006 yTBep>xxaeHuu MopapKa ocywecTBieHUa BbIDOpPOYHOro
KOHTPOJIA Ka4YeCTBa JIeKapCTBEHHbIX CPEACTB AJIA MeAULUHCKOro
npMMeHeHus

Mpukas - Ne 5539 - 01 07.08.2015 - ®enepanbHan cny>xba no Haa3opy B chepe 34paBoOXpaHeHNs - [lencTByeT C
N3MEHEHNAMM

MPUKA3

®ENEPANIBHON CNY»KBbl MO HAA30PY B COEPE 3[JPABOOXPAHEHNS

oT 7 aBrycta 2015 r. N 5539

06 yTBepxxaeHUn Mopsaka ocyLecTBAEHNS BbIBOPOYHOIr0 KOHTPOIS KaYeCTBa JIeKapCTBEHHbLIX CPeAcTB
4719 MeANLNHCKOrO MpMMeHeHna

3apeructpupoBaH MuHiocTom Poccum 9 okTabpsa 2015 r.

PernctpauunoHHbin N 39263

B cooTBeTCTBUM C YacTbto 7 cTaTbu 9 PenepasibHOro 3akoHa ot 12 anpens 2010 r. N 61-03 "06
obpalLeHnmn nekapcTBeHHbIX cpeacTB" (CobpaHue 3akoHogaTenbCTBa Poccuninckon ®enepauuu, 2010, N 16,
CT. 1815; N 31, cT. 4161; N 42, cT. 5293; N 49, cT. 6409; 2011, N 50, cT. 7351; 2012, N 26, cT. 3446; N 53,
cT. 7587; 2013, N 27, c1. 3477; N 48, cT. 6165; 2014, N 11, cT. 1098; N 43, cT. 5797; N 52, cT. 7540)
NpuKa3biBalo:

1. YTBepanTb Npunaraembii MopsaoK OCyLLECTBAEHNS BbIBOPOYHOr0 KOHTPOISl KaYeCTBa JIEKapCTBEHHbIX
CpencTB Ansd MeauUMHCKOro npumeHeHuns (ganee - Mopsgok).

2. YCTaHOBUTb, YTO NonoxeHus Mopsaka B YacTu 0683aTeNIbHOr0 NPefoCTaBAeHUS CBEAEHNI, YKa3aHHbIX B
nyHKkTe 8 Mopsaka, BCTyNatoT B CUY MO UCTEYEHUN TPEX MeCALEB CO AHA onybanMKoBaHMSA HaCTOALLEro
npvkasa.

3. KOHTpOJIb 3@ MCMOSIHEHMEM HACTOALLEr0 NpMKa3a 0CTaBNA 3a cobon.

Pykosogutens M.A.MypaLuko

MNpunoxeHune

MopsAOK OCYLLECTBNIEHNS BbIBOPOYHOIrO KOHTPOJIA KayecTBa

NEeKapPCTBEHHbIX CPEACTB AN MEQULUHCKOrO MPUMEHEHNS

1. HacTosawwun MNopagok ycTaHaBanBaeT TpeboBaHMA K OCYLLECTBAEHNIO BbIBOPOYHOro KOHTPOJIA KavyecTBa
JIeKapCTBEHHbIX CPEACTB AN MeAULNHCKOr0 NpuMeHeHuns (ganee - Nopsagok).

2. MpenmeToM BbIBOPOYHOIrO KOHTPOSA Ka4eCTBa JIeKapCTBEHHbLIX CPeACTB ABNAETCA NOATBEPXAEHNE
COOTBETCTBUSA JIEKAPCTBEHHbIX NpenapaToB And MeaULUNHCKOr0 NPUMEHEHNS 1 hapMaLleBTUYEeCKUX
cybCcTaHUM 0Te4eCTBEHHOIO 1 3apybexxHOro Npon3BoACTBa (fanee - 1eKapCTBEHHbIe CPeLCTBa)
TpeboBaHMAM hapMakKonenHon cTaTby 6O B Ciyyae ee OTCYTCTBUS HOPMATMBHONM [OKYyMeHTauuu (nanee
- HOPMaTUBHaA [OKYMEHTaLmMA).

3. BbibopoYHbI KOHTPOJIb Ka4ecTBa IEKAapPCTBEHHbIX CPeACTB ocywecTeaseTca PegepanbHom cayxbon no
Hafg30py B chepe 34paBoOXpaHeHuns (aanee - PocgpaBHaA3op) U ee TeppuTopuaibHeIMK opraHamu (fanee
- TeppuTOpUanbHbie opraHbl PocsapaBHaasopa).

4. [OMKHOCTHBIMU NNLAMKI, YNOJTHOMOYEHHBIMW OCYLLECTBATH BbIOOPOYHBIA KOHTPOJIb Ka4ecTBa
NEeKapPCTBEHHbIX CPEACTB, ABNAOTCS:

1) pykoBoauTens (3amectuTenn pykosoantens) PocsgpaBHaa3opa, PyKOBOAUTENN (3aMeCTUTENN
pyKOBOANTENA) TEPPUTOPUASIbHBIX OPraHoB Poc3apaBHa30pa;

2) pyKoBOAMTENN CTPYKTYPHbIX Nogpa3feneHnin PocsgpaBHa30pa v ero TeppuTopraibHbIX OpraHoBs, UxX
3aMeCcTUTeNn, LOMKHOCTHLIMY perfiaMeHTaMn KOTOPbIX NpeayCMOTPEeHbl MOJIHOMOYNS MO OCYLLECTBAEHUIO
BbIGOPOYHOro KOHTPOJIA Ka4eCTBa NEKAPCTBEHHbIX CPEACTB;

3) VHble rocyfapCTBEHHbIE FPaXKAaHCKMe CiyxKallme Poc3apaBHag30pa U ero TeppuTopmanbHbIX OpraHos,
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LOJDKHOCTHBIMY perjiaMeHTaMun KOTOPbIX MPeayCMOTPEHbI MOAHOMO4YMS MO OCYLLECTBAEHMIO BbIBOPOYHOr0
KOHTPONS Ka4yeCcTBa JIeKapCTBEHHbIX CPeACTB.

5. BbibOpOoYHbI KOHTPOJIb Ka4eCTBa IEKAapPCTBEHHbIX CPeACTB BKJOYaeT B cebs:

1) o6bpaboTKy cBeneHuMI, B 0653aTelbHOM MOPAAKE NPefoCcTaBNseMbIX CybbekTamm obpalleHmns
NEeKapCTBEHHbIX CPEACTB, O Cepusax, NapTUAX NeKapCTBEHHbIX CPeACTB, NOCTYNAKLWNX B FPaXX 4aHCKUIA
obopoT B Poccuiickon depepaunu;

2) oT6op 06pa3L 0B NEKAPCTBEHHbIX CPeACTB Yy CybbekToB 0bpalleHNst NeKapCTBEHHbIX CPEACTB B Liensax
MpoBeLEeHNs NCMbITaHUA Ha COOTBETCTBUE TPeboBaHMAM HOPMATUBHOW LOKYMEHTaLNW;

3) NnpuHATME MO pe3yabTaTaM NPOBEAEHHbLIX NCMbITAHNI PELLUEHNA O fajlbHENLLIEM FpaXkAaHCKoM obopoTe
COOTBETCTBYIOLLEr0 JIeKapCTBEHHOIr0 CPeSCTBa;

4) NpUHATME YNOJHOMOYEHHbIM (hefilepasibHbIM OPraHoOM UCMOJIHUTEIbHON BAACTY PeLleHns 0 nepesole
NEeKapCTBEHHOr0 CPeACTBa Ha NOCEPUIHLIN BbIBOPOYHbLIN KOHTPO/Ib Ka4eCTBa IeKapCTBEHHbIX CPeACTB B
Cny4yae NoBTOPHOIO BbISIB/IEHUS HECOOTBETCTBUA KaYyeCTBa NEKAPCTBEHHOro CpeACcTBa YCTaHOBIEHHbIM
TpeboBaHuaM 1 (Mpn HeobxoLnMocTK) 0 NpoBepke cybbekTa obpalleHns NekapCTBEHHbLIX CPeACTB.

Ctatba 9 denepanibHOro 3akoHa ot 12 anpens 2010 r. N 61-03 "O6 obpalleHnn neKapCTBEHHbIX CpeacTB"
(CobpaHue 3akoHomaTenbcTBa Poccminckonm ®epepaumm, 2010, N 16, cT. 1815; N 42, cT. 5293; N 49, cT.
6409; 2011, N 50, cT. 7351; 2012, N 26, cT. 3446; 2013, N 27, cT. 3477; N 48, cT. 6165; 2014, N 43, CT.
5797; N 52, cT. 7540; 2015, N 29 (4. 1), cT. 4367).

6. B uensx ocywectsaeHns BbIBOPOYHOro KOHTPOJIA KavyecTBa JIeKapCTBEHHbIX CpeacTB Poc3apaBHaA30poM
(TeppuTOpUanbHLIMKU OpraHammn Poc3apaBHaa3opa) OpraHn3yloTCs HeobXxoanMble NCMbITAHNS.

7. B uenax npoBeAeHUs NCMbITaHUA JIEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBUE TpeboBaHNSAM HOPMAaTVBHOM
LOKYMEHTaLMM B paMKax BbIBOPOYHOr0 KOHTPOS Ka4yeCTBa JIeKapCTBEHHbIX CPeACTB Poc3apaBHaA30p
(TeppuTopuanbHble opraHbl PocsgpaBHaA3opa) npusiekaeT defepanbHoe rocyaapcTBeHHoe bloaxxeTHoe
yupexaeHue "HhopMaLMOHHO-METOANYECKUA LLIEHTP N0 3KCNepTU3e, y4eTy 1 aHanu3y obpalleHuns
CpencTB MeAUNLUHCKOro npumeHeHnsa" Poc3apaBHaa3opa (Oanee - akcnepTHasa opraHv3auus).

8. Poc3gpaBHag3op nposoauT cbop n 06paboTKy cBeaeHni 0 ceprax, NapTUAX JeKapCTBEHHbIX CPeACTB,
NoCTynaoLWmX B rpa)kaaHckuin obopoT B Poccuinckon ®epepaumm, B 0653aTeNbHOM Nopsiike
npefoCcTaBAsSEMbIX OPraHM3aLnsaMmM, OCyLLECTBAAIOLWMUMN NPOM3BOACTBO JIEKAPCTBEHHLIX CPEACTB B
Poccninckon degepaunmn 1 BBO3 JIEKaPCTBEHHbLIX CPeAcCcTB B Poccuiickyto Gefepaunio:

8.1. 0 cepmax IeKapCTBEHHbIX CPEACTB, MPOU3BEAEHHbIX Ha TeppuTopumn Poccniickon depgepaunn:

1) Toproeoe HavMeHoBaHWe NeKapCTBEHHOIO CPeacTBa;

2) MeX[IyHapo4HOe HernaTeHTOBAaHHOE HaMMeHOBaHWE JIEKAaPCTBEHHOIO CPeACTBa (FpynnMpoBOYHOE WK
XUMNYECKOEe HauMeHOBaHMeE);

3) hopMa BbIMycKa (C yKa3aHUEM SIeKapCTBEHHON HOPMbI, [03MPOBKM, PACOBKMN NEKAPCTBEHHOIO
npenapaTa) 1 KOJM4ecTBa B YNaKOBKE;

4) HavMeHoBaHMe NPOM3BOANTENA IeKAPCTBEHHOI0 CPeaCcTBa;

5) o6bem cepum, BbiNyLLEHHON B rpa)kgaHCcKmin 060poT (A15 NeKapPCTBEHHbLIX MPENapaToB - KOJNYECTBO
e4MHUL, YNaKOoBOK, Ans hapMaLeBTU4eCKnX CybcTaHUmMIM - C yKa3aHWEM eQUHNUL, U3MEPEHNA);

6) HauMeHOBaHMWe opraHn3aLmm, BbiMyCTUBLLEN IeKAaPCTBEHHbIE CPEACTBaA B rpaXkAaHCKMin 0bopoT;

7) appec cknafia, Ha KOTOPOM OCYLLECTBASETCSH XpaHEHNe Cepum JIeKapCTBEHHOro CpefcTBa nocse
NoATBEPXAEHMS YNOJHOMOYEHHbIM JINLOM 0TE4YeCTBEHHOr0 NPOU3BOANTENSA IEKapCTBEHHbIX CPeacTB
COOTBETCTBUS JIEKAPCTBEHHOI0 CpeACTBa TpeboBaHMSAM, YCTAHOBJIEHHLIM NPU FOCYAapCTBEHHOW
perncTpauumn (pa3speLlleHune Ha BbiMycCK);

8) HoMep 1 faTa NPUHATUS AeKNapaLun 0 COOTBETCTBUMN, HAVMEHOBaHME OpraHa No cepTudnkKauum,
HaVMeHOBaHWe opraHn3aLnn, KOTOPON NPUHATa LeKNapauns 0 COOTBETCTBUW (419 IeKapCTBEHHbIX
npenapaTos, NoANeXalnx NoATBEPKAEHNIO COOTBETCTBUSA B (hOpMe AeKNapupoBaHus);

9) HoOMep 1 JaTa Bblgayn cepTudnKaTa COOTBETCTBUS, HAMMEHOBAHME OpraHa no cepTudukaLmm,
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HavMeHOoBaHWe opraHu3aunm, Ha UM KOTOPON ohopMAeH cepTUUKAT COOTBETCTBUSA (418 IeKapCTBEHHbIX
npenapaTos, NOANEeXalUNX NOATBEPXKAEHNIO COOTBETCTBUS B (hOpMe CepTUdUKaLmn);

10) HoMep perncTpauoHHOro yaoCTOBEPEHNS Ha IEKapCTBEHHbIA NpenapaT 48 MeQULMHCKOro
NPUMEHEHUS NN HOMEP 3annCK B rOCYAapCTBEHHOM PEeCcTpe JIeKapCTBEHHbIX CPEACTB 0O
thapMaueBTNYECKON CybCTaHumMK;

8.2. 0 NapTUAX NeKapCTBEHHbIX CPEeACTB (JleKapCTBEHHbIX CpeacTBax 04HON cepun, €4MHOBPEMEHHO
BBE3EHHbIX Ha TeppuToputo Poccuinckon depepaunn):

1) Toproeoe HavMeHoBaHWe NeKapCTBEHHOIO CPeacTBa;

2) MeXxayHapoaHoe HenaTeHTOBaAHHOE HaMEHOBaHWe NeKAPCTBEHHOro CpeacTBa (FrpynnmnpoBOYHOE NN
XUMNYECKOEe HauMeHOBaHMeE);

3) hopMa BbIMycKa (C yKa3aHUEM SieKapCTBEHHON DOPMbI, L03MPOBKM, PACOBKMN NEKAPCTBEHHOIO
npenapaTa) 1 KOJIM4eCcTBO B YNaKOBKE;

4) HaMMeHoBaHWe N CTpaHa NPoON3BOAUTENS NEKAPCTBEHHOMO CPeacCTBa;

5) 06bem napTuu, BbINYLEHHON B Fpa)AaHCKMIA 060poT (A1 NeKapCTBEHHbIX NPenapaToB - KOJIMYECTBO
e4MHUL, YNaKOoBOK, Ans hapMaLeBTU4eCKnX CybcTaHUmMIM - C yKa3aHWeM eQUHNL, U3MEPEHNA);

6) HaMMeHOBaHMe opraHn3aLmm, BbiMyCTUBLLEN IeKaPCTBEHHbIE CPeACTBa B rpaXkAaHCKMin 0bopoT;

7) appec cknafia, Ha KOTOPOM OCYLLEeCTBASETCSH XpaHeHNe NapTuM NeKapCTBEHHOro CpeacTBa nocse
BbIMyCKa TaMOXXEHHbIMW OpraHaMun nog onpeaeseHHy TaMOXEHHYIO NpoLenypy;

8) HoMep 1 faTa NPUHATUS AeKNapauun 0 COOTBETCTBUMN, HAVMEHOBaHME OpraHa No cepTudunkauum,
HavMeHOBaHWe opraHu3aLnmn, KOTOPON NPUHATa LeKNapauns 0 COOTBETCTBUW (4719 IeKapCTBEHHbIX
npenapaTos, NoANeXalUunx NoATBEP)KAEHNIO COOTBETCTBUS B (hOPME AeKIapUpOBaHNS);

9) HoOMep 1 faTa Bblgayn cepTudnKaTa COOTBETCTBUS, HAMMEHOBAHME OpraHa no cepTudukaLmm,
HaVMeHOBaHVe opraHu3aunm, Ha UM KOTOPON 0hopMAIeH cepTUUKAT COOTBETCTBUSA (4118 IeKapCTBEHHbIX
npenapaTos, NOANeXaLUNX NOATBEPXKAEHNIO COOTBETCTBUS B (hopMe cepTUduKalmm);

10) HoMep perncTpauoHHOro yaoCTOBEPEHNS Ha IeKapCTBEHHbIA NpenapaT A58 MegULMHCKOro
NPUMEHEHUS NN HOMEP 3aMnCh B rOCYAapCTBEHHOM PEECTPe JIEKAapCTBEHHbIX CPEACTB O
thapMaueBTUYECKON cybcTaHumK,

CpoK nNpenocTaBNeHNs CBEAEHWI, YKa3aHHbIX B MyHKTax 8.1 n 8.2, He fo/KeH npeBbiwaTh 5 paboynx gHen
nocsie NOATBEPXKAEHNSA YNOJHOMOYEHHbIM JIMLOM 0TEYeCTBEHHOI0 MPON3BOANTENSA IEKAPCTBEHHbIX
CPeLCTB COOTBETCTBMA CEPUN NIEKAPCTBEHHOIO CPeACTBa TpeboBaHMAM, YCTaHOBEHHbIM MPK UX
roCyfapCTBEHHOW perncTpaunn (paspelleHmne Ha BbiMyCK), Wan Nocse BbiMyCcka TaMOXXEHHbLIMU OpraHamMm
JIeKapCTBEHHbIX CPEACTB NOJ ONpeAesIeHHYI0 TaMOXXEHHYI0 Npoueaypy (B ciyvae BBO3a IeKapCTBEHHbIX
cpencTs B Poccunckyto depepaumio C TEPPUTOPUN roCyapCTB - 41eHOB EBPasninckoro 3KOHOMMUYECKOro
COl03a - C JaThl OCYLLEeCTB/IeHNS BBO3a JIeKapCTBEHHbIX CPeACTB Ha TeppuTopuio Poccunckon depepauun).

EOvHBLIV NepeyveHb NPOAYKLUMN, MOATBEPXKAEHNE COOTBETCTBMA KOTOPOW OCYLLLECTBASETCA B (hopMe
NPUHATUS feKnapauny 0 COOTBETCTBUU, YTBEPXKAEHHbIV NOCTaHOBeHMeM lpaBuTensCcTBa Poccninckon
®epepaunm ot 1 gekabps 2009 r. N 982 "0O6 yTBepXAeHUM €QUHOIr0 NEPeYHs NPOAYKLMMW, NOANEXaLlen
obs3aTeNbHON cepTUdUKaLLAW, U eAUHOM0 NepeyHs NPOoAYKLMK, MOATBEPXAEHNE COOTBETCTBUA KOTOPOW
OCYLLECTBAAETCA B (hopMe NPUHATUA AeKknapauum o cooTeeTcTBmmn" (CobpaHmne 3aKoHOAATENbCTBA
Poccunckon ®egepaumm, 2009, N 50, cT. 6096; 2010, N 12, cT. 1344, 1345; N 31, cT. 4246; N 43, cT. 5517,
N 47, cT. 6129; 2012, N 13, c1. 1525; N 20, cT. 2537; N 26, cT. 3517; 2013, N 10, cT. 1032; N 41, cT. 5187; N
46, cT. 5951; 2014, N 30, cT. 4315; N 32, cT. 4510; N 41, cT. 5539; N 43, cT. 5914; 2015, N 15, cT. 2270).
EQVHbIN NnepeyeHb NpoayKumu, noanexatlen 06a3aTenbHON cepTudnKaumm, yTBePX AEHHbIN
nocTaHoBneHunem MpasuTtenscTBa Poccuinckon ®epgepaumnm ot 1 gekabps 2009 r. N 982 "06 yTBepxaeHum
eNHOro NepeyHs NpoaykLumm, nognexalien obasaTenbHON cepTUdUKaLNK, N eANHOIO NepeyHs
NPOAYKUUN, MOATBEPXKAEHNE COOTBETCTBMA KOTOPOW OCYLLECTBNIAETCA B (DOPME NPUHATUS AeKnapauuu o
cooTBeTcTBUKN" (CobpaHune 3akoHoaaTenbcTBa Poccminckon ®epepaunn, 2009, N 50, cT. 6096; 2010, N 12,
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CT. 1344, 1345; N 31, cT. 4246; N 43, cT. 5517; N 47, cT. 6129; 2012, N 13, cT. 1525; N 20, cT. 2537; N 26,
cT. 3517; 2013, N 10, cT. 1032; N 41, cT. 5187; N 46, cT. 5951; 2014, N 30, cT. 4315; N 32, cT. 4510; N 41,
CT. 5539; N 43, cT. 5914; 2015, N 15, cT. 2270).

9. insa cbopa n 06paboTKM CBEAEHUIN B SNEKTPOHHOM BUE O CEPUAX, MapPTUAX IEKAaPCTBEHHbIX CPEACTB,
NOCTyMalLWmX B rpaxkaaHckuin obopoT B Poccuinckon ®epepaumm, PoczgpaBHan3op npeaocTaBaseT
opraHu3aunsam, oCyLLeCTBASOWUM NPOM3BOACTBO JIeKapCTBEHHbIX CPeacTB B Poccuickon depepaunm v
BBO3 JIEKapCTBEHHbIX CPeACTB B Poccminckyto ®efepaLnio, aBTOPU30BaHHLIA AOCTYN B NOACUCTEMY
"BbIOOPOYHBIA KOHTPOIL" aBTOMAaTU3NPOBaHHOW MHDOPMaLIMOHHOM cucTeMbl Poc3apaBHag3opa (oanee -
AUNC Poc3apaBHag3opa).

CBefileHNs 0 HAVMEHOBaHUSAX, Cepusax, NapTUAX IeKapCTBEHHbIX CPeACTB, NOCTYNAKLWNX B FPaXX 4aHCKUIA
obopoT B Poccuickon ®epepaunm, ux NPOM3BOANTENAX N OPraHN3aLUsX, BbIMYCTUBLLIMX JIEKAPCTBEHHbIE
CpeLCTBa B rpakaaHckuin 06opoT, pa3MellaloTcs Poc3apaBHaA30poM Ha ouLManbHOM CalTe
roszdravnadzor.ru B UHPOPMALIMOHHO-TEIEKOMMYHMKaLNOHHON ceTn "IHTepHeT" (manee - opuumnaibHbIn
canT Poc3gpaBHaz30pa) ¢ cobniofgeHmeM orpaHnyeHunn, yCTaHOBAEHHbIX 3aKOHO4aTeIbCTBOM O
KOMMEPYECKOW 1 MHOWM OXPaHAEMOWN 3aKOHOM TalHe, 1 OOCTYMNHbl An5 cybbekToB obpalleHuns
NEKAPCTBEHHbIX CPEACTB W HaceneHus.

B cnyyae npefocTaBneHUs CBEAEHWI B 31EKTPOHHOM Buae ux fybnmposaHue Ha ByMa)KHOM HoCcuTene He
TpebyeTcs.

10. Poc3ppaBHaa30p ocylecTsaseT 06paboTky cBegeHMI 0 cepusax, NapTUsAX IEKapCTBEHHbIX CPeACTB,
nocTynawLwwmx B rpa)kgaHckun obopoT B Poccninckon Pegepaumu, € uebto GopMUpoBaHMS niaaHa
BbIHOPOYHOro KOHTPOJIA Ka4eCTBa NEKAPCTBEHHbIX CPEACTB.

11. MnaH BEIBOPOYHOrO KOHTPONSA Ka4yecTBa JiIeKkapCTBEHHbIX CPeACTB (hopMumpyeTcs Poc3apaBHaa30poM B
CPOK [0 NepBOro siHBaps KaXA40ro KaJieHAapHoro rofa U CoaepXXuT nepevyeHb JIeKapCTBEHHbIX CPeACTB,
KOJINYECTBO UCMbITaHUN IEKAPCTBEHHbLIX CPEACTB Ha rof, C y4eTOM MH(OPMaLMK, YKa3aHHON B NyHKTe 12
HacToswero Mopaaka.

12. Mpwn hopMUpoBaHMM NNaHa BbIBOPOYHOrO KOHTPOIS KavyeCcTBa IeKapCTBEHHbIX CPeACTB
Poc3npaBHaL30pOM yYUTLIBAETCA Cliefyrolas nHpopmaums:

1) pe3ynbTaThl rOCyAapCTBEHHOr0 KOHTPONA (Haa3opa) B chepe obpalleHns NeKapCTBEHHbIX CPEACTB;

2) pe3ynbTaThl BEIBOPOYHOr0 KOHTPOA Ka4ecTBa JIeKapCTBEHHbLIX CPEACTB 3a NpeablayLine nepuoabl;

3) LaHHbIe 0 BbISIBNEHUN HeA06POKaYeCTBEHHBIX U (hanbCURULIMPOBAHHbBIX JIEKAPCTBEHHbIX CPEACTB;

4) cBeLleHNS 0 Ka4YeCTBe SIeKapCTBEHHbLIX CPEACTB, CoaepKalumnecs B obpalleHnax 1 3aaBNeHNsX rpaxkiaH,
IOPUANYECKNX NN, MHAUBMAYANbHbBIX NpeanpuHumMaTenein, MHGopMaLumn oT OpraHoB rocyAapCTBEHHON
BNACTW, OPraHoOB MeCTHOr0 CaMOyMnpaBfIeHNS, N3 CPeACTB MaCcCOBON UHGOPMaLMK O haKTax:

a) BO3HWKHOBEHWS Yrpo3bl NPUYNHEHNS Bpeda XU3HW, 300P0BbI0 rPpaXaH;

6) NpuYNHEHNS Bpena XMN3HW, 300POBbI0 FPaXXAaH.

13. MnaH BEIBOPOYHOIrO KOHTPOSA Ka4eCTBa SIeKapCTBEHHbLIX CPEACTB YTBEPXKAAETCA PYKOBOAUTENEM
Poc3gpaBHag3opa u nybankyeTcs Ha oduumanbHOM canTe Poc3apaBHaa3opa.

14. BbI6OPOYHBI KOHTPOJIb KaYeCTBa NEeKAaPCTBEHHbLIX CPEACTB OCYLLEeCTBASETCS Mo 3a4aHNAM
Poc3gpaBHag3opa, KoTopble (hOpMUPYHOTCA B COOTBETCTBUN C MAaHOM BbiIBOPOYHOIrO KOHTPOJIA KavyecTBa
NEKAPCTBEHHbIX CpeacTB, MMbo B CBA3M C NOCTYNeHNEM NHpOPMaLm 06 yrpo3e NpUYMHEHNs Bpeaa nin
NPUYNHEHUW BPEAa XXMU3HU 1 3L0POBbI0 FPaXKiaH, 1 YTBEPXKAAITCA PYKOBOAMTENEM (3aMecTMTensamu
pykosoaunTensa) PocsgpaBHagsopa.

15. 3apaHna PocsgpaBHaa3opa Ha NpoBefeHne BbIBOPOYHOr0 KOHTPOIS KavyeCcTBa IeKapCTBEHHbIX CPeACTB
B 0643aTeNIbHOM NopsifiKe OOJKHbI COAep)KaTb Clelylolne CBeLeHuns:

1) onpeneneHmne Buaa U MeTOAA UCMbITAHUA, MPeayCMOTPEHHbLIX MYHKTOM 16 HacTosAwero Mopaaka, v
obbekTa UCNbITaHW (IeKapCTBEHHbIN NpenapaT ANS MeAULUHCKOro NpUMeHeHUsa namn gapmaleBsTmyeckas
cybCcTaHumA) Ha CoOTBETCTBME TPeOOBAHNAM HOPMATMBHOWN LOKYMEHTaLMK;

2) CPOK MpoBeAEeHMNS NCNbITaHUA NEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBME TpeboBaHNAM HOPMATUBHOW
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LOKYMEeHTauuu;
3) 0cobeHHOCTY NpoBEAEHUS UCMLITAHWUI IEKAPCTBEHHbLIX CPEACTB.

16. cnbiTaHnsa NekapCcTBEHHbIX CPeACTB B paMKax BbIBOPOYHOro KOHTPOIS Ka4yeCTBa JIeKapCTBEHHbIX
CPeLCTB OCYLECTBAAOTCSA MO BCEM UM OTAE/bHLIM MOKa3aTeNsM HOPMATUBHOWN AOKYMEHTaL MU METOAAMM
pa3pyLUatoLlero 1 HepaspyLlaloLLero aHaamsa.

17. OT60p 06pa3LOB IEKAPCTBEHHbIX CPEACTB B paMKax BbIBOPOYHOr0 KOHTPOSA Ka4yeCTBa JIeKapCTBEHHbIX
CPeLCTB OCYLEeCTBAAETCH LO/MKHOCTHLIMU AnLaMn Poc3apaBHa30pa (TeppUTOpUanbHbIX OPraHoB
Poc3gpaBHag3opa), ynoJIHOMOYEHHbIMI OCYLLECTBASATb BbIOOPOYHLIN KOHTPOJIb Ka4eCTBa IeKapCTBEHHbIX
CpencTB B COOTBETCTBUMN CO CBOMMMW LO/IXKHOCTHLIMY MOJIHOMOYMAMMU, B NPUCYTCTBUM NpeacTaBUTeNs
opraHu3auuu, B KOTOpon ocylectanseTcs oTbop obpasLoB, B COOTBETCTBUM C 3a4aHNAMU
Poc3gpaBHag3opa Ha oCHoBaHUM TpeboBaHui (npunoxxeHne N 1).

18. OT60p 06pa3LOB IeKapCTBEHHbIX CPEACTB 0hOPMSETCA NpoToKoaoM oTbopa 06pa3L0B B ABYX
sk3emnasapax (npunoxexHune N 2).

19. OT60p 06pa3LOB NEKaPCTBEHHbLIX CPEACTB B LieNsx BbIBOPOYHOr0o KOHTPOA Ka4ecTBa JIeKapCTBEHHbIX
CpencTB NPOM3BOAMTCS B COOTBETCTBMM C TpeboBaHMAMN rocyaapCTBEHHON hapMakonen, n3gaBaemoi
YMNOJIHOMOYEHHbIM (hefiepalibHbIM OPraHoOM UCMOSHUTENbHOW BAACTU B COOTBETCTBUN CO CTaTben 7
®epepanbHOro 3akoHa oT 12 anpens 2010 r. N 61-@3 "O6 obpalueHnm nekapCTBEHHbIX CpecTB" (Danee -
rocyfnapcTBeHHas dhapmakones Poccuinckon ®egepauum).

20. OT60p 06pa3uoB NEKAPCTBEHHOrO CPEACTBA A1 NPOBEAEHMS UCMbITaHUI B paMKax BbIBOPOYHOIro
KOHTPOJ151 Ka4eCTBa JIeKapCTBEHHbIX CPEACTB MO BCEM WM OTAENbHbLIM MOKa3aTeNsiM HOPMaTUBHON
LOKYMEHTaLMM OCyLLeCcTBAAeTCA PoC3ApaBHAA30pOM B KOIMYECTBaxX, HEOOX0AUMBIX A5 NPOBEAEHNS ABYX
NCNbITaHWUA,

21. lna npoBefeHNS UCMBITAHWIA B paMKax BbIBOPOYHOr0 KOHTPOIS Ka4eCTBa JIEKapPCTBEHHbIX CPEACTB
MeTOAaMM HepaspyLlaloLero aHaansa oTbupaloTcs TpU YNaKoBKU IeKapCTBEHHOMO NpenapaTa Uan 4ecaTb
rpaMMoB hapMaLleBTMYECKON cybCcTaHLmMu.

Mpwn coBnafeHun cnekTpoB 0TobpaHHbIX 06pa3L0B NeKapCTBEHHbLIX CPEACTB C 3TaJIOHHbIM CMEKTPOM,
YCTaHOBJ/IEHHbIM B COOTBETCTBUM C hapMaKkonenHoiMu TpeboBaHMaMK, 0TobpaHHbIe 06pa3Lbl
NEKAPCTBEHHbIX CPEACTB BO3BPaLLalOTCA CybbekTy obpalleHns NneKapCTBEHHLIX CPEACTB, Yy KOTOPOro OHM
Bb1n 0TOBpaHbl ANA NPOBEAEHNS UCMbITAHWIA, C 0hOPMIEHNEM aKTa Bo3BpaTa 06pa3LLoB.

Mpn HecoBNaAeHMN CNeKTPa JIeKapCTBEHHOIO CPeACTBa C 3TaJIOHHbIM CNEKTPOM OCYLLEeCTBAsSETCS 0TOOp
0bpa3LoB AN NPOBEAEHNS UCMbITAHNI KaYeCTBa IEKapCTBEHHOMO CPeACTBa N0 NOKa3aTenam
HOPMaTUBHOW OOKYMEHTALMN B COOTBETCTBUM C MyHKTammu 17-20 HacTosawero Mopsagka.

22. Obpa3ubl NeKapCTBEHHbIX CPeACTB HanpaBasoTca Poc3apaBHaa30poM (TEPPUTOPUASIbHBIMU OpraHamMm
Poc3apaBHaA30pa) B 3KCNEPTHYO OpraHn3aLntio ¢ NpuaoXKeHneM Konuin npoTokona otbopa obpasLios u
LOKYMEHTOB, MOATBEPXKAAIOLLNX COOTBETCTBME Ka4eCTBa JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM
HOPMATMBHOMN AOKYMEHTaLUN.

23. Mpwn oTbope 06pa3LI0B NeKapCTBEHHbLIX CPEACTB B LIesIX BbIDOPOYHOro KOHTPOJIS KavyecTBa
NEKapPCTBEHHbIX CPEACTB OpraHM3aLnn, OCyLLECTBASALNE NPOU3BOACTBO JIEKAPCTBEHHbIX CPEACTB B
Poccuinckon ®egepaumm, Wan opraHnsaLmm, BeINOJHALLWME QYHKLAN MHOCTPAHHbIX N3rOTOBUTENEN
NEKAPCTBEHHbIX CPEACTB, MO 3aMpoCy 3KCNEPTHOW OpraHn3aunmn NpeaoCTaBasT CTaHAaPTHbLIE 06pa3ubl,
HeobxoamnMble ANd NPOBEAEHUS NCMbITaHWUA IeKapCTBEHHbIX CPEeACTB B COOTBETCTBUN C HOPMATUBHOMN
LOKYMEHTaUMEN, 3a NCK0YeHNeM hapMaKoneHbIX CTaHAAPTHbLIX 06pa3L0B rocy1apCTBEHHON
thapmakonen Poccuinckon depepaumm.

24, MpoBeaeHne NCNbITaHUn NeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TPeboBaHNAM HOPMATUBHOM
LOKYMEHTaLMM B paMKax BeIBOPOYHOr0 KOHTPOS Ka4eCTBa JIeKapCTBEHHbIX CPEACTB OCYLLECTBASETCS
3KCMEepTHON opraHu3almein Ha 0CHOBaHWM 3afaHnii Poc3apaBHaasopa.

25. icnblTaHne neKkapCcTBEHHbIX CPEACTB Ha COOTBETCTBME TPeHOBAHUSAM HOPMATVBHON AOKYMEHTaLMM
NPOBOAUTCS B CPOK, He npeBbilatoLmin 40 paboynx gHen co AHA NONYYEHUS IKCNEPTHON opraHu3aLmen
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06pa3L0B IeKapCTBEHHbIX CPeACTB, CTaHAAPTHbLIX 06pa3L0B 1 LOKYMEHTOB, MPEAYCMOTPEHHbIX MYHKTaMM
22-23 HacTosawero Mopsagka.

26. B nCkntounMTENbHBIX C/TyYasX, CBA3aHHbIX C HE0OXOAMMOCTLIO MPOBEAEHMNS CI0XKHBIX U (1K)
ANNTENbHBLIX NCAbITAHWIA, BKJIHOYEHHBLIX B HOPMATMBHYIO OKYMEHTALMIO, @ TakXXe CneLmanbHbIX 3KCNepTu3
1 paccnefoBaHWin Ha OCHOBAHWUM MOTUBUPOBAHHBIX NMPEAN0XKEHNA SKCNEePTHOM OpraHn3aumnm, Cpok
NpPoBeAEeHNS NCMbITAHUA IEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBME TPeboBaHNAM HOPMATUBHOW
LOKYMEHTaLMM MOXeT ObITb NPOANIEH PYKOBOAUTENEM (3aMeCcTUTeNs MU pykoBoauTens) PocsapasHaasopa,
Ho He Bbonee 4yeM Ha 30 pabounx gHen.

27. Tlo pe3ynbTaTam UCMbITAHUI SKCMEPTHOM OpraHn3aumnen ohopMaseTcs 3KCNePTHOE 3aKJ/IloYeHNne,
cofepxxallee BbIBOL 0 COOTBETCTBUM JIEKaPCTBEHHbLIX CPeACTB TpeboBaHUAM HOPMATUBHON AOKYMEHTaL MK
(Danee - NONOXKUTENbHOE IKCNEPTHOE 3aK/I0YEHNE) NN HECOOTBETCTBUMN JIEKAPCTBEHHbIX CPEACTB
TpeboBaHNAM HOPMaTUBHOW LOKYMEHTaLUUN (fanee - oTpULaTeNbHOE IKCNEPTHOE 3aKoYeHmne).
JKCNepTHOE 3aKJIloYeHNE AOJIKHO BbITb 060CHOBAHHBLIM U COAEP>KaTb BbIBOALI O KaYeCTBE SIeKapCTBEHHbIX
CPeLCTB B COOTBETCTBUM C NOJIYYEHHBIM 3KCMNEPTHON OpraHu3aLmen 3agaHmeM Poc3gpaBHaa3opa.

28. MonoXxunTenbHoe 3KCNepTHOE 3akloYeHne HanpasnseTca B Poc3gpaBHag3op (TeppuTopranbHbie
opraHbl Poc3npaBHaa3opa) B TeyeHme 3 paboynx AHEN C MOMEHTa 3aBepLUEHNS UCMbITaHWUI
NeKapCTBEHHbIX CPEeACTB Ha COOTBETCTBME TpeboBaHNAM HOPMAaTUBHOW LOKYMEHTaLUN.

OTpuuaTesbHOe 3KCMepTHOE 3aKJIloYeHne HanpasnseTca B Poc3apaBHaa30p (TepputopuasibHble OpraHbl
Poc3npaBHag3opa) B TedeHne 1 paboyero OHA C MOMEHTa 3aBepLUeHNS NCNbITaHUA NEKAaPCTBEHHbIX
CpencTB Ha COOTBETCTBME TPeboBaHNSAM HOPMATMBHON LOKYMEHTALUN.

29. O6pa3ubl NeKapCTBEHHLIX CPeACTB, OCTaBLUMECS NOCe NMPOBeAEHUS BbIGOPOYHOr0 KOHTPOIS KavyecTBa
NeKapCTBEHHbIX CPeACTB, 3@ UCK0YeHneM 06pasLLoB, UCMbITaHWA KOTOPbLIX NPOBEeAEeHbl METOAAMM
Hepa3pyLUaloLLEero aHanmnsa, XpaHATCsa B SKCNEePTHOM OpraHM3auumn He MeHee 6 MecsLeB, Noc/e Yero
obpa3Libl NEKAPCTBEHHbIX CPEACTB, He yaoBneTBopsaowmne TpeboBaHNSIM HOPMaTUBHOW LOKYMEHTaLUN,
noasexxaT YHUYTOXKEHMIO B YCTAHOBIEHHOM MOpsOKe.

O6pa3subl 1eKapCTBEHHbLIX CPeACTB, YAOBAETBOPAOLWLME TPebOBaHNAM HOPMATMBHON LOKYMeHTauuu,
BO3BpaLLaloTCcsa cybbekTam obpalleHmns IeKkapCTBEHHbIX CPeACTB (Mpu yKasaHum B NpoTokoe oTbopa
06pa3L0B 1eKapCTBEHHbLIX CPeACTB 0 HEOOXOAMMOCTU NX BO3BpaTa).

30. Npw noayYeHnn NONOXKUTENbHBIX 3KCNEPTHBIX 3aKI04eHN Poc3apaBHaA30poM (TeppuTopuaibHbIMK
opraHamu Poc3gpaBHaZ30pa) NPUHUMAETCA pelleHre 0 COOTBETCTBUM JIeKapPCTBEHHbIX CPeACTB
TpeboBaHNAM HOPMaTUBHOW AOKYMeHTauun (npunoxxeHue N 3), koTopoe nybankyeTcs Ha ouLMaIbHOM
cante Poc3gpaBHaa3opa € CobMogeHNEM OrPaHNYEHNI, YCTAaHOBIEHHBIX 3aKOHOAATENbCTBOM O
KOMMepPYeCKOW 1 MHON OXPaHAEMON 3aKOHOM TalHe.

31. Npw nonyyYeHnn oTpuLLATEIbHOr0 3KCMEPTHOr0 3aKnodeHns Poc3apaBHa30poM (TeppuTopraibHbIMU
opraHamu Poc3gpaBHag30pa) NPUHMMAETCA pelleHne B hopMe Nprkasa 06 N3baTum n YHUHTOXKEHUN
BbISIBJIEHHOW NapTuUM HeLoOBPOKa4YeCTBEHHOr0 1 (MKn) hanbCMPULNPOBAHHOIO NEKAapCTBEHHOr0 CPeacTBa,
KOTOpPGLIN BpyYaeTcs (HanpaBaseTcs) Bnagenbly IEKapCTBEHHOrO CPeACTBa, K 0DOPMAAETCS peLlleHne o
npekpaLeHnm obpalleHuns cepmum neKapCTBEHHOro CpeacTBa B LenoM (npunoxxeHue N 4).

PeweHuns 06 n3bATUN N YHUHTOXKEHWMN BbISBAIEHHOW NapTun HefobpokayeCcTBEHHOro v (Mnn)
hanbCMULNPOBAHHOIO JIEKaPCTBEHHOIO CPEACTBA M NPeKpalLeHun obpalleHns cepun NeKapCTBEHHOMO
CpeLCTBa B LlenoM nybanKyoTcs Ha oduLmMansHOM canTe PocsgpaBHaa3opa.

32. Bnapeneu HepgobpoKavyecTBEHHbIX NEKAPCTBEHHbIX CPeACTB W (1nn) hanbCUhULNPOBAHHbIX
NEKapPCTBEHHbIX CPEACTB B CPOK, He npeBbiwaowmnin 30 paboynx OHEN CO AHA NPUHATUSA peLLeHns
Poc3npaBHa430poM (TeppuTOopUanbHbIMK opraHamMu Poc3gpaBHaa3opa) 06 ux usbATuM, YHUUTOXKEHNN,
0653aH NCMONHNTb PeLLeHne Nam coobLMTb 0 CBOEM HECOrNacum C HAM.

B cnyyae, ecnu Bnagenel, HefobpoKayeCTBEHHbIX NEKAPCTBEHHbIX CPEACTB U (Mnn) hanbCUDULNPOBAHHbIX
JIEKAPCTBEHHbIX CPEACTB HE COrflaceH C peLleHneM 06 N3bATUM, YHUHTOXEHNMN YKa3aHHbIX IEKapPCTBEHHbIX
CPeLCTB, @ TaKXXe eC/UN OH He BbIMOHWU peLleHne n He coobLumn o npuHATLIX Mepax, PocsapaBHaa3op
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(TeppuTopuanbHbIi opraH PocaapaBHan3opa) obpallaeTcsa B cyq.

33. Mpn NOATBEPXXAEHUN COOTBETCTBUSA YCTAaHOBNEHHbLIM TpeboBaHUAM APYrnx NapTUin aHHON cepuin
JIEKapCTBEHHOM0 CPeAcCTBa, HAXOAALLMNXCA B rpaXKaaHCKoM 06opoTe, B UCnbiTaTeNbHbIX 1abopaTopusx
(LeHTpax), aKKpeaUTOBAHHbIX B YCTAHOB/IEHHOM 3aKOHOAATENLCTBOM MNOPAAKE Ha TEXHUYECKYIO
KOMMNETEHTHOCTb W HE3aBUCUMOCTb B 061aCTV MCMbITaHWUIA IEKAapCTBEHHbIX CPeacTB, Poc3apaBHaA30pOM
(TeppuTOpUanbHLIMN OpraHamm Poc3gpaBHag3opa) NpUHUMaeTCA peLleHmne 0 JanNbHEeNWeM rpaXkaHCKOM
06opoTe NapTUin NeKaPCTBEHHbIX CPEACTB, Ka4eCTBO KOTOPbLIX COOTBETCTBYET YCTAHOB/IEHHbIM
TpeboBaHuaM (npunoxxeHue N 5).

34. Tpn NoNyYeHUN OTPULLATENIbHOIMO 3KCNEPTHOr0 3akJto4eHns Poc- 3gpaBHa30p B COOTBETCTBUN C
3aKOHOLaTe/IbCTBOM:

1) npeanuceiBaeT cybbekTaM obpallleHnst NeKapCTBEHHLIX CPeLCTB, KOTOPbIMU IEKapCTBEHHOE CPELNCTBO
BbIMYLLLEHO B rpakaaHcKmin obopoT, B TevyeHne 10 paboymx oHen pa3paboTaTh M corlacoBaTh C
Poc3gpaBHag30poM NporpaMMy MeponpusTUiA Mo NPeaoTBPALLEHNIO YrPO3bl MPUYNHEHUS BPeda XU3HU 1
3[10POBbIO rpaxKiaH;

2) oKa3blBaeT COAENCTBME B peann3saumm nporpamMmmbl MEPONPUATUIA U OCYLLECTBISET KOHTPOJb 3a ee
BbINOJIHEHNEM;

3) npuHMMaeT pelleHmne 06 obpalleHnn B Cy C UICKOM O MPUHYANTENbHOM OT3biBE MPOAYKLINN.

MocTaHoBneHwue MpaBuTenscTBa Poccninckon ®epepaumm ot 3 ceHTabpa 2010 r. N 674 "O6 yTBepxAeHUN
MpaBua YHNYTOXXEHNSA HeA0OPOKaYeCTBEHHBIX IEKAPCTBEHHbIX CPEACTB, (haSbCUPNLIMPOBAHHbIX
JIEKAPCTBEHHbIX CPEACTB N KOHTPaaKTHbIX leKapCTBEHHbIX cpeacTs" (CobpaHne 3akoHO4aTENbCTBA
Poccuinckon ®egepaumm, 2010, N 37, cT. 4689; 2012, N 37, cT. 5002).

MyHKT 5 MpaBun YHNYTOXKEHUSA HeA0OPOKaYeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB, (hanbCUPULMPOBAHHbIX
NEKAPCTBEHHbIX CPEACTB U KOHTPaaKTHLIX NEKAPCTBEHHbLIX CPELCTB, YTBEPXKAEHHbIX MOCTAaHOBIEHNEM
MpaBuTenbcTBa Poccuiickon Penepaumn oT 3 ceHTabpsa 2010 r. N 674 "06 yTeepxaeHun Mpasun
YHUYTOXEHUS HeL0OPOKa4YeCTBEHHbIX JIEKAaPCTBEHHBLIX CPEACTB, PaNbCUPULMPOBAHHbLIX NEKAPCTBEHHbIX
CpencTB 1 KOHTPahaKTHbIX JlekapCcTBeHHbIX cpeacTs" (CobpaHne 3akoHodaTenbLCTBa Poccuinckon
®epepauyunmn, 2010, N 37, cT. 4689; 2012, N 37, cT. 5002).

YacTb 2 cTaTby 39 OenepanbHOro 3akoHa ot 27 aekabps 2002 r. N 184-@3 "O TeXHUYECKOM
perynupoBaHun" (CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaunn 2002, N 52, cT. 5140; 2005, N 19,
cT. 1752; 2007, N 19, cT. 2293; N 49, cT. 6070; 2008, N 30, cT. 3616; 2009, N 29, cT. 3626; N 48, cT. 5711;
2010, N 1, cT.5, 6; N 40, cT. 4969; 2011, N 30, cT. 4603; N 49, cT. 7025; N 50, cT. 7351; 2012, N 31, cT.
4322; N 50, cT. 6959; 2013, N 27, cT. 3477; N 30, cT. 4071; N 52, cT. 6961; 2014, N 26, cT. 3366).

35. MNpy HeobX0AUMOCTMN NPUHATUS HE3aMeANUTENbHLIX MeP MO NPeAoTBPaLLEHMIO MPUYMHEHNS Bpeda
XKW3HW 1 340POBbIO rpaxkaaH Poc3apaBHaasop:

1) BblfaeT npeAnncaHne o NPUOCTaHOBKE peanun3aLmm 1eKapCTBEHHbIX CPeACTB;

2) HopMUpyeT cybbekTbl 0bpalleHns NeKapCTBEHHbIX CPEACTB MyTEM pa3MeLLeHNs MH(opMaLMmM 0
HEeCOOTBETCTBUN IEKAPCTBEHHbIX CPeAcTB 0693aTe/bHbIM TPeboBaHNAM K UX Ka4eCTBY Ha opuLmnanbHOM
canTe Poc3gpaBHag3opa.

36. NMpy NOBTOPHOM BbISIBIEHUN HECOOTBETCTBUA KAYeCTBa JIEKAPCTBEHHbIX CPEACTB YCTAHOB/IEHHbIM
TpeboBaHnam Poc3apaBHaA30pOM NPUHUMAETCS peLleHne 0 NepeBoae NeKapCTBEHHOM0 CPeACTBa Ha
NMOCEPUNHBIA BbIBOPOYHBIN KOHTPOIb KadyecTBa (npunoxxeHue N 6).

PewweHne Poc3npaBHaasopa nybankyeTcs Ha oduumansHOM canTe PocsgpaBHaa3opa ¢ cobniogeHmem
OrpaHNYeHNI, YCTaHOBJIEHHbIX 3aKOHOAaTE/IbCTBOM O KOMMEPYECKOMN 1 MHOM OXPaHAEMOW 3aKOHOM TaiHe,
a TakXXe HanpaBAseTCs B OpraHn3aLnto, BbIMyCTUBLLYIO JIeKapCTBEHHOE CPEACTBO B rPpaXkAaHCKUin 060poT.
37. lekapCTBEHHOE CPeACTBO, NepeBefeHHOe Ha NOCEPUIAHBIN BbIBOPOYHbLIN KOHTPO/Ib KavyecTBa,
NOANEXUT UCMBITAaHUAM MO BCEM NOKa3aTeNsdM HOPMaTUBHOW OOKYMEHTaLMM B CPOKW, YCTAHOB/IEHHbIE
NyHKTaMu 25-26 HacTosLero MNopsaaka.
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38. JlekapCTBEHHOE CPENCTBO, NEPeBeeHHOe Ha NOCEPUIMHBIA BbIDOPOYHBIN KOHTPO/Ib Ka4YeCTBa,
nocTynaeT B rpakAaHCKuin 060poT Ha OCHOBaHMK pelleHns Poc3fpaBHaA30pa 0 COOTBETCTBUMN KaveCTBa
JIeKapCTBEHHOr0 CpeAcTBa TpeboBaHNSAM HOPMATMBHON LOKYMEHTaUUKN, KoTopoe nybankyeTcs Ha
omumanbHoOM canTe Poc3gpaBHan3opa C cobnogeHneM orpaHMYeHNn, YyCTaHOBJIEHHbIX
3aKOHO4ATEeNbCTBOM O KOMMEPYECKOW 1 MHON OXPaHAEMOMN 3aKOHOM TalHe (npunoxeHue N 7).

39. JlekapCTBEHHOE CPeCTBO CHMMaeTcs Poc3apaBHaA30pOM C MOCEPUIAHONO BbIBOPOYHOIO KOHTPOS
Ka4yecTBa Ha OCHOBAHMUN MONOXKUTENbHbIX IKCMEPTHLIX 3aK/04YEHUA B OTHOLLEHWN HE MEHee Tpex cepun
JIEKApCTBEHHOr0 CpefiCTBa, NOJIy4YeHHbIX B COOTBETCTBMU C NyHKTaMu 37 n 38 HacTosawero MNopsagka.

40. PewweHmne Poc3gpaBHaf30pa O CHATUM NEKAPCTBEHHOIr0 CPeAcTBa C MOCEPUNHOro BbIBOPOYHOrO
KOHTPONS KayecTBa 1 nepeBofe Ha BbIOOPOYHLIA KOHTPOIb NybAnKyeTca Ha opuLmanbHOM canTe
Poc3ppaBHan3opa He no3gHee 10 paboynx OHeEN C AaThl MOAYYEHUS NOJIOXKUTESIbHBIX IKCNEPTHbIX
3aKJI04EHU, NPefyCMOTPEHHbIX MYHKTOM 39 HacToswero MNMopaaka (npunoxexue N 8).

41. MNpy NOBTOPHOM BbISIBJIEHUN HECOOTBETCTBMA Ka4yeCcTBa IEKapPCTBEHHbIX CPeACTB YCTaHOBEHHbIM
TpeboBaHNAM PYKOBOAMTENEM (3aMecTMTeNsMuU pykosoantens) PocsapasHaasopa (mpu HeobxoammocTw)
NPVHMMaeTCAa peLleHmne o npoepke cybbekTa obpalleHna NeKapCTBEHHbIX CPeacTB.

PelweHne Poc3gpaBHaf30pa 0 NpoBefeHUn nNpoBepkKn ohopmaseTcsa npukasom PocsgpasHaasopa.
Llenbio NpoBEpKM ABAAETCS BbISIBAIEHMNE NPUYUH NMOCTYMIEHUS B FPaXX4aHCKNA 060pOT NnekapCTBEHHOMO
CpefCTBa, Ka4YeCTBO KOTOPOro He COOTBETCTBYET TPeOOBaHNSAM HOPMATNBHON AOKYMEHTALMN,

YacTb 3 cTaTbk 39 denepanbHOro 3akoHa oT 27 aekabps 2002 r. N 184-®3 "O TexHU4YeCcKoMm
perynupoBaHun" (CobpaHue 3akoHomaTenbcTBa Poccuinckon ®Pepepaunn, 2002, N 52, cT. 5140; 2005, N 19,
cT. 1752; 2007, N 19, cT. 2293; N 49, cT. 6070; 2008, N 30, cT. 3616; 2009, N 29, cT. 3626; N 48, cT. 5711;
2010, N 1, cT. 5, 6; N 40, cT. 4969; 2011, N 30, cT. 4603; N 49, cT. 7025; N 50, cT. 7351; 2012, N 31, cT.
4322; N 50, cT. 6959; 2013, N 27, cT. 3477; N 30, cT. 4071; N 52, cT. 6961; 2014, N 26, CT. 3366).
MoanyHKT 4 NyHKTa 7 cTaTbk 9 ®enepanbHOro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obpalleHnm
NleKkapcTBeHHbIX cpencTs” (CobpaHue 3akoHodaTenbCcTBa Poccuinckon ®epepaumm, 2010, N 16, cT. 1815).
42. MNpw BbIABNEHNW B pe3yfibTaTe NPOBEPKN MPUYNH NOCTYNAEHNS B FpaXkaaHCcKmin obopoT
JIEKapCTBEHHOr0 CpeAcCTBa, KA4eCTBO KOTOPOro HE COOTBETCTBYET TPeboBaHNSM HOPMaTVBHOM
LOKYMEeHTaLuUn, HapyLeHnin obs3aTenbHblix TpeboBaHuin B chepe obpalleHns NeKapCTBEHHbIX CPeacTB
Poc3apaBHa430pOM BblAAeTCs NpefnucaHne 06 ycTpaHeHNM BbISIBIEHHbLIX HapyLUEHWA. B cnyyae
HeBbINOJIHEHNSA NpeAnnCaHmnsa, BblAaHHOr0 Poc3apaBHaA30pOM Mo NTOraM OCYLLLECTBAEHNS BbIBOPOYHOro
KOHTPOJ151 Ka4eCTBa JlIekapCTBEHHOro npenapaTa, Poc3gpaBHan30p NpMHMMAET peLleHmne o
NPMOCTaHOBJIEHNN NPUMEHEHNS NEKAPCTBEHHOMO NpenapaTa A0 YCTPaHEHMNS BbISBAEHHbIX HapyLUEHWNA,
PeweHune nybnnkyeTtcs Ha ouumansHOM canTe Poc3gpaBHag3opa ¢ cobniiofeHnem orpaHnyeHnn,
YCTaHOBJIEHHbIX 3aKOHOAATENLCTBOM O KOMMEPYECKON U MHOW OXPaHAEMOW 3aKOHOM TalHe (npuaoxxeHune N
9).

CtaTtbsa 65 PegepanbHOro 3akoHa ot 12 anpensd 2010 r. N 61-®3 "06 obpalieHUn NeKapCTBEHHbIX CpeacTB"
(CobpaHue 3akoHomaTenbcTBa Poccminckonm ®epepaumm, 2010, N 16, cT. 1815; N 42, cT. 5293; N 49, cT.
6409; 2011, N 50, cT. 7351; 2012, N 26, cT. 3446; 2013, N 27, cT. 3477; N 48, cT. 6165; 2014, N 43, CT.
5797; N 52, cT. 7540; 2015, N 29 (4. 1), cT. 4367).

MpunoxeHune N 1

K Mopsgky

PekomeHpyemebin 06pasel TpeboaHme 0 NnpefocTaBneHMn 06pa3L0B IeKapCTBEHHbIX CPEACTB ANd
MeLMLUNHCKOro NPUMEHeHNa 1 LOKYMEHTOB, NOATBEPXAAOLLMX Ka4yeCTBO

JIeKapCTBEHHbIX CPeACTB A1 MeAULUHCKOrO NPUMEHEeHNS

Ha ocHoBaHun cTaTbn 9 ®epepanbHOro 3akoHa oT 12.04.2010 N 61-P3 "0O6 obpalleHnmn nekapCTBEHHbIX
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cpeacTB" B COOTBETCTBMM C 3adaHnem OefepasibHon Cnyxbbl Mo Hag30py B chepe 34paBOOXPAHEHUNS OT
. 20 r.N_ o npoBefeHun BbIBOPOYHOTrO KOHTPOSIA Ka4eCTBa NEKAPCTBEHHbLIX CPELCTB

(HanmeHoBaHWe opraHusauyum / ®.1.0.
WUHAMBUAYANLHOMO NpeanpuHnuMaTens) Heobxo4MMo NPenoCTaBUTb:
1. O6pa3ubl NeKapCTBEHHbIX CPEACTB AJ1 MEANLUHCKOrO MPUMEHeHNs:

2. [lokyMeHTbl, NOATBEPXKOAOLLME KaYeCTBO JIeKapCTBEHHbIX CPeaCcTB O MeAULMHCKOro NpuMeHeHus,
nepeyvncsieHHblx B nyHKkTe 1 TpeboBaHus. PykoBoantens Poc3apaBHag3opa (TeppMTopUaibHOro opraHa)

(moanunck) (®.1.0.) HacTosiwee TpeboBaHme Noay4u
(HaumeHoBaHMe opranmnsaumm / ®.1.0. nHaMBMAYaNLHOrO

npeonpunHnmMmaTens, NHoro

LOJDKHOCTHOMO MLa Uan yrnosHOMOYEHHOro
npeactasutens cybbekTa obpalleHmns nekapCcTBeHHbIX CPeacTB (C
06s3aTesNIbHbIM YKa3aHUeM HOMepa U AaTbl JOBEPEHHOCTN)

(noanuce) (¢.1.0.)
"o 20 .

MpunoxeHue N 2

K Mopsaaky

PekomeHayembili 0bpasel,

MpoTokon oTbopa 0b6pa3LoB nekapcTBEHHbIX cpeacTs NaTa oTbopa obpasuos B
COOTBETCTBUM C 3aaHneM Poc3apaBHag3opa oT N KOMWCCMA B COCTaBe

(®.11.0., LO/MKHOCTM YIEHOB KOMUCCMM) B LLeNIAX BbIBOPOYHOrO KOHTPOS Ka4eCTBa IeKapCTBEHHbIX

cpencTs Ha base

(Ha3BaHWe 3KCMepTHOW opraHu3auun) nposena oT6op 0bpa3LoB NeKapPCTBEHHLIX CPEACTB B
(HanmeHoBaHue

opraHusauum / ®.1.0. uHANBMAYaNbHOrO NPeanpPUHMMATENS) PACNoNoXEHHOM(ro) No agpecy:

|- | [-----] | | | | N |JlekapcTBeHHOe

|MponzBo-|Homep| Obwwee |OTobpaHHOe|MprMe-| |N/N| CpeacTBo |auTENL, |Cepnn| KONNYeCTBO

|konuyecTBo|4aHwue | | |(HanMeHoBaHUe,|CTpaHa | | NekapcTBeH- [06pa3uoB | | | |[nekapcTBeHHas | | [Horo
cpenctsal | | | | dopma, po3a, | | | Ha MomeHT | | | | | mepBuyHas | | | oTbopa | | | | | ynakoBka, | | | o6bpa3Los |
[ sTopuanas [ || [[|[[ynakoska) [ [[[1ITITITITTTETTTITT - | |---=] |

Al 111213141516]7 ||| el e L] el [
-] | | | CobnioneHne ycnoBuii xpaHeHus Ha MoMeHT oTbopa obpa3uos (TemnepaTypa,
BNAXKHOCTb) Pe3ynbTaTbl BHELWHEro 0CMOTpa
YMaKOBOK /leKapCTBEHHbIX CPeacTB

YneHbl Komuccun:

(noanucek) (pacundposKa NoanucK)

(noanuck) (pacwmhposka NOLANCK)

(noanwuck) (pacwmcposka NOLANCK)
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(moanuce) (pacwmngposKa NOANUCK)

OTobpaHHble 0bpa3ubl 1EKapPCTBEHHbIX CPEACTB, COOTBETCTBYOLWME MO pe3ybTaTaM UCMbITaHNI
yCTaHOBNEHHbIM 0653aTeNIbHbIM TPpebOBaHMAM K NX KaYeCTBY, MO UCTEYEHMM LWECTU MECALIEB NocCie
3aBepLueHns aKcnepTu3bl TpebyeTca BepHyTb OA/HET (Hy)XKHOe noA4yepKHYTb). PyKoBOAMTE b OpraHu3aumm

(moanuck) (pacwmdposKa NOANUCK)

MpunoxeHue N 3

K Mopsaaky

PekomeHayembili 0bpasel,

CybbekThl obpalleHus

NeKapCTBEHHbIX CPeacTB

PelueHune 0 COOTBETCTBUN JIEKAPCTBEHHbIX CPeACTB

TpeboBaHNAM HOPMATUBHON AOKYMEHTALNN

®epnepansHOM Cy>k60 Mo Hag30py B Chepe 34PaBOOXPaHEHNS (TEPPUTOPMASIbHBIM OPraHoOM
Poc3npasHag3opa no cybbekTy Poccuinckon ®efepaLim) Ha OCHOBaHWM NONOXKUTENbHbIX 3KCMEPTHbIX
3aKJI04eHN no pesysbTaTaM UCMbITaHUA, NPOBELEHHbIX B paMKax BbIBOPOYHOro KOHTPOIA
Ka4yeCTBa JIeKapCTBEHHbIX CPEACTB, NPUHATO peLleHne 0 COOTBETCTBUM KavyecTBa cepuin (napTun)
NeKapCTBEHHbIX CPeACTB, NepeYnCsIeHHbIX B NPUIoXKeHUn, TpeboBaHNAM HOPMATUBHON [OKYMEHTaLuWK.
MpunoxeHue: Ha . B 1 3Kk3. PykoBoauTenb PocsgpaBHaz3opa (TepputopranbHOro opraHa)

(noanuck) (®.1.0.) NUcnonHnTenb (®.1.0., Ten.)

MpunoxeHue K peweHnto PocsgpaBHaa3opa

(TeppuTOpUanbHOro opraHa PocaapasHag3opa)

oT N CBefieHNs 0 IeKapCTBEHHbIX CPEACTBAX, MO pe3ybTaTaM UCMbITaHWIA KOTOPbIX,
NpoBeAEeHHbIX B paMKaXx BbIDOPOYHOro KOHTPONIS Ka4eCTBa JIEKaPCTBEHHbIX CpeacTs, Poc3apaBHaa30poM
(TeppuTOPUANEHBLIM OPraHOM) NPUHATO PELLEHNE O COOTBETCTBUN KavyeCTBa JIEKapCTBEHHLIX CPeACTB

TpeboBaHNAM HOPMATUBHON AOKYMEHTaLMUH | | | | | [-----| | Homep |
HanmeHoBaHwne|JlekapcTBeHHoe|Mpoun3so- | CTpaHa |Cepus| |3apaHus| opraHmsauum,| CpeacTso | autenb
|nponssoacTeal | | |y koTopon | | | ||| ]| oTobpansl | ||| ||| obpa3ubl ||| ||| |nekapcTBeHHbIX| ||| ]] |
cpencts | | [ [ | |- | | | e B | I I |--

MpunoxeHune N 4

K Mopsgky
PekomeHayemebln 0bpaseL
CybbekTbl obpalleHus
NEKAPCTBEHHbIX CPELCTB
TeppuTOpranbHbie OpraHbl
depnepanbHON cnyX6ebl

no HaAa3opy B chepe
34paBoOXpaHeHUs
MeAnUMHCKME opraHusaLmnm
OpraHbl ynpaBfeHus
34paBooOXpaHeHneM
cybbekToB Poccuiickom
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depepayunmn

PelueHne o npekpalieHun obpalleHnsa cepun

NeKapCcTBEHHOro CpeacTBa

®epepansHOM Cy>k60 Mo Haf30py B Chepe 34paBOOXPAHEHNS MPUHATO PELLEHME O NPEKPALLEHNN
obpalleHns nekapCTBEHHOMO CPeacTBa cepum _ NpOuM3BOLCTBA B CBA3U C
nHopMaLumen o BbIBJIEHNN SKCMEPTHOW OpraHusaunen HeCooTBEeTCTBMSA KayecTBa NapTum
BbILLEYKa3aHHOr0 JIeKapCTBEHHOro cpeAcTBa TpeboBaHNAM HOPMATMBHOW LOKYMEHTaL MU No
nokasaTtenio(sam) , Bllagenew, napTun neKapCTBEHHOro CPeAcTBa B paMKax
BbIHOPOYHOro KOHTPOJIA Ka4eCTBa NEKAPCTBEHHbIX CPEACTB.

TeppuTopransHoMy opraHy PocsgpasHag3opa no cybbekTy Poccuinckon ®epepaLimm obecneynTb
KOHTPOJIb 3@ U3BATUEM U3 FPaXKAaHCKOro 06opoTa 1 YHUHTOXKEHNEM B YCTAaHOBIEHHOM MOPAAKE YKa3aHHON
napTuu HefobpoKayeCTBEHHOMO SIeKapCTBEHHOI0 CPEACTBa.

TeppuTOopranbHbiM opraHam Poc3gpaBHaz3opa obecrneynTb KOHTPO/b 3@ BbIABIEHNEM U N3BATUEM U3
obpalleHns yKa3aHHON cepun NeKapCTBEHHOMO CPeACTBa.

O nposegeHHon paboTe nHhopMupoBaTh Poc3apaBHaa3op.

depepansHasa cnyxba no Haa3opy B chepe 34pPaBOOXPaHEHNS YKa3blBAaeT U3rOTOBUTENIO (MpoaaBsLy, auLy,
BbINOJHAOLLEMY (PYHKLUN MHOCTPAHHOIO M3roTOBUTENA) YKa3aHHON Cepun eKapCTBEHHOMO CPeACTBa Ha
HeobXxo0AMMOCTb MPOBEAEHUS MEPONPUATIIA, MPefyCMOTPEHHbIX CTaThen 38 ®efepasibHOro 3aKoHa oT
27.12.2002 N 184-®3 "O TexHN4eCKOM peryampoBaHun”.

Poc3ppaBHaA30p NpeanncbiBaeT M3r0TOBUTENIO (NPOAABLY, UL, BEIMOJHALWEMY (PYHKLMU NHOCTPAHHOIO
N3roTOBNTENS) B TEYEHNE AECATU AHEN C MOMEHTa NOJyYeHMs MHADOPMaLMM O HECOOTBETCTBIM
NeKapCTBEHHOro cpeacTBa 0bsA3aTeNbHbIM TpeboBaHMAM K Ka4eCTBY pa3paboTaTb 1 COrlacoBaTb C
Poc3pgpaBHaA30pOM NporpaMMy MEpONnpUATHIA N0 NPefOTBPALLEHNIO YTPO3bl MPUYMHEHNS BPea XNU3HN 1
300pOBbIO rpaxaaH. Pykosoautens Poc3apaBHa30pa (TeppuTOpUansHOro opraHa)

(noanuce) (®.1.0.) UcnonHuTtens (®.1.0., Ten.)

MpunoxeHune N 5

K Mopaaky

PekomeHayeMbili 0bpasel,

CybbekThl obpalleHus

JIeKapPCTBEHHbIX CPEACTB

PelleHmne o ganbHenwem rpa)kaaHckom obopoTe

napTun(in) NeKkapCcTBEHHbIX CPEACTB, KA4eCTBO KOTOPbIX

COOTBETCTBYET YCTAHOB/IEHHbIM TPeboBaHNAM

depnepansHon cnyxbon No Hag3opy B chepe 34paBOOXPaHEHNS (TepPPUTOPMAbHBIM OPraHOM
Poc3gpaBHag3opa no cybbekTy Poccuiickonn deaepalnn) Ha OCHOBAHUN CBEAEHWA, NPea0CTaB/IEHHbIX

(Ha3BaHWe ncnbiTaTeNbHOM NabopaTopumn (LEeHTPa) (3KCnepTHOEe 3aKno4eHme oT N_),
MPVHSATO peLleHne o0 AafbHenLWweM rpax4aHckom obopoTe napTuUn(in) nekapCTBEHHOrO CpeacTBa
cepuu npon3BOACTBa , B KONIM4yecTBe ,

(HaumeHoBaHMWe Bnagenbua NapTuK(i), B OTHOLIEHWNN KOTOPOro paHee Bbif0 NPUHATO peLleHne o
npekpaweHnm obpalleHmns (nncbmMo PocsgpaBHaa3opa (TeppuTopranbHOro opraHa PocsapaBHagsopa) oT
N ). PykoBoauTenb Poc3apaBHag3opa (TeppuToprasibHOro opraHa)

(noanuce) (®.1.0.) UcnonHuTtens (®.1.0., Ten.)

MpunoxeHne N 6
K Mopaaky
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PekomeHayembili 0bpaseLl,

CybbekThl obpalLeHus

NeKapCTBEHHbIX CPeacTB

TepputopmanbHble OpraHbl

depepanbHOM CNyX6bl

no Haa3opy B chepe

34 paBOOXpaHeHNs

MepunLUMHCKMe opraHusaumm

OpraHbl yrnpasfieHus

3 paBoOXpaHeHneM

cybbekToB Poccuiickom

depepauun

PelleHne o nepeBoje NeKapCcTBEHHOro CpecTBa
Ha NoCepUIHbLIN BbIBOPOYHLIN KOHTPO/Ib Ka4ecTBa
depnepansHon cnyxboi No Hag3opy B chepe 34paBOOXPaHEHUS MPUHATO PELLUEHME O NepeBoae

(HaMmMeHOBaHMe NIeKapCTBEHHOI0 CpeficTBa), MPOU3BOACTBA , CTpaHa Npon3BoaCTBa Ha
NMOCEPUNHLIN BbIBOPOYHbLIN KOHTPO/Ib KayeCTBa C (84.MM.IT) B CBSA3M C MOBTOPHLIM
BbISIBJIEHWEM YKa3aHHOro HECOOTBETCTBUS Ka4yeCTBa IEKAPCTBEHHOIO CPeACTBa YCTAHOB/IEHHbIM
TpeboBaHuAM.

MocTynneHune B rpakJaHCKuin 060pOT YKa3aHHOI0 IEKAPCTBEHHOMO CPEACTBaA BO3MOXXHO TOJIbKO Ha
OCHOBaHWW pelleHns Poc3apaBHa30pa 0 COOTBETCTBUM KaYyeCcTBa JIEKAaPCTBEHHOr0 cpeacTBa TpeboBaHMAM
HOPMaTMBHOMN AOKYMeHTauun. PykosoauTtens Poc3gpaBHag3opa
(moanuck) (®.1.0.) NUcnonHuTtens (®.1.0., Ten.)

MpunoxxeHne N 7

K Mopaaky

PekomeHayeMbint 0bpasel

CybbekThl obpalueHus

NEeKapCTBEHHbIX CPeACTB

TepputopmanbHble OpraHbl

depepanbHOM CNyX6bl

no Haa3opy B chepe

34paBOOXpaHeHNS

MefuLMHCKMEe opraHu3anmm

OpraHsbl yrpaeneHus

3[4 paBOOXPaHEHNEM

PelueHne 0 COOTBETCTBUM KayeCTBa NeKapCTBEHHOr0 CpecTBa

TpeboBaHNAM HOPMAaTUBHOW LOKYMEHTauuu

®epnepanscHon cinyxboi No Hag3opy B chepe 34paBOOXPAHEHUS MPUHATO PELLUEHNE O BO3MOXXHOCTH
rpagaHckoro obopoTa cepun _ NeKapCTBEHHOro CpeacTBa |, MPOU3BOACTBA , CTpaHa
Npou3BOLACTBa , MepeBeleHHOr0 Ha NOCepPUHbIA BoIBOPOYHBIA KOHTPOJb Ka4ecTBa, B CBA3M C
COOTBETCTBMEM Ka4yeCTBa JIeKapCTBEHHOI0 CPeACTBa YKa3aHHON cepun TpeboBaHMAM HOPMaTUBHOW
LOKYMeHTaunn. Pykosoauntens Poc3apaBHag3opa
(nopnuce) (©.1.0.) UcnonHuTtens (®.U1.0., Ten.)

MpunoxeHune N 8
K MNMopsgky
PekomeHayeMbit 0bpasel
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CybbekTbl 0bpalleHus

NEeKapCTBEHHbIX CPEACTB

TeppuToprasbHbie OpraHsbl

depepanbHOM CNyXOb

no Hag3opy B chepe

3[paBOOXPaHEHNS

MefunLMHCKMEe oOpraHu3aLmm

OpraHsbl yrnpaBneHus

34paBOOXPaHEHNEM

PelleHne 0 CHATWMW NeKapCTBEHHOro CpeacTBa

C NMOCepPUINHOro BbIGOPOYHOIrO KOHTPOIA Ka4eCTBa U NepeBoae

Ha BbIGOPOYHLIN KOHTPOJ/Ib Ka4ecTBa

depnepansHom cnyxbon no Hag3opy B chepe 34PaBOOXPAHEHNS MPUHATO PELLEHNE O CHATUN C
NnocepumnHoro BeIBOPOYHOr0 KOHTPOSA Ka4ecTBa U MepeBoae Ha BbIBOPOYHLIN KOHTPO/Ib Ka4ecTBa
JIeKapCTBEHHOr0 CpeacTBa , MPOM3BOANTENb , CTpaHa npon3BoACTBa , Ha
OCHOBaHWW 3KCNEPTHbIX 3aKJIIOYEHUIN 0 COOTBETCTBUMN CEPUiA TpeboBaHNAM HOPMATUBHOW
LOKYMeHTaunn. Pykosoantens Poc3apaBHag3opa
(mopnuck) (®.1.0.) NUcnonHnuTenb (®.1.0., Ten.)

MpunoxxeHne N 9

K Mopanky

PekomeHayembint 0bpasel

CybbekTbl 0bpalleHus

NEeKapCTBEHHbIX CPEACTB

TepputopuanbHble OpraHbl

depepanbHOM CNyXOb

no Hag3opy B chepe

3[paBOOXpPaHeHNS

MepunLMHCKMEe opraHu3aLnmm

OpraHsbl yrnpaBneHus

3[4paBOOXPaHEHNEM

PelueHne o NpMoCTaHOBAEHUN MPUMEHEHWNS

NeKapCTBEHHOrO NpenapaTa

®epepansHas cnyxba no Hag3opy B cpepe 34paBooxpaHeHUs coobLiaeT 0 MPUOCTaHOBEHUN NPUMEHEHNA
NeKapcTBEHHOro npenapaTa npoun3BOACTBA (HavmeHOBaHMe opraHun3sauum,
CTpaHa) B CBA3M C BbIIBIEHNEM HapyLueHui oba3aTenbHbIX TpeboBaHui B cchepe obpalyeHns
NeKapCTBEHHbIX CPEACTB MO UTOraM OCyLLecTBAeHNs Poc3apaBHaL30pOM BbIGOPOYHOr0 KOHTPOIS KayecTBa
NEKAPCTBEHHOrO U HEBLINOIHEHNEM _ (HAMMEHOBaHWE OpraHu3aumm, CTpaHa) npeanmcaHms
Poc3ppaBHaa3opa 06 ycTpaHeHUU BbISBNEHHBIX HapyLlleHuid. PykoBoauTens PocagpaBHagsopa

(mnognuce) (®.11.0.) UcnonHuTtens (®.1.0., Ten.)
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