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06 yrBep:kaennn Ilopsiaka H3roToB/eHHs paanodapmaneBTHIECKHX
JIEKApCTBEHHBIX NPENapaToB HEMOCPEACTBEHHO
B MEIHIMHCKHX OPraHU3alHAX

B coorBerctBMHM c¢ mnoanmyHktoM 5.2.143 Tlomoxennms o MuHucTepcTBe
3apaBooxpaHenuss  Poccuiickod — @enepanu#,  YTBEPXICHHOIO  IIOCTaHOB/ICHHEM
IlpaButensctea Poccuiickoii ®epepammn ot 19 mons 2012 r. Ne 608 (Cobpanue
3akoHoaaTeNbcTBa Poccuiickoit ®enepanun, 2012, Ne 26, ct. 3526), npru K a3 bl B a I0:

1. VrBepauTs npunaraemeiii TTOpSfOK M3TOTOBIEHHS PpafuodapMalleBTHIECKUX
JIeKapCTBEHHBIX [IPENapaToB HEMOCPEACTBEHHO B MEIULIMHCKIX OPraHU3alUsX.

2. TlpusHaTh yTPaTHUBIIMM CHIy IIpuKas MuHHCTepCTBa 31paBOOXpAaHEHHS
Poccuiickoii ®enepamuu ot 27 anpens 2015 r. Ne211n «O6 yreepxaeHuu Ilopsnxa
H3rOTOBJIEHHA paguodhapMaleBTHIECKUX JIEKAPCTBEHHBIX MPENapaToB HEMOCPEACTBCHHO
B MEOWLMHCKMX OpraHM3auusx» (3aperucTpupoBaH MHUHHUCTEPCTBOM — IOCTHLMH
Poccuiickoii ®enepauuu 29 mas 2015 r., peructpanronHsii Ne 37470).

3. HacTosimmii npukas BcrymaeT B cuny ¢ 1 smBaps 2021 r. m peHcrByer
no 1 saBaps 2027 r.

Munuctp / M.A. Mypauiko




YTBEPX/EH
nprka3oM MUHHCTEpPCTBA 3APaBOOXPAHEHUA
Poccuiickoii @eneparuu
OT & TA» Mo4 {/j)?— 2020r. Ne 74 7/ 4.

Iopsgox
H3rOTOBJICHHS paAHO(papMaleBTHYECKHX JIEKaPCTBEHHLIX IpenapaToB
HENOCPEACTBEHHO B MEAMIHHCKHUX OPpraHH3aHAX

1. Hacrosimmii Ilopsnoxk peryaupyer BOIIPOCHI H3IrOTOBJICHHUS
panrodapMaleBTHYECKUX JIEKApCTBEHHBIX IPENapaToOB HEIIOCPEACTBEHHO B MEAMIMHCKAX
OpraHu3alMax, COJEPKallMX B rOTOBOH I HMCIOJIBb30BaHUS (opMe OIUH PagHOHYKIIH
WJIA HECKONBKO PaJMOHYKIMIOB (PajiOaKTUBHBIX H30TOIOB) B Ka4eCTBE JAEHCTBYIOILIETO
BeIleCTBA MJIM B  COCTaBe  JICHCTBYIOIIET0  BENIECTBAa, JHATHOCTHYECKOI'O
UM TEPANeBTHYECKOTO HA3HAYECHHS, B TOM 4YHCIE JUIS TO3UTPOHHO-OMHCCHOHHOM
ToMorpadum, TNOIyYEHHBIX C MCHOJNB30BaHAEM PaOUOHYKIUAHBIX T€HEpaTOpOB,
LMKJIOTPOHOB, HA6OpPOB pEareHTOB, pPacTBOPOB PaAHOHYKIHIOB, PaIHOAKTUBHBIX
(panurodapmalieBTHIECKHX ) [peAIIeCTBEHHUKOB paguodapManeBTHIECKHX
JIeKapCTBEHHBIX NpenaparoB c y4eToM 0coOeHHOCTEi], YCTaHOBJIEHHBIX
3aKoHoJaTeNnbCcTBOM Poccuiickoii ®epepanuu B obiactu obecrieyeHUs paaHallHOHHOM
GesomacHoctH' (manee — ITopaaok).

2. [lopsamok He pacnpoCTpaHsfeTcss Ha JEATeIbHOCTh 110  MPOHM3BOACTBY
panuodapMaLeBTHIECKUX JIEKAPCTBEHHBIX CPECTB.

Ilopsmok He  peryiMpyeT BONPOCHI IPHUMEHEHHS  3aperdCTPHUPOBAHHBIX
B COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccuiickoit denepanun’
paguodapMaleBTHYECKHX JIEKapCTBEHHBIX MPENapaToB.

3. UsroroBieHue paarodapManeBTHIECKUX JIEKapCTBEHHBIX IpenapaToB
B MEIUIMHCKOH OpraHM3allid OCYIIECTBISETCS B €€ CTPYKTYpHOM HOJpa3iesieHHH
B KOHTPOJIUPYEMBIX 30HaX (NIOMEIIECHMAX), OTBEYAIOUIMX TpPeOOBaHUSAM CaHHUTAPHO-
3MUAEMHOJIOTHYECKUX MPaBUI M TMTMEHHYECKUX HOPMATUBOB B 00JjacTh obecreyeHus
pafHalMOHHOMN 6e30MacHOCTH.

4. Bce omnepaiuu o H3rOTOBJIEHHIO u KOHTPOJIIO KayecTBa
panuodapManeBTUYECKUX  JIEKAPCTBEHHBIX  IPENapaToB  AO/DKHBI  BBINOJIHSATECS
B NOMEIIEHHAX M Ha 00OpyNOBaHWH, HCIOJb3YEMBIX B MEOHLIMHCKOM OpraHH3al(iH,
CIELMaJIBHO  IpelHa3sHa4YeHHBIX Ui paboTel c  paguodapMaleBTHYeCKHMMHU
JleKapCTBEHHBIMH NpernapaTaMHu.



[ToBepxHOCTH 0GOpYIOBaHHS, HCIONB3yeMBIX MAaTepHaioB pabouyuMx 30H,
CONpHKacaloIiecs ¢  paguodapMaleBTHYECKUM  JIEKAPCTBEHHBIM  IPENapaToM
WM BELIECTBaMH, BXOIALIMMH B €r0 COCTaB, HE JOJDKHBI BCTYIIATh C HAM B XMMHYECKYIO
peaKUHIo, BBIAENATE WM abcopOMpoBaTh BelIeCcTBA, YTOOBI HE H3MEHMTH KadyeCTBO
paarodapMaleBTHIECKOTO JIEKAPCTBEHHOrO IpenapaTa. ,

5.He IOMyCKaeTcs OJTHOBPEMEHHOE U3TOTOBJICHHE pa3IHYHBIX
panuodapMaleBTHYECKHX JTeKapCTBEHHBIX TIPENapatoB B OAHOM pabouei 30He (ropsueii
Kamepe, JIAMMHAapHOM 30H€ MM IIKaQy) C LEeNbl0 HCKIIOYEHUS IepEKPECTHOro
3arpA3HEHMs paJHOaKTHBHBIMY BeIECTBAMH WM MEPEIyTHIBAHUSA MAaTEPHUAIIOB.

6.Ilpy m3roToBIEHUM paaHodapMaleBTHYECKUX JIEKAPCTBEHHBIX IIPEIapaToB
JOJDKHBI COOTIOIaThCA

a) MepBI I10 IPEIOTBPAIICHUIO IEPEKPECTHOM KOHTAMHHALIMY;

6) MepEI 110 3alUTe 30HbI H3TOTOBJIEHUS OT PaJHOAKTHBHOIO 3arpA3HEHHS.

7. srotoBnenre  panuodapMalleBTHYECKHMX  JIEKAPCTBEHHBIX  IPEIaparoB,
IOpeAHa3sHAaYEHHBIX Ui NapeHTEpalbHOIO  BBEICHHS, JO/DKHO  BBITOJIHATHCS
B COOTBETCTBMM C TpeOOBaHWAMH TIOCYIapCTBEHHOM (apMakonen’, mpembaBiIseMBIMH
K  CTEpHJIIBHOCTH  TAakKUX  JICKapCTBEHHBIX  IPENaparoB, C  COOJIIOJCHHEM,
B COOTBETCTBYIOLIMX CJIy4YasX, aCENTUYECKMX YCIOBHH H3TOTOBIIEHUS JIEKAPCTBEHHBIX
IpEnapaToB, a TaKXe C YYETOM OCOOEHHOCTEH H3rOTOBIIEHHS JIEKAPCTBEHHBIX (POpM
B aCeNTHYECKUX YCIIOBHUSX B COOTBETCTBHM C IIpaBHJIIaMHM H3TOTOBIEHHA H OTIIYCKa
JIEKapCTBEHHEIX IMPENapaToB, YCTAHOBIECHHBIMH 3aKOHOJATENbCTBOM 00 oOpalieHun
JIEKapPCTBEHHBIX CPEACTB’.

8. lna paguodapMaleBTHIECKUX JIEKAPCTBEHHBIX MPENapaTroB, HAMOJIHAEMBIX
B  ACENTHYECKHX YCJIOBHAX, [JOIDKEH OCYHIECTBISITBCS KOHTPOJb  LEJIOCTHOCTH
MeMOpaHHBIX (UILTPOB, C Y4YeTOM HEOOXOAMMOCTH OOEeCneUYeHUs paaualoOHHOM
6€30MacHOCTH ¥ COXpaHEHUS CTEPHUIBHOCTH QUIBTPOB.

9. VmakoBka  H3TOTOBIEHHBIX  paAHo(apMalleBTHYECKMX  JIEKAPCTBEHHBIX
IPENApaToOB OCYILECTBIAETCS B 3aBUCHUMOCTH OT (GOpPMBI W crocoba MpHUMeHEHHS
JIEKapCTBEHHOTO IIpenapara.

10. MapkvpoBKa WM3rOTOBJICHHBIX paJrdo(papMalleBTUYECKUX  JIEKAPCTBEHHBIX
NpENnapaToB JOJ/KHA COOTBETCTBOBaTh TpeOoBaHHAM oOwel (apMakomeidHoi CTaThu
rocyaapcTeeHHo# ¢apmakonen «PagnodapMalieBTHUECKHE JIEKAPCTBEHHBIE IpPENapaTsl.
O®C.1.11.0001.15»%.

11. Bece olepauuu 1o HU3rOTOBJIEHHUIO )%} KOHTPOIIO Ka4yecTBa
paznodapMaleBTHIECKUX JIEKapCTBEHHBIX IIpeNapaToB B MEOULMHCKOW OpraHH3aly
JOJDKHBI ~ COOTBETCTBOBaThb  pa3pabOTaHHOM,  NOKYMEHTAIbHO  O(OpPMIICHHOIM
U YTBEPKACHHOW B MEIUIMHCKONH OpraHu3allid CHCTEME O00ecleYeHHsl KayecTsa
paxrodapMalieBTHUECKUX JIEKapCTBEHHBIX IIPENapaToB, B LENAX OKazaHus 3(GeKTHBHOM
MEJUIMHCKON  yCIyrH (OUarHOCTUKW/Tepamuu) C MHHMMH3AOHEH  BO3MOXHOIO
HaHECEHHOT'0 Bpejia 3J0POBBI0 MallMeHTa.

12. MeauuuyHCcKass opraHusauus pa3pa0arbiBaeT M YTBEPXKAAET TpeOOBaHHA
K CHCTEME JOKYMEHTAllM{ 10 M3rOTOBJICHHIO pagrodapMaleBTHYECKHX JIeKapCTBEHHBIX
IpenapaToB, a TaKkKe JOKyMEHTAIMIO 0 BBINOJIHEHUIO ONEpaldii 0 H3TOTOBICHHIO,
KOHTPOMIO H OOecCHeYeHHIo Ka4decTBa paauo(apMaleBTHYECKUX JIEKAPCTBEHHBIX
IpenapaToB, B KOTOPOH ¢ y4yeToM TpeOOBaHHII COOTBETCTBYIOIIMX (hapMaKoOmeHHEIX



crareli U oOmux ¢apMaKoneHHbIX cTaTell MOCHeNOBaTeNbHO (TO3TAIMHO), MOAPOGHO
ONMCBIBAIOTCA TpeOOBaHHS K HCXOOHOMY CHIPBIO, YNAKOBOYHBIM MaTepHaiaM,
MaTepyajaM Ui MapKUPOBKH, KPUTHYECKHM i1 KadyecTBa paanopapMalleBTHYECKHX
JEKAapCTBEHHBIX  IIpeNapaToB  IPOMEXYTOYHBIM  MaTepHajJlaM H  TOTOBBEIM
panrodapMalleBTHYECKUM JIEKapCTBEHHBIM IIperapaTaM, TEXHOJIOTHsS M3TOTOBJICHHS
pazuodapMaleBTUYECKHX JIEKapCTBEHHBIX IIPENapaToB, YCTAHABIMBAIOTCS IMpeEbHEIE
3HAYE€HUs M3MEHEHMH XapaKTepHCTHK paauodpapManeBTHUECKHX JIEKAPCTBEHHBIX
npenapaToB, TpeOOBaHUA K CPOKY MX XpaHEHMs, YNAKOBKE U MapKHUPOBKE, KOHTPOIIO
Ka4yecTBa, a TakkKe TpeOOBaHHA K NPOBENEHHIO OIEpalHii, CBA3aHHBIX C OYHMCTKOI,
Ae3aKTHBalMeH, Ae3nHeKIMeH (CTepuin3anueii) o6opyqoBaHus (Jajiee — JOKYMEHTALHS
10 U3rOTOBJICHHIO 1 00ECIIEYeHUIO KaueCTBa).

13. JlokyMeHTalisi IO H3TOTOBIICHHIO W OOECIEYEHHMIO KadeCcTBA MeIMLHHCKOM
OpraHU3alVH, OCYIIIECTBIIAIOIIEH W3rOTOBJIEHHE panuodapMaleBTUIECKHX
JIEKapCTBEHHEIX NIPENapaToB, JOIDKHA ORITh OOpMIIEHA B BHJIE YTBEPXKAECHHEIX MPOLIETYP,
B KOTOpbIX MOJPOOHO U IOCIHENOBATEIBHO OIMCAH IOPAAOK OCYINECTBJICHHS
(BBIMIOJTHEHHUA) BCeX MPOU3BOJACTBEHHBIX ONMEPALHii, BKIIOYAs:

a) IOCTYIUIEHHe, HUASHTUQUKAIMIO, MAapKHpOBKY, o00paboTky, ot6op mpoo,
UCIONB30BaHHE,  XpaHEeHHWE U YHUYTOXXCHHE/YTWIHM3ALMIO  H3TOTaBIMBAEMBIX
paauo¢dapMaleBTUUECKHX JIEKAPCTBEHHBIX MTPENapaToB,;

6) obcmy)kuBaHHE U TOBEpKY HW3MEpHTENBHBIX NPHOOPOB H  06OpymOBaHUS
11 KOHTPOJIA OKPY XKAoILel cpebl;

B) IPHUI'OTOBJIEHHE UCXOAHBIX BEIECTB,;

I) BeICHUE 3amnuceil, OTYETOB U MX XpaHEHHE;

n) obcayxuBaHHE MpPHOOpPOB, OOOpyIOBaHHMS ¥ TOMEIIEHH, B KOTOPBIX
OCYIIECTBIIIETCS U3rOTOBJIEHUE paaro(apMalieBTHYECKHIX JIEKaPCTBEHHBIX MPENapaToB;

€) IpHeM, pasMellleHNe, XpaHeHUe, ONMCaHue, UICHTHPUKAIMIO UCXOJHOTO CHIPbS
Y MaTepUAaIOB;

X) BEleHHe 3amMcell, CBA3aHHBIX C M3TOTOBJICHHEM M KOHTpPOJIEM KadecTBa
U3rOTaB/IMBAaEMBIX paJno(apMaleBTUYECKHX JIEKAPCTBEHHBIX MPeIapaToB.

14. TpeboBaHHs K KadecTBy HCXOAHBIX M YHAaKOBOYHBIX MAaTEPHAIOB,
UCHONB3YEMBIX  IIPM  HU3TOTOBIEHUM  paauodapMaleBTHUECKUX  JIEKAPCTBEHHBIX
IpenapaToB, JODKHBI  OBITh  yKa3aHel B  crenupukanuax, pa3pabOTaHHBIX
M YTBEPXKACHHBIX MEIULMHCKOH opraHusanueid. MenuUUHCKON opraHu3aiued OOJDKEH
ObITE pa3paboTaH M YTBEPKACH IOPANOK KOHTPOJS HCXOAHBIX M YMaKOBOYHBIX
MatepuaioB. IIpu BeIOOpe U yTBEpXAEHHH IIOCTABIIUKOB HCXOAHBIX H YIIAKOBOYHBIX
MaTepHalioB ciegyeT YOeOUTbCS B TOM, YTO TIIOCTaBIseMBIE KM MaTe€pHAJIBI
COOTBETCTBYIOT TpeOOBaHUAM CHELIU(UKAIIHIA.

15. Cobmonenne yTBEpXKAEHHBIX MEIMIMHCKOM  OpraHu3aleil  MpoIexyp
OCYHIECTBIsAETCS B Hensx obecrieyeHus KayecTBa H3roTaBIIMBaeMbIX
panuodapmManeBTH4ECKUX TeKapCTBEHHBIX MPErapaToB, OTKIOHEHHE OT KOTOPBIX AOJDKHO
OBITh JOKYMEHTAJIbHO O(OPMIIEHO U IMPOAHAIM3HPOBAHO. J(OJDKHBEI OBITH YCTAHOBIICHBI
JOITy CTUMBIE npeJienbHbIe 3HAa4YeHUs HU3MEHEHUi XapaKTePUCTHK
panrodapManeBTHYECKUX JICKAPCTBEHHBIX MPENaparoB, BKIOYasd TPeOOBaHUA K BBIYCKY
U CpPOKy XpaHEHHUs (Hampumep, paauOXHUMHYECKON YHUCTOTH, OOBEMHON aKTHBHOCTH,
PAAMOHYKITUIHOM YUCTOTHI ¥ YAEIHHOU aKTHBHOCTH).
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16. Kaxxnast cepus H3roToBNICHHOTO panHodapMaleBTHUYECKOTO JIEKapCTBEHHOIO
opernapara JOJDKHA IPOBEpATBCA MO TOKa3aTelsiM KadecTBa B  COOTBETCTBHH
C YTBEpXKACHHOM MEAMIIMHCKOH OpraHH3anuen cnienuuKanue
Ha pagro¢apMaleBTHIECKUI IeKapCTBEHHEIH Mperiapar.

PekoMeHnyeMblif mnepeyeHb MoOKaszareneil KadecTBa pagvodapMalleBTHYECKHX
JeKapCTBEHHBIX [MPENapaToB, H3TOTABIMBAEMBIX HEMOCPEACTBEHHO B MEIHIMHCKHX
OpraHM3alusx, npuseseH B npuwioxeHu Ne 1 k Iopsaky.

17. Ha Bce omepauuu, cBf3aHHbIE C OYHMCTKOM, A€3aKTHBAUHEH, Ne3nMHGDEKIHEH
(crepunuzanmei), TeXHHYECKHM OOCIYy)XMBaHHEM OOOpYHOBaHMs, MOO/DKHBI OBITH
pa3paboTaHbI U yTBEpPXKIAECHbI MUCBbMEHHbIE HHCTPYKIIHH.

3anMcH 1O HCIONB30BaHUIO, OYHUCTKE, MAEe3MHGEKIMH HWIH CTEPWIM3ALIH,
TEXHUYECKOMY OOCIY)XMBaHHIO OCHOBHOTO OOOPYHOBaHHA HOJDKHBI OBITH IIOAIIMCAHBI
pabOTHHKOM MEAULVHCKOH OpraHW3alMy, BBHIOJHUBIIHNM paboTy, ¢ yKa3aHHEM JIaThl
H BpPEMEHH BBIIIOJHCHHSA ONepallMy, IpH HEOOXOAUMOCTH CIEAYyeT YKa3hIBaTh
HaUMEHOBaHME paJuo(apMaleBTUIECKOrO JIEKapCTBEHHOIO Ipernaparta U HOMEDP 3aABKH
Ha H3rOTOBJICHHE.

18. MemuuuHcKas opraHusanus obecrieyMBaeT HUCIPAaBHOCTh U TOYHOCTH CPEICTB
U3MEPEHHM,  TPEJyCMOTPEHHBIX  HOPMAaTHBHOH, TEXHHYECKOM  TOKYMEHTaIhei
NPOM3BOAUTENS M COOTBETCTBYIONIMX TPeOOBaHMSAM K MX MOBEpPKe U (WIM) KaauOpOBKe,
IIpeAyCMOTpEeHHbIMU CcTaThsIMU 13 u 18 ®DepepanvHoro 3akoHa ot 26 wmroHs 2008 .
Ne 102-®@3 «O6 obecrieyeHHH eqUHCTBA H3MEPEHHINS, HCTIOIB3yEMBIX IIPH M3TOTOBICHUM
M KOHTpPOJIE Ka4eCTBa JIEKAPCTBEHHBIX INPENapaToB, a TAKXKEe PErYJIAPHOCTh MX IIOBEPKH
U (WIK) KamuOpOBKH.

@akTel npoBeleHMs ~ MNPOPUIAKTUYECKOTO  TEXHHYECKOTO  OOCIyKMBaHU,
KaJIMOPOBKM U MOJYYEHHBIE PE3yNbTaThl HOJDKHEI OBITh 3aQUKCHPOBAHEl B MEAULMHCKOM
OpraHu3alliy, ITyTeM BHECEHUsI HHPOPMALIUH B XXypHAJL.

19. MeguuuHcKass opraHM3anus JODKHa obOecnieunTh oOydeHHe paGOTHHKOB,
IOJDKHOCTHBIE 00S3aHHOCTH KOTOPBIX MPEAIIOJIaraloT MpeObIBaHKe B 30HaX (TOMEIEHHSIX )
U3TOTOBJIEHHUS  paauo(apMalleBTUYeCKUX JIEKapCTBEHHBIX  IIpemapartoB  (BKIIOYas
TEXHUYECKHI B 00CTy)KMBAIOLIHI NIEpCOHAl, a TaK)Ke pabOTHUKOB, MPOBOAAIIHX YOOPKY),
JeSATeIbHOCTh KOTOPBIX MOXKET OKa3aTh BIHMSHHE Ha KauyeCTBO paauodapMaleBTHUECKHX
JIeKapCTBEHHBIX IPEIaparos.

PaGoTHHKM MeOVLMHCKOH OpraHM3alliH, OCYLIECTBIIAIOIINE H3rOTOBIICHHE
paguodapMaleBTHUECKHX JIEKAPCTBEHHBIX IIPENapaToB, AOJDKHEL HMETh Ha CBOHMX
pabounx MecTax JOKYMEHTAlMIO [0 U3rOTOBIEHHIO H O00ECIEYEHHI0 KadyecTBa
panuodapMaLeBTHIECKUX JIEKAPCTBEHHBIX MPENapaToB.

20. MzrotoBienne  paauodapMaleBTUYECKOTO  JIEKapCTBEHHOTO  Iperapara
OCYLIECTBIACTCA IO NHCbMEHHOH 3asBKke paboTHMKA MEIULUHCKOH OpraHW3alud
B COOTBETCTBHHU c Ha3HauYeHHEM JIeYamniero Bpaya, BHECEHHBIM
B MEJMIMHCKYIO JOKYMEHTALMIO MAllAEHTA.

21. loxyMeHT, NOATBEPXKAAIOIHUN, YTO paano(apMalieBTUYECKHI JIEKApCTBEHHBIMH
npernapaT HM3TOTOBIEH B  COOTBETCTBUM C  YTBEPXKACHHOW  JOKyMeHTauwuei
IO U3TOTOBIIEHHUIO U 00eCcTIeYeHHIO Ka4yecTBa, MOAMUCHIBAETCS PAGOTHUKOM METUITHHCKOM
OpraHM3allMM,  OTBETCTBEHHBIM 32  H3rOTOBIEHHE  paauogapMaleBTHYECKOro
JIeKapCTBEHHOTO IpenapaTa, U YYHTHIBAETCS MEIUIMHCKOM OpraHH3allleil B JKypHaje




W3TOTOBJICHHS paguo(apMalieBTHYECKHUX JIEKapCTBEHHBIX NpenapatoB (peKOMEHIYeMBIii
obpaszer] npuBeaeH B npuinoxeunn Ne 2 k [Topsaxy).

Jlomyckaercss BeleHHE OJKypHajla M3rOTOBIEHHS  paanodapMaleBTHYECKUX
JIEKapCTBEHHBIX NpPENnapaToB B 3JIEKTPOHHOM BHJE.

22.Bce wW3roToBieHHBIE pajuo¢dapMalleBTHUECKHE JIEKAPCTBEHHBIE IPenapaTsl
IIOJIBEPraloTCs. KOHTPOJIIO IIpH OTIyCKe pabOTHUKOM MENULUHCKOH OpraHU3alluH,
I[P KOTOPOM MPOBEPSIOTCS:

a) yIakoBKa JIEKApPCTBEHHOTO Ipemapata Ha COOTBETCTBHE TPeOOBaHHAM
JOKYMEHTAlMH, YTBEP)KIACHHOW MEIULIMHCKON OpraHu3aiuei, yka3aHHO# B NIMyHKTe 12
Ilopsnka;

0) peKBU3UTHI  3asJBKH  MEJULMHCKOM  OpraHd3alldd Ha  H3TOTOBJIECHHE
panuogapMalieBTHYeCKOr0 JIEKapCTBEHHOTO IIperapaTa, Ha COOTBETCTBHE CBEACHHIM,
yKa3aHHBIM Ha YNaKOBKE H3TOTOBIEHHOTO paanodhapMaleBTHYECKOTO JIEKapCTBEHHOTO
Mpenapara;

B) MapKUpOBKa panuodapManeBTHIECKOTO JIEKapCTBEHHOT'O npemnapara
Ha COOTBETCTBHE TpeOoBaHMAM oOmel ¢(apMaKoneilHOH CTaTbH TIOCYAapCTBEHHOM
dbapmaxormen «PamuodapManieBTHIECKHE JIeKapCTBEHHEIE npenaparsl.

O®C.1.11.0001.15».

IIpy BBISBIEHHH HECOOTBETCTBHUA YKa3aHHBIM TpeOOBaHUSAM H3rOTOBJIECHHBIM
panuodapMalieBTHUECKUI TeKapCTBEHHBIH Mpenapar He MOMJIE)XHUT OTITYCKY.

23. PykoBoautens MEAMIUHCKOW OpraHu3alid ©W PabOTHHK MeTUIIMHCKOM
OpraHU3aIHH, OTBETCTBEHHBIH 32  HU3TOTOBJIIEHHE  paguodapMalieBTHIECKOTO
JIEKAPCTBEHHOTO TIperapara, HECYT OTBETCTBEHHOCTh 3a KAa4eCTBO HM3TOTOBIEHHOTO
panuodapMaLeBTHIECKOr0 JIEKapCTBEHHOT'O Mperapara.

24. PaguodapmalieBTHUeCKHE JIEKApPCTBEHHBIE TIpeNaparbl MODKHBI XPaHUTHCS
B 3aKpBITOM 30HE, IIpeAHA3HAUYCHHOU IS JAaHHBIX LieJiel, C YCTaHOBJICHUEM OIpaHMYCHUH
U TopsAKa AocTyna paOOTHUKOB MEIULMHCKOH OpraHW3alMH, B KOTOPOU NOJDKHBI OBITH
obecreveHsl yCJIOBHSA XpaHeHHs c y4eTOM cneunpUIecKux CBOICTB
panuogapMalleBTHYECKOI0 JIEKapCTBEHHOTO IIperiapaTa W HEOOXOOUMOCTH COXpaHEHHS
€ro KayecTBa, NPeJyCMOTpEHHble TpeOOBaHUAMH COOTBETCTBYIOILUX (hapMaKomeHHbIX
cTateil ¥ o0mux (apMaKoNelHbIX cTaTel.

VcnoBus XpaHeHHS H3TOTOBIIEHHOrO paauodapManeBTHYECKOTO JIEKapCTBEHHOTO
mpemnapara JOJDKHBI — o0ecliednBaTh CHIDKEHHME  MOIIHOCTH  JO3Bl  HM3JIy4YeHHS
JI0 JIOIyCTUMOI'O YPOBHS.

25. TpancnoptupoBaHue paauodapMaleBTUYECKUX JeKapCTBEHHBIX IMPENapaToB
BBINOJIHAETCSI B COOTBETCTBUU C TpeOOBaHUSAMH B 06nacTH obGecrieueHUs paaMaldOHHOM
6e30macHOCTH .

26. Koutpone 3a oOpameHueM paauodapMaleBTHYECKUX  JIEKApPCTBEHHBIX
IpernapaToB, MW3rOTOBIEHHBIX HEMOCPEACTBEHHO B MEJULUUHCKAX OPraHHU3alusiX,
OCYILECTBIIIETCS B paMKax (QenepalbHOro TrocyJIapcTBEHHOrO KOHTPOJs (Haazopa)
B cpepe 06palleHHs TeKApCTBEHHBIX CPEACTB .



I @enepanbHeli 3akoH oT 9 sHBaps 1996 r. Ne 3-®3 «O pamunanmoHHOM 0€30IaCHOCTH HACEIECHHN)
(Cobpanue 3akoHomaTensctBa Poccuiickoit denepanuu, 1996, Ne 3, cr. 141; 2011, Ne 30, 4596).

2 Pemenne Cosera Epasmiickoit 5KOHOMHYECKOH KOMHCCHH OT 3 HosGps 2016 r. Ne 78 «O Ipasmiax
PErHCTPAlliM M 3KCIIEPTH3HI JTIEKAPCTBEHHBIX CPEICTB I MEIULKUHCKOro mpuMeHeHus» (OduunaibHeii
caidit EBpasumiickoro skoHomuyeckoro coro3a http://www.eaeunion.org/, 21 wmos6ps 2016 r.,
20 wmrona 2018 r., 21 ¢espans 2020 r.), DepepanpHpiii 3akoH oT 12 ampens 2010 r. Ne 61-03
«06 obpamennu JexapcTBeHHBIX cpeacTB» (CobGpanue 3akoHomarenscTtBa Poccuiickoit ®enepanum,
2010, Ne 16, ct. 1815; 2020, Ne 29, ct. 4516) (nanee — ®enepanbHbiii 3akoH Ne 61-D3),

3 ®enepanenrii 3akoH ot 30 mapra 1999 r. Ne 52-®3 «O CaHHMTapHO-IIHAECMHOIOTHYECKOM
Onaromonyunn Hacenenusa» (CoOpanue 3axoHomatenscTBa Poccuiickoit ®enepanuu, 1999, Ne 14,
cT. 1650; 2020, Ne 29, ct1. 4504), canutapusie npaBuna CaulluH 2.6.1.2523-09 «HopMsI paauanuoHHOM
6esonacsoctn  (HPB-99/2009)», yTBepXIeHHBIE IOCTaHOBIEHHeM [7NaBHOrO roCyZapcTBEHHOTO
canuTapHoro Bpaua Poccmiickoii ®enepamuu or 7 wmrons 2009 r. Ne 47 (3apermcrpupoBaHO
MunuctepctBom foctrimd Poccuiickoit @enepamuu 14 asrycra 2009 r., peructpanuonnsmii Ne 14534).

4 Crarpa 7 ®eaepanproro 3akoHa Ne 61-®3.

5 IlpaBuwia W3rOTOBJEHHS H OTIYCKA JIEKAPCTBEHHBIX NPEINApaToB JUIS MEIMIMHCKOrO IPHMEHEHHS
anTe4YHbIMH OpraHM3alWsAMH, HHIUBHUAYAIbHBIMH IpPEANPUHHMATEIAMHA, HMEIOIMUME JIHLECH3HIO
Ha (hapMaleBTHYECKYyIO IEATENBHOCTh, YTBEPXIEHHBIE MPUKa30M MHHHCTEPCTBA 3IpaBOOXPAaHEHHS
Poccuiickoit Oenepanun ot 26 oktabps 2015 r. Ne 7511 (3apeructpupoBaH MUHHCTEPCTBOM IOCTHIIHH
Poccuiickoit ®enepanuu 21 anpens 2016 r., peructpaunonusiii Ne 41897).

6 Co6panue 3axoronarenscTBa Poccmiickoit deneparmu, 2008, Ne 26, cr. 3021; 2014, Ne 26, cr. 3366;
Ne 30, ct. 4255; 2019, Ne 52, ct. 7814.

" Hoanyuxkt 5.1.4 Tlonoxenms o PenepanbHol ciyxbe IO Hajz3opy B cdepe 31paBOOXpaHEHU,
YTBEpXKICHHOro nocranosienreM IlpasutenscTBa Poccuiickoit @enepamun ot 30 mrons 2004 r. Ne 323
(Cobpanue 3akoHoAaTenbcTBa Poccuiickoit ®enepammu, 2004, Ne 28, cr. 2900).



ITpunoxxenue Ne 1
K [lopsiaky m3rotoBneHus
B MEIMLIMHCKHUX OPTaHU3aIIUIX
panuodapMaleBTUIECKIX JIeKapCTBEHHBIX
npenapaToB AJIs MEIULMHCKOrO MPUMEHEeHHUS,
YTBEPXKACHHOMY IIPHKa30oM
MuHucTEpCTBa 30paBOOXPaHEHUS

Poccuiickoit @egepanuu
ot « 18» HORIPA  20201. Ne 1A /P4

PexoMenayeMblii nepeveHb NoKa3aTeseld KayecTBa
paanogapManeBTHIECKHX JIeKAPCTBEHHBIX NMPEeNapaToB, H3roTABJIHBaEMbIX
HeNnocpeACTBEHHO B MEAHIIHHCKHX OPraHH3anHuAX

1. Tlokasarenu KadecTBa Juis paauodapMaleBTUYECKHX JIeKapCTBEHHBIX
IpernapaToB, W3rOTOBIEHHBIX C HCIHONb30BAaHHMEM paJUOHYKIHIHBIX T[EHEpaTOpOB
HJIA PaCTBOPOB PagUOHYKIMAOB 1 HA0OPOB peareHToB:

- OIIUCaHHE;

- aKTUBHOCTb MJIU 00bEMHasl aKTHUBHOCTb;

- BOJIOpOAHBIA oka3arens (pH);

- pPaIMOXUMUYECKaAs YUCTOTA;

- CTEpPHIIBHOCTb;

- MapKHpOBKa.

2. Tlokazarenu KadecTBa g pagudodapMarieBTHUYECKUX JIEKapCTBEHHBIX
npernapatoB, U3rotopieHHbIX B [IDT-neHTpax Ha 6a3e LMKIOTPOHOB, PacloONOXEHHBIX
HEITOCPEJCTBEHHO B MEAMLIMHCKUX OPTaHU3aLMIX:

- OIMCAHUE;

- aKTUBHOCTH WM 00bEMHas aKTUBHOCTb;

- MOJJIMHHOCTD MO PaAHOHYKIHAY;

- IOJJIMHHOCTH MO XUMHUYECKOH CTPYKTYPE;

- BoJIOpoAHBIN noka3arens (pH);

- pPaOVOHYKIUAHAS YHUCTOTA;

- paAHOXUMHUYECKas YUCTOTa;

- XUMU4YECKHEe IPUMECH;

- OCMOJISIPHOCTE;

- OCTaTOYHEIE OpraHN4eCcKHe paCTBOPHUTEIH;

- CTepUIIBHOCTb;

- bakTepUabHble SHIOTOKCHUHBL;

- MapKUpPOBKa.




ITpunoxxenue Ne 2
k ITopsiaxy usroroBneHus
B MEJUIIMHCKMX OpraHu3alusIX
paarodapManeBTUUECKHX JIEKapCTBEHHBIX
IpenapaToB AJI1 METUITMHCKOTO TPUMEHEHUS,
YTBEPXKJASHHOMY MPUKa30M
MuHucTepCcTBa 3/IpaBOOXPaHEHUS
Poccuiickoii ®enepanuu

ot « 7d» HoABhA

2020r. Ne 7K 7P4.

Pexomenyemsiit o6pazery

XKypnan

HN3roTOBIICHUA paJ_[I/IO(bapMaI_IeBTI/I'-IeCKI/IX JICKApCTBCHHBIX MPCIIapaToB

Ne Ne 3asnBku Jlata m3roToBneHus Ne i nata 1OKyMeHTa, TIOATBEPKJAOLIETO, AKTHBHOCTH
n Ha paauodapMaueBTHIECKOTO YTO pagrodapMaLeBTHYCCKUH panuogapManeBTUIECKOTO
H3rOTOBJICHHE JIEKapCTBEHHOTO JIeKapCTBEHHEIH Npenapar H3rOTOBRJICH JIEKAPCTBEHHOT'O
npenapara B COOTBETCTBHH C YTBEPKICHHOM nipenapara, MeraGeKKepens
JOKYMEHTALMEH [0 H3rOTOBICHHIO (MBk)
¥ 00eCTIeYeHUIO Ka9eCTBa
1 2 3 4 5




