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006 yrBepxnennn ¢popm 3asBiIeHHS O BbIAaYe 32KII09EHAS 0 COOTBETCTBHH
NPOH3BOAMTEIN (HHOCTPAHHOTO NPOH3BOJANTE) JeKAPCTBEHHBIX CPeACTB 15
MEAHIIHHCKOro NPHMeHeHHs! TPe0OBaHAAM HPaBHJI HANJIeKALIEH
HPOHSBOJ.ICTBeHHOﬁ INPaKTHKH, HHCIICKIIHOHHOI'O OTY€TA 1o pesyabTarTam
HHCIICKTHPOBaAHHANA OPOH3BOAHTEJA H HHOCTPAHHOTO NMPOU3IBOAUTENA
JICKaPpCTBCHHBIX CPeACTB AJid MCAHINHCKOIO NPHMCHECHHS HA COOTBETCTBHE
TpeGoBaHHSM NPaBHJ HaJJIeKamell IPOA3BOACTBEHHOM NPAKTHKH H 3aK/II09eHHS
0 COOTBETCTBHH NPOH3BOAHTE/IS (HHOCTPAHHOTO NPOH3BOAHTEJISA) JIEKAPCTBEHHLIX
CPEACTB NI MEAHNIMHCKOI0 NPpHMCHCHHA TPCGOBaHHSlM NnpaBHJ HaaJIeKamen
NPOM3BOACTBEHHON NPAKTHKH

ﬁzﬁgﬂw 2076,

B cootsercTBUE ¢ mocraHoBieHueM IIpaButenscrBa Poccuiickoit Penepanuu or
03 npexabpsa 2015 r. Ne 1314 «OG ompenencHHWH COOTBETCTBHS MPOH3BONHUTENCH
JICKAPCTBEHHBIX CPEACTB TpeGOBaHMAM IpaBHJ HaJJeXalNed IIPOU3BOACTBEHHOM
npaktaxke» (Cobpanme 3akoHofarenscTBa Poccmiickodt ®emepammm 2015, Ne 50,
cT. 7165) npuKa3EBalo:

1.  VYriBepmuts:

dhopMy 3asBNEHHA O BHJade 3aKIIOYEHHA O COOTBETCTBHH IIPOH3BOIMTEN
(MHOCTp2aHHOTO IIPOM3BONWTENS) JIEKAPCTBEHHHX CPEACTB JUII  MEIMIUHCKOrO
NpUMEHCHH TpeOOBaHHWAM IpaBHIl HaUIeXkKamed [POM3BOJACTBEHHON IPaKTUKH

COrjlaCHO MPHIIOXEHUIO 1;




GopMy  HHCHEKIMOHHOrO OTYeTa MO  pe3yibTarTaM  HHCIEKTHPOBAHHUA

IPOM3BOAMTENS (MHOCTPAHHOTO NPOM3BONHUTENA) JIEKAPCTBEHHBIX CPEACTB  JULA
MEJTUITMECKOr0 TPAMEHEHNA TPeGOBaHMAM IIpaBII HaJIeXKalIeHd NpOM3BOACTBEHHON
IPaKTHKH COTJIACHO MPHIIOKECHHIO 2;

dopMy 3aKOYEHHS O COOTBETCTBMM IPOHU3BOAUTENA (MHOCTPaHHOIO
NPOH3BONHTENA)  JICKAPCTBEHHEIX CPEACTB [UI1  MENHUWHCKOTO  NPUMEHCHHA
TpeGOBaHHMAM MOpPAaBHJI  Hajlexamell IMPOM3BOACTBEHHOM IPakTHKH  COIVIACHO
IPUJIOKEHAIO 3.

2. YCTaHOBUTE, YTO:

3aK/IF09CHAE O COOTBETCTBMH IPOH3BOAMTENs (MHOCTPAHHOTO IIPOM3BOIHUTEJIS)

JIEKapCTBEHHEIX CPEICTB Ul MENUIUHCKOTO IPHMEHEHHS COCTOMT M3 ABYX 4YacTel H
oopmiseTcs Ha GranKe, SBISIOMEMCH 3alUIIeHHO} NomArpaduIecKod NpoxyKueH co
CTEIIE€HbIO 3allUTH! YpOBHA «b»;

3aKIIOYEHHS O COOTBETCTBMH IIPOM3BOAWTENEH JICKAapCTBEHHBIX CPEACTB ML
MEIUIMHCKOTO IPUMEHEHHs, BEIAAHHEIE MO BCTYIUICHHS B CHIy HAcTOAIICTO MPHKa3a,
SBIIIOTCA AeHCTBYIOIIMMH B TEUSHHH YKa3aHHOIO B HAX CPOKa.

3. KoHTpons 33 HCIIONHEHHEM HACTOSIICTO NPHKa3a BO3JIOXKHUTH HA 3aMCCTHTEILL
Munucrtpa [{pi6a C.A.

Munuctp




IMpunoxerne 1

npukasy Munnpomropra Poccun
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¢opma

B MuHHCTEpCTBO NPOMBIIIICHHOCTH
1 Toproei Poccuiickoit ®enepanuu

3ASBJIEHHUE

0 BbIAave 3aKJII0UEHNAS 0 COOTBETCTBHH POU3BOIUTENSA (HHOCTPAHHOT0 NPON3BOIATEIIS)
JEKAPCTBEHABIX CPEACTB A/ MeIHIIHHCKOr0 IPHMEHEHH TPe0oBAHAIM
OpaBUJI HANIeXKAMeH NPOH3BOJCTBEHHOH NPAKTHKH

TIpomy BBIAATH 3aKIIOYEHHE O COOTBETCTBHH IPOM3BOAHMTENS (MHOCTPAHHOTO MPOU3BOIAMTEILS)
JIEKApCTBEHHEIX CPEACTB U MEIMIHHCKOTO TPHMEHEHWS TpeGOBaHMSIM NPaBHI HaleXKalleH

IIpOKSBOI[CTBCHHOﬁ HNPaKTHKHA.

A. TIpom3soaurenas (HHOCTPAHHBLIH MPOH3BOAHTED) JICKAPCTBEHHBIX CPEACTB

HammveHOBaHUE

Anpec MECTa HAXO0XKIACHHUA

A,npec MecTa OCYINCCTBICHHUA
ACATCIIbHOCTH

TCH..

taxc:

agpec EKTPOHHOK
MOYTHL:

JluneH3ns Ha MPON3BOJICTBO
JIEKapPCTBEHHBIX CPEACTB (WA
JOKYMEHT, Ha OCHOBaHHHU
KOTOPOr0 HHOCTpaHHEI!
MIPOH3BOJHATENb
OCYIIECTBIIAET AEATEILHOCTD
IO IIPOU3BOACTBY
JIEKapCTBEHHBIX CPEACTB) AJISL
MEIUITHHCKOrO IPMMEHEHUS

HOMep

JaTra BeLIATH

CPOK JICHCTBHSA

YIIomHOMOYEHHEIH OpraH,
BBIJABIINH JTMLICH3MIO (WA
JNOKYMEHT, HA OCHOBaHHH
KOTOPOro HHOCTPaHHBIN
MIPOU3BOJUTENH
OCYIIECTBIIAET AEATEIHHOCTD
TI0 IPOU3BOJICTBY

Ha3BaHHC

Anpec MecTa
HaXOXACHUS




JIEKAPCTBEHHEIX CPEACTB) TeIL: daxc: ajipec HJICKTPOHHOH
N IOYTEL
DaMuITHd,
MMSI, OTYECTBO
VI10IHOMOYEHHOE JINIIO JIOJDKHOCTE:
taxc: azipec IIEKTPOHHOM
Tedl.: WL
Damums,
WMsI, OTIECTBO
KonTakTHOE THITO JIOIKHOCTB:
¢axc: afipec 3MEeKTPOHHOH
Tel.:

HOYTEIL:

PeKBH3HTEI JOKYMEHTA, MOATBEPXKAAIOMIETO hakT

YILIaTHl IIATeXKa 3 BbIIady 3aKIHO4CHHA O
COOTBETCTBHH IIPOU3BOJHTENS (HHOCTPAHHOTO
IPOA3BOAMTEINS) JIEKAPCTBEHHBIX CPENCTB AL

MEIUITHHCKOrO IpUMEHEHHS TpeGOBaHHAM IIPaBHII

HaJJIe)KAIEeH MPOH3BOACTBCHHON TPAKTUKH

B. Yno1HoMo4YeHHLIH NPEACTABHTEb, AelicTBYIONMI 0T A MPOH3BOIUTEIs

(AHOCTPAHHOTO MPOH3BOAMTEIIS) (MPU HATUYUY)

HawmMenoBanue

Anpec MecTa HaXOXKICHHS

TlouroBsrit agpec

azpec EKTPOHHOH

TeNL.: ¢akc:
HOYTHL
DamMumas,
HM$l, OTIECTBO
KonTakTHOE 1IHIII0 JIOJIDKHOCTS:
aZipec JIEKTPOHHOU
TelL: daxc:
IOYTHL:

OT uMenn npou3BoaATe)IA (HHOCTPAHHOTO POU3BOANTE/IA) OATBEPHKAAL0, 9TO
1) mrbopMaims, comepxKamascs B JaHHOM 3asBJICHHH, ABJIAETCA JOCTOBEPHOI;

2) IpH W3MEHECHHH aJpecoB, JJEKTPOHHEIX aqpecoB M TenedOHOB KOHTAKTHEIX JIMI H
YIOTHOMOYCHHBIX NpEACTaBUTENEH, yKa3aHHBIX B JAHHOM 3asBJICHHM, HOBBIE CBEICHHA OyayT

nepegansl B MuanpoMropr Poccrn He mosHee yeM yepe3 S5 pabounx AHElH HOCHe JaThl H3MEHEHMS.

JOIDKHOCTD, paMAIIIs, UM, OTIECTBO PYKOBOIHTES

IPOU3BOAUTEIA (MHOCTPAHHOTO MIPOM3BOUTENIA)

HJIH YIIOJTHOMOYECHHOI'O IIPCACTaBHUTENS

(npm HamAyMH)

noANnCEL

Aara
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K IpuKa3zy Munnpomropra Poccun
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MHCHEKIIMOHHBIN OTYET

O Pe3yALTATaM HHCIEKTHPOBAaHHAS NPOH3BOAHTE/S (HHOCTPAHHOIO
NPOU3BOIHTEJIN) JIEKAPCTBEHHBIX CPEACTB /I METHIHHCKOr0 NPHMEHCHHS HA
COOTBETCTBHE TPeGOBAHMAM MPaBHJ HaAJIekaleli NPOH3BOACTBEHHOM NPAKTHKH

I. OBIIIUE ITOJIOKEHUSA
IIpousBoauTe/lb (MHOCTPAHHBIH NPOU3BOAHTED):

HaWMEHOBaHHe, afipec MecTa HaX0XKIEHU IPON3BOAUTENS (MHOCTPaHHOIO
IIPOU3BOANTEIIS);

aJipec MPON3BOJCTBEHHOM ILIOMAAKH

Buael nesrenbHOCTH:
(0603HaIATH HYKHOE 3HAKOM «X»)

IIpou3BoacTBO (hapMalleBTUYECKUX CyOCTaHIMiH

IIpousBoacTBO JIEKapCTBEHHBIX MPENaparoB (JIEKapCTBEHHEBIX (HOpM):

HpOHBBOIICTBO OPOMEIKYTOYHLIX MPOAYKTOB

Ipom3BoncTBO HepachacOBaHHAIX JICKAPCTBEHHBIX NPENapaToB

YnakoBka (epBu4Has / BTOpHYHAA)

Brinyckaromuii KOHTPOJIb KA4€CTBA

ITpouee (ykasatp)

Jarta(bl) npoBeeHAA HHCIIEKTHPOBAHHS:

Hucnexropsr:
(Pamumnus, UMs1, OTIECTBO, ZOKHOCTH, 00A3aHHOCTH HHCIIEKTOPOB)

HopmarnBnasn 6a3a:
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IIpukas Munmnpomtopra Poccun ot 14 mons 2013 r. Ne 916 «O6 ytBepxaenun
IpaBHN HajNeXamedl NpOU3BONCTBEHHOM NPaKTHKW» (3apermcTpupoBan MuHIOCTOM
Poccuu 10 centsbps 2013 r., perrctparoHHEIA Ne 29938) «*»

BBenenne

(mpuBecTH KpaTKyr0 HH(pOpMalMiO O MPOMHCIEKTHPOBAHHOM IIPOM3BOIUTENE,
BKJIIOYAs CXKATHIC CBEICHHS OTHOCHTENLHO HAHMEHOBAHWA M aapecoB IPOM3BOACTBA
(IpOM3BOACTBEHHON IUIOIIAAKH), Hamudusi (papMalcBTHYECKOH CHCTEMBI KadecTBa
cornacHo TpeGoBaHmAM IIpaBwi HaIexalei NpoU3BOACTBEHHOM MPaKTHKH (10 TiiaBaM
OCHOBHOTO JOChE IPOH3BOACTBEHHOM IUIOMAAKH), B TOM UHCJIE OTHOCHTEILHO
paspelIaoIX JOKyMEHTOB, IPOH30IIESAIIHX H3MECHEHHI)

CBeneHHST © JHIEH3HPYeMbIX BHIAX [JeATEJbHOCTH, CepTH(HKATHI,

BbIAaHHbIC YNOJHOMOYEHHHIMH OpPraHaMM [APYIrHX roCyAapcrB, O COOTBETCTBHH

. IpPOM3BOANTEN  (MPOM3BOACTBEHHOro  ydacrka)  tTpeGoBamusm  IlpaBua
HaJie)xameii MpoOH3BOACTBEHHOM NPAKTAKH (IPH HATHYHHN )

N3menenusi, mpou3omejine HA NPOM3BOACTBE ¢ MOMEHTAa NpeIbIAYLIEro
HHCIIEKTHPOBaHHA (IIpH HATHYAH)

HNuadopmanus o xoae HHCHEKTHPOBAHHS
Ieab HaCIIEKTHPOBAHAS

Macmrab m 00bexThl (IPUBECTH IiepedeHbh OOBEKTOB (TIPOIECCH, CIYXKOBI M

CHCTEMBI), KOTOpbleé OBLIH IPOMHCIEKTHPOBAHLI COIVIACHO YTBEPKACHHOH U

COIJIaCOBAaHHOM MpOrpaMme, a TaKkKe TeX, KOTOphle He OBUIH IpeaMeroM

UHCHEKTHpOBaHHUs. [IpuBecTH Ha3sBaHMA JEKapCTBEHHBIX ()OPM, IPOM3BOACTBO KOTOPBIX

, OLUI0 MPOMHCHEKTHPOBAaHO (HANpHEMeEDP: CTEpHUILHEIE JIEKAPCTBEHHEIE CpEACTBA:
® (mepedyeHs GopM), HeCTEPHIILHEIE JIEKAPCTBEHHEIE CPEACTBA: ([IEpedeHs GopM).

PaGoTHAKA NpoH3BOAHTE s (MHOCTPAHHOIO NPOM3BOANUTEIS), IPAHAMABIIHE
Y4acCTHe NpH NPOBeJleHHH HHCNIEKTHPOBAHHS
(IpHBECTH NEepeYeHb C YKa3aHUeM JOIDKHOCTEH)

IL. PE3YJIBTATBI HHCIIEKIIUA
Onucanne npou3BoACTBa

PapManeBTHYECKAsI CHCTEMa KavecTBa
Ilepconan
Ilomemenne u 06opyaoBanne

«*) ¢ usmenenuamu, enecennviMu npurasom Munnpommopza Poccuu om 18 Oexabpa 2015 2. Ne 4148
(3apezucmpuposan  Muniocmom Poccuu 28 dexabps 2015 2., pezucmpayuonnwiii Ne 40323), oanee no mexcmy —
IIpaguna nadnescaweis npouseodcmeennoti npaxmuxy




JoxymeHTanHs
Ilpon3BoaCTBO
KonTposib KauecTBa
HeATebHOCTD, iepeAaBaeMas JJif
BBHINIOJTHEHHSA APYroii opraHu3anuu
(AyTcopcuHr)
IIpeTeH3nn M 0T3bIB NPOAYKIHH
CaMouHCIeKIuA
OcHOBHOE J0Che IIPOU3BOACTBEHHOMH
naomaaxku (OITII)
Pe3yanTaThl BHINOJTHEHHS] MEPONPHATHI
N0 YCTPaHEHHIO HeCOOTBETCTBHIH,
BBLISBJICHHBIX BO BpeMs NpeAbIaAyei
HHCHICKIHH HECOOTBETCTBHIH

Ilepeyenr  BBIABJIEHHBLIX  HecooTBercTBHii  TpeGoBammsm  IlpaBua
Ha/JJjiexameli Npou3BOACTBEeHHOH NPAKTHKH *):

ITynxr IIpaBua ITogpo6uoe onucanne Knaccupuxanus
HaJJ1exkameit BBISIBJICHHOTO HeCOOTBETCTBHI
NPOH3BOACTBEHHOM HECOOTBETCTBHS (kpaTHYECKOE,
NPaKTHKH CylIeCTBEHHOE,
HeCyHIIeCTBEHHOE)

<*» Bce 6vlAgneHHble HECOOMEEMCMEUS OYEHUBAIOMCA COZNACHO MPebOBaAHUIM
® Ilpasun Haonesxcawjeli nNpouzBOOCMEEHHOU NPAKMUKU CO CCOLIKOU HA NYHKMbL
HOpMAamMUueHo20 Npaeoeozo0 akma. Buiaenennvie Hecoomeemcmeus, a makoice

Hecoomeemcmeuss, KOmopuvlie OMHOCAMCA K PE2UCMPAYUOHHBIM 00Cbe, OMPANCAIOMCSL 8
UHCNEKYUOHHOM Omuéme.




KoandecTBo 3K3eMILIAPOB 0TYETA

H HX pacrpocTpaHcHue

BuiBoab! B pesyneTaTe OPOBEAEHHOTO HHCIECKTHPOBAHHSA BBIABIICHEI

HECOOTBETCTBHSA TpeGoBaHHAM IMpaBun HaIexareH
TIPOHM3BOZICTBEHHOM IPaKTHKH, KOTOpBIE A3JI0XKEHbI u
KIIaCCH(UIIMPOBAHEI B 3TOM OTYETE, BCErO: , U3 HUX:

Kpntnaeckax *» —

CymecTBeHHBIX* *) —

HecymecTBeHHBIX (F* *) —

Ha MOMEHT IpOBeJeHHS WHCIEKIUH IPOU3BOMAMTENS COCTOSHHUE
IIPOM3BOACTBA U BEIABJICHHEIE HECOOTBETCTBHA TpebGopaHusM IIpaBui
HayIeKammel IPOX3BOCTBEHHOMN PAKTHKH MTO3BOJLIOT (HE MO3BOJISIOT)
OLICHATL IpeNIpUATHe Ha CooTBeTcTBHe TpeGoBanusM IlpaBun
HaJJIeXaIel IpOoU3BOACTBEHHON NPaKTHKH.

HHcnekTophI:
(bammus, UM, OTIECTBO) (IOMKHOCTD) (TIOIIMKCH, NaTa)
(bamurist, IMS, OTIECTBO) (momKHOCTH) (IOAMHUCH, 1aTa)

*> Kpumuyecxue necoomeemcmeus - Hapywenue (Hecoomeemcmeue)

(k¥

<***)

mpeboeanuyi Ilpasun Haonexcawed NPOU3BOOCMBEHHOU NPAKMUKU UMY
mpeboéaHull pezucmpayuoHHo20 00Cbe HA JNeKAPCMEEHHOe CpPeocmeo Ol
MEOQUYUHCKO20 NPUMEHEHUS, KOMOpble Npueenu ulu Mmozym npugecmu K
npou3800CMEy HEKAYEeCMBEHHO20 EKAPCMEEHHO20 CPedCmea O MeOUYUHCKO20
NPUMEHEHUA, KOMOPOe NPUYUHUNO UIYU MOJCEM NPUYUHUMD 6Ded 300P08bI0 UNU
JHCUBHU YeNoseKa.

Cywecmeennole Hecoomeéemcmeus - Hapyuienue (Hecoomeemcmeue)
mpebosanuii IIpasun Haonesxcawjeii Npou3e00CMEEHHOU NPAKMUKYU, KOMOpoe
npueeno  unu  MOJICem Npugecmu K  NpoOu3eo0CMmEy - HeKa4ecmeeHHOZ20
NIeKapCmMeeHH020 CPeOCmea ONA MeOUYUHCKO20 NPUMEHEHUA, KOMOPOe He MONCem
npUYUHUmMbL  6peda 300p06bi0 UMY  JHCU3HU YeN0BeKd, UNU HapyuleHue
(Hecoomeemcmeue) mpebosanuli pe2ucmpayuoHHo20 00Cbe HA NEeKAPCMEEHHOoe
Cpeocmeo Ons MeOUYUHCKO20 NPUMEHEHUA, WIU COB0KYNHOCMb HECKONbKUX
HeCYWeCmeeHHblX HapyweHull (Hecoomeemcmeui), HU OOHO U3 KOMOPLIX He
Mmooicem bbimb  KIACCUPUYUPOBAHO KAK CYUWeCIMEeHHOe, HO Komopbvie &
COBOKYNHOCMU AGNAIOMCA CYWeCmEEHHbIM HapyuieHuem (Hecoomeemcmeuem) u
OOJIJICHbL MONKOBAMbBCA KAK CYUjecmeeHHoe Hapyuienue (necoomeemcemaue).

Hecywecmeennvie necoomeemcmeus - Hapywenus (Hecoomeemcmeus)
mpebosanuil IIpasun naonedxicaweli NPOU380OCMEEHHON NPAKMUKY, KOMopble He
OMHeCeHbl HU K KPUMUYECKUM, HU K CYUeCMBEHHbIM HAPYULEHUAM.
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3AKJIIOYEHME
0 COOTBETCTBHH NMPOH3BOAMTES (HHOCTPAHHOTO NPOH3BOIUTEH) JIeKAPCTBeHHLIX
CPe/ICTB /IS MeAHIHHCKOro npaMenennas TpeGoBanusam Ipasni HapJIesRame
IpOH3BOICTBEHHOH NPAKTHKH

Ne

Yactb 1

MHHHCTEPCTBO IPOMEIIUIEHHOCTH H TOprobim Poccumiickod denepanuyi — MOATBEPKAACT,
9TO
(nonnoe u coxpauenroe HaUMeH08AHYUE (NP HATUYUY) NPOU3BOOUMENs. (UHOCMPAHHO20
npou3so0uUmens) IeKAPCMEEHHbIX CPEOCME ONlA MEOUYUHCKO20 NPUMEHEHUR)
HaXOIAIIErocd 1o aapecy
OCYINCCTBIIAIOMICTO ITPOU3BOACTBO JISKAPCTBEHHEIX CPEACTB VIA MEAWLMHCKOIO IIPHMCHCHNA
10 azpecy

b

OpoIIeNl HHCHOEKTHPOBAHME B paMKaxX JIMICH3MOHHOTO KOHTpONA Ha cobmosieHue
JVIICH3VOHHRIX TpeGOBaHUM IPU OCYINECTBICHMA JACATEIBHOCTH MO  IIPOH3BOACTBY
JIEKapCTBEHHEIX CPEACTB B COOTBETCTBHM C JHMIEH3HEH OT _ r. e
B COOTBETCTBHM C 3aKOHOJATeNECTBOM Poccniickoit denepaltuu wiu mMpomesl HHCIIEKTHPOBaHHe
B YaCTH PETHCTPAlHOHHOrO(-HIX) YAOCTOBEpeHus(-Hif), YKa3hIBalomero(-ux) Npon3BOAUTENICH,
PacIoIOXCHHEIX 3a npefenaMu Poccriickoii @enepanu,

B COOTBCTCTBHH C TPCGOBaHIfDIMIfI HpaBKJI HaJIexamen IIpOK?.BO}ICTBCHHOﬁ OpPaKTHKH,

YTBEPXKICHHEIX INpHKa3oM MMHHCTEpCTBa IPOMBIIUICHHOCTH M Toprosiu Poccuiickoit
O®enepanym ot 14 mons 2013 r. Ne 916.

Ha ocHoBannu mHObOpMaNMy, HOTYyICHHON B X0J¢ HHCIIEKTHPOBAHMA JaHHOTO IIPOM3BOIUTEI,
HOC/IeAHAA M3 KOTOpHIX ObLIa mpoBefeHa .../.../... [0oama], cnefgyer, YTO OH COOTBETCTBYET
TpeGoBaHmAM IIpaBmi Hamexameii MPOM3BOACTBCHHON NMPaKTUKH, YTBEPXKACHHBIX MPHKA30M
Murmpomropra Poccru ot 14 mrona 2013 r. Ne 916.

Hacrosmee 3sakmodeHMe OTpaXkaeT CTAaTyC COOTBETCTBHA NPOM3BOAWTENA (HMHOCTPAHHOI'O
IPOHU3BOAMTEIIA) JICKAPCTBEHHBIX CPEACTB I MEIWIIMHCKOTO MPUMEHEHUS TIPOU3BOJICTBEHHOMN
IJIOIaIKC HAa MOMEHT IIPOBEACHH BEIICYKa3aHHOH MHCIICKIIVA B HE JOJDKHO BOCIPHHUMATHCA
B Ka4eCTBE JOKYMEHTA, CBHETE/ILCTBYIOMErO O CTaTyCeé COOTBSTCTBHA B ClIydyae MCTCUCHUA
Gonee 3 (Tp&x) JeT ¢ AATH STOM UHCIEKIWH.

3aKkmodeHne ABIAETCA ACHCTBYIOINMM NpU NpPEeJOCTAaBICHUH BCEX €ro CTpaHwn (Kak yactw 1,
TaK M 9acTH 2).

IommMHEHOCTE JaHHOIrO 3aKIIOYCHUA IPOBEPACTCA B PEECTpe 3AKIIOYCHHN O COOTBETCTBHH
IPOM3BOAUTENEH JICKApCTBEHHEIX CPEICTB JUid MEIMIMHCKOTO HPHMEHCHHMA TpeOOBaHMIM
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IIpasun HamIexamel mpoM3BOACTBEHHON MPAKTHKH, PasMEIEHHOM Ha OMHIMANBHOM caiiTe
http://www.minpromtorg.gov.ru, http://www.muHOpoMTOPr.pd. IIpy OTCYTCTBMH HacTOAIIETO
3aKIIOYEHHS B peecTpe 3aKIIOYSHHI 0 COOTBETCTBUM NMPOU3BOAUTENECH TEKApPCTBEHHEIX CPEICTB
N4 MCIMUIMHCKOro IpuMeHeHus tTpeboBaHWsM IIpaBuin Hajuexamied IPOM3BOACTBEHHOM
NPaKTUKH, coobmmure B Munmpomropr Poccun.

Hacrogmee 3akmoueHue AeHCTBYET B TeUeHHe 3 JIeT ¢ JAThH OKOHYAHUS HHCIICKIWH.

[amunus, ums, omuecmeo, donoxcrnocmo]

[0ama evidauu 3axnouenun]



Yactn 2

IIpou3BOACTBO H KOHTPOJb Ka4eCTBa
I. MIPOM3BOACTBEHHBIE ONNEPAIIMHA - IEKAPCTBEHHASA ITPOAYKIIAA
(0603HAaUUTDH HYXKHOE 3HAKOM «X»)
1. Cmepunvras npooykyus

[ 1. TIpoxyxuus, IpHroTOBIEHHAS acEeNTAYECKHM ITyTeM (omepanun o6paboTka A
CIICIYIOIOMX JIEKapCTBEHHBIX (PopM):

[J sxxuaxme nexapcTBennsle GopMe! 6oasMIOro obbeMa

O3 xnpxue ieKapcTBeHHBIE HOPMBI MAJIOTO 06beMa

[J mucnepcun

0 mrodunmsars

0] TBepaple JIeKapCTBEHHBIE (GOPMEI M MMILIAHTATEL
‘ L] MsrKHe JIeKapCTBEHHBIE GOPMEI

O3 npowas npomyxuus

(yxa3aTh BHJ IPONYKIIHH WK JESTEIILHOCTH)

[ 2. TIpoxyxuws, moxsepraromascs GUHAIIHON cTepumsanu (onepanan o6paboTKe s
CIICAYIOMHX JIEKAPCTBEHHBIX (OPM):

[ xunxue JexapcTBeHHEIE GOopMEI 60NLIIOro 06BeMa

[bxunxae ekapcTBeHHEIE GOPMEI MATIOr0 06HEMA *

[ TBepmbie iekapcTBeHHEIE GOPMEI M AMIUIAHTATEL

[] Msirkue nexapcTBeHHBIE GOPMEI

U] npodas npomykmus, IeKapcTBEHHEIE GOPMEI

(yka3aTh BHA OPOAYKIIHM HIIH AeSATEILHOCTH)

[ 3. Brimyckaromuii KOHTPOJIs Ka4ecTBa

2. Hecmepunoras npooyxkyus

_w 1. HecrepunbHag mpomykuus (omepanuu oOpaGOTKH ISl CIEAYIOIIHX JEKAPCTBEHHBIX
hopm):

[ xanicynsl B TBepAo 06010UKe

L] xancynsl B Marko# o6oouke

L] xxeBaTenbHBIE JIEKAPCTBEHHBIE (HOPMEI

L] mMIpersupoBalHEIE JEKAPCTBEHHEIE (HOPMEI

Ll sxumxue tekapcTBeHHBIE GOPMBI IJIs1 HAPYXKHOTO IIPHMEHEHHUS

L xwumkwe JlekapcTBeHHbIe GOPMBI IS BHYTPEHHET0 IIPHMEHEHH

[] MequnmHCKHEE Ta3bl

U npoune TBepBie TeKapcTBEHHBIE HOPMEL

U] mpenapatsl, Haxoxsuecs NOf JaBIIeHAEM

[] renepaTops! paaMOHyKINAOB

L[] Mmarkue nexapcTBeHREIE HOPMEI

Ll ceeuu (cynmosuropwm)

[] Tabnerxu




[J TparCAepMaNbLHEIE IIACTHIPH

[ ycTpoiicTBa 15 MHTPapyMEHATEHOTO (BHYTPHPYGIIOBOr0) BBEIEHHS

[ npouas npoxykuus, nekapcTBeHHEIE GOPMEI
(YKazaTh BHY IPOAYKIMH HIIH JAESITEILHOCTH )

0 2. Bemyckarompuii KOHTPOJIb Ka4eCTBa

3. buonozuyeckas 1ekapCcmeeHHas npoOyKyus

0 1. Bronoradeckas JiekapcTBEHHAS ITPOLYKIIHS:

[] OpoxyKTHl KpOBH

[] aMMyHOOrHYecKas NPOAyKIHs

U] mpoayKTEI HA OCHOBE COMATHYECKHX KIIETOK

[l reHOTEpanieBTHYECKHE IPONYKTEI

L] DponyKTEI TKaHEBON HEDKEHEPHH

L] GHoTexHONMOrHIeCKas IPOXyKIHs

[] mpOAYKTEL, SKCTPAr¥pOBAHHEIE U3 XABOTHEIX HCTOUHHKOB HIIM OPraHoB (TKaHeH)
JEIOBEKa

U npouas npomykums
(yxasaTh BH] MPOJYKIIUY MK JESTEILHOCTH)

U] 2. Beimyckaromuii KOHTPOJb KauecTsa (IepedeHb THIIOB NPOXYKLHH):

Ll npomyxTsl KpoBH

0] sMMyHOIOTHYECKas IPOAYKITHA

[] mpoAyKTH Ha OCHOBE COMATHYECKHX KJIETOK

[J] reHOTepaneBTHUYECKHE TPOLYKTEL

L] mpoIyKTHI TKaHEBOM HHXKeHEpHA

[J 6uoTexHONIOTMIECKAs IPOLAYKIHAS

[J mpomyxTe, sKCTparnpoBaHHEIE H3 XHBOTHBIX HCTOYHAKOB MM OPraHoB (TKaHel)
9enoBeKa

.

L] npouas npoxykus
(yxa3aTh BUJ IPOLYKIUY UM AEATEILHOCTH)

4. Ilpouas npodyxkyus unu npou3600CMeEEHHAS 0eameabHOCHb

[ 1. TIponsBoncTRO:

[l pacTuTemBHOM NponyKInK

0] romeonaTuueckol MPOAYKIHH

[ npouas npoxyxkmms
(yxa3aTs BUJ MPOIYKIAA HITH TeSTeILHOCTH)

O] 2. Crepunmzanus akTHBHEIX BEIIECTB, BCIOMOTaTETbHLIX BEIIECTB, FOTOBOM MPOIYKIHH:

O bwisTpanus

O cyxoxaposas cTepuam3anus

O] crepunmsanus napom

[] xuMmyeckas cTepunmsanus




] crepusm3anys raMMa-H3TydeHHEM

O CTECPUIIHA3AITHA SJTCKTPOHHBIM H3JTYUCHHUCM,

[ 3. TIpouee

(yxaszaThb BUA MPOXYKIVH WA AeATSILHOCTH)

1 4. ITeppranas (BHYTPEHHSA) yIaKOBKA:

0 kamcysel B TBepmolt o6oouxe

L] xamcyJis1 B MATKOM 0601109Ke
[J xeBarebHEIE JIEKapCTBEHHEIE GOPMEI

L] uMnperaupoBaHHEIE JEKapCTBEHHEIE GOPMBI

L xupkue nekapcTBeHHEIE GOPMEI ISl HAPYXHOTO TPHMEHEHHUS

[ sxuaxue JiekapCTBeHHbIe GOPMEI ISl BHYTPEHHET0 IPUMEHEHHS

[J MemummECKHE Ta35]

L] mpoume TBepaEBIe IEKAPCTBEHHEIE GOPMEI
@ U npenaparsl, HaxoAsmuecs Mo JaBICHAEM

] rerepaTopsl paJHOEyKIHIOB

[ MsATKEe TekapcTBEHHbIE GOPMEI

[J cBeun (cynmosuropmn)

O Tabnerxkn

[l TpaHCAEpMAaIbHEIE IIACTHIPH

[ ycrpolicTBa AJist HHTPapYMHUHAILHOTO (BHYTPHPYOLOBOT0) BBEACHHUA
[] mpoyas npoxykuus, TeKapcTBEHHEIE GOPMEL
(yxasats BHJ IPOIYKIHH 804

IOCATELHOCTH)

[ 5. Broprynas (moTpebrTensckas) yakoBKa

0] 6. Bemyckaromuii KOHTPOJIL Ka9ecTBa

o L 7. Muxpobronornueckoe TECTAPOBAHAES: CTEPHILHOCTE
[ 8. MuKpoGHOIOrHYecKoe TECTHPOBAHNE: HECTEPHILHOCTE

0] 9. Xumuueckoe (dpusmgeckoe) recTuporanme

L] 10. Bronormueckoe TeCTHpOBaHHE

II. KOHTPOJIb KAYECTBA ITPA UMIIOPTE JIEKAPCTBEHHOM
IPOAYKIINHA
(0603HaYUTE HY)KHOE 3HAKOM «X»)
0J 1. KOHTpOJIb KagecTRa HMIIOPTHPYeMOM JICKapCTBEHHO IPOAYKIIAHN:
[ MEKpOGHOIOrAYECKOE TECTHPOBAHHUE: CTEPHIIEHOCTD
L1 MEKpOGHOIOrHYeCKOE TECTHPOBAHHAE: HECTEPHIBHOCTE
[ xummgeckoe (pu3mdeckoe) TeCTHPOBaHKE
[J 6monormueckoe TecTupoBanue

U 2. Beimyckatonguit KORTPOIIb (cepTA(UKALHA CepHii) AMIOPTHPYEMOH TPOXYKIHH
[ Crepunbuas npomyknus:
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U] mpoxyxims, IpHroTOBIIEHHAs aceNTHIeCKAM IyTeM

O opoxykunsi, moxBepraromasics GUAXITHON CTEPHIH3ALAHN

U] HecrepwibHas MpOXyKIH

L[] Bronoruueckas JeKapcTBEHHAS TPOIYKIHS:

L] mpoyKTHI KPOBH

U uMMyHOIIOTHYeCKas IPOXYKIHS

U IIPOAYKTEI HA OCHOBE COMaTHI€CKHAX KIIETOK

[ reHOTEpaneBTHYECKHE TPOIYKTHI

[] npoxyKThl TKaHEBOM HHKEHEPHH

[J 6moTexnonormdgeckas MpoOIyKIHS

[ mpomyKTHI, 5KCTParnpoBaHHbIE U3 XKUBOTHEIX KCTOYHHKOB MJIM OPTaHOB (TKaHeH)
JenoBeKa

[ mpogas npomyxuus

(yxa3aTh BHA MPOAYKIUH HIIH AEATEILHOCTH)

’D 3. Ilpouast KeATENEHOCTS IO UMIOPTY (BBO3Y):

0] nnomagka ¢usmgeckoro MIopTa (BB03a)

L] HIMIIOPT NPOMEKYTOUHOTO NPOLYKTA, IIOABEPraIOmEerocs qaTbHeHIIcH o6paboTke.

[ mpouee

(Yka3aTh BHJ IPOAYKIHH MK IESTEIHOCTH)

[Pamunus, ums, omuecmeo, donxcrocmn]

. [0ama evidauu saxnouenus]



