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Mocksa

O BHeceHHHM H3MEHEHHH B NpHJIOKeHHe 2 K nprukasy MuHucTepcTBa
NPOMBILLIEHHOCTH H TOproejiM Poccuiickoii ®enepaunu ot 4 dpeppans 2016 r.
Ne 261 «O0 yTBepxkaennn (popM 3asiBJICHHs! O BblAa4e 3aK/JII0YCHUA
0 COOTBETCTBHH NPOU3BOAUTESI (HHOCTPAHHOIO NPOH3BOAHTEIIS) 1€KAPCTBEHHBIX
CPEACTB MJIsi MeJHIHHCKOro NPHMeHeH)s TPeGoBaHHAM NPaBHJ HALJIeXKA el
NPOH3BOACTBEHHOH NPAKTHKH, HHCIEKIIHOHHOI0 0TYETAa N0 pe3yibTaram
HHCNIEKTHPOBAHHS NPOH3BOANTE/ISi H HHOCTPAHHOIO NPOHU3BOAUTE/IsE
JIEKAPCTBEHHBIX CPEACTB JJIsi MEAHIHHCKOI0 IPUMEHEHHs HA COOTBETCTBHE
Tpe0oBaHHUAM NPaBHJ HAAJIeXKAaHIel NPOH3IBOACTBEHHON NPAKTHKH H 3aKJII0YEHHUS
0 COOTBETCTBHH NPOH3BOANTE/IsI (HHOCTPAHHOIO NPOM3BOAHTE/IN) JJ€KAPCTBEHHbIX
CPeACTB ISt MeIMIHHCKOro NpAMeHeHHs TpeGOBaHMSIM NPABHJI HaLJIeXKaLuen
IPOH3BOJACTBEHHOH NPAKTHKH)

B coorBerctBUM ¢ mnyHktoM 13 [IlpaBun opraHu3anv¥ H TIPOBEICHHUSA
HHCIIEKTHPOBAHUS TPOM3BOJAMTENEH JIEKAPCTBEHHBIX CPEACTB Ha COOTBETCTBHE
TpeOOBAaHUSAM TNpaBUJI HaJyleXKalied NPOU3BOACTBEHHOM NPAKTHKH, & TaKXe BblIaqu
3aKIIOYEHUH O COOTBETCTBHU NPOU3BOJAUTENS JIEKAPCTBEHHBIX CPEIACTB YKa3aHHBIM
TpeGOBaHMAM, YTBEPXKIECHHbIX mocTaHoBIeHHeM IlpaButenscrtBa  Poccuiickod
Mepepan ot 3 gexabps 2015 r. Ne 1314 «O6 ompeneneHud COOTBETCTBHSA
IPOM3BOJMTENEH JIEKAPCTBEHHBIX CPEACTB TpeGOBaHMAM MpPaBMJl  HAUIEKAIUEH
npou3BoAcTBeHHOM npakTHKW» (Cobpanune 3axoHoAaTenscTBa Poccuiickoi @enepanuy,
2015, Ne 50, ct. 7165; 2020, Ne 37, ct. 5734), npuK a3 bl B alo:
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IPHJIOKEHHEe 2 K IpHKasy MHUHUCTEPCTBA NPOMBINUIEHHOCTH M TOPI'OBIH
Poccuiickoii ®enepauun ot 4 despams 2016 r. Ne 261 «O6 yrBepxuaeHun ¢opm
3asBJIEHHS O BblJade 3aKIIOYEHHsT O COOTBETCTBHHM IPOU3BOAMTENS (MHOCTPAHHOIO
NPOM3BOJAUTENSI) JIEKAPCTBEHHBIX CPENCTB AN MEAMIMHCKOrO  IpPHUMEHEHHS
TpeOOBaHUAM TNpaBUI HaAJEXaled MpPOU3BOACTBEHHON NPAaKTHUKH, HMHCIEKLIHUOHHOIO
oTyeTa MO pe3yibTaTaM WHCHEKTUPOBAaHHUS IPOU3BOAMTENS M HMHOCTPAHHOIO
IPOU3BOJUTENS  JIEKAPCTBEHHBIX  CPEACTB  JUIi  MEAMLUMHCKONO  IPHMEHEHHS
Ha COOTBETCTBHE TpeOOBAaHMAM NPaBUI HaJJIeXKAIed NPOM3BOIACTBEHHOM IPAKTHKH
M 3aKIIOYEHHUss O COOTBETCTBHM MPOM3BOAMTENS (MHOCTPAHHOTO IPOHU3BOAMTENS)
JIEKApPCTBEHHBIX CPEACTB I MEIULMHCKOTO TIDUMEHEHHS TpeOOBaHWSAM IPaBUIl
HaJUIeXKalled NpOM3BOJACTBEHHONW NPaKTUKKW» (3aperucTpupoBaH MUHHCTEPCTBOM
roctuuy Poccuiickoit ®enepauuu 9 mapra 2016 r., perucTpauuoHHsEA Homep 41341)

HU3JI0XKHTh B HOBOM peoaknuy COrjlaCHO NPHUIOKEHHIO K HACTOALIEMY IIPpHKaA3Yy.

Bpuo Munuctpa




IIpunoxenue

K npukazy Munnpomropra Poccuu

or A9 MWW No 94

«ITpunoxenue 2

K npuka3sy Munnpomtopra Poccuu
oT 4 deBpans 2016 r. Ne 261

(dbopma)
VHCIHEKIIMOHHbBIA OTYET

10 pe3yJbTATAM HHCIIEKTHPOBAHHS NPOH3BOANTEN (HHOCTPAHHOTO
NPOM3BOJUTE/Ifl) JIEeKAPCTBEHHBIX CPEICTB AJIS MEAHIHHHCKOr0 NPpHMEHeHHs
Ha COOTBETCTBHE TPeGOBAHMAM NPaBHJI Haj/lexKaLleH NPOH3BOACTBEHHOH NPAKTHKH

I. OBINME HOJIOXEHHU S
TIpon3BoauTeas (WHOCTPAHHBIH NPOH3BOANTEND):

HaAMMCHOBAHHUC, MECTO HAXO0XIACHUS NPOU3BOAUTECIA (HHOCTpaHHOFO HpOH3BOIlHTeJIﬂ);

aapec HpOHBBO,ﬂCTBCHHOﬁ ILUICHIaIKH

Buzae! aesiTesIbHOCTH:
(0603HaYATH HY)KHOE 3HAKOM «X»)

IlpoussoacTeo papmaneBTHUYeCKHX cybcTaHIMH

IIpon3BOACTBO JIEKAPCTBEHHBIX NPENapaToB (JIEKApCTBEHHbIX GopMm):
ITpon3BOACTBO NPOMEKYTOUHBIX IPOAYKTOB

ITpou3BoacTBO HEpacacoBaHHBIX JIEKAPCTBEHHBIX IPENapaToB
YnaxoBka (1IepBHYHAas/BTOPHYHAsA)

Beinyckaiomuii KOHTpOJIb Ka4ecTBa

[Ipouee (yka3arth)

daTa(bl) npoBeaeHnsI HHCIEKTHPOBAHHUSA:

HUHcnekTopsbl:

(Pamunns, ¥Ms, OT4eCTBO (NP HAIMYHMH), JODKHOCTH, CTaTyC MHCOEKTOpa B KOMHCCHH
MHCIIEKTOPOB B COOTBETCTBHM C MyHKTOM 23 IlpaBun opraHu3aiui ¥ NpOBEAECHHS MHCIEKTHPOBAHHUS
IIPOM3BOAMTENEH JIEKAPCTBEHHBIX CPEACTB Ha COOTBETCTBHE TPeOOBaHMSAM NpaBUil HajUIeXKalleH
IIPOM3BOJCTBEHHOM IIPAaKTHKH, a TaKXE BBIOAYM 3aK/IIOYEHHH O COOTBETCTBHM IIPOM3BOAUTENS
JIEKapCTBEHHBIX CPEACTB YKa3aHHBIM TpeOOBaHMsM, YTBEP:KICHHBIX IOCTaHoBIcHMEM [lpaBurenncrBa
Poccuiickoit @enepanun ot 3 nexabps 2015 r. Ne 1314)

Hopmarusnas 6a3a: npuka3 Munnpomropra Poccuu ot 14 mions 2013 r. Ne 916 «O6
YTBEP)KACHHHM NpPaBWJI HAUIEKAINECH NPOM3BOJACTBEHHONW MNpPAKTHKAY (3aperdcTpupoBaH MUHIOCTOM
Poccun 10 cenrsi6ps 2013 r., peructpauuonssii Ne 29938)!

! C u3meHeHusIMu, BHECEHHBIMM NpHKa3oM MusnpomTopra Poccuy ot 18 nekabps 2015 r. Ne 4148 (zaperucTpuposan

Muntoctom Poceun 28 nexabpst 2015 r., peructpaumonHsiit Ne 40323) (nanee — [pasuna Haanesxauieil npoU3BOACTBEHHON
NPaKTHKY).




Beenenue

(mpuBecTH KpaTKylo HHPOPMAIMIO O POMHCIIEKTHPOBAHHOM NPOM3BOAHUTEIE, BKIOYasl CBE/ICHHS
OTHOCHTEJIBHO HaWMEHOBAHHA M aIpeCOB NPOM3BOACTBA (IPOU3BOJACTBEHHOM IUIOIAAKH), HAIAYMs
(dapMaueBTMYECKOH  CHCTEMBI  KadecTBa  cornacHo  TpeboBanmsam  llpaBuin  Haminexamen
IPOU3BO/ICTBEHHOH MPAKTUKH (PEKOMEHIYETCS CChUIATBCS HAa OCHOBHOE AOCBHE NPOM3BOJACTBEHHOM
nnoma,ul(nz), NPOM30IIEANIMX HA TTPOM3BOICTBEHHOM IJIOIIAIKE U3MEHEHHUH )

CeeneHdsi 0 paspemialomux AOKYMEHTAX, B TOM 4YHCJ€ JHIEH3HsX, CcepTH(HKATAX,
BbLIAHHBIX YNOJTHOMOYEHHBIMH OPraHAMM JPYrHX rocyJapcTB, 0 COOTBETCTBHH IPOH3BOAHTEIS
(NpoH3BOACTBEHHOI0 y4acTKAa) TpeGoBanusam IipaBua Hajiexxameii IPOoN3BOACTBEHHOM NPAKTHKH
(npy HANMYHMH) ¥ JINHEH3NPYEMBbIX BHIAX ASITEAbLHOCTH

H3meneHns1, NpoM3onIe e HA NPOH3BOACTBE C MOMEHTA NPeAbIAYINero HHCIEKTHPOBAHAS
(npu HaM4UH)

Nudopmanus o xoae HHCIIEKTHPOBaHHHA
Ieab nHCNMEKTHPOBAHHS

MacmTab H 00beKThI (IIPUBECTH NIEPEIEHb OOBEKTOB (IIPOLIECCHI, CIYXKOb! U CHCTEMBI), KOTOPbIE
6bUTH IPOMHCIEKTHPOBAHBI COTJIACHO IUIAHY>, @ TaKKE TEX, KOTOPHIE HE OBUIM MPEAMETOM
MHCICKTHpOBaHKs. IlpuBecTd Ha3BaHUS JIEKAPCTBEHHBIX (JOpPM, TPOH3BOJACTBO KOTOPhIX ObLIO
[POHHCIEKTHPOBAHO (HApPUMEpP: CTEPHILHBIC JICKAPCTBEHHbIE CpeAcTBa: (mepedeHb (opm),
HECTEpHIIbHBIE JIEKAPCTBEHHBIE CpeCTBa: (1epedeHb GopMm).

PaboTHukH nOpom3BoAHTE] i (HHOCTPAHHOIO IIPOM3BOJAMTE/S), NPHHAMABIIHE YYacTHE
NpH NPOBEJACHUH HHCIEKTHPOBAHUS
(npuBeCTH NEpeyYeHb C YKa3aHHWEM JIOJDKHOCTEH)

I1. PE3YJIbTATHI HHCIIEKIINH
Onucanue NpoM3BOACTBA

PDapManeBTHIECKAas CHCTEMA Ka4eCcTBa
Ilepconau
Iomemenne n 00opyaoBaHHe
JloxymeHnTanus
IIpon3BoacrBo
KoHTpoas kauecTBa
JesiTeIbHOCTD, IepeAaBaeMas /111 BbINIOJIHEHHS ApPYyToi
oprann3anuy (AyTCOpPCHHI)
Hperen3nu u 0T3bIB NPOAYKIHU
Camouncnekuas
OcHoBHoE goche npon3BoacTBeHHoM miomanku (OAI11I)
PesyabTaThl BHINOJHEHN MEPONPHATHI O YyCTPAHEHHIO
HECOOTBETCTBHIi, BbISIBJICHHBIX BO BpeMs HpeAbIAY e HHCIEKINA

Bce BbIsiBJIeHHBIE HECOOTBETCTBHH OLICHHBAITCH COIVIACHO TpCﬁOBaHﬂﬂM Ilpamm
HaQJIe:Kamen leOPBBolICTBeHHOii NpPaKTHKH €O CCHLIKOH Ha IIYHKTbI JA@HHbIX [Ipamm
HaJIeKameH MPpOM3BOACT BEHHOH NPpAKTHKH. BoisBiiennb1e HECOOTBETCTBHA, a TAKIKE

*Ilynkr 1 PexoMeHpauuif no OpraHuM3auMM HpPOM3BOACTBA H KOHTPOJI KayecTBA JIEKAPCTBEHHbIX CPENACTB,
YTBEPXKACHHbIX rpukasoM Munnpomtopra Poccuu or 12 gmexaOps 2013 r. Ne 1997 (npussan He HyXHAIOMKMCH
8 rocyAapCTBEHHOH perucTpauuu nucbMoM Muntocta Poccun ot 12 despans 2014 r. Ne 01/10856-10J1).

’ B COOTBETCTBMM C NOANYHKTAaM¥ «B» M «I» NyHKTa 26 [IpaBi1 OpraHM3auum ¥ npOBEAEHHS WHCNIEKTHPOBAHUA
NPOM3BOAUTENEH JIEKADCTBEHHbIX CPEJCTB HAa COOTBETCTBME TPEGOBAHWAM NpaBWI HAANEXalied NPOM3BOACTBEHHOMN
TIPAaKTHKH, 3 TAKXKE BblAA4H 3aKIIOYEHUH O COOTBETCTBAY NPOM3BOAMTEIS IEKAPCTBEHHBIX CPEACTB YKA3aHHbIM TPEGOBAHMSM,
YTBEPKACHHBIX nocTaHosieHuem llpasutenscrsa Poccuiickoit ®enepaunu ot 3 aexabps 2015 r. Ne 1314,




HECOOTBECTCTBHHA, KOTOPHIC OTHOCHATCH K PErHCTPALHOHHBIM A0Ch€, OTPAKAITCH B HHCIIEKIITHOHHOM
oTIeTE.

Ilepeuens  BbISBAEHHLIX HecooTBercTBHii  TpeGoBammam Ilpasnn  Hagaekamen
NPOH3BO/JCTBEHHOH NPAKTHKM:

Hynxr Hpasua napnexameit Iloapobuoe onncanne Knaccnuxauus HecoOOTBETCTBMH
HPOU3BOJCTBEHHOM NPAKTHKH BbISIBJEHHOTO (kpuTHYecKOe, CYyIIeCTBEHHOE,
HECOOTBETCTBHS npovee)

KoinuecTBo YK3eMILISPOB 0THYETA H HX
pacnpocTpanesHne
BoiBoabl B pe3ynbraTe NpoOBEAEHHOTO MHCIEKTHPOBAHMS BBIIBIEHB HECOOTBETCTBHSA
TpeboBaHusM IlpaBun Hamnexameld NTPOU3BOACTBEHHOM IIPAKTHKH, KOTOPBIE
W3JIOXKECHBI M KJIACCH(PHIPOBAHBI B 3TOM OTYETE, BCETO: , U3 HHX:
Kputnueckux  (HapymeHuss  (HECOOTBETICTBHSA) TpeOosanui  IlpaBun
HaJIeXame IpoU3BOICTBEHHOM NMPAKTHKU WM TpeOOBaHMH pErucTpaniuOHHOIO
JIOCKE Ha JIEKAPCTBEHHOE CPEACTBO UIS MEAMLIMHCKOTO NMPHMEHEHUs, KOTOPbIE
TIPMBENH WJIM MOT'YT IPHBECTH K IIPOU3BOICTBY HEKAYECTBEHHOIO JIEKAPCTBEHHOIO
CPEIACTBA IS MEIUIUHCKOrO INPHMEHEHHs, KOTOpO€ NPHYMHUIO HIIH MOXET
NPHYAHHATH Bpe] 30POBBIO HIIM KH3HU YEJIOBEKA) —
CymecTBeHHbIX  (HapymeHuss (HecooTBeTcTBUsi) TpebGosanuii Ilpasun
HaJulekallell NPOU3BOACTBEHHON NPAKTUKH, KOTOPHIE MPUBEIH HJIH MOIyT
NPHBECTH K MPOM3BOJICTBY HEKAYECTBEHHOI'O JIEKAPCTBEHHOIO CpEACTBA [uls
MEAHLHHCKOTO IPUMEHEHHS, KOTOPOE HE MOXKET IIPUYHHUTL Bpela 310POBLIO HIIK
XHU3HH  4YEIOBeKa, WM  HapylmmeHHe  (HECOOTBETCTBHE)  TpeOOBaHMIA
PETUCTPAlIMOHHOTO [JOChE Ha JIEKapCTBEHHOE CPEACTBO JJs MEIULHHCKOIO
IPUMEHECHHS, WA COBOKYNHOCTh HECKOJBKHX HECYIIECTBEHHbIX HapylICHUH
(HECOOTBETCTBHIA), HU OJJHO W3 KOTOPBIX HE MOXET OBbITh KNAaCCH(PHIMPOBAHO KaK
CYHUIECTBEHHOE, HO KOTOpble B COBOKYNHOCTH SBJSIOTCS CYIIECTBEHHBIM
HapylleHHEeM (HECOOTBETCTBHEM) M JOJ/DKHBI TOJIKOBATHCA KaK CYILECTBEHHOE
HapyleHHe (HECOOTBETCTBHUE) —
Ilpounx (HapyimueHus (HecoorBeTcTBHs) TpeOoBanui IlpaBun Hagnexamei
IPOM3BOACTBEHHOM MPAKTHKH, KOTOPBHIE HE OTHECEHB! HH K KPHUTUYECKHM, HH K
CYIIECTBEHHBIM HapyHIEHUAM) —
Ha MOMEHT npoBeieHus HHCIIEKIMY IPOU3BOAMTENS COCTOSHHE NPOU3BOACTBA
H  BBDIBIICHHBIE  HECOOTBETCTBUA  TpeboBanusMm  [lpaBun  Haiexamewn
HPOM3BOICTBEHHOM MIPAKTHKH NO3BOJIAIOT (HE NO3BOJIAIOT) OLEHHUTH IIPOU3BOAMTENIS
Ha cooTBeTcTBUE TpeOoBanusaMm [ IpaBui Haje)xanied IPON3BOACTBEHHOMN IPAKTHKH.

PexoMeHaanuun
HMucnexropsr:
(bamunus, UM, OTYECTBO (DOMXKHOCTH) (moanuce, gara)
(npm HaNMYMM)
(pammnus, ums, 0TUECTBO (MOMKHOCTH) (moxnuck, nara)

(npn HATTHYMH)



III. OHEHKA IUIAHA KOPPEKTHUPYIOUIMX H MNPEAYNIPEXIAIONIHUX

JNEACTBHIA
Ne Caenenns 06
n/n CTPaHEHHH
Knaccndpukanus yerp
IlynkT npaBua Ilepeyens necoorpercrpug | ECCOTBETCTBHA Onenka
HajIexamei BbISIBJICHHBIX P—— (xpaTKoe ycTpaHeHHst
NPOM3BOACTBEHHOM | HECOOTBETCTBHH II:ICCTBCHHOC, coaepKaHHe HECOOTBET-
NPAKTHKH 4 npouee) ’ MepOIIpHATHS, cTBHUS
P HOATBEPKAAIO MM
JAOKYMEHT)
1 2 3 4 5 6
3akmouenue

B pe3ynbrare npoBEAEHHON OIEHKH IJ1aHa KOPPEKTHPYIOLUMX H NPEAyNpPEXIAIOMUX AeHCTBUAN
nopeacTaBiIACTCAH BO3MOXHBIM KOPPCKTHPOBKa I(J'IaCCI/I(illrlI(aIHfIH 51 KOJIM4YEeCTBA BbISiBJICHHBIX
HECOOTBETCTBHI TpeOoBanusM [IpaBun Hauiexkaleil NPOU3BOACTBEHHOMH IIPAKTHKH.

Knaccupuxauus
Ne HecooTBETCTBHSA Kaaccudpuxauns
Ne/Ne 4 HECOOTBETCTBHSA ¢
B OTY€TE HECOOTBETCTBHS B 0TUETE 5
H3MEHEHHBIM CTATYCOM
1 2 3 4
PesynbTarhl OLICHKH Bcero: u3 Hux:
Kpurtuuecknx — ;
Cy1iecTBEHHBIX — ;
IIpounx —
3axiro4cHue PesynbTar OHEHKH IUIaHA KOPPEKTHPYIOUIMX M NPEAYNpPEexAalomux
JeHCTBH 1103BOJIAET / HE TO3BOJSET (HYXKHOE MOJYEPKHYThb) OLECHHMTH
NpOU3BOJMTENA Ha COOTBeTCTBHE TpeOoBavmsaM IIpaBui Hauiexaiuen
HPOM3BOJICTBEHHOM IIPaKTHKH.
HWucnexropor:
(pamunus, uMs, 0TIECTBO (IOIKHOCTD) (noanucs, nara)
(npu HaNTU9KHN)
(bamunus, ums, OTYECTBO (momxHOCTD) (noanuch, nara)
(npu HayIMuMK)
4 B cTonbue ykasbipaeTcs nopsimconuﬁ HOMEp HECOOTBETCTBUS B OTYETE, HanpuMep «Ne 1», «Ne 5», «Ne 6».

5
B cron6ue YKa3bisac1Ca HECOOTBCTCTBHE C HI3IMCHCHHBIM CTAaTYCOM, HANIDUMEP «CTAaTyC HCCOOTBCTCTBHUA HE U3MCHCH),
«CTAaTyC HECOOTBETCTBUSA € «CYLUECCTBEHHOI'0» U3MECHECH HA «IIPOYMUE», «KHECOOTBCTCTBUE CHATOM.




