[MTPUJIOXEHUE Ne 14

K [IpaBuiiam perucTpaiu u 3KCrepTU3bl
JIEKapCTBEHHBIX CPEJCTB JJIsI METULIUHCKOTO
MIPUMEHCHUS

YKA3ZAHUASA

[0 COCTABJIEHUIO IKCIIEPTHOI0 0TYeTAa
0 KPUTHYECKOIl OLleHKe ACTEKTOB Ka4eCcTBA
JIEKAPCTBEHHOI0 Mpenapara

|. O6mue ykazanus

B macrosmmx VYkKazaHUAX pPacCMaTPUBAIOTCS TOJIBKO TE€ Pa3JIeiibl
0TY€Ta, KOTOPBIE TPEOYIOT MOSICHEHUH 1 KOMMEHTAPHUEB.

[Ipu pabore HaA OTYETOM HEOOXOJWMO YUHUTHIBATh CIIEIYIOIIHE
ACIIEKTHI:

Otuer nOKEH OBITH B JIOCTATOYHOM CTEMEHM JICTAIM3UPOBAH
JUJI. BO3MOKHOCTH MPOBEACHUS €r0 MOBTOPHOW OLIEHKHU JIPYTMMU dKCIEPTaAMU
YIIOJJHOMOYEHHBIX OpPraHOB M OpraHW3aluid TOCylHapCTB —  YJICHOB
EBpazuiickoro  3KOHOMHUYECKOTO COr3a  (Jjajiee  COOTBETCTBEHHO  —
rocyaapcra-uieHsl, Coro3).

B otuere momxHBI OBITH OMHMCAaHBI HaWOOJIEE XapAKTEPHBIE ACIICKTHI
KauecTBa, OCOOEHHO KacCallIMecss HEAOCTaTKOB, a TAaKXe€ MOCTABJICHBI
000CHOBaHHBIE 3aMEUaHMs, KOTOpPbIC MPEABABIAIOTCA 3asBUTENIO. JlaHHBIE
3aMEUYaHus JIOJDKHBI OBITh TaKXE€ TMEPEYUCIEHBI B MOJYJIE CBOJHOTO
AKCHepTHOTO oTuera «O1eHKa 0€301MacHOCTH, KauecTBa, 3(HPEKTUBHOCTHY.

JIns  TpaBUJIBHOTO — TMPEJCTABJICHUS  HMCTOYHUKOB  MHGOpMAIIUH,

YKa3aHHBIX B oTueTre, (BK/IOYas crenupuyeckue pa3feibl Jochke — o0liee
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omnucaHue, CBOJHAs WH(pOpMaIus, OT4eThl 00 HUCCIIEIOBAHUSIX) HEOOXOIUMO
UCIIOJIb30BaTh IEPEKPECTHBIE CCBHUIKA Ha JOKYMEHTBI JIOChE, CCBUIKM Ha
JUTEPATypPy U APYTUE UCTOYHUKH.

B oruere Takxke IOJMKHBI OBITH OCOOBIM OOpPa3OM MOJYEPKHYTHI
T€ JaHHbBIE, KOTOpPbIE€ HEOOXOJMMO BKJIIOUUTH B OOIIYI0 XapaKTEPUCTHUKY
JekapcTBeHHOro npenapara (nainee — OXJIIT).

[Io BO3MOXHOCTH TmpeacTaBieHUE HWHPOPMAIMK JIOKHO  OBITh
BBITIOJIHEHO B BHUJI€ Ta0JIUIl, TPa(UKOB U PUCYHKOB, IPUMEPHI KOTOPBIX JAaHbI
B puiioxkennn Ne 8 k [IpaBuiam peructpariii ¥ SKCIepTU3bI JICKAPCTBEHHBIX
CPEACTB ISl MEIUIMHCKOTO MPUMEHEHUSs, YyTBepxkaaeMbiM EBpasuiickoi
PKOHOMHUYECKON  KOMHUCCHUEW, U  JIOJDKHBI ~ HUCIOJb30BaThCAd  MpPH
HeoOXxonuMocTd. B oTyer pomyckaercs BKJIIOYEHHE TaOJUIl W3 J0CHE
npenapata. [Ipu 3ToM ciegyer NpuBOIUTH COOTBETCTBYIOLIME CChUIKU. JLJIst
YVOPOILIEHUS BOCHPUATHA Marepuaisa MOryT OBIThb B OIPaHUYEHHOM
KOJIMYECTBE BKJIIOYEHBI TaKW€ JIaHHBIE 3asBUTENS, KaK OJIOK-CXEMBI,
crienuUKaIyu 1 T.1.

B mabnon otuera mpuioxkenuss Noe 8 k IlpaBuiiam peructpanuu u
DKCHEPTHU3bl JIEKAPCTBEHHBIX CPEACTB IS MEIUIMHCKOIO NPUMEHEHHS,
yTBepXKaaeMbIM EBpa3uiickoil 3KOHOMHUYECKOM KOMHUCCHEH 100aBJIEHO
HECKOJIBKO OTJIEIbHBIX CTPaHUIl, MPEIHA3HAYCHHBIX JIJI1 CIUCKA COKPAILICHUI
U COUCKA JIUTEPATyphl, OTU CTPAHUIIBl CJEAYeT 3aloJHUTh TMpH
HEOOXOIUMOCTH.

B kauectBe mpu@dTa OCHOBHOTO TEKCTa PEKOMEH]IYETCSl UCIOIb30BaTh
rapauTypy Times New Roman, kerns He MmeHee 11 nit. B ciiyuae eciin o0bem
OTYE€Ta MPEBBINIAECT 7 JUCTOB, CIEAYET CleJIaTh OrJIaBJICHUE JJIsl 00JIeTYEHUs

OpPHUCHTHUPOBAHUS B TCKCTC OKCIICPTHOI'O OTUYCTA.
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I1. KpuTnueckas onieHKa U SKCIEpPTU3a KauecTBa

[MpuBeneHHass HUXE CTPYKTypa OTYeTa O KpPUTHYECKOW OICHKE
Ka4eCcTBa, B OCHOBHOM, COOTBETCTBYET CTPYKTYPE PETUCTPAIIMOHHOTO JOChE,
KpOME HEKOTOPBIX TIPEIBAPUTENBHBIX pa3/IesioOB, HamlpuMep, pasjaena
«BBenenune», A TpEACTaBICHUS O3HAKOMUTENBHOW WH(GOPMAIMH O
TIPOJTYKTE.

XOoTs JaHHOE PYKOBOJICTBO IOJAXOMUT Kak JiIi HOBBIX, TaK W
U3BECTHBIX XUMHUYCCKHX AKTHBHBIX CyOCTaHIMA W OMOTEXHOJOTUYCCKHX/
OHMOJIOTHYECKUX MPOTYKTOB, B HEKOTOPHIX CIIydasx MPUBEICHbI KOHKPETHBIC
JOTIOTHUTEIILHBIC YKa3aHUS JIN0O ISl HOBBIX XUMHUYECKUX CYOCTAHIIMM, THO0
OMOTEXHOJOTHYECKUX (OMOJIOTHYCSCKUX) MPOTYKTOB.

Cienyer Takke O3HAKOMHUTBCS C PEKOMEHIAIMSIMH 10 COCTABJICHHIO
PETUCTPAIIMOHHOTO JIOChE I 3asfBUTENS — HE CTOJIBKO JIJISI MPUMCHCHUS
JTAHHBIX WHCTPYKIIMH B HACTOSINEM JOKYMEHTE, CKOJIBKO IS TOTO, YTOOBI
oOpaTHTh BHUMaHHUE KCIEPTOB HAa HEKOTOPHIC JOIMOJHUTEIbHBIC ACIEKTHI,
CICIMAILHO HE OIMCAaHHBIE B PETHCTPAIMOHHOM jochbe. HeoOxommmo
0o0paTUTh BHMMAaHHWE HA TO, YTO IS TPOCTOTHI, B CTPYKType OTYETa,
NPUBEJICHHOTO HIKE, TMPUBOMATCA TOJBKO «OCHOBHBIC»  3arojOBKH
PETUCTPAIIMOHHOTO  JIOChE. ODKCIEPThI MOTYT J00aBUTh HEKOTOPHIC
3aroJIOBKH, B 3aBUCHMOCTH OT OCOOEHHOCTEH MPOTyKTa.

Cchulki Ha WHQPOPMAIUIO, SIBJISIONIYIOCS KOH(GHUACHIIMAILHOW W HE
NpeHa3HAYCHHYO JUIS CBEICHHMSI 3asBUTENS (HAIPUMEp, CCHUIKA Ha OTYET 00
OLICHKE JIPYroro JISKapCTBEHHOrO TIpernapara), JOJDKHBI OBbITh YETKO
oTMeueHbl Kak «KoHuaeHIManpHas WHPOPMALUS» W BBIJACICHBI JKEITHIM
¢boHOM. DTH pa3enbl JOHKHBI OBITh H3BSITH U3 OTYETA MEPE €ro OTIPABKON

3asBUTCIIIO.
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Hacrosimuii oT4eT O KPUTHUYECKOM OIIEHKE KayecTBa JIOJDKEH
MPEJCTaBIATh COOOM CaMOCTOSITEBHBIA JOKYMEHT, YTO MOXKET OBITh
JOCTUTHYTO CJICTYIOIIMMHU CIIOCO0aMH:

MpEeJICTaBICHUEM WM KOMUPOBAHUEM JaHHBIX, B3ATBIX M3 JOCHE
3asBUTEJS,, C TMOCHEAYIONEed COOCTBEHHOW KPUTUUECKOM OIEHKON HTUX
JAHHBIX SKCIIEPTOM, B YaCTHOCTH, B OTHOIICHHH BOIPOCOB OE30MaCHOCTH
(>dbdexTuBHOCTH), W aKICHTHPOBAHHEM BHUMAHHS Ha COOTBETCTBHUH
TpeOOBaHUAM ONPEACICHHBIX PYKOBOJAIIMX JOKYMEHTOB. B Takux ciydasx,
BO M30€XaHHWE MyTaHUIIBI KOMMEHTAapUU BBOJATCS TMOJ] COOTBETCTBYIOIIUM
3arojioBkoM «KoMMeHTapuu dKCIepTay.

M3JI0)KEHUEM B OTUYETE, B OCHOBHOM, COOCTBEHHBIX B3IJIS0B AKCIIEpTa
CO CCBUIKaMH Ha JlaHHbIe 3asBuUTeNs U (wau) OO1ee pe3roMe 1o KauecTBy. B
TOM CJIydae 3aKJIFOUEHHE OKCIIepTa IMOJJICKUT IPOUYTECHUIO BMECTE C
npuaokeHHbIM OOImKM pe3toMe 1o KadecTBy. [Ipu 3ToM HEOOXOIUMOCTH B
JIOTIOJTHUTEIBHBIX 3ar0JIOBKAX IS KOMMEHTAPUEB DKCIIEPTA OTCYTCTBYET.

DKCIEPT TAKKE MOMKET MOJIb30BATHCS MOAXOIAIIUMHU PYKOBOJCTBAMU U
PEKOMEHAlUSIMU TIPU COCTABJICHUH 3aKJIIOUCHUS

DKcrepT, Kak IMPaBWwIoO, JOJDKEH COOTHECTH BOIPOCHI KadecTBa C
3 PEeKTUBHOCTHIO M 0€30MaCHOCTBIO PAacCMaTPUBAEMOI'0 JIEKAPCTBEHHOTO
npenapara. Takxke ciielyeT OCBETUTh BOIPOCHI, BOSHUKIIIUE 10 pe3yabTaTaM
HAy4YHON OIIEHKM (ONMMCAaHHOW HUXE) W Kacawmmecs uHopManuu o
npenapare (3ameuanus B oTHomeHnu OXJII, MapKupoBKH U HHCTPYKIIUH 110
MEAMIIMHCKOMY ITPUMEHEHHMIO (JIMCTKA-BKIIA/IBIIIA)).

I[Ipy momade 3asgBKM HA  pETUCTpalMi0  OMOAHAJIOTHYHOIO
(bromomoOHOT0) JIEKAPCTBEHHOI'O IperapaTta HEOOXOIUMO IIPEICTaBUTh
Pa3BEpPHYTYIO COMOCTABUTEIBHYIO OIEHKY JUIsl MOJTBEPKICHHUS TOTrO, YTO

OvoaHamoOTUYHbIM  (OMOMOAOOHBIN) JIEKapCTBEHHBIM Mpenapar u  yxkKe
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3apeructpupoBaHHbie B Coro3e pedepeHTHbIE MpenapaTbl UMEIOT CXOJHBIE
XapaKTEPUCTUKH B OTHOIIEHUHU KauecTBa, 0€30MacHOCTU U 3QPEKTUBHOCTH.

[logpobuass wuHbOpManUsg O JO3UPOBKE, JIEKAPCTBEHHON (Qopme
npenapara CcpaBHEHHMs  (Ha3BaHWE), JepKaTele  PErucTPalioOHHOTO
YAOCTOBEPEHUS, JaT€ BbIJAYU PETUCTPAIMOHHOTO YJAOCTOBEPEHUS JOJDKHA
ObITh MpOBEpEHA Ha JTane Balugaluu (OINEHKH KOMIUIEKTHOCTH)
PErUCTPALIMOHHOIO OChe. B 1omnosiHeHne K TaHHOW HH(OpMaILUK SKCIIEPTOM
MOATBEPKJIAIOTCS HOMEpPAa CEpUN M CBEJAEHUS O CTPaHE MPOUCXOMKICHUS
Cepuil JIEKApCTBEHHOr0 Mpenapara, UCIOJIb3yEeMbIX MPU COMOCTABUTEIbHOU
OIIEHKE (XapaKTEPUCTUK KAueCTBa, JAHHBIX JOKJIMHUUYECKUX U KIMHUYECKHUX
UCCIIEIOBAHUI) C TMOCIEAYIOUMM MPEICTaBICHUEM B TaOIUYHON (opme B
paszene, KacaromeMcs KadectBa mpemnapara (CraHmapTHeie oOpasibl U
Marepuaibl, npuioxenue Ne 4 k [IpaBunam peructpauud W 3KCIEPTHU3BI
JIEKapCTBEHHBIX CPEICTB ISl MEIUIIMHCKOTO MPUMEHEHUs, YTBEPKIAeMbIM
EBpazuiickoii sxoHoMu4eckon komuccuend, OT/] moayns 3.2.P.6).

[Ipu »sKcmepTH3e PETrUCTPANMOHHBIX JOChE€ Ha OHMOAHAJOTHYHbBIC
(OuomoAoOHbIE) JEKapCTBEHHbIE MpENnaparhl CIEAyeT PYKOBOJICTBOBATHCS
TpeOOBaHUSIMU, H3JI0KEHHBIMU, B pPyKOBoACTBax Coro3a M MOAXOIAIIUX
HAIMOHAIBHBIX PYKOBOJCTBAX rOCYJapCTB-wieHOB. [[oMHMMO yKa3aHHBIX, B
cllyyae MPUEMIIEMOCTH, MOTYT OBbITh TPUMEHHMBI HHBIE TOIAXOJISIINE
PYKOBOJICTBA IO OMOTEXHOJIOIMYECKUM JICKAPCTBEHHBIM IIpErapaTam.

Pe3ynbTarhl cpaBHUTETBHON OIIEHKH XapaKTEPUCTUK OMOAHATIOTUYHOTO
(OuomoA00HOT0) JIEKApPCTBEHHOTO TMpernapaTta SIBISIOTCS JOTOJHUTEIbHBIM
JIEMEHTOM K perucrpauMoHHoMy jaocke B dopmare OTJl, kotopas
BBITIOJIHSAETCS, B CIydae MPUEMIIEMOCTH, Ha OCHOBAHHWM TMPEJICTABICHHBIX
3asIBUTEJIEM OTJEIBHBIX Pa3J/IeNIOB, COJEPKAIIUX CPABHUTEIIbHBIC JIaHHBIE.
[Ipu 3TOM Ha OCHOBE 3aKJIFOYEHHUSI B MOJIYJIE€ CBOJIHOTO SKCIIEPTHOTO OTYETa

«Omenka 0e30MacHOCTH, KadecTBa, 3(P(EKTUBHOCTH» JOJDKHO  OBITH
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omnpejeseHo, OblIa JU MOATBEPKJIEHA COMOCTABUMOCTh KakK JJisi aKTHBHOM

dapmaneBTHUECKOM CyOCTaHIIMU, TaK U JIEKAPCTBEHHOTO IIpenapara.

1. 3anpoc Ha NpoBEJAECHNE UHCTIEKIUU
(dhapMareBTUUECKOTO MPOU3BOJICTBA JI0 BhIAYU
PETUCTPAIMOHHOTO YAOCTOBEPEHUS

[Ipu BhISIBJIEHUS B XOJI€ MPOBEACHUS MPOLETYPhl SKCIIEPTU3HI (PAKTOB,
CTaBAIIMX TMOJ COMHEHHE JOCTOBEPHOCTHb CBEJICHUMW, IPEACTABICHHBIX B
PETUCTPALMOHHOM JIOChE€ B OTHOUICHWH MPOU3BOJICTBA JIEKAPCTBEHHOTO
npernapara U TpeOyIoImuX MPOBEACHUS WHCIIEKIMHU MTPOU3BOJCTBA, HA dTarle
OLICHKU PETUCTPALUOHHOIO JOChE COOTBETCTBYIOUIMM YIOJIHOMOYEHHBIN
OpraH JOJDKEH OBITh YBEJIOMJIEH B MAaKCUMAJIbHO KOPOTKHE CPOKH.
[TockoJibKy Jisi OpraHU3allMi WMHCIIEKTUPOBAHUSI TPEOYETCS BpEMSs, TaKOE
NEeUCTBUE HEOOXOAMMO TMPEANPUHATHL JO BbIJAUYW PETUCTPALIMOHHOTO
yaoctoBepeHrs. COOTBETCTBYIONIUN YITOJTHOMOYEHHBIN OpraH JOKEH OBIThH
YBEAOMIJIEH, MO BO3MOXHOCTH, JO IIOJTOTOBKM OTYETA O KPUTHUYECKOHU
OIIEHKE PETHCTPAIlMOHHOIO JOChE, MPUYEM JaHHBIM 3alpoC JIOJKEH OBITh B
MOCIECAYIONIEM YKa3aH B COOTBETCTBYIOIIEH dYactu ortderta. Cremyer
OTMETUTh, YTO 3alPOChl MOTYT BBIHOCUTBCSA MO PE3yJbTaTaM JKCIIEPTU3bI
JTOOBIX  pa3liesioB  MOJYJEH PErucTPallMOHHOTO JIOChe, KacaloluXcs
acrekToB kadecTBa. OCHOBaHMS JIJIs 3aIIpOca JOJDKHBI OBITh KPATKO OMHUCAHBI
KaK B OTHOIIICHUU MPOBEPKHU OOIIEr0 COOTBETCTBUS MpaBUJIaM HaJJIeKalen
MPOM3BOJICTBEHHON MpakTUKU W (WJIM) MHCIEKIUH IS OIEHKHU
MIPOU3BOJACTBEHHOI0 MPOIECCa TaK M KadyeCTBa KOHKPETHOTO MPOJAYKTa B
COOTBETCTBYIOIIEM pazziesie U 0oJiee MoAPOOHO B COOTBETCTBYIOIIEM pa3jielie

oTdeTa HUXe, Hanpumep, S.2, P.3.
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[Ipou3BoACTBO aKTUBHOW (PpapMalleBTUUYECKOUN CyOCTaHIUU

ITpouszBoACTBO AKTHUBHBIX dhapMaleBTUUECKUX CyOCTaHIINM,
UCIIOJIb3YEMbIX B TIPOM3BOJCTBE JICKAPCTBEHHBIX MPENAPATOB, JIOJKHBI
COOTBETCTBOBaTh TpeOoBaHusAM IIpaBun Hajjiexaliel Mpou3BOJICTBEHHON
npakTUk  EBpa3uiickOro  SKOHOMHYECKOTO  COK03a,  YTBEPKIAEMbIM
EBpaszuiickoii 3KOHOMHYECKOM Komuccuer,. (OobecrieueHue CoOJI0ICHUS
MpaBuj HaJIEXKaAIIEW MPOU3BOJCTBEHHON NPAKTUKU MPOUZBOAUTEISIMU
aKTUBHBIX  (DapMaleBTUYECKUX CYOCTaHITMN  SIBISETCS  00S3aHHOCTBIO
JepKaTesen JIATICH3UH Ha (dbapmareBTHIECKOe MIPOM3BO/ICTBO,
UCIIOJB3YIOIIUX AaKTUBHBIE (hapMalleBTUUECKUE CYOCTaHIIMM B KayecTBE
UCXOJHOTO ChIpbsi. [Ipr BOSHUKHOBEHUM Y 3KCIIEPTA BOMPOCOB, CBA3aHHBIX C
000OCHOBaHHBIMU COMHEHHUSMH B KayeCTBE aKTHUBHOW (apmalieBTHUECKOM
cyOCcTaHIIMM,  JIOMYCKaeTcs  3almpoc  Ha  MPOBEJACHHUE  WHCIICKIIUH
MPOU3BOJICTBEHHOM IUJIONMIAJAKA JAHHOW aKTUBHOM (papMalieBTUUYECKOM
cyOcTaHIuu.

NHCcneknuu MHUIIMUPYIOTCS aBTOMATHYECKUA B CIy4dae OMOJIOrMYECKHUX
CyOCTaHIIMA WM TPU HAIMYMHM CTAJAUU CTEPWIM3allMU B TPOU3BOJICTBE
CTEepUJILHON aKTHUBHOW (hapMaIrieBTUUYECKONW CyOCTaHIIMM, KOT/Ia HET HUKAKUX
JI0Ka3aTeIbCTB TOTO, YTO IUIOLIAJIKA, MPOXOAWJA IJIAHOBBIE HWHCHEKIUU

YIOJTHOMOYEHHBIM OPTaHOM.
[Tpon3BOICTBO JIEKAPCTBEHHOTO IIpemnapaTa

HpOI/IBBOI[CTBCHHaH IJiomazaka ABIISICTCA TCPPUTOPHUAIIBHO
000COOJIEHHBIM KOMIIJIEKCOM IMPOU3BOIUTCIIA JICKAPCTBCHHBIX CPCACTB,
NpEAHA3HAYCHHBIM  [JIA  BBIIIOJIHCHHA BCCro IIpomHecCa IIPOU3BOACTBA
JCKAPCTBCHHBIX CPCACTB HWJIHM €TI0 onpez[eﬂeHHoﬁ CcrTagur, BKJIKOYasa

IMPOMCXKYTOUYHBIC CTaAWUHW W KOHTPOJIb KadCCTBA. HpI/I BO3HHUKHOBCHUU Y
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OKCIICPTAa BOIIPOCOB, CBA3AHHLBIX C 00OCHOBAaHHBEIMH COMHEHHSMHU B KaueCTBE
JICKAPpCTBCHHOTO Ipcrapara, AOIIYCKACTCs  3aIllpocC Ha  IIPOBCIACHHC

VHCIICKIIMY TPOU3BOJICTBEHHOM TUIOIIAJAKYU JAHHOTO IIpenapara.
Hcnprranusa

[Ipu mpoBeneHun abOOPATOPHBIX MCCIENOBAHUW B COOTBETCTBUM C
[IpaBuwiamMu perucTpanui M HKCOEPTU3bl JIEKAPCTBEHHBIX CPEACTB IS
MEJIULITHCKOTO PUMEHEHUS, YTBEPKIaeMbIMU EBpasulickoit
SKOHOMHYECKOW KOMHMCCHUEW, OKCHEPT ONPEAEISIET THUI HUCCIENYEMBIX
oOpa3ioB (akTuBHas ¢apmarieBTHUYEeCKass CyOCTaHIHs, HepachacoOBaHHBIHN
JIEKApCTBEHHBIA MpernapaT, JEKapCTBEHHBIM TMpenapar), MepEeunucisieT
UCIBITAaHUS, HEOOXOJIUMBIE [IJI1 BBINOJHEHHS, KOJIUYECTBO 0OpPa3lIoB;
KOJIMYECTBO CEpUi, BEIOUpAET JiabopaTtopuro (71ab0opaTopuu) It TPOBEICHHSI

yKa3aHHBIX UCIIBITAHUH.
2. BBenenue
OO01ue cBeieHUs O JIGKApCTBEHHOM IIpenapare.

OOmue cBeneHUs O JIGKAPCTBEHHOM IIpernapaTe BKIIOYAIOT B ceOs
CIIeIyFOIIIEe:

KpaTKoe OIKMCAaHWEe THIA JICKApCTBEHHOIO Tmpernapara (aKTHBHAsA
dapmarieBTHUeckas  cyOcTaHuus — (HampuMep,  HOBOE  XMMHYECKOE
COCJMHEHNE, H3BECTHOEC XHMHUECKOEC COCAMHEHHE, OHMOTEXHOJOTHYecKas
(Omosornueckas)  cyOcrtaHius), paauodapMalneBTHYSCKU  Tperapar,
pacTUTENbHBI  JIGKAPCTBEHHBIH  Mpemapar), JieKapcTBEHHas  Qopma,
ymakoBka). Creayer 0co00 OTMETHUTh, €CIAM JaHHBIA JIeKapCTBEHHBIN

npemnapar NpeaIHa3sHauCH AJIs1 IPUMCHCHUA Y ,I[CTCI\/'I;
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yka3aHue craryca opdanHoro JsekapctBeHHoro mnpenaparta (OJIII), B
ciyyae MPUMEHUMOCTH;

MOKa3aHusl, IIeJeBas TPyIla HaCeJeHUsl, PEeKUM JTO3UPOBAHUS
(c ydyeToM CHIOCOOHOCTH JIEKAPCTBEHHOIO IIpenapara oOecne4YuBaTh
TpeOyeMbIN PEXUM JI03UPOBAHUS, HAPUMEpP, ACIUMBIX Ta0JIETOK), NYyTh
BBeIeHUS (IIPU OCOOEHHOCTSX IMyTU BBEJICHUS — YCTPOMCTBO JIJIsi BBEJICHUS);

CBEJICHUS O B3aMMOCBSI3UM MEX]y JaHHBIM JIEKAPCTBEHHBIM BEIIIECTBOM
U JPYTUMH BEIIECTBAMHU TOTO JK€ TEPAIeBTUYECKOTO KJIacca;

MPUTOTOBJIEHUE JIEKAPCTBEHHOrO IMpenapara IMepel MPUMEHEHUEM
(manmpumep, paauodapmalieBTUUECKUH Ipenapar, Tuoduin3ar);

Jpyrue 0COOCHHOCTH JIEKAPCTBEHHOIO TIpernapara, Hanpumep, CUCTEMBI
JIOCTABKH WJI BBEJICHUSI, YCTPONUCTBA JJIsI MPUMEHEHHUS U T. 1.;

CBSI3aHHBIC WJIM B3aMMO3AaBHUCHUMBIC 3asBJICHUS (HAMpUMeEp, 3asBJICHUE
Ha PETUCTpAIMI0 JIGKAPCTBEHHOTO IIpernapara ACHCTBYIOIEE BEIIEeCTRBO,
KOTOPOTO SIBJISIETCS META0OJUTOM paHee 3aperuCTPUPOBAHHOIO JIAHHBIM
3asIBUTEJIEM IIPOJIEKAPCTBA, JICKAPCTBEHHBIN Mpemnapar, NpeaHa3HaueHHBIN
JUISL PaCIIMPEHUs TUHEHMKHU aCCOPTUMEHTA).

Nudopmarus, mnpencraBieHHas  HWXKE,  MOpeJAHa3HadyeHa I
COCTaBJICHUS pe3tomMe OCHOBHBIX KPUTHYECKUX 0COOEHHOCTEHN
JeKapCcTBEHHOro mpemnapaTta. O0beM IpecTaBlIeHHON WHGOPMAIIMU 3aBUCUT
OT CBOWMCTB KOHKPETHOTO mpemnapara. CieayeTr Takxke MPUBECTU PE3OME MO

pe3yiibTaTaM KIMHHUYCCKOT'O ITIPUMCHCHU .

HaunmenoBanue

JlekapcTBeHHas hopma 1 103UPOBKA (KOHIICHTPALIHS )

IIpouenypa perucrpanuu

TepaneBTHUECKHM KJIaCC WIIM IOKa3aHue

[Ipennaraemplii [rana3oH 103
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3. AkTuBHas (papmareBTUIecKas
cyocranius (ADC, moayns 3.2.S)

Cnenyer cnenaTh ykazaHue, 4YTo wuHpopmalusi 00 aKTUBHOU
dbapmaneBTHUECKON CyOCTaHIIMM COAEPKUTCA B 3aKPBITOM YacTU MacTep-
¢aiima akruBHOM (hapmarieBTHdeckoit cyoctanmmun (MPADC). Pesynbrarel
AKCIIEPTHU3bl 3aKPBITOTO paszjena IMOMICKAT OTPAKECHUIO B OTACIBHOM
DKCIIEPTHOM OTYETE BMECTE C OTACIbHBIM IEPEYHEM 3aMEUAHWUW B BUJIC
JOTIOJIHEHUSI K HACTOSIIIIEMY 3KCIEPTHOMY OTueTy (cM. mpuioxkenne Ne 8 k
[IpaBuiiam perucTpalu M SKCIEPTHU3bl JIEKAPCTBEHHBIX CPENCTB IS
MEIUIUHCKOTO MPUMEHEHUS, YTBEPKAAeMbIM EBpa3niicCKON SKOHOMUYECKOU
xomuccueit). Tpeboanus B orHomeHnn MOPADC He pacnpoCTpaHIIOTCS Ha

OMOJIOTHYECKHE JICKAPCTBCHHEIC IIPCIIapaThl.

3.1. OOmas wuHbOpMaIMs OTHOCHUTEIBHO HCXOJHBIX MaTepUaliOB U

ceipbs (Moayns 3.2.S.1).

[Togq maHHBIM 3aroJOBKOM OTPKAIOT CBEACHUS, YKa3aHHBIC B
paszenax, KOTOpbIe MPUBEICHBI HUXKE.

S.1.1. Uadopmarus o HazBarauu ADC.

VYKka3pIBalOT XMMHMYECKOE€ Ha3BaHHE (€Clid 3TO MPUMEHUMO).
[loaTBEepkK1atOT, UMEET JU Mpernapar PEKOMEHIOBAHHOE MEXIYHapOJHOE
HEMaTeHTOBAaHHOE Ha3BaHUE, PENIOKEHHOE MEXKIyHApOJHOE
HEMaTeHTOBAaHHOE Ha3BaHWE, OOMIETTPUHATOE HA3BaHUE U T./I.

S.1.2. Ctpykrypa ADC.

[IpuBogsAT cBeoeHHUA O CTPYKType aKTHBHOTO BEIIECTBA U
COEIMHEHUSIX, UMEIOIINX aHAJIOTMYHbBIE XapaKTEPUCTUKU UITU CTPYKTYPY.

S.1.3. O6mme cBoiicta ADC.

VYka3piBatoT (€cau 3TO MNPUMEHHUMO) CBOWMCTBA, 3HAUYUMBIE IS

KIIMHUYECKOW MPAKTUKH, BBIPA3UB UX YEPE3 TAKUE XapaKTEPUCTUKH, Kak pKa,
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pacTBOPUMOCTh, MOAUMOP(U3M, H30MEpHUs, PACHPEACICHUE 4YaCTHUI[ 10

pasmepam U T.J.

Jlins 6uorexHosornueckux (OMonoruueckux) cyoctaniuii B myHKT S.1
clieyeT BKIJIIOYUThH OMKCAHUE aKTUBHOIrO BellecTBa. HeoOxonumo npuBectu
Ha3BaHWE U OMNHUCAHUE MOJIeKYJbl. OmnucaHue JOJDKHO BKIIOYATh B CeOs
TAKHE CBOWCTBA, KakK TJIMKO3WJIMPOBAHUE/ TIOCTTPAHCISIIMOHHbBIE
MoauduKauu, MoauGUKauu CTPYKTYpbl (AMUHOKHUCIOTHAsS 3ameHa, [191-
WIMPOBAHUE), Pa3Mep MOJEKYJbl. Ecin mnpuemiemo, clIeayeT NpPUBECTH
uHPopMaIMio O BTOPUYHOM U TPETUYHOW CTPyKType. Brimenstor u
paccMaTpUBAIOT 3JIEMEHTHI CTPYKTYPbI, BAXKHbBIC JIJI1 MEXaHU3Ma JCHUCTBHUS.

Crnenyer ompenenuTs BOIMPOCHI, HE OTPAXKEHHBIE B JOCHE JTOJIKHBIM
o0pa3zoM u mojjiexarnire paccMoTpenuio B [lepeune 3amMeuannii (Co CCbUIKOM
HA HOMEp BOIlpoca, MpU HeoOxoaumoctu). OnpenensoT KpPUTHYECKUE
3aMevaHus.

[Ipumeuanusi. 1. Cnenyer oTMmeTuTh, mnpeactaBieHbl nu Ceprudukar
cooTBeTcTBUs MOoHOTpadun Epornetickoii ¢papmakonen (CEP),
wim MOA®DC, wnmu mnonaHas wuHbopManus 00 aKTUBHOU
(dapMalieBTUUECKON CyOCTaHIIUH.
2.Ilpu wucnonpzoBanun MOADC cregyer ykaszaTh, UYTO
pE3yJIbTATBl €r0 3KCHEPTU3bl MPEACTABIAIOTCS B OTICIBHOM
AKCIIEPTHOM OTYEeTe MO KpuTudeckon ounenke MOADC c
KOH(HUICHIIMAIBHBIM TPWIOKEHUEM B OTHOLIEHUU 3aKPBITOM
4acTU JOKYMEHTA.

3. Ilpu Hanm4uu B J0Che cBeAeHUN Mo HecKoJbkuM MDADC
1o kaxaoMy MOADC npencraBisieTcst OTACIbHBIA OTUYET.

4.B  OTHONIEHWHM  PACCMATPUBAEMOTrO  JIEKAPCTBEHHOTO
npenapara HeoOXOAUMO IPUBECTU CBEJACHUS O pa3pelIeHUur Ha

JOCTYN K KOH(GUICHITHATLHON HH(POPMAITUH.
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5. IIpu wucnonp3zoBanuu CEP u MOADC HeoOXoaumo
3aMoJHUTh TOJIBKO pazzaenbl otuera 3.4 «KoHTposib KauecTBa
akTUBHOW  (apMairieBTUUeCKOW  cyOcranmuu» u 3.5
«CranmapTHeie 0Opa3lbl WM MaTEpUAlbI», CBSI3aHHBIE C
MIPOU3BOJICTBOM JIEKAPCTBEHHOTO Mpenapara, €Clid 3asBUTEIb
HE TMPEJOCTaBUJ JIONOJHUTEIbHbIC JaHHbIE, a WMEHHO, B
COOTBETCTBUU C pazaenom 3.2.S.7 naHHble 0 CTAOUIBLHOCTH IS
NOATBEPKJEHUS OoJiee MIUTENBHOrO MepHoJa IMOBTOPHOTO
UCTIBITAHUSI.

6. Bompocet mo 3akpeiToii  yacth  oT4eToB MODOADC
HaIpAaBJISIIOTCS. HE 3asBUTENIO, @ TOJBKO COOTBETCTBYIOIIEMY
IPOU3BOIUTEIIO aKTUBHOU dbapmaneBTHUECKOM
cyocraniuun/aepxareno MOADC.

7. IIpu ucnonv3oBannu CEP u MOADC crnenyer yTOUHHUTH
UCTOYHUK (3agBUTENb, unu jAepxkareabr MOADC, wunu
nepxkarenb CEP) u ypoBeHb JeTanu3alludl CBEACHUN s
COCTABJICHHS OTYETA O KPUTUYECKOU OLICHKE.

8. Ouenka Ka4yecTBa aKTUBHOU (dapmaneBTHUECKOM
CyOCTaHIIMM B HACTOSIIIEM OTYETE AOJDKHA TaKXKe OTPaKaThb
JOTIOJIHUTEIBHYIO uH(pOpMaIuIO, MPEJICTABIICHHYIO
3asBUTEJIEM, KOTOpash HE BKIIYEHA B OTKPBITYIO YacTh
TOKYMEHTa, mpenactasisieMoro aepxkareieM MOADC. Eciu
3asiBUTEJIEM  TpEeACTaBisieTcss TmoyHas uHbopMmanus 00
aKTUBHOM (papMaiieBTHYECKOM CyOCTaHLIMM, B OTYET JIOJKHA

OBITh BKJIFOUEHA OIIEHKA 3TOM MH(POpMAIUH.
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Nudopmanus o HaumenoBanuu ADC (momxyns S.1.1)

MexayHapoaHoe HelaTeHToBaHHOe HanMeHoBanne (MHH)

XUMHYECKOE Ha3BaHUE

WHoe Ha3BaHue (ecau MPUMEHUMO)

Haszeanue no nomenknarype [IUPAC

CAS-nomep

JlaGopaTopHbIii Kox

MonexymsipHas popmyna

OTtHocuTenbHAsI MOJIEKYJISIpHAsl Macca

Crpykrypa ADC (Mmoayins S.1.2):

Oomue croiictea ADC (Moayins S.1.3)

Du3nyecKue XapakTepUCTUKH

PacTBOpUMOCTD

3nauenue pKa (eciau BO3MOXKHO)

3Hauenne pH pacTBopa (eciau BO3MOXKHO)

TemmepaTypa miaBneHus (7151 TBEPBIX BEIIESCTB)

Koaddurment pacnpeneneHus

[ UrpOCKONTMYHOCTH

Crepeoxumust

[Tommopduzm

CrerneHb KPUCTAIUTMYHOCTH (/7151 TBEP/IBIX BEIIECTB)

3.2. IIporecc nmpomsBoactea ADC (Moayns 3.2.S.2)

HOI[ JaHHBIM 3aroJJOBKOM OTpaxaroT CBCIACHU,

CIIEIYIOIIUX pa3jesax:

S.2.1. TlpousBoautens (IIPOU3BOIUTEIIHN).

YKa3aHHbIE B

S.2.2. Onucanue IIPOU3BOACTBCHHOI'O ITpoHecCa U €Iro KOHTPOJIA.

S.2.3. KoHTpoJIb HCXOMHBIX MAaTEPHUAIIOB.

S.2.4. KOHTpOJIb KPUTHYECKUX CTAIUHA U MTPOMEKYTOTHOUN MPOTYKITHH.

S.2.5. Bagupanuys mpou3BOACTBEHHOIO Mpoliecca B (MIIH) ero OIeHKa.
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S.2.6. Pa3paboTka mpon3BOCTBEHHOTO MPOIIecca.
HoBrble niu U3BECTHBIE XUMUYECKUE COCTUHEHUS

S.2.1. llpousBoauTeny.

Cnenyer yka3aTb Ha3BaHUE W CTpaHy HPOU3BOAUTENS (4 TaKxkKe
Ha3BaHHE 3aBOJIA, €CIIA IPUMEHHIMO).

S.2.2. Onmcanue mpou3BOICTBEHHOIO MPOIIecca M €r0 KOHTPOJIS.

[IpuBoauUTCS XUMHUYECKass CXeMa CHHTE3a, CXeMa TEXHOJOTHYECKOTO
nporiecca (1Mo BO3MOXKHOCTH TPEANOYTUTEIHLHO BKIIOUUTH JAHHYIO CXEMY B
COJICp’)KaHUE OTYeTa, YE€M IMPUBOJUTh B MPWIOKEHHUH) C YyKa3aHUEM
KPUTUYECKUX CTAIUN.

Takoke yka3bIBaeTCs 3asBJICHHBIN pa3Mep MPOMBIIIIEHHON CEPUHU.

AnbTepHATUBHBIC TTPOIECCH — BKIIIOYAIOT KOMMEHTAPUH MPU HATUYUH
JTAHHBIX TTPOIIECCOB.

IlepepaboTka — BKJIHOYAIOT KOMMEHTApUM TIPU HAJUYUU TaKOTO
mporiecca (HampuMep, Ha KaKoOM JTalle JaHHBIM IIPOIECC MOXKET HMETh
MECTO).

Kartanuzatopbl ¥ pacTBOPUTENHN — MPH OTCYTCTBUU COOTBETCTBYIOIINX
CBEJICHUI B PETHUCTPAIIMOHHOM JIOChE€ BKJIIOYAIOT KOMMEHTApPHHU, €CIH ITH
CBEJICHUS cojepkaTcs B 3akpbiTot yactu MOADC.

S.2.3. KoHTpoJIb HCXOMHBIX MATEPHUAIIOB.

BxitouaroT KOMMEHTapUU MO CTENEHU COOTBETCTBUS YCTAHOBIECHHBIM
TpeOOBaHUAM MPEITIOKEHHBIX crienrdukanuii, odpaiias ocodoe BHUMaHUE
Ha KOHTPOJb COJIEp)KaHHMS BCEX IIpuMecei (BKJIIOYas pPacTBOPHUTENH),
KOTOPBhIE MOTYT TIOBJIUATh HA KA4e€CTBO aKTUBHOM CYyOCTaHIIMH, OCOOEHHO,
€CJIM MPUMECU B HEW HE KOHTPOJUPYIOTCs. [IpeaocTaBiasioT KOMMEHTApUU B
OTHOIIIEHUU CyOCTaHIIUM OMOJIOrMYECKOT0 MPOUCXOKICHHUS.

S.2.4. KoHTpOJIb KPUTUUECKUX CTAJIUN U TPOMEKYTOYHON MPOAYKIUH.
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OOCyXIal0T CTeTeHb COOTBETCTBUS MPEjIaraéMbIX CPEICTB KOHTPOJIS
TEXHOJIOTMYECKUX TPOIIECCOB YCTAaHOBJICHHBIM TPEOOBAHHUSIM.

S.2.5. Banunamus mpou3BOCTBEHHOTO MpoIiecca U (MIIH) ero OIleHKa.

Kparko n3nararoT 1aHHbIC U PE3YIHTATHI.

S.2.6. Pa3paboTka mpon3BOICTBEHHOTO MPOIIecca.

Kparko w3nmararor mgaHHBIE W PE3YJbTaThl CO CCHUIKOM Ha BEIECTBA,
UCIIOJIb30BaHHbIE B JIOKIMHUYCCKUX (KIMHUYECKHUX) HCCICIOBAHUAX, CCIIU
IPUMEHHMO.

VYka3bIBaloT, npearaercs au chepa ausaiiHa (MpoekTHoe moie) (To
€CTh 000CHOBaHHWE JOIMMYCTUMOTO0 Ha0Opa MoKa3aTese KauyecTBa U MPeIesioB
W3MEHEHUSI WX TIOKa3aTelied TOoJa BIUSHUEM COCTaBa JIEKAPCTBEHHOTO
npernapara, TEXHOJIOTHYECKHX IIPOIECCOB, BO3JCUCTBUSA  (PH3WUSCKHX
(dakTOpOB B IpOIECCe XPaHEHHUS, OCHOBAHHOE Ha CTATUCTHYECKHX METOax
OIICHKM W aHajau3a pucka. Mcmonp3oBanue chepbl au3aitHa (IIPOEKTHOTO
IOJIST) TIO3BOJISIET OMPEIETUTh Ka4eCTBO JIGKAPCTBEHHOTO IMpernapara, 3a1aTh
€ro B MOMEHT pa3pabOTKM TaKoro JIEKQpCTBEHHOTO Tpemapara u
OCYIIECTBIISATh O0OOCHOBAaHHYIO KOPPEKIMIO MPU M3MEHEHUH €ro COCTaBa
IIPOIIECCOB IMPOM3BOJICTBA B XOJie Pa3paOOTKH W yIPaBJICHUS >KHU3HCHHBIM
ITUKJIOM), YCTAaHOBJICHA JIM MHOTO()AaKTOPHAs 3aBUCUMOCTh MEKy BXOJIHBIMH
JAHHBIMU TIporiecca (CBOMCTBAMHM MaTEpHAIOB M MapaMeTpaMH Mpoliecca) u
KPUTUYECKUMHU TIOKa3aTesIMH  KadecTBa AaKTUBHOM cyOctanmmu. Ecmum
npeaaaraercs chepa ausaiHa (qomoiaHeHre Ne 3 kK HaCTOSIIEMY JOKYMEHTY).

B 1emoMm, or oakcmepra TpeOyercs IpEACTaBICHHE KPUTHYCCKUX
3aMeYaHri B OTHOIICHUH aJICKBaTHOCTH OIMCAHUS CHHTE3a, KOHTPOJIS KaYeCTBa
MarepualioB W TMPOMEKYTOYHBIX  MPOAYKTOB,  BOCIPOM3BOAMUMOCTHU
MIPOU3BOJICTBEHHOTO TMPOIIECCa, C BBISIBICHUEM BOMPOCOB, HEIOCTATOYHO

OCBCIICHHBIX B PCTUCTPAIMOHHOM JOCHC U IMOMJICKAIUX PCUICHUIO B HCpG‘IHC
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3aMeuaHuil (CO CChUIKOM Ha HOMEp, mpu HeoOxomumocth). Heobxomumo

BBIICIINTE KPUTHICCKUC 3aMCHAHU .
buortexnonornyeckue IIperapaThl

S.2.1. IlpousBoaNTENH.

[TpuBonsT nepeuens npousBoautTenei. CieayeT BhIICIUTh U3 JaHHOTO
NepeyHsi MPOU3BOJUTENEH, y KOTOPBIX OOHAPYKHUBAIOTCA MPOOIEMBI C
COMOCTaBUMOCTBIO TOKa3aTejell KadecTBa WIM Jpyrue mnpodiema ¢
kauecTBOM. ClielyeT BBIACIUTH MOTEHIUAIbHBIE MPOOJIEMBbI, CBSI3aHHbBIE C
COOTBETCTBMEM TMpaBWIaM HaJJIekKalled MPOU3BOJCTBEHHON MPaKTUKU
EBpa3uiickoro 3KOHOMMYECKOIO CO103a, YyTBEpKIAeMbIM EBpasuiickon
PKOHOMHUYECKOW  KOMHCCHEH (Hampumep, TpPAHCIOPTUPOBKA  MEXIY
IIPOU3BOICTBEHHBIMH TUIOIIAIKAMH | T. 11.).

S.2.2. Onrcanue Npou3BOICTBEHHOTO MPOLIECCa U €ro KOHTPOJIS.

[IpeacTaBisitoT KpaTKoe OMHCAaHUE MPOU3BOJCTBEHHOTO IMpolecca U
BHYTPUIIPOU3BOJCTBEHHOTO  KOHTPOJsi  (OCOOGHHO B OTHOIICHUU
obecrieueHus: 0€30MaCHOCTH MPOAYKTA, HANPUMEP UCHIBITAHUS HA HalM4yue
MOCTOPOHHUX areHTOB, RT-akTUBHOCTH), BBIAEISIOT IPOLIECCH EPepadOTKU
POJIYKTA.

[IpeacraBisitoT KpaTKHE CBEIEHUS O CpOKax CIyXObl M Tpolexypa
pereHepanuu Xxpomarorpauyecknux KOJOHOK, HMCHOJIb3YEMBIX B IIPOIIECCE
OYHCTKHU MPOAYKTa, TPOBOJAT OICHKY B OTHOIICHUH KAaKOTO-JTMOO BIIMSTHUS
Ha 0€301aCHOCTh MPOTYKIIUH.

[IpoBOAST KPUTHUYECKYIO OIEHKY CTEIEHH COOTBETCTBHS pa3pabOTKH,
MOCTOSIHCTBA U KOHTPOJISI YCTAHOBJIEHHBIM TPEOOBAHUSIM.

B otHomieHun OuoaHAIOrMYHOrO (OMOMOMOOHOIO) JIEKApPCTBEHHOTO

npenapara Cjielyer oOparuTh BHUMAHUE HA CYIIECTBEHHBIE OTIMYUS OT
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npoliecca MpOU3BOACTBA peepeHTHOro Mpernapara, CoCOOHbIE MOBIUSATH Ha
TIOKa3aTel KauecTBa.

S.2.3. KoHTpoJIb HCXOIHBIX MaTEpHAJIOB.

[IpuBoasT wuHOpPMALMIO O TEHETHUYECKOW pa3paboTKe, BKIOYas
MPOUCXOXKJACHUE TeHa, OIHWCAaHWEe CTPYKTypbl TEHOB, 0OOCHOBaHUE
CTPYKTYpPHl T€Ha, CBEICHHUS O TEHETHYECKON CTaOMIBLHOCTH (yKa3bIBaIOT
COCTOSTHUE PEKOMOWHAHTHOTO I'eHa M YMCJI0 KOIUH).

[TpuBOAAT OMUCAHHWE IITAMMOB-TIPOJYIICHTOB (JIUMHUM TE€HETHYECKU
OJTHOPOJHBIX KJIETOK) (THII, TPOUCXOXKACHKE), UCTOPUIO CO3TAHMS, BKITFOUAS
uaeHTU(UKAIMOHHBIE NaHHble. OOpaiaoT BHUMaHHWE Ha JIFOOBIE BOIPOCHI,
CBS3aHHBIE ¢ KOMITOHCHTAMH, HCIIOJIh3YEMBIMH B TIpOIecCe pa3pabOTKH U
CTIOCOOHBIMHU TIOBJIHATH Ha 0€30MaCHOCTh MPOAYKIIMH (HAIpUMED, PEarcHTHI
OHMOJIOTUYIECKOTO MPOUCXOXKICHNUS).

baHkH KJIETOK: YKa3bIBalOT (popMHUpOBaHKE IIaBHOTO (pabodero) OaHka
KJIETOK, JTOCTATOYHOCTh IMPOBEICHHBIX HUCIBITAaHUH, CTAOMIHLHOCTh OaHKOB
KJIETOK, OMMCaHrne (PEHOTHIMUYECKUX U TEHOTUITMYECKUX CBOWCTB, MPOTOKOJI
dbopmupoBanus OyayIero padoyero 0OaHkKa KJIETOK.

Jliiss OMOJIOTMYECKUX MaTepHalioB (HampuMep, KOJOHKH JIJISi OYMCTKH
MOHOKJIOHAJIBHBIX aHTHUTEI, POU3BOIHBIX KPOBU/TIJIA3MBbI), UCTIOJIb3YEMBIX B
POU3BOJCTBE AKTUBHOW CyOCTaHIIMHM, TIPOBOJAT OIICHKY HWCTOYHHUKA
MaTepUaoB, IPOU3BOJACTBA, ONPEIACIICHUS CBOUCTB U KOHTpoJys. s
OMOJOTHYECKUX  MarepuayioB  (Hampumep,  TaKUX  MPOU3BOIHBIX
KPOBU/IUTa3MbI, KaK aJbOYMHH YE€JIOBEKa), MCIOJIb3YEMBIX B MPOU3BOJICTBE
aKTUBHOW CyOCTaHIIMW, TPOBOASAT OIIGHKY WCTOYHHMKA, TPOU3BO/JICTBA,
ompeneieHuss W KOHTpoys. IS TPOMYyKTOB, TMOMyYaeMbIX W3 ILIA3MBI,
HampuMep, ajdbOyMHHA 4YeJIOBEKa, CIIEIyeT OTMETUTh HUX COOTBETCTBUE
TpeOOBaHUSIM MPUMEHUMBIX PYKOBOJCTB U pekoMmeHnanuii Coro3a, BKIIOYas

CBCACHUA O JOHOpAX, a TAKIKE Tpe60BaHI/I$IM 10 Ka4YCCTBY U CI'ICI_II/I(I)I/IKaI_II/II/I.
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[IpuBOogAT CCBUIKY Ha pa3lell PErucTpalMoOHHOTO Jocbke A2
OTHOCHUTEJIBPHO TTOCTOPOHHHUX areHTOB (BUPYCHOW O€30MaCHOCTH), UMEIOIINX
OTHOIIICHHE K MaTepuajiaM; BBIJCISIOT JIIOObIE BOIPOCHI, CBSI3AHHBIE C
OIICHKOW pHCKa B OTHOIIEHWW BO30yaWTENed TPaHCMHCCHUBHON TyOudaToi
snIedanonatuu (TI'D3).

S.2.4. KoHTpOJIb KPUTHUECKUX CTAIUN U TPOMEKYTOTHON MPOTYKITHH.

OxapakTepu3oBaTh  TMPEJACTABICHHOE B  JOChE€  3aBEPIICHHE
TEXHOJIOTUYECKOTO TpoIiecca MPOU3BOJACTBA (KPUTEPUH KYJIHTHBHUPOBAHUS,
OTIpe/ICIICHUE CEPHH).

[IpemyraraeMble UHTEPBAIIBI ISl CIICU(PUKAINN B TOYKaX KOHTPOJIS H
JOTTYCTUMbIE HOPMBI TIOKa3aTelield BHYTPUIIPOU3BOJICTBEHHOTO KOHTPOJIS TIO
OTHOIIICHHIO K pe3yJibTaTaM BaJMIalliy IIpoliecca.

Ciemyer mpHUBECTH OIMCAHWE YCJOBHMHA XpaHEHHs (CpoKa XpaHCHUs)
IPOMEXYTOYHBIX MPOTYKTOB.

Cnemyer BBIACIATH BCE CTaAWM MPOW3BOJICTBA, HAINPABICHHBIC
(BauaMpOBaHHBIE) B OTHOIICHWHM JJIMMHHAINKA (MHAKTUBAIMH) BHUPYCOB
(HanmpuMep, 00paboTka B cpejie ¢ HU3KUM 3HaueHueM pH).

S.2.5. Banuaarnysi mpou3BOICTBEHHOIO Mpoliecca U (WJIN) ero OIeHKa.

CrnemyeT OIIGHUTHh aJE€KBAaTHOCTh BaJWJAIMA IPOU3BOJACTBEHHOTO
mporecca, yKa3aTh TpPOBEpsAEMbIe IMapaMeTpbl W WX 3HAUYCHHE IS
3asBJISIEMOTO Ha PETHCTPAIIHIO TIpermapara.

CrnenyeT yuuThIBaTh, UTO TepepaboOTKa JOJKHA BKIFOYATHCS TOJBKO B
0COOOM TOPSIJIKE UITH OBITH TIOTHOCTHIO UCKITFOYCHA.

CrnemyeT TMPUBECTH CCBUIKY Ha pasznenl A2 perucTpalroHHOTO J0ChE
OTHOCUTEIILHO TTOCTOPOHHUX areHTOB/BUPYCHOM O€30MaCHOCTH, HMEIOIINX
OTHOIIIEHNE K MaTepHaJiaM.

Crnenyet OLICHUTH aJICKBaTHOCTH poLexyp yIaneHus

TCXHOJIOTHYCCKUX U POACTBCHHBIX HpHMCCGﬁ.
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S.2.6. Pa3paboTka mpon3BOICTBEHHOTO MPOIIecca.

Cnenyer IPOAHATU3UPOBATH UCTOPHIO pa3zpaboTKu
IIPOU3BOJICTBEHHOT'O MPOLECCA U ClIeNIaTh KOMMEHTAPUH IO €€ BIUSHHUIO HA
COMOCTAaBUMOCTh KayecTBa MPOJYKTOB (HAmpumep, CEpud MOPOJyKTa,
UCMONB3YEMbIX  JUIsl  KJIMHUYECKUX  WCHBITAHUW B  CPaBHEHUU C
NPOMBIIUICHHBIMU CEpPUSMU M T.M.) CO CChUIKOMW Ha myHKT S.4.4
PETUCTPALIMOHHOTO JI0ChHE.

Crnenyer onucarb HW3MEHEHWS M NOPUYUHBI HMX BO3HUKHOBEHUS
(ob6ocHOBaHME) B OTHOIIICHUH BIUSHUS Ha KA4€CTBO.

Heo0x01uMo KpUTHYECKH OIEHUTh 3HAYUMOCTh H3MCHCHHH.
3.3. Ommcanune xapakrepuctuk ADC (Mmoayns 3.2.S.3)

[log naHHBIM 3aroJOBKOM OTPaXKalOT CBEACHHS, YKa3aHHbIE B
CJIETYIOIIUX pa3feiax:
S.3.1. [loaTBepkA€HUE CTPYKTYPHI U APYTUX XaPaAKTEPUCTHUK.

S.3.2. Ilpumecw.
HoBble min n3BEeCTHBIE XUMUYECKHE COSTUHEHUS

S.3.1. [loaTBepkA€HNE CTPYKTYPHI U APYTUX XaPAKTEPUCTUK.

B naHHOW 4YacTu cienyeT NPUBECTHM KPAaTKOE OIMCAHUE METOJIOB,
UCIIOJB3YEMBIX JJISl ONPENCIICHUS CTPYKTYpPbl W CBOWCTB aKTHUBHOIO
BEIIIECTBA, HAIPUMED, XUPATLHOCTH, MOTUMOP(DU3MA U T.I.

B cnydae paguodapmaneBTHYECKUX MPENapaToB JOJKHO OBITh YETKO
ONpeJeJIeHO, B KauecTBE Yero HeoOXOAUMO paccMaTpUBaTh aKTUBHOE
BEILIECTBO: HEMEUEHHOIO JINTaHJd, pPaJdOaKTUBHOTO BEHIECTBA WIIH
pPaIOaKTUBHOM METKHM IJI1 JIPYrod MoJieKyJibl-HocuTensd. (B mociennem
ciyyae HMHQOpManMs OOBIYHO BKJIKOYAETCS B JOChE HA TAKOE BEIIECTBO-

HOCHUTEIIh).
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Kak mpaBuiio, He0OX0AMMO JaTh KPUTUUYECKYIO OIICHKY aJ€KBAaTHOCTH
METOJIOB, UCTIOIb3YEMBIX JIJISI YCTAHOBIICHUS CTPYKTYPHI.

S.3.2. Ilpumecn.

Crnenyer ucmonb30BaTh TEKCT «CBOIHON WMHGOPMAIUU TIO KAa4ECTBY»
PETUCTPAIIMOHHOTO JO0ChE JIEKapCTBEHHOTO Ipenapara Jisi COCTaBIICHUSA
KpaTKoro o0030pa COOTBETCTBYIOIIMX JaHHBIX IO MPUMECSM, BKJIIOUas
TEXHOJIOTUYECKUE TIPUMECH, TMPOAYKTHI JETpajalfifi, PaCTBOPHUTEIU U
peareHThl W T.J. CO CCBUIKONW Ha JaHHBIE 1O CTAOWIILHOCTH M CBEICHUS,
coJieprkamecs B pazjiene S.4. perucTpalioOHHOTO J0ChE.

Jis pagmodapmarieBTUUeCKUX MpenapaToB ClIEAyeT TaKkKe yKa3aTb
PAINOXUMHYECKYIO U PATHOHYKIUIHYIO YUCTOTY.

[Io BO3MOXHOCTM  CIEAyeT  YCTAaHOBHUTHh  PA3IUUUS  MEXKIY
TEXHOJIOTUYECKUMHU TPUMECSIMU W TPOAYKTaMHU Jerpafaliii aKTUBHON
dbapMareBTUUECKON CyOCTaHIINH,

Cnemyer caenarh  3akilOYeHHE O  NPUMEHMMOCTH  MOAXO0Ja
MPOU3BOAUTENS] K KOHTPOJNIO W KBaTu(UKAIMA TPUMEceid, OCOOCHHO
YUUTBHIBAST ~ PE3yJbTaThl  JOKIWHUYECKMX  (TOKCHKOJIOTHYECKHX) U

KJIMHUYECKUX UCCIEeIOBAHMU.
buortexnonornyeckue IMpCrapaThl

B orHomenun OuoaHamoruyHoro (OMOMOJAO0OHOTO) JEKaApPCTBEHHOIO
npenapara GyHIAMEHTATHPHOW YacThIO COMOCTABUTEIHLHON OIIEHKH KayecTBa
SBIIICTCS ~ CpPaBHEGHHE  XapakTepUCTHK. HeoOxomammo  paccMoTpeTh
(MpoaHaIM3uPOBATh) CTPYKTYPHYIO TOJJIUHHOCTE M MPOGUIL MPUMECEH I10
OTHOIIEHHUIO K COOTBETCTBYIOIINM ITOKa3aTelIsiM pepepeHTHOTro Mmperapara.

B mynkT S.3.1. BXOIAT CAeAyIOIMME CBEACHUS:

(bU3UKO-XMMHYECKUE CBOMCTBA,
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OTpe/IeNICHUE cocTaBa, (U3NYECKUX CBOMCTB U MEPBUYHON CTPYKTYPHI,
uH(dOpMaIUU 0 CTPYKTypax 0osiee BBICOKOTO MOPSIJIKa,

npo@uiib HEOTHOPOIHOCTH (OTHOCUTEIBHO POACTBEHHBIX COCTMHEHUI)
Y TIOJTBEPKJICHUE OJTHOPOJHOCTH €ro OMOJIOTUYECKON aKTUBHOCTH.

JomkHa OBITH MOATBEPKICHA BAJIUJIHOCTD METOJIUKHU
KOJIMYECTBEHHOT'O OIpe/IeTIeHUs] OMOJIOrHYECKOM aKTUBHOCTH.

JlomxHa OBITh yCTaHOBJIEHA KOPPEISLUA MEXKIY pe3yJbTaTaMu
KOJJMYECTBEHHOTO  OMNpEACNeHUs]  OMOJIOTMYECKOM  aKTMBHOCTH U
KJIIMHUYECKUM OTBETOM.

[Ipy XxapakTepUCTHUKU aAKTUBHOCTH (BBIPAXXEHHOW B E€IUHHUIIAX)
pe3yJbTaThl KOJUYECTBEHHOTO OMNPEIEICHUs] OWOJOTMUYECKONM AKTUBHOCTHU
JOJDKHBI OBITh BBIPAXEHBI B E€AWMHUIAX AKTUBHOCTH, KaJIUMOpPOBAHHBIX C
UCIOJIb30BAHUEM MEXKIYHAPOJIHOTO, HAIMOHAIBHOTO WJIM COOCTBEHHOIO
CTaHJapTHOI'O0 MaTepuaia.

[Ipy wWCMONB30BaHUM TOJIBKO (DUBUKO-XUMUYECKUX METOJOB IS
KOJIMYECTBEHHOI'O OMPE/ICNICHUs] OMOJIOTMYEeCKON aKTUBHOCTH (HAa OCHOBE
COOTBETCTBYIOIIEH KOPPENSAINHU), pe3yJIbTaThl TOHKHBI OBITh BHIpAXKEHBI KaK
UMMYHOXUMHUYECKAS] aKTUBHOCTh HA €IMHUILY MACCHI.

Ecnu npoaykT npeacraBisieT co0oil aHTUTENa, €r0 UMMYHOJIOTHYECKHE
CBOMCTBA JOJIKHBI OBITh 0XapaKTEPU30BAHbI B ITIOJTHOM 00bEME.

NMMmyHOXMMUYECKHE CBOMCTBA OEIKOB MOTYT CIYXKHUTbh MOKa3aTEIsIMU
UX TMOJJIMHHOCTH, OAHOPOAHOCTH WJIM YHUCTOTHI, TUOO HCIOIB30BATHCS IS
KOJIMYECTBEHHOTO aHaJn3a OEJIKOB.

KomnuectBeHHoe copepkanue. [Ipn KOJIMYECTBEHHOM OIPENEIECHUN
Oenka (PU3NKO-XMMUYECKUM METOJIOM €ro COJEpKaHUE BBIPAKAIOT B
€MHUIIAX MACCHI.

Yucrora (BKiItOUas pojcTBeHHbIe coenuHeHUs). ADC MoxkeT OBITh

npeacTaBJICHO HECKOJIBKUMHU MOJICKYJIIPHBIMHA COCAMHCHUAMU NI
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BApUAHTOB, KOTOPHIE pAaCCMAaTPUBAIOTCA B  KauyeCTBE POJCTBEHHBIX
COCIMHEHMI: B TAaHHOM CJIy4ae HEOOXOJUMO ONpPENeNUTh UHAUBUIYATbHbBIC
WIM CyMMapHble KpPUTEPUU MPUEMIIEMOCTH POACTBEHHBIX COEIUHEHUH,
BXOJISIIIIAX B COCTaB MPOIYKTA.

B mynkte S.3.2. (mpumecu) TPOBOIAT aHAIU3 PETHCTPAIMOHHOTO
JIOChE UCXOJS U3 CIIENYIONINX MPEANOCHUIOK.

[Ipumecu JOJKHBI  OBITH  OXAapaKTEpU30BaHbI B  MaKCHUMAaJIbHO
BO3MO>KHOM CTEMEHHU U, MO BO3MOXHOCTH, JOJKHA ObITh MPOBEJEHA OIICHKA
X OMOJOTUYECKOW aKTUBHOCTH.

Kputepuu npuemneMoctd mjisi npumeceid (MHAUBUAYAIBHBIX U (WIJIH)
CYMMAapHBIX) JIOJDKHBI OBITh OCHOBaHbI Ha JAHHBIX CEPHIA, UCTIOJIb30BAHHBIX B
JOKJIMHUYECKUX U KIMHUYECKUX HUCCIEIOBAHUAX U CEPHil, HCTIOIb30BaHHBIX
B YCJIOBHSIX OJJHOPOIHOTO POU3BOACTBEHHOTO ITpoIlecca.

Texnonoruueckue npumecu. TeXHOTOTHYECKHE TPUMECH, BKIIOUYAIOT B
ce0st mpumecu, oOpa3zyroluecss B MPOU3BOJCTBEHHOM MpoOIlEcCe, T.€. 3TO
KJIETOUHbIE CyOCTparhl (Hampumep, Oenku kieTku-xossimHa, JIHK knerku-
X035iMHa), (aKTOphl KJIETOYHON KyJNbTYphl (Hampumep, (akTopel pocTa,
AHTUOMOTHKY, WJIM KOMIIOHEHTBl CpEeIbl) WM B XOJAE JajbHeumen
00paboTKH.

Poncreennsie mpumecu. PoacTBeHHBIE IpUMECH (HampuMep, BEIIecTBa-
MPEANMICCTBEHHUKH, OIPEACICHABIC MPOAYKTHI paclanga) TPEeACTaBISIIOT
coOOM BapHaHTBl MOJEKYISIPHOM CTPYKTYphI, OOpasyloliuecss B MpOIEcce
OpoU3BOACTBA W (WIM) XpaHEHHUs, KOTOpPble HE HMEIOT CBOMCTB,
COMOCTaBUMBIX C IEJIEBbIM MPOAYKTOM IO I[IOKa3aTeJsiM aKTUBHOCTH,
3(pHEeKTUBHOCTH U OE30MaCHOCTH.

[Ipumeuanue: KoHTamMuHAHTBI — HENMPETHAMEPEHHO IPHUBHECCHHBIC

BCIICCTBA, HC IPCAHASHAYCHHBLIC IJIsA HCIIOJIB30BAHUA B IIPOU3BOJACTBC, U
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MOJIJIEKAINE PACCMOTPEHHUIO B PAMKaxX 3KCIEPTU3bI B JONMOJHEHUU A.2. K
MOZYJISIM PETHUCTPALMOHHOTO JTIOCHE.

OI_[CHKa COITIOCTaBUMOCTH.

3.4. KoHTpOoab KauecTBa aKTUBHOU
(dapmaneBTrueckoi cyocranuu (Moayis 3.2.S.4)
[Tog maHHBIM 3aroJIOBKOM OTPAKAIOTCS PE3YyIbTaThl PACCMOTPEHUS
CBEJICHUH, YKAa3aHHBIX B CIACAYIOIINX pa3iesax:
S.4.1. Crneundukarnus.
S.4.2. AHaIUTUYECKUE METOIUKH.
S.4.3. Banmumanus aHaIUTHYECKUX METOIUK.
S.4.4. Ananu3el cepuii (pe3yIbTaThl aHAIA3a CEPUIA ).

S.4.5. O6ocHOBaHMe crienUUKAIIHH.
HoBble Wi U3BECTHBIE XUMAYECKUE COEIUHEHUS

S.4.1. Crneundukarnus.

Crnenyer BcTaBUTh TaOJUIly ¢ JaHHBIMU cnienudukaruu. [IpencraButh
00001IeHHYI0 crienn(UKAIIUIO B ClIy4ae, €CJId aKTUBHOE BEIIECTBO MOJTYyUYECHO
U3 Pa3HBIX UICTOYHUKOB U UMEET Pa3INIHbIC CIICIH(UKAIIIH.

S.4.2. AHaJIUTUYECKUE METOIUKH.

Ecnu oHu mpencraBieHbl B TaOJNMIE BbIIE — JIOCTATOYHO YKa3aTh
CCBUIKY Ha METOJUKY.

S.4.3. Banmmmanus aHAJIMTHYECKUX METOIUK.

Crnemyer moATBEpIUTh COOTBETCTBHE TPeOOBaHUAM PyKOBOACTB Coro3a
WJIM UHBIX TTOAXOASIINX PYKOBOJACTB C YKa3aHHEM OTKJIOHEHH.

OueHuBaOT aJeKBaTHOCTh METOJMK JUIsi PYTUHHOTO KOHTPOJIS

kauectBa ADC.
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S.4.4. Anamusbl cepuii (pe3ybTaThl aHAU3a CEpUi) <yKazams YUCILO
ceputi>.

CrnemyeT OlIEHUTh MOCTOSHCTBO Y OJTHOPOJHOCTH MPOJYKTA OT CEPUU K
cepur. JOKa3pIBAIOT JIM TIPEACTABJICHHBIC pE3YyJIbTAThl, YTO MPOIECC
HaXOJIUTCS ITOJT KOHTPOJIEM.

S.4.5. O6ocHOBaHMe crienuUKAIIHH.

CrnemyeT OLEHHTh aJ€KBAaTHOCTh  IPEIJIOKEHHOTO  3asBUTEIEM
000CHOBaHUA crHenupUKaIMUY C YYETOM MPEANojaraeéMoro IMPUMEHEHUS
A®C B rOTOBOM HPOIYKTE.

Ecnm mpowsBoauTeneM mpeaararoTCs WCIBITAHUS Ha BBIIYCK B
peXKUME PpPEaTbHOTO BpPEMEHH, CIEAyeT OTMETUTh, HACKOJIBKO JTO
MOATBEPKIACTCS TIyOOKMM TMOHMMAaHUEM OCOOCHHOCTEH MpPOJayKTa W
MIPOU3BOJICTBEHHOTO Tiporiecca. Takke B ATOM cCjydae cleyeT yKa3aTh,
BHEJIPEH JIM 3asBUTEEM HaJICKAITUNH KOHTPOJIh KPUTHUYECKUX TapaMeTpOB
mporecca M KPUTHUECKHMX IIOKa3aTelel MaTepHaioB, OOOCHOBBIBAIOIIHE
pEeXUM UCTIBITAaHUHN Ha BBITyCcK. ClleyeT yKa3aTh, OIICHUBAJIOCH JIW BIUSHUE
(baKTOPOB OKPY’KAIOIIEH Cpeabl Ha PE3YIbTAThl UCIIBITAHUM CEpUH MPOyKTa
BBITIOJTHEHHBIX B OOBIYHOM PEXKHMME Ha BBITYCK M B PEKHUME pPealbHOTO
BPEMECHHU. Heob6xoaumo yKa3aThb, IPUMEHSIETCS hivs cxema,
IpeayCMaTpPUBAIOIIasi CPAaBHEHUE PE3yIbTAaTOB WUCIBITAHUNA CEpUM TPOTYKTa
BBITIOJITHCHHBIX B OOBIYHOM pEXUME Ha BBITYCK M B PEXKUME PeaTbHOTO
BPEMEHH Ha JOCTATOYHOM KoJInuecTBe cepuid. [Ipu ucnonb30BaHUN MOIEINIEH
CO MHOTHMH IEPEMEHHBIMU ISl MPOTHO3MPOBAHUS TOKa3aTelied KadecTBa
A®C wm nana on-line MoHuTOopmMHra mporecca cieAyeT OOpaTHThCS K

nomnosHeHu0 Ne 3 3KCIIePTHOTO OTYeTa 00 OIEHKE aCIIEKTOB Ka4eCTRa.
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buorexHomornueckue npenaparsl

B niynkT S.4.1. BXOA4T NpuBEACHHBIC HUKE CBEICHHUS.

Buemnuit Bua u onucanue. Heo6xonumMo garhk KaueCTBEHHYIO OIEHKY C
ONMHUCcaHueM (U3UYECKOTO (arperatHoro) COCTOSIHUSI (HAIlpUMEpP, B TBEPIIOM,
JKUJIKOM COCTOSTHUN) U 11BeTa ADC.

[MognmuuuocTh. UcnibiTaHUst TOAJIMHHOCTHU TOJIXKHBI XapaKTEPU30BaThCS
BBICOKOHM crenupuyHocThio B OTHOmIeHUH APC U OBITh OCHOBaHBI Ha
YHUKAJIBHBIX XapaKTEPUCTUKAX MOJEKYJSIPHOU CTPYKTYphI U (W) APYTrHX
cnenuduyeckux cBoWcTtBax. Jlisi omnpeneneHUss TMOJIIMHHOCTA MOXKET
nOTpeOOBaThCSl MPOBEACHUE OoJiee OAHOTO METOoJa HcHbITaHus ((puznko-
XUMHUYECKOT0, OMOJIOTUYECKOTO U (UIIM) UMMYHOXUMHUYECKOTO).

Yucrora u  npuMecu. IlockonbKy — aOCONIOTHYIO  YHCTOTY
OMOTEXHOJIOTHYECKUX M OMOJIOTUYECKUX MPOIYKTOB TPYJIHO ONPEIEIUTH, TO
pe3yibTaThl HEPEIKO 3aBUCAT OT BbIOpaHHOTO Meroaa. [losTomy wucrora
A®C 00BIYHO OIIEHMBAETCS HECKOJbKUMH Pa3IUYHbIMU MeTojamu. [Ipu
OIIECHKE BHIOOpPa W ONTHUMHU3AIMU AHAIUTUYECKUX METOJUK HKCHEPTY
HEO0OXOAMMO COCPEIOTOUYUTHCA HA JIOCTUKEHUHU pe3yiIbTaTa Mo pa3AesICHUIO
KEJIaeMoro MpoJyKTa OT POJACTBEHHBIX coeMHeHUN u npumeceil. [Ipumecn,
colepxaliyecss B OTUX MNPOAYKTaX, JENSITCS HAa POJCTBEHHBIE U
TEXHOJOTUYECKUE.

AxTuBHOCTBh. CrieyeT yOeAuThCs, YTO B CHENU(UKAIMIO BKIOUYECHA
NOAXOAAIIas BaJUuJUPOBaHHAS METOJUKA KOJIMYECTBEHHOTO OMpe/eTeHuUs
aKTUBHOCTU OHMOTEXHOJOTHMYeCKOW win Ouosorudyeckon ADC wu (wim)
JIEKapCTBEHHOr0 Tpemapara. B ciy4ae HCHOJIb30BaHUS  3asiBUTENIEM
NOAXOAIIEN METOJAMKA KOJWYECTBEHHOIO OMNpEAEICHUsS aKTUBHOCTH
JIEKApCTBEHHOTO TpenapaTta MOXET OBbITh JOCTATOYHBIM IPUMEHEHUE

aTbTEPHATUBHOTO MeToJa ((HDU3UKO-XUMUYECKOTO U (MJIM) OMOJIOTMYECKOTO)
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Ha JTane KoiamuyectBeHHoro omnpeznencHuss ADPC. B oTAenbHBIX cioydasx,
U3MEpeHHe Ccrnenupuueckol aKTUBHOCTU MOXKET CIYXUTh HCTOYHUKOM
JOTIOJIHUTEILHOM 1IEHHON MH(pOpMAaIUy.

KomnuectBennoe coxepxanne. KommuectBeHHoe copepxanne ADC,
OCHOBAaHHO€ Ha OINpPEJEICHUU COJiepkaHusl Oejika (Macchl), NOJIAKHO OBITH
OMNPE/ICICHO C TOMOIIBI0 COOTBETCTBYIOIIETO METOJa KOJUYECTBEHHOIO
onpeneneHus. KonudyecTBeHHOE oOmpeneNeHne MOXET He TpedoBaTh
CTaHAAPTHBIX 00Pa3lOB UM MAaTEPUATIOB.

Ecnu npousBoAMMBIN MPOAYKT OLIEHUBAETCS B €IUHUIAX aKTUBHOCTH,
KOJIMYECTBEHHOE OMPE/ICIICHUE aIbTEPHATUBHBIM METOJAOM MOXET HE
MPOBOJIUTHCS.

Cnemudukanuss Ha A®DPC pgomkHa OBITH BKIOYEHA B COCTaB
HKCIIEPTHOTO OTYETA UM OBITh MPUIIOKEHUEM K HEMY.

B nyHKT S.4.3. BXOJAT NPUBEICHHBIE HUXKE CBEJICHUA.

OKCIiepTHas OIIEHKAa aJeKBAaTHOCTH BaIUAAlMd  AHAJTUTHYECKUX
METO/JIUK.

B nyHKT S.4.4. BXOJAT NIPUBE/ICHHBIE HUKE CBEICHUS.

Nudopmanust 06 onnopoanoctu ADC oT cepuu K cepumu.

Heob6xomuMo o1eHUTh, Kak OBUIO TOATBEPKIECHO IOCTOSIHCTBO
npoduIs reTeporeHHOCTH (Hampumep, rIukohopM, U30popm).

Cnenyer mnpoaHamu3upoBaTh pa3Iudusi, €CIM TAKOBBIE HMEIOTCS, B
coaepxxanuu npumecer B cepusix ADOC 1 JOKIMHUYECKUX U KIMHUYECKUX
VCCIIEIOBAHUI U B IPOMBILIJIEHHBIX CEPUSX.

B nyHkT S.4.5. BXOASAT NPUBEICHHBIE HUKE CBEICHUS.

Onucanue NPEACTABICHHOTO OOOCHOBAaHUS, JIEXKAIIEro B OCHOBE
OmnpeieNICHUs] JOMYCTUMOIO Jhana3oHa KPUTEPUEB MPUEMIIEMOCTH C YUYETOM
MOJIHOTO Tpoliecca MPOU3BOJACTBA W OYHMCTKH, a TAKKE HCIIOJIb30BAaHHBIX

AdHAJIUTHNYCCKUX MCTOAHUK. KpI/ITepI/II/I NpUEMIICMOCTH  TOJIZKHBI OBITH
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YCTAaHOBJICHBI U OOOCHOBAaHbI HA OCHOBE JIAHHBIX CEPHUid, UCTIOJIb30BAHHBIX B
JOKJIMHUYECKUX U (WJM) KIMHUYECKUX HCCIEAOBaHUAX, TAHHBIX CEpHil,
VCIIOJIb30BAaHHBIX IS TOJITBEPKACHUS ITOCTOSHCTBA IPOU3BOJICTBEHHOTO
MpoIecca, a TAKXKE JaHHBIX MUCHBITAHUNA CTAOWIIBHOCTH U COOTBETCTBYIOIIUX
JTAHHBIX IO pa3padoTKe.

B Hekotopeix ciywasx Oojnee 11eecOO0pa3HO UM MPUEMIIEMO
MIPOBEJICHUE UCIIBITAHUN Ha CTAIMSX IMPOU3BOJCTBA, a HE HA TOTOBbIX ADC
wim JIII. B  Takux ciy4asx, pe3yJbTaTbl MCIBITAHUWA  JOJIKHBI
paccMaTpuBaThCSl KaK KPUTEPUU MPUEMIIEMOCTH BHYTPHUIIPOU3BOACTBEHHOTO
npoliecca u BkiIodaThes B crienudukanuo ADC wim JIIT B cooTBETCTBUU €
TpeboBanusiMu Cor03a WM PETMOHAIBHBIX YIIOJTHOMOYEHHBIX OPTaHOB.

OKcnepT JOJDKEH OMNpEeNeinTh, BHIOpAN JIM 3asiBUTEIb MOJIXOISIINAN
KOMIUIEKC METOJOB HCHBITAHWWA, KOTOPBIE JOJDKHBI NPUMEHSTHCA JJIS
PYTUHHOTO KOHTpOJIs nokaszareineit cnenudukanuu ADC, u3 Bcero o0beMa
METOJIOB, WCIOJIb30BAaHHBIX Ha J3Tane pa3pabOTKU U  OMNpeeeHUs

XapaKTEPUCTUK MPOAYKTA.
3.5. CrangapTHbie 00pa3iisl WM MaTepuaibl (Moayib 3.2.S.5)
HoBrble niu U3BECTHBIE XUMUYECKUE COCTUHEHUS

VYka3aTh, TOCTYNHBI JIM CTaHAAPTHBIE 00pa3libl OCHOBHBIX (hapMakoreit
B cooTBeTcTBUU ¢ KOHIlenuen rapMoHu3aiuu papMaKoneHHbIX CTaHI1apTOB
rocyJapcTB  —  WICHOB  EBpa3uWiiCKOrO0  3KOHOMHMYECKOTO  COH03a,

yTBEpKIaeMOoW EBpa3zuicKor 3KOHOMUYECKOW KOMUCCUEN.



28

buorexHomornueckue npenaparsl

B oTHomieHuu 3agBiI€HUI HA PETUCTPALMIO HOBBIX MOJIEKYJISPHBIX
BEIIECTB HAIMYME NPUMEHHUMOIO MEXAYHAPOAHOTO WM HAIMOHAIBHOIO
CTaHJaPTHOT'0 00pa3iia MaJIOBEPOSITHO.

K MomeHTy mnojauu 3asiBIEHUSI MPOU3BOJUTENb JOJDKEH YTBEPIUTH
COOTBETCTBYIOIIUM O0OpPa3OM OXapaKTEPU30BaHHbIE BHYTPEHHHUE HUCXOJHBIC
CTaHJapTHbIE MaTepuaibl HA OCHOBE cepuH(il), MPEACTAaBISIOMUX COOOM
pPENpE3eHTaTUBHYIO MPOU3BOJICTBEHHYIO BBIOOPKY M HCIOJIb30BAHHBIE B
KIMHUYECKUX uccaegoBanusx. (CoOcTBeHHble pabouyue cTraHAapTHBIE
MaTepUalibl, UCTOJIb30BAHHBIC IPU UCTIBITAHUSX CEPUNA UCXOJIHOTO MPOIYKTA,
NoJJIeXKAT CTaHAapTU3aluu (aTTecTaluu) C KCHOJIb30BAHUEM JAHHOTO
MCXOJIHOTO CTaHJapTHOTO MaTepuaia.

[Ipn HamMuuu W 1ENECOOOPA3HOCTH MPUMEHEHHUS MEXITYHApPOJIHOTO
WIM  HalMOHAJBHOTO  CTaHAAapTa  CTaHAApTU3aIUI0  (aTTecTaluio)
CTaHJAPTHBIX MAaTEPUAJIOB CIIEIYET MPOU3BOJIUTH C UCIOIb30BAHUEM JTAHHBIX
cTaHJapTOB. XOTS NPEANOYTUTEIbHEE WCIO0JIb30BaTh OJUH M TOT IXKE
CTaHAAPTHBIA MaTepuayl JJis OHOJIOTMYECKHMX AaHAIM30B U (DU3UKO-
XUMUYECKUX HCIBITAHUM, B HEKOTOPBIX CIy4yasx MOXET MNOoTpeOoBaThCA
IPUMEHEHNE Pa3IUYHBIX CTAaHJAPTHBIX MaTEPHAJIOB.

Kpome Toro, Moryr mnoTpeOOBaTbCs pa3MYHbIE CTAHIAPTHHIC
MaTepuaibl JJIsl OMNpPENENCHUs] POJCTBEHHBIX COCIUHEHUMN, POJICTBEHHBIX
npuMeced U TEXHOJIOTUYECKUX MPUMECEH.

B npumeHuMBIX cioydasx MOXKET TMOTpeOOBaThCs BKIIOYEHUE B
PETUCTPALIMOHHOE JIOChE€ OINHUCAaHUs TIpoliecca MPOU3BOACTBA U (WIIM)
OUYMCTKH CTaHJIAPTHBIX MaTepuaioB. Takxke HEOOXOJUMO MPEACTaBUTH
JOKYMEHTAIMIO KacaTeJIbHO XapaKTePUCTUKH, YCIOBUN XPAaHEHUSI U COCTABA,

O6€CHC‘II/IBaIOIJ_[I/IX CTaOMJILHOCTD CTaHIAPTHBIX MAaTCPHUAJIOB.
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B oTHomeHun OMOMoA00HOr0 JEKApCTBEHHOTO CpENCTBA TpeOyeTrcs
NPEIOCTABICHUE PEe3yJbTAaTOB WCCIIEIOBAHUS COIMOCTABUMOCTH CBOMCTB
akTuBHOU (hapmarneBTudeckor cyoctanuuu (ADPC). B coOTBETCTBYIOIMIMX
ClIydasx HEOOXOIMMO TOATBEPAUTHh HCmoib3oBaHue ADC pedepeHTHOTO

JIEKapCTBEHHOT O Tpernapara, yka3aHHoro B paszzgene 3.2. P.6.
3.6. Cucrema ynakoBku (ykynopkwu) (Momayis 3.2.S.6)

Cnenyer oueHUTh OOOCHOBAHHOCTh BBIOOpa KOHTEHHepa U crocola
YKYHOPKH € yueToM ¢uzndeckux/xumudeckux csomcts ADC.

Cnenyer oneHUTb, OOecrieyeHa U JIaHHBIM BBIOOPOM HaJjIeKanias
3alTa OT MUKPOOHOW KOHTAMUHAIIMM, €CJIA JaHHBIA mapamerp SIBIsSETCS
BAXKHBIM.

HeobxomuMo mnoAaTBEpAWTh, YTO KOHTEHHEPHI, Mpeajgaracmbie s
PYTUHHOTO XpaHEHUs COBMAJAIOT C TEM, KOTOpbIe OBbLIM HMCIOJIb30BAaHbI B
UCCJIEIOBAaHUSX ~ CTAaOWJIBHOCTH,  HalpaBJIEHHBIX Ha  OOOCHOBaHHE

npeIaraeMoro eprojia MOBTOPHBIX MCIIBITaHUH (pasaen S.7).

3.7. CrabunbsHOCTb (MOYIB 3.2.S.7)

B nmaHHOM paszzerne clieryeT OTpa3uTh Pe3yJbTaThl PAacCMOTPCHHUS
CBEJICHUH, YKa3aHHBIX B CACAYIOMIMX pa3jiejaX perucTparioHHOro JI0Che:

S.7.1. PesromMe 00 WuCHBITAaHUSIX CTAOMIBLHOCTH M 3aKIIOYEHHE O
CTaOMJILHOCTH,

S.7.2. IlporpaMmMa moCTpEruCTPATMOHHBIX UCIBITAHUHA CTAOMIBHOCTH U
00513aTENILCTBA OTHOCUTEILHO CTAOMIBLHOCTH,

S.7.3. JlanHbIe UCIIBITAHUI O CTAOMIIBHOCTH.

Crnenyer yka3arbh, IMPOBOJMIINCH JIU HCCICAOBAaHUS B COOTBETCTBHH C

NEUCTBYOIIMMU PYKOBOACTBaMH Coroza 158105 MIPUMEHUMBIMH
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pyKoBojicTBaMu MexayHapoiHoi kKoHpepeHnuu no rapmonmsanuu (ICH).
HeobxoammMo OTMETUTh HAJIMYKE OTKIOHEHUH U 1X 00OCHOBAaHHOCTb.

PestoMe u 3akitoueHust O CTaOMIBLHOCTH: CIEAYET MPUBECTU CCHUIKU
Ha JIFOOBbIE pa3/iMuMs B MPOU3BOJACTBE, a TAKKE ONMHCAHUE MCIIOIb30BAHHBIX
MPOIECCOB C KOMMEHTAPUSIMU B OTHOIIEHWHM TOTO, OKa3bIBAIOT JIA OHU
CYIIIECTBEHHOE BJIUSIHUE HA NPOQPUIL CTAOUIBHOCTH.

Heob6xoquMo  ImPOKOMMEHTHUPOBATh  JAOCTATOYHOCTh  IPOrPaMMBI
MOCTPETUCTPAIMOHHBIX ~ WCMBITAHUM  CTAOMIIBHOCTH, B YacTHOCTH B
OTHOIIIEHUU ONPEACIISIEMBIX TapaMeTPOB.

Cnenyer yoeauThCsi, YTO pe3yabTaThl aHATUTUYECKUX METOJUK CITyXkKaT
HAJICXKHBIM TOKa3aTesieM CTaOWIbHOCTH (CM. NMyHKT S.4). JIoJKHBI OBITH
BBIOpAaHbl AHAIUTUYECKUE METOJUKH, JOCTOBEPHO CBUIECTEIHCTBYIOUIUE O
CTaOMJIBHOCTU, U TI03BOJISIONIME OOHAPYKUBATh CYIIECTBEHHbIE M3MEHEHUS
noka3zaresnei kayectsa ADC.

B wyacTtHOCTH, B OTHOIIEHWM HOBBIX WM M3BECTHBIX XUMHUYECKUX
AKTUBHBIX BEILIECTB CIEAYET YOEIUThCS, YTO KOHTEUHEPHI, UCTIOJIb30BAHHbBIC
OpU UCCIEIOBAHUM CTAaOWJIBHOCTH, COBIMAJAIOT C TMPEAJIOKEHHBIMHU IS
PYTUHHOTO XpaHeHHs (CM. pa3aen S.6) U OTpa3uTh 3TO B IKCIIEPTHOM OTUETE.

3aKII0YUTENBHBIN BBIBOJ 00 00OCHOBAHHOCTH IIPEAiaraeMoro nepuoia

IIOBTOPHBIX HWCHOBITAaHUM.

4. JlexapcTBeHHBIN nipenapar (Moayib 3.2.P)

4.1. OnncaHue ¥ COCTaB JIEKAPCTBEHHOTO
npemnapara (Moayns 3.2.P.1)
dopma BBINTyCKa JICKAPCTBEHHOI'O Tpernapara, BKIIOYas pa30aBUTENN
(pacTBOpUTENIN), MEAUIIUHCKHUE U3JIETUS U T.J. JOJKHBI OBITh YETKO YKa3aHbI

B 3KCIICPTHOM OTYCTC.



31

ecii B (QopMy BBITyCKAa JIGKAPCTBEHHOTO TMperapara BXOMWT
MEIUITMHCKOE M3JIeINe, CIeAyeT yKa3aTh CChUIKY Ha Hajaudue WHOOpMaIuu
o0 stom wm3nenuu B pasupene 3.2.R skcmeprHoro oruvera. HeobGxommmo
OTMETUTh HAJIMUWE PETHCTPAIlM MEIUIMHCKUX M3Aenuil Ha peiHke Coro3a u
(M) HaTUYrMe Ha MEAUIIMHCKHAX M3JCIUIX CIEIHAIBHOTO 3HaKa OOpaIieHus
MEIUIMHCKUX M3Aeni Ha peIHKe C0103a B COOTBETCTBUH C TPEOOBAHUSIMH O
CIeIMaIbHOM 3HaKe 0OpallieHus MEAUITMHCKUX u3ienuii Ha peiHKe Coro3a, a
TaK)Xe yJAOCTOBEPUTHCS, YTO CICIMAJbHBINA 3HAK OOpalleHUS MEIUITMHCKHX
m3aenui B pamkax Coro3a COOTBETCTBYET Ha3HAUCHUIO U3JICIIUSL.

HEOO0XOIMMO O0paTUTh 0C000€ BHUMAHUE Ha XapaKTEPUCTUKU
CHUCTEMBI YIAKOBKM M YKYMOPKH, OCOOCHHO B OTHOIICHWH JAOMIBHBIX
(HEYCTOHYMBBIX ) MJTH CTEPHIIBHBIX MPEIapaToB.

B oTHomeHnn OMOMOJ00HOTO JIEKAPCTBEHHOI'O TIperapara ClaeayeT
oOpaTUTh BHUMAaHHE Ha CYIIECTBEHHBIC OTIMUHS OT COCTaBa pedepeHTHOTO

mpernapara.
4.2. ®apmareBTHUECKas pazpadborka (Moayib 3.2.P.2)

B nmaHHOM pasnene oTpaaroTCsi Pe3yJIbTaThl AKCIEPTU3bI CBEICHUM,
YKa3aHHBIX B CIEAYIOIINX pa3jiesiaX PErucTPalMOHHOTO J0Che:

P.2.1. KoMIIOHEHTHI JIEKapCTBEHHOTO TIperapara.

P.2.1.1. AktuBHas papmarieBTHYECKasi CyOCTaHIIHSI.

P.2.1.2. BcrtoMorarebHBIE BEIIECTBA.

P.2.2. JlekapcTBEHHBIH Tpernapar.

P.2.2.1. Pa3zpaboTka iekapCTBEHHOU (hOPMHBI.

P.2.2.2. IIpon3BOICTBEHHBIE N30BITKHY.

P.2.2.3. ®U3NKO-XUMHUYECKHE U OMOJIOTHYECKUE CBOMCTBA.

P.2.3. Pa3paboTka mpou3BOICTBEHHOT'O MpoIiecca.

P.2.4. Cucrema ynakoBku (YKYIIOPKH).
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P.2.5. MukpoOuronoruueckue XxapakTepuCTUKH.

P.2.6. CoBMeCTUMOCTb.
KOMITOHEHTHI JIeKapCTBEHHOTO Iperapara

Hnst ADC cnenyer ykaszaTh, ONpENENCHbl JIM 3asBUTEIEM (HU3UKO-
XUMUYECKHE CBOMCTBA, KIMHUYECKH 3HAUMMBbIE JIJIs NAlUEHTA.

OTpaxkeHsl JIM TaHHBIE CBOMCTBA JOJKHBIM 00pa3oM B crenu(puKanny,
Y TIOJIBEPTAOTCS JIM OHU HAJUIEKAIEMY KOHTPOJIIO.

Vka3aTb, Ha OCHOBAaHMM 4YE€ro 3asBUTENIEM OBUIM OIpEAEIEHBI
JOIYCTUMbIE HOPMbI 3HAUECHU.

VYkazare nokazarenn kadectBa ADC, KOTOpbIE MOTYT IIOBIHATH Ha
KPUTHUYECKHE II0KA3aTeJIM KadecTBa JIEKAPCTBEHHOTO Ipenapara. JTH
[OKa3aTeau MOTYT OBITb OINpEAENeHbl MyTeM OJMIUPHUYECKONM WU
CUCTEMATUYECKON OLIEHKM C IIOMOINBI0 TNPUMEHEHUS METOJOB OLIEHKHU
PUCKOB M CTaTUCTUYECKH CIUIAHMPOBAHHBIX OKCIIEPUMEHTOB. B ciydae
UCTIOJIb30BAHUS CHCTEMAaTUYECKOM OLIEHKHM cM. pomnoigHeHue Ne 3 K
HACTOSIIEMY TOKYMEHTY.

Onpenenuts NpUEeMIIEMOCTb OOOCHOBAHMSI UCKITFOYEHHS TOTEHLIUAIbHO
KPUTHYECKUX [TapaMeTPOB U3 KOHTPOJIS.

OOOCHOBAaHO 1M MCHOJb30BAaHUE MATEPHUATIOB KMBOTHOTO WU

YEJIOBEYECKOTO MPOUCXOKICHHUS.
BcriomorarennHble BelliecTBa

NmeroTca 1y BaKHBIE, HOBBIE WJIM HECTAHAAPTHBIE BCIIOMOIATEIIbHBIE
BEILIECTBA B OTHOLLIEHUHU BIMSHUS Ha CBOWCTBA JIEKAPCTBEHHOTI'O Mperapara.

Crnengyer OTMETUTH BHIOOP 3asIBUTEJIEM KIIFOUEBBIX BCIOMOTATEIBHBIX
BEIIECTB U UX (PYHKI[UHU, HAPUMED, BIUAIONIME HAa BEICBOOOXKIECHUE, MECTO

BbICBOOOXKIeHUsT win  (papmakokuHeTnky ADC. B HekOTOphIX chydasx
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(HampuMep, Tra3oBasi JUCHEpPCUSt 11 MPOBEACHUSA  YIbTPa3BYKOBBIX
UCCJIeI0BaHMi), KOTJJa BECh KOMILIEKC JIEKAPCTBEHHON (OPMBI UIIM CUCTEMA
OTPENEAIOT KIMHUYECKYI0 3(PGEeKTUBHOCTh Mpenapara, JaHHbIE CiIy4yau
MOJJIeXKAT IETATBHOMY PaCCMOTPEHUIO.

OOOCHOBAaHO /M KOJMYECTBO MCIOJIB30BAHHBIX BCIOMOTATEIbHBIX
BeleCTB (KOHCEPBAHTOB, Oy(epHBIX PAaCTBOPOB U T.11.)

VYkazaTh nokazarenu kadectBa ADPC, KOTOpble MOTYT MOBJIMUSATH Ha
KpUTUYECKHE T[IOKa3aTelIM KadecTBa JIEKapCTBEHHOTO Mpemnapara. ITU
MoKa3aTred MOTYT OBbIThb OMNpEAEICHbl IMYTEM SMIUPUYECKON  WIH
CUCTEMAaTUYECKOM OILIEHKH C TOMOIIbI0 TMPUMEHEHUS METOJIOB OIICHKH
PUCKOB M CTaTUCTHUYECKHU CIUJIAHUPOBAHHBIX HSKCIEPUMEHTOB. B ciyyae
UCIOJIb30BAHUS CUCTEMAaTUYECKOM OlIeHKHU (ornosHeHne Ne 3 K HacTosIeMy
JOKYMEHTY).

Takke cienyeT y4uThIBaTH CBEACHHS, COAepkaluecs B pazjaene 4
Hacrosilero oruera (mpwioxkenue Ne 4 k IlpaBunam perucrpanuu u
AKCHEPTU3bl JIEKAPCTBEHHBIX CPEJCTB [JIi MEIUIMHCKOTO TMPUMEHEHUS,
yTBEpKAaeMbIM EBpa3nuiickoil SJKOHOMUYECKOW KOMHCCHEN, Moaynb 3.2.A.3,
HoBble BcmomorarenbHble BEIIECTBA), TAE€ MpUBEACHa Oosiee JeTaibHas
OILICHKa CaMOT0 BCIIOMOraTesibHOro BemiectBa. Cieayer oOpaTuTh BHUMaHUE
Ha TO, YTO HOBBIE BCIIOMOTATEJIbHBIE BEILECTBA, HE COJEp)KAIHECS B
JIEKapCTBEHHBIX Mpenaparax, 3aperucTpupoBaHHbIX B paMkax Coro3a win Ha
TEPPUTOPUU TOCYJAPCTB-WICHOB, MOTYT pacCMaTpUBATHCS B KaUe€CTBE HOBBIX
A®C, 4yto BiedeT 3a coOOM MpUMEHEHHE TPeOOBaHUN K MPEACTaBICHUIO
COOTBETCTBYIOIIMX JIaHHBIX B MOJHOM OObEME, T.€. B OTHOIICHUH OMHMCAHUS
MPOU3BOJICTBA U KOHTPOJIS, MPEACTABICHUSI CCHUIOK Ha TOKCUKOJOTMYECKHE

HCCIIEIOBAHMS, U T. II.
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JlekapcTBEHHBIN Npenapar

Pa3zpaboTka JieKapCTBEHHON (OPMBI:  OICHUTh MPEACTABICHHBIN
3asBUTEJIEM IIEJIEBOM POQHIIb Mpernapara, To €CTh MepeueHb KaueCTBEHHBIX
XapaKkTEePUCTUK, KOTOpBbIE IIpernapar [IO/UKeH HMETh I oOecreueHus
3asiBJICHHOTO KaueCTBa C YYETOM 0€30MacHOCTH U 3(PPEKTUBHOCTHU. YKa3aTh,
HOJATBEP)KIACHA JM pa3paboTKa JeKapCTBEHHOW (OPMBI KIMHUYCCKUMHU
uccaenoBaHuAMU. ECI cocTaBbl JIEKAPCTBEHHOTO TMperapara, 3asBICHHOTO
Ha PETUCTpPAIMIO, M T[perapara, HCIOJb30BAHHOTO B  KIMHUYECKHX
UCCIICIOBAHUSIX, pazyim4arTcs, HEOOXOAMMO OLICHUTh ux
OMO3KBUBAJICHTHOCTh. ClieyeT MPOKOMMEHTHPOBATh BO3MOXKHBIC Pa3IAUMSI
B Ka4yeCTBEHHBIX XapaKTEPHCTHUKAX JICKAPCTBEHHOro Iperapara (Hampumep,
npouInd MpUMECe W pacTBOPEHHUs) B Clydyae HAJIWYMS pa3HUIBI B
J03UPOBKAX MM TPU DPACIHIMPEHUU JIMHEHKU JTO3UPOBOK, JCKAPCTBEHHBIX
dopm. Heo6x0auMo MPOKOMMEHTHPOBATH Pa3paOdOTKy METOIUKH HCITBITAHUS
Ha pacTBOPCHHME, OINHCAHHE HW3MEHEHHH, IOATBEPXKIACHUE CIIOCOOHOCTH
METOAMKH K OOHAapY)XCHHMIO pa3jIMudii  MEXAy KauyeCTBEHHBIM |
HEKAueCTBEHHBIM  JIGKAPCTBEHHBIM  TMpernaparoM  (IMCKPUMHHHPYIOIIAX
CBOMCTB METOAMKH). B cilyyae mpUMEHHMMOCTH CIIIyeT YKa3aTh Pe3yJIbTaThl
UCCIICIOBAaHUN 110 YCTAHOBJCHHIO IN VItro — in VIVO Koppensaiuu.
B COOTBETCTBYIONIMX CITy4asX ClIeAyeT 0OpaTuTh 0c000¢ BHUMAHUE HA PaHee
pa3paboTaHHbIE COCTaBbI JEKAPCTBEHHOTO Ipernapara il JOKIHHHUECKUX U
KJIMHAYECKUX  HMCCICOBAHUN W  NMPOKOMMEHTHPOBATh  IMOJyYEHHBIC
pe3ysbTaThl JaHHBIX HCCIeqoBaHuil. Eciu npuMeHnMo, HEoO0XOAUMO
HPUBECTH JOTIOJHHUTENbHBIC CBEICHHUS O pa3pabOTKe JETCKOM JIeKapCTBEHHOM
(dbopMbI, BKIIOYAs CBEICHHUS O ICJIEBOM BO3PACTHOW TPYIINE, €CIIM TaKoBas

IPOBOJIUJIACK.
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IIpousBoacTBeHHBIE N30BITKH. HEoOX0aAMMO OIEHUTh 000CHOBAHHOCTD
U30BITKOB.

Ou3nKo-XMMHUYECKHE U Ouojoruyeckue cBoictBa. HeoOxomumo
OLICHUTh TPABWIBHOCTh YCTAHOBJICHUS U  KOHTPOJISI  KPUTHYECKUX
IOKa3aTesier KauyecTBa.

Heo0Oxoaumo OLIEHUTh, YTO B MOJYJIE€ 3 PErHUCTPAIMOHHOIO J10ChE
IIPUBEIEH COOTBETCTBYIOIIMI IEPEUYEHb MapamMeTpoOB, BIUAIONMX Ha
CBOICTBa Mnpemnaparta (eciu npuMeHuMo). Hanpumep, B OTHOILIEHUH TaOJIETOK
MOXET TOTpPeOOBaThCS OIEHKAa pa3Mepa 4YacTull (JIUCIEPCHOCTH) U
nonumMopuzmMa ADPC ¢ HU3KON PaCTBOPUMOCTBIO B BOJIE C TOUKHU 3PEHHUS UX
BIIMSIHUSL HA PACTBOPEHUE U OMOJOCTYNHOCTh. B manHOM mpumepe npoduib
PacTBOPUMOCTH B 3aBUCUMOCTH OT pH Oyner Takxke SIBISTHCA 3HAYMMOM
0a30Boll MH(pOpMalel, OKa3bIBAIOIICH BIMSHUE Ha BBIOOP METOJOJOTHUHU
VCIIBITAHHS PACTBOPEHUS.

Pa3paboTka npor3BOJCTBEHHOTO MPOIECCa:

Ecnu B mporecce mMpou3BOACTBA Mpenapara M3MEHSIOTCA (DU3UKO-
xumuueckue coiictBa ADC (Hampumep, noiauMopdHas dopma), ciaeayeT
yOeIUThCs B BAJIUAHOCTH PE3yJIbTaTOB UCCIeA0BaHUM, TpoBeneHHbIX ¢ ADC.

HeobxomquMo  oTpa3uTh  OOOCHOBAaHHOCTH  BBIOOpa  mpoliecca
npousBojacTBa. HeoOXoauMo OTpa3uTh, YCTAHOBJIEHBI JIM KPUTHYECKUE
napaMeTpbl Ipoliecca, 3HAYUMBIE JJIs TOCIEIYIONIe €ero BaJluJaluu.
HeobxoamumMo oTpa3uTh, YCTAaHOBIIEHBI JIM 3HAYUMBIE JJIA MOCIEAYIOIIeH ero
BAIMJALIMK  pa3iuyvsg B NOPOIECCaX IMPOU3BOJACTBA  JIEKAPCTBEHHOTO
npenapara, pPEruCTPUPYEMOTO U UCIIOJIb30BAHHOTO B  KIMHHUYECKHUX
uccinenoBanusix. HeoO0XoaUMO OLEHUTh, KOMIIEHCUPYET JIM MPOIecC
MIPOU3BOJICTBA BapraOEIbHOCTh MTOKa3aTelield KauecTBa MaTepUalioB.

Cnenyer mpoBecTM MACHTHU(PUKALMIO KPUTHUECKUX IMapaMeTpOB

nmponecca Ha OCHOBC C—)Ml'[PIpPI‘ICCKOfI WIM CHUCTEMaTHYEeCKOH OLCHKMH,
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UCIONB3Ysl  METOJOJIOTHIO  OIEHKM  pUCKA W CTAaTUCTUYECKOIO
MojenupoBaHus. B mocimenHeMm ciydae  clienyeT  PYKOBOJCTBOBATHCS
COOTBETCTBYIOITUMH MOCOOUSIMU 110 MAaTEMaTHYECKON CTaTUCTUKE.

Cucrema yrmakoBKH B YKYIIOPKH.

HeobOxomumo oreHuTh, oOecreurBaeT U BBIOOp MaTepHalioB IS
YIAKOBKU U YKYMOPKH CTaOWJILHOCTh U MPUMEHEHUE MpernapaTra B IIEJIeBOM
MOMYJISIIIAA TAIMeHTOB (HampuMep, y JIMI[ TOXKHUJIOTO BO3pacTa, HaJIMYMe
(GYHKITUY 3aIUTHI OT JETEH).

Heo0xoaumMo OleHUTh TEXHUYECKUE CBOMCTBA YMAKOBKHU U YKYIOPKH,
3a CYET KOTOPBIX oOecreurBaeTcsl yA0OCTBO MCHOJIB30BAHUS MAIlMEHTAMU,
HarpuMep, Ha3aJIbHBIX CIIPEEB, HHTAISITOPOB, MPEIBAPUTEIIHLHO 3alIOTHEHHBIX
IITTPHUIIEB.

MukpoOHOJIOTHYECKME W  HWHBIE XaPAKTEPUCTHKU: HEOOXOJIMMO
OTpa3uTh, 0OOCHOBAHO JIM HUCMOJIb30BAHUE CICIUATBLHBIX BCIIOMOTaTEIbHBIX
BEIIIECTB, HAMPUMEpP, KOHCEPBAHTOB W AHTHOKCUJIAHTOB C Y4YE€TOM WX
KOHIIEHTpAIMH (COJIep>KaHus) U CBOWCTB.

COBMECTUMOCTb.

HeoOxonuMo OILIEHHTb, COOTBETCTBHE JAaHHBIX, H3J0KEHHBIX B
UHCTPYKIIUU 10 MeauImHckomy mnpuMeHeHuto u B OXJIII oTHocHuTENnbHO
(dhapMareBTUUYECKOM COBMECTUMOCTH M HECOBMECTUMOCTH MPOBEICHHBIM

q)aKTI/I‘-IeCKI/IM HCCICOOBAHUAM.

4.3. ITpouecc mpou3BOACTBA
JIeKapCTBEHHOT0 Ipenapata (Moayb 3.2.P.3)
B nanHOM paznene oTpakaroTcs pe3yJbTaThl IKCIEPTH3bl CBEICHUM,
YKa3aHHBIX B CIEIYIOIINX pa3jiesiaX PErucTPallMOHHOTO JOChE:
P.3.1. IIpousBoauteab(Iporu3BOIUTENN).

P.3.2. CocraB Ha ceputo (IpOU3BOJCTBEHHAS PELIENTYPA).
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P.3.3. Onmcanue Mpor3BOACTBEHHOTO IIPOIEcca U €ro KOHTPOJIS.

P.3.4. KoHTpOJIb KPUTUUECKUX CTAAUN U MIPOMEKYTOUYHON MPOTYKIIUH.

P.3.5. Baniunanus npou3BoICTBEHHOTO Mpoliecca U (WIK) ero OLICHKa.

HeoOxonumo ykaszaTh Ha3BaHMs, ajpeca U OOS3aHHOCTH KaxKJ0ro
MPOU3BOJUTENS, BKIIOYAs MOAPSAUYUKOB (KOHTPAKTHBIE IPOU3BOJICTBA),
KaXI0M mpeanaraeéMod IPOM3BOJCTBEHHOM IUIOMIAJKA MJIM OOBEKTa,
YYaCTBYIOIIETO B MPOU3BOJICTBE U MPOBEICHUHN UCIIBITAHUH.

Ornucanue mpoiecca MpOU3BOACTBA U €r0 KOHTPOJIA: OJoK-cxema (ee
IPEANOYTUTEIHHO BKIIOUYNTh B OCHOBHYIO YacCTh OTUETA, HEXKEIIU NPUOOIIATh
B BUJIC IPWJIOKEHUS K HEMY) C YKa3aHUEM KPUTUUYECKUX CTaUN.

HeoOxonumo ykaszaTh, NPEAYCMOTpPENl JU 3asBUTE]Ib MOHUTOPUHT
KPpUTUYECKUX  T[IOKa3aTelel KayecTBa MarepuajoB UM KPUTUUYECKHUX
napamMeTpoB TMpoliecca B peKHMME peadbHOro BpeMmenu. HeoOxoaumo
OLICHUTh, CHIKAIOT JIW KOHTPOJIbHBIE MEPhl PUCKH, OOHAPY>KEHHBIE B XOJ€
pa3pabOTKu  JeKapCcTBEHHOM ¢GopMBl M mpolecca  MPOU3BOJICTBA.
HeoOxonumo ykazatrh, NPEeIyCMOTPEHbI JM CpPEJICTBA OOpAaTHOM CBSI3W,
MO3BOJISIONINE CKOPPEKTUPOBATH YCIOBUS Ipoliecca MPOU3BOJICTBA C IIEJIbIO
KOMITEHCAIINH BBISIBJICHHON BapruabeIbHOCTH.

HeobxomuMo ykaszath, mpenajaraercsi Ju MpoekTHoe Tmosie (cdepa
nu3aiiHa).  HeoOxonwmo — ykaszaTh, YCTaHOBJEHAa JIM  3aBUCHUMOCTh
KPUTUYECKUX TIOKa3aTesied KadecTBa OT BXOJHBIX TEXHOJIOTUYECKUX
napameTpoB (IMoKaszaTesie KauecTBa MaTepualioB M IapaMeTpoB IMpoliecca
IpPOM3BOJACTBA) B paMKax MHoromepHoil wmoxenu. Eciam mnpenmoskeHo
POEKTHOE MOJie, CIEeIYyET OOpaTUThCA K JOomoiHeHHIo Ne 3 K HacTosieMy
JIOKYMEHTY.

Ecnu  nexkapcrBenHHbli  mpemapat  coctout w3 ADC  6e3
BCIIOMOTaTeNIbHBIX BEIIECTB, CBEACHUS O €€ MPOU3BOAMTENAX M 00 HX

JIMOCH3UPOBAHNH CIICAYCT TAKKEC YKA3aThb B IdaHHOM pa3aciic.
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Ecnu nipeniokeHo HECKOJbKO MPOMBIIUICHHBIX CEpUM, pa3IUYHBIX MO
pasMepy, WIM CMEUIMBAaHME CEPUU WJIM HCIOJIb30BAHUE TMOJCEPHIA,
HEOOXOAMMO OIEHUTh WX MpuemiieMocTb. HeoOXoauMo OlEHUTh pa3Mep
CepUii, IO KOTOPHIM MPE/ICTABIEHBI TaHHBIE.

HeoOxoaumo onpeaenuTs HallMuue CHelUaTIU3uPOBAHHBIX MPOIIECCOB,
KOTOphIE MOTYT TIOTpPeOOBaTh MHCHEKTUpPOBaHMUS (CM. TMpeamOysy K
HACTOSIIIIEMY OTYETY).

HeobxomumMo  yOeauThcsi, 4YTO BpeMs Iiepexoja OT  OJHOM
TEXHOJOTUYECKOW CTaguud K JPyro, ycioBuUs XpaHeHUss U (Uin)
TPAHCTIOPTUPOBKU OOOCHOBAHBI U BaJIUIUPOBAHBI.

B nanHOM pazzene cieayeT OLlEHUTh HEOOXOIUMOCTh BKIIIOUEHUS B
JIOChE CBEICHMM MO BalujgaluuMu Tnpoiecca (T.e. HEOOXOAUMO JIH
IpeACTaBICHUE JIAHHBIX CBEACHUH mepen peructpaunueii). Takue cBeneHus,
KaK MpaBujIo, TPEOYIOTCS MPHU HUCIOJIB30BAHUM HECTAHAAPTHBIX METOJIOB
(mporieccoB). B oTHOIIEHNH CTaHJIAPTHBIX MPOIIECCOB HEOOXOAMMO OIEHUTH
CXEMY BaJIMAALAM TPOLECCa MPOU3BOACTBA, BKIKOYECHHYIO B pazmen 3.2.R
PErUCTPALIMOHHOTO JTOCKE.

Ecniu  mpemmaraercs — HempepbiBHass — BepuduUKaius — Ipoliecca
POU3BOJCTBA, HEOOXOJIMMO OLIEHUTh HAJIMYME JOCTATOYHBIX AAHHBIX IO
pa3paboTKke ¥  JIOCTAaTOYHOW CTpPATE€rMW  KOHTPOJS, IO3BOJISIFOIIUX
OCYILIECTBJISITh ~ MOHUTOPUHI  KPUTHYECKUX  IMApaMETPOB  Mpoliecca
IPOU3BOACTBA W KPUTHUECKUX TIOKazarejed KadecTBa MaTepUajoB B
peaibHOM BPEMEHHU.

B nmanmHoMm pazgene  HEOOXOJMMO  TOJHOCTHIO  OLEHUTH |
MPOKOMMEHTHUPOBATh BCE 3alPOChl HA BBIMYCK MO Mapamerpam, MpUOOIIUB
kommeHTapun ~ GMP-uHCnIeKTOpoB  (€cii  MPUMEHUMO), C  Y4E€TOM

COOTBCTCTBYIOIICTO PYKOBOJCTBA Coro3a.
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B npuMeHuMBIX citydasix MOKET MOTPeOOBaThCs OlEHKA 0€30MaCHOCTH
npernapara ¢ MO3UIUKM Tepeaayd MOCTOPOHHUX areHTOB, KOTOPYIO CIEAYeT
BKItOunTh B JlomomHenue A.2. JlaHHas oleHKa OoJiee TNpUMEHUMA K

OMOTEXHOJOTHYECKUM/ONOJIOTHYECKUM MpenapaTam.

4.4. KOHTpOJIb Ka4€CTBA BCIIOMOTaTEIbHBIX
BemiecTB (Moayib 3.2.P.4)

B naHHOM pazzenie oTpakaroTCsl Pe3yJbTaThl IKCHEPTU3bI CBEJCHUIM,
YKa3aHHBIX B CIEAYIOLIUX pa3eiax PEruCTPAMOHHOTO JOChE:

P.4.1. Cneuuduxanus.

P.4.2. Anaimutnyeckie METOIUKH.

P.4.3. Banunanusg aHaTUTUYECKUX METOIUK.

P.4.4. O6ocHOBaHue crieruuKaIyi.

P.4.5. BcnomorarenbHble BeIIeCTBAa YEJIOBEUECKOTO WM KMBOTHOIO
MPOUCXOKICHUS.

P.4.6. HoBbie BcmoMoraTeabHEIE BEIIECTBA.

[Ipu nanumuuu cratbu @apmakonen Coro3a B OOJBIIMHCTBE CIIy4acB
JIOCTATOYHO MPUBECTHU KPATKYIO XapaKTEPUCTHKY.

IIpu orcyrctBum crarbu dapmakonen Coro3za HEOOXOIUMO OIEHUTH
000CHOBaHHOCTb Tpe/IaracMom crieruduKamm.

HeoOxomumo  OLIEHUTb, OTpaXkawT JHU  JODKHBIM — 00pa3oM
crenudUKaMd ¥ HUCHbITaHUS (PapMarleBTUKO-TEXHOJIOTUUYECKUE CBOMCTBA
npemapara. DTo B OOJIbIIEH CTENEHW NPUMEHHMO K HOBBIM CHCTEMaM
JIOCTAaBKH, HEKOTOPbIE KOMIOHEHTBhI KOTOPBIX HMEIOT CHEHUAIBHYIO
GyHKIMIO U TpeOYyIOT 0oJiee eTaIbHOTO OMMCAHUS U KOHTPOJIsA, 0COOCHHO B
YaCTH UCIIBITAaHUS (hapMalleBTUKO-TEXHOJIOTMYECKUX CBOMCTB.

B oTHomeHun OHOJOTHYECKHMX MaTepuaioB (HampuMmep, TaKuxX

IIPOMU3BOJHBIX KPOBHU MIIM IIJIa3MbI, KaK aJ'IB6YMI/IH t-Ie.]'IOBeKa), HCIIOJIb3YCMbBIX
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B MPOM3BOJCTBE JIGKAPCTBEHHOTO IIpernapara, HEOOXOAUMO OIEHUTH
VUCTOYHUK, MPOU3BOJACTBO, ONHCAHUE CBOMCTB W KOHTpoib. [Ipu kaxmom
UCIIOJB30BAaHUM  MPENAparoB, TMOJYYEHHBIX W3 IUIa3Mbl, HapuMep,
albOyMHHA YEJIOBEKa, B IMPOU3BOJICTBE JIEKAPCTBEHHBIX MpenapaToB, OHU
JIOJDKHBI  COOTBETCTBOBAaTh  TpeOoBaHWsIM  pykoBojcTBa (Coro3a 10
JIEKapCTBEHHBIM MpenapaTaM, MOTyUYeHHBIM U3 IU1a3Mbl, U UMETh JIOKYMEHTHI,
BKJIIOYAsl TMPOMCXOXKACHUE IOHAIMM, KAauecTBO M crHenudukanuu, Kak y
JIEKapCTBEHHBIX MPENapaToB alb0yMUHA.

HeoOxonumo TpUBECTH CCBHUIKY Ha pazjaen A2 perucTpaldoHHOTO
J0CbE OTHOCHUTEIBHO TIOCTOPOHHUX arcHTOB (BUPYCHOH 0€30MacHOCTH)
BCIIOMOTATENIbHBIX  BEIIECTB, HEOOXOAUMO OCBETUTH BCE  BOIPOCHI,
CBA3aHHBIE C OIEHKOW pHUCKAa Tepedayd TPAHCMUCCHBHON ry0OuaToi
suredanonatuu (TI'D).

Crnenyer yka3aTh, HMEIOTCS JIM B COCTaBE Mpenapara BCIIOMOTaTelIbHbIE
BEIIIECTBA, KOTOPHIE MOXHO PACIEHUTHh KakK MPUHIIMIUAILHO HOBBIE WIIH
HECTaHAapTHBIC IS (papMaleBTHYECKOTO PBhIHKA B II€JIOM (B OTHOIICHUU
BIIMSIHUS HA CBOMCTBA JIGKAPCTBEHHOIO MpernapaTa) ¥ pe3yJbTaThl HoApOOHOM
OLIEHKM TAKUX HOBBIX BCIIOMOTATENBHBIX BEIMIECTB B YaCTH UX MPOU3BOACTBA

1 TOKCUKOJIOTUYECKOM OIICHKH JIOJKHBI OBITH OTPAXCHBI OTACJIBHO.

4.5. KoHTpOJIb KauecTBa JIEKAPCTBEHHOTO
npenapara (Moayib 3.2.P.5)

B nmanHOM paszmene OTpa)karoTCsl pe3yjbTaThl SKCIEPTU3bI CBEACHUM,
YKa3aHHBIX B CIEAYIOLIUX pa3eiaax PErucCTPAlMOHHOTO JOChE:

P.5.1. Cneuuduxanum.

P.5.2. Anamutnyeckie METOIUKH.

P.5.3. Banuoanust aHaIUTHUECKUX METOIUK.

P.5.4. Pe3ynbpraTel aHanusa cepuil.
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P.5.5. Xapakrepucruka npumecei.

P.5.6. O6ocHOBaHMs cienu(puKaIui.

Cnemudukanusi: HeoOXOAUMO B TaOJIMYHOM BHUJE TMPEICTaBUTH
cnenupuKanMud Ha BBIIYCK W JI0 OKOHYAaHUSI CpOKa TOJIHOCTH
(cpoka XpaHeHUs1), COOCTaBUB UX JIPYT C APYTrOM, C KPaTKOW CCBHUIKOW Ha
HUCITI0JIb30BAHHBIN METOI.

Ecimu nipennokeH BBIMYCK IO IapaMerpaM C KOHTPOJIEM B PEXKUME
pEATLHOTO BPEMEHH, YKa3arTh, IOATBEPAWI JIM 3aABUTENb JOCTHUKECHUE
rIyOOKOTO TOHHMMAaHUSI XapaKTepUCTUK TIpernapara W Mmpoliecca €ro
npousBojacTBa. HeoOxomuMo yka3zath, NPEAyCMOTPEN JM  3asBUTEINb
HAJICKAIMNA KOHTPOJIb KPUTHUYECKHUX MapaMEeTPOB Mpollecca MPOU3BOIACTBA
U KPUTHYECKHUX TTOKa3aTeel KauyecTBa MaTeprualioB, KOTOPbIe 00OCHOBBIBAIH
OBl BBINYCK MO TapaMeTpaM C KOHTPOJEM B PEXKHUME PEalbHOTO BPEMEHH.
Heo6xoaumMo o1eHNUTh, YUTEHBI JIM 3asBUTENIEM (PAKTOPHI IPOU3BOJACTBEHHOM
Cpeapl IpU TMPOBEACHUM WM CPAaBHEHHS PE3YyJIbTATOB aHalW3a CEpUH,
MOJYYEHHBIX MPU UCIBITAHUM KOHEYHOTO MPOAYKTa, U CEPHM, MOJIYUYECHHBIX
IIPU UCIIBITAHUM B peajbHOM BpemeHu. HeoOxoauMo ykaszaTh, BKIIIOUEHA JIH
cxeMma, IPEeAyCMATPUBAOIAs CPABHEHHUE B TEYECHUE TIOJla PE3YJIbTAaTOB
BBIIIYCKA IO MapamMerpaM C KOHTPOJIEM B PEXKUME PEAIBHOTO BPEMEHU
FOTOBOIO TpenapaTa U pe3yJIbTaTOB BBIITYCKA MO MMapaMeTpaM ¢ KOHTPOJIEM B
pEXUME PEATHHOTO BPEMEHM JOCTATOYHOTO 4Yucia cepui. Eciom B memsax
MPOTHO3UPOBAHUA MOKa3aTelIe KayecTBa JIEKAPCTBEHHOI'O IIpernapara Wi
MOHUTOpPHUHIA TIpolecca NPOU3BOACTBA «HA JIMHUW»  HUCHOJIb30BAHBI
MHOTOMEpHBIE MOJIEIH, CJEAyeT OoOpaTuThCa K JomoiHeHuto Ne 3
K HACTOAILIEMY JOKYMEHTY.

Pestome crnenmdukanyu, Ba)KHbIE MCIIBITAHUSA, OCOOCHHO HMEIOIINE
OTHOIIEHHWE K OuomocTynmHocTd Wik  A(PdeKTUBHOCTH  (Hampumep,

pacTBOpeHHE, pa3Mep 4YacTHll, NOJUMOpP(GU3M, €CIH NPUMEHUMO) W



42

O0e3omacHOCTH (MPUMECH, CTEPUILHOCTh, MUPOTEHBI WM OaKTepHalbHbIC
SHAOTOKCUHBI U T. . — JUJISl CTEpPWIbHBIX MpenaparoB). Cieayer OUEHUTHb
COBOKYIHYIO 3HAUYMMOCTh CHEIU(UKAIMKA Ha BBIIYCK C Y4YE€TOM METOJa
MPOU3BOJICTBA U KIMHUYECKOTO TPUMEHEHUSI, TyTH BBEJCHUS U T. 1.

Banupanusa  aHamUTHUYECKUX  METOJUK:  HEOOXOJMMO  OIECHHUTH
COOTBETCTBUE TpeOOBAHUAM COOTBETCTBYIONIETO pykoBojcTBa (Coro3a C
yKa3aHUEeM OTKJIOHEHUW Tmipu wux Hamuunu. B gamHom pazgene (P.S)
HEOOXOAMMO OILIEHUTh BCE AHATUTUYECKHE METOJIMKU KaK OIMCAHHBIE B
crenu(uKay Ha BBIMYCK, TaK U HA CPOK TOJHOCTH.

HeobOxonumo ybenuThecs, 4TO OOBEKTOM HCIHBITAHUM Ha MPUMECH B
cnenupuKanMu Ha JIGKapCTBEHHBIM mpemapaTr SBISIIOTCS  MPOJIYKTHI
nerpaganuu (pasioxkeHus), oOpa3yroluecss B X0/l TPOU3BOACTBA, a TAKKE
IpU XPAaHCHUHM, A& HE TEXHOJOTHMYECKHE MPUMECH, IPOUCTEKAIOIINE U3
dbapmaneBTHUEeCKOM CyOCTaHIIMU, €CIM OHU MOJUIeKAaT KOHTPOJIIO Ha YPOBHE
dbapMaiieBTUUECKON  cyOCTaHIIMM U UX HOpodWwib NOpU  XpaHEHUH
JIEKApCTBEHHOIO MpenapaTa He U3MEHSIETCS.

[Iporokonbl  aHamu3za  cepuil  (n = <ykazamov  KOIUYECMBO™).
HEOOXOAMMO OIEHUTh, TNOATBEPKIAIOT JHM TOJYyYECHHbIE PE3YyJIbTAThl
MOCTOSIHCTBO M OJHOPOJHOCTH JIEKapCTBEHHOro ImpemnapaTta. HeoOxomumo
OLICHUTb, KOHTPOJUPYEMBI JIM IPOIIECCHI TPOU3BO/ICTBA.

B oTHomeHuu paarodapmManeBTUYECKUX MPENnapaTtoB HEOOXOIUMO
OLIEHUTh PAJUOXUMHUYECKYI0 YHCTOTY «XOJOAHBIX» BOCCTAHABIMBAEMBIX
HAaOOpOB, €CIU MPUMEHUMO.

B oTHomeHHM OMOTEXHOJOTMYECKUX JIEKAPCTBEHHBIX IMpenaparoB
KPUTUYECKHUE DJIEMEHTHI, onucaHHble B crnenudukanu Ha ADC, BO MHOTUX

ClIydasax TaKKC MPUMCHUMBI JJIS JICKAPCTBCHHOT'O IIpCIiapara.
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4.6. CranmapTHbie 00pa3ibl U MaTepuais! (Moayis 3.2.P.6)

Pa3nen 3amonHseTCs €Ciau 3TO IMpUMCHUMO, C YUCTOM I/IH(I)OpMaL[I/II/I B

MOJyJI€ S.5 perucTpaloOHHOTO JOChE.
HoBrle minn n3BecTHBIE XUMUYECKUE COETNHEHMS

VYkazarb, JOCTYIHBI JIU CTaHAAPTHBIE 00pa3iibl OCHOBHBIX (hapMakoreit
B cooTBeTCcTBUU ¢ KOHIlenuen rapMoHu3aiuu papMakoneHHbIX CTaHIapTOB
rocyJapcTB  —  4JI€HOB  EBpa3sumicKOro  3KOHOMHYECKOIO  COI03a,
yTBEpKIaeMOU EBpa3zuicKon 3KOHOMUYECKOW KOMUCCHUEN.

B  oTHomieHuH OMOAHATOrMYHOTO JIEKAPCTBEHHOIO  Iperapara
HEOOXO/IMMO B Ta0JIWYHOM BHUJI€ NPEACTaBUTH CIEAYIOIINE CBEACHUS O
peepeHTHOM JIEKapCTBEHHOM Ipenapare: HAauMEHOBAaHHUE, JO3HPOBKA,
JeKapcTBeHHas (Qopma, Jaep)KaTeidb PETUCTPAIMOHHOTO YIAOCTOBEPEHHS,
HOMEpa Cepuid M CTpaHa NPOUCXOXKICHUS CEpUW, HCMHOJIb30BAHHBIX B
UCCJIEIOBAHUSIX COMOCTAaBUMOCTU (pedepeHTHBIN JIeKapCTBEHHBIN Mpemnapar
JOJDKEH OBITh TPOU3BEAEH B CTpaHaX C XOPOUIO PEryIupyeMbIM

(apMalieBTHIECKHM PBIHKOM ).
4.7. Cuctema yrakoBku (ykymopku) (Moayis 3.2.P.7)

HeoOxonmuMo oOIeHUTh OOOCHOBAaHHOCTH BBIOOpAa KOHTEWHEpa W
YKYTIOPKH, MPUHUMAsE BO BHUMaHUE (DU3MYECKHE U XUMHUYECKHE CBOMCTBA
JeKapCTBEHHOIO Mpenapara.

HeoOxomuMo  OIEHUTH  CIIOCOOHOCTH  YIAKOBKH H  YKYIOPKH
o0ecrieunBaTh JOCTATOYHYIO 3aIIUTy OT MUKPOOHOW KOHTaMHHAIIUW, €CIIH
3TO TpeOyeTcs.

HeobxomuMo yOemuTbcs, 9YTO KOHTEWHEPHI, TpejiaraeMbie IS

PYTHUHHOI'O XpaHCHUS COBIIAJarOT C HCIIOJIb30OBAHHBIMHU B HCCIICHOBAHHAX
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CTa6I/IJ'IBHOCTI/I, IIPOBCACHHBIX PRIV | 000CHOBaHMUS CpOKa TrOJHOCTHU

(pa3men 3.2.P.8 perucTpanioHHOTO 10CHE).
4.8. CtabunbHOCTh (MOIYNH 3.2.P.8)

B naHHOM pazzene oTpakaroTcsl Pe3yJbTaThl IKCHEPTU3bI CBEICHHUI,
YKa3aHHBIX B CIEIYIOIINX pa3jiesiaX PErucCTPallMOHHOTO JOChE:

P.8.1. PesromMme 00 HCHOBITAHUAX CTAOMIBLHOCTH M 3aKJIIOUCHUE O
CTaOMJILHOCTH.

P.8.2. IIporpamMma mocTperucTpanioOHHbBIX UCIIBITAHUN CTAOMIBHOCTH U
00s13aTeNIbCTBA OTHOCUTENIBHO U3yUYE€HUsI CTAOUIIBHOCTH.

P.8.3. JlanHbIc NCOBITAHUN CTaOMIHLHOCTH.

Cnenyer yka3arh, NPOBOJIWINUCH JIM UCCIEAOBAHUS B COOTBETCTBUU C
NeNUCTBYOIMMH pykoBojacTBamMu Coro3a. HeoOXxonumMo OTMETHTh Haaudyue
OTKJIOHEHHMH M UX 000CHOBAHHOCTb.

HeoOxomumMo  MPOKOMMEHTHPOBATh  JOCTATOYHOCTh  ITPOTPAMMEBI
MOCTPETUCTPAIIMOHHBIX ~ UCHBITAHUN  CTAOWJIBHOCTH, B YacTHOCTH B
OTHOIIIEHWH  OMNpeAesieMbIX  IapamMeTpoB.  HeoOXoaumo  OIEHUTH
NPUEMJIEMOCTh ~ HMCCJICIOBAaHUS KpallHUX BapuaHTOB (OpeKeTuHra) W
MaTpUYHOT0 MeTo/Aa (METOo/1a TPYNITUPOBAHUS UM MAaTPUIIUPOBAHUS ).

HeobOxoaumo ykaszaTh, COBIAJIAIOT JIM HMCIOJIB30BAHHBIE METOIUKH C
TakoBbIMHU, omucaHHbiMU B P.5. HeoOxoaumo yOenuThcsi B TOM, UTO OHH
BAIMJAUPOBAHLI M TIO3BOJISIIOT OIEHUTh CTAOMJIBHOCTH JIEKAPCTBEHHOTO
npermnapara.

HeoOxomumo yOenuThCsi, 4YTO KOHTEHWHEpHI, MCIIOJIb30BaHHBIE B
UCCIICIOBAHUAX CTAaOWJIBHOCTH, COBMNAQJAlOT C MPEIJOKECHHBIMUA  JJISI
PYTUHHOTO XpaHEHUSI.

HeoOxonumo  oOpatuTh BHUMaHHE Ha TO, YTO  IPHUMECH,

kBanuuiupoBanupie B ADC, He Bceraa BKIIOYAIOT MPOAYKTHI JeTpaaliiu
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(paznoxxeHust), 00pa3yronecs B JIGKAPCTBEHHOM MpenapaTe Wid B MPoLecce
ero nmpou3BojicTBa. Kpome Toro, mpu XpaHeHHUH MOTYT U3MEHHUTBCS U JPyTHUE
XapaKTepUCTUKU  Tpemapara, 4YTo TpeOyeT OIEHKU O0O0OCHOBaHWUS,
YUYUTHIBAIOMIETO PE3YJIbTATHI JOKIMHUYECKUX U KJIMHUYECKUX UCCIEOBAHUM.

Heo0Oxomumo yOeauThCs B JTOCTATOYHOCTH 000CHOBaHUI
peiaraeMoro Cpoka roJJHOCTH U MPUEMIIEMOCTH YCIIOBUN XpaHEHUS.

CtabmIbHOCTH TOTOBOTO K MPUMEHEHHIO JIEKApCTBEHHOTO IIpemnapara:

Heo0xoaumo Takke OleHUTh CTa0OUIILHOCThD MOCIIE BCKPBITHS U B XOJI€
NPUMEHEHUS, HampuMep, Uil KOHIIEHTPATOB IS pa3BelcHUs TpeOyercs
OIIEHUTh CTAOWJIBLHOCTH TIOCJE pa3BEJACHUS W B XOJIE€ BBEJCHHS,
COBMECTUMOCTb C JOCTYHMHBIMU MEIUIIMHCKUMU U3ACIUSMHU JIJI1 BBEJCHUS U
T.1. Ciaeayer OLEHUTh HEOOXOAMMOCTH OIpECICHUS CpOKa TOAHOCTH U
YCJIOBUM XpaHEHHUs TOTOBOTO K NMPUMEHEHHUIO JIEKAPCTBEHHOTO Mpemnaparta.
Heob6xonumMo  OIIGHWTh  COOTBETCTBHE  MPEIJIOKEHUNM  pa3paboTyuka
JNEeNUCTBYIOIMM pykoBojicTBam Coro3a. [Ipu nx HECOOTBETCTBUU HEOOXOIUMO
OIIEHUTH 0OOCHOBAHHOCTH OTKJIOHCHHH.

B oTHOmenun panuodapmaiieBTUYECKUX IIpernapaToB B JaHHOM
pasjene  JIONMyCKaeTcs TMPHUBECTH OIEHKY METOJIOB BOCCTAaHOBJICHHS
«XOJIOJIHBIX» HAOOPOB MOJIH30BATEISIMU, a TaKkKe OLIEHKY MX CTaOUJIbHOCTH
II0CJIC BOCCTAHOBJICHMS.

OOmne cBeIeHUS:

HeoOxoaumMo OIEHUTh, OTPa)KEHO JM BCE BBIIICIEPEUUCICHHOE B
OXJIIT m nucTke-BKIaABIIE JOJDKHBIM oOpazoMm. HeoOxomaumo cuaenarthb
3aKII0OUCHHE 00 OOOCHOBAHHOCTH BCEX CPOKOB TOJHOCTH U YCIOBUM

xpaHeHus, ykazanabeix B OXJIII.



46

5. Hononnenus (Moayns 3.2.A)

A.1. Ilpou3BoCTBEHHBIE IOMEIIEHUS U 000pYAOBaHUE

A.2. Otienka 6€301acHOCTH OTHOCUTENIBHO MTOCTOPOHHUX areHTOB

A.2.1. HeBupycHbIE TOCTOPOHHHE BEIIECTBA.

A.2.1.1. KoHTpoJib MUKOILIa3Mbl, OaKTEpUl ¥ TPUOOB.

A.2.1.2. Puck KOHTAMUHALUU TPAaHCMUCCUBHOM ryOuarou
sHIEe(damonaTuei ;KUBOTHBIX.

1.1. KoHTpoab coepkaHusl MUKOILJIa3Mbl, OaKTEepUid U TPUOOB.

HeoOxonumo mpeacTaBUTh NEPEKPECTHBIE CCHUIKM HA JPYTrUe 4YacTu
AKCIIEPTHOTrO OTYeTa (Mpoliecc MPOM3BOJICTBA U T. [I.).

[Ipu ucnonwszoBaHuu HedapMaKONEUHBIX METOJOB JJI1 UCIBITAHUS HA
coJiepKaHue MHUKOIUIa3Mbl, OaKTEpUil M rpruOOB HEOOXOAUMO MPOBECTU HX
OLICHKY.

Ecniu B OTHOLIEHHWH OMNpENEICHHBIX PEAKTUBOB WJIM BEIIECTB
BO3HUKAIM MPOOJEMBbI CO CTEPWIBHOCTHIO, HEOOXOJAUMO IMPOBECTH
NOJAPOOHYIO OIICHKY.

1.2. Puck mepenayu TPaHCMHCCHUBHOM TryOd4aToill »sHIledanomaTuu
KUBOTHBIX.

HeobxoquMo mepednciuth MaTepHuanbl, YIOMsHYTbie B PykoBojnicTBe
0 MUHUMHU3AIUKA PUCKA TIEpeauu Bo30yAuTENeH ryouarsix sHIedanonaTuii
#KUBOTHBIX coriiacHo Dapmakomnee Coro3a (cMm. Tabnuiyy A), U OLEHHUTh
cobOofieHre 3asBUTENeM TpeboBaHuii K koHTposito areHToB TI'D (CEP-
cepTuuKar WM HaydHas AokymeHTanus). llerecooOpa3zHo mnpencTaBUTh
pe3toMe Hanboliee BaXKHOM HHPOpMAILIMK B TaOJIMYHOM BU/IE.

Heobxonumo OILICHUTH JTIOKYMEHTAIHIO, MOATBEPKIAIOIIYIO

COOTBCTCTBUC Tpe6OBaHI/I$IM PYKOBOI[CTBa 10 MUHHUMMU3AIIUHU PHUCKA IICPCAadun
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BO30yuTelNel ryouarsix 3HIEe(anonatuil ;kMBOTHBIX corinacHo dapmakornee
Coro3a, eciii MpUMEHUMO.

3aKIJIIOYEHHE.

A.2.2. ITocTopoHHME BUPYCHI.

2.1.[Ipu ycTaHOBJIEHMM HaJU4MsI MATEPUAIOB OHOJIOTUYECKOTO
MPOUCXOXKJICHUS CIEAYET CENIaTh aHATU3 MO CJICIYIOIMINM aCIIEKTaM.

OKCIEpTHBIM OTYET JOJDKEH COJIep)KaTh KpAaTKOe OIHMCAaHUE WIIU
nepeyeHb MaTepuaaoB OMOJIOTHYECKOTO MPOUCXOXKICHHS, MUCIOIh30BaHHBIX
B  Ipollecce  MOpOU3BOJICTBA  JIGKAPCTBEHHOTO  Mpemapara  WIH
COMPUKACABIIUXCA C HUM, BMECTE C PE3IOME XapaKTEPUCTUK MATEPHUAIOB C
TOYKH 3pPEHHUS BO3MOXHOCTH BHUPYCHOM KoHTaMuHaiuu. Heobxomumo
MPUHATh BO BHUMAaHHUE KJIETOUHBIC CyOCTpaThl, pEaKTUBBI, HANPIMYIO WM
KOCBEHHO (Hampumep, Matepuanbl g apduHHON XpomaTtorpadun)
WCIIOJIb30BAaHHBIC B TPOM3BOJACTBE, a TaK)Ke BCIIOMOTaTeNIbHbIE BEIECTBA.
HexoTtopeie cBeeHuss MOTYT conepkaTbes B pasnaenax 3.2.S.2.3 «KoHTposb
KayecTBa MarepuasioB» u  3.2.P.4.5 «BcnoMorarenbHble — BeElIECTBa
YEJIOBEYECKOTO MJIH )KUBOTHOT'O TIPOUCXOKIECHUS» PETUCTPALIMOHHOTO JOChE.

2.2. UcnipiTaHne NUCXOIHBIX MAaTEPUAIOB U CHIPHSI.

XapakTepucTUKa KJIETOYHBIX JUHUNU. Pe3ynbTaThl MNpOBEICHHBIX
UCIIBITAHUI HEOOXOJMMO 3aHeCTH B Tabiuily. Tabnuiia JOJDKHA OTpPaXKath,
KaKHe UCTIBITAaHUS IMPOBOAUINCH U Ha KaKUX KJIETKaX (TJIaBHBIM OaHK KJIETOK,
paboumuii OaHK KJIETOK, IOCICIPOU3BOJACTBEHHbIE KieTkH). Heobxomumo
yKa3aTh KJIETOYHBIC JIMHUHU, MCIOJIb30BaHHBIC I IN VItr0 MCHbITaHMI Ha
npeaMeT MOCTOPOHHUX BHUPYCOB, UCTBITAHUS HAa MPOIAYKIHMIO MBIIIUHBIX H
XOMSYBUX aHTUTEA HE TpPeOyrT MOAPOOHOr0 OMUCAHUS, NMPU ONUCAHUU
PE3yJIbTaTOB WCHBITAHWHA IN VIVO HEOOXOAUMO yKa3aTh BHUJ >KHBOTHBIX H,

CCJIM 3HAYMMO, IIYTb BBCIACHMHA. H€O6XOI[I/IMO YKa3aTb, IIOABCPIIUCH JINU
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U3YUCHHUIO TPU CEpUU HeoOpaboTaHHOro HepachacoBaHHOIO Ipernapara Ha
peaMeT HAJIMYUs TOCTOPOHHHUX BUPYCOB.

B oTHomeHnn NMpou3BOAHBIX IJIa3Mbl HEOOXOAUMO MPHUBECTH CCHUIKY
Ha Mactep-(ailm  IIa3Mbl WIA  PE3yJbTaThl OKCHEPTU3bl  JaHHBIX,
COJIEpKAIINXCS B HEM.

B skcmepTHOM OTYeTe HEOOXOIUMO OCBETUTH KOHTPOJBHBIE MEPHI B
OTHOIIIEHUU JOHOPOB, JOHOPCKUX TKaHEH M OAHKOB KJIETOK (B OTHOIICHHH
MpernapaToB, MOJYYCHHBIX U3 TKaHEH YeIoBeKa).

B oTHOmeHMM BakmWH HEOOXOIWMO YKa3aTh, MPOBEIAEHBI JIM BCE
UCIIBITAaHUSI 1 KOHTPOJIBHBIE MEPOTIPUATHS, TIpeaycMOoTpeHHbIe Dapmakomneeit
Coro3a u pexkomenpanumsamu BO3 ¢ nenpro HenonymeHuss KOHTaMUHALAW
crenupuIecKUMU U HeCIeU(PUIECKUMHU MTOCTOPOHHUMH areHTaMHU.

Ha ocHoBanuu wuHbOpManuu, TpeACTaBICHHOM B MyHKTe 2.1,
HEOOXOJIMMO OIICHUTh, TPOBEN JIM 3asBUTENbh HaJJIeKaIllee H3yYeHHE Ha
peMET BUPYCHON KOHTaAMHUHAITUH.

2.3. PyruHHBIE WCcTBITaHUS HEOOpPaOOTaHHOTO Hepac(hacOBAHHOTO
poaAyKTa (€CIM TPUMEHHUMO):

B oTHomeHnun mnpenapaToB, MOJYYEHHBIX M3 KJIETOK, HEOOXOJIUMO
yKa3arb,  TpeOyeTrcs  Ju  TPOBEICHHUE  PYTUHHBIX  HCIBITAHUHN
HEeoOpaboTaHHOTO HepacacoBaHHOTO MpoaykTa. HeoOXoauMo OIEHUTH
IPUEMIIEMOCTh B IOCTATOYHOCTh PEKUMA UCTTBITAHUH.

Ha ocHoBanuu wuHbOpMauu, TPEACTABICHHOM B IYHKTe 2.2,
HEO0OXOJIMMO OLIEHUTh, pa3padoTai JI 3asBUTE/b HAJICKAITYI0 CTPATETHIO
PYTHUHHBIX UCIIBITAHUM.

2.4. UcnbiTaHue OUYMIIEHHOTO Hepac(acoBaHHOTO NPOJAYKTa (eciu

MPUMEHHUMO).
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HeoOxonumo  ykaszaTh, TMPEICTABUI JU 3asBUTEIb JOCTATOYHO
O00OCHOBaHHBI PEXHUM PYTUHHOTO M HEPYTUHHOTO KOHTPOJISI OYUIIEHHOTO
HepachacoOBaHHOTO MPOAYKTA.

2.5. HccnenoBaHust O4YMCTKU OT BUPYCOB:

Heo0xoaumo npuBecTH 00IIKMe CBEACHUS MO TU3aliHY UCCIIeI0BAHUS.

Crnenmyer OoleHUTh HE0OOXOIUMOCTh OUUCTKH Tpernapara OT BUPYCOB.

Heob6xoquMo OlLEHUTh NPaBUIBHOCTh M JOCTAaTOYHOCTH CTaJUl
poliecca MPOU3BOICTBA JIJIsi OYMCTKU OT BUPYCOB.

Heo0xoaumo o11eHuTh NPaBUILHOCTH BIOOPA BUPYCOB.

Heo0xoauMo OILIEHUTh COOTBETCTBHE MPOBEJICHHBIX MCCIEAOBAHUM
PEKOMEHIAIUSIM COOTBETCTBYIOIIUX PYKOBOJCTB Coro3a.

2.5.1 OueHka BaJdUAAIMOHHBIX MCCIEIOBAHUM B COOTBETCTBUMU C
Pa3IMYHBIMU CTaJAUSIMU TPOU3BOJICTBA, TOJABEPTIIUXCS U3YUEHHUIO.

1) Heo6xommumo OLICHUTh CTEIEHb BOCITPOU3BOAUMOCTH
MPOMBIIIEHHOTO MPOIecca MPOU3BOCTBA B JIAOOPATOPHBIX YCIOBUSIX.

HeoOxonumo  OLIEHUTH, TOABEPIVINCh JIM CPAaBHEHUIO BaXKHbBIC
napameTphbl Ipoliecca MPOU3BOJICTBA U BOCIPOU3BENICHBI JIU OHHU JIOJKHBIM
o0pa3oM IMpHu pa3yKpynHEHUU (YMEHBIIEHHMH MaciTaba MpOU3BOJCTBA 10
71a00paTOPHOTO).

HeoOxonumo  OlEHUTH,  TOATBEPKIACHO  JU  Pa3yKpyHHEHUE
pe3yJibTaTaMy aHaJIN3a HUCHOJIb30BAHHBIX MPOMEXKYTOUYHBIX MPOJYKTOB WU
dbpakIu.

[Ipu wucnonp3oBaHUU Xpomartorpaduyeckux CTaaui HeoOXOoAUMO
OLICHUTh COIMOCTAaBUMOCTh IMapaMeTpoB (BBICOTA CJOf, 3arpy3ka, CKOPOCTh
MOTOKA Ha BCEX 3Tanax o0padOTKH, 3arpy3Ku, NPOQPUIN IITIOUPOBAHUS).

Heo0Oxonumo OILIeHUTh, TPOBOAUTCA JU MpOBEepKa (Ppakiuu MOCT-

AroupoBaHus (IPOMBIBKA), a TakKe (PpaKIuu ¢ BICOKOW JTOJIEH coaep KaHus
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COJIM, €CTW TPUMEHHMO, Ha HaJIndue BHUPYycoB. HeoOxommmo ykaszarTs,
MPEACTABJICHBI JIU TapaMeTPhI ISl KaXI0T0 XpoMaTorpaduueckoro mukJa.

Ecnu npeayiaraercs moBTOPHOE MCIOJIB30BAaHUE KOJIOHOK, HEOOXOAMMO
yKa3aTh, OIHUCAHBl JIM W BaTUJUPOBAHBI JM YCIOBUS pPETCHEpAMA U
MTOBTOPHOT'O MCTIOJB30BaHUS KOJIOHOK.

Ecmm mpemycMmoTpensl ctaauu (QruibTpanmu, HEOOXOAMMO YKasarh,
UJCHTUYHBl JIM MapaMmeTpbl (OTHOIIEHHME o0beMa K (QuiIbTpyromen
MOBEPXHOCTU, CKOPOCTU MOTOKA WM JABJIEHUSA U (WJIK) TpaHCMEMOpPaHHOIO
JABJICHUSI) TPOMBIIIUICHHOMY TIpolleccy Tpou3BOACTBa. HeoOxommmo
OIICHUTH, OTPAXKAIOT JIM MCCICIOBAHUS OYUCTKH pPa3IUYHBIC CTaIuu
mporecca (QuIbTpamuy B XOJ€ IPOM3BOACTBA B JOCTATOYHOW CTEMEHU
(bunprpanms u (wiam) yabTpadWIbTpallus WIM OTMBIBKA IIpernapara), H
JOCTAaTOYHOCTh U3YYEHUS ITUX CTAJIUM.

Heo6xoauMo nepeuncnuTh HeJJOCTaTKH.

2) HeoOxommmo OLICHUTh yOeAUTEIHbHOCTD pEe3yJIbTaTOB
HKCIIEPUMEHTOB 110 OYHCTKE OT BUPYCOB.

Heobxoaumo OTIPEICITUTH, IpoBEpeHa  JiU BO3MO>KHOCTb
UTOTOKCUYHOCTH M3y4aeMOro maTepuajia U HCKaKawollee BIUSHUE Ha
pe3yabTaThl UCIIBITAHUI Ha BUPYCHI.

Ecnu ¢unbpTpanmoHHbie MPOIECCh MOABEPTAINCH OIEHKE 3asBUTEIIEM,
HEO0OXOAMMO OTIPEICTUTh, TPOBOIWII JI 3asBUTEIb UCIIBITAHNS HAa BUPYCHBIC
arperarthbl, UCIIOJIb30BaHbI JIU MOJIXOASIIINE METOUKH JIJIsl UX ONpEICICHUS.

HeobxomuMo ykaszaTh, NpENCTaBICHbl JU TEPBUYHBIE JaHHBIE U
OPUHATH U OHU BO BHHUMAHHE IMPU BBIYHCICHUHM (DAKTOPOB COKpAIECHUS
coJiepKaHusl BUPYCHOM HArpy3KH.

Heo0Oxoaumo nepeurcinTh He1I0CTaTKH.

3) OrieHka 3asBICHHBIX (DAKTOPOB COKpAICHHS CONCPKAHUS BUPYCHOM

Harpy3kH (Ry).
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HeoOxonumMo  OLEHHUTH, HACKOJBKO YOEIUTENIbHBI  3asBJICHHbBIC
3HaueHUs Ry, 1 MOATBEPKIECHBI I OHU PE3yIbTaTaMU UCIIBITAHUH.

HeobxomuMo  mpeacTtaBuTh  TaOJMIly, cojepkamiyro  (GakTophbl
COKpalllEHUsI COJIEp>KaHHUsl BUPYCHOM HArpy3ku (CKOPPEKTUPOBAHHBIC
3Ha4YE€HUs, eclid TpedyeTcs).

HeoOxonumo yka3arh, U3y4y€Ha JIM YCTOWYUBOCTH (BIMSHUE Ba)KHBIX
napameTpoB Mpolecca MPOU3BOJICTBA) TPOU3BOJACTBEHHON CTaIUU.

Heob6xoquMo O1LIEHUTh, MOATBEPKIACHO JIM, YTO BaJMIUPOBAHHBIC
CTaJuy O OYUCTKE OT BHUPYCOB CIIOCOOHBI SJIMMHHUPOBATH CYIIECTBEHHO
00JIbIlIee KOJIMYECTBO BUPYCOB, UEM MOTEHIIUATIBHO MOXKET COJIEp>KaThCS B
HEOYUIICHHOM Hepac(acoBaHHOM MPOIYKTE, o KOJINYECTBY,
HKBUBAJICHTHOMY OJ[HOM J103€ JIEKapCTBEHHOTO Ipenapara.

Pestome no pazneny A.2.2.5.

Heob6xomuMo  mpeactaBuTh  TaOnuiy  (akTOpPOB  COKpAILlCHUS
COJICp>KaHUsl ~ BUPYCHOM  HArpy3ku 1O  0Opoleccy B IIEJIOM
(CKOppEKTHPOBaHHBIE 3HAUCHUSI, €CITU TPEOYETCs).

Heo6xoauMo nipencTaBuTh pe3toMe pe3yIbTaToB OLEHKH.

A.2.3. 3aKJIFOYEHHE T10 MMYHKTY 5.2,

HeobxomuMo mpencTtaBUTh CBOJHOE pE3OME M 3aKIIOYEHHUE B
OTHOIIICHUU:

CTEPUIBLHOCTU (MUKOIJIA3MEHHOM, OaKTepHaIbHOM, TPUOKOBOIN);

Oe3omacHoCTH B oTHOLIEeHUN T

BUPYCHOM 0€30MaCHOCTH.
A.3. HoBble BcioMoraTenbHbI€ BEIIECTBA

CJ'ICI[yeT O6paTI/ITB BHHMMAaHHUEC Ha TO, 4YTO HOBBIC BCIIOMOI'aTCJIBHBIC
BCIICCTBA, HC COACPIKAIIUCCA B JICKApPCTBCHHLBIX npcuaparax,

3aperucTpUpPOBaHHBIX B paMkax Coro3a WJIM HAa TEPPUTOPUHM TOCYHAPCTB-
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yneHoB (Coro3a, MOTYT paccMaTpuBaTbCcsi B KadecTBe HOBbIX ADC, 4To
BJleyeT 3a coOol TpUMEHEHHWE TpeOOBaHUNW K  MPEJICTABICHUIO
COOTBETCTBYIOIIUX JAHHBIX B MOJHOM 00BEME, T.€. B OTHOIIEHUH OIHCAHUS
MIPOU3BOJCTBA U KOHTPOJISA, MPEACTABICHUS CChJIOK HA TOKCHUKOJOTHYECKUE
UCCIeI0Banus, U T.4. B JjaHHOM pazjene HEOOXOJUMO OIEHUTh PE3YyJIbTaThI

NOAPOOHOr0 U3YYEHHUS TAKUX HOBBIX BCIIOMOTATEJIbHBIX BEIIECTB.
6. PernonansHas undopmanus

Cxema BaJIMJalinuu Imponecca IMPpON3BOACTBA JICKApCTBCHHOT'O

npenapara.
Bormpocsl, 3arparuBaroniye MEIUIIMHCKAE U3AECTHS.

Ecou ¢opma Bblllycka JIGKaPCTBEHHOTO IIperapara BKJIIOYAET
KOMITOHEHTBHI, SBJISIFONIUECS MEAUIIMHCKUMU M3ACIUSIMU (HAPUMEpP, WIJIbI,
Karerepbl W T.A.), HEOOXOJIMMO OTpa3uTh CBEACHHUS O pPErucTpanuu
MEIUIIMHCKOrO u3Aenus. B mpoTHUBHOM ciydae, B LEJIAX 3aBEpUICHUS
DKCIIEPTU3bl  JIEKAPCTBEHHOIO  Mpernapara Kak  €AUHOro  IIEeJIOro,
YIOJIHOMOYEHHBIN opraH B cdepe oOpalieHusi JIEKapCTBEHHBIX CPEJICTB
JOJDKEH OOpaTUThCS K YNOJHOMOYEHHOMY oOpraHy B cdepe oOpaiieHus
MEIUIIMHCKUX M3IENUM, YTOOBI yIOCTOBEPUTHCA B COOTBETCTBHHM TaKOTO
MEJUIIMHCKOTrO u3Jenusi TpeOoBaHUAM 3akoHogaTenbcTBa (Coroza, mnpu
HeoOxoaumocTH. KpoMe Toro, B ciydasx, €clid U3JieJue SIBISETCS CI0KHBIM
0 CTPOCHUIO UM MOXET MPEACTaBIATh COOOW KOMIUIEKCHYIO CHUCTEMY
JOCTaBKH  (HampuMmep, TpaHcAepMalbHas HOHODOpeTHYecKas CcucTeMa
JIOCTaBKH, BKJIIOYEHHAass B (JOPMY BBINIyCKa), TAKKe TPEOyeTcs SKCHEPTHBIN
OTYET Ha MEIUIHUHCKOE U3JeNIMe C TOYKHA 3pPEHUs KIMHUYECKHUX

XapPaKTCPUCTHUK JICKAPCTBCHHOI'O IIPCIIapara B ICIIOM.
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Bomnpocs! pucka niepenaun TI'D

7. 3ameyaHus HKCIepTa B OTHOIICHUH OOIIEH XapaKTEPUCTUKU
JIEKapCTBEHHOTO MpernaparTa, MHCTPYKIUHU M0 MEAUIIUHCKOMY TPUMEHEHHUIO
(JIMCTKa-BKJIABINIA) U MAPKUPOBKH JIEKAPCTBEHHOTO MIpenapara

8. OO011ee 3aKJII0UEHUE IKCIEPTa [0 Ka4eCTBY

ConepxaHue JaHHOTO pasjiesia MOXHO MOBTOpUTh B «O030pHOM
MOJIYJI€» SKCIEPTHOIO OTYETA.

B cBs3u ¢ 3TUM MOXET MOTPeOOBAThCS MPOBEICHUE CaAMOCTOSATEIbHOM
U TMIPUIICIIBHON TTPOPabOTKH, YTOOBI TOJIB30BATENIh OTYETa MOT BCECTOPOHHE
OLIEHUThb PE3YyJbTaThl HJKCHEPTU3bl JJI1 1EJeHd TOJHOLIEHHON OILICHKH
OTHOIIIEHUS MOJIb3bl U PUCKOB.

B oTHOIIIEHNM acClEKTOB KauyeCTBa, BIUSIONIUX HAa OTHONIEHUU TOJIb3bI
U PUCKOB, HEOOXOUMO 0003HAUYMUTh BCE acmeKThl KauecTBa (kak ADC, Tak u
JIEKapCTBEHHOTO TIperapara), CrioCOOHbIE MOBJIHMATh Ha OTHOIIIEHUE MOJIb3bI U
PUCKOB.

Ecau nmpuMennmo, He0OXOMMO TIPUBECTH JIOMOJHUTEIIbHBIE CBEICHUS
0 pa3paboOTKe JAETCKOW JEKapCTBEHHOW (POpMBI, BKIIOYAs CBEICHHUSA O
1[€JIEBOM BO3PACTHOM TPYIINE, €CIIU TAKOBas MPOBOAUIIACH.

B kauecTBe anmbTepHATHBBI B JAHHOM paszjielie JOIMYyCKaeTCsl yKas3aTh
TOJIBKO OCHOBHBIE BBIBOJABI, B 3TOM ciydae TeKCT «OO030pHOTO MOIYJIsDH»
cienyeT npopadboTaTh OTAEIBHO.

HeoOxonumo BeIienUTh Bee pazzaenbl OOIIEro pe3roMe Mo KayecTBY
(Moxynb 2.3) pErucTpallMOHHOTO JOChE, C KOTOPBIMH COTJIaCeH WU HE
COTJlaceéH »dKchepT. B oTHOIEHWH JAETCKOM JIEKapCTBEHHOW (hOPMBI
HEOOXOJIMMO yKazaTh, TpeOyeTcs M OTIEIbHOE 3aKJIF0UYEHHUE JKCIIEPTOB

HaITMOHAJIbHBIX YHOJIHOMOYCHHBIX OpraHoB 50)0%1 opraHus aunﬁ )
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OCYIECTBIISIIOIIMX AKCIEPTU3Y JEKAPCTBEHHBIX MPENapaToB 1Jisi MPUMEHEHUSI

B [I€IUATPUH.
9. Ilepeuenn 3amMedyaHui FKCIIEPTA

Knaccudukanms 3aMmedaHuii:

KKPUTHUYECKUE 3aMEUAHUSD» — TAKHUE 3aMEUaHUs JEJIAaF0T HEBO3MOXHBIM
PETUCTPALIMIO  JICKAPCTBEHHOTO  IIperapara. TeopeTnuecku, OJIHO
KPUTHYECKOE 3aMEUaHhE MOXKET BKIJIFOYaTh B C€0S HECKOJBKO BOIPOCOB, B
3TOM Cllyyae€ CIEAYEeT HCIIOJNb30BaTh HEHYMEPOBAHHBIE CIHUCKA U
oJ13aroJIoBKM. Kputuyeckoe 3aMedaHue JOJKHO OBITh MOHSTHO M YETKO
U3JI0XKEHO. JJisi 3TOro MOryT moTpeOoBaThCsl MOJAPOOHBIE KOMMEHTApUU CO
CCBUIKAMU Ha COOTBETCTBYIOIME HOPMAaTHUBHBIE IIPABOBBIE AaKThl U
pexomenanuu (pykopojcta) Corosa.

ITo BO3MOXHOCTH, 3aMEUaHHE JOJKHO BKJIIOYATh B c€0sl pa3bsICHEHUE
OTHOCHUTEIBHO OTBETA U (UJIN) MEP, 0KUIAEMBIX OT 3asIBUTEIIS;

HECYIIECTBEHHBIE (JIPYrve) 3aMEUaHUs» — TAKHUE 3aMEUaHUs MOTYT
MOBJUATh HA NPEMIOKEHHBIE 3asBUTEIIEM YCIOBUS PETUCTpALUU U
uHpopmario 0 JiekapcTBeHHOM mnpenapate (Hampumep, OXIJIII, nuctok-
BKJIAIBIII, MapkupoBka). HecymiecTBeHHble — (Opyrue) — 3aMedyaHHs
HEO0OXOJIMMO YCTPaHUTh JO0 TMOJIYUYECHHS PETUCTPALIMOHHOTO YJIOCTOBEPEHMUS,
B IPOTUBHOM CJIy4ae B PETUCTPALIMU MOXKET OBITh OTKA3aHO.

B nemsx koM BO3paXeHUM U PEKOMEHIAIAN IIPU COCTABJICHUA
MEpEYHsd 3aMEYaHUM CJIEIYET WCIIOJIb30BaTh MOA3aroJIOBKM W 3aroJIOBKU
AKCIIEPTHOTO OTYETA.

JlaHHBIN TIEpedYeHb 3aMEeUaHuil HE0OXOIUMO MOBTOPUTH B «O030pHOM

MOIYJIC» SKCIICPTHOI'O OTHUCTA.
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ACIIEKThI KaueCcTBa

KpI/ITI/ILICCKI/IG 3aMCcUYaHusl.

ADC (B OTHOIICHUHU JOIIOJHUTCIIBHBIX OAHHBIX, HIPCIOCTABJICHHBIX

TOJIBKO 3asIBUTEIIEM).
A®DC (gacth MacTep-daiina, npencrapieHHas aepxareiieM MOADC)

[Tpumeuanus:

1. IIpu wucnonszoBanuu M®OPADC u BBISBICHUU MO pe3yjbTaTam
skcnepTu3bl 3akpblTo yacTh MOADC noTeHIMaIbHbIX CEPbE3HBIX PUCKOB
st OOILIECTBEHHOTO  37I0pOBbSI, HEOOXOJMMO BKJIOUUTH CIIEYIOIIEE
ykazanue: «MHdopmaius O TOTEHIMAIBHBIX CEPHE3HBIX pHUCKAX IS
OOIIIECTBEHHOI'O 3/I0POBbS, BBIABICHHBIX B 3akpbeiToii yactu MOADC,
MPUBEICHA B OTAEIBHOM 3KCIEpTHOM 0T4eTE HA MDA DC».

2. Heo6XxoaquMo TpHUBECTH JOMOJHUTEIbHBIE KPUTHUYECKUE 3aMedaHus
K 3akpeiToi yactu MOAD®C npu ux Hamuuuu. OHM OyayT MHOAPOOHO
pPacCMOTPEHbI B MPWIOKEHWH K OCHOBHOM YaCTH 3KCIIEPTHOIO OTYETa IO
KPUTHYECKON OIlEHKE acleKToB KaudecTBa (cM. Ilpunoxkenue 8 k IIpaBunam
perucTpauvi W OKCIEPTU3bl JIEKAPCTBEHHBIX IIPENapaToB B paMKax

EBpa3niickoro 5KOHOMHUYECKOro COI03a).

JlexkapCTBEHHBIN IIpenapar.
[Tpouune 3ameuanus

A®C (B OTHOIICHUHU AOMOJHUTCIBHBIX HAHHBIX, IIPEIOCTaBICHHBIX
TOJIBKO 3asIBUTCIIEM).
Heob6xoaumo TpUBECTH JOMOJHUTEIbHBIE KPUTHYECKUE 3aMEUYaHUs K

3akpeIToil yactThu MOADC npu wux Hamuuk. OHU OyAyT MOAPOOHO
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pPacCMOTPEHbI B MPWIOKEHWH K OCHOBHOM YaCTH 3KCIIEPTHOIO OTYETa IO
KPUTHUYECKOW OLIEHKE aCIIEKTOB KaYeCTBa.

[Ipumeuanue (eciau mpuMeHUMO). YKa3aTh cienytomiee: « Mapopmanms
0 IPOYMX 3aMeUYaHMAX K 3akpbITor yactu MOADC, npuBeeHa B OTICIIBHOM

AKCIIEPTOM OTUETE MO KpUTHUeCcKor oieHke MOADC».

JlekapcTBEHHBIN Npenapar.
Pexomennarmm

Paznen  comepxutr  3amedaHuss  akcnepra  (ycClOBUA),  HE
NPENATCTBYIONIME PETUCTPALIMH JIEKAPCTBEHHOTO Mpenapara, KOTOPbIE MOTYT
OBITh YUTEHBI TOCJIE PETUCTPAIMM Mperapara, U BKIOYEHBI (M3MEHEHbI) B

paMKax IpoIieypbl BHECCHHS W3MEHCHHI.
10. Jomoanenue Ne 1 (ecinu mpuMeHUMO)

MOADC

9KCH€pTHBII>’I OoT4YcT II0 KpPITPI‘IGCKOﬁ OOCHKEC — B OTACJIBHOM

JTIOKYMEHTE.

11. Jlonmomuernue Ne 2. [IpoekTHoe mone (cdepa au3aitHa)
Y TIPOTOKOJIBI YIIPaBJICHUS U3MEHEHUSIMH (€CITH TIPHUMEHUMO )

Llens HacTOsmIero J{omoTHEHHS 3aKIII09aeTCsl B OCBEIICHUH BOIIPOCOB,
KOTOpPBIC JOJDKHBI OBITH OTPaKEHBI B OTYETe 00 OIEHKE B OTHOIICHHUH
aHaM3a METOJOB OIICHKHM PHUCKOB W CTAaTUCTUYECKUX HWHCTPYMEHTOB,
UCIIOJIB3YEMBIX B KOHTEKCTE COOTBETCTBYIOMUX pPyKoBOACTB Coro3a.
DKcrepTaM  PEKOMEHIYEeTCSI O3HAKOMHUTBCS C COJEpKaHHEM JaHHOTO

IMPUIIOKCHUA, IIPUHUMAA BO BHUMAHHUC BCC 9TU PYKOBOACTBA Coro3a.
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1. Metononorust OLIECHKHA pUCKOB

NHCTpYyMEHTHI OLIEHKH PHUCKOB MOYKHO MCIIOJIb30BAaTh BO MHOTHX
cutyanusax. Hampumep, X MOXKHO HCIOJIB30BaTh JJIsi OLIGHKU M BBIOOpaA
IoKa3aTelIel KauecTBa MaTepuajioB M (WIHM) IapaMeTpOB Iporiecca, KOTOPhIe
JOJDKHBL HaXOJUThCS B Tpeenax JOMYCTUMBIX HOPM JUIsi OOECIeUeHHs
TpeOyeMOro KaudecTBa JIEKAPCTBEHHOI'O Ipernapara. Takue HHCTPYMEHTHI
MOTYT TaKXe WCIIOJb30BaThCA JUIsi BbIOOpa TMapaMeTpoB Ipoliecca,
MOTEHIIMAIBHO  CIIOCOOHBIX TOBJIUATH Ha KauyeCTBO JIEKAPCTBEHHOTO
rpenapara, Ha OCHOBE PaHEE MOJIYYEHHOI'O OIbITa U IKCIEPUMEHTAIbHBIX
JIAaHHBIX.

HeobOxoaumo oOLeHUTbH, MPEACTaBICHBI JU KPAaTKHUE JTaHHBIE O BCEM
KPUTHUYECKHUM IIOKA3aTENsAM KAadyeCcTBa M IapaMeTrpaM Mpolecca, KOTOPBIE,
UCXOJs U3 paHee MOJyYSHHOTO OMbITAa U (MJIM) SKCIIEPUMEHTAIbHBIX JaHHBIX,
MOTYT MOBJIMATH HA KAYE€CTBO JIEKAPCTBEHHOIO TIpenapara.

B oTHomIeHNN aHanM3a peXUMOB U TTOCEICTBUM OTKa30B HEOOXOIUMO
OILICHUTD.

BCE JIM 3HaYuMble (AKTOpPhl pHUCKa ObUIM BKIIOYEHBI. Hampumep,
U3BECTHBIC (PAKTOphI pHCKa JJIA JIGKAPCTBEHHOTO IIpernapara (Hampumep,
pazJIoKEeHHE, paCTBOPUMOCTD U T.11.);

yuTeH U 3G (PEKT OTAETBHBIX ONEpaluii U CBOMCTB MaTepHUAaJIOB,

OOBSICHUJ JIM 3asIBUTEJIb, KaK BBIMOJHSIETCS KiIacCUuPUKaus U y4yer
PHCKOB,;

00OCHOBaJI JIM 3asBUTENIb TMOPSAJOK YCTAHOBJICHUS IIPEIAEIbHOIO
3Ha4YEeHUs JJI1 BBIOOpa TOTO, KakWe IMapaMmeTphl OyAyT B AajbHEUIIeM
IIOJIJIEKATh aHAJIU3Y,

COTJIACHBI JIU BbI C MIpeJjIaraeMoi CXeMOoM KiiacCU(PUKAIIMU PUCKOB,
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COOTBETCTBYET JM pE3yJbTaT AaHAIN3a PEKUMOB H IOCIECICTBUU
OTKa30B COBPEMEHHBIM HayyHbIM 3HaHusIM. Ecnu HeT, To 0o0OCHOBaHa Jin
MPUEMIIEMOCTh TAKOTO PE3YJIbTaTa;

VYrpaBisitoTcsi I BBISIBICHHBIE PUCKH MNPOEKTHBIM MojieM (cdepoit
NU3aiiHa) Uiy mpejiaraeMoi cTpaTerueid KOHTPOJIA.

2. DKCIIEPUMEHTHI TI0 MPOEKTUPOBAHUIO.

DOKCHEPUMEHTHI M0 MPOEKTUPOBAHUIO MPEACTABISAIOT COOON CTpaTEruio
peanu3anuyu AKCIEPUMEHTAIBHON JIEITENBHOCTH, B paMKax KOTOpPOH
OJTHOBPEMEHHO BapbUPYIOTCS BCE M3ydaembie (PAKTOpPbI B COOTBETCTBHUM C
TIIATEJIBHO  COCTABJIICHHBIMH MATE€MAaTUYECKUMH MpoToKonamu. llens
COCTOUT B TOM, YTOOBI CIUIAHUPOBATh PENPE3CHTATUBHBIE U MHPOPMATUBHBIC
DKCHEPUMEHTBI, IO3BOJISIIOIIAE MOJYYUTh MaKCHMaJIbHOE KOJIMYECTBO
uHpopMallMid TPU MHUHUMAJIBHOM  KOJMYECTBE OMBITOB. DakToOphI,
NOJUIEKAIME HW3YYEHUI0O B paMKax pean3aldd JIKCHEPUMEHTAIBHOU
NEeATEIbHOCTH, 0a3upyroTcsl Ha OleHKe puckoB. [lonmHas crarucTuyeckas
OLICHKA JKCIIEPUMEHTAIbHOW JIESITEIbHOCTH, BBIMNOJHEHHAS HA PaHHUX
sTanax pa3padoTKu (HapuMep, AJisi CKPUHHUHTA) HE SIBJIAETCS HEOOXOAUMOU
Mepoil. CioBecHoe omucaHue (hakTOpOB M H3YUYEHHBIX YpPOBHEM, a Takxke
3AKJIFOUEHUN CYUTAETCS BIIOJIHE JOCTATOYHBIM.

OmHako B  OTHOIIEHHM JKCHEPUMEHTOB MO MNPOEKTUPOBAHUIO,
HAlpaBJICHHBIX HA YCTAHOBJIECHHE KPUTUYECKUX I[IOKa3aTeJIeld KaydecTBa,
KPUTHUYECKUX IapaMeTpoB IMporecca W (WiIM) TPOEKTHOro Mo (cdepsl
JU3aifHa) TOJKHBI OBITh PACCMOTPEHBI CIEAYIONINE IaHHbIE:

Pa3HOBUIHOCTh MCIIOJIB30BAHHOIO SKCIIEPUMEHTA 10 TPOEKTHUPOBAHUIO
U 00OCHOBAaHHME €ro MPUTrOJHOCTU (HANpPUMEP, HEKOTOPHIE CKPUHUHTOBBIC
CXEMbl HE TOAXOAAT, TaK KaKk OHM HE TMO3BOJISIIOT  OINPEACIUTh

B3aPIMO,Z[eI>'ICTBPIC). I[OJ'DKHa OBITH YKa3aHa JOCTOBCPHOCTBH OKCIICPUMCHTA 110
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NpPOEKTUPOBaHUID. (DKclepuMEHTallbHas OmMOKa B CPaBHEHUM C
pa3IMYUsMU B OTBETaX, KOTOPhIE JOJKHBI ObITh OTPAKEHBI);

u3ydaemblie (aKTOPbl U UX IUANA30HbBI (110 BO3MOKHOCTH, B TAOJIMYHOM
dhopmare);

MepeyYeHb 3aIJIAHUPOBAHHBIX OMBITOB C YETKUM yKa3aHUEM MapTUU WIIH
HOMEpa HCCIIeIOBaHUSA M pa3Mepa MapTUU MPOAYKIHMH B KaXJOM OIIBITE.
HeobxoaumMo yka3zaTh KOJIMYECTBO MOBTOPHBIX OMBITOB;

CChUIKA HA AaHAIMTUYECKHE METOMbI, HCIIOJIb3YEMBIE IS OLEHKHU
JAHHBIX W JEMOHCTpPAllUM WX MPUTOAHOCTH JJISI MOPEANOoJIaraeMoro
UCIIOJIb30BaHUS;

HEOOXO/IMMO MPEICTaBUTh CTATUCTUUYECKUE PE3YJbTaThl (HAMpUMED,
muarpammbl - [lapero wnam mpoctodt cnucok MacmtaboB 3DQPEeKToB U
B3aMMOJICUCTBUI), OTpa)xarollue OTHOCHUTENIbHYIO 3HAYUMOCTh (HaKTOpPOB
P MUCCIEAOBAHWM, a TaKKE B3aUMOAECHCTBUS MEXAY HHUMHU (IO MeEpe
MPUMEHUMOCTH).

Yo6enurecs, 4TO IIPOTHO3BI, C/IeJIaHHbIE Ha OCHOBE
SKCIEPUMEHTAIIBHOTO  HMCCJIEAOBAHUS, COIMNOCTABUMBI C HCCIIETYEMBIMU
JMara3oHaMy M Pa3IMYusIMU B COOTHOIIICHUSX MacIiTad (00opyaoBaHue).

3. MHorormnapaMmeTpoBbIii aHAIN3 JTAHHBIX (MVDA) INIE:
MHOTOTIaPaMETPOBOT'O CTATUCTUIECKOTO KOHTpOJIs miporieccoB (MSPC).

MuoronapamerpoBbiii aHanu3 AaHHbIXx (MVDA), Bkitouas aHanu3
OCHOBHBIX KOMIIOHEHTOB (PCA) 1 aHanu3 Ha OCHOBE YaCTHBIX HAMMEHBIINX
kBaaparoB  (PLS), Moryr wucnonb3oBaThCsi i MOJEIUPOBAHUSA
(dbapManeBTUUECKUX MPOIECCOB. AHAIN3 OCHOBHBIX KOMIIOHEHTOB YacTO
UCIIONB3YeTCsl JJIsi 0030pa JaHHBIX, HAMPUMEp, JJIA BBISBICHUS TPYNI U
TEHJICHIIMA B MacCUBE HaOJIOJCHUH, /Uil OLEHKUA B3aUMOCBS3U MEXITY
NEePEMEHHBIMU U MEXIY HAOJIOJICHUSIMU U TEpEeMEeHHBbIMU. B TO Bpems kak

AHAJIM3 Ha OCHOBC YACTHBIX HAMMCHBLIIMUX KBAAPATOB HCIIOJIB3YCTCA IJIA
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YCTAHOBJICHUSI CBSI3U MEXKJY BXOJHBIMU M BBIXOJHBIMU TMEPEMEHHBIMU C
1EIbI0 TPOTHO3UPOBAHHUS OJTHOTO MJIM HECKOJIBKUX KOMIOHEHTOB. Bompochsi,
KOTOPbI€ JIOJKHBI ObITh MPUHATHI BO BHUMAHKUE TIPU UCIIOIB30BAHUM MOJICIIN
MHOrONapaMeTpoOBOrO0  aHaliu3a JAaHHBIX I MHOrONapaMeTpoBOrO
CTATUCTUUYECKOT0 KOHTPOJIS MPOLIECCOB, BKIIIOYAIOT B CEOSI:

COOTBETCTBYIOT JIM METOJI MOJATOTOBKM MpOO MJii CHEKTPaIbHOTO
aHaiM3a M ATAJOHHBIM aHATUTUYECKUA METOJ, MCIOIb3yeMBbIE IS aHaIu3a
o0pas1oB, 11eJIeBOMY HazHaueHU0? J1Jisi OHJIaH-KOHTPOJIS MM KOHTPOJIS B
MPOU3BOJICTBEHHOW JIMHUM, TJI€ HET BBIOOPKHU: KaKOBa MOBTOPSEMOCTh H
BOCIIPOU3BOJUMOCTb BEIOOPKH B COYETAHUU C AHATUTUYECKUM METOJIOM;

CBUJIETEJILCTBYIOT JIM MAaCCHUBBI JIAHHBIX Baduganuu (MOJTOTOBKH) U
KaMOpoBKa (MCHBITAHU) O MPOTHO3UPYEMOW HM3MEHUYMBOCTU Mpolecca?
[IponemoHcTpupoBaHa 1M TPUMEHUMOCTH MOJEIW B TIpelaesiax BCETo
Uana3oHa  M3MEHEHMH, JOMYyCKaeMbIX  IMPOCTPAHCTBOM  MPOEKTHBIX
napamerpoB? B ciywasx ecim 3TO TpPYJAHO OTpa3uTh, MOTYT OBITh
UCIIOJIB30BaHbI PE3YJIbTATHI OLIEHKU pUcKa. BiusiHue Bcex BakHBIX (PaKTOPOB
pUCKa MOJDKHO OBITh MPOBEPEHO, U OHU JOJDKHBI OBITh BKJIIOUEHBI B
porpaMMBbl KaJTuOpPOBKH, BaTUAAIIMU U UCTIBITAHU,

JOCTOBEPHO JIM U3MEHAEMOCTh MPOrpaMMbl KAIUOPOBKH (MCIIBITAHMI)
OTpaxkaeT OOJBIIYIH0O 4YacTh HU3MEHSEMBbIX [apaMeTpPOB  BaJIUJallUU
(mOATOTOBKM);

OBbLTM JIM BBISIBICHBI PE3KO OTKJIOHSIOIIMECS 3HAYEHUS B HCXOJIHOM
MacCHBE€ JIaHHBIX W, €CIIM Ja, TO JEHCTBUTEIBbHO JIM 00OCHOBAaHUE OTKa3a OT
UCIOJIb30BaHUs 3TUX AaHHBIX? OOpaTtuTe BHUMAaHHUE HA TO, YTO €CJIU MACCHUB
JAHHBIX, UCTIOJB3YEMbIX ISl pa3pa00TKU MOJENH, TEHEPUPYETCS] HA OCHOBE
HKCIEPUMEHTAIBHBIX JaHHBIX, OTKa3 OT HKCIOJIb30BAHUSI JIAHHBIX MOYXET
UMETh OoJiblliee BJIUSHUE HA MPOTHO3UPYIOUIYI0 CHOCOOHOCTH MOJENHU IO

CPAaBHCHHUIO C HCTOPHUYCCKUMU TaHHBIMH,
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HaJJIeKaIUM B0 obpazom uHpopmanus, Kacaromasics
npeaBapUTEeIbHOW 00pabOTKM JaHHBIX (TIpU HANW4YWU), OINHUCaHAa U
MOCJIEAOBATENbHO JIM TPUMEHSETCS JJIsI BCEX MAacCMBOB  JaHHBIX,
UCIIOJB3YEMBIX JIJISI CO3/IaHUsI, ONTUMU3AINU U BAJIUIAlINU MOJIEINH,

HaJJIekKAIUM JM  00pa3oM OINHUCAHbl METOJbl MOJICTUPOBAHUS HaA
OCHOBE MHOTOIIAPAMETPOBOTO AaHAIM3a JIAaHHBIX, BKIIOYAas KPaTKOE
000CHOBaHKE BBIOOPA BEIOPAHHOTO AJITOPUTMA,;

COTJIACHBI JIU BBl C BELIOOPOM MEPEMEHHBIX, KOTOPhIE ObUIH BKJIIOUEHBI B
Monenu? CpaBHUTE C  pe3yJibTaTaMud OLEHKA pucka. EcTte 1m
COOTBETCTBYIOIIME UCTOYHUKHU BapHallii, HE BKIIOUYECHHBIE B MOJICIb, U €CIIH
11a, TO 0OOCHOBAHO JIM TAaHHOE JEHCTBHUE;

B oTHomeHun PLS-mopenei, coorBeTcTByeT i PLS-Mozens 1eneBomy
Ha3HaueHnto? OnTUMalieH JIM YPOBEHb CI0KHOCTH Mojenu? IIpumeuanue:
ClIokHOCTh PLS-Momenm 00bIYHO  cooTBeTCTBYeT KojuuectBy PLS
(JlaTeHTHBIX) (DAKTOPOB, MPUBOASIIUX K CPEAHEMY KBAJIPATHYHOMY
OTKJIOHEHUIO KPOCC-BaJIUJAIMM CaMOTO HHU3KOTO YpoBHs. CIOXHOCTH
mozaenu (konuuectBo PLS dakTopoB, HCHONB3yeMBIX i TOCTPOEHUS
MOJIeNIN) JOJDKHA OBITh MPOJEMOHCTPUpOBaHA Ha rpaduke, OTpa)xaroleMm
KO3 PUIIMEHTHI perpeccuu KaxK0il nepeMeHHOH;

MOTYT JIM JIOJIEBbIE COOTHOUIEHUS (BBICOKAs/HU3Kasl) MEPEMEHHBIX B
MOJIETN  OOBSICHATHCS  CYHIECTBYIOIIMMU HAYYHBIMH  3HAHUSIMU WU
000CHOBaHUEM OTHOCHUTEIBHO TaKuX EPEMEHHBIX u (1n)
MIPOU3BOJICTBEHHOT'O MPOLIECCA,;

orieHeHa 11 MVDA-mMozaens cTaTUCTUYECKU HA MPEIMET NPUTOIHOCTH
U MPOrHOCTHYECKOM  cmocoOHocTtu?  CTaHaapTHas  MOTPEIIHOCTH
MPOTHO3UPOBAHUS JIOJDKHA OBITh PAacCCMOTPEHAa B CPABHEHUHU C TOYHOCTHIO

3TAJIOHHOI'0 AHAJIMTUYCCKOTrO METOAA,
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MpeAIOKEHA JIM CXeMa TIPOBEPKM MOJEIH B OTHOIICHWH BCETO
KU3HEHHOTO IMKJa MpOAYyKTa. BblIo JM omnpeneneHo, Kakue KpUTepUu
nociyxar (akTopoM, 00YyCIaBIMBAIOIIUM HEOOXOJMMOCTh B OOHOBJICHUU
MOJICIIN, ¥ aJCKBATHBI JTU TAKUE KPUTECPUH;

4. [TpocTpaHCTBO MPOCKTHBIX TapameTpoB (DS).

ACTIeKTBI,  TOJJICKAIHE  PACCMOTPEHUIO TPH  MPEIJIOKCHUH
POCTPAHCTBA MPOEKTHBIX MAPAMETPOB, BKIIOYAIOT B c€04 CleayoIIee:

NpPEeACTaBUI JU 3aABUTENb JIOCTATOYHBIE JAaHHBIC, MOATBEPKIAIOIINE
MPUMEHUMOCTh TPEIOKEHHOTO TMPOCTPAHCTBA TPOCKTHBIX IMApaMETPOB
(OLIEHKa PHUCKOB, SKCIEPUMEHTAIBHBIC JTaHHBIC, MOJEIH, KOTOpbIE OBLIN
CTaTUCTUYECKHU OLICHEHBI U POBEPEHBI B TTOJTHOM MacIiTade);

B pa3paboTKe MPOCTPAHCTBA MPOEKTHBIX MapamMeTpoB B JiabopaTopuu
WIN Ha 3KCMEPUMEHTAIBLHON OCHOBE, MPOJAEMOHCTPUPOBAT JIU 3asBUTEIb €TI0
OPUMEHUMOCTh JJI1 MCHOJB30BaHUSI B IMPOMBIIIJIEHHOM MaciliTade IyTeM
NpUMEHEHUs KO3(h(PUIIMEHTOB MaCIITaOUPOBAHUS WM  HE3aBHUCUMBIX
OKCIIEPUMEHTOB, WU Oblja JIM HE3aBUCUMOCTH IMapaMeTpoOB OT MaciiTada
pOJIEeMOHCTpUpOBaHa UHBIM 00pa3zom? KoadduimenTsl MacurabupoBaHus
MOTYT HCIIOJB30BAaThCS HA OCHOBE JAHHBIX U3 PA3JIMYHBIX MCTOYHUKOB HIIU
IpOILLIOro OombiTa. PaccMoTpen M 3asgBUTENb MOTEHIMAIbHBIE PUCKH B
paMKax yBEIMYCHHUS MAacmTaboOB TMPOU3BOJICTBA H HCIOIB3YETCS JIH
COOTBETCTBYIOIIAs CTPATETHUS KOHTPOJIS IS YIIPABICHUS TAKUMHU PUCKAMU?

y4el JIMd 3asBUTENIb BCE KPUTHMYECKHME aCMEKThl KauecTBa IIpH
pa3paboTKe MPOCTPAHCTBA MPOEKTHHIX MapamMeTpoOB (CM. OLIEHKY PUCKOB M
PE3yJIbTATOB DKCIEPUMEHTAIBHOM JIEATCIIEHOCTH);

CIY)XUT JM CTpaTerus KOHTPOJS IOTOJHUTEIHHBIM (HaKTOpOM B

NOAAECPKKY MPEAJIaraeMoro NpoCTPaHCTBA MPOEKTHBIX MapamMeTPOB;
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BCC JIM KPUTHUYCCKHUC IIapaMCTPbl BBIABIICHBI B PaMKaX pCain3alivuu
MMPOCTPAaHCTBA IIPOCKTHLIX IIaApPpaAMCETPOB. Ecimn HCT, TO UMCCTCA JIM B 3TOM

OTHOIICHUHN COOTBCTCTBYIOIIICC 06OCHOBaHI/IC;

12. lonotaenne 3. Cdepa nu3aitHa U TPOTOKOIBI YITPABICHUS
U3MCHCHUSIMH
(ecu IPUMEHHUMO)

Hacrosiiee  gomosiHeHHWE  MPENCTaBIA€T COOOM  BBIAEPXKKY U3
OCHOBHOTO pazjiefia OTUeTa, IEeNbl0 KOTOPOTo SIBJISIETCS KpaTKoe 00001IeHue
BCEX AaCIEKTOB, COTJIACOBAHHBIX B JIOChE, HEOOXOIUMBIX IJisd oOecreyeHus
MOCTPETUCTPATUOHHOMN rHOKOCTH pPEryIUPYIOLIEH NEATEIIBHOCTH.
JloronHeHne MOKET UCIIOIB30BaThC MHCIIEKTOPAMU B KAYE€CTBE OCHOBBI JIJIS

OLOCHKU IMOCTPCTUCTPATUOHHBIX 3asiBJICHMM Ha BHECCHME M3MECHECHMUI.

1. AktuBHas apmarieBTHUYECKas CyOCTaHIIUS

1.1. Cdepa nuzaitna giist ADOC,

[IpeacraBnenue cepbl nu3aiiHa (XapaKTepHUCTHUKH "

COOTBETCTBYIOIIUE JTUANMA30HbI UX U3MEHHUI) B TAOJIMYHOM (popmaTe.
1.2. TIpoToxossl ynpasienus namMeHeHusMu 1151 ADC.

Omnucanune PI3M€HCHPII>1, BKJIFOUCHHBIX B COTJIACOBAHHBIN IMPOTOKOIJI, a
TAKKC KATCTOPpUHU COIIACOBAHHDBIX BapI/IaI_[I/II\/'I A1 OTYCTHOCTH 11O BHCAPCHUIO

W3MEHCHUU.
2. JlekapCTBEHHBIN IpemnapaT

2.1. Chepa auzaitHa 11 JISKApCTBEHHOTO Mpernapara.

[IpeacraBienue cdepsl u3aifiHa (xapakTepuCTHKH U

COOTBETCTBYIOIINE AMANAa30Hbl X U3MEHEHUI) B TaOIMYHOM (popmare.
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2.2. IlpoTokonsl  ympaBiIeHUS  W3MCHCHHSIMH B OTHOIICHUU

JICKAPpCTBCHHOTO IIPCIiapara.

Omnucanune PI3M€H€HPII>1, BKJIFOUCHHBIX B COTJIACOBAHHBIN IMPOTOKOIJI, a
TAKIKC KAaTCIropruu COrjiaCOBaAHHBIX Bapnaunﬁ AL OTYCTHOCTH 110 BHCAPCHHUIO

U3MEHEHUH.






