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INPABUJIA
nposeaeHus papMaeBTUYICCKUX MHCIICKIM A

I. O0uue monoxeHust

1. Hacrosimue IlpaBuna ycTraHaBAMBAIOT €IUHBIN MOPSIIOK TPOBEACHUS
(dapmalleBTHUECKUX HWHCIEKIMI MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB Ha
COOTBETCTBUE TPEOOBAHUSM MPABWJI HAJUIEKAIIEH MPOU3BOACTBEHHON
IIPAaKTUKU  EBpa3HiiCKOro  3KOHOMHYECKOTO  COI033a,  YTBEPXKAAEMBIX
EBpa3zuiickoil SKOHOMHYECKOM KOMHUCCHEH (7ajee COOTBETCTBEHHO —

HHCIICKIUA, ITpaBUJIa Haﬂﬂemameﬁ HpOH3BOI[CTB€HHOI>i HpaKTI/IKI/I).
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2. ]I poBeieHUsT MHCIIEKIIMKM CO37aeTCs MHCIEKIIMOHHAS Tpymnmna, B
KOTOPYIO BXOJAT BEAyIIUH (DapMalieBTUYCCKUN UHCIIEKTOP, WICHBI TPYTIIIbI,
BKJIIOUas (apMareBTUYECKUX HWHCIEKTOPOB M, TMPU HEOOXOIUMOCTH,
MIPUBJIEKAEMBIX IKCIIEPTOB U CTAKEPOB.

3. dapMareBTHIECKUT MHCIIEKTOPaT oOecrieunBaeT
KOH(UJCHIIMAIBHOCT, ~ HMH(pOPMAIMU, COJEpkKalehcss B JOKYMEHTax
WHCIICKIHH.

4, Pacxonpl Ha NPOBEACHUE HWHCHEKIUM OCYIIECTBISIIOTCS 3a CYET

CPEIICTB MHCIIEKTUPYEMOTr0 CyOBEKTa.

I1. Onpenenenus

5. Jlns uenedt Hactosimux [IpaBuUi MCHOJIB3YIOTCS MOHSITHSL, KOTOPHIC
O3HAYaroT CJIEAYIOLIEE:

«3asBUTENb Ha MpoBeAeHUE (apMALEBTUYECKON HWHCIEKIUW» —
JepKaTeNlb PETHCTPALIMOHHOIO YAOCTOBEPEHUS JIEKAapCTBEHHOIO Mpernapara,
IIPEICTABUTEID JeprKaTelIst PETrUCTPALMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOI'0O IIpenapara, 3asBUTENIb Ha PErucTpPaLiio, NOATBEPKICHUE
perucTpanuy, BHECEHHE WM3MEHEHMW B PETMCTPAllMOHHOE  JOChE
JIEKAPCTBEHHOTO IIpenapara;

«UHCIIEKTHpOBaHUE» — 3Tan  (apMaleBTUYECKOM  HMHCIEKIIHH,
BKJIIOYAIOIIUN BBIIIOJHEHUE WHCIEKIMOHHOW TPYNIION MEPOIPUITUNA B
COOTBETCTBUU C IIPOrPaMMOU MHCIIEKTUPOBAHUS,

«UHCTIEKTHPYEMbIA  CYOBEKT» — OpraHu3alus, OCYLIECTBIISIONIAS
NEATEIBHOCTh [0 IPOU3BOJCTBY JIEKAPCTBEHHBIX  CPEACTB U HMEIOIIas
paspemieHue (JMLEH3UI0) Ha TakKOW BHUJ JIEATEIBHOCTH, BBIJAHHYIO
YIIOJJHOMOYEHHBIM OPraHOM CTPaHbI-IIPOU3BOIUTENS

[lonsitua «dapmareBTUyUecKass HHCIEKUIUD», «(HapMalleBTUUECKUN

UHCIIEKTOpaT» M «(papMaleBTUYECKUA HMHCIEKTOpP» MPUMEHSIOTCS B
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3HAUEHUSX, OMpeneiaeHHbIX B OOmMX TpeOOBaHUSX K CHCTEME KadecTBa
dbapmManeBTUUECKUX HMHCIEKTOPaTOB TroOCyAapcTB-ujieHOB EBpasuiickoro
PKOHOMHMYECKOTO COK3a, yTBepkIeHHbIX Pemennem Coera EBpasuiickoii

PKOHOMHYECKON Komuccuu oT 3 Hosiopst 2016 1. No 82.

III. ITopsinok nencTBuit

6. Uncniekumu  mpoBOASATCS (papMalleBTUUECKUM HWHCIEKTOPATOM T10
miany (rpaduky) TpoBeAEeHUs] WHCIEKIMH B COOTBETCTBHHU C IPOTPaMMOM
MHCIIEKTUPOBAHMSI TPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB 1O (opme
corjacHo npuiioxxkenuto Ne 1 (ganee — nmporpaMMa HHCTIEKTUPOBAHUSA )

B mnan (rpaduk) mpoBeAeHUS WHCIEKUMUA B 00S3aTE€IBHOM MOPSAKE
BKJIFOYAIOTCA: OCHOBAHME MJIsl MPOBEJACHUS HMHCIEKUUU, CPOKU MPOBEIACHUS
UHCIEKTUPOBAaHMs, HANMMEHOBAHME WHCIEKTUPYEMOTO CyObeKTa, aJpec
IIPOU3BOJCTBEHHOM IUIOIIAIKH.

@apmaleBTUYECKUE  HWHCIEKIMU IPOBOAATCS B  IUIAHOBOM U
BHETLJIAHOBOM TOPSIZIKE.

OcHoBaHueM i1 TPOBEACHUS HWHCIEKIUHU SIBIAETCS  PpEIICHUE
YIOJHOMOYEHHOT0 OpraHa W (WiM) 3asBieHHE CyObEKTa MHCIEKTUPOBAHUS
(HanpuMmep, B LEMAX JMLUEH3UPOBAHUS, PErUCTPALMU U JAPYTHX HPOLELYp,
CBA3aHHBIX C PErUCTPALMOHHBIMH MPOLEAYpPaMH, WM IPOBEACHUS
paccieioBaHMi, CB3aHHBIX C KaY€CTBOM JIEKAPCTBEHHBIX MTPENapaToB).

/.B cnydasix, yCTaHOBJIEHHBIX NpuioxeHueM Ne 2 K HacTosAlUM
[TpaBunamM, pomyckaercs mpoBeneHHE (apMalEBTUUECKUX MHCIEKIUN C
UCIIOJIb30BAHUEM CPEJICTB JAUCTAHUMOHHOTO B3aUMOJECHCTBUS (HAIpUMeEp,
MOCPEJICTBOM ayIMO- UJIM BUJICOCBSA3H).

8. dapMalieBTHYECKU MHCIIEKTOpaT IPOBOJIUT MHCIIEKIUU
IIPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB Ha COOTBETCTBHE TPEOOBAHUSIM

[IpaBun HamIexamend MNPOU3BOJACTBEHHOM IMPAKTUKH, YTBEPKIACHHBIX
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Pemennem CoBeta EBpasmiickoli SKOHOMHYECKOW KOMHMCCHU OT 3 HOSIOpS

2016 roma Ne 77.

JIJist opraHu3aiiu MHCIEKIIUH 3asBUTEJIEM JOJDKHO OBITh 00eCredeHo
MPEJICTABICHUE CIEAYIONUX JOKYMEHTOB Ha PYCCKOM SI3bIKE W (WJIM), MPU
HaJIMYUKM COOTBETCTBYIOIIMX TPEOOBAHUI B 3aKOHOJATEIbCTBE FOCY1apCTBA-
4JIeHa, Ha TOCYJAapCTBEHHOM $I3bIKE IOCYAAapCTBa-ujeHa (WIH B MEPEBOJIE Ha
COOTBETCTBYIOIINE SI3BIKH ):

a) Il OpraHU3aAlUU-TIPOU3BOAUTENS (PE3UIEHTA), PACIIOIOKEHHON Ha
TEPPUTOPUU TOCyAapCTBa-UIICHA:

3asIBJICHUE;

KOIusl Jocke (Mactep-(daiisia) Nporu3BOACTBEHHOM IUIOMIAIKU COTJIACHO
yactu [II npaBui Hagnexamen npoOu3BOACTBEHHON MPAKTUKU, COAEPHKAILETO
KOIWIO JIMUEH3MM HA OCYIIECTBICHUE JEATEIBHOCTH II0 IMPOU3BOJCTBY
JIEKapCTBEHHBIX CPEACTB (MPU HATTUYUH);

NepEeUYCHb JICKAPCTBEHHBIX CPEJCTB, MPOU3BOJUMBIX (ILUITAHUPYEMBIX K
IPOU3BOJACTBY) Ha IMPOU3BOJCTBEHHOM YyuacTke (mpuiioxkenue Ne 3 K
HactosamuMm [IpaBuiiam);

0) IJ1s OpraHu3aIuu-TIPOU3BOAUTENS (HEPE3UICHTA):

3asIBJICHUE;

Komus Jochke (Mactep-(aiisia) Mporu3BOACTBEHHOM IIOMIAIKU COTIACHO
yactu III mpaBui Hagmexamen nporu3BOACTBEHHOMN MPAKTUKMY;

3aBEpEHHAasT B YCTAHOBJIEHHOM MOpPSAKE, KOMHUS JACHCTBYIOLIErO
paspemieHuss (JIMLEH3WM) HAa MPOMU3BOACTBO JIEKAPCTBEHHBIX CPEICTB
BBIJJAHHOTO YIOJHOMOYEHHBIM OPTraHOM CTpaHbl, B KOTOPOH pacroyioxkeHa
IPOU3BOICTBEHHAS TUIOMIA/IKA;

3aBEpEeHHasi B YCTAHOBJIICHHOM MOPSAKE KOMHUS JOKYMEHTA, BbIJIAHHOTO
YIOJIHOMOYEHHBIM OPraHoM (YIOJHOMOYEHHOM OpraHu3alueil) CTpaHbl

INpOMU3BOACTBA JICKAPCTBCHHBLIX CpPCACTB, O COOTBCTCTBHMHM IIPOM3BOACTBA
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(TpOU3BOJICTBEHHOM  IUIOMIAJKK) TPEOOBAaHUSIM TPaBWI  HaJJIexalien

IPOU3BOJCTBEHHON MPAKTUKU, MIPUMEHSIEMBIX B CTpaHe MPOU3BOACTBA (IIpU
HaJINYUN);

NEpEUYCHb JICKAPCTBEHHBIX CPEJCTB, MPOU3BOJUMBIX (ILUITAHUPYEMBIX K
IIPOU3BOCTBY) HA MPOU3BOJICTBEHHO! IIOMIAJIKE.

B mpoBeaeHMM HMHCHEKUIMH MOXKET OBITh OTKA3aHO B CJEAYIOIIHMX
clIyJasix:

HEMOJIHOTHI W (MJIM) HEAOCTOBEPHOCTH CBEIICHUM, COJEp)KAIIUXCS B
3asBJICHUM U (WJIM) TIPEJCTABICHHBIX IO 3alpoCy YHOJHOMOUYEHHOTO OpraHa
(opraHuzanuu) 10KyMeHTax;

IpU HE BBINOJHEHUU 3asBUTENIEM OOS3aHHOCTEH IO OOECIECUEHUIO
YCIIOBHM TPOBEJICHUS WHCIIEKTUPOBAHUS, KOTOPOE JAEJIaeT HEBO3MOKHBIM
IIPOBEACHUE NPOLEAYPbl HHCIEKIINH;

HEyIUIaTbl B YCTAHOBJEHHBI CpPOK pacxoJ0B Ha MPOBEJICHUE
WHCTICKIINH (€CJIH PUMEHUMO).

9. Uncnekuust TOpoBOAUTCA  (papMalEBTUUYECKUM  HHCIEKTOPATOM
rocyJapcTBa-ujieHa, Ha TEPPUTOPUHA KOTOPOrO0 HAaXOAMUTCS MHCIEKTHUpYyeMas
IIPOU3BOCTBEHHAS IUIOIA/IKA.

B cnyudae mHCHeKIIMM IPOU3BOACTBEHHOMN MIIONIAAKU, HAXOIALIEHCs 32
npeaenamu Coro3a, 3asBHUTENb BIpaBe 0OpaTUTbCS B (hapMalleBTUUECKUN
MHCIIEKTOpPAT OJIHOTO U3 TOCYJapCTB-WICHOB C 3asBJICHUEM Ha MPOBEICHUE
VHCIIEKI1Y.

B ciyyae qokymeHTanbHO O0(OPMIIEHHOIO OTKa3a (papMaleBTHUYECKOro
WHCIIEKTOpaTa B TMPOBEJCHUU WHCHEKINH, 3asBUTEIb MMEET IMPaBo
OOpaTUThCA B OJIHO M3 TOCYJApCTB-UJICHOB C 3asBJICHUEM O MPOBEACHUU
WHCIIEKI[MU Ha COOTBETCTBUE TPEOOBAHUSAM HaJJIeXkKaIIel TPOU3BOJCTBEHHOM

MIPAKTHUKH.
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WNHcnekuys, THULIMMPOBAHHAS B PAMKAX PETUCTPALIMOHHBIX MPOLERYD,
OpOBOAUTCS  (papMalEBTUUYECKUM  HMHCIIEKTOPATOM  TOCYAapCTBa-4JIEHa,
OTIPEAENIEHHOTO B COOTBETCTBUU C [IpaBuiamMu perucTpanuu M 3KCIEPTU3bI
JIEKapCTBEHHBIX CPEJICTB JJIsi MEIULIMHCKOTrO NIPUMEHEHUS, YTBEPKICHHBIMU
Pemennem CoBera EBpa3zuiickoll 3KOHOMHYECKON KOMHCCHUHM OT 3 HOsIOps
2016 r. Ne 78.

10.ITpormemypa MHCIIEKIIMH BKIIIOYACT B C€0s CIIEIYIOMINE dTAIIBI:

a) MpUEM U SKCIEPTH3a NMPEACTABICHHBIX JOKYMEHTOB;

0)corinacoBaHue€ €  HHCIEKTUPYEMbIM  CYOBEKTOM  CpPOKOB
WHCIIEKTUPOBAHUS;

B) GOpMHUPOBAHKNE NHCTIEKLIMOHHOM TPYIIIIbI;

I) COCTAaBJICHUE U  HANpaBJICHUE HWHCIEKTUPYEMOMY  CYOBEKTY
IpOrpaMMbl HHCIIEKTUPOBAHMS;

1) MTHCTIEKTUPOBaHUE BKJItOYasi 0TOOp 00pa3ioB (Ipu HEOOXOIUMOCTH)
U TMPOBEJEHUE JIA0OPATOPHBIX MCHOBITAHUM OTOOpaHHBIX MpPoO (00pa3loB)
MaTepHuaioB WK MPOAYKIIUY;

€) cocTaBieHHe  oTdera O  (apMaleBTHUYECKOM  WHCIEKIUU
MIPOMU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB (J1aJee — OTUET);

k) OlleHKa (Ipu HEOOXOAMMOCTH) IIJlJaHA KOPPEKTUPYIOIIMX U
OpeAyNpexRAAONMX MEpPONPUSATUH, OTYeTa O €ro BBINOJHEHUU U
CBUJIETEIBCTB YCTPAHEHUS BBISIBIIEHHBIX HECOOTBETCTBUM;

3) NpUHATHE PEIICHUs O BbIJaue WM 00 OTKa3e B Bblaue cepTudukara
COOTBETCTBUSI ~ MPOM3BOAMUTENs  TpeOOBaHUSAM  MpaBUJ  HaJUIeKalleH
IIPOM3BOJCTBEHHON TNIPAaKTUKKW EBPa3suMCcKOro 3KOHOMHYECKOTIO COHO3a
(manee — ceptudukar);

W)Bbl1aua cepTudukara.
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CpOKI/I MMPOBCACHHUA OTHCIIBHBIX 3TAIIOB MHCIICKIHUH YCTAHABJIWBAIOTCA

B COOTBETCTBMU C 3aKOHOAATEIbCTBOM TOCYJapCTB-WICHOB C Yy4Ye€TOM
HacTosamux [IpaBu.

11.ucnekuuonnas  rpynna  (GopMUpYeTCsl  Ha  OCHOBaHUM
COOTBETCTBYIOIIETO PACHOPSDKEHUS] PYKOBOAMTENS  (hapMaleBTHUECKOrO
MHCIIEKTOpAaTa B COOTBETCTBHU C MPOLEAYPaMH, YCTAHOBICHHBIMU CUCTEMOM
KauecTBa papmarieBTUYECKOro MHCIIEKTOpaTa.

[Ipu BKJIIOYEHUH B COCTaB WHCIEKIIMOHHOW TPYMIbI MPUBJICKAEMBIX
DKCIIEPTOB M CTaXEpPOB, HX CTATyC OTMEYAETCs B pACIOPSHKEHUH O
(GbopMUPOBAHUY MHCIEKIIMOHHOW TPYIIIIHI.

YHCIIEHHOCTh WHCIEKIMOHHON TPYIIbl COCTABISIET HE MEHEE IBYX
dbapmareBTHUeCKUX HHCIIEKTOPOB.

TpeGoBanust K  ypoBHIO  KBau(ukauuu  (papMareBTUYECKUX
UHCIIEKTOPOB M TPHUBJICUYCHHBIX JKCHEPTOB JOJKHBI COOTBETCTBOBATH
TpeOOBaHUAM, YCTAaHOBICHHBIM O01UMH TpeOOBaHUSMH K CUCTEME KayecTBa
(dapMaleBTUUECKUX HMHCIEKTOPAaTOB TrOCyAapcTB-ujieHOB EBpasuiickoro
PKOHOMHUYECKOI'O CO03a, yTBepKAeHHbIMU Pemennem Cosera Komuccun ot
3 HOos10pst 2016 1. Ne 82.

12.Benymuii MTHCIEKTOP W 4JI€Hbl MHCHEKUHMOHHOW TPYIIbl 00sS3aHBbI
OpEeABapUTEIIbHO  M3Y4YUTh  JOKYMEHTBl, B  TOM  4YHUCJE  JIOChE
POU3BOACTBEHHON IUIOIIAJKK, W JIPYTyl0 JOCTYIHYI HH(POpPMALHIO,
OTHOCAILLYIOCS K ILEJSIM HWHCIEKTUPOBAHUS, HAIPUMEp, CBEACHUS O
MpeTeH3usX, AedeKTax KauecTBa U OT3hIBAX MPOAYKIIMHU (TIPH UX HATTUYIHH).

Benymmuii  uHCnektop  oOecrieuumBaeT  pa3pabOTKy  MPOrpaMMmbl
WHCIIEKTUPOBaHUSI MO (OpME COINIacHO MpuiiokeHUuto Ne 1 U MOATOTOBKY
KOHTPOJIBHBIX JIUCTOB MO (hopme cornacHo npuiioxeHuto Ne 4, 1ubo MHBIX
dopMm paboumx 3ammcei, TPEAYCMOTPEHHBIX CHCTEMOW  KadecTBa

dapmarieBTHUECKOTO0  HWHCHEKTOparta.  [IlporpamMma  WHCIEKTUPOBAHUS
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HaIpaBJIsieTCs UHCIIEKTUPYEMOMY CYOBEKTY He Mo3nHee, yeM 3a 10 pabounx
JHEW JT0 JHS Hayaja MHCIIEKTUPOBAHUS.

Benymuii uHCmiekTop pacnpenensieT (YHKIMA B HWHCIICKIIMOHHOM
IpyIIe U KOOPJWHUPYET IMOJTOTOBUTEIBHBIC MEPONPUSITHUS, CBS3aHHBIEC C
WHCIIEKTUPOBAHUEM.

13.B Havame WHCHNEKTHPOBAHHWS  MPOBOAUTCS  BCTYMHTEIBHOE
COBEIIAHUE C MPEICTABUTENIIMH WHCIEKTUPYEMOro CyObeKTa, Ha KOTOPOM
BEIyLIMA MHCIEKTOp MPEACTABISECT YJIECHOB WHCIEKIWOHHOW TIpPYyMIIbI,
3HAKOMUTCSI C PYKOBOJICTBOM U OTBETCTBEHHBIMU JIMI[AMU UHCIIEKTUPYEMOTO
cyObeKTa, orjamaer Lejdd U 00JIACTh WHCIEKIUU, YTOUHSIET MHPOrpaMmy
WHCIICKTUPOBaHUs U rpaduKk €€ TMpOoBEACHUsA, JelIaeT 3asBJICHUE O
KOH(PUACHIIMATBHOCTA U OTBEUYAET HA BOMIPOCH HHCIIEKTHUPYEMOU CTOPOHBI.

WNHucniekTupyeMblii  CyOBEKT OIpeAeNseT JIMIOo, OTBETCTBEHHOE 3a
COJICMCTBHE B IPOBEJCHUMN UHCIICKIIUU.

14 ndopmanusi, nojydeHHass MHCHEKIMOHHOW TpyHmol B Xoje
BBITIOJTHEHUSI TIPOTPAMMBI MHCIEKTUPOBAHUS, BHOCHUTCSI B KOHTPOJIbHBIC
JUCTBI OO B MHBIE (POPMBI pabOUNX 3amucei.

15.B nmoroBope (cornamieHuu), 3aKiaodaeMoM (apMareBTUUYEeCKUM
HWHCIIEKTOPATOM U MHCIIEKTUPYEMBIM CyOBEKTOM Ha MPOBEJACHUE MHCIICKIIUU
JOJKHBI OBITH OTPaKEHBI, B TOM YHUCJIE, CICAYIOIIUE ITpaBa MHCIIEKTOpa:

MoJyyaTh JOCTYI (BXOJWTH) B JIFOOOE MOMEIICHUE B COOTBETCTBUU C
IporpaMMOl MHCIIEKTUPOBAHUS U J10Che (MacTep-(haiisl) MpON3BOJCTBEHHON
MJIOIIAIKY;

MoJTyyaTh TaKUE€ JI0KA3aTeNIbCTBA, KaK JIOKyMEHTalus, (poToMaTepraIbl
(BUIEO03aMuUCH) TTIOMEILICHUN 1 000py10BaHNS;

nojydarb JOCTYN K JIF0OOOMy TIpeAMEeTy B pamkax o0JacTu

HHCIICKTUPOBAHUA U U3y4daThb CI'O,
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OpUHUMATh MEpbl WM TpeOOBaTh NPHUHATUS MEp B OTHOIICHUU
IpPEAMETOB (MaTepUANIbHBIX CBUICTEIBCTB), KOTOPBIE MPEANOI0KUTEIHHO
MOTYT CBHUJIETEJILCTBOBATH O HECOOTBETCTBUM TPEOOBAHUSM IPABUI
HaJUIeKalled MPOU3BOACTBEHHOM MPAKTUKH, B TOM YHUCIIE OrpaHUYEHUE
JOCTyNa K 3TUM HpeaAMeTaM U OOECIeUEHUs] MX COXPAHHOCTH B ULEIAX
JalbHENIIEro pa3oupaTesbcTBa B yCTAHOBICHHOM MOPSIKE;

OCYIIECTBIISITh OCMOTpP TMPOBEPSIEMbIX OOBEKTOB, O3HAKOMJIEHHE C
JOKyMEHTaIlMel U 3aluCsMU, ONIPOC OTBETCTBEHHBIX JIHI] MHCIEKTUPYEMOTO
cyObeKTa, HaOII0ICHUE 3a ICSITEILHOCThIO HA Pa00OUYNX MECTaX;

npeKpaniaTh MPOBEJECHWE WHCHEKIMU TMpU MPENsSITCTBOBAHUM B
peanu3aluy yKa3aHHBIX [PaB.

WNHcnekTupyeMblii OOBbEKT TaKKe JODKEH B paMKax 3aKIIOYEHHOTO
JOTOBOpa (CorjamieHus) B3SITh Ha ce0s  o0s3aTenbCTBa OOCSCIICUUTH
BO3MOJKHOCTb BBIINIOJIHEHUS JACUCTBUM, NPEAYCMOTPEHHBIX MPOrpamMMOun
WUHCIIEKTUPOBAHUSI.

16.B cnyuyae BBISBICHHUS pHUCKA JKU3HU U 3JI0POBBI0 HACEIEHUs
(BKJIIOYash TOTEHLMAJIbHBIE KPUTHYECKUE HECOOTBETCTBHS) BEAYLIMid
WHCIIEKTOP HE3aMEJIUTEIBHO uH(pOPMHpYET PYKOBOJUTES
(dapmaneBTHUECKOro uHcrekTopara (1o tenedoHy, 3JeKTPOHHON NoYTe WUin
C HWCIOJb30BAHMEM HHBIX CPEICTB CBSI3M B TeueHUE 24 4acoB C MOMEHTa
BBISIBJICHUSI HECOOTBETCTBUSI) M, NPU HEOOXOAMMOCTH, MNPEAIPUHUMAET
NEHCTBUS, TPEAYCMOTPEHHbIE CHCTEMOM KadecTBa (papMaleBTUYECKOTO
MHCIIEKTOpAaTa roCyAapCcTBa-ujieHa B COOTBETCTBUHU C IIYHKTOM 26 HACTOSIILIUX
[Ipasui.

17.B  caydae  HEoOXOAMMOCTH, B  XOJA€  HWHCIEKTUPOBAHUS
ocylecTBisieTcss oroop mnpoO (oOpas3ioB) MarepuasioB WA MPOAYKIIHH,
KOTOpbIE HAMpaBISAIOTCA HMHCIEKTHUPYEMBIM CYOBEKTOM JJisi UCIBITAHUNA B

UCIIBITATENIBHYIO  J1a0OpaTOpwio, OMPENETIEHHYI0O B  COOTBETCTBHH  C
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3dKOHOAATCIbCTBOM  TIOCyAapCTBa-4JICHA, HWMCIOIIYIHO KOMIICTCHIIMHK B

COOTBETCTBUU C 3aKOHOJATEIbCTBOM rocynapcTs-uieHoB. [lpu stom
CTOMMOCTh 00Pa3110B KOMIIEHCAIIUU HE TIOIJICHKUT.

Pacxonpl, cBs3aHHBIE C TIEPEBO3KOW, COBEPIICHHUEM TaMOKEHHBIX
omepanuii W TMPOBEJACHUEM TaMOXEHHOTO KOHTPOJII B OTHOIIECHUU TIPOO
(oOpa3ioB) MarepuaJioB WIM  NPOAYKIHUHM, TMEPEMEHIAEMbIX  Yepes
TaMOxkeHHyt0 Tpanuily Coro3a, a Takke IPOBEJACHHEM HCIBITAHUM MPOO
(oOpa3moB) HeceT HHCIEKTUPYEMbI CyObeKT. BB0O3 Ha TaMOXEHHYIO
TEPPUTOPUIO COrO3a OTOOpaHHBIX MpoO (00pa3lioB) MaTepUaIoB U
MPOMYKIIMK  OCYIIECTBISIETCS. B COOTBETCTBHHM C  MEKIYHAPOIHBIMU
noroBopamMu W aktamu mnpaBa (Coro3a, pPETryIHPYIOMUAMH TaMOKCHHBIC
MIPaBOOTHOIIEHHUS U 3aKOHOAATEIHCTBOM TOCYIAPCTB-WICHOB O TAMOKEHHOM
peryaupoBaHuu.

18.Benymuii WHCIIEKTOP 10 3aBEpIICHUN KaXXJI0TO JTHS
WHCIIGKTUPOBAHUS TPOBOAWT COBEIIAHUSA C UIEHAMH WHCIEKIIMOHHOU
TpyNIbl sl 0OCYXACHUS TMpeaBapUTEIbHBIX HAOIIOJACHUH, KOTOpPBIC MpHU
HEOOXOAMMOCTH  OOCYXHAIOTCA TaKXe€ C OTBETCTBEHHBIMH JIMIIAMHU
WHCIIEKTUPYEMOT0 CyObekTa. B ciiydae BO3HUKHOBEHUSI Pa3HOTIACUN YICHBI
WHCITEKITMOHHOW TPYIIITBI JTODKHBI OTBETUTH HA BOMPOCHI IMPEICTABUTEIICH
MHCIIEKTUPYEMOI'O CYObEKTa.

[IpencraBiaeHHass  OTBETCTBEHHBIMH  JIMIIAMH  WHCIIEKTHPYEMOTO
cyObekTa uHpoOpMaIusg 00 YyCTpaHEHWH BBISBICHHBIX HECOOTBETCTBUM
MIPUHUMAETCS UHCIIEKIMOHHOW IPYNIION K CBEACHUIO.

Ha 3akarounTeIbHOM COBEIIAaHMM C  OTBETCTBEHHBIMU  JIMIIAMU
WHCIIEKTUPYEMOT0 CyObeKTa oOrjamaercs MpeABaAPUTEIbHBIE HWTOTH 10
pe3ynbTaTaM ~ HMHCICKTHPOBAHUA  C  OOCYXJCHHEM  BBISBICHHBIX

HECOOTBETCTBUU pInIb: | HOCHGI[YIOHleﬁ IHOAIrOTOBKH HHCIICKTUPYCMbIM
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CyOBEKTOM IIJIJaHA KOPPEKTUPYIOIIMX M MPEayNpekIalomuX ACHCTBUN, B

cilydyae HEOOXOUMOCTH.

V. ITopsinok oT4e€THOCTH

19.Beayumii nHCIIEKTOP 00ECMEYNBAET COCTABIIEHUE OTYETa MO (hopMme
COTJIACHO MPUJIOKEHUI0 Ne 5.

Ecnu B xo/1e MHCTIEKTHPOBAHUS HE ObLIO BBISBIIEHO HECOOTBETCTBUH, B
rpagax 1 — 4 Tabmuusl pazmena 7 uvactu |l oTuera ykaswpiBaeTcs «HE
npuMeHUMO». Eciu ObLTM BBIABJICHBI TOJBKO MPOYHE HECOOTBETCTBHUS, B
rpadax 3 u 4 Tabnuuel pazaena 7 4dactu Il ordera ykasbiBaeTcs «Ipu
CIEIYIOLIEN UHCIICKIIUN.

Ecnm B X011¢ MHCTIEKTUPOBAHUS OBLITN BBISIBICHBI KPUTHYCCKHE U (WITH)
CYLIECTBEHHbIE HECOOTBETCTBUS, COCTABIISIETCSL:

gacTh | oryeta B 2-X DJK3eMIULIpaxX W TMOAMHUCHIBACTCS BEIyIIUM
WHCIIEKTOPOM W WICHAMH WHCIEKIIMOHHOW TPyNmbl B CPOK HE TMO37HEE
30 kasieHJapHBIX JHEH CO JTHA 3aBEPIICHUS! HHCIIEKTUPOBAHMUS;

gacth [l oryeTta B 2 »dK3eMIUIIpax H TOAMHUCHIBACTCS BEAYIIUM
WHCIIEKTOPOM W WICHAMH WHCIEKIIMOHHOW TPYyNmbl B CPOK HE TO3]IHEE
30 KanmeHmApHBIX [JHEM CO JHSA MPEIOCTABICHUS WHCIEKTUPYEMbIM
CyOBEKTOM IUJIaHa KOPPEKTUPYIOMUX W TPEAYNPEKTAIONINX NCUCTBUN U
oT4eTa O €ro BBHIMIOJHEHUHU (Jajiee — OTBET) W JOKYMEHTAJIbHBIX
CBUJICTEILCTB YCTPAHEHHS BCEX HECOOTBETCTBUN B COOTBETCTBUU C ITyHKTOM
22 nacrosiux [IpaBwui.

B cnydae or6opa mpo6 (0Opa3moB) MaTepruaioB WM MPOIYKIIUU CPOK
COCTABJICHHSI OTYETAa WCUHUCIACTCS CO JHS TOJIYYEHHUS BEIyIIUM
WHCITEKTOPOM PE3yJIbTATOB MX HCITBITAHUH.

OpuH 3K3eMIuIsip otuerta, yactu | wim vactu |l oruera HanpaBnsercs

WHCIIEKTUPYEMOMY CyOBEKTY (C COMMPOBOIUTEILHBIM MMHUCHMOM) HE TO3/IHEE 5
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KJICHIAPHBIX JHEW CO JIHS €r0 MOAMUCAHUs, BTOPOU IK3EMIUISIP XPAHUTCS B
apxuvBe (apmalrieBTUUECKOro HHCIIEKTOpaTa.

dapmalneBTUYECKUH HHCIEKTOPAT MNPENOCTABISIET KOMUIO OTYETA B
YIIOJJHOMOYEHHBIM OpraH IO MECTY CBOETO PAcCIOJOXKEHHUS MPU HAIUYUU
3ampoca JaHHOTO YIOJIHOMOYEHHOTO OpTraHa.

OTBETCTBEHHOCTh 3@ JIOCTOBEPHOCTh  PE3YyJbTATOB  HWHCIEKIWH,
U3JI0)KEHHBIX B MHCIIEKIIMOHHOM OTUYE€Te, Bo3jaraercs Ha (papMaieBTUYECKUX

WHCIIEKTOPOB.

V. [locnenytomiue neMcTBUS IO pe3ysibTaTaM UHCIIEKTUPOBAHUS

20.Ecniu B XO0/J€ WHCIEKTUPOBAHUS ObLIM BBISBICHBI IPOYME
HECOOTBETCTBUS IPU MPOBEICHUHN CIEAYIOIIEH MHCIEKIUH WHCIEKIIMOHHAS
IpyIIa OCyLECTBIISIET B TOM YHUCIIE:

OLICHKY IIJIAHA KOPPEKTUPYIOIIMUX U MIPEAYITPEKIAFOIINX ICUCTBUM;

OLICHKY OTYETa O €0 BBINOJHECHUH.

21.ITpou3BoacTBO JIEKAPCTBEHHBIX CPEACTB MIPU3HAETCA
COOTBETCTBYIOIIUM TpeOoBanusM [lpaBuil Hajjexaieid mpou3BOJACTBEHHOM
IIPAKTUKH B OJTHOM M3 CIEAYIOIINX CIy4acB:

OTCYTCTBHE HECOOTBETCTBHM;

OTCYTCTBHE KPUTUYECKUX U CYIIECTBEHHBIX HECOOTBETCTBUN;

YCTPAaHEHHE BCEX KPUTHYECKHX U CYIIECTBEHHBIX HECOOTBETCTBHM IO
pe3yabpTaTam OLIEHKHU OTBETA.

22.I1pon3BoacTBO JIEKAPCTBEHHBIX CpEeACTB MPU3HAETCS
HECOOTBETCTBYIOIIUM TpeOOBaHUAM [TpaBun HaJIeXKaIen
IIPOU3BOJICTBEHHOU IPAKTUKHU B OJHOM U3 CIECIYIOIIMUX CIIyYaeB:

€CIM B OTYETE€ MO pe3yJibTaTaM MHCIEKTUPOBAHUS YCTaHOBJICHBI

KPUTUYCCKUC U (I/IJ'II/I) CYIICCTBCHHBIC HCCOOTBCTCTBUA,
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IIpu HC YCTPAHCHUHN BCCX KPUTHUYCCKUX 151 CYIICCTBCHHLIX

HECOOTBETCTBUI MO pe3ysbTaTaM OLIEHKU OTBETA;

IpU HE NPEIOCTABICHUU OTBETA B CPOK, YCTAHOBJIEHHBIH MyHKTOM 23
HacrosAwwux [Ipasu;

B ClIyya€ MpEMmsITCTBUA B OCYIIECTBICHHH HWHCIIEKTOPOM IIpas,
YCTaHOBJICHHBIX B MyHKTE 15 HacTosiuux [IpaBui;

Opyu HE OO0ECHEeYEeHUU HWHCHEKTUPYEMBIM CYOBEKTOM MPOBEICHUS
MHCIEKLUHU N0 PEHICHUIO YIIOJIHOMOUYEHHOTO OpraHa.

23.B caywae ecnu TpU  TPOBEICHWU HWHCHEKTUPOBAHHUS ObUIH
YCTAaHOBJIEHbl KPUTHUYECKHE W (WJIM) CYIIECTBEHHbIE HECOOTBETCTBUA,
UHCIIEKTUPYEMbI CyOBbeKT He mno3aHee 60 KaneHAapHbIX JHEW CO JHS
nojiydyeHus yactu | oTdera HampaBiseT B (papMaleBTUUYECKUN MHCIIEKTOpAT
OTBET C NPWIOKEHUEM IUIaHA KOPPEKTUPYIOIIUX W MPENyNpeKIArOMINX
JNEUCTBUM, OTYETA O €r0o BBINOJHEHHHM U JAHHBIX, CBUIETEILCTBYIOIIUX 00
YCTPAHEHUH BBISIBJIEHHBIX HECOOTBETCTBHIA.

24 MHcnieKIMOHHAsl rpyMnna OCYIIECTBIISIET OLEHKY COJepKalllelcsl B
oTBeTe HWH(MOpPMALMK U OCYLIECTBIISIET MOArOTOBKY wactu Il oTuera B

nopsijike, ycraHoBieHHOM pasznenoM |V Hacrosimx Ipasui.

VI. I1opsAnok Bbljaun, BHECEHUS U3MEHEHU M, IPUOCTAHOBIICHHUS,
BO300HOBJICHUS U TIPEKpalleHUs JeUCTBUS cepTudurKaTa
25.YIIOIHOMOYEHHBIM ~ OpraH  rocyjaapcrBa-ujieHa oOecreunBaeT
BbIJJayy, BHECEHHUE W3MCHEHUN, MPUOCTAaHOBJIECHUE, BO300HOBIICHHUE,
MpEeKpaIIeHue ACHCTBUS cepTuduKara mo pe3yibraTaM HHCTICKITHH.
[Io 3asiBIEeHMIO, MPEACTABICHHOMY 3asBUTEIEM C MNPUIOKECHUEM
JTOKYMEHTOB (MX KOIHWM), MOATBEPKAAIOMUX HEOOXOIUMOCTh BHECEHUS
U3MEHEHHMM, He TpeOyIoIUX TMPOBEICHUS HWHCHEKIUU (M3MEHEHUE

HaMMCHOBAHHA HNOPpHAUYCCKOTO JIMIAa HIPOU3BOAUTCIIA WJIM HAWMMCHOBAHWA
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NPOU3BOACTBEHHONM  ITUIOMIAAKHA,  OPraHU3AlMOHHO-NPABOBOM  (HOPMBI

IOPUIUYECKOTO JIUIa MPOU3BOJIUTENS; aJpeca MPOU3BOACTBEHHOMN TUIOIIAAKU
0e3 cMeHbl ee (PaKTHUUEeCKOr0 MECTOHAXOXKIEHUs, HUCIPABICHUE OIEYaTOK),
MOTYT OBITh BHECEHBI U3MEHEHHS B CEPTU(PUKAT C COXPAHEHUEM €r0 HOMEPA,
naTel (IIEpUO/a) HWHCIEKTUPOBAaHUS M CPOKOB JIEWCTBHS C BHECEHUEM
aKkTyalbHOW MH(OpMannu B 0a3ax NaHHBIX YIOJIHOMOYEHHBIX OPraHoOB U B
MHTErpUpOBaHHON MH(pOopMannoHHo# cucteme Corosa.

26. B ciyuae npu3HaHMsS TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTB
COOTBETCTBYIOIIUM TPeOOBaHUSIM MPABUII HaJJICKalEld POU3BOACTBEHHON
NPaKTUKH, YIOJIHOMOYEHHBIM OpraH BblIaeT cepTudukar mno Gopme
corinacHo TmpuwioxkeHnto Ne 6 (Ha OJlaHKE YIOJIHOMOYEHHOTO OpraHa
rocynapcTBa-ujeHa) He nozaHee 10 pabouymx nHeH cO JHS HPUHATHUS
pelieHus O Bbljaue cepTU(UKaTa B COOTBETCTBUM C 3aKOHOJATEIbCTBOM
rocyJapcTBa-ujieHa.

CepTudukar oTpaxkaeT CTaTyC NPOU3BOJCTBEHHOM IUIOMIAJKK Ha
MOMEHT TMpoBeAeHUs (ApMaLIEBTUYECKOM HWHCIEKIUMU U  ABISIETCS
JOKYMEHTOM, CBHJETEIbCTBYIOIIEM O craryce cooTBeTcTBUs. Cpok
neicTBus cepTudukaTa cocTaBisieT (He MOXKET MPEeBbIIIaTh) 3 roja co JHS
3aBeplleHUs] nHCTIeKTHpoBaHusA. Cpok AeicTBUs cepTUuduUKaTa MOXKET ObITh
COKpAIlLIeH MPU UCTOIB30BAaHUU COOTBETCTBYIOUIUX MPUHIIUIIOB YIIPABICHUS
pUCKaMH B COOTBETCTBUM C CHUCTEMOW KauyecTBa (hapMaleBTUUYECKOTO
MHCIIEKTOpaTa, IpU HAJIUYMKM COOTBETCTBYIOIIEW 3amucu 00 3TOM B
cepTudukare.

27.0cHOBaHMSIMU U1 OTKaza B BblAaue cepTuduUKaTa SBISIETCS
NpPU3HAHWE MPOU3BOACTBA JIEKAPCTBEHHBIX CPEJCTB HECOOTBETCTBYIOUIUM
TpeboBanusM [IpaBun Hajexaiei Mponu3BOICTBEHHON MPAKTUKHU.

B cnydae orkaza B Bbljauye cepTudUKaTa YHNOJIHOMOUYEHHBIM Opras

YBCAOMIEACT CY6’beKTa B IIOPAAKC, YCTAHOBJICHHOM 3aKOHOAATCIbCTBOM
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rocyJlapcTBa-ujiecHa U B Cpok He mno3gHee 10 pabouumx gHEH OT AaTh

MIPUHATHS PEIICHUs 00 OTKa3e B Bbljlaue cepTudukara.

28.B ciyuyae BBISBICHHA TIPU TMPOBEICHUM HHCIEKTUPOBAHUS
KPUTUYECKUX  HECOOTBETCTBUN  TpeOoBaHusMm IlpaBun  Hamexaient
MPOU3BOJICTBEHHOU MPAKTUKHU (hapMalleBTUUECKUN MHCIIEKTOPAT HAIpaBIseT
YIIOJJHOMOYEHHOMY OpPraHy MHCbMEHHOE YBEAOMJICHHE O BbISIBICHHBIX
HECOOTBETCTBUSAX. YIOJHOMOYEHHBI OpraH MOXET MPUHATh PEIICHUE O
MPUOCTAHOBIICHUM WM IMPEKPAIICHUU JEHUCTBUS pPAaHEE BBLAAHHOIO
ceptudukara, 0 4eM He MO3JIHee S5 pabouyux JHEH cOo JHS 3aBEpPIICHUS
WHCIIEKTUPOBAHUS  MHUCBMEHHO  YBEAOMIISIET  HPOUHCIIEKTUPOBAHHOTO
CyObeKTa, a TaKKe YIMOJHOMOUYEHHBIE OpPraHbl APYrUX TOCyJapCTB-UJICHOB U
EBpa3niiCKy0 SJKOHOMHUYECKYK) KOMUCCHIO.

Pemenve o BO300HOBICEHMM JCHCTBUS paHEE MPHUOCTAHOBICHHOTO
cepTudUKaTa NPUHUMACTCS:

a)TI0  UTOraM  pPacCMOTPEHHUs  IUJIaHa  KOPPEKTUPYIOIIUX U
MPEIYNPEKAAOMMNX JIEUCTBUM, OTYETA O €r0 BBHIMOJIHEHUH U CBUICTEIIbCTB
YCTPAHEHUs BBISBJICHHBIX HECOOTBETCTBUU B MOPSAKE, MPEIYCMOTPEHHOM
nmyHKTOM 21 Hactosmux [IpaBui;

O)npu  MOJYyYEHUH OT  APYroro  YNOJIHOMOYEHHOIO  OpraHa
(opranuzanuu) rocyjapcrpa-uieHa UHGOPMALMKM 10 UTOraM PacCMOTPEHUs
IJJaHA KOPPEKTUPYIOLIMX M MPEAYNPEKAAONIUX JIEUCTBUH, OTYETA O €ro
BBINOJIHEHUH U CBUETEIIbCTB YCTPAHEHHUS BBISIBJICHHBIX HECOOTBETCTBUM.

YNOJHOMOYEHHBIA OpraH MNPUHHAMAET pPEIICHUWE O MPEKpalCHUN
NEWCTBUS  paHee  BBIJIAHHOTO  ceprudukata B clydae  OTKaza
WHCIIEKTUPYEMOT0 CyOBEeKTa OT MPOXOXKICHHUS WHCIECKIUH 0 TPeOOBaHUIO
YIOJTHOMOYEHHOTO OpraHa, a TakKe B CIydae OTKa3a B BblJade cepTudukara
YIIOJTHOMOYEHHBIM OpTraHoOM 158105 YIIOJTHOMOYE€HHBIM OpPTraHOM

(opraHu3zalyei) ”HOro rocy/IapcTBa-yjaeHa.
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29.B cnydae ecnu MHCIIEKTUPYEMBINH CYOBEKT 00XKalTyeT pe3yabTaThbl

WHCIIEKIIMY, PAcCMOTpPEHUE Kalod ¢apMaleBTHUYECKHM HWHCIEKTOPATOM
OCYIIECTBIIICTCS B TIOPSAIKE U CPOKH, YCTAHOBJICHHBIE CHCTEMOW KadecTBa
dbapmareBTHIeCcKoro HHCIEKTopaTa.

ITogaua ano6 (anmemisuuid) Ha penieHus (GapMaleBTUUYECKOTO
WHCIIEKTOpaTa OCYIIIECTBIISETCS B TOPSIJIKE, YCTaHOBJICHHOM
3aKOHOJATEILCTBOM TOCY/IaPCTB-UJICHOB.

30.CBenenusi 0 BbIIAHHBIX cepTUPUKATAX U cepTUUKATAX, JCHCTBUE
KOTOPBIX MPUOCTAHOBJICHO, BO3OOHOBIICEHO WJIM MPEKPAIIEHO, CBEIEHUs 00
U3MCHEHUSAX B  cepTU(UKATaX pa3MemamTcs B 0a3ax  JaHHBIX
YIOJHOMOYCHHBIX OPTaHOB W B HWHTETPUPOBAHHOW HMH(POPMAITMOHHON

cucteme Coro3sa.




IIPOI'PAMMA

[Tpunoxenue Neo 1

K [IpaBuiiam nposeneHus
(hapMalleBTUUECKUX UHCTICKIIHMA

HHCIIEKTHPOBAHNS NMPOU3BO/ICTBA
JIEKAPCTBEHHBIX CPEICTB

(bopma)

(HaMeHOBaHHE MPEATPUSITUS U HHCIEKTHPYEMOH MPOU3BOACTBEHHON IIIONIAKH, CTaJUU IIPOU3BOJICTBA, KOHTPOJIS KauecTBa,

JIeKapCTBEHHOH (OPMBI)

Ha COOTBETCTBUE TpeOoBaHusiM [IpaBui Hajexaned MTpPOU3BOJACTBEHHOU

MPAaKTUKUA EBPa3zuicKOro 3KOHOMUYECKOTO COKO3a

1. OcHoBaHue J19 NPOBEACHUS UHCIICKIINT

2. llenn nHCHIEKIIUM

3. O0yacTh UHCIIEKIINU

4. Jlata u MECTO MHCIIEKTUPOBAHUS

5. CocTaB MHCIEKIIMOHHOM TPYIIIbI

6. OOBEKTHI WHCIIEKTUPOBAHUS (pazgesnbl

MPOU3BOJICTBEHHOM MPAKTUKH)

[TpaBun

HaJIeXKaIen

YacTts |. OcHOBHBIE TpeOOBaHUS

1. ®apmaneBTHUECKAsI CHCTEMA Ka4eCTBa

PykoBoACTBO MO KayeCTBY

OTBETCTBEHHOCTh U 00SI3aHHOCTH PYKOBOJICTBA

AHaJIN3 CO CTOPOHBI pYKOBOJICTBA

Cuctema pabOThI ¢ TOCTABIIUKAMHU U MOJAPSTINKAMEU

Cucrema ynpaBieHUs] U3MEHEHUSIMU

Cucrema YHpaBJICHUA OTKIOHCHHUAMHU U HCCOOTBCTCTBUAMUA

CucTteMa KOPPEKTUPYIOIINX U MPEAYNPEKIAIONIUX TICUCTBUN

Cucrema BbIITyCKa MPOAYKIIMH B OOpallieHne

O Oy 4 O] O 4y 4} o




O0630pbI KauecTBa MPOYKIUU

[

Cucrema YHpaBJIICHUA PUCKAMH JJIA Ka4CCTBa

[

2. Ilepconan

OpranuzaiimoHHasi CTpyKTypa

KnroueBoit nepconain

Cucrema o0yueHus

['mruena IICpCoOHaJIa

KoncynbTaHThI

O O 4y O o

3. [Nomemienust u 060pyI0BaHHE

[IpoekT u kBanmupuKaus NOMEIIEHUH, 000pyI0BaHUS U
WHKXEHEPHBIX CUCTEM

L]

MOHUTOPUHT, OUHCTKA U OOCITYKUBAHHE

L]

CKJI&I[CKI/IC, IMPOU3BOACTBCHHBLIC 1 BCIIOMOI'aTCIIbHBIC 30HbI

L]

30HBI KOHTPOJII Ka4CCTBA

]

4. JlJokyMeHTalus

YHpaBJ'ICHI/IC ,Z[OKYMCHT&HHeﬁ H 3aIIiCiIMH

]

XpaHCHI/IC JOKYMCHTOB

]

[Ipouenyps! u 3anucu

[

5. ITpon3BoACTBO

[IpenoTBpalieHre nepekpecTHO KOHTAMUHAIIUN

Banupanus rpoueccoB U Npoueayp O4YMCTKA

I/ICXOI[HBIG N YIIAKOBOYHBIC MAaTCPHUAJIbI

TexXHOMOrM4YeCKui MpOLECC U KOHTPOJIb B TPOLECCE TPOU3BOACTBA

VmakoBka

HpOI/I3BOI[CTBeHHa${ JOKYMCHTAaIMA U 3alIUCH

['oTOBas NpOAYyKUHMS: XPAHEHHUE U peaTu3alus

OO6parieHue ¢ HeCOOTBETCTBYIONICH MTPOAYKITUEH

O O 4 O 4 4y 4 o

6. Koutponb kauecTBa

CucremMa KOHTpOJIS KauyecTBa

[




I[OKYMCHT&LII/IH I10 KOHTPOJIIO Ka4CCTBa

OT60p npo6

[Tocyna, peakTuBbI, CTaHIAPTHBIC 00PA3IIHI

[IpoBenenne ucnbITaHUN

[Ipouenypa npu nonyueruu pesyiabratoB OOS / OOT

KonTponbHbIe 1 apXUBHBIE 00PA3IIbI

[Iporpamma TeKyIIero HCObITAHUSI CTAOUIBLHOCTH

Bamunanus u Tpancdep METOIMK UCTIBITAHUN

7. JlesTenbHOCTD, TIepeaBaecMast ISl BBIMIOTHCHUS JPYTOMY JIHILY
(ayTcopcuHr)

O Oy o) O 4y 4y O gy o

8. [Iperen3uu, nedeKThl KauecTBa U OT3bIBBI MPOIYKITUU

]

9. CaMOHUHCIIEKIINA

]

Yacts |l. OcHOBHBIE TpEOOBaHMS K aKTUBHBIM (papMarieBTUUECKUM
cyOCTaHUUAM, UCTIONIb3YEMBIM B KAYECTBE UCXOHBIX MAaTEPUAJIOB

L]

UYacts I1l. lokymeHnTsl, cBsizannble ¢ [IpaBunamu Haamexaniei
ITPOU3BOJACTBEHHOU MPAKTUKU

[Tpunoxenue Ne 1 TpeGoBaHus K MPOU3BOJICTBY CTEPUIIbHBIX
JIEKapCTBEHHBIX CPEJICTB

[Tpunoxenue Ne 2 TpeboBaHUA K MPOU3BOJCTBY OMOJOTMYECKHUX
(B TOM yHuCiie HUMMYHOOMOJOTUYECKHX ) AKTUBHBIX
(dapmaneBTUYECKUX CyOCTaHLIMNA U JIEKaPCTBEHHBIX MPENapaToB
JUTSL MEAULIMHCKOTO TPUMEHEHUS

[Tpunoxenue Ne 3 TpeOoBaHUs K IPOU3BOICTBY
panrodapMaleBTUYECKUX JIEKAPCTBEHHBIX CPE/ICTB

[Tpunoxenue Ne 4 TpeGoBaHUs K MPOU3BOJICTBY BETEPUHAPHBIX
JIEKapCTBEHHBIX CPEACTB (KPOME UMMYHOOHUOJIOTMYECKUX
BETEPUHAPHBIX JICKAPCTBEHHBIX CPEJICTB)

[Tpunoxenue Ne 5 TpeboBaHus K MPOU3BOJCTBY
UMMYHOOHOJIOTUYECKUX BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB

[Tpunoxenue Ne 6 TpeGoBaHUs K MPOU3BOJCTBY MEAUIIUHCKHUX
ra3oB

[Tpunoxenue Ne 7 TpeGoBaHUS K MPOU3BOJICTBY JICKAPCTBEHHBIX
PaCTUTENBHBIX ITPENApaTOB

[Tpunoxenue Ne 8§ TpeGoBanus k 0TOOpPY MPOO UCXOTHBIX U




YIAKOBOYHBIX MaTE€pUajIOB
[Tpunoxenue Ne 9 TpeGoBaHuUs K MPOU3BOJCTBY KUJIKUX U MATKHX ]
JIEKapCTBEHHBIX (popM
[Tpunoxenue Ne 10 TpeboBaHus K MPOU3BOACTBY JO3UPOBAHHBIX ]
a’p030JIbHBIX JIEKAPCTBEHHBIX MTPENAPATOB MO/ 1aBICHUEM IS
VHT AN
[Tpunoxenue Ne 11 TpeboBaHUs K KOMIIBIOTEPU3UPOBAHHBIM ]
CUCTEMAM
[Tpunoxenue Ne 12 TpeboBaHus K UKCIIONB30BAHUIO ]
MOHU3HUPYIOIIETO U3IYYEHHUS B TPOU3BOJICTBE JICKAPCTBEHHBIX
penapaToB
[Tpunoxxenue Ne 13 TpeOGoBaHus K JIEKapCTBEHHBIM IIpenapaTam ]
JUTSL KITMHUYECKUX MCCIIEJOBAaHUI
[Tpunoxenue Ne 14 TpeboBaHus K TPOU3BOACTBY JIEKAPCTBEHHBIX ]
IpenaparoB, NOJy4aeMbIX U3 JOHOPCKON KPOBH WIIU IJ1a3Mbl
[Tpunoxxenue Ne 15 TpeboBanus k kKBanubUKaIUA U BaTHIALIUN ]
[Tpunoxxenue Ne 16 TpeboBaHus K TOATBEPKACHUIO ]
YIOJHOMOYEHHBIM JIMIIOM COOTBETCTBUS CEPUH MPOAYKIIMH C
LEJIbIO €€ BhITyCKa
[Tpunoxenue Ne 17 TpeboBaHus K BBITYCKY MO MapaMeTpam []
[Tpunoxenue Ne 18 (19) TpeGoBaHus K KOHTPOIBHBIM H ]
apXMBHBIM 00pa3lam
7. I'padpuk mpoBeeHUSI MHCIIEKIIUU

Jlata 0150

. eM;;* Orarl npoBeIeHNs] HHCIIEKLIUN MHCIIEKTOpa

p (MHCTIEKTOPOB)

1. BerynurenbHOE COBEIIaHKE

2. O3HaKOMJIEHHE C CUCTEMOM KaueCcTBa

3. OcMOTp CKJIaACKUX U MPOU3BOJICTBEHHBIX 30H

4. OCMOTp UHKEHEPHBIX CUCTEM U
BCIIOMOT'aTeJIbHBIX 30H

5. OcMOTp 30H KOHTPOJISI KAYECTBA




6. [IpoBepka JOKYMEHTAIIMK CUCTEMbI KaueCTBa

7. IIpoBepka TOKYMEHTAIIMH 110 OOYICHHIO U
THTHMEHE TIepCoHala

8. IIpoBepka Npou3BOJICTBEHHON JOKYMEHTAIIUU

9. IlpoBepka JOKyMEHTAMHU IO KOHTPOJIIO
KayecTBa

10. CoBenianve MHCIIEKIIMOHHOM TPYIIIIBI

11. 3aKII0OYUTEIILHOE COBEIIIAHUE

Yucno nHel (IpoaoKUTEIbHOCTD) HHCIIEKIIUN MOXKET BAPbUPOBATHCS B 3aBUCUMOCTH OT THUIIA U
CJIOXKHOCTH IIPOU3BOJICTBA
IIpuBeneHo npuMepHoOE coepKaHue

[Toanuce nHcnekTopa (MHCIEKTOPOB) COCTABUBLIETO MTPOTPaMMYy

JlaTa moanMcaHus



[Ipunosxxenue Ne 2

K [IpaBuiiam npoBeneHus
dbapmaneBTUUEeCKUX MHCTIEKIIUMA

CIYYAHU
nposeaeHnst papManeBTUYECKON HHCIEKIMHU C MCI0JIb30BaHHEM
CpeACTB IUCTAHIIMOHHOTO B3auMOoAeicTBUS (Hanpumep,
MOCPeCTBOM Ay/IM0- WJIH BHIEOCBA3M)

1. Jlonyckaercss 1o pemeHuo (papMaleBTUYECKOro HHCIEKTopaTa
npoBefeHUE (apMalEeBTUUECKUX HMHCHEKIHMM C HMCIOJb30BaHUEM CPEACTB
JUCTAaHLIMOHHOTO B3aMMOJIECUCTBUS (HAPUMEP, MOCPEICTBOM ayIHO- WIH
BHUJICOCBSI3M) B COOTBETCTBHMM C aKTaMd OpraHoB EBpasmiickoro
SKOHOMHUYECKOI'O COI03a B CIEAYIOIINX CIydasx:

a) yrpo3a  BO3HUKHOBEHMS,  BO3HUKHOBEHHE W  JIMKBUJALUA
Ype3BbIYANHON CUTYallMU U (WJIM) BOSHUKHOBEHHUE YIPO3bl paCpPOCTPAHEHUS
AMUAEMUYECKUX  3a00JIeBaHUM,  NPEJCTABISAIOUIMX  OMACHOCTb  JUIs
OKpYyKaromux, 3a00JieBaHUN U TOpaKEHHM, MOJYYEHHBIX B pe3yjbTaTe
BO3JICHCTBUS HEOJIaronpusTHBIX XUMHUYECKHX, OMOJIOTrUYECKUX,
paualMOHHBIX (DAKTOPOB;

0) BOBHUKHOBEHHE  OOCTOSATENbCTB  HEMPEOJOJMMON  CUJIBl  WIIU
HE3aBUCSIIUX OT BOJU CTOPOH OOCTOSITENBCTB, KOTOpPbIE HECYT YIrpo3y
NPUYMHEHUS BpEAa KU3HM W 3J0POBbI0 HMHCIEKTOPOB (HampuMmep, IO
MNOJINTUYECKUM, MEAULMHCKUM WM UHBIM IIPUYUHAM).

2. [lepen wavasioM (QapmaleBTUYECKOW HHCIEKIMH, MPOBOIUMOMN C
UCIOJIb30BAHUEM CPEJICTB JIMCTAHIIMOHHOIO B3aMMOJEHCTBUS, OpPraHU3aIsI-
NPOU3BOAUTENb JOJKHA TMOATBEPAUTH JAHHBIE T€OJIOKAUUU (IIHUPOTY,

JIOJITOTY) MECTa HaXOKACHHUS TPOU3BOJACTBEHHOM TUIOIIAIKH.



[Tpunoxxenne Ne 3

K IIpaBunam nposeneHus
(apMaleBTUUECKUX MHCIIEKIIHIA

HEPEYEHD
JEKAPCTBEHHLIX CPEACTB, MIPOU3BOANMBIX Ha l'lpOl/I3B0)_'[CTBeHHOI7[ IVIOIMAAKE IMMPOU3BOAUTEISA
WA HHOCTPAHHOI'O IPOMU3BOJAMUTEC/IA, B OTHOIICHUH KOTOPOT0 NPOU3BOAUTCH HHCIICKTUPOBAHHUE

MexayHapoiHOe
ToproBoe HETMaTeHTOBAHHOE Peructpanuonnoe
p HAaWMEHOBAaHUEC WU yIOCTOBEpEHUE, laTa
HAaUMEHOBaHUE Tun npoxgykiuu
TPYIITUPOBOYHOE JlexapcTBeHHAS BBIJIAYH,
JIEKapCTBEHHOTO - (YKa3bpIBaeTCs B
(XuMHUecKoe) dbopma, CPOK JieiicTBUS/
npenapara u (Ujin) COOTBETCTBHU
HAaWMEHOBaHUE JI03UPOBKA peecTpoBas 3auch,
HAaWMEHOBaHWE C IPWIOKCHUEM
. JIEKapCTBEHHOTO (Tpu HATTUYHH ) JlaTa BKJIIOUEHHUS B
dbapMalleBTUYECKOM Ne 3)
S — npenapara u (Win) peectp wist AOU
Y dbapmareBTHYECKON (TpY HATTUYHH )
cyocTaHIuu

IIpunoxennss Ne 1 m Ne 2 gBnsgercs HeoTbeMieMOM dYacTbio IlepedHsi JeKapCTBEHHBIX CpPENCTB, MPOM3BOJUMBIX Ha
IIPOU3BOJCTBEHHON IUIOLIAJIKE IIPOU3BOAMUTENS WM HMHOCTPAHHOIO IIPOU3BOAMTENSA, B OTHOLIEHHH KOTOPOrO IPOU3BOJUTCS
WHCIIEKTUPOBAaHUE.

JlaTta cocTaBiaeHHS « » 20 roaa

PykoBonuTens npeanpustus (YIoJIHOMOYEHHBIN NPEACTaBUTEND)

(TOIKHOCTB) (moamuce) ‘ M.IL (pactmmdpoBka)




[Tpunoxenune Ne 1

K IlepeuHio JekapCTBEHHBIX CPEJICTB,
MPOM3BOJIUMBIX Ha MTPOU3BOICTBEHHOMN
TJTOIIAJIKE TTPOU3BOIUTEINS NN
MHOCTPAHHOT'O TPOU3BOAUTEIIS,

B OTHOIIIEHUH KOTOPOTO MPOU3BOJIUTCA
WHCTIEKTUPOBAHUE

[Ipon3BOACTBO U KOHTPOJIb Ka4eCTBa
(HY’KHO€ OCTaBUTh)

Kox

Haumenosaunue

1. TIPOM3BOCTBEHHBIE OTIEPALINY - TEKAPCTBEHHAS
[TPOJIYKIMS

1.1

CrepunbHasi IPOLYKIUS

1.1.1 IIpousBoarMasi B acEeNTUYECKHX YCIOBUAX (omepauuu oOpabdOTKH
JUTSL CIIEAYIOIINX JIEKAPCTBEHHBIX (hOpPM):

1.1.1.1 sxunkue gexkapcTBEHHbIE (POPMBI OOJIBIIIOTO 0OOBEMA

1.1.1.2 sxxuakue jgeKapcTBEHHbIE (POPMBI MAJIOTO 00BEMA

1.1.1.3 nuodunu3zatsl

1.1.1.4 tBepbie NeKapCcTBEHHbBIE (POPMBI U UMIUTAHTATHI

1.1.1.5 msrkue JiekapcTBEHHBIE (POPMBI

1.1.1.6 mpouass mpoayKuusi, IPOU3BOANUMAS B ACENITUUYECKUX YCIOBUSIX
(YkaszaTn)

1.1.2 Tlogsepraemasi GUHUIITHON CTEpUIM3AIUH (OTIepauyi 00paboTKU 1Jis
CIEAYIOIIUX JICKAPCTBEHHBIX (POpM):

1.1.2.1. )xunkue nekapcTBeHHbIE (HOPMBI OOJIBIIIOTO 00BEMA

1.1.2.2. )xunkue nekapcTBeHHbIE (HOPMBI MAJIOTO 00BEMA

1.1.2.3. TBepbIe IeKapCTBEHHBIE (POPMBI U UMILJIAHTATHI

1.1.2.4. msrkue nekapcTBEHHbIE (POPMBI

1.1.2.5. npouas npoaykuus, noasepraeMas GUHUIIHON CTepUIIN3alun
(YkaszaTn)

1.1.3 Beinyckaromuii KOHTPOJIb (CepTU(UKALIMS CEPUN)

1.2

Hecrepuibaas nponykius

1.2.1 HecrepunbHas mpoaykius (omepanuu 0OpaOOTKU JJI CIAEAYIOIINX
JIEKapCTBEHHBIX (POPM):




1.2.1.1 kancynsl B TBEPAOM 000I0OUKE

1.2.1.2 kancynbl B MATKOH 000JI0UKE

1.2.1.3 >xeBaTenbHBIC JICKAPCTBEHHBIE (POPMBI

1.2.1.4 uMmperHupoBaHHbIE JIEKAPCTBEHHBIE (POPMBI

1.2.1.5 xuakue nekapcTBEHHbIE (POPMBI JIJIsI HAPY>KHOTO MPUMEHEHUS

1.2.1.6 >xumkwe JeKapcTBeHHBbIE (HOPMBI  JUIsl  BHYTPEHHETO

IMPUMCHCHUA

1.2.1.7 MeqULINHCKHE Ta3bI

1.2.1.8 mpouwne TBepAbIC JIEKapCTBEHHBIC (POPMBI

1.2.1.9 npenaparsl, HAXOAAIIMECS MO TaBICHUEM

1.2.1.10 pagoOHYKIMAHBIE TEHEPATOPHI

1.2.1.11 msrkue iekapcTBeHHbIE (POPMBI

1.2.1.12 cBeuu (Cynmo3uTOpun)

1.2.1.13 TabaeTkn

1.2.1.14 TpaHncaepmanbHbIE TUIACTBIPU

1.2.1.15 mnpouas HecTepwibHas MPOLYKIUS

(ykazatp)

1.2.2 Beimyckatomuiit KoHTpoIib (CepTuduxarus cepun)

1.3

buonornueckast iekapCTBEHHAs IPOLYKIUS

1.3.1 buonornueckas seKapCTBEHHAS IPOTYKIIMS:

1.3.1.1 npoayKThl KPOBU

1.3.1.2 ummyHOOHOIOrHYECKast IPOTYKITUS

1.3.1.3 kieTouyHOTEpaneBTHUECKAs MPOLYKIIUS

1.3.1.4 renoTepaneBTHYECKAsA IPOAYKIUS

1.3.1.5 OuoTexHoIOrnyecKast mMpoayKIHs

1.3.1.6 npoaykuusi, S3KCTparupoBaHHas U3 KUBOTHBIX UCTOUYHUKOB WJIN
OpraHoB (TKaHE#) JyeIoBeKa

1.3.1.7 npoaykuus TKaHEBOU UHKEHEPUU

1.3.1.8 nmnpouas  OuoyorMYecKass  JICKapCTBEHHAsT  TPOIYKITUS
(ykazarb)

1.3.2 Brinyckaromuii kouTposib (Ceptudukanust cepun) (epeyeHb BUI0B
OPOIYKIUN):

1.3.2.1 npoayKThl KpOBH




1.3.2.2 ummyHOOHOIOTHYECKAS TPOTYKITUS

1.3.2.3 xieTouHOTEepaneBTUUECKAs MPOYKIIUS

1.3.2.4 reHoTEpanieBTAUYECKAS TPOAYKIIUS

1.3.2.5 OuoTexHOJOrnyecKast MpOAYKIIHUS

1.3.2.6 npoayKuusi, SKCTparupoBaHHAs U3 )KUBOTHBIX UICTOUHUKOB WJIH
OpraHoB (TKaHEH) YelloBeKa

1.3.2.7 npoayKuusi TKAHEBOW UHKEHEPUU

1.3.2.8 mpoyas  Oumoyioruyeckas  JICKApCTBEHHAs  MPOIYKIIUS
(Ykazatp)

1.4

Hpoqaﬂ JICKaPCTBCHHAA IIPOAYKIUA WU IIPOU3BOACTBCHHAA NCATCIIbHOCTD

1.4.1 IIpon3BoacTBoO:

1.4.1.1 pacTurenbHass IpOIYKLIMS

1.4.1.2 romeonaTuydeckasi MpOayKITHS

1.4.1.3 npouast npOyKLIUS (YkazaTh)

1.4.2 Crepunuzanusa papMarieBTHYECKUX CYOCTaHIIMNA, BCTIOMOTATENbHBIX
BEIIECTB, TOTOBOM MPOAYKITUU:

1.4.2.1 dunprpanms

1.4.2.2 cyxoxapoBasi CTepUIN3aIUs

1.4.2.3 cTepunuzariysi mapom

1.4.2.4 xuMu4aeckas CTepUIN3aIns

1.4.2.5 crepunu3aiys raMmma-u3y4eHueM

1.4.2.6 crepunu3anys IEKTPOHHBIM U3TyUYCHUEM

1.4.3 TIpouee (YkazaTn)

1.5

VYmakoBka

1.5.1 IlepBruHas ynakoBKa:

1.5.1.1 xancynbl B TBEpAOHA 000TIOUKE

1.5.1.2 xancyinbl B MSTKON 000JI04Ke

1.5.1.3 sxeBaTenbHBIC JTEKAPCTBEHHBIE (POPMBI

1.5.1.4 umnperHupoBaHHBIC JIEKAPCTBEHHBIE (HOPMBI

1.5.1.5 xunkue iekapcTBEHHbIE (POPMBI JIJIs1 HAPYKHOTO MPUMEHEHUS

1.5.1.6 >xunkue JnekapcTBeHHble (OPMBI Uil  BHYTPEHHETO
PUMEHEHUS

1.5.1.7 menumuHCKHE ra3el




1.5.1.8 mpouwne TBepAbIC JIEKaPCTBEHHbIEC (POPMBI

1.5.1.9 npenaparsl, HAXOAAIIMECS O TABICHUEM

1.5.1.10 paagnonyKJIUIHBIE TEHEPATOPHI

1.5.1.11 msrkue iekapcTBEHHbIE (POPMBI

1.5.1.12 cBeun (Cynmno3uTOpun)

1.5.1.13 taGneTku

1.5.1.14 TpancaepMalibHBIC TUIACTHIPH

1.5.1.15 npouas HeCTepUJIbHAs JIeKapCTBEHHAs MIPOAYKITUS
(Ykazartp)

1.5.2 BropuuHas ymakoBka

1.6

KonTtpons xauectBa

1.6.1 MuUKpOOHOJIOTHYECKUE HCTIBITAHUS: CTEPUIBHOCTD

1.6.2 MuKpOOHOJIOrMYE€CKUE UCTIBITAHUS: MUKPOOUOIOTrHYeCKask YUCTOTA

1.6.3 Xumnueckue (pu3nueCcKue) UCTIbITAaHUS

1.6.4 buosornueckue UCIbITAHUA

2. UMITIOPT JIEKAPCTBEHHOU ITPOIYKIIMU

2.1

KonTpoap kauecTBa MMIIOPTUPYEMOM JIEKAPCTBEHHOU NPOITYKIIMU

2.1.1 MuKpoOMOIOTHYECKUE UCTIBITAHUS: CTEPUITBHOCTh

2.1.2 MuKpoOHOJIOTHYECKHE UCTIBITAHUS: MUKPOOUOIOTHYECKAsT YUCTOTA

2.1.3 Xumnueckue ((pu3nuecKue) UCTIbITaHUS

2.1.4 buojsiornyeckue UCObITAHUS

2.2

Ceprudukanus cepuy UMIOPTUPYEMOU JIEKAPCTBEHHOMN MPOIYKITUU

2.2.1 CrepuiibHasi MPOYKIIUSA:

2.2.1.1 mpousBogMMasi B aCENTUYECKUX YCIOBUAX

2.2.1.2 nonpepraromascs GUHUIIHON CTEPUIIA3AIIUN

2.2.2 HectepuiibHasi IpOyKIIHS

2.2.3 buonornueckast IeKapCTBEHHAS TPOTYKITHS:

2.2.3.1 npoayKThl KPOBU

2.2.3.2 uMMyHOOHOJIOTHYECKask MTPOTYKLIHS

2.2.3.3 KJIETOYHOTEPANIEBTUYECKAS] IPOTYKIIUS

2.2.3.4 reHOTEpaINIeBTUYECKAS] IPOTYKIIHS

2.2.3.5 OMOTEXHOJIOTUYECKAs MPOAYKIIHS




2.2.3.6 npoaykius, BBIACICHHAs W3 >KUBOTHBIX HCTOYHUKOB WU
OpraHoB (TKaHel) YeJIoBeKa

2.2.3.7 npoayKuusi TKAHEBOW MHKEHEPUHU

2.2.3.8 npoyast OnoJIoru4ecKast JIEKapCTBEHHAA
MPOTYKLIHS (Yyxa3aTnb)

2.3

[Tpoyast e TENLHOCTH O UMIOPTY (BBO3Y)

2.3.1 Ilmomanka ¢uzndeckoro uMmopTa (BB03a)

2.3.2 UmmopTt IIPOMEKYTOYHOM IIPOYKITUH, TI0JIBEpraromencs
nanapHenIe oopaboTke

2.3.3 Ilpouee (Yka3atp)

3. [TIPON3BOACTBEHHLIE OITEPALINUN - DAPMALIEBTUYECKUE

CYbCTAHIIMN

@dapmarieBTHUECKas CyOCcTaHIMs (CyOCTaHIINM):

3.1 | IlpousBoacTBO (hapMarieBTUICCKUX CYOCTAHIIMA METOJIOM XHUMHUYECKOTO
CUHTE3a
3.1.1 IIpou3BOACTBO TPOMEKYTOUHBIX TMPOAYKTOB (PapMareBTUIECKOM
cyOcTaHIuu
3.1.2 [Ipon3BOACTBO HEOUHUIIICHHOM (PapMalleBTHUECKON CyOCTaHIIUU
3.13 ConeobpazoBanue/ OYMCTKA! yKa3aTh (Hampumep:
EPEKPUCTAILITU3ALIMS )
3.1.4 Tlpouee (Ykazatb)

3.2 | IlponusBoacTBO (hapMaIreBTUUECKUX CYOCTAHITMI METOJaMU BBIJCIICHHS U3

MMPpUPOAHBIX HCTOYHUKOB

3.2.1 Beinenenue (QpapmarieBTUYECKUX CYOCTaHIIM U3 HUCTOYHHKOB
PACTUTEIHHOTO MPOUCXOKIACHUS

3.2.2 Beinenenue  QgapMaiieBTUYECKUX CYOCTaHIIM U3 HUCTOYHHKOB
KUBOTHOTO TIPOUCXOKICHUS

3.2.3 Beienenune (apmarieBTHUeCKUX CyOCTaHIIMH W3 OpraHOB (TKaHEH)
YeJIoBeKa

3.2.4 Beinenenue (QpapmalleBTUYECKUX CYOCTaHIIMA M3 HUCTOYHHKOB
MUHEPAIbHOTO MPOUCXOKACHUS

3.2.5 Mogudukanuss  BblAEICHHOW  (apMaleBTUYECKOM  CyOCTaHIUU
(YKa3bIBaeTCs UCTOYHUK W3 MyHKTOB 3.2.1 — 3.2.4)

3.2.6 Ounctka BBIJICJICHHOMN dbapmareBTHIECKON cyOcTaHImu
(YKa3bIBaeTCs MICTOYHUK 13 MyHKTOB 3.2.1 — 3.2.4)

3.2.7 llpouee (Yka3atb)




3.3

[Tpon3BoACTBO apMaleBTUYECKUX CYOCTAaHIIMH C HCIIOJIb30BAaHUEM
OMOJIOTHYECKHX MPOIECCOB

3.3.1 ®epmenTanus

3.3.2 IIpou3BOACTBO  C  HCIOJIB30BAHMEM  KJIETOYHBIX  KYJIbTYp
(YKa3aTh THII UCIONB3YEMBIX KIIETOK) (IIOJ yKa3aHUEM
TUMA KJIETOYHBIX KyJNbTYp MOHHMAETCd WX THUIOBas CHEHU(UIHOCTS,
JIMHUSL, IIITAMM U TIpoYee)

3.3.3 Beigenenue/ouncrka

3.3.4 Moaudukarus

3.3.5 Ilpouee (Yka3atp)

3.4 | IIpou3BOACTBO CTEPUIIBHBIX (DapMaleBTHUECKUX CyOCTaHIUU (pa3iesbl
3.1, 3.2, 3.3 1oJKHBI OBITh 3aIlIOJIHEHBI, 1€ TPUMEHUMO)
3.4.1. dapmareBTHUECKHE CYyOCTAaHIINH, MPOU3BOJUMBIC B aCENTUYECKUX
YCIIOBUAX
3.4.2. ®apmarneBTHUECKHE  CyOCTaHIMHM, TOJBEpracMble  (PUHHIIHOMI
CTepUITH3AIIH

3.5 | 3aBepuiaroiye cTagu Npou3BOACTBA (hapMalleBTUUECKUX CYyOCTaHIIHMA
3.5.1 Cragun  ¢usuveckoit 00pabOTKM (yKa3aTh)
(Hampumep: cylliKa, U3MEIbYEHHUE, IPOCCUBAHUE)
3.5.2 IlepBuuHas yrnakoBKa
3.5.3 Bropuunas ymnakoBka
3.5.4 TIpouee (yxa3aTh) (my1s omepanuii, He ONMUCAHHBIX
BBIIIIE)

3.6 | KonTpoas kauecTBa

3.6.1 ®Ousnyeckne/XuMHUECKUE UCTTBITAHUS

3.6.2 MukpoOuosioruueckie MUCHbITaHWs  (BKJIIOYAsh HUCIBITAHUE Ha
CTEPUIIBLHOCTB)

3.6.3 MuUKpOOHOJIOTHUECKUE HCMBITAaHUS (MCKIIOYas MCIBITAHWE Ha
CTEPUIBLHOCTB)

3.6.4 Buojoru4ecKue UCIbITAHUS

. [TIPOYHME OIIEPALINUUA - DAPMALIEBTUYECKUE CYBCTAHIIMU

(Yka3atb)




PykoBonuTens npeanpusTus
(YTIOJTHOMOYCHHBIN MPECTAaBUTEh)
(TOKHOCTBD) (monmuce) M.IL (pacuupoBka)




[Tpunoxenue No 2

K [lepeuHio JekapCTBEHHBIX CPEJICTB,
MPOM3BOJIUMBIX Ha MTPOM3BOICTBEHHOMN
TJTONIAJIKE TTPOU3BOIUTEINS NN
MHOCTPAHHOT'O TPOU3BOAUTEIIS,

B OTHOIIIEHUH KOTOPOTO MPOU3BOJIUTCA

WHCIIEKTUPOBAaHUE
INEPEYEHD
JEKAPCTBECHHLIX CPEACTB, B OTHOIICHUHU KOTOPLIX IMPOU3BOANTCH

HHCIICEKTHPOBaHUE
MesxTyHapoJHOE HeTTaTeHTOBAHHOE JlexapcTBeHHas
HAaUMEHOBAHME WU TPYNIHPOBOYHOE dopma,

ToproBoe HanMeHOBaHUE

(XUMHUYECKOE) HANMEHOBAHUE JIO3UPOBKA

JIEKapCTBEHHOT0 Mpenapara u (HUju) (ecnu
(dhapMaleBTHIECKON CyOCTaHITNN TIPUMEHNMO )

Bce cragun (Bkiro4asi BBITYCKAIOIMIUNA KOHTPOJIb Ka4ecTBa)

[1pon3BOICTBO TOTOBBIX JIEKAPCTBEHHBIX POPM

YnakoBka IICPBHUYHAA

YIakoBKa BTOpUYHAas

KoHTposb kayecTBa

Brinyckaronuii KOHTpOJIb Ka4eCTBa

PykoBomuTenb npeanpusTus
(YIOJTHOMOYEHHBIN
MIPEICTaBUTEIID)

(TOIKHOCTB) (moamnuce) M.IL (pacmudpoBka)




[Tpunoxenue Ne 3

K [lepeuHio JekapCTBEHHBIX CPEJICTB,
MPOM3BOJIUMBIX Ha MTPOM3BOICTBEHHOMN
TJTONIAJIKE TTPOU3BOIUTEINS NN
MHOCTPAHHOT'O TPOU3BOAUTEIIS,

B OTHOIIIEHWH KOTOPOTO MPOU3BOAUTCS
WHCTIEKTUPOBAHUE

INEPEYEHDb
TUIOB NPOAYKINH
buonoruueckas iekapcTBEHHAas MPOAYKIUS:
MPOAYKTHI KPOBH;
UMMYHOJIOTMYECKasl TPOLYKIIUS;
IPOJIYKTHI HA OCHOBE COMaTUYECKHUX KIIETOK;
Te€HOTEpAIIEBTUYECKUE TPOTYKTHI;
MPOAYKThl TKAHEBON MH)KEHEPUH;
OMOTEXHOJIOrMYeCcKas MPOAYKIUS;
NPOAYKTHI, JKCTPAarMpOBAHHBIE M3 HKUBOTHBIX MCTOYHUKOB WIH
OpraHoB (TKaHEW) YEJI0BEKa;
npoyasi Ouosoruyeckas JEeKapcTBEHHAs NPOAYKIUS (yKa3aTb BHJ
IPOIYKIIMH);
[Ipouas nekapcTBeHHAs! TPOTYKIIMS:
pacTuTeIbHas MPOAYKIIUS;
rOMEOIAaTHYECKask MPOTyKIIUS;
paanodapManeBTUYECKUE JIEKAPCTBEHHBIE CPEJICTBA;
IUTOCTATUKU;
IUTOTOKCHUKH;
TOPMOHBI;

aHTHOMOTHUKHU OeTa-IaKTaMHOTO Ps/Ia;
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IpernapaTsl, CoiepKallie CUIbHOJEHCTBYIOIINE BEIIECTBA;

HApKOTHUYECKHE JIEKAPCTBECHHBIE CPEJICTBA;

TICHXOTPOITHBIE JICKAPCTBEHHBIE CPEJICTBA;

npoyas (yKazaTh BUJI IPOAYKIIUH )

[lepeueHb TUTIOB aKTUBHBIX (papMaIieBTUYECKUN HHTPEIUCHTOB:

(dapmaiieBTHUECKHE CcyOCTaHIINH, TI0JTy9aeMbIC METOaMH
XUMUYECKOTO CHHTE3a,;

dapmarieBTUUECKHE CyOCTaHIIMH, TOJy4aeMble U3 HCTOYHHKOB
PaCTUTEIBLHOTO TPOUCXOKICHHUS;

dapmanieBTUUECKHE CyOCTAHIIMH, TOJy4aeMble U3 HCTOYHHUKOB
YKUBOTHOTO TTPOMCXOKICHHUS;

dapmarieBTUUECKHE CyOCTaHITMH, TIOJy4aeMble U3 HCTOYHHKOB
OMOJIOTHYECKOTO TIPOHCX 0K ICHHUSI;

dapmanieBTUUECKHE CyOCTAHIIMH, TOJy4aeMble U3 HCTOYHHUKOB
MUHEPaIHHOTO TTPOUCXOXKICHHUS;

(dapmarieBTHUECKHE cyOcTaHImw, MOJTy9aeMbIe MeTOodaMu

OMOTEXHOJIOTMYECKOTO CUHTE3A.



[Tpunoxenne Ne 4

K [IpaBuiiam npoBeneHus
bapMaleBTUUEeCKUX MHCIIEKIIHI

(dopma)
KOHTPOJBbHBIA JUCT
[TyHKTBI
IIpaBun Hamnexamien . HNuadopmanus nadopmanus
P . KonTponbHbIT WNnentudukanms dopwan dopwan
MIPOU3BOACTBEHHOM (CBUIETENBCTBA) (cBUIETENBCTBA)
. BOIIPOC MIPOBEPEHHOT0 OOBEKTA
npaktuku EBpa3zuiickoro 0 COOTBETCTBUHU 0 HECOOTBETCTBUU
HKOHOMHUYECKOTO COI03a
1 2 3 4 3)




[Tpunoxenue Ne 5

K [IpaBuiiam npoBeneHus
bapmaleBTUUeCKUX MHCIIEKIIH

(bopma)

OTYET
0 npoBeaeHUU papManeBTHYECKON HHCITEKINH

(HaMMEHOBaHUE UHCIIEKTUPYIOIIEH OpraHU3alum)

(HanMeHOBaHUE (apMaleBTUYECKOTO NHCIIEKTOPATA)

(ampec, Homep TenedoHa, aapec IMEKTPOHHOM MOYTHI, apec caiiTa B UH(HOPMAITHOHHO-
TEJICKOMMYHUKAIIMOHHON ceTu «HTepHeT»)

IIpoBenena dapmarieBTHUECKAS VHCTIEKIUS OpraHu3aluu
IPOM3BOJICTBA M KOHTPOJIA KAadeCTBA JIEKAPCTBEHHBIX CPEIACTB Ha
cooTBeTCTBUE TpeOoBanusM [lpaBun Haamexamieil MPOU3BOACTBEHHOMN
IIPAKTUKU EBpazuniickoro HKOHOMUYECKOIr'0 coro3a:

(HamMeHOBaHWE MHCIIEKTUPYEMOTO CYObEKTa)

(ropuaMyecKuil afpec MHCIEKTUPYEMOTo CyObeKTa)

OcHoBaHue (Hy)KHOE OAYEPKHYTh):

3asBieHUE Ha TMpoBeleHHE (apMareBTUUECKOW HWHCIEKIMH (Jara,
HOMED)

PelieHrne ymnogHOMOUYEHHOro opraHa (J1ara, HOMEp, HauMEHOBaHUE

YIIOJTHOMOYEHHOI'O OpraHa).

Yacte [

1. OO01He MOI0KEHUS

1. HanmenoBanue
MHCIEKTUPYEMOTO CYyObEKTa

2. Anpec (agpeca) mecta




HaXO0XJICHUS
MHCIIEKTUPYEMOU
MIPOU3BOJICTBEHHOM
TJIOIIAIKU

3. Homep u nata BbI1aun
JIOKyMEHTA, BBIJTAHHOT' O
YIOJIHOMOYEHHBIM OpPTaHOM
(YIOJTHOMOYEHHOM
OpraHu3alye) CTpaHbl
IIPOU3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB, O
COOTBETCTBHUH MPOU3BOJICTBA
(MIpOU3BOJICTBEHHOM
IUIOIIAJIKH) TPEOOBaHUSM
MpaBUJI HaJJIeKaIIEeH
IIPOU3BOJICTBEHHOU
MPAKTUKU, IPUMEHSIEMBIX B
CTpaHe MPOU3BOACTBA (IpH
HaJIMYUH)

4. Bce Bunapl nearensHocTd | [IponsBoacTBO papmainieBTHUECKUX cyOCTaHIUM |[]
MHCIIEKTUPYEMOT BEKT
CTIEKTHPYEMOro cy0nekTa [Ipon3BOACTBO JIEKAPCTBEHHBIX MPENAPATOB O

[IpomexyTOUHAs MPOLYKIIMS 0
HepacdacoBannas npogyKuus 0
dacoBka (ynakoBKa IepBUYHAas) 0
VYakoBka BTOpUYHAs O
BBo3 (uMmopT) [
[Ipon3BoACTBO MO KOHTPAKTY [
KOHTpOJIb KauecTBa JEKAPCTBEHHBIX CPEACTB: L]
Brimryckaroniuii KOHTpouib (cepTuduKaims O
CEpHH)

IIpouas npousBoacTBeHHas |[Ipu 3anonHeHnu ykasaTb HaIpuMmep,

NEeATEIbHOCTD cTepuiM3aIus papMaleBTUYECKUX CyOCTaHIUH,
BCIIOMOT'aTEJIbHBIX BEIIECTB, TOTOBOM
MPOIYKIIUN

5. Bun (tun) nekapctBeHHoi |CTepuiibHAs MPOAYKIIUS [

MPOAYKILIMHU, B OTHOIICHIN 1 Ho repppHast mpoLyKIus O

ITPOU3BOJICTBA KOTOPOU

NpOBe/IeHa buonornyeckas nekapcTBeHHAs! MPOAYKIIUS O

(papmaneBTHUECKAs PacturenbHas npoaykuus U
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HHCIICKIIMA: ['omeonaTuueckas MMpoaAYyKI U U

[Ipouas npoayKuus (ykazatp) |[J

6. [Tepuon mpoBeneHuUs
WHCIEKIIAU

7. UacnexkuuonHas rpynmna  |Bexymui nHCIIEKTOD

HNHcnekTopsl

u KaKoro

DKcnepTsl (eciiv MPUMEHUMO)

B ciyyae cOBMECTHOM HMHCIEKUMU MPHU 3aNOJHEHUN
TaK)K€ yKa3aTh K KAKOMY YIIOJHOMOYEHHOMY OpraHy
rocyapcrea-ujieHa  EBpa3uiickoro
HKOHOMUYECKOTO COI03a OHU OTHOCSITCS)

8. Homep uHcniekiuu B
COOTBETCTBHUHU

C CUCTEMOM Ka4yecTBa
bapmaneBTUYECKOro
WHCIIEKTOpaTa

(Ipy HATTUYKH)

2. Boanas uHpopManus

1. KpaTkoe onucanne HHCIIEKTUPYEMOTO
CyOBEeKTa U MPOU3BOACTBEHHOM TUIOMIAIKU

2. JlaTa nipenpiaymiei I/IHCHGKHI/II/I*

3. HcnieKmoHHas rpyimna, IpoBOIMBIIAs
MPEIBIAYITY0 HHCIIEKIIUIO

Benymuit nHCIIeKTOp
HNHcrniekTopsl
DKcnepTsl (eciii MPUMEHUMO)

[Ipn 3alI0JIHEHUH yKazaTb
YIOJIHOMOYEHHBIN opraH u
rocyJapcTBo-wieH  EBpa3uiickoro
PKOHOMMYECKOTO CO03a)

4. OCHOBHBIEC U3MEHEHHU S, TPOU3OIIEIIINE CO
BPEMEHU MPEAbIAYIIEH UHCIEKITUU

[Tpu 3anonnennn ykazatb GMP-
KPUTUYHbIE U3MEHEHHUS

5. Llenas 1 001aCTh HHCIICKITUU

IIpu 3anosHEHUN yKa3aTh
IIPOBOJMIIACH JIM UHCIIEKIUS
IIPOU3BOJICTBA KOHKPETHOTO
JIEKapCTBEHHOI'O IIpenapara uiun
JIEKapCTBEHHBIX (hOopM

6. IHCniekTupyeMbI€ 30HbBI

HpI/I 3aI10JJHCHUHU IICPCUYNCIIUTD
HHCIICKTUPYCMBIC 30HBI B




cootBeTcTBUM ¢ [Iporpammont
MHCIIEKLIAH

7. IlepcoHall UHCTIEKTUPYEMOTO CYOBEKTA,
YYacTBYIOIIHIA B MPOBEJECHUU
WHCIIEKTUPOBAHUS

[Ipu 3anonuennu ykazate PUO u
JIOJ>KHOCTH MEPCOHANIA

8. JIOKyMEHTBI, ITPEACTABICHHBIE
UHCIEKTUPYEMBIM CyOBEKTOM J10 POBEICHUS
WHCIIEKTUPOBAHUS

B ciydae HeoqHOKpaTHOro NpoBeAeHUs (PapMaleBTUUECKUX WHCIIEKIIMHA B OTHOLLIECHUH JAHHOTO
MHCIIEKTHPYEMOT'0 CyObEKTa YKa3bIBAIOTCS JIAThl BCEX MPEABLAYIINX WHCICKIIHA.

3. HaGnronenus u pe3ynbTaThl HHCTIEKTUPOBAHUS

PapmaneBTHUYECKAs] CUCTEMA
kauecTBa (YIpaBieHUE KAYECTBOM
JUTSI aKTUBHOM (hapMarieBTUYECKOM
cyOCTaHIIUN)

IIepconan

[Tomemenus u 06opy10BaHUE

JlokymeHTanus

[IpownsBoacTBO

KonTtpons xauectBa

~N| O O B WD

JlesITenbHOCTh, TIepeiaBaeMast J1JIs
BBITIOJTHCHHS IPYTOMY JTUITY
(ayTcopcuHr)

[Ipeten3uun, nedeKThl KauecTBa U
OT3BIBBI MPOTYKIIHH

CaMOWHCIIEKIINS

10

Peanu3zanus u TpaHCIOpTHPOBAHUE
MPOIYKLIUU

11

Orenka nocwke (Mactep-daiina)
MPOU3BOJICTBEHHOM TIIOIIAIKH

12

Bomnpocsl, paccMOTpeHHbIE B
OTHOIIICHUU OLICHKH 3asIBJICHUS Ha
PETUCTpaIUIO JIEKAPCTBEHHOTO
npenapara

3anoJHsAeTcs PU HAJIMYMU 3a1poca
JKCIEPTA, OCYLIECTBIAIOLIETO OLIEHKY
PErUCTPALMOHHOIO 10CHE
JIEKapCTBEHHOIO IIperapara, B
cooTBeTcTBUH C [IpaBunamu
PETHCTPALUHT U SKCIICPTH3bI

13

Pas3noe

[Ipu 3anmonHeHnH yKa3bpIBaeTCs,
HaIlpuMep, UMEIOIINE 3HAaUCHHEe




Wubie ocoObie paccMaTpuBacMbIe U3MEHEHUs B OYIyIeM, O KOTOPBIX
BOTIPOCHI KOMIIAHUS YXKE cO00InIa

14. |Oto6panHbie 00pasibl (eciu B nmanHoMm noie yka3piBaetcst Ne akra
IPUMEHHMO) otbopa

*

[IpaBuna perucTpaliiu M SKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB I MEIUIIMHCKOTO
NpuMeHeHusl, yTBepxkaeHHble PemenneM CoBeta EBpa3uiickoil SKOHOMHYECKOW KOMHMCCUHU
ot 3 Hos0pst 2016 1. Ne 78.

4. IlepedyeHb HECOOTBETCTBUM

[TyHKT TTpaBumi
Ne HaJJIexKanien [Toapo6HOE onUcaHue Knaccudukanus
T1/T1 | IPOU3BOICTBEHHOMN BBISIBIEHHOTO HECOOTBETCTBUS HECOOTBETCTBUSA
PaKTUKU
1 2 3 4

Kputnueckoe
CylecTBeHHOE
[Ipouee

"HecoOTBETCTBHS, KOTOPbIE BBI3BIBAIOT HIIM MPHUBOMAT K CYIIECTBEHHOMY PHUCKY BO3MOXKHOCTH
MPOU3BOJICTBA JIEKAPCTBEHHOT'O CPEJICTBA, OMACHOTO JUJIS 3/I0POBbS U KU3HU YEJIOBEKA.
“"HecoOTBETCTBHS, KOTOPbIE HE MOT'YT KIACCH(HIIMPOBATHCS KAK KPUTHIECKHUE, HO:

NpUBEJIM K TPOU3BOJACTBY WM MOTYT HPHUBECTH K MPOM3BOACTBY JIEKaPCTBEHHOI'O
CpPEICTBAa, HE COOTBETCTBYIOIIETO JOKYMEHTAaM DPETUCTPALlMOHHOIO JOChE JAHHOTO
JIEKapCTBEHHOI'0 IIpernapara;

YKa3bIBalOT Ha CYLIECTBEHHOE OTKJIOHEHHE OT IPAaBHWJI HaJAJIEXkallleld IPOU3BOJCTBEHHON
IIPaKTUKU EBpa3niicKoro 5JKOHOMHUYECKOTO COK03a;

yKa3plBalOT Ha  CYLIECTBEHHOE OTKJIOHEHHE OT TpeOOBaHM MHBIX  aKTOB
3aKOHO/IATENbCTBA B cpepe 0OpaleHns JIEKapCTBEHHBIX CPEJICTB;

yKa3bIBalOT Ha HECMOCOOHOCTh MHCIEKTUPYEMOI'O CYOBEKTa OCYLIECTBISATh CEpUIHBIN
BBIIIYCK  JIEKAPCTBEHHBIX IPENapaToB OJHOPOJHOTO KadecTBa WJIM  HECIOCOOHOCTh
YIIOJIHOMOYEHHOTO JIMLA HMHCHEKTUPYEMOro CyOBbEeKTa BBINOJHATH CBOM JIOJDKHOCTHBIE
0053aHHOCTH;

KOMOMHAIMsI HECOOTBETCTBMH, HU OJHO M3 KOTOPBIX caMO IO cebe He SBIIeTCs
CYILIECTBEHHBIM, HO KOTOpPbIE B COBOKYITHOCTHU MPECTABIIAIOT CYIIECTBEHHOE HECOOTBETCTBUE U
JIOJDKHBI OOBSICHATBCS M PUKCHPOBATHCS B KAUECTBE TAKOBOTO.

“"HecooTBETCTBHS, KOTOPHE HE MOTYT KIACCHHIMPOBATBCS KAaK KPUTHUCCKHE WIH
CYIIECTBEHHbIE, HO YKa3bIBAlOT Ha OTKJOHEHHWE OT TpeOOBaHUI NpaBWiI HaIexKalei
IIPOU3BOJCTBEHHOMN MPAKTUKH, YTBEPKIAEMbIX EBpa3suiicKo SJKOHOMUYECKON KOMHUCCHEM.
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5. 3aKIIOYHATEIIHFHOE COBCHIAHHUC 1 OLICHKA OTBCTA ITPOU3BOANUTCIIA

KommeHnTapuu npeacraBuTenei
WHCIIEKTUPYEMOT'0 CyOBEKTa, B X0/1€
3aKJIFOUUTENBHOTIO COBEIAHUS

OHCHKa OTBCTA MHCIICKTUPYCMOT O
CY6’I>€KT3 110 BBIABJICHHBIM
HCCOOTBCTCTBHAM, ITPCACTABJICHHOT'O B
X0AC 3aKIIOYUTCIBHOI'O COBCIIAHUA

JIOKyMEeHTBI, ITepejaHHbIE
WHCIIEKIMOHHOM I'PYIIIE B X0/
3aKJIFOYUTEIIBHOIO COBEIAHUS

PesynwsTaTer oTOOpa 00pasinos [Ipu 3anoaHeHHH
ykaspiBaercs Ne v 1ara mpoTokosia

6. Pesynbrarsl papmarieBTHUECKOM MHCIIEKIIUU U PEKOMEHIalINN
B  pesynaprare  OpOBEIEHHOTO  HMHCIICKTUPOBAHUS  BBISBIICHBI
HECOOTBETCTBUA TpeOoBaHusaM [lpaBun Haamexamiein MTPOU3BOJICTBEHHOU

MPaKTUKHU, KOTOPBIE U3JI0KEHBI U KiaccuuimpoBaHnsl B yactu | oTuera

Pe3ynprarsl Bcero: , U3 HUX:
(dhapMaiieBTHUECKOM Kputnueckux <*> — X
UHCIICKIUH Cy1iecTBeHHbIX <**> — :

[Ipoune <***>_—
Ha MoMeHT npoBeieHHsI HHCTIEKIIMY TPOU3BOICTBO
JIEKapCTBEHHBIX CPEICTB

(HaMMEHOBaHUE OpTraHU3aIlNN)
COOTBETCTBYET (HE COOTBETCTBYET) (HYKHOE
MOTYEPKHYTH) TPEOOBAHUSAM HaJICKAIIEH
IIPOM3BOACTBEHHOW NMPAKTUKHA EBpa3uiickoro
HKOHOMUYECKOTO COI03a.

Pexomennanmn

Otuer (yacth |) 00 MHCIEKTHUPOBAHUU COCTABIICH U MOJIMKUCAH:

NHCcnekuuoHHas rpyrma

[$)4(0) [Tonnuce

Benymmun nacnekrop




HNucnekTopsl

DKcHepThl (€CIU MPUMEHUMO )

« » 20 T.

OTYET
0 npoBeaeHUU papManeBTHYECKON HHCITEKINH

(HauMEeHOBaHUE OpFaHI/I3aHI/II/I)

(HauMeHoBaHUE apMaleBTUYECKOT0 HHCIIEKTOPATa)

(ampec, Homep TenedoHa, aapec IIMEKTPOHHOM MOYTHI, aJpec caiiTa B WH(HOPMAIIMOHHO-
TEJICKOMMYHUKAIIMOHHON ceTu «VIHTepHeT»)

dapManeBTUUYECKass HMHCIEKIHWS OpraHu3allid MPOU3BOJICTBA U
KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEACTB HA COOTBETCTBHUE TPEOOBAHUSIM
[IpaBun  Hagmexamend  MPOM3BOJACTBEHHOM  NPAaKTUKUM  EBpa3uiickoro

9KOHOMHYCCKOI'O COr03a.

(HaMMEeHOBaHUE WHCIIEKTUPYEMOTO CyOBEKTa)

(ropuaMyecKuil afpec MHCIEKTUPYEMOTo CyObeKTa)

OcHoBaHue (HY>XHO€ NOTYEPKHYTh):

3asBieHue HA TTPOBeACHUE hapMaIeBTUUECKON HHCTIEKIINHU (71aTa, HOMEp)
Pemienne ymnoJHOMOYEHHOro opraHa (Jara, HOMEp, HaMMEHOBaHUE
YIOJIHOMOYEHHOT'O OpraHa).

Yacrs I

1. O01He mMoI0KEHUS

1. HanmenoBanue
MHCIIEKTUPYEMOTO CYObEKTa

2. Anpec (agpeca) mecrta
HaXOXKJICHUS




MHCIIEKTUPYEMOU
IIPOU3BOJICTBEHHOMN
TJIOIIAIKU

3. Ilepuona nmpoBeneHuUs
OILICHKH IlJIaHa
KOPPEKTUPYIOIIUX U
MPEYITPEKTAFOIINX
JIEUCTBUM U OTUETA O €T0
BBINIOJITHEHUH

4. lHcieKuMoHHas rpynmna

Benymmuii nHCIIEKTOP
HNucnekTopsl
DKcnepThl (eciii TPUMEHUMO)

(B cimygae  coBMecTHOM  MHCHEKIIMH  TpHU
3allOJJHEHMM  TakKXe  yKa3aTb K  Kakomy
YIIOJTHOMOYEHHOMY OpraHy M Kakoro rocyjaapcTBa-
yreHa EADC oHu oTHOCSTCS)

5. Homep nHCniekumu
B COOTBETCTBUU

C CUCTEMOM Ka4eCTBa
(dhapMaiieBTUUECKOro
MHCIIEKTOpaTa (mpu
HaJIMY1H)

7. O1ieHKa M1aHa KOPPEKTUPYIOMINX U MPEAYNPEKIAIONINX TCHCTBUIM

N OTUYCTa O €I'0 BBIIIOJIHCHHUU

(V] N PN

N_H/H 8 < E E
w

- S5 §>: ;E\E
5 2 S E = & = 5 E| 2
v = o o = 9& = S| o
EE 3 5 o SRS} o I:‘gm
5 = 2 o PSRis ) o) =
SE | EE S |F% 555 ¢
= B M S 3 e o a3 e 9
< o =) o H O = QOODE
T T 2 E z O &5 > 5 5 =2 =

o O =
5 T A @ . o 2 © ac g =
s O = = T
= | 2% =5 |23 |28Eg b
S o 5 S 5 © » 26 &3 =
& = S 9 S e T oL 5| «
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= 2, g £ 20 O 2 &gl E
== S E =< 5ol =
2 = S F 5= 8

o
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8. 3akirouenue

B pesynprare nOpoBEAECHHOM OLICHKM IUIAHA KOPPEKTUPYIOIIUX U

MPEAYIPEKIAOMIMX JEUCTBUM U OTUETA O €TI0 BBINIOJIHEHUH MPEACTABIISIETCS

BO3MOJXHBIM KOPPCKTHPOBKA KJIaCCI/I(I)I/IKaHI/II/I N KOJIMYCCTBA BLIABIICHHBIX

HECOOTBETCTBUM.
Knaccuduxanus
No HECOOTBETCTBUS Knaccudukanus
No/Ne | HecooTBeTCTBUS (KpUTHUECKOE, HECOOTBETCTBUS
B OTYETE CYILIECTBEHHOE, ITPOYEE) | C U3MEHEHHBIM CTaTyCOM
B OTYETE
1 2 3 4
1 Ne 1 CTaTyC HECOOTBETCTBHS
HE U3MEHEH
2 Ne 5 CTaTyC HECOOTBETCTBUSL
C «CYILIECTBEHHOT0)
M3MEHEH Ha
«HECYILIECTBEHHOE»
3 Ne 6 YCTPaHEHO
Pe3ynprarsl onienku |[Beero U3 HUX:
Kpurnueckux <*> — ;
CymiecTBEHHBIX <**> — X
[Tpoune <***> —
3aKIIroueHue [TpousBoacTBo JIEKapCTBEHHBIX CpEeACTB

(HauMeHOBaHHUE OpPraHU3allN)

CooTBeTcTBYeT (HE COOTBETCTBYET) (HYKHOE MOJYEPKHYTH)
TpeboBanusiM Hannexaiueid NpoOU3BOACTBEHHOM MPaKTUKU
EBpa3uiickoro 3kOHOMHUYECKOTO COr3a

Otuet (uactsh |l) 00 HHCTIEKTUPOBAHUM COCTABIICH U TOAMKCAH:

NucneknuonHas rpynma

dUO IHoanuce Jlata

Benymmii nHCrieKkTop
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HNucnekTopsl

DKcnepTsl (ecId TPUMEHUMO)




[Tpunoxxenue Ne 6

K IIpaBunam nposeneHus
(hapMaleBTUUECKUX MHCIIEKIIHI

DOPOPMA
0/1aHKa cepTHU(PUKATA COOTBETCTBUSA NMPOU3BOICTBA TPEOOBAHUAM
IIpaBua HaasIe:Ka1edl NPOU3BOACTBEHHOM MPAKTUKHU
EBpa3uiicKoro 3kOHOMHUYECKOro CO3a

EBPA3UNCKUN DKOHOMUWYECKUMN COIO3

(HaI/IMCHOBaHI/Ie YIIOJTHOMOYCHHOT'O opraHa)

CEPTUDPUKAT

COOTBETCTBMUS [TPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB
TPEBOBAHMSIM TTPABIJI HAJUTEXKAIIEN TIPOM3BOACTBEHHOM
[MPAKTUKU EBPA3UICKOI O PKOHOMMWYECKOI'O COIO3A
Ne GMP/EAEU/BY/000XX-20XX

(y4eTHbIN HOMEp cepTH(HUKaTA)

Cpok neicTBus ¢ o

Brian o uroram npoBeneHus (hapMareBTUUEeCKOM UHCTICKITUU B
cootBeTcTBUM ¢ [IpaBunamu npoBeaeHus (papMarieBTUIECKUX MHCTIEKIIUA.

(MOIHOE M COKpaIlleHHOE HAMMEHOBAHUS YIIOJIHOMOUYEHHOTO OpraHa)

TIOJITBEPKIACT CIICTyFOIIee:

npoBejieHa (papmarieBTHUecKast MHCTICKITHS

(MoHOE HAUMEHOBAHUE TPOU3BOIUTENS )

(ampec TpOU3BOACTBEHHOM TUTOIIAIKH )
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Ha OCHOBaHMH (yKa3aTh OJTHO U3 CIETYIOLIEIO):

3asBieHHs Ne Ha T[OJy4YeHUWE paspelieHus (JUUEH3HH) Ha

OCYHICCTBJICHUC ACATCIIBHOCTHU I10 ITPOU3BOACTBY JICKAPCTBCHHBIX CPCIACTB,
IIaHa IIPOBCACHUA q)apMaHCBTI/I‘IeCKHX I/IHCHGKHPIﬁ, KaK ACPKATCIIA Pa3pCHICHUA

(JIMLIeH3UM) HAa MPOU3BOCTBO JIEKAPCTBEHHBIX CpelicTB No ;

3asgBlIcHUS No Ha pCTUCTPALNIO JICKAPCTBCHHBIX CPCICTB,

(MHOE OCHOBaAHUE)

Ha ocHoBaHuM cBeneHUH, MOTYYSHHBIX IPH MPOBEACHUN (hapMalleBTHUECKON
WHCIIEKIINH, TIOCEIHSS U3 KOTOPBIX ObLIa MpOBEACHA :
(mara, mepuom)

YCTaHOBJIEHO, YTO JaHHO€ (hapMalleBTUUECKOE IPOU3BOJCTBO COOTBETCTBYET
TpeboBanusaM [IpaBuin Haasexkamedn Mpou3BOACTBEHHON NpakTUku EBpa3uiickoro
HSKOHOMHUYECKOT'O COI03a.

HacTosmuii cepTudukaT oTpa)kaeT cTaTyCc MPOU3BOACTBEHHOM IUIOIIAIKU HA
MOMEHT IIPOBENCHUS (hapMaleBTUYECKON NHCIIEKIUU U 10 UCTEYEHHUH OoJee 3 JieT
OT JaThl MOCJIEIHEr0 JHA NocieAHe (apMalleBTUUECKON MHCIEKIIMM HE MOXKET
CUMTATHCSA B KAUECTBE TOKYMEHTA, CBUIETEIBCTBYIOIIETO O CTaTyCE COOTBETCTBUSI.
Cpok pgeiictBust cepTuuUKara MOXKET OBITh COKpAIEH MNpH HCHOIb30BAaHUU
COOTBETCTBYIOIIMX  IPHUHIMIIOB  YIOPAaBICHHUS  PUCKAMM  0IPU  HAJIUYUHU
COOTBETCTBYIOILIEH 3amuch 00 3TOM B moje «OrpaHUYeHHs] WU MOSICHUTEIbHbIC

3aMETKH, Kacaroluecst 001acTH MPUMEHEHHUS HACTOSIIETO CePTU(PUKATAY.

CepTI/I(l)I/IKaT ABJIIACTCS I[efICTBHTCJII::HBIM B ClIydac IpcacTaBJICHUA BCEX €TI0

CTpaHHuI] (KaK OCHOBHBIX JIUCTOB, TaK 1 JOIIOJHUTCIBbHBIX J'II/ICTOB).

AyTeHTUYHOCTh  (TOAJMHHOCTH)  HACTOSIIIETO  cepTU(HUKATa  MOXKHO
MIPOBEPUTH B 0a3e JaHHBIX

(HauMeHOBaHUE YIOJHOMOYEHHOI'O OpraHa)

Ecin ceprudukar He mpeAcTaBleH B yKa3aHHOM 0a3e NaHHBIX, CIIEIYeT

00paTUThCS B YIIOJITHOMOUYEHHBIA OPTaH, €r0 BhIJABIIINM.




(yueTHBIN HOMEp OJ1aHKa)

(1OTIOTHUTEIBHBIN JIUCT)

DﬂeKapCTBGHHBIC CpCaAcCTBA I MCAUITUHCKOI'O IIPUMCHCHUA

[1JTekapcTBeHHBIC ITpeNapaThl Il KIMHHYSCKUX UCCIICTOBAaHMA (MCIIBITAHUH )

Kox

Haumenosaunue

1. TIPOU3BOACTBEHHLIE OITIEPAIINN - IEKAPCTBEHHAS ITPOAY KL A
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CrepuibHast IpOLYKIUs

1.1.1 IIpousBoaumasi B acENTUYECKUX YCIOBHSIX (orepanuu oOpadoTKu
JUTSL CIIEAYIOIINX JIEKAPCTBEHHBIX (hOpM):

1.1.1.1 sxuakue exapcTBEHHbIE (POPMBI OOJIBIIOTO O0OBEMA

1.1.1.2 sxxuakue geKkapcTBEHHbIE (POPMBI MAJIOTO 00BEMA

1.1.1.3 nuodunu3zatsl

1.1.1.4 TBepabIe ekapcTBEHHBIE POPMBI U UMILIAHTATHI

1.1.1.5 msrkue JiekapcTBEHHbIE (POPMBI

1.1.1.6 nmpoyas nmpoayKuusi, MPOU3BOJNMAs B ACENITUYECKUX YCIOBUAX
(Yka3atb)

1.1.2 TlogBepraemasi (UHUITHON CcTepuau3anuu (onepanuu 00pabOTKH
JUTSL CIIEAYIOIINX JIEKAPCTBEHHBIX (hOPM):

1.1.2.1. xuakue JieKapCTBEHHBIE POPMBI OOJIBIIIOTO 00BEMA

1.1.2.2. )xunkue 1ekapcTBeHHbIE (HOPMBI MaJIOTO 00BEMA

1.1.2.3. TBepbIe IeKapCTBEHHBIE (POPMBI U UMILJIAHTATHI

1.1.2.4. msrkue jekapcTBEHHBIE (POPMBI

1.1.2.5. npoyas nmpoaykuus, noasepraemasi GUHULITHON CTEPUITU3ALINU
(YkaszaTn)

1.1.3 Beimyckaroniuii KOHTPOJIb KayecTBa (BBITYCK CEPHM)

1.2

HeCTepI/IJ'IBHaH MPpOAYKIIHA

1.2.1 HecrepwibHasi mpOAYKIUS (TEXHOJIOTHYECKUE OMEpaIUH IS
MOJTYYCHUS CIIETYIONTUX JIEKAPCTBEHHBIX (OPM):

1.2.1.1 kancynsl B TBEPIOM 00010UKE

1.2.1.2 xancynbl B MATKOH 0007104YKe

1.2.1.3 sxeBaTeNbHbIE JIEKAPCTBEHHBIE (POPMBI

1.2.1.4 umnperHupoBaHHbIE JIEKAPCTBEHHbBIE (HOPMBI
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1.2.1.5 sxunkue ekapcTBEHHbIE (POPMBI JIJIs1 HAPYKHOTO MPUMEHEHUS

1.2.1.6 xuakue JeKapCcTBEHHbIE (POpMBI JI1  BHYTPEHHETO
pUMEHEHUS

1.2.1.7 MeTULINHCKHE Ta3bl

1.2.1.8 mpoune TBepAbIE JIeKapCTBEHHBIE (DOPMBI

1.2.1.9 npenapatbl, HaXOAIIUECS TIO1 IaBICHUEM

1.2.1.10 pagnoHyKJIMHBIE T€HEPATOPHI

1.2.1.11 Markue nexapcTBeHHbIE (OPMBI

1.2.1.12 cBeuu (Cynmmo3uTOpUN)

1.2.1.13 TabaeTkn

1.2.1.14 TpancaepmanbHbIE TIACTBIPU

1.2.1.15 npoyast HecTepUIIbHAS POAYKIIUS (Yka3zaTp)

1.2.2 Beimyckatomuiit KoHTpoIib (CepTuduxarms cepun)

1.3

buonoruyeckas JICKapCTBCHHAA IIPOAYKIIUA

1.3.1 buonornueckas aeKapCTBEHHAS] IPOTYKIIHSL:

1.3.1.1 npoayKThl KpOBU

1.3.1.2 ummyHOOHMOIOrMYecKast IPOyKIUs

1.3.1.3 xeTOYHOTEpanIeBTUYECKAs TIPOAYKIIHS

1.3.1.4 renoTepaneBTHUECKas MPOAYKIUS

1.3.1.5 GuoTexHoIOTHUYECKast MPOTYKIIHS

1.3.1.6 mpoaykuus, 3KCTparupoBaHHAas U3 >KUBOTHBIX HCTOYHUKOB
WJIM OPTaHOB (TKAaHE) YeloBeKa

1.3.1.7 npoaykuus TKAaHEBO MHXKEHEPUHU

1.3.1.8 npouas Ouonmormyeckas JIeKapCTBEHHAs  MPOAYKIHUS
(Yyka3zaThb)

1.3.2 Beimyckaromuid KoHTpousb (CepTudukanms cepun) (mepeyeHb BUI0B
MPOIYKLIHH):

1.3.2.1 npoayKThl KpOBU

1.3.2.2 ummyHOOHOIOTHYECKast IPOTYKITHS

1.3.2.3 kieTouHOTEpaneBTUUECKAas MPOTYKIIHS

1.3.2.4 reHoTepaneBTHYECKAsA IPOAYKIUS

1.3.2.5 OuoTexXHOIOrnyecKast MPOAYKIIHS

1.3.2.6 mpoaykuwusi, 3KCTparupoBaHHasi W3 KUBOTHBIX HCTOYHHUKOB
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WJIUM OpraHoB (TKaHEH) YeoBeKa

1.3.2.7 npoaykuusi TKAHEBOW MHKEHEPUHU

1.3.2.8 mpouas onoJsoruaecKas JIeKapCTBEHHAs MPOYKITUS
(Ykazartp)

14

Hpoqaﬂ JICKapCTBCHHAA MMPOAYKIIHA 1501041 IMPOMU3BOACTBCHHAA
ACATCIBbHOCTD

1.4.1 ITpou3BoOCTBO:

1.4.1.1 pacTutenbHas NPOTYKIUS

1.4.1.2 romeonaTudeckas mpoAyKIHS

1.4.1.3 mpoyast IPOTYKIIUS (Yka3atp)

1.4.2 Crepunuzanus papmaneBTHUECKUX CyOCTaHIIMNA, BCIOMOTaTEIbHbBIX
BEILIECTB, TOTOBOM MPOAYKIUU:

1.4.2.1 punbrpanus

1.4.2.2 cyxoxapoBasi CTEpUIN3aIUS

1.4.2.3 crepunu3aius napom

1.4.2.4 xumMuyeckas CTepuiIn3anus

1.4.2.5 crepunu3aiys raMMa-u3iydeHueM

1.4.2.6 cTepunm3anys dIEKTPOHHBIM U3TyYCHHEM

1.4.3 TIpouee (Yka3atb)

1.5

VYmakoBka

1.5.1 IlepBruuHas ynakoBKa:

1.5.1.1 xancynbl B TBEPAOH 000T0UKE

1.5.1.2 xarncynbl B MATKON 000J104YKe

1.5.1.3 sxeBaTenbHbIE JIEKAPCTBEHHBIE (POPMBI

1.5.1.4 umnperaupoBaHHbIE JIEKAPCTBEHHbBIE (DOPMBI

1.5.1.5 xxunkue ekapcTBeHHbIE (POPMBI ISl HAPYKHOTO MPUMEHEHUS

1.5.1.6 xuakue JneKapCcTBEHHbICE (QOPMBI  JJIS  BHYTPEHHETO
MPUMEHEHUS

1.5.1.7 MmequuMHCKHE Ta3bl

1.5.1.8 mpouwne TBepIbIe JieKapCTBEHHBIE (DOPMBI

1.5.1.9 npenaparsl, HAXOAAIIMECS MO TABJICHUEM

1.5.1.10 pagoHyKIMAHBIE T€HEPATOPHI

1.5.1.11 msrkue iekapcTBeHHbIE (HOPMBI
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1.5.1.12 cBeun (Cynmo3uTOpun)

1.5.1.13 TaGaeTkn

1.5.1.14 TpancaepMalibHBIE TIIIACTHIPU

1.5.1.15 npoyas HECTEPUJIbHAS JIEKapCTBEHHAs MIPOAYKLIUSA
(Ykazartb)

1.5.2 BropuyHas ynakoBka

1.6 KoHTposb kauecTBa

1.6.1 MukpoOHOJIOTHYECKUE HCTIBITAHUS: CTEPUIBHOCTD

1.6.2 MI/IKpO6I/IOHOFI/ILICCKI/I€ HUCIIBITaHUA: MI/IKpO6HOJIOFI/ILIeCKaSI quCTOTa

1.6.3 Xumnueckue (pusnyueckue) UCIbITaHus

1.6.4 Buonoruyeckue UCHbITAaHUSA

JIroOble  orpaHuveHuss  WJIM  MOSICHEHUS,  OTHOCAIIMECS K  JIaHHBIM
MPOU3BOJICTBEHHBIM OIEpalMsIM 32 MCKIIOUCHHEM CIIy4aeB, KOI/Ia MOSICHEHHE
ABJISIETCA OOLIMM KOMMEHTapHeM K MpolleccaM Ha MPOU3BOJACTBEHHOM OOBEKTE,
rae Obl HU NMPUMEHSUTUCH TMOSICHEHUS WM OTpaHWYeHUs, HEOOXOJUMO BKJIIOYAThH
OTCBUIKY K COOTBETCTBYIOIIEMY HOMEpY ITyHKTa hopmata ceptuduxata GMP

2. UMITIOPT JIEKAPCTBEHHOU ITPOJIYKIINN

2.1 KoHTpoap kauecTBa UMIIOPTUPYEMOH JIEKAPCTBEHHON MPOTYKIIMU

2.1.1 MuKpoOMOIOTHYECKUE UCTTBITAHUS: CTEPUITBHOCTh

2.1.2 MuKpoOHOJIOTHYECKHE UCTIBITAHNS: MUKPOOUOIOTHUYECKAsT YUCTOTa

2.1.3 Xumnueckue (pusnueckue) UCIbITaHus

2.1.4 buosiornyeckue UCObITAHUS

2.2 Ceprudukaius cepuy UMIOPTUPYEMOU JIEKAPCTBEHHOM MPOAYKITUU

2.2.1 CrepuiibHasi IPOAYKIIUS:

2.2.1.1 mpousBogMMas B aCENTUYECKUX YCIOBUAX

2.2.1.2 nonpepraromascs QUHUIIHON CTEPUIIA3AIIUN

2.2.2 HecrepunbHast NpOIyKIHs

2.2.3 bruonoruueckas JeKapCTBEHHAS MPOYKITHS:

2.2.3.1 npoayKThl KPOBU

2.2.3.2 "MMyHOOHOJIOTHYECKAsT TTPOTYKITHS

2.2.3.3 KJIETOYHOTEpaNeBTUYECKAS TTPOTYKIIUS

2.2.3.4 reHOTEpaINIEeBTUYECKAS] IPOTYKIIHS

2.2.3.5 OMOTEXHOJIOTUYECKAs POAYKIIHS
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2.2.3.6 mpoaykKuMs, BBIAEIECHHAs W3 >KUBOTHBIX HMCTOYHUKOB WU
OpraHoB (TKaHel) YeJIoBeKa

2.2.3.7 npoayKuusi TKAHEBOW MHKEHEPUHU

2.2.3.8 npouas OnosoruaecKas JIeKapCTBEHHAs
MPOTYKLIHS (Yyxa3aTnb)

2.3

[Tpoyast eI TENLHOCT O UMIIOPTY (BBO3Y)

2.3.1 Ilmomanka ¢puznaeckoro uMmopTa (BB03a)

2.3.2 UmmopT IIPOMEIKYTOYHOM IIPOTYKITUH, oJIBepraromencs
najapHenIen oopaboTke

2.3.3 IIpouee (Yka3atb)

3. TIPOU3BOACTBEHHBLIE OIIEPAIINU —
OAPMALEBTUYECKHUE CYBCTAHLINUA

dapmarieBTHUECKas CyOCTaHIMS (CyOCTaHIHH):

3.1 [TpousBoacTBO (apMaleBTHUECKUX CyOCTaHIUH METOJIOM XHUMHUYECKOIO
CUHTE3a
3.1.1 IIpou3BOACTBO MPOMEKYTOUHBIX MPOAYKTOB (hapMareBTHUECKOM
cyOcTaHIuu
3.1.2 TIpou3BOACTBO HEOUHUIIICHHOH (hapMalleBTUIECKON CyOCTaHITUN
3.1.3 ComeobpazoBaHme/0UNCTKA: yKazaTh (Hanmpumep:
MepeKpUCTAIIIU3ALINS )
3.1.4 ITpouee (Yka3zaTh)

3.2 [Tpou3BoacTBO apMalieBTUYECKUX CYOCTaHIIMI METOAaMH BBIJIEICHUS U3

IIPpUPOAHBIX HCTOYHHUKOB

3.2.1 Boinenenne (QapmarieBTHYECKHX CYOCTaHIIMA W3 HCTOYHHKOB
PACTUTENBHOTO MPOUCXOKIACHUS

3.2.2 Boinenenne (apmarieBTHYECKHX CYOCTaHIIMA W3 HCTOYHHKOB
KUBOTHOTO MPOUCXOKICHUS

3.2.3 Brigenenue (papManeBTUUECKUX CYOCTAHIMI U3 OPTaHOB (TKaHEH)
YeJioBeKa

3.2.4 Beimenenue ¢apmarieBTHYECKUX CYOCTaHIIMA W3 HCTOYHHKOB
MUHEPATHHOTO MPOUCXOKICHUS

3.2.5 Moaudukauss  BblAEICHHOW (hapMaleBTUYECKOW CyOCTaHUIUU
(Yka3pIBaeTCsS UCTOYHUK U3 yHKTOB 3.2.1 — 3.2.4)

3.2.6 Ounctka BBIJICJIEHHOMN (dapmaneBTHYeCKOn cyOcTaHIIUH
(Yka3pIBaeTCs UCTOYHUK U3 MyHKTOB 3.2.1 — 3.2.4)
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3.2.7 llpouee (Yka3atp)

3.3 [IpousBoacTBO (hapMaleBTUUECKUX CYOCTaHIMHA C HCIOJIb30BAaHUEM
OMOJIOrMYECKHUX IPOLIECCOB
3.3.1 ®epmenTanus
3.3.2 IIpou3BOACTBO €  HUCHOJB30BAaHUEM  KJIETOYHBIX  KYJIBTYP

(YKa3aTh THI HUCIONb3YEMBIX KJIETOK) (IO yKa3aHUEM

TUMNA KJIETOYHBIX KyJbTYpP MOHHUMAETCS WX THUMOBas CHEHU(PUIHOCTD,
JIMHUSL, IITAMM U TIpoYee)
3.3.3 Breigenenue/ouncrTka
3.3.4 Moauduxkarus
3.3.5 Ilpouee (Yka3atp)

3.4 [Tpon3BOACTBO CTEPUIBHBIX (hapMalleBTHUECKUX CyOCTaHIui (pa3aensl
3.1, 3.2, 3.3 1oJKHBI OBITh 3aIIOJIHEHBI, TJI€ TPUMEHUMO)
3.4.1 ®apmareBTHUECKHE CYOCTAHIMH, MPOW3BOIUMBIC B aCENITHYECKHUX
YCIIOBHSIX
3.4.2 @apmanieBTHYECKUE  CyOCTaHIIMM, TOJBEpraeMble  (HUHUITHON
CTEPHIIN3ALUU

3.5 3aBepuiaroye CTaJuy MPoru3BoICTBA (apMalleBTUUECKUX CYOCTaHIIUN
3.5.1 Cranuu Qusnuyeckoit 00pabOTKH (yKa3aTh)
(Hampumep: cylliKa, U3MEIbYEHHUE, IPOCCUBAHUE)
3.5.2 IlepBuyHas ynakoBka
3.5.3 BropuuHas ynakoBKa
3.5.4 TIpouee (yka3zaTb) (nn1s omeparuii, He OMKUCAHHBIX
BBIIIIE)

3.6 Kontposb kauecTBa

3.6.1 ®Ousnueckne/XuMHUECKUE UCTTBITAHUS

3.6.2 MukpoOnoIoTHUeCKie HUCIBITaHUS  (BKJIFOYAs HWCIBITAHUE Ha
CTEPUIBLHOCTB)

3.6.3 MukpoOHONIOrMYEeCKUE HUCMBITaHUS (KMCKIIOYasi HUCHbITAaHUE Ha
CTEPUJILHOCTB)

3.6.4 BruojoruyecKue UCIbITAHUS

4. ITPOYME OITEPALINN - DAPMAUEBTUYECKUE CYBCTAHLINU

(ykazarb)

OFpaHI/I‘ICHI/IH HJIN ITIOSACHUTCIIBHBIC 3aMCTKH, KaCaroIIUECsI o0iacTu IMPUMCHCHUSA
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cepTuduKara;

(D.1.0., momKHOCTD) (Tommmcn)

(maTa moamuMCcaHMs, 7. MEC.TTTT)

M.IL

(y4uetHblit HOMep OJaHKa)

KommenTapuu, mpuBeneHHblEe B CKOOKax IO TeKCTy cepTudukata, HE OTpaKalwoTCsi B
ceptudukate v HOCAT UH(OPMALIMOHHBINA XapaKTep




