I[MTPUJIOXXKEHUE

Kk Pexomennannu Komrernn
EBpa3uiickoil 5KOHOMUYECKOW KOMUCCUA
oT 20 r. Ne

PYKOBOACTBO
1o TpaHc(hepy TeXHOJOTuil ¥ (MIM) AHAJTUTHIECKAX METOANK
MpPU NPOU3BOACTBE JICKAPCTBEHHbIX CPEICTB

|. O01ue monoxeHus

1. Hactosimiee PykoBOACTBO NpeAHA3HAYEHO JJIsI MPOU3BOAUTENEH
JIEKapCTBEHHBIX CPEJICTB, aKKPEIUTOBAHHBIX HCIIBITATEIIbHBIX JIA0OPaTOPHIA,
dbapMalleBTUUECKUX  MHCIEKTOPATOB W YIOJHOMOYEHHBIX  OpPraHOB
(3KCIEpPTHBIX ~ OpraHM3alui) TrocyJapcTB — uieHoB EBpasuiickoro
PKOHOMMYECKOI'0 COI03a (J1ajiee — roCyAapCTBO-WICH), U COJICPKUT yKa3aHUS
B OTHOIICHWHU JCHUCTBUMN, BBIOJHEHHUE KOTOPBIX SBIISIETCS HEOOXOJIUMBIM
YCIOBUEM Il TIPOBEJEHUS YCIICIIHOTO TpaHcdepa TEXHOIOTHH W (WiIn)
AHAIMTUYECKUX METOAUK MEXAY CTPYKTYpPHBIMU MOAPA3JCICHUSMU B
paMKax OJHOM NPOU3ZBOACTBEHHOW IUIOWIAJKA WA MEXKAY Pa3sHbIMHU
MPOM3BOJICTBEHHBIMU TJIOLIAAKaAMHU WJIN AKKpEIMTOBAHHBIMU
HCTIBITATEIbHBIMU JJA00PATOPHUSIMHU.

2. Hacrosimee PykoBoacTBOo paspaboTaHo ¢ ydeTroM TpeOoBaHUI
[IpaBun  HauIeKalIE  MPOU3BOACTBEHHOM MPAKTUKA  EBpa3nMcKOro

PKOHOMHUYECKOI0 C0103a, yTBepxkaAceHHbIX Pemenuem CoBera EBpasuiickon
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AKOHOMHUYECKOU KOMHCCHUU OT 3 HOosi0ps 2016 1. Ne 77 (mamee — IlpaBuia
HaJJIeKaIeH TPOU3BOJACTBEHHOM MPAKTHUKH ).

3. lenpro TpaHchepa TEXHOJOTHMH W (WIM) aHATUTHYECKUX METOIUK
(manee — Tpancdep) sBIsEeTCs MNepenadya UHPoOpManUMU O JEKApCTBEHHOM
CpeICTBE, MPOIECCe €ro MPOU3BOJCTBA M KOHTPOJIS B MpEJesax OJHOM
MPOW3BOACTBEHHONW  IIOMIAJKK WM MEXIYy  HPOU3BOJACTBEHHBIMHU
IUIOIIAIKAMH, B TOM YHUCJE MpU Mepeaade GpapmaieBTUUeCKOl pa3paboTKu
Ha MPOU3BOJCTBO, JJIS JOCTHXKCHHS 1I€JIM BBIMYCKA MPOMBIIUICHHBIX CEpUi
JICKapCTBEHHOT'O CPEJICTBA, a TaKXKe Iepefada aHATUTHICCKUX METOJHUK OT
MPOW3BOACTBEHHON IUIOMIAJIKK B aAKKPEAWUTOBAHHYIO HCIIBITATEIHHYIO
naboparopuro. Yka3zaHHasi uHpopmaiys GopMUPYET OCHOBY JJIsl Mpoiiecca
MPOU3BOJICTBA, CTPATETUH KOHTPOJS, MOJAXO0Ja K BajduAalldu Mpolecca
IPOU3BOICTBA U HEMIPEPHIBHOTO €T0 YIyUIlICHHUS.

4. Tpancdep MoOxkeT ObITh OCYIIECTBICH Ha JIFOOOM ATare >KM3HEHHOTO
ITUKJIA JICKAPCTBEHHBIX CPEJICTB.

5. Tpancdep BkimrovaeT B ceds mepenady J000ro mpoiecca BMECTe ¢
€ro JOKyMEHTalue W Mpo(PecCHOHATbHBIMU JKCHEPTHBIMH 3HAHUSIMU OT
nepeaaronieil CTOPOHBl K MpPUHHUMAIOIIEH cTopoHe. TpaHcdep sBiaseTcs
CUCTEMATHU3UPOBAHHON TMPOIEAYPOM, KOTOpas BBIMOJIHSACTCA C IICJIBIO
nepeaadyd  TNPWHUMAIONMEH  CTOPOHE  JOKYMEHTAIbHO  OQOpMIICHHOU
uHQOpMAIlMd W ONBITa, IMOJTYYEHHBIX BO BpeMs (apMareBTHIeCKON
pa3paboTku ¥ (WJIM) BBIMYCKAa JIEKAPCTBEHHBIX CPEACTB. TpaHcdep
OXBAaThIBACT MEpeiavy JOKYMEHTAIMH, TPOIIECCOB MPOU3BOJICTBA, HABBIKOB U
3HAHWK OT Tepefaronieldl CTOPOHBI M MPAKTHUUECKOE TOATBEPKICHUE
CIIOCOOHOCTH  TPWHUMAIOMElH  CTOPOHBI  A((EKTUBHO  BBIMTOIHATH
KPUTHYECKHE OTICpAIMM TIepPeTaBacMON TEXHOJIOTMH B IEJIIX OOeCreUeHUs
MPOCIICKUBAEMOCTH JAHHOTO TMPOIIecca sl BCEX 3aMHTEPECOBAHHBIX CTOPOH

Y YIIOJIHOMOYEHHBIX OPTaHOB (3KCIIEPTHBIX OPTaHU3ALIMI).
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6. OcHOBHBIE 3TarnbI TpaHCchepa:

a) OpraHu3aliys, yrnpaBjieHue U TUIAaHUPOBAHHUE,

0) ompe/ieNieHUe KPUTEPUEB YCIICIIHOCTH;

B) (hpopMUpOBaHUE IPyNIbl (KOMAH/IbI) MPOEKTA;

') KOHCOIUAAIMS 3HAHUM, aHAJIN3 PACXO0XKICHUM;

1) ONIpEICJICHHE KJIIOYEBBIX HABBIKOB M OOydeHHE IMepcoHana (mpu
HEOOXOJIUMOCTH);

€) MPOBE/ICHNE aHaM3a U OLEHKH PUCKOB,;

) pazpaboTKa MpoToKoja TpaHcdepa;

3) KBaJIM(PUKAIUs MPOU3BOJCTBEHHBIX TOMEIIEHUM, O000pYyaOBaHU,
WHKEHEPHBIX CUCTEM (ITpU HEOOXOAUMOCTH);

1) mepeaya aHATUTUIECKUX METOAMK (TIpU HEOOXOIUMOCTH B paMKax
TpaHcdepa TEXHOIOTUM UM KaK CAMOCTOSITEIbHBIN MPOIIECC);

K) POU3BOACTBO  OMNBITHO-MPOMBINUIEHHBIX (MUAJOTHBIX) W (WJIH)
VH)KEHEPHBIX CEpHUL;

J1) BaJquJalus mporiecca, BaluIaiusi OYUCTKHY;

M) ohopMIICHHE PE3yIbTaTOB M MPOBEACHHUE OICHKH 3(h(PEKTHBHOCTH
TpaHcdepa 1o TOCTUKEHUIO YCTAHOBJIEHHBIX KPUTEPUEB YCIICIITHOCTH.

He Bce ykazanHbie »Tambl TpaHcepa MOTyT OBITh MPUMEHUMBI K
KaxaoMmy Buay TpaHcdepa. [IpousBoauTenn MOTyT BbIOMpaTh TE€ JTallbl,
KOTOpPBIE MPUMEHHUMBI K OCYIIIECTBISIEMOMY TpaHchepy.

7. Tpancdep MOKET MPOUCXOAUTH B CICIYIOMIUX CIydasK:

a) HOBOE JICKAPCTBEHHOE CPEACTBO MEPEBOAMUTCS C yHIaCTKa Pa3pabOTKU
Ha OMNBITHO-NPOMBIIIUIEHHOE TMPOU3BOJACTBO WJIM HEMOCPEJICTBEHHO Ha
MIPOU3BOJICTBEHHBIN YYaCTOK;

0) mepemada JICKAPCTBEHHOTO CPEJICTBA TMPOU3BOAMUTCS C OJHOTO

MIPOM3BOJICTBEHHOTO  y4acTKa Ha  JpPYrod B  Ipeaenax  OJHOMU
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MPOU3BOJICTBEHHOW TUIONIAIKA WM C OJHOM MPOU3BOACTBEHHOW ILUIONIAIKU
Ha JApyrue B Ipeiesiax OJTHOTO MPOU3BOIUTEIIS;

B) Iepefauyd  JIEKApCTBEHHOTO  CpeACTBa  MEXAY  Pa3HbIMU
MPOU3BOJICTBEHHBIMM TUIOIIAJIKAMUA Pa3HBIX MPOU3BOJUTENCH, BKIOUas
MEKTOCYIapCTBEHHBIN TpaHchep;

) Iepelayl aHAIUTUYECKOW METOJUKU MEXAY IPOU3BOAUTEIEM H
aKKpEIUTOBAHHOW MCIBITATEILHON Ja00paTOpUEH.

8. Tpancdep TpedyeT JTOKYMEHTAJIBHO 0(OpPMIICHHOTO,
CIUIAHUPOBAHHOTO  MOJXO0JAa C  HCIOJb30BaHHMEM  OOY4YEHHOTO U
KBaJTU(UIIMPOBAHHOTO TIEpCOHaNa, palOOTalIIEr0 B paMKaX CHUCTEMBI
Ka4yecTBa, C JIOKYMEHTaJIbHbBIM O(OPMIICHUEM JAHHBIX, OXBATHIBAIOIIUX BCE
aCTMeKThl pa3padOTKH, MPOU3BOJCTBA U KOHTPOJIA KAYeCTBA JIEKAPCTBEHHOTO
cpenctBa. Ilpu mpoBenenun Tpancdepa AOMKHBI COOMIONATHCS MPUHIIUTIBI
LEJTOCTHOCTH JAHHBIX.

9. OCHOBHBIMM yYaCTHUKaMH TpaHcdepa SBISIOTCS Iepefaromas
CTOpOHA W mNpuHUMarolias cropoHa. [Ipu HE0OXOIUMOCTH MOXKET OBbITh
JIOTIOJIHUTEIILHO OIpe/IeieHa KOOpAuHHUpYromas (yrnpasisiolas) CTOPOHA,
KOTOpasi MOXKET ObITh CAMOCTOSITEIILHBIM JTUIIOM (aIMHUHHUCTPATOP IMpOoIecca).
B orHomenun TpaHcdepa, B TOM UHCIE KOHTPAKTHOTO MPOU3BOJICTBA,
HEOOXOIUMO PYKOBOJCTBOBATHCSA [TpaBunamu HaJuiexalen
MIPOU3BOJICTBEHHOM MPAKTUKHU.

10. lns ycmemHoro TtpaHcdepa AOMKHBI BBIMOTHATHCS CICAYIOIIHNE
oOIMe TPUHIUIIBI U TPEOOBAHNS:

a) IpW OCYIIECTBICHUH TpaHchepa MTOKHBI KOHTPOJIUPOBATHCS BCE
aCIEeKThI Ka4eCTBa B OTHOIIIEHWUHU MPOU3BOJICTBA JIGKAPCTBEHHBIX CPEJICTB;

0)Tpanchep momKEeH OBITh OCHOBAaH Ha TMPUHIMIAX YIPABICHUS

PHUCKaMM AJIA Ka4CCTBA,
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B) BOBMOXXHOCTH TMEpEeJaNIeil U NPUHUMAIONIEH CTOPOHBI JOJKHBI
ObITh aHAJIOTUYHBIMHU, HO HE 0053aTENbHO HUJICHTUYHBIMHU, a TOMEIICHUS U
o0OpyJIOBaHUE  JOJKHBI  DKCIUTyaTUPOBAThCS B COOTBETCTBUHM  C
OJINHAKOBBIMU IPUHIIMIIAMU PaOOTHI;

I) CJIelyeT MPOBOJUTh KOMIUIEKCHBIM aHaM3 PACXOXKACHUU MEKIY
MEpEeAAOIIE U NPUHUMAIOIIEW CTOPOHOM, BKJIFOYAs OLEHKY TEXHUYECKUX
PUCKOB U TOTEHLHAJIbHBIE PACXOXKICHUSI C TPEOOBAHUSIMH HOPMATHUBHBIX
JOKYMEHTOB,;

1)y TPUHUMAIOIIEH CTOPOHBI JOJKEH ObITh B HAIMYMU HaAJICKaLUM
00pa3oM MOJrOTOBJICHHbIN, KBaIU(UUHUPOBAHHBIA MEPCOHANT, MPOIIEIUINN
oOydeHHe Ha IUIONIaJIKe Mepeaaroeld u (WiK) IPUHUMAIOIIEH CTOPOHBI, KaK
ATO ONPENECICHO IMEPEAANIEd W IMPUHHAMAKNIEH CTOPOHAMU B IUIAHE
TpaHcdepa;

€) Ha IMPOTSHKEHUU BCEro MpOoeKTa TpaHcdepa cieayeT NPUHUMATh BO
BHUMaHUE U €AMHOOOPa3HO MCTOJKOBBIBATH HOPMAaTUBHBIE TpPeOOBaHUs
YIOJIHOMOYEHHBIX OPraHOB rOCYJIapCTB, B KOTOPBIX HAXOIATCS Mepeaarolast
Y IPUHUMAKOIIASl CTOPOHBI, @ TAaK)KE YIOJIHOMOYEHHBIX OpPraHOB TPETHUX
CTpaH, B KOTOPBIE INIAHUPYETCS OCTABIATH JIEKAPCTBEHHOE CPENICTBO;

&K) HeoOXoauMo TpoBecTH A(DPEKTUBHBIN TpaHCchep MPOIECCOB,
HABBIKOB M 3HAHUH O JIEKAPCTBEHHOM CPEJICTBE.

11.TIpoekTsl Mo TpaHcdepy (Hampumep, MPOEKTbl MEXKAY PpPa3HBIMU
KOMITAHHMSIMU) HECYT IIPABOBBIE M SKOHOMHMUYECKHE MOCIEACTBUA. B ciydae,
€clii  BOMPOCHL, KOTOpblE MOIrYT BKJIOYaThb B ce0s TMpaBa Ha
MHTEIJIEKTyaJIbHYI0 COOCTBEHHOCTh, AaBTOPCKHE TMpaBa, 1IEHOOOpa3OBaHUE,
KOH(DJIUKT MHTEPECOB U KOHPUIAEHIIMATBLHOCTh, OYAYT KakuM-JI100 oOpazoM
BIIUSATH HA OTKPBITHIM XapakTep COOOIIEHUS TEXHUYECKUX CBEACHUI, TO 3TU
BOIIPOCHI CJIEIyET paccMaTpuBaTh /10 Hadyajla U BO BPEMs IUIAHUPOBAHUS U

OCYIIIECTBIEHUA TpaHchepa.
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12.JIro60e OTCyTCTBHME TMPO3PAYHOCTH TpH TpaHchepe MOXKET
npuBecTH K HEdhDEeKTUBHOMY TpaHCchepy.

13. HexoTopble W3 TNPHHIMIIOB, HW3JIOKCHHBIX B  HACTOSIIEM
PykoBoacTBe, MOryT OBITh NPUMEHHMBI K TpaHchepy MPOU3BOJCTBA
JICKapCTBEHHBIX TIPEMapaToB s KIMHUYECKUX HMCCIICIOBAHUNA (B KadeCTBE

KOMITIOHEHTA UCCIEA0BAaHUI U pa3pabOTOK).

I1. OGnacTh npuMeHeHUs

14. Hacrosimiee ~ PyKOBOACTBO  MNPUMEHSIETCSI B OTHOILICHUU
MIPOU3BOJICTBA AKTUBHBIX dbapmareBTUIEeCKIX cyOcTaHIuii,
Hepac(acoBaHHOW MPOAYKIMHU, MPOMEKYTOYHOM MPOAYKIMU, MPOU3BOJICTBA
Y YIIaKOBKHU FOTOBOM MPOAYKIIUHU (J1aJiee — JICKAPCTBEHHOE CPEJICTBO) U (MJIH)
MPOBEJICHHS aHAJTUTUYECKUX UCIIBITAHUN JIEKAPCTBEHHBIX CPEJICTB.

15. Vka3zanus, MIPUBEICHHBIE B HACTOSIIIEM PykoBoxctae,
MPUMEHSIOTCS TAK)KEe KO BCEM BHUaM JIEKAPCTBEHHBIX (DOPM, OTHAKO CIEAyEeT
OCYILIECTBIISITh UX KOPPEKTUPOBKY B KaKJOM OTJEIHLHOM Cilyuyae (Harpumep,
UCIOJIb3Ysl TPHUHIMIBI YIpPABICHUS pPUCKaMK JUIs KadecTBa). Takike,
HEOOXOAMMO TIIATENIHHO KOHTPOJHUPOBATH OMPEASIECHHBIE MOMEHTBHI s
HEKOTOPBIX BHUJOB MPOAYKUUH (HANPHUMEDP, IJs CTEPUIIBHOW MPOIYKIIHH,
JIO3UPOBAHHBIX a3P030JIEN).

16. Hacrosiee  PykoBOACTBO  MpHUMEHSAETCS  Mepenaromed U
IIPUHUMAIOLLEW CTOPOHOM B OTHOLLIEHUN

a) Tpancdepa Ha 3Tanax pa3paOOTKU U MPOU3BOJICTBA JIEKAPCTBEHHBIX
cpeAcTB (IIpOoIeCChl MPOU3BOJICTBA, YIIAKOBKA U OYUCTKA);

0) TpaHcdepa aHATUTUICCKUX METOIUK JUIsl 00CCTICUCHHS U KOHTPOJIS
KadyecTBa JIEKAPCTBEHHOTO CPEJICTBA;

B) OIICHKM YMEHUI U HaBBIKOB MEPCOHANIA U €T0 00yUCHHUE;

I') OpraHu3alu 1 YIpaBJIeHUU TpaHchepom;
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1) OIIEHKHU MTOMEILEHHH, 000PYy/10BaHUSI U UHXKCHEPHBIX CUCTEM;

€) JOKyMEHTAIuH,;

’K) KBanu(UKAIMK ¥ Baaugauu (BepuduKaimm).

17. Kaxaplii OpoeKT No TpaHcepy SBISETCS YHUKAIbHBIM, MO3TOMY
BCE YCJIOBUS MPOBEICHUS TpaHCchepa MEXy Mepeaaroiie U MpUHUMAIOIIEH
CTOPOHAMU ONPEIEISAIOTCS B COOTBETCTBYIOIIEM COTJIAIIEHUU IO TpaHchepy
WJIU B TIJIaHE TpaHcdepa.

18. Hacrosmee PykoBOJCTBO HE COJEPKHUT YKa3aHUH B OTHOIICHUH
MPaBOBBIX, (PUHAHCOBBIX WM KOMMEPUYECKHUX BOMPOCOB, CBA3AHHBIX C

npoeKkTamu TpaHcdepa.

I1l. Onpenenenus

19. Jlns meneit Hacrosmero PykoBoJICcTBa HCHONB3YIOTCS TOHSTHS,
KOTOPBIE€ O3HAYAIOT CIIEYIOLIEE:

«aHANMU3 PACXOXKIACHUW» — OMNPEACICHUE Pa3IMUMid B KPUTHYECKHUX
AJIEMEHTAX MPOLIECCA Y MPUHUMAIOIIEH U IIPEIAIOLIENA CTOPOH;

«aHanmuThyeckue  meronukuw»  (AM) —  JOKyMEHTHMpOBaHHas
COBOKYITHOCTh OIEpalliii U TMPaBUJl, BBHITIOJHEHHE KOTOPBIX OOECTIeUnBaECT
MOJYYEHHE pe3ysibTaTa aHaliM3a C YCTAHOBJICHHBIMH XapaKTEPUCTUKAMHU
HOTPEUIHOCTRIO (HEOTPEACICHHOCTRIO) WM JIJISI METOJMK KadyeCTBEHHOTO
aHaliu3a — YCTAHOBJICHHOM JIOCTOBEPHOCTHIO. AHAIUTUYECKHE METOIUKHU
(busmyeckue, xumuyeckue,  (GUBUKO-XUMHUYECKHE,  OHOJIOTHYECKUE),
UCIIOJIb3YEeMbIC JJIs TIPOBEJICHUSI UCTIBITAHUN aKTHBHBIX (papMalleBTUYECKUX
CyOCTaHIINMH, JIEKapCTBEHHBIX penapaTos, HCXOJIHOTO CBIPbS,
BCIIOMOTATEJIbHBIX BEIIECTB, MPOMEKYTOYHOW MPOAYKIIMH, OTOMpPAEMBIX B
npoIiecce MpoM3BOACTBA 00PaA3IOB, YIAKOBOYHBIX W MEUATHBIX MATEPHUAJIOB,

CCJIK OTO IPUMCHUMO,
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«BaMUJAMOHHbIA MacTep-mian» (BMII) — OCHOBHOW JOKYyMEHT,
YCTaHABJIMBAIOIIUN OOIIUH TIJIaH BAIMAAIIMU 11 BCETO MPOEKTAa, KOTOPBIM
onuchiBaeT (GuI0COpuIo, CTPATETUIO U METOAOJOTHUIO MPOU3BOIUTENS IO
MPOBEICHUIO  Bamupauuu. B pamkax  Hacrosmero  PykoBojacrsa
BAJIMJIAIIMOHHBIN MacTep-TUIaH MPEI0CTaBISIET UHPOPMALUIO O MPOrpaMMe
BAJIUJIAIIMOHHBIX pa0OT MPUHUMAIOIIEH CTOPOHBI U OMPEEIACT MOAPOOHYIO
pabouyio mporpaMmy ¥ BpEMEHHbBIE CPOKH JJISl IPOBEACHUS BAIMIAIIMOHHBIX
paboT, BKJIIOYAIOUIUH OTBETCTBEHHOCTh HCIOJHUTENEH, PEaTU3yIOMINX
BaJIMJIAIIMOHHBIN MacTep-TUJIaH;

«BAJTUJAIMOHHBIA OTYET» — JOKYMEHT, B KOTOPOM TPYHIUPYIOTCS U
NPEJCTABIISIIOTCST  3alMCH,  PE3YJbTaThl W OICHKA  BBIMOJHEHHOU
BAJIMJIALIMOHHOMN TIporpaMmbl. OH TaK)Xe MOXKET COAEPKaTh MPEII0KECHUS U
(nM) peKOMEHIAIMKM TI0 YJIYYIICHHIO IPOIECCOB IMPOU3BOJACTBA M (HJIH)
000pyI0BaHUS.

«BAIMJALIMOHHASL CEpUs» — CepUsl AaKTUBHOM (papmalleBTUUYECKOU
CyOCTaHIIMU WM JIEKAPCTBEHHOI'O IMperapara, MPOU3BEJCHHAsT CIOCOOOM,
KOTOPBII TMOJHOCTHIO COOTBETCTBYET M BOCHPOHM3BOJUT MPOMBIILICHHBIH
CIIoco0 MpOU3BOICTBA;

«MHXKEHEpHAasi cepus» — cepus aKTUBHOW (apmarieBTUYECKON
cyOCTaHIIMU, JIEKAPCTBEHHOI'O Mpernapara Wid UMUTATOpa JICKAPCTBEHHOTO
cpencrtBa (manedo), MoJydyaeMmble MpPU  TMPOOHBIX MOJHOMACIITAOHBIX
MporoHax Ha CTaguu TpaHcdepa, OCYIIECTBISIEMbIX Ha TOM K€
000pYyI0BaHUU, KOTOPOE UCIOIB3YETCS JJIsi MMPOU3BOJICTBA MPOMBIITUICHHBIX
cepuii, 10 Hayajga BadugauuMu mpouecca. WHXEHEepHble Ccepuu He
NpeIHa3HAYEHBI JIJISI BBIMYCKA B peaIM3aIINIO;

«OTYeT O TpaHcPepe TEXHOJOTUU U (WIH) aHATUTHYECKUX METOIUK)
(otyer o TpaHchepe) — MOKyMEHTAIbHO OQGOPMIICHHBIA KpaTKH 0030p

cnenuguIeckoro mpoekta 1o  TpaHchepy TexHoioruu w  (WIN)
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AHATUTHYECKUX METOJHK, TIEPEUUCIISIONINN MPOIETyphl, B COOTBETCTBUU C
KOTOPBIMU  OCYIIECTBJISUICSI ~ TpaHcep, KpPUTEpUH  MPUEMIIEMOCTH,
MOJIydYeHHBIE pPe3yJbTaThl U BBIBOJBI. JIIOObIE OTKIOHEHHS JOJKHBI OBITh
OTpPa)XEHBI B OTYETE U OI[EHEHA WX KPUTUIHOCTH JIJIS TIpoIiecca MpOrU3BOICTBA
¥ Ka4ecTBa JIEKAPCTBEHHOTO CPE/ICTRA;

«repenaroniasi CTOpoHa» — opraHusanus (monapasjieneHue), KoTopas
OyleT OCyIIeCTBIATh TpaHchep TexHOJorud W (WIM) aHATUTHYECKUX
METOJMK JIEKapPCTBEHHOI'O CPEJICTBA;

«m1aH TpaHcdepa» — JOKYMEHT, ONMUCHIBAIOIMIMKA eI W MPUHIIAIIBI
TpaHcdepa TEXHOJIOTUH M (WIM) aHATUTHYSCKUX METOJUK, OTBETCTBEHHOCTh
CTOPOH, a TakKXke JIorh4eckoe o0ocHOBaHME oObema TpaHcdepa,
peBanuaanuu (Ipu HEOOXOAUMOCTH), CPOKH, TIEPCOHAI U €r0 KBATU(DUKAIIHIO
U Kputepuu npuemsieMoctd. Ha ocHoOBe miiaHa moapoOHO pa3pabaThiBaeTCs
MPOTOKOJ TpaHchepa;

«IPUHUMAOIIAS CTOPOHA» — opraHm3anus (moapas3jielicHue), B
KOTOpYH0  OyIeT OcCyIlIecTBIeH TpaHcep TexXHoJorud u  (Win)
AHATUTHYECKUX METOJIUK JICKAPCTBEHHOTO CPE/ICTBA;

«MPOTOKON TpaHcPepa» — AOKYMEHT, COAepkaliuii WHOOPMAIUIO O
HesX, 3a7adax W 00JlacTh NMPUMEHEHHs TpaHcdepa, COCTaBe TPYMIbBI IO
Tpancepy W  pacmpeneleHMH  OTBETCTBEHHOCTH  Mepefaroniel u
NPUHUMAIOIICH CTOPOHBI, CpPOKax Iepefadyr TEXHOJOTHH IPOU3BOJICTBA
JICKQpCTBEHHOTO CpeACTBa W (MJIM) aHAIMTUYCCKUX METOJUK, CTPATETHH
TpaHcdepa, CTpaTeruy KOHTPOJIsA, BKIIOYAs TaHHBIE O TPEOYyEeMBIX pecypcax,
NepPCOHAJIC, BBITIONHSIONUM TpaHchep ¢ yKa3aHWEeM KBanupUKAIUd U
oOy4eHHS; ONMMCAHNE TEXHOJIOTHMHU IPOU3BOJICTBA JICKAPCTBEHHOTO CPEACTBA
u (WIM) aHAJIMTHYECKMX METOAMK, DKCICPUMCHTAIbHBIN IUIAH M KPUTEPUHU

MPUEMJIEMOCTH; KPUTEPUU YCHENTHOCTH TpaHcdepa, TMOPSAOK OICHKU
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pe3yJIbTaTOB W  JEWCTBHS B CIy4ae OTKIOHCHUHM OT KPUTEPHUEB
PUEMIIEMOCTH;

«rpanchep aHamuthyeckux — metomuk» (TAM) —  mepenaua
AHAJTUTUYECKUX METOJAUK OT JlabopaTopuu TMepenaronieid CTOPOHBI B
1a00paTOPHIO TPUHUMAIOIIEH CTOPOHBI;

«tpanchep Ttexnonorun» (TT) — mnpouecc mnepenadud, BHEAPECHUS
(mpuMeHeHus1), ajanTalluk CYIIECTBYIOMIEH uH(OpMaIuu, pe3yabTaToB
HAyYHBIX  MCCIICIOBAHMM,  HOBBIX  TEXHOJIOTMH W  pa3paboToK,
OCYILIECTBIISIEMbIA OT pa3pa0OTUYMKOB K MPOU3BOJUTENSIM, a TaKKE BHYTpU
WM MEXIy MPOU3BOJCTBEHHBIMM IUIOMIAJIKAMU IS  MPOU3BOJICTBA
MPOAYKIIMUA, COOTBETCTBYIOIIEH CBOEMY NpeAHa3HaAYeHUI0. DTa uHMOopMaIus
COCTaBIISIET OCHOBY MpOILECcCa MPOU3BOACTBA, CTPATETUHA KOHTPOJIS, MOIX0a

K IPOLECCY BATUAALNU U HEIPEPHIBHOTO €r0 YIIYUILICHUS.

IV.Opranuzanus, ynpasieHle U IIIaHUPOBaHKE TpaHchepa

20. Opranuzanus Y YyHOPaBJICHHE YCIEIIHBIM TpPaHCHEPOM TOJKHBI
rapaHTUpPOBaTh OCYUIECTBIEHUE M JOKYMEHTalIbHOE O(QOPMIICHUE €ro
OCHOBHBIX 3TarioB COTJIACHO OINKCAHUIO B IMyHKTE 6 M COOJIIOIEHHEM OOIIUX
OPUHIMIIOB ¥ TpeOOBaHMI, TpUBEAEHHbIX B mNyHKTe 10 Hacrosiero
PykoBojcTBa.

21. Mexnay mnepenawmonied W IPUHUMAIONIEH CTOpPOHAMHU CleyeT
3aKJIIOYUTh O(UIMAIBHBIE COIJIAIICHUS, ONPENENsAoNe OTBETCTBEHHOCTD
CTOpOH 10, BO BpeMmsi U nocie TpaHcdepa. K Takum coriameHusiMm OTHOCUTCS
coryaimeHue o TpaHcdepe (I0roBop TpaHcdepa WIM UHOE COIJIAICHUE, B
KOTOPOM  OTPaXXEHbl MOPSAOK M YCIOBUA MPOBEICHUS MPOLETYpPbI
TpaHcdepa) win miad TpaHcdepa.

22.1Inan Tpancdepa u coryamieHue o TpaHchepe U MOTYT ObITh

O(l)OpMJICHBI Pa3HbIMHA UJIX OAHUM JOKYMCHTOM.
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23.B 3aBUCHMMOCTH OT CIOXXHOCTH TpOEKTa MO TpaHchepy IIaH
TpaHcdepa MOXKET coJiepKaTh B ceOe CleyIONue pa3aebl:

a) 1enb TpaHcdepa;

0) obmactp (TpaHuubl U (WIM) OOBEKT TpaHcepa) NPUMEHEHUs
TpaHcepa, Touka  3aBepiieHusi  TpaHchepa.  TpaHchep  MoxkeT
OCYIIECTBIISATHCS MOATAMTHO. DTambl CIAEAYET ONMPEACIUTh B JOKyMEHTaX II0
MJIAHUPOBAHUIO TpaHcdepa;

B) OTBETCTBEHHOCTh CTOPOH;

r) 00bEeM U BpEMEHHbIE paMKHU TpaHcdepa,

1) 000CHOBaHUE o0beMa NOBTOPHOU BaJuAaluu (mpu
HEOOXOUMOCTH);

€) OIICHKY MW OOOCHOBaHME BBHIOOpA AHATUTUUYECCKUX METOIUK (IS
TpaHchepa aHATUTHIECKUX METOJIUK);

) TIOPSAIOK TIPOBEACHUS TPEHUHTOB (0Oy4eHHs) mMepcoHasa, OLEHKY
pe3yJIbTaTOB;

3) KpUTEPUHU YCIEIIHOCTH TpaHchepa;

1) TIEpeUeHb MepelaBaeMoi TOKyMEeHTaIu B Tpancdepe (napopmanms
00 00bekTe TpaHchepa: cnenudUKali Ha ChIphe U MaTepHUalIbl, OTYETHI 1O
BaTUJaIlMU, JOKYMEHTBHl TI0 TMPOMW3BOJCTBY (pEeryIaMeHThI, pEIenTypa,
TEXHOJOTHYCCKUE MHCTPYKIIUHU U T.11.));

K) OTpaHWYEHUs, PUCKH JIJIs1 Ka4eCTBa;

J) pecypcbl U OromkeT. BpemeHHBIE CpOKHM, pecypchl W OOJIKET,
KJIIOUEBBIC TPEANOCHUIKH, HOPMATHBHYIO CTPATeTHI0 U KPUTEPUHU YycCIiexa
CJIEYEeT MOJIBEPraTh aKTyaau3anuu (1o Mepe HeOOXOAUMOCTH ).

[Tpumep odopmieHus TuTaHa TpaHc]epa TEXHOJIOTHH IPUBEICH B
npwioxennn Ne 1 k HacrosemMy PykoBoJcTBy, mpuMmep IutaHa TpaHcdepa
AHATUTHYECKUX METOJWK TpHBEACH B NpmioxkeHnd Ne 4 K HaCTOSAIMEMY

PykoBoacTBy.
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24. B 3aBUCHMOCTH OT CJIOKHOCTH TIPOEKTa M0 TpaHcdepy COoralieHue
0 TpaHcdepe MOXKET TOMOTHUTENBHO BKIIOYATh B Ce€0s CISAYIOIINE pa3Ieiibl:

a) yCIIOBHE O COBMECTHOM BBINIOJIHEHHH TIPOTOKOJIa TpaHchepa B
COOTBETCTBUU C YKa3aHHBIMH dTanamu TpaHcdepa;

0) MOpAJIOK  COTJIaCOBaHUS M3MEHEHWM, OTKIOHEHUM OT IIJIaHa
TpaHcdepa,

B) IOPSIIOK  JIOKYMEHTHPOBAHHMS  BCEX  JICHCTBHH,  XpaHEHUE
JIOKyMEHTAIIUU;

') YCIIOBUSI TIEpEeauu U XpaHEHUs1 00pa31oB Jis TpaHcdepa;

1) TIOPSZIOK TIPOBEACHMS ayIUTOB U WHCITCKITUH;

e) apyroe (mpu HEOOXOUMOCTH).

25. Cornamienrue o TpaHcdepe OTIMYaeTcs OT IUlaHa TpaHcdepa TeM,
YTO OHO OXBAaThIBAET CTPATErMUECKHE HaMEpPEHUs M OIpeaesnseT oOuue
paMKku TpaHcdepa, BKIOUYash TpeOOBaHUS MO B3aWMOJEHCTBHUIO B BOIPOCAX
KauecTBa, MpeAcTaBIsitonee co0oil 6osee mNoapoOHOE ONMHCAHUE 3JIEMEHTOB
TpaHcdepa, KOTOpble NOKHBI ObITh BBIMOJHEHBI KOMAaHIOW TpaHcdepa ams
JTOCTH>KCHHS TIOCTABJICHHBIX IIEJICH.

26. Ilepemaromas CTOpOHA JOJDKHA NpPEAOCTaBUTD (pu
HEOOXOAMMOCTH) BCIO HEOOXOIUMYIO BaIUAAIIMOHHYIO JOKYMEHTAIMIO B
OTHOIIEHMHM  TpaHcdepa, BKIOYAS  BCIIOMOTATENBbHBIE  CTAaguU, W
AHATMTUYECKUE METOTUKH.

27.1lepenaromiasi CTOpoHa JOJDKHA TIPEACTaBUTh KPUTEPUU U
uH(OpPMAIIMIO B OTHOIICHUH PUCKOB JJISl KAYECTBA M KPUTHYECKUX ITAIOB,
CBSI3AHHBIX C MEpPEaBaeMbIM JIEKAPCTBEHHBIX CPEACTBOM, TEXHOJIOTHEH WU
AHAIMTUYECKOM  METOAMKOW, KOTOpBhIE  CIy»aT  OCHOBaHHEM [T
JESTEIIbHOCTH TI0 YIPABJICHUIO PUCKAMH JIJIsi KayecTBa, OCYIIECTBIISEMOMN

MIPUHUMAIOIIEH CTOPOHOM.
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28. BaxkHO  periaMeHTHpPOBAaTh  JIIOOBIC  B3aUMOJICUCTBHS |
OTBETCTBEHHOCTh MEXJy OOEHMMH CTOPOHaMHM Ha pPa3IUYHBIX dTarax
TpaHcdepa (HarmpuMep B cllydae, €CIM MPUHUMAIOIIAs CTOPOHA OIMpeAeIiseT
KOHKpPETHbIC  MPOOJEMBbI,  CBSI3aHHBIC C  TEXHOJIOTHMEH W (WIN)
aHAJTUTUYECKUMH METOJUKAMU B X0Ji€ TpaHcdepa, OHA JI0KHA COOOIIUTH O
HUX TepealIIeld CTOPOHE JUIsl TapaHTUW HEMPEPHIBHOTO YIIPaBICHUS
3HAHUSIMHU, JUIsI CBOEBPEMEHHOTO pEIICHHS MpOoOJeMbl W BBINOJHEHUS
KOPPEKTUPYIOIINX  JCHCTBUM JUIsl  MPEJOTBPAILICHHMH  BO3HUKHOBEHUS
npoOsieMbl Toclie 3aBepieHus TpaHcdepa). HeoOxomumo mpemycMoTpeTh
BO3MOKHOCTh ~ OKa3aHWS  BCECTOPOHHEH  MOJJCPKKH CO  CTOPOHBI
nepesaoIieii  CTOPOHBI  TOCJE  3aBeplieHusi TpaHcdepa (Hampumep,
MOATOTOBKA JOKYMEHTOB, BXOJAIIMX B COCTaB PETHCTPALIMOHHOTO JI0CKE,

Py HEOOXOIUMOCTH).

V. Onpezenenne KpUTEPHUEB YCICIIHOCTH TpaHchepa

29.01eHKa ycmemHocTd TpaHcdepa AODKHA Oa3upoBaThCs Ha
pEeIBAPUTEIHHO ompeneieHHOM  Habope  KpHTEpHEB, KOTOpBIE
COTJIACOBBIBAIOTCS TEPEAIONIed U MPUHUMAIOIICH CTOPOHAMH 10 MOMEHTA
OCYIIECTBIEHUS TpaHchepa.

Kpurepun ycnemHoctn TpaHcdepa MOTyT HUMETh pasHbie (OPMBI U
3aBHCETh OT XapakTepa MepeaBaeMoil TEXHOJIOTHH M dTamna pa3padoTKu, Ha
KOTOpPO# ocymiecTBisiercst Tpancdep. Kpurepuu n0axKHbI ObITh H3MEPUMBIMU
U JTOCTHKAMBIMH.

Kpurepun ycnemHocTn TpaHcdepa MOTyT BKJIOYaTh B ceOd
CJIeIyIoLIEe:

a) IOATBEP)KICHHAS  CIIOCOOHOCTh  NPHWHUMAIONICH CTOPOHBI B
PYTHHHOM  PEXHME  BOCIPOM3BOIUTL  JISKAPCTBEHHOE  CPEJNCTBO,

TEXHOJIOTUYECKUI mponecc nWin aHaJIMTHYCCKYHO MCTOJUKY B COOTBCTCTBUU
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C OmnpeeeHHBIM Ha0OpoM crenuduKaiuii, COriacOBaHHBIX C MEpeaaroen
CTOPOHOW;

0)Hanuuue cnenudukanyii (Ha BBITYCK U HAa KOHEI[ CPOKa TOJHOCTH)
Ha  MEPEHOCHMOE  JIEKapCTBEHHOE  CPEICTBO,  COOTBETCTBYIOIIMX
cnenuuKanusaM PEruCTPaAMOHHOTO J0Che (I  3apEerucTPUPOBAHHBIX
JIEKAPCTBEHHBIX CPEJCTB);

B) HAJTMYUE BCEHl pa3pabOTaHHOW JTOKYMEHTAaIlUM, HEOOXOAUMOM IpH
TpaHchepe (CTaHIapTHBIE OINEpalMOHHBIE MPOIEAYPHl IO Mpoleccam
MPOU3BOJICTBA, KOHTPOJIIO, OYHUCTKE OOOpPYJIOBaHUS, TEXHOJOTMYECKUE
JIOKYMEHTBI (MPOU3BOACTBEHHASI PEIENTYpa, TEXHOJIOTHYECKUE UHCTPYKIIUH,
WHCTPYKIIUH 110 YIIAKOBKE), METOJIMKU UCTIBITAHUH, 3aITUCH IO TTPOU3BOJICTBY
CEepuH, IUIaHbl, MPOTOKOJIbI, OTYETHl W OTHOCSIIMECA K HUM 3aluCHU
NPEANPUHATHIX JEHCTBUHN WU CACIAHHBIX 3aKIOUYEHUN );

I') COOTBETCTBUE TEXHUYECKUX CpPEICTB IMPUHUMAIOMIEH CTOPOHBI
(momernieHus, oO0OpyJOBaHWE, WHXEHEPHBIE CHUCTEMbI) TpeOOBaHUSM,
YCTaHOBJIEHHBIM IEPEIAIOIIEN CTOPOHOM;

) HaJIU4ue JOKYMCHTHPOBAHHOTO IIOATBEPIKICHHUS CIIOCOOHOCTEH,
HABBIKOB, 3HAHWUW Yy TeEpcoHajJa NPUHUMAIOIMIEH CTOPOHBI W yMEHUS
POJAEMOHCTPUPOBATh 3TH HABBIKM WiCHAM TPYIIbl (KOMaH/bI) MPOEKTa IO
TpaHcdepy nepeaarolleil CTOPOHbI;

€) CBOEBPEMEHHOE BBITIOJHEHHUE BCEX ATAINOB TpaHcdepa;

) yCIEIIHAas BaduJalus TEXHOJOTHMYECKOro Tmpouecca U (HWIH)
AHATUTHYECKUX METOJIUK y PUHUMAIOIIEH CTOPOHBI,

3) COOJIIOJICHHE 3aIJTAHUPOBAHHOTO OKOKETA;

1) ApYTUe MOIXO0SIIINE KPUTCPUH.

KonkpeTHble KpUTEpUM yCHENTHOCTH (B TOM YHUCJE CHerudUIecKue)
JOJDKHBI OBITH yKa3aHbl B IJIaHe TpaHcdepa (MpuUMephl MIaHOB TpaHcdepa

npuBeieHbl B IpuitokeHusx Ne 1 u 4 k HacTosiemy PykoBOJICTRY).
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V1. ®opmupoBaHue rpyIiibl (KOMaHAbl) IPOEKTa MO TpaHchepy

30. Peanmmzanmst mpoekta mo TpaHcdepy OCYIIECTBISETCS TPYIIOn
(KOMaHI0i1), COCTOSIIIEH M3 YJIECHOB C YETKO OMpPEACIICHHBIMU KIIOYEBHIMU
obOsi3anHOCTSAIMU. ['pynma (komaHza) TpoekTa Mo TpaHcdhepy HT0JDKHA
dbopMUpOBaThCS U3 MEPCOHANIA  COOTBETCTBYIOIIMX  IOJpa3/IeJICHU,
00JIalafOIUX JIOCTATOYHBIMUA 3HAHUAMHU M OINbBITOM JUISl BBIOJTHEHUS
BO3JIO)KCHHBIX (DYHKIIMH Kak IMepenarolieid, Tak ¥ MPUHUMAIOIIEH CTOPOHHI.
CocraB rpymnmbl (KOMaH[bl) MpOEKTa Mo TpaHcdepy OyAeT 3aBUCETh OT
00BbeKTa TpaHcdepa (TexHoIOTHSs MIPOM3BOJICTBA aAKTUBHOM
dbapMmaiieBTUUECKON  CcyOcTaHIMM, Hepac(acoBaHHOW, MPOMEKYTOUHOM,
TOTOBOM TPOIYKIIUH, aHATUTUICCKUX METOIMK, APYTHUE BAPUAHTHI).

31. Ynens! rpynmsl (KOMaH/bI) MPOEKTa O TpaHChepy MOHKHBI UMETh
HEOOXOAMMYI0 KBATM(DHUKAUIO U ONBIT YIOPaBICHUS KOHKPETHBIMU
acmeKTaMmu TpaHcdepa, HaxoASIUMHCS B 00JIaCTH UX OTBETCTBEHHOCTH.

Kak npaBuno, rpymnma (kKoMaHaa) OpoekTa Mo TpaHchepy IT0JDKHA
BKJIFOUYATh MPEACTABUTENEH NEPENAOIIEN U MPUHUMAIOIIEN CTOPOH U UMETh
CIEIYIOIINM COCTaB:

a) aAIMUHUCTPATOp (MEHEIKEp MPOCKTa, OTBEUAIOIINN 32 HAIPABJICHHE,
yIpaBJIeHHE U 0JI00pEHUE JeATeIIBHOCTH 110 TpaHCchepy)

O0)ucnionHuTenu  (mepcoHall  3aJCHCTBOBAHHBIX B TpaHcdepe
CTPYKTYPHBIX MMOJIpa3/IeICHHUH, CIEIUAIUCTHI B Y3KOU 001aCTH 3HAHUN);

B) ayIUTOP WJIM KOHTPOJEp (HarpUMep, MEPCOHAN OT/iejIa 00ecTeueHus
KauyecTBa, OTJea M0 OXpaHe TPyAa, IKOJIOT);

T') IPEACTaBUTENH CIIOHCOPa IPOEKTa o TpaHchepy.

Ponb ¥ OTBETCTBEHHOCTh KaXKJIOTO YJIeHA TPyNIbl (KOMaH/Ibl) MPOEKTa
1o Tpancdepy I0JDKHA ObITh OMpE/IeNieHa B COIVIAIICHUH O TpaHcdepy 10

Haydalia TpaHC(bepa U JOBEJICHA 10 CBEACHMS UCIIOJIHUTEIICH.
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VII. Konconuaamus 3HaHUM, aHAJIU3 PACX0KICHUM

32.Ilepenarommass CTOpOHA JOJDKHA TIPEACTaBUTh IPUHUMAOIIEH
CTOPOHE BCIO HEOOXOAMMYIO TOKYMEHTAIMIO B OTHOIICHUH JICKAPCTBEHHOTO
CPEICTBA, TEXHOJIOTHMH WM AHAJIUTHYECKUX METOJIUK B COOTBETCTBUHU C
MJ1aHOM TpaHcdepa U (WIK) corjanieHueM o Tpancdepe.

33.Ilepenarormas ¥ TpPUHUMAIOMIAA CTOPOHBI JIOHKHBI COBMECTHO
pa3paboTarh TPOTOKOJ TpaHcdepa, Kacaroliehcss TEXHOJOTUW U (WJIN)
AHATMTUYCCKUX METOJAMK, a TaKXke pa3paboTaTh COMOCTABUMBIA TPOIECC

IIPpON3BOJACTBA HA IIJIOIIAJIKC HpHHHMaIOHIGﬁ CTOPOHBI.

Hcxonubie matepuaibl

34. Cneuundukanuu 17} COOTBETCTBYIOLIUE (yHKIMOHAJIbHbBIE
XapaKTEPUCTUKA HCXOJHBIX MAaTepuanoB (aKTUBHbIE (hapMalleBTUUYECKUE
CyOCTaHIIMM, HCXOJHOE ChIpb€ [UIsl aKTHMBHOM  (papManeBTUYECKOl
cyOcTaHIuH, BCIIOMOTI'aTeJIbHbBIE BELIECTBA, IPOMEKYTOYHAs,
Hepac(acoBaHHAsT MPOIYKIIMS), UCHOJb3YEMbIX MPUHUMAIOIICH CTOPOHOM,
JOJKHBI  OBITh  DKBHUBAJIEHTHBI CHELM(PUKAIMUSAM U XapaKTEPUCTHUKAM

VCXOJIHBIX MAaTEPHUAJIOB, UCIIOJIb3YEMBIX IIEPEIAIOLIEH CTOPOHOM.

AKTHUBHBIE (hapMalleBTHUECKUE CyOCTaHIINH

35.Ilepenaromiasi cTopoHa JOJDKHA TMPEAOCTABUTh MPUHUMAIOIIEH
CTOPOHE OTKPBITYIO YacTh MacTep-(ailia Ha aKTUBHYIO (hapMalleBTHUECKYIO
cyOctaHIuio (MpU HAJIWYWHU) WIK SKBUBAJICHTHYIO HMH(OpMaIuio, a Takke
JIPYryr0 HEoOXoauMyr HWHQopMaiui 00 aKTUBHOUW ¢dapMalieBTUUECKOM
CyOCTaHIINM, B TOM YHCJIE 3aKpBITyl0 4YacTh MacTep-¢aiiaa Ha aKTHUBHYIO
dhapmareBTHUECKy0 CyOCTaHIINIO, SBIISIONIYIOCS BAXKHOW JIJIsi TPOU3BOJICTBA

JICKAPCTBCHHOI'O CPpCACTBA.
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36. Xapakrep wuH(bOpMaNMH, HEOOXOAUMONH B KaXJIOM KOHKPETHOM
cilly4yae, JOJDKEH MOABEPraTrhbCsl OLICHKE MPU HCMOJIB30BAHUHM TPUHIUIIOB
yOpaBJICHUS pUCKaMU JUisl KadecTBa. [IpumepHbIid mepedeHb OOBIYHO
npeocTaBiiieMoit nH(OpMaIu 1o TpaHcdepy BKIIOYAET B CEOs:

a) CBEZICHUS O TIPOU3BOAUTEISIX ChIPhS M MATEPHAJIOB U 1IETIh MTOCTABOK;

0)nepenaBaeMblii 3Tanm MPOU3BOJACTBA AKTUBHOM (papMaleBTUUYECKOU
cyOcTaHIuy;

B) OJIOK-CXeMa  IIPOM3BOJICTBA aKTUBHOU (dhapMareBTUIECKOM
cyOCTaHIINM, HA4YMHAS C IMpoIlecca IMOCTYIUICHUS CBIPhS W MaTepHUaJIOB,
comepkamias ONHWCAaHWEe KPHUTHYECKUX OTaloB IIpoIecca, CpeacTBa
TEXHOJIOTHYECKOTO KOHTPOJISA, B TOM YHCIIC, TPOMEKYTOYHOU MPOTYKITUH;

r) TpeOOBaHMs, TPEABABISIEMbIE K OOOpPYAOBAHUIO JIsl peaTn3aluu
TEXHOJIOTHYECKOTO  TMpolecca (Hampumep, TEXHUYECKOE HCIOJHEHUE
000OpyI0BaHUs, MaTepuabl, KOHTAKTHUPYIOIIWE C MPOAYKTOM, HANa30HbI
KOHTPOJIUPYEMBIX TTapaMeTPOB, paboune Tuara3oHbl);

n)omnpeneneHue (Quznyeckux QGopM aKTUBHOM (hapMaleBTHUECKO
cyOcTaHMu (BKJIIOYass MUKPOPOTOCHUMKHU U APYTHE OTHOCAIIUECS K ey
CBEIEHUsA), a Takke moauMopdHas u MoHoMOpdHbIE GoOpMbl  (eciau
MPUMEHUMO );

e) mpo¢uIb pacCTBOPUMOCTH;

*) ypoBeHb pH B pacTBOpe (eciii IpUMEHHUMO);

3) OJTHOPOJAHOCTb pacupeieseHus (BKI04as METOAbI ONPEACICHHUS);

1) CKOPOCTb pacTBOPEHUS (BKJIKOUYAS METOIbI ONIPEICICHUN);

K) pa3Mep U pacupeeseHue 4acTull (BKJII0Uast METO bl OIIPEICIICHU);

1) pU3uYecKue CBOMCTBA, BKIIFOYAs CBEACHUS O CHIITyYeCTH, HACKIITHOM
o0BeMe, TIJIOMIAIN TOBEPXHOCTH, TTIOPUCTOCTH U JP. (€CIU IPUMEHUMO);

M) coAepKaHWE BOJBI, BKIIOYAs JaHHBIE IO KPHUCTALTA3AIMOHHOM

BOJAC U I'MI'POCKOIIMYHOCTH,
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H) MUKPOOHMOJIOTHYECKHE MOKA3aTeNH (BKIIIO4asi MUKPOOHUOIOTUUECKYIO
YUCTOTY, CTEPUIILHOCTh, COJEp)KaHHE OaKTepUaIbHbIX HHIAOTOKCHHOB U
OMoHarpy3Ku, eciu akTHBHas (papmarieBTudeckas cyOcTaHIus He obJamaer
AHTUMUKPOOHBIM, OaKTEpHUOCTATUYECKUM JIECTBUEM) B COOTBETCTBUU C
TpedoBanusiMu dapmakonen Coro3a, papmakoreid rocyJIapcTB-4JI€HOB WU
OCHOBHBIX (papmakorneld B cOOTBeTCTBUUM ¢ KoHuenuuen rapMoHHM3alUN
dhapMakoneld TOCyJIapCTB — WICHOB EBpa3zMiicKOro SKOHOMHUYECKOTO COH03a,
yTtBep)KaeHHOM Pemennem Komnernum EBpa3uicKkorl  3KOHOMHYECKOU
KoMuccuu oT 22 ceHTs0ps 2015 r. Ne 119;

o)cnenuuKanuu aKTUBHOM (apMaleBTHUECKON CyOCTaHUMU Ha
BBIITYCK, clielU(pUKaUU aKTUBHOU (hapMalleBTUUECKON CyOCTaHIIMU Ha CPOK
TrOJHOCTU W WX OOOCHOBaHHWE, CHEIU(UKAIMM Ha HCXOJHOE ChIpbE IS
aKTUBHOM (apMarieBTUYECKON CyOCTaHITNY;

n)KpaTkuii  0030p  HCCIeqOoBaHMW  CTAOMJIBHOCTH  aKTUBHOM
(dapmaneBTHUECKOM  CyOCTaHIIMM, TIPOBEJACHHBIX B COOTBETCTBUU C
TpebGoBaHUsIMU K UCCIEI0BAHUIO CTAOUIILHOCTH JIEKAPCTBEHHBIX MPENapaToB
U aKTUBHBIX (DapMalleBTUYECKUX CYOCTaHIIMM, yTBEPKIACHHBIMU PerieHuem
Komneruu EBpasuiickoit skoHomMuyeckoit komuccuu oT 10 mast 2018 r. Ne 69,
(BKJIrOUass BBIBOJBI M PEKOMEHAALMU IO JaTe€ MPOBEIEHUS ITOBTOPHBIX
UCIIBITAaHUH, €CJIU JOITYCTUMO);

p)IepeveHb MOTEHUIUAIbHBIX U HAOJII0JaeMbIX MpUMECEN C JaHHBIMH,
KOTOpblE  coAepXkaT  MpeajiaraemMble  cHeUpUKALMM U YpOBHU
(KOHIIEHTpAIMH1) OOBIYHO HAOIIOAAEMBIX IPUMECEH;

c)uHpopManMioo O  MOPOAYKTaxX  JAerpajalud ¢  [epedyHeM
NOTEHIMAIbHBIX W HAONIOJAEMbIX MPOAYKTOB JErpajallid M JIaHHBIMH,
KOTOpbIE  COAepKaT  MpejyiaraeMble  creud@ukanud ¥ YPOBHHU

(KOHIIEHTpaILMK) OOBIYHO HAOII0AEMBIX MPOIYKTOB Jerpaalliu;
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T) TpeOOBaHUE K COAEPKAaHUIO OCHOBHOT'O BEIIECTBA C YUETOM YHUCTOTHI
aKTUBHOM (hapMalleBTUYECKON CyOCTaHIMHU, a TakKe METOJMKHU Iepecuera
PEKOMEHIyeMOT0 HMCXOJHOTO KOJIMYeCTBa AaKTUBHOU (hapMaleBTUUECKOM
cyOcTaHIIMU JyIsi TPOU3BOJICTBA TOTOBOM MPOAYKIMU (C MPEeIOCTaBICHUEM
MPUMEPHBIX PACUETOB), METOJIWKH HCIBITAHUNA TPH OIEHKE IMOTMHHOCTH,
PACTBOPEHMU S, YUCTOTHI U KOJIMYECTBEHHOTO ONIPEICIICHUS;

y) 0COObIe XapaKTePUCTUKH, BIUSIONINE HA YCIOBUS XpaHEHUs U (W)
oOpaiieHusi  aKTUBHOM  ¢hapMalleBTUYECKON  cyOCcTaHIMM  (DAKTOPHI
0€30MacHOCTH U1 OKpY’Karollled cpeapl (Hampumep, crenuduyueckue
JlaHHbIE O OE€30IMaCHOCTH MAaTepUAJIOB, a TaKXKE€ YYBCTBUTEIBLHOCTh K TEILTY,
CBETY WJIU BJIAXKHOCTH U T.1I.);

¢) maker JOKyMEHTallMM 10 HWCCIAEAOBAHUSAM, MOATBEPKIAIOIIIM
CIIOCOOHOCTH MpOIlecca yAAIATh POJICTBEHHBIC MPUMECH, TTPOU3BOACTBEHHbIE
PUMECH U MOTEHIIMAIbHbIE KOHTAMUHAHTHI (HAIIpUMeEp, BUPYCHI B TpoLiecce
UCIIOJIb30BaHUS Marepuala YeJIOBEYECKOT0 W KUBOTHOTO
POUCXOKICHHUS);

X)TAKeT JOKYMEHTAallUM T[I0 MCCICIOBAHUSIM, TMPOBOJUMBIM A
BBIYMCJICHHUS] >KA3HEHHOTO IIMKJIa Xpomarorpaduueckux COpOCHTOB U
MeMOpaH;

1) TPOIIEAYPhl OUUCTKHU 000PYI0BAHUS;

9) UCCIICIOBAaHUSl CTAOWJILHOCTH MHUTATEIbHBIX Cpell, J00aBOK W
Oy(epHbBIX pacTBOPOB, UCCIIENOBAHMS CTAOMIBHOCTU KJICTOYHBIX JTMHUMH;

1) aTTecTanus 0aHKa KJIETOK;

1) “H(POPMAIHSI IO IKCTPArUPYEMbIM BEIIIECTBAM.

Ecnu wucxomHpIMM MaTepualiaMu  SIBJISIFOTCS  TPOMEXKYTOUYHASl WJU
Hepac(acoBaHHas TPOAYKIIUS, TMEpeaarolias CTOpOHA JOJDKHA TakKkKe

MIPEJICTABUTh uH()OPMAIHIO 0 BUIMAUPOBAHHBIX YCIIOBHSIX
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TPAHCIIOPTUPOBAHUSA IPOMEKYTOUHBIX MPOAYKTOB, BKIIOYas BTOPHUYHYIO

yIaKoBKy (eciiu HeoOX0uMO).

BcrniomorarensHbie BCIICCTBA

37.BcnoMoraTenbHble BEIIECTBA OKAa3bIBAIOT MPSIMOE BIUSHHUE Ha
KaueCTBO TOTOBOM MPOIYKLHH, IMO3TOMY TpeOOBaHHUS K HMX KadeCTBY U
(GYyHKIMOHAJIBHBIM ~ XapaKTepUCTUKaM  JIOJDKHBI  OBITh  MEpellaHbl
MIPUHUAMAKOIIEN CTOPOHE.

38. B kax/10M OTIENBFHOM CiIy4yae XapakTep U 00beM IPEICTaBISIEMbIX
JAHHBIX O BCIIOMOTAaTENIbHBIX BELIECTBAaX JOJDKEH IOJBEPrarbCsl OLEHKE C
UCIIOJIb30BAaHUEM MPUHIIMIIOB  YIPABJICHUS pUCKaAaMU JUIsl  KayecTBa.
[IpumepHBIii nepeyeHb OOBIYHO NPENOCTaBIsIEMOM HH(OpMaUUU 1O
TpaHchepy BKIIOUAET B ceO:

a) CBEJICHUS O MPOU3BOJMTEIIC U LEIb [TOCTABOK;

0)oInucaHue WHBIX XapaKTEPUCTHK C OOOCHOBAHUEM ISl BKIIIOUEHHUS
KaKOT0-1M00 aHTHOKCHUJIaHTa, KOHCEPBAHTA WJIM JIF0OOr0 BCIIOMOTATEIbHOTO
BEIIECTBA B COCTAaB JIEKAPCTBEHHOTO CPEJ/ICTBA,

B) yKa3aHUE (PU3NYECKUX XapPaKTEPUCTHK (HOPMBI BCIIOMOTATEIIbHBIX
BEIECTB (B YAaCTHOCTH, JUISl TBEPABIX M HHIAISLUOHHBIX JIEKAPCTBEHHBIX
(bopm);

r) npo@uib pacTBOPUMOCTU (B YACTHOCTH, JJIsl WHTAISIUOHHBIX H
TpaHCAEPMAJIbHBIX JIEKAPCTBEHHBIX (POpM);

1) Ko3PUIUMEHT pacnpenesieHrs, BKIOYas METOJ OmpeaesneHus (as
TpaHCIEPMAJbHbBIX JIEKAPCTBEHHBIX (HOPM);

€) CKOpPOCTb pAacTBOPEHHUs, BKJIKOYAs METOJ OIpeneneHus (s
TpaHCAEPMAJIbHBIX JIEKAPCTBEHHBIX (POpM);

) pa3Mep W paclpeelieHUue 4YacTull, BKJIKOYash METOJ OIpeaeseHus

(7151 TBEPABIX, MHTAISIIIMOHHBIX U TPAHCAEPMAIIbHBIX JIEKAPCTBEHHBIX (POpM);
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3) (hu3znueckue CBOMCTBA, BKJIKOYAs JaHHBIE 110 HACBIITHOM MJIOTHOCTH U
IUIOTHOCTh TOCJE YIUIOTHEHMs, TTOBEPXHOCTHOM IUIOMIAM M TOPHUCTOCTH,
€CJIM IPUMEHHUMO (JIs1 TBEPABIX U MHTAJAIMOHHBIX JIEKAPCTBEHHBIX POpM);

M)CBOMCTBA MO CHKUMaeMOCTH (IIPECCOBaHUIO) (i1  TBEPIbIX
JIEKapCTBEHHBIX (HOPM);

K) IMara3oH TeMIepaTypbl IUIaBiICHUS (Uil MSTKUX JIEKAPCTBEHHBIX
dbopM MU JIEKapCTBEHHBIX (DOPM JJIsI MECTHOTO TIPUMEHCHHS );

) nuanaszoH pH (anga mapeHTepalbHBIX, MSATKUX, OKHAKUX H
TpaHCAEPMAJIbHBIX JIEKAPCTBEHHBIX (POpPM);

M) HMOHHas cuja (sl mnapeHTepaIbHbIX JICKAPCTBEHHBIX (POpM);

H)IUJIOTHOCTh WJIM OTHOCHUTEJNIbHAS IUIOTHOCTh (JJIsi MapeHTepabHBIX,
MSATKHX, KUJAKAX U TPAHCIEPMaIbHBIX JIEKAPCTBEHHBIX (HOPM);

0) BA3KOCTh U (WJIM) BA3KOYIPYTrOCTh (IS MapeHTEpalbHbIX, MSTKHX,
KUIKUX U TPAHCACPMAIBHBIX JIEKAPCTBEHHBIX (POopM);

I1) OCMOJISTILHOCTH (J1J1s1 MapeHTEpaIbHBIX JIEKAPCTBEHHBIX (OPM);

p) cojiepKaHre BOJAbI, BKIItOUas JaHHBIE M0 KPUCTAILTU3ALIMOHHON BOJE
U TUTPOCKONHMYHOCTH, a TakKe o0coOble TpeOOBaHMS MO XPaHEHUI0 U
WCIIOJIb30BAHUIO (JI7151 TBEPABIX U MHTAISIIIUOHHBIX JICKAPCTBEHHBIX (OPM);

C) IMama3oH cojepkaHus BiIard (A JUOo(PUIN3aTOB, HEBOJIHBIX
PacTBOPOB, MSITKUX, U TPAHCAEPMAJIbHBIX JICKAPCTBEHHBIX (OPM);

T) MUKPOOHMOJIOTHYECKHE MOKa3aTeH (BKIIIOYasi MUKPOOHUOJIOTUUECKYIO
YUCTOTY, CTEPUIILHOCTh, KOHIICHTPAUU OaKTEPUATBHBIX SHIOTOKCHHOB U
OWoOHArpy3Kd, €CAW  BCIIOMOTaTelbHOE  BEIIECTBO  He  oOiamaer
AHTUMHUKPOOHBIM, OaKTEpUOCTATUYECKUM JICCTBHEM) B COOTBETCTBUU C
TpeboBanusiMmu dapmakonen Corosza, ¢papmakorieid rocyJ1apcTB-4JI€HOB WM
OCHOBHBIX (papMakornieli B coOTBeTCTBUUM ¢ KoOHIeniuen rapMoHU3AIUN

dapmakoreil TocyaapcTB — WICHOB EBpa3MiicKOTO YKOHOMHYECKOTO CO03a,
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ecnu 3TO TpelOyercss oO0mMMU W (WIKM) YaCTHRIMU (hapMaKONEHHBIMU
CTaThIMU (MOHOTpApHUIMHK);

y) cnenu@uKald Ha BBIMYCK, CielU(pUKAIUU HA CPOK TOJHOCTH U UX
000CHOBAaHHE;

¢) uHpopmanusa Mo CBA3BIBAIOIIMM BEHIECTBAM, MOATBEPKIAOIIAS
COOTBETCTBHUE MPOEKTHBIM KPUTEPHUSAM MO OTCIAUBAHUIO U aJI'€3UH;

X) TpeOOBaHMUS K COJEPKAHUIO MpUMEce (B TOM YHCJIE OCTaTOYHOE
COAEpKaHUE METAJJIOB);

11) 0COOBIE€ XapaKTEPUCTUKH, BIUSIONINE HA YCIOBUSI XpaHEHUS U (UJIH)
oOpallleHHs] BCIOMOTATENIbHBIX BEHIECTB, (haKTOpbl O€30MacHOCTH IS
OKpY>Kaltolllel cpeapl (Hampumep, crnenuduyeckue TaHHble 0e30MacHOCTH
MaTepHalioB), a TAK)KE€ YyBCTBUTEIBHOCTh K TEIUTy, CBETY HJIM BJIaKHOCTH U
T.J.;

4)UHBIE TPEOOBaHUS HOPMATHUBHBIX MPABOBBIX AKTOB B OTHOIICHHUH
BCIIOMOTATCIIBHBIX BEIIECTB (HAIPUMEpP, JTOKYMEHTAIMIO 10 ITOJICPKAHHIO
COOTBETCTBHUSI  CEPTU(PUKAIMOHHBIM  TpPEOOBaHUSM 1O TEpelaaBaeMoun

9HIIe(hATIONMAaTUH KPYITHOTO POraToro CKota (€cjau MPUMEHHMO)).

Nudopmanust o mporiecce mporu3BOACTBA U TOTOBOM MPOTYKIIUN

39.Ilepenarormass  CTOpOHA  JOJDKHA  IPEJACTaBUTh  MOJAPOOHYIO
XapaKTEPUCTUKY TOTOBOW MPOAYKIIMH, BKIIOYAass HMHPOPMAIHIO O €¢
KaueCTBEHHOM M KOJIMYECTBEHHOM COCTaBe, (pU3WUYecKoe OmHucaHue,
uH(OpPMAIIUI0 O METOJAC IMPOM3BOJCTBA, KOHTPOJIh KayecTBa B IPOIECCE
IPOM3BOACTBA (BHYTPUIPOU3BOACTBEHHOM (MEKOIICPALIMOHHOM) KOHTPOJIE),
METOJMKAX KOHTPOJISI M CHeHM(pHUKAINUIX, YIMaKOBOYHBIX KOMIIOHCHTAX H
KOH(pUTyparusax ymakoBKH, a Takke HWHOOpMaIMio O OE30IMacHOCTH U

YCIIOBUSIX OOpallleHHUs.
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40.Tlepenatomasi CTOpOHa JOJDKHA TMPEACTaBUTh HEOOXOIUMBIE
CBEJICHUSI O pa3paboTKe Mpoliecca, KOTOpbIe TMO3BOJISAT MPUHUMAIOLIEH
CTOPOHE YCIIEIIHO OCYIIECTBUTH TpaHCchep U B MOCIEAYIOIIEM paboTy Mo
ONITHMU3AINH U YIYUIIEHUIO MPOIEecca MPON3BOICTBA.

CenieHust MOTYT BKJIIOUATh B ce0s uHGopMalnio (0OTYET) O:

a) KIMHAYECKON pa3pabdOTKe JICKapCTBEHHOro cpenactBa (Hampumep,
uHpopmario 1Mo OOOCHOBAHMIO CHHTE3a AaKTUBHOW (apMalieBTHUECKOM
cyOcTaHIMd, BBIOOPY JIEKAPCTBEHHOW (OpMBI, BBIOOPY TEXHOJIOTHH,
000pyIOBaHUsI, KIMHUYECKUM UCCIAEIOBaHUSAIM (IMpU HEOOXOJUMOCTH) H
COCTaBy JICKapPCTBEHHOTO CPEJICTBA);

0)omepanusax IO MacmTaOMpoBaHUIO (HAIpHMEp, ONTHMHU3ALIMS
mpoiiecca TMPOW3BOJACTBA, CTATUCTHUYECKAss ONTUMH3ALUS KPUTHUECKUX
napamMeTpoB Mpollecca MPOU3BOJICTBA, KPUTHUECKUX TOKa3aTesied KayecTBa
JIEKapCTBEHHOTO CPEJCTBA W MPOU3BOJCTBEHHOrO IMpoOIlecca, OTYET TI0
pe3ynbpTaTaM MpPOU3BOACTBA OMBITHO-TIPOMBIIUICHHBIX (MMJIOTHBIX) CEPHA H
(wnn) uHbopmanus 00 omepanusx Mo pa3padoTke JabopaTOpPHOU cepuut
JICKapCTBEHHOTO CPEJICTBA);

B) OIlepanusx Mo pa3paboTke cepuu (cepuii) IeKapCTBEHHOTO CPEICTBA
B TMPOMBIIUICHHOM MaciiTade, YKa3bIBAIOMIYI0 KOJIMYECTBO M KauyeCTBO
IPOM3BEIICHHBIX CEpPUH, a TaKXKE OTYETHl MO KOHTPOJIO OTKJIOHCHHH U
M3MEHEHUN, KOTOPBIE IPUBEIIU K JIEUCTBYIOIIEMY ITPOLIECCY MPOU3BOJICTBA;

') ICTOPUM M3MEHEHWH W NPUYMHBI WX BO3HUKHOBEHHS (Hampumep,
CBEJICHUS W3 JKypHaJa PErucTpalii KOHTPOJS W3MEHEHUH, CONepiKallero
a00ble M3MEHEHMSI B OTHOIIEHWU IIporecca MPOW3BOJACTBA, MEPBUYHOU
YIAKOBKHM WJIM AQHAJIUTHYECKUX METOJMK B KauyeCcTBe KOMIIOHCHTA
ONTHMHM3AIMH M YIIYUIIICHHUs ITpoliecca MPOU3BOJICTBA);

1) pacciaeOBaHUM OTKJIOHEHUN U PE3YJIbTAaThl TAKUX PACCIEAOBAHUM.
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41.1lepenaromiasi CTOpOHA JIOJPKHA TMPEACTaBUTh IPUHUMAIOIICH
CTOpoHe wuHPopMaruo 10 JOBIM acmekTaM O0€30IaCHOCTH, OXpaHe
3MI0POBBbS M OKpYXalolled Cpeabl, CBA3AHHYIO C IepeAaBaeMbIMU
npoIeccaM TMPOU3BOACTBA (HAMpUMEp, HEOOXOJUMOCTh HCIOJIb30BAHUS
CPE/ACTB HWHJUBUIAYAIbHON 3alllUThl WU CHEHUAIBHBIX H3OJISITOPOB MPU
paboTe C omacHbIMU MaTepUaiamu).

42.1Tlepenaromass CTOpoOHA JOJDKHA TMPEACTaBUTh IPUHUMAIOIICH
CTOpOHE CJIEAYIIIyl0 HHGOpPMAIMIO O JIEKAPCTBEHHOM  CPEICTBE,
TEXHOJIOTUH €T0 MPOU3BOJICTBA U UCTIBITAHUM:

a) moaApoOHOoe OTMCaHUE TpeOOBaHUI K MOMEIICHUSIM,
TEXHOJOTHUUYECKOMY OOOpPYJIOBAaHUI0O M HWHXKEHEPHBIM CHCTEMaM, BKJItOYas
YCIOBUS TPOU3BOJCTBEHHON Cpeabl WU Jo0ble 0coOble TpeOoBaHMS,
HEOOXOAMMBIE IJI TMOMEIIECHUN, 000pYAOBaHUS W WHXKEHEPHBIX CHCTEM (B
3aBUCUMOCTH OT (U3UKO-XUMHUECKUX CBOVICTB aKTUBHOMN
(dapManeBTUUECKOM  CyOCTaHUMM U XapaKTepUCTUK  IEPeIaBaeMoro
JIEKApCTBEHHOT'O CPEJICTBA);

0)uHdopmaruio 00 HCXOAHOM CBHIPbE M MaTepHaiaM, MacrmopTam
0e30macHOCTH ¥ TPeOOBaHUAM K XPAHCHHUIO CBHIPbs, MaTepUaJIOB,
MPOMEXKYTOUYHOM, HepachaCOBaHHOW 1 TOTOBOM MPOIYKIIHH;

B) OMIMCAHUE  TPOU3BOJICTBEHHBIX  ATaroB  (MPOU3BOJCTBEHHYIO
pelenTypy, MOSCHUTEIbHBIE TEKCTOBBIE U TEXHOJIOTMYECKHE KapThl, OJIOK-
CXEMbl WJIA TEXHOJOTUYECKUE HHCTPYKUHMH, WHCTPYKIMU MO YIAKOBKE),
BKJIIOYass BpEMsl XpaHEHUs MNPOMEKYTOUHOM NPOAYKUMH B MpoLEcce
MPOU3BOJICTBA, 3aKa3 ChIPbs, MATEPUATIOB U METObI UX JOOABICHUS, a TAKKE

nepenady NpoMEXKyTOUYHOW MPOAYKIHMHU C OJTHOM TEXHOJOTMYECKOW CTaauu

Ha JPYTYIO;
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r) bopmyny  mepecyera  TpeOyeMOro  KOJUYECTBA  AKTUBHOU
dbapmaneBTHUEeCKOM CyOCTaHIIUM JIJIsi TPOU3BOJICTBA TOTOBOM MPOAYKIIUU Ha
OCHOBAaHHUH COJIEPKaHUsI OCHOBHOTO BEIIECTBA;

n)uapopmanuo 00 o00beMax MPOU3BOJICTBA U pa3Mepax Ccepui
(Hanpumep, MaclITaOMPOBAHHBIE CEPUU WM MPOU3BOJCTBO KAMITAHUSIMHU);
ONHCaHNE AHATUTUYECKUX METOJIHUK;

€) ompe/ieIcHue W OOOCHOBAaHHME CTPATETUM KOHTPOJA (HaAmpumep,
oTnpeJelieHue KPUTUYECKHX IIOKa3aTeJlell KauecTBa sl Crelu(pUIecKux
JEKapCTBEHHBIX (OPM, OTIPEIETICHIE KOHTPOJIbHBIX TEXHOJIOTUYECKUX TOYEK,
TpeOOBaHMs K KayecTBYy MPOAYKIMH, KBaJU(UKAIMUSI JIHUANA30HOB
KPUTHUYECKUX MapaMeTpoOB IMpoliecca, KapThl CTATUCTHUYECKOTO KOHTPOJI,
OITUCAaHNE BHYTPUIIPOU3BOJCTBEHHOTO (MEXKOIEPAIMOHHOTO) KOHTPOJIA);

) MPOEKTHOE Tod€ (IPOCTPAHCTBO TMPOEKTHBIX MapamMeTPoOB), B
cllydasiX, €CJId Takoe ObLJIO ONpeNeseHO B IUlaHe TpaHcdepa (Hampumep,
OLICHKa PHUCKOB, JKCIEPUMEHTaJbHbIC JaHHBIC, MOJEIU, KOTOPHIC OBLIH
CTaTHUCTUYECKU OIEHEHBI M TPOBEPEHBI B MOJIHOM MaciTabe, MpUMEHUMOCTh
OPOCTpPAaHCTBA  NPOEKTHBIX  MapaMeTpoB Ui  HMCHOJb30BaHUSA B
OPOMBIIUICHHOM  MaciuTade TyTeM  MOpUMEHEHUs  Kod()PHUIIMEeHTOB
MacIITa0UPOBAHMUSI WJIM HE3aBUCHMBIX OJKCHEPUMEHTOB, WM Oblia JH
HE3aBUCUMOCTh IMapaMeTpOB OT MaciiTaba MOATBEp)KIIEHA MHBIM 00pazoM,
JI0Ka3aTelbCTBO TOTO, YTO BCE TMOKa3aTelid KadecTBa MPOAYKTa
COOTBETCTBYIOT YCTaHOBJICHHBIM KPUTEPUSIM);

3) nHGOPMAIIHIO O BAWAAIUK Tpoliecca (HampuMep, BaTUJallMOHHbIC
IIPOTOKOJIBI ¥ OTYETHI);

1) ©KEroIHbIe 0030pbI Ka4eCTBA MPOAYKIIUU;

K) *HQOpPMAIMIO 1O CTA0WJIBHOCTH TOTOBOM MPOAYKUIMU U (WIIM)

MPOMEXYTOUYHOU U (WJIK) HepacPacOBAHHOUN MPOIYKIUU;
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J) yTBEPKJICHHBIM  TMEpEYEeHb  MPOTOKOJOB W CTaHJAPTHBIX
ONEPAIMOHHBIX IPOLEAYP IO IPOU3BOICTBY,;
M) WHBIE Ba)XKHbIE JJIA Tpoliecca MPOU3BOJCTBA U KOHTPOJS KayecTBa

JIEKapCTBEHHOT'O CPEJICTBA CBEACHMUS.

AHaN3 pacxoKICHUN

43. JIrobble mporecchl, KOTOPhIE OKA3bIBAIOT BIUSHUE HA MMapaMeTphl U
IPOTEKAHWE TEXHOJIOIMYECKOr0 MPOIlecca MM KadeCTBO JIEKAPCTBEHHOTO
CpeIcTBa,  JOJKHBI ~ OBITH  OMNpENETCHBI,  OXapaKTepU30BaHbI U
JTOKyMeHTHUpoBaHbl. [IpuHHUMaroIeil cTopoHe, Ha OCHOBAaHWU WH(OpMaIUH,
MOJIYYCHHOW OT TIepefaroniell CTOPOHBI, CIEAyeT pPacCMOTPETh CBOH
COOCTBEHHBIC TEXHHWYECKHE BO3MOYKHOCTH IO TIPOM3BOJCTBY U YyIaKOBKE
JIEKapCTBEHHBIX CPEJICTB, a TAKXKE pa3padoTaTh COOTBETCTBYIOLIUE paboune
Ipolenypsl M JOKYMEHTAIMIO TPEANpUsITHS [0 Havajla IPOU3BOACTBA
OTIBITHO-TIPOMBITIUICHHBIX U (MJIN) WHKEHEPHBIX CEPUH.

44 Tlepenatomass cTtopoHa (WU TPEThs CTOPOHA) COBMECTHO C
NPUHUMAIOIIEH CTOPOHOW JIOJDKHBI OIEHUTHh COOTBETCTBHE M CTEIEHb
TOTOBHOCTH TPUHHUMAIOIIECH CTOPOHBI A0 Hadaia TpaHcdepa (gap analysis)
JUTSL TIOCJIENYIONIeH KOPPEKTUPOBKU C LETBI0 HUBEIWPOBAHWS BIUSHUS Ha
KaueCcTBO JICKAPCTBEHHOTO CpEACTBA. lakas OILIEHKa TPOBOJUTCA B
OTHOIIIEHWW TIOMEIICHHH, 000pYyJOBaHMS, IEepCOHANA, CHUCTEMBI KayecTBa,
BCIIOMOTATENIbHBIX yCIyr (HampuMmep, Mporeaypa 3aKylok, Mporeaypa
KOHTPOJII  KadyecTBa, B  TOM  YHCIE€  BHYTPUIIPOU3BOJICTBEHHBIN
(MexomepanMoHHbI) KOHTPOJIb, CHCTEMa JOKYMCHTAIIMH, BaJHIalds
AHATUTHYECKUX METOJIUK, BAJIHMJANNS KOMIBIOTEPU3UPOBAHHBIX CHUCTEM,
IpoIeayphl  OYNMCTKH, KBagU(UKAIMS  TOMEIICHWH, KBaau(pUKaIUs
o0OpyI0BaHUs, IOJIYyYEeHHE M KadeCTBO BOABI I (HapMaleBTHYECKOTO

IMpON3BOACTBA, IIOPAIOOK O6paH_IeHI/I$I C INPOU3BOACTBCHHBIMHU OTXOI4dMH,
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TPaHCTIOPTUPOBKA). PekoMeHaanuu 1o nopsiiKy OpoBeAeHus U 0hOpMIICHUS
aHAJIN3a PACXOXKICHUM MMPUBEAECHBI B HACTOAIIEM pa3JIcIie.

45. Pacxox/1eHUSI TOJDKHBI OBITH BBISIBIICHBI, CIICIYET OINPEICIUTh HX
KPUTUYHOCTh IS JIEKAPCTBEHHOTO CPEACTBAa M MPOIECCa IMPOU3BOJICTBA
pa3palboTaTh IUIAaH MEPOINPHUATHI MO YCTPAHEHUIO WM HUBEJIMPOBAHUIO
PACXOXKJICHUM, a TAKXKE YCIOBHUS I TapaHTHUU SKBUBAJIECHTHOTO KA4e€CTBA

JICKApCTBCHHOTI'O CPpCACTBA.

Ornepanuu o yrmakoBKE U YIAKOBOYHBIE MAaTEPHUAJIbI

46. Tpancdep omepanuii Mo YMNAaKOBKE JOJDKEH CIIEIOBAaTh TEM K€
JTamam, 4to U TpaHcdep Npor3BOACTBA MOJHOIO LUKIIA.

47.UadopManvsi MO yHaKOBKE OT IMEPENaroIIel CTOPOHBI B ajapec
NPUHUMAIOIIEH CTOPOHBI, BKIIIOUAeT B ceOs creuu@uKaluyl Ha MaTepHalibl
NEpPBUYHOM W (WJIM) BTOPUYHOM YMAaKOBKH, TPEOOBaHUS MO MPOU3BOJCTBY,
JIU3aliHy YIAKOBKH M MapKHUPOBKE, a TAaKXE MEPONPHUATHS NO KOHTPOJIIO
NEPBOTO BCKPHITUSA U MEPONPUSITHUS NPOTUB (paibcuPuKaLg, HEOOXOIUMbIE
JUTSL KBATM(PUKALIMKM YITAKOBOYHBIX MATEPUAJIOB Ha IJIOIIAJIKE TPUHUMAIOILIEH
CTOPOHBI.

48. lns KOHTPOJIA YIaKOBOYHBIX MaTepHuaioB JOJIKHBI
IPEIOCTABIATHCS CHeM(PUKALMN HA TIEPBUYHYIO U BTOPUUYHYIO YIIAKOBKY U
MAaKeTbI [l IEPBUYHON U BTOPUYHOMN YIIAKOBKHU.

49.B ToM ciy4ae, €ciau MPUHUMAIOIIAs CTOPOHA MO OOBEKTHUBHBIM
OpUYMHAM HE MOKET HCIOJIb30BaTh 3asBJICHHBIC TMEpEaroliel CTOpOHON
yIaKOBOYHbIE MaTepuajbl, HEOOXOAUMO OCYUIECTBUTH BHIOOP YIMAaKOBOYHBIX
MaTepUalOB MaKCHUMaJbHO NPUOJMKEHHBIX IO XAapaKTEpPUCTHKAM M Ha
OCHOBaHUM  MPEJOCTaBIECHHONW  HMH(pOpMAIMM  MPOBECTH  HU3YUYEHUE
OPUTOJHOCTH 3TUX YHNAKOBOYHBIX MAaTEpHAIOB C LEIbI0O HX MEPBUYHON

KBaJII/I(bI/IKaI_II/II/I. YnakoBOYHBIE Marepuajibl CHUTAOTCA IMPUT'OAHBIMU, CCIIN
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OHH TIPEJICTABIITIOT COOTBETCTBYIOIIYIO CTEMEHb 3aIUThI JIEKAPCTBEHHOTO
CpeICTBa OT HEOJArONMPHUSATHOTO BO3ACUCTBHs (DAKTOPOB BHEIIHEW CpPEIbI,
CIIOCOOHBIX TOBIMATH Ha KadecTBO WIM 3()(PEKTUBHOCTH JICKAPCTBEHHOIO
cpencTtBa (HampuMmep, CBET, TeMIleparypa, arMoc(epHble Ta3bl W TMapbl
BO31ayXa (KUCIOPOJ, YIJIepoJia OKCHABI, Bjiara M Jp.)), O€30MacHOCTh
(OTCyTCTBHE BBIJICJICHUS HEKENATEIbHBIX  BEIIECTB), COBMECTUMOCTH
(oTcyTcTBHE COpOLIMM  KOMIIOHEHTOB JICKAPCTBEHHOT'O  CpEICTBa) U
(GYHKIIMOHAILHOCTh C TOYKU 3PCHHS JOCTaBKH JIEKAPCTBEHHOTO CPEACTBA.
VYnakoBKa JOJDKHA 3alUIIATh JIEKAPCTBEHHOE CPEICTBO OT MOBPEKICHUS
busnueckumu (akropamu (HapUMeEp, MEXaHHUECKOTO BO3JCHCTBUS WIH —
BO3JICHCTBUSA CBETA, YIbTPA(PHOICTOBOIO U3IYUCHUS, BIAKHOCTH U T.1. (Ipu
HEOOXOJAMMOCTH)) U XUMHUYECKOH MOIU(pUKAIUU (B TOM YHCIE OKHCICHHS
KHCIIOPOJIOM BO3/yXa, MpU HEOOXOIUMOCTH). B ommcaHHBIX cioydasx,
TpeOyeTcs MPOBEACHUE HCCICAOBAaHUN BIMSHUS TEPBUYHBIX YIMAKOBOYHBIX

MaTcprajIoB Ha CTa0MJIBHOCTD JICKAaPCTBCHHOI'O CPCACTBA.

[Tomemenust 1 060pyI0BaHKE
[Tomenenns

50.Ilepenaromasi cTopoHa JOJDKHA TMPEAOCTABUTH MPUHUMAIOIIEH
CTOPOHE MH(POPMAIUIO O MJIAHUPOBKE, KOHCTPYKIUHU M (DUHULIHOW OTIEINIKE
noMenieHn, HHHOPMAIINI0 00 WHKCHEPHBIX CUCTeMax (CHUCTeMax Harpena,
BEHTWISALMM W KoHAWIMOHUpoBaHus Boszayxa (HVAC), temneparypsi,
OTHOCUTENIbHOM BJIQXXHOCTH, CUCTEMbl BOJOCHAOKEHHUS, 3JECKTPOCHAOKEHUS
U CXKaTOro BO3/yXa), KOTOPbIE MOTYT OKa3bIBaTh BIHMSHHUE Ha MPOIYKIIHIO,

IpoucCChl MJIM METOJHUKH.
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51.Ilepenaromasi CTOpOHA JOJDKHA MPEIOCTABUTh MPUHUMAIOUIEH
CTOpOHE HWH(OpMaIHMI0 MO BOMpocaM OE€30MaCHOCTH, OXPaHbI 3/I0POBbS U
OKPY>KaIOIIEeH Cpebl, KOTOpasi BKJIIOYAET B CEOs:

a) pUCKHM, TPHUCYIIME TMPOLECCY MPOU3BOJCTBA (HAapUMEp, PHUCKH,
CBSI3aHHBIC C MPOTEKAIOINUMU XUMUUYECKUMH PEaKIUsIMU, PUCKHU, CBSI3aHHbBIC
C BO3JICUCTBHMEM (XapakTep, Bpemsi, OOBEKT U Jp.), PUCKH IOXKaApPO- H
B3PBIBOOITACHOCTH);

0) TpeboBaHUs MO OXpaHE 3J0POBbS M 0€30MACHOCTU JJISl CBEJICHHS K
MUHUMYMY BO3MOXHOCTEH BO3JICUCTBUS Ha OIEpaTopoB (Hampumep,
atMocdepHas jokanuzaius papmManeBTHUECKON MbLIN);

B) aCHEKThl IUIAHUPOBAHMS JCUCTBUUM B YPE3BbIYAHHBIX CHUTyalUAX
(HampuiMep, B ciiyyae BbIOpoca ra3a WJIM IbLIH, pO3jKBa (pacChIaHus),
noXkapa M CJIMBa BOJIbI JUIsl TOKAPOTYLIEHHUS );

r) uHbOpMaIKIO 0 TIOpsiIKe cOopa, XpaHEeHUsS U 0€30MaCHOTO yIaJeHus
OTXO0/I0B, MH(POPMAILIMIO MO MOBTOPHOMY HCIOJIb30BaHUIO, MepepaboTKe U

(WK) yTUIU3AlUU OTXOOB.

O6opynoBaHue

52.Tlepenarommasi CTOpoHa JOJDKHA TIPEAOCTABUTH NPUHUMAIOIIEH
CTOpOHE TIepeueHb OOOpYyJOBaHHS C YyKa3aHUEM THUIIOB U MoJemei
00Opy/ZIOBaHUsI, BOBJICUCHHBIX B TMPOLECCHl TMPOU3BOJACTBA, (HACOBKH,
YIAKOBKHU U (MJIM) KOHTPOJISI Ka4eCTBA MEpeaaBaeMbIX MPOIYKTOB, BMECTE C
JTOKYMEHTaMU 10  KBadu(UKAMKM W BaJuJalud  00OpYJIOBaHMUS.
Heobxoanmast qokymMeHTaIs MOXET BKJIFOYATh B CEOsI:

a) YePTEXKHU;

0) pyKOBOJICTBA;

B) KYpHQJIBI ~ PErucTpalid  OSKCIUTyaTalluk W OOCIyKUBaHUS

000pyI0BaHUS;
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T') KypHJIbl PETUCTPALIUU KATUOPOBKHU 000PYI0BAHUS;

1) OMMCaHue MpOLEaypbl (HampuUMep, HACTPOWKH, OSKCIUTyaTallluH,
OYMCTKH, OOCTY>KMBAHUSI, KATUOPOBKHU M XpPaHEHUSI 000PYIOBaAHMS ).

53.IlpuauMmaromas ~ CTOpoHAa  JOJDKHA  TMPOBECTH  MPOBEPKY
uH(poOpMalMy, TMPEJOCTABICHHOW MEpelalllel CTOPOHOM, U  CBOEro
COOCTBEHHOTO OOOpPY/IOBaHUs, BKIIOYAIOMIErOo B ce0sl KBAIM(PUKAIMOHHBIN
cratyc (1Q, OQ, PQ) Bcero obopyaoBaHus W CHUCTEM, a TakXXe IPOBECTH
CBEpKy 00OpyJIOBaHMS Ha 2 IUIOMIaJIKaX B  OTHOIICHUH  €ro
(yHKIMOHAILHOCTH, TUIIOB, MOJIENIEH U KBAJIM(PUKALIMOHHOTO CTaTyca.

54. [IpuauMaroIIas ¥ mepeIaroias CTOPOHBI TOJDKHBI POBECTH aHAIN3
pacXoXXIeHWW Uil ompefeneHus — TpeOOBaHMM MO ajganTanyu
CYILIECTBYIOIIETO 000pyI0BaHUsl (UM TPUOOPETEHN HOBOTO 000PYA0BaHMS)
WM BHECEHHMIO M3MEHEHHUS B MPOIECC MPOU3BOJCTBA JJIA TOrO, YTOOBI 1aTh
MPUHUMAIOIIEH CTOPOHE BO3MOXKHOCTH BOCIPOU3BEACHUS TEpPelaBacMbIX
TEXHOJIOTHYECKUX TIporeccoB. [lpm mpoBeneHnnm aHanmm3a pacxoKISHUN
HEOOXOIUMO YUYUTHIBATh TpeOoBaHUsI [IpaBun HaJIeXKaIen
MIPOM3BOJICTBEHHOMN ITPAKTHUKHU.

55. [IpuauMaroIiasi CTOpoHa BO BpeMs COCTaBIICHUS TEXHOJIOTUYECKHUX
KapT Win OJIOK-CXeM TIepenaBacMOro Ipollecca MPOU3BOJCTBA (BKIIOUAs
MOTOKW JBM)KCHHUS TIEPCOHAJIa M MaTepHUAJIOB) JOJDKHA MPOaHAIU3UPOBATH
MO3UIIMKA Pa3MEIICHUS] BCEX CIMHMI] 00OPYJAOBaHHUS C y4ETOM CHEIU(HUKH
MOMEIIECHUM (31aHu).

56. Takke HEOOXOIUMO OMPENETUTh CTENEHb BIUSHUS TPOU3BOICTBA
HOBBIX TPOAYKTOB Ha TMPOMW3BOJCTBO CYMIECTBYIOMIMX TMPOIYKTOB C
WCIIOJIb30BAHUEM OJIHOTO M TOTO e 000pyA0BaHUSI.

57.JTro0ble M3MEHeHHsT 000pyAOBaHUsI, TPEOYIOIIETO aJanTalluu JJs
MOJIydeHUSI BO3MOYKHOCTH BOCIPOM3BEICHUS TIEPEIaBacMOTO MpoIecca

IPOU3BOICTBA, JOJIKHBI 0DOPMIISATHCS JOKYMEHTAIBHO B TUTaHe TpaHcdepa.
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58.Ha pganHOM »Tame, y mMepenarmied CTOPOHBI JIODKHBI OBIThH
BBISBJICHBI M OIpEJeCHBI JTI00bIe MPOOJIEMBI, CBI3aHHBIE C YCTOMUYHUBOCTHIO
mpoIiecca Mpou3BOJICTBA ISl TOT'O, YTOOBI IPUHUMAIOIIAs CTOPOHA B MOMEHT

TpaHc(epa IpoBelia BCe MEPOIIPUATHUA ISl UX YCTPAHEHUS.

VIII. Onpenenenue kit04eBbIX HABBIKOB IEPCOHANA.
OO0yueHue nepcoHasna

59.Tlepenatommass ¥ TpUHUMAIOIIAST CTOPOHBI JOJIKHBI COBMECTHO
peann3oBaTh MpOrpaMMbl  OOy4YeHHUs NEepcoHana, KOTOpbIE  MOTYT
noTpedoBaThcsl B CBSA3M CO CHEUU(UKON IMepeaaBaeMoro JIEKapCTBEHHOTO
CpeACTBa, TEXHOJOTMH W (WJIM) AaHAIMTUYCCKUX METOAUK (Hampumep,
o0yuyeHUE aHATUTUYECKUM METOJMKaM WJIM UCIOJIb30BAaHUI0 000PYAOBAHUS)
Y IIPOBECTH OLIEHKY PE3YJIbTAaTOB O0YUYEHUSI.

Bun wu oOpem oOydyeHust  ompenensieTcs  PyKOBOJIUTEISIMU
OpUHUMAIOIIEH U nepenaroniel ctopoHbl. OOydeHHe MOXKET IpPe/CTaBIsATh
coOOM YCTHBIE PEKOMEHAALNH, JEMOHCTPAIMIO TEXHOJOTHH, aHATUTUYECKUX
METOAMK M (WIH) mpakTuyeckoe odyuenue. OOyyeHue MOKET MPOBOIUTHCS
Ha IUJIOIIAJKe MEepeaaroieil CTOPOHbI U (MJIM) Ha IUIOLIAJKe MPUHUMAIOIIEH
cTopoHbl. Bua u 00bem 00ydeHus BKIIIOYAaeTCs B TJIaH TpaHcdepa.

Ecnu nexkapCTBEHHOE CPECTBO MMEET HECKOJBKO PA3HBIX JO3UPOBOK,
oOy4yeHue cleayeT MNPOBOAUTh TOJBKO B OTHOLIEHHWU TEX JO3UPOBOK,
KOTOpbIE CUUTAIOTCS HaumboJjee npodieMaTHYHbIMU (HampuMmep, JO03UPOBKH,
TpeOytole HanboJbilero oobemMa padboT, UMEIOIIME HAUMEHBIIYI0 Maccy U
T.JA.) OJHAKO 3TO NPUMEHHMMO B TOM Clly4yae, €CJIM METOAUKUA padoT,
MPUMEHSIEMbIE JJISl APYTUX JO3UPOBOK, SIBJSIFOTCS aHATIOTUYHBIMU.

Cnenyer coctaBuTh Tmporpammy oOydeHusl. Bce gedcTtBus 1o

OOy4eHHI0O W €ro pe3yJbTaThl cieayer oQOpMISATh JTOKYMEHTAJIBHO.
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JlokymeHT 00 o0O0ydYeHHH JOJDKEH OBIThb TOANKCAH IMepedaromeid Hu
MIPUHUAMAIOIIEN CTOPOHAMH.

JlokyMeHT 00 oOyd4eHuH, JODKEH COJACp)KaTh, KaK MHHUMYM,
CJIEAYIONLYI0 HHPOPMAIHUIO:

a) ®UO coTpyaHuKa, T0IKHOCTb, OIPa3ICICHUE;

0)KpaTKoe ONMHMCAaHWE TEXHOJOTMH U (Wiu) (IepeueHb aHATUTHYCCKUX
METOAMK), B OTHOIIEHUH KOTOPOH OBLIO MpOMIeHO OOy4YeHHE C yKa3aHUEM
HOMEpa JOKYMEHTOB (TE€XHOJOTHMYECKUX HHCTPYKIIMMA, MPOLEAYP, METOIMK
UCIBITAHUI);

B) OIICHKY PE3YJIbTaTOB, MOJYYEHHBIX COTPYAHUKOM IPU BHITOJIHEHUU
aHAJTUTUYECKON METOJUKH 1O KOTOPOU MPOBOJUTCS OOyUYEHUE;

r) uH(OPMAIIUIO O JIHIIE, MPOBOIUBIIEM 00YUYEHHUE;

n)uHbOpMaIMI0O O TOM, MMEET JU MPaBO COTPYIHUK, MPOIICAIINAN
oOy4yeHue, MPOBOIUTH OOYyUYEHHE JPYTUX COTPYAHUKOB IO TEXHOJOTUHU
(aHaTUTUYECKMM METOJUKaM), B OTHOIIICHHH KOTOPBIX MPOMJICHO 00yUYEHUE;

€)3aKJII0UeHHE O  pe3yjibTare  OOydeHHMss U BO3MOXHOCTHU
CaMOCTOSITE]IBHO ~ OCYIIECTBJIATH  MPOM3BOJACTBO W (WJH)  aHAIM3

(YTBEpKAaeTCsl pPyKOBOJIUTENIEM MEPENAIOLIEH CTOPOHBI).

| X. IIpoBeneHne aHanm3a v OLIEHKU PUCKOB JIJIsi KAUECTBA

60. AHayIU3 PUCKOB JJIs1 KaueCTBa MPOBOUTCS COBMECTHO IepelaroIieit
U TPUHUMAIONIEH CTOpOHaMHu coryacHo TpeOoBaHusM TiaBbl II wactu 111
[IpaBun Haaexamien Npou3BOJICTBEHHON MPAKTUKH.

61.Ha ngamHoM »9Tame  paccMaTpUBAIOTCA  BO3MOXHOCTH  TIO
COBMEUICHHUIO MPOU3BOACTBA U MPOBOAUTCS aHAIN3 PACXOKICHUN, KOTOPBIN
BKJIIOYAET clieaytouiue (akTophl:

a) MUHUMAJIbBHYIO 1 MAaKCUMAJIBHYIO ITPOU3BOAUTCIIBHOCTD,
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0)o0opyaoBaHUE: MaTepuad KOHCTPYKIIMU, KPUTHUYECKHE MapaMeTphl
mpoIiecca, KpUTHIECKUE KOMIIOHEHTH 000py0BaHus (HarpuMep, GUiIbTPHI,
9KpaHbI (CUTA) U IATYUKH TEMIEpaTyphl U JaBJICHHUS );

B) MEXaHU3MBl 3aKyNKH ¥ YIPaBIEHUS TOBAapHO-MaTePHATLHBIMU
3arnacamu;

I') KJIFOUEBBIC HABBIKY TIEPCOHANA,

) KpUTUYECKHE TO0KA3aTeJIM KadyecTBa (HampuMep: OTJIWYMS B
crenu@uKaIuiax, aHATMTUIECKUX METOMKAX );

€) OTJIMYHS B CHCTEMaxX 00eCTICUeHHsI 1 KOHTPOJIS KauecTBa,

K) BaJIMJAIMOHHAS TOJIMTHKA B OTHOIICHWH KOMIIBIOTEPHBIX CHCTEM,
KBAIM(PUKALIMU TOMEIIEHUH, 000pYy10BaHUsI, TH)XEHEPHBIX CUCTEM (CUCTEMBI
BOJIOTIOJITOTOBKH, BO3{yXOMOATOTOBKHU U T.1.);

3) oOpareHue ¢ 00pa3yIUMHUCI 0TX0AaMU;

1) pa3Inyuus B HOPMATUBHBIX TPEOOBAHUSIX PA3IMUHBIX TOCYAAPCTB MpU
BBITIOJTHCHHH MEKTOCYTapCTBEHHOTO TpaHcdepa.

K)MHBIE BOIPOCHI B COOTBEeTCTBUM ¢ paznenoM VIl nHacTosero
PykoBojcTBa.

62. Taxke, Ha JAHHOM OJTale MOXKET IOTPEOOBATHCS MPOU3BOCTBO
OMBITHO — TPOMBINUICHHBIX (MUJOTHBIX) CEPUM C 1EIbl0 OOyYEeHHS
NMepCcoHalla W BBIPAOOTKM Yy TepcoHAja HABBIKOB BOCIPOHM3BOICTBA
TEXHOJIOTHH ¥ aHATUTHYECKUX METOIUK.

63.IlocpencTtBOM KadyeCTBEHHOM M KOJUYECTBEHHOM OIICHKHA BCE
BBISIBJICHHBIE OTJIMYMS U PUCKH JIJISl KA4ECTBA HEOOXOAMMO PaCTIPEICTUTh 10
MPUOPUTETHOCTH U pa3paboTaTh MEPONPHUATHS 10 UX YCTPAHCHHIO
(CHIKEHHUIO BO3MOXHBIX PACXOXKICHHK), (HampuMep, PEKOHCTPYKIIHS
MOMEIIEHHU M, TEXHUYECKOe OCHAIIIEHHE (JIOOCHAILICHHE) U JIP.).

64.JIro0bie M3MEHEHUS WIW MOAU(PUKAINHN, OCYIICCTBICHHBIC IPU

TpaHcdepe TEXHOJIOTUHU 1 (MI1) aHATUTHICCKUX METOUK, JTOJKHBI OBITh:
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COIJIaCOBaHbl 00EMMH CTOPOHAMH,

oopMIIEHBI TOKYMEHTAJIBHO B IMOJIHOM 00BhEME;

MPOBE/ICHBI YEPE3 CUCTEMY KOHTPOJISI UBMEHECHUH.

65.1lo pesynpTataMm MpoBeAEHHON PabOTHI MO YIPaBICHUIO PUCKaAMU
JUISl KauyecTBa OMPENENIeTCsl CTpaTerusi Mo KBAIM(PUKAIMUA U BaIUIALUU
cTpareruvt KOHTpoJisi. COBMECTHO MEpEeAArONIed U TPUHUMAIOIIECH CTOPOHOU

pa3pabartsiBaeTCs MPOTOKOJ TpaHchepa.

X. Pa3paboTtka npoTokosa Tpanchepa

66. [IpoTokon Tpancdepa pa3padaTbiBaeTCsS C YIYETOM COTIACOBAaHHOTO
CTOPOHAMHM COTJIAIICHUS WJIM IUIaHa TpaHcdepa W JOJDKEH MepedUcCiiTh
HEO0OXOAMMBIC TIOCTIEIOBATEIBHBIC 3TAMBI TpaHC(epa B 3aBUCUMOCTH OT BUA
TpaHcdepa u BKIIIOYATh B ce0s (HO HE OTPAHUYMBATHCS ITUM):

a) 00JacTh (TpaHuLbl ¥ (WI1) 0OBEKT TpaHcdepa);

0)enu u 3amauu TpaHcdepa;

B) KJIFOUEBOM MEPCOHAJ U 00JIACTH €r0 OTBETCTBEHHOCTH;

') CPOKU (BpeMEHHBIEC paMKH) TpaHcdepa;

1) CTpaTeruto Tpancdepa;

€) CTpaTeruto KOHTPOJIs (117151 TpaHcdepa TEXHOJIOTHN);

) KpUTEpUHU YCIEITHOCTH TpaHcdepa;

3) OPSIOK 00yUYeHHUs epCcoHaa, OLEHKY pe3yJIbTaToOB,;

1) LICHTU(PUKAITUIO KPUTHYECKUX KOHTPOIBHBIX TOYCK;

K) 9KCITIEPUMEHTAJILHBIN TIIaH TpaHchepa W KPUTEPHH TPHEMIIEMOCTH
(1151 aHATUTUYECKUX METOIUK);

7)crieniuKanuy Ha CBHIPbE, MaTepHalbl, JICKAPCTBEHHOE CPEICTBO,
Kakue-mu0o JeTalu B OTHOIICHUH OOpas3ioB s TpaHchepa (MCXOAHBIC
MaTepHuaIbl, TPOMEKYTOYHBIC TPOIYKTHI U TOTOBASI MPOAYKITHS);

M) OIIEHKY TOTOBOT'O IIPOJIYKTa,
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H)MEpPOMNPUATHS TI0 XPAHEHHIO apPXUBHBIX OOpa3IOB aKTUBHOU
(dhapMareBTUUECKOM CcyOCTaHIINH, IIPOMEKYTOUHOU MPOYKITHH,
Hepac(acoBaHHOW  TPOMYKITUU M TOTOBOM MPOAYKIMH, a TaKkKe
uHpopMaIMi0 O CTaHAAPTHBIX oOpaslax M UHOpPMAIMI0O O TMOPSIKE
MPOBEICHUSI MOHUTOPUHTA CTA0OUIILHOCTH;

0)00beM KBATM(UKAIMOHHBIX M BaJUJAIMOHHBIX pabOT (BKIOYAs
BaJTUAIMIO AaHAIMTUYECKUX METOHUK);

1) U3BMEHEHHUS B TpaHcdepe,;

p)TOPSAIOK JNEUCTBUM TpPU  OTKIOHEHUSX WIM TPU TOJTYyUYECHUH
pE3yIbTATOB, HE COOTBETCTBYIOIIUX KPUTEPUSIM TPUEMIIEMOCTH;

C) MOPSIAOK JIEMCTBUM TIPU BBISIBICHUM HECOOTBETCTBUS KauecTBa
JIEKapCTBEHHBIX CPEACTB, MPOU3BEICHHBIX B Mpolecce TpaHcdepa, mocjie ero
3aBEpUICHUS;

T) IEpPEYEHb  JIOKYMEHTAllMM,  MOPEAOCTABISIEMOW  MEpEAaroieu
CTOPOHOW;

y) IPUIOKEHUS.

[Tpumepsl poOTOKOJIOB TpaHchepa MPUBEACHBI B MPUIOKEHHUSIX No 2 u
6 k HacTosmeMy PykoBoacTBy.

67.1Iporokon TpaHcepa AOMKEH MOMIEPKHUBATHECA B aAKTYaJbHOM
COCTOSIHUM W TI0 Mepe TOSIBJIICHHS] HOBOW HH(pOpMAaIUM, MEePEeHOca CPOKOB
paboT u T.A. CBOEBPEMEHHO JOMOJIHITHCSA, BHOBbH BBISBICHHBIC PHUCKU

JOJIPKHBI OLICHUBATbHCSI.

XI. Kpanudukanus mpou3BOICTBEHHBIX TOMEIICHHH,
000py/I0BaHUS U HHKEHEPHBIX CUCTEM

68. Crenenp npoBoAUMON KBaMU(UKAIUKM U (WJIM) BATUAAIMNA JTOHKHA

OoNpCACITBCA Ha OCHOBC IIPHUHIIMUIIOB YIIPABJICHUA PUCKAMHU JIA KAUCCTBA.
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69. PesynbpTaThl KBaTU(UKAIMA W BATHIANNHN JOJDKHBI O(DOPMIISTHCS
JIOKyMEHTAIBHO.

70.IIpyuHuMarome  cTopoHe  CleAyeT  MNPOBEpUTh U,  TIPHU
HEOOXOAMMOCTH, OOECIEUNUTh HaJU4YUE CIEAYIOIMX (COOTBETCTBYIOUIUM
00pa3oM BBIIIOJTHEHHBIX ) TPOTOKOJIOB BaTUAALNH:

naHHple 1o  kBamdukanuun  MoHTaxka (1Q), xBammdukammm
dbyukimonupoBanus (OQ) wu, kBamudukaruu skcrryataiuu (PQ)  ms
TEXHOJIOTUYECKOTO M YINAKOBOYHOTO  00OpyJOBaHMs, a  Takke
aHAIMTHUYECKOTO 000PYI0BaHUS HA IIOIIA/IKE MPUHUMAIOIIENH CTOPOHBI;

KBamu(dUKalMs  NPOU3BOACTBEHHBIX  IMOMEIICHUM, a  TaKxke
MH)XEHEPHBIX CHUCTEM Ha IUIOLIAJAKE IPUHUMAKOLIEN CTOpOHBI. Bce
WH)KEHEPHBIE CUCTEMBbI, KOTOPbIE MOTYT HOBIMUATH HAa KA4E€CTBO MPOIAYKIIHH
(Hampumep, Tap, ra3bl, CXKaThIi BO3JyX, a TaKX€ CHUCTEMbl HarpeBaHUS,
BEHTWIALIMM ¥  KOHJUIMOHWPOBAHUS  BO3AyXa), JOJKHBI  MPOUTHU

KB (PUKALIMIO.

XIl. OcobennocTu Tpancdepa aHATUTUYECKUX METOJIUK

71. Tpancdep aHATUTHUYECKUX METOAMK JOJDKEH OXBAThIBATh BEChH
00bEeM aHATUTUYECKUX HCIBITAHUN, HEOOXOAMMBIX ISl TOJITBEPKICHUS
COOTBETCTBUS TIEPEIABAEMOTO JICKAPCTBEHHOTO CPENICTBA CHEIM(PUKAIMM,
BXOJISIIIIMM B PETUCTPAILIMOHHOE JOChE JICKAPCTBEHHOT'O CPE/ICTRA.

/2. Tpanchep  aHAIUTUYECKUX  METOJMK  TPUMEHSIETCS s
aHAJTUTUYECKUX METOJUK, MPEIHA3HAYCHHBIX 11 KOHTPOJIS:

a) aKTUBHBIX (hapMaleBTUYECKUX CYyOCTaHIINIA;

0)HepachacoBaHHON MPOTYKITNH;

B) JICKAPCTBEHHBIX MPENapaToB;

') IPOMEKYTOUYHOU MPOTYKIIHH;
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1) UCXOJTHBIX BEILIECTB JULSI MIPOU3BOJICTBA AKTUBHBIX
dhapManeBTUUECKUX CyOCTaHIINMT;

€) BCIIOMOTaTENbHBIX BEIIECTB;

) ONpPENENICHNUs OCTATOYHBIX KOJMYECTB BEUIECTB MOCIE MPOBEICHUS
OYUCTKU (0OPa3IOB OUUCTKH);

3) KpUTUYECKUX [apaMeTpPoOB TEXHOJOTMYECKOro mpouecca (mpu
HEOOXOJIUMOCTH).

73.Banuganus aHaIUTHYECKUX METOJUK OCYIECTBIAECTCS Ha JTame
(dapmaneBTHUECKON pa3pabOTKu, MOATOMY MpPU TpaHCcPepe aHATUTHUYECKUX
METOAMK BO3MOXHO TMpOBEAEHUE Bepu(UKAUMU, a HE Badugaluu
AHAIMTUYECKUX METOAMK, MPU HAJUYUU COOTBETCTBYIOLIEIO OOOCHOBAHUS.
HckmoueHuem SBISAIOTCA crenupuyecKue aHAIUTUYECKUE METOJUKH, IS
KOTOPBIX HEOOXOAMMO ITPOBECTH BATMAAIIMIO TIPH TpaHCchepe.

[Ipu npoBeaeHun BepU(PUKAUMU  OLEHUBAIOT  COMOCTABUMOCTD
HEOOXOAMMBIX BaJIMIALMOHHBIX XapAKTEPUCTUK KOHKPETHON aHAJTUTUYECKON
METOJMKH y TIepefarolield W TPUHUMAIONICH CTOpOH (Hampumep, Npu
KOJIMYECTBEHHOM OINPEAEICHUN IpUMEceld MOTYT IOATBEPXKAATh TaKWe
BAJUJALMOHHBIE  XapaKTEpUCTHUKH, KaK Mpelea  KOJIMYECTBEHHOTO
OIpeeNICHHs] ¥ TPEIU3UOHHOCTh). BBIOOP BAIMIAMOHHBIX XapaKTEPUCTUK
JUTsl IPOBEJIeHUsI BepUUKAIUU AOJKEH ObITh 0OOCHOBAH.

74.O0b1yHO (hapmakorieiiHble METOJAUKHN HE HYXKJAIOTCA B TpaHcdepe.
Ecmu ¢dapmakoneiiHplii MeTOA AOMYyCKAaeT pAa3jIM4YHOE WCIOJHEHUE U
aHaJIMTUYeCKass MeEToJMWKa JopadoTaHa W BaJUAMpPOBaHA Mepeaarouieil
CTOPOHOM ISl KOHKPETHOTO TMpPOW3BOJCTBA, TO TpaHcep Takoil
aHAIMUTUYECKOM METOAMKM HeoOxoauM. B 3Tom ciayuae mnpoBOAST
Bepu(UKALIMIO METOAMKU B COOTBETCTBUM C IYHKTOM /3 HACTOSAIIETO

PykoBojcTaa.
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75.1lepenaroniasi ¥ TPUHUMAIOIIASE CTOPOHBI COTJIACYIOT MEPEYEHBb
AHATUTUYECKUX METOJUK MOJJeKAIINX TpaHCPepy U BKIIOYAIOT UX B IJIaH
Tpancepa © mpoTokod TpaHchepa. Ilpu BbIOOpPE M  COTIACOBAaHUHM
AHAJTUTUYECKUX METOJUK YUUTHIBACTCS CJIOXHOCTh W THUIl METOJIUKHU, OIBIT
IIPUHUMAIOLIEH CTOPOHBI.

76. Tpancdep aHATUTHYECKUX METOJUK CIEAYET YCHEIIHO 3aBEepIIUTh
JI0 Hayvasia MpOBEACHUS UCTIBITAHUS MPU BAIUJIALIUU TPOIECCa MPOU3BOJICTBA,
OCYIIECTBIISIEMOT0 TMPUHHUMAIOIIEH CcTOpoHON. OO0pa3ibl BadUAALIMOHHBIX
cepuil MOTYT OBITh MPOAHAIM3UPOBAHBI, B 3aBUCUMOCTH OT 1171 TpaHcdepa,
Ha IUIOIIAJKEe NPUHUMAIOLIEH CTOPOHBI, MEpeAarouiell CTOPOHBI WU B
CTOPOHHEH (TpeThel) aKKpEeIUTOBAaHHOMN HCTIBITATENILHOM JJabopaTopuu. ITOT
NOAXOJ JOJDKeH OBbITh OMNpelelieH M OTpakeH B IIaHe TpaHcdepa
AHATUTUYECKUX METOJIUK.

[7. Tpancdep TEXHOJOTMH Ha IUJIOMIAJKy MPUHUMAIOIIEH CTOPOHBI
MOXET MOTPeOOBaTh BHECEHUS M3MEHEHUU B MPEUIOKEHHYIO Mepeaaroumen
CTOpOHOU cTpareruto koHTpoJia. Ilosromy, mepen Haudamom TpaHcdepa
AHATUTHYECKUX METOJMK Tepefaronias W MPUHUMAIONIAs  CTOPOHBI
00CYXIar0T, MPUHUMAIOT WM U3MEHSIOT HAOOpP KOHTPOJIBHBIX TOUYCK M (WIIH)
WX XapaKTepUCTUK, HCXOAsI M3 OCOOCHHOCTEH KaXJA0ro KOHKPETHOTO
JIEKapCTBEHHOI'O0 CPEACTBA C MCIOJb30BAaHUEM PUCK-OPUEHTHUPOBAHHOIO
noaxoxa. llocime wero cocraBidlOT IUIaH TpaHcdepa aHATUTUYECKUX
METO/IUK.

[Ipumep mepedHs TUIMHUYHBIX TMOKa3aTelel KauyecTBa (aHAIMTHYECKUX
METOAWK) JUIsl WCTIBITAHUS AKTHBHBIX (apMarieBTUYECKNX CYOCTaHIUU Hu
JIEKapCTBEHHBIX (hOPM, a TaKKe 00pa3llOB OYMCTKH, MPEIHA3HAYCHHBIX IS

TpaHcdepa npuBesieH B Taomuie 1.
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[Toka3arenu kayecTBa (aHATUTHYECKUE METOIMKH ), TIOIBEpTaroIuecs Tpanchepy

Tabnuua 1

Ilokazarenn
KayecTBa
(BUI UCTIBITAHMUS,
METO/IMKA)

AKXTUBHAA
(dhapmarieBTHUECKAS
cyOcTaHIHs

JlexapcTBeHHBIE (POPMBI

Tepabie

ITapenTepanbHble

Wurananuu

Msrkue Kunkxue
(cycrien3un)

TpancnepmaibHble

OdranpMoI0rHYecKe

KosmuecTBeHHOE
ompeieNicHre
(akTUBHOCTB)

+

+ +

OIHOPOIHOCTD
JTO3UPOBAHHBIX
€IIMHUIT

IMpumecu (MpoayKTHI
pasIoKeHHsI)

PactBopenue
(cxopocThb
BBICBOOOXKIEHNS,
BpPEMsI  PacTBOPEHHS
(mucnieprupoBanmst))

E53

ITommmHHOCTD

+

+

Muxpobuonoru-
4yecKasi YUCToTa

FEK

COOTBETCTBHE I03BI

CTepuiIbpHOCTD

dusnyeckne

Fkk K

KpPHUTEpUH

OcraTouyHble
KOJIM4YECTBA
AaKTUBHOM
(hapmaneBTHIECKOM
cybcTaHIun
(TpoBepKa OYNCTKH)

[Ipumeuanmue:
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*
B nosuiuu «apumMecu (MPOIYKTHI pa3IokKeHHs)» TaK K€ PAaCCMaTPUBAIOTCS OCTATOYHBIC OpraHMYecKue pactBopurenu, ocratounbie JJHK kmerku-
MPOAYIICHTA, OCTATOYHBIC OCIIKH U ApP. (€CIIU IPUMEHHUMO).
*%
[To3uiust «BpemMst pacTBOPEHUS (AUCIIEPTUPOBAHMU )» OTHOCUTCS K JTHOPUIM3UPOBAHHBIM MTAPSHTEPAILHBIM ITperapaTam.

“Tosurms «MHKPOOHONOTHYECKAs YHCTOTA» OTHOCHTCS TONBKO K TEM AKTHBHBIM (JapMAIEBTHUECCKHM CYOCTAHIUAM, KOTODBIC MOICPKHBAIOT
MHUKPOOHOIOIUYECKUH POCT.

“Tosumms «pu3HUecKHe KPUTEPHH» BKIIOYACT B CeOsl pasiMuHble IOKA3aTeIH KadecTBa, B TOM 4YHclIe W (apMmakoneiinbie (Hampumep,
HPO3pavHOCTh, IBETHOCTD, pPH, 1 np.). s Takux mokasarerneil kauecTBa OLICHKOH TpaHc(epa aHATUTHYSCKUX METOIUK MOXKET ObITh COOTBETCTBHE
cnennpukanuy ¥ (WIM) COMOCTAaBUMOCTh C Tepenaronieid croponoil. Tpanchep aHaTMTUYECKHX METOAMK MO JAHHBIM MOKA3aTesiM IMPOBOAMTCS Ha

YCMOTPCHUC nepenaromeﬁ 500048 HpI/IHI/IMaIOH_[eﬁ CTOPOHBI.
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78.lns  Tpanchepa aAHAINTHYCCKHX METOJMK  PEKOMEHIYETCS
OoQOpMHUTHh OTHEIBHBIM MPOTOKOJ, OMPEACIAIOIMMI 3Tanbl  TpaHchepa
corjacHo TpeboBaHUsAM MyHKTa 6 HacTosero PykoBocTaa.

[IpoTokon TpaHcdepa aHATUTUUECKUX METOAUK JOJDKEH BKIIIOYATh:
omucaHue, 1eb Tpancdepa, 00s13aHHOCTU CTOPOH, IEPEYEHb AHATUTUYECKUX
METOJIMK, TMOoJyIeXalux TpaHcpepy, BpEMEHHbIE paMKu TpaHcdepa,
cnenudUKald Ha MaTepHasibl, OMUCAaHUE OOpa3lOB U MaTepUATIOB IS
UCIIBITAaHUM, SKCIEPUMEHTAIBHBIN TJIaH TpaHcdepa, B TOM YHUCIE yKa3aHUe
Ha HEOOXOJUMOCTh BaJUJALUM AHAIUTUYECKUX METOAMK, U KPUTEPUH
NPUEMJIEMOCTH, TIOPSAIOK JCHCTBUN MpH TIOJYUYCHUH pe3yJIbTaTOB, HE
COOTBETCTBYIOIIUX KPUTEPUSIM TPUEMIIEMOCTH, JTOKYMEHTAIMIO (BKJIIOUast
uH(dOpMaII0, KOTOpasi JOJKHA OBITH MPEJOCTaBICHA C pe3yjbTaTaMu, U
¢dbopMBI OTUETOB, KOTOpPHIE OYAYT UCIOJIB30BATHCA, €CIIM TAKOBBIE UMEIOTCS);
CCBUIKH; TIOJMKUCH CTOPOH; KaKue-I1u00 JeTalu B OTHOIIEHUU UCTIOIB30BaHUS
CTaHJAPTHBIX 00Pa3IlOB.

[Tpumep odopmieHust MpoToKosa TpaHchepa aHATUTUUESCKUX METOIUK
MpUBEJICH B IpuiioxkeHnu Ne 6 k HacTosiemMy PykoBoJicTBY.

79. O0s13aHHOCTH TIepeIaroIeli CTOPOHBI B OTHOIICHWH TpaHchepa
AHATUTHYECKUX METOJIUK BKIIFOUAIOT B CE0s Clemyolee:

a) o0ydyeHHe CHEeUUaTMCTOB M HMHOI0 NEPCOHANAa CIIykKObl KOHTPOJIS
KadyecTBa CrenupUUIeCKUM aHATUTHYECKUM METOIUKaM (€Clii HE00XO0A1MO);

0) okazaHWe MTOMOIIHN MPY aHATN3€ PE3YIHTATOB UCIIBITAHUM;

B) IPEIOCTABIICHUE BCEX AHATUTHYECKUX METOJIUK JUIsl HWCIBITAaHUS
NepeaBacMbIX JIEKAPCTBEHHBIX CPEJACTB, MCXOJHBIX MaTepUaloB WU
00pa3IoB OYUCTKH;

I') ONpEJIeSICHUE DKCIEPUMEHTAIBLHOIO IIIaHAa TpaHcdepa, YCIOBUS

IIPOBCACHUA HUCOBITAaHUHN U KPUTCPUCB IIPUCMIICMOCTH;
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1) IPEAOCTaBJICHUE  BAJIMJALMOHHBIX  OTYETOB B  OTHOUICHHUH
nepelaBaeMbIX aHATUTUUYECKUX METOAMK, BKIIIOYasi MaTepUaIbl 110 U3YYECHUIO
UX YCTOMYMBOCTH (POOACTHOCTH);

€) MpeA0CTaBICHUE MOAPOOHBIX CBEACHHM B OTHOIICHUN IKCILTyaTalluu
UCTIONIb3YyeMOro  000pyaoBaHMs (Y4acTh BaTUAAIMOHHOTO OTYeTa MpHU
HEO0OXOJIMMOCTH) U JIFDOBIX CTAaHAAPTHBIX 00PAa31IOB;

) MPEAOCTABICHUE BCEX YTBEPKAECHHBIX CTAHAAPTHBIX ONEPAIUOHHBIX
nporenyp (METOAMK UCTIBITAHUH ), UCTIONB3YEMbBIX ITPH UCTIBITAHUSX;

3) IPOBEPKY U YTBEPIKACHUE OTUETOB O TpaHchepe.

80. O0s13aHHOCTAMH NPUHUMAIOLIEH CTOPOHBI SIBJISIOTCS:

a) pacCMOTpEHHE u aHam3 aHATMTUYECKUX METOJTUK,
IPEIOCTABISIEMbIX TEpeatolell CTOPOHOW, U O(pUIMATbHOE COTJIaCOBaHHUE
KPUTEPUEB MPUEMIIEMOCTHU O MOMEHTA UCIIOIHEHUSI IPOTOKOJIa TpaHcdepa;

0) rapaHTHsl TOTrO, YTO BC€ HEOOXOAMMOE [JIi KOHTPOJSI KadecTBa
000pyZI0BaHNE UMEETCS B HAIMYUU U MPOILIO KBATU(PHUKAIIUIO HA TUIOIIAIKE
npuHUMaroIe ctopoHbl. OOoOpyJoBaHUE, HCIOJIb3YyEMOE MNPUHUMAIOLIEH
CTOPOHOM B Tipolecce TpaHchepa aHAIUTUYECKUX METOAMK, JOJIKHO
COOTBETCTBOBATh TPEOOBAHUIM, YKa3aHHBIM B crielU(pUKAIUAX;

B) rapaHTHs TOTO, YTO JJIsl MPOBEACHUS aHAIMTUYECKUX MCIBITAHUN B
HAIMYUU WMEETCSI COOTBETCTBYIOIIMM O00pa3oM OOYYEHHBIH W OMBITHBIN
TIEPCOHAT;

) IPeIOCTaBJICHUE  CUCTEMBbl  JOKYMEHTHUPOBAHHS,  CIIOCOOHOM
OCYIIECTBIIATh PETUCTPALIMIO MOJTYYEHUSI M UCIBITAaHUS OOpPa3IOB COTJIACHO
TpeOyemMbIX  cnenuduKanuii ¢  UCHOJB30BAHUEM  YTBEP)KIEHHBIX
AHAIMTUYECKUX METOAMK, a TaKKe 3alliCh W COIMOCTABJICHHE IaHHBIX |
o0o3HaueHus cratyca (0J00OpeHHbI Marepuas, 3a0pakOBaHHBIA MaTepual,
KapaHTHH);

1) BBITIOJTHEHNE PabOT COTIIACHO MPOTOKOIY TpaHchepa;
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e) odhopMIIEHHE OTUETa MO MOJYYEHHBIM pe3yJibTaTaM U HamlpaBJCHUE
€ro MPUHUMAIOIIEH CTOPOHE.

81. CpaBHUTENbHBIE HCIBITAHUS 00pa3loOB Mpu TpaHchepe MOTyT He
MPOBOJAUTHCS B CICAYIONIUX CIIyYasX:

a) coOCTaB HOBOTO JICKAPCTBEHHOI'O  TMpernapara, KOHIICHTpaIus
aKTUBHOW (papMalleBTUYECKON CyOCTaHIIUM TOJAOOHBI HMEIOIIUMCS, WIH
MPUHUMAIOIIIAsE CTOPOHA UMEET OMBIT PabOThI C 3TOM METOJUKON (Hampumep,
OBLI TIpernapar B BUJe TaOJIETOK, a cTall B popMe Karcyi);

0) nepeHocutcs (apMakorneiiHas METOJMKAa M OHa HE IpeTepriena
M3MEHEHUU U ee BepuduKalus npoBeicHa;

B) aHAJIMTUYECKAsi METOAMKA SIBJISIETCS TOM )K€ WJIM OUEHb CXOJIHA C YK€
UCIIOJIB3yEMOI B TabopaTopuu;

T') IEpCOHAN, MPOBOJIUBIINN pa3paOOTKy, BAIUIAIUIO WM PYTUHHBINA
aHaJIU3, IEPEXOIUT Ha padOTy B JIAOOPATOPHUIO MPUHUMAIOIICH CTOPOHBHI.

Pelienne He MpOBOJUTH CPAaBHUTEIBHBIE HCIBITAHUS MpU TpaHchepe
aHAIMTUYECKON METOJIUKH JOJKHO ObITh 00OCHOBAHO.

82.Bce momnexanue TpaHchepy aHATUTHYCCKUE METOAUKA U
3aperucTPUPOBAHHBIC CHENU(UKAIUA KOTOPBhIE (DAKTUYECKH MPUMEHSIOTCS
MEPEIAOIIEN CTOPOHOM JOJIKHBI IPEAOCTABIIATHCS B AKTyaJbHOU BEPCUU U B
MMChbMEHHOM BUJIE.

83. HeoOxoaumo mpoBECTH COOTBETCTBYIOIEE O0yUYeHUE MepcoHana, a
BCE JCHCTBUA MO OOYYECHHIO M €T0 PE3ybTaThl CIEAYET JOKYMEHTHPOBAThH B
COOTBETCTBUU C myHKTOM 59 Hactosmero PyxooactBa. HeoGxomumo
OTIpEeNIeNTh BUA U 00heM OOydeHHUs A0 Hadayia TpaHcdepa aHaTUTHIECKUX
METO/IUK.

84. I1pu HeoOX0IUMOCTH, B IJIaHe TpaHCc(epa U MPOTOKOJE TpaHchepa
MOXXHO YKa3bIBaTh CCBHUIKA Ha cTaThu (MoHOTrpadum) dapmakomnen Corosa,

dapmakoreii  TOCyIapCTB-4JICHOB WJW  OCHOBHBIX  (hapMakomer B
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coorBeTcTBUU ¢ KoHueniueld rapmoHusanuu (apmakornei rocyaapcrB —
YIE€HOB EBpa3suiicKoro 3KOHOMHUYECKOI0 COH03a.

85. IIpumep BO3MOKHOTO JKCIIEPUMEHTANBHOIO IUlaHa TpaHcdepa u
KPUTEPUEB TMPUEMIIEMOCTH [JI1 OCHOBHBIX AHAJUTHUYECKUX METOMMK
MpEeICTaBiIeH B npuioxeHuu Ne 5 kK Hacrosmemy PykoBoiacTBy.
[IpuBeeHHBIN TPUMEP WIUTIOCTPUPYET MPUMEHEHUE OCHOBHOTO IPHUHIIUIIA
TpaHcdepa AHAJIUTUYECKUX METOJIUK, IpeAyCMaTPUBAOLIETO
HEO0OXOANUMOCTh y4eTa 0COOEHHOCTEHN TaKuX BaJIMTALIMOHHBIX
XapaKTEPUCTUK AHAJTUTHYECKOM METOJUKA KaKk €€ MPElU3UOHHOCTH,
NpPaBWIbHOCTH, TIpeieia OOHapyKeHus ¢ Tpejena KOJIUYEeCTBEHHOIO
ompeneyieHus: (Mpu  HEOOXOAUMOCTH), a TakxXke crenudukanu Ha
aHAMM3UPYEeMblid O00BEKT. B sKcmepuMeHTaNbHBIA MJIaH TpaHcepa MOTryT
ObITh BKJIIOYECHBI JIOTIOJTHUTENbHBIC BaJUAAIMOHHBIE XapaKTEPUCTHUKHU.
AJIbTEpHATUBHBIE TPOLEAYPHl M  KPUTEPUH  MPUEMIIEMOCTH  MOTYT
HCIIOJIb30BaThCSl HA OCHOBAaHWM HAyYHBIX JAHHBIX M XapaKTEPUCTHK
AHAIMTUYECKON METOJMKHU U aHATM3UPYEMOTO BEUIECTBA.

86.Ilepenarommasi ¥ MpPUHUMAIONIAS CTOPOHBI JOJDKHBI BBIMOJIHUTH
paboThl B COOTBETCTBHH C IIPOTOKOJIOM TpaHC(hepa aHAIUTHUECKUX METOIUK
U TIOATOTOBUTH OTYET O TpaHcepe aHAMUTUYECKHX MeTonuk. OT4eTr o
TpaHcpepe  aHATUTUUECKUX  METOJMK, KaK TMPaBWIO, COCTaBIISIET
NpUHUMAaloIasi cTopoHa. Takxke oT4eT 0 TpaHchepe MOKET MOATOTABINBATh
rpynmna (KOMaH/1a) MpoeKTa 1o Tpanchepy win nepeaaromias cropona. Otuer
0 TpaHcdepe aHATUTUYECKUX METOJUK JOJDKEH COJepXaTh CPaBHEHHE U
OLICHKY PE3yJbTaTOB, IMOJYYEHHbIX MNPUHAMAONIEH W MNEPEHAroNIeH
CTOpPOHAMH, 3aKJIIOYeHHUE 00 YCIEIIHOCTH TpaHcdepa aHATUTHYECKUX
METOJIMK U TOATBEPXkIECHUE TOTO, YTO MPUHUMALOIIASI CTOPOHA MOXXET OBIThH

KBaHI/I(bI/II_[HpOBaHa JJIs1  BBIIIOJIHEHUA AHAJIUTHYCCKHNX MCETOAMK. HpHMep
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opopmiieHUsT OTYEeTa O TpaHCcPepe AHATUTUYECKUX METOJMK NPUBEICH B
npuitoxkeHuu Ne 7 k HacroseMy PykoBoacTsy.

OTKIIOHEHUsT OT TMPOTOKOJIa TpaHcepa AaHATUTHUUECKUX METOAMK
JOJDKHBL  OBITH  pacclieloBaHbl JI0 3aBEpIICHUs Tmpolecca TpaHchepa
AHAIMTUYECKUX METOJUK.

87.B cimydae ecnu mpu TpaHCcpepe aHATUTHYCCKUX METOIUK HE
BBITIOJIHEHBI KPUTEPUU YCIEMIHOCTH, TO OINPEACISAIOT NPUYUHY U TMOPSAI0K
JTAJbHEUIINX JEUCTBUM (IIPOBOIST MOBTOPHBIE HCHBITAHUS, J0pPa0OATHIBAIOT
aHAJTUTUYECKYIO0 METOJIUKY U T.J.).

88.Ilpu  TpaHcdepe  aHATUTUUYECKUX  METOJAUK  HEOOXOJIHUMO

oOecreunBaTh LHCIOCTHOCTD, IIPOCICIKNBACMOCTDb U ITOCTOSHCTBO AAHHBIX.

XIII. ITpon3BOACTBO ONMBITHO-MIPOMBIIUICHHBIX (THJIOTHBIX )

U (WIM) HHKCHEPHBIX CEPHI
89. OnbITHO — MPOMBINIIEHHBIE (MIJIOTHBIE) cepur (00BEM CEepUu He
menee 1/10 or pa3smMepa NOPOMBIIIJICHHOW cepuu  (JUIsI  TBEPJbIX
nexkapctBeHHbIX (opMm He MeHee 1/10 wim He menee 100 000 emunwun, B
3aBHCHMOCTH OT TOT'O KakKOo€ KOJUYECTBO OoJiblie)) M (MIM) HHKECHEPHBIC
cepur, OOBIYHO TPOU3BOIATCA JJIS TOATBEPKICHHUS TEXHOJIOTHYECKUX
BO3MOKHOCTEH U OOy4eHHS TIepCcoHalia 0 Hadajga GOpMallbHOW Bl IAIIMU.
[Ipy  TmpPOW3BOACTBE  OMBITHO-NIPOMBINIICHHBIX  CEpUH, HEOOXOIAMMO
paccMOTpeTh, KaK MHHHMYM, BCE KpPHUTHUYECKHE TapaMeTphl Ipolecca

MIPOM3BOICTBA U CIIEIIU(PUKAIIMA TOTOBOTO TIPOIYKTA.
90.Ilocne  ycmemrHOro  MPOHM3BOACTBA  OIBITHO-IIPOMBIIIICHHBIX
(MUJIOTHBIX) WM WHXKEHEPHBIX Cepud (C TrapaHTUEW TOro, YTO TOTOBBIN
NMPOJIYKT, TIPOIECC IPOM3BOJACTBA WIM aHAJIUTHYECKas METOJIWKa Ha

IJIomaake HpI/IHI/IMaIOH_ICﬁ CTOPOHBI  COOTBCTCTBYCT MPCABAPUTCIILHO
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OMNpE/ICICHHBIM U OOOCHOBAaHHBIM CHEIU(DUKAIMSAM), MOXKHO HPOBOJIUTH

BAJIMJIALIMIO TIPOLIECCA U BATUIALMIO OUYHUCTKHU.

XIV. Banupanusa npoiecca Ipou3BOACTBa, BAIMAAIMAS OUUCTKH

91. Konn4ecTBO MPOM3BOJCTBEHHBIX IHKJIOB, HEOOXOIWMBIX IS
BaJUJAIlMN TPOIECcca, 3aBUCHT OT CIOXKHOCTH TIPOIIecca, IOJICkKAIIEro
paccmoTpennio. JIOKHBI OBITh HCIOJIB30BAHBI JaHHBIE MPOW3BEIACHHBIX
CepHi MPOAYKIIMHA HAJUICIKAIIETO KAaYeCTBAa OIBITHO-IPOMBIIIJICHHOTO HWJIN
IIPOMBIIICHHOTO 00beMa.

Bammmanus mnpomecca J0DKHA OXBaThIBaThb BCE IUIAHUPYEMBIE K
peanm3and  JO3WPOBKM W IUIONIAJKH  TPOM3BOACTBA. KommuecTBo
BAJTUJAIMOHHBIX CEPHA MOXET OBITh YMEHBIICHO C HCIOJIb30BAHUEM
IPYIIUPOBOYHOTO MoAXo/a (OpeKeTHuHTa) ISl TPOAYKIIMH, Tepe/laBaeMoi B
paMKax TpaHcdepa ¢ 0OJJHOM MPOU3BOJICTBEHHOM IUIOMIAIKK HA APYTYIO (MU
B Ipejiesiax OJHOM IPOM3BOJICTBEHHOM IUIOMIAIKH), a TAKKE MPU HATMYHUH
uH(OpMaIK O MPOAYKIINH, BKIIFOYAIOIIEH B ce0s CBEICHUS O IPEAbIayIIeh
Bamuaanuu. JIaHHBIA MOIXOM MOXKET OBITh MPUEMIIEMBIM IS Pa3TUIHBIX
JI03MPOBOK, pa3MEpOB CEPUHM M pa3MepoB Madek (THIIOB) yHMakoBKH (IpH
HAJIMYUH COOTBETCTBYIOIIETO OOOCHOBAHUSA).

92. Kputndeckne mapaMeTphl Mpoliecca MPOU3BOJICTBA U KPUTHUECKHE
MOKa3aTe)IM Ka4yeCcTBa, KaK MPaBHIIO, CICIYET ONPEACIIATh Ha CTANH aHAIM3a
pacXOoXKISHUH, W3YYCHUS JTOKYMEHTAllMd Ha JIEKApCTBEHHOE CPEICTBO
(B coorBerctBUM ¢  pasgenom  |X  Hacrosmero — PykoBojacTsa),
MpEe/ICTaBICHHON Iepenaroiei CTOpoHOM M (MJIM) HAa OCHOBAaHMM JaHHBIX
MIPEABAPUTEIIFHOTO OMBITa PAOOTHI.

93.B mporiecce IIPOU3BOCTBA BO3MOXKHO 3arps3HCHUE
JICKapCTBEHHOT'0 TIpenapara W akTUBHOW (hapMaleBTHYECKOH CyOCTaHIIUN

APpyrumMmu JICKAPpCTBCHHBIMU nperaparamMu 1500051 AKTHUBHBIMU
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(dbapMalleBTUUECKUMU CYyOCTaHIIUSAMU, €CIU Ha MPOU3BOJCTBEHHOM YYacTKe
OCYIIECTBIISIETCA  MPOM3BOJACTBO  Pa3HBIX  BUIOB  Mpoaykuuu.  Jlms
MUHUMM3AIMA ~PUCKA 3arpsi3HEHUs] W TEPEKPECTHOTO  3arpsi3HEHUS,
BO3JICHCTBHSI CO CTOPOHBI ONEPATOPOB U OKPYKAIOUIEH MPOU3BOJCTBEHHOMN
Cpe/ibl KpailHe BaKHBIM SIBJISIETCS] IPOBEACHUE COOTBETCTBYIOIIUX MPOLELYP
OYHCTKH.

94. TIpouenypbl OUYMCTKH U UX BaUJAIUA SBISIOTCS CrielIU(UUECKUMU
JUTsl TIPOM3BOACTBEHHOM TUTomaaku. YToOBl MpUHMMAIOIIAs CTOpPOHA MOTJIA
ONPEJEIUTh CBOIO CTPATErvi0 MO OYUCTKE, NEepeaarolias CTOpOHa JOJIKHA
NpEeJOCTaBUTh UH(OPMALIMIO MO OYUCTKE, C LEJIbI0 CBEACHUS K MUHUMYMY
BO3MOKHOCTH MEPEKPECTHOTO 3arpsi3HEHUs] B PE3yJIbTaTe HAJIMUUS OCTATKOB
C MPEeAbIIYyIINX MPOU3BOJACTBEHHBIX JTAIMOB, BO3JCHCTBUS CO CTOPOHBI
OTIEPaTOPOB U BIMSIHUS OKPY’KAIOIIEH MPOU3BOJACTBEHHOM CPEJIbl, BKIIOUAs:

a) ”HGOpMAIIMI0O O  PAaCTBOPUMOCTH  AKTUBHBIX  KOMIIOHEHTOB,
BCIIOMOTATEJIbHBIX BEIIECTB U HOCUTEIICH;

0) nMana3oH TePareBTUUYECKUX 103 aKTUBHBIX KOMIIOHEHTOB,

B) TEPANEBTUUYECKYIO TpyIIy u HAy4YHO-00OCHOBAHHYIO
TOKCUKOJIOTHYECKYIO  OIEHKY, BKIIOYAIOIIYID  pacyeT  JIOMyCTUMOM
exegHeBHOM skcno3uniu (PDE), B ToM uwmcne st mpoayKTOB Jerpajanuu
(ecnm  mpenmojaraeTCs ~ KOHTPOJb  UX  OCTAaTOYHBIX  KOJUYECTB
aAaHATMTHYECKUMHU METOIaMH );

') CYHIECTBYIOIIME TMPOIEAYphl OYUCTKH U  HHPOpMauio 00
o0pa3oBaHUM TPOIYKTOB JETPaJalliil TPU B3aUMOACHCTBUU C MOIOIIUM
CPEIICTBOM.

95. Jlns popMHpoOBaHUs CTPATETUU MO OYUCTKE MEPEalolieil CTOpOHE
TaK)Ke CJEeAyeT MPEeAOCTaBlIATh MPUHUMAIONIEH CTOPOHE IOMOJHUTEIBHYIO
uHdopMaIrio (eciM 3TO MPUMEHUMO, W Takas WHOOpMaIus HUMEeTCs B

HaJIM4YuM), KOTOpasi BKJIIOYAET B CEOS:
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a) METOJIMKM KOHTPOJISI OYHUCTKH OOOpYJIOBaHUS M METOJbl OTOOpa
poo;

0) OTYETHI o BaJIUIALIUUA OYUCTKU (XUMHYECKOU u
MUKPOOHOJIOTMIECKOM);

B) MHPOpMAIMIO 00 HCMOJb3yeMbIX MOIOMINX, JA€3UHPUIIUPYIOIINX
cpeacTBax (BKJIOYasl JaHHbIE MO UX 3PHEKTUBHOCTH, JOKA3aTEIbCTBA TOTO,
YTO yKa3aHHBIE CpEJACTBa HE CO3JAl0T TIOMEX I IPOBEJACHUS
AHAJTUTUYECKUX  HCIBITAHUH HA  OMNpeJeNieHHEe OCTaTKOB aKTHUBHOMU
(dbapMalleBTUUECKON CYOCTaHIIMM W OLIEHKY CTENEeHU YyAaJCHUs OCTATKOB
MOIOIIUX U JIE3UHPUIIUPYIOMINX CPEJICTB);

I') TSCTBl Ha BBIABJICHHE BeEIIeCTBA (TE€CThl BOCCTAHOBJICHMS) IS
BaJIUJIAIIMK METOJUK 0TOOpa Mpoo.

96.Ilepen Tpanchepom mepenaromasi CTOpOHA JOJDKHA MPEIOCTABUTH
MPUHUMAIOIIECH CTOPOHE MH(POPMAIIUIO O 3HAYCHUSIX IPEEIOB OCTaTOUYHBIX
KOJIMYECTB MPOAYKTa U 00OCHOBaHUE BhIOOpA ATUX MpeaenoB. Ha ocHoBaHuu
uH(popMaIuu o npeaeaax 0CTaTOYHbIX KOJIMYECTB MPOJIYKTa, ONMPEACICHHbBIX
MepeIatoluM  TMOJIpa3ieICHUeM, MNPUHUMAIOIIEE MOApa3/IeICHue JIO0JKHO
ONpEeNEIuTh CBOM  COOCTBEHHBIC, MPaKTUYECKUE, JOCTHXKUMBIE U
oIeKaIIe BEpUGUKAIIUH TIPEICTbl OCTaATOYHBIX KOJWYECTB MPOAYKTa IIPH
BAJIUJIAIIMM OYUCTKH, OCHOBBIBAsICh Ha WCHOJIB3YEMbIX MaTepuaniax, Hux
CBOMCTBAX W  TEpANEBTUYECKUX  J03aX  JIEKAPCTBEHHBIX  CPEJICTB.
OnpeneneHrue TakUX TMPENEIOB MPOBOAUTCS HA OCHOBAHUU IPOBEIACHUS
COOTBETCTBYIOIIETO aHAJIM3a PUCKOB ISl KAYECTBa.

O97.Ha ocHoBanmu wuHpOpMaIuy, NTPEAOCTABICHHONW IIepeIaroIcit
CTOpPOHOW, Ha TUIOMIAJKE IPUHUMAIOIIEH CTOPOHBI CJIEAyeT pa3padoTaTh
nponeaypsl ouncTku. Ilpu pazpaboTke HEOOXOIMMO MPUHUMATH BO
BHHUMAHHE COOTBETCTBYIOIIHNE XapaKTCPUCTUKH HMCXOTHBIX MaTepHAJIOB

(HampuMep, aKTUBHOCTb, TOKCHUYHOCTb, PAaCTBOPUMOCTb, KOPPO3ZUOHHYIO
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AKTUBHOCTb, YyBCTBUTEIBLHOCTh K TEMIIEPATYpPE), TU3aHH TEXHOJIOTHUYECKOTO
000OpyIOBaHUs, MOIOIIHE W AC3MHGUIIMPYIOIIUE CPEACTBA M JOMYyCTUMOE

OCTAaTOYHOE COJIEPKAHUE JCUCTBYIOIIETO U BCIIOMOTaTEIbHBIX BEIIECTB.

XV. JokymeHTanus o Tpanchepy

98. loxymenTanus, popmupyemMasi B pamKax MpoekTa Mo TpaHcdepy,
BapbUpYyeTCsl B 3aBUCHUMOCTH OT THUIIA TpaHcdepa, TUMIA MEPeIaBacMOro
JIEKapCTBEHHOT'O CPEJICTBA, BO3MOXKHOCTEH W TpeOOBaHWN INPHHUMAIOIICH
cTopoHbl. B Tabnuue 2 npencraBieH NpUMEPHBIN epevyeHb TOKYMEHTOB.

B npunoxenusax Ne 1-7 k HacrosmeMy PyKOBOACTBY INpHUBEICHBI
npumepsl (OpPM OCHOBHBIX JOKYMEHTOB. lIpuHuMaromas v nepenaromias

CTOPOHBI MOTYT pa3padboTaTh COOCTBEHHBIE (POPMBI IOKYMEHTOB.
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[IpuMepsl TOKYMEHTOB 110 TpaHchepy

Tao0muna 2

KroueBas 3aJJada

JlokymeHTaIus, mperocTaBisieMas
MEepEeIAr0IIE CTOPOHOU

JoxymenTanus o Tpanchepy

OmnpeneneHne NpoeKTa

[TpuHsATHE COOTBETCTBYIONIETO PEIICHUS
o TpaHcdepe, MIaHUPOBAHUE

Cornamenue o Tpancdepe (oroBop Tpanchepa uiu
WHOE COTJIAIICHUE, B KOTOPOM OTPaXKCHBI MOPSIOK U
YCIIOBHSI POBEJEHUS MTPOLIEIypbl TpaHCcPepa),
BKJTIOYAst BOIPOCHI KaueCTBa.

[1nan Tpancdepa.

[IpoTokou Tpancdepa TEXHOIOTHH

[IpoTokou Tpancdepa aHATUTHYECKUX METOAUK

OrneHkKa moOMeEIeHU N

[1;maHbl ¥ IUIAHUPOBKA 31aHUN U
MOMEIICHUH (KOHCTPYKITUS, (PUHUIITHAS
OTJIEJIKA)

Kpamupukanmnonnsiii craryc (DQ, 1Q,
OQ) u OTYETHI TTO KBATU(DHUKAITUN

WM HBEHTapHBIN EPEYEHDb BCETO
00OpyOBaHUS U CUCTEM (BKJTFOYAS THIIHI,
monenu, cratyc kBanupukamuu (1Q, OQ,

PQ))

CpaBHEeHHE C TOMEILEHUSAMU U 30aHUSIMU
MIPUHUMAIOLIENH CTOPOHBL.

AHaJIN3 pacxoKICHHM

[TpoTOKOJ OLIEHKH (aHAJIM3a) PUCKOB JIJIsl KAYECTBA

[TpoTokon TpaHcdepa TEXHOJIOTUU

KBanudukanroHHbIe MPOTOKOJIBI M OTYETHI

Ouenka 1o oxpase
TpyZaa 1 0€30nacHOCTH

Cnenududaeckue s IeKapCTBEHHOTO
CpPEICTBA IJIAHBI 10 YIIPABJICHUIO
OTXO0JaMH

[Limanbl IEUCTBUNA B SKCTPEHHBIX
CUTYaIUSIX

Pa3zpaboTka mpuHUMaroIei CTOpOHOW BHYTPEHHEH
JIOKYMEHTAIMU 110 OXpPaHe TPyAa U TEXHUKE
0€30MacHOCTH, N0 UCTOJIB30BAHUIO CPEJICTB
VMHIWBUIYAJIbHOM 3aIIUTHI, 0 YIPABIECHUIO OTXOAaAMH,
M0 JEUCTBUSIM B SKCTPEHHBIX CUTyallUsIX U T.J.

JlokymeHTabHOE

CranpapTHbIE ONEpallOHHBIE TPOLIEAYPHI,

Pa3paboTka nmpuHUMaroel CTOpoHOM BHYTPEHHEN
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KroueBas 3aJJavda

JlokymeHTaIus, npeaocrapisgemMas
NepEAAOIIECH CTOPOHOU

JoxymenTanus o Tpanchepy

odopmiieHne 4epTEkKHU, PyKOBOJCTBA, )KYPHaJIbI JOKYMEHTalUu (peraaMeHTsl, cCielupuKaim,
perucTpauuu 1 T.1. IIPOLEAYPHI, CTAHAAPTHBIE ONIEPALIMOHHBIE POLIEYPbI
(METOIVMKY MCIBITAaHW)) Ha OCHOBE IOKYMEHTAIINH,
MIOJYYEHHOHW OT MEPEIAONIEN CTOPOHBI
Ananus kitoueBblX | CTaHgapTHbIe pabouyne Npoueayphl U [IpoTokosbl 00yUeHUSs, pe3yIbTaThl OLIEHKH 3HAHUU.

HaBBIKOB U 00yUYEHHE

JOKyMEHTAIUs 10 00yUYEHHUIO
(omepaiuu, CBA3aHHBIE CO CICTIH(PUKON
JIEKapCTBEHHOI'O CPEJICTBA, AHAJIU3,
UCIIBITaHUS)

Tpancdep Crneuudukanuu, CTaHIapTHHIE DKcnepuMeHTANIbHBIN TUTaH TpaHcdepa
AHATTUTHYECKUX OTIepallMOHHBIC MPOIICAYPHI [IpoTOKOJIBI U OTYETHI MO BATUAIIUN
METOJIUK (METOIMKH UCTIBITAHUHN, BKITIOYAS [Iporokon Tpancdepa u otuer o Tpanchepe
METOJIMKH TI0 KOHTPOJTIO B TIPOIIECCe aHATMTHYECKUX METOINK
IIPOM3BOJICTBA), JOKYMEHTHI 10 BaymAanuu | CTaHAapTHBIC ONEPAIMOHHBIC MPOIETyphbl (METOIUKH
aHATMTHYECKUX METOINK UCIIBITAaHUH )
[lepenaua nporecca | JTalOHHBIE CEPUU JICKAPCTBEHHOTO JIoKyMeHTHI 110 pa3paboTke mpolecca MpOn3BOICTBA
MIPOU3BOICTBA cpencTna (cepuu IS KITMHHYECKUX Ha TUTONIAKE TPUHUMAIOIIEH CTOPOHBI (ITPOU3BOICTBO
JIEKapCTBEHHOTO WCCJICIOBAHUM, CEPUU JJIA UCCIEAOBAHUS | OMBITHO-TIPOMBINIJICHHBIX (MTHMJIOTHBIX) CEPUA)).

CpCacCTBa U YIIaKOBKH

OMOJIOTMYECKUX XapPaKTEPUCTUK, CEPUHU
PETUCTPALIMOHHOTO JOCKHE).

OtuyeT 1o pazpaboTke (000CHOBaHHE
MIPOM3BOJICTBEHHOTO TIpoIiecca).
Hctoprst n3MEHEHUN KPUTHUUECKUX
MOKa3aTeJier KadyecTna.

Ob6ocHoBaHuE crienupUKaui.

Onucanue npoiiecca TPOU3BOJCTBA HA TUIOMIAIKE
MIPUHUMAIOIIEH CTOPOHBI (perjiaMeHT).
[Ipotokon Tpancdepa TexHOIOTUN

JIOKyMEHT 1O NMPOU3BOACTBY CEPUH.

JIOKYMEHT 10 yITaKOBKE CEpUH.

IIpoToKOJI 1 OTUET MO BaIMJALMK ITpoLecca
MPOM3BOJICTBA.
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KroueBas 3aJJavda

JlokymeHTaIus, npeaocrapisgemMas
NepEAAOIIECH CTOPOHOU

JoxymenTanus o Tpanchepy

JlokyMeHTaIus 1o KOHTPOJIKO U3MEHEHHU.
Kputnueckure nmapameTpsl mmporecca
MPOU3BO/JICTBA.

OTyeThl MO BaIMAALIMY TIpoliecca
MIPOU3BO/ICTBA.

Macrep-aiin 1ekapcTBEHHOTO CPE/ICTBA.
BanunaimoHHslif cTaTyc aKTUBHBIX
(dhapMalleBTUYECKUX CYOCTaHIINI U OTUET
(oTueTh).

JlaHHbI€ 110 CTAOMIIBHOCTH JIEKAPCTBEHHBIX
CPEACTB.

JlelicTByrO1IME MPOU3BOICTBEHHBIE
peLenTyphl, TEXHOJIOTHYECKUE
WHCTPYKIINH, THCTPYKIWHU 110 YAaKOBKE.
[lepeueHb MPOU3BENEHHBIX CEPHIA.
OT4YeThl MO OTKJIOHCHUSIM.
PaccnenoBanusi, pekinamManu, OT3bIBBI.
Exeronnpiii 0030p KauecTBa MPOYKIIUH.

Ouncrtka

Banupamus ourcTKy, BKITIOYast
uH(OPMAITUIO TT0 PACTBOPUMOCTH,
TEpaNeBTUUECKHE J103bl JIEKAPCTBEHHOTO
CPEACTBA, TOKCUKOJIOTUYECKYIO OIIEHKY,
CYIIIECTBYIOIIE CTaHJapTHHIE paboydre
MPOLIETYPhl OUYNCTKH, BAIUIAIIUOHHBIC
OTYETHI (XUMUS U MUKPOOHOJIOTH),
HCIIOJIb3YEMbIE CPEJICTBA; UCCIEAOBAHUS

Crenugpuryeckue s JIEKapCTBEHHOTO CPEACTBA U

MPOU3BOACTBEHHOM TIOMIAJAKH, CTAHAAPTHBIC
ONEpallMOHHBIE TPOLEAYPHI OUUCTKH HA
MPOU3BOACTBEHHOM IUIOMIAJKE
MIPUHUMAIOLIEH CTOPOHBI

IIpoTOKOJ 1 OTYET 1O BaJTUIAIAN OYUCTKH.
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KiroueBas 3agada JlokymeHTaIus, npeaocrapisgemMas JloxyMeHTarus 1o tpanchepy
NepEAAOIIECH CTOPOHOU

I10 BOCCTAaHOBJICHHIO

Tpaucdep Otuer o Tpancdepe

DQ - xBamudukauusa npoekta; 1Q — kBanmuduxanus montaxka, OQ — kBanmudukamus GyHkunoHupoBaHus, PQ - xBammdukanus sKCITyaTalluu.
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XVI. Odopmienne pe3yabTaToB TpaHchepa u IpOBEICHHE
orieHKH 3¢ (HEKTUBHOCTH TpaHcPepa Mo TOCTUKEHHUIO
YCTaHOBJICHHBIX KPUTEPUEB YCIEITHOCTH

99. Vkazanue o ToM, 4TO TpaHc(dep OCYIIECTBIEH YCHEIIHO, TOJKHO
ObITh O()OPMIJIEHO JTOKYMEHTAJIBHO B BHUJE BbIBOJAA B OTYETE O TpaHcdepe.
OTOT OTUET JOJIKEH B KPAaTKOM BUJE ONUCHIBATH:

a) 00sacTh (rpaHuIlbl U (HWiIK) 00BbeKT) TpaHcdepa,

0) KpuTEepUHU yCIENTHOCTH,

B) KPUTHMYECKHE NapameTpbl Ipolecca IMPOU3BOACTBA, KPUTUUYECKUE
[IapaMeTpbl KauyecTBa, ONPEIACICHHBbIC MEpefaoled W NPUHUMAKOLIEH
CTOPOHOM (MPEANOYTUTEIHLHEE B BUJIC TAOIUIIbI);

I') UCIIOJTHEHUE TIPOTOKOJIa TpaHCchepa TEXHOJIOTUU, 0030p BCEX CTaTUN
TpaHcdepa;

1) OTKJIOHEHHsI OT MPOTOKOJA TpaHc(epa, a TaKKEe COOTBETCTBYIOIINE
NCICTBUS, HalpaBJ€HHbIE Ha WX YyCTpaHeHue (eciu HeoOXOIMMO).
OnpeneneHre HEOOXOOUMOCTH pa3pabOTKU IJIJaHA KOPPEKTUPYIOIIMX U
NpeaAyNnpexAAONUX ACHCTBUNA MO BBISIBJIEHHBIM OTKJIOHEHUSIM U OKa3aHUE
NOJJIEPKKH CO CTOPOHBI NEPEAOLIEH CTOPOHBI;

€) UTOTU TpaHCc(epa TEXHOJIOTUH;

XK) onleHKa 3¢ (HEeKTUBHOCTHU TpaHncdepa 1O JIOCTUKEHHIO
YCTaHOBJICHHBIX KPUTEPUEB YCIEUTHOCTH;

3) 00K BBIBOA (BKJIIOYas OJ00OpEHHE MEHEIKEPOM IPOEKTa C

OTMETKOM 00 OKOHYaHUH TIepeIadn).
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[MTPUJIOKEHUE Ne 1

K PykoBojicTBYy o tpanchepy
TEXHOJIOTUH ¥ aHATMTUICCKUX
METOJIUK IPH TIPOU3BOICTBE
JICKapCTBEHHBIX CPEJICTB

(bopma)

IHJIAH
TpaHcdepa TEXHOJIOTUU

[IpencraBnenHas HUxe popMa IIaHa TpaHchepa TEXHOIOTHH SIBISIETCS
npumepoM. PakTHUECKUH MIaH TpaHcpepa TEXHOJIOTUU MOKET UMETh UHYIO
MIOCJEA0BATENBbHOCTh PACMHOJIOKEHNS] IYHKTOB IUIAHA WM HWHOE €ro
CoJiepKaHue, onpeaensoee 0013aHHOCTA CTOPOH.

Howmep noxymenra

O6nacte (rpanutibl U (Mau) o0bekT Tpanchepa) «/Ipusecmu nazearue
JIeKApCMBEHHO20 CPeOCmea Ui cmaouul npoyecca

1. [lenu Tpancdepa

2. OTBETCTBEHHOCTb CTOPOH:

OO0J1acTh OTBETCTBEHHOCTH OTBeTCcTBEHHAs! CTOPOHA
(mepenatoiias CTOpOHa WK MIPUHUMALOIIAS CTOPOHA)
(vkazams @HO omseemcmeenHo2o nuya,
eciu Mo U38eCmHo Ha OAHHOM dmane)
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3. O6veM TpaHchepa, BpeMEHHBIE paMKH

3agaun TpaHcdepa [Tnanupyemas nara
3aBepILCHUS

®opmupoBaHuEe TPYMIbl (KOMaH/IbI) IPOEKTa MO TpaHChepy

KoHconumanus 3HaHMA, aHAIU3 PAcXOKJICHUM W PUCKOB JIJI KAa4eCcTBa,
KOHTPOJIb U3MEHEHU N

[TpoBenenune oOy4yeHus nepcoHana

Onpez[eneHI/Ie CTpaTCruun I1o KBaJ'II/I(l)I/IKaI_[I/II/I 1 BaJluaalln HOMCH_[CHI/II‘/'I,
060py,I[OBaHI/I${, HHXXCHCPHBIX CUCTCM.

PaspaboTka mokymeHTanmu 1o TpaHchepy (cormainenue, IIiaH
Tpancdepa, MNPOTOKON  TpaHcdepa, permameHT, CTaHAApTHHIC
OTIEpAIlMOHHbIE TPOUEAYpPhl (METOAUKU HCIBITAHUN), crenuuKaluy,

Ap.)

YTBep)KI[eHI/Ie IIpOTOKOJIa TpaHC(bepa AHAJIMTHYCCKHUX MCTOAUK

YTBepKIeHHe MPOTOKOIA TpaHchepa TEXHOIOTUN

[Tpou3BOACTBO OMNBITHO — MPOMBINIIEHHBIX (TMWIOTHBIX) W (WJIH)
WH)KCHEPHBIX CEPH

[Tpon3BOACTBO BAMIAIIMOHHBIX CEpUIA

Banupanus nporecca npou3BoaCTBa

Banmunamsa ouncTku

Odopmnenune pe3ynbTaTtoB TpaHcdepa, KOHTPOIbL W3MEHEHUU U
poBeJeHNE OLEeHKU 3P (HEKTUBHOCTH

[ToaroToBka JOKYMEHTAIIMH PETUCTPAIIIOHHOTO JI0ChE JIEKAPCTBEHHOTO
npernapara Jyisi ero peructpanuu (IepeperucTpannn)

(OanHvlil U0 pabom modicem NPoOXooUmv KAK 8 pamMKax Npoekma no
mpaucgepy, max u 6bIX00UMb 30 6PEMEHHbLE PAMKU NPOEKMA)

3aI[an/I Tpchq)epa B HACTOAIICM IIYHKTC IUIaHA IIPUBCIACHBI B KAaUCCTBC IIpHUMEpaA U
MOTYT OBITH C(I)OpMYJ]I/IpOBaHBI nHayc, B 3aBUCUMOCTHU OT neae 1 Ha3HauYeHUs TpaHC(bepa.

4, Ob6ocHOBaHME 00OBEMA MOBTOPHOM BamuAaIMU (IIPYU HEOOXOAUMOCTH )
5. [Tepconan (PUO, kBanuduxanms)
6. [lopsimok mpoBeACHUs] TPEHUHIOB (OOyudeHHs) MepcoHasa, OLIEHKa

pe3yJIbTaToOB
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/. Kputepuu npuemsieMoCTH U YCHEITHOCTH TpaHchepa

8. [lepeueHb JOKyMEHTAIMHU TIPEOCTABIIIEMON NIepeAaroIie CTOpOHOM

JlokymMeHT JlomKHOCTD 0)5(0) Iloanuck ara

IToarorosun

CoracoBano

VYTBepxkaeHo
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[MTPUJIOXEHUE Ne 2

K PykoBojicTBY 1o Tpanchepy
TEXHOJIOTHI ¥ aHATUTHYECKUX
METOAMK TPU TIPOU3BOACTBE
JICKapCTBEHHBIX CPEJICTB

HPOTOKOJ

TpaHcdepa TEXHOJIOTUU

Howmep noxymenra

1. O6mas nunpopmanus

(bopma)

1.106nactey (rpanunbl u (win) oOBEKT TpaHchepa) «[Ipusecmu

HAszearue j1eKapCmeerHHo20 Cp@dCI’I’l@Cl U cmaouu npoyecca»

1.2 Ha3znaueHue nmpoToKoJa, IeIu 1 3a1a4u TpaHchepa

1.3 O6aacTh neiicTBUs

2. Pabota rpynmsl (koMaH ibl) 110 TpaHchepy

2.1 PacrnipesiesieHe OTBETCTBEHHOCTH

B nmanHOM pasznerne cBeleHHS MOTYT OBITh IPEJACTABIICHBI B TAOJHIIBI

i B GopMe MaTpHIIbl OTBETCTBEHHOCTH.

dbopme TaOIuIIbI.

Bapuant 1. IlpencraBinenue pasgeneHuid 30H OTBETCTBEHHOCTH B

Ne

®.N.0

Pons B rpynme
(komaHe)

JIOIDKHOCTB

OCHOBHBIE 00SI3aHHOCTH,
OTBETCTBEHHOCTH




Bapuantr 2. IlpencraBienue

dbopme MaTpuIlbl OTBETCTBEHHOCTH.
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pa3aeicHuii 30H OTBETCTBEHHOCTH B

HanmeHnoBaHue mporecca
(30HBI OTBETCTBEHHOCTH)

AIMUHHUCTpPATOpPBI
Ilepenaromiast cropoHa [TpuHuMaromas cropoHa U KOHTPOJIEPbI
npouecca
2 2
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[Tpumeuanue. S4eliky MaTPUIBI 3aMOTHSIIOTCS YCIOBHBIMU COKpaieHUsIMU: O — OTBETCTBEHHBIN
(Bmanmenen; mporecca); Y — yrBepxkaaer TpaHcdep mporecca; C — corimacoBsiBaeT TpaHchep
nporiecca; M — uadopmupyercs o mpoBeeHuu Tpanchepa mporecca.

2.2 B3aumoeiicTBue rpyniibl (KOMaHbl) IPOEKTa MO TpaHcdepy.

B panHoMm pasznene mnepeparoiieil CTOPOHOM YKa3bIBAIOTCA CHOCOOBI

OCYIIECTBICHUS KOMMYHHKALIMA MEXIYy IMEpEeNarollel W NPUHUMAIOLIEH

CTOpOHAMU (HAMpUMeEp, NEKTPOHHAsI, ayJIM0-, BUJIEOCBS3b), IEPUOIUYHOCTD

U TIOPSAIOK 0O0CYKICHUS KaXKA0ro dTara Tpancdepa.

3. Cpoku nepeiaun TeXHOJIOTUH

4. Ctparerus Tpancdepa

4.1 CocTaB JIEKapCTBEHHOTO CPEJICTBA

4.2 TeXHOJIOTHYECKUE CXEMBI, alllapaTypHbIC CXEMBI

4.3 TlepedyeHpb TEXHOIOTUUECKOTO O00PY0BAHUS, CPEICTB U3MEPEHUS

HaunmenoBauue

060pYI0BaHHS TIO 3aBozcKoi

n/m AKCIUTYaTaI[AOHHOMY HOMEp

JIOKYMEHTY

Mapka,
MOJIeNnb

Texunueckue
XapaKTePUCTUKH

[IpownsBoau
TEIb

Marepuan
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4.4 OnicaHue TEXHOJIOTHMYECKOTO TMpoliecca, BKIoYas CrernupuuecKkue
TpeOOBaHMS K MPOILIECCY.

4.5 TpeGoBaHMS K YITAKOBKE, OMTMCAHUE MPOIIecca YITaKOBKU

4.6 PexomeHaanuu mo 09MCTKEe 000py 0BaHUS

5. Crparerusi KOHTPOJIS

B pasnmene mpuBOASATCS AT B OTHOIIEHWW KOHTPOJIS HMCXOJTHOTO
ChIpbS W  MAaTEpUaJiOB, TMPOMEKYTOYHOM U TOTOBOM  MPOAYKIIUU
(cnenudukarun), JTAaHHBIE 1o BHYTPHUIIPOH3BOJCTBEHHOMY,
MEXOTICPAIIMIOHHOMY KOHTPOJIIO, a Tak)Ke NPHUHATAs TOJUTHKA H3YYCHHS
crabmwibHOoCcTU. WMHpopManuio mno TpaHchepy aHAIUTHUYECKUX METOAMK
peKoMeHTyeTCsl 0(pOPMIIATH OTAEIBHBIM KOMIUIEKTOM JOKYMEHTOB, BKJIIOUAs
OKCIIEPUMEHTAJIbHBIA TUIaH TpaHcepa W KPUTEPUU TPUEMIIEMOCTH ISt
AHATUTUYECKUX METOJIUK U JIp.

6. MacmtabupoBanue npoiiecca (Ipu He0OX0IUMOCTH)

7. O0beM KBaTM(UKAIMOHHBIX U BAIMIAIMOHHBIX pabOT

8. [TopsaoK pabOTHI C BBISBICHHBIMHA PACXO0XKICHUSIMHU

B nanHoM pasziene NMPUBOAUTCS OMHCAaHUE MPUMEHEHHBIX MPOIEAYP
COTJIAaCOBaHMSI JEWCTBUM B CiIydae BBISBICHUS PACXOXKJICHUN (Hampumep,
HECOOTBETCTBHE pE3yJAbTATOB 3 BAIUJANMUOHHBIX CEpPUM  KPUTEPHUSIM
MPUEMJIEMOCTH), KOTOpBIE TMOTpeOOBad TPOBEACHUS JOMOJHUTEIBHBIX
paboT 1Mo Tmepenade TEXHOJOTHH M TPOIEAYp MepecMOTpa YKa3aHHBIX BBIIIIC
BPEMEHHBIX TPadUKOB.

9. U3menenus B Tpancepe TEXHOIOTHU

10. Kputepun ycrenrHoro 3aBepiieHus Tpancepa TeXHOIOTHU

11. Tlopsimox AEHCTBUSI TP BBISBJICHWHM HECOOTBETCTBUS KadecTBa
TIPOIYKIIMH TTOCTIE 3aBepIleHUs TpaHchepa

12. Ctparerus perucTpaliuu JEKapCTBEHHOTO Mperapara

13. TlepeueHp MPUTOKECHHIA
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K npotokony mnpukiagpiBaeTCcsl JOKYMEHTAIUsl IO  TMPOEKTY,
Mpe/ICTaBJICHHAs TEpealollel CTOPOHOM, MPOTOKOJ aHaldu3a PUCKOB A
Ka4yecTBa, JpPyrue JOKYMEHTHI, HEOOXOAuMbIC IS  YAOCTOBEPEHUS

MPABUWJIBHOCTH U IIPOCIICKUBAEMOCTH MPOIIeAyphl TpaHcdepa.

JomxHoCTh OUO [Toanuce [Hara

IToaroroBun

CoryacoBaHo

YT1BepxaeHo

[Ipumeuanue:

1. Paznenbl MpoOTOKOIa MOTYT U3MEHATHCS B 3aBUCHMOCTH OT YCJIOBHI
JIOTOBOpA MEX]Ty MepelatoNieii 1 MPUHUMAIOIIEH CTOPOHAMH.

2. O0beMHbIE JTOKYMEHTHl (HampuMep, TEXHOJOTHUYECKHUE CXEMBI,
METOJIMKHU aHaJIN3a, cenu(uKaIuu, OT4eThl U3yYeHUs CTAOUIIBHOCTH U T.11.)
MOTYT OBITh TIPUBEJICHHI B KadeCTBE IMPHUIOKEHUH K TMPOTOKOIy. B
COOTBETCTBYIOIIIEM IYHKTE MPOTOKOJIAa HEOOXOIMMO CJHiejlaTh CCBUIKY Ha
npuioxeHus. Ecnu nanHas TexHosiornyeckasi JOKyMeHTaIus Oblia nepeaaHa
MPUHUMAIOIIEH CTOPOHE J0 pa3pabOTKU MPOTOKOJIA, TOMYCKAETCS YKa3bIBATh

CCBUIKY Ha PECypC, I'/I€ PACIOJIOKEH JOKYMEHT.




[MPUJIOXEHHUE Ne 3

K PykoBojicTBY 1o TpaHchepy
TEXHOJIOTUM U (WJIN) aHATUTUYECKUX
METOAMK MPU IPOU3BOACTBE
JIEKapCTBEHHBIX CPEJICTB

(bopma)

OTUYHET
0 TpaHc(epe TEXHOJIOT U

Howmep noxymenra

1. O6nactey (rpanunbl u (WIM) OOBEKT TpaHchepa TEXHOIOTHN)
«lIpusecmu nazeanue 1ekapcmeeHH020 cpeocmaa Uil Cmaouu npoyecca.

2. Kputepun ycremHocTH TpaHcepa TEXHOIOTUH.

3. Kputnueckne mnapameTpbl MpoIlecca MPOU3BOJCTBA, KPUTHUYCCKUE
napameTphl KauecTBa.

4. Ucnionnenne mpoTokona TpaHchepa TtexHoioruu. O030p Bcex
cTaauil Tpancdepa.

B pazgene HeoOXomMMO MpeACTaBUTH KPATKUl 0030p TEXHOJIOTHH,
MO3TAITHOE ONHMCAaHWe BCEX CTaaAWi TpaHc]epa, U COMOCTaBUMOCTh JTaHHBIX
mo TpaHchepy MEKAy NPUHUMAIOMIEH W Tepefarolieii  CTOpOHaMH,
KPUTUYECKHE TapaMeTphl, ONpEIeICHHBIC TEpeNarlieil U MpUHUMAIOIIEH
CTOpOHaMU (TIPEATIOUTUTENIbHEE B BUIE TAOTHIIHI).

5. OTKJIOHEHUS OT 3aIIaHMPOBAHHOTO TIpoliecca Tpancdepa.

B pasnene HeoOXoauMO oOmMHCaTh KPUTHYECKHE WIIM CYIISCTBCHHBIC
OTKJIOHEHHsI OT mporiecca Tpancdepa, mpobiembl, 0OOHAPYKEHHBIE Ha JTI000M

U3 JTanoB TpaHcdepa, ompenesieHHne HEOOXOAWMOCTH pPa3paOdOTKH IUIaHA
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KOPPEKTUPYIOIIUX U MPEAYIPEKIAIOMNX TCUCTBUM U OKa3aHUS TMOJICPKKA

CO CTOPOHBI MIEpPEAAIOIIEH CTOPOHBI.

6. Utoru Tpancdepa TeXHOJIOTUY (HauMeHO8aHUE MEXHOI02UL)

B pazgene n0mxkHbI ObITh TOABEJECHBI UTOTH TpaHC(hepa TEXHOJIOTHUH.

7. Ouenka > pexkTuBHOCTH TpaHchepa

PexoMennyercst mpoBecTH OIEHKY 3ddekTuBHOCTU TpaHcdepa Mo

JOCTUKEHUIO YCTAHOBJICHHBIX KPUTEPUEB YCIIEITHOCTH.

8. O06mmuit BbIBOJ (BKJIIOYAs OJ00pPEHHE MEHEIKEPOM TMPOEKTa C

OTMETKOW 00 OKOHYAHUH TIEpeaaun ).

JIOKHOCTh

5(0)

Iloamuce

Hara

TloaroroBuin

CormacoBaHo

Y TBEpKIAECHO




[TPMJIOXXEHUE Ne 4

K PykoBojicTBYy o Tpanchepy
TEXHOJIOTUN U (WJIM) aHATTUTUYECKUX
METOAMK MPU IPOU3BOACTBE
JIEKaApCTBEHHBIX CPEJICTB

(bopma)

IHJIAH
TpaHcpepa aHAITUTUICCKUX METOANK

[IpenacraBinenHas Huxe Qopma IJ1aHa TpaHchepa AHATUTHUYECKUX
METOAMK siBiisieTcs npumMepoM. dakTuyeckuil miaaH TpaHcpepa TEXHOJIOTUU
MOXET MMETh MHYH IOCIIEIOBATEIBHOCTh PACIOJIOKEHUS IYHKTOB ILJIaHA
WIM UHOE €T0 COAEPIKaHUE, ONpeAestonee 00I3aHHOCTU CTOPOH.

Howmep noxymenra:
O6nacte (rpanuiibl U (W) 00beKT TpaHchepa): «lIpusecmu HazsaHnue

JEeKaApCmeeHHnoco cpedcmea, cmaouu npoyecca, AHATUMUYECKOU MEemOOUKU

1. Ilenu tpancdepa

2. OTBETCTBEHHOCTh CTOPOH:

O065acTh OTBETCTBEHHOCTH OTBeTcTBEHHAasi CTOpOHA
(mepenaroiasi CTOpoHa WM MIPUHUMAIOIIAsi CTOPOHA)
(vkazamv ®HO omeemcmeenno20 uya,
eciu Mo U3BECMHO HA OAHHOM dmane)
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3. O6bem TpaHcdepa, BpeMEHHBIC PaMKH

3anaun TpaHcdepa aHATUTUYECKUX METOAUK

[Tnanupyemas nata
3aBEepIICHUS

®opmupoBaHuE TPYMIIbI (KOMaH/IbI) POEKTA MO TpaHChepy

KoHconupanys 3HaHUM, aHaIu3 pPACXOXKACHUM M aHAIU3 PUCKOB UL
Ka4yeCTBa, KOHTPOJIb U3MEHEHU I

[TpoBenenue oOyueHus nepcoHana

[TpoBepka crnocoOHOCTH BEITIOJTHUTH

MCTOJHKY

nepcoHaioM AHAJIUTHUYCCKYIO

YTBepkIeHUE MPOTOKOIA TpaHchepa aHATUTUISCKIX METOTUK

[lepemaga oOpa3noB (CTaHTAPTHBIX OOpPA3IOB, PEAKTUBOB, MAaTEPUAJIOB,
pu HE0OXOTUMOCTH )

PazpaboTka BHyTpeHHEW TOKyMeHTanuu (crenudukanuii, aHaTuTHIECKUX
METOJIUK, APYTOe)

YTBepkIeHUE MPOTOKOIA TpaHCchepa aHATUTUICCKIX METOTUK

HcnonHenue npoTokoia TpaHcdhepa aHaTUTHUECKUX METOJUK

3aBepieHe NCTIOIHEHHUS IIPOTOKOJIA TpaHc(epa aHATUTHIECKUX METOHK

YTBepKIeHHEe OT4eTa O TpaHchepe aHATUTHYSCKHX METOJHMK, KOHTPOJIb
W3MEHEHUH U MPOBEICHNE OlIeHKH 3 dexTuBHOCTH TpaHCchepa

33,[[8.‘11/1 TpaHC(pepa AHAIIUTUYCCKUX METOAUK B HACTOSAIICM ITYHKTC IJIaHA IPHUBCACHBI B
KaueCTBC IIpUMEpa U MOTryT OBITH C(bOpMyanOBaHLI nHadyc, B 3aBUCHMOCTH OT neiaed u

Ha3Ha4YeHHs TpaHcdepa.

4, AHAIIMTHYECKUE METOIUKW I (yKkazames Hazéaunue o00vekma

mpancgepa)

B npuBeneHHol HUXKE TaOIMIIE MPEICTABIICH IPUMEP €€ 3aMO0JTHEHUS.
HazBanue Kon noxkymenta Tun Tun metona Kon nokymenrta
AHAJIMTUYECKON (ctarmapTHOI rnepenayu (crangapTHO
METOAUKHU ONEPALIMOHHON ONEPALIMOHHON

MIPOIIETYPHI, METOTUKHU MPOTIEAYPHI, METOTUKHU
WCTIBITAHUN ) UCTIBITAHU )
TepeAaroieil CTOPOHBI MIPUHUMAIOIIEH CTOPOHBI
Onucanue COIT (M) OIICHKA ¢dapmaxomneir | COIT (M)
XXX-XX ot gg/MM/TTTT HBIH XXX-XX ot ga/MM/TITT
COIT (M) COIT (M)
XXX-XX ot gg/MM/TTTT XXX-XX ot ga/MM/TITT
pH COII (M) OIICHKA ¢dapmaxoneir | COIT (M)
XXX-XX oT 11i/MM/TTTT HBIN XXX-XX ot ga/MM/TIIT




COIT (M)
XXX-XX oT 1i/MM/TITT

COIT (M)
XXX-XX ot ga/MM/TTIT

KonunuectBeHHOE
omnpeaeieHue
(B9XX)

COIT (M)
XXX-XX oT m1u/MM/TIrT
COIT (M)
XXX-XX 0T m1/MM/TIIT

nepenayda

cneruduiec
KU

TSt
npernapara

COIT (M)
XXX-XX oT 1a/MM/TIrT
COIT (M)
XXX-XX oT m1a/MM/TIrT

5. Cneundukanny Ha CbIpbE U MaTEPHUAIIbl, JIEKAPCTBEHHOE CPEICTBO

6. Kputepun npremMiaeMOCTH 1 YCIICITHOCTH TpaHcdepa

7. Ilopsimok mpoBencHHsT TpeHUHroB (0OydeHHUs) IepcoHaia, OICHKA

pe3yNbTaTOB

8. IlepeueHb TOKyMEHTALMH MPEICTABIAEMON Mepeaaroeil CTOPOHON

JIOJDKHOCTB

J5(0)

[lonmuce Jlata

IloaroroBnn

CoracoBaHo

YTBEpKIEHO




[MTPMJIOKEHUE Ne 5

K PykoBojCcTBY 110 TpaHc]epy TEXHOJIOTHIMA
U (WIM) aHATUTUYECKUX METOAUK MPU MPOU3BOJICTBE
JIEKaPCTBEHHBIX CPEJICTB

(bopma)

SKCHNEPUMEHTAJBHBIA MNJIAH
NPOBeACHNS JIA00PATOPHBIX HCIIBITAHUM, IPU TPaHcdepe aHAJIUTHYECKUX METOAMK
(c KpuTepUAMH PUEMJIEMOCTH TPaHC(pepa AHAJIUTHYECCKUX METOAMK)

HpGI[CTaBJ'IGHHI)IG HMKC KOJHYCCTBCHHBLIC IIOKA34TCIIM MW KPUTCPHUHU IIPUCMIICMOCTH SABJEAKOTCA IIPHUMCPOM.

dakTUUeCKre 3HAaUCHUS KOJIUMYECTBEHHBIX ITOKa3aTeIeH U KPHUTCPUCB IIPUCMIICMOCTH CIICAYCT 00OCHOBBIBATh B OTUETE

0 TpaHchepe aHATUTUIECKUX METO/IHK.

HazBanwue AcniexThl aHanmu3a U olleHku | KonmndyecTBo moBTOpeHMIA YcnoBus Kpurepuu npuemnemoctu
MOKa3aTelsl Win pu TpaHchepe WCTIBITAHUHN MIPOBEICHUS - —
METOHKH e — HETIOCPEICTBEHHBIM CTaTHCTUICCKUI
[TognuHHOCTB Tpancdep akneHTUpyercs OnHoro ONpeeIICHUS
Ha MPUTOTOBJICHUU JOCTaTOYHO JUTSt
obpasia, 000py1I0BaHNH, JEMOHCTPAITH
UHTEPIIPETAIUN JAaHHBIX. 9KBUBAJIIEHTHOCTH
Bo3MoxHO coBMelIeHuE ¢
TpaHchepoM METOAUKHU
KOJIMYECTBEHHOTO
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HazBanue AcnekTbl aHaliu3a 1 oleHku | KomnuecTBo moBTOpeHUM YcnoBust Kputepuu npuemiiemoctu
MoKa3aTelis Win pu TpaHcdepe WCIIBITAaHUHN MIPOBEACHUS ~ =
METOIUKH GBI TAH I HETOCPEICTBEHHBIM CTaTUCTUYECCKUN
onpeeaeHus
(eci MPUMEHUMO)
KomnuectBennoe | Hecnenumduuaeckoe Jlns kaxnou mowmanku: | Pasnuunsie CpaBHeHue Pa3nuna 3HaueHwmii 2
ornpezeneHue KOJIMYECTBEHHOE 2 aHANHUTHKA X 3 cepuu KOMILIEKTBI CpeIHEero 3Ha4yeHHs] | OJHOCTOPOHHHUX
(aKTUBHOCTB) onpeJieJIiCHUuE HE T0HKHO X 3 IOBTOPHOCTH pudOpoB U Y BapuadeIbHOCTH t-TecToB MEXKIY
KUCII0JIb30BATHC I (18 ucnbiTanuii Ha KOJIOHOK. (M3MEHUYHBOCTH) iomaakamu < 2 9%,
WCIIBITAaHUSI CTAOMJIBHOCTU. | KaXIYIO IUTOIIAJIKY) HeszaBucumoe 95% noBepuTEIBHBIN
BO3MOKHO IPHMEHHTE IPUTOTOBIICHHE UHTEpBAI
OpEKETUHT JIJIs1 HECKOJIbKHUX PacTBopos
JIO3UPOBOK
OnHOpOIHOCTD €CJIU METOJ| DKBUBAJICHTCH Jlns kaxnou momanku: | Pasnuunsie Cpennee 3HaueHHe Pa3znuua 3nauenuit 2
JIO3UPOBAHHBIX METOJy KOJMYECTBEHHOTO 2 ananutHka X 1 cepus KOMIUIEKTBI HA TUIOIIAIKE OJIHOCTOPOHHUX
eIUHUIL orpeeeHus, 00bIYHO HeT | (2 UCIbITaHHS Ha puOOPOB U MIPUHUMAIOIIICH t-TecToB MEX Y
HEO0OXOJIMMOCTH B TUTOMIAJIKY) KOJIOHOK. CTOPOHBI HaxoAUuTCs | Twiomaakamu < 3 %,
OTJIENTLHOM TpaHchepe HezaBucumoe B mipenenax = 3 % 95% noBepuTEIBLHBII
MIPUTOTOBJICHUE OT CPEHETO MHTEpBaI
pacTBOpOB 3HAYCHUS HA

TUTOIIAIKE
nepeaarnien
CTOPOHBI;
CpaBHEHUE
OTHOCHTEJIBHOTO
CTaHIapPTHOTO
otkionenus (RSD)
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HazBanue AcnekTbl aHaliu3a 1 oleHku | KomnuecTBo moBTOpeHUM YcnoBust Kputepuu npuemiiemoctu
MoKa3aTelis Win pu TpaHcdepe WCIIBITAaHUHN MIPOBEACHUS ~ —
METOHKH GBI TAH I HETOCPEICTBEHHBIM CTaTUCTUYECCKUN
PactBopenue BO3MOKHO IPUMEHUTH 6 eIMHMUII IEKAPCTBEHHOU Cpennee 3HaueHue CpaBHenue
OpEKEeTUHT JJIs1 HECKOJIbKUX | (opmbl (12 equHuI Ha TUTOIAIKE npoduieit
IO3UPOBOK JICKapCTBEHHON (OPMBI, MIPUHUMAIOILIECHT pacTBOpeHUs
€CJIA ATO HE SBJISIETCS CTOPOHBI HAXOAUTCS | (Hampumep,
PYTHHHBIM METOJIOM B mpenenax = 5 % 10 3HAYEHUIO
Ha TUIOMIAJIKE OT CpeJIHEro kpurepus fp) wim
MIPUHUMAIOIIEH CTOPOHBI, 3HAYCHHS Ha CpaBHEHUE
a TaKoKe Ui MpernapaToB IUIOMIAJIKE MoKazarenei
C IPOJIOHTUPOBAHHBIM nepenaroei pacTBOPEHUS BO
BBICBOOOXKICHUEM ) CTOPOHBI BPEMEHHBIX TOUKaX
onpeneneHus
3HaueHus Q
(kak st
KOJIMYECTBEHHOTO
oTpe/ieNICHUs])
N3BrnekaeMocTh [Toareepxaenue Toro, Hcnonb3oBars He menee 90 %
(BBISIBJICHUE 4TO 1151 0TOOpa 1Mpod MOJIEJILHEIE MOJEIILHEBIX
OCTaTOYHBIX WCIIONB3YETCS OJIUH U TOT o0pa3sIsl ¢ 00pasIoB C
KOJIMYECTB Ha Ke MaTepuall (TaMITOHBI, co/IepKaHUuEM coJiepKaHUuEM
MOBEPXHOCTHU — cBaObl) Ha TUIOMIA/IKE OMpeIEeNIEMOTO ONPEEIEMOTO
JUTSL METOJTUK nepeaaronieil CTOpOHBI U BEIIIECTBA, BEILIECTBA BBIIIIE
OUHMCTKH) IJIOIAJIKE MPUHUMAIOIIEH HaxoJsIIHUMCS B NpeIesioB
CTOpPOHBI npeaenax cnenupuKanum
TPEXKpPaTHOTO JIOJKHBI OBITH
CTaHJAPTHOTO BBISIBIICHBI.
OTKJIOHEHHS, 10 % MomenpHBIX
XapaKTEePU3YIOLIEro | 00pasIoB C
MPEU3UOHHOCTh coJiepKaHUuEM
METOMKHU UITH OTIPEIEISAEMOTO

B nipenenax + 10 %

BCIICCTBA BBIIIC
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HazBanwme AcnekTbl aHaliu3a 1 oleHku | KomnuecTBo moBTOpeHUM VcaoBus Kputepuu npuemiiemoctu
IOKAa3aTelIsd Uin pu TpaHcdepe HCIBITAHUI MIPOBEACHUS — -
METOHKH GBI TAH I HETOCPEICTBEHHBIM CTaTUCTHYCCKUI
0T cienu(UKauN | IPEeIoB
(B 3aBHCHMOCTH cnenudukanum
OT TOT0, KaKoe U3 MOTYT OBbITh HE
3HAYCHUH SBIISICTCA | BBISIBJICHBI.
0O0IBIIIIM)
Mukpo6uosioruue | MicriosHeHue o011ero Bamunganus Hcnonw3oBanue KauectBeHHBIN
CKHE€ MCTIBITAHUS | IPOTOKOJIA BAJIMIALIUU HA B 3 MOBTOPHOCTSIX pPa3IUYHBIX CEPUN | KPUTEPHUIA:
(KayecTBEHHBIE M | IUIOIIAIKE: 00OCHOBAHUE, npernapara, CIIOCOOHOCTH
KOJIMYECTBEHHBIC) | METOJ] HICHTU(UKAIINH, 3 pa3IMYHBIX BBLISIBUTH
BaJINJAIIMOHHEIC napTui MHUKPOOPTaHU3MBbI;
rapameTphl, MUTATEIBHBIX CPENl | KOJTMYECTBECHHBIN
KpaTKuii 0030p CBEJCHUH, JUTISL KK 10U KpUTEPHI:
KPUTEPUHU TPUEMIIEMOCTH, BTN JALIMOHHOM KOJINYECTBO
MeTOBI cOopa, MMOBTOPHOCTH BBISIBJICHHBIX
COITOCTaBJICHUS U aHAJIN3a MHUKPOOPTaHU3MOB
CBEJIeHHUIA, paboTa ¢ JIOJDKHO
pe3yibTaTamu, COOTBETCTBOBATh
BBIXOJIAILIMMH 32 MPEEbI KpUTEPUSIM
cnenudukanuu, MIPUEMIIEMOCTH,
TpeOOBaHUS B OTHOIICHUU YKa3aHHBIM B
MOCJIeIYIOIITUX MIPOTOKOJIE
MEpONPUSITHII. Tpancdepa
Hcmons3o0Banue OJHUX U
T€X K€ MaTepuasos,
METOIUK, cIrocoda
MIPUTOTOBJIEHUS TOCEBHOTO
Marepuana (MHOKYJISITA)
[Ipumecnu, [Tonreepxaenne Jl1s kaxkaoi mnomanky: | PasHele gHU, (1 HU3KHX Pasnuna sHauenuii 2
Jerpaganus K03 (HULIMEHTOB OTKJIMKA 2 aHAMTHKA X 3 cepuu X | pa3HbIe HAOOPHI KOHIIEHTpaLui) OJTHOCTOPOHHHUX
(mopua) JUISL PACUETOB B OTHOIIIEHUHU | 2 IOBTOPHOCTH prdOpOB U 3HAYCHUS Ha t-TecToB (Ji1st
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Ha3zsanue AcnekTbl aHaliu3a 1 oleHku | KomnuecTBo moBTOpeHUM VYcnoBus Kputepuu npuemiiemoctu
moKasaTeisi Win pu TpaHcdepe HUCTIBITAHUN MIPOBEACHUS - -
Ny HETOCPEICTBEHHBIM CTAaTUCTUYECKUI
METOIUKHU HACIIBITAHUI
JIEKApCTBEHHOT'O MKKa JIEKapCTBEHHOTO (3 moBTOpHOCTH, €CITn KOJIOHOK; IUIOIIAIKE YMEPEHHO BBICOKHUX
CpelCTBa, CpElCTBa; TECT MIPOBOJIUTCS BMECTE C| MCITOIb30BAHUE IPUHUMAIOIICH KOHIICHTpAITUiA)
OCTaTOYHBIE KOJINYECTBEHHBIM 00pa3sIoB ¢ CTOPOHBI JIOJKHBI MEXy IUIOIIAIKaMHu
ITonTBep:xneHue npenena 0
pPacTBOPHUTEIN ompeieJICHuEM ) OJIMHAKOBBIM HAXOIUTHCS B <5 %,

KOJINYCCTBCHHOI'O
OIIPCACIICHUS Ha IIJIOIIAaAKE
HpHHHMaIOIHCﬁ CTOPOHBI;

CpaBHEHHE XpOMaTOrpamm;

CpaBHeHI/IC IMPpaBUJIbHOCTH U
MPECUMU3NOHHOCTH IJId
OKCIICPUMCHTOB C
HUCITIOJIB30BaAHHUEM
MOJIEIBHBIX cMeceit

CPOKOM TOJTHOCTH
1 OJHOPOJIHOCTHIO,
B OJIMHAKOBOM
YIaKOBKE U
YCIOBUSMU
XpaHEHHUS;

HCIIOJIb30BaHKE
00pasIoB ¢
Jo0aBKaMHu
(ecnu
HEO0OXOIMMO)

npenenax = 10 % or
3HAYCHHUI HaA
IUIOIIAKE
nepeaaroniei
CTOPOHBI, UJIN
cpeqHee 3HaUeHUe
IIOIIA KK
MIPUHUMATOIIEH
CTOPOHBI JIOJKHO
HaXOJUThLCS B
npenenax = 0,05 %
OT CPEIHETO
3HAYCHUS Ha
TIOIIAIKE
nepenarnen
CTOPOHBI

95%
JOBEPUTEIIbHBII
WHTEpBaJ




I[MTPUJIOXEHUE Ne 6

Kk PykoBojcTBY 1o Tpancdepy
TEXHOJIOTUN U (WJIM) aHATUTUYECKUX
METOJIMK TIPU TIPOU3BOJICTBE
JIEKApCTBEHHBIX CPEJICTB

(bopma)

HPOTOKOJ
TpaHc(pepa aHAITUTUICCKUX METOANK

Howmep noxymenra:

O6nactp (rpanuiibl U (W) 00beKT TpaHchepa): «lIpusecmu nazsarnue
JlekapcmeenHoco  cpeocmea  (cmaouu  npoyecca,  AHATUMUYECKOU
MEMOOUKLL)

1. Brenenue. Llens Tpanchepa aHATUTHUECKUX METOJIUK

2. O0513aHHOCTH CTOPOH

[IpencraBiaeHHBIN HUXKE MEepedeHb 00A3aHHOCTEH CTOPOH IMPHUBEIEH B
KauecTBe npumepa. PakTUUECKU IMepeyeHb O00sS3aHHOCTEH CTOPOH MOKET
VMETh UHYIO MOCJIENOBATEIBHOCTD U3JI0KEHUS WIIM MHOM IIEPEYEHb MO3ULINM,
OTHCHIBAIOLIUI 00S3aHHOCTH CTOPOH.

IIepenaromas cropoHa:

PeACTABISIET HEOOXOAUMbIE TJOKYMEHTaJIbHbIE MaTepHAaIbI;

PEACTABIIAET AHATUTUYECKYIO TOAAEPIKKY;

pa3padaThIBacT M MPEICTABIIIET HA COIVIACOBAHUE MPOEKT MPOTOKOIA

TpaHcdepa aHATUTHISCKUX METOIUK,
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MpeJICTaBIAeT O00pasllbl JIEKAPCTBEHHOI'O CPEJICTBA C CEPTUPHUKATOM
aHajau3a, CTaHJapTHBIE 00pasmbl, KOJOHKK s BOXX, peaktuBbl M T.1.
(ykazvieaemcs, umo paxkmuuecku nepedaemcs),

MPOBEPSAET M OIICHUBAECT PE3YJIbTAThl UCHBITAHUHN, MOIYUYECHHBIX MPU
TpaHcepe aHATUTUYECKUX METOIMK,

MPOBEPSAET U YTBEPKIACT OTUET O TpaHC(Depe aHATUTUIECKUX METOIUK,

OCYIIECTBJISIET  KOHTPOJIb  XpPAaHEHUsS  IIEPBUYHBIX  3aluced B
COOTBETCTBHUH C TPECOOBAHUSIMU K YIIPABJICHHUIO 3aITUCIMU.

IIpuHuMaroas cropoHa:

M3y4aeT MPeI0CTaBICHHBIE JOKYMEHTAJIbHBIC MaTEPUaJIbI,

paccMaTpHUBaeT, COTJIACOBBIBAET U YTBEPKAACT MPOTOKOJ TpaHchepa
AHAJTUTUYECKUX METOJUK;

IPEACTABIACT KBaTU(PUIIMPOBAHHBIM IIEPCOHAJ, HWCMBITATEIHPHOE U
BCIIOMOTaTeJIbHOE 000PYI0BaHHUE, CPEICTBA U3MEPEHHUS;

JieaeT 3asBKy Ha 0Oy4YeHHUe MEePCOHANA;

BBITIOJTHSIET MCIBITAHUSI COTJIACHO HOPMATHUBHOMY JIOKYMEHTY I1O
Ka4yeCTBY JICKAPCTBEHHOTI'O Mpernapara,

MPEJICTaBIACT PE3yJIbTaThl HCHBITAHUN (3aBEPEHHBIC MOAMUCIMHU
UCITOJTHUTEIICH KOMWHA OTYETOB 000PYyJAOBaHUS, pPAaCcIedyaToOK, YEKOB, 3aIUCEH
B J1JAOOPATOPHBIX KypHAJIAX);

odopmIIsIET OTYET MO TOJYYEHHBIM pe3yJibTaTaM U HaIpaBiseT €ro
repeaaronIe CTOpoHe,

OCYIIECTBJISIIOT KOHTPOJb 3a XpPaHCHUWEM IIEPBUYHBIX 3aluceld B
COOTBETCTBHUH C TPEOOBAHUSIMHU K YIIPABJIICHUIO 3aIUCSIMH,

Ipyrue  OOsI3aHHOCTM B COOTBETCTBUM €  pachpeicieHueM

00s13aHHOCTEN MEXly CTOPOHAMH.
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3. AHanuTHYEeCKHUEe METOAUKH, TTOJIekKaIue TpaHchepy

B npuBenenHol HUKE TaOIHIIE MPEICTABIICH MPUMEP €€ 3aIOTHEHUS.

AHaJIUTUYECKHE Meton Tun meToauku Koa noxymenra
METOIUKH (ctangapTHOM
OIEPaLIMOHHOMN
MIPOIIETYPHI, METOIUKH
WCTIBITAHU )
MPUHUMAIOIIEH CTOPOHBI
[ToamMHHOCTH KamWUISIPHBIA |  crenupuyecKui COII (M)
anexTpodopes IS XXX-XX or ga/mMM/TIIT
JIEKAPCTBEHHOTO COII (M)
cpeacTBa XXX-XX oT aa/MM/TTTT
[ToctoponHue B2XX crienupuyecKuit COIT (M)
MIPUMECH IS XXX-XX oT 1a/MM/TTIT
JIEKapCTBEHHOTO COIT (M)
cpeacTna XXX-XX oT 1a/MM/TTIT
KonnuectBeHHOE BOXX crenudUIecKuit COII (M)
onpeAeIeHue TSt XXX-XX oT aa/MM/TTTT
BKJIIOYAs JIEKAPCTBEHHOTO COII (M)
ITognmuHHOCTH cpeacrsa XXX-XX 0T 1a/MM/TTIT

4. CnieurpuKalmy Ha ChIpb€ U MaTepuabl, JEKAPCTBEHHOE CPEICTBO.

5. MeTouku, HEe BKIIIOUEHHBIC B MPOTOKOJ TpaHCcepa aHATUTHIECKUX

METOIUK.

B npuBeneHHo HUKE TaOIMIIE MPEICTABIICH PUMED €€ 3aIOJTHEHUS.

HcnwiTanne

O60cHOBaHKHE OTCYTCTBUE MEPEHOCA

Omnucanue

Cpennsisg macca

pH

OI[HOpOI[HOCTL JO3UPOBAHHBIX CAWHMUIL

MBY (04T, OYBb, Escherichia Coli)

Hcnons3ytores o01ue 1adopaTopHbie
Wi (papMakoTneHbIE METOANKHU
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6. Bpemennsie pamku TpaHcdepa aHATUTHIECKUX METOIUK

3amaun TpaHcdepa aHATUTUIECKUX METOTUK [Inanupyemast nara
3aBEPIICHUS

[lepenaya HEOOXOIUMBIX TOKYMEHTOB

[IpoBenenne o0yueHus nepcoHaia

HpOBGpKa CITOCOOHOCTH IICPCOHAJIa BBIIIOJIHUTD
AHAJIMTHYCCKYIO MCTOJIUKY

YTBepKIeHHE MPOTOKOJIA TpaHCPEpa aHATUTUICCKUX
METOJIUK

[Tepenada 06pa3noB (CTaHTAPTHBIX 0OPA3IIOB, PEAKTUBOB,
MaTepuaoB, TP HEOOXOIUMOCTH)

Hcnonaenue npoTokoia TpaHcdepa aHATUTUISCKUX
METOJTUK

3aBepilieHre UCTIOTHEHUS TPOTOKOIA TpaHchepa
AHATUTUYECKUX METOIMNK

VYTBepKIeHHE OTYETA O TPAHCPEPE AaHATUTUUECKUX
METOJIMK

E3

3agaun TpaHCc(epa aHAIUTUYECKMX METOAMK B HACTOSALIEM ITyHKTE IUIaHA IPUBEACHBI B
Ka4yecTBE TMpUMepa W MOTYT OBITh C(HOPMYJIMPOBAHBI HWHAYe, B 3aBHCHUMOCTH OT IEJed u
Ha3HaueHUs TpaHchepa aHATUTHUECKUX METOAMK.

7. O0pa31pl 1 MaTepuabl JjIsl UCTIBITAHU I

Onucanue obpasia KonuyectBo

[Ipu onurcanum oOpa3LoOB CIEAYET yKa3aTh:
HaMMEHOBaHMS 00pa3IoB JIEKAPCTBEHHOTO Mpenapara;
HOMEpa cepuii 00pa3I0B JEKAPCTBEHHOTO Mpernapara;
KOJMYECTBO 00Pa3IloB JEKAPCTBEHHOTO Mpermapara;

UCIIOJIb3YEMbIE CTaHaPTHBIE 00Pa3IIbI.
Cnenyer uaeHTU(PUIMPOBATH  JIFOOBIE  CICIMAJBHBIC  YCJIOBUS
TPAHCIIOPTUPOBKU M XpaHEHUS OOpasIoB JCKAPCTBEHHOrO Ipemapara sl

UCHOBITAHU.
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8. YcnoBus npoBeneHus Tpanchepa aHaTUTHIECKIX METOIHK.

B kaX7oM HUCHBITaHUM Y4acTBYIOT 2 CIEHHAINCTA OTJeNa KOHTPOJIS
Ka4yecTBa MPUHUMAIOIIEN CTOPOHBI.

[IpoBOIUTH WUCHBITAaHUS HEOOXOJUMO B pa3HbIE JHU, HCIOJIb3YS
pacTBOpbl W PEAaKTUBBI, IMOJTOTOBJICHHBIE  WHIUBUAYAIBHO IS
MCCIICIOBAHUS.

KonuuecTBO  MOBTOpEHMM  HE3aBUCHMBIX  MCIHBITAHUM  KaXKIbIM
aHAJIUTUKOM 6 pa3s.

8.1. KonnyecTBeHHOE ONpeAeIEHUE AEUCTBYIOIIETO BENIECTBA

8.2. [Ipumecu

B npuBeneHHoi HIbKe TabJIMIIE TTPEACTABIICH MPUMED €€ 3arOJHEHHUS.

ITapamerp
AHaIUTUK

JeHb O6opynoBaHue

lu?2 1 1

lu?2

lu?2

lu?2

lu?2

| O | W DN

1
1
1
1
1

lu?2

9. DkcniepuMeHTaIBHBIN TUTaH TpaHcdepa U KPUTEPUM MPUEMIIEMOCTH
aAHAJTUTUYECKUX METOJIUK.

B mpuBeneHHbIX HUXKE TaONHIAX TPEACTABICH MPUMEP 3arMOJTHEHUS.
KonmuuectBeHnble  mokazarenu  (3HaueHWs) B TaOJIulle  HOCAT
WUTFOCTPATUBHBIN XapakTep M HE JOJDKHBI PacCMaTpUBATHCSI B KadyeCTBE
PEKOMEHyEeMbIX 3HAUYCHHM TIpu TpaHCPepe aHATUTUUYECKUX METOJIUK.
dakTUYECKHEe 3HAYCHHMS KOJWYECTBEHHBIX TIOKa3aTeJled U KpUTEPHUEB
NpPUEMJIEMOCTH  clieAyeT oOOOCHOBBIBaTH B  oOT4eTe O TpaHchepe

AHAJIUTNYCCKUX MCTO/JUK.
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9.1. KosmuecTBEHHOE ONIpPEAEIEHUE JEUCTBYIOIIETO BEIECTBA

Hcnwitanue Ne 1: KosimuecTBEHHOE OIpEICICHUE

Ortan Onucanue
[ToaroroBuTenpHas YaCTh
[IpoBepka 1. OnuH pa3 BBOJAST MOJBUKHYIO (pa3y.
MPUTOTHOCTH 2.01uH  pa3 BBOJSAT pacTBOpP MJisi MPOBEPKHU
XpOMATOrpaUUECKON | MPUTOJAHOCTH  XPOMATOrpaUUecKO  CHUCTEMBI
CUCTEMBI (Bpems uKJIa 25 MUHYT).
3.1Iatp  pa3 BBOIAT pacTBOpP CTAaHIAPTHOTO
obpa3ria.
OueHnBaeMblie 1.1luku Ha XpomaTorpamMme pacTBopa HJis
pe3yIbTaThI: IPOBEPKU TMPUTOJHOCTH  XpomaTorpaduyecKon
CUCTEMBL.
2.1lux  BMS-232632 («BEILHECTBO») Ha
XpOMAaTorpaMMe pacTBOpa CTaHAAPTHOrO 00pasia.
Kpurepun 1.Pazpemienne wmexay nukamu BMS-232632
MPUEMIIEMOCTH («(BEHIECTBO») u BMS-233084 nomkHO OBIThH
>1,2.
2.RSD 5 BBenmenmii pabouero crangapra |
noJpkeH ObITh < 2,0 %.
3.3nauenne PakTopa aCUMMETPHUH JOJKHO OBITH
He Oornee 2.
4.Yuciio TeopeTUYeCKUX TapesioK JOHKHO OBITh
He menee 2 000.
OcHoOBHas 4acThb
MeTtoauka 1. BeImOMHAIOT MCHOBITAHUS COIJIACHO TaOJIHIE
IIPOBEICHUS pazzeina 8.2 HaCTOSIEro NPOTOKOJIA.
UCIIBITAHHUS: 2.1 pa3 BBOJAT MOABWKHYIO (ha3y.

3.1pa3 BBOAAT pacTBOp [JIi  MPOBEPKH
OPUTOJHOCTH  XPOMATOrpauyecKOd  CHUCTEMBI
(BpeMs LUKJIa 25 MUHYT).

4.5 pa3 BBOJST pacTBOP CTaHAAPTHOTO 00pa3lia.
5.ToToBsAT He MeHee 3 HCHBITYEMBIX PacTBOPOB
JUIsl Kakaon u3 3 cepuit (He MeHee 9 pacTBOPOB).
1 pa3 BBOJST BCE pacCTBOPHI.

6. [loBTOpstOT 3TO WHCHBITaHWE eme 2 pas3a (B
COOTBETCTBMM ¢  Tabiumedt  pazgena 8.2
HACTOSIIETO MTPOTOKOJIA).
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[Tomyyenue
pPE3yNIbTATOB
UCIIBITaHUS:

1. UaTerpupytoT MUKW PacTBopa JJis MPOBEPKHU
MPUTOAHOCTH XpoMaTorpaduueckoil CUCTEMBI.

2. Unterpupytot MK BMS-232632
(«BEHIECTBO») Ha xpomarorpamme pacTBOpa
CTaHJapTHOTO o0Opasia.

3. PaccunthiBaloT cojepkaHWe JEHCTBYIOIIETO
BEIIECTBA B KaXJOM pacTBope (Mr/eauHuIa
JIO3UPOBAHUS).

4. PaccunThiBalOT  (pakTUYECKOE  CcoJepKaHue
JEWCTBYIOIIETO BEIIECTBA B KaXXJIOM pPACTBOPE B
npoueHTax (C  TOYHOCTBIO  JO  TEPBOIO
JECATUYHOTO 3HAKA) OT 3asIBJICHHOT'O KOJMYECTBA.
5. Beruucisor cperHuil IporeHT (C TOYHOCTBIO
J0 TIEPBOrO JCCATHYHOTO 3HaKa) (PaKTHYECKOTrO
COJICp’)KaHUsSl  JICUCTBYIOIIETO  BEIIeCTBAa  OT
3asBJICHHOTO KOJMYECTBAa JUIsl KaXJIOW Cepuu
JIEKapCTBEHHOT0 TIpenapara.

6. Beruncnsror 3rauenue RSD s kaxkmoi cepuun
JIEKApCTBEHHOr0 Ipemnapara IO pe3yJibTaTaM
pacuera (haKTHIEeCKOTO COJIEpKAHUS
JEWCTBYIOLIETO BEIIECTBA B  JIEKAPCTBEHHOM
mpenapare B MPOILEHTaX OT  3asgBJICHHOIO
KOJIMUeCTBa  JICUCTBYIOLIETO  BEIIECTBa B
JIEKApCTBEHHOM Mpenapare.

9.2. Ilpumecu

UcnertanneNe 2: [ToctoporHue npumecu

DTan

Onucanue

HOI[I‘OTOBI/ITCJIBHaSI qacCTb

[IpurogHocTs

XpomaTtorpaduieckon

CHUCTCMBI
YYBCTBUTCIIbHOCTD

u

1. 2 pa3a BBOAST NMOJABUXKHYIO (pa3y.

2.1 pa3 BBOAAT pacTBOp Il NPOBEPKHU
IPUTOJHOCTH XpoMaTorpaduyecKon CUCTEMBI.
3.3 paza BBOAIAT pacTBOp [UJIsi MPOBEPKH
YyBCTBUTEIHHOCTH.

OnennBaeMbie
pe3ybTaThl

1. Bce muku Ha XpoMarorpaMMme pacTBOpa Jist
MPOBEPKH TPUTOAHOCTH XpoMaTorpaduaecKoit
CHUCTEMBI.

2. Bce muku Ha Xpomarorpamme pactBopa s
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IMPOBCPKHU YYBCTBUTCIILHOCTH.

Kpurepun
IPUEMIIEMOCTH:

1. Crenenp pasaeieHuss TUKOB pacTBOpa JUIA
MIPOBEPKHU MPUTOTHOCTH BMS-232632
(BELHECTBO) u BMS-233082 pomkHa OBITH
>1,2.

2. 3HaueHHUE YPOBHS «CUTHAJ/IIyM» JJIsI pacTBOpa
JUTSl TIPOBEPKHM UYYyBCTBUTEIBHOCTH JOJKHO OBITh
He MeHee 3/2.

3. ®akTop acCHMMETpPHUH TMHKA HA XPOMAaTOTpaMMe
pactBopa LTSI MIPOBEPKHU MPUTOTHOCTH
XpomaTorpauiuecko CUCTEMBbI TOKEH OBITH HE
oonee 2.

OcCHOBHAad 4acCTh

Metoauka
MIPOBEICHUS
WCIBITAaHUA .

1. CnenyroT cxeme coryiacHo Tabauiie pasaena 8.2
HACTOSAIIETO MPOTOKOJIA.

2. 2 pa3a BBOJAT MOABUAKHYIO (a3zy.

3. 'oTOBAT HEe MeHee 3 HCHBITYEeMBIX PacTBOPOB
JUTSL KKJIOU u3 3 cepun
(3 pacTBOpa Ha ceputo, Bcero 9 pacTtBopoB). 1 pa3
BBOJISIT BCE PACTBOPHI.

4. IToBTOpSIIOT 3TO HCHOBITAaHUE €me 2 pasza
(cornmacHo Tabmuie paszgena 8.2 HACTOSIIETO
MPOTOKOJIA), HCIOJB3Ysl CBEKENPUTOTOBICHHBIN
pacTBOp CTaHJAPTHOTO oOO0pasiia, MOJBUKHYIO
dhazy 1 pacTBOPUTEND JJIsI K&KJIOT0 MOBTOPA.

[Tonyuyenue
pe3yJIbTaTOB
VICTIBITAHMS:

1.0O1neHuBarOT BCE MUKH PacTBOpA IS TPOBEPKH
MIPUTOHOCTH XpOMaTorpaduuecKoil CHCTEMBI.
2.01eHnBaoT MAKU BMS-232632

(«BEILLIECTBO») wu mpuMeceil mociie BCeEX
BBEICHU.

3.PaccuuThiBator COJEpIKaHue IpUMecen
COIJIACHO METOJIUKE.
4. DUKCUPYIOT pe3yJIbTaThl OIIPEIEIICHUS

COACpkKaHUS OTACIbHBIX NPUMECEHd U CYMMBI
MIPUMECEN COTJIACHO METOJIUKE.

Kpurepun
MIPUEMIIEMOCTH:

1. Ins 3HadueHuit otnenbHBIX npumecer < 0,15 %
OTKJIOHEHHUSI OT JAaHHBIX IEepPeIarolIe CTOPOHBI
nomkHbl ObITh B mpenenax 0,04 % (abcomroTHOE
3HAYCHHE).

2. Jlna 3HayeHuil oTaenbHbIX npumecer > 0,15 %
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OTKJIOHEHHSI OT JaHHBIX IEpPEHaIOIIel CTOPOHBI
TOJKHBL ObITH B TipeAenax 30 % (oTHOCUTENbHOE
3HAYCHHE).

3. /g 3HaueHu# omnpeneneHus CyMMbl ITpUMECei
<2,0% oTkmoHEHHs OT AaHHBIX IEepeAarolIeH
CTOpPOHBI JOJDKHBI ObITh B mpeaenax 0,3 %
(abcoyroTHOE 3HAYCHUE).

4. Jlnsl 3HaUEHUN OIpeAeNIeHUs] CyMMBbI ITpUMecen
>2,0% oTkIOHEHHsI OT JaHHBIX TIEPeIaroIIeH
CTOpPOHBI JOJDKHBI ObITh B mpeaenax 0,5 %
(abcoI0THOE 3HAUCHHE).

10. i3mMeHeHHsT aHAIIMUTHUYECKUX METOAMK B paMkax TpaHcdepa
AHAJTUTUYECKUX METOJUK.

B pamkax TtpaHcdepa aHAIUTHUUYECKHMX METOJMK, BCE U3MEHEHHUS B
AHATUTUYECKUX METOJUKAX JIOJDKHBI OBITH MPOBEIACHBI Yepe3 BHYTPEHHIOIO
OpOUEAYpPY YHOpPABICHUS HW3MEHEHUSMHM TIEpPEAaroliel CTOPOHbI MW B
00s3aTEIbHOM TOPSAJIKE MUCBMEHHO COIJIACOBBIBATHCS € IMPUHUMAIOLIEH
CTOPOHOM.

11. JleiicTBUsl MpHU TOJTYYEHHH PE3YJbTATOB, HE COOTBETCTBYIOLIUX
KPUTEPUSIM IPUEMIIEMOCTH.

11.1. B cnyyae mOdy4YeHHUS pPE3yJbTATOB, HE COOTBETCTBYIOLIUX
KpUTEPUSIM  TNPUEMIIEMOCTH  TMPOBOJAMTCS  pacCleJOBaHWE  JTAHHOIO
OTKJIOHEHUsI B COOTBETCTBUM C mnpoueaypou «llopsamok paccienoBaHus
pe3yJbTaTOB, UMEIOIINX OTKJIOHEHUs oT crnienudukamnuid (OOS)».

12. Tlpunoxenue.

JoxkymenTarnuss  (BKJIIOYass MPEJACTABICHHYIO HWHOOpPMAIKI0  TIO0

pe3yabTaram, GOpMbI UCIIOJIB3YEMbIX OTYETOR)

JIOIKHOCTD OUO [Toanuck Jlata

IToaroroBun

CornacosaHo
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YTBEPKIACHO




[MTPMJIOXXEHUE Ne 7

K PykoBojicTBY 1o Tpanchepy
TEXHOJIOTUM U (WJIM) aHATUTUYECKHUX
METOAMK MPU IPOU3BOACTBE
JIEKapCTBEHHBIX CPEJICTB

(bopma)

OTYET
0 TpaHcdepe AaHAITUTHYECKUX METOANK

Howmep noxymenra:

O6nactsb (rpanuibl U (WiM) 00beKT TpaHchepa): «lIpusecmu nazearue
niekapcmeenno2o cpedcmea (cmaouu npoyecca, Memoouxu)

1. ens

2. Kpatkuii 0630p

B pasnene mnpuBoasTcs pe3ynapTaThl TpaHcdepa aHATUTHYECKUX
METOJIUK (credyem nepeuuciums MemoOuKU ¢ YKA3aHUeM CCbLIOK Hda
gapmakonero unu HOpMAMUBHbIU OOKYMEHM NO KA4ecme)y JN1eKapCmeeHHO020
npenapama uiu CmaHoapmmuvle onepayuorHvle npoyeodypol).

JlaGopaTopusi oTaena KOHTPOJIsS KauecTBa (VKkazams  Ha38aHue
NpUHUMawel CmopoHsl) BBIOTHWIA TpeOOBaHMS TIO UCIBITAHUSM,
OTIpeJIeJICHHBIM B MPOTOKOJIE TpaHC(hepa aHATUTHICCKUX METOIUK (YKazamb
HOMep NPOMOKOJAQ).

PesynpTatel ObUTM MpOBEpEHBI Jaboparopwei oTnena KOHTPOJI
kadectBa (yxazamo HaumMeHoBaHue nepedaroujell CmopoHbl).

Bce kputepum mpuemMiIeMOCTH, OMpeAeNiCHHbIe B IUlaHe TpaHcdepa

AHAJIMTUYICCKUX MCTOHAUK JI aHAIIMTHYCCKHUX MCTOAUK, IICPCUHHUCIICHHLBIX B



tabmuie 1,

JabopaTopun

oTzaea

ObUIH  yJOBJIETBOPEHHI,

KOHTPOJIS

2

KadyceCTBa

a pe3yJIbTaThl,

(yrkazamo

IIOJIYYCHHBIC B

HAUMeHOBeAHUe

NpUHUMarwell CmopoHvl), YKa3blBaAlOT Ha TO, YTO Jlaboparopusi OTaesa

KOHTPOJII KadeCTBa (yz<a3amb HAUMEHOBAHUe npunwaiou;eﬁ CWlOpOHbl)

[moJy4dacT KBaJ'II/I(l)I/IKaI_[I/IIO Ha OCYHICCTBJICHHC AHAJIUTHYCCKUX MCTOIUK,

NepeYnCIeHHbIX B Tabmule 1.

B npuBeneHHbIX HUXKE TabIUIIaX MPEACTABICH MPUMEP UX 3alOTHEHUS.

Tabnuua 1
Ha3Banue Koa noxymenta Tun Tun Koa nokymenta
AHAJIMTUYECKOU (cranmapTHOM repetadyu | METOAUKHU (cranmapTHOI
METOIMKH omeparuoHHON omeparuoOHHON
MPOIIEAYPHI, MPOIIEAYPHI,
METOJIUKHU METOIUKH
HCTIBITAHUI ) WCTIBITAHU )
MepearoIen MIPUHUMAIOIIEH
CTOPOHBI CTOPOHBI
Onucanue COIl (M) orieHka | hapmakor COII (M)
XXX-XX ot CUHBIN XXX-XX oT
JUT/MM/TTTT JUT/MM/TTIT
COIT (M) COIT (M)
XXX-XX ot XXX-XX ot
JI/MM/TTIT JII/MM/TTIT
pH COIl (M) olieHka | (hapMakor COII (M)
XXX-XX oT CUHBIN XXX-XX ot
JI/MM/TTIT JII/MM/TTIT
COIT (M) COIT (M)
XXX-XX ot XXX-XX ot
IUT/MM/TTTT JUT/MM/TTIT
KOJINYECTBEHHOE COIT (M) nepemayda | crenuduy COIT (M)
OIpeAeIICHUE XXX-XX ot €CKUM I XXX-XX ot
(BOXX) JII/MM/TTIT JIEKapCTBE JI/MM/TTIT
COIl (M) HHOT'O COII (M)
XXX-XX ot cpencraa XXX-XX ot
IUI/MM/TTTT IU1/MM/TTTT
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AHaIUTUYECKUE METOJIMKM, TMEPEUYUCIICHHbIE B Tabinuie 2, ObUIM

UCKIIIOYEHBl B CHJIY TOTO, 4YTO OHHM HOCAT OOIIMI XapakTep WIH Y

MPUHAMAKOIIEN  CTOPOHBI ~ HMMEETCA  ONBIT  BBIINOJHECHUA  JIAHHBIX
aHAJIUTUYCCKUX METOJIHUK:.
Tabnuua 2
Ha3Banwue Kon noxymenrta Tun MeTonuKu Kon noxymenra
AHAUTUTHYECKON (cTangapTHOM (cTangapTHOM
METOIUKU oTiepaImoOHHOM onepaImoHHON
POLICAYPHI, IPOIICAYPHI,
METOIUKHU METOIUKHU
UCTIBITAHU) VCTIBITAHU )
MepeIaroIIe MPUHUMAIOIEH
CTOPOHBI CTOPOHBI
[TopmuHHOCTH COIT (M) (bapMakonenHbII COIT (M)
(MK XXX-XX XXX-XX
CIIEKTPOCKOTIHS) OT JUI/MM/TTTT OT JUI/MM/TTTT
COIT (M) COIT (M)
XXX-XX ot XXX-XX
JUT/MM/TTTT OT JUI/MM/TTTT
Tsxenbie COIl (M) (hapmakonenHbIif COII (M)
MeETaJlJIbl XXX-XX XXX-XX
OT JUI/MM/TTIT OT JUI/MM/TTTT
COIT (M) COIT (M)
XXX-XX XXX-XX
OT JUI/MM/TTIT OT JUI/MM/TTTT

PabGouass rpynma mnepemaroiieii CTOPOHBI: (MEPEUUCIUTH (HaMUIINH,

JIOJKHOCTH,

OTBCTCTBCHHOCTD

(ykazaB

pPa3pabOTUYHKOB,

JIMII,

OCYIIECTBIISBIINX COTJIAaCOBAHHME JIOKYMEHTOB IO TpaHC(hepy aHATUTHICCKUX
METOJIMK, JIUII, OCYIICCTBIISABIINX YTBEPXKICHHE JOKYMEHTOB IO TpaHchepy
AHAJIMTUYCCKUX METOJIUK, JaThl pa3pabOTKH, COIIACOBAHUS M YTBEPIKIACHHMS
JIOKYMEHTOB)).

Pabouas rpynma NpHHHMAOIICH CTOPOHBI: (IIEPEUYUCITUTH (HaMUIIHH,

JOJDKHOCTH, OTBCTCTBCHHOCTD (YKa3aB JIMI, OCYHICCTBIIBIINX COTJIACOBAHUC
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JTIOKYMEHTOB no  TpaHcepy = AHAIMUTUYECKUX  METOJUK, TN,
OCYIIECTBIISIBIIUX YTBEPKJECHUE JOKYMEHTOB MO TpaHCHEpy aHATUTHUECKUX

METOJIMK, IaThl COTJIACOBAHMS M YTBEPXKICHUS JOKYMCHTOB))

Pe3ynbraThl U 00CYKICHHE
(pazoen opopmnsiemes ¢ nosoeo aucma)

Ananurrueckas Metoauka: (ykazams nHaseanue)

[Mponienypa: (npusecmu onucarue npoyedypo)

OnHuM  (yKaszvieaemcest KOAUHECME0 CREeYUuaIucmos) CHelHaIuCcTOM
NPUHUMAIOIIEH CTOPOHBI OBUIO TIPOBEICHO HCIBITAHWE Ipernapara
(vkazvisaemcss naumenosanue) cepuit (ykazvieaiomcs Homepa cepuii),
COTJIACHO aHAIUTUYCCKHM METOJIUKAM (KpPAamko ONuculeaemcss Memoouxd,
Hanpumep, NpueooOUmMcs: HomMep CMAHOAPMHOU ONePayuoHHOU Npoyeoypsl,
MEMOOUKU UCNIMAHUIL).

Pesynpratsr:

(Mozym 6vimb npusedenvt 6 6ude madauyvbl ¢ YKA3aHUEM OYEHKU
NPU2OOHOCIU  CUCTEMDbL, NAPAMempos8, pe3yibmamos npuHUMarwen u
nepeoaroweil CMmopoH, Kpumepues nPpUemiemMoCcmu)

BriBObI:

JlabopaTopusi oTAela KOHTPOJs KadecTBa (yKasamv HAuMeHO8AHUE
NpUHUMArOWel cmopousl) YCICITHO 3aBepIlnia TpaHChEp aHATUTHUECKOU
METOJIUKH (VKazamb HA36aHUE MEMOOUKLL).

Bce pesynabTaThl HMPHUTrOJHOCTH CHUCTEMBI YIOBJICTBOPSIOT KPUTCPHSIM
NPUEMJIEMOCTH (€CIM TPUMEHUMO) W BCE AHAIUTUYCCKUE pE3yiIbTaThl
YIOBJCTBOPSIOT KPUTCPUSAM MPUEMIICMOCTH aHAJIUTHUYCCKOW METOJIMKHU
(vkazamv nazeanue memoouku), TMOITOMY JIaOOpAaTOpUs OTAEIa KOHTPOJIS

KadyeCTBa (YKa3aTB HAaNMMCHOBAHHC HpI/IHI/IMaIOHleﬁ CTOpOHBI) oJay4act
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KBaTU(UKAIIMIO HA TPOBEJACHUE AHAIMTUYECKOW METOAMKH (yKa3aTh
Ha3BaHUE METOJIUKH).

(Uanee cnedyem ananoeuuno onucamo pes3yivmamosl mpancgepa ecex
AHATUMUYECKUX  MemOOUK,  OCHOBAHHbIE  HA  OYeHKe  Kpumepues
npuemiemMocmu (6 coomeemcmeuu ¢ npunodcerHuem Ne 5 k macmoswemy

Pykosoocmey) u 6 coomeemcmeuu ¢ mabauyei 1.)

JlokyMeHT JOIKHOCTD OUO [Toanuck Jlara

IHoxrorosun

CornacosaHo

Y TBEpKIACHO




