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Mocksa

O BHeceHHHM M3MEeHEHHH B NpHJoKeHne 2 K npuxasy Mununcrepcrsa
npomsiuLienHocTH 1 Toproau Poccuiickoii ®enepauuu ot 4 pespans 2016 r.
Ne 261 «O6 yrBepxaenun (popMm 3asiBjIeHHs O BblAayde 3aK/II0YCHUA
0 COOTBETCTBHH NPOU3BOANTE/SI (HHOCTPAHHOIO IPOU3BOJUTEIIN) JIEKAPCTBEHHbBIX
CPEACTB AJIsi MeJHIHHCKOI0 NPHMeHEeH s TPeOOBaHUAM NPABUJI HA/IeKaLUEeH
NPOH3BOACTBEHHOH NPAKTHKH, HHCIIEKIIHOHHOI0 0TYETa N0 pe3yabTaram
HHCNEKTHPOBAHHUS NPOU3BOMTE/ISA H HHOCTPAHHOIO NPOH3BOAHTE/IA
JIEKAPCTBEHHBIX CPEACTB I MeAHIHHCKOr0 IPHMEHEHHN HA COOTBETCTBHE
Tpe0OBaHHUAM MPAaBHJI HAJJIeXalleld NPON3BOACTBEHHOH NPAKTHKH H 3aK/II0YEHHsI
0 COOTBETCTBHH NPOU3BOANTE/ISI (HHOCTPAHHOIO NPOH3BOAHTEIN) JIEKAPCTBEHHbIX
CPeAcTB AJisi MEAMIIHHCKOr0 NPpUMEHEeHHs TPeGOBaAHMSIM NPABHJ HALJIeKaIIEH
IPOU3BOJACTBEHHOH NPAKTHKH

B coorBerctBuM ¢ nyHktom 13 IlpaBun opraHM3anud U IIPOBEACHHS
HMHCIIEKTHPOBAHUS MPOU3BOAMUTENEH JIEKAPCTBEHHBIX CPEACTB HAa COOTBETCTBHUE
TpeOOBaHUSAM TNpaBUJI HaJUleXKallel NPOM3BOJACTBEHHOMW NPAKTHKH, & TaKKe BbLAAYM
3aKJIIOYEHUH O COOTBETCTBUHU IIPOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTB YKa3aHHBIM
TpeGOBaHMAM, YTBEpXKIEHHbIX mocraHoBneHueM IlpaButenscrsa  Poccuiickoi
Mepepain ot 3 gexkabps 2015 r. Ne 1314 «O6 onpeneneHud COOTBETCTBHS
IPOU3BOAUTENEH JIEKAPCTBEHHBIX CPEACTB TpeOOBaHUAM INpaBUNI  HaJJIEXKAILEH
npou3BoACTBeHHOM npakTHKW» (Cobpanue 3axoHoarenscTBa Poccuiickoit ®enepanuy,

2015, Ne 50, ct. 7165; 2020, Ne 37, cT. 5734), npu K a3 bl B a I0:
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NPUIOKEHUWE 2 K NpuKkazy MHUHHCTEPCTBA NPOMBILIIEHHOCTH W TOPIOBIH
Poccuiickoit ®@enepauun ot 4 despans 2016 r. Ne 261 «O6 yrBepxaeHun ¢opm
3asBJICHUS O BBIJlau€ 3aKIIOYEHHs O COOTBETCTBUM IPOM3BOAMTEINS (MHOCTPaHHOIO
IPOU3BOAUTENSA) JIEKAPCTBEHHBIX CPEACTB AN  MEIULMHCKOrO INPUMEHEHUS
TpeOOBaHUAM TIpaBWJI HaJUIeXKaIled MPOU3BOJACTBEHHON NMPAaKTUKH, HMHCIEKLMOHHOI'O
oT4eTa MO pe3yJbTaTaM HHCIEKTHPOBAaHUS TNPOHM3BOJAUTENS U HWHOCTPAHHOIO
NPOU3BOAUTENS  JIEKAPCTBEHHBIX  CPEACTB Ui  MEIULMHCKOrO  IPUMEHEHHs
Ha COOTBETCTBHE TpeOOBAHHMSIM TNpaBUI HajJexamlell NpOU3BOACTBEHHON IPAaKTHUKH
¥ 3aKII0YEHHS O COOTBETCTBHH IIPOM3BOJAUTENS (MHOCTPAHHOTO MPOU3BOJUTEI)
NIeKapCTBEHHBIX CPEACTB I MEIWIHHCKOTO TIpUMEHEHUss TpeGOBaHUsAM NpaBUI
HaJJIe)XKaIled MNPOW3BOACTBEHHONH NPAaKTHKW» (3aperucTpupoBaH MUHUCTEPCTBOM
roctuiun Poceuiickoit ®enepannn 9 mapra 2016 1., perucTpalioHHBIH HOMEp 41341)

W3JI0KUTH B HOBOH pelaklliy COIJIACHO NPHIIOXKEHHIO K HACTOSIIEMY [IPHKA3Y.

Bpuo Munuctpa




Ilpunoxenune

K npukazy Muunnpomropra Poccuu

or A9 Wo’b'/m/aw// Ne 94

«IIpunoxenue 2

K npuka3zy Munnpomropra Poccuu
oT 4 deBpans 2016 r. Ne 261

(bopma)
WHCHEKIIMOHHBINA OTYET

Mo pe3yJibTaTaAM HHCIIEKTHPOBAHHS NPOH3BOANTE S (HHOCTPAHHOTO
NPOH3BOJMTE/If) JeKAPCTBEHHBIX CPeICTB ISt MEAHIHHCKOIO IPHMEHEeHH
Ha COOTBETCTBHE TPeOOBAHHSM NPAaBHJI HAAJIeKAIEH NPOH3BOXCTBEHHOH NPAKTHKH

I. OBIIME HOJIOXKEHUSA
[Ipon3BoauTeas (MHOCTPAHHDIH POH3BOANTEND):

HauMCHOBaHHUE, MECTO HAXO0XIACHUA NPOU3BOIUTECIIA (I/IHOCTpaHHOFO l'IpOYl3BOIlI/ITeJI$I);

aapec HpOId3BOIICTB€HHOﬁ njaomaiKun

Bujibi 1€ T IbHOCTH:
(0603HaYNTH HY)KHOE 3HAKOM «X»)

IlpoussoactBo dapmaneBTHYECKHX CyOCcTaHIMH

1Ipon3B0OJCTBO JIEKAPCTBEHHbIX PENaparoB (JIEKAPCTBEHHBIX (opM):
TIpon3BoacTBO NPOMEKYTOUHBIX HPOAYKTOB

IIpousBoacTBo HepacdacoBaHHBIX IEKAPCTBEHHBIX 1IPENApaTOB
VYnakoBka (nepBUYHAasl/BTOpHYHAs)

Brinyckatomuii KOHTpOJIb KauecTBa

ITpouee (ykazarp)

Jdara(bl) npoBeeHNs HHCIIEKTHPOBAHHU:

HNHcnekTopsi:

(Pamunus, ¥Ms, OT4ECTBO (UpPU HAIMYHMHU), JODKHOCTH, CTATyC HHCIEKTOPa B KOMMCCHU
MHCIIEKTOPOB B COOTBETCTBHM C NyHKTOM 23 IlpaBun opranu3aiuyl U NMPOBEJCHHS MHCIEKTHPOBAHUA
IIPOU3BOAMTENEH JIEKAPCTBEHHBIX CpPEACTB Ha COOTBETCTBME TpeOOBAHUSM HpaBuil HajyiexKalieh
IIPOM3BOJCTBEHHON NPAKTHKH, & TaKXKE BbIIAYU 3aKIIOYEHMH O COOTBETCTBHM IPOU3BOJUTEINS
JIEKaPCTBEHHBIX CPEJCTB YKa3aHHBIM TpeOOBaHHSM, YTBEPXKIEHHBIX NMOCTaHOBJIeHHEM [lpaBurenbciBa
Poccuiickoit @enepaiun ot 3 nexabps 2015 r. Ne 1314)

Hopmartnenas 6a3a: npukaz Munnpomropra Poccuu ot 14 wmionss 2013 r. Ne 916 «O6
YTBEPXKIEHHH TPAaBHJI HAUIEKAINEH NPOM3BOACTBEHHON NPAKTHKKM» (3aperucTpupoBaH MUHIOCTOM
Poccuu 10 cenrsiops 2013 1., peructpaunonnsii Ne 29938)!

! C u3MeHeHHAMM, BHECEHHBIMU NpUKazoM MunnpomTopra Poccuu ot 18 nexabps 2015 r. Ne 4148 (3aperucrpuposax

Munroctom Poccun 28 nekaGps 2015 r., peructpaunonHsiit Ne 40323) (nanee — [Npasuna Haanesxateil Npou3BOACTBEHHON
NPaKTUKK).




Beenenne

(mpUBECTH KpaTKyio HHPOPMAIUIO O NPOMHCTIEKTUPOBAHHOM IPOM3BOJMTEINE, BKIIIOYAs CBEAECHHS
OTHOCHTEJIbHO HAaWMEHOBaHHWA M aJApPECOB NPOU3BOJACTBA (IIPOM3BOJACTBEHHOM IUIOLIAJAKH), HAHuHs
(apMalleBTUYECKOH  CHCTEMBI  KadecTBa  corjacHo  Tpebopanusimv  IlpaBun  Hajnexamen
[POM3BOJCTBEHHON NPaKTUKH (PEKOMEHAYETCS CChUIAThCS Ha OCHOBHOE JOCHE IIPOM3BOJICTBCHHOM
nnoma,ul(nz), HNPOH30IIENIMX HA TPOM3BOJCTBEHHON IOIMIAIKE H3MEHEHHH )

Ceegenus 0 pa3pemalomi¥x JOKYMEHTaX, B TOM YHCJIe JHICH3MAX, cepTHdHUKATAX,
BbLIAHHBIX YNOJTHOMOYEHHBIMH OPraHaMH APYTrHX roCyJAapcTB, 0 COOTBETCTBHHM NPOM3BOIHTE/INA
(NMpou3BOACTBEHHOrO Y4acTKA) TpedoBanusm [IpaBua Hagnexamei NPon3BoACTBEHHOM NPAKTHKH
(npy HANTHMYMH) ¥ JIMIEH3HPYEMbIX BUAAX AEATETbHOCTH

H3meneHns, Npou3ome ue HA NPOU3BOJACTBE ¢ MOMEHTA NPEAbIIYMEro HHCIIEKTHPOBAHNA
(npy HanKM4uM)

Nudopmanus o xoae HHCIIEKTHPOBAHUSA
Ileap HHCNEKTHPOBAHHUA

MacmTab 1 00beKTBI (IPUBECTH NEPEYEHb 00BEKTOB (TIPOLIECCHI, CIYKObI H CHCTEMBI), KOTOPbIE
6bUTH  TIPOMHCIIEKTHPOBaHbl COIJIACHO IUJIAHY®, a TaKKe TeX, KOTOpble He OBUIM [peaMeToM
HHCIICKTHpOBaHMA. [lpuBecTH Ha3BaHWS JIEKAPCTBEHHBIX (OPM, NPOHM3BOACTBO KOTOPBIX ObLIO
[POMHCIIEKTHPOBAaHO (HalpUMep: CTEPHUIIBHBIC JICKAPCTBEHHBIE CcpeAcTBa: (mepeueHb (opm),
HECTEPHJIBHBIE JIEKAPCTBEHHBIE CPEACTBA: (IepeyeHb HOpM).

PaboTHUKH NpOM3BOAHTENA (HMHOCTPAHHOIO NPOH3BOAMTE/INA), HPHMHHMABIIHE Y4acTHe
[pH NPOBEICHNH HHCTIEKTHPOBAHUA
(mpMBECTH NEpEYEHb C yKa3aHHEM JOJDKHOCTEH)

II. PE3YJIBTATHI HHCIIEKIIUU
Onucanue npou3BOACTBA

DapManeBTHIECKas CHCTEMA Ka4€eCTBA
IlepconaJi
Ilomemenue u o0opyaoBanue
JlokymMeHnTanns
IIpon3BoacrBo
KonTpoas kauecTBa
JeATe/IbHOCTD, NepeAaBaeMas [1Jisl BbINOJHEHHS ApYyTroi
opranu3anuy (AyTCOPCHHI)
Ilperen3nu u 0T3b1B NPOAYKIHH
CamouHcneKuns
OcHoBHoe n1oche npousBoacTBennoii miomanku (OI1I1)
Pe3yabTaThl BHINOJHEHNsS] MEPONPHATHIH [0 YCTPAHEHHIO
HECOOTBETCTBHIi, BbISIBJICHHBIX BO BpeMs NpeAbIAYIeH HHCTIEKIINHA

Bce BbIsiBI€HHBIE HECOOTBETCTBHUS OLCHHBAWTCH COryacHo TpeboBanusim [IpaBua
HalJIeKalell NpOM3BOACTBEHHOH HNPAaKTHKH €0 CcbLIKOH Ha ImyHKTbl jaauHbix [IpaBun
HaJJle)Kalmedd NPOM3BOACTBEHHOH NPAaKTHKH. DBbisiB/IeHHBIE HECOOTBETCTBHA, a TaKkKe

*Ilynkt 1 PekoMeHiaumii N0 OpraHM3alMH NPOM3BOACTBA M KOHTPOJIS KayecTBa JIEKAPCTBEHHbIX CPEACTB,
YTBEPXKACHHbIX npHkazoM Munnpomropra Poccuu or 12 aekabpsa 2013 r. Ne 1997 (npusHan He HyXJarOILHMMCH
B rocy1apCTBEHHOM peructpauuu nuckMoM Muntocta Poccun ot 12 despans 2014 r. Ne 01/10856-FOJ1).

B COOTBETCTBMM C NOALYHKTAMM «B» M «» MyHKTa 26 [lpaBun opraHusauny u NPOBEAEHUA WHCIEKTUPOBAHUS
NPOU3BOAMTENEH JIEKAPCTBEHHBIX CPEACTB HAa COOTBETCTBME TPEOGOBAHUAM MPABWI HaAEXaliedl NPOU3BOACTBEHHON
NpaKkTHKH, 8 TAKXKE BbLAA4M 3aKITIO4EHUN O COOTBETCTBMM NPOU3BOANTELA JIEKAPCTBEHHbIX CPEACTR YKa3aHHbIM TPEGOBAHUAM,
YTBEPKACHHBIX nocTaHoBlicHUeM llpasntenncea Poccuiickoit Meaepauun ot 3 nexabps 2015 r. Ne 1314.




HECOOTBETCTBHS, KOTOPBIC OTHOCATCH K PCrHCTPANHOHHBIM 10CHE, 0TPAXKAKWTCH B MHCHEKIIHOHRHOM
0THYETE.

Ilepeuens  BbISIBICHHbIX HecooTBeTcTBMiA  TpeGoBammam  Ilpasma  mapgexamei
NPOH3BOACTBEHHOH NPAKTHKH:

Hynxkrt HpaBua Hajuiexamei IHoapo6uoe onncanne Knaccudpuxanus HeCOOTBETCTBHH
IPOH3BOACTBEHHOH NPAKTHKH BbISIBJIEHHOTO (xpuTHUYecKoe, CymecTBEHHOE,
HECOOTBETCTBHS npovee)

KoanuecrBo yK3eMIIsIpOB 0THETa H HX
pacnpocTpaHeHHe
BouiBoabl B pe3ynsrate npoBEIEHHOTO MHCHEKTHPOBAHUS BbIABIEHBI HECOOTBETCIBHS
TpeboBanusiM [lpaBun Haanexameld NOPOU3BOACTBEHHOM NPAKTHKH, KOTOPBIE
U3JI0XKEHBI M KJIaCCH(QHUIMPOBAHBI B 3TOM OTYETE, BCETO! , U3 HUX:
Kputnmueckux  (mapymenus  (HecooTBeTcTBus)  TpeboBamuii  IlpaBun
HaJJeXale MpOU3BOJCTBEHHOM NMPAKTUKU WM TpeOOBAHUN pPErUCTPalAOHHOIO
JOCKE Ha JIEKAPCTBEHHOE CPENCTBO Ui MEAHUMHCKOrO IPUMEHEHHUS, KOTOPbIC
IIPUBEJIA WJIM MOTYT IPUBECTH K IMIPOM3BO/ICTBY HEKAYECTBEHHOI'O JIEKAPCTBEHHOIO
CPEeIACTBA JUIS MEJIUIIMHCKOTO IPUMEHEHUS, KOTOPOE NPHYMHHUIO WIH MOXKET
HPUYMHHTE BPEJ 3I0POBBIO UM XKH3HH YEJIOBEKa) —
CymecTtBeHHbIX (HapymieHHs  (HecoOTBeTCTBHs) TpeboBanuit  Ilpasun
Ha/uleamel [POM3BOJCTBEHHOM NPAKTHKH, KOTOpPHIE MPHBEIH MM MOIYT
INPHBECTH K HPOM3BOJCTBY HEKAYECTBEHHOI'O JIEKAPCTBEHHOI'O CpEACTBA s
MEAMLIUHCKOTO NPUMEHEHHUS, KOTOPOE HE MOXKET IPUYUHHUTDH BPEa 310POBbIO WK
KHU3HH  YENOBEKa, WM  HapylleHWe  (HECOOTBEICTBHE)  TpeOOBaHMH
PETUCTPAlIMOHHOTO JOCBE HA JIEKAPCTBEHHOE CPEACTBO [UIS MEAMLIMHCKOIO
[IPUMEHEHHS, HJIM COBOKYIIHOCTH HECKOJIBKHX HECYLIECTBEHHbIX HapyLIeHUH
(HECOOTBETCTBHUIA), HA OJHO U3 KOTOPBIX HE MOXET ObITh KJIACCH(PULIAPOBAHO KaK
CYLUIECTBEHHOE, HO KOTOpPHIE B COBOKYIIHOCTH SBJISIOTCS CYHIECTBEHHBIM
HapylieHHEM (HECOOTBETCTBMEM) M AOJDKHBI TOJKOBAaThCs KaK CyLIECTBEHHOE
HapylleHue (HECOOTBETCTBUE) —
[Ipounx (Hapymenus (HecooTBETCTBUA) TpeOoBanuit IlpaBmii Hapnexaumien
IPOU3BOACTBEHHON NpPaKTUKU, KOTOPHIE HE OTHECEHB! HH K KPHTUYECKHMM, HH K
CYLIECTBEHHBIM HApyHIEHHUIM) —
Ha MOMEHT npoBeIeHUsI HHCTIEKLIUU IPOU3BOAMTENS COCTOSHUE NIPOU3BOACTBA
M BBIBICHHBIE  HECOOTBETCTBHA  TpeboBanusM  IlpaBun  Haanexamen
HPOM3BOJCTBEHHOM NMPAKTUKU MO3BOJISIIOT (HE MO3BOJISIIOT) OLEHUTH IPOM3BOIUTE]IS
Ha COOTBETCTBUE TpeOoBaHusaM [ IpaBun Hajuiexaieil IpON3BOACTBEHHOM IPaKTHKH.

PexoMeHaanun

Hucnexropoi:

(bamunus, uMs, OTYECTBO (momKHOCTB) (moanuce, gara)
(npu HANIUYKK)

(bamunums, AMs, OTIECTBO (OJIKHOCTD) (moanuck, jara)
(npu HAJTHYHHN)



_ Il OUEHKA IUIAHA KOPPEKTHPYIOIIMX H MPEAYNPEXIAIOWKX
JENACTBHIN

Ne Ceenenns 00
n/n CTPAHEHHH
Knaccunpukanus yerp
IynkT npaBuii Ilepeuens HECOOTBETCTBHUHA Onenka
" HECOOTBETCTBHA
HaJJexKamen BBISIBJICHHBIX (xpatTkoe yCTpaHeHHust
., .| (kpuTH4YECKOE,
NPON3BOACTBEHHOH |HECOOTBETCTBHI coiep:KaHHe HECOOTBET-
CyLeCTBEHHOE,
NPAKTHKH npoee) MepONpPHATHS, CTBHSA
p HOJTBEPXKAAIO MU
JAOKYMEHT)
1 2 3 4 5 6
3aks0uenne

B pe3yinbTare npoBeeHHOH OLEHKH I1aHa KOPPEKTHPYIOLIMX M NPEAYNPEKAAIOMUX ACHCTBUH
OpeaAcCTaBiIacTCA BO3MO>XXHBIM KOPPCKTUPOBKa Icnaccn(bm(aunn n KOJIM4YeCTBA BbIIBJICHHBIX
HecooTBeTCTBU TpeGoBanusM [IpaBui Haanexale#l IpOU3BOJCTBEHHOM IPAKTHKH.

Nt HecooTBeTCTBHSA Knaccnpuxaunsa Kaaccnpuicauus
Ne/Ne 4 HECOOTBETCTBHSA ¢
B OTY€Te HECOOTBETCTBHSA B 0TYETE 5
H3MEHEHHBIM CTATYCOM"
1 2 3 4
PesynpTarbl OUEHKH Bceero: u3 Hux:
Kputuuecknx -~
CymiecTBeHHBIX —
IIpounmx -
3akiroueHue Pe3ynbraT OHEHKH IU1aHA KOPPEKTHPYIOUIMX M NPEAyIpexIatolmux
JNENUCTBUM I103BOJIIET / HE MO3BOJISET (HY)KHOE NOAYEPKHYThb) OLECHHThH
[POU3BOAUTENSI HA COOTBETCTBHE TpeGoBanuaM IlpaBui Hajnexauen
HPOM3BOACTBEHHON IPAaKTHKH.
Hncnexropsr:

(amums, UMst, OTYECTBO (OMKHOCTD) (moamuce, nara)
(npu HaTU4MN)

(bamunust, ©UMs, OTUECTBO (OMKHOCTD) (moanuch, nara)
(npu HANUYHUK)

4 B cTon6ue ykasbiBaeTcsi OPAAKOBbIN HOMED HECOOTBETCTBHUS B OTUETE, HAIPUMEP «Ne 1», «Ne 5», «Ne 6».
*> B cTonbue yka3biBaeTcs HECOOTBETCTBUE C H3IMEHEHHBIM CTATYCOM, HANPHMED «CTATYC HECOOTBETCTBHUSA HE H3MECHEHY,
«CTAaTyC HECOOTBETCTBUS € (CYLIECTBEHHOI0» U3MEHEH HA (IIPOYHUEN», KHECOOTBETCTBUE CHATOY.




