN OpraH
WCIIOJIHUTETLHOM BJIACTH, OCYHIECTBISIFONINN (DYHKIUU 1O KOHTPOJIIO M HAA30py B
cdepe 3ApaBoOXpaHEHus], OTUYET 0 pe3yibTaTaM (papMaKkoHaI30pa OAUH pa3 B IIECTh
MECSLEB B TEYEHUE JABYX JIET MIOCJIE TOCYAAPCTBEHHON PETUCTPALIAN JIEKAPCTBEHHOTO
npenapara B Poccuiickont @enepanuu, eKeroqHo B TEUEHUE MOCIEAYIOINX TPEX JET
U B JAIbHENIIEM OJUH pa3 B IATh JIET. ([lonoanenue uacmoio - Dedepanvhbiii 3aKOH
om 22.12.2014 Ne 429-D3)

Crartbs 19. IIpunsaTHE penieHus: 0 BbIadye IKCIEPTHOMY YUPeKIeHHU 0
3aaHMS HA NIPOBEACHUE IKCIIEPTU3bI JIEKAPCTBEHHOI 0

cpeacTBa

1.B Teuenue pecsat pabouyux JHEH CO JHS NPUHATHUS 3asBICHUS O
rOCYJapCTBEHHOW PEruCTpaluu JIEKapCTBEHHOIO Mpernapara WM 3asBICHUS O
NpU3HAHUU JIEKAPCTBEHHOTO Mpernapara opdaHHBIM JIEKAPCTBEHHBIM MpernapaTom

COOTBETCTBYIOIINN YITOJTHOMOYECHHBIN (peiepanibHbIi OpTraH UCTIOJTHUTEILHON BIIACTH



MPOBOJAMUT TPOBEPKY IOJHOTHI, JOCTOBEPHOCTH M TPABWILHOCTH O(OPMIICHUS
MPEJICTABICHHBIX JOKYMEHTOB PErHCTPAIlMOHHOTO JI0OCh€ Ha JIGKApCTBEHHBIN
npernapaTr ¥ MPUHUMAET PEIICHUE O BbIJaue 3aJaHus Ha MpoBencHUe: (B pedaxyuu
®Deoepanvrozo 3akona om 30.01.2024 Ne [-D3)

1) skcmiepTH3bl  JIOKYMEHTOB,  TPEACTABICHHBIX  JUISI  OMpPEIEICHUS
BO3MOXXKHOCTH PAacCMaTpHBATh JICKAPCTBEHHBIM Tperapar i MEIUIUHCKOTO
NPUMEHEHUsT B KadyecTBE OPQAHHOTO JICKApCTBEHHOTO Tmpenapara; (B pedaxyuu
Deoepanvrozo saxona om 30.01.2024 Ne [-D3)

2) BKCHepTU3bl JIEKAPCTBEHHOTO CPEACTBA B YAacCTH JKCIEPTU3bl KauecTBa
JIEKQpCTBEHHOI'O CPEACTBA M OKCHEPTU3bl OTHOUIEHUS OXHIAEMOM TMOJb3bl K
BO3MO>KHOMY PHUCKY NMPUMEHEHUS JIEKAPCTBEHHOTO Ipernapara sl MEAUIUHCKOTO

INPUMCHCHUS

3) SKCTIEpTU3bl JIEKAPCTBEHHOTO CPEJICTBA B YAaCTH DKCHEPTH3bI KayecTBa
JIEKQpCTBEHHOI'O CPEACTBA M OKCHEPTU3bl OTHOUIEHUS OXHAAEMOM TMOJb3bl K
BO3MO>XHOMY PHCKY NMPUMEHEHUS JEKAPCTBEHHOTO Ipernapara sl MEAUIUHCKOTO
MPUMEHEHUsI B TMOPSAKE YCKOPEHHOM MPOLEAYpPhl SKCIEPTU3bI JIEKAPCTBEHHBIX
CPEACTB B COOTBETCTBUU CO cTaThel 26 HacTosiero @eaepaibHOro 3aKOHa;

4) aKCIIepTH3hl JICKAPCTBEHHOTO CPEJICTBA B OTHOIICHHWH JIEKAPCTBEHHOTO

Inpcerapara JJjisi BETCPUHAPHOT'O IIPUMCHCHU.

2. YIOMTHOMOYEHHBIN  (enepanbHbli  OpraH  UCHOJHHUTEIBHOW  BJIAcTH
HANpaBJISIET B JIMYHBIA KAOWHET HKCIEPTHOTO YUYPEKICHUS B €AUHOW CHUCTEME
MOJNKUCAHHOE YCUIIEHHOW KBATM(DUIIMPOBAHHOM IEKTPOHHOM MOAMKUCHIO 33JaHUE Ha
MPOBEJICHUE SKCIIEPTHU3, MPETyCMOTPEHHBIX YACThIO | HACTOSIIEH CTaThU, B TUYHBII
KaOWHET  3asBUTENSI B  €IWHOM  CHCTEME -  TOJIMWCAHHOE  YCHUJICHHOU
KBATM(PHUITUPOBAHHON 3JIEKTPOHHON MOAMUCHIO YBEOMJICHUE O IPUHATOM PEIICHUH
O BbIJAU€ 3aJaHusl Ha MPOBEJICHHE SKCIEPTU3, MPEITyCMOTPEHHBIX 4YacThio |
HACTOSIIIEH CTaTbU, U B Cllydae HEOOXOJMMOCTH O BblJaue€ pa3pelieHHs] Ha BBO3 B
Poccuiickyto @enepainio KOHKPETHON NapTUH, CEPUU 3aPETUCTPUPOBAHHBIX U (MIIH)
HE3apEeTUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB WM 00 OTKa3e B MPOBEACHHUU
TaKWX SKCIEPTU3 C YKa3aHHEM NPUYHMH OTKaza. (B pedaxyuu Pedepanvhoco 3aKkoHa
om 30.01.2024 Ne 1-D3)

3. B cnydae BBISBJICHHS OTCYTCTBUSI WJIM HEIOCTOBEPHOCTH HHQOpMAIIUH,
coaepKalencss B MPEJICTABICHHBIX 3asBUTEIEM JIOKYMEHTAX, YIMOJIHOMOYEHHbIN
dbenepanbHbIN OpraH UCIOJHUTEIIBHOM BIIACTH HAMPABJISET 3asIBUTEITIO MOCPEICTBOM
€ANHOTO TopTaja MWW B €ro JIMYHBIA KaOMHET B €IMHOM CcUcTeMe 3ampoc 00

yTOYHEHUW S3TON HMH(OpPMAalMU, MOIIMUCAHHBIA YCHJICHHOW KBaIU(HUIIMPOBAHHOM



AIIEKTPOHHOM MOAMHUCKHIO (J1ajiee - 3aIpoc YIOTHOMOYEHHOTO (heiepabHOro opraHa
WCIIOJHUTEIBHOM BIACTH). (B pedaxyuu Dedepanvrozo 3akona om 30.01.2024 Ne 1-
D3)

4. 3asgBuTens 00s3aH HAMPaBUTh IIOCPEICTBOM E€IWHOTO TMOpTajga B
YIIOJTHOMOYCHHBIN (hefiepaibHbIii OpTaH WCIOJIHUTEILHON BJIACTH WU B JIMYHBIN
KaOWHET YIMOJIHOMOYEHHOro (heepalbHOrO OpraHa HUCHOJHUTEIbHOW BIAcTH B
EANHOW CHUCTEeME TMOANMMCAHHBIA YCHUJICHHOW KBaTU(UIIMPOBAHHOW SJIEKTPOHHOU
MOJMUCHI0O OTBET Ha 3ampoc  YHOJHOMOYEHHOTO  (emepanbHOro  opraHa
MCIIOJTHUTENHHOM BIIACTH B CPOK, HE MPEBBILIAIONIHI IEBIHOCTAa pabOYUX JTHEH CO THS
MOJIyYeHHS] YIOJHOMOUYEHHBIM (peiepanibHbIM OpPraHOM HCIOJHUTEIBHONW BIIACTU
AJEKTPOHHOTO YBEJOMJIEHUSI O IOJYYECHHH 3asBUTENEM JaHHOro 3ampoca. Cpok,
YKa3aHHbBIW B YaCTH | HACTOAIIEH CTaTbU, IPUOCTAHABIMBAETCS CO THS HAMPABICHUS
MOCPEACTBOM €MHOIO IOpTaja UK B INYHBIA KAaOWHET 3asiBUTENS B €IMHOM crcTeMe
3arpoca ynoJTHOMOYEHHOTO (heepaabHOro OpraHa UCIIOTHUTEIBHOM BIACTH 10 JHS
HaIpaBJICHUs 3asIBUTEJIEM MOCPEACTBOM €IMHOIO MOPTajia WM B JUYHBIA KaOMHET
YIOJIHOMOUYEHHOTO (pelepaibHOTO OpraHa HCIOJIHUTEIBHOW BJIACTH B €IUHOU
cucteme otBeTa. (B pedaxyuu Dedepanvrozo 3axona om 30.01.2024 Ne 1-D3)

5. OcHOBaHUEM I OTKa3a B OpraHM3allUd SKCIEPTHU3, MPETyCMOTPEHHBIX
yacThi0 | Hacrosied CTaThu, SBJSIETCS TPEJCTABICHUE HEOOXOIUMBIX JUIs
MPOBEJICHUS MPETyCMOTPEHHBIX AKCIEPTU3 JOKYMEHTOB B HEIMOJIHOM O0BEME WU
HETIPE/ICTABIICHUE 3asBUTEJIEM B YCTAHOBJICHHBIM CpPOK OTBETa Ha 3ampoc
YIIOJIHOMOUYEHHOTO (eZepalbHOTO OpraHa HWCIOJHUTEILHON BJIACTH, a TaKXkKe
MpE/ACTAaBIICHUE JOKYMEHTOB, HE COJEpKalllUX HCUEPIBIBAIOIIETO TMEPEeUHS

HEOOXOIUMBIX CBEICHUIA.

6. [Ipn oTka3e B OpraHM3alMM SKCHEPTU3bI, MPEITYCMOTPEHHON IyHKTOM 4
yacTu | HacTosmied CTaTbd, JOKYMEHTHI, BXOJSIIME B COCTAB PErMCTPALMOHHOTO
JI0ChE Ha JICKapCTBEHHBIN Mpemnapat Il BETEPUHAPHOTO MPUMEHEHHS, MOTYT OBITh
BO3BPAILECHBI 3asBUTEII0 HA OCHOBAaHUHU €r0 3alpoca, MOANUCAHHOTO YCHUJIEHHOU
KBaJIM(UIUPOBAHHON SJIEKTPOHHOM MOJNMCHI0 W HAIMPABJIEHHOTO MOCPEACTBOM
€IMHOI0 TIOpTajia B yIOJIHOMOUYEHHbIN (pesiepanbHbli OpraH UCHIOJHUTEIBHON BIACTU
WIN JUYHBIA KaOMHET YIMOJHOMOUYEHHOTO (peiepajbHOrO OpraHa HCIOJHUTEIbHOU
BJIACTH B €AMHOW CUCTEME, B TE€UCHHE TPUIUATH padOuyuX JHEH CO JHS NPUHATUS
YIOJIHOMOUYEHHBIM (heJIepalIbHbIM OPraHOM HCIIOJHUTENILHONW BIIACTH pEIICHUs 00
OTKa3e B OpPraHMU3alli{ TaKOW AKCIEPTU3bI. Y TOTHOMOYCHHBIN (efepalbHbIi OpraH
WCIIOJIHUTETIbHOM BIACTH BO3BPAIIAET 3asBUTEIIO YKAa3aHHBIE IOKYMEHThI B TEUCHUE

JACCATHU pa60‘—II/IX JHEH co AHs  TMOJIYYCHHUSI  COOTBCTCTBYIOIICTO  3aIIpoOcCa



3asBuTeNs. ([onornenue uyacmoro - Dedepanvuviii 3akon om 02.08.2019 Ne 297-
@3) (B peoaxyuu @edepanvrozo 3akona om 30.01.2024 Ne [-D3)

(Cmamws 6 pedaxyuu Pedepanvrozo saxoua om 22.12.2014 Ne 429-D3)

Cratbs 20. DkcnepTu3a JOKYMEHTOB, IPeICTABJICHHBIX JJIs
omnpe/eJeHus1 BO3MOKHOCTH PACCMATPUBATH JIEKAPCTBEHHbIH
npenapar Uit MeAMIMHCKOI0 PUMEHEeHUs! PU
OCYILIECTBJICHUM IOCYAaPCTBEHHOM perncTpanum B KayecTse
op¢aHHOrO JIeKAPCTBEHHOI'0 Mpenapara

I. Dkcneptu3a  JIOKYMEHTOB,  MPEACTABICHHBIX IS OMNPEICIICHUs
BO3MOKHOCTH PacCMaTpuBaTh JIEKQPCTBEHHBINM TMpemapar Jisi MEAUIMHCKOIO
NMPUMEHEHHUSI TIPU OCYIIECTBICHUU TOCYJAApPCTBEHHOM PETUCTPALlMM B KAdyeCTBE
op(aHHOTO JIEKapCTBEHHOTO TMpernapara, COCTaBICHHE KOMHUCCHEH OSKCIEpTOB
3aKJIFOYEHHS] O BO3MOYKHOCTH MJIM HEBO3MOYKHOCTH PacCMaTpUBATh JIEKAPCTBEHHBIN
npenapar sk MEIUIUHCKOTO MPUMEHEHUS NIPU OCYUIECTBIEHUN TOCYapCTBEHHOU
perucTpaiyd B KadecTBe op(aHHOTO JEKApCTBEHHOTO Mperapara W HalpaBiICHHE
JAHHOTO 3aKJIIOUEHHUS B YIMOJHOMOYEHHBIN (pefepaibHblii OpraH MUCIOJHUTEIHHOM
BJIACTH OCYIIIECTBIISIOTCS B CPOK, HE MTPEBHIIAIOIIANA TPUAATH pabovnX JHEH CO THS
MOJTYYCHHSI KCIIEPTHBIM YUPEKICHUEM 3aJJaHusl YIOJHOMOYECHHOTO (henepabHOro
opraHa HCIIOJTHUTEILHON BIIACTH M B JJIEKTPOHHOW (opMe WM Ha OyMaKHBIX
HOCHUTEJSX HEOOXOUMBIX JOKYMEHTOB, YKa3aHHBIX B IMyHKTax 1, 2, 5, 6, 10 yacTtu 4
v B yactu 7 ctatbu 18 Hactosiero deaepanbHOro 3aKoHa.

2. JIOKyMEHTBI, COACPKAIIUECS B PETUCTPALIMOHHOM JOChE Ha JIEKAPCTBEHHbBIN
npenapar ¥ NOCTYNUBIINE HA OYMa)KHBIX HOCUTENSIX B SKCIEPTHOE YUPEXKICHUE IS
OCYIIECTBIICHUSI MX JKCIEPTU3bI Ul ONPENEIICHUS BO3MOXXHOCTH paccMaTpuBaTh
JIEKapCTBEHHBIN MpernapaT sl MEAULIMHCKOTO MPUMEHEHHs B KauecTBe Op(paHHOTrO
JIEKapCTBEHHOT'O IIpenapara, mo/jieskaT BO3BpaTy B YIIOJIHOMOUYEHHBIN (eepaabHbIii
OPTaH UCIOJIHUTEIBHOU BIACTH OAHOBPEMEHHO C 3aKIIOUYECHUSIMU COOTBETCTBYFOIINX

AKCIIEPTH3.

(Cmamuws 6 pedaxyuu Dedepanvroco 3axona om 22.12.2014 Ne 429-D3)

Crartbs 21. Peienue 0 BO3MOKHOCTH PACCMATPUBATh JIEKAPCTBEHHbIN

npenapar npH ocylecTBJIeHHH IOCyIapCTBEHHOM



perucTpanum B KauecTse Op(paHHOro JeKapCTBEHHOT0

npenapara

1. B cpok, He mUpeBBIMIAIMUNA MATH padouYMX JHEH €O JHS TOJTY4YEHUs
3aKJIFOYEHMS], YKa3aHHOTO B yacTu | cratbu 20 Hactosmero denepanbHOro 3aK0Ha,
YIOJHOMOYEHHBIN (heiepaIbHbI OpraH HMCIOJTHUTEIBHONH BIIACTH OCYIIECTBIISET
OIICHKY IMOJYyYE€HHOTO 3aKJIIOUYEHHUS JIJIsl ONIPEACIICHHS €r0 COOTBETCTBUS 3aJaHUI0 HA
MPOBEJICHUE COOTBETCTBYIOLIEH OSKCHEPTU3bl M  YBEAOMJIISICT 3asBUTENS B
ANIEKTPOHHON QopMe mwin Ha OyMa)KHOM HOCHUTENIE O pe3yJbTaTax MpPOBEICHHOM
AKCIIEPTU3bl C MPUJIOKEHUEM KOMHH JKCHEPTHOTO 3aKIIOYEHHUS (C COXpaHEHHEM
KOH(HUICHIIMATBHOCTH HWH(POPMAIMA O COCTaBE OJKCIEPTHOM KOMHUCCHH) H O
BO3MOYKHOCTH WJIM HEBO3MOKHOCTH paccMaTpUBaTh JICKAPCTBEHHBIN Mpenapar AJis
MEIUIUHCKOIO MPUMEHEHUS MPU OCYILECTBIEHUH TOCYAAPCTBEHHON PETUCTpalluu B

KauecTBe OpaHHOTO JICKAPCTBEHHOTO ITperapara.

2.1lpu BBIHECEHMHM KOMMCCHEH OHKCIEPTOB 3aKIIOYEHUS O BO3MOYKHOCTHU
paccMaTpuBaTh JIEKAPCTBEHHBIM Mpenapar il MEIUIMHCKOTO MPUMEHEHHS IpU
OCYIIECTBICHHUH TOCYJIapCTBEHHOM perucrpalu B  KadecTBe Op(aHHOTO
JIEKapCTBEHHOI'O npenapara YIIOJTHOMOYEHHBIN (benepanbHbIit opraH
WCIIOJIHUTEIBHOM BJIACTU B CPOK, HE MPEBBIIAIOMINNA NATH padouyux JHEW CO JIHSA
MOJYYEHHs] JTAHHOTO 3aKIFOUYCHHS, MPUHUMAET PEIICHHE O BbIJAYe 3aJaHHUs Ha
MPOBEJICHUE OSKCIEPTU3bl KAyeCTBa JIEKAPCTBEHHOI'O CPEICTBA M HKCIEPTHU3bI
OTHOILIECHMS]  OXKUAAEMOM  TOJB3bl K  BO3MOXKHOMY  PHUCKY  IPUMEHEHHS
JIEKapCTBEHHOI'O IIpenapara Jyisi MEAUIMHCKOTO PUMEHEHUS B OPSIKE YCKOPEHHOM
MPOLEAYPhl IKCIEPTU3HI JIEKAPCTBEHHOTO CPEJICTBA B COOTBETCTBUU CO CTaTheil 26
Hacrosero deneparbHOro 3aKOHA.

3.B cnywyae mOpUHATHS pEHIEHUS O HEBO3MOXXHOCTH pPaccMaTpuBaTh
JIEKapCTBEHHBIN Mpenapar A MEAUIUHCKOTO MPUMEHEHUsI MPHU TOCyAapCTBEHHOM
pErucTpanuy B KauecTBe ophaHHOTO JIEKAPCTBEHHOTO Mpernapara yIoJIHOMOYEHHBIH
denepanbHblii  OpraH  HUCIOJHUTEIBHOM  BJIACTU  MpEKpallaeT  Mpoleaypy
rOCYJIapCTBEHHOM PETUCTPALMM JIEKAPCTBEHHOr'O IMperapara. 3asBUTEIb BIPABE
o0OpaTUThCS. B PETUCTPUPYIOUIUN OpraHn C 3asBIEHHEM O TOCYJapCTBEHHOU
perucTpanny yKa3aHHOTO JIEKAPCTBEHHOT'O MpernapaTa B COOTBETCTBUHU CO CTaThel 18

HaCcTOAmCTO CDez[epaanoro 3aKO0Ha.

(Cmamws 6 pedaxyuu Pedepanvrozo 3axoua om 22.12.2014 Ne 429-D3)

Cratbs 22.



(Cmamus ympamuna cuny - @Pedepanvubiii 3axon om 22.12.2014 Ne 429-D3)

Cratbs 23. DKcnepTH3a Ka4ecTBa JEKAPCTBEHHOI0 CPeICTBA U
IKCIEPTU32 OTHOLIEHHUS 0:KMIAeMOM MO0JIb3bI K BO3MOKHOMY
PHUCKY NpHMMeHEeHNs JIeKapCTBEeHHOI0 mpenapara ajis

MEIUIHUHCKOTO ITPUMEHCHUSA

1. DkcnepTHU3a KauecTBa JIEKAPCTBEHHOI'O CPEJCTBA U SKCIEPTHU3a OTHOLICHUS
0’KHMJIa€MOM MOJIb3bl K BOBMOXXHOMY PUCKY MPUMEHEHHUS JIEKAPCTBEHHOTO IIpenapara
IUISL MEUIMHCKOTO IPUMEHEHHUSI, COCTABJIEHNE KOMUCCUSIMU 3KCIIEPTOB 3aKJIFOUEHUN
[0 pe3yibTaTaM IPOBEACHHBIX OSKCIEPTU3 U HANPABICHHE ASTUX 3aKIHOYEHUI,
MOJAMUCAHHBIX YCUJIEHHBIMHU KBAJM(DUIIMPOBAHHBIMH DJIEKTPOHHBIMU TOJITUCSIMU, B
JUYHBIA KAOMHET YIIOJTHOMOYEHHOTO0 (heIepaIbHOTO OpraHa UCIIOJIHUTEIBHOM BIaCTH
B €JIMHON CUCTEME OCYIIECTBIISIIOTCS B CPOK, HE MPEBBIIIAIONINI CTa IECSITH paboyux
JHEHN cO JTHS HAIpAaBJICHUS B JIMYHBIN KaOMHET 3KCIIEPTHOTO YUPEXKACHUS B €AUHOU
CHCTEME COOTBETCTBYIOILIETO 3a/JaHusl YIMOJIHOMOYEHHOTro (eaepaibHOro opraHa

MCTIOJTHUTENLHOM BJIACTU U HEOOXOAUMBIX JOKYMEHTOB. (B pedaxyuu @edepanvroco
3axona om 30.01.2024 Ne [-D3)

2.B Tedenuwe pAeBSHOCTAa JHEW CO JHA TOJYYEHHUS YIOJIHOMOYECHHBIM
denepanbHBIM OpraHOM HCIIOJHUTEIBHON BIACTH YBEIOMIICHUSI B AJIEKTPOHHOMN
dbopMe O TIONyYEHUH 3aABUTENEM pEIIEHUS O TPOBEICHUHU OSKCIEPTH3,
MPEAYyCMOTPEHHBIX YacThi0 | HacTOSIIEH CTaTbM, 3asBUTEIb NPEACTaBISAET B
AKCIIEPTHOE YUPEKIACHHUE ISl MPOBEACHUS IKCIIEPTU3bI Ka4eCTBa JIEKAPCTBEHHOTO
cpenctBa oOpasiibl JEKapCTBEHHOTO Mpemnapara i MEAUIIMHCKOTO MPUMEHEHUS,
MPOU3BEJICHHOTO B COOTBETCTBUU C TPEOOBAHUSAMH OIBITHO-TIPOMBIIIJIEHHOTO H
(W)  TPOMBINUICHHOTO  PErJIaMEHTOB,  YTBEPKICHHBIX  PYKOBOAHUTEIIEM
MIPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB, @ TAKKE€ B COOTBETCTBYIOLIUX CIIydasx
oOpasubl  (papManeBTUYECKONW CyOCTaHIMM, TECT-IITaMMa MHUKPOOPTaHU3MOB,
KYyJbTYpbl KIJIETOK, OOpa3lbl BEHIECTB, MPUMEHSEMBIX /JIsi KOHTPOJS KauecTBa
JIEKapCTBEHHOT'O CPE/ICTBA IyTEM CPaBHEHMSI C HUMU UCCIIETyEeMOro JIEKApCTBEHHOTO
CpeacTBa, crenupuUecKre peareHTbl, HeOOXOAUMbIEe Ul MPOBEACHUS WCIBITAHUN
0o0pa3loB JIEKAPCTBEHHBIX IMpenapaToB, B KOJIMYECTBAX, HEOOXOJUMBIX s

BOCIIPOU3BEJCHUS METOJIOB KOHTPOJISI KauecTBa. (B pedakyuu DedepanbrHoco 3aKoHa
om 30.01.2024 Ne 1-D3)

3.1lpy  monmydenmum  oOpa3lOB  JICKQpPCTBEHHOTO  Tpemapara |

(bapmaleBTUYECKON CyOCTaHIIMU SKCIEPTHOE YUpEXKICHUE HANpaBISET B JIMYHBIN



KaOWHET 3asBUTEIISA B IMHON CUCTEME YBEAOMJICHHE, TIOITBEPIK/IAIOIICE MTOTyICHUE
yKa3aHHBIX 00pasIoB. (B pedaxyuu Dedepanvroeo 3axona om 30.01.2024 Ne [-D3)

4. Yka3aHHbId B 4YacTH 2 HACTOALIECW CTAaTbH CPOK JUISl MPEACTABICHUS
3asgBUTENEM OOpa3LOB JIEKAPCTBEHHOIO IIpermapata M (papMaleBTUYECKOU
cyOCTaHIIMM HE BKIIIOYAETCS B CPOK IMPOBEACHUS SKCIEPTHU3, MPETyCMOTPEHHBIX

gyacThto 1  Hactosmedr  crathu. (B pedaxkyuu  DedepanvHoeo  3aKoHa
om 30.01.2024 Ne 1-D3)

5. (Hacmo ympamuna cuny - @edepanvruiii 3akon om 30.01.2024 Ne [-D3)
(Cmamws 6 pedaxyuu Pedepanvrozo 3axona om 22.12.2014 Ne 429-D3)

Cratbs 24. JkcnepTH3a Ka4ecTBa JEKAPCTBEHHOT0 CPeCTBA H
IKCNEPTU3A OTHOLIEHHUS 0KHIaeMOM MO0JIb3bI K BO3MOKHOMY
PHUCKY IPpMMEHEeHNs JIeKapCTBEeHHOI0 mpenapara Jjs

BETEePUHAPHOI0 NPUMEHEHHSA

1. DkcnepTu3a KauyecTBa JIGKAPCTBEHHOTO CPEACTBA U SKCIIEPTU3a OTHOIICHUS
0’KHJIa€MOH TIOJIB3bI K BOBMOKHOMY PUCKY TIPUMEHEHHS JIEKAPCTBEHHOTO TIpernapara
JUISE  BETCPUHAPHOTO TPWMEHEHHS, COCTABICHHE KOMHCCHSIMH  DKCIEPTOB
3aKIIIOUEHUN MO pe3yJbTaTaM YyKa3aHHBIX OJKCIEPTU3 W HalpaBlIeHHE TaKUX
3aKJIIOYEHUN B JJIGKTPOHHOW (opMe B YHOJHOMOYEHHBIN (eaepanbHblil OpraH
WCTIOJTHUTEIILHOM BJIACTH OCYIIECTBIISIOTCS B CPOK, HE MPEBBIIIAOIINAN CTa JACCATH
paboumx JTHEH O JTHS MOTYICHHS SKCIIEPTHBIM YUPEXKICHUEM B JJICKTPOHHOH opme
3aJ]laHUsl  YIOJHOMOYEHHOTO (peepaabHOro OpraHa HCIOJHUTENBHON BIACTH C
JOKYMEHTaMH, yKa3aHHbIMH B 4acTu 3 ctatb 17 HacTosmiero denepaibHOTO
3aKkoHa. (B pedaxyuu  gedepanvuvix  3axonos  om 22.10.2014 Ne 313-D3,
om 13.07.2015 Ne 241-D3, om 30.01.2024 Ne 1-D3)

2. B Teuenue tpuanaTi pabouux THEH CO JHS MOTYYEHUS YIIOTHOMOYCHHBIM
(denepalbHBIM OPTaHOM HCIIOJHUTEIBHONW BJIACTH YBEAOMJICHUS B JJECKTPOHHOU
dbopMe 0 TOJIydeHUHU 3asBUTEJIEM PEIICHHUS O MPOBEJACHUU yKa3aHHBIX B 4acTu |
HACTOSIIEN CTaThbU AKCIIEPTU3 3asIBUTENb MPEJICTABISAECT B AIKCIEPTHOE YUPEKICHUE
JUISL TIPOBEACHUS DKCIEPTU3bl KayecTBa JIEKAPCTBEHHOI'O CPEJCTBA 0Opa3libl
JIEKapCTBEHHOIO TIpernapara JJjisi BETEPUHAPHOTO NPUMEHEHHUS, TPOU3BEICHHOTO B
COOTBETCTBHHM C TPEOOBAHUSIMH TEXHOJOTHYECKUX PETIAMEHTOB, YTBEPKIECHHBIX
PYKOBOAUTENEM  IPOU3BOAUTENS  JIEKAPCTBEHHBIX  CPEACTB, a TaKXe B

COOTBCTCTBYIOIIHUX CIy4dYasaX TCCT-IHTAMMbI MHUKPOOPIraHMU3MOB, KYJIbTYPbI KJIICTOK,



oOpasibl (hapmareBTUYECKON cyOcTaHIIMM, 00pasibl BEIIECTB, MPUMEHSIEMBbIC IS
KOHTPOJISI Ka4ecTBa JIEKAPCTBEHHOTO CPECTBA, B KOJUYECTBAX, HEOOXOIUMBIX IS

BOCITPOU3BEICHUS METOIOB KOHTPOJISI KauecTBa. (B pedakyuu ghedepanvHulx 3aKoHO8
om 02.08.2019 Ne 297-@D3, om 30.01.2024 Ne 1-D3)

3.1lpu  momyueHun  oOpa3LOB  JIEKAPCTBEHHOIO  Ipemapata U
(apmaneBTUYECKON CyOCTaHLIMM SKCIEPTHOE YUYPEXKJCHHWE B JIEHb MOJIY4YeHUs
o0pa3llOB  HampaBisieT B DJEKTPOHHOM (QopMme 3asBUTENIO  YBEIOMIICHUE,

HOJTBEPKIAIONIEE MOTyYeHHE YKa3aHHBIX 00pa3loB. (B pedakyuu Pedepanvroco
3axona om 30.01.2024 Ne [-D3)

4. Yka3aHHbIH B 4YacTH 2 HACTOAIIECW CTAaTbU CPOK ISl NPEACTABICHUS
3asgBUTENEM OOpas3lOB JIEKAPCTBEHHOIO IIpermapata M (papMaleBTUYECKOU
CyOCTaHIIMM HE BKJIIOYAETCA B CPOK IPOBEICHUS JKCIEPTHU3, MPETyCMOTPEHHBIX

yacTet0o |  Hacrosimedl — cratbu. (B pedaxyuu  Dedepanvrnoco  3aKoHa
om 30.01.2024 Ne 1-D3)

5. (Hacmov ympamuna cuny - @eodepanvuvii 3akon om 30.01.2024 Ne 1-D3)

Cratb 25. IloBTOpHOE NPOBeIeHNE IKCIEPTH3bI JIEKAPCTBEHHBIX
CpelCcTB

(Haumenosanue 6 peoakyuu @edepanvrozo 3akona om 22.12.2014 Ne 429-
D3)

1. B ciyyasix HeoCcTaTOUHOM 0OOCHOBAHHOCTH WJIM HETIOJHOTHI 3aKJIFOUCHUS
KOMHCCHH SKCTIEPTOB, HATMYUS B HEM MPOTUBOPEUUBHIX JAHHBIX, (aTbCUPUKAINH
BBIBOJIOB IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA, COKPBHITUS OT YIMOJHOMOYEHHOTO
(dbeneparbHOTO OpraHa HUCIOJTHUTEIBHON BJIACTH OCHOBAHHWM Il OTBOJA JKCIEpTa
BCIIEZICTBUE €TI0 3aMHTEPECOBAHHOCTH B  PE3yibTaTaXx COOTBETCTBYIOIICH
OKCTIEPTHU3bl, HAJWYHSA JAaHHBIX O MPSIMOM JHOO KOCBEHHOM BMEMIATEIhCTBE B
MIPOIIECC COOTBETCTBYIONIEH SKCIIEPTU3HI JIUII, HE YYACTBYIOIINX B €€ MPOBEACHUH, HO
OKa3aBIIMX BIUSHUE HA MPOIECC U PE3YJIbTaThl €€ MPOBEACHUS, YIIOTHOMOYCHHBIM
(dbenepadbHBIM  OPraHOM  HWCIOJHUTEILHOM BJIACTHM HA3HAYaeTCs TMOBTOpPHAS

AKCIIEPTHU3A JIEKAPCTBEHHOT'O CPEJICTBA U (WJIM) ATUUECKas dKcepTusa. (B pedaxyuu
@Deoepanvrozo saxona om 22.12.2014 Ne 429-D3)

2. [ToBTOpHAs 3KcHepTHU3a JIEKAPCTBEHHOTO CPEACTBA MPOBOIAUTCS C YUETOM
pe3yibTaTOB paHee IMPOBEJACHHONW OKCIEPTU3bl B  CPOK, YCTAHOBJICHHBIN

YIIOJTHOMOYCHHBIM (I)GIIGpEUIBHLIM OpraHomM WCIIOJTHUTEIBHOM BJIAaCTH M HE



NPEBBIIIAIOIINNA TPUALIATH paboyux JAHEW CO JHA TOJNy4YeHHUsS SKCIEePTHBIM
yUpeXJIEHUEM B JIMUYHOM KaOWHETe B €IUHOW CHCTeME 3aJaHHs Ha MpPOBEICHHE
MOBTOPHOM 3KCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, IMOANMCAHHOTO YCHUJICHHOU

KBATH(PHUITUPOBAHHON AJIEKTPOHHOM MOAMHUCHIO. (B pedakyuu ¢hedepanbhvix 3aK0HO8
om 22.12.2014 Ne 429-@D3, om 30.01.2024 Ne 1-D3)

3. ®uHaHCcOBOE OOecTieueHUE BBHITIONHEHHUS 3aJaHWs Ha TPOBEICHHE
TIOBTOPHOM SKCIIEPTU3BI JICKAPCTBEHHOTO CPEACTBA HE OCYIECTBIISIETCS. (B pedarkyuu
Deoepanvrozo saxona om 22.12.2014 Ne 429-D3)

Cratbs 26. YckopeHHas1 mpouexypa 3KCIePTH3bI JIeKAPCTBEHHbIX
CpeACTB

1. YckopenHass npoueaypa 3KCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB B LIEISAX
rOCyJapCTBEHHOW pPETUCTpalMi JIEKAPCTBEHHBIX IPENapaToB MPUMEHSETCA B
OTHOIIIEHUU Op(aHHBIX JEKAPCTBEHHBIX MPENaparoB, MEPBBIX TPEX JIEKAPCTBEHHBIX
npenapaToB, peructpupyeMsix B Poccuiickon  ®enepauuu B KayecTBE
BOCIIPOM3BEJAEHHBIX  JICKAPCTBEHHBIX  MPENApaToB, OYEPEIHOCTb  KOTOPBIX
OnpeaenseTcss B COOTBETCTBUM C HOMEPOM M JATOM BXOJSAIIMX 3asBICHUM O
rOCYJIapCTBEHHOM PETrUCTpPAlMK JIEKAPCTBEHHBIX MPENaparoB B paMKax OIJHOTO
MEKIyHapOJIHOTO HEMAaTEHTOBAHHOIO HAMMEHOBAHMS JIEKAPCTBEHHOI'O IIpenapara
WJIY TPYIIIMPOBOYHOTO HAUMEHOBAHUS JIEKAPCTBEHHOIO Mpenapara, JIEKapCTBEHHbBIX
MpenapaToB JUisi BETEPUHAPHOIO INPUMEHEHUS, NMPEIHA3HAUYCHHBIX JUIS JICUCHUS
JIOMAIIIHUX JKUBOTHBIX, OTMpeaeieHHbIX DenepaqbHbIM 3aKOHOM OT 27 aexadps
2018 roma Ne 498-d3 "O6 0TBETCTBEHHOM OOpAaIIeHUH C )KUBOTHBIMU U O BHECEHUU
W3MEHEHHI B OTIENbHbIE 3aKOHOAATeNbHbIE akThl Poccuiickoin ®enepauuu’, u
3apEruCTPUPOBAHHBIX B KAUYECTBE JICKAPCTBEHHBIX IMPENApPaTOB JIs1 MEAUIMHCKOTO
MPUMEHEHUS, U JIEKAPCTBEHHBIX IPENapaToB, MPEIHA3HAYECHHBIX HCKIIOYUTEIBHO
JUTSl IPUMEHEHHUS HECOBEPIIIEHHOJIETHUMU TpaXkaaHaMH. (B pedakyuu gpedepanvrulx
3aKOHO8 om 22.12.2014 Ne 429-@3, om 13.07.2015 Ne 241-PD3,
om 28.04.2023 Ne 171-D3)

2. YcKkopeHHas mpouLeaypa 3KCHEPTHU3bl JEKAPCTBEHHBIX CPEJICTB B ILENAX
rOCyJapCTBEHHOW PEruCTpallii JIEKAPCTBEHHBIX IPenapaTroB HE MNPUMEHSETCS B
OTHOLIEHUHU:

1) 6uoaHamoOTrOBHIX (6o TI0OHBIX ) JIEKapCTBEHHBIX npenaparoB
(bnoananoron);



2) pedepeHTHBIX JICKApPCTBEHHBIX MPENapaToB (3a HCKIIOUYeHHEeM Op¢aHHBIX

JIEKapCTBEHHBIX MPENapaToB);

3) BOCTIpOM3BEICHHBIX JIEKAPCTBEHHBIX MIPENapaToB (3a HCKIIOUYCHUEM ITEPBBIX
Tpex peructpupyembix B Poccurickor denepanuy B Ka4eCTBE BOCIPOU3BEICHHBIX
JIEKApPCTBEHHBIX TIpErapaToB M JICKAPCTBEHHBIX TMpernapaToB, MpeaHA3HAYCHHBIX
WCKJTFOYUTEIBHO TSI IPUMEHEHHSI HEeCOBEPIIICHHOJICTHUMHU TpakJIaHaAMHU, a TaKkKe
JIEKaQpCTBEHHBIX  MpenaparoB, MPEIHA3HAYEHHBIX JUIA JICYEHUs JIOMAaIlHUX
KUBOTHBIX, oOMpeneaeHHbIXx @DenepalibHbiM 3akoHOM 0T 27 nekabps 2018 roga
Ne 498-D3 "O6 0TBETCTBEHHOM OOpAIIEHNUH C )KUBOTHBIMU M O BHECEHUH N3MEHECHUI
B  OTACJNbHBIE  3aKOHOJATENbHbIE  akThl  Poccuiickoit ~ ®enepauuu’, u
3apETUCTPUPOBAHHBIX B KAYECTBE JICKAPCTBEHHBIX TMPEMapaToB I MEIUITMHCKOTO
npuMmeHeHus); (B peoakyuu @edepanvrozo 3akona om 28.04.2023 Ne 171-D3)

4) HOBBIX ~KOMOMHAIM{  3aperuCTPUPOBAHHBIX paHEE  JIEKAPCTBEHHBIX

Mpenaparos;

5) JeKkapCTBEHHBIX  MpenapaToB,  3apeTUCTPUPOBAHHBIX  paHee,  HO
MPOU3BEJICHHBIX B APYTHX JIEKAPCTBEHHBIX ()OpMaxX B COOTBETCTBHM C TEPEUHEM

HAaMMEHOBAaHUM JIEKaPCTBEHHBIX (DOPM U B HOBOU JO3UPOBKE;

6) JeKapCTBEHHBIX  MpEMmapaToB  JUII  MEAUIMHCKOTO  MPUMEHEHUs,
rocyJapCTBEHHAs PErUCTpallvs KOTOPhIX OTMEHEHA, IPU UX PETUCTPAIIUU B KAUeCTBE
JIEKapCTBEHHBIX IpenapaToB Uil BETEPUHAPHOTO MpUMEHEHUus. ([lononnenue
nyHkmom - @eodepanvroiil 3axkon om 28.04.2023 Ne 171-D3)

(Yacmo 6 peoaxyuu Dedepanvroeo 3axona om 22.12.2014 No 429-D3)

3. YckopeHHast mpoleaypa 3KCIepTU3bl JICKAPCTBEHHBIX CPEICTB MPOBOIUTCS
[0 PEUICHUIO COOTBETCTBYIOIIETO YINOJHOMOYEHHOTO (henepasbHOro oOprasHa
UCIIOJTHUTEIHOM BJIACTM HA OCHOBAaHHUM 3asBIICHUs 3asBUTENII B CPOK, HE
MPEBBIILIAIOMINNA BOCBMUJECATH pabounx aHer. [Ipu sTom skcnepTrsa JOKyMEHTOB,
COACPKAIIMUXCA B PErUCTPAlMOHHOM [JIOCh€ Ha JIEKAPCTBEHHBIM IIpemnapar,
IIPOBOJUTCS B CPOK, HE MPEBBIIAIONINI IeCcATH pabouMX JHEH, IKCIIEPTU3a KauecTBa
JIEKAPCTBEHHOI'O CPEACTBA W OKCIEPTH3a OTHOIICHUS OXHUAAEMOM TOJIb3bl K
BO3MOKHOMY PHCKY MPUMEHEHUS JIEKAPCTBEHHOIO ITpenapaTa MpoBOASATCA B CPOK, HE
MPEBBIMIAIOMINNA MECTUECATH pabounux nHEH. (B pedakyuu PedepanvHozco 3aKoHA
om 22.12.2014 Ne 429-D3)

31 (lononnenue wuacmoio - @edepanvuoviti  3axon  om 22.12.2014 Ne 429-
D3) (Vmpamuna cuny - @edepanvuwiii 3axkon om 30.01.2024 Ne [-D3)



4. YckopeHHas Tpoleaypa SKCIEPTU3bI JIEKaPCTBEHHBIX CPEJCTB MPOBOJIUTCS
B TIOPSIIKE, YCTAaHOBJIEHHOM cTaThsiMu 17, 19, 20, 23 u 24 nacrosimero @eaepaibHOro
3aKOHA, W HE O3HAYaeT CHIDKCHHMsI TpeOOBaHMN K O€30MaCHOCTH, KauyeCTBY H

3¢ (HEKTUBHOCTH JIEKAPCTBEHHBIX MpemnapartoB. (B pedakyuu Pedepaivioz2o 3aKoHa
om 30.01.2024 Ne 1-D3)

Crarbs 27. PemieHne 0 rocy1apCTBeHHOI PerucTpanuy JeKapCTBEHHOT 0
npenapara

1. B cpok, He mpeBBIIAONUN JeCATH pabodynx IHEH CO JHS TOydCHUS
3aKIIOYEHU KOMMCCHM SKCIEPTOB IO pe3yibTaTaM dSKCHEPTHU3bl KauyecTBa
JIEKapCTBEHHOI'O CPEACTBA M OKCHEPTU3bl OTHOLIEHUS OXHUAAEMOM TMOJb3bl K
BO3MO>KHOMY PHCKY NPHUMEHEHUs JIEKAPCTBEHHOTO IpENapara, COOTBETCTBYOINI
YIOJIHOMOYEHHBIN (peliepanbHblii OpraH HMCHOJHUTEIBHOM BiacTH: (B pedaxyuu
Deoepanvrozo 3axona om 22.12.2014 Ne 429-D3)

1) OCYHICCTBJISICT OICHKY 3aKJIIOYSHUM KOMUCCUH OKCIICPTOB JIsI OIIPCACIICHUA

COOTBETCTBHSI 33/IaHUIO Ha MMPOBEJICHUE ITUX dKcTepTh3; (B pedaxyuu Pedepanvrozo
3axona om 30.01.2024 Ne [-D3)

2) IpUHUMAET PEUIEHUE O TOCYJAapPCTBEHHOM PErHCTpanuy JIEKAPCTBEHHOIO
npernapara wid 00 OTKa3e B TOCYJapCTBEHHOM pPETUCTpalluu JIEKapCTBEHHOTO

npernapara,

3) BHOCUT TpU NPHUHITHH PEHICHUS O TOCYJapCTBEHHON perucTpaunuu
JIEKapCTBEHHOTO TMpernapaTa JaHHbIE O 3aperuCTPUPOBAHHOM JIEKAPCTBEHHOM
npernapare, B TOM 4uciie 0 (hapMaleBTHUeCKOi CyOCTaHIIMU, BXOJSIIEH B COCTaB
JIEKapCTBEHHOTO Ipenapara, B TOCyAapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEJICTB U
BBIIAET 3asBUTEIIO0 PETHMCTPALIMOHHOE YJIOCTOBEPEHUE JIEKAPCTBEHHOTO Ipernapara,
dopMa KOTOPOTO yTBEPKIAETCS YMOJHOMOYEHHBIM (eAepaIbHbIM OPTraHOM
WCIIOJIHUTENIFHON  BJIACTH, COTJIACOBAHHBIE HOPMATUBHYIO  JIOKYMEHTAIIUIO,
HOPMATHUBHBINA TOKYMEHT, UHCTPYKITUIO TI0 MPUMEHEHUIO JICKapCTBEHHOTO Mpemnapara
YU MakKeThl MEPBUYHON YMaKOBKM U BTOPUYHOM (MOTPEOUTENHCKOI) YMAaKOBKU C
yKa3aHMEM Ha HUX HOMEpa PErucTpaliOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOIO
npernapara ¥ JaTbl €ro rocyJapCTBEHHOM pPETUCTpali WM B CIIy4yae MPUHSATHUS
penieHust 00 O0TKa3ze B TOCYAapCTBEHHON pEerucTpaluu JEKapCTBEHHOIO IMpernapara
YBEJIOMJIICT B TUCBMEHHOU (hopMe 3asgBUTEINA 00 ATOM C YKa3aHUEM MPUYUH TAaKOTO
OTKa3a. 3a BblJjauy PErucTpaliMoOHHOTO yJIOCTOBEPEHHs JIEKAPCTBEHHOTO Mpernapara

B3NMACTCA TIOCYHAApCTBCHHAs IIOIIJIMHA B COOTBETCTBUM C 3aKOHOAATCIBLCTBOM



Poccuiickoit @eaepanuu o Hasorax u coopax. (B pedakyuu Dedepanrbhoco 3aKoHa
om 22.12.2014 Ne 429-D3)

2. OcHOBaHUEM JUIs OTKa3a B FOCYJapCTBEHHOW PETUCTpaIiy JIEKAPCTBEHHOTO
mpenapara  JUis  MEIUIMHCKOIO  TMPUMEHEHUsl  SBISETCS  3aKIIOUEHUE
COOTBETCTBYIOLLETO YIOJHOMOYEHHOTO (heAepaabHOrO0 OpraHa MCIOJHUTEIBHON
BIACTH O TOM, YTO KadecTBO U (WiM) 3PPEKTUBHOCTh PErUCTPUPYEMOTO
JIEKapCTBEHHOTO Tpemnapara JJisi MEAULIMHCKOTO MPUMEHEHHUs HE MOATBEPKIICHBI
NOJYyYEeHHBIMU JIaHHBIMU HWJIM YTO PUCK NPUYMHEHHS Bpela 370POBbIO YeNOBEKa
BCJIEJICTBUE MpHUEMa JIEKAPCTBEHHOT'O Mpernapara il MEAUIIMHCKOTO MpUMEHEHUs

npesbllIaeT 3(p(HEKTUBHOCTh €ro NMpUMEHEeHHUs. (B peoakyuu Dedepanvrozo 3akoHa
om 04.06.2018 Ne 140-D3)

3. IloBTOpHOE TIPEJICTaBICHHE B COOTBETCTBYIOIIUH  yIOJTHOMOUYCHHBIN
(dbenepalbHBIE OpraH HCIOJTHUTEIBHONW BJIACTH JIGKAPCTBEHHOTO TIperapara, B
OTHOIIEHUH KOTOPOTO TOJyYeH O0TKa3 B FOCYJapCTBEHHOM PETUCTPAIIMHA M KOTOPHIN
BITOCJIC/ICTBHMH TIOJIBEPICS M3MCHEHHMIO B YaCTH €ro COCTaBa, pacCMaTPUBACTCS Kak
MPEJICTABICHHE HOBOTO JIEKAPCTBEHHOTO TIperapara Ha €ro TOoCyIapCTBEHHYIO
PETHCTPAIlMI0 HE3aBHCHMO OT COXPAaHECHHsS €ro IepBHYHOr0 HauMEHOBaHUs. (B
peoakyuu Pedepanvroco 3axona om 22.12.2014 Ne 429-D3)

4. Tlpu npeaocTaBICHUH 3aBUTENIEM B COCTaBE PETUCTPAIIMOHHOIO JOChE Ha
JIEKapCTBEHHBIN TMpenapar isi BETEPUHAPHOTO MPUMEHEHHUS KOMHH PEIICHUS
YIIOJITHOMOUYEHHOTO (peiepaibHOT0 OpraHa MCIOJHUTEIHLHON BIACTH O MPOBEACHHUH
WHCTIEKTUPOBAHUSA TIPOU3BOAMUTENS JIGKAPCTBEHHBIX CPEACTB CPOK TMPUHATUS
pelieHus O TOCYJapCTBEHHOM pEerucTpaiuu JIEKapCTBEHHOrO Ipernapara Jyis
BETEPUHAPHOr0 MPUMEHEHUS IPUOCTAHABIMBAETCS CO JIHS MOTYUYEHUS 3aKII0YEHUH,
yKa3aHHBIX B 4YacTU | HACTOSIIEW CTaThbW, IO JHSA HPUHATHS YIOJIHOMOYEHHBIM
(dbenepaibHBIM OpraHOM MCIIOJIHUTENILHON BJIACTH PELIECHUs O Bblaye WiIh 00 OTKa3e
B BBIJIau€ 3aKJIIOYEHHUS O COOTBETCTBUHM IMPOU3BOAMUTENS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUAM MPaBUJI Ha/JIeKalell MPOU3BOICTBEHHOM NMPAKTUKU, HO HE OoJiee ueM

Ha CTO BOCeMbJeciT pabouux nHel. (Jonoanenue uacmoio - PedepanbHulil 3aKOH
om 04.06.2018 Ne 140-D3)

5. OcHOBaHuEM JJi 0TKa3a B TOCYAAPCTBEHHOM PETUCTPALIMU JEKAPCTBEHHOTO
npenapara  JUisi  BETEPUHApPHOIO  NIPUMEHEHMsI  SIBIISIETCA  3aKJIIOUEHHE
YIOJIHOMOUYEHHOTO (heAepalbHOr0 OpraHa HCIOJHUTENBHOM BIACTH O TOM, 4YTO
Ka4yecTBO U (Win) 3 (HEeKTUBHOCTH PErUCTPUPYEMOTO JIEKAPCTBEHHOT'O MIperapaTa s
BETEPUHAPHOIO0 MPUMEHEHUSI HE TOJATBEPKACHBI MOTYYEHHBIMHU JAHHBIMUA WU YTO

PUCK IPUYIMHCHUA BpCaa 3A0POBbIO ) KUBOTHOI'O BCIICACTBUC IIpUCMaA JICKAPCTBCHHOTI'O



mpemnapara il BETEPUHAPHOTO MPUMEHEHHUs TMpeBbIaeT 3(PPEKTUBHOCTh €ro
MPUMEHEHUS, OTKa3 YIMOJIHOMOYEHHOro (hemepasbHOr0 OpraHa HMCTOJHUTEIBHOU
BJIACTU B BbIJA4Y€ 3aKIIOUYEHUS O COOTBETCTBUU IPOU3BOJUTENS JIEKAPCTBEHHBIX
CpPEACTB TpeOOBAaHUAM NPaBUJ HAJJIeKallell MPOU3BOJCTBEHHOM MPAKTUKU IS
KaXJ0M TPOU3BOACTBEHHOM IUIOMIAAKM  PETHUCTPUPYEMOIO  JIEKAPCTBEHHOIO
npemnapara JJisi BE€TEPUHAPHOTO NPUMEHEHUS B Cllydae, €CJIM IPOU3BOJICTBO
JIEKapCTBEHHOI'0 Tpernapara JJisi BETEPUHAPHOTO MPUMEHEHHUS OCYILECTBIACTCS 3a
npeaeaaMmmu Poccuiickoit denepanym, WIN OTCYTCTBUE TaKoro

3aKioueHus. ([Jonoanenue uacmoio - Dedepanvuviii 3axon om 04.06.2018 Ne 140-
D3)

Cratbs 27'. B3auMo3aMeHSIeMOCTD JIEKAPCTBEHHbIX MPENapaToB st

MEIUIUHCKOTO ITPUMEHCHUSA

1. B3anmMo3aMeHsIeMOCTh JIEKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO
OPUMEHEHHS  ONpEACTSeTCS  YINOJHOMOYCHHBIM  (pellepalbHbIM  OpPTraHOM
UCTIOJTHUTEIIFHOW BJACTH, OCYIIECTBISIONIAM TOCYJApCTBCHHYIO PETHCTPAIIUIO
JICKapPCTBEHHBIX TMPEnaparoB Ui MEIUIUHCKOTO MPUMEHEHHUs, B PaMKaX OJHOTO
MEXTyHAPOJHOTO HEMATEHTOBAHHOTO (WJIM XHUMHYECKOTO, WM TPYIITHPOBOYHOTO)
HAUMCHOBAHUS HA OCHOBE 3aKIIOUEHUS KOMHUCCHH JKCIIEPTOB JKCIIEPTHOTO
YUpEXKIEHUS O  B3aWMMO3aMEHSEMOCTH  JIEKAPCTBEHHOTO  Tperapara  JJis
MEIUIUHCKOTO TMPHUMEHEHHs JTHO0 O TOM, YTO JIGKAPCTBEHHBIM Mpenapar JJis
MEIUIUHCKOTO TPUMEHEHUsT HE SIBISIETCS — B3anMMo3aMeHsieMbiM. [lopsok
oTpeieNICHHs B3aUMO3aMEHsIEMOCTH JICKaPCTBEHHBIX MTPENapaToB sl MEAUIIUHCKOTO
MPUMEHEHUS U (opMa 3aKITFOYCHHS] KOMHCCHN KCTIEPTOB IKCIIEPTHOTO YUPEKICHUS
O B3aUMO3aMCHSEMOCTH JICKAPCTBCHHBIX IPENapaToB IS  MEIUIUHCKOTO
NPUMEHEHUS JTUOO O TOM, YTO JICKAPCTBEHHBIM Tpenapar Uisi MEIUIIMHCKOTO
NPUMCHCHHUST HE SIBIISCTCS B3aMMO3aMCHSICMbBIM, YCTaHABIMBAIOTCA (eaepaabHbIM
OpPraHOM HCIIOJIHUTEIBHON BIIACTH, OCYIIECTBISIONUM (YHKIIMUA TIO BBIPAOOTKE U
pealiM3aliid ~ TOCYAAPCTBEHHOW  TMOJMTUKM W HOPMATHBHO-IIPABOBOMY
peryiupoBaHui0 B cepe 3ApaBOOXpaHEHUs, MO COIVIACOBAHHIO C (perepanbHbIM
OPraHOM  HWCIIOJIHUTSJIIBHOH  BIIACTH,  OCYIICCTBISIONIMM  (QyHKIMH 110
JWIEH3UPOBAaHUIO  TMPOU3BOJCTBA  JIGKAPCTBEHHBIX  CPEICTB. (B pedakyuu
Deoepanvrozo 3axona om 19.10.2023 Ne 503-D3)

2. Komuccust 3KCIEPTOB 3KCHEPTHOIO YUPEKIAEHUS JAeT 3aKIIOUEHHUE O

B3aUMO3aMCHACMOCTH JICKAPCTBCHHOT'O IIpCriapara MJId MCIANIUHCKOTO IMIPUMCHCHUHA



a1ub0 O TOM, YTO JIEKAPCTBEHHBIN mpenapar sl MEAUIMHCKOIO NMPUMEHEHHs He
ABIIIETCS.  B3aUMO3aMEHseMbIM, Ha  OCHOBaHMM  CIEQYIOIIUX  KpPUTEpUEB
(XapakTepuCTHK):

1) skBUBaIeHTHOCTh (711 OMOAHATIOTOBBIX (OMOMOJOOHBIX) JEKAPCTBEHHBIX
npemnapatoB (OMOaHAIOTOB) - COTIOCTABUMOCTb) Kaue€CTBEHHBIX W KOJIUYCCTBEHHBIX
XapaKTEPUCTUK (papMalleBTUUECKUX CYOCTaHIIMM UM COTIOCTAaBUMOCTh aHTUT€HHOTO
cocTaBa BaklWH. Vcronb3oBaHWE pa3lIUYHBIX CcoJied, 3(UPOB, KOMIUIEKCOB,
MU30MEpPOB, KPUCTATMYECKUX (OPM M APYTUX MPOU3BOJHBIX OAHOTO M TOTO Ke
JICHCTBYIOLIETO BEIIECTBA HE SBISIETCA MPEMSITCTBUEM Ul ONpeesieHUs
B3aMMO3aMEHAEMOCTH JIEKAPCTBEHHBIX IMPENapaTroB, €ClId MpU POBEICHUU
MCCIeI0BaHNs OMOAKBUBAJICHTHOCTH JIKAPCTBEHHOTO MIpenapara Wil UCCIIeTOBAHUS
TEparneBTUYECKON  SKBUBAJECHTHOCTH JICKAPCTBEHHOTO TMperapara  JI0Ka3aHo
OTCYTCTBHE KJIMHUYECKH 3HAYUMBIX pa3Iu4yuil (PapMaKOKMHETUKUA U (WIIN)
3¢ deKTUBHOCTH U 0€30MacHOCTH JIGKAPCTBEHHOTO Mpernaparta Jjisi MEAUIIMHCKOTO

INPUMCHCHUS

2) SKBUBAJICHTHOCTh  JieKapcTBeHHOW ¢opmbl. [lom  SKBUBaJIEHTHBHIMU
JIEKapCTBEHHBIMU (OpMaMHM TOHUMAIOTCA pa3Hble JIEKAPCTBEHHBIE  (POPMHEI,
MMEIOIINE OJMHAKOBBIE CIOCOO BBEJAEHUS M CHOCOO NpUMEHEHMs, o0anaroiine
COMOCTaBUMbIMU (hapMaKOKMHETUYECKUMHU XapaKTepUCTUKAMU u
(apMakoJIOTMYEeCKUM JEeHCTBUEM M  OOECIEUMBAIOIIME TaKXe JOCTHKEHUE
HeoOxoauMoro kKinHuueckoro s¢dexra. Paznuuust nexkapcTBeHHbIX (opMm He
SIBJISIFOTCSI TIPETIATCTBUEM IS OTIPEIEICHHS] B3aUMO3aMEHAEMOCTH JIEKAPCTBEHHBIX
MpenaparoB, €CAd TpPH TPOBEICHUU HUCCIAEAOBAHHUS  OMOIKBUBAJIECHTHOCTH
JIEKapCTBEHHOTO TIpernapara Wik UCCIIeIOBAHUS TEPANCBTUIECKON SKBUBAIEHTHOCTH
JIEKapCTBEHHOT'O TpernapaTa 1I0Ka3aHO OTCYTCTBUE KIIMHUYECKU 3HAYMMBIX Pa3Induii
(dapmakokuHeTUKH | (Wiau) S(QPEKTUBHOCTH M O€30MACHOCTH JIEKAPCTBEHHOIO
npernapara Jyisi MeJUIIMHCKOTO MTPUMEHEHUS;

3) SKBUBAJIEHTHOCTh WJIM COTOCTABMMOCTH COCTaBa BCIOMOTATEILHBIX
BEIIECTB JIEKAPCTBEHHOTO MperapaTta Uil MEJUIIMHCKOTO NMpUMEHeHHs. Pazmmuuns
COCTaBa BCIIOMOTATEIIbHBIX BEIIECTB JIEKAPCTBEHHOTO IIpermapaTa He SBISIOTCS
NPEMmSITCTBUEM NIl ONPEJCIICHUS  B3aUMO3aMEHSIEMOCTH  JICKApPCTBEHHBIX
mperapaToB, €CIM TpH TMPOBEJACHUU UCCIEAOBAHUS OHMOIKBUBAICHTHOCTHU
JICKapCTBEHHOTO Tperiapara WK UCCIIEeIOBAaHMS TePANIeBTHUECKON IKBUBAJICHTHOCTH
JICKapCTBEHHOTO IMpernapara I0Ka3aHo OTCYTCTBHUE KIIMHUYECKU 3HAUUMBIX Pa3InIHi
dapmakokuHeTuku #u (W) 3((HEKTUBHOCTH M OE30MACHOCTH JICKapCTBEHHOTO
npenapara JJisi MeJUIIMHCKOTO puMeHeHus. [Ipn Hammuuy KITMHUYECKH 3HAYMMBbIX

paznuuuii  papmakokuHeTHkn U (W) 2IPEGEKTUBHOCTH U OE30MaCHOCTH



JICKApCTBCHHOI'O IIpfriapara JJId MCAUIHUHCKOIO NPpUMCHCHHA B3aUMO3aMCHACMOCTD

OTIPEICTISICTCS C yKa3aHWEM Ha UCKIFOUEHHUE OTACTbHBIX TPYII MAIllMeHTOB;
4) MIGHTUIHOCTD Ccroco0a BBEICHUS U CITOCO0a MPUMEHEHHUS;

5) COOTBETCTBHE NPOU3BOAMTENS JIEKAPCTBEHHOI'O CPEACTBAa TPEOOBAHUAM
MpaBUJI HAJUIEKAILEW IPOU3BOJICTBEHHON IIPAKTUKH.

3. bes HEOOXOUMOCTH JI0Ka3aTeIbCTBA OMODKBUBAJIEHTHOCTH
OCYIISCTBJISCTCS  ONpEACNICHHE  B3aMMO3aMCEHSEMOCTH  BOCIPOM3BEICHHBIX
JICKapPCTBEHHBIX MPENapaToB, KOTOPHIE:

1) mpenHa3HaueHsbl A1 NAPEHTEPATIbHOrO (ITOAKOKHOTO, BHYTPUMBIIIEUHOTO,
BHYTPUBEHHOI'O,  BHYTPUIJIA3HOTO,  BHYTPHUIIOJOCTHOIO,  BHYTPUCYCTaBHOTIO,
BHYTPUKOPOHAPHOTO0) BBEICHUSI U MPEACTABIISIOT COO0M BOJHBIEC PACTBOPHI;

2) mpeCTaBISIOT COO0M pacTBOPHI ISl IEPOPATILHOTO PUMEHEHHS,

3) npousBeaeHb! B opMe MOPOLIKOB WU JIMODUIU3ATOB JUIsl IPUTOTOBJICHUS
pacTBOpOB;

4) ABIISIFOTCS Ta3aMU;

5) ABNAIOTCS YIIHBIMA WJIM TJIa3HBIMM JIEKAPCTBEHHBIMHU IperapaTamy,
POU3BEACHHBIMU B (OPME BOJHBIX PACTBOPOB;

6) mpeHa3HAYECHBI JJII MECTHOTO U (WJIM) HApyXKHOTO TPUMEHEHHUS U

IPUTOTOBJIEHBI B JOPME BOJHBIX PACTBOPOB;

7) IpeCTaBIAIOT COOOW BOJHBIE PACTBOPHI ISl MCHOJIb30BaHHUS B (opme
UHTASIUE ¢ ToMollblo HeOynali3zepa HIM B KayecTBE HA3albHBIX CIIPEEB,
NPUMEHSEMBIX C TIOMOIIBI0 CXOJHBIX (TOXOXKHMX, aQHAJIOTHYHBIX) YCTPOWCTB

(mpubOpOB, anmapaToB).
(Yacmo 6 pedaxyuu @edepanvroeo 3akona om 30.01.2024 No 1-D3)

4. OCcoOCHHOCTH  OMpEIETCHUS  B3aMMO3aMEHIEMOCTH  OHMOJIOTHYCCKHX
JICKapCTBEHHBIX IIPEIapaToB, KOMOMHHPOBAHHBIX JICKAPCTBCHHBIX IIpEIapaToB
(comeprkanux KOMOMHAIIMIO ABYX U 00JIee ACHCTBYIOIIMX BEIIECTB), ICKAPCTBEHHBIX
IpernaparoB Uil HapeHTEePaIbHOrO IMHTAHHUS W HEIO3UPOBAHHBIX JICKAPCTBEHHBIX
IpernapaToB YCTAHABIMBAIOTCSA (eAepaTbHBIM OPTaHOM HCIIOJHUTEIBHOW BJIACTH,
OCYIIECTBJIAIONUM (YHKIIMH 110 BBIPAaOOTKE W pealn3aliil TOoCyAapCTBEHHON
MOJINTUKH U HOPMATHUBHO-TIPABOBOMY PETYJIIMPOBAHUIO B cepe 3apaBOOXPAHCHHSI,
0 COIVIACOBaHHMIO C  (efepalbHBIM OpPraHOM HCITOJIHUTCIILHON  BJIACTH,
OCYIICCTBISIONUM (DYHKIIMU TIO JIMIICH3UPOBAHUIO TPOU3BOJCTBA JICKAPCTBEHHBIX
cpeacTB. (B peoakyuu @edepanvroco 3axona om 19.10.2023 Ne 503-D3)



5. Ompenenenne B3aMMO3aMEHSIEMOCTH HE OCYIIECTBISETCS B OTHOIICHUU
JICKApCTBEHHBIX PACTHTENBHBIX TPENnapaToB, TOMEOMATUYECKUX JICKAPCTBEHHBIX
IpernapaTos.

6. ®opMUpOBaHUE MEPEYHSI B3aMMO3AMEHSAEMbIX JIEKAPCTBEHHBIX IIPENapaToB
JUIL MEIULIMHCKOTO IIPUMEHEHHs] OCYILECTBISACTCS DJKCIEPTHBIM YUYPEKICHUEM
MOCPEJICTBOM OOBEAMHEHHS JIEKAPCTBEHHBIX MPENapaToB B OTACNIbHBIC TPYIIBI, B

Ka)KHOﬁ N3 KOTOPLBIX JICKAPCTBCHHBIC IIPCIIAPAThI ABJIAIOTCS B3AMMO3aMCHACMbBIMU.

7. B cimy4yae BKIFOYECHHS B WHCTPYKIMIO MO MEIUIMHCKOMY NPUMEHEHUIO
JICKAPCTBEHHOI'0 Mpernapara Ha OCHOBAaHWM PE3YJIbTATOB COOTBETCTBYIOIINX
HCCJIEIOBAaHUM TTOKA3aHUM Uil PUMEHEHUS, KOTOPbIC OTIWYAIOTCSA OT MOKA3aHUU
Ui TPUMEHEHHUs]  JIpYyTuX  JICKAPCTBEHHBIX  MpPENnaparoB W3  TPYIIIbI
B3aMMO3aMEHSIEMBIX JIEKAPCTBEHHBIX IMPENapaToB, B NMEPEYHE B3aMMO3aMEHSIEMBIX
JIEKapCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO MPUMEHEHUS JOJIKHA ObITh yKa3aHa
COOTBETCTBYIOIIAsA UH(DOpMAITHSL.

8. IlepeueHp  B3auMO3aMEHSAEMBIX  JIEKAPCTBEHHBIX  MpEmapaTtoB IS
MEIUIIMHCKOTO TMPUMEHEHHSI pa3MelIaeTcsl YIOJIHOMOYEHHBIM (enepaibHbIM
OpraHOM  HCIIOJHUTENIIbHOW  BIACTH, OCYUIECTBIISIIOUIMM  T'OCYAAPCTBEHHYIO
pPErUCTpaLMIO JIEKAPCTBEHHBIX MpPENapaTroB ISl MEIUIUHCKOIO NMPUMEHEHHs, Ha
ceoeM o¢unmanbHoM caiite B cetun "Wutepuer". Hudopmainus B mepedHe
B3aMMO3aMEHAEMbIX JICKAPCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO MPUMEHEHUS
OOHOBIISIETCS YKa3aHHBIM (De/iepaibHbIM OPTaHOM HCTIOTHUTEIBHON BIACTH C YIETOM
HOBBIX 3apPETUCTPUPOBAHHBIX JICKAPCTBEHHBIX TMPEMAPATOB ISl METUIIMHCKOTO
NPUMEHEHUSI M BHECEHHBIX M3MEHEHUH B JOKYMEHTbHI, COJAEpXkalluecs B
PErMCTPALlMOHHBIX J0ChE HA 3apErUCTPUPOBAHHbBIC JEKAPCTBEHHBIE MpenapaTsl 1is

MCIUIHWHCKOTO ITPUMCHCHU .

9.Ilopsgok  wucmosib30BaHuMs ~ MHGOPMAUMUM O  B3aMMO3aMEHSEMBIX
JIEKapCTBEHHBIX Mpernaparax Ui MEAULUHCKOrO NMPUMEHEHHs] U MOPSJIOK JlauH
pa3bsCHEHUI MO0 BOIPOCaM B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX MpernapaToB IJis
MEIMIMHCKOIO  NPUMEHEHUS  YCTAHABIMBAIOTCA  (pefepajbHBIM  OpPraHOM
UCIIOJTHUTEIbHOM BIACTH, OCYILECTBIISIFOIINM (PYHKIMH 11O BEIPAOOTKE U pealln3alun
roCy/IapCTBEHHON MOJIMTUKM U HOPMAaTUBHO-IIPAaBOBOMY PEryJIHMpPOBaHMIO B cdepe
3[paBOOXPAHEHUS, IO COIVIACOBAHUIO C (elepaJbHBIM OPraHOM HCIIOJHUTEIbHON
BJIACTH, OCYUIECTBISIIOIIMM (YHKUMU 10 JIMLIEH3UPOBAHHUIO IPOU3BOJACTBA

JIEKapCTBEHHBIX cpencts. (B pedaxyuu Dedepanvrozo 3aKOHA
om 19.10.2023 Ne 503-D3)



(Hononnenue cmamoveii - @edepanvusiii 3axon om 22.12.2014 Ne 429-D3) (B
peoaryuu Dedepanvroco 3axona om 27.12.2019 Ne 475-D3)

Cratbs 28. PeructpanmnonHoe y10cToBepeHne JIeKAapCTBEHHOT 0
npenapara

1. PerucrpanuoHHOE yAOCTOBEPEHUE JIEKAPCTBEHHOT O Mperapara ¢ yKa3aHueM
JICKapCTBEHHbIX (OPM U JO3MPOBOK BBIIAETCS OECCPOUHO, 3a HCKIIOYCHHEM
PETMCTPALIMOHHOTO YJIOCTOBEPEHHUS JIEKAPCTBEHHOI'O MPENapara, BbAABAEMOIO CO
CPOKOM JEHUCTBUS IIATh JIET, HA BIIEPBBIE peructpupyemsie B Poccuiickon denepannn
JIEKapCTBEHHBIE ITPENapaThl.

2. Ilo ucTeyeHnn yKa3aHHOIO B 4acTH | HAcTOSIMIEN CTaTbM CpOKa BBIAACTCS
OeccpoyHOE PETUCTPALMOHHOE YJIOCTOBEPEHHUE JIEKAPCTBEHHOIO IIperapaTta IMpu

YCIIOBUM NTOATBEPKICHUS €r0 TOCYIApCTBEHHOU PETUCTPALIUH.

3. B cnydae BHeceHusi B cOOTBETCTBUU cO cTaThbsiMu 30 u 31 Hacrosiiero
denepasbHOrO 3aKOHA U3MEHEHUI B COJECPKAIIMECS B PETMCTPAMOHHOM J0ChE Ha
3apErucCTPUPOBAHHBIN JICKAPCTBEHHBIA TMpEnapar JOKYMEHTHI, 3aTparuBarolnX
CBEJICHUS, OTPaXCHHBIE B PErUCTPAIMOHHOM YJIOCTOBEPEHUHU JIEKAPCTBEHHOTO
npenapara, ynoJIHOMOUYEHHBIH (eiepaibHbIN OpraH NCITOJTHUTEILHOM BIACTH BbITIaET
HOBOE PETUCTPAIMOHHOE yAOCTOBEPEHHE JIEKAPCTBEHHOIO Tpernapara, cojeprxKaiiee

BHECEHHbIE B HEro W3MeHeHus. ([Jononnenue uacmvio - DedepanbHvili 3aKOH
om 22.12.2014 Ne 429-D3)

4. B ciyyae yTpaThl WIM TOBPEXKIACHUS PETUCTPALMOHHOIO YJIOCTOBEPEHUS
JIEKapCTBEHHOTO TpernapaTa 1Mo 3asBICHUI0 B MHCbMEHHOW (GopMe JepKaTess WK
BJIQJIETIbIIA PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara WU
YIOJHOMOYEHHOTO HMMH JPYroro OPUIMYECKOTO JUIla O BbIJade IyOiuKara
PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO ITpEIapara yrnoJHOMOYECHHBIN
(dhenepaabHBI OpraH WCIOJHUTEIBHOW BIIACTH B CPOK, HE MPEBBIMIAOIINN JTCCITH
pabouux 1OHEH CcO JOHSA TOCTYIUICHHS  3asBJICHHSA, BBIAAeT  TyOJIuKar
PETUCTPAIMOHHOTO  YJIOCTOBEPEHHUSI JIEKAPCTBEHHOrO IIpemnapara. 3a BblIauyy
nyOnvMKaTa  PErucTPalMOHHOTO  YJIOCTOBEPEHHUS JIGKAPCTBEHHOIO  IIpemapara
B3UMAETCA TOCYAApCTBEHHAas MOUJIMHA B COOTBETCTBUHU C 3aKOHOJATEIbCTBOM

Poccuiickoit @eneparuu o Hanorax u coopax. (/{ononnenue wacmoio - DedepanvbHulil
3axon om 22.12.2014 Ne 429-D3)



Cratbs 29. [loaTBepakaeHne rocyiapcTBeHHON perucTpauum

JIEKAapCTBEHHOTO Tpenaparta

. IlonTBepxkieHHE  TOCYJApCTBEHHOM  PETHCTPALMH  JIEKAPCTBEHHOIO
mpernapara OCYIIECTBISICTCS MpH  Bblgade OECCPOYHOTO  PErHMCTPAIMOHHOTO
YAOCTOBEPEHHUS JIEKAPCTBEHHOI'O IIpenapara B ciiydae, yKa3aHHOM B YacTH 2 CTaTbU
28 nacrosiniero denepanbHOro 3aKOHA, B CPOK, HE MPEBBIIAIOIINN COpOKa paboUnx
JHEW CO [Hs HaIpaBJICHUS IOCPEACTBOM E€IMHOIO IOpTaja B YIIOJHOMOYEHHBIN
denepanbHBIi  OpraH  WCIOJHUTEIRHOM BIACTHM WM  JIMYHBIA  KaOWHET
YIIOJTHOMOYEHHOTO (he/IepaIbHOTO OpraHa WCIIOJTHUTEILHONW BIACTH B EIWHOU
CUCTEME  3asBJICHMS O IIOATBEPKACHUM  TOCYJAPCTBEHHOM  PErucTpaluu
JIEKapCTBEHHOTO TIpernapara, MOANHCAHHOTO YCHUJICHHOW KBaTU(UIIMPOBAHHOM
ANEKTPOHHON noanucbio. He ocyiiecTBisieTcs NOATBEPKIAECHUE TOCYNAPCTBEHHON
pEerucTpald B OTHOLICHUHM JIEKAPCTBEHHOTO IIpenapara Jjisi BETEPUHAPHOIO
MIpUMEHEHUs, He HaXOAMBIIerocs B oOpamienun B Poccuiickoii denepaiim B TeueHue
Tpex u O0JIee JIeT, a TAKKE B OTHOIICHUHU JIEKAPCTBEHHOTO CPEJICTBA, TPOU3BEICHHOTO
C HapylIeHHWeM TPeOOBaHMs, YCTAHOBJIEHHOIO YacThi0 3’ crathi 71 HacTOALIEro
denepanbHOTO 3aKOHA. (B pedakyuu @edepanvrozo 3axona om 30.01.2024 Ne 1-D3)

2.3asBieHue O  TOATBEPKJACHUM  TOCYJAPCTBEHHOW  pErucTpanuu
JIEKapCTBEHHOI'O0 IIperapara HalpasisieTCsl ITOCPEACTBOM E€IMHOIO IopTaja B
YIIOJTHOMOYCHHBIA (peZiepaibHBIN OpraH WCIOJHUTEIBHOW BJIACTH WIW JIMYHBIN
KaOWHET YIMOJIHOMOYEHHOro (heepaibHOrO OpraHa WCIHOJHUTEIbHOW BIAcTH B
€IMHOW CHCTEME HE PAHEE YEM 3a CTO BOCEMBJECAT AHEW IO MCTEYEHHS CPOKa
JNEUCTBUSL PETUCTPALMOHHOTO YJIOCTOBEPEHUS JIEKAPCTBEHHOIO NIpErapara M He

MO3/IHEE OKOHYAHMS CpOKa €ro JeucTBUs. (B peodakyuu ®Pedepanvnoco 3aKoHa
om 30.01.2024 Ne 1-D3)

21, (Hononnenue uacmoio - @edepanvuviii 3axon om 02.08.2019 Ne 297-
D3) (YVmpamuna cuny - @edepanvuwiii 3akon om 30.01.2024 Ne 1-D3)

3. llonTBepkaeHHe  rOCyAapCTBEHHOW  PETUCTPAlMU  JIEKAPCTBEHHOTO
npenapara OCyLIECTBIISIETCS M0 PEe3yJIbTaTaM IKCIEPTU3bl OTHOLIECHUSI OXKUIAEMOM
MOJIb3bl K BO3MOXXHOMY PHCKY NPHUMEHEHHs JIEKapCTBEHHOIO IIpenapara Ha
OCHOBAaHMHM  PE3yJbTaTOB MOHHUTOpPUHTAa J(P(GEeKTUBHOCTH U  0O€30MaCHOCTHU
JIEKapCTBEHHOI'0  Ipemnapara, IPOBOAMMOIO JEp)KaTeleM WIH  BiaJelbleM
PETUCTPALIMOHHOTO  YJOCTOBEpEHHUs  JICKAPCTBEHHOTO  Mpemapata  Jubo

YIOOJIHOMOYCHHBIM HWMHU HOPUIAWYCCKHUM JIMIOM, a TaKKC COOTBCTCTBYIOIINUM



YIIOJIHOMOYCHHBIM (beﬂepaHbeIM OopraHomMm HCITIOJTHUTEIbHOM BJIACTH B COOTBETCTBUU

¢ TpeboBaHusIMU cTaThu 64 HacTosero denepanbHOroO 3aKOHA.

4. K 3agBICHHIO O TIOATBEPKICHUH TOCYJAPCTBEHHOM pErucTpauuu

JICKApCTBCHHOI'O IIpCIiaparta I MCAUIWMHCKOT'O ITPUMCEHCHUS IIpUJIaratoTCA:

1) HOKyMeHTBI, coaepKallue pe3yJbTaThl MOHUTOPHHTa 3(PGEKTUBHOCTH U
0€30MacHOCTH JIEKApCTBEHHOTO TMperapaTa JUisi MEIUIIMHCKOrO MPUMEHEHUS,
IIPOBEJACHHOIO JAEPIKATEIEeM WJIM BIAJEIbLIEM PETUCTPALMOHHOIO YJIOCTOBEPEHUS
JEKapCTBEHHOIO  Tpemapara  JJigi  MEIUIUHCKOrO  MpUMEHEHUs  Jbo
YIOJIHOMOUYEHHBIM UM  IOPUAMYECKUM JIMIIOM, 10 QopMe, YTBEPKICHHOU

YIIOJTHOMOYCHHBIM q)eﬂepaﬂI)HI)IM Oopranom HUCITOJTHUTEILHOM BJIACTH,

2) cBelIeHUd O JaTe MPEAOCTaBICHUSI U PETUCTPALMIOHHOM HOMEPE JUIEH3UN
Ha IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPENICTB, WJIA CBEJCHUS O 1aTe MPEIOCTABICHUS U
PErUCTPAlMOHHOM  HOMEpPE 3aKJIIOYEHHS O COOTBETCTBUU  IPOM3BOJIUTENS
JIEKapCTBEHHBIX CPEJCTB TPEOOBAHMSIM TPABHII HAJJICKAIIEH MPOU3BOICTBEHHOM
MPaKTUKH, WU KOMUSI cepTU(PHUKATA COOTBETCTBUS MPOU3BOIUTEINS JIEKAPCTBEHHBIX
CPEICTB Il MEIUIIMHCKOTO TMPUMEHEHHs TpeOOBaHUSAM TpaBWJI HaJJIeKallen
IIPOM3BOJICTBEHHOM  NpPakTUKKW  EBpasuiicCKOro  SKOHOMHYECKOTO  COI03a,
MPEIOCTABICHHBIX YIOJIHOMOUYEHHBIM (hefepaibHbIM OPraHOM HCIOJIHUTEIHHOU
BJIACTH B OTHOLIEHUH IPOU3BOACTBEHHOM IIOIIAKH JIEKAPCTBEHHOIO IIpenapara Jyis
MEIUIMHCKOIO  TPUMEHEHHs, TOCYJAapCTBEHHAs  PETHCTPALMSl  KOTOPOTO
MOJATBEPKAAETCA B CIIydae, €CJIIM MPOU3BOJCTBO JIEKAPCTBEHHOrO IIperapara s
MEIUIIMHCKOTO TpUMEHEeHus: ocyuiecTBisiercss B Poccuiickoit denepamum; (B
peoakyuu pedepanvhvix 3akonoe om 27.12.2019 No 478-D3, om 30.01.2024 Ne -
D3)

3) Komusg  TPEJOCTABICHHOW  YIOJHOMOYEHHBIM  OPraHoM  CTPaHbl
IIPOM3BOAMTENS JIMLEH3UM Ha IPOU3BOJCTBO JIEKAPCTBEHHOIO Ipenapara s
MEIUIIMHCKOTO TPUMEHEHHUS] M €€ TIEPEBOJ, HAa PYCCKUW $3bIK, 3aBEPEHHbBIC B
YCTAHOBJICHHOM TMOPSAKE, a TakKe KOMMS 3aKJIIOYEHUsS O COOTBETCTBUU
MPOU3BOAMTENSL JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSAM TPABUI HaJUJIeKallen
MPOU3BOACTBEHHOM  NPAKTUKHM, WJIM  KOMUA  CepTUPHUKATA  COOTBETCTBUSA
MPOU3BOJIUTENA  JICKAPCTBEHHBIX CPEACTB JUII MEIHUIMHCKOTO IPUMEHEHHS
TpeOOBaHMAM TPABWJI HaJJIekKAIIEH MPOU3BOJCTBEHHON MpakTUKU EBpasuiickoro
HKOHOMUYECKOTO COI03a, BBIJIAHHBIX YIOJIHOMOYEHHBIM (enepaabHbIM OpraHOM
WCIIOJIHUTEIbHOM  BJACTM B OTHOIIEHMHM  IMPOW3BOJCTBEHHON  ILIOIIAJKH
JIEKapCTBEHHOI'O TMpernapara sl MEIULIMHCKOIO IMPUMEHEHUS, TOCYIapCTBEHHAs

perucTpanuda KOTOPOIro IMOATBCPKAACTCA, WM KOIIWA PCIICHUS YIIOJHOMOYCHHOI'O



benepanbHOrO OpraHa MCIOJHUTEIBHON BJIACTH O MPOBEICHUU (papMaIieBTUUICCKON
WHCTICKITUH TTPOU3BOJICTBA JICKAPCTBEHHBIX CPEACTB JIJISI METUITUHCKOTO TPUMECHEHUS
Ha COOTBETCTBUE TPCOOBAHUSAM MPABUIJI HAIJICHKAIICH MTPONU3BOJICTBCHHON MPAKTUKU
EBpa3uiickoro  SKOHOMHYECKOTO C€OI03a B  ClIy4ae, €CIIM  IPOU3BOJCTBO
JICKapCTBEHHOT'O Ipemnapara Jjisi MEIUIIMHCKOTr0 NMPHMEHEHHS OCYIISCTBIISETCS 3a
npenenamu  Poccuiickoit  ®denepaumu. (B pedaxkyuu  Dedepanvhoco  3aKOHA
om 30.01.2024 Ne [-D3)

(Hacmo 6 pedaxyuu Dedepanvroeo 3axona om 04.06.2018 Ne 140-D3)

4B orHOmEHUM OWOJIOTMYECKMX JIEKAPCTBEHHBIX MPENAparoB Ui
MEIULMHCKOTO MPUMEHEHUS 3asSBUTEND JOMOJHUTEIBHO MPEACTABISAET PE3YIIbTAThI
MEpONPUATHNA, MPEIYCMOTPEHHBIX IJIAHOM YIPABJIEHUS PUCKAMU, YTBEPKICHHBIM
YIOJHOMOYEHHBIM  (pefiepabHBIM  OpraHOM  HUCHOJHUTEIBHOW BJIACTH  MPH
OCYILECTBJIICHUU TOCYAApPCTBEHHON PETMCTPALMM JIEKAPCTBEHHOI'O IIperapara Jyist

MEJMIMHCKOTO  TpUMEHEeHUs. ([Jononnenue uacmoio - DedepanvHulii  3aKOH
om 04.06.2018 Ne 140-D3)

42, K 3asBJ€HHMIO O MOATBEPXKICHUHM TIOCYJAPCTBEHHOW pErUCTpALUM
JIEKapCTBEHHOI'O TIpernapara sl BETEPUHAPHOTO MPUMEHEHUs [PUIArarTCs
JOKYMEHTBI, COJIep)Kalllie  pe3yJibTaThl MOHHUTOpPUHTa 3(PPEKTUBHOCTH U
0e30MacHOCTH JIEKAPCTBEHHOT'O IMpernapaTa MJisi BETEPUHAPHOTO MPUMEHEHUS,
MPOBOAUMOTO JIEPXKATEIEM WM BIAJEIbLUEM PETHUCTPALIMOHHOIO YIOCTOBEPEHHS
JEKapCTBEHHOIO  Mpemapara  JJid  BETEPUHAPHOTO  MPUMEHEHUs  JIOo
YIOJIHOMOUYEHHBIM UM  IOPUAMYECKUM JIMIIOM, 10 QopMe, YTBEPKICHHOU
YIOJIHOMOYEHHBIM (pe/iepaTbHBIM OpPraHOM UCIIOTHUTENBHOM BIACTH, U JOKYMEHTHI,
yKa3zaHHBIE B IyHKTax 1, 2 - 22, moamynkrax "a", "6", "k", "n" mynkra 4 wactu 3
CTaTbu 17 HACTOSIIETO DenepaibHOTO 3aKOHa. B OTHOLIECHUU
MMMYHOOHOJIOTHYECKUX  JIEKAPCTBEHHBIX  MpEmapaToB Il BETEPUHAPHOTO
MIPUMEHEHUS HE MPEJICTABIIIOTCA CBEICHUS, YKa3aHHbIE B NOAMYHKTE "K'" IMyHKTa 4
gyacthu 3 crarbm 17 Hacrosmero @enepalbHOro 3akoHa. B oTHOmIEHHH
JIEKapCTBEHHBIX MPENapaToB Il BETEPUHAPHOTO MPUMEHEHUS, IMOIYUYEHHBIX C
NPUMEHEHHEM  Te€HHO-MH)XXEHEPHO-MOJIU(MUIIMPOBAHHBIX  OPraHU3MOB  HJIU
CoZIepKalllUX TaKUE OPTraHU3Mbl, JOMNOJHUTEIBHO MPEACTABISIIOTCS CBEJICHUS,
yKazaHHble B MyHKTe 13 wactu 3 crarbu 17 Hacrosmero ®enepanbHOro
3aKoHa. ([onoanenue uacmoio - Pedepanvroii 3axkon om 04.06.2018 Ne 140-D3) (B
pedaxyuu Pedepanvrozo 3axona om 02.08.2019 Ne 297-D3)

43, 3asBUTenb BOpAaBE IPEACTABUTHL C 3asBIECHUEM O MOITBEPKIACHUN

roCyJapCTBEHHOW PErHCTPaALlMU JIEKAPCTBEHHOTO IIpernapaTa peKBU3UThI JOKYMEHTA,



MOATBEPKIAIOIIET0 yIUIATYy TOCYJApCTBEHHOM IOLIJIMHBI 3a IIOATBEPXKICHUE
rOCyIapCTBEHHOM PETUCTPALUU JIEKAPCTBEHHOI'O Ipernapara, a TakyKe BbIIaBacMBble
(mpenocraBisiemMbIe) YIIOJTHOMOYEHHBIMU benepanbHbBIMU OpraHaMu
WCIIOJIHUTEIIbHOM BJIACTU JOKYMEHTHI (CBEACHMS ), YKa3aHHbIC B TyHKTaX 2 U 3 4acTH
4 macrosmed cratbu. B ciaydyae HMX HENPEICTaBICHHS YHOJHOMOYEHHBIN

(denepanbHbIi OpraH UCTIOTHUTEILHON BIACTH 3alpallluBaeT YKa3aHHbIC JOKYMEHTBI

(cBemeHus) B MOPsJIKE MEXBEJIOMCTBEHHOTO MH(POPMAITMOHHOTO
B3aMMO/JICHCTBUSA. (/[onoanenue yacmoio - Deoepanvhbiil 3aKOH
om 04.06.2018 Ne 140-D3) (B peoaxyuu peodepanbHblX 3aKOHO8

om 27.12.2019 Ne 478-D3, om 30.01.2024 Ne [-D3)

5. B Teuenue nsaTu pabounx AHEH cO JHS HAMPABICHUS MTOCPEACTBOM €IUHOTO
noprajga B YNOJTHOMOYEHHBIA (pefepaibHblii OpraH MCHOJHUTEIHHOM BIACTH WU
JIMYHBIN KaOMHET yIOTHOMOYEHHOTO (heZiepalbHOTO OpraHa UCTIOIHUTEIBHON BJIaCcTH
B €IMHOM CUCTEME 3asBJICHUS O IMOATBEPKIAEHUU T'OCYAAPCTBEHHOM PErMCTPALUU
JIEKapCTBEHHOIO IIperapara u JOKYMEHTOB, COAEPKAILUX pe3yIbTaTbl MOHUTOPUHIA
¢ deKTUBHOCTH U 0€30MaCHOCTH JIEKAPCTBEHHOTO IpernapaTta, MPOBOAMMOIO
JepKaTeJIEM WIM BIAJCNIbLEM PErUCTPALMOHHOTO yAOCTOBEPEHMS JIEKAPCTBEHHOTO
npenapara Ju00 YIMOJHOMOUYEHHBIM MU IOPUIAYECKUM JIUIIOM, YIIOTHOMOYCHHBIN

(denepanbHbIi OpraH UCTIONHUTENHHOU BIACTH: (B pedakyuu DedepanvHozo 3aKoHa
om 30.01.2024 Ne 1-D3)

1) mpoBOIUT  TPOBEPKY  MOJHOTHI  CBEJIEHUM,  COJEpKAILIUXCA B

MNpCaACTABJIICHHBIX 3asBHUTCIICM JOKYMCHTAX;

2) IpUHUMAET pEIICHUE O TMPOBEACHUM WIM OO0 OTKa3e B IMPOBEJICHUU
AKCIIEPTU3bl OTHOUIEHUS OKHUJIAEMOM MOJIb3bl K BO3MOKHOMY PHUCKY MPUMEHEHHUS
JEKapCTBEHHOIO  IpernapaTa Ha  OCHOBAaHMM  PE3yJbTaTOB  MOHUTOPUHTA
3¢ (PexkTUBHOCTH ¥ O€30MACHOCTH JIEKapCTBEHHOTO MpernapaTta, MPOBOJAUMOIO
JepKaTeseM WK BiaJeiblleM PEerucTpalMOHHOIO yAOCTOBEPEHHSI JIEKAPCTBEHHOTO
npernapata JAu00 YNOJHOMOYEHHBIM HUMHU IOPUIMYECKHM JIMLOM, a TaKkxke
benepanbHbBIM OPraHOM UCIOJHUTEIHHON BIACTU B COOTBETCTBUU C TPEOOBAHUSIMU
ctatbu 64 HacTosiiero deaepanbHOrO 3aKOHA;

3) HampaBiIsIeT B JIMYHBIM KaOWHET S3KCHEPTHOIO YUYPEXKJEHUS B €IUHOMN
CUCTEME TOJMUCAHHOE YCWJICHHON KBaTM(DUIIMPOBAHHON JJIEKTPOHHOM IMOIUCKIO
3a/laHA€ Ha MPOBEACHHUE IKCIEPTU3bI, NMPEAYCMOTPEHHOW IMYHKTOM 2 HACTOSIIEH
YacTH, a TaK)K€ HaIpaBJseT 3asBUTENI0 IOCPEICTBOM E€IMHOTO MOpTaja WU B
JTUYHBIA KaOWHET 3asBUTENS B E€IUHOM CHCTEME MOJIUCAHHOE YCUJICHHOU

KBATU(PUIIUPOBAHHON 3JIEKTPOHHON MOAMUCHIO YBEIOMIICHUE O MPUHATOM PEIICHUH



O BBIJAYC 3aJaHHs Ha TPOBEJCHHE YKa3aHHOW SKCIEepTU3bl OO0 00 OTKaze B
MPOBEJICHUM YKa3aHHOM S3KCIEPTH3bI C YKa3aHUEM INPUYHMH OTKa3za. (B pedaxyuu
Deoepanvrozo 3akona om 30.01.2024 Ne [-D3)

6. B cnydae BbISIBIIEHUSI HEAOCTOBEPHOCTH U (WJIM) HEJOCTaTOYHOCTHU
uHpopMaIuu, CcoAepXKalleiicss B MPEACTaBICHHBIX 3asiBUTENIEM JIOKYMEHTax,
YIIOJTHOMOYCHHBIA (peiepabHbli OpraH MCIOJHUTEIBHOW BIJIACTH HAMpPaBisSeT
3asBUTEIIO MOCPEACTBOM E€AMHOIO MOpTalia WM B JIMYHBIM KaOWHET 3asBUTENS B
€IMHOI cucTeMe 3ampoc 00 YTOYHEHHWH YKa3aHHOW WH(GOpMaluu, MOJMUCAHHBIN
YCWICHHONW  KBATM(HUIIMPOBAHHOW  AJIEKTPOHHOW  TOANMMCHIO. (B pedaxyuu
Deoepanvrozo saxona om 30.01.2024 Ne [-D3)

7.3asBUTEnh O0s3aH HANPAaBUTh IOCPEACTBOM €IMHOTO TopTajga B
YIOJHOMOUYEHHBINH (peepanbHblii OpraH HCIOJTHUTEIbHOW BIACTH WM JIMYHBIN
KaOMHET YIOJIHOMOYEHHOTO (eepalbHOTO OpraHa HCIOJIHUTENIBHON BIACTH B
€IMHON cHucTeMe TOJNMUCAHHBIN YCHUJICHHON KBaTU(pUIIMPOBAHHOW AIIEKTPOHHOMN
NOJAIMUCBI0O OTBET Ha 3ampoc  YHOJHOMOYEHHOTO  (enepaabHOro  oprasHa
WCIIOJTHUTEIbHOM BJIACTH, YKAa3aHHOTO B 4YacTW 6 HACTOSIIEH CTAaTbU, B CPOK, HE
MPEBBIIAIOIMINNA IEBIHOCTA pabOYMX IHEW CO JIHSA TMOJYyYEHUS YMOIHOMOYEHHBIM
benepanbHBIM OPraHOM HCIOJHUTENIBLHON BIACTH AJIEKTPOHHOTO YBEIOMIICHUS O
MOJIyYEHUH 3asiBUTEJEM Takoro 3ampoca. Cpok, yKa3aHHbIA B 4acTH 5 HACTOSIIEH
CTaTbH, IPUOCTAHABIMBACTCA CO [JHSA HANPABICHUSA 3asBUTEIIO IOCPEICTBOM
€AMHOr0 TopTaja WIM B JUYHbIA KaOMHET 3asBUTENs B €QUHOW CHCTEME TaKOIo
3ampoca 0 [JHS HAlpaBJICHHs 3asBUTENIEM IIOCPEJICTBOM €IMHOIO IopTana B
YIIOJITHOMOYCHHBIN (heiepalibHbIi OpraH HWCIOJHUTEIBLHON BIACTH WJIM JIMYHBIA
KaOWHET YIMOJTHOMOYEHHOro (heepalbHOTO OpraHa HCIHOJHUTEIHHOW BJIACTH B
€IMHOM CUCTEME OTBETA HA TAKOM 3aIPOC U HE YUUTHIBAETCA IPU UCUNUCICHUH CPOKA
MOATBEPKJAEHUSI TOCYAAPCTBEHHOW pErucTpaluy JEKapCTBEHHOTo mpenapara. (B
pedaxyuu Deodepanvrozo 3axona om 30.01.2024 Ne [-D3)

8. OcHoBaHMeM i1 OTKa3a B TMPOBEIEHUH DKCHEPTU3bl OTHOILIEHUS
O’KUJaeMOH TOJIb3bl K BO3MOXKHOMY PUCKY NPUMEHEHHS JIEKapCTBEHHOTO Mpenapara
SABJISIETCSI TPEJICTABIECHUE JOKYMEHTOB, COAEpXKAIIMX pe3yiabTaTbl MOHUTOPUHIA
3¢ (PeKTUBHOCTH 1 OE30MaCHOCTH JIEKAPCTBEHHOIO Mpenapara, u (Ujiu) B OTHOIICHUH
OMOJIOTUYECKUX  JIEKAPCTBEHHBIX  MPENaparoB  pe3yJbTaTOB  OCYIIECTBICHUS
MEpONPUATUNA B COOTBETCTBHM C IUIAHOM YMPABICHUS PUCKAMHU, YTBEP>KICHHBIM
YIOJHOMOUYEHHBIM  (hefiepajbHbIM  OpPraHOM  HCIIOJHUTENBHOM  BJIACTH  NpHU
OCYIIECTBICHUH TOCYJapCTBEHHOM perucTpanuu JIeKapCTBEHHOrO Ipemnapara, B
HEMOJHOM O0BbeMe, OTCYTCTBHE HH(pOpMAIMH, MOATBEpKAaromeld ¢akT yIiaTbl

roCyJapCTBEHHOM MOLUIMHBI 3a MOATBEPKIACHUE TIOCYAAPCTBEHHOM PETHCTPALAU



JIEKapCTBEHHOTO MpernapaTa, JIM0O HelpeACTaBlIeHUE 3asBUTEIEM B yCTaHOBJICHHBIH
CPOK OTBETA HA YKa3aHHBIN B 4acTH 6 HACTOSIIEHN CTaThbH 3alpOC YIIOJIHOMOYEHHOIO
benepanbHOro OpraHa MCIOJHUTEIBHON BIIACTH, & TAK)XKE OTCYTCTBHE B YKa3aHHBIX

JOKyMEeHTax MH(pOpMaIu, KoTopas J0KHA ObITh B HUX OTPa)KeHa.

9. OkcnepTr3a OTHOIICHUS OXUAAEMOM TOJIB3bl K BO3MOXHOMY PHUCKY
MPUMEHEHUS JISKAPCTBEHHOTO MIperapaTa B IeJsIX MOATBEPKACHUS TOCYAapCTBEHHON
PETUCTpAlMK  JICKAPCTBEHHOTO Tpernapara IPOBOJUTCS KOMHCCHEH SKCIIEPTOB
OKCIIEPTHOTO YUPEXKJACHUS B CPOK, HE MPEBBIMIAIONIMA TPUILATH padoumx JHeH. (B
peoarkyuu Dedepanvroco 3axona om 30.01.2024 Ne [-D3)

10. B cnyyae HEIOCTATOYHOCTH MPEACTABICHHBIX AKCIEPTY MATEPHUAIIOB IS
Jla4M 3aKJIOYEHUS] B JIMYHBIA KaOWHET 3asBUTENA B €IMHON CHCTEME HampaBIIAEeTCS
3ampoc O  MPEACTaBICHMM  HEOOXOJMMBIX  MaTepHajoB,  MOJAMUCAHHBIN
pykoBoauTeneM  (YHNOJHOMOYEHHBIM JIULIOM) OKCIEPTHOTO  YUPEXKICHUS C
HCIIOJIb30BAaHUEM YCHJICHHOW KBaTM(PHUIIMPOBAHHON SJIEKTPOHHOW moAnucu. (B
pedaxyuu Dedepanvrozo 3axona om 30.01.2024 Ne [-D3)

11. 3asiBuTenp 00s13aH  HAMpPaBUTh B JIMYHBIA KAOMHET SKCIEPTHOTO
YUpEXKJIEHUSI B €IMHON CUCTeME MOJMUCAHHBIN YCHJIEHHOW KBaTU(pUIIMPOBAHHON
AJIEKTPOHHOM IOJIMCBHI0 OTBET HA 3alpPOC JKCIEPTHOTO YUPEXKICHUS B CPOK, HE
NPEBBILIAIOMINNA [ECTUACCATH PabOYMX JHEW CO JHSA MOJYYEHUS SKCHEPTHBIM
YUPEKACHUEM IEKTPOHHOTO YBEIOMIICHHS O IOJIYYEHHH 3asIBUTENIEM YKa3aHHOIO
3ampoca. Bpems co AHS HampaBlieHWs B JIMYHBIA KaOWHET 3asBUTENS B COUHOU
CUCTEME 3aIpoca 3KCIEPTHOIO YUPEKIACHUS 10 [HS HAIpaBICHUS 3asBUTEIIEM B
JMYHBINA KAOMHET SKCIEPTHOTO YUPEXKICHUS B €AMHONU CUCTEME OTBETA HA yKa3aHHBIM
3aIpOC HE YYUTBHIBACTCA IPU HCUHUCICHHHM CpOKa INPOBEACHUS HKCIEPTHU3bI
OTHOLICHHUS  OXHUIAAEMOM  IOJB3bl K  BO3MOXKHOMY  PHUCKY  IPUMEHEHHS
JIEKAPCTBEHHOTO IIpernapara Ha OCHOBAHHMM JOKYMEHTA, COJACPIKALIEr0 PE3yJIbTaThl
MOHUTOpPUHTA S(PPEKTUBHOCTH W OE30MACHOCTH JIEKApCTBEHHOIO Mpenapara. (B
peoakyuu Dedepanvroco 3axona om 30.01.2024 Ne [-D3)

12. B cpok, He MpEeBBILIAOMNNA TATH paboyux AHEH cO JHS HANpaBlEHUs B
JMYHBINA KaOUHET YIIOJIHOMOYEHHOTO (peiepaibHOr0 OpraHa UCIIOJIHUTEIbHOM BIacTH
B €JMHOM CUCTEME 3aKJIIOUCHHS] KOMUCCHH SKCIEPTOB MO PE3YIbTaTaM dKCHEPTU3bI
OTHOLIEHUS  OKMJAEMOM TOJB3bl K  BO3MOXHOMY pHUCKY  IPUMEHEHUs
JIEKapCTBEHHOTO TperapaTa, COOTBETCTBYIOIIMI YIOJHOMOYCHHBIN (eaepaabHbIi

OpraH  UCIHOJHUTENbHOW  Bmactu: (B pedakyuu  DedepanrbHoco  3aKOHA
om 30.01.2024 Ne 1-D3)



1) ocymiecTBiasiEeT OLIEHKY JTOr0 3aKJIIOUYEHMsI I8 ONpPEACNICHUs €ro

COOTBCTCTBH:A 3aaHUIO HA ITPOBCACHUC yKaBaHHOﬁ OKCIICPTHU3BI,

2) IpUHUMAET pEUIeHHE O TMOATBEPKJIEHUU TOCYJIAapCTBEHHOUN perucrpanuu
JIEKapCTBEHHOT'O TperapaTa Wiud 00 OTKa3e B MOATBEPKICHUU TOCYJApPCTBEHHOM

perucTpannu JeKapCcTBEHHOT O Mpenapara;

3) BHOCUT TpH MPUHATHH PEHICHUS O MOATBEPKICHUHM TOCYIapCTBEHHON
pErUcTpaluy JIEKapCTBEHHOTO TMperapara CBEICHHs B TOCYIAapCTBEHHBINM peecTp
JIEKapCTBEHHBIX CPEJICTB M BBIJAET 3asABUTENI0 OECCPOUYHOE PETUCTPALUOHHOE
YAOCTOBEPEHHUE JIEKAPCTBEHHOIO Ipenapara IOCPEACTBOM HANpaBJIEHUS dYepes
€AVHBIA MOPTaN WIM JUYHBIA KaOMHET 3asgBUTENIS B €IMHOW CHCTEME BBIITUCKU U3
rOCy/IapCTBEHHOI'O pPEECTpa JIEKAPCTBEHHBIX CPEACTB, MOJINUCAHHOW YCHJIEHHOU
KBTH(DUIIMPOBAHHOM AJEKTPOHHON MOAMHKCHIO. (B pedaxyuu @edepanbroco 3aKona
om 30.01.2024 Ne 1-D3)

13. OcHoBanmeM i1 OTKa3a B  MOJATBEPKICHUH TOCYJapCTBEHHOMU
PETUCTpAINHU JIEKAPCTBEHHOTO MpeTapata siBIISETCS 3aKTF0YCHHUE COOTBETCTBYIOIIECTO
YIOJHOMOYEHHOTO ()eIepaTbHOTO OpPTraHa UCTIOTHUTEIBLHOM BIACTH O TOM, YTO PUCK
NPUYUHEHHUST Bpena 370pPOBbI0 YENIOBEKAa WM KUBOTHOTO BCIEACTBHE IpHeMa
JIEKapCTBEHHOTO TMpernapara mpeBblmaeT 3(Q(QeKTUBHOCT, €ro mnpumMeHeHus. (B
peoakyuu Dedepanvroco 3axona om 04.06.2018 Ne 140-D3)

14. B nepuon mpoBeeHHUs TPOLEAYpPbl MOATBEPKACHUS TOCYAapCTBEHHOM
perucTpaIiy JICKapCTBEHHOTO Tperapara ero odparienne B Poccutickoit deneparum

HC NPUOCTAHABINBACTCA.

15. lomyckaeTcss oOpaimieHue JIeKapCTBEHHBIX TPEMapaToB 0 HCTCUCHUS
CpOKa rOAHOCTH, TPOU3BEICHHBIX B TEUYEHHE CTAa BOCBMUIECATH KaJCHIAPHBIX JHEH
MOCJIe JIAThl MPUHATHS YIIOJTHOMOYEHHBIM (peiepaIbHbIM OPraHOM MCTIOTHUTEIBHON
BJIACTHU PELICHHUS O MOATBEPKIACHUU rOCYyAApCTBEHHOM PErMCTpallii, B COOTBETCTBUU
¢ uH(opMaluen, coaep)Kalleics B JOKYMEHTax pEerucTpalloOHHOTO JOChe Ha
JIEKapCTBEHHBIN Mpenapar [0 JaThl MNPUHSATUS TaKOro peuieHus. (B pedaxyuu
Deoepanvroeo saxona om 02.08.2019 Ne 297-D3)

(Cmamuws 6 pedaxyuu edepanvroeco 3axona om 22.12.2014 Ne 429-D3)

Crartbs 30. BHeceHne u3MeHEHUH B IOKYMEHTBI, COACPKALINECS B
PerucTPanuoOHHOM J0Che HA 3aPeruCTPUPOBAHHBIN

JIeKapCTBeHHbIﬁ npemnapart aJjisd MEAUIUHCKOIo MPUMEHCHU A



1.B mensx BHeceHHs W3MEHEHHWH B JIOKyMEHTHI, COJAEpIKaIluecs B
PETHCTPAIIMOHHOM JIOChE Ha 3apeTMCTPUPOBAHHBIN JIEKAPCTBEHHBIA Mpemnapar is
MEIUIIMHCKOTO TMPUMEHEHHUs, JepKaTelb WM BIaJeel] PETUCTPAIMOHHOTO
YIAOCTOBEPEHUS JIEKAPCTBEHHOTO TIpermapaTa WX YIOJTHOMOYEHHOE WM JIPYroe
IOPUIMYECKOE JIMIO (Jajiee B HACTOSIICH CTAaThe - 3asBUTENb) HAIPABISICT
MOCPEJICTBOM  €AMHOr0 TMOpTajla B YIOJHOMOYEHHBIN (eaepanbHblii  Opra
WCTIOJTHUTEIFHOM BJIACTH WJIM B JIMYHBIN KaOMHET YIOJIHOMOYEHHOTO (heqepaibHOro
opraHa WCIHOJHUTEIBHOM BJIACTU B €IWHOW CHUCTEME MOANKMCAHHOE YCUJICHHOU
KBATH(PHUITUPOBAHHON D3JIEKTPOHHOM TIOJAMUCHIO 3asBJIEHUE O BHECEHUU TaKUX
W3MEHEHUH 1o opMe, YCTAaHOBIICHHON YTMOJTHOMOYEHHBIM (efiepadbHBIM OpraHOM
WCTIOTHUTENFHOM BIIACTH, WU TMpHJIaraeéMble K HEMy H3MEHEHHS B YKa3aHHbIE
JOKYMEHTBI, a TaKX€ TOKYMEHTHI, IMOJATBEP)KIAIONINE HEOOXOAUMOCTh BHECCHUS
TaKuX M3MEHEHHH. (B pedakyuu ¢hedepanvrvix 3axonos om 22.12.2014 Ne 429-D3,
om 04.06.2018 Ne 140-D3, om 30.01.2024 Ne [-D3)

1. TIpy  HEOOXOAMMOCTH BHECEHUS B JOKYMEHTBHI, COJEpI)KAIUecs B
PETUCTPALIMOHHOM JIOChE Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar Jis
MEJIUIIMHCKOTO MPUMEHEHUsI, W3MEHEHHM OTHOCUTEIIbHO MecTa MPOU3BOJICTBA
JIEKapCTBEHHOTO Tpernapata Jjs MEAMIMHCKOTO TMPUMEHEHHUs, TpeOyoumx
MPOBEACHUSI  DKCIIEPTU3bl  KadyecTBa  JIEKAPCTBEHHBIX  CPENCTB,  3asBUTEIb
JOTIOJTHUTENIBHO HAIPABIISIET MOCPEACTBOM €IMHOTO IMOpTaja B YNOJIHOMOYEHHBIN
denepanbHbIi  OpraH  UCHOJHUTENBHOM  BJACTH WM JIMYHBIA  KaOWHET
YIOJIHOMOUYEHHOTO (pelepalibHOTO OpraHa HCIOJIHUTEIBHOW BJIACTH B €IUHOU

CHUCTCMC:

1) cBeneHns 0 gaTe MPEAOCTABICHUS W PETHCTPAIIMOHHOM HOMEPE JIUIICH3UN
Ha TIPOM3BOJCTBO JIEKAPCTBEHHBIX CPEACTB, a TAKXKE KOINHI 3aKIOYEHUS O
COOTBETCTBUM TPOU3ZBOJAUTENSA JIEKAPCTBEHHBIX CPEACTB I MEIUIMHCKOTO
MPUMEHEHUS TPeOOBAHUSAM MPABUII HAJJISKAIICH MPOU3BOACTBEHHON MTPAKTUKU, WU
KOIMUIO CepTH(HUKATa COOTBETCTBHUS MPOM3BOIAUTEINS JICKAPCTBECHHBIX CPEACTB IS
MEIUIIMHCKOTO MMPUMEHEHHS TPeOOBaHUAM TTPaBUJI HAAJICIKAIIICH ITPON3BOICTBEHHOM
NpakTUKU EBpasmiiCKOro 3KOHOMHUYECKOTO COI03a, BBIJIAHHBIX YIIOJHOMOYCHHBIM
(dhenepaabHBIM OPraHOM HCTIOJHUTEIILHOU BJIACTH B OTHOIIIEHUH N3MEHEHHOMN | (WJIH)
JOTIOJTHEHHOW MPOW3BOJICTBEHHOM IUIONMIAJAKHA JIEKAPCTBEHHOIO Mpenapara s
MEIUIIMHCKOTO  MPUMEHEHMUs, WJIM KOIIMK  PEIICHUS  YIOJHOMOYEHHOIO
(dhenepaabHOrO OpraHa UCIOJIHUTEILHON BIACTH O MPOBEICHUM (papMarieBTUIeCKOi
MHCIICKIIMY ITPOU3BOACTBA JICKAPCTBEHHBIX CPEICTB 11 MEAUIIMHCKOTO MPUMEHECHUS
Ha COOTBETCTBUE TPEOOBAHUSAM MPABWII HAJICKAIICH MPOU3BOACTBEHHON MPAKTUKH

EBpazuiickoro 3KOHOMHYECKOTO COI03a B OTHOIIEHWHW W3MEHEHHOW U (WJIH)



JOTIOJTHEHHOW ITPOU3BOACTBEHHONW IUIOLIAAKM JIEKAPCTBEHHOIO Ipenapara Jis
MEIUIMHCKOIO TPUMEHEHUsT B Clly4yae, €ClId IPOU3BOACTBO JIEKAPCTBEHHOIO

npemnapara ocyuiectpisierca B Poccuiickoit @enepannu;

2) KOTUIO  TPEAOCTAaBICHHOM  yNOJHOMOYEHHBIM  OPraHoM  CTpaHbl
MPOU3BOJNTEIS JIMLEH3UM Ha MPOU3BOJACTBO JICKAPCTBEHHOIO IIperapara i
MEIULMHCKOIO NPUMEHEHUS M €€ IIEPEeBOJ Ha PYCCKUM SA3BbIK, 3aBEPCHHBIE B
YCTAHOBJICHHOM TMOPSAJKE, a TaKXKe KOIMI0 3aKIIOYEHUS O COOTBETCTBUU
IPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSM MPaBUJ  HaJUIeKalEh
NPOU3BOACTBEHHON  MPaKTUKW, WIM KOMHIO  cepTu(ukara  COOTBETCTBUS
MPOU3BOJUTEISL  JIEKAPCTBEHHBIX CPEACTB JUIl MEOULUMHCKOTO TMPUMEHEHUS
TpeOOBaHUSIM TPABUI Ha/AJIeKAIIEH MPOU3BOJACTBEHHON MpakThku EBpasuiickoro
SKOHOMHUYECKOTO COI03a, BBIJAHHBIX YMOJIHOMOYEHHBIM (eAepaabHbIM OpPraHOM
WCIIOJIHUTEIbHON BJIACTU B OTHOLUEHWM WM3MEHEHHOM M (WIM) JOMOJHEHHOU
MIPOU3BOJICTBEHHOM IUIOIIAJKH JIEKAPCTBEHHOI'O IIpenapara, WM KOIUIO PELICHUS
YIOJIHOMOUYEHHOTO (heIepalbHOTO OpraHa MCIOJIHUTEIHHOU BIACTH O MPOBEACHUU
(dbapMaleBTUYECKON HHCIEKIIMA MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB IS
MEUIIMHCKOTO TPUMEHEHHUSI Ha COOTBETCTBHE TPEOOBAHMAM MPABUI HaAJEKallIeH
MPOM3BOJCTBEHHOU ITPAKTUKHU EBPa3nUMCKOTro 3KOHOMHYECKOTO COK03a B CIIy4dae, €CIIN
MPOM3BOJCTBO JIEKAPCTBEHHOIO IMIPEIapara OCYIIECTBIACTCS 3a MpeAenaMu
Poccniickon ®enepanmm.

(L{ononnenue uacmoio - @Pedepanvruiil 3axon om 04.06.2018 Ne 140-D3) (B
peoakyuu Deodepanvroco 3axona om 30.01.2024 Ne [-D3)

12.Tlpy  HEOOXOAMMOCTH BHECEHUS B JIOKYMEHTBHI, COJEpI)KAIIUecs B
PETMCTPALlMOHHOM JIOChE Ha 3apEerMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Ipenapar Jis
MEIUIMHCKOIO NPUMEHEHMs, U3MEHEHMH OTHOCUTENBHO IOKa3aTeleil KauecTBa
JIEKapCTBEHHOI'O TpernapaTta sl MEIULMHCKOrO INPUMEHEHHs U (WiIu) METOOB
KOHTpOJIS KauecTBa JIEKAPCTBEHHOTO MperapaTa s MEAUIIMHCKOTO MpUMEHEHHUS,
TpeOYIOIUX MPOBEICHUS HKCIIEPTU3BI KAYECTBA JICKAPCTBEHHBIX CPEJICTB, 3asIBUTEID
JIOTIOJTHUTENIBHO HAIpPaBJISIET MOCPEACTBOM €IMHOTO MOpTaja B YMOJIHOMOYEHHBIH
denepanbHbIi  OpraH  WCHOJHUTENBHOM  BJIACTH WM JIMYHBIA  KaOWHET
YIOJIHOMOUYEHHOTO (pelepaibHOTO OpraHa HCIOJIHUTEIBHOW BJIACTH B €IUHOU

CHUCTEMC:

1) CBCACHHUA O JaTC IMPCAOCTABJICHUA U PETUCTPALMOHHOM HOMCEPC JIMLICH3NHN
Ha IIPOMU3BOACTBO JICKAPCTBCHHLIX CPCACTB UJIM CBCACHUSA O AAaTC MPCAOCTABIICHUSA U
PETUCTPAIMOHHOM  HOMCPC  3aKIIKOYCHUA O COOTBCTCTBUHU  IIPOU3BOAUTCIIA

JICKApCTBCHHBLIX CPCACTB Tpe6OBaHI/I}IM IIpaBUJI Hannemameﬁ HpOHSBOIICTBeHHOﬁ



MPAKTUKU WU KOMHIO cepTU(HUKATa COOTBETCTBUS MPOU3BOAUTEINS JIEKAPCTBEHHBIX
CPEICTB JJsi MEAMIMHCKOrO NPHUMEHEHHUs TpeOOBaHMUAM TMpaBWJI HaJexallen
MPOW3BOJICTBEHHOW MPAaKTUKU EBPa3uiCKOro 3KOHOMHYECKOTO COK03a, BBIJIAHHBIX
(MpenocTaBiIeHHBIX) YIMOJIHOMOYEHHBIM (ellepalbHBIM OpPraHOM HCIIOJHUTEIbHON
BJIACTH B OTHOILIEHHH ITPOU3BOJICTBEHHOH IUIOIIAJAKU JICKAPCTBEHHOTO IpErapara, B
Cillyyae, €ClIM IIPOM3BOJACTBO JIEKAPCTBEHHOI'O IIpernapara OCYyLIECTBIISIETCS B

Poccuiickon ®@enepanuu;

2) KOIUIO  MPEAOCTAaBICHHOM  yNOJHOMOYEHHBIM  OPraHOM  CTpaHbl
IIPOU3BOJUTENS JIMIEH3UM HA IIPOU3BOJCTBO JIEKAPCTBEHHOI'O IIperapara i
MEIULMHCKOIO TNPUMEHEHUS W €€ IIEPEeBOJ HAa PYCCKUM S3BbIK, 3aBEPCHHBIE B
YCTAaHOBJICHHOM TOPSAKE, a TaKXke CBEACHHWs O JarTe MpPEIOCTABICHUS U
PETUCTPALIMOHHOM  HOMEPE  3aKJIIOUYEHUS O COOTBETCTBUHU  IPOU3BOJUTEIS
JIEKapCTBEHHBIX CPEICTB TPEOOBAHMSIM MPABWII HAJJIEKAIIEH MPOU3BOIACTBEHHOM
MIPAKTUKH, WIN KOIHUIO CePTU(PHUKATA COOTBETCTBUS IPOU3BOJUTENS JIEKAPCTBEHHBIX
CPEICTB JJisi MEAMIMHCKOTO TPHUMEHEHHUs TpeOOBaHMSM TMpaBWJI HaJJexKallen
MIPOU3BOJICTBEHHOM MpPAaKTUKU EBPa3HilCKOro 3KOHOMHUYECKOTO CO03a, BBIJIAHHBIX
YIOJIHOMOUYEHHBIM (heZiepalibHBIM OPraHOM HCIIOJTHUTENFHON BJIACTH B OTHOIICHUU
MIPOU3BOJICTBEHHON IUIOMIAJKU JICKAPCTBEHHOI'O IIpEerapara, Wik CBEACHUA O JaTe
MPEIOCTABICHNUSI W PETUCTPAUMOHHOM HOMEpPE pEIIEHUsS YIOJHOMOYEHHOIO
(denepasbHOrO OpraHa UCIOJIHUTEIBLHOM BJIACTU O MPOBEACHUH (DapMaleBTUYECKON
VHCIEKIMU IIPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB 1JIsI MEAULIMHCKOTO IIPUMEHEHUS
Ha COOTBETCTBUE TPEOOBAHUSAM NPABWII HaJIEkKAIIEH MPOU3BOACTBEHHON MPaKTUKU
EBpa3uiickoro 3KOHOMMYECKOIO COK3a, €CJIM IPOU3BOJCTBO JIEKAPCTBEHHOIO

rpernapara oCyIecTBISIETCS 3a npenenaMu Poccuiickoit denepannu.

(L{ononnenue uacmoio - @Pedepanvroiil 3axon om 04.06.2018 Ne 140-D3) (B
pedaxyuu Deodepanvrozo 3axona om 30.01.2024 Ne [-D3)

13. TIpuHsATHE pelIeHus O BHECEHUM U3MEHEHUM uian 00 OTKa3e BO BHECEHHHU
W3MEHEHUM B JIOKYMEHTBI, COJIEpXaIUECs B PETUCTPALIMOHHOM JOChE€ Ha
3apEerucTpUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar Jjisi MEAUIMHCKOTO MPUMEHEHUS, B
ClIydae He0OXO0IMMOCTH MTPOBEJCHHUS SKCIIEPTU3bI KaueCTBa JIEKAPCTBEHHBIX CPEJICTB
U (WIM) SKCIEPTU3bl OTHOIICHUS OXKHAAEMOW TMOJb3bl K BO3MOXXHOMY PHUCKY
NPUMEHEHHS] JIEKQpCTBEHHOTO Mpemnapara g MEIUWLIMUHCKOTO IMPUMEHEHUS
OCYIIECTBJISIETCS B CPOK, HE MPEBBIMIAIONIMNA TATHACCITH pabouMx JTHEH, a B
OCTAIBHBIX CIy4asX B CPOK, HE MPEBBIMIAOIIUN JECATH padOvYMX JTHEH CO JTHS
HaIpaBJICHHUS TTOCPEJACTBOM €IMHOTO IMOpTajia B YIOJIHOMOYCHHBIH (heaepanbHbIi
OpraH WCIOJIHUTEIIBHOW BJIACTH WM JIMYHBIH KaOWMHET YIIOJHOMOYCHHOTO

(I)C,HepaJ'IBHOI‘O opraHa HUCIIOJTHUTEIBHOM BJIACTH B eIII/IHOf/'I CUCTCMC 3adABJICHHUA O



BHECCHUM TaKuWX W3MEHEHWU. ([Jononnenue uacmoio - DedepanvHblii  3aKOH
om 04.06.2018 Ne 140-D3) (B peoaxyuu @edepanvroco 3axona om 30.01.2024 Ne -
D3)

1%, YnonHomMoueHHbIH (eaepaibHbli Opral HCHOJHUTEILHOMN BIACTH C YYETOM
pe3ynbTaToB (papMakoHaa30pa U MPOBEPOK COOTBETCTBUSI JIEKAPCTBEHHBIX CPE/ICTB,
HaXOJAIIUXCS B TPAXKIAHCKOM 000pOTE, YCTAaHOBICHHBIM TpPEOOBAaHUSAM K UX
KayecTBY B TE€UEHHUE JECATH pabouuX JAHEU CO JHs MOCTYIUICHUS! COOTBETCTBYIOIIEH
uH(OpMaIMU pa3MellaeT Ha CcBoeM oduuuaabHOM caiite B cetd "HMHTepHeT"
CBEACHUS O HEOOXOJUMOCTH BHECEHHs] B HWHCTPYKLUHIO MO0 MEIUIIMHCKOMY
MIPUMEHEHUIO JIEKApCTBEHHOIO0 Mpernapara M3MEHEHUNW B OTHOIIEHUU CBEICHUM O
MOKa3aHUSX Ui TNPUMEHEHHS ¢  TPOTUBOIMOKA3AHMSIX JJs  [PUMEHEHUs
JIEKapCTBEHHOTO Tperapara, BBISIBICHHBIX MOOOYHBIX JCHCTBUSX, HEXKEIATEIbHbBIX
peaxiusx Ipyu NPUMEHEHHUH JIEKApCTBEHHOTO TIperapara 1 HalpaBJisieT MOANMCAaHHOe
YCUJICHHOW KBaTH(PUIIMPOBAHHON AIEKTPOHHON MOAMKUCHIO YBEIOMIICHUE B JIMYHBIN
KaOWHET 3asBUTENI B €AMHOW CUCTEME, a TAKKE B JIMUHbIC KaOMHETHI 3asIBUTENCH B
€AMHON CUCTEME, SIBISIOLIMXCS JIepKATEIMUA WIN BJIAJIEIbLAMU PETUCTPALIMOHHBIX
YIAOCTOBEPEHUN  B3aMMO3aMEHSEMBIX  JICKAPCTBEHHBIX  MpemapatoB  (WiH
YIOJIHOMOUYEHHBIX HMMH JAPYTHX IOPUIWYECKUX JHI). (/Jononnenue uacmvio -
Deoepanvubiii 3akon om 27.12.2019 Ne 475-D3) (B peoakyuu DedepaivHoco 3aKOHA
om 30.01.2024 Ne [-D3)

1°. Jlepkarenlb WM BJajeNiell  PErMCTPAIMOHHOTO  YAOCTOBEPEHHS
JIEKapCTBEHHOI'O IPEIapara, a TAKKe JIePHKATEIU I BIIAJICIbLbl PETUCTPALMOHHBIX
YAOCTOBEPEHUH JIEKAPCTBEHHBIX MPENnapaToB (WU YMOJTHOMOYEHHbIE UMU APYTHe
IOpUIMYECKHUE JTUIA), KOTOPBIE SBIISIOTCS B3aUMO3aMEHAEMbIMU, 00s13aHbI HAIIPAaBUTh
B JIMYHBIA KaOWHET YMOJHOMOYEHHOTO (henepaqbHOr0 OpraHa HCIOJHUTEIbHON
BJIACTH TMOANUCAHHBIE YCWICHHBIMH KBaJU(UIMPOBAHHBIMU  AJIEKTPOHHBIMU
NOANMUCSAMU 3asBJICHUsI O BHECEHMM HM3MEHEHHMM B JTIOKYMEHTBI, COJEpIKallluecs B
PErUCTPALMOHHBIX TOChE HA 3apPETMCTPUPOBAHHBIC JIEKAPCTBEHHBIE IIpEnapaThl JUIs
MEIULMHCKOIO MPUMEHEHUS, B OTHOIIEHNUHN CBEJICHUM, YKAa3aHHBIX B HHCTPYKLUHU 10
MEIULIMHCKOMY TPUMEHEHHMIO JIEKAPCTBEHHBIX IMPENapaTtoB, B TEYEHHUE COPOKa
pabouux JHEH €O JHSA TONYyYEeHHs] YMOJHOMOYEHHBIM (enepaibHbIM OpraHOM
VICTIOJTHUTEIIbHOM BJIACTH JJIEKTPOHHOTO YBEIOMIICHHS O TOJIyYEHUHU JEpKATEIEM
WM BJIAACIBLEM PETHCTPALMOHHOIO YIOCTOBEPEHUS JIEKAPCTBEHHOTO IIpenapara
(WM yIOJTHOMOUYEHHBIM UM JIPYTUM IOPUINYECKUM JIHIIOM ) HHPOPMAIIUH, YKa3aHHON
B yacTu 14 Hacrosuueii crareu. /lanHoe TpeOOBaHKME HE PACIIPOCTPAHAETCS Ha CIIydYan
BHECEHUS B MHCTPYKLUHIO [0 MEIULIMHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOTO

mnpcrapara W3MCHECHWH B OTHOIICHHWM HOBBIX ITOKa3aHUU A1 IIPUMCHCHUS



JIEKapCTBEHHOTO TIperapara Ha OCHOBAHMHM pE3YyJbTaTOB COOTBETCTBYIOIIUX
uccnenoBanuil. ([{onoanenue uacmoio - @edepanvusiii 3axon om 27.12.2019 Ne 475-
@3) (B peoakyuu @edepanvrozo 3akona om 30.01.2024 Ne [-D3)

2. Pemienue 0 MpOBEAEHUN AKCIEPTU3bI KAYECTBA JIEKAPCTBEHHBIX CPEACTB U
(WM) SKCHEpTH3bl OTHOILIEHHUS OKUJAEMOM TMOJBb3bl K BO3MOXXHOMY PHUCKY
NPUMEHEHUS JIEKAPCTBEHHOI'O Iperapara Uil MEIULMHCKOTO MPUMEHEHUs
NPUHAMAETCSI B COOTBETCTBUM C YTBEPKACHHOW YMOIHOMOUYEHHBIM (hefepaibHbIM
OpraHOM HCIIOJIHUTENIbHOM BIacTH Kiaccuukaiue H3MEHEHUH, BHOCHUMBIX B
JOKYMEHTBI, COAEPKAIINUECS B PETUCTPALIMOHHOM JIOChE HA 3aperuCTPUPOBAHHBIN

JeKapCTBEHHBIN Tipenapar. (B pedaxyuu Dedepanvroeo 3axona om 30.01.2024 Ne 1-
D3)

3. 3asgBUTENb BIpaBe MPEACTaBUTh MO COOCTBCHHON WHUIIMATHBE BMECTE C
3asBJICHHEM O BHECCHMM M3MCHCHHH B JOKYMEHTBI, COJCpIKalluecs B
PETUCTPAIIMOHHOM JIOChE Ha 3apEeTUCTPUPOBAHHBIN JIGKAPCTBEHHBIN TIpernapaT Jyis
MEWIIMHCKOTO MPUMEHEHUS, PEKBU3HUTHI JIOKYMEHTOB, MOJTBEPKIAOIINX YILIATY
rOCy/IapCTBCHHON TIONIIMHBI 32 BHECEHHE B JIOKYMEHTBHI, COJIEpKaluecs B
PETUCTPAIIMOHHOM J0Che Ha 3apErHCTPUPOBAHHBIN JICKAPCTBEHHBIA Tperapar Jyis
MEIUIIMHCKOTO TPUMEHEHHs, U3MEHEHUH, TpeOyIoImuX MPOBEACHHS SKCIEPTU3HI
JICKaPCTBEHHBIX CPEJICTB B YACTU HIKCIIEPTU3BI KaYeCTBA JIEKAPCTBEHHOTO CPEJICTBA U
(Wnm) DKCHEpTHU3bl OTHOIICHHSI OXXKHUIAEMOW TMOJNBb3bl K BO3MOXKHOMY PHUCKY
NPUMEHCHHST JICKAPCTBEHHOTO TMperapara JUisi MEIWIIMHCKOTO MPUMEHEHHUS,
rOCy/JIapCTBCHHON TIONIJIMHBI 32 BHECCHHE B JIOKYMEHTBI, COJEpKalvecs B
PETUCTPAIIMOHHOM JOChe Ha 3aperMCTPUPOBAHHBIN JICKAPCTBEHHBIA Tperapar Jyis
MEMIIMHCKOTO TIPUMEHEHUS, U3MCHECHUH, HEe TPEOYIOMUX MPOBEICHUS IKCIIEPTH3HI
JICKApCTBEHHOTO  CPEICTBAa, a  TaKkKe  BbIJaBaeMble  (TPEIOCTABISICMBIC)
YIOJTHOMOYECHHBIMU (pe/iepaibHBIMUA OpTraHaMU UCTIOJTHUTEIBHOM BIACTH JIOKYMEHTBI
(cBemenus), ykaszamuple B yactax 1' um 12 macrosmiedl cratbn. B ciydae wux
HETPEICTABJICHUS YIIOJTHOMOYCHHBIN (eIepalibHbIi OpTraH UCIOJTHUTEILHOM BIIACTH
3arpaiivBaeT yKa3aHHbIE JOKYMEHTHI (CBEIEHUS) B MOPSIKE MEXBEIOMCTBEHHOTO
MH(POPMAITMOHHOTO  B3aUMOJICUCTBUS. (B pedaxyuu  gedepanrvhbix  3aKOHO8
om 27.12.2019 Ne 478-D3, om 30.01.2024 No 1-D3)

4. B Teyenue naTy pabo4uX JHEN CO AHS NMOCTYIICHUS YKAa3aHHOIO B 4acTH |
HACTOSIIEH CTaTbU 3asBIICHUSI U HEOOXOIUMBIX JTOKYMEHTOB YIOJHOMOYEHHBIN

(denepasbHbIN OpraH UCHOJHUTEIBHOU BIACTH: (B pedakyuu Pedepanvrozo 3akona
om 30.01.2024 Ne 1-D3)



1) IpOBOAUT IPOBEPKY MOJHOTHI U IOCTOBEPHOCTU CBEJICHUH, COJIEPKAILINXCS

B IIPCACTABJICHHLIX 3aABUTCIICM MaTCpHUalIax;

2) NpUHUMAET pEIICHHUE O TPOBEJACHUU yKa3aHHBIX B YacTH 2 HACTOSIIEH
CTaThbU COOTBETCTBYIOLIUX IKCIEPTU3 JIEKAPCTBEHHOI'O CPEICTBA WK 00 OTKAa3€ B MX

IMPOBCACHUU,

3) HampaBiseT B IMYHBIM KAOUHET 3asiBUTENS B €IMHOM CUCTEME MOANMCAaHHOe
YCUJIEHHOW KBaIM(DPUIMPOBAHHON AIIEKTPOHHON TOJMUCHIO YBEAOMJICHHE O
MPUHSATOM PELICHUU WIA B CIydae MPUHATUS PElIeHHus] 00 OTKa3e B MPOBEACHUU

COOTBETCTBYIOLEH AKCHEPTU3bI C YKAa3aHMEM MPUYMH TAKOro OTKaza. (B pedaxyuu
Geoepanvhvix 3axonos om 22.12.2014 Ne 429-D3, om 30.01.2024 Ne 1-D3)

4'.B cayuae BBISBIEHHMS HEIOCTOBEPHOCTH CBEIEHMH, COAEPIKAIIUXCA B
MIPEJICTABJICHHBIX 3asBUTEIEM MaTepHajax, YIOJHOMOYCHHBIN (enepanbHblid OpraH
WCIIOJITHUTEILHON BJIACTH HAIPABJISET B JIMYHBIA KAOWMHET 3asBUTEISI B CIAMHOU
CHUCTEME 3ampoc 00 YTOYHEHUW YKa3aHHBIX CBEJACHUM, MOJMUCAHHBIN yCUICHHOMN
KBaTH(PHUITUPOBAHHON AIEKTPOHHOU NOJITUCKIO. ([Jonoanenue yacmoio -
Deoepanvubiii 3akon om 25.11.2013 Ne 317-D3) (B peoakyuu DedepaivHoco 3aKOHA
om 30.01.2024 Ne 1-D3)

42, 3asgBuTens 00sA3aH HANPABHTh B JIMYHBIA KaOMHET YIOJHOMOYEHHOTO
(denepabHOrO OpraHa UCHOJHUTEIHLHOM BJIACTH B €AMHOW CHCTEME MOAMHCAHHBIN
YCUJICHHOW KBaJTM(UIUPOBAHHON AJIEKTPOHHON MOAMKMCHIO OTBET HA 3ampoc
YIOJIHOMOUYEHHOTO (eZepallbHOTO OpraHa HCIOJIHUTENIbHON BJIACTH B CPOK, HE
MIPEBBIMIAOIMINNA IEBIHOCTa pabOUMX THEH CO JTHS MOJYYCHHUs YIOJTHOMOYCHHBIM
(dbenepalbHBIM OPraHOM HCITOJIHUTEIBHON BJIACTU DJICKTPOHHOTO YBEIOMJICHUS O
MOJIYYEHHUHU 3asiBUTENIEM JaHHOTo 3amnpoca. Cpok, yKa3aHHBIN B yacTh 4 HacTosIIeH
CTaThH, IPUOCTAHABIUBACTCS CO JIHS HANPABJICHUS B JIMYHBIN KaOMHET 3asBUTEIIS B
€AMHOW  CHUCTEME  3ampoca  YINOJIHOMOYEHHOro  (emepanbHOro  OpraHa
WCTIOJIHUTENTFHOM  BJIaCTW /10 JHS  HampaBlieHUsT B  JIMYHBIM  KaOWHET
YIIOJTHOMOYEHHOTO (heZIepaIbHOTO OpraHa HCIIOJTHUTEIBHON BIACTH B EIWHOU
CHUCTEME OTBETa Ha JAHHBIM 3alpOC W HE YUYUTHIBAETCA MPU HCUYUCIECHHH CPOKa
IPUHATHS PELIEHUs O BHECEHUM WU3MEHEHUM B JOKYMEHTBI, COJEpKalluecs B
PErUCTPALMOHHOM J0ChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar s
MEJUIIMHCKOTO  TMpUMEHEHUs. (/Jononnenue uacmoio - Dedepanvhvili  3aKOH
om 25.11.2013 Ne 317-@3) (B peoakyuu edepanvroco 3axona om 30.01.2024 No |-
D3)

5. OcHOBanueM IJI1 O0TKAa3a B IIPOBCACHUN YKA3dHHBIX B 4aCTHU 2 HaCTOSII]_Ief/'I

CTaTbU SKCIICPTUI ABJLICTCA IIPCACTABICHUC JOKYMCHTOB, IICPCUUCIICHHBIX B HaCTAX



1 u 3 Hacrosimiel cTaThbd, B HEMOJHOM OObEME, HEMpPEJCTaBICHUE 3asBUTEIIEM B
YCTaHOBJICHHBIM CPOK OTBETA HA YKA3aHHBIM B 4acTu 4' HACTOAIIEH CTaThH 3aIpoC
YIOJHOMOYEHHOTO (heiepaqbHOrO0 OpraHa HCIOJIHUTEIBHOW BIIACTH, a TaKXKe
OTCYTCTBUE€ B  IMPEACTABICHHBIX  JOKYMEHTAaX  JOCTaTOYHBIX  CBEJICHHUU,
MOATBEPXKIAIONIUX HEOOXOJUMOCTh BHECEHHUS W3MEHEHUW, WM OTCYTCTBUE
uHdopmanuu, MNOATBEpkKIaomed (akT yIulaThl TOCYJApCTBEHHBIX —IOILINH,

YKa3aHHBIX B YaCcTH 3 HACTOAIMICH CTaThbW. (B pedakyuu ¢hedepanivHblx 3aKOHO8
om 25.11.2013 Ne 317-®D3; om 22.12.2014 Ne 429-D3)

6. Yka3zaHHble B 4YacTu 2 HaCTOHIHeﬁ CTaTbU OJOKCICPTU3bI IIPOBOIAATCA B
NopAAKE, YCTAHOBJICHHOM craTbei 23 HaCTOAIICTO qDe}:LepanLHoro 3aKOHa.

7. B cpok, He MpeBBIIAIONINN TATH pabOYMX JHEW CO JHS HaIpaBiICHUS
MOCPEACTBOM  €IIMHOTO TMOpTaja B YIOJIHOMOYEHHBIH (eaepanbHblii  opraH
UCTIOJHUTEILHONW BJIACTU WJIM JIMUHBIM KaOWHET YIMOJIHOMOYEHHOTro (efepaibHOro
OpraHa HUCITOJIHUTEJIBHOM BJIACTH B €JUHOM CHCTEME MOIINHUCAHHBIX YCHJICHHBIMU
KBATU(PUIIUPOBAHHBIMU ~ JJICKTPOHHBIMU ~ MOAMMUCSAMHU  3aKIIOYEHUN  KOMMCCHIA
JKCHEPTOB MO PEe3YyJIbTaTaM YKa3aHHBIX B YAaCTH 2 HACTOAIIECH CTaThbU IKCIEPTH3,
YIIOJIHOMOUYCHHBIN (peiepanbHblii OpraH HCHOJHUTENBHOM BiacTH: (B pedaxyuu
Geoepanvrovix 3axkono06 om 22.12.2014 No 429-D3, om 30.01.2024 Ne 1-D3)

1) npuHUMaeT penieHre 0 BHECEHUH U3MEHEHU B TOKYMEHTBI, COJEPKALUecs
B PETrMCTPALIMOHHOM J0ChE Ha 3aPETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar s

MCIUIUHCKOTO ITPUMCHCHU S, NI 00 0TKa3e BO BHECEHHH TaKHUX HBMCHCHHﬁ;

2) BHOCHUT B TOCYapCTBEHHBIN peecTp JIEKApCTBEHHBIX CPEJICTB HA OCHOBAHUU
pEIIeHUs 0 BHECCHHH U3MEHEHHM B IOKYMEHTBI, COJIEP KAIIAECs B PErUCTPAIIMOHHOM
JI0OChE Ha 3apeTHCTPUPOBAHHBIN JIGKAPCTBEHHBIN MpenapaT isi MEIUIIHHCKOTO
IMPUMCHCHHS, HEOOXOIWMBIC W3MEHEHUS; (B pedakyuu Dedepanvhoco 3aKOHA
om 30.01.2024 Ne 1-D3)

3) BbIZaeT  3adBUTEN0  HOBOE  DPETUCTPALMOHHOE  YJIOCTOBEpPEHME
JIEKapCTBEHHOTO IIpernapara B CIy4yae U3MEHEHUS CBEACHMM, CONEPKAILUMUXCS B HEM,
IIyTEM HAIPaBICHUS 3asABUTEIIO IIOCPEACTBOM E€IUHOIO IOPTAJa WIM B JIUYHBIN
KaOMHET 3asBUTENS B €IMHOM CHUCTEME BBIIUCKHM M3 TOCYJIAapCTBEHHOTO peecTpa
JEKapCTBEHHBIX  CPEACTB, TMOJNHCAHHON  YCHJIEHHOW  KBaTU(pUIIMPOBAHHOU
NIEKTPOHHOM  MOANUCHIO. (/Jononnenue  nynkmom -  DedepanvHbili  3aKOH
om 22.12.2014 Ne 429-D3) (B peoaxyuu edepanvrozco 3akona om 30.01.2024 Ne -
D3)

8. OcHoBaHuEeM JUIT OTKa3a BO BHECEHUMM M3MCHCHUU B JOKYMCHTHI,

coJiepKallliecs B pErucTPallOHHOM J0Che Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN



npenapatr  JUis  MEIUIMHCKOTO  TNPHUMEHEHHs,  SBISACTCS  3aKIIIOYCHHE
YIOJTHOMOYEHHOTO (peZieparbHOTO OpraHa UCTIOTHUTEIBHON BIACTH O BO3MOXXHOCTH
CHI)KCHHSI 0€30MacHOCTH, KadecTBa, dPPEKTUBHOCTU JEKAPCTBEHHOTO CPEJICTBA B

CJlyyae BHECCHUS TAKUX U3MECHEHUM.

9. Homyckaercs oOpallieHue JICKapCTBEHHBIX MPENapaToB Al MEAUIIMHCKOTO
MPUMEHEHHUSI 10 HMCTEYCHHUS CpPOKa TOJHOCTH, IPOU3BEACHHBIX B TEUYCHHE CTa
BOCBMUJIECATH JHEH TIOCNe JaThl MPUHATHSA YIIOJHOMOYECHHBIM (henepanbHbIM
OpraHoM HMCIOJIHUTEIbHOM BJIACTH PEUIECHUSI O BHECEHUU U3MEHEHUN B JIOKYMEHTHI,
coJep)Kaiuecss B PErHMCTPAlMOHHOM JI0OChE€, B COOTBETCTBUU C HH(POPMAIHEH,
coJepIKalecsT B JIOKYMEHTaX PETHCTPAIlMOHHOTO JOChe Ha JIEKapCTBEHHBIN

mpernapar JI0 1aThl MPUHITHS TaKOTO permeHus. (B pedaxyuu Pedepanvro2o 3aKoHa
om 22.12.2014 No 429-D3)

10. ITpaButensctBo  Poccuiickoii  @enepauuu  BIOpaBe  YCTaHOBUTH
OCOOCHHOCTM  BHECEHHMSI HM3MEHEHUH B  JOKYMEHTBHI, COJEp)Kallhecs B
PETUCTPAIMOHHOM JIOChE Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipernapar AJist
MEIUIIMHCKOTO TMPHUMEHEHUS, B Ciaydae AePeKTyphl WM PHUCKAa BO3HHUKHOBCHHS
neeKTyphl JICKaPCTBEHHBIX IMPEMapaToB B CBSI3M C BBEJICHWEM B OTHOIICHHH
Poccuiickon denepannu OIPAaHUYUTEIIbHBIX MeEp 3KOHOMUYECKOr0
xapakrtepa. (/[onoanenue wacmoio - Pedepanviubwiii 3axon om 08.03.2022 Ne 46-D3)

Cratbs 31. BHecenne u3MeHeHHM B JOKYMEHTBI, CoJiepraimnecs B
PErucTPAMOHHOM J10Che HA 3apPeruCTPUPOBAHHBIH

JIEKAPCTBEHHBII Npenapar JJisi BeTePUHAPHOI0 PUMEHEeHUsI

I.B wmemsax BHECEHHWs U3MEHEHUW B JOKYMEHTBHI, COAEp)KAIIHECS B
PErUCTPALlMOHHOM JOChE€ Ha 3apErMCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar s
BETEPUHAPHOTO MPHUMEHEHHUs, JepKaTelb WIM BIAJEIEL PEruCTPauOHHOTO
YIAOCTOBEPEHUS JIEKAPCTBEHHOI'O IMpenapara WM YIOJHOMOYEHHOE WM JpYyroe
IOpUIMYECKOe JIMIO (Jajee B HACTOSIIEW CTaTbe - 3asBUTENb) HaIpaBIsieT
MOCPEACTBOM €IMHOTO TMopTaja B YIOJHOMOYEHHBIM (denepanabHbIi  Oprax
WCIIOJIHUTETTLHOM  BJIACTHM  TOJANMHMCAHHOE  YCHWJICHHOW  KBaTU(UIIMPOBAHHOM
AJNIEKTPOHHOM TMOJMUCHIO 3asBICHHE O BHECEHHM TaKUX HM3MEHEHUW 1o (dopme,
YCTAaHOBJICHHOW YTIOJTHOMOYEHHBIM (he/lepaibHbIM OpraHOM —HUCIHOJIHUTEIHHOM
BJIACTH, W MpPUJIaracéMble K HEMY H3MEHEHUS B YKa3aHHbIE JOKYMEHTBI, a TaKkKe
JOKYMEHTBI, TIOJITBEPKIatoIIe He0OX0JUMOCTh BHECEHUS TakKuX M3MeHeHui. [lpu

HCO6XOIII/IMOCTI/I BHECCHHMSI M3MCHEHUM B AOKYMCHTBI, COJACpKaIUECsa B



PErUCTPALIMOHHOM JI0ChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar Juist
BETEPUHAPHOIO MPUMEHEHHUs, B CIy4dasX HW3MEHEHHs M (WiIu) JIONOJIHEHHUS
MIPOU3BOJICTBEHHOM IIIOIIAJKM JIEKAPCTBEHHOI'O CpPEJACTBA, a TAaKXE H3MEHEHMs
IoKa3aTesen KayecTBa JEKapCTBEHHOIO IIpenapara Jijisl BETEpUHAPHOIO IIPUMEHEHUS
u (WIM) METOAOB KOHTPOJS KadecTBa JIGKApCTBEHHOTO IMpemapara s
BETEPUHAPHOTO NPUMEHEHHUS 3aIBUTEb JOTOJHUTEIBHO HAMPABISIET NOCPEACTBOM
€MHOrO TMOpTajla B YIOJHOMOYEHHBIH (eaepalibHbIil OpraH HCIOJHUTEIbHOU

BJIACTH CIIEAYIOIINE JOKYMEHTBI (CBeACHUS): (B pedaxyuu hedepanvhvix 3aKOHO8
om 27.12.2019 Ne 478-D3, om 30.01.2024 Ne [-D3)

1) cBeleHHs O JaTe MPEAOCTaBICHUS W PETUCTPAIIMOHHOM HOMEpE JIUIICH3UN
Ha IPOMU3BOJICTBO JICKAPCTBEHHBIX CPEJICTB, NPEIOCTABICHHOW ITPOHU3BOJIHUTEIIO
JICKapCTBEHHOI'O TIperapaTta JijIsi BETCPHHAPHOIO NPHMEHEHHS, I POCCHHCKUX
npousBoauTenei; (B pedaxyuu @edepanvroeo 3akona om 27.12.2019 No 478-D3)

2) cBelleHUd O JaTe MPEAOCTaBIEHUSI U PETUCTPALIMIOHHOM HOMEpE JIUIEH3UN
Ha TMPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB, NPEIOCTaBICHHOW MPOU3BOAUTEIIO
(dapmaneBTUYECKON CyOCTaHIIMHU, BXOJSIICH B COCTAaB JIEKAPCTBEHHOIO TMpemnapara
JUIS BETEPUHAPHOTO MPUMEHEHHS, JUISl POCCUMUCKUX MPOU3BOIUTENEH; (B pedaxyuu
Deoepanvrozo 3axona om 27.12.2019 Ne 478-D3)

3) konusi JTOKYMEHTa, BBIAAHHOTO YIIOJHOMOYEHHBIM OpPraHOM CTpPaHbI
MPOU3BOAUTENS I KAXKIAOM TMPOU3BOACTBEHHOM IUIOMIAAKU JIEKAPCTBEHHOTO
npenapara JJisi BETEPUHAPHOTO MPUMEHEHHUS W MOATBEPKIAIOIIETO COOTBETCTBUE
MIPOM3BOJIUTENS JICKAPCTBEHHOTO IIperapara TpeOOBaHUSAM IPaBHII HaJJICKaICh
MPOM3BOJICTBEHHOW MPAKTHUKH, U €Tr0 IMEPEBOJ HAa PYCCKUU A3bIK, 3aBEPEHHBIC B
YCTAHOBJIEHHOM TIOPSIAKE, @ TAaKXKE KOIUS 3aKJIOUYEHUS O COOTBETCTBUU
MPOU3BOJIUTENA JIEKAPCTBEHHBIX CPEJCTB TPEOOBAHUSAM TMPaBHII HaJJISKaIIC
MPOU3BOJICTBEHHON MPAKTUKH, BBIJIAHHOTO YIOJHOMOYEHHBIM (eliepaabHbIM
OpPTaHOM MWCITOJHUTEIBHOM BJIACTU ISl KaXXIOM NPOU3BOACTBEHHOM IUIOLIAJKH
JIEKapCTBEHHOTO Tperapara Jjisi BeTepUHAPHOTO IPUMEHEHHUS, THOO KOS PEIICHUS
O TPOBENCHUM WHCIEKTUPOBAHUS MPOU3BOIAUTEINA JIEKAPCTBEHHBIX CPEACTB,
MIPUHATOTO YIIOJTHOMOYEHHBIM (PeiepaibHbIM OPTaHOM UCTIOTHUTEILHON BIACTH TSI
KaXJ0M MOPOU3BOJCTBCHHOM  IUIOMIAJKKA JIEKAPCTBEHHOTO  TIpernapara s
BETEPUHAPHOTO MPUMEHEHUS. Y Ka3aHHbBIE JOKYMEHTBI MPEICTABIAIOTCSA B Cllyvae,
€CJIM MPOMU3BOJICTBO JIEKAPCTBEHHOI'O Ipernapara i BETEPUHAPHOTO MPUMEHEHUS
OCyLIECTBIIsIETCS 3a TipenenaMu Poccurickon @enepanuu;

4) xonusi JAOKYMEHTa, BBIJAHHOTO YMOJHOMOYEHHBIM OPraHOM CTpaHbI

npou3BoAMTENsE  (apMalEeBTUYECKOM  CyOCTaHIIMM M TMOJTBEPKIAIOILEro



COOTBETCTBHE MPOU3BOAUTEINS (papMaIleBTHUECKOM CyOCTaHIINH, BXOSIIECH B COCTaB
JIEKapCTBEHHOTO TIpernapara i BETepUHAPHOTO MMPUMEHEHUS, TPEOOBAaHUSAM TIPABHUIT
HAJJIC)KAIIEH TPOU3BOACTBEHHOM NPAKTUKH, M €r0 IEPEeBOJ HA PYCCKHN S3BIK,
3aBEPEHHbIC B YCTAaHOBJICHHOM TIOpSAKE, B Ciydae, €CId MPOU3BOJCTBO
(hapManeBTUYECKOM CyOCTaHIIMM OCYIIECTBISICTCS 3a Tpeaenamu Poccuiickoit
Oenepanum.

(Hacmo 6 pedaxyuu Dedepanvroeo 3axona om 04.06.2018 No 140-D3)

1'. B cnyyae usMeHeHus v (WiIK) AOMOJIHEHHUS TIPOM3BOICTBEHHOM IIOMIAAKN
JIEKQpCTBEHHOI'O CPEACTBA JOKYMEHTBI, YKa3aHHbIE B 4acTH | HACTOSLIEH CTaThbH,
MPE/ICTABIIAIOTCS 3asBUTEJIEM B OTHOILIECHUU H3MEHseMOW U (WIH) AOMOIHIEMOU
MPOU3BOJICTBEHHOM IUIOIIAJKHU JIEKAPCTBEHHOIO CpelcTBa. PemieHue o BHECEHHH
W3MEHEHUN B JOKYMEHTBI, COJAEpXkallhecss B PETUCTPALMOHHOM JOChE Ha
3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar AJig BETEPUHAPHOTO NPUMEHEHUS,
WK 00 OTKa3e B MX BHECEHUU MPUHUMAETCS B Cllydyae HeOOXOIMMOCTH MPOBEICHUS
AKCHEPTU3bl JIEKAPCTBEHHOTO CPEJICTBA B CPOK, HE MPEBBIMIAOMINN JEBSIHOCTA
pabouyux JHEHW, a B OCTAJIbHBIX CIIy4asX B CPOK, HE MPEBBILAIOIIUN TPUALATH
pabouux JHEM CO [HA HamNpaBlEHUs TMOCPEACTBOM €IWHOTO TMOpTajia B
YIOJHOMOUYEHHBIN (eepalibHbIii OpraH HCMOJHUTENLHON BJIACTU 3asBICHUS O
BHECEHUH TaKUX W3MEeHEHUH. ([onoinenue uacmoio - Dedepanvuviii  3aKOH
om 04.06.2018 Ne 140-D3) (B peoaxkyuu Dedepanvrozco 3akona om 30.01.2024 Ne -
D3)

12. B ciayuae peopraHM3alyy JepKarels WM BIaJeibla PErnCTPalmOHHOrO
YIAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIpenapara Uil BETEPUHAPHOIO IPUMEHEHMS,
pa3paboTurKa UM IPOU3BOIUTENS JEKAPCTBEHHOTO Ipernapara Jiisi BETepUHAPHOTO
IIPUMEHEHUS B 3asIBJICHUM O BHECEHWH M3MEHEHMU B IOKYMEHTBI, COACP/KAILINECS B
PETrUCTPALMOHHOM J0ChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar s
BETEPUHAPHOTO MPUMEHEHMUS, YKA3bIBAKOTCS IAHHBIEC JOKYMEHTA, IOITBEPKIAIOIIETO
BHECEHHME COOTBETCTBYIOIIMX HW3MEHEHUMHW B EJNUMHBIA TOCYIapCTBEHHBIM PEECTP
IOPUIUYECKUX JUI[ (UIsl OpraHu3alyii, 3aperucCTPUPOBAHHBIX HA TEPPUTOPUU
Poccuiickoit ~ @enepanuu), WIM  MHOTO  JIOKYMEHTa, MOJTBEPKIAIOIIETO
pEeopraHu3alyio IPUANYECKOro Juia (AJi1 OpraHu3aluii, He 3aperucTpUPOBAHHBIX
Ha Tepputopun Poccuiickoil ®@enepannn). 3asBICHUE O BHECEHWU M3MEHEHUU B
JOKYMEHTBI, COAEPKAIINUECS B PETMCTPALIMOHHOM JIOChE HA 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN IIpenapar JiyIsl BETEPUHAPHOIO IPUMEHEHUS, U MPUJIAraeMble K HEMY
JOKYMEHTBI HAaIpPaBIIIOTCA MOCPEICTBOM €IMHOTO MOpPTAJIa B YMNOJHOMOYEHHBIN
(denepanbHbIl OpraH WCIOJHUTEIBLHON BJIACTH HE TO3JAHEE YEM uepe3 TPHALATh

pabounx JHEH CO JHS BHECEHHUS COOTBETCTBYIOIIMX HW3MEHEeHUW B EaunHbIil



rOCyJ1IapCTBEHHBIM peectp IOPUINYECKUX T (ns OpraHu3aluu,
3aperucTpUpOBaHHbIX Ha Tepputopun Poccuiickoit denepauun) Wi co JHS
MPUHATHS COOTBETCTBYIOIIETO JTOKYMEHTA, MOJTBEPKIAIOIIET0 PEOPraHU3alUI0
IOPUIMYECKOTO JIUA (IJIsI OpraHu3aliii, HE 3apETrUCTPUPOBAHHBIX HA TEPPUTOPUHU
Poccuiickoit deneparuu). B ciaydae peopraHuzanum aepraTens WIH Biajaelbla
PErUCTPAMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOr' O ITpenapara Juisi BETEpUHAPHOTO
MIPUMEHEHUS 3asBJICHHE O BHECEHWW W3MEHEHHI B JOKYMEHTHI, COJEpIKaIIUECs B
PETUCTPAIMOHHOM J0ChE€ Ha 3apErUCTPUPOBAHHBIN JICKAPCTBEHHBIM mpemnapar st
BETEPUHAPHOTO MPUMEHEHHUsI, TTOAACTCS IOPUAMUYECKUM JIMIIOM, KOTOPOMY B XOJ€
peopraHm3alnui  TMepejaH0  MpPaBO  BIAJACHUS  TaKUM  PETUCTPAIMOHHBIM
yAOCTOBEpPEHUEM. ([onoanenue uacmoio - Deoepanvhbiil 3QKOH
om 02.08.2019 Ne 297-D3) (B peoakyuu Dedepanvroco 3axona om 30.01.2024 No |-
D3)

2.B ClIydyac BHCCCHH:A U3MCHECHUN B HAOKYMCHTBI, COJACpKaIIUCCIA B
PETUCTPALIMOHHOM JJOCHE Ha SapeFHCTpHPOBaHHBIfI HCKapCTBeHHBIﬁ npcernapar ajis
BCTCPHUHAPHOI'O IIPUMCHCHUWA, B OTHOIICHUUN CBGIIGHI/Iﬁ, YKa3aHHbIX B IMOAITYHKTAax
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x", "k", "n", "®", "c", "X" nynkra 7 wactu 3 crarbu 17 HacTOSAIIETO
®denepanbHOr0 3aKOHA, HM3MEHEHHS W (WIM) JOMOJHEHUS TPOW3BOJCTBECHHOU
TUIOMIAJKA JICKAPCTBEHHOTO CPEJICTBA, a TaKKe B CIydae M3MEHEHHs IMOKa3aTesen
KauecTBa JIEKAPCTBEHHOI'O IMpemnapara sl BETEPUHAPHOIO MPUMEHEHUs U (WJIH)
METOZIOB KOHTpOJIA KadecTBa JIEKAPCTBEHHOrO IMpernapara Jjsi BETEpUHAPHOIO
MIPUMEHEHUS POBOIUTCS SKCIIEPTHU3A JIEKAPCTBEHHOTO CPEACTBA JUIsl BETEPUHAPHOIO
npuMeHeHus. B ciayyae He0OXOAMMOCTH BHECEHUSI MHBIX U3MEHEHHUH B JIOKYMEHTHI,
coJiep KaIuecs B perucTpaliioHHOM J0Che Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBECHHBIN
npenapar Jyisi BETepUHAPHOTO MPUMEHEHHUS, IKCIIEPTU3a JIEKAPCTBEHHOTO CPE/ICTBA
JUIST BETEPUHAPHOTO TPHUMEHEHUS HE TPOBOAUTCS. (B pedakyuu ¢hedepanvrvix
3akonos om 22.10.2014 Ne 313-D3; om 22.12.2014 Ne 429-D3)

3. 3asBuTENb BIpaBe MPEACTaBUTH MO COOCTBEHHON WHHIIMATHBE BMECTE C
3asBJICHUEM O BHECEHMM W3MEHEHUW B JOKYMEHTBI, COJEpKaluecs B
PETUCTPALMOHHOM J0ChE€ Ha 3apErUCTPUPOBAHHBIN JICKAPCTBEHHBIN mpenapar st
BETEPUHAPHOTO MPUMEHEHHUS,PEKBU3UTHI JTOKYMEHTOB, MOATBEPKIAIONINX YILIATY
roCyJapCTBEHHON TONUIMHBI 32 BHECEHUE B JIOKYMEHTBI, COJIEpKAINECS B
PETUCTPAIMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Tpenapar AJist
BETCPUHAPHOTO TPUMEHEHMs, U3MEHEHUU, TPEOYIOIMUX IMPOBEICHUSI IKCIEPTHU3bI
JIEKQpCTBEHHOI'O CPEACTBA, WJIM M3MEHEHUH, He TpeOyIolux NpOoBEACHUS
AKCHEPTU3bl JIEKAPCTBEHHOI'O CpeAcTBa. B cilyyae HEOOXOAMMOCTH HW3MEHEHHS

CBGHGHHﬁ, COACPKAIMNXCA B PCrUCTPAIMOHHOM YAOCTOBCPCHHUH JICKAPCTBCHHOI'O



npenapara Jyisi BETEpUHAPHOTO MIPUMEHEHMS, C 3asiBJICHUEM, YKa3aHHbIM B YacTu |
HACTOSIIEH CTaThH, 3asSBUTEIH BIPABE MPEACTABUTH MO COOCTBEHHOW WHUIIMATHBE
PEKBU3UTHI JOKYMEHTA, TOATBEPKAAIOIIEIO YIUIATy TOCYJapCTBEHHON MOIUIUHBI 32
BbIJIJaYy PETHCTPALIMOHHOTO yJA0CTOBEPEHHUSI JIEKAPCTBEHHOTO Mpernapara. 3asBUTEIb
BIpaBe TNIPEACTAaBUTH 10 COOCTBEHHOW WHHIIMATUBE CBEICHUS O JIMIICH3USAX,
yKa3aHHbIE B MyHKTaxX | u 2 4yactu | HacTosiliel CTaThbu, a TAaKKE BbIJIABAEMbIC
YIIOJTHOMOYCHHBIMH ~ (DeIepallbHBIMA ~ OpTaHaMH  WCTIOJHUTEIBHOW  BJIACTH
JOKYMEHTBI, YKa3aHHble B MyHKTe 3 4yacTtu | Hacrosmed crarbu. B ciydae
HEMPEJCTABICHUS]  YKa3aHHBIX  JOKYMEHTOB  (CBEJCHHMI)  YIOJHOMOYECHHBIM
(dbenepanbHbBIN OpraH UCIIOTHUTEIILHON BIACTH 3aIlpallliBacT YKa3aHHBIC TOKYMEHTHI
(cBenmeHus) B MOPsIAKE MEKBEJIOMCTBEHHOT'O WHOOPMAITMOHHOTO
B3aUMOJICUCTBUS. (B peodakyuu pedepanvuvix 3axonose om 27.12.2019 No 478-D3,
om 30.01.2024 Ne 1-D3)

4.B CpPOK, HC HpeBBIHIaIOU_[I/Iﬁ JACCATHU pa6quX ,Z[Heﬁ CO JHA NOCTYIJICHUA
YKa3aHHOT'O B 9aCTHU 1 HaCTOSIH_[eﬁ CTaTbH 3asi4BJICHUA U HGO6XOI[I/IMBIX HAOKYMCHTOB,

YIIOJIHOMOYEHHBIHN (eiepaabHbIi OpraH UCIIOJHUTEIHHOM BIACTH:

1) mpoBOIUT MTPOBEPKY MOTHOTHI M JOCTOBEPHOCTH CBEJICHUMN, COJIEPKAIINXCS

B IMPCACTABJICHHBIX 3asBUTCICEM JOKYMCHTAX,

2) MNPUHHUMACT PCHICHUC O IMTPOBEACHNU 3KCIICPTHU3LI JICKAPCTBCHHOTO CPCACTBA
AJI1 BETCPUHAPHOT'O ITPUMCHCHHA NI 00 OoTKa3e B ec ITPOBCACHUH,

3) HampaByIieT TOCPEACTBOM E€IMHOTO TOpTajia 3asBUTEIIO MOJNHUCAHHOE
YCUJICHHOW KBaJIM(UIMPOBAHHOW 3JNEKTPOHHONW MOJNKMCHIO YBEAOMIIEHHE O
NPUHATOM PELICHWH WM B ClIy4ae NPUHATHUS PelIeHHs o0 OTKa3ze B MPOBEICHUU
OKCHEPTHU3bl JIEKAPCTBEHHOTO CpEJCTBA JUIS BETEPUHAPHOTO IMPUMEHEHHS C
yKa3aHWeM TMPUYMH TakKoro oTkaza. (B peoakyuu @Dedepanvhoco 3axkoHa
om 30.01.2024 Ne 1-D3)

4'. B ciydyae BBISBIECHHS HENOCTOBEPHOCTH W (MJIM) HENOCTATOUHOCTH
CBEJICHMM, COJIEp)KAIMXCA B IPEACTABICHHBIX 3asiBUTEJIEM Marepuaiax,
YIIOJITHOMOUYCHHBIN (eiepalbHbIii OpraH HCIOJHUTEIHLHOW BIIACTH HAMpPAaBIISICT
MOCPEJICTBOM E€IUHOTO TMOopTaja 3asBUTENIO 3alpoc 00 YTOYHEHMHM YKa3aHHBIX
CBEJICHUM, TOJAMUCAHHBIA  YCWICHHOW  KBAIU(PUIUPOBAHHOW  3JIECKTPOHHOU
MOANUCKIO. ([Jononnenue uacmoio - Dedepanvhuviti 3axon om 04.06.2018 Ne 140-
@3) (B peoakyuu Dedepanvroeo 3axkona om 30.01.2024 No [-D3)

42, 3asBurenb 00s3aH HANpPaBMTh IOCPEIACTBOM E€IMHOIO IOpTaja B
YIOJIHOMOUYEHHBIN (enepanbHblii OpraH HCIOJHUTEIBLHON BIIACTH TOIUCAHHBIN

YCUWJICHHOW KBaTM(UIUPOBAHHON AJIEKTPOHHOM MOAMKMCHIO OTBET HA 3ampoc



YIOJHOMOYEHHOTO (he/iepaibHOTO OpraHa HWCHOJHHUTEILHOW BJIACTH B CPOK, HE
MPEBBIIAIOIINN JIEBIHOCTa Pa0OYMX JIHEH CO JIHS IMOJYYCHHS YIIOJIHOMOYCHHBIM
denepanbHBIM OPraHOM HCIOJHUTEIBLHON BIACTH DJICKTPOHHOTO YBEIOMJICHUS O
TOJTy9E€HHH 3asBUTENIEM JAaHHOTO 3arnpoca. Cpoky, yka3aHHble B yacTh 1! HacTosmein
CTaThH, IPUOCTAHABIIMBAIOTCS CO JHS HAIMPABJICHUS IMOCPEJICTBOM €IMHOTO IMOpTaia
3asBUTEIIO 3ampoca YHMOJHOMOYEHHOTO (henepanbHOro OpraHa HWCIOJTHHUTEIHHOU
BJIACTH JI0 JHS HAIpaBJICHUS MOCPEACTBOM E€AMHOTO IMOpPTaja B YIOJTHOMOYCHHBIH
denepanbHBI OpraH WCIOJHUTEIBLHOW BJIACTH OTBETAa Ha JAHHBIA 3alpoc M HE
YUUTBIBAIOTCS IIPU HCYUCICHUHN CPOKA MPUHATHS PEIICHUs O BHECCHUH U3MCHCHUH B
JOKYMEHTBI, COJICPIKaIMecs B PErMCTPAIMOHHOM JIOChE Ha 3apervMCTPUPOBAHHBIN
JICKApPCTBEHHBIH MperapaT /st BETEpUHAPHOTO IPUMEHEHUS. ({onoinenue wacmoio -
®Deoepanvubiii 3akon om 04.06.2018 Ne 140-D3) (B peoakyuu DedepaivHoco 3aKOHA
om 30.01.2024 Ne [-D3)

5. OcHOBaHuEM MJi1 OTKa3a B TPOBEJICHUU SKCHEPTHU3bl JIEKAPCTBEHHOTO
CPEACTBA JUIsl BETEPUHAPHOTO NPUMEHEHUS SIBISAETCA NPEACTABICHUE TOKYMEHTOB,
yKa3aHHBIX B YacTax 1 u 3 HacTosIIel cTaTbH, B HEMIOJIHOM 00beMe WIIH OTCYTCTBUE
B MNPEACTABICHHBIX JOKYMEHTaX JOCTATOYHBIX CBEICHUM, IOATBEPKAAIOIINX
HEOOXOJAMMOCTh BHECEHHS] M3MEHEHMM, MO0 HEIMpEACTABICHHUE 3asBUTEIIEM B
YCTaHOBJICHHBIM CPOK OTBETA HA yKa3aHHBIM B 4acTu 4! HACTOAILEH CTaThH 3ampoc
YIOJHOMOYEHHOTO (heJiepaibHOr0 OpraHa MCIIOJHUTENBHON BIAcTH. (B pedaxyuu
®Deoepanvrozo 3akona om 04.06.2018 Ne 140-D3)

6. DKkcnepTH3a JIEKapCTBEHHOTO CPEJICTBA ISl BETEPUHAPHOIO ITPUMEHEHUS B
LEISIX BHECEHMSI MU3MEHEHUH B JIOKYMEHTBI, COJAEp:KAllMecs B PEruCTPaliOHHOM
JI0OChe Ha 3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBINM mpemnapar s BETEPUHAPHOIO
OPUMEHEHUS, OCYLLECTBIISETCS B OPAJIKE, YCTAHOBIEHHOM CTaTheil 24 HACTOALLErO
PenepanbHOro 3aKOHA.

6!. B cpok, He NPEBHINIAIONIMH AeCATH pabounuX IHEH CO JHs HAIpaBJICHUS
MOCPEJICTBOM  €MHOr0 TMOpTajla B YIOJHOMOYEHHBIN (eaepalbHblii  Opra
WCTIOJIHUTENIFHON  BJACTH  MOAMMCAHHOTO  YCHUJICHHOM  KBadU(UIUPOBAHHOM
AJIEKTPOHHOM TOANMCBHIO 3aKJIIOYEHUs KOMHUCCHM DJKCIEPTOB IO pe3ysbTaTam
YKa3aHHOM B 4YacTU 2 HACTOSIMIEM CTaTbM OKCIEPTU3bI, YHOJHOMOYEHHBIH

(dbenepanbHbIi OpraH UCIIOIHUTEIBHON BIacTU: (B pedakyuu gedepanvhbvlx 3aK0HO8
om 02.08.2019 Ne 297-@D3, om 30.01.2024 Ne 1-D3)

1) npuHUMaET peleHrne 0 BHECEHUH N3MEHEHHUH B TOKYMEHTBI, COJISPIKaITUeCs
B PETUCTPALIMOHHOM JIOChE€ Ha 3aPETrMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpenapar s

BCTCPHUHAPHOI'O IPUMCHCHUA, UTN 00 OTKa3e BO BHECCHHH TaKHUX HSMCHCHHﬁ;



2) BHOCHUT B TOCYJAPCTBEHHBIN PEECTp JIEKAPCTBEHHBIX CPEJCTB HA OCHOBAHUHU
pELIeHNs 0 BHECEHUH U3MEHEHMI B IOKYMEHTBI, COJIep KalllUecs B PErUCTPALIMOHHOM
JI0OChE Ha 3aperMCTPUPOBAHHBIA JIEKAPCTBEHHBIN Npenapar [Uisi BETEPUHAPHOIO

MpUMEHEHUs, HeoOXoauMmble W3MeHeHus; (B pedaxyuu DedepanbrHoco 3axkona
om 30.01.2024 Ne 1-D3)

3) BBIAAeT ~ 3asABUTENI0  HOBOE  PETUCTPAIMOHHOE  YJIOCTOBEpEHHE
JIEKQpCTBEHHOI'O  Mperapara s BETEPUHAPHOTO IPUMEHEHHMST B  Clly4yae
HEOOXOIMMOCTH HM3MEHEHHUs CBEIICHWMH, COJEpKAIUXCi B HEM, C COXpaHEHHUEM
HOMEpa paHee BBIJAHHOTO PETHCTPAIMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO

npernapara sl BETepMHAPHOI0 NPUMEHEHUS. ([[onoanenue nynkmom - Dedepanvhbiii
3axon om 02.08.2019 Ne 297-D3)

(Llononnenue uacmoio - @edepanvhsiii 3axon om 22.10.2014 Ne 313-D3)

6. B ciyuae BHeceHMs U3MEHEHMH B JOKYMEHTBI, COJEp)KAIIUECT B
PErUCTPAMOHHOM JOChE€ Ha 3apErMCTPUPOBAHHBIN JICKAPCTBEHHBIN Mpenapar s
BETEPUHAPHOr0 MPUMEHEHMS, B UaCTH, Kacarolencss i3MEHEHUs U (W) T0MOJIHEHUS
MPOM3BOJACTBEHHON IUIOIIAJAKU JIEKAPCTBEHHOI'O IIpenapara, IPU IPEACTABICHUU
3asBUTEJIEM B COOTBETCTBHM C IyYHKTOM 3 4acTh | HAcTOsIIEeN CTaTbu KOMUU
pElIeHHs YIOJTHOMOYEHHOTO (peepaibHOro OpraHa HWCIHOJHUTEIBLHOW BJIACTH O
MPOBEJACHUNA HHCIIEKTUPOBAHUSA MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB CpPOK,
yKa3aHHBIA B 4acTH 6! HACTOAIIEH CTaThU, IPUOCTAHABIMBAETCS CO JHS MOTyYEHHs
3aKJFOYCHHUS] KOMHUCCHUU OJKCIIEPTOB JO JHS MPHUHATUSA  YIOJHOMOYEHHBIM
(denepanbHBIM OPraHOM MCTIOTHUTENILHON BJIACTH PEILICHUS O BbIaue WK 00 OTKa3e
B BbIJIAU€ 3AKIIOYEHUS O COOTBETCTBUU NPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHMIM TIPABWIT HAIIS)KAIIECH MMPOU3BOACTBEHHOW MPAKTHUKU, HO HE O0JIee YeM

Ha CTO BOCEMBJECIT pabouux AHEH. (/Jononnenue yacmovio - Dedepanvhwviii 3aKOH
om 04.06.2018 Ne 140-D3)

7. OcHOBaHHEM JUIsi OTKa3a BO BHECEHHMM W3MEHEHUHW B JOKYMEHTHI,
coJiep Kalluecs B perucTpallioOHHOM J0Che Ha 3apEruCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npernapar JUisl BETEpUHAPHOTO MPUMEHEHHS], B CIIy4asx, He TPeOYIOIUX MPOBEICHUS
AKCIEPTU3Bl JIEKAPCTBEHHOTO CPEJACTBA, SIBIAETCS MpEACTaBICHHE JIOKYMEHTOB,
yKa3aHHBIX B YacTax | u 3 HacTosel cTaTby, B HEMIOJIHOM 00bEeMe WM OTCYTCTBUE
B MPEJICTABIECHHBIX IOKYMEHTAaX CBEJICHUHM, KOTOPbIE TOJKHBI OBITH B HUX OTPa’KEHBI,
00 HEMpEeICTaBIICHUE 3asBUTEIEM B YCTAHOBIIEHHBIN CPOK OTBETA HA YKA3aHHBIN B
yactu 4! HacTosIEd CTaThbM 3ampoc YIOJHOMOYEHHOro (eaepalbHOro opraHa
WCTIOJTHUTEIBHON BJacTu. (B peoaryuu Deodepanvhozo 3aKOHA
om 04.06.2018 Ne 140-D3)



7'. OcHoBaHWeM JUIi OTKAa3a BO BHECEHWH W3MEHEHHH B JIOKYMEHTHI,
coJieprKalirecs B perUCTPAlMOHHOM JIOChE Ha 3aperUCTPUPOBAHHBIN JIEKapCTBEHHBIN
npenapar JUisi BETEpUHAPHOTO MPUMEHEHHsI, B ClIy4asX, TPeOYyIOIUX MpPOBEACHUS
AKCIEPTU3BI JIEKAPCTBEHHOTO CPENICTBA, SIBISIETCS 3aKIIOUEHHUE YIIOJHOMOYEHHOTO
(denepalbHOTO OpraHa HUCIOJHUTEIBHONM BJIACTH O BO3MOXKHOCTH CHUIKEHUS
0e30macHOCTH, KauecTBa, d3PGEKTUBHOCTH JIEKAPCTBEHHOTO Mperapara BCIIEICTBUE
BHECEHHUS W3MCHCHHMU B YKa3aHHBIE JIOKYMEHTHI, OTKAa3 YIIOJHOMOYEHHOTO
denepanbHOrOo oOpraHa HCIOJHUTENBHON BJIACTU B BbIJAY€ 3aKIIOYEHUS O
COOTBETCTBHM MPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM MPABHI
HaAJeXaleil MpPOU3BOJACTBEHHOW TMPAKTUKA B Cciaydyae H3MEHEHHs H (WJIH)
JIOTIOJIHEHUSI TIPOU3BOJCTBEHHON IUIOMIANKK JIEKAPCTBEHHOI'O IIpernapara, ecliu
MIPOU3BOJICTBO JICKAPCTBEHHOTO TMpemapaTa JUis BETEPHHAPHOTO MPHUMCHCHUS
ocymiecTBisieTca 3a npeaenamu Poccuiickon ®denepaunu, WM OTCYTCTBHUE ITOTO
3aKITOUCHUS. (/Jonoanenue yacmoio - Pedepanvhusiii 3akon om 04.06.2018 Ne 140-
D3)

8. Jlommyckaercst oOpaiieHre JIeKapCTBEHHBIX MPEenapaToB /I BETEPUHAPHOTO
MPUMEHEHUS JI0O HMCTECYCHUS CpOKa TOMHOCTH, IPOM3BEJICHHBIX B TEUCHHE CTa
BOCBMUJICCATH JHEW IIOCJIC JaThl TPHUHSATHS YIIOJTHOMOYCHHBIM (heepaabHbIM
OpPTraHOM HCITOJIHUTEIIEHON BIIACTH PEUICHUSI O BHECEHUW W3MCHEHUH B JOKYMEHTHI,
coJep)Kaluecss B PErHUCTPAlMOHHOM JIOChE€ Ha JIGKApCTBEHHBIM IIpemapar, B
COOTBETCTBHH C MH(OpMAIUEH, COJEPIKAIIEHCS B TOKYMEHTaX PETHCTPAIMOHHOTO
JI0OChE Ha JICKApPCTBCHHBIM TIpermapar JO JaThl MPHUHATHS TaKOTO pelieHus. (B
peoaryuu Dedepanvroco 3axona om 22.12.2014 Ne 429-D3)

Cratbs 32. OTMeHA rocy1apCTBEHHOM PerucTPauu JeKapCTBEHHOT 0
npenapara

Pemenue 00 oOTMEHE TOCYAApCTBEHHOM pErucTpaluy JIEKapCTBEHHOIO
mpernapara M HCKJIOYEHUH JIEKapCTBEHHOIO Mpenapara M3 TOCyIapCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CPEICTB MPUHUMACTCS YIOJTHOMOYCHHBIM (eaepaabHbIM

Oopranom HUCITIOJTHUTEIbHOM BJIACTH B ciaydac:

1) mpeacTaBieHnuss COOTBETCTBYIOIIMM YIOJHOMOYEHHBIM  (perepanbHbIM
OpraHOM HCIIOJIHUTENIbHON BJIACTH 3aKIIOUEHUSI O PUCKE WU 00 yrpo3e 3J0pOBbIO,
YKU3HU YEJIOBEKA WJIM >KMBOTHOTO NPH MPUMEHEHUH JIEKAPCTBEHHOI'O IIperapara,
IPEBBIIIAIOIINX €ro 3(PQPEKTUBHOCTb, MO pe3yJbTaTaM OCYIIECTBISIEMOTO UM

MOHUTOpHUHIa 0€30MaCHOCTH JIEKApPCTBEHHOTO Mpernapara;



2) nojauu Jaep>KaTesieM WM BIAJEIbIEM PErUCTPAMOHHOTO YIOCTOBEPEHUS
JIEKapCTBEHHOIO TMpernapara WIH YIOJIHOMOYEHHBIM WM JPYTHM HOPUIAYECKHAM
JUIOM 3asBICHHsT 00 OTMEHE TOCYJapCTBEHHOM PETUCTPAIMH JICKAPCTBEHHOTO
mpemnapara, TOJIMUWCAHHOTO  YCHUJICHHOW  KBATM(PHUIIMPOBAHHOW  DIIEKTPOHHOM
MOJIKCHI0, IIyTeM €ro HampaBlICHWs NOCPEACTBOM €IMHOTO I[opTaja B
YIIOJTHOMOYCHHBIA (pefiepaibHBI OpraH WCIOJHUTEIbHOW BJIACTH WX JIMYHBIN
KaOWHET YIMOJIHOMOYEHHOro (heepaibHOrO OpraHa WUCHOJHUTEIbHOM BJIACTH B
enuHoil cucteme; (B peoakyuu ¢hedepanvuvix 3axonos om 22.12.2014 Ne 429-D3,
om 30.01.2024 Ne 1-D3)

3) HEMOATBEPKIACHUSI  TOCYJApCTBEHHON  PETUCTPAllMA  JIEKapCTBEHHOTO
rpenapara o HMCTEYEHMM CpOKa JCHUCTBUsS PErMCTPALIMOHHOTO YJIOCTOBEPEHUS,
BBIJJAHHOTO HA IISATh JIET;

4) HenpeCTaBIICHUS 3asBUTENIEM MH(POPMAIMH, KOTOpas MOXKET MOBJIEYb 32
co00ll HEOOXOAMMOCTh BHECEHHMS] W3MEHEHHM B JOKYMEHTBI, COAEpIKalluecs B
PErUCTPAllMOHHOM JIOChE€ Ha 3apETHCTPUPOBAHHBIN JIEKAPCTBEHHBIN Mpemnapar, B

TCUCHUC TpUALATHU pa60t11/1x I[HCfI CO IHA HACTYIINICHUA 3THUX H3MCHCHHﬁ;

5) OCYIICCTBJICHUS I’OCYI[&pCTBCHHOﬁ perucTpanun JICKApCTBCHHOI'O
npcerapara 1moa TOproBbIM HAMMCHOBAHUCM 3apPCTUCTPHUPOBAHHOTO paHCEC IO 3TUM
TOPTOBBIM HaAanMMCHOBAHHCM JICKAPCTBCHHOI'O npcerapara, OTINYAarOICIrocsAa

Ka4eCTBEHHBIM COCTaBOM JCHCTBYIOIIMX BEIIECTB; (B pedaxyuu Dedepanvrozo
3axona om 22.12.2014 Ne 429-D3)

6) OCyIIECTBIEHHSI TOCYJapCTBEHHOM perucTpalyy OJHOIO M TOrO K€
JIEKapCTBEHHOI'O IIpenapara B OTHOLIEHHMM OJHOIO U TOTO K€ JepiKareils WiIu
BJIaJ€/Iblla PETUCTPALIMOHHOIO YIOCTOBEPEHUs JIEKAPCTBEHHOI'O IIperapara B BUIE
IBYX © OoJjiee JIEKApCTBEHHBIX MPENapaTtoB IO Pa3IUYHbIMH TOPTrOBBIMU

HaUMEHOBaHUAMMU; (B pedakyuu Dedepanvroco 3axona om 04.06.2018 Ne 140-D3)

7) BbIHECEHHUsI CYJIOM peUIeHUusl O HapyLIeHUU TMpaB MpaBooOIaaaTens
00BEKTOB HMHTEJUIEKTYaJIbHOM COOCTBEHHOCTH MpU OOpaIIeHUH JIEKAPCTBEHHBIX

CpEICTB;

8) OTCYTCTBHS JICKapCTBEHHOTO TMpemnapata B oOpamienun B Poccuiickoit
Oenepanu B TeueHUe Tpex U Oonee Jet; (Jononnenue nynkmom - Dedepanvhbiii
sakon om 22.12.2014 Ne 429-D3)

O) HEBBITIOJIHEHUS ~ JIep>KaTelieM WIM  BIAJENbIEM  PETUCTPALMOHHOTO
YIOCTOBEPEHHSI JIEKApCTBEHHOTO MpernapaTa JU00 yMOJIHOMOUYEHHBIM UMH APYTUM
IOPDUIMYECKUM  JIMIIOM ~ MepomnpusiTuii  mo  oOecnedeHuto  0e30MacHOCTH

JIEKapCTBEHHBIX IPENapaToB, YCTAHOBJIEHHBIX YIIOJHOMOYEHHBIM (henepanbHbIM



OpraHoM MCIOJIHUTEIbHON BJIACTH B COOTBETCTBHM C 4acTsiMu 3 U 4 cratbu 64
HACTOSIIETO denepanbHOTO 3aKOHa, B pamkax OCYIIIECTBIICHHUS

bapmakoHaa3opa; (onoanenue NYHKMOM - Deoepanvhbiil 3aKOH
om 22.12.2014 Ne 429-D3)

10) oTkaza pepxkarenst WIM BIAJENbLa PErHMCTPALMOHHOTO YIOCTOBEPEHMS
JIEKapCTBEHHOT'O Mpernapara JMO0 yHOJIHOMOYEHHOTO UMM JAPYroro OpHINYECKOTO
JUIa OT BHECEHUS M3MEHEHUWH B MHCTPYKLMIO MO MPUMEHEHHIO JIEKAPCTBEHHOTO
nperapara, KacarollUXCsl HOBBIX MOJTBEPXKICHHBIX JAaHHBIX O TOM, 4YTO PHCK
NpUYUHEHHUS Bpena 370pPOBbI0 YeNIOBEKa WM KUBOTHOTO BCIEACTBHE IMpHeMa
JIEKapCTBEHHOTO npenapara MPEBBIIIACT 3¢ (HEeKTUBHOCTH €ro

npuMeHeHus. (/[ononnenue nynkmom - @edepanvruiii 3akon om 22.12.2014 Ne 429-
D3)

Cratbs 33. 'ocyaapcTBeHHBI peecTp JeKAPCTBEHHbIX CPEACTB

1. l'ocynapcTBeHHBIN peecTp JEKAPCTBEHHBIX CPEACTB COAECPKUT IEPEUEHb
JIEKaQpCTBEHHBIX MpenapaToB, MPOIICAIINX T'OCYJAaPCTBEHHYI0 PErUCTpPAIUIO,
nepedeHb (PapMaleBTHUECKUX CYOCTAHIIMM, BXOMSIIUX B COCTaB JIEKAPCTBEHHBIX
MpernapaToB, ¥ CIEAYIOUTYI0 HH)OPMAIIHIO:

1) B OTHOIIIEHNH JI€KAPCTBEHHBIX MPETAPaATOB:

a) HAMMCHOBAaHHUE JIEKapCTBEHHOTO npenapara (MeXIyHApOIHOE
HEMAaTEHTOBAaHHOE, WM TPYNNHUPOBOYHOE, WJIA XUMHUYECKOE ¢ TOPTrOBOE

HauMeHoBaHus); (B pedaxyuu Dedepanvrozo 3axona om 22.12.2014 Ne 429-D3)

6) JICKApCTBCHHAA (bopMa C YKa3aHUCM JO3HUPOBKHU JICKAPCTBCHHOI'O IIpCIIapara
1 Cro KOJIM4cCTBa B HOTpG6HTGJIBCKOﬁ YIIAKOBKC;

B) HAUMEHOBAaHWE  JIepXkKaTesdss  WIM  BiaJeiblla  PETUCTPALMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO MPEINApaTa U CBEACHUS O PETUCTPALMU JIepHKATEIA
WJIM BJIQJIEbLIa PETUCTPALMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO IIpenapara Juis
MEIULMHCKOIO TPUMEHEHHS B KAYECTBE HAJIOTOIUIATEIbIIMKA B CTPAHE PETUCTPALIMU
(mmst pOCCHMHCKHMX  OPUAMYECKHX  JIMIl -  HWACHTU(DHUKAIMOHHBIA  HOMEP
Hanoromnatensimka (MHH), nms MHOCTpaHHBIX IOPUAMYECKHX JIUI - CTpaHa
perucTpanuy, HAMMEHOBaHUE PETUCTPUPYIOLEr0 OpraHa, perucTpaiOHHbIN HOMED,
KOJl HaJOroIulaTeblllMKa B CTpaHe perucrpauny (MHKOPIOpPALMK) WU  €ro
aHanor); (B peoaxyuu @edepanvrozo 3axona om 28.12.2017 Ne 425-D3)



I') HAUMEHOBAHME M aJpec IPOU3BOAMTENS JIEKAPCTBEHHOIO IIpernapara U
CBEJEHUS O PpETruCTpallM¥ IPOU3BOAMTENS JIEKAPCTBEHHOrO Ipernapara s
MEIUIMHCKOIO IPUMEHEHHS B KAUE€CTBE HAJIOTOIUIATEIBIINKA B CTPAHE PETUCTPALIMH
(I1s  pOCCHUHCKMX  IOPUIMYECKUX  JIMI -  HACHTU(PUKALMOHHBIA  HOMEp
Hanoromiarensiuka (MHH), mis uHOCTpaHHBIX IOPUAMYECKHX JIMII - CTpaHa
perucTpanuy, HAMMEHOBaHUE PErUCTPUPYIOIIETO OpPTraHa, pEeTUCTPALIMOHHBIN HOMED,
KO/l HAJIOTOTUIATEIIbIINKA B CTPAHE PETUCTPALIMU (MHKOPIIOPAIIMH) WK €T0 aHaJIOr);
(B peoaxyuu @edepanvrozo 3axona om 28.12.2017 Ne 425-D3)

1) (apmakoTepaneBTHUECKasi Tpymma, KOJ JIEKapCTBEHHOIO Mpernapara Iio
aHATOMO-TEPANIEBTUYECKO-XUMHUECKOMN Kiaccudukanumu, PEKOMEHI0BaHHOMN

Bcemupnoit opranuzaiueit 3apaBooxpaHenus; (B pedaxyuu @edepanbHoeo 3aKoHa
om 22.12.2014 Ne 429-D3)

¢) MOKa3aHWs ¥ MPOTUBOMNOKA3aHWs K TPHUMEHEHHIO JIEKAPCTBEHHOTO
nperapara,

) MOOOYHBIE IEUCTBUS JIEKAPCTBEHHOTO Mpernapara;
3) CPOK TOJAHOCTH JICKAPCTBEHHOTO Mpernapara;

1) YCJIOBUS XpPaHEHUs JIEKaPCTBEHHOTO Mpenapara;
K) YCJIOBUS OTITyCKa JIEKapCTBEHHOTO Mpernapara;

J) HoMep (apMakomeHONW cTaTh WIM B CiIy4dae €€ OTCYTCTBHS HOMEp
HOPMATUBHOW JOKYMEHTAIMU JTM00 HOPMATUBHOTO TOKYMEHTA;

M) JaTa TOCYJapCTBEHHOW PETHCTpAIlMU JICKApCTBEHHOTO Mpernapara U €ro
pPErUCTPAallMOHHBIM HOMEp, JaTa 3aMEHbl PErucTPAalMOHHOTO YyIOCTOBEPEHHUS
JIEKapCTBEHHOTO Ipenapara Ha OECCpPOYHOE PETUCTPALMOHHOE YAOCTOBEPEHHE
JIEKapCTBEHHOTO Ipemapara, Jara T[oJauyd 3adBJICHUS O TOJITBEPKICHUU
TOCYJapCTBEHHOW PETUCTpAIlMU JIGKAPCTBEHHOTO TMpemapara, Jara OTMEHBI
rOCy/IapCTBEHHOM  pErucTpaluu  JEKapCTBEHHOro mpemnapara; (B pedaxkyuu
Deoepanvrozo saxona om 22.12.2014 Ne 429-D3)

H) KaueCTBEHHBIM COCTaB U KOJUYCCTBEHHBIN COCTaB I[CﬁCTBYIOH.[HX BCIICCTB
151 KauyeCTBCHHBIMN coCTaB BCIIOMOTI'aTCJIbHBIX BCHICCTB JICKApCTBCHHOI'O

npenapara; (/{ononnernue HOONYHKMOM - Deoepanvhbiii 3aKOH
om 22.12.2014 Ne 429-D3)

0) undopmanus 000 BCEX  pPa3peuIeHHBIX BHJIaX BTOPUYHOMN

(moTpeOUTENnbCKON) YNaKkoBKU; (/[ononnenue noonynkmom - Dedepanvuviii 3aKOH
om 22.12.2014 Ne 429-D3)



) JaTa MPUHATHS PEHICHUsS O BO3MOXXHOCTH PacCMaTpHUBATh JIEKAPCTBEHHBIM
npernapar OpH  TOCYJIApCTBEHHOM  perucTpaldd B KayecTBE  OpQaHHOTO
JICKapCTBEHHOTO Mpenapara (Ui JeKapCTBEHHBIX MPEnaparoB JUIsi MEIUIIMHCKOTO
NpUMEHEHUs); (/{ononnenue HOONYHKMOM - Deoepanvhbiil 3QKOH
om 22.12.2014 Ne 429-D3) (B pedaxkyuu Dedepanvrozo 3aKoHa
om 27.12.2019 Ne 475-D3)

p) HaJIM4Yue JEKapCTBEHHOTO MpernapaTa B IepeyHe KU3HEHHO HEOOXOIUMBIX U
BAXHEHUIIUX JIEKAPCTBEHHBIX TMpenaparoB (AJs JEKapCTBEHHBIX IpenapaToB s
MEJIMIIUHCKOTO TPUMEHEHUs); ([[ononnenue noonynkmom - @Deodepanbhblii 3aKOH
om 22.12.2014 Ne 429-D3) (B pedaxyuu Dedepanvroco 3aKoHa
om 27.12.2019 Ne 475-D3)

C) HUIMYME B JIGKQPCTBEHHOM IIpenapare HapKOTHYECKUX  CPEJCTB,
MICUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB, MOJIEKAIINX KOHTPOIIIO B Poccuiickoit
@enepany, B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickon ®enepauuu,
MEXIyHApOAHbIMHU AoroBopamu Poccuiickon ®denepanyu, B TOM uuciae EaumHou
KOHBEHLIMEM O HapKoTHueckux cpeactBax 1961 roma w  KouBeHmmedn o
MICUXOTPOMHBIX BemecTBax 1971 rona; (Jononunenue noonynkmom - @edepanvHuiii
3axon om 22.12.2014 Ne 429-D3)

T) UHpOpMALIMsI O TOM, SIBJISIETCSA JIM JIaHHBIM JIEKapCTBEHHBIN Ipenapar
pedepeHTHBIM  JIGKApCTBEHHBIM  NpenaparoM; ([lonoanenue  nOONYHKMOM -
@eoepanvrviil 3akon om 22.12.2014 Ne 429-D3)

Y) CBCACHHUA O II0oJadcC 3adABJICHHA O BHCCCHHH W3MCHCHUI B JAOKYMCHTEI,
COACPIKAIUCCA B PETUCTPALIMOHHOM JOCBC Ha JICKapCTBCHHBIfI

npenapart; (/{onoanenue noonynkmom - @edepanvrviii 3akon om 22.12.2014 Ne 429-
D3)

&) ([lonornenue noonynkmom - @edepanvruiil 3axon om 22.12.2014 Ne 429-
D3) (Ympamun cuny - @edepanvroiii 3axkon om 27.12.2019 Ne 475-D3)

X) CPOK  BBEACHHUS JIEKAPCTBEHHOTO IIpermapata s  BETEPHHAPHOTO
NpPUMEHEHUSI B TPKIAHCKUA 000poT; (Jonoanenue noonyukmom - Dedepanvhwiii
sakon — om 22.12.2014 Ne 429-D3) (B pedakyuu  Dedepanvhoco  3aKOHA
om 30.01.2024 Ne 1-D3)

1) “HpOpMalLMsl O TOM, SIBJISIETCS JIM JAHHBIA JIEKAPCTBEHHBIN Mpemnapar
op(haHHBIM JE€KaPCTBEHHBIM MpENapaToM, UMMYHOOHUOJIOTMUECKUM JIEKApCTBEHHBIM
IpenapaTom, paanodapMaleBTHYeCKIM JIEKAPCTBEHHBIM IIpenapaTom,
rOMEONAaTUYECKUM JIEKapCTBEHHBIM IpenapaToM, OMOJIOrMYECKUM JIEKapCTBEHHBIM

[IpenapaToM, BBICOKOTEXHOJIOTMUHBIM JIEKAPCTBEHHBIM IPENapaToM, BIEpPBbIE



3apeructpupoBaHHbiM B Poccuiickorn denepanuy B COOTBETCTBUU C HACTOSIIAM
denepanabHbIM 3aKOHOM WIHM aKTaMH, cCOCTaBisAomuMU npaBo Corosa; ([lononnenue

noonyukmom - @edepanvruiii 3akon om 30.01.2024 Ne 1-D3)
2) B oTHOIIEHUHU (hapMalleBTUIECKUX CyOCTaHIINMI:

a) HaUMEHOBaHWE  (apMalEeBTHUECKOW  CyOCTaHIMM  (MEXKIyHapOIHOE
HETIaTeHTOBAaHHOE, WJIM TPYNIHPOBOYHOE, WM XHMHYECKOE U  TOPTOBOE
HaMMEHOBAHMUs ), (hopMa BEIITyCKa (C yKa3aHUEM JO03UPOBKH (TP HATUYNH ), (haCOBKH
U YOaKoBKM); (B pedaxkyuu geodepanvuvix 3axkonos om 22.12.2014 Ne 429-D3,
om 30.01.2024 Ne 1-D3)

0) HaMEHOBaHUE U aJipec MPOU3BOAUTENS (papMaleBTHUECKON CyOCTaHIIUU
(mmst  pOCCHMHCKHX  IOPHIMYECKUX  JIMI -  HACHTU(PUKALMOHHBIA  HOMEp
Hanororuiarenbiuka (MHH), n1s uHOCTpaHHBIX IOPUAMYECKHUX JIUI[- CTpaHa
perucTpainuy, HAMMEHOBaHUE PETUCTPUPYIOIIETO OpPTraHa, pETUCTPALIMOHHBIN HOMED,
KOJI HaJOTOIUIaTebIIMKA B CTpaHE pErucTpauuud (MHKOPIOpPALUU) WU €ro
aHainor); (B peoakyuu @edepanvrozo 3akona om 30.01.2024 Ne [-D3)

B) CPOK TOJTHOCTH (papMaIrieBTHIECKOM CyOCTaHITNY;
T') YCJIOBHSI XpaHEHUs apMaIieBTHICCKON CyOCTaHITNH;

1) HoMep (apMakomeiHOW cTaThu WIM B CilIy4dae €€ OTCYTCTBHS HOMEp

HOpMaTHBHOfI JOKYMCHTAIlUN 1100 HOPMATHBHOI'O JOKYMCHTA,

€) Hanmuuhe (papManeBTHUECKOW CyOCTaHIIMM B TIEpPEYHE HAPKOTHUUYECKHUX
CPEACTB, NMCUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, MOUICKAIINX KOHTPOJIIO B
Poccunitickonn ®denepanyn, B COOTBETCTBHH C 3aKOHOAATEIICTBOM Poccuickon
®Denepanyu, MEXIyHaApPOAHBIMU JIoroBopaMu Poccuiickoit Denepanviv, B TOM YHCIIE
Enunolt koHBeHuMen o HapkoTthueckux cpexacrBax 1961 roma m Konsenmuen o
MCUXOTPONHBIX BemecTBax 1971 rona. (/Jonornenue noonynkmom - DedepanvHulii
3axon om 22.12.2014 Ne 429-D3)

2. @apManieBTUYeCKasi CyOCTaHILIMs, IPOU3BEIEHHAs 1Ml peaTu3ali, MOXKET
OBbITh BKJIIOUEHA B TOCYIaPCTBEHHBIN PEECTp JIEKApPCTBEHHBIX CPEJCTB HA OCHOBAHUU
3asBJICHUS Pa3pabOTUMKa WIM IPOU3BOJIUTENS JIEKAPCTBEHHOIO CpEACTBa JIMOO
YIOJIHOMOYEHHOTO HMH IOPUIMYECKOrO JIMLA IIpU YCJIOBUU IPOBEACHUSA B
OTHOIIEHUU TaKoW (papMalleBTUUECKON CyOCTaHIMM OSKCIEPTU3bl KauecTBa
dapmaneBTUYeCKOM CyOCTaHIIMM B TOpSIKE, YCTAHOBIEHHOM cTaThel 34
HacTosero deaepanbHOro 3akoHa. B oTHomeHnn papManeBTUYECKUX CyOCTaHIINH,
NPOU3BEACHHBIX AJIS peaju3allid, B IOCYJapCTBEHHOM DEECTpe JIEKapCTBEHHBIX
CPEACTB COACPKUTCS Cleaytolas nHPpopMaLus:



1) HaumeHoBanue  (apMameBTHUECKOM  cyOcTaHIMU  (MEXIYHapOJIHOE
HEMaTeHTOBAaHHOE, WU TPYIIUPOBOYHOE, WIM XHUMHYECKOE U  TOProBoOe
HaWMEHOBaHUsA ), popMa BhIMMyCcKa (C yKazaHUeM JO3UPOBKH (IIPU HATUYHH ), PaCOBKH

Y yIakoBKHM); (B pedaxyuu @edepanvrozo 3akona om 30.01.2024 Ne [-D3)

2) HaMMEHOBAHUE, a/IPeC MPOU3BOAUTENS (hapMalleBTUICCKONW CyOCTaHINH, a
TaK)K€ B OTHOIICHWH JIEKAPCTBEHHBIX CPEACTB JJSI MEAUIIMHCKOTO MPUMEHCHHS
CBEJCHUS O PETUCTPALUU MPOU3BOIUTENS (papMaleBTUUECKOW CyOCTaHLIUU B
KayecTBE HAJIOTOIUIATENbIIUKa B CTpaHe perucrpauuu (s  POCCHIMCKHUX
IOPUIMYECKUX JUI] - UACHTU(DUKAIIMOHHBIA HOMep Hanoromatenbumka (MHH), ans
WHOCTPAHHBIX  IOPUIMYECKUX JIMI[- CTpaHa pPETUCTPAlli¥, HANMCHOBaHUE
PETUCTPHUPYIOIIECTO OpraHa, PETUCTPANMOHHBIA HOMEp, KOJI HaJOTrOIIaTeIbIINKa B
CTpaHe perucTpanuu (MHKOPIOPAIllUN) WK €ro aHaior); (B pedaxyuu edepanbrhoco
3axona om 28.12.2017 Ne 425-D3)

3) cpok romHOCTH (papMaIeBTHUECKOM CyOCTaHITNMY;
4) ycnoBusl XpaHeHUs hapMaIieBTHIECKON CyOCTaHITNH;

5) Homep (apmakomeiHol craThu JTUOO B clyyae €€ OTCYTCTBHS HOMEp

HOpMaTHBHOﬁ JOKYMCHTAIIMHU UJIX HOPMATHBHOI'O JOKYMCHTA,

6) Hamuue (apMareBTHICCKOW CyOCTaHIIMA B TIEPEeYHE HAPKOTHICCKHUX
CPEJICTB, NICUXOTPOIHBIX BEIIECTB M UX IMPEKYypPCOPOB, MOJICKAITUX KOHTPOJIO B
Poccuiickonn ®depepanyn, B COOTBETCTBUM C 3aKOHOJATEILCTBOM PoccHiickoii
®denepanyu, MEXIyHAPOAHBIMU JIoroBopaMu Poccuiickoit Deniepanvivi, B TOM YHCIIE
Enunoil koHBeHIuen o HapkoTuyeckux cpencrBax 1961 roma m KonBenmuein o
MICUXOTPONHBIX BemecTBax 1971 rona;

7) nata BKJIIOUEHHUA (PapMalleBTHUECKOM CYOCTaHIIMM B TOCYIapCTBEHHBIN
peecTp JIEKapCTBEHHBIX CPEACTB, JaTa BHECEHHUS HW3MEHEHHH B JIOKYMEHTBI
(dapmaneBTHYECKON ~ CcyOCTaHLMM, JlaTa  UCKIIOYEHHs  (hapMaleBTUYECKOU
cyOCTaHIIMU U3 TOCYITAPCTBEHHOTO peecTpa JIEKApCTBEHHBIX CPEJICTB.

(Hacmo 6 pedaxyuu Dedepanvroeo 3akona om 22.12.2014 No 429-D3)

3. [lopsinok BeneHUs rocyJapCTBEHHOTO PEECTpa JEKAPCTBEHHBIX CPEACTB ISt
MEIUIMHCKOTO NPUMEHEHHs] U TOPSAJOK BEACHHUS TOCYJapCTBEHHOTO peecTpa
JIEKAPCTBEHHBIX CPEACTB JJI1 BETEPUHAPHOTO MPUMEHEHUS  YTBEPKIAIOTCS
COOTBETCTBYIOIIUM YTIOJHOMOYEHHBIM (eiepaibHbIM OPTraHOM HCIIOJTHUTEIBHON

BJIACTH.



Crartbs 34. BkioyeHue B rocyAapCTBEHHbIH peecTp JIeKaPpCTBEHHbIX
CPeICTB U MCKJIKYEHHE U3 FOCYyJapCTBEHHOI0 peecTpa
JIEKAPCTBEHHBIX CpeacTB (hapManeBTHYECKON CyOCTAHIIMH,
NPOM3BEACHHOM VI peau3anun

(Haumenosanue 6 peoaxyuu @Dedepanvroco 3axona om 22.12.2014 Ne 429-
D3)

1. Ins BItoueHus (apMaleBTUUECKOW CyOCTAHIIMM, MPOU3BEICHHON st
pealn3alnuu, B TOCYJAapCTBEHHBIM PEECTp JEKAPCTBEHHBIX CPEACTB, IMPOBOIUTCS
AKCHEpTHU3a ee KauecTa. (B pedakyuu Dedepanvroeo 3akona om 22.12.2014 Ne 429-
D3)

2. DKcrepTU3a KadyecTBa YKa3aHHOM B 4YacTH | HacToslIed CTaTbu
(dapmaneBTUYECKON CyOCTaHIIMU, COCTABIICHUE KOMUCCUEH IKCIIEPTOB 3aKIFOUCHUN
o  pe3yjabTaTaM  3TOM  3KCIEPTU3bl,  MOANUCAHUE  HUX  YCUICHHBIMHU
KBATH(UITUPOBAHHBIMU ~ JJICKTPOHHBIMU ~ TOJMUCSAMH, HAMPABICHHWE JIaHHBIX
3aKTFOYCHUN B JIMYHBIA KaOWHET YIOJHOMOYEHHOTO (hemepaibHOrO OpraHa
WCIIOJITHUTEIIbHOM BJIACTH B €JUHOM CHCTEME OCYLIECTBISIFOTCA B CpPOK, HE
MPEBBIMIAOIMNNA TPUALIATH PA0OUMX JHEU CO JHS HAMpPABICHUS B JIWYHBIM KaOWHET
AKCHEPTHOTO YUPEKICHHUS B €AUHOM CHCTEME COOTBETCTBYIOLIEIO 3aJIaHHs
YIIOJIHOMOUYEHHOTO (eZIepaTibHOTO OPraHa UCIOJHUTEIBHOM BIIACTH, MOAMHUCAHHOTO
YCUJIEHHOW KBaM(PUITMPOBAHHON dJEKTPOHHOM TMOJINWCHIO, W  CICIYIOIINX
JIOKYMEHTOB (cBeaeHuil): (B peoaxkyuu Peodepanvrozo 3axkona om 30.01.2024 Ne -
D3)

1) cBeneHMS O JaTe MPEAOCTABICHUS U PETHCTPAIMIOHHOM HOMEPE JINIICH3UU
Ha TIPOU3BOICTBO JICKAPCTBEHHBIX CPEJICTB WM CBEICHUS O JaTe MPEAOCTABICHUS U
PETUCTPAIIMOHHOM  HOMEpE 3aKJIFOUYCHUS O COOTBETCTBHH  IPOM3BOJUTEIIS
JICKApPCTBEHHBIX CPEICTB TPeOOBAaHUSAM MPaBUJI HAJJIEKaIIe MPOU3BOJACTBEHHOM
NPAKTUKH, BBIJAHHBIX (TPEIOCTABJICHHBIX) YIIOJHOMOYEHHBIM (hefepaabHbIM
OpPraHOM HCIIOJTHUTEIHHON BJIACTH, B CIIy4ae, €CJIA MPOU3BOJCTBO JIEKAPCTBEHHOTO
cpenctBa ocyiiectisieTcs: B Poccuiickoit ®enepanuu; (B pedaxyuu ghedepanbHuix
3axonog om 04.06.2018 Ne 140-D3, om 27.12.2019 Ne 478-D3)

2) Komus JOKYMEHTa, BBLJIAHHOTO YIOJHOMOYEHHBIM OPraHoOM CTpaHbl
MIPOU3BOJUTEISL JIEKAPCTBEHHOI'O CPEACTBA U IOATBEPXKIAIOIIETO pa3pelICHUE
MIPOU3BOJICTBA JIEKAPCTBEHHOI'O CPEACTBA, M €ro IIEpEeBOJ Ha PYCCKUH S3BIK,
3aBEPEHHBIE B YCTAHOBJIECHHOM IIOPSIKE, @ TAKXKE KOIMS 3aKIIOUEHHS O COOTBETCTBUU

MIPOU3BOJUTENST JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMAM TpPaBUJ HaAJexKalen



NPOU3BOJICTBEHHON TPAKTHKH, BBIJIAHHOTO YIOJIHOMOYEHHBIM (hefepalbHbIM
OpPTaHOM HCIOJHHUTEIBHON BIACTH, OO KOMHS pEIICHUS YIOJIHOMOYEHHOTO
(benepanbHOTO OpraHa MCIOJHUTEIHLHON BIACTH O TPOBEICHUH (apMaIleBTHICCKON
MHCIICKIINY MTPOU3BOJICTBA JIEKAPCTBEHHBIX CPENICTB I MEUIIMHCKOTO IPUMEHCHHUS
HAa COOTBETCTBUE TPEOOBAHUSIM MPABWII HAJICKAIIEH MTPOU3BOJICTBEHHON MPAKTUKA
EBpa3uiickoro 53KOHOMHYECKOTO COK03a. Y Ka3aHHBIE JIOKYMEHTBI MPEICTABIISIIOTCS B
clly4ae, €clii TPOW3BOJCTBO JIEKAPCTBEHHOTO CPEICTBA OCYIIECTBIIACTCS 3a
npeaenamu  Poccuiickoit  ®denepanuu; (B pedakyuu  ghedepanvhvix  3aK0HO8
om 04.06.2018 Ne 140-D3, om 30.01.2024 Ne [-D3)

3) JOKyMEHT, COJEpKallUil CileayloMe CBEACHHUs O (papMaleBTUYECKON
cyOcTaHIuu:

a) HauMeHOBaHue (hapMalleBTUUECKON CyOCTaHIIUU, €€ CTPYKTypa, OOIIue

CBOMCTBA;
0) HAMMEHOBAHKE U AJIPEC MPOU3BOIUTEIIS;

B) TCXHOJIOTUS TPOU3BOACTBA C OITMCAHHUCM CTaI[I/Iﬁ MMPOU3BOJACTBA U MCTOIOB
KOHTPOJIAI HAa BCEX CTAaAUAX IMPOU3BOJACTBA,

F) OIIMCaHHC pa3pa60TKH Imponecca Mpon3BOJACTBA,

1) ONIUCAHNWE KOHTPOJIS KPUTHUECKUX CTaAuil Mpolecca MPOU3BOACTBA U
MPOMEKYTOUYHOU NMPOIYKIUU;

€) TOKyMEHTaIbHOE MOATBEPKICHUE (BajduAalusi) MPOIECCOB M (WJIM) HX
OLICHKA;

’K) CBOMCTBA M CTPYKTYypa ACHCTBYIOIINX BEIIECTB;
3) XapaKTepUCTHUKA ITPUMECEH;
1) cnenudukanus Ha (papMareBTHUECKYIO CyOCTaHINIO U €€ 000CHOBAHHE,

K) aHAUIUTUYECKUE METOJUKH, UCTIOJIb3yEMbIE TIPU OCYIIECTBICHUU KOHTPOJIS
KadecTBa (hapMareBTUICCKOU CyOCTaHIINH,

J) TOKyMEHTaJIbHOE TOATBEPKICHUE (BaJIMIAINSA) aHAIUTHYCCKUX METOJIHK,
UCIIOJIB3YEMBIX IIPH OCYIISCTBICHUH KOHTPOJISA KadecTBa (papMareBTHUCCKOU
cyOcTaHINN;

M) pe3yJbTaThl aHAIM3a cepuil papMaleBTHUECKON CyOCTaHIINY;

H) MepeUYeHb CTAaHAAPTHBIX OOpAa3IOB WM BEILIECTB, HUCIOJb3YEeMbIX TpHU
OCYILIECTBJIICHUU KOHTPOJI KAYeCTBa,

0) OIIMCaHUE XapaKTePUCTUK U CBOWCTB YMNAKOBOYHBIX MAaTEpUAOB U
YKYHOPOUHBIX CPEJICTB;



1) JaHHbIE O CTAOMIBHOCTHU (hapMaleBTUYECKOM CyOCTaHINY;
P) CPOK TOJTHOCTH;

4) TOKYMEHT, COJEpKaIluii CBEICHWS O PErucTpaldd MPOU3BOIUTEIS
JIEKApCTBEHHBIX  CPEACTB  JUII  MEAMIIMHCKOTO TPUMEHEHHS B  KadyeCTBE
HaJIOTOIJIATENbIIMKA B CTPAHE PErUCTpaluu (ISl pOCCUMCKUX IOPUINYECKUX JIUIT -
UACHTU(UKAIIMOHHBIN HOMep Hamoromtarensimka (MHH), mis wHOCTpaHHBIX
IOpUJIMYECKUX JIMI[ - CTpaHa PErucTpalyyd, HAUMEHOBAHHE PETUCTPUPYIOLIETO
OopraHa, perucTpaliMOHHbIA HOMEP, KO/l HAJIOTOIUIATENbIUKA B CTPAHE PErUCTpalliu
(MHKOpTIOpaIMK) WIK €ro aHanor). ([Jononnenue nynkmom - @PedepanbHulil 3aKOH
om 28.12.2017 No 425-D3)

(Hacmo 6 pedaxyuu Dedepanvroeo 3axona om 22.12.2014 No 429-D3)

3. Ins mpoBeneHus: SKCIEPTU3bl KayecTBa yKa3aHHOM B 4acTh | HacTosmen
ctaThu (apMaleBTUYECKON CyOCTaHIIMU 3asBUTENIb HAMPABISAET MOCPEICTBOM
€MHOTO0 TopTajia B YIIOJIHOMOYEHHBIHN (peiepanbHbIi OpraH UCTIOTHUTEILHON BIIaCTH
WIN JIMYHBIA KaOWHET YHNOJHOMOYEHHOTO (heepaabHOro OpraHa HCIOJHUTEIbHON

BJIACTH B €IMHOU cucteme: (B pedaxyuu Dedepanvrozo 3axona om 30.01.2024 Ne -
D3)

1) 3asiBIeHME O BKIIOUEHHHM B TOCYJapCTBEHHBIA PEECTp JEKApPCTBEHHBIX
CpPeACTB JaHHOW (papMalleBTUUYECKONM CyOCTaHIIMM, TOAMUCAHHOE YCHUJICHHOMN
KBIU(DUILIMPOBAHHOM AJIEKTPOHHOM NOANUCHIO; (B pedaxyuu @edepanbroco 3akona
om 30.01.2024 Ne [-D3)

2) pEKBHU3UTHI IOKYMEHTa, MOATBEPKAAIOIIETO YIUIATy TOCYyAapCTBEHHOM
MONUIMHBI 32 BKIIOYEHUE B TOCYJAPCTBEHHBIM PEECTp JICKAPCTBEHHBIX CPEACTB
(apmarieBTHUYECKOW CyOCTaHIMM, NPOU3BEACHHOW M peaiu3anuu, JIu0o 10
COOCTBEHHOW MHMIIMATUBE YKa3aHHBIA TOKYMEHT. Y IOJIHOMOUYEHHBIN (perepanbHbIi
OpraH MWCHOJHUTEIIbHOM BJIAcTH MpoBeEpsieT (aKT yIaaTel TOCYJapCTBEHHOU
MOIUIMHBI 3aIBUTEJIEM C UCTIOJIb30BaAHUEM MH(POpMALIMK 00 yIUIaTe rocy1apCTBEHHOM
MOIUIMHBI, coaepkauieiics B locynapcTBEHHOM HH(POPMALIMOHHON CHUCTEME O
rOCY/IapCTBEHHBIX W MYHUIMIAIBHBIX TUIATEKAaX, HA OCHOBAHWUHU IPEICTABICHHBIX
3asBUTEJIEM PEKBU3UTOB JOKYMEHTA, OATBEPKAAIOIIETO yIIaTy rOCyAapCTBEHHOMN
NONIIUHEL, (B pedaxyuu  ¢edepanvuvix  3axkonos om 22.12.2014 No 429-D3,
om 30.01.2024 Ne 1-D3)

3) IOKYMEHTBI, yKa3aHHbIE B 4YacTH 2 HacTosilel cratbu; (B pedakyuu
@Deoepanvrozo saxona om 22.12.2014 Ne 429-D3)



4) 3agBiieHUE O BbIJaue paspelieHus Ha BBo3 B Poccuiickyro dDexnepariuio
KOHKPETHOM  MapTUM  HE3aperUCTPUPOBAHHOIO  JIEKAPCTBEHHOTO  CPEACTBA,
MIPEAHA3HAYEHHOTO I TPOBENCHUS YKa3aHHOW  3KCHEepTUsbl. (/Jononnenue
nynkmom - @edepanvruiii 3akon om 22.12.2014 No 429-D3)

3B cioydae HenpeiacTaBie€HHMs C  3adBICHHEM O BKJIIOYEHUH B
roCyJJapCTBEHHBIN PEEeCTp JIEKAPCTBEHHBIX CPEICTB (papMalleBTUUECKOM CyOCTaHIINN
BbI/IaBa€MbIX (IIPEIOCTABIISIEMBIX) YIIOJHOMOYEHHBIMU (efepalbHbIMU OpraHaMu
WCTIOJTHUTEIBLHOM BJIACTH JOKYMEHTOB (CBEJICHUH ), YKa3aHHbBIX B MyHKTax 1 1 2 4yacTu
2 HaACTOSIIEW CTaThW, YHOJHOMOYEHHBIN (enepalbHbIi OpraH HCHOJHUTEIHHOM
BJIACTU  3alpalllMBaeT  YyKa3aHHble JOKYMEHTHl  (CBEIEHHUs) B  TOpPSAJIKE
MEXBEJIOMCTBEHHOTO MH(POPMALIMOHHOTO B3aUMOACUCTBUS. ([[ononineHue yacmoio -
@Deoepanvubiii 3akon om 27.12.2019 Ne 478-D3) (B peoakyuu DedepaivHoco 3aKOHA
om 30.01.2024 Ne 1-D3)

4. B Tedenue natu pabovynx JHEH CO JHS MPHUHITHUS 3asBICHUS O BKIIIOUECHUU
yKa3aHHOM B uactu | Hacrosimiel cratbu (papManeBTHUECKOM CyOCTaHIIMHM B
rOCYJIapCTBEHHBIN PEECTP JEKAPCTBEHHBIX CPEACTB U JOKYMEHTOB, MEPEUNCIECHHBIX
B 4acTu | U MyHKTe 2 4acTu 3 HACTOSIICH CTaThH, YIIOJTHOMOYEHHBIN (eaepanbHbIii
OpraH  UCHOJHHUTENbHOW  BHactu: (B pedaxyuu  ghedepanrvhvlx  3aKOHO8
om 22.12.2014 Ne 429-D3, om 30.01.2024 Ne [-D3)

1) mpOBOIUT IPOBEPKY MOJHOTHI U IOCTOBEPHOCTH JAHHBIX, COJACPKALTUXCS B
MIPE/ICTABIICHHBIX 3asBUTEIIEM JOKYMEHTaX; (B pedaxkyuu Dedepanvrnoco 3axkona
om 25.11.2013 Ne 317-D3)

2) IMPUHUMACT PCHICHUC O HAIIPABJICHHUU B 3KCIICPTHOC YUPCKICHUC 3a1aHHA
Ha IIPOBCACHHUC OKCIICPTHU3BI Ka4YCCTBA YKaBaHHOﬁ B yactu 1 HaCTOHH_ICﬁ CTaTbHu
(bapMaHeBTI/ILICCKOﬁ CY6CTaHI_II/II/I i 00 0TKa3¢e B TAKOM HalpaBJICHUU

3) HampaBJIsACT B IUYHBIA KaOWHET 3asIBUTCIIS B €IUHOM CHCTEME MOANMMCAHHOE
YCWICHHOH KBaTU(UIIMPOBAHHOM JJIGKTPOHHOW TOJAIMKCHIO YBEIOMIICHHE O
MIPUHATOM PEIICHUH WM B CIydae OTKasza ¢ yKa3aHHWEM IPUYHMH TaKOTO OTKasza. (B
peoakyuu gedepanvuvix 3akonoe om 22.12.2014 No 429-D3, om 30.01.2024 Ne -
D3)

4!, B ciy4ae BBISBIEHHS HEIOCTOBEPHOCTH U (WIM) HEIOCTATOYHOCTU
CBEJICHMM, COJIEpKAIMXCA B  IPEIACTABICHHBIX 3asgBUTENIEM Marepuainax,
YIIOJITHOMOYCHHBIN (eiepaldbHbIii OpraH WCIHOJHUTEIHLHOW BIIACTH HAMpPAaBIISIET
3asBUTEJIO0 MOCPEACTBOM E€AMHOTO MOpTalia WIM B JIMYHBIM KaOWHET 3asBUTENS B
eIMHON CcHUCTEeMEe 3ampoc 00 YTOYHEHUW YKa3aHHBIX CBEACHHWH, ITOMUCAHHBIA

YCUJICHHOW KBaJTU(PUIUPOBAHHON 3IEKTPOHHON MOMANHUCKHIO. ([JonoineHue yacmoio -



Deoepanvuviii sakon om 25.11.2013 Ne 317-D3) (B pedaxyuu edepanbHoco 3aKoHA
om 30.01.2024 Ne 1-D3)

42 3agBuTens 00sA3aH HANPaBUTh IOCPEACTBOM €IMHOIO IIOpTaja B
YIOJIHOMOUYEHHBIN (heJiepalibHbI OpraH HCIOJHUTEIBHON BJIACTH WJIH JIMYHBINA
KaOWHET YIMOJIHOMOYEHHOro (heaepalbHOrO OpraHa HCIHOJHUTEIbHOW BJIAcTH B
€AMHOW CHUCTEME TMOAMUCAHHBIA YCUJICHHOW KBaIU(pUIUPOBAHHOW 3JIEKTPOHHOU
MOAMKUCHI0 OTBET HA 3alpoc  yHNOJHOMOYEHHOTO (eaepalbHOr0  OpraHa
UCTIOJIHUTEIFHOM BIACTH B CPOK, HE TIPEBBIMIAIOIINN IEBIHOCTA PAOOYNX JHEH CO THS
MOJIyYCHHsI YTIOJHOMOYEHHBIM (hellepalbHbIM OPTaHOM HCIIOJHUTEIILHOW BJIACTH
AJIEKTPOHHOTO YBEJOMJICHUSI O TOJYYEHHH 3asiBUTEJIEM JaHHOro 3ampoca. Cpok,
yKa3aHHBIN B 4acTH 4 HACTOSAIIEH CTaTbU, TPUOCTAHABIMBAETCS CO JTHS HANPABIICHUS
3asIBUTENIO TTOCPEJCTBOM E€IMHOTO MOpTala WU B JUYHBbIA KaOMHET 3asBUTENS B
CeAWHOW  CHUCTEME  3ampoca  YIOJHOMOYEHHOro  (emepanpbHOro  opraHa
WCIIOJIHUTETILHOM BJIACTH JO JIHA HANpaBlICHUs 3asABUTENIEM MOCPEACTBOM €IMHOIO
ropTaia B YIOJHOMOYEHHbIH (enepaabHblii OpraH MCIOJIHUTEIHHOUW BIACTH HIIU
JMYHBIN KaOMHET yIOTHOMOYEHHOTO (eZiepaIbHOTO OpraHa UCIIOJIHUTEIBHON BJIACTH
B €IMHOM CHCTEME OTBETA Ha JJAHHBIM 3aMpPOC U HE YUYUTHIBACTCA MPHU UCUHUCICHUU
CpOKa dKCTepTU3bl KauecTBa (hapMaleBTUUECKON CyOCTaHIUH, POU3BEICHHOMN /s
peanmuzaruu. (/[onoanenue wacmoio - Pedepanvhuviii 3axon om 25.11.2013 Ne 317-
@3) (B peoakyuu @edepanvrozo 3akona om 30.01.2024 Ne [-D3)

5. OcHoBaHHMEM 71 OTKa3a B HAaNpaBICHUU B DKCIIEPTHOE YUPEKICHUE
3aJJaHUsl Ha MPOBEJICHUE JKCIIEPTU3bl KaueCTBa yYKa3aHHOW B 4YacTH | HacTosImien
cTaTbu (hapMareBTHUECKON CyOCTaHIIUM SIBJISICTCS HETPEICTABICHUE TOKYMCHTOB,
YKa3aHHbIX B YacTH 2 HACTOSIIEH CTaTbW, OTCYTCTBHUEC HWH(OPMAIIHH,
MOJATBEPXKIAIONe (akT yIiaTel TOCYAApCTBEHHOW TMONUIMHBI 32 BKJIIOYECHHE
dbapmaleBTUYECKO  CyOCTaHIIMM, TPOW3BEIEHHOW  JUIsl  peaju3alu, B
rOCy/IapCTBEHHBIN PEECTp JIGKAPCTBEHHBIX CPEJICTB, HETPECTABIICHUE 3asIBUTEIIEM B
YCTAHOBJIEHHBIM CPOK OTBETA HA YKA3aHHBIM B 4acTH 4! HACTOAIIEH CTATbH 3ampoc
YIOJHOMOYEHHOTO  (peIepalIbHOTO  OpraHa  HCIOJMHHUTEIBHOW  BJIACTH  WIIH
MPEJICTABICHNE JOKYMEHTOB, HE COJICpXAIIUX HCUYEPIBIBAIONIETO IEePEeUHs
HEO0OXOIUMBIX cBeneHui. (B peoaxryuu Deodepanvrozo 3aKOHA
om 22.12.2014 Ne 429-D3)

6. B Tedyenme mnaTHamumath pabouyMx AHEH CO JHA TOJYYCHHUS pEUICHUS
YIIOJTHOMOYEHHOTO (DeIepabHOTO OpraHa UCIIOJTHUTEIHHON BIIACTH O HANPABICHUU
B OKCHEPTHOE YUPEKICHUE 3a/IaHUS HA IPOBEACHUE YKCIIEPTU3bI KAUE€CTBA YKA3aHHOU
B dYacTu | Hacrosmield craThu (papMarieBTUUECKON CyOCTaHIIMU 3asBUTEIb

MMPpCACTABILCT B JKCIICPTHOC YUPCIKIACHHUC T IPOBCIACHUA HaHHOﬁ 9KCIICPTHU3BI



oOpasubl (apMaleBTUYECKON CyOCTaHIIMM B KOJUYECTBE, HEOOXOIUMOM s
BOCIPOM3BEJICHUS] METOJ0B KOHTPOJII KauecTBa. ODKCIEPTHOE YUpEXKACHUE NpU
MOJIyYCHUH 00pa3IoB yKa3aHHOW B 4acTH | HACTOSIIEH CTaThi (papManeBTHUECKON
CyOCTaHIIMM B TOT >K€ JIEHb HANpaBJsIeT B JIMYHBIA KaOMHET 3asBUTENSI B €AMHON
CHCTEME YBEIOMJICHHUE, TTOITBEPIKIAIOIIEE TTOTyUYEHUE dTUX 00Pa3I0B. ITU CPOKH HE
BKJIIOYAIOTCS B CPOK MPOBEACHUS TAHHOU JKCIEPTHU3bl. (B pedaxyuu gpedepanvruix
3akonog om 22.12.2014 Ne 429-D3, om 30.01.2024 Ne 1-D3)

7. (Yacmov ympamuna cuny - @edepanvuviil 3akon om 30.01.2024 Ne [-D3)

8. B cpok, He MpeBbIIAIIMMA MATH padouux THEH CO JHS HaAIpaBJICHUS
MOCPEJICTBOM  €MHOr0 TMOpTajia B YIOJHOMOYEHHBIN (eaepalnbHblii  Opra
WCIIOJIHUTEIFHOM BIIACTU WM JIMYHBIM KaOWHET YMOJIHOMOYEHHOTO (herepanbHOro
OpraHa WCIIOJIHUTEIBHON BJIACTM B E€IWHOW CHUCTEME 3aKIIOUYCHUS KOMUCCHH
AKCIIEPTOB IO PE3yJbTaTaM AKCIEPTU3bI KaueCTBa YKA3aHHOW B 4acTH | HacTosIien
cTatbu (hapMalleBTUYECKON CyOCTaHIMM, YIOJTHOMOYEHHBIH (eaepanbHbIii opraH
WCIIOJTHUTEILHON BIAcTH: (B pedaxyuu @edepanvroeo 3axona om 30.01.2024 Ne [-
D3)

1) OCYHICCTBIIKICT OHLCHKY TAaKOIO 3aKJIOYUYCHUS I OINPCACICHUA CTro

COOTBCTCTBHA 3aJaHUIO HA ITPOBCACHUC I[aHHOI\/’I OKCIICPTHUSEI,

2) NIpUHUMAET PEIICHNE O BKJIIOUCHNUN YKa3aHHOM B 4acTu | HacTosmIel cTaThu
(dapmarneBTUYECKON CyOCTaHIIMM B TOCYIApCTBEHHBINM pEeCcTp JEKaPCTBEHHBIX

CpCACTB NI PCIICHUC 00 OTKa3e B TAaKOM BKJIFOUYCHUU,

3) BHOCUT TMpU TNPHUHITHH PEUICHHs] O BKIIOYEHHHM YyKa3aHHOW B yacT |
HACTOSIIeW cTaThu (papMaleBTMUECKOW CyOCTaHIIMM B TOCYJApPCTBEHHBI PEECTp
JICKAPCTBEHHBIX CPEICTB TPEIYCMOTPEHHYIO YacThl0 2 cTaThu 33 HACTOSIIETO
denepanbHOTO 3aKOHA HWHMOPMALMIO W HAMPABISET 3aSBUTEIIO TOCPEICTBOM
€IMHOTO TIOpTaJIa WX B JIMYHBIA KaOWHET 3asSBUTEIIS B €TUHONW CUCTEME BBIITUCKY U3
roCyJJapCTBEHHOI'O PEECTpa JEKAPCTBEHHBIX CPEACTB. (B pedaxkyuu ¢hedepanvhvix
3axonos om 22.12.2014 Ne 429-D3, om 27.12.2019 Ne 462-D3, om 30.01.2024 Ne I-
D3)

9. OcHOBaHKEM ISl OTKa3a BO BKJIIOYEHUHM YKA3aHHOW B 4acTH 1 HacTosen
CTaThu (papMalleBTUYECKOM CyOCTaHILIMU B TOCYIaPCTBEHHBIN peecTp JeKapCTBEHHBIX
CPEICTB  SIBISIETCS  3aKJIIOYEHUE  COOTBETCTBYIOLIETO  YIOJHOMOYEHHOI'O
(enepanbHOrO OpraHa HCIOJHUTEIBHOM BIACTM O TOM, 4YTO KadecTBO
(apmMaleBTUYECKOM cyOcTaHIMu HE HIOJITBEPKIEHO HOJYYCHHBIMU
TaHHBIMH. (Jononnenue uacmoio - Deodepanvruviil 3akon om 22.10.2014 Ne 313-
@D3) (B peoakyuu Pedepanvrozo 3axkona om 04.06.2018 Ne 140-D3)



10. He nomyckaeTcsi BKIIOUEHUE B TOCYIAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX
CpeICTB OJHOM (hapMaIeBTUIECKON CyOCTaHITNH, MPOU3BEICHHON JIJIS pealu3aliu U
BBIIMTYCKa€MOM OJTHUM M TE€M K€ POU3BOAUTEIIEM, B BUIE IBYX U OoJiee peecTpOBbIX
3anucen. (/{ononnenue uacmoto - @edepanvuviil 3akon om 22.12.2014 No 429-D3)

11. Buecenue n3MeHEHUH B IOKYMEHTHI Ha (hapMalleBTUICCKYIO CyOCTaHITHIO,
MPOM3BEICHHYIO ISl pealiu3allii W BKIIOYEHHYIO B TOCYJAapCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEJICTB, OCYILIECTBIISICTCS B MOPSAJIKE, YCTAHOBICHHOM CTaThsiMu 30
u 31 Hacrosmero deaepaibHOrO 3aKOHA, C YIUIATOW TOCYJapCTBEHHOM MOIIIUHBI,
PEyCMOTPEHHOM 3aKOHOJATelbcTBOM Poccuiickonn ®Penepanuu 0 Hajlorax u
coopax. (ononnenue yacmoio - Qedepanvhuiii 3akon om 22.12.2014 Ne 429-D3)

12. Jomyckaercst oOpamieHue ¢hapMameBTHISCKOW CyOCTaHIIUNA IO UCTCUCHUS
CpoKa TOJTHOCTH, MPOM3BEICHHOMN IS peau3allid B TEUCHHE CTa BOCHMHJICCATH
THEH T1ocie JaThl TPUHATHS — yIOJHOMOYEHHBIM  (pelepaibHbIM — OpraHoM
WCIIOJITHUTEIILHON BJIACTH pPEIICHUS O BHECCHHWM HW3MEHEHHH B JIOKYMEHTHI Ha
(hapManeBTUYECKYIO CyOCTaHITNIO, B COOTBETCTBUU ¢ MH(pOpPMAIUEH, COACPKAIIEeHCs
B JIOKYMEHTaxX Ha (hapMaleBTUYCCKYIO CYOCTAHIIMIO JO JaThl IPHUHATHS TaKOIO
pemenus. (Jononnenue uacmoio - Dedepanvuviti 3akon om 22.12.2014 No 429-
@3) (B peoakyuu @edepanvrozo 3akona om 30.01.2024 Ne [-D3)

13. Pemienne 06 MCKITIOYEHNUN U3 TOCYAaPCTBEHHOTO PEecTpa JIEKapCTBEHHBIX
cpenctB ¢apmareBTUYECKON CyOCTaHIMK, TPOM3BEICHHON Mg peaau3alliu,
MIPUHUMACTCS YITOJTHOMOYCHHBIM (pe/iepaibHbIM OPTaHOM HUCITOJIHUTEIILHOM BIIACTH B

cilyyae:

1) npeacTaBjICHA COOTBCTCTBYIOIMM  YIIOJJHOMOYCHHBIM (I)C,Z[epaJILHBIM
Oopranom HUCIIOJIHUTEILHON BJIACTHU 3aKIHOUYCHUS O PHUCKE UIIN 00 YIpo3¢€ KU3HU WU
3A0POBBIO  YCJIIOBCKA 00 KMBOTHOTO Ipru HCIIOJb30BAHUN JICKAPCTBCHHOI'O

CpENCTBa;

2) HarpaBJeHUs  pa3pabOTUMKOM  JIEKAPCTBEHHOIO  CpeAcTBa WU
MIPOU3BOAUTENIEM JIEKAPCTBEHHOIO CPEJICTBA JIMOO YHNOJHOMOYEHHBIM UMHU JPYTUM
IOpUUYECKUM JIMIIOM TOCPEACTBOM €IMHOTO TopTaja B  YHOJHOMOYEHHBIH
dbenepanbHBIl  OpraH  HWCIOJHUTEIBLHOM  BJIACTH WM  JUYHBIA  KaOWHET
YIOJHOMOYEHHOTO (peIepalbHOTO OpraHa HWCHOJHUTENbHOM BIACTH B €IUHOM
CUCTEME TOJINMMCAHHOTO YCWICHHON KBATU(DUIIMPOBAHHOMN 3JIEKTPOHHOU MOITUCKIO
3asiBJIEHUS] 00 MUCKJIIOUEHUH U3 TOCYJaPCTBEHHOTO PeecTpa JIEKApCTBEHHBIX CPEJICTB
(hapManeBTHYECKOM CyOCTaHIMM, TPOU3BEICHHOW Il peanusaiuu; (B pedaxyuu
Deoepanvroeco saxona om 30.01.2024 Ne [-D3)



3) orcyteTBUA  (papMaleBTHUECKOM  CyOCTaHLIMM, MPOU3BEACHHOW IS

peanusanuu, B oOpaiienuu B Poccuiickoit denepannn B TeueHue Tpex U Oosee JeT.

(Hononnenue uacmoto - Pedepanvuviii 3akon om 22.12.2014 Ne 429-D3)

Cratbs 35.

(Cmamwvs ympamuna cuny - @edepanvuwiii 3akon om 22.12.2014 Ne 429-D3)

Cratbs 36. O0xxasioBaHue penieHusi 00 0TKa3e B BblIadye pa3pelieHus Ha
NpoBe/ieHNe KIMHUYECKOT0 UCC/IeI0BAHUS JIEKAPCTBEHHOI0
npenapara, peiieHusi 00 0TKa3e B rocy1apcTBEHHOI
perucTpanum JeKapcTBeHHOI 0 NMpenapara, 3aKJI04eHust
KOMUCCHH IKCIIEPTOB IKCIEPTHOTO YUPEKIACHUS WU

3AKIIOYCHHSA COBETA 110 3THKE

Pemenne COOTBETCTBYIONIETO YMOJHOMOYEHHOTO (eepaibHOr0 OpraHa
UCTIOJIHUTEIFHOW BJIACTH 00 OTKa3e B BbIJaue paspelicHUus Ha TPOBEICHUE
KJIMHUYECKOI0 HCCIEI0BAHUs JIEKAPCTBEHHOIO Mperapara, pEemeHUue YKa3aHHOIO
(denepaqbHOTO OpraHa HMCHOJHUTEIBHOM BIACTH 00 OTKa3e B TOCYJapCTBEHHOU
perucTpanuy JIEKAPCTBEHHOIO MPENapara, 3aKIIOYEHUEe KOMHUCCHHM JKCIIEPTOB
AKCIIEPTHOTO YUPEKICHUS WM 3aKIIOYCHHE COBETa MO ATHUKE MOXET OBITh
00XaJloBaHO B TOPSAKE, YCTAHOBJIEHHOM 3aKOHOJATEIBCTBOM Poccuiickoit
Oenepaunu. 3aKIIOYEHHE KOMHMCCHUM SKCIEPTOB JKCIEPTHOTO YUPEKICHUS O
B3aMMO3aMEHIEMOCTH JIEKAPCTBEHHBIX IPEeNapaToB sl MEAULIUHCKOTO IPUMEHECHUS
7100 O TOM, YTO JIEKAPCTBEHHBIN Mpernapar A MEIUIUHCKOTO MPUMEHEHUs He
SBJISICTCS B3aMMO3aMCHIECMBIM, MOXET OBITh O00KaJIOBAaHO JIepiKaTelaeM WU
BJIAJICNIBIIEM PETUCTPALMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOI'O IIpernapara B
YIIOJIHOMOUYCHHBIN  (peiepalbHbIii  OpraH MCHOJHUTEIHHOM BIACTH, KOTOPBIM
MIPUBJIEKAET K PACCMOTPEHHIO YKa3aHHOM KaJI0OBI MTOIBEIOMCTBEHHBIE €My HayUHBIC
opraHmzaniii “  oOpa3oBaTelbHbIE OpPraHU3alldd  BBICIIETO  O0Opa3oBaHMI,
OCYUIECTBIISIIOLIUE JESATENbHOCTh B cepe oOpalleHusi JEeKapCTBEHHBIX CPEJICTB.
3aKIioueHue KOMHUCCUU JKCIEPTOB 3KCIEPTHOTO YyUpexaAeHHs, O0(OPMIIEHHOE IO
UTOTaM MEePECMOTpa 00’KaTOBAHHOTO 3aKJIFOUCHUS IKCIIEPTA, MOKET OBITh OCTIOPEHO
JIEPHKATEIIEM WM BIIAJICNBIEM PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOIO
npenapara MO0 YMOJTHOMOYEHHBIM HMMH JIMIIOM B TIOPSJIKE, YCTaHOBICHHOM

3akoHojaTenbcTBOM Poccuiickoit ®enepauuu. I[lpu oOxkanoBaHuu pelieHUs



YIIOJITHOMOUYEHHOTO (eZIepalbHOTO OpraHa HCIOJHHUTEIBLHON BIIACTH, 3aKJIIOUCHHUS
JKCIIEPTA WM KOMUCCHUH SKCIIEPTOB SKCIIEPTHOIO YUPEXKACHUSA, 3AKITOUECHUS COBETA
M0 DJTHUKE JIep)KATEllb WM BIAJENEL] PETUCTPALMOHHOTO  YJIOCTOBEPEHUSA
JIEKapCTBEHHOIO Mpenapara JM00 YIOJHOMOUYEHHOE UMU JIUIIO BIPABE MPEICTABUTh
pe3yJIbTaThl SKCIEPTU3bl JIEKAPCTBEHHOTO MPEnapara, MPOTOKOJbI IMOJTYyYEHHBIX
AKKPEIMTOBAHHBIMU HUCIBITATEILHBIMU JA00OpATOpUsMU (LIEHTPaAMHU) PE3yJIbTATOB

WCCIIeIOBAaHHM, UCIIBITAaHUA. (B peoaxyuu DeodepanbHozo 3aKOHA
om 27.12.2019 Ne 475-D3)

(Cmamus 6 pedakyuu Dedepanvroco 3axona om 22.12.2014 Ne 429-D3)

Crartbs 37. Unpopmanus, CBA3aHHAS ¢ OCYIIECTBJICHUEM
roCyIapCTBEHHOM PerucTpauy WM PerucTpaunu
JIEKApPCTBEHHBIX Npenaparos, nHGopManus o
3aperuCcTPUPOBAHHBIX JIEKAPCTBEHHBIX Npenaparax u
JIEKAPCTBEHHBIX Mpenaparax, HCKJIYeHHbIX U3
roCyJAapCTBEHHOI0 peecTpa JIeKapCTBEHHbIX CPeACTB

(Haumenosanue 6 peoaxkyuu @edepanrvrozo 3akorna om 30.01.2024 Ne [-D3)

1. CooTBeTCTBYIOLIMI YIIOJITHOMOYEHHBIN dbenepanbHbIit opra”
UCTIOJTHUTENIFHONM BIACTH pa3MellaeT Ha CBOeM O(UIMaIbHOM caiiTe B CeTu
"UuTepHer" wuH(GOpMAIUIO, CBSI3aHHYIO C OCYIIECTBICHHEM TOCYIapCTBEHHOM
pEerucTpallid WM PErUCTpallid JICKAPCTBEHHBIX IMpEnaparoB, B TOM YHUCIE
MPOBEJACHUEM DJKCIEPTHU3bl JIEKAPCTBEHHBIX CPEJCTB (BKIIIOYAsT PE3yJbTaThl €€
MPOBEACHMS ), THPOPMAIIMIO O 3aPETUCTPUPOBAHHBIX JICKAPCTBEHHBIX Mpemnaparax u
JEKapCTBEHHBIX IpenapaTrax, HWCKIIOUYEHHBIX M3 TOCYJapCTBEHHOIO peecTpa
JIEKapCTBEHHBIX CPEACTB, HE IMO3[HEE 4YeM 4Yepe3 MATh padouux AHEH co JHs
MOJIyYeHHUsS] YIOJHOMOUYEHHBIM (peiepanbHbIM OPraHOM HCHOJHUTENIBHON BIIACTU
COOTBETCTBYIOIIEH  mHOpManmu. (B pedakyuu  gedepanivHblx  3aAKOHO8
om 22.12.2014 Ne 429-D3, om 02.08.2019 Ne 297-D3, om 30.01.2024 Ne [-D3)

2. Cpoky ¥ MOPSAIOK pa3MEIICHUs YKa3aHHOW B 4acTW | Hacrosmien craTbu
uH(pOpMAIMM  yCTAaHABIMBAIOTCA  YMOJHOMOYEHHBIM (DelepaibHbIM  OpPraHOM
UCIIOJIHUTEIbHOUN BiacTH. MHpopmaius, ykazaHnHas B 4yacTu | HACTOsIIEH CTaThH,
SBJISIETCSI OTKPBITOM M OOLIEAOCTYINHOM M MPENOCTABISECTCS 3aMHTEPECOBAHHBIM
JIMIIaM B COOTBETCTBHUH C 3aKOHOaTeIbeTBOM Poccuiickoit denepanuu. (B pedaxyuu
@eoepanvrozo saxona om 22.12.2014 Ne 429-D3)



I'naBa 7. Knunuveckue uccjie[0BaAaHUSA JIeKAPCTBEHHBIX NPeNapaToB 1JIs
MeIMIMHCKOI0 IPMMEHEeHMS], I0r0BOP 00 NX NPOBE/ACHUH,
NpaBa NAUMEHTOB, Y4ACTBYIOIIUX B ITUX HCCJIeI0BAHUAX

Crartbs 38. KiniuHnyeckue uccjie10BaHus JJeKApPCTBEHHBIX NIPenapaToB
JJISE MeAMUMHCKOI0 MPUMEHEeHH

1. Knuanyecknue  WcciaeoBaHMsl — JIGKAPCTBEHHBIX  TMpemapaToB IS
MEIUIIMHCKOTO TMPUMEHEHHUS, B TOM 4YHUCIIC MEXIYHApOJHBIE MHOTOIICHTPOBHIC,
MHOTOIICHTPOBBIE, TOCTPETUCTPAIIMOHHBIC, TIPOBOASTCS B OJHOW WIIM HECKOJIBKHX
MEIUIMHCKAX OPTaHM3alUsIX B CICAYIOMMX LelsX: (B pedaxkyuu gedepanvhblx
3axonog om 22.12.2014 Ne 429-D3, om 30.01.2024 Ne [-D3)

1) ycraHoBJIeHHEe 0€30MaCHOCTH JIGKAPCTBEHHBIX MPENapaToB JUIsl 3J0POBBIX
T0OpOBOJIBIIEB W (MJIM) TIEPEHOCUMOCTH HX 3J0POBBIMH JTOOPOBOJIBIIAMH, 3a
HCKITFOUCHHEM TAaKUX HCCIICIOBAaHUH JICKAPCTBEHHBIX IMpENapaToB, MPOU3BEICHHBIX

3a ipeaenamu Poccuiickoit denepanuu;

2) noa0Op ONTHUMAJIbHBIX JO3MPOBOK JIEKAPCTBEHHOI'O Mpernapara U Kypca
JICYECHHUSI IS TALIMEHTOB € ONPEEICHHBIM 3a00JIEBAaHUEM, ONTUMAIBHBIX /103 U CXEM
BaKI[MHAIIMM WMMYHOOHOJOTUYECKUMHU JICKAPCTBEHHBIMH TpernapaTaMu 30POBBIX

T0OpPOBOJIBIIEB;

3) ycraHoBiieHHe O€30MacCHOCTH  JICKApCTBEHHOTO IIpermapaTta W €ro
5G(GEeKTUBHOCTH  JJIsi  MAlMEeHTOB  C  OMpeIelieHHbIM  3a0oJeBaHHEM,
npouIakTHUecKol AIPQPEKTUBHOCTY HUMMYHOOHOJOTHYECKUX  JIEKapCTBEHHBIX
penaparoB AJis 3J0POBBIX 100POBOJIBIIEB;

4) n3yueHue BO3MOYKHOCTH PACIIMPEHHS TMOKa3aHUW M1 MEIULIHUHCKOTO
NPUMEHEHUS] W  BBIIBJIICHHS  paHEe HEU3BECTHBIX MOOOYHBIX  JEHCTBUI

3apPCTUCTPUPOBAHHBIX JICKAPCTBCHHLBIX ITPCIIAPATOB.

1!, Knunuyeckne  MCCIENOBaHMsS  JIEKAPCTBEHHBIX — NPENAapaTroB Ui
MEIULIMHCKOTO TPUMEHEHHSI IPOBOJATCSA B COOTBETCTBUU C ITPABUIJIAMH HaJJIEKAIIEH
KIIMHUYECKOM  TNIPAKTUKHM, YTBEPKIACHHBIMU  EBpasuiCKOM  3KOHOMHMYECKOU

KOMHCCHUEH. (/[ononnenue yacmoio - Pedepanvuwiil 3axon om 30.01.2024 Ne [-D3)

2. B oTHOmEHUN BOCIIPOU3BCACHHBIX JICKAPCTBCHHBIX IIPCIIapaToB JIAd
MCIOAWIOHUHCKOI'O IIPHUMCHCHHUS IIPOBOJATCA HMCCICIAOBAHUSA OMOPKBHBAJICHTHOCTH U

(mnM) TepaneBTUYECKONM HSKBUBAJEHTHOCTH B TOPSAKE, YCTAHOBICHHOM AaKTaMH,



coctapimsitomumu - npaBo  Coroza. (B pedakyuu  DedepanvbHoco  3aKOHA
om 30.01.2024 Ne 1-D3)

3. Opranuzanuio MpOBEICHUSI KIMHUYECKUX HCCIEJOBAHUMN JIEKAPCTBEHHOTO

npernapara Juist MEAUIITHCKOTO IPUMEHEHHUS BIIPaBE OCYIIECTBIISTh:
1) pa3paboTyuK JEKapCTBEHHOTO MpernapaTa Wik yIOJIHOMOUYEHHOE UM JIULIO;

2) oOpa3oBaTeibHbIC OpPraHMW3AIMHM BBICIIETO O00pa30BaHMS, OPTraHHU3AIMH
JOTIOJIHUTENIBHOTO TIpoheCCHOHAILHOTO 00pazoBanus; (B pedakyuu Pedepanvroco
sakona om 02.07.2013 Ne 185-D3)

3) HayuyHbIE opranuzauuu. (B peoakyuu Deodepanvrozo 3aKOHA
om 30.01.2024 Ne 1-D3)

4. KnuHnyeckue  UCCIENOBaHWsA  JIGKApCTBEHHOrO  mpemapara s
MEMIIMHCKOTO TIPUMEHEHWSI TPOBOSITCS HA OCHOBAHUY Pa3pEIICHUs Ha TIPOBEIACHHE
KJIMHHYECKOTO  HWCCIICJIOBaHMS  JICKAPCTBEHHOT'O  Iperapara,  BBIJAHHOTO
YIOJHOMOUYEHHBIM  (eficpallbHBIM  OPraHOM  HWCIOJHHUTEIBLHOW  BJIACTH.
VYnonHoMOYeHHBIN (enepanbHblii OpraH HCHOJHUTEIHLHOW BJIACTH BEIET PEECTp
BBIAHHBIX ~ pa3pelieHWid Ha  TMPOBEACHHE  KIMHUYECKUX  HCCIICIOBaHUN
JICKapCTBEHHOTO TMpernapara, COJACp)KAlIUi yKa3aHWe Ha WX [eidb WM LEeIH, B
YCTAHOBIICHHOM J3THM OpPTaHOM TMOpsake. (B pedaxyuu ¢hedepanbHvlx 3aKOHO8
om 22.12.2014 Ne 429-D3; om 13.07.2015 Ne 241-D3)

5. (Yacmov ympamuna cuny - @edepanvholii 3akon om 22.12.2014 No 429-D3)

6. K OopraHr3anu IMPOBCACHUA KIMHUYCCKHUX I/ICCJ'IeI[OBaHI/Iﬁ JCKapCTBCHHOT'O
npcrnapara g MCAUIWHCKOIO IIPHUMCHCHUSA pa3pa6OT‘-II/IKOM JCKapCTBCHHOT'O
npcrapara MOIryT IPHUBJIICKATBCA HOPUANYCCKHUC JIMIA JII00011 OpraHn3aliuoOHHO-
HpaBOBOﬁ (I)OpMBI IIpn yCJIOBUH 00eCrneUeHUsT COOTBETCTBHUS ITUX I/ICCJ'IGIIOBaHI/Iﬁ

TpeOoBaHUAM HacTosero PenepabHOTO 3aKOHA.
7. (Hacmo ympamuna cuny - @eodepanvuviii 3akon om 30.01.2024 Ne 1-D3)

8. IlepeueHb MEAMIMHCKUX OpPTaHU3ALMKA, MPOBOASIIMX KIMHUYECKHE
MCCJIEIOBAHUS JIEKAPCTBEHHBIX NPEMNapaToB Il MEIULHUHCKOTO MPUMEHEHUs, U
peecTp BBIIAHHBIX pa3pelleHUid Ha MPOBEACHHE KIMHUYECKUX HCCIEAOBAHUM
JIEKapCTBEHHBIX npenapaTon OITyOJIMKOBBIBAIOTCS U pa3meniarTcs
YIOJIHOMOYEHHBIM  (peiepanibHbIM  OpraHOM  HWCIOJIHUTEIBHOM  BJIACTH B
YCTaHOBJICHHOM MM TIOPSAJIKE Ha cBoeM odurmanbHoM caite B cetu "Untepuet". (B
peoakyuu Dedepanvroco 3axona om 30.01.2024 Ne [-D3)



Crarba 39. PemieHne 0 npoBeeHUN KINHUYECKOTO MCCJIEI0OBAHMS

JIEKAPCTBECHHOI'O Mpemnapara it MCAUIUHCKOT0 IIPUMEHCHUSA

I. Knuanyeckoe  HCClENOBAaHME  JIGKAPCTBEHHOrO  Mpemapara A
MEIUITMHCKOTO TIPUMEHEHHSI TPOBOIUTCS HA OCHOBAHHUH Pa3peIlICHHUs Ha TIPOBEICHNE
KIMHUYECKOTO  MCCIEOBaHWS  JICKAPCTBEHHOTO  MpernapaTra,  BBIJIAHHOTO
YIOJHOMOYEHHBIM  ()eJIepaIbHBIM ~ OpPTaHOM  HWCIIOJIHUTEIBHOW  BJACTH  TIO
pe3yJbTaTaM dKCIEPTHU3bI IOKYMEHTOB, HEOOXOIUMBIX VISl TIOYYCHUS pa3peIieHus
Ha TIPOBEACHUE KIMHUYCCKOTO HCCIEAOBAHUS JICKAapCTBEHHOTO TMpemapara |
TUYECKOU IKCTIEPTU3HI.

2. [1ns nostydeHus pa3pelieHns Ha IPOBEIEHNE KIMHUYECKOTO UCCIIEI0OBAHNUS
JIEKapCTBEHHOIO Mpenapara il MEAUIMHCKOI0 IPUMEHEHUS 3asBUTEIIb HANIPABIIACT
MOCPEJICTBOM  €IMHOr0 TMOpTajla B YIOJHOMOYEHHBINH (eaepalnbHblii  Opra
WCIIOJIHUTENFHOM BIIACTH WM JIMYHBIM KaOWHET YMOJIHOMOYEHHOTO (henepanbHOro

OopraHa WMCTOJHUTEILHOW BIIACTH B €IUHON cucteMme: (B pedaxyuu Dedepanvrozo
3axona om 30.01.2024 Ne [-D3)

1) 3asBneHnMe O BblJA4Y€ pa3peUIeHUs] Ha MPOBEICHUE KIMHUYECKOIO
WCCIIEIOBAHUS JIEKAPCTBEHHOIO Ipemnapara Uil MEIMIUHCKOrO NPUMEHEHUS,
MOANMMCAHHOE YCHUJIEHHOW KBAIM(HUIIMPOBAHHONW OSJIEKTPOHHOW TOJIKUCKHIO; (B
peoakyuu Dedepanvroco 3axona om 30.01.2024 Ne [-D3)

2) (Ilynkm ympamun cuny - @eodepanvuwiii 3akon om 30.01.2024 Ne 1-D3)

3) MOPOTOKOJI KIMHHUYCCKOrO HCCICAOBAHMA JICKAPCTBCHHOI'O Ipfriaparta s
MCAUIMUHCKOT'O ITPUMCHCHUS ;

4) Gpourtopy ucciaea0BaTens;
5) nHbOPMAIIMOHHBIHN JIMNCTOK MAIlUEHTA;

6) cBeneHrss 00 oOmMBITe PabOTHl HCCIEAOBATENEC IO COOTBETCTBYIOIIUM

CHEIMAITLHOCTSM U MX OIBITe PabOTHI 0 POBEACHUIO KIIMHUYECKUX UCCIICI0OBAHNUN;
7) (Ilynkm ympamun cuny - @edepanvusiii 3akon om 30.01.2024 Ne 1-D3)
8) (Ilynkm ympamun cuny - @edepanvusiii 3axkon om 30.01.2024 Ne 1-D3)

9) KOIINIO  JOTOBOpa 00513aTeIHLHOrO CTpaxOBaHUs, 3aKIOUCHHOTO B
COOTBCTCTBHUH C THUIIOBBIMHU IIpaBHUIIaMHU 00513aTeLHOrO CTpaxOBaHUs, C YKa3aHUCM
HpeHGHBHOI;'I YHCJIICHHOCTHU HannueHTOB, Y4aCTBYHOIIUX B KIIMHHUYCCKOM

HCCIICIOBAHNHU JICKAPCTBCHHOI'O IIpCIIapara AJjid MCAUITUHCKOI'O IIPUMCHCHUA



10) uadopManuio 0 cocTaBe JEKapCTBEHHOTO Mpemnapara Jisi MEAUIIMHCKOTO

IMPUMCHCHUS

11) 1OKyMEHT, COCTaBJICHHBIA MPOU3BOAMUTENEM JIEKAPCTBEHHOTO Mperapara
JUISE MEAUIIMHCKOTO MPUMEHEHUSI U COJEpKalluil MoKa3aTelu (XapaKTepUCTUKH), a
TaKXe CBEICHHs O JIEKAPCTBEHHOM Npemnapare s MEIULHHCKOrO NMPUMEHEHUS,

MMPOU3BCACHHOM JIA IIPOBCACHUA KIIMHNYCCKUX I/ICCJIG,Z[OBaHI/Iﬁ;

12) cBenenus 0 AaTe MPeAOCTABICHUS U PETUCTPAIIMOHHOM HOMEPE JTUIEH3UU
Ha IIPOM3BOACTBO JIEKAPCTBEHHBIX CPEACTB B Cilydae, €CIH IPOU3BOIACTBO
JICKAPCTBEHHOTO mpernapara ocyuectBisiercas B Poccuiickon @enepanun, wiu
JIOKYMEHT, COAEPXAIIUK CBEACHUS O JAaT€ MPEAOCTABICHUS W PETUCTPALMOHHOM
HOMEPE 3aKJIIOUYECHHUS O COOTBETCTBMHU IPOU3BOJUTEIS JIEKAPCTBEHHOIO IIperapara
TpeOOBAHUSIM MPaBUII HaJlJIe)Kallen MIPOU3BOJCTBEHHOM MPAKTUKH,
MPEAOCTABICHHOTO  YIOJHOMOYEHHBIM  OPraHOM  CTPaHbl  IPOU3BOJUTENS

JIEKapCTBEHHOI'O npenapara. (B pedaxkyuu geoepanvrvix 3aKOHO8
om 04.06.2018 Ne 140-D3, om 27.12.2019 Ne 478-D3, om 30.01.2024 Ne [-D3)

21, Ceenenus, nmoarBepkaaroiye GakT ymiarel TOCYJapCTBEHHON ITONUTMHBL
3a IIPOBEJICHNUE ITUYECKON SKCIIEPTU3BL, SKCIIEPTU3BI JOKYMEHTOB Ha JIEKAPCTBEHHBIN
Ipernapar JJis oIy YeHUs pa3pelieHns Ha IPOBEACHUE KIMHUYECKOTO UCCIIEIOBAHUS
JIEKQpCTBEHHOI'O IIpernapara JUuisi MEAULUHCKOrO NPUMEHEHHs, 3a BbLAady
paspelieHuss Ha IPOBENCHHE KIMHUYECKOIO MCCIEIOBAaHUS JIEKaPCTBEHHOIO
mpenapara il MEAMLMHCKOTO INPUMEHEHHs, 3a [POBEICHUE DKCIEPTHU3BI
JOKYMEHTOB Ha JIEKapCTBEHHBIM Mpenapar I [OJY4YEHHs pas3pelleHus Ha
IIPOBEJEHUE MEKIyHAPOJIHOIO MHOTOLEHTPOBOTO KIMHUYECKOTO HCCIEAOBAHUS
JIEKQpCTBEHHOI'O IIpernapara Juisli MEAULUHCKOrO NPUMEHEHHs, 3a BbLady
paspelIeHNs] Ha NPOBEACHUE MEXIYHApPOIHOIO MHOTOLEHTPOBOIO KIMHUYECKOTO
UCCJIEA0BaHUs JIEKAPCTBEHHOTO Ipemnapara Uil MEIULMHCKOTO NPUMEHEHHUs, 3a
IIPOBENCHHUE ITHUUECKOW 3KCIEPTHU3BI, SKCIEPTU3bl JOKYMEHTOB Ha JIEKAPCTBEHHBIN
mpenapar Ui IMOJIy4YeHMs] pa3pelleHus Ha MPOBEIACHUE IOCTPETHCTPALMOHHOIO
KJIIMHUYECKOIO HCCJIEIOBAHUsS JIEKapCTBEHHOIO Ipenapara Uil MEIULUHCKOIO
IIPUMEHEHUs, 3a BbIJA4y pAaspelieHHUs Ha IPOBEACHUE IIOCTPETUCTPALMOHHOIO
KJIIMHUYECKOIO HCCJIENOBAaHUs JIEKapCTBEHHOI'O Ipenapara uid MEIULUHCKOIO
IPUMEHEHUs, a TaKXKe CBEACHHA O  BbIJIABa€MbIX  (IPEAOCTABIISIEMBIX)
YIOJIHOMOYEHHBIMH  (peiepaJbHBIMH ~ OpraHaMHM  MCIIOJIHUTENBHOM  BJIACTH
JOKYMEHTaX (CBEIEHUSX), YKa3aHHbIX B MyHKTE 12 yacTu 2 HaAcCTOALIEH CTaTbH,
YIIOJITHOMOUYCHHBIN (heiepalibHbI OpraH HCIIOTHUTEILHON BIIACTH 3alpalliiBacT B

MopsAAKEe MCEKBCAOMCTBCHHOI'O SJICKTPOHHOI'O B3aUMOICUCTBHUS. (,ZZ OnoJiHeHue



yacmeto -  Dedepanvrviti  3axkon  om 27.12.2019 Ne 478-D3) (B pedaxyuu
Deoepanvrozo saxona om 30.01.2024 Ne [-D3)

3. B cpok, He mpeBblIAOMMK Tpex pabouux JHEH CO JHS HANpaBJICHUS B
JUYHBIA KAOMHET YIIOJIHOMOYEHHOTO (peiepaibHOr0 OpraHa UCIIOJIHUTEIBHOM BIaCTH
B €/IMHOM CHCTEME YKAa3aHHOTO B MyHKTe | yacTu 2 HACTOsAIIEH CTaThU 3asBJICHUS U
HEOOXOJUMBIX  JIOKYMEHTOB, YHOJHOMOYEHHBIH (benepanbHbIi opraH
WCIIOJIHUTENBbHOU BiacTu: (B pedaxyuu @Pedepanvrozo saxona om 30.01.2024 Ne |-
D3)

1) mpoBOUT MPOBEPKY MOTHOTHI U TIOCTOBEPHOCTU CBEJICHUM, COJIEPKAIIUXCS

B IIPCACTABJICHHBIX 3asBUTCIIEM JOKYMCHTAX,

2) NpUHUMAET pEIICHUE O NPOBEIACHUU OKCHEPTU3bl JOKYMEHTOB JIJisi
MOJIYYEHUsI  pa3pelieHHds] Ha  IPOBEACHUE  KIMHUYECKOTO  MCCIEHOBAHUS
JICKAPCTBEHHOI'O TIpenapara Uisi MEAUIUHCKOTO TNPUMEHEHUS ¢ 3TUYECKOU

OKCIICPTU3BI UJIN 00 OTKa3e B MMPOBCACHUH YKA3aHHBIX 3KCIICPTHU3,

3) HanpaBJIACT 3ajdBUTCIIIO IMOCPCACTBOM CAMHOTO IIOpTAJIa HIINU B JIMYHBIN
KaOWHET 3as1BUTCIIA B CIII/IHOﬁ CHCTCMC IO AIMMCaHHOC YCHHGHHOPJI
KBa.HI/I(I)I/II_[I/IPOBaHHOﬁ BHCKTPOHHOﬁ MNOAIMMCBIO YBCIOMIICHUC O IIPUHATOM PCUICHHUN
oo B ClIydac MPpUHATHA PCIICHUSA 00 OTKa3ze Takxke C YKa3zaHUuCM IIPUYHUH TAKOT'O

oTka3a; (B pedaxyuu Peodepanvrozo saxona om 30.01.2024 Ne 1-D3)

4) HampaBJsieT B JIMYHBIA KAOWMHET HKCIIEPTHOTO YUPEXKACHHS B CAMHOU
CUCTEME W JHUYHBIA KaOWHET coBeTa [0 OTHKE 3aJaHuWs Ha TIPOBEJICHUE
COOTBETCTBYIOIIUX 3KCIEPTH3, MOITUCAHHBIC YCHICHHBIMUA KBATH(PHUITIPOBAHHBIMU
AICKTPOHHBIMHU MoANHUCAMH. (B peoaxryuu Deodepanbhozo 3aKOHA
om 30.01.2024 Ne [-D3)

4. B cnydae BBISIBJICHHS HEMIOJHOTHI U (UJIM) HEJOCTOBEPHOCTH MH(OpMAIIIH,
COJEpIKAILIEHCsl B TNPEJICTABICHHBIX 3asBUTENIEM JOKYMEHTAX, YINOJHOMOYEHHBIN
(denepanbHbIl OpraH HKCIOJHUTEIBLHON BJIACTU HANpaBisieT B JUYHBbIA KaOWHET
3asBUTENS] B €AMHOW CHCTEME 3ampoc 00 yTOYHEHUHM YyKa3aHHOM uHdopmaiuu,
MOJAMUCAHHBIA  YCUJICHHOW  KBaJM(UUIUPOBAHHON  3JEKTPOHHOW  MOJIMKUCHIO.
3asBuTENb 00s13aH HAMPABUTH B JJMYHBINA KaOWHET yIOJIHOMOUYEHHOTO (heepabHOTOo
OpraHa WCIIOJHUTEIIBHOM BJIACTH B €IWHOW CUCTEME NOANMCAHHBIN YCUJIEHHOU
KBATM(PUIIUPOBAHHON 3JIEKTPOHHOM MOJANUCHIO OTBET HA 3alpOC YIOJIHOMOYEHHOIO
(denepaabHOTO OpraHa HWCIOJHUTEIBHOW BIACTU B CPOK, HE MPEBBIIIAIOIINI
JEBSIHOCTAa pabO4YuX JHEW CO JHS MOJIy4eHHs] YIOJHOMOYEHHBIM (erepanbHbIM
OpPraHoOM HCIIOJIHUTEIIBHOW BJIACTH JJIEKTPOHHOTO YBEIOMJIEHUS O IIOJy4YEHUH

3asBuTeneM 3ampoca. CpoK, YyKa3aHHbII B 4YacTM 3 HACTOSLIEH CTaThH,



MIPUOCTAHABIIMBACTCS CO JTHS HAIIPABJICHUS B JIMYHBIA KAOMHET 3asBUTEIISA B SAMHON
CHCTEME 3a1poca YIOJIHOMOYCHHOTO (he/IepaTbHOTO OpraHa NCIIOJTHUTEIILHOM BIIACTH
710 JTHS HATPAaBJICHUS B JIMYHBIA KaOMHET YIIOJTHOMOUYEHHOTO (heJepaibHOrO OpraHa
WCIIOJTHUTEIILHOM BIIACTH B €IMHOM CUCTEME OTBETA Ha 3aIpOC U HE YUUTHIBACTCS TIPH
WCYUCIICHUH CpOKa TMPHUHATHSA  YIOJHOMOYCHHBIM  (helepalbHBIM  OpraHOM
WCITOJIHATEILHON BJIACTH PEIICHHS O IPOBEICHUU DKCIIEPTU3BI JOKYMEHTOB IS
MOJIYYCHHUS  pa3pelicHWs Ha  NPOBEJACHHUE  KIMHUYECKOTO  HMCCIICIOBAHUS
JICKapCTBEHHOTO TIperapara Juisi MEIUIMHCKOTO TpHMEHeHus. (B pedaxyuu
Deoepanvrozo 3akona om 30.01.2024 Ne [-D3)

5. OcHOBaHUEM Ui OTKa3a B TMPOBEJACHUU DKCHEPTHU3BI JOKYMEHTOB JJIs
MOJIyYeHHUsS]  pa3pelieHus] Ha  MPOBEACHUE  KIMHUYECKOTO  HMCCIEIOBaHUS
JIEKapCTBEHHOTO TMpernapara g MEAUIMHCKOTO TPUMEHEHUS ¢ ITHYECKOU
AKCIIEPTU3bl SBIIAETCA MPEICTABICHUE JHOKYMEHTOB, MPEAYCMOTPEHHBIX YAaCThbIO 2
HACTOAIIEH CTaThbW, B HEIMOJIHOM OObEMe, HEMpPEeICTaBICHUE 3asBUTEIEM B
YCTaHOBJICHHBIN CPOK OTBETA Ha yKa3aHHBIA B 4acTH 4 HACTOAILIEH CTaTbU 3aIpoc
yIOJHOMOUYEHHOTO  (peiepaqbHOTO  OpraHa  HCIIOJIHUTENIBHOM  BIIACTH  JTMOO
OTCYTCTBUE€ B TPEJACTAaBICHHBIX JOKYMEHTAaX HCUEPIBIBAIOIIETO TMEPEYHs
HeoOxoauMoN WHGOPMAIMKY WU UHPOPMAILIUU, KOTOpas JOJKHA ObITh OTpakeHa B
HUX, @ TaKXe OTCYTCTBHE CBEICHMI, KOTOpPHIE B JaJbHEHIIEM MOATBEPKIAIOTCS
MOCPEJICTBOM MEKBEIOMCTBEHHOI'O 3JIEKTPOHHOTO B3aUMOJEUCTBUS, O (haKTe
yIUIaThl TOCYJAapCTBEHHOW TOLUIMHBI 32 MPOBEACHUE ATHUUYECKON HKCIEPTHU3BI,
AKCIIEPTU3bl JOKYMEHTOB Ha JIEKapCTBEHHBIN MpenapaT JAJis MOIyUYEHUs! pa3pelieHus
Ha IMPOBEJIEHUE KIMHUYECKOIO MCCIEeI0BaHUS JIEKapCTBEHHOTO IIperapaTta Jis
MEIUIIMHCKOTO IPUMEHEHUS, 3a BbIauy pa3pelleHns Ha MTPOBEACHUE KIMHUYECKOTO
WCCJICIOBAaHUS JICKAPCTBEHHOTO TMpernapara Jis METUIIMHCKOTO TPUMEHEHHs, 3a
MIPOBEJICHUE IKCIEPTU3bI TOKYMEHTOB Ha JIEKapCTBEHHBIN MpenapaT AJs MOJTydeHus
paspenieHusl Ha MPOBEACHUE MEXKIyHapOJHOTO MHOIOLIEHTPOBOTO KIMHHUYECKOTO
WCCJIEIOBaHUs JICKAPCTBEHHOTO TMpernapara i MEIUIUHCKOrO NPUMEHEHHs, 3a
BbIJauy pa3pelieHus Ha MPOBEJCHUE MEXKAYHAPOJHOTO MHOTOLEHTPOBOIO
KJIIMHUYECKOTO HCCIEeOBaHUS JIEKAPCTBEHHOTO TMpernapara Uil MEAMIIMHCKOTO
NPUMEHEHUs, 32 MPOBEICHUE dTUUECKONU IKCIIEPTHU3BI, IKCIEPTU3bI JOKYMEHTOB Ha
JICKapCTBEHHBIM MpemapaT Juid TOJy4YeHHUs paspelleHuss Ha TpOBEICHHE
MOCTPETUCTPALIMOHHOTO KIMHUYECKOTO HCCIEI0BaHUs JIEKAPCTBEHHOIO Mpernapara
JUISE MEIMIIMHCKOTO TPHUMEHEHMs, 3a BbIAUy pa3pelieHuss Ha MPOBEACHHE
MOCTPETUCTPALMOHHOIO KIMHUYECKOIO HCCIIEI0BaHuUs JIEKAPCTBEHHOIO Ipernapara

UL MEIWIIMHCKOTO  TpUMEHEHHs. (B pedakyuu  @Pedepanvnoco  3aKoHa
om 30.01.2024 Ne 1-D3)



6. [IpoBenieHre SKCHEPTU3bl AOKYMEHTOB JJIS TOJIYYEHHS pa3pelieHus Ha
MPOBEJICHUE KIMHUYECKOTO HCCIEIOBAHMS JIEKQPCTBEHHOIO Mpemnapara Jyist
MEIUIMHCKOTO MPUMEHEHUSI U ATUYECKOW AKCIEPTHU3bl, COCTABICHUE KOMHCCHUEH
AKCIEPTOB M COBETOM I10 ATHUKE 3aKJIIOUEHUI O BO3MOXXHOCTH WJIM HEBO3MOKHOCTH
MPOBEJICHUS TAKOTO KIMHUYECKOTO HWCCIICIOBAHMS, IIOJAIMCAHNE 3aKIIOUYCHUI
YCUJIEHHBIMHA KBAJTM(UITMPOBAHHBIMH JJICKTPOHHBIMHU TOJIIUCIMH W HAMpaBICHUE
TAHHBIX 3aKJIOYCHUH B JTUYHBIN KaOWHET YIOJTHOMOYEHHOTO (eepabHOTO OpraHa
WCIIOJHUTEILHOM BJIACTH B E€IUHOM CHCTEME OCYIIECTBISIOTCS B CpPOK, HE
MPEBBIMIAOIMNWNA JBAAIATH SATH padOYnX IHEH CO JHS HANpaBJICHHS B JTUYHBIN
KaOMHET PKCIEPTHOIO YUPEXKJACHUS B €IMHOW CUCTEME 3aJlaHUs YIIOJTHOMOYEHHOTO
deneparTbHOTO OpraHa WCIOJHUTEIBHONW BJIACTH C TPHIOKCHHEM JIOKYMEHTOB,
yKa3aHHBIX B yHKTax 3,4, 10, 11 u 11! wactu 2 HacTosieil cTaThu, U HAIIPABIECHUS
B JIMYHBIA KAOWHET COBETA I10 3TUKE B €IMHOW CHCTEME 3aJ]aHUs YIIOJHOMOYEHHOTO
(dbenepaabHOTO OpraHa WCIOJHUTEIbHOM BJIACTH C MPHUIOKECHHEM JIOKYMEHTOB,
yKa3aHHBIX B MyHKTax 3-6 uw 9 wactm 2 HacTosmel crathu. (B pedaxyuu
®Deoepanvrozo 3akona om 30.01.2024 Ne [-D3)

7. B cpok, He MPEBBIMIAIIIUN TpeX pabouyux AHEH CO JHSA HANpaBiICHUS B
JUYHBIA KAOMHET YIIOJIHOMOYEHHOTO (heiepaibHOr0 OpraHa UCIIOJIHUTEIBHOM BIACTH
B €IUMHOM CHCTEME 3aKJIOYEHHUI, YKa3aHHbIX B 4YacTh 6 HACTOSIIEH CTaThbH,
YIOJHOMOYEHHBIN (heepalIbHbIi OpraH HCIOJHUTEIBHONW BiacTu: (B pedaxyuu
®Deoepanvrozo 3akona om 30.01.2024 Ne [-D3)

1) ocymIecTBIsSE€T OLEHKY IMOCTYNMHUBIINX 3aKJIIOUCHHUH IS OMPEACIICHHUS WX

COOTBCTCTBU:A 3aJaHUAM Ha IIPOBCACHHUC COOTBCTCTBYIOIINX 3KCIICPTH3,

2) NIPpUHUMAET PEILICHUE O BbIJIaY€ Pa3peICHUsI HAa IPOBEICHNUE KIIMHUYECKOTO
UCCJIEI0BAaHNUS JIEKaPCTBEHHOTO Mpenapara Juisi MEJUIUHCKOIO TPUMEHEHUS], BHOCUT
B pEECTp BBIOAHHBIX pa3pELICHUN Ha NPOBEJICHUE KIMHUYECKUX HCCIEeI0BaHUN
JIEKapCTBEHHOI'0 Ipernapara COOTBETCTBYIOIIYI0 HMHQOpPMAIMI0 U HANpaBiseT
MOCPEJICTBOM €UHOTO TOpTaia 3asBUTENIO0 WU B JUYHBIA KAaOMHET 3asBUTENS B
€IMHOW CHCTEME BBIMHCKY W3 peecTpa BBIAAHHBIX pa3pelieHHi Ha TPOBEICHUE
KJIMHUYECKUX MCCIIEOBAHUM JIEKaPCTBEHHOTO Mpenapara, oAMMCaHHYI0 YCUIEHHOM

KBAIM(PUIIMPOBAHHON 3JIEKTPOHHOM NMOANUCHIO; (B pedarxyuu DedepanbHoco 3akona
om 30.01.2024 Ne 1-D3)

3) mpuHUMAaET pernieHrue 00 OTKa3e B BbIJaY€ pa3pelieHHs] Ha TPOBENICHUE
KJIMHAYECKOTO MCCJIEIOBAHUS JICKAPCTBEHHOTO TMpemapara JUisi MEIUIIMHCKOTO
MPUMEHEHUsI W HaNpaBJIA€T IMOCPEICTBOM €AUHOrO MOpTajla 3asiBUTENIO WA B

JUYHBIA KaOWHET 3asBUTENS B €IUHOW CHUCTEME JaHHOE PEIICHUE, MOAMUCAHHOE



YCUJICHHOW KBaTU(UIUPOBAHHOW AJIEKTPOHHOW TOMIMUCHIO, C YKa3aHUEM MPUYHH
oTKaza. (B pedaxyuu @edepanvroeo 3axona om 30.01.2024 Ne 1-D3)

8. OcHOBaHMEM JUIsi OTKa3a B BbLJIAY€ pa3pelICHHUs HAa IPOBEICHHE
KJIIMHUYECKOIO MCCIIEIOBAaHUS JIEKAPCTBEHHOIO Ipernapara Uil MEAMIMHCKOIO
MIPUMEHEHUS SBISETCS HATMYUE 3aKJIFOUCHUS KOMUCCUU YKCIIEPTOB UITH 3aKIIIOUECHHUS
COBETa MO 3TUKE O HEBO3MOXXHOCTHU MPOBEJECHUS KIMHUYECKOTO HCCIEIOBAHUS
JIEKapCTBEHHOTO TMpemnapara JUisi METUIIMHCKOTO MPUMEHEHUs MO pe3ybTaTaM

MPOBEJACHHBIX IKCIEPTU3, IPEAYCMOTPEHHBIX YACThIO 6 HACTOSIIEH CTAThH.

9. Pemenue 06 0TKase B MPOBECHUH SKCIIEPTU3BI JOKYMEHTOB JIJISI IOy YEHUS
paspellieHdsT Ha I[POBEICHUE KIUHUYECKOIO MCCIIENOBAHUA JIEKAPCTBEHHOIO
npenapara sl MEJULIHUHCKOTO NMPUMEHEHUS U 3TUYECKOM JKCIIEPTU3bl U B BbIIAUYEC
paspelieHusT Ha MPOBEICHUE KIMHUYECKOTO MCCIENOBAHUSA JIEKAPCTBEHHOTO
npernapara A MEAUIMHCKOTO MPUMEHEHUs MOXKET ObITh 00KaJOBaHO B IMOPSJIKE,

YCTaHOBJIEHHOM 3aKoHoAaTenbCcTBOM Poccurickon denepanum.

(Cmampws 6 pedaxyuu Pedepanvrozo 3axona om 22.12.2014 Ne 429-D3)

Cratbs 39'. DTHUYeCKasI IKCIIEPTH3A

1. DTnueckas 9KCIICPpTU3a HNPOBOAUTCA COBCTOM II0 3THKE, CO3JaHHLBIM B
MMOPAIKE, YCTAaHOBJICHHOM YIIOJIHOMOYCHHBIM (b@I[GpEUILHBIM OopranHom
HUCIIOJTHUTEIbHOM BJIaCTH, B HOCIAX BblAda4MW 3aKIKOYCHHA 00 DITUYECKOU
00OCHOBAaHHOCTH  BO3MOJKHOCTH MNPOBCACHUA  KIIMHHYCCKOIO  HMCCIICIOBAHMA
JICKApCTBCHHOTI'O IIperapara AJIs1 MCAUIMHCKOIO IIPUMCHCHUA.

2. DKcnepTaMu COBETa MO ATHUKE MOTYT OBITh MPEICTABUTENIN MEIULIMHCKUX
OpraHM3aIliid, HAay4YHBIX OpraHu3aiui, o0pa30BaTEIbHBIX OpraHU3AIlUN BBICIIETO
00pa3oBaHus, a TAK)KE MPEJACTABUTEIN OOIIECTBEHHBIX OPTraHU3AIui, PETUTHO3HBIX
OpraHM3aIiii U CPEICTB MaccoBo wHopmaiuu. [[aHHBIE SKCHEPThI HE JOJIKHBI
HaxXOAUThCA B KaKOW-THOO 3aBUCHMOCTH OT Pa3padOTUYUKOB JIEKAPCTBEHHBIX
npenapaToB W JAPYTrUX JIAI, 3aUHTEPECOBAHHBIX B PE3yJIbTaTax ATHUYECKOU

AKCTIEPTHU3HI.

3. Omnata yciyr 9KCIEepTOB COBETA MO ITHKE OCYIIECTBIISAECTCS HA OCHOBAHUU
JIOTOBOPA, 3aKJIIOUEHHOTO MEXAy YIOJTHOMOYEHHBIM (eaepaibHbIM OpraHoM
WCIIOJIHUTETFHOM BJIACTH, KOTOPBIM CO3/IaH COBET M0 ATHKE, U IKCIIEPTOM COBETA TIO
ATHKE, 32 CUET OIOJKETHBIX aCCUTHOBAHUU, MPEIYCMOTPEHHBIX YIOJTHOMOYEHHOMY

(beﬂepaHBHOMy Ooprany HUCIIOJIHUTEIbHOU BJIACTHU, KOTOPBIM CO3J1dH COBCT I10 OTHKC,



B (QenepanpbHOM OOKETE HA COOTBETCTBYIOIIMM TOJ Ha OOECTEUEeHHUE ero
NEATENBbHOCTA, B pa3Mmepax, ycTaHoBieHHbIX IIpaBurtenscTBom Poccuiickon

denepanum.

4, 3KCHGpTBI COBCTAa IO OTHUKE HCECYT OTBCTCTBCHHOCTH B COOTBCTCTBHU C

3aKOHOIATeNbCTBOM Poccuiickoit denepannn.

4!, TIpu mpoBEIEHUH DTUYECKON DKCIIEPTU3LI HE JIOMYCKAETCsS MCTPeOOBAHUE
HKCIEPTOM Yy 3asBUTENSI JIMOO MHBIX JIUI[ MaTepuanoB, HEOOXOTUMBIX IS
MPOBEJICHUS dTUYECKON IKCIEPTU3Bbl. B Cilydyae HEJOCTaTOUHOCTH MPEACTABIECHHBIX
AKCIIEPTYy MaTepuajoB B JIMYHBIA KAaOWHET 3asBUTENS] B E€OUHOM CHCTEME
YIIOJTHOMOYEHHBIM JIMIIOM COBETA MO ATUKE HAIIPABISETCS 3alpOC O NPEACTABICHUN
HEOOXOJAMMBIX MaTEpPHANIOB, MOAMMCAHHBIA PYyKOBOAUTENIEM (YIOJTHOMOYEHHBIM
JUIIOM) COBETa MO 3THUKE C HCMOJIb30BAaHMEM YCHJICHHOW KBaTU(UIIUPOBAHHOM
AJIEKTPOHHOM MOJIIUCH, a TAK)KE HAIPABIIAETCS YBEOMIIEHHE 00 YKAa3aHHOM 3aIpoce
B JIMYHBIH KaOWHET YNOJHOMOYEHHOTO (heaepaabHOr0 OpraHa HCIOJHUTEIbHON

BIIACTH B €AMHOU cucteme. ([Jonornenue uacmero - Dedepanvuviii 3aKOH
om 30.01.2024 Ne 1-D3)

42, 3asBuTenpb 00s13aH HANPABUTH B JIMYHBINA KaOMHET COBETA 10 3THKE B €JUHON
CUCTEME TMOAMMCAHHBIA YCUIEHHOW KBATU(DUIIMPOBAHHON SJIEKTPOHHON IOJITUCKIO
OTBET Ha 3aMpoc O MPEJCTaBICHUN HEOOXOIUMBIX MaTepUaAIOB COBETY IO ATHKE B
CPOK, HE MPEBBIIIAIONIUHN JIeBSIHOCTa pabOYMX AHEH CO IHS MOJIYYEHHUS] COBETOM IO
ITUKE IEKTPOHHOT'O YBEIOMIICHMS O MOJYYEHUH 3asBUTEIIEM YKa3aHHOIO 3aIpoca.
Bpemst co nHs HampaBiieHHsI COBETOM M0 ATHKE B JIMYHBIA KAaOMHET 3asBUTENS B
€IMHOI cucTeMe 3ampoca O MPEICTaBICHUH HEOOXOAMMBIX MaTepHUajoB 10 THS
HampaBJIeHUs 3asBUTEIEM B JIMYHBIA KaOMHET COBETa MO 3TUKE B €IMHOM cHUCTEeME
OTBETA HA YKAa3aHHBIN 3alIpOC HE YUUTHIBAECTCS IIPU UCUUCICHUU CPOKA NPOBEJICHUS

OTUYECKOW  AKCHEPTH3bl. ([Jononnenue  uyacmovio -  DedepanvHblil  3AKOH
om 30.01.2024 Ne 1-D3)

5.CocraB coBeTa MO ATHKE, MOJIOKEHHE OO0 ATOM COBETE, MOPSIAOK €ro
JesITeNbHOCTH, TPeOOBaHMS K KBAIM(UKAIMU U OMBITY PabOTHI MO SKCIEPTHOU
OLICHKE Hay4YHbIX, MEJUIIMHCKUX U 3TUYECKUX aCIIEKTOB KIIMHUYECKUX UCCIIEI0BAaHUN
JIEKapCTBEHHBIX MpENnapaToB AJI MEIULMUHCKOTO NPUMEHEHUs, MPEIbsBIsSEMbIE K
JKCIIEpTaM COBETAa MO AITHKE, MOPSJOK OpPTraHMU3allid U TPOBEIEHUS ITHYECKOU
JKCTIepTU3bl, (opma 3aKIOYeHUs COBETa IO OTUKE YCTaHABIMBAIOTCS
YIIOJITHOMOUYCHHBIM  (hbeJiepalIbHBIM  OpTaHOM HMCTOJHUTENbHOM BiacTu. Ywucio
MpeACTaBUTENICH MEAMIIMHCKUX OpraHu3aliii He MOKET MPEBBIIIATh MOJOBUHY OT

O6H.I€FO quciia OKCIICPTOB COBCTA I10 OTHUKCE.



6. Uudopmarus o coctaBe coBeTa Mo ITHKE, IJIaHaX €ro padoThl U TEKyIIen
JESITEeNbHOCTH  pa3MelaeTcss Ha O(UUMANbHOM  CcaiiTe  YMOJHOMOYEHHOIO
denepalbHOTO OpraHa HCIOJHUTEIBHOM Bracth B ceth "HMHTepHer" B

YCTAaHOBJICHHOM MM ITOPAIKE.

(Hononnenue cmamveti - @edepanvruiil 3axon om 22.12.2014 Ne 429-D3)

Cratbs 40. [IpoBeeHue KIMHAYECKOT0 UCCIEA0BAHUS JIEKAPCTBEHHOTO
npenapara JJisi MeJUIUHCKOT0 NPUMEeHeHU s

l. PykoBoguTens  MEOUMUMHCKOM  OpraHM3alMH, KOTOpas  MPOBOJUT
KIIMHUYECKOE MCCIEAOBAaHUE JIEKAPCTBEHHOIO IMpernapara uisi MEIULIUHCKOTO
MPUMEHEHUS, Ha3HAYaeT UCCIEA0BATENsl, OTBETCTBEHHOIO 3a IMPOBEICHHE TaKOTO
WCCIECIOBAHUSI W HMMEIOIIEro JIeYeOHYI0 CIEeHHAIBHOCTh, COOTBETCTBYIOIIYIO
MPOBOAMMOMY KJIMHUYECKOMY HCCIIEOBAHUIO JICKAPCTBEHHOrO Mpenapara, co
CTaxkeM paboThl MO MporpaMMaM KJIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX
[IpernapaToB HE MEHEe YeM TpU ToJa MU IO €ro MpeJIOKCHUI0 Ha3HA4yaeT
COMCCIIeIOBaTeNeH U3 Yhciia Bpauel dTON MEIUITMHCKON opranu3anuu. (B pedakyuu
Deoepanvrozo saxona om 22.12.2014 Ne 429-D3)

2. HCCHGI{OB&TCJ’IB OCYIICCTBIIACT BBI60p ITalqUCHTOB, KOTOPBIC 110
MCIUOWUHCKUM IIOKa3aHUAM MOTYT OBITh IMPUBJICYHCHBI K YYAdCTHIO B KIIMHHUYCCKOM

HCCIICAOBAHNH JICKAPCTBCHHOIO IIpCirapara A MCAUIUHCKOI'O MPUMCHCHUA.

3. UccienoBaTellb M COMUCCIEIOBATENN JOJDKHBI OBITH O3HAKOMIIEHBI C
pe3yJibTaTaMu  JOKJIMHUYECKOTO  HCCIEJOBAaHUS  JIGKAPCTBEHHOTO  CPEJCTBa,
COJIEp KaIllUMHUCS B OpOIITIOpE UCCIEA0BATENS, MPOESKTOM MPOTOKOIa KIMHUYECKOTO
WCCIIEIOBAHUS JIGKAPCTBEHHOI'O TMperapara Jyisi MEIUIMHCKOTO TPUMEHEHHUS,
pa3paboTaHHBIM  pa3pabOTYMKOM  JIGKAPCTBEHHOrO0  Ipemapara WM  HHBIM
IOPUIMYECKUM JIUIIOM, MPHUBJICKAEMBIM K OpPraHU3AIUU MPOBEACHUS KIMHUYECKOTO
MCCJICIOBaHUS JIEKAPCTBEHHOIO TMpernapaTta s MEIUIMHCKOTO TPUMEHEHUS, U

APYTUMHU MaTCpruajlaMU TAKOI'0 UCCIICAOBAHUA.

3!, PykoBOJMTENL MEIUIMHCKOW OpPraHu3allid B CPOK, HE MPEBBIMIAOIIMMA
Tpex paboumx AHEW cO JHS Hauyajga MPOBEACHHUS KIMHWUYECKOTO HCCIIECIOBAHUS
JIEKapCTBEHHOT'O Mperapara s MEAUIIMHCKOTO MPUMEHEHHsI, COO0IIaeT 00 3TOM B
YIIOJTHOMOYCHHBIA (peepaIbHBIM OpraH HWCIOJHUTEILHON BIJIACTH, BBIIABIIUN
paspelieHrue Ha IPOBEICHUE TAKOIO0 HCCIENOBAaHUs, [0 YCTaHOBICHHOM WM
dbopme. (/Jonoanenue wacmoio - Pedepanvubiii 3axon om 29.11.2010 Ne 313-D3)



4. Opraau3aiuu, OCylECTBIISIONIME OPTAHU3ALIMIO POBEICHHS KIMHUYECKOTO
WCCIIEIOBAHUS JIEKAPCTBEHHOI'O TMpernapara Jid MEIUIMHCKOrO0 MPUMEHEHUs |
yKa3zaHHble B 4yacTu 3 crtaThu 38 Hacrtosiiero deaepalibHOTO 3aKOHA, B ClIydyae
HEOOXOJMMOCTH BHECCHHS W3MEHEHUH B MPOTOKOJ KIMHHYECKOTO HCCIICIOBAHUS
JIEKapCTBEHHOTO MpernapaTa Jisi MeIULIUHCKOTO MMPUMEHEHHUsI COO0IaoT 00 ATOM B
YIIOJTHOMOYCHHBIA (peAepaIbHBI OpraH HWCIOJHUTEILHON BIIACTH, BBIIABIIUI
paspelieHHe Ha TMPOBEJICHHE TAaKOro MCCIEAOBaHUsA, [0 YCTAaHOBICHHOW UM
dbopme. (B pedakyuu Dedepanvroeco 3axona om 11.10.2010 Ne 271-D3)

41, ®opma cooOIIEHHsT O BHECEHMH HM3MEHEHHH B MPOTOKOJ KIMHHUYECKOTO
MCCJIeI0BaHUS JIEKaPCTBEHHOTO MpernapaTa JUisi MeIMIIMHCKOTO TPUMEHEHUS T0KHA

COJIEpKaTh CIIEYIONINE CBEICHUS:

1) HaumeHOBaHUe, WICHTHU(PUKAIIMOHHBIM HOMEp M JaTa MPOTOKOJIA

KIIMHHUYCCKOT'O UCCICIOBAHUA,
2) JaTa BHECCHUA U3MEHEHUH B IMPOTOKOJI KIIMHUYCCKOI'0O UCCIICAOBAHNA,
3) HaAanMMCHOBAHHUC M MCCTO HAXOXIACHUA 3adBUTCIIA,

4) HauMEeHOBaHUE OpraHu3alNH, IPUBJICUEHHON pa3paboTYuKOM
JeKapCTBEHHOTO  TMpemapara K  OpraHu3aluyd  MPOBEACHUS  KIMHUYECKOTO

uccaea0oBaHus (Mpy HAJTUYUK);

5) HanMMCHOBAHHUA MW MECTa HaAXOXICHUI MCEIUIHNHCKHUX OpFaHHSaHHﬁ, B

KOTOPBIX IPOBOJUTCA KIIMHUYCCKOC NCCIICIOBAHUC,

6) mata BBIJAYM pa3pelICHUs Ha MPOBEACHUE KIMHUYECKOTO MCCIICIOBaHUS U

HOMEp 3TOTO pa3pelieHus;
7) U3MEeHEeHUs, BHOCUMbIE B TPOTOKOJ KIMHUYECKOTO HCCIICIOBAHUS.
(donoanenue yacmoio - @edepanvuviii 3akon om 11.10.2010 Ne 271-D3)

5.B cpok, He TpeBBIMIAINN ABAANATH BOCBMH pabO4YMX ITHEH cO JHS
NOJIyYEHHMSI YKa3aHHOTO B YaCTU 4 HACTOSAILIEHN CTaThU COOOILIEHHUS, YTIOJTHOMOYEHHbBIN
denepanbHbIil OpraH HCIOJIHUTEIHHON BIIACTH PACCMATPUBAET 3TO COOOIICHHE B
YCTAHOBJICHHOM KM IIOPSJAKE W NPUHUMAET PEIICHUE O BHECEHWH W3MEHEHHUU B
IIPOTOKOJI ~ KJIMHUYECKOTO HCCIEAOBAHMS JIEKAPCTBEHHOTO Ipemapara s
MEIUIIMHCKOTO TPUMEHEHHMs] WM 00 OTKa3e BO BHECEHUU TaKUX H3MEHEHHH,
MOJAMUCAHHOE  YCWJICHHOW  KBAIU(DHUIIMPOBAHHONW  DJIEKTPOHHON  MOJIHUCHIO,
MOCPEACTBOM HANPABIEHHUS] COOTBETCTBYIOIIETO pEIICHUS B JIMYHBIM KaOWHET
3asBUTENs B equHOM cucteme. Ilpu paccMoTpeHun cooOnIeHUsI 0 HEOOXOIUMOCTH
BHECEHUSI MU3MEHEHUN B NPOTOKOJ KIMHUYECKOTO HUCCIEAOBAHUS JIEKAPCTBEHHOIO

nperapara il MCAUIHUHCKOTO IMPHUMCHCHHA B LCIAX OLCHKH 00OCHOBAHHOCTH



IpejlaraéMbplX W3MEHEHMW U ONpENEIeHUs CTENEeHW pucka s NalUeHTOB,
IMPUHUMAIOIIMX YYacTHE€ B KIMHMYECKUX HCCIEIOBAHUAX, YIOIHOMOYEHHBIM
benepanbHBIM OPraHOM HCIOJIHHUTEIHHOW BJIACTH MOTYT HPUBIEKATHCS IKCIEPTHI

coBeTa MO JTWKEe M (WJIM) DKCIEPTHl AKCIEPTHOTO YUpEeKIeHUs. (B peoaxyuu
Geoepanvrovix 3akonos om 22.12.2014 Ne 429-D3, om 30.01.2024 N [-D3)

6. Knuanyeckoe  WcclleIOBaHWE  JIEKAPCTBEHHOTO  Mpemapara  JUis
MEAMUILIMHCKOTO MPUMEHEHHSI MOKET ObITh MPUOCTAHOBJICHO HJIM MPEKPAILEHO, eClIn
B TIpOLIECCe €ro MpOBEACHUsT OOHapy»KeHa OMacHOCTh JUIS JKU3HHU, 3J0POBbS
NalnueHToB. B cioyyae BOSHUKHOBEHMS OMACHOCTH JUIS )KU3HU, 310POBbs MAIEHTA,
YYacTBYIOIIETO B KIMHUYECKOM HCCIEAOBAHUM JIEKAPCTBEHHOTO IMpernapara Jis
MEUIIMHCKOTO MMPUMEHEHUS, UCCIIEIOBATENH 00s3aHbI TPOUHPOPMUPOBATH 00 ITOM
PYKOBOAMUTENS MEAMIIMHCKOM OpraHu3alil W OpraHU3aluio, MOJIYYUBIIYIO
paszpelieHue yrnoIHOMOUEHHOTO (efepaibHOr0 OpraHa UCIOTHUTEIBHOM BIACTH Ha
OpraHu3allil0  MPOBEACHUSI  KIMHUYECKOTO  MCCIEOBAaHUS  JIEKAPCTBEHHOIO
npenapara. PemieHue O NOPUOCTAHOBJIEHMM  KIMHUYECKOIO  HCCIEIO0BAHUS
JEKapCTBEHHOIO Ipemnapara g MEAMIMHCKOTO TPUMEHEHUS [PUHUMAIOT
PYKOBOJUTETh MEAMIIMHCKOW OpraHu3aiu W (W) OpraHu3alus, MOJyYHBIIAS
paszpeleHue yrnoIHOMOUEHHOTo (efepalbHOro opraHa UCIOJHUTEIBLHOM BIaCTH Ha
OpraHU3allii0  TPOBEACHUS  KIMHUYECKOTO  MCCIECIOBAHUS  JIEKAPCTBEHHOTO
npenapara Ajii MEIUIMHCKOTO NPUMEHEHHMs, PEIICHHE O MPEKPalIeHUH TaKOoro
MCCJIeI0BAHUS IPUHUMAET YIIOJIHOMOUYEHHBIHN (he/iepaibHbIi OpraH UCIIOJHUTEIBHOM
BJIaCTU HAa OCHOBAaHMU COOOLIEHUST B MUCbMEHHOW (OpMe PpPYKOBOAUTEIS
MEIUIIMHCKOW OpraHM3allid WM OpraHu3alys, T[OJy4YMBIIAs pa3pelieHue
YHOJHOMOYEHHOTO (heJiepaibHOro OpraHa HCIOJHUTENbHOM BIaCTH Ha OpraHu3aluio
MPOBEACHUSI KIMHUYECKOTO HCCJICNIOBAaHUs JIEKAPCTBEHHOTO TMpemapara s

MCIOAUIOHUHCKOI'O ITPUMCHCHU.

7.B cpok, He MpeBBILIAINANA MATH pabo4YMX OHEW CO JHA 3aBepUICHUS,
MIPUOCTAHOBJICHUS UJTU MPEKPALICHUS] KIIMHUYECKOTO UCCIIEI0BAHUS JIEKAPCTBEHHOTO
npenapaTa A MEIUIUHCKOrO MPUMEHEHUs, COOOIIeHne 00 3TOM HaIlpaBsieTcs
OpraHu3alysMH, YKa3aHHbIMM B 4YacTH 3 ctaTbu 38 HacTosiero deaepanbHOro
3aKOHa, B YMOJHOMOYEHHBIM (elepalbHbIi OpraH HWCIOJHUTEIBHOM BIIACTH TIO

YCTaHOBJICHHON UM (opMe.

8. ®opMma cooOI1IeHNsT O 3aBEpUICHUH, TPUOCTAHOBICHUHN WM MPEKpaIlIeHUH
KJIMHUYECKOTO MCCJIEOBAaHUSl JIEKapCTBEHHOIO Ipenapara Juis MEIULUHCKOIO

MNPUMCHCHUA JOJIDKHA COACPIKATD!:



1) unpopmanio 0 MEAMIMHCKOM  OpraHM3allid WM  METUIIMHCKUX

OpraHM3aIMsX, TPOBOJIUBIINX TAHHOE UCCIICIOBAHME;
2) onmucaHWe JaHHOT'O UCCJIEIOBAHUS,

3) nanuple wuccnaenoBaTens (dbaMuiaus, WM, OTYECTBO, MECTO pPabOTHI,
3aHMMaeMasi JIOJDKHOCTb, CHElMaJbHOCTh, CTaX paboThl MO MporpaMmam
KJIIMHUYECKHUX UCCIICOBAHUMN JIEKApCTBEHHBIX MPENapaTroB, MepeyeHb KIMHUYECKUX
WCCIIEIOBAaHUN JIEKAPCTBEHHBIX MPENapaTroB, B KOTOPBIX OH MPUHUMAN Yy4acTue
(mepuopl yuacTus) B Ka4ECTBE HCCIIEIOBATEINSI UM couccaeaoBarens); (B peoaxyuu
Dedepanvrozo 3akona om 11.10.2010 Ne 271-D3)

4) pe3yJIbTaT JAHHOTO MCCJIEIOBAHUS (3aBEpILCHUE, MPUOCTAHOBICHUE WIIU
IpeKpalleHue JaHHOTO UCCIIEIOBAHUS C YKa3aHUEM X TPUYMH U BIUSHUS HA OLICHKY
€ro pe3yJbTaTOB, OOIIYIO0 OIIEHKY PHCKa M OKHJIaeMOH IMOJb3bl OT MPUMEHEHUs
HCCJIeyeMOTO JIEKApCTBEHHOTO MpernapaTa, a TakKe MpeanoiaraeMole JanbHeme

JEUCTBUS).

8!. Tlpu BoIsABIEHHH (eIepPaIbHBLIM OPraHOM HCIOJHHUTENLHOW BIIACTH,
OCYIIECTBISIONIMM (YHKIMH 110 KOHTPOJIIO U HaI30py B cdepe 3ApaBOOXpaHEHUS,
HApYLICHUN TPAaBWJI HaUIeKaled KIMHUYECKOM TMPAKTUKKA TNPH TMPOBEACHUU
KIIMHUYECKOTO UCCIEA0BAaHUS JEKAPCTBEHHOT O Mpenapara, BIUAOIMX HA TOJTHOTY U
(W) JAOCTOBEPHOCTh JAHHOTO KJIMHUYECKOTO HCCJIENIOBAaHHUA, YyKa3aHHbBIN
(denepalbHBIl OpraH HCIOJIHUTENILHOW BIACTH NPUOCTAHABIMBAET IPOBEICHUE
JAHHOTO KJIMHUYECKOI'O HCCIIEOBAHMS M BBIHOCUT MEAULMHCKOW OpraHu3aluu, B
KOTOpPOW MPOBOAUTCS JaHHOE KIMHUYECKOE HCCIEOBaHNe, MpeAnucanie o0
YCTPaHEHUH BBIABICHHBIX HapywmeHud. [Ipu HeycTpaHeHMH MEIUIIMHCKOMN
OpraHM3aleld BBISBICHHBIX HApYLICHWM B YCTAHOBJICHHBIM B IPEANUCAHUUA CPOK
yKa3aHHBIM (heepalibHbIi OpraH MCTOJHUTENBHOM BIACTH MPUHUMAET pEIIeHUE O
MPEKPAIICHUN  TPOBEACHUS  KIMHUYECKOTO  HCCIEIOBAaHUS  JIEKAPCTBEHHOTO
mpenapara W HampaBisieT B (eaepaibHbId OpraH HUCHOJHUTEIBHOM BJIACTH,
OCYIIECTBIISIONMN (QYHKIIMM 1O BBIPAOOTKE W peau3alii TOCYyAapCTBEHHOU
MOJIMTUKU U HOPMATHUBHO-TIPAaBOBOMY PETYJIMPOBAHUIO B chepe 31paBOOXpaHEHHUS,
3aKJIFOYCHHUE O BBISIBJIEHUU MPU ITPOBEACHUN JAHHOTO KIMHUYECKOTO MCCIIEIOBAHMS
HapyIlIeHU! NpaBuil HaJJIeKAIEeW KIMHUYECKON NPAKTUKU JJIsl IPUHATUS PELICHUS
00 OTMEHE paspelieHUs Ha OpraHu3aIfi0 TPOBEICHUS JAHHOTO KIMHUYECKOTO
WCCIEIOBAHUSI C J1aThl MPUHATHS PEUIEHUS O MPUOCTAHOBJICHUU MPOBEICHUS
KJIIMHAYECKOTO UCCJIeIOBAaHUS JIEKApCTBEHHOTO Tpemnaparta. ([JonoineHue yacmoio -
®Deoepanvubiil 3akon om 22.12.2014 Ne 429-D3) (B peoakyuu DedepaivHoco 3aKOHA
om 13.07.2015 Ne 241-D3)



82. Tlpy NPOBENECHUH KIMHUYECKOTO  HCCIENOBAHMSA  JIEKAPCTBEHHOTO
npenapara Al MEIUIMHCKOTO NPHUMEHEHHsS B Cily4a€ YTOUHEHHs (M3MEHEHHs)
JAQHHBIX, COAEP)KAIIMXCS B Pa3peIICHUH Ha MPOBEACHUE JAHHOIO KIMHUYECKOTO
WCCJIEIOBAHMS, HAa  OCHOBAHMM  HANpAaBIEHHOTO B  JIMYHBIM  KaOWHET
YIIOJTHOMOYEHHOTO (he/IepaIbHOTO OpraHa HCIIOJTHUTEIBLHONW BIACTH B EIWHOU
cucTeMe OOpalleHHUs] 3asiBUTENS], MOAMUCAHHOTO YCWJICHHOM KBaTU(PUIIMPOBAHHOU
AJIEKTPOHHOM TMOJNKMCHIO, C MPWIOKEHUEM MOTHBHUPOBAHHOIO OOOCHOBAHMS U
JOKYMEHTOB,  MOJTBEPKIAIONIMX  HEOOXOAMMOCTb  YTOYHEHHMS  JaHHBIX,
YIOJHOMOUYEHHBINH (henepanabHblii OpraH HCIOJHUTENILHON BIACTH B CPOK, HE
NPEBBILIAIONINN J1BAIATH BOCBMHM Pab0OYMX JHEW CO JHS NOCTYIUIEHHS] TaKOro
oOpaleHusi, BHOCUT WM3MEHEHHMs B pa3pelleHUE Ha IMPOBEAECHUE KIMHUYECKOTO
UCCIIEOBAHUs JIEKAPCTBEHHOI'O IIpernapara il MEIULMHCKOIO IIPUMEHEHUS U
peecTp BBINAHHBIX pA3PELICHUNM HAa IPOBEICHUE KIMHUYECKUX HCCIEAOBAaHUN
JIEKapCTBEHHBIX MPENapaToB, a TaK)Ke HaNpaBiseT B JUYHbIM KaOWHET 3asBUTEINS B
€IVHOU CHCTEME BBIIMCKY W3 peecTpa BBIIAHHBIX Pa3pelIeHUil Ha IIPOBEICHUE
KIIMHUYECKUX  HCCIIEHOBAHMM  JIEKAPCTBEHHBIX  IIPENApPATOB,  IOJIMCAHHYIO
YCWICHHOM KBaJU(UUIUPOBAHHOM JJIEKTPOHHOM MOANKCHIO, JIUMOO NPUHHUMAET
pemieHne o0 OTKa3e BO BHECEHHMM M3MEHEHMH B paspelleHHe Ha MpOBEICHHE
KIIMHUYECKOI'O HCCIIECNOBAaHUs JIEKAPCTBEHHOIO IIpernapara Uil MEOULMHCKOTO
NPUMEHEHUSI U HalpaBisieT B JUYHbINA KaOWHET 3asBUTENS B €IMHON CHUCTEME 3TO
pelieHue, NoNMCaHHOE YCUIICHHON KBaJTM(UIUPOBAHHOM 3JI€KTPOHHON MOANHUCHIO,
C YKa3aHUEM NpPUYMH OTKaza. ([Jononrnenue uacmovio - Dedepanvuviti 3aKOH
om 30.01.2024 Ne 1-D3)

9. YnonHoMoueHHBI  (efepaibHbli  OpraH  MCHOJIHUTEIBHOW  BJIAacTU
OIyOJIMKOBBIBACT U pa3MellaeT Ha cBOeM OoHIMaIbHOM caiite B cetu "MHTepHeT"
COOOIIEHNE O 3aBEPUICHNUH, NMPUOCTAHOBICHUU WIM MPEKPALICHUN KIMHUYECKOIO
HCCIIEI0BAHUs JIEKAPCTBEHHOIO Iperapara il MeIULIUHCKOTO IIPUMEHEHHUsI B CPOK,
HE MPEBBIIIAIONINN IATH padoUnX JHEHN CO AHA €ro MOJIy4YEHHUs, B yCTAaHOBIEHHOM UM

MOPSIIKE.

10. YnonmHoMoueHHBIH  (eaepaibHBIE  OpraH  UCIOJIHUTEIBHOW  BIIACTH
OCYLIECTBIISIET BEJCHUE PEECTPa UCCIIEI0BATENEH, MPOBOIAIIMX WU MPOBOAUBIINX
KIIMHUYECKUE HKCCIIEIOBAHUS JIEKAPCTBEHHBIX IMPENaparoB I MEIULIUHCKOTO
MPUMEHEHUS, B COOTBETCTBUU C YTBEPKIACHHBIMU UM IPABUJIAMH U PA3MELIAET €T0
Ha CBOEM o(uIMaIbHOM caiiTe B ceTH "MHTepHEeT" B yCTaHOBICHHOM KM MOPSIJIKE.
VYka3aHHBIN peecTp COAEePKUT HHPOPMAIIHIO, TPETyCMOTPEHHYIO IyHKTOM 3 yacTtu 8

HACTOAIIEH CTAaThH.



11. Otuer o0 pe3ynbTaTax KIMHUYECKOTO HCCIEIOBAHUS JIEKAPCTBEHHOTO
mpernapata JAjs8  MEAMLIMHCKOTO MPUMEHEHHUS COCTaBIIETCS — OpraHM3alliei,
ykazaHHOW B 4yactu 3 crtatbu 38 Hacrosmero PDeaepalbHOrO 3aKoHa, U
MPEJICTaBISIETCA B YIIOJIHOMOYEHHBIN (peiepalibHbIi OpraH UCTIOJHUTEIHHOM BIACTH,
BBIJIABIIMI pa3pelieHre Ha MPOBEACHHE JTOTO HCCIEAOBAHMS, B CpPOK, HE
MPEBBIMIAIOMNNA ABEHAAIATH MECAIIEB CO JIHA €ro 3aBepIIEHUs, MPUOCTAHOBICHUS
WM TPEKPAIlEHUs, B TOPSAJIKE, YCTAHOBJICHHOM YMOJHOMOYEHHBIM (peepaibHbIM
OpraHoM  HUCIIOJHUTEIBHON  BJacTu. (B pedakyuu  DedepanvHoco  3aKoHa
om 30.01.2024 Ne 1-D3)

12. Hapyuienue MpaBul HAJIJICKAIEN KJIMHUYECKOU MPAKTUKH,
danbcudukaus pe3yabTaTOB KIMHUYECKOTO HCCJICAOBAHUSA JIEKAPCTBEHHOTO
mpernapara Juisi MEIUIMHCKOTO TTPUMEHEHHS BJICKYT 3a COOOH OTBETCTBEHHOCTH B

COOTBETCTBMM C 3aKOHOAATenbcTBOM Poccuiickoit ®enepauuu. (B pedaxyuu
Deoepanvrozo saxona om 22.12.2014 Ne 429-D3)

13.1lpu mnpoBeACHHMHU KIMHUYECKOTO HCCJICAOBAHUS  JIEKAPCTBEHHOIO
mpenapara s MEIWIMHCKOTO TPUMEHEHHS JOMyCKaeTcsl 3a00p y MalMeHTOB
OMOJIOTHYECKUX MaTeprasioB (00pa3ibl OHOJIOTHYCCKHX JKHUJIKOCTEH, TKaHEH,
CEKPETOB U TMPOAYKTOB JKU3HEACITEIIbHOCTU 4YEJIOBEKa, (DU3UOJOTUYECKUX U
NaTOJIOTUYECKUX BBIJICJICHUM, Ma3KOB, COCKOOOB, CMBIBOB, MHUKpPOOPTaHU3MOB,
OMOIICUIHBIN MaTepuan) Ui uX uzydeHus B Poccuiickoit @enepanuu u (wim) 3a

npenenamu  Poccuiickoit  ®denepaumu. (B pedaxkyuu  DedepanvHoco  3aKOHA
om 22.12.2014 Ne 429-D3)

14. Ilopspoxk BBo3a B Poccuiickyro ®denepanuro M BbIBO3a 33 IPEHEIBI
Poccuiickoii  ®enepanuu  OMOJOTMUYECKUX  MAaTEpUaioB, IMOJYYEHHBIX IPH
NPOBEJAEHNUN KJIMHUYECKOTO MCCIEAOBAaHUS JIEKAPCTBEHHOIO IIpenapara Juis
MEJIMLIHUHCKOIO TNpPHUMEHEHUsA, ycTaHaBinuBaercs lIpaBurensctBom Poccuiickoit

®eneparun. (B pedakyuu @eoepanvroeco 3axona om 22.12.2014 Ne 429-D3)

Cratbs 41. /loroBop 0 npoBeleHUN KIMHHUYECKOT0 UCCJIeI0BAHUS

JEKAPCTBCHHOI'0 Npenapara AJsd MEAUIUHCKOI0 NIPpUMEHCHU ST

1. KnuHnueckoe — uccieloBaHuWe — JIEKAPCTBEHHOTO  Mperapara s
MEIUIIMHCKOTO TPUMEHEHHUs TPOBOJUTCA B COOTBETCTBUM C JOTOBOPOM O
NPOBEICHUN KJIMHUYECKOTO HCCIEOBaHMs JICKApCTBEHHOTO TMperapaTta s
MEIUITMHCKOTO TPUMEHECHHMSI, 3aKII0YaeMbIM MEXIY OpraHu3alliel, MOJyduBIICH

paszpelieHe yrnoIHOMOYEHHOTro (eiepabHOTO OpraHa MCIOJHUTEIBLHOM BIacTH Ha



OopraHu3aluio MpOBCACHHUA TAKOI'0 MCCIICAOBAHUA, U MEIUIIMHCKOM opraHmauI/Ieﬁ,

OCYH.IGCTBHSIIOH_[eﬁ IMPOBCACHUC TAKOTO UCCICAOBAHMA.

2. I[OFOBOp O IPOBCACHHMU KIIMHUYCCKOI'O HCCIICAOBAHUA JICKAPCTBCHHOI'O

npenapara Juisi MEIULIMHCKOTO MPUMEHEHHUSI IOJKEH CO/IepKaTh:
1) ycinoBus U CpOKU MPOBEJICHUS JAHHOTO UCCIIEOBaHUS;

2) onpeneneHue OOMIEH CTOMMOCTH MPOTPaMMbl JAHHOTO HUCCIIEOBAHUS C
yKa3aHUEM CYMMBI, [peAHAa3HAYalomeiicss g BBILJIAT  HCCIIEIOBATEINSIM,

COHCCICA0BATCIISIM,

3) onpenenenuie GoOpMBbI MPEACTaBICHUS PE3YIbTATOB TAHHOTO MCCIEA0BAHUS

B YIIOJIHOMOUYEHHBIN (peiepabHbIi Opral UCMOJHUTEIBLHOM BIACTH.

CraTtbs 42. DuHancoBoe od0ecrevyeHue KJINHUIECKOr0 HCCJAET0BAHUSA

JEKAPCTBEHHOI'O Mpenmapara JJisd MEIAUIUHCKOI0 IIPUMECHCHUSA

duHaHcoBOe oOecneyeHne KIMHUYECKOIO HUCCIICOAOBAHUA JICKAPCTBECHHOTO

mpenapara Juisi MeIMIIMHCKOTO IPUMEHEHHS OCYIIEeCTBIIICTCS 3a CUET:
1) cpenctB enepanbHOro OrOKETA;

2) cpeACTB OpraHu3alMii, TMOJYyYMBIIMX pa3peUIEHUE Ha OPraHU3aLUI0
IPOBEJICHUS JAHHOTO MCCIIEI0OBAHNUsS, B COOTBETCTBUH C YCIOBUSIMU JIOTOBOpA O €ro
MIPOBEICHUH;

3) MHBIX HE 3alpenieHHBIX 3aKoHOJaTelbcTBOM Poccuiickont ®deneparuu

HNCTOYHHUKOB.

Cratbi 43. [IpaBa nanueHTOB, y4aCTBYOIIUX B KIMHUYECKOM
HCC/IeJOBAHUY JIeKAPCTBEHHOT0 Npenapara J1Jisi
MeIMIMHCKOT0 NPUMeHEeHUsI

1. Yuactue NanuCHTOB B KIMHHUYCCKOM HMCCIICJOBAHHHU JICKAPCTBECHHOI'O

npcerapara st MCIUIUHCKOTO IPUMCHCHUS ABJISACTCA I[O6pOBOJ'IBHBIM.

2. [TauMeHT Win ero 3aKOHHBIA NPEICTaBUTENb JOJIKEH ObITh MH(OPMHUPOBAH

B MMUChbMEHHOH (hopme:

1) 0 rekapcTBEHHOM TIpemnapare JUisl MeIUIIMHCKOTO MPUMEHEHHUS W CYIITHOCTH

KIIMHUYCCKOI'0 UCCIICIOBAHUSA 3TOT'O JICKAPCTBCHHOTO IIpLCIIapara,



2) 0 ©0e30MacHOCTH JIGKAPCTBEHHOTO TMpemnapata s MEAUIIMHCKOTO

MPUMEHEHUS, €r0 OKUIaeMoi 3P PEKTUBHOCTU U CTETICHH pUCKa IS AIlUeHTa;

3)00 ycloBHMSX y4yacTHs TMallM€HTa B KJIMHUYECKOM HCCJICJI0BaHUU

JICKApCTBCHHOI'O IIpCIiapara JJIs1 MECAUIMHCKOTI'O ITPUMCHCHU

4) 0 menu WA HEJsSIX U NPOJOJDKUTEIbHOCTA KIMHUYECKOTO HUCCIEI0BaHUs

JICKApCTBCHHOTI'O IIpcriapara AJis1 MCIUIUMHCKOIO MPpUMCHCHMA

5) 0 neWCTBUSIX MAalMEHTa B CiIy4yae HEMpeIBUICHHBIX 3(()EKTOB BIHUSHUS
JIEKapCTBEHHOI'0 IIpernapara isi MEAULMHCKOrO IIPUMEHEHHS Ha COCTOSIHUE €ro

3JI0POBBS;
6) 00 ycoBHsIX 00s13aTEILHOTO CTPaXOBAaHUS KU3HU, 3/I0POBbS AIIUCHTA;

7) o rapaHTUSAX KOH(PUIACHIIMAILHOCTA Y4YacTHs TMaIlMeHTa B KIMHHUYECKOM

HCCIICIOBAHUHN JICKAPCTBCHHOT'O IIpCIiapaTta sl MCAUIIUHCKOT'O ITPUMCHCHUSI.

3. I[O6pOBOJ'IBHOG corjraCuc IMmangueHTa Ha Y4YaCTUC B KIIMHUYCCKOM
HCCIICOIOBAHUM JICKAPCTBCHHOI'O IIpCliapara Ajd MCIUIOUHCKOTO IMPUMCHCHHA
MNOATBCPIKAACTCA €ro MoANMNChHIO WU IMOAINMCBIO €T0 3aKOHHOI'O IPCACTABHUTCIIA HaA

I/IH(i)OpMaHI/IOHHOM JJUCTKE IMalnucHTA.

4, HaHI/IeHT WIN €r0 3aKOHHBIN npeaACTaBUTCIIb UMCECT IIPABO OTKA34dTHCA OT
yqaCtusi B KIIMHUYCCKOM  HUCCICOAOBAHHWMN  JICKAPCTBCHHOIO  IIpCIlapaTra JJIA

MEIUIIMHCKOTO MPUMEHEHUS Ha 000 CTaIuy MPOBEICHUS TAKOTO UCCIICIOBAHMS.

5. [IpoBeneHre KIMHUYECKOTO UCCIIEIOBaHUS JIEKAPCTBEHHOTO MpernapaTa s
MEIUIIMHCKOTO MPUMEHEHHUS C Y4aCTHEM B Ka4ECTBE MAlMEHTOB JETEH JOMyCKaeTCs
TOJILKO C COTJIaCHsl B MUCbMEHHOM hopMe UX poauTese, yceiHoBUuTeNne. Jletn MoryT
paccMaTpuBaTbCA B KAu€CTBE MOTEHLMAJIbHBIX MAILIMEHTOB TaKOTO HCCIEAOBAHMS,
TOJIBKO €CJIM €ro MPOBEIECHUE HEOOXOIMMO ISl YKPEIUIEHUS! 340POBbs JETEU WIH
poQMIaKTUKN UH(EKIIMOHHBIX 3a001€BaHUH B IETCKOM BO3pACTE JINOO €CIIH LEIbI0
TAKOTO MCCIICIOBAHUS SIBIICTCA TMOJYYEHHWE MTaHHBIX O HAWIY4IIeH JT03MpPOBKE
JIEKapCTBEHHOI'O TMpemnapara sl JIeYeHUs JeTed. B 3ThxX cioydasx Takomy
UCCJICIOBAHUIO  JOJDKHO  TPEAIIEeCTBOBATH  KIMHUYECKOE  HCCIIEIOBAHUE
JIEKapCTBEHHOTO Npernapara i MEJUIMHCKOTO MPUMEHEHHSI HA COBEPIIIEHHOJIETHUX
rpakJaHax, 3a MCKIOYEHUEM CIIydyaeB, €CJIM HCCIEIYyEMbIM JIeKapCTBEHHBIM
npenapar il MEIUIIMHCKOTO NPUMEHEHHs NMpeJHa3HAayeH HCKIIOYUTENIbHO s
UCIIOJIb30BaHUSI HECOBEPIICHHOJIETHUMH TpaxaaHamu. (B pedakyuu Dedepanvroco
3axona om 22.10.2014 Ne 313-D3)

6. 3anpemaeTc;1 MPOBCACHUC KIIMHUYCCKOI'O HCCICAOBAHUSA JICKAPCTBCHHOI'O

Inmpemnapara ajisd MECAUIMUHCKOIr0 IpUMCHCHUA C YUYaCTUEM B KAYCCTBEC MALIUCHTOB!



1) nerei-cupoT U JAETEH, OCTaBIIMXCS O€3 MONECYCHUS POIUTEIICH;

2) KeHIIMH B Tepuoa OEpeMEHHOCTH, KEHIIWH B TMEPHUOJ TPYIHOTO
BCKapMJIUBaHMs, 3a HCKIIOUEHHEM CIIy4aeB, €CJIM MPOBOJAUTCA KIMHHUYECKOE
UCCIIEJOBAaHUE JIEKAPCTBEHHOI'O IpernapaTa, NpPEAHAa3HAY€HHOIo /JIs YKa3aHHBIX
KEHIIMH, PU YCIOBUU HEOOXOAMMOCTHU MOITYUYeHUsI UHPOPMALIUU TOJIBKO BO BpeMs
MIPOBEACHUSI COOTBETCTBYIOUIMX KIMHUYECKUX HCCIICIOBAHUNW W TPUHSITHUS BCEX
HEOOXOIUMBIX MEpP MO MCKIIIOUEHHUIO PUCKAa HAaHECEHHUs BPENA >KCHILMHE B MEPUOJ

6epeMeHHOCTI/I, JKCHIIMHE B IICPUOA I'PyAHOTO BCKAPMIIMBAHUS, TNIOAY WA pe6eHKy,

3) BOEHHOCITYKAaIllUX, 32 UCKIIIOUEHUEM CIy4aeB MPOBEJICHUS KIMHUYECKOTO
WCCJIEIOBaHUS JIEKAPCTBEHHOTO TIpenapara, CHEUalIbHO pa3padOTaHHOTO IS
IPUMEHEHUSI B YCIOBUAX BOCHHBIX JCHUCTBUM, YPE3BBIYAWHBIX CHUTYyalHM,
NpoUIAKTUKU U JIe4eHUs 3a00JIeBaHUN U TIOPaKEHUH, MOJTYUYCHHBIX B PE3yJIbTaTe
BO3JCMCTBUS HEOJArONpUATHBIX XUMHUYECKHUX, OHMOJOTHYECKUX, pPaTUaIllHOHHBIX
dakropoB. KiimHuueckoe uccieoBaHue TaKoro JIEKapCTBEHHOTO TMperapaTa MOXKET
MPOBOAUTHCA C Yy4YacTHEM B KAauyeCTBE NALMEHTOB BOCHHOCIYXalluX, 3a
WCKIIFOUCHUEM BOCHHOCITYXAIINX, MPOXOIAIIUX BOCHHYIO CIyKO0y MO MPHU3BIBY, C
cobroeHneM TpeOOBaHMM, YCTAaHOBIICHHBIX HacTosIuM DdenepaabHBIM 3aKOHOM B

OTHOLIECHWUH I'PAYXKIAHCKUX JINLI;
4) COTpYIHUKOB MTPAaBOOXPAHUTEILHBIX OPTAHOB;

5) nutr, oTOBIBAIOIIMX HAKa3aHWE B MECTaX JIUIICHUS CBOOOMIBI, a TAK)KE JIHII,

Haxo X CA 110 CTpa)KCﬁ B CJICACTBCHHBIX HU30JIATOpAX.

7. Jomyckaercst MpoBeAEHUE KIMHUYECKOTO HCCIIECIOBAaHUS JIEKAPCTBEHHOTO
npemnapara Juisi MEAUIMHCKOTO NPUMEHEHHUsI, MPEIHA3HAYEHHOTO ISl JICUCHHS
MICUXHYECKUX 3a00JIEBaHUIA, C yUaCTHEM B KQU€CTBE MAI[MEHTOB JIHI] C ICUXUYECKUMU
3a001€BaHUSMHU, TPU3HAHHBIX HEAECECIIOCOOHBIMU B TOPSAKE, YCTaHOBJICHHOM
3aKoHOAaTeNbCTBOM  Poccuiickoit  @epepanuu. KinuHUueckoe HCClEIOBaHUE
JIEKAPCTBEHHOTO Mpernapara B 3TOM ClIydae IMPOBOAMUTCS MPU HAJTUYUHU COIJIACHUS B

NUCbMEHHOM (popMe 3aKOHHBIX MPEACTABUTENEH YKA3aHHBIX JIULL.

Cratbs 44. O0si3aTeJibHOE CTPAXOBAHUE KU3HH, 3J0POBbSI MAIHEHTA,
Y4YACTBYIOIIEr0 B KIMHUYECKOM MCCJIeJOBAHUM

JEKAPCTBCHHOI'0 npenaparta AJad MECAHINHCKOIo NpuMEHCHU S

1. Oprann3anus, MOJMY4YMBINAS PA3PEIICHUE HA OPraHU3aLUI0 MPOBEACHUS

KIMHUYCCKOIO HMCCICAOBAaHUA JICKAPCTBCHHOI'O IIpCIlapaTta A1 MCIUIMHCKOI'O



npUMEHeHus, o0s3aHa B KayecTBE CTpaxoBaTellsd CTpaxoBaThb PUCK MPUUMHEHUS
Bpela JKU3HHU, 370POBBIO MALMEHTAa B PE3YyJIbTaTe€ IPOBEACHUS KIMHUYECKOTO
MCCJIEI0BAHUS JIEKAPCTBEHHOTO ITpenapara il MEIULIUHCKOTO IPUMEHEHNUS 3a CBOU

CUCT IIYTCM 3aKIIFOUCHHUA OO0Tr0OBOpPa 00513aTeILHOrO CTpaxoBaHUs.

2. O0OBbeKTOM 00S3aTENBHOTO CTPAXOBAHMS  SIBISETCS UMYIIECTBEHHBIN
MHTEpEeC MAIMeHTa, CBSI3aHHBIN C MPUYMHEHUEM BpEa €ro JKU3HHU WIH 3I0POBBIO B
pe3yabTaTe MPOBENCHUS KIMHUYECKOTO MCCICIOBAHUS JICKAPCTBEHHOTO TpernapaTa

AT MEIUIUHCKOI'O IIPUMCHCHMA.

3. CTpaxoBbIM CIIydaeM MO JIOTOBOPY 00S3aTE€IBHOTO CTPaXOBaHUS SIBISIETCS
CMEPTh MAIMEHTA WIH YXYJIICHHE €ro 3/I0POBbs, B TOM YMCIIE BICKYIIEE 3a COOOM
YCTaHOBJICHHE WHBATUIHOCTH, IPU HATUYUN TPUIUHHO-CIICICTBEHHON CBSI3U MEXKTY
HACTYIIJICHUEM 3TOTO COOBITHS U YUYaCTHEM MAIIUEHTA B KIIMHUYECKOM HCCIICI0BAaHUU

JCKAapCTBCHHOTI'O IIpeIIapara.

4. TpeboBaHusi 0 BO3MEIICHUU BpeNa, MPUUMHEHHOTO KU3HU WU 3J0POBBIO
MALMEHTAa, NPEABIBIIOTCS B TEYEHUE CPOKOB MCKOBOW JTABHOCTH, YCTAaHOBJICHHBIX

I'pa’KaaHCKUM 3aKOHOJAATCIILCTBOM.

5. Pa3mep cTpaxoBOi BBIILUIATHI IO JIOTOBOPY 00S3aTE€IBHOTO CTPAaXxOBaHUS

COCTaBJIACT.

1) B cmyuae cMepTy MalMeHTa J1Ba MUJUTMOHA pyOJiei Ha KaXJoro MalyeHTa,
Y4aCTBOBABUIETO B KJIMHUYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOTO Mpenapara;

2) npu yXyAIIEHUU 3J0POBbS MalUEHTA:

a) MOBJNIEKIIEM 3a COOOM YCTAaHOBJICHHE WHBAIWAHOCTH | rpymmbl, OauH
MUJUJIMOH TSITBCOT THICAY pyOsiel Ha KakIOro MalUeHTa, Y4YacTBOBABILETO B

KIMHUYCCKOM HCCIICAOBAHNH JICKAPCTBCHHOI'O IIpCIIapara,

0) moBJeKIIeM 3a CcO0OM yCTaHOBJICHHE HHBATMIHOCTH Il rpymmbl, oauH
MWUTMOH pyOJe Ha KakJIOro TMAalHWeHTa, YYacTBOBABIIETO B KIMHUYCCKOM

HUCCIICAOBAHNH JICKAPCTBCHHOI'O IIPCIIapara,

B) NOBJIEKIIEM 3a co0oi ycTaHoBiieHne MHBaauaAHocTU I rpynmel, nsatbcot
ThICSIY pyOJied Ha KaXJAO0ro TMalMeHTa, YYacTBOBABUIETO B KJIMHHUYECKOM

HUCCJIICAOBAHNH JICKAPCTBCHHOI'O IIPCIIapara,

r) HE TOBJIEKIIEM 3a COOOM YCTAHOBJIGHHS WHBAJIMIHOCTH, HE Oojiee deM
TPUCTA ThICAY pyOJied Ha Ka)XJOro MalKdeHTa, YYaCTBOBABILETO B KIMHHUYECKOM
HCCIIEJOBAaHUU JIEKAPCTBEHHOT'O Iperapara, UCXO0/s U3 HOPMAaTUBOB, OTPAKAIOLINX
XapakTep M CTENEHb MOBPEXKICHHS 370POBbsl, a TAKKE (PAKTUUECKU IMMOHECEHHBIX
MAlMEHTOM PacXOJ0B, BBI3BAHHBIX IOBPEXKICHUEM 30POBbs, HAa MEIULMHCKYIO



MOMOIIlb, MPUOOPETEHUE JEKAPCTBEHHBIX MpenapatoB. (B pedakyuu Dedepanvroco
3axona om 22.12.2014 Ne 429-D3)

6. (Yacmov ympamuna cuny - @edepanvroiti 3akon om 22.12.2014 Ne 429-D3)

7. Cpok oroBOpa 00s3aTEIFHOTO CTPAXOBAaHUS HE MOXKET OBITh MEHEE, YeM
CPOK MPOBEJACHUS KIMHUYECKOTO UCCIIEIOBAHUS JICKAPCTBEHHOTO Mpernapara.

8. YcnoBus 10roBopa 003aTebHOTO CTPaXOBaHUsS, B TOM YHUCIIE CTPAXOBbIE
Tapudbl 1o 0043aTEIILBHOMY CTPaX0OBaHHUIO, IEPEUYCHb HEOOXOUMBIX TOKYMEHTOB IS
OCYUIECTBJICHHUSI CTPaxOBOM BBIILIATHI, MOPSJAOK YCTAHOBIEHHUS CTpaxoBaTelieM
MHIUBUY AIbHOTO UACHTU(PUKALIMOHHOTO KoJa nalueHTa, HOPSZIOK
MHGOPMHUPOBAHHUS CTPAXOBATENEM CTPAXOBIIUKA O MPUBJICYCHHBIX K KIMHUYECKOMY
HCCIIEJIOBAHUIO JIEKAPCTBEHHOTO Tperapara sl MEIUIUHCKOTrO MpPUMEHEHUs
NalyeHTax, TMOpSAOK YIUIaThl CTPaxOBOM MpeMHH, TMOPAIOK pealn3aluu
onpeneneHHbIX HacToAmuM DenepanbHbIM 3aKOHOM U JIpYTuMu (eaepalbHbIMU
3aKOHaMU IpaB U 00S3aHHOCTEI CTOPOH IO JOTOBOPY 00S3aTENILHOTO CTPAaXOBaHUS,
a Takke HOPMATHBBI, OTPAXKAIOLIUE XapaKTep U CTENEHb MOBPEKICHUS 30POBBA,
YCTaHABJIMBAIOTCS TUMOBBIMH IIPABUIIAMH 0053aTEIHLHOTO CTpaxoBaHusl. (B pedaxyuu
Deoepanvrozo 3axona om 22.12.2014 Ne 429-D3)

9.B ciyyae npuYMHEHUs Bpeda KU3HM MAI[MEHTa, Y4YaCTBOBABIIETO B
KJIIMHAYECKOM MCCIIEIOBAaHUH JIEKAPCTBEHHOTO Mpernapara, BRIroA0NpruoOpeTaTeNIsIMU
10 IOTOBOPY 0053aTEIBHOTO CTPAXOBAHUS SBISIOTCS TPaXk/laHEe, UMEIOLIUE MTPaBO Ha
BO3MEIIICHME BpEJa B ClIydyae CMEPTH KOPMHJIbIIA B COOTBETCTBUU C I'PAXKIAHCKUM
3aKOHOJATENBCTBOM, IPU OTCYTCTBUM TaKUX TPaXIaH - POAUTENH, CYIPYT, AETH
YMEpLIETO  IAUKMEHTa, y4YaCTBOBABIIETO B  KIMHUYECKOM  HCCIIEIOBAHUHU
JEKapCTBEHHOI'O Ipenapara, B Cly4a€ CMEpPTH MalMEHTa, y4YacTBOBABLIEIO B
KJIMHUYECKOM MCCJICIOBAHUM JIEKAPCTBEHHOIO Ipenapata M HE HWMEBULIErO
CaMOCTOSITEILHOTO JOXO0/1a, - TPaXXJAaHe, HA WKIUBEHUN KOTOPBIX OH HAXOJWJICS, B
OTHOIICHUHW BO3MEIICHHS PACXOJI0OB HA MOTpeOCHHUE MalMeHTa, YYaCTBOBABIIETO B
KJIIMHUYECKOM HUCCIIEJOBAaHNUU JICKAPCTBEHHOTO IIpenapara, - JUI0, IIOHECIIEEe TaKue
Pacxopl.

10. CrpaxoBas BbIIUIaTa B CYET BO3MEIICHMS BpPEAd, MPUUMHEHHOTO KU3HU
NalMeHTa, YYacTBOBABIIEIO B KIMHUYECKOM HCCIEIOBAaHUU JIEKAPCTBEHHOI'O
npenapara, pacipeaessieTcss MexX1y BbIroA0IpruoOpeTaTesiIMU PONOPLUUOHAIBHO UX

KOJIMYCCTBY B PABHBIX JOJIAIX.

I1.IIpy HacTymi€eHUM CTPAXOBOrO Ciy4das IAIMEHT, YYacTBOBABIUIWW B
KJIIMHUYECKOM HCCIIEIOBAaHUU JIEKAPCTBEHHOI'O Ipemnapara, BBITOAONpHOOpeTaTelb

BIIpaBe NPEIbSIBUTH HEMOCPEACTBEHHO CTPaXOBIIMKY TpeOOBaHUE O BO3MEIIECHUU



NpUYMHEHHOro Bpeaa. CTpaxoBas BBIILUIATA OCYIIECTBISECTCA CTPAaXOBIIMKOM B
TEYeHHE TPUIUATH JHEH cO JHS TNPEACTaBICHUS HEOOXOAMMBIX JOKYMEHTOB.
[TanpeHT, y4acTBOBABIIMM B KIMHUYECKOM HCCIEAOBAHMM JIEKAPCTBEHHOIO
npernapaTa, WIM BbITOAONpHOOpeTaTeNlb 00s3aH COOOMIMTH CTPAaXOBUIUKY ISt
OCYUIECTBJICHHS CTPAXOBOM BBITLIATHI MHAMBUIYATbHBIN UACHTUPUKAIUOHHBIN KOJT
MaIMEeHTa, YCTAHOBJICHHBIN CTPAXxOBaTeJIeM B COOTBETCTBUHU C TUIIOBBIMU MPABUIIAMHU

0053aTeJIbHOTO CTpaxOBaHUsI.

12. I[O IMOJIHOTO OIIPCACIICHUA pPa3MEpa HNOMJICKAIICTO BO3MCIICHUIO BpCa
CTpaxOBIIUMK IIO 3adBJICHHUIO ITaDUCHTA, Y4YACTBOBABHICTO B KIMHHUYCCKOM
HCCIICAOBAHNU JICKAPCTBCHHOTI'O IIPCIiapaTta, UM 3asiBJICHUTIO BBIFOI[OHpI/IO6p€TaT€JI${
BIIpaBC OCYIICCTBUTL YaCTb CTanOBOﬁ BBIIIIATBI, COOTBCTCTBYIOITYIO q)aKTI/I‘-ICCKI/I

OHpG,Z[GJ'ICHHOfI YaCTU IPpUINHCHHOT'O BpCaa.

13. CtpaxoBasi BbIIUIaTa B COOTBETCTBUHM C JOTOBOPOM 00s3aTEIBHOTO
CTpaxoBaHUs OCYIIECTBIISIETCS HE3aBUCUMO OT BBITLIAT, MPUUUTAOIIUXCS IO APYTUM
BUJIaM CTPAaXOBaHMS.

14. He pomyckaeTcs yd4acThe TMalMeHTa B MPOBEICHUU KIMHUYECKOTO
HCCJIE0OBAHUs  JIEKAPCTBEHHOI'O  Mpernapara IpU  OTCYTCTBUM  JOrOBOpaA

0053aTEIHPHOTO CTPaXOBAHMUS.

15. KoHTposib 32 UCIIOJHEHUEM OpraHU3alMel, OTYyUYUBILIECH pa3pelieHUe Ha
OPraHM3aIMI0  MPOBEICHUA  KIMHAYECKOTO  MCCIECAOBAHUSA  JICKAPCTBEHHOTO
npenapara i MEAULIMHCKOTO ITPUMEHEHHUsSI, YCTAHOBICHHOM HACTOSIIENW CTaThbEU
00SI3aHHOCTH TI0 00sI3aTEIbHOMY CTPAaXOBAaHUIO >KU3HHU, 3J0pPOBbs TALMCHTA,
y4acTBYIOIIETO (Y4aCTBOBABIIEI0) B KIMHUYECKOM HCCIIEIOBAaHUU JICKAPCTBEHHOTO
npernapara,  OCYIIECTBIISICTCS  YMOJHOMOYEHHBIM  (eepaibHbIM  OpraHOM
WCTOJIHUTENBHOW BIJIACTH, BBIJABIIUM pPa3pEIIEHWE HA NPOBEACHHUE KIMHUYECKHUX

I/ICCJIG,ZLOBaHI/Iﬁ JICKAPCTBCHHLIX IIPCIIApaTOB I MCAUNIUHCKOT'O IIPUMCHCHUSI.

(Cmamws 6 pedaxyuu Pedepanvrozo saxoua om 29.11.2010 Ne 313-D3)

I'maBa 8. IIpon3BoACTBO U MAPKHPOBKA JIEKAPCTBEHHBIX CPEACTB

Cratbs 45. IIpou3BoaCTBO JTeKAPCTBEHHBIX CPEACTB

1. [Ipon3BOACTBO  JIEKAPCTBEHHBIX CPEACTB  JOJKHO  COOTBETCTBOBATH
TpeOOBaHUIM MPaBUJ HAJUIEkKAIIEH MPOU3BOJICTBEHHON MPAKTUKHU, YTBEPKIECHHBIM

YIOJIHOMOUYEHHBIM (e/iepalIbHbIM OPTaHOM HCIOJHUTENbHOM BiaacTu. OcoOeHHOCTH



nepexoja MpoU3BOACTBA OTJEIbHBIX JIEKAPCTBEHHBIX CPEJICTB K X NMPOU3BOJCTBY B
COOTBETCTBHH C TPEOOBAHUAMHU MPABUI HAAJEKAIIEH IPOU3BOACTBEHHON MPAKTUKU
ycranasimBaroTcs [IpasurensctBom Poccuiickont enepanuun. Beigaya 3akiroueHnin
O COOTBETCTBMM NPOU3BOJUTENS JIEKAPCTBEHHBIX CPEICTB TPEeOOBAaHUSM IMPaBUII
HaJIeKalledl MpPOU3BOJACTBEHHOM MPAKTUKH OCYLIECTBIIETCS MO pe3yJibTaram
VMHCIIEKTUPOBAHUS  MPOU3BOJAMTENECH  JIEKAPCTBEHHBIX CPEACTB B  MOPSJKE,
ycraHoBieHHOM lIpaBurensctBoM Poccuiickonn ®enepanuu. Pasmep matel 3a
BbIIaUy 3aKJIIOYEHHUS O COOTBETCTBUM IMPOU3BOJIUTENS JIEKAPCTBEHHBIX CPENICTB
TpeOOBaHUAM IPaBUI HA/AJIEKAIEH POU3BOACTBEHHOM MPAKTUKHU YCTaHABIMBAETCS
[TIpaBurensctBOM Poccuiickorn denepanuu. [lopsnok opranuzanuu v NpoOBEACHUS
VHCIIEKTUPOBAaHUS IPOU3BOJIUTEIEH JIEKAPCTBEHHBIX CPEACTB HAa COOTBETCTBUE
TpeOOBaHMIM TIPABUII HaAJIEKAIIEH MPOU3BOICTBEHHON MPAKTUKK YCTaHABIUBACTCS
[IpaButenscTBOM Poccuiickoit Denepanuu. (B pedakyuu hedepanbhvix 3aKoHO8
om 25.06.2012 Ne 93-D3; om 22.10.2014 Ne 313-D3; om 22.12.2014 Ne 429-D3)

2. IIpon3BOACTBO JIEKapCTBEHHBIX CpeactB B Poccuiickoii ®Penepauun
OCYHIECTBIISIETC ~ MPOU3BOJUTENISIMUA  JIEKAPCTBEHHBIX  CPEJCTB, HMEIOIIUMHU
JUIICH3UI0O Ha TMPOU3BOJICTBO  JIEKAPCTBEHHBIX  cpeacTB. [loaTrBepxkiaeHue
COOTBETCTBHUSI JIMIICH3MATA TpaBWaM HaJJIeXkKaIEe MPOU3BOJICTBEHHON MPAKTUKU
OCYILIECTBIISIETCSI B paMKaxX JIMIEH3MOHHOTO KOHTPOJS B COOTBETCTBUU C
3aKoHOAaTeIbCTBOM Poccuiickoit denepaiuu ¢ yaeToM 0COOCHHOCTEH, YKa3aHHBIX B

yacth |  Hacrosmied — crtathu. (B pedaxkyuu  ¢hedepanvHuix  3aKOHO8
om 22.10.2014 Ne 313-D3; om 22.12.2014 Ne 429-D3)

21, Jlns ueneit IUIEH3MPOBaHKs IPOU3BOJACTBA JEKAPCTBEHHBIX CPEICTB IS
MEIUIMHCKOTO TPUMEHEHUS M HMHCIEKTUPOBaHUS CyOBEKTOB OOpalleHus
JICKapCTBEHHBIX CPEICTB Ha COOTBETCTBUE TPeOOBAaHUAM IMPaBHJI HaJIekKallen
MIPOU3BOJCTBEHHON NPAKTUKU (elepalbHbIil OpraH HUCHOJHUTEIbHOW BIACTH,
OCYLIECTBIISIIOIIMN TOCYJapCTBEHHYIO PETHCTPALMIO JIEKAPCTBEHHBIX IPENapaToB
VIS MEOUIIMHCKOTO TMPUMEHEHHs, MpeAoCTaBisieT (enepaJbHOMY  OpraHy
WCIIOJIHUTEIFHON BJIACTHU, OCYILIECTBISIOMIEMY (eaepaabHblii TOCYy1apCTBEHHBIM
JUIEH3UOHHBIN KOHTPOJIb ACSITEIILHOCTH MO MPOU3BOJICTBY JICKAPCTBEHHBIX CPE/ICTB
JUISE MEJTUIIMHCKOTO TPUMEHEHUS, 10 €ro 3alpocy B paMKax MEXKBEJIOMCTBEHHOTO
MH(POPMAIIMOHHOTO B3aMMOJICHCTBHSI B TMOPSAKE, YCTaHOBIEHHOM (heaepaabHbIM
OpraHOM  HCIOJIHUTEIBHOM  BJIACTH,  OCYLIECTBISIOIIMM  JIMLIEH3UPOBAHUE
MIPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB JUII MEIULUUHCKOIO NPUMEHEHUs, U
denepalbHBIM ~ OpPraHOM  HMCIOJHUTENBHOM  BJIACTH,  OCYIIECTBISIOIIAM

TOCYJIapCTBEHHYIO PErHUCTPAIMIO JICKAPCTBEHHBIX IMPEMApaTOB I MEIUITMHCKOTO



MMPUMCHCHUA, CICAYIOIIUC CBCACHUA O JICKAPCTBCHHBIX CPEACTBAX (B TOM 4YHUCJIC B

clIy4ae, eCiii TaKhe CBEJICHUS COCTABIISIIOT KOMMEPYECKYIO TalHY):

1) B oTHOmeHnu (papmMaineBTHUECKOW CyOCTaHIIMM WU (hapMaleBTUYECKHUX
cyOcTaHIMi, BXOJSIIMX B COCTaB JICKAPCTBEHHOTO Mpernapara (3a UCKIIOYEHUEM
(dapmaneBTUYECKUX CYOCTaHIMM, BKIIOYEHHBIX B TOCYJApCTBEHHBI pPEECTp
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBHUM CO cTaThel 34 Hacrosiero denepaibHOTO
3aKOHA):

a) HAaUMEHOBaHME (PapMaleBTUUECKOM CYyOCTaHIIMM, €€ CTPYKTypa, oOlue

CBOMCTBA;
0) HaMMEHOBaHUE U aJAPEC MIPOU3BOAUTEIIS;

B) TCXHOJIOTUSA IIPOU3BOACTBA C OIIMCAHHUCM CTaI[I/II\/JI MMPpOU3BOACTBA U METOIOB
KOHTPOJII Ha BCEX CTAAUAX ITPOU3BOACTBA,

T') onMcanue pa3paboTKH Mpolrecca MPOU3BO/ICTBA;

1) OIUCAaHWE  KOHTPOJS  KPUTHUYECKUX  CTaJud  NIPOU3BOJACTBA U
IPOMEKYTOYHOM MPOAYKIIHH;

€) IOKyMEHTaIbHOE MOATBEPKJCHUE (Bajduaalus) MPOIECCOB W (MIM) HX
OLICHKa;

) CBOWCTBA M CTPYKTYpa JACHCTBYIOIIUX BEIICCTB;
3) XapaKTepPUCTUKA TIPUMECEH;
1) cnenudukanus Ha papMaleBTHUECKYI0 CyOCTaHIINIO U €€ 000CHOBAHME,

K) AHAIINTUYCCKNUEC MCTOAWKH, UCIIOJB3YCMbBIC IIPU OCYIICCTBJICHHNN KOHTPOJIA

KayecTBa (papmMareBTHUECKON CyOCTaHIINY;

J) TOKYMEHTaJIbHOE MOATBEPXICHNE (BaTUAAINS) aHATUTHUCCKUX METOJIMK,
UCIIOJIb3YeMBIX TIPH  OCYIIECTBICHUM KOHTPOJISA KadecTBa (papMareBTHUECKOU
cyOcTaHIuu;

M) pe3yJbTaThl aHAIM3a cepuil papManeBTHUECKON CyOCTaHIINY;

H) NnepeuCHb CTAHAAPTHBIX O6p33HOB WM BCHICCTB, HCIIOJIB3YCMBIX IIpH

OCYIICCTBJIICHUN KOHTPOJIA Ka4CCTBA,

0) OMIMCaHUE XapaKTePUCTUK U CBOWCTB YIMAKOBOYHBIX MAaTEpPHAIIOB U

YKYTOPOYHBIX CPEJICTB;
1) IaHHBIE O CTA0MIBHOCTHU (hapMaleBTUYECKOM CyOCTaHIINY;

P) CPOK TOJHOCTH;



2) B oTHOWIEHUH (apMaleBTUYECKUX CYOCTaHLUH, BXOISAUIMX B COCTaB
JIEKapCTBEHHOI'O Ipenapara M BKIIOYEHHBIX B TOCYJApCTBEHHBIA peecTp
JIEKapCTBEHHBIX CPEICTB B COOTBETCTBUHM CO cTaThel 34 Hacrosuero denepaibHOro
3aKOHa:

a) HAMMEHOBaHME (PapMalleBTUUECKOM CYyOCTaHIIMH, €€ CTPYKTypa, oOlue

CBOMCTBA;
0) HAaMMEHOBAHKE U aJIPeC MMPOU3BOIUTEIIS,
B) pe3yJIbTaThl aHAJIN3a cepuil (hapMaIleBTUICCKON CyOCTaHITNY;
T') CPOK TOJTHOCTH;
3) B OTHOILIEHUH JIEKAPCTBEHHOTO Mpenapara Jyisi MEIUIIMHCKOTO TPUMEHECHHUS:

a) OIIMCAHUEC MW COCTAaB IJICKAPCTBCHHOIO IIpfCliapata MId MCIUIMUHCKOI'O

HPUMCHCHUS

0) onucanue hapMareBTHYECKON pa3paboTku (000CHOBaHME BHIOOpA COCTARBA,
NICPBUYHOM YIIAKOBKH);

B) TCXHOJIOTUS IIPOU3BOACTBA C OIMMCAHNCM CTaIlI/Iﬁ MMpOU3BOACTBA U MCTOAOB
KOHTPOJII Ha BCEX CTAAUAX ITPOU3BOACTBA,

') OMUCAHUE KOHTPOJS KPUTHUECKUX CTaauil Mpolecca MNpOM3BOJCTBA U
IPOMEKYTOYHOM MPOYKIIHH;

I[) HAaMMCHOBAHHC " aapec MECTa OCYHICCTBJICHUA IMPOU3BOJACTBA
JICKAPCTBCHHOTO IIpCIiapara A1 MCOAUIHUHCKOI'O IMPUMCHCHUA (B ClIydyac HaJIU4usia

HECKOJIbKUX YYACTHUKOB IpoIlecca MPOU3BOACTBA YKA3bIBACTCS KAXK/BIM U3 HUX);
e) hapmareBTHUECKAs COBMECTUMOCTD;
) MUKPOOMOJIOTHUECKHUE XapaKTePUCTUKY;
3) MaTepuaIbHbIN OaraHc Ui IPOU3BOJCTBA CEPUU TOTOBOTO MPOIYKTA;

M) ONMCAHNUE XapaKTEPUCTUK M CBOMCTB YNAaKOBOYHBIX MAaTepUalOB U
YKYTHOPOYHBIX CPEJICTB;

K) TOKyMEHTAJIbHOE TIOJITBEPKACHHE (BaIUAALIMSI) IPOIIECCOB MTPOU3BOICTBA U
(WIn) UX OLEHKA;

1) TpeOOBaHMS K KAUECTBY BCIIOMOTATEIBHBIX BEIICCTB;

M) AHAJIMTUYCCKUEC MCTOAMWKHU, UCIIOJB3YCMbIC IPHU OCYIICCTBICHUHN KOHTPOJIA

Ka4dyCCTBa BCIIOMOI'aTCIbHBIX BCHICCTB,



H) JOKYMEHTAJIbHOE MOATBEPKACHUE (BAIMAALMS) AHAIUTHYECKUX METOAMK,
WCIIOJIB3yeMBIX TPH OCYIIECTBICHUH KOHTPOJS KadecTBa BCIIOMOTATENbHBIX
BEILIECTB;

o) uHbopmars 00  HCIOJB30BAHUM  BCIIOMOTATEIBHBIX  BEIIECTB
YEJIOBEUECKOTO U ’KUBOTHOTO MTPOUCXOKICHUS;

1) uHpopMalus 00 UCTIOIb30BAHUN HOBBIX BCTIOMOTATEIbHBIX BEIIECTB;

p) TpeboBaHUsI K KadyecTBY JIEKAPCTBEHHOIO Mperapara il MEIUIUHCKOTO
npuMeHeHus: (ceptudukar, crnenuuUKaius Ha JEKApCTBEHHBIM mpemnapaT U uX
000CHOBaHME);

C) AHAJIUTUYCCKUC MCTOIAUKH, UCIIOJIBb3YEMbBIC IIPHU OCYHICCTBIICHUN KOHTPOJIA
Ka4yCCTBa JICKAPCTBCHHOI'O IIPpCIiapaTta I MCAUIIMHCKOTI'O IIPUMCHCHU S ;

T) JOKyMEHTaJbHOE TMOATBEPXKIACHNE (BalUIAINs) aHATUTHYECKUX METOJIHK,
MCIIOJIb3YEMBIX MPU OCYIIECTBICHUN KOHTPOJISI KA4€CTBA JIEKAPCTBEHHOTO Mpernapara

JUT. METMIIUHCKOTO NPUMEHECHMUS,

y) pe3yJabTaThl ~ aHAIM30B  CEpUH  JIGKAPCTBEHHOIO  Mpemapara s

MEIUIIMHCKOTO PUMEHEHHS;
¢) xapakTepucTuka npumecei;

X) MepeyYeHb CTaHAAPTHBIX OO0pPAa3IOB, MCHOJB3YEMbIX MPU OCYIIECTBICHUU

KOHTPOJIA Ka4CCTBA JICKAPCTBCHHOT'O IIpCIiapara 1 MCAUIUHCKOTO IPUMCHCHUSI

I_[) JaHHBIC O CTaOMIILHOCTH JICKAPCTBCHHOI'O IpCIiapaTa A MCAUIMHCKOTO

OPUMCHCHUA.

({ononnenue uacmoto - Dedepanvusviii 3akon om 14.07.2022 Ne 311-D3) (B
pedaxyuu Dedepanvrozo 3axona om 30.01.2024 Ne [-D3)

3. IIpon3BOACTBO JIEKAPCTBEHHBIX CPENICTB OCYIIECTBIIAETCS C COOMIOAEHUEM
TpeOOBAHMI IPOMBIIIJIEHHOTO PETJIAMEHTA, KOTOPBI yTBEPKIA€TC PYKOBOIUTEIEM
IPOU3BOJUTENSL JICKAPCTBEHHBIX CPEJACTB M BKJIOYaeT B ce0s IEpeyueHb
HCIIOJIb3yEeMBIX (papMaIlleBTUUECKUX CYOCTAHIIMA W BCIIOMOTATEIbHBIX BEIIECTB C
yKa3aHHEM KOJIMYECTBA KaKJIOTO U3 HUX, TAHHBIE 00 HCTOIB3yeMOM 000pyI0BaHUH,
OINMCAaHMUE TEXHOJOTMYECKOr0 IPOLECCa M METONOB KOHTPOJSA Ha BCEX JTamax
MPOW3BOJICTBA JIEKAPCTBEHHBIX CPEICTB.

4.1lpy npoOU3BOJACTBE JIEKAPCTBEHHBIX MPENapaToB ISl MEIULUHCKOIO
MIPUMEHEHUS UCTIONB3YIOTCS (hapMalleBTUuecKue CyOCTaHIIMU, CBEICHUS O KOTOPHIX
coliep)KaTcsi B TOCYJApCTBEHHOM pEecTpe JIEKapCTBEHHBIX CPEICTB  JJIs

MEJMIMHCKOTO TpUMEHEHUs M (WiIM) E€IUHOM pEeecTpe 3aperucTpUPOBAaHHBIX



JIEKapCTBEHHBIX cpeacTB EBpa3uiickoro 3KOHOMHYECKOTO CO103a, 32 UCKIIOYEHUEM
dapmaneBTUYECKUX CyOCTaHIMM, MPOU3BOAUMBIX ISl MPOBEACHUS KIMHHUYECKUX
uccienoBaHui U (win) s skcnopTa. [Ipu mpou3BoACTBE JIEKapCTBEHHBIX CPENICTB
IUIs BETEPUHAPHOTO MPUMEHEHHS HUCIONB3YIOTCS (papMalieBTUUeCKHe CyOCTaHIIHH,
CBEJICHUSI O KOTOPBIX COAEPKATCA B TOCYJIAPCTBEHHOM pEECTpe JEKAPCTBEHHBIX
CPEICTB Uil BETEPUHAPHOTO MPUMEHEHUs, W (WIHh) TOCYAapCTBEHHOM pEECTpe
JIEKapCTBEHHBIX CPEJCTB JUIsl MEAUIIMHCKOTO MPUMEHEHUs, U (MJIM) €IMHOM PEecTpe
3aperucTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX MpenapaTtoB EBpasuiickoro
HKOHOMUYECKOTO C€O103a, M (WJIM) €IUHOM peecTpe 3aperuCTPUPOBAHHBIX
JIEKapCTBEHHBIX cpencTB EBpa3uiickoro 5KOHOMHUYECKOTO COI03a, 32 UCKIIOYCHUEM
bapmaieBTUYECKUX CyOCTaHIMM, MPOU3BOAUMBIX ISl MPOBEACHUS KIMHHYECKUX
uccienoBanmii u (uim) A skcnopra. K mporeccy mpousBoicTBa papMaiieBTHUECKOM
CyOCTaHIIMM OTHOCSITCS JIIOObIE CTaIMU TEXHOJOTUYECKOTO MpoLecca, NO3BOJISIONINE
MOJIYYUTh TOTOBBIM MPOAYKT, COOTBETCTBYIOIIMN TpeOoBaHUSAM (dapMaKONeHOMI
CTaTbM, B TOM 4Hcle (epMeHTams, SKCTPaKIMsi, OYHCTKA, BBIJICICHHUE,
MEePEKPUCTAIIN3ALIMS, BBICYIIMBaHUE, HU3MeENbUeHHE. B ciydyae HEOOXOIUMOCTH
WCIIOJI30BaHUsl 3TUJIOBOTO CIMPTA, B TOM UHKCIE (PapMalleBTUUECKOW CyOCcTaHLUU
CIUpTa JTWIOBOTO (dTaHOJNA), TPH TPOU3BOJCTBE JICKAPCTBEHHBIX CPEACTB B
KauecTBE JEHCTBYIONIETO M (WUJIM) BCIIOMOTATEIbHOTO BEIECTBA, a TAaK)K€ B MHBIX
TEXHOJOTUYECKUX IIeNIAX JODKHA OBITh MCIOJIB30BaHA TOJIBKO (hapMalleBTUYECKas
cyOcTaHIMsg CHUpTa S3TUIOBOTO (3TaHoN). (B pedakyuu ¢hedepanrvhvix 3aKoHO8
om 22.12.2014 Ne 429-D3, om 27.12.2019 Ne 462-D3, om 27.12.2019 Ne 481-D3,
om 24.07.2023 Ne 341-D3)

4!, TlepeueHs JEKAPCTBEHHBIX MIPENAPATOB JIs MEAUIIMHCKOIO IPUMEHEHHMS, B
OTHOUIEHUH KOTOPBIX yCTaHABJIMBAIOTCA TpeOOBaHUS K OOBEMY Tapbl, YIAKOBKE U
KOMILJIEKTHOCTH, TI€pPEYEHb JICKAPCTBEHHBIX TMpEenapaToB JJjsi BETEPUHAPHOIO
MIPUMEHEHHS, B OTHOILIEHUH KOTOPBIX YCTAaHABIUBAIOTCS TPEOOBaHUS K 00BEMY Taphl,
a TaKke TpeOoBaHUS K 00bEMY Tapbl, YIIAKOBKE M KOMIUIEKTHOCTH JIEKAPCTBEHHBIX
npenaparoB Ui MEIUIUHCKOTO TPUMEHEHUs, TpeOoBaHHUA K OOBbEMy Tapbl
JIEKapCTBEHHBIX TMPEnapaTroB JUisi BETEPUHAPHOTO TMPUMEHEHHUS OMNpPEIesSIOTCs
COOTBETCTBYIOIIUMU YIOJIHOMOYEHHBIMU benepanbHEIMU opraHamu
WCTIOJIHUTEIBHOW BJIACTH B IOPAJKE, yCcTaHOBIEHHOM [IpaBurensctBoM Poccuiickoi
deneparun. (/Jonoarnenue uacmoio - Pedepanvuviit 3akon om 22.12.2014 Ne 429-
@3) (B peoakyuu Dedepanvroeo 3akona om 14.12.2015 Ne 374-D3)

42, OpraHusanyy, OCYIIECTBISIONIME POU3BOACTBO  (hapMaleBTUUECKOM
CyOCTaHIIMU CIUpTa 3THJIOBOTO (3TaHOJa) ISl MPOU3BOJCTBA CIIUPTOCOACPIKAIINAX

JICKApCTBCHHBLIX  IPCIIApaToOB, 00s13aHbI OCyHmICCTBITL  YUCT B nopAaaKe,



YCTaHOBJICHHOM cTaThsiMu 8 u 14 denepanbHoro 3akona ot 22 Hos0ps 1995 roga
Ne 171-®3 "O rocymapcTBEHHOM pEryJHpPOBaHHHM TPOU3BOJCTBA W 000poTa
STUJIOBOTO CIHPTA, QJKOTOJBHOM H CHUPTOCOAEpXKAIled MNpOAYKIHMH u 00
OrpaHUYeHUH NOoTpeOreHus (pacnuThs) aaKoroibHOM mpoxykuuu". IIpousBoacTBo
(hapManeBTHYECKOM CyOCTaHIIMK CIIUPTa STUJIOBOTO (3TaHOJIA) AOIMYCKAETCS TOJBKO
OpraHu3alyen, OCYLIECTBIISIONIEH MPOU3BOJCTBO PEKTU(HUKOBAHHOTO STUIOBOIO
CIIUPTA U3 MHUIIEBOTO ChIPhs HA OCHOBAHWU JIMIIEH3UU HA MPOU3BOACTBO ITHUIOBOTO
cnupTa A MPOU3BOJACTBA (papMaleBTUYECKOW CyOCTaHIIMM CIHUPTa 3TUIOBOTO
(3TaHONIa) B COOTBETCTBHM C TpeOoBaHUsMU DenepanbHOTO 3aKoHA OT 22 HOSIOps
1995 rona Ne 171-@3 "O rocyaapCTBEHHOM pETyJIMPOBAaHUM IPOU3BOACTBA U
000poTa ITUIOBOIO CIUPTA, AIKOTOJIBHOM M CIUPTOCOAEpKALIEH NpOayKIUU U 00
OTpaHUYCHUH TOTpeONeHus: (pachuTHs) aJIKOTOJIBHOM MPOAyKUUHU", METOAOM
pa3BeneHUs BOAOM OUMILIEHHOM TAKOTO 3TUJIOBOIO CIUPTA, MPOU3BEICHHOTO TaHHON
opraHu3aldeldl IO MECTy OCYIIECTBICHUS TPOU3BOJCTBA (hapMaleBTUUECKON
cyOCTaHLIMM CHUpPTa ATWIOBOrO (3TaHONA). (/Jonoanenue uwacmoio - Pedepanvhbiii
sakon  om 03.07.2016 Ne 261-D3) (B peoakyuu  Dedepanrvhoco  3aKOHA
om 27.12.2019 Ne 481-D3)

43, npuBuayaibHble  NPEANPUHUMATENM W IOPUIMYECKHE  JIMIIA,
OCYUIECTBIISIIOLIME 3aKyIKy U MCHOJb30BaHHE (hapMaleBTUYECKOW CyOCTaHIIUU
CIIUPTA ATUIOBOTO (3TaHOMA), & TAK)KE TIPOU3BOJICTBO, M3TOTOBJICHHUE U (MJIH) 000pOT
(32 HCKJIIOYEHHEM PO3HUYHOW MPOAAXKH) CIHPTOCOIAEPKALIUX JIEKAPCTBEHHBIX
npenapaToB, 00s3aHbl OCYIIECTBISITh MX YYeT MU JEKJIapuUpOBaHUE B TMOPSIKE,
yCTaHOBJICHHOM cTaThsiMu 8 u 14 denepanbHoro 3akona ot 22 Hosa0ps 1995 roga
No 171-®3 "O rocygapcTBEHHOM pETyJMPOBaHMHM IIPOM3BOJICTBA W 000poOTa
STWJIOBOTO CIHPTA, AQJIKOTOJBHOW W CHUPTOCOAEp KAl MPOAYyKIMH U 00
OTpaHUYCHUH MOTpeOIeHUs (PacmuTHUsl) aTKOTOJbHOM mnpoaykumu". ([Jonoinenue
yacmoio - Deodepanvhuiii 3akon om 29.07.2017 Ne 278-D3)

4% Tlpu NPOM3BOJCTBE JIEKAPCTBEHHBIX IIPENAPATOB IS BETEPUHAPHOTO
MPUMEHEHUSI JONYCKAaeTCs MCIOJIb30BAHUE MPOM3BEACHHBIX [UISl PEaTu3aluu
(dapmaneBTUYECKUX CYOCTaHIMM, BKIIOYEHHBIX B TOCYJApCTBEHHBIA PEECTP
JIEKapCTBEHHBIX CpPEACTB YIIOJITHOMOYEHHBIM (benepanbHBIM OpraHom
VICTIOJTHUTEIIbHON BJIACTH, OCYILECTBIIIOLIMM BEICHUE IOCYAAPCTBEHHOTO pEECTpa

JICKapCTBEHHBIX CPEJCTB U MEIUIIMHCKOTO NMPUMEHEHUs. (/[onoinenue yacmoio -
Deoepanvnviii 3akon om 02.08.2019 Ne 297-D3)

5. 3anpemaercs NpoOU3BOJICTBO:



1) MekapCTBEHHBIX CPEACTB, CBEICHHS O KOTOPBIX HE COJAepKarcs B
rOCy/IapCTBEHHOM  pPEeCTpe  JICKApCTBEHHBIX  CPEICTB JUIA  MEIAMIIMHCKOTO
NPUMEHEHUs, W (WIM) TOCYJAapCTBEHHOM pEECTpe JICKAPCTBEHHBIX CPEJACTB IS
BETEPHHAPHOTO MPUMCHCHHS, W (WIH) EIUHOM pPEeCcTpe 3aperuCTPUPOBAHHBIX
JICKapCTBEHHBIX CpeacTB EBpasmiickoro 3KOHOMHUYECKOTO COr03a, M (WJIH) SAMHOM
peecTpe  3aperHCTPUPOBAHHBIX  BETCPUHAPHBIX  JICKAPCTBEHHBIX  IIPEIapaToB
EBpa3uiickoro SJKOHOMHYECKOTO CO¥03a, 32 UCKIFOYCHUEM JICKAPCTBEHHBIX CPECTB,
IPOU3BOAMMBIX IS IPOBEACHHS KIMHUUSCKUX MCCIICIOBAaHUI MM [T SKCTopTa; (B
peoaryuu Dedepanvroco 3axona om 24.07.2023 Ne 341-D3)

2) dhanbcuGUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB;

3) meKapCTBEHHBIX CPEICTB 0O€3 JIMIICH3UH Ha MPOU3BOJICTBO JICKAPCTBEHHBIX
CPEJCTB;

4) NeKapCTBEHHBIX  CPEJACTB C  HApyUIEHHWEM TMPaBWI  OpraHU3aINU
IIPOU3BOJICTBA U KOHTPOJIS KA4ECTBA JIEKAPCTBEHHBIX CPE/ICTB;

5) ({{ononnenue nynkmom - @Dedepanvuviii 3axkon om 29.07.2017 Ne 278-
@3) (Vmpamun cuny - @edepanvusiii 3axon om 27.12.2019 Ne 481-D3)

6) CIPTOCOACPKAIINX JICKapCTBEHHBIX IpernapaToB 1o MeCTy
OCYIIECTBIICHUSI IPOU3BOJICTBA (hapMalleBTUICCKON CYOCTaHIIMUA CIIHPTA 3TUIOBOTO
(oraHona) W (WIM) TO MECTy OCYIIECTBJICHUS TPOW3BOJCTBA 3THUIIOBOTO
criupta; (onoanenue nynkmom - @edepanvuwiii 3axkon om 27.12.2019 Ne 481-D3)

7) bapmaneBTUUECKON CyOCTaHUMU CHUpPTa ATHIOBOTO (3TaHONa) U (WUJIN)
CIIUPTOCOACPKAIINX JICKAPCTBEHHBIX MPENapaToB Ha OCHOBHOM TEXHOJOTUYECKOM
000pyIOBaHKH JUIS IPOU3BOICTBA STUIOBOIO CIIMPTA, YKa3aHHOM B IyHKTeE 1! cTaThn
14! ®enepanbHOro 3akona ot 22 Hosa6ps 1995 roga Ne 171-®3 "O rocyaapcTBEHHOM
pPEryJMpOBaHUU TPOU3BOJCTBA W 000pOTa ATHIOBOTO CIHMPTA, AJIKOTOJBHOW H
cupTocoepkaiieid MpoOAyKUMH M 00 OrpaHHYEHUH MOTpeOsieHUs (paciuThs)

QTKOTOJNIBHOU — TpoayKiuu'. ([Jonoanenue nynkmom - @DedepanvHblil  3aKOH
om 27.12.2019 Ne 481-D3)

6.[Ipy BBOJE JEKAPCTBEHHBIX CPEJACTB B  TPaXIAHCKHH  00OpOT
YIIOJJHOMOYEHHOE JIMLO MPOW3BOJUTEIS JIEKAPCTBEHHBIX CPEICTB OCYILIECTBISET
MOATBEP)KJICHUE  COOTBETCTBHS  JICKAPCTBEHHBIX  CPEACTB  TPEOOBAHMSIM,
YCTAHOBJIEHHBIM TPHU WX TOCYJApPCTBEHHOW PETUCTpPAllMM, W TapaHTUPYET, YTO
JIEKapCTBEHHBIE CPEJCTBA MPOM3BEICHBI B COOTBETCTBUH C TPEOOBAHUSIMH TPABHUI

HaJUIeKaIed MPOU3BOJICTBEHHON TMpakTUKU. (B pedakyuu DedepanbHoco 3aKoHa
om 22.12.2014 Ne 429-D3)



7. YIIOJTHOMOYEHHBIM ~ JIUIIOM TPOM3BOAMUTENS JICKAPCTBEHHBIX CPEICTB
SBJISICTCSI €r0 PaOOTHHK, aTTECTOBAHHBIM B YCTAHOBJIECHHOM YTOJHOMOYEHHBIM
(deneparbHBIM OPTaHOM HCIIOJTHUTEIBLHOM BIACTH MOPSIKE U UMEIOIIHNHA CTaK padOThI
HE MEHEee 4YeM IIITh JIET B 00OJacTH MPOW3BOJCTBA W (WJIM) KOHTPOJS KadyecTBa
JIEKapCTBEHHBIX CPEJICTB, BBICIIEE OOpa30BaHUE COOTBETCTBEHHO IO OJHOM U3
CIeUaIbHOCTe ® (WJIM) OJHOMY W3 HAIpPaBICHWH TOATOTOBKH: OHOJIOTHS,
OMOTEXHOJIOTHSI, BETEpHUHAPHS, BETEPUHAPHO-CAaHUTAPHAS SKCIIEPTU3a, KITMHUICCKAs
MEIUIIMHA, PaJUAlMOHHAs, XUMUYECKas W OWOoJorMdecKas 3aimTa, Qapmarws,
dbyHIaMEHTAIbHAsT MEIUIIMHA, XUMHUYECKas TEXHOJOTUs, XuMus. (B pedaxyuu
Geoepanvrovix 3axkonos om 22.10.2014 No 313-D3, om 02.08.2019 Ne 297-D3)

8. IIpousBoautenu JIEKapCTBEHHBIX CpEICTB (3a HCKJIFOUEHUEM
(dapmarneBTUYECKOM CyOCTaHIIMU CIIUPTA ATHJIOBOTO (3TaHOJa) MOTYT OCYIIIECTBIISATh
MpPOJIaXy JIEKapCTBEHHBIX CPEACTB WM IN€pelaBaTb HX B YCTAaHOBJICHHOM
3akoHo aTenbcTBOM Poccuiickoit denepanuu nopsnke: (B peoakyuu edepanrbrhoco
3axona om 29.07.2017 Ne 278-D3)

1) ipyrumM TpOM3BOJIUTENSM JICKAPCTBEHHBIX CPEJICTB JUISl MPOU3BOJICTBA

JIEKapCTBEHHBIX CPEJCTB;
2) opraHu3aIysM ONTOBOM TOPTOBIH JIEKAPCTBEHHBIMU CPEACTBAMU;

3) AllITCUYHbIM OpraHu3anusaM, BCTCPUHAPHBIM aAIlTCUHBIM OpraHu3anusiaM,
HHAWBHUAYaJIbHBIM npCaAnIpuHUMAaTCIIAM, HUMCIOIITUM JIMIOCH3UIO Ha

(bapMaI_[eBTI/I'-ICCKYIO ACATCIIBHOCTD WJIN JIMOCH3UIO HAa MCAUIMHCKYIO NCATCIIbHOCTD,

4) Hay4HBIM OpTaHM3ANMAM IS HAYYHO-HMCCJIEI0BATEIbLCKOW padoThl; (B
peoakyuu Dedepanvroco 3axona om 30.01.2024 Ne [-D3)

5) MCOANTHUHCKUM OPraHru3alusiaM U BCTCPUHAPHBIM OPTaHU3aAlUSAM

6) opraHuzanusIM u VH/IMBHTy AJIbHBIM IpeIIPUHAMATEIISM,
OCYIIECTBISIIONINM pa3BEICHUE, BBIpAlMBAHHE M COJEp)KaHUE >KMBOTHBIX (3a
UCKITIOUEHHEM MPOAKUA UM (DapMaleBTUYECKUX CYOCTaHIMM WM UX niepenayn); (B
peoakyuu Dedepanvroco 3axona om 02.08.2019 Ne 297-D3)

7) ucnbITaTeNbHBIM JabopaTopusiM (LIEHTpaMm), MPOBOJASIIMM HCIBITAHUS B
00JIaCTH KOHTPOJII KayecTBa JIEKAPCTBEHHBIX CPEACTB, AaKKPEIUTOBAaHHBIM B
COOTBETCTBHH C 3aKOHOJATeNbCTBOM Poccuiickoit denepannu 00 akKpeauTauu B
HAIlMOHAIBHON CHCTEME aKKpeauTauuu. (Jononnenue nynkmom - Dedepanvhbiii
3axon om 04.08.2023 Ne 428-D3)

9. llpousBoautenu ¢apMaleBTUYECKON CyOCTaHIIMKM CIUPTa ATUIOBOTO

(3TaHONa) O0s3aHBI OCYIIECTBIATH peanu3anuio (meperadyy B YCTAaHOBJICHHOM



3aKOHOJATENhCTBOM Poccuiickoit ®Denepammu  mopsake)  papMareBTHIECKOM
CyOCTaHIIMU CIIMPTA STHUJIOBOTO (3TaHOJIA) MPOU3BOIUTEIISIM JIEKAPCTBEHHBIX CPEJICTB
IUIE TIPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB, MPOU3BOAUTENSM (HM3TOTOBUTEIISAM)
MEIUIMHCKHUX U3AETUH U1 MPOU3BOICTBA U U3TOTOBICHUS MEIULIMHCKUX W31 B
eMKOCTSIX oO0heMoM He Oomee 1 mutpa w (wm) He Menee 1000 muTpoB, a
OpraHu3alysaM, YKa3aHHbIM B MIYHKTax 3 - 5 U 7 4acTh § HACTOSIIEH CTAaTbH, B Tape
obbemMoMm He Oonee 1 mutpa. ([Jonoanenue wacmoio - Dedepanvhvlil 3AKOH
om 29.07.2017 Ne 278-D3) (B peoaxkyuu peodepanbHbIX 3AKOHO8
om 27.12.2019 Ne 481-D3, om 22.12.2020 Ne 444-D3, om 04.08.2023 Ne 428-D3)

10. Peamuzanus ~ (mepemagya B yCTAHOBJIEHHOM — 3aKOHOJATEIIHCTBOM
Poccmiickoit Deneparuu  mopsiake) ¢dapManeBTHICCKOW CyOCTaHIIMM CHUpTa
STUJIOBOTO (9TAaHOJA) OpPTaHHW3alUSIM ONTOBOM TOPIOBIHM  JICKAPCTBECHHBIMHU

CpeACTBaMM He Jomnyckaercs. ([Jononnenue uwacmeio - Dedepanbhvlii  3AKOH
om 27.12.2019 Ne 481-D3)

11. IlepeBo3ku (hapManeBTHICCKONW CYOCTAHIIMK CITUPTA STUIIOBOTO (3TaHOJIA)
OCYIIECTBJISIOTCA C COONIOACHHEM TpeOOBaHMM, YCTAaHOBIEHHBIX ab3aleM
yeTBepThIM MyHKTa 3 ctatbu 9 denepanbHoro 3akoHa oT 22 HOAOps 1995 rona
Ne 171-®3 "O rocynapCTBEHHOM pEryJUpOBaHUM MPOU3BOJCTBA U 000pOTa
STWJIOBOIO CIHMPTA, QJIKOTOJIBHOW W CHUPTOCOAEpKAlled MPOIyKUHH U 00
OTpaHUYECHUH MOTPeOIeHUs (PacluTHUsl) aJKOrOJbHOM mnpoaykuuu'. (/Jononnenue
yacmoto - Dedepanvusiii 3akon om 27.12.2019 Ne 481-D3)

Crarbs 46. MapKuUpOBKa JICKAPCTBEHHbBIX CPEACTB

1. JlekapcTBEHHBIE MTpenapathl, MPOLIEAIINE TOCYAAPCTBEHHYIO PETUCTPALIIIO
B COOTBETCTBMM C TpeOoBaHUsIMU Hactosmero @enepanbHOro 3akoHa, 3a
UCKIIFOUEHHUEM  JICKapCTBEHHBIX  MpENapaToB, HU3TOTOBJIEHHBIX  aANTEYHBIMU
OpraHu3alusIMH, BETEpUHAPHBIMU alTEUHBIMU OPTaHU3AIUSIMU, UHIUBUY AIbHBIMU
OpEeINpPUHAMATESIMA,  UMEIOIMIMMM  JIMIEH3HI0  Ha  (apMaleBTHYECKYIO

NesITeNIbHOCTD, JOJKHBI TOCTYNaTh B oOpalieHue, ecnu: (B pedaxyuu @edepanvho2o
saxona om 30.01.2024 Ne 1-D3)

1) Ha ¥UX TNEepBUYHOM YIMAKOBKE (32 MCKIIOYEHUEM IMEPBUYHOM YIAKOBKHU
JIEKapCTBEHHBIX PACTUTEIBHBIX TMPENapaToB) XOPOILIO YUTaeMbIM MIpudTOM Ha
PYCCKOM  SI3bIK€  yKa3aHbl  HAMMEHOBAHME  JIEKAPCTBEHHOI'O  Ipernapara
(MeXTyHapOJHOE HEMATEHTOBAHHOE, WIM TPYNIUPOBOYHOE, WU XUMHUYECKOE, WIN

TOProBoe HaI/IMeHOBaHI/Ie), HOMCD CCpUH, naTa BbIITYCKa (I[J'I}I I/IMMYHO6I/IOJ'IOI‘I/I‘-IGCKI/IX



JIEKapCTBEHHBIX NPENapaTroB), CPOK TOJHOCTH, JO3UPOBKA WJIM KOHUEHTpPALMS,

00beM, aKTHMBHOCTh B CIUHMIIAX JCHCTBUS WJIM KOJHMYECTBO 103; (B pedaxyuu
Geoepanvrovix 3axkonos om 11.10.2010 Ne 271-D3; om 22.12.2014 Ne 429-D3)

2)Ha uX BTOPUYHOM (TOTPEOUTENLCKOM) YIAKOBKE XOPOLIO YHUTAEMbIM
mpUPTOM Ha PYCCKOM SI3bIKE yYKa3aHbl HAMMEHOBAHHE JIEKAPCTBEHHOTO IMpemnapara
(MeXTyHApOJHOE HEMAaTEHTOBAaHHOE, WJIM TPYNIUPOBOYHOE, WIM XUMHUYECKOE U
TOProBO€ HAaWMEHOBAaHMs), HAUMEHOBAaHHE MPOU3ZBOJUTENS JIEKAPCTBEHHOIO
nperapara, HOMEpP CEpUM, Jara Bbllycka (A1 HMMYHOOHOJIOTHYECKHUX
JICKapPCTBEHHBIX TPEnaparoB), HOMEP PETUCTPALMOHHOTO YIOCTOBEPEHUS, CPOK
TOJIHOCTH, CIIOCO0 MPUMEHEHUs, JO3UPOBKA WIIM KOHIIEHTpaIusi, 00beM, aKTUBHOCTb
B €AMHUIAX ACHCTBUS JMOO KOJWYECTBO J03 B YIMAKOBKE, JIEKAPCTBEHHAas (opma,

YCJIOBHSI OTITYCKa, YCIOBHS XpaHCHUS, MPEayNpeaIuTeIbHbIC HAAMKUCH. (B pedakyuu
Gedepanvrovix 3axkonos om 11.10.2010 Ne 271-D3; om 22.12.2014 Ne 429-D3)

2. ®apmarieBTUYECKHE CyOCTaHITUH TOJDKHBI TOCTYIIATh B 00OpallieHre, eciiu Ha
UX TIEPBUYHON YIAKOBKE XOPOIIIO YUTAEMBIM MIPU(PTOM HA PYCCKOM SI3bIKE YKA3aHBI
HaNMEHOBaHUE (hapManeBTHIECKOM cyocTaHIun (MexXIyHApOTHOE
HEMAaTEHTOBAaHHOE, WM TPYNNHUPOBOYHOE, WJIA XUMHUYECKOE ¢ TOPTrOBOE
HAaWMEHOBaHHUs), HAHMEHOBAaHHE TMPOM3BOAMTENS (papMaleBTHUECKOW CyOCTaHITHH,
HOMEp CEpHUU U JlaTa U3TOTOBJICHUSI, KOJMYECTBO B YIIAKOBKE M €IMHUITBI U3MEPECHUS
KOJIMYECTBa, CPOK TOAHOCTU M YCIIOBUSA XpaHeHus. (B pedaxyuu dDedepanvroco
3axona om 22.12.2014 Ne 429-D3)

3. JlekapCTBEHHBIE CpEICTBA B KaueCTBE CBHIBOPOTOK JOJIKHBI MOCTYIATh B
oOpallieHue ¢ yKa3aHUeM KUBOTHOTO, U3 KPOBHU, IUIa3Mbl KPOBU, OPraHOB U TKaHEH

KOTOPOT'O OHU ITOJTYUCHBI.

4. Ha BTOpuuHYyIO0 (HOTpPEOUTENBCKYIO) YNMAaKOBKY JEKapCTBEHHBIX CPEICTB,
MIOJIyYEHHBIX W3 KpPOBH, IUIa3Mbl KPOBH, OPraHOB W TKAaHEH YEJIOBEKA, JIOJKHA
HaHOCUTBbCS Haamuch: "AHturena k BHUY-1, BUY-2, k Bupycy rematura C u

MMOBEPXHOCTHBIN aHTUTE€H BUpYyca remnarura B orcyrcTByror".

5. Ha mepBuuYHYyI0 yHnakoBKY M BTOPUYHYIO (NMOTPEOUTENHCKYIO) YHaKOBKY
paarodapManeBTHUECKUX JIEKAPCTBEHHBIX CPEACTB JOJKEH HAHOCHUTHCS 3HaK

paJUaIMOHHON OMACHOCTH.

6. Ha BTopuunytro (mOTpeOUTENBCKYIO) YMNAKOBKY TIOMEOINATUYECKUX

JIEKapCTBEHHBIX MPENapaTOB JI0JHKHA HAHOCUTHCA HAAMKUCh: "["'oMeonaTnyeckuit”.

7.Ha  BTOpMuHylO0  (MOTpPEOUTENbCKYIO)  YMAaKOBKY  JIEKAPCTBEHHBIX
PACTUTENIBHBIX MPENapaToB JOHKHA HAHOCUThCA Haanuck: "lIpomykuus mpoiia

pauaIlMOHHbBIA KOHTPOJIb''.



8. Ha mepBuyHyI0 ymakoBKy (€ciid Ui 3TOTO CYLIECTBYET TEXHHUYECKas
BO3MOXKHOCTh) U BTOPHYHYIO (TIOTPEOUTENIbCKYIO) YIAKOBKY JIEKApCTBEHHBIX
npernapaToB, MpeAHA3HAYEHHBIX JUId KIMHUYECKUX UCCIEAOBAaHUM, OJDKHA

HAHOCUTBhCS  HaAamuch: "Jlmsg  KIMHWYECKMX  uccienaoBanuid". (B pedaxyuu
Deoepanvrozo 3axona om 22.12.2014 Ne 429-D3)

9. VnakoBka JCKAPCTBCHHLIX CPCACTB, INMPCAHA3HAYCHHBIX HCKIIOYHUTCIILHO
AJI1 OKCIIOPTAa, MapKUPYETCs B COOTBETCTBUU C Tpe6OBaHI/I${MI/I CTpaHbI-UMIIOPTCPA.

10. Ha tpancniopTHy!0 Tapy, KOTOpast He IIpeiHa3HaueHa Jjs HoTpeduTenen u
B KOTOPYIO [TOMEILEHO JIEKAPCTBEHHOE CPEJICTBO, JI0JKHA HAHOCUTHCS MH(POpMaLUs
O HaNMMEHOBAHHH, CEPUU JIEKAPCTBEHHOTO CPEJCTBA, J1aT€ BBHIMYCKa, KOJIMYECTBE
BTOPUYHBIX  (MOTPEOUTENHCKMX)  YMAKOBOK  JIGKAPCTBEHHOTO  CPECTBA,
MPOU3BOJUTENE JIEKAPCTBEHHOTO CpPEJICTBA C YKa3aHHMEM HAWMEHOBAHHUS U
MECTOHAXO0XKACHHS IPOU3BOJUTEINS JIEKAPCTBEHHOTO Cpe/ICTBa (aapec, B TOM YHUCIIE
CTpaHa U (WJIM) MECTO IMPOU3BOJCTBA JIEKAPCTBEHHOI'O CPEACTBA), & TAKKE O CPOKE
TOJTHOCTH JIEKAPCTBEHHOT'O CPEACTBA M 00 YCIIOBUAX €r0 XPaHEHUS U IMEPEBO3KH,

HGO6XO,ZII/IMBIG npeaynpeauTCIbHbIC HAATINCU U MAHUITYJIATOPHBIC 3HAKU.

11. Ha mepBUYHYIO YIAKOBKY W BTOPUYHYIO (TMOTPEOUTENHCKYIO) YIAaKOBKY
JIEKapCTBEHHBIX CPEACTB MJi1 BETEPUHAPHOIO MPUMEHEHUS JIOJKHA HAHOCUTHCA

HaJuch: " /[ BeTepuHApHOTO NPUMEHEHUS "

12. Ha BTOpu4HYyI0 (OTPEOUTENBCKYI0) YIIAKOBKY JICKAPCTBEHHOTO TIpernapara
HAHOCHUTCS IITPUXOBOM KOJI.

I'naBa 9. BBo3 1ekapcTBeHHbIX cpeacTB B Poccniickyro ®@enepauuio u
BbIBO3 JICKAPCTBEHHbIX CpeacTB U3 Poccuiickoun Degepauun

(Haumenosanue 6 peoakyuu @edepanvrozo 3axona om 06.12.2011 Ne 409-
D3)

Cratbs 47. Ilopsiiok BB03a JIeKapCTBEHHBIX cpeaAcTB B Poccuiickyro
Denepauuio ¥ BbIB03a JIEKAPCTBEHHBIX CPEACTB U3
Poccuiickoit ®egepauuu

(Haumenosanue 6 peoaxyuu ®Dedepanvroco 3axona om 06.12.2011 Ne 409-
D3)



1. BBo3 nekapctBeHHbIX cpenicTB B Poccuiickyro denepaiuio ocyecTBIsieTcs
B 1nopsanke, ycraHoBieHHOM [IpaBurensctBom Poccuiickonn ®enepaunu, B
COOTBETCTBUM C  aKTamH, cocTtaBisionumMu  1npaBo  Coroza, u  (WiM)
3aKoHOAAaTeNbCTBOM Poccuiickoit denepaliid 0 TaMOXKEHHOM pPEryJMpoBaHUU. (B
peoakyuu gedepanvhvix 3axkonos om 06.12.2011 No 409-D3, om 30.01.2024 Ne 1-
D3)

2. BBosumebie B Poccuiickyro deepaliuio JIeKapCTBEHHBIC CPEJICTBA JTOJDKHBI
COJIEP)KAThCS B TOCYJApPCTBEHHOM PEeCTpe JICKAPCTBEHHBIX CPEJCTB, WIHA CAHMHOM
peecTpe  3apEerMCTPUPOBAHHBIX  JICKAPCTBEHHBIX  CPEICTB  EBpasuiickoro
HKOHOMHYECKOT0 COF03a, WIIH €IMHOM PEECTPe 3apErUCTPUPOBAHHBIX BETEPHUHAPHBIX
JICKapPCTBEHHBIX TpenapatoB EBpa3sMilCKOT0 IKOHOMHYECKOTO COI03a. (B pedaxyuu
Gedepanvrvix  3axonos om 06.12.2011 Ne 409-D3, om 27.12.2019 Ne 462-D3,
om 30.01.2024 Ne 1-D3)

3. Homyckaercs BBO03 B Poccuiickyto ®enepanuio KOHKPETHOM MapTUU
3apETrUCTPUPOBAHHBIX U (MJIM) HE3aPETHCTPUPOBAHHBIX JICKAPCTBEHHBIX CPE/ICTB,
MpEIHA3HAYCHHBIX ISl MPOBEJICHUS KIIMHUYECKUX HWCCIEHOBAHUN JIEKApPCTBEHHBIX
MpenapaToB, MPOBEAECHUS SIKCIEPTHU3bI JICKAPCTBEHHBIX CPEACTB ISl OCYILIECTBICHHS
rOCYJIapCTBEHHOM PETMCTPALMHU JIEKAPCTBEHHBIX IPENapaToB WIM JUIsl OKa3aHMs
MEIULMHCKON IMOMOIIM MO KM3HEHHBIM IIOKa3aHWSAM KOHKPETHOTO ITallMeHTa Ha
OCHOBAHMM PA3PEIICHHUs, BBIJAHHOTO YIOJHOMOUYEHHBIM (peiepanbHbIM OpPraHOM
VICTIOJTHUTEIbHOM BJIACTH MO 3asBJICHUSM JINLI, YKAa3aHHBIX B CTaTbe 48 HACTOSIIETO
@PenepanbHOro 3aKoHa. PaccMOTpeHMe Takoro 3asBIICHUS W NMPUHATHE PELICHUS O
BBIJIaU€ pa3pelieHus] Ha BBO3 KOHKPETHOW MAapTHUW 3apEeTUCTPUPOBAHHBIX U (WJIH)
HE3apEerMCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB, NPEAHA3HAYECHHBIX  JUIS
MPOBEJCHUS KIMHUYECKUX UCCIIETOBAHN JIEKAPCTBEHHBIX MPENApaTOB, IPOBEICHUS
DKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB JJI OCYLIECTBIEHUS TOCYIAPCTBEHHOMN
pEerucTpauuu JICKapCTBEHHBIX MPENAPATOB WIH ISl OKa3aHUS MEIULIMHCKON IIOMOIIN
M0 >KM3HEHHBIM MOKAa3aHUSIM KOHKPETHOrO MalueHTa Jubo 00 OTKa3e B Bblaue
YKa3aHHOTO Pa3peuleHus MPOU3BOAATCA B CPOK, HE MPEBBIIAIOMIUN TATH pabounx
nued. Ilnmata 3a BbIAA4y YKa3aHHOTO pa3pellieHs HE B3uUMaercs. (B pedaxyuu
@eoepanvrozo saxona om 06.12.2011 Ne 409-D3)

3!. Tomyckaercs BBO3 B Poccuiickyro ®Deepaluio KOHKPETHOM MNapTHU
HE3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX NPENApaTOB, CONEPKALIUX HAPKOTUYECKUE
CpeacTBa WM  IICUXOTPOIIHBIE  BEIIECTBA, B  IOPAAKE, YCTAaHOBJIECHHOM
IIpaBurenscTtBOM Poccurickon ®@enepanuu, i OKa3aHUSA MEIULUMHCKON TOMOIIH 110
YKU3HEHHBIM MMOKA3aHUAM KOHKPETHOIO MAlMEeHTA WK IPYNIbI MAIMEHTOB B CIIyYae,

CCJIM HMCCTCA PCHICHUC Bpaqe6H0171 KOMHCCHHU MGHHHHHCKOﬁ opranusangvum o



HEA(PPEKTUBHOCTH WM HEBO3MOXKHOCTH NPUMEHEHHS Y KOHKPETHOTO TMAallMeHTa
WHBIX 3aPETUCTPUPOBAHHBIX JICKAPCTBEHHBIX MTPEIApaTOB, B TOM YHCIIE COICPIKAIITIX
JApyTHe JCHUCTBYIOIIME BEIICCTBA, M O HEOOXOJMMOCTH BBO3a OIPEACICHHOTO
HE3apPCTUCTPUPOBAHHOTO  JICKQPCTBEHHOTO  Tperapara ¢  yKa3aHWeM  ero
MEXKIYHApOJHOTO HENMAaTCHTOBAHHOTO (MJIM XUMHYECKOTO, WIH TPYIITHPOBOYHOIO)
HAaUMCHOBaHWs, (OpPMBI BBIIyCKa W KojudecTBa. llepedeHb 3a0ojicBaHUN H
COCTOSSHHM ¥ COOTBETCTBYIOIIMX JICKAPCTBEHHBIX IIPEIapaToB, COJCPIKAIINX
HApKOTHUYECKHE CPEJICTBA M MCUXOTPOITHBIC BEUISCTBA, B IENSIX OCYIICCTBICHHS UX
BBO3a B COOTBETCTBHHM C TPeOOBAaHUSAMHU HACTOAIICH YacTH YTBEPXKIAaeTCs
YIOJIHOMOUYCHHBIM (peiepaIbHBIM OPTaHOM HCIIOJHUTEIBLHOW BIACTH. ([onoanenue
yacmoio - Dedepanvruiii 3akon om 27.12.2019 No 475-D3)

32. J1o 31 nexaOps 2024 roja J0ImyCcKarTCsS BBO3 Ha TEPPUTOPHIO Poccuiickoi
Odenepanuu 1 obpameHue B Poccuiickoit denepanyyi ¢ y4eToM OCOOCHHOCTEH,
ycraHoBJeHHbIX [IpaBurensctBoM Poccuiickon denepanuu, 3aperucTpupOBaAHHBIX
JIEKQpCTBEHHBIX IIPENapaTroB Uil MEIWLIHMHCKOIO IIPUMEHEHMS B YIIAKOBKAX,
npelHa3HAaYeHHBIX [UIs OOpalleHus B HMHOCTPAHHBIX TOCYJapcTBax, B cCllydae
nedeKTyphl JIEKapCTBEHHBIX MpENnapaToB WM PUCKA €€ BO3HUKHOBEHHUS B CBS3U C
BBeJIcHMEM B oOTHomieHHMH Poccuiickon @enepanvu OrpaHUYUTENBHBIX  MEP
SKOHOMHYECKOTO XapaKkTepa IpU YCIOBUU COOTBETCTBUS BBO3ZUMBIX JIEKAPCTBEHHBIX
npenapaToB TPEOOBAHUSIM, YCTAHOBIIEHHBIM MPU UX PETHCTPAINH, 32 UCKITIOUEHUEM
TpeOOBaHUIl K MEPBUYHOMN yHaKOBKE, BTOPUYHOU (TOTPEOUTENHCKON) yIaKOBKE, a
Tak)Ke MPH HAJMYMKU Ha BTOPUYHOM (MOTPEOUTENHCKOM) YIAKOBKE JIEKAPCTBEHHBIX
MpenaparoB, HAXOASAIIUXCSA B OOpaIlleHUH, CAaMOKJIESIIENCS dTUKETKH, CoJiepKalien
nHOpPMAIIMIO O JIGKAPCTBEHHOM TIpermapaTre Ha PYCCKOM S3bIKe. (/[ononnenue
yacmoio -  @Deodepanvuviii.  3akon  om 26.03.2022 Ne 64-D3) (B peoakyuu
Deoepanvrozo 3axona om 19.12.2022 Ne 519-D3)

4. B Poccuiickyro ®@enepandi0o MOKHO BBO3UTh JIEKAPCTBEHHBIE CPEACTBA,
KaueCTBO KOTOPBIX TMOJTBEPKICHO CEPTUPUKATOM MPOU3BOAMUTENS JIEKAPCTBEHHBIX
CPEACTB, YAOCTOBEPSIIOUIMM COOTBETCTBUE BBO3UMBIX JIEKAPCTBEHHBIX CPEJICTB
TpeOOBaHMIM, YCTAHOBICHHBIM MPU MX PETUCTPAIMU WU MPOBEACHUU MPOLEAYD,
CBSI3aHHBIX c peructpamueid. (B peoakyuu Gedepanvrvlx  3aKOHO8
om 06.12.2011 Ne 409-D3, om 30.01.2024 Ne [-D3)

5. 3anpemaercs BBo3 B Poccuiickyro ®Peaepauuio ¢aibcuuuupoBaHHBIX
JIEKapCTBEHHBIX  CPEJCTB, HEIOOPOKAYECTBEHHBIX JIGKAPCTBEHHBIX CPEACTB,
KOHTpa(aKTHBIX JIEKApCTBEHHBIX CPEICTB. (B pedakyuu PedepanvHo2o 3aKoHa
om 06.12.2011 Ne 409-D3)



6. @anbcuuupoBaHHbIe JEKApPCTBEHHBIE CPEICTBA, HEI0OPOKAUECTBEHHBIC
JIEKaQpCTBEHHBIE CPEICTBA MOJIEKAT U3BATHUIO U TIOCIEAYIOIIEMY YHUUYTOKECHUIO UITU
BbIBO3y M3 Poccuiickoii deneparuu, kKoHTpadaKTHBIC JIEKAPCTBEHHBIE CPECTBA -
U3BATUIO M IIOCHEAYIOIIEMY YHUYTOXXEHUIO. YHUYTOKCHUE WM BbIBO3 U3
Poccuiickoit  ®epepanun  (anbCcUDUIMPOBAHHBIX — JIEKAPCTBEHHBIX  CPEACTB,
HEZ00POKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(AKTHBIX JIEKAPCTBEHHBIX
CPEICTB OCYIIECTBIIIETCS 3a CUET JMIA, OCYLIECTBUBIIErO MX BBO3. Ilopsmok
YHUUTOXKEHUSI  U3BATHIX  (aJbCHUPHUIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEJCTB,
HEJI00pOKAaYEeCTBEHHBIX JIEKAPCTBEHHBIX CPENICTB, KOHTPA(paKTHBIX JIEKAPCTBEHHBIX
cpeacTB ycraHaBnuBaeTcs [IpaBurensctBom Poccutickoit denepauuu. (B pedaxyuu
Deoepanvrozo 3axona om 06.12.2011 Ne 409-D3)

7.JIuna,  ocymectBisrome  BBO3 B Poccuiickyro  Denepanmro
banbcuUIUPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB,  HeI0OpOKaueCTBEHHBIX
JIEKApCTBEHHBIX CPEACTB, KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CpPEJICTB, HECYT
OTBETCTBEHHOCTh B ~ COOTBETCTBMM C  3aKOHOJaTeiabcTBOM  Poccuiickoi
Oenepaumu. (B pedaxkyuu  pedepanrvhvix  3akonos om 06.12.2011 Ne 409-D3,
om 30.01.2024 Ne 1-D3)

8. BeiBO3  nexapcTBeHHBIX — cpenctB w3 Poccuiickon  denepannu
OCYUIECTBIISIETCS B COOTBETCTBHH C aKTaAMH, COCTaBJIAOIIMMU TpaBo Coro3a, u (Min)
3aKOHOAATENBCTBOM Pocculickoit @denepanuu 0 rocy1apCTBEHHOM PEryJIMPOBAHUN

BHEIIHETOPrOBON  ACSATEIBHOCTU. (B pedaxyuu Dedepanbhoco  3aKOHA
om 30.01.2024 Ne 1-D3)

9.BBox B rpaxaaHCKuii 00OpOT JIEKApCTBEHHBIX IpenaparoB s
MEIUIMHCKOrO  TMPUMEHEHUs, BBE3€HHbIX B  Poccuiickyto  ®Denepainuto,
OCYLIECTBISETCA C COOMIOJEHHEM TpeOOBaHMii, YCTAHOBJIEHHBIX CTaThedl 52!

Hactosmero deaepanbHOTO 3aKoHA. ([JononneHue yacmovio - PedepanvHblil 3aKOH
om 28.11.2018 Ne 449-D3)

10. BBon B rpaxmaHCKuil 00OpOT JIEKapCTBEHHBIX MpenapaTtoB s
BETEPUHAPHOIO MIPUMEHEHUS, BBE3EHHBIX (mepeMenIeHHbIX ) B
Poccuiickyto @enepanuio, OCyIIECTBIsACTCI C  COOMIOJCHHEM  TpeOOBaHMA,
YCTaHOBIICHHBIX CTaThel 522 Hacrosmero @enepanbHOro 3akoHa. (Jononnenue
yacmoto - Dedepanvusiii 3akon om 02.07.2021 Ne 317-D3)

Crarbi 48. IOpuanyeckue Jauna, KOTOPbIM pa3penieH BBO3
JIEKApCTBEHHBIX cpeacTB B Poccuiickyro ®enepanuio



(Haumenosanue 6 peoaxyuu Dedepanvroeo 3axona om 06.12.2011 Ne 409-
D3)

JlexapcTBeHHble cpeactBa B Poccuiickyio ®denepanuio MOTyT BBO3UTH: (B
peoaryuu Dedepanvroco 3axona om 06.12.2011 Ne 409-D3)

1) npou3BoAMTENN JIEKAPCTBEHHBIX CPEACTB JJs  Leded COOCTBEHHOIO
IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB;

2) MHOCTpaHHbIE DPAa3paOOTYMKU JICKAPCTBEHHBIX CPEACTB M HHOCTPAHHBIC
IIPOU3BOJIUTENIN JIEKAPCTBEHHBIX CPEACTB WIM JPYyIUe HOPUIAUYECKHE JULA II0
HNOpYUYEHUIO pa3paboTunKa JIEKapCTBEHHOT'O CPEACTBA JIJIsl TPOBEACHHS KITMHIUUECKUX
UCCJIEOBAaHNUN JIEKAPCTBEHHOI'0 IIpernapara, OCYILECTBIEHUS TOCYIapCTBEHHON
perucTpanuy JIGKapCTBEHHOTO TIpernapara, BKJIIOYEHUS  (PapMalleBTHUYECKOM
cyOCTaHIIMM B TOCYJAapCTBEHHBIN pEecTp JIEKAPCTBEHHBIX CPEACTB, KOHTPOJIS
KauyeCcTBa JICKAPCTBEHHBIX CPEJCTB NMPU HAWYUU PA3PEUICHUS YIOJHOMOYEHHOTO
denepanbHOrO oOpraHa HCHOJHUTENBLHOM BJIACTH HAa BBO3 KOHKPETHOM MNapTUU

JICKAapCTBCHHBIX CPCACTB,
3) OpraHnusanuun OITOBOM TOPTOBJIN JICKAPCTBCHHBIMU CPCIACTBAMMU,

4) Hay4yHBIC OpraHu3allid, o0pa30BaTCbHBIC OPTaHHW3AIllMHd  BBICIIETO
oOpa3oBaHUs, TMPOU3BOJIUTENHM JICKAPCTBEHHBIX CPEACTB Uil Pa3paboOTKH,
MCCIICIOBaHMM, KOHTPOJISI 0€30MaCHOCTH, KauyecTBa, 3(h(PEKTUBHOCTH JIEKaPCTBEHHBIX
CPEICTB MPH HAIMYMK pPa3pelieHHs YIOJHOMOYEHHOro (emepanbHOro opraHa
WCTIOJTHUTEILHON BIIacTH; (B peoaxyuu Gedepanvhblx 3AKOHO8
om 02.07.2013 Ne 185-@3, om 30.01.2024 Ne 1-D3)

5) METUIIMHCKHAE OpTraHU3allly, WHBIC YKa3aHHbBIE B IMMyHKTax | - 4 HacTosmen
CTaThbW OpTAaHM3AIlMU I OKa3aHWS MEIUIMHCKOW TIOMOINM TIO0 JKU3HCHHBIM
MOKa3aHUAM KOHKPETHOTO IMAIIMEHTA MIPH HAJTUYHH Pa3perieHUs YITOJTHOMOYCHHOTO
(dbenepaabHOTO OpraHa HCITOJTHUTEIBLHON BJIACTH Ha BBO3 KOHKPETHOW MapTHH
JICKAPCTBEHHOTO IIperapaTa, BBIJAHHOTO B YCTAHOBJICHHOM IOpsIKe B (opme
JIGKTPOHHOTO  JIOKYMEHTA, TIOJITUCAHHOTO YCHJICHHOW KBaTU(PHUIIMPOBAHHOU
AIIEKTPOHHOM MOANUCKIO; (B pedakyuu @edepanvrozo 3axona om 12.03.2014 Ne 33-
D3)

6) rOCYy1IapCTBEHHBIE ~YHUTAPHbIC MPEANPHUATUS, HMYLIECTBO KOTOPBIX
HaxonuTcs B (¢eaepanbHOl COOCTBEHHOCTH, ompeneiseMbie [IpaBuTenbcTBOM
Poccuiickon @enmepanmu, B 4yacth BBo3a B Poccuiickyro  ®Denepanuro

HC3apCTUCTPUPOBAHHBIX JICKAPCTBCHHLBIX IMPCIIAPATOB, COACPKAINNX HAPKOTHYCCKUC



CpEICTBa WM MCUXOTPOIHBIE BEIIECTBA, ISl OKa3aHUS MEAMIIMHCKON MOMOIIM 10
KU3HEHHBIM TIOKa3aHUSM KOHKPETHOTO TMallMeHTa WJIM TPYIIbl IMalUeHTOB B
COOTBETCTBMM ¢ uacThio 3! cratem 47 wmacrosmero DemepaabHOro

3aKoHa; ([ononnenue nynkmom - @edepanvrwiii 3axkon om 27.12.2019 Ne 475-D3)

7) NPOM3BOAMTENIM MEIWIIMHCKUX W3ACIMM JJIs1  1ieJied TMPOU3BOJICTBA
MEIUIMHCKUX  W3JACNUH. ([Jonornenue  nywkmom -  @DedepanvHblil  3AKOH
om 30.01.2024 Ne 1-D3)

Cratbs 49. lokyMeHTBI, IpecTABJIAeMbIe B TAMOKEHHbIE OPTraHbl
Poccuiickoit @enepanuu nNpu BBO3e JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro ®degepaunio

(Haumenosanue 6 peoaxyuu @Dedepanvroco 3axona om 06.12.2011 Ne 409-
D3)

I.Ilpu BBO3e neKapcTBEHHBIX CpeAcTB B Poccuiickyro Penepanuo B
TaMOXeHHble opranbl Poccuiickon @enepauuu Hapsagy ¢ JOKYMEHTaMW,
MPEACTABICHUE KOTOPBIX MPEIYCMOTPEHO aKTaMHU, COCTABJISAIOIIKNMHU 1paBo Coro3a, u
(wn) 3akoHoAarenbcTBOM Poccuiickoit denepaiyiv 0 TAMOXKEHHOM PETYJIUPOBAHUH,
NPECTABIAIOTCS CIEAYIOIINe JOKYMEHTBl B 3JEKTpOHHOU dopme: (B pedaxyuu
Geoepanvrovix 3axkonos om 06.12.2011 Ne 409-D3, om 30.01.2024 Ne 1-D3)

1) cepTrduUKaT IPOU3BOIUTENS JIEKAPCTBEHHOT'O CPEJICTBA JIJISI BETCPHHAPHOTO
MPUMEHEHUS, YJOCTOBEPSIOIIMK  COOTBETCTBHE BBO3MMOIO  JIGKAPCTBEHHOIO
CpeICTBa JUIsl BETEPHMHAPHOTO NMPHUMEHEHUsT TPeOOBaHUAM (papMaKONCHHONW CTaThbh
aubo0 B Ciy4ae €€ OTCYTCTBHsS HOPMATHBHOTO JOKYMEHTa; (B  pedaxyuu
Deoepanvrozo 3akona om 30.01.2024 Ne [-D3)

2) pa3pelieHre YIMOJTHOMOYEHHOTO (eepalbHOTO OpraHa HWCIOJHUTEILHON
BJAaCTH Ha BBO3 KOHKPETHOM IApTHHM JICKAPCTBEHHOTO CPEACTBA B CIIydasx,

YCTAHOBJICHHBIX 9aCTbIO 3 crarbu 47 HaCTOAMICTO q)CI[CpEUIBHOI‘O 3aKOHa.

2. JIokyMeHTBI, yKa3aHHble B NMyHKTax | m 2 yvactu | Hacrosimiei craThbu,
MIPEICTABIIAIOTCS B TaMOXXKeHHBIE opranbl Poccuiickoit denepanuu npu npuObITUNA
JIEKapCTBEHHBIX cpeAcTB B Poccuiickyro denepanuio. (B pedaxyuu Pedepanvrozo
3axona om 06.12.2011 Ne 409-D3)

Cratbs 50. BB0o3 JiekapcTBeHHbIX nIpenapatoB B Poccuiickyio

(I)ez(epaumo AJs JIHYHOI'0 HCITOJIB30BaAaHUA U HHBIX



HEKOMMEPIECCKUX Heﬂeﬁ, a TaKiKe 1JId UCITOJIb30BaAaHUA HaA

TEPPUTOPHUHN MEKIYHAPOAHOT0 METHIIMHCKOTO KJIacTepa

(Haumenosanue 6 pedaxyuu gedepanvrvix 3axornos om 06.12.2011 Ne 409-
@D3; om 29.06.2015 Ne 160-D3)

1. JlekapcTBeHHBIE TMpemapaTbl MOTYT OBITh BBE3€HBI B PoccHiickyro
Oenepanuio 6e3 yuera TpeOOBaHUM, MPEAYCMOTPEHHBIX YacTsMu 1 - 4 crarbu 47,
cratbsaMu 48 u 49 Hacrosmero denepasbHOrO 3aKOHA, €CJIM OHU MPETHA3HAYEHBI
st (B peoakyuu @edepanvroeo 3axona om 06.12.2011 Ne 409-D3)

1) ntMyHOrO  WCHONB30BaHUS (U3WYECKUMHU JUIAMH, MNPUOBIBIIMMU B
Poccuiickyro @enepaumto. Ilpu stom BBO3 B Poccuiickyro ®Denepaiuto
JIEKapCTBEHHBIX MPENapaToB, COACPKANINX CUIbHOACUCTBYIOMNE U (WIIH) SI0BUTHIC
BEILIECTBA, BKJIIFOUEHHBIE COOTBETCTBEHHO B CIIMCOK CHJIBHOACHCTBYIOIIMX BEILECTB
JUIS LIeJIEW YTOJIOBHOIO 3akoHojarenbcTBa Poccuiickor dexepauuy U B CIIHMCOK
SIOBUTBIX BEIIECTB JUI LEJEW YrOJIOBHOIO 3aKkoHoAarenbcTBa Poccuiickon
Oenepanuu,  yTBepkacHHble  [IpaButensctBoM  Poccuiickonn ~ depepanuu,
OCYULIECTBIISIETCS NIPU HAIMYMU TOKYMEHTOB (3aBEPEHHBIX KONUN JOKYMEHTOB WU
3aBEPEHHBIX BBIIMCOK M3 HUX), MOATBEPKAAIOIMINX Ha3HAYCHUE (PU3NYECKOMY JTUILY
YKa3aHHBIX JICKAPCTBEHHBIX TMpemnaparoB (3a HCKIIOYEHUEM JIEKapCTBEHHBIX
mpemnaparoB,  3aperucTpupoBaHHbIx B Poccmiickoit ~ demepamuu  1ubo
3apErUCTPUPOBAHHBIX B COOTBETCTBUU C aKTaMHM, COCTaBIIIOIIMMHU ITpaBo Coro3a, u
ormyckaembix B Poccuiickoit @enepannu 06e3 perenTa Ha JIEKapCTBEHHBIH ITpenapar).
[ToaTBeprkaaroime TOKyMEHTHI (UX 3aBEPEHHbIEC KOTTMH MJIN 3aBEPEHHBIE BHIITUCKH U3
HUX) JTOJKHBI COAEpPKaTh CBEJEHUS O HAUMEHOBAHUM U KOJMYECTBE Ha3HAUEHHOIO
JIeKapCTBEHHOT0 Ipenaparta. B ciydae, eciu moaTBepAaroImiue JOKYMEHTHI (KX
3aBEPEHHBIC KOTTMH UJTM 3aBEPEHHBIC BBHITTMCKH U3 HUX) COCTaBJICHBI HA MHOCTPAaHHOM
A3bIKE, K HUM TpUjlaraeTcsi HOTapuajibHO 3aBEpEHHBIN NIepeBO HA PYCCKUM S3bIK; (B
pedaxyuu peodepanvuvix saxonos om 02.06.2016 Ne 163-D3, om 30.01.2024 Ne -
D3)

2) uCnoNb30BaHUST  paOOTHUKAMU  JUIUIOMAaTHYECKOrO  Kopmyca — WIH
MIPEACTABUTEIIIMU MEXTYHAPOJHBIX OpraHU3alui, aKKpeIUTOBaHHBIX B Poccuiickon

Oenepanuu;

3) JedyeHUs MACCA)KUPOB U WICHOB OKHUMAXKEW TPAHCIOPTHBIX CPEICTB,
MOE3IHBIX OpUraja U BOAUTENIEH TPAHCIOPTHBIX CPEACTB, MPUOBIBIINX B Poccuiickyio
®denepanuto; (B pedaxyuu Dedepanvroeo 3akona om 06.12.2011 No 409-D3)



4) neyeHUsT yYaCTHUKOB MEXAYHAapOJIHBIX KYJBTYPHBIX, CIOPTHUBHBIX

MEPOIPHUATUNA U YHACTHUKOB MEXTYHAPOAHBIX SKCIICIUIINM;

5) nedeHus KOHKPETHBIX JKMBOTHBIX B 300IapKax, 300Cajgax, LHPKaXx,
OK€aHapuyMax, JAelibPUHAPUSX, JC€UYCHHUsS] JUKUX JKUBOTHBIX, IOCTOSIHHO WIIU
BPEMEHHO HAaCEJSIOMNUX Tepputoputo Poccuiickorn Denepannu, HaAXOIAIUXCA B
COCTOSIHUM €CTECTBEHHON CBOOOJBI M MpHUHAANEKAIIMX K BUIaM, 3aHECEHHBIM B
Kpacuyro knaury Poccmiickoit ®denepanmum u (Wam) KpacHble KHHTH CyOBEKTOB
Poccuiickon ®@enepannn, a Takke )KUBOTHBIX, BBO3UMBIX B Pocculickyro Deneparuo

JUIS  y4acTUsl B CIOPTUBHBIX U 3PENUINHBIX MEPONpUATusX; (B  pedaxyuu
Geoepanvhvix 3axonos om 06.12.2011 Ne 409-D3, om 02.08.2019 Ne 297-D3)

6) MCITOJIb30BaHUS Ha TEPPUTOPUH MEXKTYHAPOTHOTO MEIUITMHCKOTO KIacTepa.
(Llononnenue nynkmom - @edepanvuwiii 3axon om 29.06.2015 Ne 160-D3)

2. B ciyyasx, npe1yCMOTPEHHBIX YacThiO | HACTOSIIEN CTaThH, JAOIYCKAETCS
BBO3 B  Poccuiickyro  @Denepandr0  JEKAPCTBEHHBIX  MPENApaToB,  HE
3apeructpupoBaHHbIX B Poccuiickoit deneparuu 1100 He 3aperUCTPUPOBAHHBIX B
COOTBETCTBHHM C aKTaMH, COCTaBIIsTronuMHu mipaBo Coro3a. (B pedaxyuu gpedepanvrvix
3axonos om 06.12.2011 Ne 409-D3, om 30.01.2024 Ne [-D3)

3. JlekapcTBEeHHBIE TMpemnapaThl, MpeAHA3HAYCHHBbIC [UIsI TyMaHUTapHOU
MOMOIIU (CONCUCTBHSI) WU TIOMOIIM MPH YPE3BBIYAWHBIX CUTYyaIlUsX, BBO3SATCSA B
Poccurickyro @enepanuto B nopsiake, ycranoBieHHOM [ IpaButensctBoM Poccniickoi
®enepanuu. 3anpemaercs BBo3 B Poccuiickyro @eaepalinio He3aperucTpupoOBaHHBIX
JIEKapCTBEHHBIX TMpEnaparoB, MpPeJHA3HAYEHHBIX JUIsi TYMaHUTapHOW IOMOIIH
(comedcTBUS) WM TOMOIIM TPU YPE3BbIYAMHBIX cUTyalusX. (B peoakyuu
Deoepanvroeo saxoua om 06.12.2011 Ne 409-D3)

Crartbs 51. CoTrpyannuecTBo (erepajibHOro OpraHa MCHOJHUTEIbHOMN
BJIACTH, OCYLIECTBJISIOLIEr0 (PDYHKIUM 10 KOHTPOJIIO H HAA30PY
B 00J1aCTH TAMOKEHHOTI0 J1eJIa, U APYTUX YHOJIHOMOYEHHBIX

(enepanbHbIX OPraHOB UCIOJIHUTEIBbHOM BJIACTH

(Haumenosanue 6 peoakyuu @edepanvroeo 3akona om 30.01.2024 Ne [-D3)

1. YonHoMoueHHble  (enepaibHble  OpraHbl  UCIOJHUTEIBHOW  BIACTH
MPEIOCTABISIOT B pacmopsikeHue (enepaibHOro OpraHa MCTIOJHUTEIBHONW BJIACTH,
OCYLIECTBJISIOEr0 (PYHKIUMU MO KOHTPOJIIO M HAA30py B OOJACTH TaMO>KEHHOTO

JieNa, TOCYAapCTBEHHBIN PEecTp JEKapCTBEHHBIX CPENICTB, a Takxke MHPOPMALIHUIO O



BBIIAHHBIX Pa3pEIICHUSAX HAa BBO3 KOHKPETHOW IMAPTHH JICKAPCTBEHHBIX CPEJICTB B
Clly4asix, YCTaHOBJICHHBIX YacThio 3 crathu 47 Hacrosmiero deaepaabHOTO
3akoHa. (B peoakyuu edepanvroco 3axona om 30.01.2024 Ne 1-D3)

2. @enepanbHblidi  OpraH  HWCHOJHUTEIBHOW  BJIACTH, OCYILIECTBIISIOIIUN
(YHKIIMU TI0O KOHTPOJIIO W HAA30py B 00JACTH TaMOXKEHHOTO Jieia, HHQOPMHUPYET
yKa3aHHBIC B 4acCTH | HACTOSIIEH CTaThbU yHOJHOMOYEHHBIE (DenepaibHbIe OpPTaHbl
UCIIOJTHUTEILHOM BJAaCTH O BBO3E JIGKAPCTBEHHBIX CpeAcTB B Poccuiickyro
@enepanto M BBIBO3€ JIEKAPCTBEHHBIX cpelncTB u3 Poccuiickonn Penepanuu 1o
dbopMe W B TOpsAIKe, KOTOpble ycTaHOBIeHBI [IpaButenbctBoM Poccuiickoi
Oeneparuu. (B peoakyuu  gedepanvuvix  3axonos om 06.12.2011 Ne 409-D3,
om 30.01.2024 Ne 1-D3)

I'naBa 10. ®apmaneBTHYeCKas 1eATEILHOCTH

Cratba 52. OcymecTBiaeHne (papManeBTHYECKO 1eATeJIbHOCTH

1. ®apmaneBTHUECKass  JAESITEIBHOCTh  OCYLIECTBIISIETCSI  OpraHU3alUsIMU
ONTOBOM TOPIOBJIM JIEKAPCTBEHHBIMH CPEJACTBAMH, ANTEUHBIMU OpraHU3aLUSMU,
BETEpUHAPHBIMU anTe4YHbIMU OpraHu3alMsIMHU, WMHUBUY AJIbHBIMU
MpEeANpPUHAMATENSIMA,  UMEIOIIMMU  JUIEH3UI0  Ha  (apMaleBTUYECKYIO
NESTENbHOCTh, MEIUIMHCKUMHU OpPTraHU3alMsIMU, UMEIOIIMMU JIMIEH3UI0 Ha
(apmaneBTUYECKYI0 JeATEIbHOCTh, M HMX OO0OCOOJICHHBIMHU TMOApa3ICICHUIMU
(amOynaTopusiMu, (eabAMIEPCKUMH U (PENIbAIIEPCKO-aKYILIEPCKUMU TyHKTaMH,
ueHTtpamu  (otneneHusiMU) — oOmield  BpaueOHOM — (CeMeHOW)  MPaKTHUKH),
PacIoJIOKEHHBIMU B CEJIbCKUX HACEJIEHHBIX IYHKTAaX, B KOTOPBIX OTCYTCTBYIOT
anTe4yHblEe OPraHU3alUH, U BETEpPUHAPHBIMU OpraHU3alUsIMU, UMEIOIUMU JINLIEH3UIO
Ha (apMaleBTUYECKYIO JAEATEIbHOCTh. (B  pedaxyuu Dedepanvrozco 3aKoHa
om 25.11.2013 Ne 317-D3)

2. ®u3nyecKue JUIa MOTYT OCYIIECTBISATh (hapMalleBTUIECKYIO eI TeTbHOCTD
NpY HAJIWYUU BBICHIETO WU CpeaHero (apmareBTHUecKoro oOpa3oBaHHsS U
cepruduKara creudanucra JuO00 TMPOUIEHHOW AaKKpEIUTAlUU —CIICHUANNCTA,
BBICIIIETO WJIM CPETHETO BETEPUHAPHOTO 0O0pa3oBaHUs M cepTH(]HKATA CIICIIHATIICTa
a100 TPOIIEHHON aKKPETUTAIlMN CIEIMAaINCTa, a TaK)Ke BBICIIETO MM CPETHETO
MEIUIIMHCKOTO 00pa3oBaHus, cepTUdUKAaTa CHEIHAINCTa JHUO00 TPONIECHHOM

aKKpeIUTallMU CHEeIMAINCTA U IONOJHUTEIBHOTO MPOPECCUOHATLHOTO 00pa30BaHus



B YaCTH PO3HUYHOW TOPTOBIIM JIEKAPCTBEHHBIMH IpenapaTaMu JUIsi MEAUIIMHCKOTO
MPUMEHEHUsI TIPpU YCIOBUUM WX pabOThl B 00OCOOJICHHBIX TOJpa3eICHHUIX
MEIUITMHCKUX OpTaHU3aIlNi, YKa3aHHBIX B 4acTH | HacTosIeH cTaThu. (B pedakyuu
®Deoepanvrozo 3akona om 28.04.2023 Ne 149-D3)

Crarbs 52'. BBoa B rpakaaHCcKuii 060pOT J1eKaPCTBEHHbIX MPENapaToB

IS MEIUIUHCKOT0 IIPUMCHCHUS

1. ITepen BBOAOM B TPaxAaHCKUN 00OPOT KXKIOW CEPUU WITH KaXAOW MapTUU
npousBeneHHOro B Poccuiickot ®denepanuu JIEKapCTBEHHOrO MIpernapara s
MEIWIIMHCKOTO  MPUMEHEHHUs, 3a  HUCKIIOYCHHEM  HMMMYHOOMOJOTHYECKHX
JIEKapCTBEHHBIX IPENapaToB, MPOU3BOJIUTENb TAaKOTO JIEKAPCTBEHHOIO IIperapara
MpeACTaBisAeT B (peaepasbHBId OpraH UCIIOTHUTEIHHON BIACTH, OCYIIECTBIISIOIINI
(yHKIMM TO KOHTPOJIIO W Haa30py B cdepe 3IpaBOOXPAHEHHS, JOKYMEHT
MIPOM3BOJIUTEIN  JIEKAPCTBEHHOI'O  CPEIACTBA,  MOATBEPKIAIOIIMN  KAa4eCTBO
JIEKapCTBEHHOI'O  IIpernapara, W IOATBEPXKIACHUE  YIOJIHOMOYEHHOIO  JIMIA
IIPOU3BOIUTENIS JIEKAPCTBEHHBIX CPEICTB COOTBETCTBUS JIEKAPCTBEHHOIO ITpernapara
TpeOOBaHUAM, YCTAHOBJICHHBIM MPHU €r0 TOCYAapCTBEHHOM PETUCTpallny.

2. [lepen BBOIOM B TpaKIaHCKUNM 000OPOT KaXAOW CEpUU WU KAKIOW mapTuu
BBo3uMOro B Poccuiickyro @enepanuro JEKapCTBEHHOTO Ipemnapara i
MEIWIIMHCKOTO  MPUMEHEHHUs, 3a  HUCKIIOYCHHEM  HMMMYHOOHOJOTHYECKHX
JIEKaQpCTBEHHBIX IIPENapaToB, OpraHu3alus, OCyECTBISIONIAas BBO3 JIEKAPCTBEHHOTO
npenapata B Poccuiickyro depeparuio, mpeacTtaBiaseT B GeaepaabHbI OopraH
MCIIOJTHUTENIBbHOM BIJIACTH, OCYIIECTBISIIOIIMNA (PYHKIMU MO KOHTPOJIO U HAA30py B
cdepe 31paBoOXpaHEHMs], cepTU(UKAT MPOU3BOIUTENS JIEKAPCTBEHHOTO CPENICTBA,
YAOCTOBEPSIIOIMI  COOTBETCTBHE  BBO3MMOIO  JIEKAPCTBEHHOI'O  Ipernapara
TpeOOBaHMIM (papMaKONEHHOW CTaThbU, a B Cllydae OTCYTCTBHUS (papMaKONEHHOM
cTaTbu  TpeOOBaHMSAM  HOPMATUBHOM  JOKYMEHTAallMM, U  MOJITBEPXKICHUE
MPEACTABUTEIIS OPraHU3ALMH, OCYLIECTBIIIONIEN BBO3 JIEKAPCTBEHHOI'O IIpernapara B
Poccuiickyro ®enepauuio U yHNOJHOMOYEHHONW HWHOCTPAHHBIM IPOU3BOIAUTEIIEM
JIEKapCTBEHHBIX CPEICTB, COOTBETCTBHMSI BBO3MMOIO JIEKAPCTBEHHOI'O IIperapara

TpeOOBAHMSIM, YCTAHOBJIEHHBIM IIPHU €0 TOCYIAPCTBEHHOMN pErucTpaluu.

3. [lopsimok mipeacTaBi€HUs B COOTBETCTBUMU C YacTaMu | u 2 Hacrosmen
CTaThbM JIOKYMEHTOB M CBEJICHUN O JIEKAPCTBEHHBIX NpEnaparax, BBOJUMBIX B

rpakaaHcKuil 000poT, ycranasiubaetcs [IpaButensctBom Poccuiickoii @eaepanuu.



4. B OTHOIIIEHUH MEPBBIX TPEX CEPUIN WM NMAPTUI JIEKAPCTBEHHOT' O Mpenapara,
BIEPBBIC Npou3BeAcHHOTO B Poccuiickon @enepanuy Wiy BIEPBbIE BBO3UMOIO B
Poccuiickyto ®Denepanuto, B (enepanbHbIi OpraH HUCIOJHUATEIHLHOW BJIACTH,
OCYIIECTBISIONINI (YHKIIMU 110 KOHTPOJIIO M HAA30py B cdepe 3ApaBOOXPAHEHUS,
JOTIOJIHUTENIBHO TIPEACTABISAETCA MTPOTOKOJI UCIIBITAHUNA O COOTBETCTBHM CEPUH WU
MapTUU JIEKAPCTBEHHOT'O Ipernapara sl MEIUIUHCKOIO MPUMEHEHUS IMOKAa3aTeIsIM
KauecTBa, MPETyCMOTPEHHBIM HOPMATHBHOW JOKYMEHTAlMEW (Janee - MPOTOKOJ
UCIBITAHUM),  NPOBOAMMBIX  AKKPEAUTOBAHHBIMU B COOTBETCTBUU  C
3akoHoAaTeIbcTBOM Poccuiickoii denepanun 00 akKpeIUTAlMM B HAIMOHAIBHOMN
CUCTEME aKKpeauTauuu (QenepanbHbIMM TOCYIApCTBEHHBIMU  OHOXKETHBIMU
YUPEXKIEHUSIMHU, TOJIBEJOMCTBEHHBIMH (efepalbHOMy OpraHy HCHOIHUTEIbHOM
BJIACTH, OCYIIECTBISIOMEMY  (YHKIMH TIO  BBIpaOOTKE U  peaTu3aluu
rOCyJapCTBEHHOW TMOJIMTUKH M HOPMATHBHO-TIPABOBOMY DPETYJIMPOBAHUIO B cdepe
3IpaBOOXpaHeHus, W  (QeAepaTbHOMY OpraHy  HCIHOJHHUTEIHHOM  BJIACTH,
OCYIIECTBISIONIEMY (YHKIIMH TI0 KOHTPOIIIO M HAA30py B cepe 3ApaBOOXPAHECHUS.
[Topsimok BbIauM yKazaHHBIMH (eIepabHBIMU TOCYIAPCTBEHHBIMH OFOXKETHBIMU
VUYPEXKICHUSMU JTaHHOTO IIPOTOKOJIa M pa3Mep IUIaThl 3a €ro  BbLAA4y
ycranasiuBaroTcs [IpasurensctBom Poccuiickont @eneparuu.

5. Exxeromno He mo3aHee 1 dheBpans mpou3BOIUTEIN JIEKAPCTBEHHBIX CPEICTB
WIM OpraHu3alid, OCYIIECTBIISIIOININE BBO3 JIEKAPCTBEHHBIX IMIPENapaTtoB B
Poccuiickyto denepaiuio, npeacTapisioT B (eaepalibHbIil OpraH UCHOJHUTEIbHON
BJIACTH, OCYIIECTBISAIOMNUNA (YHKIMM TIO KOHTPOJIIO M Haa3opy B cdepe
3IpaBOOXPAHEHUs, MPOTOKOJ UCIBITAHUNA TMOCTYNHUBIIEr0 B TEYEHUE TOJa B
TpaXIAHCKUN 000POT JIEKAPCTBEHHOTO Mpenapara KOHKPETHOTO MPOU3BOIUTENS (Ha
OJIHY CEpUIO KaXJI0T0 TOPTOBOTO HAMMEHOBAHUS C YUETOM JICKAPCTBEHHOU (DOPMBI 1
NO3UPOBKHM),  MPOBOJAMMBIX  AKKpPEIUTOBAaHHBIMM B COOTBETCTBHUH  C
3aKOHOJaTeNbCTBOM Poccuiickoit @enepanun 00 akKpeauTalMyd B HallMOHAIbHOM

CUCTEME aKKpeIUTALUU UCTIBITATeNIbHBIMU J1a00paTOpUsMU (LICHTPaMH).

6. [IpousBoauTenu  JIEKapCTBEHHBIX  CPEICTB  WIM  OpraHU3aluu,
OCYIIECTBIISIIOIIME BBO3 JIEKAPCTBEHHBIX ITpernaparoB B Poccuiickyro denepannio, He
MEHEE YeM 3a OJMH roJ 10 IJIAHUPYEMBIX MPHUOCTAHOBJICHMS WIM MPEKPALEHUs
MIPOMU3BO/ICTBA JIEKAPCTBEHHBIX MPENAPATOB WK UX BBO3a B Pocculickyro denepannto
YBEIOMJIIIOT 00 93ToM  (denepanbHbIi  OpraH  HMCHOJHUTEIBHOM  BIIACTH,
OCYUIECTBIISIONIUN (PYHKIIMH [0 KOHTPOJIIO U HAJ30py B chepe 3[paBOOXPAHCHUS U
denepanbHbIl OpraH MCHOJHUTENBHOM BIACTH, OCYLIECTBISIOMMNA (QYHKIHMU IO

JJMOCH3UPOBAHUIO ITPOMU3BOJACTBA JICKAPCTBCHHLIX CPCACTB.



7.BBom B TpakmaHCKUH O00OpPOT KaXKIOW CEepUM WM KaXKJAOW MapTUu
MMMYHOOHOJIOTHYECKOTO  JIEKAPCTBEHHOTO  Ipemapara, IMPOU3BEACHHOTO B
Poccuiickon  ®epepaumn  wnm BBO3uMoro B Poccumiickyro  Denepanuio,
OCYIIECTBISICTCSI HA OCHOBAaHUM pa3pelleHus, BbIIAaHHOTO (eaepaibHbIM OPraHOM
WCIIOJIHUTENbHOM BIACTH, OCYIIECTBISIOMNM (PYHKIIMU MO KOHTPOJIIO U HAA30py B
chepe  3IpaBOOXpAHEHMS, HA  OCHOBAHMU  BBIJAHHOTO  (eaepaibHbIMU
rOCyJapCTBEHHBIMU OIO/DKETHBIMU  YUPEXKJACHUSIMHU, YKa3aHHBIMM B yactu 4
HACTOSIIEM  CTaTbM, 3aKJIIOUEHHS O COOTBETCTBUM CEpPUM WIM HapTUU
UMMYHOOHOJIOTHYECKOT0 JIEKapCTBEHHOTO npenapara TpeOOBaHUSM,
YCTaHOBJICHHBIM TP €ro TOCYAApCTBEHHOM peructpauuu. llopsaok Bbeigaun
paspemieHuss Ha BBOJ B TpaXJaHCKUH 00OpOT cepud WM  HapTUH
MMMYHOOHMOJIOTHYECKOTO JICKAPCTBEHHOTO Mpernapara, a TakKe MOPSIOK BbIIauH
YKa3aHHOTO 3aKJIIOYEHUsT W pa3Mep IUIAThl 3a €ro BbIJayy YCTAHABIMBAKOTCS
[IpaButenscTtBOM Poccuniickon Penepanuu.

8. 3a HemnpeaCcTaBICHUE WK HECBOEBPEMEHHOE MPEICTABICHUE JOKYMEHTOB U
CBEJICHUW, NPEAyCMOTPEHHBIX dYacTtsamu 1, 2, 4, 5 m 6 Hacrosmend CTaThy,
MPOM3BOJIUTENIN JICKAPCTBEHHBIX CPEJCTB M OpPraHU3alMH, OCYILIECTBISIONINE BBO3
JIEKapCTBEHHBIX NpenapaToB B Poccuiickyro denepannro, HECYT OTBETCTBEHHOCThH B

COOTBETCTBUH C 3aKOHOAATENbCTBOM Pocculickon denepamumu.

9. IlpeacraBiieHne TOKYMEHTOB U CBEJICHUHN, TPEAYCMOTPEHHBIX YacTAMHU 1, 2
1 4 HacTOsLIEH CTaTbU, W IOJYYEHHE IPEAYCMOTPEHHOIO YacThblO 7 HACTOSIEH
CTaThH pa3pelleHUs] Ha BBOJ IMMYHOOHOJIOTUYECKOTO JIEKAPCTBEHHOTO Tperapara B
TPKIAHCKUNA O0OpOT HE TPEOYIOTCS B OTHOIICHUH JIEKAPCTBEHHBIX IMpENapaTos,
MpeHA3HAYCHHBIX JJI1 MPOBEIACHUS KIMHUYECKUX HCCIIEIOBAHUN JIEKapCTBEHHBIX
MpenaparoB, IPOBEICHNUS FIKCIIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB ISl OCYIIECTBICHUS
roCyJapCTBEHHOW PETUCTPAIUU JIEKAPCTBEHHBIX MPEMAPATOB, a TAKKE B OTHOIICHUH
HE3apEeTUCTPUPOBAHHBIX JICKAPCTBEHHBIX IMpEnapaTroB, NpeIHA3HAUYECHHBIX JIs
OKa3aHMsI MEIMUIMHCKOM TOMOIIM [0 >KM3HEHHBIM TOKa3aHUAM KOHKPETHOIO
MalMEHTa WJIA TPYIIbl MAUMEHTOB, BBO3UMBIX B Poccuiickyro @®enepaunio B
COOTBETCTBHU ¢ YacTsaMu 3 u 3! crareu 47 nacrosmero ®enepanbHoro 3akona. (B
pedaxyuu Dedepanvrozo 3axona om 27.12.2019 Ne 475-D3)

10. Ilpy BBIIBICHUUM B TPAXKIAHCKOM O0OpOTE CEpUU WU TApPTUH
JIEKapCTBEHHOTO Mpernapara, JOKYMEHTHI U CBEJICHUS O KOTOPBIX, IPEAYCMOTPEHHbIE
gacTssMu 1, 2 U 4 HacTosed cTaThd, HE MPEACTaBICHBI B (enepaabHbI OpraH
WCTIOJTHUTEILHON BJIACTH, OCYIIECTBISIIOMNUNA (PYHKIIMH IO KOHTPOJIIO U HAA30PY B
chepe 3apaBoOXpaHEHHs, JHUOO CEPUHM WM MMAPTHH HMMYHOOHOJOTHYECKOTO

JICKAPCTBCHHOI'O IIpfliapara, HC HMMCIOIUX Pa3pClICHUA HAa BBOI B Fpa)KI[aHCKI/Iﬁ



000pOT, MPEITyCMOTPEHHOTO YacThiO 7 HACTOSIIEH CTaThH, (enepanbHbId OpraH
WCIIOJTHUTENIbHOM BIIACTH, OCYIIECTBISIIOMMNNA (PYHKIMU MO KOHTPOJIO U HAA30py B
cdepe 3apaBoOXpaHeHus, B MOPAAKE, ycTaHOBICHHOM [IpaBuTtensctBom Poccuiickoi
®enepanuu, MPUHUMAET PELICHUE O MPEKPAIICHUH TPAXAAHCKOTO 000pOTa TaKMX
CepUM WM MapTUU JI0 MPEJCTaBICHUS YKa3aHHBIX JOKYMEHTOB U CBEJACHHUU JHOO

IMOJIYYCHH YKA3aHHOI'O pa3pCIICHMA.

(Llononnenue cmamoeii - @edepanvhuiii 3akon om 28.11.2018 Ne 449-D3)

Crartbs 52°. BBo B rpaskIaHCKHIi 060POT JIEKAPCTBEHHbBIX MPENapaToB

JJIS1 BEeTEePUHAPHOI0 IPUMEHEeHH S

1. Ilepen BBOJOM B TpaKJaHCKUN OOOPOT KaXKJIOW CEpUH IPOU3BEICHHOTO B
Poccuiickonn ®enepainum  JE€KapCTBEHHOrO IIpenapara sl  BETEPUHAPHOIO
MpUMEHEHUs, 3a HCKIIOYCHHEM HWMMYHOOHOJOTHYECKOTO  JIEKAPCTBEHHOTO
mpenapara Il BETEPUHAPHOTO  IPUMEHEHHMs, NPOU3BOJUTEIL  TaKOro
JEKapCTBEHHOIO Tpernapara MpEeACTaBiIseT B YBEIAOMHTEIBHOM TMOpPSAKE B
(denepanbHbIl OpraH MCHOJHUTEIBHOM BIACTH, OCYIIECTBISIOMUNA (YHKIHUUA TIO
KOHTpOtO (Ham3opy) B cdepe oOpamieHus JEKapCTBEHHBIX CPEICTB IS
BETEPUHAPHOTO MPUMEHEHUS:

1) TOKyMEHT MPOU3BOAUTENS JIEKAPCTBEHHBIX CPENICTB, MOATBEPKIAOIIUI
COOTBETCTBHE KAayecTBa JIGKAPCTBEHHOI'O TMpemnapara [Jjsi  BETEPUHAPHOIO
MPUMEHEHUS, BBOJMMOIO B TPaXKAaHCKHK 00OpOT, TpeOOBAHMAM, YCTAHOBJICHHBIM

IPU €T0 rOCYJapCTBEHHOM PErucTpalny;

2) NOATBEPKACHUE YIIOJHOMOYEHHOTO JIMIA TPOU3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB COOTBETCTBHUS JIEKAPCTBEHHOTO IIpenapara Jijisi BETEpUHAPHOTO IPUMEHEHUS
TpeOOBAHMSIM, YCTAHOBJICHHBIM TP €T0 TOCYIAPCTBEHHOM PErucTpaluu.

2.Ilepen BBOJOM B TpaXJAaHCKUH O0OOPOT KaxJAOW CEpUU BBO3UMOTO
(mepemenaemoro) B Poccuiickyro denepanuio JI€KapCTBEHHOTO IIpemapara IS
BETEPUHAPHOTO  TPUMEHEHHs, 3a HCKIIOYEHHEM HMMYHOOHOJOTHYECKOTro
JIEKQpCTBEHHOI'O IIperapara il BETEPUHAPHOIO IIPUMEHEHMs, OpraHu3anus,
OCYLIECTBJISIIOLIAs  BBO3  (NEpEMEUICHUE) JIEKapCTBEHHOrO Ipemapara s
BeTEpUHApHOTO npuMeHeHnss B Poccuiickyro ®Denepannro, npeacTaBisieT B
YBEJIOMHUTEIILHOM TOpsiike B (enepanbHbIA OpraH HCIOJTHUTEIFHON BIACTH,
OCYUIECTBISIONMN (QyHKIMM TIO KOHTpoio (Ham3opy) B chepe oOpamieHus

JEKApCTBCHHBIX CPCACTB JIA BETCPUHAPHOTO IPUMCHCHUA:



1) JOKyMEHT NPOU3BOJIUTENS JIEKAPCTBEHHBIX CPENICTB, MOJATBEPKIAIOIIMIA
COOTBETCTBHE KayecTBa JIGKQPCTBEHHOrO Ipemapata Uil  BETEpUHAPHOTO
NPUMEHEHHUs, BBOJUMOTO B TPa)JIaHCKU 000OpOT, TpeOOBAHUSAM, YCTAaHOBICHHBIM

MIPU €0 TOCYIapCTBEHHOMN pEeTUCTpallNH;

2) NOATBEP)KAEHUE JIMLA, YIOJTHOMOYEHHOIO JEprKaTesleM WM BiaJeibleM
PErUCTPALIMOHHOIO yIOCTOBEPEHMSI JIEKAPCTBEHHOTO Ipernapara /il BETEpUHAPHOTO
OPUMEHEHUS, COOTBETCTBUSI JIEKAPCTBEHHOIO Ipernapara s BETEPUHAPHOIO
OpUMEHEHUs: TpeOOBAaHUSAM, YCTAHOBJICHHBIM TIPU €ro  TOCYJapCTBEHHOMN
perucTpanuu.

3. BBox B rpaxaaHckuii 000poT BBO3UMOTO (TepemMeriaemMoro) B Poccuiickyro
denepanio  JIEKapCTBEHHOTO IIperapara JUis BETEPUHAPHOTO MPUMEHEHUS
OCYIICCTBIISICTCS TPH HAIWYMHM 3aKIIOYCHHS O COOTBETCTBHM IPOU3BOIMTENS
JIEKapCTBEHHBIX CPEJCTB TPEOOBAHMSIM TPABWII HAJJICKAIICH MPOU3BOICTBEHHOM
MPaKTHUKH, BBIIAHHOTO YIOJHOMOYEHHBIM (heJIepalbHBIM OpraHOM MCTIOJHUTEIBHON
BJIACTH I TIPOW3BOJCTBEHHOM IUIOMIANIKK JICKQPCTBEHHOTO TIpemapara JJis

BCTCPUHAPHOT'O IPUMCHCHU A, BBOIUMOTO B l"pa)K,ZIaHCKI/Iﬁ 060p0T.

4. JIuno, ynoJHOMOYEHHOE AEprKaTeleM WM BIAAENIbLIEM PETUCTPALMOHHOIO
yIOCTOBEPEHHsI JIEKAPCTBEHHOI'O IIperapaTa HAjsi BETEPUHAPHOTO TMPUMEHEHUS,
JOJDKHO OBITh aTTECTOBAHO B YCTAHOBIIGHHOM YIIOJIHOMOYEHHBIM (heaepaabHbIM
OpraHOM MCTIOJIHUTEIHHOM BIACTH MOPSIKE K UMETH CTaX pabOThI HE MEHEE YeM MATh
JeT B 00JacTH MPOU3BOACTBA M (MJIM) KOHTPOJIA KauecTBa JICKAPCTBEHHBIX CPE/ICTB
a1060 B obOimacTh MOHUTOPHWHTA A(H(PEKTUBHOCTH M OE30MACHOCTH JICKAPCTBEHHBIX
npernapaToB JUisl BETEPUHAPHOTO MPUMEHEHUs, MPOBOJAUMOTO JepiKareleM WIn
BJIQJICTIBIIEM PErHCTPAIIMOHHOTO YAOCTOBEPEHHs JIEKAPCTBEHHOT'O TMperapara s
BETEPUHAPHOTO MPHUMEHEHUS MO0 YIOJIHOMOYEHHBIM MMM IOPUIWYECKUM JIUIIOM,
BbICIIEE OOpa30BaHHE COOTBETCTBEHHO IO OJHOM M3 CHEHHATbHOCTEH M (WJIH)
OJIHOMY W3 HaIpaBJICHWH TOJATOTOBKHU: OWOJIOTHS, OMOTEXHOJIOTUS, BETECPUHAPUSA,
BETEPUHAPHO-CAaHUTAPHAS HKCIEPTHU3a, KIMHUYECKas MEIUIIMHA, paJuallOHHAs,
XUMUYECKas W Ouojorudeckas 3amura, dapmarus, pyHIaMeHTaabHas MeAuIHa,
XUMHYECKask TEXHOJIOT U, XUMUS.

5. Ilopsimox mpencTaBieHUs] B COOTBETCTBUM C 4HacTAMU | u 2 Hacrosen
CTaThbU JJOKYMEHTOB M CBEJICHHI O JIEKAPCTBEHHBIX MpenapaTax sl BETEpUHAPHOTO
MPUMEHEHUsI,  BBOJMMBIX B  TPaXIAHCKUA  OOOpPOT,  YCTaHABIMBAETCS

IIpaBurensctBoM Poccuiickon denepanuu.

6. B oTHOmIEHMM TMEpBBIX JBYX CEpUH JIEKAPCTBEHHOrO IIpenapara Jjis

BETEPUHAPHOI'O MPUMEHEHUS, BIIEPBBIE Npon3BeaeHHOro B Poccuiickon denepannn



WM BIEpBble BBO3UMOro (mepememaemoro) B Poccuiickyto ®enepanuio, B
denepanbHbIl OpraH HMCHOJHUTEIHHOW BIACTH, OCYIIECTBISIOMUNA (YHKIUUA TIO
KOHTpoIO (Hag3opy) B cdepe oOpallieHus JEKapCTBEHHBIX CpPEICTB IS
BETEPUHAPHOIO MPUMEHEHUS, HapsALy C JOKYMEHTaMH, MPEayCMOTPEHHBIMU
yacTssMM | ¥ 2 HacTOSIIEN CTaThW, MPEACTABIIOTCS MPOTOKOJbI HCHBITAHUN O
COOTBETCTBHHM J3THX CEPHIl JIEKAPCTBEHHOrO IIpernapara Uil BETEPHUHAPHOIO
MPUMEHEHUSI ~ IOKa3aTeasiM  KayecTBa, IPEAYCMOTPEHHBIM  HOPMAaTHUBHBIM
JOKYMEHTOM (J1aJiee - IPOTOKOJI UCHBITAHUI), IPOBOJIUMBIX AaKKPEIUTOBAHHBIMHU B
COOTBETCTBHH C 3aKOHOJaTeNIbcTBOM Poccuiickoit depepanun 00 akKpeIuTaluy B
HAI[MOHAJIBHOW CHCTEME AaKKpPEAUTAIlMM  HWCHBITATEIbHBIMU  JabopaTopusMu
(ueHTpamn).

7. Exxeromro He mo3aHee 1 dheBpais mpou3BOAUTEIN JIEKAPCTBEHHBIX CPEICTB
WIM OpraHu3aliy, OCYILIECTBISIOIIME BBO3 (MEpEMEIIEHUE) JIEKapCTBEHHBIX
[pernapaToB Uil BETEpUHApHOTrO mnpumeHeHus B Pocculickyro ®enepanuro,
MPEJICTABISIIOT B (eiepaibHbIil OpraH MCIOJHUTENILHOM BIACTH, OCYIIECTBISIONINNA
(GYHKIUH 110 KOHTPOJIIO (Haa30py) B cdepe oOpaleHus IeKapCTBEHHbBIX CPENICTB IS
BETEPUHAPHOTO IPUMEHEHHSI, TPOTOKOJI UCIBITAHUI MOCTYUBILIETO B TEUEHHUE T'OJIa
B TPaXIAHCKHK OOOpOT JIEKQpCTBEHHOTO TMpemapara Jjsi BETEPUHAPHOTO
MPUMEHEHUSI KOHKPETHOTO MPOU3BOAMTENS (HA OJIHY CEPHIO0 Ka)KJOTO TOPrOBOTO
HAaMMEHOBAHUSA C YYETOM JIEKAPCTBEHHOM (hOpMBI, a AJis JIEKAPCTBEHHOTO Mpernapara
JUISL BETEPUHAPHOTO MIPUMEHEHUS, HE SIBISIOLIETOCS UMMYHOOMOIOTUYECKUM, TAKXKe
C YYETOM [O3UPOBKH), IMPOBOJAUMBIX AKKPEAUTOBAHHBIMU B COOTBETCTBUM C
3akoHo/aTenbcTBOM Poccuiickoit Depepanun 00 akkpeAUTAalMU B HAIMOHAJIbHOU

CUCTEME aKKpEIUTAlMU UCIIBITATEIbHBIMU JJA0OPATOPUAMHU (LIEHTPAMHU).

8. BBoJ B rpakgaHCKUil 000OPOT MMMYHOOMOJOTHYECKOTO JIEKapCTBEHHOTO
mpernapara Uil BETEPUHAPHOTO MPUMEHEHMS, IMPOU3BEACHHOTO B Poccuiickoit
@Oenepauun wid BBO3UMOro (mepememiaemMoro) B Poccuiickyio ®eneparnuto,
OCYULIECTBIISIETCS HA OCHOBAHUHU pPa3pelIeHUs], BHIIAHHOTO (eAepalbHbIM OpPraHOM
MCIIOJTHUTENbHOM BJIACTH, OCYLIECTBISIONUM (YHKIUU MO KOHTPOJIO (HAaa30py) B
chepe oOpaieHus] JEKapCTBEHHBIX CPEACTB JJIsi BETEPUHAPHOTO MPUMEHEHUS.
VkazaHHOe pas3pelieHUEe BBIIACTCA Ha OCHOBAaHMM TNPOTOKOJIA HCIIBITAaHUM,
MPOBOJAUMBIX ~ AKKPEIUTOBAHHBIMU B  COOTBETCTBUHM C 3aKOHOJATEIbCTBOM
Poccuiickoit denepanuu 00 aKKpEeIUTAIIMN B HAITMOHAIBHOW CUCTEME aKKPEIUTAITHI
OpraHu3alysMH, TMOJABEIOMCTBEHHbIMU (PeiepaibHOMY OpraHy HCIIOIHUTEIbHON
BJIACTH, OCYILECTBISAIONIEMY (QYHKIMH 10 BBIPAOOTKE TOCYIaPCTBEHHOM MOJIUTUKU U
HOPMaTHUBHO-IIPABOBOMY  PEryJHpPOBaHMIO B  cdepe  arpornpoMBIIIIEHHOTO

KOMIIJICKCA, BKJIIOYasd O6paH_[eHI/Ie JICKAPCTBCHHLIX CPCACTB JIsI BCTCPUHAPHOTO



NpUMEHeHus, uiu  (enepampHOMY  OpraHy  HCIOJHHUTENBHOM  BJAcTH,
OCYIIECTBIISIONEMY (YHKIIMM TI0O KOHTPOd (Ham3opy) B cdepe oOpaiieHus
JICKaPCTBEHHBIX CPEJICTB JJIs1 BETEPUHAPHOTO MPUMEHEHUS, a TaKkKe TOKYMEHTOB U
CBEJCHUN, MPEIyCMOTPEHHBIX 4YacThio 1 (g mpenaparoB, NPOU3BEICHHBIX B
Poccuiickoit  ®enepanmn) uiaM  4acThio 2 (AN MpenapaTtoB,  BBO3UMBIX

(mepemenaeMbix) B Pocculickyro @eaepalinio) HaCTOSIIEH CTaThH.

9. Cpok BbIIauu pa3pelieHus, YKa3aHHOTO B YacTH § HACTOALICH CTaTbu,
COCTaBJSIET MATh paboyMxX JHEHM co JHS TPEACTaBICHUS POU3BOIUTENIEM
JIeKapCTBEHHBIX  CPEACTB WM  OpraHu3alued, OCYUIECTBISIONIEH  BBO3
(mepemenieHre) JIGKApCTBEHHOTO Tpemnapara il BETEPUHAPHOTO TPUMEHEHHS B
Poccmiickyro @Deneparnuio, B denepanbHblii OpraH HWCIOJHATEILHONW BJIACTH,
OCYUIECTBISIONMN (QyHKIMM TO0 KOHTpoio (Ham3opy) B chepe oOpaieHus
JICKapCTBEHHBIX CPEACTB Ui  BETEPUHAPHOTO MPHUMEHEHUs, JOKYMEHTOB,
MPEyCMOTPEHHBIX YacThIO0 § HACTOSIIIEH CTAThH.

10. Pa3pemienue, ykazaHHOE€ B 4YacTU 8 HACTOSIIEW CTaTbH, BBIJACTCS B
OTHOIICHWM KaXJIOHW W3 TIEPBBIX JBYX CEpUH  HMMMYHOOHOJIOTHYECKOTO
JIGKapCTBEHHOr0  Mpemnapara JJjisi BETEPUHAPHOTO  IPUMEHEHUS, BIICPBbBIC
npousBeneHHoro B Poccuiickont  ®dexepanyu MM BIEPBBIE  BBO3UMOIO
(mepemeniaemoro) B Poccuiickyro @eaeparuto. Takoe pa3peliieHne BbIAaeTCsl Ha BECh
CpPOK OOpaIieHusi Cepud UMMYHOOHOJIOTMYECKOTO JICKAPCTBEHHOTO Mpenapara Jjis
BETEPUHAPHOTO MPUMEHEHUSA, B OTHOILIEHUU KOTOPOM OHO BbIAaHO. B oTHOmIEHHH
MOCJICTYIONIUX CEPUH OJHOTO TOPrOBOTO HAMMEHOBAHHUS MMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOI'O Mpernapara Jjisi BETEPUHAPHOTO MPUMEHEHHUs], MPOU3BEICHHOIO B
Poccuiickoit @enepanmu winm  BBO3UMOro (mepememaeMoro) B Poccuiickyto
®denepaluio, TAKOE pa3pelIeHUE BbIJIAETCS CPOKOM Ha Tpu roja. [lopsaok Bwiiaun
paspellieHusi Ha BBOJ B TPaXIAHCKUH 000pPOT HMMMYHOOMOJOTHYECKOTO
JIEKapCTBEHHOI'0 TMpernapara Jjii BETEPUHAPHOIO MPUMEHEHHS, MOPSAJOK BbIIA4YU
MPOTOKOJIA UCTIBITAHUM, YKA3aHHBIX B YaCTU 8 HACTOSIIEN CTAThH, a TAKKE METOINKA
ONpe/IeNIeHUs] pa3MepoOB IUIAThl 3a BbIJAYy YKA3aHHOTO IPOTOKOJIA HMCHBITAHUI

ycranasiuBaercs [IpaButensctBoM Poccniickoit @enepanun.

11. UMMyHOOMONIOTHYECKUE JIEKAPCTBEHHBIE Mpenaparthl JUisi BETEPUHAPHOTO
MPUMEHEHUs, BBEJEHHBbIE B TIPAXKIAHCKUM OOOPOT B COOTBETCTBHM C YacThlO 8
HACTOSIIEW CTaTbU, IIOJUIEKAT XPAHEHHIO, IIEPEBO3KE, OTIYCKYy, pealn3alui,
repegaye, IPUMEHEHHUIO 10 UCTEUYEHHS CPOKa UX TOJHOCTH.

12. 3a HenmpeacTaBIEHNUE WM HECBOEBPEMEHHOE NPEACTABIECHUE JOKYMEHTOB

U CBEICHUM, MPETYyCMOTPEHHBIX dYacTsMH |1 -3, 6 uU 7 HACTOAIICH CTaThH,



IIPOU3BOAMTEINN JIEKAPCTBEHHBIX CPEIACTB M OPraHM3aliM, OCYILIECTBISIOLINE BBO3
(mepemMeliieHre) JIEKApCTBEHHBIX IPENapaToB JUIsl BETEPUHAPHOIO NPUMEHEHHUS B
Poccuiickyro  ®depepannio, HECyT OTBETCTBEHHOCTb B  COOTBETCTBUHM  C

3aKOHOoarenbCTBOM Poccuniickonn denepannn.

13. [IpencraBienre  JOKYMEHTOB WM CBEICHHM,  IMPEAYyCMOTPEHHBIX
yactsiMu 1 - 3, 6 1 7 HacTOsIIIEN CTaThU, U MOJYUYCHUE Pa3pelIeHus, YKa3aHHOTO B
JacTH 8 HACTOSIICH cTaThu, HE TpPEeOYIOTCS B OTHOIICHWH JIEKaPCTBEHHBIX
MpenapaToB il BETEPUHAPHOTO MPUMEHEHMS, MPEJHA3HAYCHHBIX NJIs BbIBO3a M3
Poccuiickoi denepanuu, MIPOBEICHUS TOKJIMHUYECKHUX HUCCJIETOBAaHUN
JIEKAPCTBEHHBIX CPEJICTB, KIMHUYECKUX UCCIICIOBAHUN JICKAPCTBEHHBIX MPENapaToB
JUIs BETEPUHAPHOTO MPUMEHEHHUS U BBO3a JIJIA LIEJICH, YKa3aHHBIX B TyHKTE 5 yacTu |
cratbu 50 Hactosmero demepaabHOTO 3aKOHA, a TakKyKe 00pasIoOB JIEKApPCTBEHHBIX
MpenapaToB JJjIsl BETEPUHAPHOTO MPUMEHEHUS, MIPEIHA3HAYECHHBIX ISl TPOBEACHUS
AKCIIEPTU3bI JIEKAPCTBEHHBIX CPEACTB B LEISAX OCYIIECTBICHHS TOCYIapCTBEHHOU
pErucTpaluy JEKApPCTBEHHBIX MNPENApaToB [JIi BETEPUHAPHOTO NPUMEHEHUS WU
BHECEHHSI U3MEHEHUN B PETHCTPALMOHHOE JI0ChE HA JIEKAPCTBEHHBIN IMpEnapar s

BCTCPUHAPHOI'O IIPUMCHCHUA.

(Llononnenue cmamoeii - @edepanvuviii 3akon om 02.07.2021 Ne 317-D3)

Cratba 53. [Ipoaaika, nepegaya JJeKapCTBEHHBIX CPEACTB
OPraHM3alUsAMM ONITOBOM TOPTOBJIM JEKAPCTBEHHBIMHU
cpeacTBaMu

1. Opranu3anuyu ONTOBOM TOPTOBIU JICKAPCTBEHHBIMH CPEJICTBAMU MOTYT
OCYUIECTBJISITh MPOJAXy JIEKapCTBEHHBIX CPEACTB WJIM IepelaBaTb HUX B
YCTAaHOBJICHHOM  3aKoHojaTenbcTBOM Poccuiickoit ®enepauuu mnopsake (3a
UCKJIIOUEHHEM (papMalleBTUUECKOW CyOCTAaHIIMM CIHUPTa 3TWIOBOTO (3TaHOJA) C
y4eTOM TpeOOBaHUM YacTh 3 HACTOSIIEH CTaThu: (B pedaxyuu ghedepanvrovix 3aK0H08
om 29.07.2017 Ne 278-D3, om 27.12.2019 Ne 481-D3, om 04.08.2023 Ne 428-D3)

1) apyrum opranuzanusM ONTOBOM TOPTOBIIH JIEKAPCTBEHHBIMU CPEJICTBAMH;

2) NpOU3BOAMUTEINSAM JIEKAPCTBEHHBIX CPEACTB JJIs IeJied MPOU3BOJICTBA

JIEKapCTBEHHBIX CPEJICTB;
3) anTeYHbIM OpTraHU3ALMSIM U BETEPUHAPHBIM AITE€YHBIM OPTaHU3AIUSIM;

4) HayyHBIM OpTraHM3alUsIM JUIsl Hay4YHO-HCCIEAO0BaTelIbcKo paboTsl; (B
peoaryuu Dedepanvroco 3axona om 30.01.2024 Ne [-D3)



5) HHAUBUAYaJIbHBIM NpCaAIpUHUMATEIIAM, HUMCIOIIIUM JIMIICH3UIO Ha
(l)apMaI_IGBTI/IIIGCKYIO ACATCIIbHOCTD WJIN JIMOCH3UIO HAa MCOAUIMHCKYIO NCATCIIbHOCTD,

6) MCTUITMHCKAM  OpraHW3alusM, B TOM  YHCIE  CO3JaHHBIM U
3apETUCTPUPOBAHHBIM B COOTBETCTBHHM C 3aKOHOJATEIIbCTBOM HHOCTPAHHOIO
rocyJapcTpa - wicHa OpraHu3alid SKOHOMHYECKOTO COTPYIHUYCCTBA M Pa3BUTHS
WHOCTPAHHBIM FOPHJIWYCCKUM JIMIAM, WHIWBHIYAIbHBIM MPEIIPUHAMATEISIM,
SIBJISTFOIIIMMCS] YYaCTHUKAMH MPOEKTa B COOTBETCTBHM ¢ DenepaibHbIM 3aKOHOM OT
29 wutons 2015 roga Ne 160-d3 "O MexIyHApOJIHOM MEAMIIMHCKOM KiacTepe M
BHECEHUH U3MEHEHMH B OTJEJIbHBIE 3aKOHOJATEIbHBIE aKThl PocCHICKOH
Oenepanuun”, 1 BeTEpUHAPHBIM OpraHu3alusam; (B pedaxyuu gpedepanbHulx 3aKOHO8
om 26.07.2019 Ne 240-D3, om 04.08.2023 Ne 428-D3)

7) OpTraHu3alHsAM u HWHINBUAYAJIbHBIM MMpCAIPUHUMATCIIAM,
OCYHICCTBIIAIOIIMUM pPa3BCACHUC, BbIpAIMBAHHUC W COACPIKAHUC KUBOTHBIX (33

UCKJIIOYEHUEM MPOJIAXXH UM (apMalleBTUYECKUX CYyOCTaHIIMN UK WX Tiepenadn). (B
pedaxyuu Pedepanvrozo 3axona om 02.08.2019 Ne 297-D3)

2. Opranu3zanuy ONTOBOI TOPTOBJIH JICKAPCTBEHHBIMU CPEJICTBAMU HE BIIPABE
OCYLIECTBJISATh MpOAaXy (Iepefadyy B YCTAaHOBJIEHHOM 3aKOHOAATEIbCTBOM
Poccuiickoii ®enepanuu  mopsike) QpapManeBTUYECKOW CyOCTaHIIMM CHUpPTa
3TWIIOBOTO  (3TaHona).  ([ononmenue  uacmoio -  PeodepanvHulii  3AKOH
om 29.07.2017 Ne 278-D3) (B peoaxryuu Deodepanvhozo 3aKOHA
om 27.12.2019 Ne 481-D3)

3. OpraHusanuy ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMU CPEACTBAMU MOTYT
OCYLIECTBJIATh MpOAaXxy (mepeiadyy B YCTAaHOBJIEHHOM 3aKOHOAATEIbCTBOM
Poccuiickoii @enepannu nopsiike) JEKapCTBEHHOTO Ipenapara Al MEIUIUHCKOTO

IIPUMEHEHMS C MEXIYHAPOIHBIM HEITATEHTOBAHHBIM HAUMEHOBaHUEM "DTaHO":

1) 'opuaIUYEeCKUM JIMIIAM, HUMEIOIIMM JIMIEH3UI0 Ha (apMareBTUHIECKYIO
NEeSTENbHOCTh B cepe OoOpallleHus JEKAPCTBEHHBIX CPEJICTB I MEIUIUHCKOIO

IMPUMCHCHUA

2) UHAUBUYAIbHBIM — MPEANPUHUMATENAM, HMMEIONUM  JIUIEH3UI0  Ha
(apMalieBTHYECKYIO ACITEILHOCTD B chepe 00pallieHus IEKapCTBEHHbBIX CPEACTB IS

MCAUIMUHCKOI'O ITPUMCHCHUS ;

3) UHIUBUAYAIbHBIM  TMPEANPUHUMATENISIM, HMEIOIIUM  JIMIEH3UI0  Ha

MCIUIHUHCKYIO JCATCIbHOCTD,

4) IOPUINYICCKUM JIMIaM, UMCHOIIIMM  JIMIICH3HIO Ha MCIUIHWHCKYTO
ACATCIIBbHOCTD,



5) HUHOCTpaHHBIM IOPUINIECKUM JUIamM u WHIVBUIYaTbHBIM
MpEeANPUHAMATENISIM, CO3JaHHBIM M 3apPETUCTPUPOBAHHBIM B COOTBETCTBUU C
3aKOHOJIATEILCTBOM  HMHOCTPAHHOTO  TocydapctBa -  wieHa  OpraHuzanuu
SKOHOMHUYECKOTO COTPYIHUYCCTBA M PA3BUTHS, SIBJISIONIUMCS YIaCTHUKAMH TIPOEKTa
B coorBercTBUM ¢ DenepanmbHbiM 3ak0HOM OT 29 wmroHs 2015 roma Ne 160-®3
"O MEeXIyHapOJHOM MEIUIIMHCKOM KJIACTEPE U BHECEHUU U3MEHEHUMN B OTAC/IbHBIC

3aKoHOAaTeNbHbIe akThl Poccutickoit denepanun";

6) UCTbITATeNILHBIM JITA0OpATOPHSIM (LIEHTPaM), MPOBOMSIIAM HCIBITAHUS B
00JaCTM KOHTPOJII KAayecTBa JIEKAPCTBEHHBIX CPEJICTB, AaKKPEIUTOBAaHHBIM B
COOTBETCTBHM C 3aKOHOJATENbCTBOM Poccuiickoit denepannu 00 akKKpeAUTAIIMHA B

HaHHOHaHBHOfI CUCTCMC aKKpCIAUTAIINH.

(Llononnenue uacmoio - @edepanvhsiii 3axon om 04.08.2023 Ne 428-D3)

Cratbs 54. [IpaBuiia onToBoOIl TOProBJIM JIEKAPCTBEHHBIMH CPeICTBAMHU

1. OnroBass TOProOBIIA  JICKAPCTBEHHBIMH ~ CPEJCTBAMH  OCYIIECTBIISCTCS
MIPOM3BOAMTEIISIMH JICKAPCTBEHHBIX CPEJICTB W OPTraHU3AIMSIMH OINTOBOM TOPTOBIIH
JIEKapCTBEHHBIMU CPEJICTBAMHM TI0 TMpaBWjaM HaJIekKaIleld JIUCTPUOBIOTOPCKOM
MPaKTUKH, TpaBWIAM  HAJJIeKAIICH TNPaKTUKH XpaHGHHS ©  TEPEBO3KH
JIEKapCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO IPUMEHEHHUS, TTPaBUIaM XPaHCHHUS
JIEKapCTBEHHBIX CPEACTB Il BETEPUHAPHOTO MPUMEHEHHUsS, YTBEPKICHHBIM
COOTBETCTBYIOIIHMH YIIOJITHOMOYECHHBIMHU beneparbHBIMU opraHaMu
WCTIOJTHUTEILHON Bractu. (B peoaxkyuu gedepanvrolx 3AKOHO8
om 22.12.2014 No 429-D3, om 26.03.2022 Ne 64-D3, om 28.04.2023 Ne 171-D3)

2. Opranuszanys ONTOBOM TOPrOBJIM JEKAPCTBEHHBIMH CpEACTBAMHU 00s3aHa
coOI01aTh NpeeIbHbIE CPOKU OTTPY3KU 3aTpEeOOBaHHBIX alTEUHOM OpraHu3anuen
JIEKapCTBEHHBIX IpenapaToB Il MEAMIMHCKOrO TIPUMEHEHUSI U HE BIPABE
OTKa3bIBaTh ANITEUHOW OPraHU3aLMH, C KOTOPOU Y HEE 3aKJIF0YEH COOTBETCTBYIOIINI
JIOTOBOP O MOCTaBKaX JICKAPCTBEHHBIX MPEeNapaToB JJis MEIUIIMHCKOTO MPUMEHEHUS,
B IIOCTABKE JIEKAPCTBEHHBIX MpPENapaToB Uil MEAMIMHCKOTO NPUMEHEHHS NpHU
HaJIMYUM 3aTpeOOBaHHBIX JIEKAPCTBEHHBIX MPEMapaTtoB i MEIUIUHCKOIO
MPUMEHEHUSI Y OpPraHu3alyy ONTOBOM TOPTOBJIA JIEKAPCTBEHHBIMU CPEICTBAMM.
[IpenenbHble  CPOKM  OTIpYy3KHM  3aTpeOOBaHHBIX  aNTEYHON  OpraHu3alMen
JIEKApCTBEHHBIX NPENapaToB JUIsl MEIULUHCKOIO NMPUMEHEHHs B 3aBUCHMOCTH OT
PacIoJIOKEHUS] MECTa OTTPY3KH JIEKAPCTBEHHBIX MPENapaToB JUIsl MEIUIIMHCKOTIO

NPUMEHEHUSI yCTAHABJIMBAIOTCS  YNOJIHOMOYEHHBIM  (eaepaibHbIM — OpraHOM



WCIIOJIHUTENbHON  BNACTU. ([Jonoanenue uacmvio -  Dedepanvhviii  3aKOH
om 26.03.2022 Ne 64-D3)

Cratbs 55. Ilopsiiok po3HUYHOMH TOPTOBJIN JIEKAPCTBEHHBIMH
npenaparamMmu

1. Po3Hu4Hast TOPTOBISI JIGKAPCTBEHHBIMU IpENaparaMd B KOJUYECTBAX,
HEOOXOJAMMBIX ISl BBIMOJTHEHHUS BpaueOHBIX ((eNbANIepCKUX) HA3HAYCHUW WIN
Ha3HAYCHWH CIEeUATNCTOB B O0JIACTH BETEPUHAPUU, OCYIIECTBISETCS anTeYHbIMU
OpraHM3alUsIMH, BETEPUHAPHBIMH alTeYHBIMU OPTaHU3ALUSIMU, UHIUBUAYAIbHBIMU
OpeINpUHUMATESIME,  UMEIOIIMMHM  JIMIEH3MI0  Ha  (apMaleBTHUYECKYIO
JeSITeNFHOCTh, MEIUIIMHCKAUMH ~ OpPTaHU3alUsMU, UMEIONIMMH JIUICH3UIO0 Ha
(dapManeBTUYECKYIO0 JIE€ATEIbHOCTh, M HMX OO0OOCOOJICHHBIMHU TMOJApa3/ICICHUSIMU
(amOynaTopusimu, (QenpaImIepcKuMu U (perbAmepCKO-aKyIIepCKUMU  ITYHKTaMH,
neHTpamMu  (oTmeneHWsAMHU) — oOmeld  BpauyeOHOM  (CEeMEWHOW)  MPaKTHUKH),
pacroJIOXKEHHBIMU B CEJIbCKHX HACENEHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble OPraHU3allUY, U BETEPUHAPHBIMU OpPTraHU3aUsIMU, UMEIOLTUMHU JIUICH3UI0
Ha (papMaleBTHUECKYIO ACSITENbHOCTh. Pa3peiieHa po3HUYHAST TOPTOBIS TOJIBKO
JIEKapCTBEHHBIMHU IIpenapaTaMu, 3aperucTpupoBaHHbiMu B Poccuiickon denepannu
aub0 B COOTBETCTBUM C aKTaMmH, cocTaBisionumu mpaBo Coroza, wWiH
W3TOTOBJICHHBIMU ~ aNTCYHBIMH OpPTaHU3AIUSAMHU, BETCPUHAPHBIMH  aNTCUYHBIMU
OpraHM3alMSIMH, UHAUBUYATbHBIMU MPEANPHUHUMATEISIMHI, UMEIOIIUMH JTUICH3UIO
Ha (apMaleBTUYECKYIO JEATEIbHOCTh. PO3HHYHAs TOProOBIsS JIEKAPCTBEHHBIMU
npernapaTaMu OCYIIECTBIIICTCS MO TMpaBWJIaM HaJUIekKalleld anTedyHOM NpaKTUKH,
YTBEPXKIACHHBIM  YIIOJHOMOYCHHBIM  (hefiepaabHbIM OPTaHOM HCHOJHUTEIHHOU
BIacTh. (B pedakyuu  gedeparvuvix  3axonos  om 25.11.2013 Ne 317-D3,
om 22.12.2014 Ne 429-D3, om 30.01.2024 Ne 1-D3)

1'. Po3HuuHas TOProBjis JIEKAPCTBEHHBLIMU MPENapaTaMy Ul MEAUIUHCKOTO
MPUMEHEHUSI (3a HUCKIIOYEHUEM JIEKAPCTBEHHBIX IIpPEnapaToB, OTIYCKAEMbIX 10
pelenTy Ha JEKapCTBEHHBIN Mpenapar, HApKOTUYECKUX JIEKAPCTBEHHBIX MIPENapaToB
A TCUXOTPOIHBIX JIEKAPCTBEHHBIX MPEMApaToOB, a TaKXKE CHUPTOCOACPKAIINX
JIEKApCTBEHHBIX MPEMapaToB ¢ OOBEMHOM [OJI€H 3TUJIOBOTO CIHpTa CBBIIIE 25
MPOIIEHTOB) MOXXET OCYIIECTBIIATHCS aNTEYHBIMU OPTaHU3AIUSIMH TUCTAHITMOHHBIM
cocoOboM. PO3HWYHYIO  TOPrOBIIO  JICKAPCTBEHHBIMH  IIpemapatamM s
MEJIMIUHCKOTO TMPUMEHEHUSI JUCTAHIIMOHHBIM CIOCOOOM MOTYT OCYILIECTBIIATh

AIlITCYHBIC OpraHnU3alnu, MMCOIIHUEC JIMICH3UTO Ha (i)apMaHeBTI/I‘IeCKYIO ACATCIIbHOCTD



U COOTBETCTBYIOILIEE pa3pelieHue (peaepaabHOro opraHa UCIOIHUTEIbHON BIACTH,
OCYIIECTBISIONIET0 (PYHKIIMU MO KOHTPOJIIO U HAJ30py B cepe 3apaBOOXpaHEHHUS.
[lopsimok BBIIAUM pa3pelieHus Ha OCYILIECTBICHHWE PO3HUYHOM TOPTOBIU
JICKapCTBEHHBIMHM TIpenaparamMy JUCTAHIMOHHBIM CIOcOOOM, TpeboBaHUS K
anTe4YHbIM OPTaHU3ALMSIM, KOTOPbIE MOTYT OCYUIECTBISATH TAaKyl TOPIOBIIO, U
MOPSIIOK €€ OCYIIECTBICHUS, a TakKKe TMpaBWia JOCTaBKU JIEKaPCTBEHHBIX
NpenaparoB  TIpaxjgaHaMm ycraHaBiuBarorca [IpaBurenbctBoM — Poccuiickou
Oenepatnu. Wudopmanuss 00 orutadyeHHbIX (OTHYHICHHBIX) W MOJYYEHHBIX
JICKapCTBEHHBIX TMpernaparax BHOCHUTCS B CHCTEMY MOHUTOPUHTA JIBMXKEHUS
JICKapCTBEHHBIX IMpernapaToB [UIsi MEIUIIMHCKOTO TPUMEHEHHS B TOPSIKE,
MpEeayCMOTPEHHOM 4acThto 7 cratbu 67  Hactosmero ®enepanbHOro
3aKoHa. ([onoanenue uacmoio - @edepanvnwiti saxon om 03.04.2020 Ne 105-D3)

2.Bugpl anTe4yHbIX OpraHuW3aldid W TpaBWia OTIyCKa JIEKAPCTBEHHBIX
npernapaToB JUIsli MEAULMHCKOTO MPUMEHEHHUsS alTeYHbIMU OpTraHMU3alUsIMH,
WHAUBUIyAIbHBIMH ~ TPEINPUHUMATEISIMH,  UMEIOMIMMH  JIMLIEH3UI0  Ha
(bapMaleBTUYECKYIO JIEATEIbHOCTh, a TaK)Ke MpaBHia OTIIyCKa JIEKAPCTBEHHBIX
MpenaparoB i METUIIMHCKOTO MPUMEHEHUS MEAUIMHCKMMU OpraHU3alNsIMH,
MMEIOIIUMH JIMIICH3UI0 Ha (DapMalileBTUUECKYIO AESTENbHOCTh, K MX 000CO0ICHHBIMU
noapaszneneHusMu  (amOymaropusiMu,  QETpIIIEpCKUMH W (PENIbAIIEPCKO-
aKyLIepCKUMU ITyHKTaMU, HEHTpaMu (OTAENECHUSIMHU) o01Ieil BpaueOHOIl (ceMeitHOi)
MPAKTHKHU), PACIIONOXEHHBIMH B CEIbCKUX HACEJIIEHHBIX IYHKTaX, B KOTOPBIX
OTCYTCTBYIOT  allT€YHblE€  OpraHu3alud, YTBEPKIAIOTCS  YINOJIHOMOYEHHBIM
denepaqbHBIM OpPraHOM HCIIOJHUTENIBHONW BIACTH. (B pedakyuu Dedepanrvroco
3axona om 25.11.2013 Ne 317-D3)

3. IlpaBuna OTIMycKka HAPKOTHYECKHUX CPEICTB M TICHXOTPOITHBIX BEIIECTB,
3apETHCTPUPOBAHHBIX B KA4YE€CTBE JICKAPCTBEHHBIX IMPEMapaToB, JEKAPCTBEHHBIX
MpernapaToB, COJIEPKAIINX HAPKOTUYECKUE CPEJCTBA M TICHXOTPOITHBIC BEIIECTBA,
YTBEPKAAOTCS YIOJTHOMOYECHHBIM (peiepaibHbIM OpraHOM UCTIOJTHUTEIHHON BIACTH
0 COTJacoBaHMI0 ¢  (efepalibHBIM OpPraHOM  HCIIOJHHUTEIBHON  BIIACTH,
YIIOJIHOMOUYCHHBIM B cepe BHYTpPEHHHX JAeI. (B pedakyuu PedepanvHoco 3aKoHa
om 03.07.2016 Ne 305-D3)

4. JlekapCTBEHHBIE MpenapaThbl /il BETEPUHAPHOIO MPUMEHEHUS IOMJICKAT
OTIIyCKY  BETEpUHAPHBIMM  aNTEUYHbBIMU  OpraHU3alUsIMH, BETEPUHAPHBIMU
OpraHu3alysIMH, UHIUBUIYAIbHBIMU MPEANPUHUMATEIAMHU, UMEIOLIIUMU JIULIEH3UIO
Ha (apMaleBTUYECKYIO NesATeNbHOCTh. OTIMYCK JIEKapCTBEHHBIX MpEnapaToB s
BETEPUHAPHOIO MPUMEHEHUsI OCYLIECTBISIETCS B COOTBETCTBUU C IIPABWIAMHU

HAJUJIC)KAILEH alTeYHOU NPAKTUKH JICKAPCTBEHHBIX IPENAPATOB Il BETEPUHAPHOIO



NPUMEHEHUS, YTBEPKACHHBIMH  yIOJIHOMOUYEHHBIM  (peiepaIbHBIM  OpraHOM

WCTIOJTHUTEIBHON BJactu. (B peoaryuu Deodepanvrozo 3aKOHA
om 02.08.2019 Ne 297-D3)

5.llepedeHp MEOUIIMHCKUX OpPraHu3aldi, WMEIOIMUX JIMIECH3UI Ha
(dapMaleBTUYECKYI0  JEATEIbHOCTb, M HUX O00O0COOJEHHBIX MOApa3ACICHUN
(amOynaTtopuit, denpamepckux U (eabAlIepCKo-aKyIIepCKUX MYHKTOB, IEHTPOB
(oTaenenwmii) o01Iel BpaueOHOM (CeMEMHOM ) TPAKTHUKH ), PACIIOJIOKEHHBIX B CEITbCKHUX
HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTE€UYHbIE OpPraHU3alMH, a TaKXKe
NepevYeHb JIEKAapCTBEHHBIX MPENapaToB, MPOJaxa KOTOPBIX MOXKET OCYIIECTBISATHCS
YKa3aHHBIMH  OpTaHM3aIllusIMH W HUX O00OCOOJCHHBIMH  TIOAPA3ACICHUSIMH,
YCTaHABJIMBAIOTCS OpraHaMH WCIIOJHUTEILHON BIacTH CcyObekToB Poccmiickoi
Oeneparuu. (B peoakyuu  gedepanvuvix 3axkonoe om 25.11.2013 Ne 317-D3,
om 03.04.2020 Ne 105-D3)

6. AniTeuHble OpraHu3aliy, UHAWBUAYalIbHbIE MPEAIPUHUMATENN, UMEIOIINE
JUIEH3UI0 Ha (apMaleBTHUUYECKYI JeSITeIbHOCTh, 00s3aHbl 00ecrne4ynBaTh
yTBepxkaeHnbiii [IpaBurensctBom Poccuiickori ®denepanun u Gopmupyembiii B
YCTAaHOBJICHHOM MM TMOPSAJKE MHWHUMAJIbHBIA AaCCOPTHUMEHT JIEKAPCTBEHHBIX
MpenapaTroB, HEOOXOAMMBIX U OKa3aHWd MEAMIMHCKON momouw. (B pedaxyuu
Deoepanvroezo saxoua om 25.11.2013 Ne 317-D3)

7. AnTeuHbie OpraHU3aIuK, WHINBUAYATbHBIC TPEIIPUHAMATEIIN, UMCIOIIHE
JHIICH3WI0 Ha (DapMaIleBTHUSCKYIO JCSITEIBbHOCTh, HApSAIY C JIGKAPCTBEHHBIMU
mpernapaTaMi  MMEIOT MpaBO MPUOOpeTaTh M MpoJaBaTh, B TOM 4YHCIIE
JMCTaHIIMOHHBIM CIIOCOOOM, MEIUIIMHCKUE U3ETHS, Ae3UHPUINPYIONINE CPECTBa,
IpeIMeThl W CPEACTBAa JMYHOM TUTHEHBI, TOCYAy I MEIUIIMHCKHUX LeJei,
npeIMeTl W CPEICTBA, IMpeJHa3HAaYeHHbIE JUIsl yXoJa 3a  OOJIbHBIMH,
HOBOPOJKJICHHBIMU U JIETbMHU, HE JOCTUTIIIUMH BO3PACTa TPEX JIET, OUKOBYIO ONTHKY
U CPEJICTBA yX0Jia 32 HEH, MUHEPAIbHBIC BOJBI, MMPOITYKTHI JCUCOHOTO, AETCKOTO U
JTUETUYECKOTO THUTaHMUs, OWOJOTHYECKHM aKTUBHBIC 1T00aBKH, TapQpIOMEpHBIE H
KOCMETHUYECKHE CPEJCTBA, MEAUIIMHCKIE ¥ CAHUTAPHO-TIPOCBETUTEIILHBIC MTEYaTHBIC
W3/laHus, TpelHa3HauYeHHbIE [JIs MpoNaraHjbl 3J0poBoro obpasza Ku3Hu. (B
peoakyuu gedepanvuvix 3akonos om 27.07.2010 Ne 192-D3, om 25.11.2013 Ne 317-
@3, om 03.04.2020 Ne 105-D3)

8. JleATenbHOCTh anTeuHblX opraHusanui Boopyxkennbix Cun Poccuiickoit
®denepanuu, APYTUX BOMCK, BOMHCKUX (OPMHUPOBAHUN M OPTraHOB, B KOTOPHIX
3akoHOmarenbCcTBOM  Poccuiickon @enepauuu  NPELyCMOTPEHO  IMPOXOXKIACHUE

BOCHHOUM CiIy»O0bl WM (enepaibHOM TOCYAapCTBEHHOM CIY>KOBI, CBSI3AHHOU C



IIPaBOOXPAHUTEILHOMN NEATENBHOCTHIO, periiaMeHTupyeTcs HACTOSIIINM
denepalbHBIM 3aKOHOM U YTBEP)KICHHBIMU COOTBETCTBYIOIIMMHU (efepaibHbIMU
OpraHaMy HCIIOJIHUTENIbHON BiacTU MoyiokeHussMU. KoHTponb 3a coOnropeHuem
YKa3aHHBIMM alTEUYHbIMU OPTraHU3ALMIMU MOJIOKEHUI HacTosero denepaibHOro
3aKOHA  OCYIIECTBJISIETCS  COOTBETCTBYIOIIMMH  (ellepaibHBIMU  OpTaHaMHU

WCTIOJTHUTEIHLHOMN Bractu. (B peoaxkyuu Deodepanvrozo 3aKOHA
om 13.07.2015 Ne 262-D3)

9. B ycnoBusix upe3BblYaiiHOM CUTyalluu U (WJIK) IPU BOZHUKHOBEHUH YIPO3bl
pacnpocTpaHeHus 3a00J1€BaHus, MPEACTABIISIIOLIETO OMACHOCTh Ul OKPY’KAIOILIUX,
[IpaButensctBO Poccuiickoit denepanuu npu HEOOXOIUMOCTH BIPABE YCTAHOBUTH
BPEMEHHBIN MOPSAOK PO3HHUYHOW TOPIOBJIM JIEKAPCTBEHHBIMHU IpEnapaTamu Jist
MEJIUIIMHCKOTO TMPUMEHEHUs (32 HUCKIIOUYEHHEM HApPKOTHYECKUX JIEKAPCTBEHHBIX
IpernapaToB M  ICUXOTPOIHBIX  JIEKAPCTBEHHBIX  MpenaparoB, a  TaKxke
CIHUPTOCOACPKAIINX JICKAPCTBEHHBIX MpPENapaToB ¢ OOBbEMHOHN [0JIel 3THUIIOBOTO
COUpTa CBbIIIE 25 NPOLEHTOB) IMCTAHUMOHHBIM CIOCOOOM, MOPSAJIOK BbLAAUU
pa3pelIeHNs] Ha OCYILECTBICHHE TOPIOBIIH, IPETYCMOTPEHHON HACTOSIIEN YaCTbIO,
TpeOOBaHMS K aNTEYHBIM OPTraHHU3alMsAM, KOTOPbIE MOTYT OCYIIECTBISITH TaKYIO
TOPTOBIIIO, a TAKXE BPEMEHHBIC MPABHJIA JOCTABKU JICKAPCTBEHHBIX IpENnapaToB
rpaxxaanam. (/Jonoanenue wacmoio - Dedepanvruiii 3axor om 03.04.2020 Ne 105-D3)

Crartbs 55!, ITopsiiok ocyuiecTBJIEHUsI PO3HHYHOI TOProBJIH
JIEKAPCTBEHHBIMH NpenapaTaMmu AJ1si MeIMIMHCKOT 0
NPUMEHEHHsI, OTIIYCKACMbIMH 10 PELeNTY HA JIeKAPCTBEHHbIN

npenapar, IMCTAHIHOHHBIM CII0CO00M

I.B mepuon c¢ 1mapra 2023 roma no 1 mapra 2026 roma B ropojae
denepanbHOTO 3HaUeHUS MockBe, B benropoickoit 1 MockoBckoit o0macTsx (nanee
B HACTOAIIEH cTaThe - CyOBekThl Poccuiickoii denmepaiuu) MpeaycMaTpuBaeTCs
IPOBEICHUE  HKCIEPUMEHTAa 10  OCYILIECTBIEHUIO  PO3HUYHONW  TOPIOBIIU
JIEKapCTBEHHBIMU MpenapaTamu Jiyisi MEAUILUMHCKOTO MPUMEHEHUS, OTITY CKAEMbIMU 10
peuenTy Ha JIEKapCTBEHHBIM MpenapaT, AUCTAHIIMOHHBIM crocoOoMm (manee -

AKCHEPUMEHT).

2.B PpaMKax S5KCIICPUMCHTA €TI0 YHaCTHUKHN BITPABC TUCTAHIVMOHHBIM CIocooom
OCYHICCTBIIATL PO3HUYHYIO TOPIrOBJIIO JICKAPCTBCHHBIMH  IIpCIiapaTaMM  IJIA
MCAWMOHUHCKOIO MPHUMCHCHHA, OTIIYCKACMBIMH II0 PCHCITY HaA HeKapCTBeHHBIﬁ

npemnapar (B TOM 4uciie chOPMHUPOBAHHOMY B (pOpMe IJICKTPOHHOTO JOKYMEHTa B



JUYHOM KaOWHeTe TpakJaHHMHA Ha €IWHOM IMopTaje U (WJIM) HAa PEerHOHaIbHBIX
NopTajax rocyAapCTBEHHBIX U MyHULIUIIATIbHBIX YCIYT) U BKIIOUYEHHBIMU B TIEPEUEHb
JICKapCTBEHHBIX MpenaparoB M (papmMakoTepaneBTUUECKUX TPYII JIEKapCTBEHHBIX
MIPEnapaToB, pa3pelIeHHbIX K pealnu3ally B paMKax 3KCIIEPUMEHTA, YTBEPKICHHBIN
YIOJHOMOYEHHBIM  (peiepadbHbIM  OpPraHOM  MCIIOJIHUTENBbHOM  BiAacTH (32
HCKJIIOYEHHEM JIEKApCTBEHHBIX [IPENApPaTOB, COAEPIKAIINX HAPKOTUUECKUE CPEACTBA,
IICUXOTPOIIHBIE BELIECTBA M UX HPEKYpCcOpbl, JEKApCTBEHHBIX IPENapaToB,
COJIEpKAIllMX  CWJIBHOJACWCTBYIOIIME  BEIIECTBA,  paauodapmarieBTHUECKUX
JIEKapCTBEHHBIX MPENapaToB, UMMYHOOMOJIOTMUECKHUX JIEKAPCTBEHHBIX MPENapaToOB,
a TaK»Ke JIEKapCTBEHHBIX MPENapaToB, JIsl KOTOPbIX B COOTBETCTBUU C MHCTPYKLUEH
[0 MPUMEHEHUIO JIEKAPCTBEHHOT'O Ipernapara yCTaHOBJIEH TEMIEPATypPHBIM peKUM
xpaHeHus: Huwxke 15 rpagycoB llenbcusi, cnupTocoiepKalMux JeKapCTBEHHBIX
MpenaparoB ¢ OOBEMHOW JOJieH STUIIOBOTO CIHMPTA CBBINIE 25 MPOIEHTOB U
JIEKapCTBEHHBIX IIPErapaToB, W3rOTOBJICHHBIX ANTEUYHbIMH OpPraHU3ALUSMU).
Kputepun BKIIOYEHHS JIEKAPCTBEHHBIX MpenaparoB U (apMakoTepaneBTUYECKUX
IPYII JIEKAPCTBEHHBIX MPENapaToB B YyKa3aHHBbIM IEPEUEHb YCTAHABIMBAIOTCS
IIpaBurensctBOM Poccuiickoir @enepanuu. I[lonokeHUss HACTOALIEW CTaTbU HE
pacnpoCTpaHSIIOTCS Ha JIEKapCTBEHHBIE MIPenapaThl, OTIYCKaeMble OecIIaTHO UK CO
CKUAKOM TrpakJaHaMm, MMEIOIIMM I[paBO Ha oOecleyeHre JIeKapCTBEHHbBIMU
npernapaTaMmy 3a CYET CPEJCTB OOPKETHBIX aCCUTHOBaHUH (efepaibHOro OrKeTa
u OromxeToB cyOwnekToB Poccuiickoit ®denepammu. (B pedakyuu Dedepanvroco
3akona om 30.01.2024 Ne [-D3)

3. YyacTHMKaMU SKCIIEPUMEHTA SIBJISIOTCA YIIOJHOMOYEHHBIN (enepanbHbIN
OpPTaH UCTIOJHUTEIBHON BJIACTH, YIIOJITHOMOUYECHHBIE OPraHbl UCITOJIHUTEIBHOMN BIACTH
cyowektoB Poccuiickort ®Depepanuu, MEAUIIMHCKAE OpPTaHU3AIMHM U aNTECYHBIC
OpraHM3aliy, COOTBETCTBYIOIINE TPEOOBAHUSAM, YCTAHOBICHHBIM B COOTBETCTBHH C
4acThIO 4 HACTOSALIEH CTATHHU.

4. TlonoxxeHue O TOPSOKE TMPOBEACHHUS OSKCIEPUMEHTa, B TOM YHCIIE
TpeOOBaHUSI K MEOUIMHCKUM OpraHu3alysM U alTe4YHbIM OpraHU3alMsIM,
ABJISIOIIMMCS. YYaCTHUKAMU 3KCIEPUMEHTA, MOPSAIOK OCYIIECTBICHUS PO3HUYHOU
TOPrOBJM JIEKAPCTBEHHBIMHM IMpenaparaMu i MEJUIUHCKOIO IPUMEHEHMS,
OTIIyCKaeMbIMU 10 pELENTy Ha JEKapCTBEHHBIM mpemnapar, JUCTAaHIIMOHHBIM
croco0om, TpeOOBaHUs K IOCTABKE TAKUX JIEKAPCTBEHHBIX MPENapaToB rpaxkJaHaM,
mpaBuia BbAAUM pa3pelIeHUs] Ha OCYUIECTBICHHE PO3HUYHON TOPTOBIH
JIEKapCTBEHHBIMU MIpenapaTaMmu 11 MEAULIMHCKOTO IPUMEHEHUS, OTIIy CKAEMbIMHU 110
peuenTy Ha JIEKapCTBEHHBIN Ipenapar, JUCTAHIIMOHHBIM CIIOCOOOM, YTBEPKAACTCS

[TpaBuTenscTBOM Poccuiickoit @eaepanmu. TpeOoBaHMs K alITEYHBIM OpTraHU3AIIHSIM,



SBJISIOIIUMCS] YYaCTHUKAMU SKCIIEPUMEHTa, HE MOTYT OBITh HHXKE TpeOOBaHMIA,
YCTAHOBJIEHHBIX K allTEYHBIM OPraHU3alUsIM B COOTBETCTBUHM C 9acThio 1! cTatbu 55
HacTosero denepanbHOro 3aKoHa.

5. YnonHoMo4YeHHbIH eepanbHbIi OpraH UCTIOTHUTEILHON BIACTH:

1) ocylecTBiIsIET METOAUYECKOE CONPOBOXKICHHE HKCIIEPUMEHTA, BKJIIOYAs
METOJAMYECKOE COIMPOBOXKICHUE JEATEIbHOCTH MEIUIUHCKUX OpraHu3aluil u
anTEeYHBIX OpraHU3alMii, yYacTBYIOIIUX B OHKCIEPUMEHTE, MO O(OPMIICHHIO,
MCIIOJIb30BAHUIO M XPAHEHUIO PELENTOB Ha JICKAPCTBEHHBIN MpenapaT, B TOM YHUCIIe

chopMHUPOBAaHHBIX B hOpME PIEKTPOHHBIX JTOKYMEHTOB;

2) npencTaBIsieT B [IpaBuTenbCTBO Poccuiickon Oenepanuun
IpeIBAPUTEIbHBIN (B IEPUO/ IPOBEACHUS IKCIIEPUMEHTA, HO HE MT03/IHEE YEM 3a JIBa
Mecslla J0 HCTEYEHHs] CpOKa IIPOBENEHUS SKCIEPUMEHTAa) M MTOrOBBIA (TI0
OKOHYAaHHMH 3KCIEPUMEHTA, HO HE MO3HEE YEM Yepe3 JBa MECSLA NOCIE UCTEUEHUS
CpoKa TPOBEIEHUS HKCIEPUMEHTA) JOKIAAbl O pe3ysbTarax IPOBEJICHUS
AKCIIEPUMEHTA M TPEAJIOKECHHUSI O BHECEHHUM W3MEHEHUN B 3aKOHOJATEILCTBO 00

O6paIHCHI/II/I JICKApCTBCHHLIX CPCIACTB.

6. YIIOJTHOMOUYEHHBIH OpraH MCHOJHUTENbHOUN BiacTu cyObekTa Poccuiickoi
denepanuu:

1) BIIPpaBC YCTAHOBUTDH 0COOCHHOCTH IMPOBCACHUA OKCIICPUMCHTA,

2) yTBEpKJaeT MOPSIOK OTOOpa MEIMIIMHCKMX OpPraHMU3alliid W anTeYHBIX
OpraHuM3alui JUisl y4acThs B DKCIEPUMEHTE, a TaKXKe MPOBOJUT TaKOW OTOOp M
YTBEPXKAAET TEPEUCHb MEAMIMHCKUX OpraHu3aldii W TepEeUYeHb aNnTeYHBIX
OpraHM3aIlii, COOTBETCTBYIOMINUX TPEOOBAHUSIM, YCTAHOBJICHHBIM B COOTBETCTBHUH C
4acThIO 4 HACTOSIIEN CTATHU, U ABJISIONIMXCS YYACTHUKAMU SKCIIEPUMEHTA;

3) OCYIICCTBIIKICT MOHUTOPHUHIT IPOBCACHUA SKCIICpUMCHTA W INPCACTABIIACT

€ro pe3yJIbTaThl B YIIOJTHOMOYEHHBIN (peepabHbIi OpraH UCTIOTHUTEIBHON BIIACTH;

4) obecrieunBacT WH()POPMAIMOHHO-TEXHUIECKOE OOCCIICUCHUE IPOBEACHUS
AKCTIEPUMEHTA TOCPECTBOM HCIOJB30BaHMs TOCYIapCTBEHHON MH(POPMAIMOHHOM
CUCTEMBI B cdepe 3apaBooxpaHeHus: cyObekTa Poccuiickoit @enepauuu v (Miin)
MEJIUIIMHCKUX HH(GOPMAIIMOHHBIX CUCTEM MEIUIIMHCKUX OPTaHU3aIuiN, SIBJISTFOIINXCS
YYaCTHUKAMU 3KCIIEPUMEHTAa, U UX B3aUMOJEHUCTBUSA C €IMHON TOCYJapCTBEHHOU

uH(OPMAIIMOHHON CUCTEMOM B cpepe 31paBOOXpaHEHUS.

7. MC)II/IIII/IHCKI/IC OopraHu3aluv W alITCYHBIC OPraHU3alllu BIIPABEC OTKA3aTbCA

OT y4aCTuA B OKCIICPUMCHTC, IIOJIdB B YHOJIHOMO‘IeHHBIfI opra”n HUCITOJTHUTEIbHOM



Brnactu cyoObekta Poccuiickoii ®enmepanuu COOTBETCTBYIOIIEe oOOparieHue B

MMChbMEHHOH (hopme.

8. ANITEUHbIE OpraHu3aluy, SBJSIOMINECS YYaCTHUKAMU JKCIIEPUMEHTA,
00s13aHbI MPU MPOAAKE TUCTAHIIMOHHBIM CIIOCOOOM JIEKAPCTBEHHOT'O Mpernapara ajis
MEIULMHCKOIO NPUMEHEHHUs, OTIIyCKa€MOIro IO peHenTy Ha JEKAPCTBEHHBIN
npenapar, 00ecneunTh MpU OCYIIECTBIEHUU JOCTABKU UICHTU(UKAIUIO JTUYHOCTU
rpaXJaHWHa, TMOJYYaIoIIero TaKOoW JIEKapCTBEHHBIM Impemapar, B  LEIAX
YCTAHOBJICHHUSI COOTBETCTBUSI €ro JIMYHOCTU M JIMIA, YKA3aHHOTO B pelenTe Ha
JEKapCTBEHHbIM TpenapaT (ero 3aKOHHOIO MPEJCTaBUTENs), JUOO Juua,
YIOJIHOMOUYEHHOTO JIMIIOM, YKa3aHHBIM B PEIENTe HA JIEKaPCTBEHHBIN Mpernapar (ero
3aKOHHBIM TPEICTABUTENIEM), HAa TOJyYCHHE JIEKapCTBEHHOTO MpernapaTa (J1anee B
HACTOSIIIEN CTaThe - JIMIO, YKa3aHHOE B pelenTe (3aKOHHBIM MpeacTaBUTENb,

YIOJIHOMOUYEHHOE JIUIIO).

9.JIumo, oOCyILIECTBIAIONIEE JOCTAaBKy JIEKAPCTBEHHOrO Ipemapara Juis
MEIULMHCKOTO MPUMEHEHHUs, OTIIyCKaeMOIro IO pelenTy Ha JEKAPCTBEHHBIN
npernapar, o00sf3aHO NOTPebOBaTh Yy TPaXKIAHMHA, [OJIYYAlOIIEro  TaKou
JIEKapCTBEHHBIN NIpenapar, MpeIbsiBUTh JOKYMEHT, YIOCTOBEPSIOIIHI €ro JIMYHOCTb,
Ui UASHTU(DUKAIIMY JIMYHOCTU ATOTO T'Pa)KIaHWHA U YCTAHOBJICHUS COOTBETCTBUS
€ro JMYHOCTM M JIMIa, YKAa3aHHOTO B pelente (3aKOHHOTO MpPEACTaBUTENs,
YIOJIHOMOUEHHOTO Juia). B ciyyae BBISBICHUS HECOBHNAACHHS JIMYHOCTH
rpakJIaHWHA, MOJIyYarOlEero JICKapCTBEHHBIM Ipenapar, W JIMLa, YKa3aHHOrO B
perente (3aKOHHOTO IMpPEICTaBUTENs, YIOJHOMOYEHHOTO JIMIIA), @ TAKXKE B CiIydae
OTKa3a Tpa)XJaHWHA, I[OJYYalOIIero JEKAapCTBEHHBIM Mpenapar, MpeabsBUTH
JOKYMEHT, YJIOCTOBEPSIOIIMA €ro JUYHOCTh, JHUI0, OCYIIECTBIIIOIIEE JOCTABKY
JIEKaQpCTBEHHOI'O Tpenapara il MEIUUUHCKOTO INPUMEHEHUS, OTIIyCKAEMOTO II0
peuenTy Ha JIEKapCTBEHHBIM Mpemnapar, 00sf3aHO BEPHYTh TAaKOW JIEKApPCTBEHHBIM

npernapar B anTeYHY0 OpTraHU3aIHnIoO.

10. IlogTBepkaeHneM (Qakrta mepenaddl JEKapCTBEHHOTO IMperapaTta s
MEIUIUHCKOIO IPUMEHEHHUs, OTIyCKaeMOro II0 pEeLENTy Ha JEKapCTBEHHBIN
npenapar, JiMily, YKa3aHHOMY B pelente (3aKOHHOMY  MpPEACTaBUTEIO,
YIOJIHOMOUYEHHOMY JIUILY ), SIBJISIFOTCSL KACCOBBIN Y€K U MOJINUCH JTUIA, TTOTYyUYHUBILIETO
TaKOW JIGKQpCTBEHHBIM TMpenapar, Ha JIOKYMEHTE O TMOJIYyYE€HUU TaKoro
JEKapCTBEHHOI0 IMpemnapara mo Qopme, YTBEpKIAeMOMl  yNOJTHOMOYEHHBIM
benepanbHBIM OPraHOM HUCTIOIHUTENBHOM BiacTh. [Tocne nepeaayuun nekapcTBEHHOTO
mpenapara JiMIy, YKa3aHHOMY B peuente (3aKOHHOMY  IpPEACTABUTEIIO,
YIOJIHOMOYEHHOMY JIMILy), 3TOT JAOKYMEHT MEpPEeAaeTcsl JULOM, OCYIIECTBUBIINM

AO0CTAaBKy TaKOIro JICKAPCTBCHHOI'O IIpfliapara, B alTCUHYIO OpPraHu3anuio,



OCYLIECTBUBILIYIK OTIYCK JEKapCTBEHHOTO Ipemnapara. B ciyuyae BBISBIEHUS NpU
nepefade MLy, YKAa3aHHOMY B peuenrte (3aKOHHOMY — IPEACTABUTEIIO,
YHOJTHOMOYEHHOMY JIMILy), JIEKApPCTBEHHOIO IpernapaTa (akTOB MEXaHHYECKOTO
MOBPEXKJICHNUS €r0 WM €ro YMAKOBKHM TAKOM JIEKapCTBEHHBIM MpernapaTr JULOM,
YKa3aHHBIM B PELENTEe (3aKOHHBIM MPEACTABUTENIEM, YIIOJTHOMOYEHHBIM JUIIOM), HE
MPUHUMAETCSl U BO3BpaIllaeTcs 0€3 ero OmiaThl JIUIY, OCYIIECTBUBLIEMY JOCTaBKY
JIEKapCTBEHHOI'0 TpernapaTta M o0OecleunBarolieMy €ro BO3BpaT B alTEYHYIO

OpraHr3amuro.

11. 3a Hapy1ienus 3akoHonatenbecrBa Poccuiickoii @enepanuu, COBEpIICHHbIE
IpU  TMPOBEJICHUHM HKCIEPHUMEHTA, €ro YYaCTHUKH HECYT OTBETCTBEHHOCT,

YCTaHOBJIEHHYIO 3aKOHOAATeNbcTBOM Poccuiickon denepanuu.

12. KoHTpOab 3a HMCHOJHEHUEM TPEOOBAHUN, CBSI3aHHBIX C IPOBEICHHUEM
HKCIIEPUMEHTA, OCYIIECTBIsIeTCs (heepaabHbIM OpraHOM UCTIOJHUTEIHHOW BIACTH,
OCYIIECTBISIONINM (PYHKIIMH IO KOHTPOJIIO U HAJ30py B chepe 3ApaBOOXpaHeHus, B
nopsiake, ycraHoBieHHOM DenepanbHbiM 3akoHOM OT 31 uroist 2020 roga Ne 248-D3
"O rocyJapCTBEHHOM KOHTpojie (HaA30pe) W MYHUIUMNAILHOM KOHTPOJE B

Poccuiickoit @enepanun'.

(Llononnenue cmamoeii - @edepanvuuiii 3akon om 20.10.2022 Ne 405-D3)

Cratbs 56. U3roToBiieHHe M OTIYCK JIEKAPCTBEHHBIX NPEeNapaToB

1. sroTtoBicHUEe JIEKApCTBECHHBIX MPEMApPaTOB ANTEYHBIMU OpPTaHH3AIMSIMHU,
BETEPUHAPHBIMUA  ANTEUYHBIMH  OpPTaHU3alUsIMH, HMEIOIIMMHU JIMLIEH3UI0 Ha
(bapMaleBTUYECKYI0  JI€ATENbHOCTh,  OCYIIECTBISIETCS IO  pelentaMm  Ha
JICKapCTBEHHbIE TIpenaparbl, MO TpeOOBaHHUSIM MEAMIIMHCKUX OpTaHHU3allHi,
BETEPUHAPHBIX OpraHU3aIMil B COOTBETCTBHUH C NMPABUIIAMH U3TOTOBJICHHUS U OTITYCKa
JICKaPCTBEHHBIX TPENapaTroB, yTBEPXKJACHHBIMH YIIOJIHOMOUYEHHBIM (eepaibHbIM
OpraHOM  HCIIOJIHUTENIBHON  BNAacTu. (B peodakyuu  @DedepanvHozo  3aKoHa
om 05.12.2022 Ne 502-D3)

2.1Ipyu  W3rOTOBICHUM  JICKAPCTBEHHBIX  IPENAparoB  alTCYHBIMU
OpraHu3alysMH, BETEPUHAPHBIMH ANTEYHBIMU OPTaHU3ALMAMH, HMEIOIIUMHU
JMIIEH3UI0 Ha (papMaleBTHUECKYIO JEATEIbHOCTh, UCHOJIBb3YIOTCS JEKapCTBEHHBIE
npemnapatsl U (Win) ¢papMaleBTUYeCKue CyOCTaHIINHY, BKIIOUECHHbIE COOTBETCTBEHHO
B TOCYJApCTBEHHBIM pEECTp JIEKAPCTBEHHBIX CPEACTB JUISI  MEAULUHCKOIO

NPUMEHEHUS, TOCYAApPCTBEHHBIM  PEECTp  JIEKAPCTBEHHBIX  CPEICTB IS



BETEPUHAPHOI'O PUMEHEHUS, €AUHBIA PEECTP 3aPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
CpENCTB EBpasuniickoro SKOHOMHUYECKOTO COm03a, €UHBIN peecTp
3apETUCTPUPOBAHHBIX BETEPHUHAPHBIX JIEKAPCTBEHHBIX IIpenaparoB EBpasuiickoro
SKOHOMMYECKOTO CO03a B YCTAaHOBJICHHOM Nopsake. He nomyckaercs u3rotoBieHue
anTEYHbIMU OpraHU3alUsIMM, BETEPUHAPHBIMH aNTEYHBIMA OpPraHU3ALUsAMH,
MMEIOIIUMH JIMIEH3UI0 Ha (DapMaleBTHUECKYIO JEATeNbHOCTh, JEKAPCTBEHHBIX
MpernapaToB, 3aperuCcTpUpoBaHHbIX B Poccuiickoit denepanuu 100 B COOTBETCTBUHU
C akramu, cocrtaBistonmu npaBo Corosa. (B pedaxkyuu ¢hedepanvuvix 3aKoH08
om 05.12.2022 Ne 502-D3, om 30.01.2024 Ne 1-D3)

3. MapkupoBKa JIEKapCTBEHHBIX IIPerapaToB, W3TOTOBJICHHBIX aNTCYHBIMU
OpraHu3alysIMH, BETCPHHAPHBIMH AaNTCYHBIMUA OpPraHU3AMIMHU, HMCIONUMHU
JUICH3HIO Ha (DapMaIleBTHYECKYIO IeITeILHOCTD, H 0()OpMIICHHE TaKHUX IPEIapaToB
JOJKHBI COOTBETCTBOBATH MpaBUJiaM, YKa3aHHBIM B 4acTH | HacTosIie craTeu. (B
peoakyuu Dedepanvroco 3axona om 05.12.2022 Ne 502-D3)

4. AniTreyHble  OpraHM3aldd, BETEPUHAPHBIE  AINTEYHbIE  OPTraHU3aLNH,
MMEIOIINE JIUIIEH3UIO Ha (hapMaleBTUYECKYIO IeATeTbHOCTh, HECYT OTBETCTBEHHOCTh
3a HECOOJIIOICHUE TIPABUJI U3TOTOBJIEHUSI U OTIIyCKA JIEKAPCTBEHHBIX MPENapaToB B
COOTBETCTBMM C 3aKOHOAATenbcTBOM Poccuiickoit ®enepaumu. (B pedaxyuu
Deoepanvrozo saxona om 05.12.2022 Ne 502-D3)

Cratba 57. 3anpemenne npoaaxu ¢aabcnGuupoBaHHbIX
JIEKAPCTBEHHBIX CPEICTB, HeJ0OPOKAYeCTBEHHbBIX
JIEKAPCTBEHHBIX CPEICTB, KOHTPA(PAKTHBIX JIeKAPCTBEHHbIX

CpeacTB

[Iponaxa danbcupuuupoBaHHBIX JIEKapCTBEHHBIX CPEACTB,
HEJ0OOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX

CpECTB 3aIpeniaeTcs.

Crartbs 58. XpaHeHue JIeKapCTBEHHBIX CPeICTB

1. XpaHeHHe JICKAPCTBCHHLIX CPCACTB OCYIICCTBIIICTCA ITPOU3BOIAUTCIIIMUA
JICKAPCTBCHHBLIX CPCACTB, OpTraHU3aAlUAMU OINTOBOM TOPTOBJIN JICKAPCTBCHHBIMHA
CpcacTBaMu, AIlITCYHBIMH OpraHu3alHsAMMU, BCTCPpUHAPHBIMUA AIITCYHBIMH

opraHusanuysAMu, MTHAUBUAYAJIbHBIMHA NPCANIPUHUMATCIIAMA, UMCIOIIIUMUA JIMIICH3UTO



Ha (bapMaHeBTI/I‘-IeCKYIO ACATCIBHOCTD WJIM  JIMICH3UWIO Ha MCAHUIMUHCKYIO
ACATCIIBHOCTb, MCAUIIMHCKUMUA OpPraHu3alsiMu, BETCPUHAPHBIMA OpraHHU3alluaAMU 1
HWHBIMH OpraHu3alvusiMu, OCYIICCTBIAIOIIUMUA 06pa1ueHI/Ie JICKApPCTBCHHBIX CPCACTB.
XpaHeHHe JICKApCTBCHHBIX CpCacCTB JIIsL BCTCPHUHAPHOI'O IIPUMCHCHUA
opramu3alvisiIMM U1 MHAWBUAYAJIbHBIMU HPCANIPUHUMATCIIIMA B ClIy4dasXx, C€CJIM OHH
HCIIOJIB3YIOTCA HMCKIIOYHUTCIbHO IIPpKW Pa3BCACHHH, BbIpalllMBAHWM, COACPKAHHUH H
JCUCHHUMN JKHUBOTHBIX, MOXKCT OCYIICCTBIIATHCIA 0e3 NOJy4YCHHUA JIMIOCH3MM Ha

bapManeBTUYECKYI0  JeSTeNbHOCTb. (B pedaxyuu  @edepanrvHoco  3aKoHa
om 22.10.2014 Ne 313-D3)

2. IlpaBuna XpaHEeHUS JIEKapCTBEHHBIX CpPEICTB YTBEPKAAIOTCS
COOTBETCTBYIOIIUM YTMOJHOMOYEHHBIM (enepaibHbIM OPTraHOM HCIIOTHUTEIbHON

BJIAaCTH.

3. XpaHeHUEe HAPKOTUYECKUX JICKAPCTBEHHBIX CPEJCTB, ICUXOTPOMHBIX
JIEKapCTBEHHBIX CPEACTB, paanodapMaIeBTUICCKUX JICKAPCTBEHHBIX CPEICTB
OCYIIECTBIISIETCS B COOTBETCTBUHM C 3aKOHOAATENbCTBOM Pocculickon denepanumu.

Cratbs 58'. IIpeaMeTHO-KOJIMYECTBEHHbIH Y4eT JIEKAPCTBEHHbIX CPEICTB

I MEIUIUHCKOT0 IIPHMCHCHUSA

1. IlepeyeHbp JEKApCTBEHHBIX CPEACTB JUIsI MEIULMHCKOIO IPUMEHEHUS,
MOJIEXKAIIHNX IIPEIMETHO-KOJIMUYECTBEHHOMY y4ery, YTBEPKIAETCS
YIOJHOMOYEHHBIM (peiepaabHbIM OPraHOM HCTIOHUTEIBHON BIIACTH.

2. [lopsaoK BKIIIOYEHHUS JIEKAPCTBEHHBIX CPEJICTB JUII  MEIULMHCKOIO
IIPUMEHEHUS B NIEPEUYEHb JIEKAPCTBEHHBIX CPEACTB JJIs1 MEIMLIMHCKOTO IPUMEHEHMS,
MOJJIekKAIINX IIPEIMETHO-KOJIMYECTBEHHOMY yuery, YCTaHaBJIMBAETCS
YIOJHOMOYEHHBIM  (peiepajibHBIM ~ OpPraHOM  HCIIOJIHUTENIbHOM  BJAacTH  TIO
corjacoBaHuil0 ¢ ¢eaepalibHBIM  OpPraHOM  HCIIOJIHUTENbHOW  BIJIACTH,

YIOJHOMOYEHHBIM B c(epe BHYTPEHHUX Jel. (B pedakyuu Pedepanvroco 3axona
om 03.07.2016 Ne 305-D3)

3. HpGHMCTHO-KOHI/I‘—IGCTBCHHHﬁ y4uceT JICKAPCTBCHHbBIX CpCACTB JIAA
MCIAUOHUHCKOI'O TMPUMCHCHHA BCAYT MHPOHU3BOAUTCIIM JICKAPCTBCHHLIX CPCICTB,
OpraHu3anunmn OITOBOM TOPTOBJIM JICKAPCTBCHHBIMHU  CPCACTBAMH, AIITCUYHLIC
opraHu3anyv, HWHAWBHUAYAJbHLIC MPCANPUHHUMATCIIA, HWMCIOINNWC JIMIOCH3UIO Ha
(l)apMaHGBTI/I‘ICCKYIO ACATCIIbHOCTD MJIM JIMIOCH3WIO HA MCANIIMHCKYIO NCATCIIbHOCTD,

U MCIHLIUHCKHC OpraHru3alii, OCYHICCTBJIAIOIINUC 06pameHI/Ie JICKAPCTBCHHbBIX



CPEICTB AJIsl MEAULIMHCKOTO MPUMEHEHUS, ITyTEM PETUCTPAlUH JIFOOBIX CBA3aHHBIX C
ux oOpalieHueM orepaluii, Mpu KOTOPbIX HM3MEHAETCS WX KOJMYECTBO M (WIJM)
COCTOSIHME, B CIEIMANIbHBIX JKypHajaX ydeTa onepanui, CBI3aHHbIX ¢ OOpalleHueM
JICKapPCTBEHHBIX CPEACTB IJIsl MEAMIIMHCKOIO MPUMEHEHHs (Jlajnee - CrelralbHbIe
KYpHAJIbI).

4. IlpaBuna  perucTpaluyd  OIepaluid, CBSI3aHHBIX C  oOpaleHueM
JIEKAPCTBEHHBIX CPEACTB JJISl MEIUIIMHCKOTO MPUMEHEHUS, BKJIIOUEHHBIX B IEPEUYECHb
JIEKAPCTBEHHBIX CPEACTB I  MEAUUMUHCKOTO IPUMEHEHHUS, MOMJIeKAIUX
MPEIMETHO-KOJIMYECTBEHHOMY YUETY, B CIIEIIMAJIbHBIX )KypHaiaxX v IPaBUJIA BEICHUS
A XPaHCHUsS CHCHUAJBbHBIX JKYPHAJIOB  YTBEPXKIAKOTCS  YIIOJHOMOYECHHBIM

(be,[{epaJ'IBHBIM Oopranom HCITIOJTHUTEILHOM BJIACTH.

5. KonTpoms 3a coOmogeHueM MpaBuil PETUCTPALIMHM ONEpaIlii, CBI3aHHBIX C
oOpallleHHueM  JIGKapCTBEHHBIX  CPEACTB I  MEAMIIMHCKOTO  MPUMEHEHHS,
BKJIFOUEHHBIX B IIEPEUYEHb JICKAPCTBEHHBIX CPEJCTB 111 MEAUIIMHCKOTO MPUMEHEHNS,
MOJJICKAIIUX MPEAMETHO-KOJIMYECTBEHHOMY YYE€Ty, B CIEIMAJbHBIX JKypHAJIaX, a
TaKKe 3a COOJIOICHWEM TpPaBWJI BEACHHUS W XPaHEHHUS CHCIUAIbHBIX >KYpPHAJIOB
BO3JIaraeTcs Ha YIIOJTHOMOYCHHBIC (PeepalbHbIe OpPTaHbl UCITOTHUTEIHLHOM BIACTH U
OpraHbl  WCTIOJHUTENBHOW BiacTH CyObekToB  Poccmiickoit ~ Denepanmu,
OCYIIECTBIISIFOIINE  JIMIICH3UPOBAHUE TMPOW3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB,
(dapMalleBTUYECKOM  JESATEIBHOCTH U MEOUIMHCKOM  JEATEeNbHOCTH, W

OCYHECTBIACTCSA B paMKaxX JIMICH3UOHHOT'O KOHTPOJIA.

(Llononnenue cmamoeii - @edepanvrulil 3akon om 25.12.2012 Ne 262-D3)

I'maBa 11. YHUUYTOXKeHHE JIEKAPCTBEHHBIX CPEICTB

Cratbs 59. OcHOBaHNSA ¥ NOPAAOK YHHYTOKEHUSI JIEKAPCTBEHHBIX

cpeacTn

1. HenobpokayecTBEHHBIE JIEKAPCTBEHHBIE CPEICTBA, (anbCUpUIUPOBAHHbBIE
JIEKapCTBEHHbIE CPEICTBA MOJIEKAT U3BSITUIO M3 OOpallleHuss U YHUUYTOKEHUIO B
nopszike, yctaHoBiieHHOM IIpaBurensctBoM Poccuiickoit ®eneparuu. OcHOBaHHEM
IUIS  YHUYTOXKEHUS JIEKapCTBEHHBIX CPEACTB SBJSIETCS pEUIeHHE BIaJelblia
JICKapCTBEHHBIX  CPEACTB, pEIICHHE COOTBETCTBYIOIIETO  YIMOJIHOMOYEHHOTO
(denepanbHOro OpraHa MCIOJHUTENbHON BJIACTU WM pelleHHe cyna. (B pedaxyuu
Deoepanvrozo 3axona om 22.12.2014 Ne 429-D3)



2. KontpadakTHble J€eKapCTBEHHBIE CpEACTBAa MOJIEKAT UIBATHIO U3
oOpallleHUs] ¥ YHUYTOXKEHHMIO MO peleHuto cyna. [lopsgok yHHYTOKEHUs
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEJCTB YycTaHaBiuBaercs IlpaBurenbcTBoM

Poccuiickoi Oepneparnuu. (B peodaryuu Dedepanvrozo 3aKOHA
om 22.12.2014 Ne 429-D3)

3. Pacxonpl, CBsI3aHHBIE C YHUUYTOKEHHEM KOHTPa(aKTHBIX JEKAPCTBEHHBIX
CPEICTB, HEJOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, (PatbCuUIIMPOBAHHBIX

JCKApCTBCHHLIX CPCACTB, BO3MCIIAIOTCA UX BJIIAACIIBILICM.

4. Bnajeneny  JEKapCTBEHHBIX  CPEACTB  JIOJDKEH  NPEJACTaBUTh B
YIIOJTHOMOYCHHBIN (DeiepaabHbIii OpraH HWCIIOJTHUTEIBLHON BJIACTH JOKYMEHT WU
3aBEPEHHYI0O B YCTAaHOBJICHHOM TIOPSJIKE €r0 KOIHI0, MOATBEpkKaaromue (axT

YHUYTOXKCHHA JICKAPCTBCHHBIX CPCACTB.

5. COOTBETCTBYIOIIMIA YIIOJTHOMOYEHHBIN benepanbHbIit opraH
WCIIOJIHUTEIHHOM BJIACTH, MPUHSABIINKA pelieHue 00 YHUUYTOKEHUU JIEKAPCTBEHHBIX

CpCACTB, OCYHICCTBIIACT KOHTPOJIb 3a UX YHUUTOXKXCHHUCM.

6. YHUUTOXXEHUE JIEKAPCTBEHHBIX CPEJICTB MPOU3BOAUTCS OPraHU3ALUIMH,
UMEIOUIMMH  COOTBETCTBYIOIIYIO JIMIIEH3MIO, HAa CIHEIUAIbHO 000PYJOBaHHBIX
IUTONIA/IKaX, TIIOJIMTOHAX H B CHEIHUAILHO OOOPYJIOBAHHBIX MOMEIICHUSIX C
coOmroieHneM TpeOoBaHU B 00JIACTH OXPaHbl OKPYIKAIOIIEH Cpelbl B COOTBETCTBUU

C 3aKOHOJ1aTebCTBOM Poccuiickoit denepanun.

7. HapkoTrueckue JIEKapCTBEHHBIE CPENICTBA, IICUXOTPOMHBIE JIEKAPCTBEHHbIE
cpeAcTBa, paauodapMarieBTUUECKUE JIEKAPCTBEHHBIC CPEJACTBA YHUUTOXKAIOTCS B
COOTBETCTBUH C 3aKOHOAATENbCTBOM Pocculickoin denepanumu.

I'naBa 12. 'ocyaapcTBeHHOE peryJIMpOBaHue IleH HA JIeKAPCTBEeHHbIE

npenapartsl Vi MECAUIIMHCKOI0 IPUMEHCHUSA

Cratbs 60. I'ocygapcTBeHHOe peryJiipoBaHue IeH HA JIeKapCTBEeHHbIe

npenapartsl Jid MECAUIIMHCKOI0 IPUMEHCHUSA

1. l'ocynapcTBeHHOE pEeryiIMpOBaHKE IIEH HA JICKAPCTBEHHBIEC MpenapaThl IJis
MEIWIIMHCKOTO  MPUMEHEHHsI  OCYIIECTBISIETCSI  MOCPEACTBOM: (B pedaxyuu
Deoepanvrozo 3axona om 26.03.2020 Ne 67-D3)



1) yrBepxnenus IlpaButenbctBoM  Poccuiickoit  ®enepauun  nepeyHs
KU3HCHHO HEOOXOIMMBIX M BaXKHEUIIMX JICKAPCTBEHHBIX MPENapaToB, KOTOPBIMA
dbopMHpyeTCs 1 HE pexke OJHOTO pa3a B roJl IEPECMaTPUBACTCS B YCTAHOBICHHOM UM
MOPSIIKE HA OCHOBE KOMIUIEKCHOW OIIEHKH JIEKapCTBEHHBIX IMPENapaTroB, BKIIOYAS
aHaJU3 CBEJICHUN O CPABHUTEIHHON KIMHUYECKON 3(PHEKTUBHOCTU M O€30MacHOCTH
JIEKapCTBEHHOTO CPEJCTBA, OLIEHKY AIKOHOMHYECKUX IOCIIEJICTBUN MNPUMEHEHHUS
JIEKapCTBEHHOT'O CPEJICTBA U U3YUEHHUE JOTIOTHUTEIbHBIX MOCIEACTBUM MPUMEHEHUS

JIEKapCTBEHHOTO cpenactsa; (B peoaxyuu GedepanvHvlx 3aKOHO8
om 22.12.2014 Ne 429-@D3, om 13.07.2020 Ne 206-D3)

2) yTBEpPXKJICHUS  METOJUMKH  pacuera MPEACIbHBIX  OTIYCKHBIX  IICH
MPOM3BOAMTENICH HA JICKAPCTBEHHBIC TIperaparbl, BKIIOYCHHBIC B IICPCUCHB
KU3HCHHO HEOOXOIMMBIX W BaXKHCHINMX JICKAPCTBEHHBIX IIpErapaToB, a TaKxKe
BHEJPCHHS MEXaHU3MOB ()OPMHUPOBAHUS CUCTEMBI peepeHTHBIX 1IeH; (B pedakyuu
Gedepanvrovix 3axkono06 om 22.12.2014 No 429-D3, om 06.06.2019 Ne 134-D3)

3) TOCYyAapCTBEHHOW  PETUCTpallii  MPEICNbHBIX  OTIYCKHBIX  LIE€H
MPOU3BOJNTEIIEM HA JIEKapCTBEHHBIE MNPENaparbl, BKIIOYECHHBIE B IIEPCUYCHb

KU3HEHHO HEOOXOJAMMBIX Y BOKHEHIIINX JICKAPCTBEHHBIX NMpENaparoB; (B pedaxyuu
@Dedepanvrozo 3axona om 06.06.2019 Ne 134-D3)

4) BCACHMNA TOCYHApCTBCHHOIO pecCTpa IMPCACIIbHBIX OTIIYCKHBIX IICH
HpOHSBOI[HTeﬂeﬁ Ha JICKApCTBCHHBLIC TIIPCIIapaThbl, BKIIOYCHHBIC B IICPCUCHDb

KHN3HCHHO HeO6XOI[I/IMBIX 1 BaXXKHEHUILIMX JICKAPCTBCHHLIX ITPCIIAPATOB;

5) yTBEpKIEHUSI METOJJUKH yCTAaHOBIICHUS OpraHaMU UCTIIOJHUTEIbHOM BIACTH
cyowektoB Poccuiickoii @enepannu npeneabHbIX pa3MEpoB ONTOBBIX HAA0aBOK U
IpeNeIbHbIX Pa3MEPOB PO3ZHUYHBIX HAJ0ABOK K (PAKTUYECKHMM OTITYCKHBIM ILIEHAM,
YCTaHOBJIEHHBIM MIPOU3BOJUTESIMU JIEKAPCTBEHHBIX MPENAPATOB, HA JIEKAPCTBEHHBIE
npernaparthbl, BKJIIOYEHHBIC B TMEPEUYCHb JKU3HEHHO HEOOXOAMMBIX W BaKHEHIIMX

JIEKapCTBEHHBIX MIPENaparTos;

6) yCTaHOBJICHUS MpPENETbHBIX Pa3MEpPOB ONTOBBIX HaJA0AaBOK M MPEEIbHBIX
pa3MepoB  PO3HUYHBIX  Haa0aBOK K  ()aKTMUECKUM  OTIYCKHBIM  II€HaM,
YCTaHOBJIEHHBIM ITPOU3BOAUTEIIIMU JIEKAPCTBEHHBIX MIPENAPATOB, HA JIEKAPCTBCHHBIC
npenaparbl, BKIIOYEHHbIE B MEpPEeYeHb >KU3HEHHO HEOOXOIUMBIX U Ba)KHEHIINX

JIEKapCTBEHHBIX MPENaparos;

7) yTBEpKJEHUSL MOPSAKA BbIJAYM MPEINUCAHUN OpraHaM HMCIOJIHUTEIbHON
BiIacTu cyObekToB Poccuiickoit ®dexnepanuu O MPUBEACHUUM B COOTBETCTBUE C
3aKoHOMATeNhCTBOM Poccuiickoit  denepanuu  pemeHnidc 00  yCTaHOBJICHHUH

IpeJeNbHBIX Pa3MEPOB ONTOBBIX HAJA0ABOK W MPEAETbHBIX Pa3MEpOB PO3ZHUYHBIX



Ha0aBOK K (DaKTUYECKUM OTITYCKHBIM II€HaM, YCTAaHOBJICHHBIM MPOU3BOIUTEISIMU
JIEKapCTBEHHBIX IIPENapaToB, Ha JIEKAPCTBEHHBIE IIpenapaThl, BKJIIOYEHHBIE B
nepeyeHb JKU3HEHHO HEOOXOAMMBIX W BaXKHEMINUX JIEKaPCTBEHHBIX IPEnapaToB,
€CJIM OHM IPHUHATHI C HapylIEHWEM 3akoHoaarenbcTBa Poccuiickoit denepanuu, B
nopsizike, ycranoBieHHOM [IpaBurensctBoM Poccuniickoit denepannu;

8) HampaBJIeHUs YIOJTHOMOYEHHBIM (heJIepalibHBIM OPTraHOM HCIIOJIHUTEIHHOMN
BJIACTM OpraHaM HCIOJHUTENIbHON Biactu cyObekToB Poccuiickoit deneparuu
IOpEeANUCaHuid O MPUBEIECHWU B COOTBETCTBUE C 3aKOHOAATENHCTBOM Poccuiickoi
@enepanuu NPUHATHIX C HApYLIEHUEM 3akoHoAaTenbcTBa Poccuiickon denepanun
pemieHnii 00 YCTaHOBJIIGHUU TPEJCIbHBIX pPAa3MEPOB OINTOBBIX HAJI0aBOK H
MpeAeNbHBIX Pa3MEpPOB PO3HUYHBIX HAJA0ABOK K II€HAM Ha JIEKaPCTBEHHBIC
npenaparbl, BKIIOYEHHBbIE B MEPEUYEHb >KU3HEHHO HEOOXOAMMBIX M BaKHEHIINX

JCKApCTBCHHBLIX IIPCIIApPaTOB,

9) ocymiecTBiaeHus: (eneparbHOr0 TOCYAApCTBEHHOTO Haa3opa B cdepe
oOpaIeHust IeKapCTBEHHBIX CPEACTB M PETHOHAIBHOTO TOCYAapPCTBEHHOTO KOHTPOJIS
3a TNPUMEHEHUWEM IIeH Ha JICKApCTBEHHbIC IIpernapaTbl  COOTBETCTBEHHO
YITOJTHOMOYEHHBIMH (he/IepaTbHBIMUA OpraHaMU UCTIOTHUTEIFHOM BIACTH U OpTaHaMU
WCIIOJIHUTETILHON BiacTH CcyOBekTOB Poccuiickoli ®enepanmmuu COTVIACHO UX
KOMIIETEHIIMA B TOPSAKE, ycTaHOBIeHHOM [IpaButenbctBoM  Poccuiickoii
deneparun; (B peoaxkyuu Pedepanvrozo 3akona om 25.06.2012 Ne 93-D3)

10) npuMeHeHUsT  MPEIyCMOTPEHHBIX  3aKOHOJATeNbcTBOM  Poccuiickoi
denepaniii Mep OTBETCTBEHHOCTH 3a HapyIICHHE TOPSAIKA IIEHOOOpa3oBaHUS Ha
JIEKapCTBEHHBIE Ipenaparhbl, BKIIOUEHHbIE B MEPEUEHb KU3HEHHO HEOOXOIUMBIX U

BOKHEUIINX JIEKAPCTBEHHBIX MpenaparoB. (B pedaxyuu ®@edepanbHo2o 3aKona
om 27.12.2019 Ne 475-D3)

2. B ycnoBusix upe3BbluaiiHOM CUTyaluy U (WJIK) PU BOZHUKHOBEHUH YIPO3bI
pacnpocTpaHeHust 3a00JIeBaHNUs, TIPEICTABIISAIONIETO OMACHOCTD Ui OKPYKAIOIIHX, a
TaK)K€ B Cillydae, €CJId B T€UEHUE TPUIAUATH KaJICHAAPHBIX JHEN MOCIEe NPUHATHS
[IpaButenscTBOM Poccuiickoit deaepanuu pemeHuss 0 MpOBEICHUA MOHUTOPUHIA
PO3HUYHBIX LIEH Ha JICKAPCTBEHHBIC IIPENApaTbl, HE BKIIOYCHHBIC B IEPEUYCHb
KU3HEHHO HEOOXOJMMBIX M BAXKHEHIIMX JIEKApCTBEHHBIX IIpenapaToB, Ha
TeppuTOpusaX cyobekToB Poccuiickoit denepariy BBISBICH POCT PO3HUYHBIX IIEH HA
yKa3aHHble JIEKapCTBEHHbIE IMpemnapaThl Ha TPUALATH MPOLUEHTOB U Oolee,
[IpaBurensctBO Poccuiickorn ®depepannn BIpPaBE YCTAHOBUTH  IPEICIBbHBIC
OTIIyCKHBIC LIEHBl IIPOM3BOAMTENICH HA YKAa3aHHBIC JICKAPCTBEHHBIC IIPENapaThl,

OpCACIIbHBIC PAa3sMCEPbl OIITOBBLIX HaI[6aBOK U MIPCACIIbHBIC PAa3sMCEPbl PO3HHUYHBIX



HaJ0aBOK K (AKTUUYECKUM OTIYCKHBIM IIeHaM IPOU3BOJUTENICH Ha YyKa3aHHbIE
JEKapCTBEHHbIE mpenaparbl. IlepedyeHb  JIEKapCTBEHHBIX  IpENapaToB, HE
BKJIFOUEHHBIX B MEPEUYEHb KU3HEHHO HEOOXOAMMBIX U BaXKHEUIINX JEKApPCTBEHHBIX
npenapaToB, W TOPSAOK ero QopmupoBaHus omnpeneistorces I[IpaButenbcTBoM

Poccuiickoit  ®denepaumu. ([Jononnenue wacmero -  DedepanvHulil  3AKOH
om 26.03.2020 Ne 67-D3)

3.B TeueHue [eBSHOCTA KaJCHOAPHBIX JHEH CO JHS YTBEPKIACHUS
[IpaButenbctBOM Poccuiickoit ®enepaniu MepeyHsi, YKa3aHHOTO B 4YacTd 2
HACTOSIIIEN CTaThM, HE JOIYCKAIOTCS pean3alys U OTIYCK BKJIIOYEHHBIX B HEIO
JIEKaQpCTBEHHBIX IPENapaToB IO [IEHaM, MPEBBIIAIIINM IPEACIbHBIE OTITYCKHBIE
LEHbl MPOW3BOAUTENECH Ha YKa3aHHbIE JIEKAPCTBEHHBIE MPENapathl, MPEICIbHbBIC
pa3Mepbl ONTOBBIX HAN0AaBOK M TMpeJeNbHbIE pa3Mepbl PO3HUYHBIX HaJA0aBOK K
(bakTUYeCKUM OTIYCKHBIM II€HaM IPOU3BOIUTENICH Ha yKa3aHHbIC JIEKAPCTBECHHbBIE

npernapaTsl C y4eTOM Hajora Ha J0OaBJICHHYIO CTOUMOCTD. (/[ononnenue uacmoio -
Deoepanvhviii 3akon om 26.03.2020 Ne 67-D3)

Cratba 61. N'ocynapcTBeHHasi perucTpanus v nepeperucTpanus
npeaeJbHbIX OTIIYCKHBIX IleH MPOU3BOAUTEIeH Ha
JIeKapCTBEHHbIE NMpenapaThbl, BKJIYEHHbIE B llepevYeHb
’KM3HEHHO He00XOAUMBbIX M BasKHEHIINX JeKAPCTBEHHbIX
Nnpenaparon

1. IlpenenbHast OTITyCKHAs LIeHA MPOU3BOAUTEIS HA JIEKAPCTBEHHBIH Mpenapar,
BKJIFOUCHHBIN B TIEPEUCHb KU3HEHHO HEOOXOIUMBIX U BaKHEUIITUX JIEKAPCTBEHHBIX
MpEnapaToB, MOJICKHUT TOCYJAPCTBEHHON PErUCTpalliU B MOPAJIKE, YCTAHOBIEHHOM
IIpaBurensctBoM Poccuiickonn @Penepanuu, HAa OCHOBAaHMM  HANPABICHHOIO
MOCPEJICTBOM ~ €AMHOr0 TMOpTajla B YIOJHOMOYEHHBIH (eaepanbHblii  Opra
WCIIOJIHUTEIbHOM BJIACTU WM JIMYHBIM KaOWHET YNOJIHOMOYEHHOTro (herepanbHOro
OpraHa HCHOJHUTEIBbHOW BIIACTH B E€JUHOM CHUCTEME, MOJANHCAHHOIO YCUJIEHHOMN
KBAUTU(PUITUPOBAHHON  AJIEKTPOHHOW TOAMUCHIO 3asBICHHUS JACpiKaTelsl WIH
BJIAQJENIbLIA  PETUCTPALIMOHHOTO  YAOCTOBEPEHMS JIEKAPCTBEHHOIO IIpemnapara
(ymonmHOMOYeHHOTO WM Jjwuia). (B pedaxyuu  Dedeparvhoco  3aKOHA
om 30.01.2024 Ne [-D3)

2. 3aperucTpupoBaHHasl MpeAeibHas OTIYCKHAs IL€HAa NPOU3BOAUTENS Ha
JIEKapCTBEHHBIN Mpenapar, BKIIOYEHHBIH B NepeyeHb >KU3HEHHO HEOOXOAMMBIX U

BaXHEHMIINX JIEKAPCTBEHHBIX IIPErapaToB, MOXKET ObITh IMepeperucTpupoBaHa B



CTOPOHY YBEJIMYEHHS OJIMH pa3 B KAJIEHJAPHOM roJly Ha OCHOBaHUM HAIPABJICHHOIO
10 1 OKTAOps Ka)XXAOro roja MOCPEACTBOM €IUHOTO IMOpTaia B YIOJIHOMOYEHHBIN
denepanbHBIi  OpraH  HWCIOJHUTEIBLHOM  BJIACTM WM  JUYHBIA ~ KaOWHET
YIOJHOMOYEHHOTO (peiepalbHOTO OpraHa HUCHOJHUTENBHOM BIACTH B €IUHOM
CUCTEME, MOAMMCAHHOTO YCUJIEHHON KBATU(DPUIIMPOBAHHON JIEKTPOHHOM MOIMUCHIO
3asBJICHUS] JEp)KaTelld WIM BJAJEIbla PETHCTPALIMOHHOTO  yJIOCTOBEPEHHS
JIEKapCTBEHHOTO  Tmpemnapara (yHNOJHOMOYEHHOrO WM JHIa). (B pedaxkyuu
®Deoepanvrozo 3akona om 30.01.2024 Ne [-D3)

3. 3apeructpupoBaHHas TpeleibHAas OTIyCKHAs II€Ha MPOW3BOAMUTENS Ha
JICKapCTBEHHBIN Mpenapar, BKIOYCHHBIH B NEPEeYCHb JKU3HCHHO HEOOXOIMMBIX H
BOXHEUIINX JICKAPCTBCHHBIX IPEMAapaToOB, MOXKET OBITh MEpPEperucTpUpOBaHa B
CTOPOHY CHM)KCHHS HA OCHOBAHHH HAIPABICHHOTO TIOCPEJICTBOM €IUHOTO TTOpTaJia B
YIOJHOMOUYEHHBIH (peepanbHblii OpraH HCIOJTHUTEIbHOW BIACTH WM JIMYHBIN
KaOWMHET YIOJHOMOYEHHOrO (eiepalibHOTO OpraHa HCIOJIHUTENIBHON BIACTH B
€IMHON cucTeMe, MOIMMCAHHOTO YCUJICHHON KBaTU(UIIMPOBAHHOW AIIEKTPOHHON
MIOJIMTUCHIO 3asIBICHUS IEP>KATEIS UITH BiIaJIeiblla PErHCTPAIIMOHHOTO YI0OCTOBEPEHUS
JIEKapCTBEHHOTO  Tmpemapara (yHMOJHOMOYEHHOTO WM JHIa). (B pedaxyuu
Deoepanvrozo saxona om 30.01.2024 Ne [-D3)

4. Jlepxkarenp ~ WIM  BIAJENEl]  PErUCTPALMOHHOTO  YJIOCTOBEPEHUS
JIEKapCTBEHHOIO Ipernapara (yHNOJHOMOYEHHOE WM JIMLO) o0s3aH HalpaBUThH
MOCPEJICTBOM €AMHOr0 TMOpTajla B YIOJHOMOYEHHBIH (eaepalbHblii  Opras
WCIIOJIHUTETFHOM BIIACTH WM JIMYHBIM KaOWHET YMOJIHOMOYEHHOTO (henepanbHOro
OpraHa HCHOJIHUTEIBbHOW BJIACTH B €IUHOW CHUCTEME MOJANUCAHHOE YCUJIEHHOU
KBaJIM(UIUPOBAHHON 3JEKTPOHHOW TMOANKCHIO 3asBJICHHE O IepeperucTpauun
3apEruCTPUPOBAHHON  TPEIAETBbHOM  OTIYCKHOW  II€Hbl  IPOU3BOAMUTENS  HA
JIEKapCTBEHHBIN Tpenapar, BKIIOUEHHbIH B MepeUYeHb KM3HEHHO HEOOXOAUMBIX U
BAKHEHMIIMX JIEKAPCTBEHHBIX IMPENApPaTOB, B CTOPOHY CHWXKEHUS B CIEAYIOLINX

ciyvasix: (B peoakyuu @edepanvroeo 3akona om 30.01.2024 Ne [-D3)

1) cHMKEHUE LIeHBl B MHOCTPAHHOM BAIIOTE Ha JIEKAPCTBEHHBIN Mpernapar B
CTpaHe MPOU3BOAMUTENS U (WJIM) B CTpaHaX, B KOTOPBIX JICKAPCTBEHHBIM Mpemnapar

3aperucTpUpoBaH U (WIM) B KOTOPbIE MOCTABIISAETCS POU3BOAUTEIIEM;

2) cHIDKEHHE 1IeH Ha pedepeHTHble JIeKapCTBEHHbIE Tpenaparbl B
COOTBETCTBMM C TMyHKTOM | Hacrosmed dacth (i1 COOTBETCTBYIOIIMX

BOCITPOU3BEJICHHBIX, OM0aHAIOTOBBIX (OMOMOJ00HBIX ) JIEKAPCTBEHHBIX MPENapaToB);

3) npeBbIllICHNE MPEICIIbHOU OTITYCKHOU LIEHBI Ha MEePBBII

BOCITPOU3BEJCHHBIM, OMOAaHAIOTOBBIM (OMOMOAOOHBIN) JEKapCTBEHHBIM Mpenapar



WHOCTPAHHOTO NMPOM3BOJICTBA HAJ IPEAEIBHON OTITYCKHOM EHOW ITPOU3BOAUTEIA HA
BTOPOW BOCIPOM3BEJCHHBIN, OWOAHATOTOBBIM (OMOTOMOOHBIN) JIeKapCTBEHHBIN
npenapar, pacCUMTAaHHOW B COOTBETCTBUM C METOAUKOM, YTBEPKICHHOU
IIpaBurensctBOoM Poccuiickon denepanuu;

4) npeBbIlICHNE IIpeEIbHON OTITYCKHOM LIEHBI Ha 1(50):38071
BOCITPOU3BEJICHHBIM, OMOAaHAIOTOBBIN (OMOMOAOOHBIN) JeKapCTBEHHBIM Mpenapar
IIPOU3BOJUTENS TOCYAApCTBa - WieHa EBpa3suiCKOro 3KOHOMHMYECKOTO COK03a Hal
MPEIETbHON OTITYCKHOW ILIEHOM NPOU3BOAMUTENS HAa BTOPOW BOCHPOMU3BECHHBIM,
O0MoaHaAJIOTOBBIM  (OMOMOMOOHBIN) JEKApCTBEHHBIM MpenapaT NpOU3BOIAUTENS
roCyJIapcTBa - wWieHa EBpa3suiCKOro SKOHOMHYECKOrO COK3a, PAaCCUMTAHHOM B
COOTBETCTBUM C METOAMKOW, yTBep)KaeHHOM IIpaBurensctBom Poccuiickoin
ODenepanum.

5. Ilopsiok mepeperucTpanuy 3aperuCTPUPOBAHHBIX MTPEAEIbHBIX OTITYCKHBIX
LIEH NPOU3BOAUTEIEH HA JIEKAPCTBEHHBIE IIpPENapaThl, BKIIOYEHHBIE B IEPEUYCHBb
KU3HEHHO HEOOXOJIMMBIX M BAKHEUIIUX JIEKAPCTBEHHBIX IMPENaparoB, B CIydasx,
MPEAYCMOTPEHHBIX  4YacTAMHU 2 -4  HACTOSINIEHd  CTaThbW, YCTAHABIMBAETCS
IIpaBurensctBOoM Poccuniickon @enepanuu.

6. DKOHOMMUYECKU aHAJIU3 MPEJEIIBHON OTITYCKHOM LEHbI IPOU3BOAUTENS Ha
JIEKapCTBEHHBII Npenapar, BKIIOYEHHBI B NEPEYEHb KMU3HEHHO HEOOXOAMMBIX H
BaXHEHMILINX JIEKAPCTBEHHBIX MpPENapaToB, IPU €€ TOCYJapCTBEHHOM perucrpanuu
WIM TIepEeperucTpaluy OCyllecTBIseTcs PerepaJbHbIM OpPraHOM HCHOJIHUTEIbHOU
BJIACTH, OCYLIECTBIISIOIUM (DYHKIUH 10 MPUHATHIO HOPMATUBHBIX MPABOBBIX aKTOB
U KOHTPOJIIO 3a COOJIIOJEHHMEM 3aKOHOJAATENbCTBA B c(hepe IocylapCTBEHHOIO
perynupoBaHus 1eH (Tapu@oB) Ha TOBApHI (YCIyTH).

7. PacueT npenenbHbIX OTITYCKHBIX LIEH, YKa3aHHBIX B 4acTsAX 1 u 2 HacTosALen
CTaTbU, MPU HUX TOCYJAPCTBEHHOM PErucTpaluyd WIA IEepEepPErucTpanuu
OCYILECTBIISIETCA B COOTBETCTBUM C METOJIMKOM, yTBep:KAeHHOU lIpaBurenscrBom
Poccuiickoit @enepanuy U yYUTHIBAIOLIEH B TOM YHUCIIE:

1) cobmonenne  OanaHca  MHTEPECOB  MOTpeOUTENEH  JIeKapCTBEHHBIX
MpernapaToB, BKIIOUCHHBIX B TICPEUYCHb JKU3HEHHO HEOOXOMUMBIX W BaKHEUIITHX
JIEKapCTBEHHBIX MpENapaToB, W TPOM3BOIUTENCH JIEKAPCTBEHHBIX IPENapaToB,
BKJIFOYCHHBIX B MEPEYCHb )KU3HEHHO HEOOXOIUMBIX U BKHEHINNX JIEKAPCTBEHHBIX
MpernapaTos;

2) (akTUUEeCKyl0 OTIYCKHYIO I1I€Hy Ha JIEKapCTBEHHbIE MpernapaThl B
Poccuiickonn ®@enepanyu, 1ieHy BBO3a JIEKAPCTBEHHBIX MpenapaTtoB B Poccuiickyro



Qenepanno, a TakXe I[EHbl HA AaHAJOTMYHBIE JIEKAPCTBEHHBIE IIPENapaThl,

Haxojsmecs: B oopamienuu B Poccuiickoit denepanuuy;

3) 3aTpaThl MPOU3BOAUTENS JEKAPCTBEHHOTO Iperapara Ha MPOHW3BOJICTBO U

peanu3aIyio JeKapCTBEHHOTO Mpernapara;

4) 1eHy Ha JIEKapCTBEHHBI Ipenapar, ero LeHy B CTpaHe MPOU3BOJUTEINS U B
CTpaHax, B KOTOPBIX JIEKAPCTBEHHBIN MTpenapart 3aperucTpUpoBaH U (UIM) B KOTOPbIE

MOCTAaBJIACTCS IPOU3BOAUTCIICM.

8. He pomyckaroTcst peanuszanus W OTIYCK JEKAPCTBEHHBIX IPEMaparos,
BKJIIOYEHHBIX B MEPEUEHb KUZHEHHO HEOOXOJMMBIX U BAKHEUIIUX JIEKAPCTBEHHBIX
OpenaparoB, Ha KOTOpbIE IPOMU3BOAMTENSAIMHU JIEKAPCTBEHHBIX IPENapaTroB He
3aperucTpUpoOBaHa MpeJAesibHAs OTIYCKHAs 1€HA, pean3alus MPOU3BOAUTEISIMU
JIEKapCTBEHHBIX IMPENaparoB IO II€HaM, MPEBHIIAONIUM 3apETUCTPUPOBAHHBIE MU
MEPEPETUCTPUPOBAHHBIE TPEAEIbHBIE OTIYCKHBbIE II€Hbl Ha JIEKapCTBEHHBIC

nperapaTtsl ¢ Y4€TOM HAJIOI'a Ha I[O63BJI€HHyIO CTOUMOCTbD.

9. Oco0eHHOCTH TOCYAAPCTBEHHOTO PETYIUPOBAHUS MPEAETbHBIX OTITYCKHBIX
LIEH MPOU3BOAUTENICH HA JIEKAPCTBEHHbIC Ipenaparhl, BKIIOYEHHbIE B IE€PEUCHb
KU3HEHHO HEOOXOIMMBIX W BaXXHEHIIMX JIGKAPCTBEHHBIX TpErnaparoB, B
3aBUCUMOCTH OT SKOHOMHUYECKHMX U (WJIM) COLMAJIbHBIX KpPUTEpUEB (M3MEHEHHE
YCJIOBHM, TOpsAKAa W CTOMMOCTH TPOM3BOJICTBA JICKAPCTBEHHBIX MPENapaToB,
WCIIOJIb30BAaHUE HOBBIX (OpM, METOJOB U CHOCOOOB TOCYAapCTBEHHOTO
perynupoBaHUs IIEH Ha JICKapCTBEHHBIC MpemnapaThl, B TOM YHCJIE Ha OCHOBE
MEXaHu3Ma pePEpeHTHOr0 IIEHOOOpa30BaHMS, HM3MEHEHMHU TOpsAIKAa OKa3aHU
MEIUIMHCKONW [OMOIIM, HW3MEHEHHE Kypca HHOCTPAHHOW BalllOTBl U UWHBIE
n3MeHeHus1) ycraHaBiuBaroTcsi IIpaButensctBoM Poccuiickoit ®enepaunuu. (B
peoakyuu Dedepanvroco 3axona om 08.03.2022 Ne 46-D3)

(Cmamuws 6 pedakyuu Dedepanvroco 3axona om 06.06.2019 Ne 134-D3)

Cratbs 62. 'ocyaapcTBeHHbIN peecTp NpeaebHbIX OTIIYCKHBIX LeH
NPOU3BOAMTEICH HA JICKAPCTBEHHbIE NPENapaThbl,
BKJIIOYEHHbIE B llepevYeHb 'KU3HEHHO He00X0AUMBbIX U

BaKHeHNIINX JEKAPCTBCHHBIX NMMpemapaTroB

l. 3aperucTpupoBaHHble  WIM  [EPEPETUCTPUPOBAHHBIE  IPEICIIbHBIC
OTITYyCKHBIC LICHBI IIPOM3BOJUTENICH Ha JICKAPCTBEHHBIC IIpENaparsl, BKIIOUYCHHBIE B

nepCuUCHb KMU3HCHHO HGO6XOI[I/IMI>IX U BaXHEHUIITNX JICKAPCTBCHHLIX IIPCIIapaToOB,



MOJIICIKAT BKIIOYCHHUIO B TOCYJIAPCTBEHHBIH PEECTp IMpeaeabHBIX OTIYCKHBIX IICH
MPOW3BOJUTENICH Ha JICKAPCTBCHHBIC TIperaparhl, BKJIIOYCHHBIC B IEpPCUCHb
KU3HEHHO HEOOXOAMMBIX U BOKHEHIIMX JICKAPCTBCHHBIX MPENapaToB. (B pedaxyuu
®Deoepanvrozo 3akona om 06.06.2019 Ne [134-D3)

2. 'ocy1apCcTBEHHBIN PEECTP NPEACIBHBIX OTITYCKHBIX LIEH MPOU3BOAUTENCH HA
JIEKapCTBEHHBIE TMpenapaTthl, BKIIOUEHHbIE B MEPEeUEHb KU3HEHHO HEOOXOIUMBIX U
BAXHEHMIIUX JIEKAPCTBEHHBIX TPENapaToB, COJEPKUT B cebe CleQYIOILyIo

nHpOpMAIHIO:

1) HauMeHOBaHME  JepKaTeiss WM BJaJelblla  PETUCTPAIMOHHOIO
YIOCTOBEPEHUSI JIEKAPCTBEHHOIO IIperapara, HAUMEHOBAHUE IPOU3BOIAUTEIIA
JIEKapCTBEHHOI'O Mpenapara, CBEJACHUS O PETMCTPALUM JIEPKATENS WIM BIAJEIbLA
PETrUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IIperapara, CBEACHUS O
perucTpauuy IMPOU3BOAUTENS JIEKAPCTBEHHOI'O IIpernapara Juisi MEIULUHCKOTO
MPUMEHEHUsI B KaueCTBE HAJIOrOIUIATENbIIMKA B CTpaHe peructpauuu (A
POCCHMCKUX IOPUTNIECKUX JIUIL - UICHTU(DUKAITMOHHBIA HOMEP HAJIOTOTIATENbIIUKA
(MHH), nyist uHOCTpaHHBIX IOPUAMYECKHX JIUILL - CTpaHa PErUCTpaIllii, HAMMEHOBAHHE
PETUCTPUPYIOLIETO0 OpraHa, PErUCTPAlMOHHBIM HOMED, KOJ HAJOTOIUIATEIbIINKA B
CTpaHE PETUCTpAlMHM (MHKOPIIOpALMM) WM €ro aHajlor), MECTO HaxOXKJIEHUs
MIPOM3BOJACTBEHHBIX IUIOIAJ0K, YYacTBYIOIIMX B IIPOLECCE IPOU3BOACTBA
JIEKapCTBEHHOI'O MpernapaTa, ¢ yKa3aHMEM CTaJud Mpolecca MPOU3BOJICTBA; (B
peoakyuu Dedepanvroco 3axona om 28.12.2017 Ne 425-D3)

2) HAaMMEHOBaHHE JIEKapCTBEHHOTO npenapara (MeXTyHapOHOE
HEMAaTeHTOBAaHHOE, WJIM TPYINIUPOBOYHOE, WIM XHUMHUYECKOE U  TOProBOE

HauMeHoBaHus); (B pedaxyuu Dedepanvrozo 3axona om 22.12.2014 Ne 429-D3)
3) HOMep PErucTPaAIMOHHOTO yA0CTOBEPEHHSI IEKAPCTBEHHOTO TIperapara;

4) nexapcTBeHHas popMa ¢ yKa3aHHEM JI03UPOBKH JIEKAPCTBEHHOTO IIpernapaTa
U €ro KOJIMYECTBa BO BTOPUYHOU (MOTPEOUTENLCKOW) YMAaKOBKE, a TaKxKe

KOMIUIEKTHOCTh; (B pedaxyuu Dedepanvroco 3axona om 22.12.2014 Ne 429-D3)

5) 3aperucTpupoBaHHas TpeJeibHas OTIMYCKHAs II€Ha Ha JIEKApCTBEHHBIN

npenapar B pyonsix; (B peoakyuu @edepanvrozo 3akona om 27.12.2019 Ne 475-D3)

6) latTa U HOMEp IMpUKa3a YIOJHOMOYEHHOIro (eaepalibHOrO oOpraHa
WCIIOJIHUTENIHHON BJIACTU O TOCYJApPCTBEHHOW PETUCTpAIMKM WIH MEPEPEerucTpalvuu
MPEAEIbHON OTIYCKHOM LIEHBl Ha JICKAPCTBEHHBIA IpEnapar, BKIIOYCHHBIA B
nepeyeHb KUZHEHHO HEOOXOAUMBIX U BaXKHEUIINX JIEKAPCTBEHHBIX MpenapaTos; (B
pedaxyuu gedepanvruvix 3akonos om 22.12.2014 Ne 429-D3, om 06.06.2019 Ne 134-
D3)



6') mara BCTyIUIEHHMS B CHJIy [IPUKa3a YHNOJHOMOYEHHOIO (heaepaibHOro
OopraHa HCIOJHUTEIBHOM BJIACTM O TOCYJAapCTBEHHOM pErucTpauuu Win
MEePEPETUCTPALIMH ITPEAEITBHOM OTITYCKHOM LIEHBI MPOU3BOIUTEINSI HA JIEKAPCTBEHHBIN
npernapar, BKJIIOYEHHBIH B TMepedyeHb >KM3HEHHO HEOOXOIMMBIX M BaKHEUIINX

JIEKapCTBEHHBIX MpenaparoB; ([lonoanenue nynkmom - Dedepanvuviti 3aKOH
om 06.06.2019 Ne 134-D3)

7) WITPUXOBOM KOJ, HAHECEHHBIH HA BTOPUYHYIO (MOTPEOUTEIHCKYIO)

YIAKOBKY JIEKQpCTBEHHOTO Mpemnapara; (Jonoanenue nynkmom - DedepanvbHulii
3axon om 22.12.2014 Ne 429-D3)

8) KO/ JIEKapCTBEHHOTO Mpernapara 1no aHaTOMO-TEPaneBTUIECKO-XUMUYECKON
Kiaccudukanuu, peKkoMeH10BaHHOW BcemupHON opraHu3aiueil 31paBooXpaHeHuUs.
(L{ononnenue nynkmom - @edepanvuwiii 3axon om 22.12.2014 Ne 429-D3)

3. TocynapcTBeHHass perucTpanuss Wid NEPEepPerucTpanus NpeaesbHbIX
OTIYCKHBIX LIEH Ha JICKAPCTBEHHBIE ITPenapaThl, BKIIOUYECHHbBIE B IEPEYEHD KU3ZHEHHO
HEOOXOJAMMBIX M BaXHEHIIMX  JICKAPCTBEHHBIX  MPEMapaToB,  BEJACHUE
rOCYJIapCTBEHHOIO PEECTpa MNPEIEIbHbIX OTIIYCKHBIX LIEH MNPOU3BOAUTENEH Ha
JIEKapCTBEHHBIE IPeNapaThl, BKIIOUEHHbIE B MEPEUEHb KU3HEHHO HEOOXOIUMBIX U
BAKHEMIIIMX  JIEKAPCTBEHHBIX  IIPENApaToOB, OCYLIECTBISIIOTCA B MOPSJIKE,
yctaHoBiieHHOM  [IpaBurensctBoMm  Poccuiickoii  ®enepanuu. (B pedakyuu
Deoepanvrozo 3axona om 06.06.2019 Ne 134-D3)

Crarba 63. YcTaHOB/IeHHE OPTraHAMM UCIIOJHUTEILHOMN BJIACTH
cyobexToB Poccuiickoit @enepanuu npeaebHbIX pa3MepoB
ONTOBBIX HAI0ABOK M MpeJebHbIX Pa3MepPOB PO3HHUYHBIX
HaA0aBOK K (aKTHYECKHUM OTIYCKHBIM LEHAM,
YCTAHOBJICHHBIM NPOU3BOAUTEISIMH JIEKAPCTBEHHbIX
NpenaparoB, HAa JeKAPCTBEHHbIE NMPeNapaTbl, BKIKYCHHbIE B
nepeyeHb »KM3HEHHO HEOOXOIMMBbIX M BaXKHeHINX

JIEKAPCTBEHHBIX NPENapaToB

(Haumenosanue 6 peoakyuu @edepanvroeo 3axona om 27.12.2019 Ne 475-
D3)

1. Opranbl UCHOJIHUTEIBHOW BiacTu cyObekToB Poccuiickoit denepauuu
YCTaHABIMBAIOT MpeJeNIbHbIE pa3Mepbl ONTOBBIX HaJA0aBOK M Ipe/eibHbIE pa3Mephl

PO3HUYHBIX HAJ0AaBOK K (PaKTHUECKUM OTIYCKHBIM IleHaMm (0e3 ydera Hajlora Ha



N00aBJICHHYI0 CTOMMOCTb), YCTAaHOBJICHHBIM MPOU3BOJAUTEISIMU JIEKAPCTBEHHBIX
IIpenaparoB, Ha JICKApCTBEHHbIC IIPenaparthbl, BKIOYEHHBIE B MEPEUYEHb KU3HEHHO
HEOOXOIUMBIX M Ba)KHEHIIMX JEKapCTBEHHBIX IPENapaToB, B COOTBETCTBUHU C
YTBEPKACHHOW B TMOpsAAKe, YycraHoBlieHHOM [IpaBurensctBoMm Poccuiickoit
Qenepauuu, METOAMKOW YCTAaHOBJICHUS OpraHaMH HCIOJHUTEIBHOW BJIACTH
cyonektoB Poccuiickoit denepainu npeieabHbIX pa3MEpoOB ONTOBBIX HaJA0aBOK U
MpEACbHBIX Pa3MEPOB PO3ZHUYHBIX HAT0ABOK K (PAKTUYECKUM OTIYCKHBIM IIEHAM,
YCTaHOBJIEHHBIM ITPOU3BOAUTEIISIMU JIEKAPCTBEHHBIX [IPENAPATOB, HA JIEKAPCTBEHHbBIE
npernaparbl, BKIIOYEHHBbIE B MEPEYEHb >KU3HEHHO HEOOXOIUMBIX W Ba)KHEHIIMX
JIEKapCTBEHHBIX NpenapaToB. [IpoeKThl peleHnii OpraHoB UCIIOJHUTENBHON BIACTH
cyonekToB Poccuiickoit ®enepanun 00 ycTaHOBICHMM U (WIM) W3MEHEHUU
MpeACIbHBIX Pa3MEPOB ONTOBBIX HAJA0ABOK M MPEACIbHBIX Pa3MEPOB PO3HUUYHBIX
HaJ0aBOK K (DaKTHUECKUM OTIYCKHBIM II€HaM, YCTAHOBJICHHBIM MPOU3BOAUTEISMU
JIEKapCTBEHHBIX TMPENapaToB, Ha JIEKAPCTBEHHBIE TMpernapaThl, BKIIOYEHHBIC B
nepeyeHb JKU3HEHHO HEOOXOAMMBIX M BaXKHEMIUX JIEKAPCTBEHHBIX IPENapaToB,
MOJJIeKAaT  COIVIACOBAHMIO C  yIHOJHOMOYEHHBIM  (pefiepaqbHBIM  OpraHOM
WCIIOJIHUTEIBHOM BJIACTH, OCYHIECTBIISIFOIIUM (PYHKIIUU 110 TPUHITHIO HOPMATHUBHBIX
MPaBOBBIX AaKTOB M KOHTPOJIO 3a COOJIOJCHHEM 3aKOHOJATENhCTBA B cdepe
rOCyJapCTBEHHOTO PETyJIUpPOBaHUs 11eH (TapudoB) Ha TOBaphI (YCIyTH), B TIOPSIIIKE,
ycraHoBiaeHHOM  [IpaBurensctBom  Poccuiickoit ~ ®denepauun. (B pedaxyuu
Gedepanvrovix 3axkono6 om 13.07.2015 No 241-D3, om 27.12.2019 Ne 475-D3)

2. Opranuszanuy ONTOBOW TOPIOBJIM JIEKAPCTBEHHBIMU CPEJACTBAMH, AIITCUHbIE
OpraHu3alvy, WHIUBUAYAJIbHbIE NPEANPUHUMATEIN, HUMEIONIME JHUIEH3UI0 Ha
(dapmareBTUYECKyI0  JCATENbHOCTh, MEAUIIMHCKAE OpTaHU3alMHh, HWMEIOIINe
JUIEH3UI0 Ha  (apMaleBTUUECKYI0 JCSITENbHOCTh, W HUX 000COOICHHBIC
noapasneneHuss (amOymaropuu, Genpamepckue U  GeabAmepCKO-aKyIIepCKue
MyHKTBI, LEeHTpbl (oTaeneHus) oOuieil BpaueOHOM (CeMelHOM) MpaKTUKK),
PaCIIOJIOKEHHBIE B CEIIbCKUX HACEJIEHHBIX IIYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHbIE OpraHu3ali, OCYLIECTBIIIIOT PEAIU3ALMIO JICKAPCTBEHHBIX MPENapaTos,
BKJIFOUEHHBIX B MEPEUYEHb KUIHEHHO HEOOXOAMMBIX U BaXKHEUIINX JE€KApPCTBEHHBIX
IpernapaToB, MO IeHaM, KOTOopble (OPMUPYIOTCS B COOTBETCTBUU C TMOPSAKOM,
ycraHoBJeHHbIM [IpaBurensctBoM Poccuiickonn denepannn, 1 ypoBEHb KOTOPBIX
(0e3 yuera Hanora Ha J00aBIIEHHYIO CTOMMOCTb) HE JOJDKEH IMPEBBINIATh CYMMY
(akTHUECKOW OTMYCKHOM LIEHbI, YCTAHOBJICHHON MPOW3BOJIUTEIIEM JIEKAPCTBEHHOTO
rpenapara, He IMPEBBIIAOIIEH 3aPETUCTPUPOBAHHON WM IIEPEPETUCTPUPOBAHHOU
MpeIeNbHOM OTITYCKHOM 1IEHBI TPOU3BOAUTENS (HA ATy peaau3aliu JIEKapCTBEHHOTO

npernapara NpOU3BOJUTENEM), W pa3Mepa ONTOBOM HaA0aBKU W (MJM) pa3Mmepa



PO3HUYHON HaA0aBKH, HE MPEBBIMIAIONIMX COOTBETCTBEHHO pa3Mepa MpeesibHOM
onToBoM HanabaBku W (WIM) pa3Mepa TMPEAeIbHOM PO3HUYHOM HAT0ABKH,
YCTaHOBJICHHBIX B cyOBbekTe Poccmiickoit deneparuu. (B pedaxkyuu DPedepanvtozo
3axona om 27.12.2019 Ne 475-D3)

3. Opranbl HCHOJHUTENBHOUW BiacTH cyobekToB Poccuiickoit denepainuun
pa3memarot B cetu "MuTepHeT" nHbopmaInio o 3aperucTpupoBaHHBIX MPEAETbHBIX
OTILYCKHBIX LIEHaX MPOU3BOJIUTENICH HA JIEKAPCTBEHHBIE MpENapaThl, BKJIIOUEHHBIE B
nepeyeHb KU3HEHHO HEOOXOAUMBIX M BaXXHEHMIUX JIEKApCTBEHHBIX MPENapaToB, 00
YCTaHOBJIEHHBIX B cyOwbekTe Poccuiickoit ®enepanuu mpeaenbHbIX pazMepax
ONTOBBIX HaA0ABOK U (WJIM) MPEeNbHBIX pa3Mepax PO3HUYHBIX HaA0aBOK K
YCTAaHOBJICHHBIM TMPOU3BOUTEISIMU JIEKAPCTBEHHBIX TMpenapaTtoB (PaKTUYECKUM
OTIYCKHBIM II€HAaM Ha JIEKapCTBEHHBIC IMpernapaTsl, BKIIOUYEHHBIE B TIEPEUCHb
KU3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, a TAKXKE O
CyMME 3aperuCTPUPOBAHHBIX MPENEIbHBIX OTIYCKHBIX LIEH MPOU3BOJAUTEIEH Ha
JIEKapCTBEHHBIE IPENapaThl, BKIIOUEHHbBIE B MEPEUEHb KU3HEHHO HEOOXOIUMBIX U
BAKHEUIINX JIEKAPCTBEHHBIX MPENapaToB, YCTAHOBIECHHBIX B cyObekTe Poccuiickoit
®denepanvy MpEACNbHBIX Pa3MEpPOB OMTOBBIX HAJA0AaBOK U MPEAEIbHBIX pa3MEPOB
PO3HMYHBIX HAA0ABOK M Hajora Ha J00aBICHHYIO CTOMMOCTh. Wubopmarus,
MPETyCMOTPEHHAs] HACTOSAIIEH YacThiO, JOKHA HAaXOAMUTHCS TaKKe B aNTEUHBIX
OpraHu3alygaX B JOCTYITHOM JUIsl BCEX 3aMHTEPECOBAHHBIX JUI PopMe U OOHOBIATHCS
10 Mepe €€ pa3MeLIEHUs] OpPraHaMK UCIIOJIHUTEIbHOM BlIacTu cyOBbeKkToB Poccuiickoit

Oeneparun B cetn "Uatepner". (B pedaxkyuu  @Pedepanvroco  3aKOHA
om 27.12.2019 Ne 475-D3)

4. (Hacmo ympamuna cuny - @edepanvusiii 3akon om 27.12.2019 Ne 475-D3)

I'nmaBa 13. MouuTopuHr 3¢ppekTUBHOCTH M 0€30IIACHOCTH
JIEKAPCTBEHHBIX NMPENapaToB, HAXOAAIIMXCHA B 00palleHHH B

Poccuiickoit ®enepanunu

(Haumenosanue 6 peoaxyuu @Dedepanvroco 3axona om 22.12.2014 Ne 429-
D3)

Crartbs 64. @apmakoHaa3op

1. JlekapcTBeHHbIE Tpemnaparthbl, Haxojsdluecs B oOpaieHuun B Poccuiickoit

®denepanuu, MOAIEKAT MOHUTOPUHTY S(D(PEKTUBHOCTH M O€30MACHOCTH B IIEJIAX



BBISIBJICHUST ~ BO3MOXXHBIX  HETAaTUBHBIX  IIOCIEACTBUM  HMX  NPUMEHEHMS,
WH/IMBUIyaJIbHON HEMEePEHOCUMOCTH, MPEAYNPEKICHUS MEAULIMHCKUX PAOOTHUKOB,
CMEIHMATUCTOB B 00JIACTH BETEPUHAPUH, TAIIUEHTOB WU BJIAICTbIEB )KUBOTHBIX U UX

3alUThl  OT TMPUMEHEHUs TaKUX JIEKAPCTBEHHBIX IMpenaparoB. (B  pedakyuu
Deoepanvrozo 3axona om 02.08.2019 Ne 297-D3)

2. ®apMakoHAA30p OCYMIECTBISIETCS COOTBETCTBYIONIUM YTIOJTHOMOYEHHBIM
benepanbHBIM OPraHOM HCIIOJIHHUTEIBLHOW BJIACTH B YCTAaHOBJICHHOM KM IOPSIKE C
ydeToM TpeOoBaHM HacTosiero deaepasbHOrO 3aKOHa W aKTOB, COCTABJISIONIMX
npaBo Coro3a, mOyTeM aHaIW3a TMPEIOCTABISIEMOM CyObeKTaMH OOpalieHus
JICKapCTBEHHBIX CPEJCTB MH(MOpPMAIMU O TMOOOYHBIX JCHCTBHUAX, HEKEIATCIbHBIX
peaxIusx, CEPhE3HBIX HEXEJIaTeIbHBIX peaKIusX, HETPEIBUICHHBIX
HEXEJIATeIbHBIX PEakIusIX IIPH INPUMEHEHHWH JICKapCTBEHHBIX IIpenaparoB, 00
WHIUBUIYAJILHONH HEMEPEHOCHUMOCTH, OTCYTCTBUU d(PPEKTUBHOCTU JIEKAPCTBEHHBIX
MpenaparToB, a TaKKe 00 MHBIX (aKTax U 0OCTOSITEIbCTBAX, MPEACTABIISIONTUX YTPO3Y
KU3HU WU 3JJ0POBBIO YeJIOBEKa JTHMOO0 )KMBOTHOTO MPU PUMEHEHHH JIEKAapCTBEHHBIX
MpenapaToB U BBISBJICHHBIX Ha BCEX dTarax 0OpaIleHus JISKapCTBEHHBIX MPENapaToB
B Poccuiickoit @enepanu U Ipyrux rocyaapcTBax. (B pedaxyuu Dedepanvroco
3akona om 30.01.2024 Ne [-D3)

3. CyObekThl 0OpanieH st JIEKapCTBEHHBIX CPEJICTB B MOPSIAKE, YCTAHOBICHHOM
YIOJHOMOYEHHBIM (heJIepalIbHBIM OpPraHOM HCHOJHUTENbHOW BJIACTH, OOS3aHBI
coo0miarh B YNOJIHOMOYEHHBIH (helepaibHbIii OpraH HCIOJHUTENbHOW BIACTH O
MOOOYHBIX JEUCTBUSIX, HEXKEIATEIbHBIX PEAKIUAX, CEPhE3HBIX HEKeIaTeIbHbIX
peaKkuusAx, HENPEIBUICHHBIX HEXKEJATEeIbHBIX PEAKIUsAX MpU [PUMEHEHUU
JICKapCTBEHHBIX TPEnapaToB, 00 WHAMBUAYATbHON HEMEPEHOCHUMOCTH, OTCYTCTBHH
3¢ (PEKTUBHOCTH JIEKApPCTBEHHBIX TPENapaToB, a Takke 00 HHBIX (Qakrax Hu
00CTOSATENbCTBAX, MPEACTABISIIONINX YIPO3y KU3HU WU 3/I0POBBIO YeJIOBEKa JINOO
YKUBOTHOI'O IPH NPUMEHEHUU JIEKAPCTBEHHBIX MPENAPATOB U BBISIBJICHHBIX HA BCEX
sTanax oOpalleHus JeKapCTBEHHBIX MpenaparoB B Poccuiickoii denepanuu u gpyrux
rocyJapcrBax.

4. Jlep>katenu  WIW  BJIAQJACNbIBI  PETUCTPALIMOHHBIX  YJIOCTOBEPEHUI
JICKAPCTBEHHBIX IIPENAapaToB, HOPUAUYECKUE JMIA, HA UM KOTOPBIX BbIJAHbI
paspenieHusT Ha TMPOBEJACHHUE KIMHUYECKUX MCCIeqoBaHul B  Poccuiickoit
®deneparuu, 1100 YIOTHOMOUYCHHBIC UMHU JAPYTHE FOPUAMYCCKHUE JIMIA B paMKax
obOecrieueHusi  0€30MacHOCTH  JIEKAPCTBEHHBIX  MpenapaTtoB B MOPSIKE,
YCTAaHOBJICHHOM COOTBETCTBYIOIIMM YTOJHOMOYEHHBIM (efepadbHbIM OpraHOM
UCTIOJIHUTEILHOM BJIACTH, 00s3aHBI OCYIIECTBIIATh IPUEM, YUET, 00pabOTKyY, aHaIu3

Y XpaHEHHE MOCTYMAIOIIUX B MX aJ[pec OT CyOBEKTOB OOpaIlleHusl JIEKAPCTBEHHBIX



CPEIICTB U OPTaHOB T'OCYJIAPCTBEHHOU BJIACTH COOOIIEHUIN O MOOOYHBIX JACUCTBUSIX,
HEXEJATEIbHbIX PEaKIUAX, CEPbE3HBIX HEXKENATENbHbIX M HENpPEIBHUICHHBIX
HE)KENaTeNIbHbIX pPeaklIMiX NpU NPUMEHEHUH JIEKapCTBEHHBIX IMpernapaToB, 00
OCOOCHHOCTSIX MX B3aUMOJICHCTBHUS C JPYTMMH JIEKQpCTBEHHBIMH TIperapaTaMu,
MHIUBUIYabHON HEMEPEHOCUMOCTH, a TaK:Ke 00 MHBIX akTax u 00CTOATEIbCTBAX,
MPEACTABIAIONINX YIPO3y >KH3HU WM 30POBHIO YENOBEKA JTMOO >KMBOTHOTO WIIH
BIIMAIOIIMX HA U3MEHEHWE OTHOILICHHS OXXUAAEMOM MOJb3bl K BOBMOKHOMY PHUCKY

NPUMCHCHUA JICKAPCTBCHHBLIX IIPCIIapaTOB.

5. Ilpu BhIABIIEHUU MH(GOPMALIMK O CEPHE3HBIX HEKENIATENbHBIX PEaKIUiX U
HETMPEBU/ICHHBIX HEKENATEIbHBIX PEAKIUSIX MNPU NPUMEHEHUU JIEKAPCTBEHHBIX
npenaparoB, 00 0COOCHHOCTSAX UX B3aUMOJACHCTBHUS C APYTUMU JIEKAPCTBEHHBIMU
npenaparaMy, WHIAWBUAYATbHOM HEMEPEHOCUMOCTH, a Takke 00 MHBIX (aKkTax u
00CTOSITENbCTBAX, BIMAIOIMIUX HAa W3MEHEHHME OTHOIICHUS OXUAAEMOW MOJb3bl K
BO3MOKHOMY PHUCKY IPUMEHEHHs JIEKapCTBEHHBIX IIPEIApPATOB, ACP/KATEIN WIU
BJIQJICTIbLIBl  PETUCTPALMOHHBIX YJIOCTOBEPEHUM JIEKAPCTBEHHBIX IIPENapaTos,
IOpUIMYECKUE JIMIA, HAa HMS KOTOPBIX BBIJAHBI pa3pelleHHs Ha NPOBEIACHUE
KIMHUYECKUX uccienoBannii B Poccuiickoit denepanuu, 1100 ymoOITHOMOYEHHBIC
UMU JIpyTye IOPUAWYECKHUE JIMla OO0sS3aHbl MPUHATH MEPbI, HANpPaBJICHHBIC HA
YCTPAaHEHHE HETATHBHBIX TIOCIEICTBUH MPUMEHEHUS TaKuX JIEKAPCTBEHHBIX
[IpEenapaToB, NPeAyIPEXKICHUE IPUUNHEHUS BPEAa )KU3HN WIH 3J0POBBIO YEJIOBEKA
100 )KUBOTHOT'O, 3aLIUTY UX OT IPUMEHEHUS TAKUX JIEKAPCTBEHHBIX MIPENapaToB, Ha
JOTIOJTHUTENbHBIA CcOOp JaHHbIX 00 3((EKTUBHOCTH U OE30MACHOCTH TaKUX

JIEKapCTBEHHBIX MTPENapaToB.

6. 3a HeCOOOIIIEHUE UITU COKPBITHE UH(OpMAITIH, TPETYCMOTPEHHON YacThiO 3
HACTOSIIEN CTAThH, ACPKATEIU WU BIAJEbIbl PETUCTPALIMOHHBIX YI0CTOBEPEHUI
JIEKapCTBEHHBIX MpENapaToB, KOPUIUYECKUE JUIA, HA WM KOTOPBIX BbIIAHBI
pa3penieHusi Ha TMPOBEACHUE KIMHUYECKUX HCCIeqoBaHUM B Poccuiickoit
®deneparuu, MO0 yMOJIHOMOYEHHBIE UMU JPYTHE IOPUIAMYECKHE JIUIA, a TaKKe
JOJKHOCTHBIE JIMIIA, KOTOPBIM d5Ta WHGOpMAIMsA CTajla W3BECTHA MO POAY HX
npodeCcCHOHATLHON JeATETbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C

3aKOHOAATENBCTBOM Poccuiickon denepanuu.

7. Ilpu MOJIyYEHUN YIIOJTHOMOYEHHBIM benepanbHbIM OpraHom
WCIIOJIHUTEIbHOM BIACTM B paMKax OCYILIECTBICHUS UM (apMaKoHAA30pa
JIOKa3aTeIbCTB O HECOOTBETCTBUM JIEKAPCTBEHHOI'O IIperapara yCTaHOBJICHHBIM
TpeOOBaHUSAM WM TP MOJYYSHUH HHPOPMAIMK O HECOOTBETCTBUM JaHHBIX 00
3¢GeKTUBHOCTH M O O€30MacCHOCTH JIEKAPCTBEHHOIO Ipenapara JaHHBIM O

JIEKapCTBEHHOM TIpernapare, COACPKAIIMMCS B MHCTPYKIIMU 10 €ro NPUMEHEHHIO (B



TOM YHCJI€ BBISBIEHHBIX B XOJI€ OCYILECTBJICHUS (hapMaKOHaI30pa KOHTPOJBLHO-
HAJ30pHBIMA  OpPraHaMH  HMHOCTPAHHBIX  TOCYJApCTB),  YINOJHOMOYEHHBIN
denepanbHbIl OpraH MCIOJHUTENIBHOM BJIACTH B YCTAHOBJIEHHOM UM TOpPSIKE
paccMaTpUBaET BOIIPOC O MPUOCTAHOBJICHUHM NPUMEHEHHUS TAKOTO JIEKapCTBEHHOTO
npenapara.

(Cmamws 6 pedaxyuu Pedepanvrozo 3axoua om 22.12.2014 Ne 429-D3)

Cratb 65. [IpuocTtaHoB/IeHNe IPUMEHEHN S JIEKAPCTBEHHOI0 Mpenapara

l.[Ipu mnonyueHun uHPOPMALMK O HEXKEIATENIbHBIX PEAaKIUsAX MpHU
IIPUMEHECHUN JIEKaPCTBEHHOI'O IIperapara, HE YKa3aHHbIX B MHCTPYKLIUU IO
MIPUMEHEHUIO JIEKAPCTBEHHOTO TPerapaTa, CEphe3HbIX HEXKENATENbHBIX PEaklusix, 00
OCOOEHHOCTSIX €ro B3aUMOJCHCTBUS C APYTMMH JIEKAPCTBEHHBIMHU IpenapaTaMi,
KOTOpPbIE MOTYT HpPEJICTaBIATh Yrpo3y >KU3HU WKW 3J0pOBbIO 4YEJIOBEKa JIMOO
KMUBOTHOTO, a TakXKe€ O HECOOTBETCTBUU JaHHBIX 00 5 EKTUBHOCTH U O
0€30MacHOCTH JIEKApPCTBEHHOTO IpernapaTta JaHHBIM O JIEKAPCTBEHHOM IIpernapare,
colepKalMMCsl B HMHCTPYKUHMHM IO €ro NPUMEHEHHIO, B TOM 4YHCIE OT
YIOJIHOMOUYEHHBIX ~ OPTaHOB  MHOCTPAHHBIX TOCYJapCcTB, OOMEH KOTOPOM
OCYIIECTBISIETCA B COOTBETCTBMM C COIVIAIIEHUSMUA MEXAY YMNOJHOMOYEHHBIM
(denepaqbHBIM OpPraHOM HCIOJIHUTEIBHOM BIACTH M YHOJHOMOUYEHHBIMU OpraHaMu
MHOCTPAHHBIX T'OCY1apCTB, YIIOJHOMOYEHHBIN (efiepalbHbIil OpraH UCIIOJTHUTEIbHOM
BJIACTU paccMaTpHUBAeT BOMPOC O BO3MOXKHOCTHU TMPUOCTAHOBIICHUS OOpallleHUs
TAKOI'0 JIEKAPCTBEHHOIO Ipenapara B NOPSAKE, YCTAHOBICHHOM YIIOJJHOMOYEHHBIM

(dhenepaabHBIM OPTaHOM HCIIOJHUTEILHON BIIACTH.

2. Ilpy HEeUCHOJHEHUH WM HEHAJIeKaIlleM HCIOJHEHUU JepKaTeNsIMU WIn
BJIQJICIbIIaMH  PETUCTPALIMOHHBIX YJIOCTOBEPEHUM JIEKAPCTBEHHBIX IIPENapaTos,
IOPUIMYECKUMHU JIMIIAMHU, Ha UMs KOTOPBIX BBIJAHBI Pa3peIICHHs] Ha MPOBEIACHHUE
KJIMHUYECKUX HucclienoBanuii B Poccuiickoit deaepanuu, Wik YHOJHOMOYEHHBIMU
UMU JPYTUMU IOPUANUYESCKUMU JIMIIAMH 005S3aHHOCTEH, YCTAHOBIECHHBIX YacTsIMU 3 U
4 crateu 64 Hacrosmero denepanbHOro 3akoHa, MO0 B CIy4asx MPEACTABICHUS
COOTBETCTBYIOIIUM YTIOJHOMOUYEHHBIM (eepaIbHbIM OPTraHOM HCIOTHUTEIBHON
BJIACTU 3aKJIFOYEHUS O HEJJOCTOBEPHOCTH PE3yIhTATOB KIIMHUYECKOTO UCCIICTIOBAHMS
JIEKapCTBEHHOIO TIpernapara Jijisi MEJIMIIMHCKOTO MPUMEHEHUs, KOTOPOE€ OCHOBAHO Ha
pe3yiibTaTax MPOBEPKH MEIUIMHCKOW OpTaHW3alfK, ITPOBOJMBIICH yKa3aHHOE
KIIMHUYECKOE HCCIEOBAHUE C HapYIICHHEM MpaBUJl HaJJIeKallell KIMHUYECKON

IMPAKTUKH, U IIPUBCJIO0 K INOJYUYCHHUIO HCAOCTOBCPHLIX PC3YJIbTATOB, an1bo B ciy4dac



HEBBIMOJIHEHUS TPEANUCAHUSA, BBIJAHHOTO YHOJIHOMOYEHHBIM (heJepaabHbIM
OpPraHOM HCIIOJIHUTENIbHOM BJIAcTM MO HTOraM OCYIIECTBICHHS BbIOOPOYHOTO
KOHTPOJISI KayecTBa JICKAPCTBEHHOTO Ipernapara, YIOJTHOMOYEHHBIH (eaepaabHbIi
OpraH HCIIOJIHUTEJIbHON BJIACTU B YCTAHOBJIEHHOM UM IOPSJIKE paccMaTpUBAET
BOIIPOC O MPUOCTAHOBJICHUN TPUMEHEHUS TAKOT'O JIEKAPCTBEHHOTO Mpernapara.

3. YnonHOMOUYeHHBIN (eaepanabHblii OpraH MCIOJIHUTENIBHONW BIACTH MPHU
MPEJICTABICHUN €My CBEJCHHMI O HECOOTBETCTBUU MPOU3BOJIUTENS JIEKAPCTBEHHBIX
CpeICTB TpeOOBaHUSIM MPABUIT HAAJIEKAIEH POU3BOICTBEHHOM MPAKTUKY U (HITH) O
HApYIICHUU JIMIEH3UOHHBIX TpeOOBaHMIA, KOTOpbIE OBLTM BBISBICHBI B XOJI€
MPOBECHUS] WHCIEKTUPOBAHUS TPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEJICTB WU
OCYIIECTBJICHHS JIMIIEH3MOHHOTO KOHTPOJISi B chepe MPOU3BOJICTBA JIEKAPCTBEHHBIX
CpPEICTB W TMPHUBEIM WM MOTYT MPHUBECTH K MPOU3BOACTBY JEKAPCTBEHHBIX
MpenaparoB Al MEOUIUHCKOIO NPUMEHEHHS, MNPUYMHUBIIMX WM CIOCOOHBIX
IPUYMHUTD BpEI JKU3HM WIKM 3J0pPOBBI0 TIPaKJIaH, pPaccMaTpuUBAET BOIPOC O
MIPUOCTAHOBJIECHUU NPUMEHEHUS JIEKAPCTBEHHBIX MPENapaToB JJIs MEIULUHCKOIO

NPUMCHCHUA B YCTAHOBJIICHHOM MM IIOPAAKE B CIICAYIOIMIMNX CIIydasdx:

1) coctaB 1 (MJIM) TEXHOJIOTHS TIPOU3BOJICTBA JIEKAPCTBEHHOTO Mpernapara Jis
MEIUIUHCKOIO NMPUMEHEHUs (C OMMCAHUEM CTAJIUN MPOU3BOACTBA) OTIMYAIOTCS OT
3asIBJICHHBIX B PETUCTPAIMOHHOM JIOChHE;

2) nexkapCTBEHHBIN MpemnapaT i MEIUIIMHCKOTO MPUMEHEHUSI IPOU3BEICH Ha

HpOHBBOI[CTBGHHOfI miomajake, He y1(a3aHHOﬁ B PCTUCTPATUOHHOM J1OCBC,

3) y TOpoOM3BOIMTENSl JIEKAPCTBEHHBIX CPEACTB OTCYTCTBYIOT JOKYMEHTHI,
MOATBEPKAAOIIME COOTBETCTBUE KayecTBAa JIEKAPCTBEHHOIO Ipemnapara s
MEIUIMHCKOIO MPUMEHEHUs], BBOAUMOIO B TpakJIaHCKUI 00OpOT, TpeOOBAHMSIM,

YCTaHOBJICHHBIM IIPU €r0 I'OCYIApCTBEHHON PETUCTPALINH;

4) mpou3BOAUTENIEM JICKAPCTBEHHBIX CPEJACTB B  COIVIACOBAHHBIM ¢
COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (eiepaibHbIM OPraHOM HCIIOJIHUTEIbHON
BJACTH CPOK HE YCTpaHEHbl HapylleHuss TpeOOBaHUW MpaBUI HaJJIeKalen
IIPOU3BOICTBEHHOW MPAKTUKU U (WJIM) JIMIEH3UOHHBIX TPEOOBAHUI, KOTOpPbIE ObLIN
BBISIBJICHBI B X0JI€ MPOBEJCHUS WHCIIEKTHPOBAHUS TPOU3BOIUTENS JTEKAPCTBEHHBIX
CPEICTB WJIM OCYILECTBJICHUS JIMIIEH3MOHHOTO KOHTPOJIs B cepe mMpou3BOICTBA
JIEKapCTBEHHBIX CPEACTB M MPHUBEIM WIM MOTYT NPHUBECTH K MPOU3BOJCTBY
JIeKapCTBEHHBIX IMPENapaToB JJIsi METUIIMHCKOTO MPUMEHEHHs], TPUYNHUBILNX WIN
CHOCOOHBIX MPUYUHUTD BPE] )KU3HU WIIH 3I0POBBIO TPaX/IaH.

(L{ononnenue uacmoio - Dedepanvusiii 3axkon om 04.06.2018 Ne 140-D3)



4. YIomHOMOYEHHBINH (eepalbHbIi OpraH HMCHOJHUTEIBHOW BIACTH TpHU
HaJIMYUA y HETrO CBEACHUM O HECOOTBETCTBUM IPOU3BOJUTEINS JIEKAPCTBEHHBIX
CpEeICTB TpeOOBaHUSAM MPaBUIT HAAJIEKAIEH TPOU3BOICTBEHHOM MPAKTUKY U (WITH) O
HApyIICHUU JIMIEH3UOHHBIX TpeOOBaHMI, KOTOpbIE OBLTM BBISBICHBI B XOJI€
MPOBEJICHUS] HWHCIIEKTUPOBAHUS IPOU3BOJUTENS JICKAPCTBEHHBIX CPEJCTB WJIU
OCYIIECTBJICHHS JIMLIEH3MOHHOTO KOHTPOJISL B c(hepe MPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEACTB M MPHUBEIM WM MOTYT IPUBECTH K MPOU3BOJACTBY JIEKAPCTBEHHBIX
[penaparoB Jjsi BETEPUHAPHOTO NPUMEHEHMS, NPUUYMHMUBIIUX WU CIOCOOHBIX
MPUYUHUTD BpPEJl KU3HU WIM 3J0POBBIO JKUBOTHBIX, PAacCMaTpHUBAET BOIPOC O
MIPUOCTAHOBJICHUN pPEAIU3allMM U MPUMEHEHUS! JIEKapCTBEHHBIX IpENnapaToB AJis

BCTCPHUHAPHOI'O IPUMCHCHHUS B YCTAHOBJICHHOM MM IOPAAKE B CICAYIOIMINX CIIydasax:

1) coctaB 1 (MJIM) TEXHOJIOTHS MIPOU3BOJICTBA JIEKAPCTBEHHOTO Mpernapara Jis
BETEPUHAPHOIO MPUMEHEHUS (C OMMCAHUEM CTaIUi MPOU3BOJCTBA) OTINYAOTCS OT

3asBJICHHBIX B PErUCTPALIMOHHOM OOCHE,

2) nexkapCTBEHHBIH Mpenapar Jyisi BETEpUHAPHOTO MPUMEHEHHUS TPOU3BECH Ha

HpOHBBOI[CTBCHHOﬁ mIomajake, He YKaSaHHOﬁ B PCTUCTPAIUOHHOM J1OCBC,

3) Y HTOPpOU3BOAUTCIIA JICKAPCTBCHHBIX CPCIACTB OTCYTCTBYIOT JOKYMCHTEI,
MMOATBCPKAAOINHUEC COOTBCTCTBHUC KA4YCCTBA JICKAPCTBCHHOI'O IIpCIllapaTta AJisd
BCTCPUHAPHOTO IMPHUMCHCHHA, BBOAMMOI'O B I‘pa)KI[aHCKI/Iﬁ 060p0T, Tpe60BaHI/IHM,
YCTAHOBJICHHBIM IIPpU €T'O I‘OCYI[&pCTBCHHOﬁ PETUCTpAlINN,

4) mpou3BOAUTENIEM JICKAPCTBEHHBIX CPEJACTB B  COIVIACOBAHHBIM  C
COOTBETCTBYIOIIUM YIOJHOMOYEHHBIM (peiepaibHbIM OPraHOM HCIOIHUTEIbHON
BJACTH CPOK HE YCTpaHEHbl HapylleHus TpeOOBaHUW MpaBUI HaJJIeKalen
IIPOU3BOJICTBEHHOW MPAKTUKU U (WJIM) JIMLIEH3UOHHBIX TPEOOBAHUM, KOTOpPbIE ObLIN
BBISIBJICHBI B X0JI€ MPOBEJCHUS WHCIIEKTHPOBAHUS TPOU3BOIUTENS JTEKAPCTBEHHBIX
CPEICTB WJIM OCYILECTBJICHUS JIMIIEH3MOHHOTO KOHTPOJIs B cepe Mmpou3BOJCTBA
JICKapCTBEHHBIX CPEJICTB M TMPHUBEIM WM MOTYT TPHUBECTH K MPOU3BOACTBY
JICKapCTBEHHBIX MPENapaToB JIsl BETEPUHAPHOTO MPUMEHEHUS, TPUINHUBIINX WA

CHIOCOOHBIX IPUYUHHUTH BPEJ )KU3HU WIH 3JI0POBBIO KHUBOTHBIX.
(L[ononnenue uacmoio - Dedepanvusiii 3axkon om 04.06.2018 Ne 140-D3)

7.B  mopsake, NOpeayCMOTPEHHOM  4acTbio 4  HACTOSIEH  CTaThW,
YIOJHOMOYEHHBIN (periepanbHblid OpraH KCIOJIHUTENBbHON BJIACTH PACCMATPUBAET
BOIIPOC O IPUOCTAHOBJIEHUY PEAIN3ALMN U IPUMEHEHHUS JIEKAPCTBEHHOT'O IIpernapara
JUIsl BETEPUHAPHOTO MPUMEHEHHs] B Cllydae BBISBICHUS B I'PaXKJAHCKOM 000pOTe
CEpHH JIEKaPCTBEHHOTO IMpernapaTa JUisl BETEpUHAPHOTO NMPUMEHEHUS, TOKYMEHThI U

CBEJIEHUS O KOTOPOM, IIPeyCMOTPEHHBIE YacTAMH 1 - 3 1 6 cTaThu 522 HACTOSAIIETO



denepallbHOTO 3aKOHAa, HE TMPEACTaBICHbl B YKa3aHHBIM oOpraH, jJu0O cepuu
MMMYHOOHOJIOTHYECKOTO  JIEKAPCTBEHHOTO  Ipemapata Uil  BETEPUHAPHOTO
NPUMEHEHHS, HE UMEIOIIEN pa3pelleHts, IPeayCMOTPEHHOIO YaCThIO 8 CcTaThu 522
Hactosimero denepanbHOro 3akoHa. B  ykazaHHOM cilyyae yIIOJHOMOYEHHBIN
denepalbHbIl  OpraH  HUCIOJHUTEIBHON  BJIACTU MNPUHUMAET pELIEHHE O
MPUOCTAHOBJICHUU pealU3allii U MPUMEHEHUs TaKUX CEepuid 10 MpeICTaBIICHUs
YKa3aHHBIX JIOKYMEHTOB W CBEACHMM JuOO0 [0 TOJYy4YeHHUS YKa3aHHOTO
paspetuenus. ([Jonoanenue uacmoio - Pedepanvuviii 3akon om 02.07.2021 Ne 317-
@D3)

(Cmamws 6 pedaxyuu Pedepanvrozo 3axoua om 22.12.2014 Ne 429-D3)

Cratbs 66. Unpopmanus o pe3yabrarax papmMakoHaa3opa

YnonmHoMO4YeHHBI  (enepalibHBIf  OpraH  HCIOJHUTEIBHON  BIIACTH,
OCYIIECTBISIONINI (hapMakoHaI30p, MO €ro pe3yjbTaTaM pa3MellaeT Ha CBOEM
oduimanpHOM caiite B cetu "UHTepHer" nHpopManuio o:

1) BBIIBJICHUM HOBBIX IOATBEPKIACHHBIX MAHHBIX O TOOOYHBIX NEUCTBUSX,
HEXKEIATEIIbHBIX peakuusix, CEPBE3HBIX HEXKeJIaTeIbHBIX peaKkuusx,
HETPEIBUJICHHBIX HEXKEJIATENbHBIX PEAKLIUAX NPU NPUMEHEHUU JIEKAPCTBEHHOTO
npernapara, B TOM YHCJE BIHSIONIMX HAa OTHOIIEHUWE OXHUIAAEMOW TOJb3bl K
BO3MO>XHOMY PUCKY IPUMEHEHUS JAHHOTO JICKAPCTBEHHOTO Mpenapara;

2) OpUHATHIX PELICHUSX O BHECEHHMM W3MEHEHWW B HWHCTPYKIMUIO MO
IIPUMEHEHUIO JIEKAPCTBEHHOIO IIpernapara, O NPUOCTAHOBJICHUU NPUMEHEHHUS
JIEKapCTBEHHOTO Ipenapara, 00 U3bIATUH U3 OOpallleHHs JIEKApCTBEHHOTO Mpenapara
WK O BO30OHOBIICHUY TTPUMEHEHUS JICKaPCTBEHHOTO Mpernapara.

(Cmamuws 6 pedaxyuu edepanvroeo 3axona om 27.12.2019 Ne 475-D3)

I'naBa 14. Undopmanus o JiekapcTBeHHbIX npenaparax. Cucrema
MOHHMTOPHMHIA ABHKECHUS JIEKAPCTBEHHBIX MPENapaToB sl
MEeJIUIUHCKOT0 NIPUMEHEeHUs

(Haumenosanue 6 peoakyuu @edepanvrozo 3axona om 28.12.2017 Ne 425-
@D3)



Cratbs 67. Undopmanus o JiekapcTBeHHBIX npenaparax. Cucrema
MOHHUTOPHMHIA ABHKECHUS JIEKAPCTBEHHBIX NMPENnapaToB st

MEIUIHUHCKOTO ITPUMEHCHUSA

(Haumenosanue 6 peoaxyuu @Dedepanvroco 3axona om 28.12.2017 Ne 425-
D3)

1. Uudopmarnius o eKapCTBEHHBIX IMpemnapaTax, OTITyCKaeMbIX IO PELenTy Ha
JICKapCTBEHHBIN Tpemnapar, JOJHKHA COJIEPKATHCS TOJIHKO B CHEIMATU3UPOBAHHBIX
U3JIAaHUSX, TIPEeTHA3HAYCHHBIX I MEIUIIMHCKIUX, (apMaleBTUIeCKuX PabOTHHUKOB,
CHELHMATUCTOB B 006JacTu BeTepuHapuu. MHopmaius o 1ekapcTBEHHBIX MpenapaTax
Ui CIIEUMANNCTOB B 00JIAcTH OOpallleHus] JIEKapCTBEHHBIX CPEICTB MOXKET
coJiep>KaThCsl B MOHOTpadusax, CIpPaBOUYHMKAX, HAYYHBIX CTAThAX, B JOKIAJax Ha
KOHTpeccaX, KOH(EepeHIMIX, CHUMIIO3MyMaX, HAy4YHBIX COBETaX, a TaKxke B
MHCTPYKIUSX 10 TPUMEHEHHIO JIEKAPCTBEHHBIX MpenapaTtoB. (B pedaxyuu
Deoepanvrozo saxona om 02.08.2019 Ne 297-D3)

2. Nndopmarnius o JexkapcTBEHHBIX Mpenaparax, OTIyCKaeMbIX 0e3 pelernTa Ha
JIEKapCTBEHHBIN Tpenapar, MOKET COJEpKAThCsl B MyOJUKALMIX U OOBSIBICHUSIX
CpPEeICTB MAacCOBOM HMH(OpMALUU, CHEIUATU3UPOBAHHBIX M OOIIMX TEYATHBIX
W3IaHUAX, WHCTPYKIMSIX IO TPUMEHEHUIO JIEKAPCTBEHHBIX MPENapaToB, HHBIX
W3/IaHUAX CyOBEKTOB OOpallleHUs JIEKapCTBEHHBIX CPEACTB. PexinamMHbie MaTepuasl
0 JIEKApCTBEHHOM TIpemapare, OTIyCKaeMOM O0e3 perenTta Ha JIeKapCTBEHHBIN
npenapar, J0JKHbI COOTBETCTBOBATh MHCTPYKIIMH 110 IPUMEHEHHIO JIEKAPCTBEHHOTO
npernapara.

3. lomyckaeTcss  MCMOJIb30BAaHUE  JIIOOBIX ~ MaTEpHUAIBbHBIX  HOCHTENEH,
MO3BOJISIONINX ~ XpaHUTh, TMepeJaBaTb W  HUCIOJb30BaTh HMHGOPMAIHMIO O

JIEKapCTBEHHBIX IMpenaparax 0e3 ee UCKaXEeHUsI.

4. Ins neneid uACHTU(PUKALMM YIAKOBOK JIEKAPCTBEHHBIX IpPENapaTroB AJis
MEJULMHCKOIO MIPUMEHEHUS IIPOU3BOAUTEIN JIEKAPCTBEHHBIX CPEICTB B IOPSIKE,
ycraHoBiieHHOM [IpaBurensctBoM Poccuiickont denepanyu, HAHOCAT HA IEPBUYHY IO
YHOakoBKYy (B OTHOLIEHUHM JIEKAPCTBEHHBIX TNpEnaparoB sl MEIUIIMHCKOTO
MIPUMEHEHUS, JUIsl KOTOPBIX HE MPEyCMOTPEHA BTOPUYHAs YIIAKOBKA) U BTOPUYHYIO
(MOTpeOUTENBCKYI0) YIMAKOBKY JIEKAPCTBEHHBIX MPENapaTroB s MEIUIMHCKOIO
IPUMEHEHUS CpPEACTBA MICHTU(UKALMHU, 332 MCKIIOUYEHUEM JIEKapCTBEHHBIX
[IpenaparoB Il MEJULUUHCKOIO IPUMEHEHMs, NPOU3BOAUMBIX IS IIPOBEICHUS
KJIIMHAYECKUX  MCCIIEOBAaHUM, OKCIOpPTa, JIEKAPCTBEHHBIX IpEenaparoB JJis

MEIUIIMHCKOTO MPUMEHEHHUs, YKa3aHHBIX B 4acTsAX 5 W § crarbu 13 HacTOAIEro



denepabHOrO 3aKOHa, paarodapMalleBTUUECKUX JIEKApCTBEHHBIX IPEraparos,
BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX IpEnapaTroB, KOTOpPbIE MPOU3BEICHbI
MaJbIMU CEPUSIMHU, COCTOST U3 OJJHON MJIM HECKOJBKHX 103 BHICOKOTEXHOJIOTUYHOTO
JICKapCTBEHHOTO Tpernapara, npeAHa3HaueHbl Uil KOHKPETHOTO MallMeHTa, UMEIOT
KOPOTKHUH CpPOK TOJHOCTH ([0 JAEBSHOCTa KaJeHAAPHBIX JHEW) u  (WiM)
TEMIIEPATypPHBII PEKUM XpaHEHHs] M TPAHCIOPTUPOBaHUS MuUHYC 60 TIpaycoB
[lenbcuss wnM HUXKE, MUABOK MEIUIMHCKUX W Ta30B MEIULMHCKUX. (/[ononnenue
yacmoio -  Dedepanvuviti  3axkon  om 28.12.2017 Ne 425-D3) (B peoakyuu
Deoepanvrozo 3akona om 30.01.2024 Ne [-D3)

5. XapakTepuCTHUKUA CPEACTBA MJICHTU(UKAIUYU, TMOPSIOK €ro HAHECEHUs U
TpebOBaHMs K CTPYKType U (popmaTy mH(OpMAIHH, KOTOPYIO COACPKUT CPEICTBO
UICHTU(PUKALINH, OIIPENETSAIOTCA [IpaBurenscTBOM Poccurickon
®enepauun. ([Jononnenue uyacmoio - Pedepanvrviii saxon om 28.12.2017 Ne 425-
D3)

6. [Topsamok co3gaHusi, pa3BUTHA, BBOJA B IKCIUTyaTalUIO, HKCILUTyaTallud U
BBIBOJIa M3 DKCIUTyaTalldd CHCTEMbl MOHHUTOPUHIA JBH)KCHHUS JIEKAPCTBEHHBIX
MpenapaToB s  MEAMIMHCKOTO IMPUMEHEHUs, MOPSAOK MpPeIOCTaBICHHS
uHbOpMaIK, COJepKAIIEHCsT B CUCTEME MOHUTOPHHTA JABMKEHUS JIEKAPCTBEHHBIX
MpenapaToB sl MEAULNUHCKOIO IPUMEHEHUS, W TOPSJOK B3aUMOIECHCTBUS
yKa3aHHOW CUCTEMBI C MHBIMU FOCYJapCTBEHHBIMU MH(OPMALIMOHHBIMU CUCTEMAMHU
U  HUHPOPMALMOHHBIMM CHUCTEMaMU IOPUAWYECKHX JIML M HWHIAUBUIYAJIbHBIX
NpeanpuHUMAaTesied, yKa3aHHbIX B dacTax 7 u 10 Hacrosmeil craThw,
ycraHaBiauBarorcs IIpaButensctBom Poccmiickoit  ®@epepaunu. Omneparopamu
CHUCTEMbl MOHUTOPHHTA JABUKEHUS JIEKAPCTBEHHBIX MPEMAPATOB ISl MEAUIIMHCKOTO
MpUMEHEHUs1 SIBISAIOTCS (perepanbHbld OpraH HMCIOJHUTENBHOW BIACTH U (WIJIM)
opraHu3anys, YIIOJITHOMOYEHHBIE [IpaBuTenbCTBOM Poccuiickoin

®deneparuu. (/Jonoarnenue uacmoio - Pedepanvuviiit 3akon om 28.12.2017 Ne 425-
D3)

7. Opuandeckue  auua U VIH]/IUBU/ly aJIbHbIC IIPEANPUHUMATEIIH,
OCYHIECTBJISIFOIINE TTPOU3BOACTBO, XpaHEHHWE, BBO3 B Poccuiickyro Denepaiuto,
OTIIYCK, pe€anu3aluio, mnepenady, MPUMEHEHUE W YHUYTOXKEHHUE JIEKAPCTBEHHBIX
MIpernapaToB Jis MEIUITMHCKOTO MPUMEHEHHS, 00€CTICUNBAIOT B TIOPSIJIKE U B COCTABE,
KOTOpBIE ycTaHOBIIEHBI [IpaBurensctBoM Poccuiickon denepannu ¢ y4eToM BHIIA
OCYIIECTBIISIEMON MMM JEATEILHOCTH, BHECEHHE WH(MOpPMAIMU O JIEKapCTBEHHBIX
npenaparax sl MEJUIUHCKOTO NMPUMEHEHUS B CUCTEMY MOHUTOPUHIA JBHKCHUS

JICKapCTBEHHBIX IMpernapaToB Ui MEIUIIMHCKOTO TMpUMEHeHUs. ([Jononnenue
yacmoio - Qedepanvhulii 3akon om 28.12.2017 Ne 425-D3)



7'. JlekapcTBEHHBIE  TIpemapaTthl  JUIA  MEIWIMHCKOTO  MPUMEHEHUS,
npeaHa3HaYeHHbIE I 00ecreueHus JIUL, OOJIBHBIX reMo(uiIueii, MyKOBUCIIUI030M,
runopuzapHbIM HaHU3MOM, 0011€3HBI0 ["ome, 3JI0KaYECTBEHHBIMU
HOBOOOpa30BaHUSAMU JTUMGOUIHON, KPOBETBOPHOM M POJCTBEHHBIX WM TKaHEM,
paccessHHBIM CKJIEPO30M, JIMIl TMOCJE TPAaHCIUIAHTAllMM OpraHoB W (WJIM) TKaHEM,
npousBeaeHHbie 10 31 mekabps 2019 roma, a Takke WHBIC JIEKAPCTBECHHBIC
Mpernaparsl Il MEJUIUHCKOTO TPUMEHEHHUs, pon3BeeHHbIe A0 | utons 2020 ropa,
MOJJIeKaT XpaHEHHIO, IEpPEeBO3Ke, OTIYCKY, pean3aluy, rnepeaaye, IpuMeHeHuto 6e3
HAaHECEHUs CPEICTB HACHTU(PUKALUU [0 MCTEUEHHUs] CpOKa HX TOJHOCTH.
[IpaButennctBO Poccuiickoit denepaiiv BipaBe yCTaHOBUTH OCOOCHHOCTH BBOJIa B
IpaKIaHCKU 000POT JIEKAPCTBEHHBIX MIPENAPATOB A1 MEAUIIMHCKOTO IPUMEHEHMS,
npousBeaeHHbIX B niepuos ¢ 1 utonst 2020 roxga mo 1 oktadps 2020 roxa. B nemnsix
BBOJIa B TPaXIAHCKUKW OOOPOT JIEKApPCTBEHHBIC Mpenaparbl I MEIUIIMHCKOTO
MPUMEHEHUS, 32 UCKIFOYEHUEM JIEKAPCTBEHHBIX MPENApaTOB, MPEAHA3HAYEHHBIX JIS
oOecriedyeHusi Jull, OONBHBIX TeMOMUINed, MYKOBHCHIHUIO30M, TUMO(PU3APHBIM
HaHU3MOM,  Oone3Hpto  [omie,  3JI0KAYECTBEHHBIMH  HOBOOOpPa30BAHUSMU
TUM(OUTHOM, KPOBETBOPHOM M POJICTBEHHBIX UM TKAHEH, pacCesTHHbIM CKIIEPO30M,
JIUIT TTOCJI€ TPAHCIUIAHTAIIMN OPTAHOB U (MJIM) TKaHEH, MPOU3BEACHHBIE 3a MPEeIaMU
teppuropun Poccuiickoit @enepanuu 10 1 okta6ps 2020 roga, MOTYT OBITH BBE3EHBI
B Poccuiickyro @enepannro 10 1 sHBaps 2021 roga B mopsiake, yCTaHOBIEHHOM
[IpaButensctBOM  Poccuiickoit ~ Depepanuu, 0€3  HAHECEHHMS  CPEJICTB
uaeHTUUKALMU. (Jonoarnenue yacmolio - Dedepanvubiii 3QKOH
om 28.11.2018 Ne 449-D3) (B peoaxryuu gedepanvrulx 3AKOHO8
om 27.12.2019 Ne 462-D3, om 13.07.2020 Ne 206-D3)

8. Opranuzarnusi HOOPMAITMOHHOTO B3aUMOCHCTBUSI CUCTEMbl MOHUTOPHHTA
JIBMKEHUS JIEKAPCTBEHHBIX MpEnapaToB I MEIUIIMHCKOTO TPUMEHEHUS C MHBIMU
rocyJapCTBEHHbIMU MH(DPOPMAIIMOHHBIMU CUCTEMaMU OOECIIEUUBAETCSI B TOM YHUCIIE
MOCPE/ICTBOM HH(PPACTPYKTYPHI, oOecreunBaromen nH(pOpPMAITMOHHO-
TEXHOJIOTUYECKOE B3aUMOJICHCTBUE MH(POPMAIIMOHHBIX CUCTEM, UCTIOIb3YEMBbIX IS
MPEIOCTaBICHUS TOCYJAPCTBEHHBIX M MYHHUIIMNAIBHBIX YCIYT WU HWCIOJHEHUS
rOCyJIapCTBEHHBIX u MYHHIUTATBHBIX byHKINN B AIEKTPOHHOMN
dbopwme. (/[onoanenue uacmoio - Pedepanvhsiii 3axkon om 28.12.2017 Ne 425-D3)

9. Undopmarnusi, coaepxamiasicss B CUCTEME MOHUTOPUHIA JABUKCHUS
JEKapCTBEHHBIX  MpenaparoB Uil MEAMIMHCKOTO TPUMEHEHHUS, SBIISIETCS
UH(pOpMaIeil OrpaHUYEHHOTO JOCTYTa B COOTBETCTBUU CO CTaThel 9 DenepabHOTO
3akoHa oT 27 urong 2006 roga Ne 149-®d3 "OO6 undopmaiuu, uHGOPMAITUOHHBIX

TEXHOJIOTHSAX W O 3amuTe wuHpopmanuu", 3a HCKIIOYEHUEM HH(POpMAIIHH,



HEJIOMYCTUMOCTh OTPaHUYEHUs JIOCTyNa K KOTOpOH ycTaHOBIeHa (eaepaabHbIMU
3aKOHaMH, a Takxke uHpopmanuu, oTHeceHHOW IIpaBuTtenbcTBoM Poccuiickoit
@enepaui B COOTBETCTBUM C HactoAmuM DenepanbHbIM  3aKOHOM K
obmenoctynHoii mHpopManuu. OOuienoctynHas HHPOpMAIMs, coAepiKalascs B
CHUCTEME MOHUTOPHHIA JBHKCHUS JIEKAPCTBEHHBIX MPENAPATOB JJIsl MEIUIIMHCKOTO
MPUMEHEHUs, pa3MeIaeTcss B HWHOOPMAIMOHHO-TEICKOMMYHHUKAIIMOHHOW CETH
"NutepHet" (B TOM uyucie B (GOpME OTKPHITHIX JAHHBIX) B MOPSAKE, YCTAHOBIEHHOM
[IpaButenbctBoM Poccuiickoit denepauuu. (Jonoanenue uacmoio - DedepanvbHuiii
sakon  om 28.12.2017 Ne 425-D3) (B peoakyuu  Dedepanrvhoco  3aKoHA
om 04.08.2023 Ne 474-D3)

9. Joctyn x wuH(pOpMALUM, COAEPKALIEWCS B CHUCTEME MOHUTOPHMHIA
JNBIWKCHHSI JICKAPCTBEHHBIX IMPENapaToB JUIsI MEOULUUHCKOTO IPUMEHEHMS,
oOecreuynBaeTcs OMEPATOPOM CHUCTEMBI MOHMTOPHWHTA JBMKEHUS JIEKAPCTBEHHBIX
npenaparoB  Jid MEIHUIIMHCKOTO TPUMEHEHHUS B TMOPSAJKE, YCTAHOBJIECHHOM
[IpaBurensctBOM Poccuiickonn denepannn, B COOTBETCTBUM € 3aKOHOATEIIHLCTBOM
Poccuiickoii ®denepanun 06 mHpopmaiuy, WHPOPMAIMOHHBIX TEXHOJOTHUAX U O
3ammTe  WHGOpPMAIMK, 3aKOHOAATeNhCTBOM  Poccmiickonr ~ Deneparuud 0
rocyJapCTBEHHOM TalHe, 3akoHojarenbcTBOM Poccuiickon ®Denepauun 0
KOMMEPYECKOW W HMHOW OXPAHSAEMOW 3aKOHOM TAaWHE U C YYETOM IOJIOKECHUU
Hacrosuien ctatbu. [IpaBurensctBo Poccuiickont denepanny BnpaBe yCTaHABIMBATh
nepedyeHb JICKAPCTBEHHBIX MpPEenapaToB Il MEIUIMHCKOTO TPUMEHEHHS] U (W)
TPYIII JIEKAPCTBEHHBIX MPEMApPaTOB sl MEAUIIUHCKOTO IPUMEHEHUSI U 0COOCHHOCTH
JocTyna K WHGOpPMAIMK O TaKUX JICKAPCTBEHHBIX Mpernaparax, COACpIKaIleics B
CHUCTEME MOHUTOPHHIA JIBHKEHUS JIEKAPCTBEHHBIX MPENApaTOB JJIsI MEIUIIMHCKOTO

npuMeHeHus. (/[ononnenue cmamoeti - Dedepanvhsiii 3akorn om 04.08.2023 No 474-
D3)

92, [lonp30BaTeNM CUCTEMbl MOHUTOPHMHIA JBMKEHHUS  JIEKAPCTBEHHBIX
npernapaToB Ui MEAUIMHCKOTO TPUMEHCHHsI OOJIaJaloT MPaBOM JOCTyNa K
nH(DOpMAaIUH, COJIepIKaIIEHCsS B CHCTEME MOHUTOPHWHTA JBMIKEHUS JICKAPCTBEHHBIX
IpenaparoB Ui MEIUIMHCKOTO MPUMEHEHHS, ¢ YYeTOM OTpPaHHYCHHH TOCTyIa K
yKa3aHHOW wWHGpOpPMAIMU W €€ TMOocheayromneid o00paboTKe, YCTaHOBICHHBIX
HacTosM DeepalibHbIM 3aKOHOM U MHBIMH HOPMATHUBHBIMH TIPABOBBIMH aKTaMHU

Poccuiickoii  ®enepanmu. (Jonoanenue uyacmero -  DedepanvbHulli  3AKOH
om 04.08.2023 Ne 474-D3)

9. depepanbHbIe OpraHbl  HWCHOOJIHUTEILHOW  BJIACTH U OpraHbl
WCIIOJTHUTEILHON BJIACTH  CyOBEeKTOB Poccuiickoit ®Deneparuu B IEJSX,

onpeneneHubix [IpaBurensctBoM Poccuniickonn denepannn, IMEIOT MPaBo AOCTyNA K



uH(popMaIuu o0 cyObeKTax oOpalieHus JEKapCTBEHHBIX CPEICTB, O JIEKAPCTBEHHBIX
npenaparax u 06 000poTe TaKWX JIEKAPCTBEHHBIX MpPEnapaToB, HEOOXOIUMOM IS
BBITIOJTHEHUS 3a/1a4 M OCYIECTBICHUS (DYHKIMH, BO3JIOKEHHBIX Ha (enepaabHble
OpraHbl UCHOJHUTENHHOM BJIACTH U OPraHbl UCHOJHUTEIHHOW BIIACTH CyOBEKTOB
Poccuiickoit  ®eneparumn, CTaTUCTHUYECKON HWHMOpPMAMU O JIEKAPCTBEHHBIX
npenaparax u o0 ux 000poTe, a Takke K 001e10cTynmHoM nHpopmanuu. CocTaB 3TOM
nHGOPMAITUU OTIPEACIISETCS COTIameHUsIMU 00 NH()OPMAIIMOHHOM B3aMO/ICHCTBHH,
3aKJIFOYEHHBIMU OMNEPATOPOM CHUCTEMbI MOHUTOPUHIA JBIKEHUS JIEKAPCTBEHHBIX
npenaparoB s MEIUIMHCKOTO TMpHUMEHeHuss ¢ (deaepaibHbIMU OpTraHaMu
UCTIOJTHUTETILHOW BJIACTH WJIM OpTaHaMU HWCIOJHUTENBHOW BIACTH CyOBEKTOB
Poccuiickoii ®epepanui 1 QenepalbHBIM OPraHOM HCIOJTHUTEIBHOW BIACTH,
OCYIICCTBISIONIMM (YHKIIMM TIO BBIPAOOTKE W peau3allid TOCYAapCTBCHHON
TIOJIUTUKU u HOPMATUBHO-IIPABOBOMY PETyIUpPOBAHUIO B chepe
3[IpaBOOXpaHeHHUs. ([ononnenue uacmoio - Deodepanvhviii 3aKOH
om 04.08.2023 Ne 474-D3)

9% CyObekT oOpallleHHsi JIEKAPCTBEHHBIX CPEJACTB MMEET NMPABO JOCTyIa K
uHpopmauu 00 ornepanusx ¢ JEKapCTBEHHBIMH IpernapaTtaMu JJIsi MEIUIUMHCKOTO
MIPUMEHEHUS1, COBEPILICHHBIX 3TUM CYOBEKTOM OOpaIleHHs JIeKapCTBEHHBIX CPE/ICTB,

a TaKke K o0menoctynHoi uHdpopmaruu. (/Jonornenue yacmoto - Pedepanvhblil
3axon om 04.08.2023 Ne 474-D3)

9. Onepatop CHCTEMbI MOHUTOPHHTA JIBHXKEHHS JIEKAPCTBEHHBIX TPENApPaToOB
JUIsE MEIMIIMHCKOTO NpHUMEHEHHs o0iajaeT MpaBoM JocTyna K uHbopMmaluy,
coJieprKalleiicst B CHCTeME MOHUTOPUHTA JIBUKEHUS JIEKAPCTBEHHBIX MTPENapaToB st
MEJIUIIMHCKOTO MPUMEHEHHUSI, BKIIOUas WHGOPMAIMI0 OrPaHUYEHHOTO JOCTYyIa, C
BO3MO>KHOCTBIO €€ 00pabOTKH, B TOM YHCIIE €€ MPEAOCTaBICHUS H PACTIPOCTPAHEHHUS,
oOecriedeHusi JOCTyNa K HEW M OKa3aHWs yCIyr C €€ HCIOJb30BaHHEM (jasee -
o0paboTka). (/[ononrnenue uacmoio - Pedepanvhuviii 3axon om 04.08.2023 Ne 474-
D3)

96, Oneparop CHCTEMbI MOHUTOPHHIA JBHKEHHS JIEKAPCTBEHHBIX IIPENAPATOB
IUIE MEIULMHCKOTO NMPUMEHEHHUS MOXKET OCYUIECTBIISATH 00paboTKy HHpopmanuu
OTPAaHUYEHHOI'0 JOCTYIa, COAEpP)KAILEUCA B CHUCTEME MOHMTOPUHIA JBHKECHUS
JIEKapCTBEHHBIX MPENaparoB Uil MEIULMHCKOTO IPUMEHEHHUS, IIPU YCIOBUU
o0si3aTeIbHOTO  00€3IMYMBAaHUS Takod UWHPOpMAUM B  COOTBETCTBUU C
YTBEPKIAEMBIMU (benepalbHbIM OpraHomM VCIIOJTHUTENBHOMN BJIACTH,
OCYUIECTBIISIONUM (PYHKIIMM 1O BBIPAOOTKE M pealih3alii ToCyJapCTBEHHOU
MOJINTUKU U HOPMATUBHO-TIPABOBOMY PETYJIMPOBAHUIO B cepe 3paBOOXpAHECHHUS,

I10 coriiaCoBaHuro ¢ q)ellepaHLHLIM OopranomM HUCITOJTHUTEIIbHOM BJIACTH,



OCYIIECTBIISIONUM (DYHKIIMM 10 KOHTPOJIIO U Haa30py B cdepe HHPOPMAIUMOHHBIX
TEXHOJIOTHI U CBsI3U, U eiepabHBIM OPraHOM MCIOJHUTEIBHOM BIACTH B 00J1acTH
oOecrieueHusi 6€30MaCHOCTH TPEOOBAHUSAMH K 00C3TMUUBAHHUIO TaKOW MH(POpMaIIUN
U MeTofamMu oOe3nmmuuBaHus Takod wHbopmaruu. O6e3nnueHHas WHGOpMAIHS,
MOJIydeHHasi B pe3yjbTaTe yKa3aHHOM 00pabOTKM M cojepkallasicsi B CHCTEME
MOHHTOPHWHIA JIBIDKEHUS JICKAPCTBEHHBIX IMPEMapaToB M  MEIMIIMHCKOTO
MpUMEHEHUs1, SBIsieTCs WHMOpMaIuel orpaHudyeHHoro jgocrymna. OO6e3nuueHHas
uHpoOpMaIMs, JOCTYyI K KOTOpoil OblI oOecreueH OIneparopoM CHUCTEMBI
MOHUTOPUHTA JIBIJKEHUS JIEKQPCTBEHHBIX IMpemnapaToB JJs MEIMIUHCKOTO
NPUMEHEHUS B LIETISIX OKA3aHUs YCIYT C €€ MCIOJIb30BaHUEM, TTOJUICKHUT XPaHEHUIO B
CHUCTeME MOHHUTOPHHIA JIBWXKEHUS JIEKAPCTBEHHBIX MPENapaToB A MEIUIUHCKOTO
MPUMCHEHHUS HE MCHEE IIATH JIET C JaThl MIPEIOCTABICHUS TOCTyNa K 003 THUeHHON
uHopMaIMK, W HA HEE HE PACHPOCTPAHSIOTCS TPeOOBaHHUS K HHPOPMAINH
OTPaHUYECHHOTO JIOCTYyMa, YCTAHOBJICHHBIC HACTOAIIEH CcTaThel. (/Jononnerue
yacmoio - Dedepanvhuiii 3akon om 04.08.2023 No 474-D3)

97. Onepartop CHCTEMbI MOHUTOPHHTA JIBHXKEHHS JIEKAPCTBEHHBIX TPENAPaTOB
JUISE. MEUIMHCKOTO MPUMEHEHUS MOXET OCYIIECTBIATh 00paboTKy HHGpOpMALNU
OTPaHUYECHHOTO JIOCTYIA, COJEpIKallleicsi B CHCTEME MOHMTOPUHIA JBUKEHUS
JIEKapCTBEHHBIX MpEnapaToB i MEIULHUHCKOTO NPUMEHEHHs, MOJYyYeHHOH OT
cyOBbeKTa OOpaleHus JIEKApCTBEHHBIX CPEACTB, 3apErMCTPUPOBAHHOIO B CHUCTEME
MOHUTOPUHTA JIBIJKEHUS JIEKAPCTBEHHBIX IMpemapaToB s MEAMIHUHCKOTO
NPUMEHEHUS! U TMPEACTAaBUBLIETO B HEE CBEICHMS, B MHTEpEcax U MO MOPYUYEHUIO
Takoro cyObeKTa OOpaleHHs] JIEKapCTBEHHbIX CpEeACTB 0e3 00e3InYrBaHUs

MH(pOpPMaILMU OTPAaHUYEHHOTO A0CTyna. (/lonoanenue yacmoio - PedepanvHulil 3aKOH
om 04.08.2023 Ne 474-D3)

98, Oneparop CHCTEMBbI MOHUTOPUHIA JBMKEHHS JIEKAPCTBEHHBIX MPENAPATOB
JUIST MEAULMHCKOTO IMPUMEHEHHUs BIPABE OKAa3bIBATh HAa HEAMCKPUMHUHALMOHHOU
OCHOBE YCIIyTH C UCIOJB30BaHUEM O0€3TMUYEHHON MH(OpMAaIH, coaepKalleiics B
CUCTEME MOHHUTOPHUHTA JIBUXKEHHUS JIEKAPCTBEHHBIX MPENapaToB A METUIIUMHCKOTO
MpUMEHEHUs, CyObeKTaM OOpallleHusi JIEKAPCTBEHHBIX CPEJICTB, MOPSIOK U
CTOMMOCTH OKa3aHHsI KOTOPBIX OMPEEISAIOTCS ONEPATOPOM CUCTEMBI MOHUTOPHUHTA
JBUKEHUS JIEKAPCTBEHHBIX MPENapaToB AJi1 MEJUIUHCKOIO IPUMEHEHHUS, C YUETOM
OTpaHUYEHHUN JocTyna K 00e3IMYeHHON nH(OpMAaIuY, YCTaHOBICHHBIX HACTOSIIEH
CTaTbeil. YKa3aHHbIE MOPSIOK U CTOMMOCTb OKa3aHUSl TAKUX YCIyT pa3MelaloTcs
OIEepaToOpoOM CHCTEMbl MOHHMTOPHHIA JABM)XCHHS JIEKAPCTBEHHBIX MpenaparoB s
MEIUIIMHCKOTO TPUMEHEHHs Ha CcalTe CHUCTEMbl MOHHUTOPUHIA JBHXKEHUS

JEKApCTBCHHLIX IPCraparoB I MCAUIMHCKOI'O IIPUMCHCHUA B I/IH(l)OpMaI_II/IOHHO-



TEJIEKOMMYHUKAIMOHHOW ceTr "MHTepHeT" U mojiexxaT KOHTPOJIIO B COOTBETCTBUU
C AHTMMOHOTOJIBHBIM 3aKoHOAaTeNlbcTBOM Poccuiickon denepaunn. YKa3aHHbIE
MOPSAZIOK U CTOUMOCTb OKa3aHUs TaKUX YCIYT JOJDKHBI ObITh €IMHBIMU [T BCEX JIMII,
oOpalmaronmxcs 3a OKa3aHUEM YCIyTH B OTHOILLIEHWU OJIMHAKOBBIX BUAA, 00beMa U
coctaBa mnpegocraBisieMoi uHpopmannu. CyOobekTaM oOpallleHus: JeKapCTBEHHBIX
CPEICTB  3ampellaercs MpefoCTaBlIATh M PaACIpOCTPaHATh  HH(OpMaIuio,
IIOJIyYEHHYI0 B COOTBETCTBUM C HACTOSILEH 4YacTblo. ([Jononnenue uacmvio -
Deoepanvubiii 3axon om 04.08.2023 Ne 474-D3)

10. ITpou3BoMTENs JIEKAPCTBEHHBIX CPEJACTB, JepKaTellb JIMOO Blajeliell
PEruCTPaMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO npenapara W
MPEICTaBUTEILCTBO MHOCTPAHHOM OpraHu3allvM, SBISIONMICHCS JepKareiaeM JnOo
BJIQJICTIbLIEM PETUCTPALMOHHOIO YJIOCTOBEPEHUS JIEKAPCTBEHHOrO IMpernapara, Ha
tepputopun  Poccuiickoii  denepaunu, 3aperMCTPUPOBAHHBIE B CHCTEME
MOHUTOPUHTA JBWKEHUS JIEKQPCTBEHHBIX MPENApaTroB s MEAUIUHCKOIO
IIPUMEHEHUSI W TPEICTAaBUBILIME B HEE CBEIAEHUS O HAHECEHUWU CPEICTB
UICHTU(UKAIIMK Ha YTIAKOBKH JICKAPCTBEHHBIX MPENapaToB, HAPsLy ¢ HH(OpMaITUEH,
yKa3aHHOM B 4acTu 9% HacTOsMIEN CTAaThH, MOJTyYaET COAEPIKAILYIOCS B CHCTEME
MOHUTOPUHIA JIBOKCHHUSI JICKAPCTBEHHBIX MPENaparoB Uil  MEIULIUHCKOTO
MpUMEHEHUs MH(OPMAIMI0 OTPAHUYEHHOTO JOCTyNa O CEepPUsiX M MapTUSX ITUX
JIEKapCTBEHHBIX  TIpemaparoB  OE3BO3ME3HO W BIpaBe  OCYIICCTBIITH
CaMOCTOATENFHO WJIM TMOpydYaTh OOpabOTKy Takodl uWHGOpPMAIMK TOJLKO B
coOcTBeHHBIX HHTEpecax. [Ipu aToM nocTym K Takoi HH(OPMAITUN WK Pe3yJibTaTaM
ee 00pabOTKU MUMEET TOJBKO JIAHHBIN CyOBEeKT 0OpalieHus JIEKapCTBEHHBIX CPEJICTB
WIK JIUI0, KOTOPOMY OH Tmopyumsl 00paboTky. CocTaB NpenocTaBiIsieMOill B
COOTBETCTBHM C HACTOSIIEH 4acThio MHpopManuu ompexaensercsa [IpaBurenscTBoM
Poccmiickoit  Ddenepanmu. ([Jonoanenue  uyacmoio -  DPedepanvHulil  3AKOH
om 28.12.2017 Ne 425-D3) (B pedaxyuu Dedepanvrozo 3aKOHA
om 04.08.2023 Ne 474-D3)

I1.3a mpou3BOACTBO WJIM MNPOJAXKY JIEKAPCTBEHHBIX MPENapaToB s
MEIUIIMHCKOTO TPUMEHEHUs O0e3 HaHEeCeHMs] CpEeACTB HUACHTUPUKALMHA, C
HapyIIEHWEM YCTaHOBJICHHOTO TIOPA/IKA UX HAHECEHHUS, a TAK)KE 32 HECBOCBPEMEHHOE
BHECEHHE JIAaHHBIX B CHCTEMY MOHUTOPHHIA JIBUJKEHHUS JIEKAPCTBEHHBIX MPENapaToB
JUISL. MEAMIIMHCKOTO NPUMEHEHUS WM BHECEHHWE B HEE HEJIOCTOBEPHBIX JIaHHBIX
IOpUINYECKUE JIMLA U UHAUBUYaJIbHbIE MPEANPUHUMATENH, YKa3aHHbIE B YacTsX 4
M 7 Hacrosmiedl CTaThbU, HECYT OTBETCTBEHHOCTh B COOTBETCTBHUU C
3aKOHOJIaTEILCTBOM Poccuniickon denepanun. (/Jonoarnenue uacmovio -
@Deoepanvnviii 3akon om 28.12.2017 Ne 425-D3)



12. IIpaButenbctBO ~ Poccuiickoit  @exepanyii  BIpaBe  YCTaHOBUTh
OCOOCHHOCTH BHEJPEHHUSI CHCTEMbl MOHUTOPUHIA JABM)KEHHUS JIEKapCTBEHHBIX
npenapaToB Uil MEAULMHCKOTO TMPUMEHEHHsI, BKIIIOYasi CPOKUM €€ BHEIPEHUs, B
OTHOIIIEHUHU JIEKAPCTBEHHBIX TMpEmapaToB [UIsi MEAULMHCKOTO MPUMEHEHUS,
BKJIFOUEHHBIX B MEPEUEHb KU3HEHHO HEOOXOJMMBIX U BaKHEUIIUX JIEKAPCTBEHHBIX
MpenaparoB, JIEKAPCTBEHHBIX MTPENapaToB, MPeIHA3HAYCHHBIX Il 00eCTICUSHHUS JIII,
OO0NBHBIX TeMOo(MInel, MyKOBUCUIUI030M, TUNO(PU3APHBIM HAHU3MOM, OOJIE3HBIO
['omre, 3710KkaYeCTBEHHBIMH HOBOOOPA30BaHUSAMU JUM(MOHUIHON, KPOBETBOPHOW U
POJICTBEHHBIX UM TKaHEH, PacCesHHBIM CKJIEPO30M, JIMI[ IMOCJe TpaHCIUIaHTAIuU
OpraHoB U (WJM) TKaHEW, WHBIX JIEKAPCTBEHHBIX IMPENapaToB sl MEAMIIMHCKOTO

npumeHenus. ([[onoanenue wacmoio - @edepanvuviti 3akon om 28.12.2017 Ne 425-
D3)

I'nasa 14'. Orpannyenus, HajJaraeMbie Ha OPraHU3aLUH,
OCYLIECTBJISIIOIIME AeATeJLHOCTD 10 00paleHHI0
JIEKAPCTBEHHBIX CPE/ICTB

(Llononnenue enasoui - @edepanvhwiii 3akon om 25.11.2013 Ne 317-D3)

Crartbs 67'. Orpann4ennsi, HajlaraeMble MPH OCYIIECTBICHUH

NAeATeJIbHOCTH B c(pepe 00paleHHs JJeKAPCTBEHHbBIX CPeICTB

1. Opranuszanuuy, 3aHUMaronIecss pa3pabOTKON, MPOU3BOJICTBOM U (WIJIH)
peann3anuell JIEKapCTBEHHBIX NpernaparoB Ui MEIUIMHCKOrO IMPUMEHEHHS,
OpraHu3anuu, o6Jagaroiye npaBaMy Ha UCIOJIb30BaHUE TOPTOBOIO0 HAMMEHOBAHUS
JIEKapCTBEHHOTO IpenapaTa Al MeIUIIUHCKOTO0 MPUMEHEHUSs], OpTraHU3alMK ONITOBOM
TOPrOBIIM  JIGKAPCTBEHHBIMU  CPEJICTBAMH,  alTe€YHble  oOpraHu3aluu  (ux
MPEICTaBUTEINHN, UHbIC (PU3UUECKUE U IOPUANYECKHUE JTUIA, OCYIIECTRISIONINE CBOIO
JESTENbHOCTh OT HMMEHU JTHX OpraHu3aluii) B OTHOIIEHHMH MEIULHUHCKUX

pabOTHUKOB U PYKOBOAMUTEIEH MEIUIIMHCKIX OpraHU3aIlfii He BIPaBe:

1) Bpy4yaTh MOJApPKH, BBIIIAYMBATH JICHEKHBIE CPEACTBA (32 HCKIIOUCHHEM
BO3HArpa)JI€HU MO JOTOBOpPaM MpPU MNPOBEICHUM KIMHUYECKUX HCCICIOBAHUN
JICKAPCTBEHHBIX MPENAPATOB IS MEIUIMHCKOTO MPUMEHEHUS, BO3HATPAXKICHUM,
CBSI3aHHBIX C OCYIICCTBICHUEM MEIUIIMHCKUM PaOOTHUKOM IeIarOTUIeCKOM  (MiIH)

HaquOﬁ I[GSITGHBHOCTI/I), B TOM YHMCJIC OINIAYMBATL PA3BJICUCHMA, OTAbLIX, IIPOC3/ K



MCCTY OTJbIXad, 4 TAKKC IIPUBJICKATH K YUACTUIO B PA3BJICKATCIbHBIX MCPOIIPUATUAX,

MMPOBOAUMBIX 3a CUCT CBOUX CPCACTB,

2) 3aKJII0YaTh COTJIAIICHHWS O Ha3HAYEHWU WIM PEKOMEHIAIMHU TalreHTaM
JIEKApCTBEHHBIX TPETNapaToB I MEIUIIMHCKOTO MPUMEHEHHUS (3a HCKIIOYCHUEM
JIOTOBOPOB O MIPOBEACHUM KIIMHUYECKUX UCCIIEI0BAHUM JIEKAPCTBCHHBIX ITPENapaToB

JUTSI METUIIMHCKOTO IPUMEHEHMS );

3) MpeaoCTaBJIATh O6p33HLI JICKApPCTBCHHBIX IIPCIIapaToB I MCIUIHUHCKOI'O
MNPUMCHCHUA B LCJIAX BPYUCHUA ITAIMCHTAM (321 HCKIIIOYCHUCM CJIY4YacB, CBA3AHHBIX
C NPOBCACHHUCM KIMHHUYCCKUX HCCH@I[OB&HI/II;'I JCKAPCTBCHHLIX IIPCIIapaToOB AJIA

MCOUITMHCKOI'O HpI/IMeHCHI/I}I);

4) mpeoCTaBIATh HEAOCTOBEPHYI0 U (WJIM) HEMOJHYH HWH(MOpPMAIUIo O

JICKAPCTBCHHBLIX IpCraparax A MEAUIHUHCKOI'O IIPUMCHCHHU,

5) mocemare ux B paboyee BpeMsi Ha pabOUYMX MeECTax, 3a HCKIIOYCHHUEM
CITy4aeB, CBS3aHHBIX C MPOBEACHUEM KIMHUYCCKHUX HCCIICIOBAHUMN JICKAPCTBEHHBIX
npernaparoB  JUIs  MCAWIMHCKOTO TPHMEHEHHS, C ydYacTHEeM B  IOPSJIKE,
YCTAaHOBJICHHOM PYKOBOJHWTEIEM MEIUIIMHCKOW OpraHM3allid, B COOpaHHsIX
MEIUITTHCKUX PaOOTHUKOB M MHBIX MEPOTPUATHSIX, HAIIPABJICHHBIX HA MOBBIIICHUE
UX MpoeCCHOHABHOIO YPOBHS WIIH Ha MPE0CTaBICHHE HH(OPMAIIIH, CBI3aHHOM ¢

OCYIICCTBJICHUCM MOHUTOPHUHI'A 0e3011acHOCTH JICKAPCTBCHHLIX IIPCIIAPATOB,

6) HO6Y>KI[&TB K BBIITNCBIBAHUIO JICKAPCTBCHHbBIX IperapaToB JIIA
MCAUIUHCKOT'O IIPUMCHCHUA Ha 6J'IaHKaX, CoACpIKaIINX HH(bOpMaHHIO PEKIaMHOT'O
XapaKTepa, a TAKIKC Ha PCUCITYPHBIX 6J'IaHKaX, Ha KOTOPBIX 3dapaHCC HAIlICUYATAHO

HaMMCHOBAHUC JICKAPCTBCHHOI'O IIpCIiapaTa AJisI MCANITUHCKOI'O IIPUMCHCHU.

2. Opranu3zanuy, yka3aHHble B a03aile IepBOM 4acTu | HACTOSIIEH CTaThH, U
UX MPEACTABUTENIN B OTHOUIEHUH (PapMalleBTUUECKUX PAOOTHUKOB U pyKOBOJUTENIEH

AIlITCYHBIX OpI‘aHI/ISaHI/Iﬁ HC BIIPaBC:

1) BpyyaTs mMOJApKH, BBIJIAYMBATH JE€HEKHBIE CpPEICTBA, B TOM YHCIIE
OIUIAYMBATh Pa3BJICUYEHUS, OTABIX, IPOE3] K MECTY OT/bIXA, U IPUBJIEKATh K YYACTHUIO

B PA3BJICKATCIIbHBIX MCPOIIPUATHAX, IIPOBOJUMBIX 3a CUCT CBOHUX CPCACTB,

2) npeaocTaBiATh 00pa3lbl JEKAPCTBEHHBIX MPENapaToB ISl METULUHCKOIO

IIPUMEHEHMU ISl BPYUYEHHUsI HACEIICHUIO;

3) 3aKJII04YaTh COorjlaliCHud O MPCIOKCHHU HACCICHUIO OIIPCACIICHHBIX

JICKAPCTBCHHLIX IIPCIIApaTOB I MCAUIUHCKOTO IIPUMCHCHMA,



4) mpesoCTaBIATh HEAOCTOBEPHYIO U (WJIM) HEMOJHYI HWHOOPMAIUIO O
JICKapCTBEHHBIX Tpenaparax Juisi MEAMIMHCKOIO TPUMEHEHHUs, B TOM YHCIE

HMCIOINX OJMHAKOBOC MCKAYHAPOAHOC HCIIATCHTOBAHHOC HAMMCHOBAHHC.

Crartbs 67°. TpeGoBaHusi K OPraHU3alU U NPOBEIEHUI0 HAYYHBIX
MepONpPUATHIL, UHBIX MEPONIPUATHI, HATIPABJIEHHBIX HA
NoBbILIeHUE NMPO(eCcCHOHATBHOI0 YPOBHS MeIUIINHCKUX
PaGoOTHMKOB WM HA NpeJocTaB/ieHue HHPOPMALNH,
CBSI3aHHOM € OCyllleCTBJIEHHEM MOHUTOPHHIa 0e30NaCHOCTH

JEKAPCTBCHHBIX IMpemapaToB

I.1lpy mnpoBeneHMM HAYYHBIX MEPONPHUATHH, HHBIX MEPONPUATHUM,
HAMpaBJICHHBIX HA TOBBIIICHWE MPOQPECCHOHATBLHOTO YPOBHA MEIUIIMHCKUX
pabOTHUKOB MJIM HA MPEJOCTABJICHHUE CBSI3aHHOM C OCYIIECTBIEHUEM MOHUTOPUHTA
0€30MacHOCTH  JIGKAPCTBEHHBIX  MpenapaTtoB  HMH(OpMAlMU, OPTraHU3yEeMBIX
OpraHM3alMsAMH, YKa3aHHBIMH B a03aile mepBoM 4actv 1 crtathbu 67! Hacrosmiero
denepalbHOTO 3aKOHA, UX MPEACTABUTENAMU W (WJIU) (PUHAHCUPYEMBIX 3a CUET
CPEACTB ITUX OPraHU3alMi U UX IPEICTABUTENIEH, 3alpPEIIAacTCs IMPENITCTBOBATh
YYaCTHIO B YKa3aHHBIX MEPOIIPUATUAX UHBIX OPTaHU3ALMN, KOTOPBIE TPOU3BOIAT UIU
peANU3yIOT JICKAPCTBEHHBIE ITpenapaTsl 1 MEAULIMHCKOTO IPUMEHEHUS CO CXOKUM
MEXaHU3MOM (hapmMakoI0ru4ecKoro JEUCTBUA, 0o CO3/1aBaTh
JUCKPUMUHALMOHHBIE YCIOBUS U1 OJHUX YYAaCTHHUKOB II0 CPABHEHUIO C IPYTMMH

yY4aCTHUKaMH, 4 UMCHHO:

1) mpeaocTaBisATh Pa3IUYHOE KOJUYECTBO BPEMEHH JJisi BBICTYIUICHUN
YYaCTHUKOB, pAa3JM4YHbIE II0 pa3Mepy 3aHUMAEMOM IUIOMIAAM MeCcTa  JUIsd
JEMOHCTpAllMd  00pa3lloB  JIGKAPCTBEHHBIX MpENapaToB I  MEIUIIMHCKOTO
IPUMEHEHUS WM PEKJIAMHBIX MaTepUajoB O JIEKapCTBEHHBIX IIpernaparax i
MEIULMHCKOIO0 MPUMEHEHUS HA DKCIIO3UIUAX, CTEHAAX, 38 UCKIIOUEHUEM CIIy4acs,
€CIM TAaKWE YCIOBUSA 3aKPEIUIEHBl B COMIAICHUSAX OTHUX OpraHu3alui, HX
MpeAcTaBUTeNed O (PUHAHCUPOBAHWM YKA3aHHBIX MEPOINPHUSATUNH U OOYCIOBICHBI

Pa3JIMIHBIMU 3aTpaTaMi YHYaCTHUKOB Ha UX OPTaHU3AllUIO,

2) ycTaHaBJIMBaTh pa3Mep B3HOCA JJIsl YYACTHUKOB MEPOIPUSATUHN, YKa3aHHBIX
B a03a1le MepBOM HACTOSIIEH YaCTH, MPEBBIIAIOIINI CyMMY 3aTpaT Ha OPTaHU3aLHUI0
yKa3aHHBIX MEPONPUATUN U BEAYIIUNA K HEOOOCHOBAHHOMY OTPaHUYECHMIO YUCIA UX

YHIaCTHHUKOB.



2. Opranmsanuy, yKka3aHHble B ab3are nepBoM 4actu | crarbu 67! HacTosIErO
denepabHOTO 3aKOHA, UX MPEICTABUTEINN, OCYIIECTRIISIIOIINE OPTaHU3aUIO0 U (1K)
¢dbuHaHCHpOBaHNE MEPOTIPUATHH, YKa3aHHBIX B 4acTh | HacTosIIel cTaTbu, 00sS3aHbI
oOecrnieunBaTh AOCTYN K WHPOpMAlMU O JaTe, MECTE M BPEMEHH IPOBEICHUS
YKa3aHHBIX MEpONPHUATUN, I[IJIaHaX, MporpaMMax MPOBEACHUS YKa3aHHBIX
MEpOMNPUATUN U TeMaX, IUTAHUPYEMBIX JJI1 PACCMOTPEHHS, COCTaBE UX YYACTHUKOB
MyTeM pa3MEIIECHUs COOTBETCTBYIOIIEH HH(POPMAIMM HA CBOUX O(UIIMATBHBIX
caiitax B cetu "UHTepHer" He MO3aHEEe NBYX MECSIEB JI0 Hayaua IMPOBEICHUS

YKa3aHHBIX MEPOIPHUATHH.

3. Uadopmarus o TPOBEACHUH MEPONPHUATHH, YyKa3aHHBIX B dYacTH |
HACTOSIIEN CTAaThH, B CPOK, YCTAHOBJICHHBIM YACThIO 2 HACTOSIIEH CTATbH, JIOJAKHA
ObITh  HampaBieHa B  ¢eaepaidbHbIi  OpraH  HCIOJHUTEIBHOW  BIJIACTH,
OCYILECTBIISIIOIINNA (PYHKIIMHM TIO KOHTPOJIO M HAI30py B cdepe 3ApaBOOXpaHEHUS,
JUTSL TIOCTIEAYIOIIETO pa3MENICHHs €€ Ha OQUIIMATBPHOM CalTe 3TOrO OpraHa B CETH
"Nutepuer".

I'imaBa 15. OTBeTCTBEHHOCTH 32 HAPYIIEHHE 3AaKOHOAATE/IbCTBA
Poccuiickoii @enepanynu npu o0palieHuN JeKaPCTBEHHbIX
CpPeJCTB U BO3MellleHUe Bpeaa, NPUYMHEHHOI0 310POBbI0
rPasKaaH BCIEACTBHE IPUMEHEHUS JEeKAPCTBEHHBIX
npenapaTron

CraTbs 68. OTBEeTCTBEHHOCTD 32 HAPYLICHHE 3aKOHOAATE/IbCTBA
Poccuiickoit @enepanyuu npu o0palieHuH JEKAPCTBEHHbIX
CpeACTB

1. Hapymenne 3akononatenbcTBa Poccuiickoit denepanuu mnpu oOpaimieHuu
JIEKapCTBEHHBIX CPEJICTB BJIEYET 3a COOON OTBETCTBEHHOCTh B COOTBETCTBUHU C

3akoHOJaTenbcTBOM Poccuiickoit denepanyu. (B pedakyuu PedepanvHo2o 3aKoHa
om 22.12.2014 Ne 429-D3)

2. 3a HeTpeACTABIICHUE WIIM HECBOEBPEMEHHOE MPEICTaBICHUE HH(DOPMALIUU U
(W) TOKYMEHTOB JIMOO TpENCTaBlIeHWE HEJOCTOBEPHBIX HMH(pOpManuud U (WIIH)
JOKYMEHTOB, MPEAYCMOTPEHHBIX HacTosAmmMM dDenepaibHbIM 3aKOHOM, CyOBEKTHI
oOpallleHus] JIEKAPCTBEHHBIX CPEACTB HECYT OTBETCTBEHHOCTb B COOTBETCTBHU C

3aKOHOJIaTEILCTBOM Poccuiickoi deneparnuu. (/ononrnenue yacmoio -



Deoepanvuviii sakon om 22.12.2014 Ne 429-D3) (B pedaxyuu DedepanbHoco 3aKoHA
om 04.06.2018 Ne 140-D3)

Crartbs 69. Bo3memnenne Bpeaa, NPUYUHEHHOT0 310POBbIO TPAKIAH
BCJIe/ICTBHE IPUMEHEHUs! JIeKAPCTBEHHbIX NPenapaToB

1. [Ipou3BoauTenb JIEKapCTBEHHOTO Ipernapara 00si3aH BO3MECTUTH BpE,
IIPUYMHEHHBIA 3/I0POBBIO0 TpaKJaH BCJEACTBUE IPUMEHEHHUs JIEKAPCTBEHHOIO

npcrapara, €CiIinu 10Ka3aHo, YTO:

1) nexapcTBEHHBIN mpenapaT NPUMEHSIICS M0 Ha3HAYEHUIO0 B COOTBETCTBUHU C
WHCTPYKIIMEN MO NPUMEHEHHIO JIEKAPCTBEHHOI'O IMperapara W NPUYUHOW Bpeaa
SBWICS BBOJ B TPaXJAAaHCKUH OO0OpPOT HEAOOPOKAUYECTBEHHOTO JIEKApPCTBEHHOTO

npernapara,

2) Bpend 3I0pOBbIO TMPHUYMHEH BCIEICTBUE HEIOCTOBEpHOW HHGOpMaluy,
coJepKalleicss B HHCTPYKIMU [0 NPUMEHEHHUIO JIEKApCTBEHHOTO Ipernapara,

HBHaHHOﬁ MPOU3BOAUTCIICM JICKAPCTBCHHOI'O IIPpCIIapara.

2.B cmyudae, ecnu Bpel 300pPOBBI0 TpaKAaH NPUYMHEH BCIEACTBHE
NPUMEHEHUS JIeKapCTBEHHOTO Mpernapara, IPUIIEAIIEro B HEroJHOCTh B pe3yJbTaTe
HapYIICHUS PaBUJI XPAaHEHHUS JIEKAPCTBEHHBIX CPEJICTB, MTPABUIJI ONTOBON TOPTOBIIU
JICKaPCTBCHHBIMH TIperapaTaMu, TPaBUI OTIYCKa JIGKAPCTBEHHBIX IPETapaToB,
MpaBWJI U3TOTOBJICHUS M OTITyCKa JEKAPCTBEHHBIX MPEnapaToB, BO3MEIICHUE Bpeaa
OCYIIECTBIISIETCS COOTBETCTBEHHO opraHusanuen OTITOBOM TOPTOBITU
JIEKapCTBEHHBIMH  CPEJCTBAMH, AaNTEYHOW OpraHu3anved, WHAUBHIYaIbHBIM
NpeanpUHUMATENEeM, UMEIOIIMMHU JIMIICH3UI0 Ha (hapMalleBTHUECKYIO AESTeIbHOCTh
WIA JIMIEH3UI0 Ha MEIUIIMHCKYIO JeSTeNIbHOCTh, MEIUIIMHCKON OpraHu3alueH,
UMEIOIIeH JUIEH3UI0 Ha (DapMaleBTHUECKYIO NESTENIbHOCTh (€€ 000CO0IeHHBIM
nojapasneneHueM (aMmOynatopuer, (eapbAImepckuM U (QebAlIePCKO-aKyIIePCKUM
MyHKTaMH, [EHTpOM (OTaeneHueM) oOmeld BpaueOHOW (CEeMEMHOMN) MpPaKTHKH),
PacIoIOKEHHBIM B CEJTLCKOM HACEIIEHHOM ITyHKTE, B KOTOPOM OTCYTCTBYET alTeUHas
OpraHM3aInus), IOMYCTHUBIIMMHU TPOJAXY WIH OTIIYCK TAaKOTO JIEKaPCTBEHHOTO

npenapara. (B pedaxyuu Dedepanvroco 3akona om 25.11.2013 Ne 317-D3)

3. Bo3MenieHue Bpena, NPUYMHEHHOTO 3J0POBBI0 TPaXJaH BCIEACTBHE
IIPUMEHEHUSI JIEKQpPCTBEHHBIX IIPENapaToB WIM COBEPIICHHs] IMPOTUBOIPABHBIX
nercTBUil cyObeKTaMu OOpallleHusl JIEKapCTBEHHBIX CPEJICTB, OCYIIECTBISETCS B
COOTBETCTBHH C 3aKOHOHATeIbCTBOM Poccuiickon denepanun.



I'naBa 16. 3akiaounTe/IbHbIE MOJIOKEHUHA

Cratps 70. O npU3HAHUHU YTPATHUBIIMMHU CHJIY OTAEJIbHBIX
3aKOHOAATEJIbHBIX AKTOB (MOJI0KEHUI 3aKOHOAATeIbHbIX

akToB) Poccuiickoit Penepanuu

[Ipu3HaThs yTpaTUBIIMMU CUILY:

1) ®enepanpublil 3akoH OT 22 utoHs 1998 romga Ne 86-D3 "O nexapCTBEHHBIX

cpeactBax" (CoOpanue 3akoHomaTenbcTBa Poccuiickoit deneparuu, 1998, Ne 26,
ct. 3006);

2) ®enepanpubiii  3akoH  OT 2 stHBapss 2000 roga  Ne 5-®@3  "O BHeceHuu
U3MeHeHUs U aonojaHeHuid B denepanbHblid 3aK0H "O JE€KapCTBEHHBIX CpeacTBax’

(Cobpanue 3akonomatenbcTBa Poccniickoit deneparmm, 2000, Ne 2, ct. 126);

3) crateto 40 DepepanbHoro 3akoHa ot 10 auBaps 2003 roga Ne 15-®3
"O BHECEHMH W3MEHEHHI U JIONOJHEHHH B HEKOTOPHIE 3aKOHOJATEIbHBIE AKThI
Poccuiickon @enepaunu B cBa3u ¢ npuHiaTHEM DenepasbHOTO  3aKOHA
"O NMMUEeH3UpPOBAHUH OTHEIBHBIX BUJIOB JeATeNIbHOCTH" (Cobpanue

3akoHoaaTenbcTBa Poccuiickoit @enepanuu, 2003, Ne 2, cT. 167);

4) crateto 31 @DepepanbHoro 3akoHa ot 30 utonss 2003 roma Ne 86-D3
"O BHECEHMH W3MEHEHH U JONOJHEHHH B HEKOTOPBIE 3aKOHOJATEIbHBIE AKThI
Poccuiickoii  denepaunu, OPU3HAHUM  YTPATUBIUMMHM  CWJIY  OTHAEJBHBIX
3aKOHONATENbHBIX akTOB Poccuiickor denepannu, NMperoOCTABICHUHM OTIEIBHBIX
rapaHTUd COTPYJAHMKAM OpPraHOB BHYTPEHHUX J€J, OPraHoB IO KOHTPOJIIO 3a
000pOTOM HAPKOTUYECKUX CPEACTB U TICUXOTPOIHBIX BEIIECTB M YIPa3THIEMBIX
denepanbHbIX OPraHOB HAJIOTOBOW TMOJHIIMH B CBA3U C OCYIIECTBICHHEM MEp IO
COBEPLIEHCTBOBAHUIO roCyJ1apCTBEHHOTO yIpasieHus" (Cobpanue
3akoHoAaTenbcTBa Poccmiickoit @eneparum, 2003, Ne 27, ct. 2700);

5) ctateio 101 denepanbHoro 3akoHa ot 22 aBrycta 2004 roma Ne 122-03
"O BHECEHUHM W3MEHEHUW B 3aKOHOJAATeNbHbIE akThl Poccuiickoit denepauuu u
MPU3HAHUYU YTPATUBIIMMHU CHIIy HEKOTOPBIX 3aKOHOJATENbHBIX aKTOB Poccuiickoit
®denepanuu B CBSI3U C IPUHATUEM (efiepalbHbIX 3aKOHOB ""O BHECEHUH U3MEHEHUH U
nononHenut B DenepanbHblii  3akoH  "OO0 OOHMIMX MNPUHLMIIAX —OpPTraHU3ALMU
3aKOHOJATENbHBIX  (MPEACTAaBUTENbHBIX) M HCIOJHUTENIbHBIX  OPraHOB

roCyJapCcTBeHHOM BiacTu cyobekToB Poccmiickoit ®enepanuu”" u "OO6 oOurux



MPUHLUINAX OpraHW3allud MECTHOro camoymnpasieHusi B Poccuiickoit @eneparun'

(Cobpanmue 3akonomarenbctBa Poccuiickoit @eneparuu, 2004, Ne 35, ct. 3607);

6) cratpio 28 denepanpHoro 3akoHa oOT 18 mekabpst 2006 roma Ne 231-D3
"O BBeeHHMH B JAcicTBHE 4acTu uderBepToi ['paxkmanckoro koaekca Poccuiickoit
Oeneparun” (Cobpanue 3akoHomaTenbcTBa Poccuiickoit @eneparuu, 2006, No 52,
cT. 5497).

Crartbs 71. Beryniienue B cuity HacTosimero ®@eaepajbHOro 3aKoHa

1. Hacrosmmii denepanbHblii 3aKOH BeTynaeT B cuity ¢ 1 certsiops 2010 rona.

2. JIekapCTBEHHBIE CPE/ICTBA, 3aPETUCTPUPOBAHHBIE JI0 JIHS BCTYIUICHUS B CUITY
Hacrosmero deneparbHOro0 3aKoHa, MOMJIEkKAT BKIKOYEHHUIO B TOCYJAPCTBEHHBIE
peecTpbl JEKapCTBEHHBIX CPEJICTB C BHECEHMEM YKa3aHHbBIX B yactu | crarbu 33
HacTosero deaepaabHOrO 3aKOHA CBEIEHUN OO 3THX JIEKAPCTBEHHBIX CPEACTBAaX
0e3 MPOXOXKACHWS  BHOBb  MPOLEAYPhl  TOCYJAApCTBEHHOW  perucTpanuu

JICKAPCTBCHHBLIX IIPCIIapaToOB.

3.TocynmapcTBeHHast  perucTpanusi  JIGKAPCTBEHHBIX  IpernapaToB,  3a
UCKJIIOYEHUEM JIEKQpCTBEHHBIX TIPErapaTtoB i MEIUIIMHCKOTO IMPUMEHEHUS,
NPEJICTABICHHBIX HA YKa3aHHYIO pETHUCTPAIUIO0 10 JHS BCTYIUIGHUS B CHIY
HacTosmero deneparTbHOro 3aKOHA, OCYIIECTBIISICTCS B COOTBETCTBUH C HACTOSIIINM
denepalbHBIM 3aKOHOM Ha OCHOBaHHH JIOKYMEHTOB U JIAHHBIX, TIPEICTABICHHBIX 10
IHS BCTyIUIGHHMA B Ccuily Hacrtosimero ®enepanbHOro 3akoHa. (B pedaxyuu
@Deoepanvroezo saxona om 11.10.2010 Ne 271-D3)

3!. TocynapcTBeHHass —perucTpaiys — JEKapCTBEHHBIX — IPENaparoB Ul
MEJIUIMHCKOTO TPUMEHEHHUS, IPEACTABICHHBIX HAa TOCYAAPCTBEHHYIO PETUCTPALUIO
JI0 THA BCTYIUICHUS B CHITy HacTosuiero deaepanbHOro 3aK0Ha, U TOCyAapCTBEHHAS
perucrpanus JIeKapCTBEHHBIX MpenaparoB Uil MEIUIUHCKOIO MPUMEHEHHUS,
MIPE/ICTABIICHHBIX HAa SKCIIEPTU3Y JIEKAPCTBEHHBIX CPEJICTB /10 JIHS BCTYIUICHUS B CHITY
HacTosiero denepanbHOro 3aKkoHa B LEISAX MX IMOCIEAYIOLIEH TOCydapCTBEHHON
perucTpanuy, OCYLIECTBIISIFOTCS Ha OCHOBAaHMM JIOKYMEHTOB U JIAHHBIX,
IPEICTABIEHHBIX 10 JIHS BCTYIUIEHUS B CHy Hactosiiero denepaibHOro 3aKoHa, a
TaK)Ke 3asBJICHHUS O TOCYJAPCTBEHHON PErHCTpallid JEKApCTBEHHOTO Mpernapara,
MPEACTABICHHOTO  TPOMU3BOAMUTENIEM  JICKAPCTBEHHBIX  MpEnaparoB  WIH
YIOJIHOMOUYEHHBIM MM JIMIIOM B COOTBETCTBUH C HACTOSIIIIUM DeiepanbHbIM 3aKOHOM

B YIIOJIHOMOYEHHBIN (enepaiabHblii OpraH UCHOJHUTEIbHOM BiacTu 10 1 mapra



2011 roma, 6e3 TpebOBaHUS yIUIATHI TOCYAAPCTBEHHON MONIIIMHBI, PEyCMOTPEHHOM
3aKOoHOJATeNhCTBOM Poccuiickoit Denepanu 0 Hayorax u coopax. (Jonoanernue
yacmoeto -  Dedepanvhviti  3akon  om 11.10.2010 Ne 271-D3) (B pedaxyuu
Deoepanvrozo saxona om 29.11.2010 Ne 313-D3)

32 TloaTBEpKAECHHE  TOCYJAPCTBEHHOM  PErMCTPALMU  JIEKAPCTBEHHBIX
MpEnapaToB s MEAULUUHCKOTO IPUMEHEHUS, PEICTABICHHBIX IS IIOATBEPKICHHS
rOCyJapCTBEHHOW pPETrucTpaluu 0 JHS BCTYIUIEHMS B CHIIy HAacCTOSILIEro
@enepadbHOr0 3aKOHA, M TMOJATBEPKACHHE TOCYJAapCTBEHHOW perucrpauuu
JIEKapCTBEHHBIX MIPENAapaToB AJsl MEAULIMHCKOTO NMPUMEHEHHUs, PEICTAaBICHHBIX HA
AKCHEPTU3Y JIEKAPCTBEHHBIX CPEACTB 10 AHS BCTYIUICHHS B CHJIY HACTOSIIETO
QenepaibHOTO  3aKOHA B LEMAX  NOCJHEAYIOMIETO  MOATBEPXKACHUS  UX
rOCYJIapCTBEHHOM PErMCTpalry, OCYIIECTBISIOTCS HAa OCHOBAaHWHU JTOKYMEHTOB M
JAHHBIX, TPEJICTABIEHHBIX O JHS BCTYIUIEHMs B cuily Hactosiero denepanbHoro
3aKOHA, a TaK)XXe 3asBJICHUS O MOIATBEPKICHUU TOCYAAPCTBEHHOW PpPETUCTPALMU
JIEKapCTBEHHOT'O Tpernapara, MpeICTaBICHHOTO MPOU3BOAUTENEM JIEKAPCTBEHHBIX
MpenapaTroB WIM YIOJIHOMOYEHHBIM WM JHMIIOM B COOTBETCTBUU C HACTOSAIIUM
®denepaabHBIM 3aKOHOM B YIIOJTHOMOYEHHBIN (efepanbHbIi OpraH UCTIOTHUTEIbHON
Bnactu 110 1 mapta 2011 rona, 6e3 TpeGOBaHMs YIUIATHI TOCYIAPCTBEHHOM MOIIHHEI,
NPEeAYCMOTPEHHONW 3aKOHOAATENIbCTBOM Poccuiicko dDenepanunu O Halorax u
coopax. (ononnenue wacmoto - @edepanvhuviii 3axon om 11.10.2010 Ne 271-D3) (B
peoarkyuu Dedepanvroco 3axona om 29.11.2010 Ne 313-D3)

33. [lpunsTHE pElIeHUs O BHECEHUU U3MEHEHHI B JOKYMEHTHI, COJEPKALIUECS
B PETHCTPALMOHHOM JOChE HA 3apETUCTPUPOBAHHBIN JIEKAPCTBEHHBIN Npenapar Juist
MEIULMHCKOIO NPUMEHEHUs M NPEACTABICHHBIC 10 JHA BCTYIUICHHS B CHUILY
Hacrosmero denepanbHOro 3aKOHA, U IPUHATUE PELICHUS O BHECEHUN U3MEHEHHUU B
JNOKYMEHTBI, COAEPKAIINUECS B PETUCTPALIMOHHOM JIOChE HA 3apEeruCTPUPOBAHHBIN
JIEKapCTBEHHBIN IIpenapar sl MEAULUHCKOrO NMPUMEHEHUS U MPEACTABICHHBIE Ha
DKCHEPTU3Y JIEKAPCTBEHHBIX CPEACTB [0 AHS BCTYIUICHHS B CHIIY HACTOSIIETO
@enepabHOIO 3aKO0HA, OCYIIECTBIIIOTCS HA OCHOBAHUM JIOKYMEHTOB WU JIaHHBIX,
MPEJICTABJICHHBIX J0 JHS BCTYIUIEHUS B CHIIy Hacrosmero denepaapbHOro 3akoHa, a
TaK)K€ 3asBJICHUS O BHECEHUM U3MEHEHUU B JIOKYMEHTBI, COJEpKAIIMECA B
PErUCTPALIMOHHOM JO0ChE€ Ha 3apErMCTPUPOBAHHBIN JIEKAPCTBEHHBIM Mpenapar s
MEIULMHCKOIO MPUMEHEHMS, MPEICTABICHHOIO MPOU3BOAUTEIEM JIEKAPCTBEHHBIX
MPENapaToB WX YNOJHOMOYEHHBIM KM JIMLIIOM B COOTBETCTBUM C HACTOSIIUM
®denepaabHBIM 3aKOHOM B YIIOJIHOMOUYEHHBIN (efepanbHbIi OpraH UCTIOTHUTEIbHON
Bnactu 110 1 mapta 2011 rona, 6e3 TpebOBaHMs YIUIATHI TOCYIAPCTBEHHOM MOIIMHEI,

MPEyCMOTPEHHOM 3aKOHOIATeNnbCTBOM Poccuiickon ®Penepanum 0 Halorax Hu



coopax. ([onoanenue uacmoio - @edepanvuwiti 3axon om 11.10.2010 Ne 271-D3) (B
peoaryuu Dedepanvroco 3axona om 29.11.2010 Ne 313-D3)

34 Bplmaua paspelleHuii Ha IPOBEJEHUE KIMHMYECKUX HCCIEJOBAHUM
JIEKQpCTBEHHBIX MPENapaToB Ui MEIULIHUHCKOTO NPUMEHEHHS 110 3asBJIICHUSM,
MOJAHHBIM JI0 JHS BCTYIUIEHHUS B CHITy HacTosimero denaepabHOro 3aK0Ha, a TaKxKe
M0 3asBJIICHUSAM, T[OJAHHBIM TIOCJI€ JHS BCTYIUICHHS B CHIIy HACTOSIIETO
denepasbHOrO 3aKOHAa HA OCHOBAHUM DKCIIEPTHU3, IPOBEICHHBIX 0 JHS BCTYIUICHUS
B cuiy Hacrosuero denepasbHOro 3aKOHA, OCYLIECTBISAETCS B COOTBETCTBUM C
HacTtosauM DenepasibHBIM 3aKOHOM Ha OCHOBAaHMM [JOKYMEHTOB U JIaHHBIX,
MPEJCTABICHHBIX WJIH IOJYYEHHBIX 1O JHSA BCTYIUICHHSI B CHJIY HACTOSILErO
denepabHOrO 3aKOHA, a TAK)KE HA OCHOBAHWM KOMHH MPEABAPUTEIBLHOIO JOTOBOPA
0053aTENIPHOTO CTPAXOBaHUS KU3HU, 3J0POBbSl TMAIMEHTOB, YYaCTBYIOIIHUX B
KJINHUYECKOM HCCIICJOBAHUM JIEKAPCTBEHHOI'O IIpernapara Uil MEIMIIMHCKOTO
MIPUMEHEHUS, WIM KOMHUH J0r0oBOpa 00A3aTEIBHOTO CTPAXOBAHUS >KU3HU, 3I0POBbS
MAallMEHTOB, YYacTBYIOIIUMX B KIMHUYECKOM HCCIIEIOBAHUM JIEKAPCTBEHHOI'O
npenapara Jajsi MEIULUHCKOTO TPUMEHEHUS, TM00 NMPEACTaBICHHONW KOIIMH JOTOBOpa
00s3aTEIPHOTO CTPAaXxOBaHUS, 3aKIIOYEHHOTO B COOTBETCTBHU C THUIIOBBIMU
MpaBuIaMu 0053aTEIbHOTO CTPAaXOBaHUs, C YKa3aHUEM MPEACTbHON YHUCICHHOCTH
MalMEeHTOB, YYacTBYIOIIMX B KIMHUYECKOM HCCIIECIOBAHUM JIEKAPCTBEHHOTO
mpenapara Uil MEAUIMHCKOTO  IMpUMEHEeHus, 0e3 TpeOOBaHMs  YILIAThI
rOCy/IapCTBEHHOM NOILUIMHBI, MPELyCMOTPEHHOM 3aKOHOAATENIbCTBOM Poccuiickoit
@enepaunn 0 Hajorax W cOopax. ([Jonornenue uacmoio - Dedepanvuviii 3aKOH
om 11.10.2010 Ne 271-D3) (B pedaxyuu Dedepanvroco 3aKoHa
om 29.11.2010 Ne 313-D3)

3°. 3aperucTpupoBaHHbIE B MHOCTPAHHOM BAIIOTE 0 JHS BCTYIUIEHHS B CHILY
Hacrosero deaepanbHOTO 3aKOHA MPEAENIbHbIE OTIYCKHBIE 1EHBI MHOCTPAHHBIX
MPOU3BOJIUTENICH Ha JIEKAPCTBEHHBIE IMpernaparbl, BKJIOYEHHBIE B TE€pEUYCHb
KU3HEHHO HEOOXOJMMBIX M BaKHEWMINMX JICKAPCTBEHHBIX IpenapaToB, MOJJIEHKAT
nepecuety B py0:iu 1o kypey LlenTpanpHoro 6anka Poccuiickoit denepanuu Ha narty,
ycranoBieHHyl0 IlpaButenbctBoM Poccuiickoit ®eneparuu, 0e3 MpencTaBICHHS
3aMBJICHUSI O TIepecueTe IIEHbl C BHECEHHEM COOTBETCTBYIOIIMX HW3MEHEHUU B
rOCYJIapCTBEHHBIM peecTp MpPeAesbHbIX OTHYCKHBIX II€H MPOU3BOAMUTENICH Ha
JIEKaQpCTBEHHBIE MPENapaThl, BKIIOUYCHHbIC B MEPEUCHb KU3HEHHO HEOOXOIUMBIX U

BOKHEUININX JICKAPCTBEHHBIX TMpENaparoB. ({onoinenue yacmoto - Dedepanvhblil
3axon om 11.10.2010 Ne 271-D3)

3%, 3aperucTpupoBaHHbIE 0 JOHS BCTYIUIEHMS B CHIY HACTOSIIETO

@denepabHOTO 3aKOHA MPEEIbHBIE OTITYCKHBIE IIEHBI POCCUMCKUX TPOU3BOAUTENEH



Ha JIGKApCTBEHHBIC TPEMapaThl, BKIIIOUCHHBIE B MEPEUYCHb KU3HEHHO HEOOXO0IUMBIX
¥ BaOXHEUIUX JICKAPCTBEHHBIX MpEnaparoB, MOIekaT WHACKcAMd ¢ 1 HOsOps
2010 roma wcxoAs W3 TMPOTHO3HPYEMOTO YPOBHSA HHQIAINH, YCTAaHOBICHHOTO
®enepanbubiM  3aKk0HOM OT 2 fekadps 2009 roga Ne 308-d3  "O denepanpHOM
oromkere Ha 2010rom u wa mmaHoBeld mepuony 2011 u 2012 romos" Ha
2011 roa. ({onoanenue wacmoio - @edepanvruiil 3axon om 11.10.2010 Ne 271-D3)

37.Tlocne 1 mapra 2011 roma He IONMYCKAKOTCA IPOM3BOJACTBO U BBO3 B
Poccuiickyro @enepanuio 1eKkapCTBEHHBIX MPENapaToB B YIAKOBKAX C MAPKUPOBKOM,
KOoTOpasi ObUla HaHECeHa 10 IHs BCTYIUICHHUS B cuily Hacrtosimiero deaepanbHOro
3akoHa. [To ucteueHnn yka3aHHOro CpoKa JAHHbIE JIEKAPCTBEHHBIE MPEnapaTsbl MOTYT
OTITYyCKaThCsl, PEAIM30BBIBATHCA, MEpPEAaBaThCd U MPUMEHSITHCS 1O HCTEUEHHUS HX
CpoKa TOTHOCTH. (dononnenue yacmoio - Deodepanvhviii 3aKOH
om 11.10.2010 Ne 271-D3) (B peoaxyuu peodepanbHblX 3aKOHO8
om 29.11.2010 Ne 313-D3; om 06.12.2011 Ne 409-D3)

4. Co nHsg BCTyIUIEHHUS] B CWiIy Hactosimiero denepaibHOro 3akoHa W IO
30 anpenss 2011 roga BKIIFOUMTENIBHO JOMYCKAETCS MPOBEICHUE HKCIEPTHU3bI
JIEKapCTBEHHBIX CPEJICTB IKCIEPTAMHU SKCIEPTHOTO YUPEKICHUS 10 MPOXOKICHUS
UMHU aTTeCTallud B TOPSIKE, YCTAHOBIEHHOM YIOJIHOMOYEHHBIM (eaepaabHbIM

opranom HCIIOJIHUTEIbHOM BJIACTH.

5.Co nHs BeTymiieHus B cuily Hactosuiero denepanbHOro 3aKkoHa M IO
31 nexabpst 2013 roga BKIIOUUTENHFHO OCYIIECTBIISIETCS MEPEXOA K MPOU3BOACTBY
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBHUH C MPABUIAMHU OPTaHU3AIMK TIPOU3BOICTBA
Y KOHTPOJI KayecTBa JIEKaPCTBEHHBIX CPEACTB, YKa3aHHbIMU B yactu 1 craThu 45
HacTosimero denepanbHOrO 3aKkoHa, B TMOJAHOM oObeme. Cpoku mepexojna
MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB K HX IMPOU3BOJCTBY B COOTBETCTBUM C
KOHKPETHBIMU TpPEOOBAHMSIMU JAHHBIX MPaBWI, BKJIKOYAs CPOKU AaTTEeCTAlUU
YIOJIHOMOUYCHHBIX JIMI], yKa3aHHBIX B 4acTAXx 6 W 7 crarbu 45 HACTOSIIETO
@enmepabHOTO  3aKOHA,  ycra”HaBiuBaroTca  lIpaButensctBoM  Poccuiickoun

denepanuu.

6. JIuueHsun Ha NTPOM3BOJACTBO JIEKAPCTBEHHBIX CPEACTB, BBIJAHHBIEC JI0
1 suBaps 2014 rona, aeiictByrot nocie | ssuBaps 2014 roga 1o ucTeyeHus Cpoka ux
NEUCTBHUSL TIPU YCJIOBUM COOTBETCTBHS JIMIIEH3MAaTa MIpaBUJIaM OpraHU3aluu
MIPOMU3BOJICTBA U KOHTPOJIA KAUECTBA JIEKAPCTBEHHBIX CPEJICTB, YKa3aHHBIM B 4acTH 1

cratbu 45 HacTosiero deepaibHOrO 3aKOHA.

7. ®opMUPOBAHUE TOCYJAPCTBEHHOTO 3ajJaHusl Ha MPOBEICHHUE SKCIEPTHU3BI

JIEKApCTBEHHBIX  CPEACTB  (emepaIbHOMy TOCYJAPCTBEHHOMY  OFOJKETHOMY



YUPEXKJIEHUIO 10 MPOBEICHUIO SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U (PUHAHCOBOE
o0OecrieueHre BBINIOJHEHHMS 3TOTO 3a/laHUsl  OCYLIECTBIIIIOTCA B TOPSIKE,
ycTaHoBJIcHHOM @enepaibHbIM  3aKOHOM  OT 12 ssuBaps 1996 roma  Ne 7-®3

"O HekoMMepUecKuX opranuzanusx'. (Jononnenue uacmoio - DedepanbHviii 3aKOH
om 29.11.2010 Ne 313-D3)

[Ipe3unent Poccuiickoin denepaunn J.Mensenes
Mocksa, Kpemib

12 anpens 2010 roga
Ne 61-D3



