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Mpeaucnoewne

Llenu, oCHOBHEE NPUHLEKMARL KW CCHOBHOA NOPAACK NpCREAEHHA paboT No MEMroCYdapcTBeHHOR CTaH-
OapThaayuu yoTamoanede: MNOCT 1.0—92 sMewrocynapcTeeHHaA CHCTEM2 cTaHdapTuaaunn. OCHOBHLIE
nanoweda s 1 FMOCT 1.2—2009 «Mewrocy0apoTEEHHAA CHCTEMA CTAHOADTHIAUMK. CTAHOADTE MERTooy-
OAQCTEEHHLIE, NRABWNE W PEKOMEHDZALMK N0 MEXMOCYIAPCTEEHHOR cTadgapTHaaukn. Noaewna paspatoTes,
NEAHATAA, TPUMEHEHHA, COHOBNEHWA W OTMEHLIH

CeeneHHA o cTaHgapTe

1 NoOAroTOBNEH:

Tagepankipiid rOCYJADCTEEHHBIM YHUTAPHEIM NPeOnpyuATHEM «BCopocCMACKWMA HaydHo-HoCneaona-
TEMNLCHAR LUEHTP CTAHOADTHIALMA, WHROPMAaUKK W CepTUDHEAIUWK CHpPeR, MATEPWANCE W BRWECTER
(YT «BHUMLUCMEx );

TEXHNYSCENM KOMHTETOM N CTAMZAPTHAaUMK TK 339 «BeaonacHocTe CeipEA, MATEDWManos 1 BEWacTE
enepansMors areHTCTEa N TEXHAYECKDOMY DervIADORAHHID 1 METDOMNOT M,

Mexrocy 1apcTEEHHBIM TEXHMYECKHMM KEOMMTETOM No cTasgapTraaymy TE 338 «belonacHocTe CuIpsA,
MATEDHANOE W BELLECTED

2 BHECEH ®efepaneHblbd areHTCTESM N0 TEXHAYSCEOMY PEMYTHPOBAHKKD W METPONOMK

3 NMPHUHAT MesrocydapcTEEHHBIM COBETOM N0 CTAHOAPTHIAULMK, METLONOMMA M CepTHdHEaLMM
(NpoTokon oT 15 Hoacpa 2012 1. Mo 42)

33 NpUHATHE CTAHOAPTA NPOroNoCOBANA.

H:Di.'ITHDE HEAMOHOBIHHE CT ARG “Dn‘.l CTHAHK Ca FOAWEHHDR EdHESHIIOHAT HAOAOASNLHEDID JLrda i
no MEACO 3166} D0S—47 no ME (ACOD 3186} DO4—587 ro STAHGAP THIEL NN
A pRE HH A Al BA#HIKOHIMAE PeonySnden ARMeH na
E=napyck By MoccTeRaapT Fecnylinik Benapyce
KezaxcTaH HL MoceTaHaapT Pecnybndkd KasedcTaH
Kb prsl 3G T EBH K R RIp e 3 TEHOERT
hMonaoaa faD Monaoaa-CraHgapr
PoccuAckas drenspaumns RU PoccTasaapT
Tag=uEMCcTaH TJ TagHuKcTasaaonT

4 HacToAwKA CTaHAapT MOeHTHYEH MeKdyHapodnomMy dokysenTy DECD series on Principles of Good
Laboratory Practice and Compliance Monitoring — Mo 3 — Revised guidance for the conduct of laboratory
inspections and study auditz: 1995 (PyroBodcTRD NO NRPOBELEHMI0 MHCNEKLWMA MAGOpaTopEd M ayQuTos Hocne-
Ooceanda: 1995, Ne 3 13 cepuy QOEYMEeHTOE Opradviaumy IHoHOMXYECKOND COTRYOHAYECTEA W DaIBHTHA
(O3CP) o Nprdurnax GLP 4 MOMWTORWHNE COOTBETCTEMA )L

MexgyHapogHs@ gokyMedT paspaboran Patosed rpynnoi O3 CP no GLP.

Mepeaog c aHrNWACKOre A3eKa (en).

OHHLWANEREIR JKIEMINAD MEMAYHAPOOHOMD AOKY MEHTS, HE OCHOBE KOTOROMD NOGroTOENEH HACTORLLIWA
MERIOCYIAPCTEEHHLIA CTAHAAPT, MMeeTed B PegepansHom areHTeTEe N0 TEXHUYECKOMY DEryNHDOBaHAD |
METRONaTHE Poccridckod Qegepanuu.

CTeneqs cooTRETCTEMA — WoeHTrYHaA (IDT).

B HacToAWKA cTaHOapT BHECEHD CNeqyiowes peiakuModHOS HAMEHEHHE HIMEHEHD HAWMEHOBANWE
cTaHaapTa.

HavmeHoeaHue HACTOAWErD CTAHIADTA WIMEHEHS OTHOCHTENSHD HAMMEHOBAHWA MEXOyHapooHoOM
OCKYMEHTE B CERAZK C 0COGEHHOCTAMA NOCTROEHHA MERIOCYQaDCTEEHHONA CHOTEME! CTAHGAPTMAALMIA

5 Mpukazom PegepansHoro areHTCTES NO TEXHWHECKOMY DEMYIHDPOBAHA IO M METDONOTHK 0T 27 nekabpa
2012 r. Ne 2161-cT MexrocynapcTeeHHeld cTamgapt MOCT 31880—2012 peegeq B QEACTEWME B KadecTDe
HALWOHANBHOMD CcTadgapTa Pocckiickol Pegepald © 1 aueapa 2013
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6 BEBEOEHEBMNEPELIE

Hucghopaayus of USMEREHURX K HaCMORWary cmardapmy nybnuxyemca & axesodio ba20asasidon
UHODMAYLDHROM Frazamene s Haluoranetee cmaddapmee, & MEKCT UIMeHeMLD U ToNpaeoy — @ M-
CAYMO LU3FARaeMEY URDODMALUONNEY YRATAMENaX ¢ HayLloHaneHee cmandapme s B cinyuae nepecampa
(FAMEHE) LAY OMMaHE HECMOALWESD cmandapma coamaamomeyiiyes yaadomnesus Bydem onyBnLuKoaaHo
8 @XEMaCcAYHG Uadasaamom unghopMayuoNHomM yrazamens « Hayuosanesrese cmasdapmeis. Coomesmomay-
WOLER UHoPMALYUR, YaodoMIEHLE U IMEKCTE DAIMEIWaMcA Mmakske 8 uiihapialuolknol cucmeame obiesn
NOTLI0EIHUA — Ha OhuyLansHoM cadme PedepansHoso a2oHMmMomas NO MEXHUYECKOMY DeSyNUDOaaHUN U

MEMPANoEULL 8 cemu MrRmepHem

S CTannapTaHdope, 2013

B Pocciackod TeaepauMil HAcTOALLMA CTAMAAPT HE MOEET DT NONHOCTRI0 KK YacTUYHO BOCNpoMane-
OEeM, TUDARKWPOBAM 1 DACNPOCTRAHEH B KEAYECTES OMMUMANEHOMS KAOAHKA el paspelueHda Defapans|oro
AreHTCTES NO TEXHWHECKOMY PErYNHPOBAHKIO W METPOMONAH
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BeepeHwne

MpuuaToe s 1987 r. Pewexde CopeTta O3CP 0 83adMHOM NPUIHAHWA gaHHex [C (8130 (Final)], cornac-
HO KOTOROMY DYKOBOGAWKA AokysmedT « OECD Series on principles of good laboratory practice and compliance
monitoring — No 1 — OECD Principles of Good Laboratory Practice (GLP)» [« Cepua O3CP o npuHUKnax wag-
nexawed NabopatopHol NPaKTHEM W MOHKTOPMHME cooTRaTcTEMA. MNe 1. MNpuHumne vagnexawed nabopatop-
Hol npakTien O3CP GLPx] [1] (aanee — Mpuuygnne GLP)ABNASTCA M0 HEOTLEMNEMON YACTE, BKOYIET B
caba nMoTpyEdMio O3CP No NpoBe0eH 0 MERONDUATIAR, NOIBONSKDWHE 0ONErYKTe FTAPMOHHIMPORAHHBIE Ha
MEMIYHAPOOHOM YROBHE NOOXoOsI 4NA obecnedweHys cooTeeTeTenA MNpruu-nam GLP. Boneacteqde aToro, B
UEnAy COQEACTRMA BHEADEHUG CONOCTABMMEX NPOUEAYD MOHATODWMHIE COOTRETCTEMS, 8 TAKKE NpMHUYNA
MEMIYHAPDOHOMD NPHHATHA CTRaHaMK — wnesdamin O3CP 8 1983 r. Copet O3CP NprHAN DeKOMEHOaLMHID O
BIAWMHOM MNPHIHAHME COOTEBETCTEHMA Haanexaled nabopaTopHod npaktree [C (83) 895 (Final)], B koTOpoR
ONPELENSHE GCHOBHBIR KADAKTEPHUCTARK NEPOLUELYD MOHWTORUHIE COOTRETCTEHA.

Pabodan rpynna o B3arMHOM NDMIHaddKe cooTeeTeTEXA MNprrudnan GLP (ganee — Paboyas rpynna)
Oeina cosgawa s 1885 r. nog npegcegatenscreom npod. B, Cunano (B. Silanc) Mtanua, ytobel coO2RcTEOBaTE
NpakTHHecKoMy adeapenvio aktoe Cosata O3CFP no GLP. sepatorate oblwme Nogxodsl K TEXHHHECKHM 1
AAMUHHCTRATHEHBIA NROBNEMaN, CERAZAHHBIM C MOHRTORAHIOM COOTEETCTEAA MNpuHyrnam GLP, a Tacxe paa-
paboTaTte MEXaHKIME ONA BIAMMHOTD NPWMAHAKKA NPOUSOYD MOHWTopUHNE cooTeeTcTars. B Patoued rpynne
NPHHANKA YHASTAES NESACTABMTENA CNEQYIOWHE CTRAH W ODraHH3anqd: ApcTpandK, Beneran, Kanage, Jaque,
DagepatHeHod PecnySnued MepMadvd, PUHNaHIuE, Spadurn, WTandy, Anodde, Hopearsn, Hnoepnadooe,
Mopryranum, Monanaw, Weewaw, Weehyapuy, BenukoSputadma, CLA, KoMmucoun eaponeickimx cooblecTe,
MexgyHapogHod OpraHd3aUMy Ne CTaH0ARTH3AUMWA, KOHBEHUMK NS apMaLeBTHYECKSH HHCNEKWHH, 8 TamKe
BremMypHoH 0praHdiIayny agpapooxpaqendna (BO3).

Pabodan rpynna paspaSoTana, B 4a8cTHOCTH, «PYKOBOACTES NO NPCESISHWE MHCNEELKA HCNbITATENL-
HEE LEHTPOE W 8YJWTOR MCCneqosanii . PYEoaoocTeo GeiNg oCHOBAKO Ha TeKcTe, paipaboTandHos Mpynnoi
axcnepToR no GLP, MNpegcTasneqds k3K HacTe 3aknioYuTensHore oTeera oT 1982 .

HNanHoe pykoacacTes Oeno anepese onybnukoeado & 1988 ) HEaHAYUTENEHO COKPALLEHHEBIA BApHANT
Okin NpHCoEOHHEH K PeweHno-pekoMedtau9ds Copera O3CP no cooTEETCTEXIO [prHygrnam GLP ot 1989 .
[C 89 87 (Final)], koTopoe oTMeHAeT 1 3amexaeT cobol ast Coreta O2CP oT 18831,

Mps npuHATHK 23Tom Pewenna-pekosesgayikn CoseT O3ICP nopyysn KoMuTeTy No oXpaqde okpymaK-
Wer cpedil 4 ¥Npasnsioweny KOMUTETY CReuran:HoNR Nporpamss No EOHTRONK XHMAYECKAY BEWECTE NP
HENGXOGUMOCTH OGHOBNATE DY KOBOJAWHE QORyMERTE CH3CP no GLP « PykopoacTao No Npouegypan MOoHKTO-
PUHrE COOTRETETEBMA Hagnexawed nabopaTopHod NPakTHEKMy W « PYKOBSOCTRES N0 NPOBELEHKIO MHCOSRLHA
HCNbBITATENEHE X LEHTDOE W aYOMTOR HCCNER0BaH A s CYHETOM MHEHHA W ON.ITa cTpad — ynedoe O3CP arak-
HE COOTEETCTRYHILWEN QEATENLHOCTH ODYIMK MEXIYHADOOHLIX ODT3HNIALKNA,

Mpynna akcnaproe O3CF no GLP pazpaboTana NpeinoseHdA O BHECEH KA NONBasoK BATH DYROBOOCTEA,
KOTODRIE DeiNd YyTEEpPHOEH:! peweHwer Copata O3CP: «BHeceHHe WIMEHEHWA & NDUNOHEHHA K Paiwe-
HHK-peroMerdaund Copeta O3CP o cobnmieHdd MNpuHuEnos Hagnesaled nafopaTopHon NpaKkTIEm», |-
HATEIM 9 papTa 19851 [C95)8(Final)).
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M E X 0 C ¥ O APUG CTIBTETHH b H CTAHIOIAPT

NPUHUMNBI HAONEXALLIEW NAEOPATOPHOW NMPAKTUKW (GLP)
PykoBOACTED MO NPOBSOSHHID WHCASKUWA MCNLITATENLHLIX UEHTHOR W ayOMTOR HCCNenoBaHKNA

Frinciples of Good Laboratory Prachos {GLE).
Guldance for the canduct of laboratory inspections and study Budits

OataBeegeHua — 2013—01—01

1 OBnacTe NPUMEHEHWA

HacToAwWA cTandapT YeTAHABNKEAET NPOLELYDEl N0 NPOBELEH KK HHCNEKUAA MCNaITATENBHBIX LEHTROR
M ayQuTOR MCCNEOoBaHKA. MTNapHEM 05pa30M aTO KACAETCA MHCNEKUKA MCNBEITATENLHBIX LEHTROB, Ha NPOBE-
DEHHE KOTOPEK MHCNEETORE NG GLP TRaTAT D0NbLWYH YacTk BpeMeHi. VIHCNERLWA HCNbITATENEHLIE LEHTROB,
KAK NpaBMNg, BEN0HaeT B oeha ayouT MK paccmMOoTDEHWE MCCNE08a KA K3K YaCTe HHCTIEKL N, SOHAKD ayaH T
HCCNEACBARWA OCMKHE NROBOOMTLCA BREMA OT BREMEHK NO TREB0EAHMD, HANMDUMED, PErYTTMPYIoWEaro opra-
Ha. Ofwes pyKOBO4CTES NO NPOBEOEHNK 3V IHTOR HCCNEd0BaHHR NpHBEdeHD B paznenax 4,5

MHCMEKLHIA MCNBITATENEHEX UEHTROE NROROOAT ONA ONPELENEHKA CTENEH K COOTBETCTBHA Mokl TATENL-
HEE LEHTPOE M MCenegosaHEiE NpuHurnas GLP, a Takse onpegane HWA UenocTHOCTA JaHHbIX, HTo0B rapadTi-
pOBETE, Y9TO MOMYHEHHEE AAHHBE WMEKNT HAONEHAWEEs ESYecTBO ONA OUEHKH W NPUHATHA peLwesHi
HAUMOHENEHEIMA PEFYNADYIOWABA OpTaHasMM. 3T pe3yNeTaTel OTPaKAI0T B OTHETAX, 8 KOTODLE OMKHCLIBADT
CTENEHE COOTEETCTERA MCNBTATENbHEX WEHTROR MplHuknan GLP. MHCNE KUK ACNeI TATENEHBX WEHTROE CHE-
OVET NECROAMTE Ha DEMYNARHSA, NRaHOBOR 0CHOBE, YTODL CO3ABATE M COXPaHATE AAMKCK O CTATYCE COOT-
BETCTEMR UCNBTATENsHOro ueHTpa MNprHymunas SLP.

OononHuTenbHEIE BaITbACHEHHA MHOTHX NYHKTOR BaHHOM0 SORYMEHTA MOTYT BeiTh NONYHYEHE 13 KOHCEH-
CyCHBbl R JorymedTos O3CP no GLP (Hanprsen, 0 pond 4 06A3aHHOCTAY DYKOBOLWTENA HCCNegosaHma ).

2 MHenekuM MCNbITaTeNLHOro UeHTpa

2.1 Ona onpegengHna cooTeeTeTBWA MNpyddgrnar GLEP npoBogAT WHCNEELWKE TeX MCNBTATENbHbIX
LEHTPOB, B KOTORESE NOMNY4anT gaHHble 0 Be30nacHocTA XMMMYSCHE BEWECTE QNS 3000D0BRA YENoReKa WMNK
CEPYHARLWLEN CoR s, NOANEKALWE PErYNHPOBAHKMKD. MHCNekTopsl MOryT 3aNpallKEaThs 0aHHLIE ayOMTa, MMe-
HLYME OTHOWEHKE K DHMINHECKHM, XHMAYECKHM, TOKCHEONOMAYECcEMM WK 3K0TOKCHECNOT MYECKHM CBONCTEaM
BEWECTES WNK CMECH. B HEKOTORLIX CMYHARK WHCNEKTODE MOTYT HY#OATECHE B NOMOWW CNEUWanYcToR B
KOHEDETHEX QHCLMNNIAHAY.

2.2 Paznoobpaive ACnHTAaTENsHLIX UEHTROR (KaK © TOYEM IPEHHMA DUIMHecKors pAacnonowe i A, TaK 1
CTRYETYDB! YNPABNEHWAY, 8 TRKHE DAINAYHRIE THNB KCCNEO0RAHAR, & KOTORBIMA CTANKMBAMTCA WHCNEKTOPLI,
CIHAYALT, HTC WHCNEKTOPEl J0MKHE OCHOBRLIBATECA HA CODCTBEHHOM MHEHHAK DNA OUSHKW CTEMSHA CoOT-
peTcTEMA MNprHuvnam GLP. Tem He MeHEE, MHCIERTODE! A0MKHE CTREMWTLCA K NCCNedoBaTaNkLHOMY Nogxoay
NP GUEHKE KOHKPETHOM WCNETATENBHOTD LEHTDE MW HCCNEOoRaHMA C TOYKH ADeHWA COOTRETCTRHA [DHHLM-
nam GLP Ha gonwHoM ypoBHe.

MapgaHue ohuunansHoe
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B pazpensa 3 npegcTasneds pasNdyHbe COCTABNAIOWHE NCNTaTENsHLX UEHTROE, B TOM YHCHE MEpco-
HAM W NQCWEOYERL, KOTODEIE, KAK NPABUN0, NPORSDAKT MHCNEKTORR. B kawaom paigens NpMEedeHs: Wenu, a
TAKKE NOACHUTENLHLIA NEPEYEHs KOHEDETHEX COLesTOR, KOTODLIE MOy T DACCMATPWEATECA B KOOE HHCTE KUK
WCMETATENLHOTD USHTPa. 3TH Nepeddd MoryT Ok He cTofk ofWHpHEIMK W NReanaranTed B kEadvecTas
NOUMERA.

2.3 VHCnekTops: He QOEH bl KAcaTeECA HAYYHOTo NpoekTa MCCNedoBaH d Uk MHTEDNPeTaLMA pEaynsTa-
TORMCCNEN0RAHKA B OTHOWEHHK DUCKOB ANA 30000BES YEN0REKER MNH OKRYHaKWER cpedb. OTaaTCTEEHHDCTE
33 3TH ACMSKT ksl BOINOMEH HA DECYNHADYIOLWNE ODTAHE, KOT 0D NPELCTARMAAKT JaHHLIE GNA LENeH perynvpo-
BAHKA.

2.4 MHonesLii KeNeTaTENBHOND UBHTDEA W Y0 T MCCNEA0BaH KA HE Q0NKHSE HAPYLWAaTs paboTy UeHTpa
B OSLIYHOM pesiume. TakuM o0pasom, MHCNEKTODE J0M¥HE NPOBCGWTE CEOID DABOTY TIWATENEHS CRNAHUDO-
BAHHEM W PakTH4ECHY CCYLUECTEMMEIM CNOCoboM, NPUHKMAA B BHUMAHWME NOKENAHHA 3GMHHACTRALNM
WCMSITATENLHOD UEHTPA KEAK OTHOCHTENEHO NDOOGMTERTENEHOCTH BUIATE, TAK W NOCE WEHWA OTASNOE KON LITA-
TamE=HOrg eHTpa.

2.5 B X008 WHCNEKUWA ¥ a¥OWTOB MCCNedoBadna MCnETaTeNs oo UeHTPa MHCNekTopl OYayT HMeTE
O0CTYN K EoHOWIeHUHANTEHOR, KOMMERYSCKH IHAYHMMON MHPopMaLME. OHW rapaHTARYIoT, 4TO © 3ToH WHdop-
MALMER CIHAKOMATCR TOMBKD YTONHOMOYSHHLIE MHMUa.

OTBaTCTEEHHOCTE OTHOCHTENEHO JAHHOMD ACHeKTa JonKHa OelTe YCTAHORNEHA [HALWOHANLHOR) Npo-
rEaMBONA MOHWTOPUHra CooTRETCTEMA MNpuuuunan GLP.

3 Mpoueaypbl NpoBeOEHWA MHCNEKL MM

31 NpegepapuTenisHan MHCMEKLMWA

Uans — 03HaKoMATE HHCNEKTOPA © MCTLI TATENEHEM W@HTROM, B KOTODOM BY 08T NPOScoMTRCA HHCTEKs
UMA, 8 MMEHHD CO CTRYETYRCR YNPABNS KA, DHUIHYECKMM MECTONOMNOHEHHEM 20AHMA 1 OBNACTRM KoCneao-
BAHHIA.

Oo nposegesind MHCNEKLEA HNK 3YOMTa WCCNEOO0BaHMA KCNEITATENEHROMD UEHTDE WHCMeKTOD b 00N b
OAHAKOMMTECAH C HHEODMALMENA 0D UCNLITATENEHOM UEHTDE, KOTODBIA OHW DCNHHE NOCETUTE. PaccMarpraasT-
CA MoSas cyLecTBysLAR MHDOPMALWA 00 MCNBITATENLHOM LEHTPE. K HEA MOTYT OTHOCHT BCA OTYET LI O MPE k-
OYLHY MHCNEKUKWAK, PAcnOoNoMeHne WCNETATENLHOMD UEHTRA, OPraMdIaLHoOHHAR CTOYETYPE, OTUYETRl OF
WMCCNE0oBaHMax, NEoToKONM ¥ Suorpadvdeckne Cnpaokl © NepcoHana. 3Td QoKyMEeHTs NoeaocTaanaKoT
WM OpRaL I

- OTWUNE, PAIMEDE KW DACNONOMEHHIA MCNBTATENEHOTO UEHTRA,

- o obNacTk MCocnNenoRaHHE, KOToORaA GyOeT NDOBEEPATLCA B X008 MHCMERLMI,

= OCTRPYKETYDE YNDARNEHWA MCMBTATENSHOTO LEHTRA.

MucnesTope JonHs cOpaTHTE BHUMAHKE, B YACTHOCTH, HA HEGOCTATH, OTMEYEHH LIS B X008 NPE0BTy-
LU MHCTIBKLMEA MCNTATENLHOMD WEHTPa . Ecni MHCNeku s MCNETATENBHOID UBHTDA PAHSE HE NPOBOOWMNNCE,
WHCMEETOPE MOTYT 20 NOCETHTE © WENsK NPediapMTeNs O HHCNeKUWH, YToDE NoNyYuTs OTHOCAWYIKCA K
aeny nudropesaumig.

MensimaTensHbid LeHTR MoseT BbiTe NRpoUHhopMEpoRaN ¢ JATE 4 BREeMeH NDHOBITHA UHCNEKTOpOR,
LENA ¥ NPOSONHATENEHOCTA WX BAIMTA. VICNETATENLHSIA LEHTE on$eHd rapadTHpoRaTes, YTo ByayT DocTynH el
COOTEETCTAYHLWMKA NepCoHaNn ¥ ACKYMEHTAUMA. ECNK oTaeneHEE QOEYMEH Tl MM Z2NACK NCANEHaT NRPORSOKE,
WCMSITATENBHOMY LEHMTRY CNEOYET Wy ONDEAENUTE 00 BUIMTE UHCMNEKTOROD, YTODsI OHK BhiNy HEMEaneHH
OQCTYNHLI B X008 WHCISKUWHK MCNETATENEHOMD UEHTPA.

3.2 CraproBan KoM pEHLLAR

Uens — WHROPMHPOSaTE 30MAHHCTREUMIO M NEPCOHAN MCNLITATENLHOMD LEHTEA O NEWYMHAX NPOBEaE-
HAA MHCTEKUWM MCNBITATENEHOMND UEHTpa W ayQuTa WCCnegoBandii, OnpeaendTs J0HE WCNETATENBHOND
LUEHTPA, NOAMNEKALLME WHCTIEKTUPOEAHKIO, MCCNeOdoBaHHA, BEBpaHHLe ONA ayouTa, 8 Takwe J0KYMEHTEl W
NpHEMNEYEHHER NEQRCOHN,

AOMAHKCTRATABHEIE W NPAKTHYECKAE GOTANN MHCTIEHLWA ¥ AYOWMTa WCCNegonaHiil MenHTaTENEHON
UEHTpa Qon#HE 06CYE0aTRCA C A0MUHHCTRALMEN MCNBITATENLHOMD UEHTDA B HAYANEe BX3WTA MHCNEKTopoR. B
KOOE CTAPTOROH KOHE PEHLMA MHCTEKTOD:! SOMAHLI

- ONPEOEMHTE UEMW ¥ MacWTal auaKTa;

- ONWCATE Q0KYMEHTALWED, KOTORAR TpeGyaTCA ANA NPOEEDEHMA MHCNEKUMW MCHETATENEHOMD WeHTRa, a
WBARHHD, CTIHCOK TEHYLLMY 11 IaBapLIeHHE Y WCCNBn0aaHKA, NNAMHE KCCNEA0BIHWA, CTAHASDTHES ONEDaLHoH-
HElE NPOLELY P, OTHETE OF MCCNBO0EAHWAX ¥ T. 0. JOCTyn ¥, B Ciydase HeoBxoduMOCTH, JaKMNoYeHne corna-
LUEHHA O KONHPOBAN WA COOTRETCTEYHILMY QOKYMEHTOR GOMNEHE BTy OroBOpEHE! B ATOT NERUOD BDEMEHK,

2
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= BEIACHWTE MM 23NPOCHTE MHEopsad o of agMUHACTDaTUEHOW CTRYETYDE (CPradi3ag i) M nepcoHa-
M2 UENBITATENEHOMD LeHTRE;

< 3ANPOCHTE WHDORMALMIO O NDOREOSHKA HCCNEROBAHKNA, HE ARNAINWWECA O0LEKTAMM NPHMEHEHHA
NpuHuunoa GLP, B 30HaX MCNaITATENEHOMD UBHTRE, B KOTOPLIX NPOBOOAT HCCNEA0BAHKA B COOTEETCTEAM & TPE-
CopaHkamd MpuHuyKMnoe GLP,;

= MPOEECTA NEQEOHAYANEHOE ONPEdeneHUe TEX YJACTEA [30H ) HCNLITATENLHOID LEHTRE, KOTODsE By ayT
NOgEEprHYTE MHCMNEETH POBAHHIO,

= ONACATE JOKYMEHTE ¥ 0B0a3U ks (0D EEETE), KOTOPEE TREGYIOTCA ONA AYOHTA TEKY LAY WK 33 BEPLLIEH-
Hiix WCCNEOoBAHWA,

= VEAZATE, 4TO JAKNKMHTENLHAR KoMdhepeHuka ByIeT NpoEeqedsa Nocne JABepuweHnd NpoReneHns
HHCNEKLHM.

Mepeq NpoBeaeHYas JansHeRWeR HHCIEKLKK KCNBITATENEHOND LEHTRE MeNaTensHo, YToGs HHCReKTo-
Pl YCTAHOBKW KONTAKT oo ciywbod cbecnadeqis KaYecTea WoneiTaTeneore yedtpa (Quality Assurance,
QA). Cornacko oSN NDAEKNaM NpM AHCNEKTRPOBAHKA MCNBITATENLHOMO LEHTRA ABNAETCA Yenecoodpa3s-
HEiM CONpOBOKOEHNE HHCNEKTOPOE COTRYQHAEAMKM CNyKDn DECnedeHHR KAYeCTEa.

MHCne Topel MoryT NoTpeSoBaTe, YT0SR M BeINa NpegocTasnetda oTOeN:EHaA KOMHATA ONA NPoRERHK
OOEYMEHTOR W OCYLUECTENEHHA ADYTOH OEATENEHOCTH.

3.3 Oprandiaura | nepcoxan

Uene — onpeldendTe, WMeeT MK WCNETATeNbHBIR UEHTD B J0CTATOMHON MEPE KRANWDMUKMPOBAHHER
NepCoHAnN. NIOECKHE DECYDOE M CEDBACHYID NOLOEDEEY MHOTCCTOROHHKE 1 MHOMOMHCAEHHBIK MCCNE LOBaAHHIA;
HRMEBTCR Md COOTERTCTEYIOWAA OpraH-3aUuBoHHaA CTRYETYPA, YETAHOBHNA MK agMBHUCTDALWA MCNBITATE k-
HOMD WEHTRE NPOUEAYDEl B OTHOWEHHK NOArOTORY K 300p0BLA NEQCOHANA, COOTEETCTEYIOWHE KOCNEdoBaHN-
A, NEOBOQHMERM B MCNTETATENLHOM LEHTPE.

AOMHHHCTRA LKA HCNBITATENEHOMD LEHTEE NOArOTARNWEAET CNELYLHE QOKYMENT k.

- MOATAKHBIA NNEH;

- OpraHUIaALWMOHHEE CTRYETYDBl YNPABNEHWA MCNBTATENHLIM LEHTPOM W HAaYyYHBEMA Nogpasgens-
HIRAMA,

- BuorpadHecie CNEABKK & NEPCoOHANE, NPUHHMAKLEM YHACTHE B MCCNEL0BAHHAX, MAGPaHHbIX ANA
NPOBELEHAR 8¥MTa MCCNEOoBAHMA,

- CNHCOK [CNACKKH] TEKYLLMX W JABEDILEHHB MOCNeqoRaHii © WHROPMaUKMEeR O THNE WoCnNedoBaHus,
SaTax Ha4ana/a e pweHka MCCNeaoBEaHuA, TECT-CHCTEME, METOLE NPHUMEHEHHA TECT-CHCTEME! M MMEHH DYEO-
BOOMTENA KCCNEQTEAHKA,

= NpoueayDbl HaGMKOEHKHA 38 3Q00CEREM NEpCoHana;

- chyEebHBIE KHCTPYKUKA NepCoHana, NEorpamMae 1 JanMcik NegroToRKK NEpocoHana;

= MEpeqYeH CTEHOAPTHLIX ONepalmoHHbIX Npouedyp (COM) HeNuITATENEHOM LEHTR,

= KOHEDEeTHEE COT, MaMetwie OTHOWEHKE K ACCREd0BaHAAM MK NPOUESYDamM, Nognesaulkmm HHones-
THROBEAH MK KW 2y J|TY,

= CNHCOK (CNWMCKK) PYROBOOQWUTENER HCCNeaoEadna W CNOHCOPOE, CERIAHHLIX C NOSNEXALLKMK ayJnTy
HCCNEABAHMAMN.

B 4acTHOCTH, MHCNEETOR ACNMEH NEoESpHTE!

= CNHCKH TEKYLLAE W JABEPLWEHHBIX HCCNeqosandi, 9ToDE BelACHHTE YROBEHE PaloThl, NPOBOIHMOR
MBI TATEMEHEM UEHTROM,

= MWYHOCTH W EBANKEAEALAID DYKOB0GUTENA{EA ) MCCRedoBEaHKA, PYROBOOWMTENR CNykbe obecnedenna
KAYECTEA W OpYroro NepooMana;

= Hanu4We COM gng Boex cOoTRETCTEYRIWL MK OBNacT el Ko bITAHAA.

34 Mporpamma no obecnevyeHio KaYecTEa

Lienk — onpedendTe, HackonksKD HCNoNkIYeMsle MEeXaHnIMe yNpasne na rapadTHRYIoT, 4To MCocnego-
BAHKWA NPOEOOAT B COOTEETCTEMH C Mprsaurnanma GLP.

PykosoguTenio cnywbsl 0becnedeia KaYecTea JonMHo GeTeE NpeqnoEeto NpoOeMOHCTRHPOBATE CHE-
TeMEl M METORLI ODECNeYEHWA KAYECTEa ANA MHCHSKUMK ¥ MOHUTODKMHN MCCNedoBaMMi, 8 TaKke CUCTEME
FANNCA HABN0OEHWA, TONYYaHH X B X008 MOHUTORWHTE 0GECTEYSHWA KAYecTRa.

MHCNesToD L QOMEHE: NDORE DM TE.

< KRANWEUEALMID PYKOBCOMTENA M NepgoaHana cnyxbe cbecnedenna Ka4ecTea,

« HEAADMCHMOCTE NEpooiana cnywbsl obecneyeHWA K34ecToa oT NEPCoHANa, YYacTEYWETD B MCCmE-
LOBAHAAK,
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- NpoUsgype NNAHKRCBEAHWA W NDCEEASHXA MHCNEKLMA CNYRE0A 0GeCneYeHMA Ka4ecTEA KOHTPONA 4Ta-
Mo HECNeQ0BaHKMA, CNPEOenNASMBIX B Ka4eCTRE KPUTHHYECKNY, QOCTYNHbIX DECYDCOB 0NA NPOBEASHWA HHCTEK-
LUKEA A MOHITODMAErE CNy#bpl obecneqver s KasecTea,

- CYWECTEOBAHME CREM MOHKMTORAHIE CBBCNeYeHHA KAYECTES Ha BeIBOPOYHOR OCHOBE B TEX CRy4ass,
KOFGA MCCNedoBaHWA NPOBOOAT B TEYEHHE TAKOD KoPOTHOMD CROKA, YTO MOMMTODHHI K000 KCCNEdoBaHKA
ARNAETCA NPAKTHYECHM HEGCY LLECTEHMMEIM,

= MAcTal W rnySHRY MOHKTODHHRNE GOECHEYEHHA KAYECTEA B TEYEHHE CCYLLECTENRSRMOMD 3TANa Koone-
OCBAHAA,

- macwTad W rnySuHY MOHUTOPUHNE 0GECNEYeHA KAYECTRa PYTHHHEX ONeaudi WCNETaTENBHORD
ueHTpa,

= NpoUedypel chysbe oDeCnedenna Ka4EcTBa, NDWMEHREMER ONA NPOBEPEK JAKMI0HUTENLHOTo OTYeTa,
YTOGE rapgaHTHROBEaTE B0 COOTEETCTRE MEDEAYHbIM JaHHLIM,

= NONYHEHWE AOMHHWUCTRALWER HCNBITATENLHOTO LEMTRE OTYETOR OT CNyKbbl 0DECNede A KaYecTEa o
npobnemas, EOTopRIE NPEZNONCHHTENLEHD OKAILIBANT BAWAHKE HA KAYECTRO WNW UenOCTHOCTL KWoCnenos-
BaHHRA,

= OEACTEMA, NpegnpUHAMasmes cnyxbol obecnede A KadecTea, ecnd Geind oDHADYHeHL OTEND-
HEHHA;

= pONe cNywbel oDECHEYEHKA KAYECTES, SCNK WCCNEZOBaHKA WKW YacTe WCCNedoBaHHA NPOBOGAT B
nabopartoprax, patoTasoWME & HCTLITATENEHEM LEHTEOM N0 KOHTDaETY,

< BLINCAHeHKe cny*bod no checnadyeH o Ka4ecTBa JeRCTBHA NO fACCMOTREHHID, NepecMaTRY KW oBHoB-
nerns COr,

3.5 NomeweHuwn

Uens — onpegeniaTes, HMEeT MM HCNbTaTenke WA LeHTR COOTBETCTEYMOLWMA BHYTDEHHWA WKW BHELL MR
PAIMED, YCTROWCTED M PACNONOHEHWE, YI0ENETEODAKWLME TREBOEAHMAM NDCEEISHWA HCCNEQOoBAHMA.

MucnekTop QonHeH NPOBEeDHTE, 4TO:

« YCTROWCTEO UEHTRA NOJROMAAET OOCTMYE OCTATOYHOMD YOOBHA 0aI0enaHud, 8 MMEHHD Tor, 4Tofw
MCMEITYEMES DL ECTES, MHBOTHEIE, MMLE, TaToNoMMYeckke 0Gpaslkl M T. M., OTHOCAWWECH K OOHOMY MCCNeao-
BAHKIO, HENL3A BEN0 NEpEnyYTaTe ¢ NPeaHAIHAYEHHEIMA ANA OPYTOro HCCNenoBaHuaA;

- NPOUEAYDE N0 INONOTMYBCKOMY KOHTOOMK W MOHUTORWHIY CYILECTEVIOT M Y A0BNETEODATEMEHG gy K-
LUMOHHMPYHT B KPHTHHECKMK J0HAK, HANDAMED NOMELLBHWAX BNA HHEOTHL M ADYIMX SHONOMYeckmx TeCT-ClG-
TEM, I0HAK KPEHEHHA MCNBITYEMBE BEWGCTE, Na50PaTODHEE NOMELLEHAAY |

. obWwee YyCTPORCTEO 30aHKWA YIOBNETEONAST BOIMONHOCTH PAIMELATE DAINHUHES MOMELLEHKA W NP
HEofNOAMMOCTH NPOBOANTE NPOUEOYPE No GOpeLbe C BpenuTanamm.

3.6 OBCcnywUBaIHHE, PAIMELLEHHE W COABPMAHNE GHONOMMYBCKHX TECT-CHCTEM

Lens — onpegente, cnocobed MK MenETaTenkMelR LeHTD B CNYyYas KCNoNeIoBa WA B HCCNegosaMuax
MHBOTHBIX MW ADYTHX GHONOrMHecKMY TECT-CHCTEM NOQOeHHEATE NOMEBLEHKA U YENOBUA ONA obcny=MBaa-
HWA, DAMELLEHKA W COOSPMAHMA TECT-CHCTEM B COCTOAHWK, obecnaqreaiowes NpeloTBpa e He CTRECCE |
BOIHMEHOBEHWE OPYTHX NpOBNeM, KOTODEIE MOTYT NOBMWATE HA TECT-CHCTEMEI W, CNegoBaTeNkLHD, Ha KaYecTag
OAHHEIX.

MoneimaTens b UEHTD MOSeT NDORSOMTE HCCNEACEAHMA, KOTOPLIE TPESYICT pAIHo0DpaInA MUBOTHELX,
PACTATENEMBIX M MUEPODNONOrHYeCEMX 0B LEKTOR, 3 TAIKKE JDYIAX KNETOoY MK KNM CYDRNeTouHs CHeTem. Tun
TECT-CHCTEM WCNONBIVIOT NpM ONPEOEnedvy ScnekTon, OTHOCAWMXCA K OBCNYMHBAHMIO, PaIMELLEHMK W
COOEPHAHKID, KOTOREIE OQOMMEH NPOBEDATE MHCNEKTOR. MICRoNE3IyA CROE NRELCTARNEHIXE OO ITOM, HHCMNEKTOR
OOAHEH NPOBEDWTE CNEOYHLWE SCNEKTE, MMEKLLIME OTHOLWEHKE K TECT-CHCTEMAM:

< ABNAETCA MW MCNBITATENEME A LEHTE NOGXOOALLMM ANA WCNONs3YeMEX TECT-CHCTEM W COOTBETCTEYET
N oH TPeBoBaHWAM K NPOBE0E HAED MCTLIT3HH,

= NPMMEHAKNTCA MM KBPAHTHHHEIE MEPONDUATAA ONA MHEOTHLIX M PACTEHMWIA, NOCTYNAMNWWK B WCTkITA-
TEMEHEBIA LEHTE. M HACKOMNBKD OHK YO0RNETEORAINT NoCTaBNeH ol aaaaqe;

- NPMHAMANOTCA N4 MEDE, YUTODE! MAONWPOBATE MUBOTHEIX (UKW ODYIHE ANeMEHTE TECT-CHCTEME], BCIH
3TO HEOGXOENUMO ), BCIIA MABRCTHO MNW NPEOANonaragTea, YTo OHW GOMNbH B UMK ABNAKTCA HOCUTENAMKM BONaSHM;

= NPOBOOMTCA MK B QOCTATOMHOR CTEMNEHK MOHHTORWHT W NDOTOKONMPOBAMNE OOKYMEHTOR B OTHOLE K
I00PCELA, NOBEIEHUA KW QRYIMX ACNEKTOB, MMEIOWHE OTHOWEHKME K TECT-CHCTEME,

- HAXOAWTCA nW ofopyooBadke ANA NoOAePHAHWA HEOGX0OWMBIX ONA KAWAGH TECT-CHCTEMBI YCIOBINA
OEDYHAWER Cpedsl B XOPOWea COCTOAHMK M ABNASTCA MW ero padoTa addrekTneHoH,

« COOSEWAT M KNETKW GNAMUBOTHEIX, CTEMNANH, DEICDBYADE] W JDYIWE KOHTERHEDEE, 3 TAKKKE BCNOMOras
TankeHoe obopyYLoBaHHE B HAONEWALLEH YMCTOTE,
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= MPOBOGAT NI N MEpEe HEOSXOLMMOCTIA AHANK L QNA NPODERKE COCTOAHMA OXDYHAI0Wed Coe0bL ¥ Nog-
LEDHKA CACTEM;

< CYWERCTEYIOT MW YCNYTW MO YOANEHKID 1 YyTHAXZALUWK OTXOO0E OT MUBOTHEX M TECT-CHCTEM, OCyLLe-
CTENRKTCA N STA YCAYTA Taku 06pasom, 4To6kE MHHMMRIUDORATE JAPANEHWE NAPAIMTAMK, NOABNEHWE IaNa-
0B, BONSaHEA 1 ONACHOCTI AArPAIHEHIAA OHDYMBIOWEHE CRE 0k,

- 0BOpYACBAKE! MW 30HE! ONA XDAHEHWA KOPMOB ONA MHEOTHEIX UNW 3KBMBANEHTHLIX MATEDHANOE ONA
BOEN TECT-CUCTEM, HE MCNONEIYIOTCA MW 3TH 30HL ONA XpadEHUR ADYTHY MATEPHAN0D, TAKWK KaK WCNBITYEMEIR
BELECTES, XMMWYECKME CPeqCTEa ONA BopeLbel C 0PEOMTENAMA WNH Qe 3MHOHLMDYIOLWWE CP2ACTES, W OTAEME-
HEl TTW OHM OT 0BNacTel, B KOTOPEX DaSMEBUIEHE MHBOTHEE MMM XPAHATCA O0YTHE GHONorHyEoKMe TRCT-CHE-
TR

« IAWMLLEH I NTH XPAHRMEE KOPMa W NOACTUIKK OT NORYA NPK HEGNAronpUATHED YENOBEWAX CKPYIHAKILLER
COE0LI, 3 TAKHKE 33 DaEHNA UMW 3arPAIHEHWA.

3.7 ObopyaoBaHHe, MATEPHANk], PEArEHTEl W 0Bpa3LLI

Lane — onpefendTe, WMeaT Nid ol TATENbHER LEHTD COOTRETCTEVIOWEE MaCTONONMHEHWs, GocTa-
TOHMOE KONMYECTED ASWCTEYIOWErD 0S0pYa0BAHKA, MMEIOLWEND HAONEXAWKA NOTEHLWAN ANA YAOBNETBOPE-
HINA TREGOBAHAE K NPOB0OHMEIM B WCREHTATENSHGM LEHTDE KCNETAHAAM, WMEKT N MaTEPHans. pearenTsl K
oBpasybl HAONEKALYIO MADKMDOBKY, 8 TAOHE KCNONBIVIOT MK W XPAHAT Nk WX HagnesaiuM obpasom.

MHcnesTop Qonsed NPoBepiTe, HTo!

0SopYACEAHME HAXOOMTCA B YACTOM M MCIPAEMOM COCTORAHMIAL

< COXPaHaMEl 3ANHCH 00 IKCNNYaTALUMK, TEXHHYECKOM 0BCNYMHBaHMK, NOBEPKE, KANWDpOBKE W BANWGE-
LMK MAMEDMTENEHOMD 0G0DYA0BAHWA K aNNapaTy Pk (B TOM YHCNE, KOMNECTERNANDOEAHHLIX CHCTEM),

= MATEDHANLI KW XHMAUYECKAE DEAreHTH HAONEKALWWM 05 PaIoM MEDEMPOBAHLI M XPAHATCA NPK HAQNewa-
LM TEMOESLATYREX, 8 DaThl HCTEYEHHE CROKA MOOHOCTH HE MTHODMEYIOTCA. Ha aTWEeTEax pearsHTon Oon#Hes
DTl VEAZAHEI WCTOYHME, CROAHARATENEHEE JAHHER, KOHLEHT DALMA WHNK OpyTad COOTRETCTEYIOWAA MHdhop-
MALIAA;

= 0GpaaLEl YETED MOSHTHDHLHDYIOTCA N0 WX NPWUHAANEKHOCTH K TECT-CHCTEME, MCCNenoBaHHio, Cnoco-
Oy 1M OaTE NoNYYEHA,

- WCNoNeIYeMbie 0000yA0BAHWE W MATEDMANEl HE BAMAIOT B Kakod-NWEo cylecTBaMHOR CTENEHK Ha
HIMEHEHHE TECT-CACTEM.

3.8 TecT-CHCTEMI

Uent — onpedendTe, CYWecTeyIoT N a0ekBaTHRE NpoUeay Pl ANR YNPaBNeHHA M KOHTROMNA Pa3nu-HoIx
TECT-CUCTEM, TReOYEMBIK ANS NPOREAEHMA HCCNedOBaHKA B HCNBITATENBHOM UEHTRE, HANDHMED XHMHHECRHY
H DAY E KR CHCTERM, ENETOYHbIX W MAKDOEHLIX CHCTEM, DACTEHKA M HHBOTHBIX.

381 DHIKYGCHHE W XHMHYSCKHE CHCTEM kI

MHCNEKTOD DOMMEH NpOBEDHTE, 4TO.

= ONpeaenAeTed CTAbKNEHOCTE MONBITYEMBX M CTAHOADRTHEX 0DDA3UDE ¥ MCHONEIYEITCA YEAIAHHEE B
nNaHas HECNeaoBAHKA CTAHAADTHEE 0BpaslE, SCNK 3TO NEEOYCMOTREHS MTaHAMK MCCNEQ0BAH KR,

= NPH HCNONBICBAHKA ABTOMaTHAKPOBAHHEX CHCTEM OaHHLIE, MONYHEHHEE B BALE MEadrEos, 2anncK
CAMOMNKCUEE WK KCMINLTEPHLIE PACTEYaTEN, AOKYMEHTHDYIOTCR B KAYECTRE NEPENYHEX QaHHL X 1 apXHBHpY-
HITCH.

3.5.2 BHONOrMYecKHe TeCT-CHETEM kI

MpHHKMAR BO BHHMAHKME COOTBETCTEYIOLWME SCNEKTR, YNOMAHYTRIE BRILLE, OTHOCALWLKECR K OGCNyHMaa-
HIEK, PRI EWEHMKD KIMH CO0EeDHMEHKI0 SHONOMMYECHME TECT-CHCTEM, HHCHEKTOD A0MMEH NPCEENHTE, H4TO!

= TECT-CHCTEMbI COOTBETCTEYIOT TEM, HTO YEIIaHE! B NNAHAX KCCNegoBaHKka;

- TECT-CHETEMEl SASKBATHO W, BCNKATO HEODROAMME M UenecosBpaiHo, OOHOSHAYHS MEeHTHIDULKDYIOT-
CA Ha NDOTREEHKA BO2TD MCCNEO0RAHNA, CYLWECTRYHIT JAMACH O NONYHEHHA TECT-CHCTEM K NONHAR QOKYMEHTA-
LA O YMCNE NoNYYEHHBIX, HCNONBEI0BAHHEE, IAMEHEHHEL HNA Bl DDaKoBaHHLIX TECT-CHCTEM,

= PAIMELWEHHE TECT-CHCTEM W EDHTEAHEPOR C TECT-CHCTEMAMK HAQNEXALWMM 0Dpasz0m MOeHTHEHUMpY-
2TCA CHCNoNLINBAHNENM BCeR HeobxoQKMoin HHDoDMaLKHK,

- CYLLECTEYETANSKEATHOE DafenaHke HCCNeaosa Wi, NCRoSOALLMECH HE OHME M TEX #E BH 0K HHBOT-
HER (MW HE OOHMK 4 TeX #e SHONOMHHYECkE TECT-CHCTEMAX ), HO C HCNONLACBAHWEM DAINHYHEY BEULECTE,

= CYLWECTEYET adekBaTHOE PaldeneHne B 08 MUBOTHBIX (M QDYIWX DHoNOTHYECKUE TECT-CHETEM ) B NPO-
CTDAHCTEE UNK BO BREMEHH]

= OEpPYHANWAA Cpeda SHONOMMHEcko  TECT-CHCTEMEl ONPEOenAeTCA NNaHakM- HCCneassaHna Wnk SO
CYUETOM TAKMY ACMNEKTOR, KAK TEMNSPATY DA MW LMENE OCBELLEHHOCTIAITEMHOTEE,

= BEOYTCA JAMKCH O NOMYYEHMH, 0GpaboTKe, PaIMELIEHIK, COQEDMAH KM, ODCNYHHBAHAA M OUEHKE 300-
POBEA COOTRETCTEYHIWERN TECT-CHCTEMBI |
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- BNACEMEHHBIX OTYETAX XDAHAT MHDOPMALWK O NPORRPEAX, KADAHTHHAX, 33G0NEBaSMOCTIA, CMERTHOC-
TH, NOBEAEHMI, QUArHO33XK W NEYSHHM HHBOTHEX, PACTEHWA M TECT-CHCTEM, 3 TAKKE O ZPYIMX NoOoBHBIX acnax-
Tax, COOTEETCTEYIO WM KamOoH BUoNomnYecKol TeCT-CHCTEME,

- CYLRCTEYIOT CPEOCTRa ANA Haqnesailera yaana s TECT-CHOTEM B KOHLLE WCMETaHWE.

3.9 HMonbiTyeMBele M CTAHOAPTHLIE BELWSCTES

Lens — onpegenuTe, MMEoTCA N B MCNHTATENLH0M LEHTDE NPOLEaY Dk, NREOHEIHAYEHHEIE

i} OnA Toro, YTobel rApadTMPoORATE, YTO MASHTHEHKAUKOHHEIE JaHHEE, 3P 0EsTHEHOCTE, KONKYECTEO M
COCTAE MCNBTYEMEE B CTAHAAPTHLIX 0GPaIUos COOTAEETCTEYIT CheundhHkaumy,

il gnA Toro, 4Tobkl OCYWECTRMANMCE HAANEXALWKM ODPalIoM NONYYEHKE 1 XDAHEHHE WCTL TYEMEX 1
CTAHAApTHEE oBpasyom.

MHCcnesTop DonxeH NPoOBE0HTE, YTO!

- MMEBIOTCA NHCEMEHHEIE 3JANKCKA O NonyEeHd, 0GpaloTke, oTBope NPOG, MCNONEI0BAHKK W XD HEHAH
HMCNETYEMEE | CTaHdARTHEX obpaiuos, a Takse 00 nOeHTUHKaUMK OTEETCTREHHOND NALE,

~ HOHTEAHEDE G WCNBTYSMBIMK A CTAHOAPTHEMKA 06 DaiLAMK HAONEHAWKM 0BpAI0M MAPEMDOBAHLL;

< YCOAOBMA XpaHeina obecnadMBpainT CoXpaHeHHe KOHLEHTRAUMM, YHCTOTH ¥ CTABMMBHOCTA KCNEITYE-
MLIX W CTAHOAPTHRIX 00paIyom;

= MMBIOTCA NUCEMEHHBIE 3AMNKCK 06 ONDEQENEHMH WOSHTHYHOCTH, YMCTOTel, COCTaEa, CTABMNBEHOCTIA M
NDE0OTERALEHKWA JArPAIHEHWA MCNETYSMBX U CTAHOEPTHLX 06paILOE B COOTRETCTEYHILWAK CRYYaAx;

- MMSIDTCR NPoLeayphl ONA ONpegeneHMa COHCPOLHOCTA M CTA0MNEHOCTH CMECEH | CONe DALMY MCNkE-
TYEMBIE H CTAHJARTHEE 0ODa30LI B COOTRETCTRYHILME CRYyYaRs;

« KOHTEAHEDE, COOSDWALLAE CMECH (MNKW paItaEneHdva ) MCNETYEMBIX M CTAMOAPTHEIX 0BDAILOE, MaDKK-
pOBAHEL W AANWCH XDAHAT MHbODMauKg of ogHopoaHoOCTH W CTAGMNBHOCTH COQE0MMMONT B COOTBETCTRYIO-
LIS 1Y YA

- ECNW UCNETAHKA NPOBOOAT B TeYeHHe Dones YeThIpes HEOenNk, NPOoSE: w3 KAI0A NAPTHM MCNEITYEMEX
W CTaHaapTHRX 08paillos MCNONBIYHOTCA OMA AHANKTHYECKAK LENEH W XPaHATCA B TEYEHWE COOTEETCTRYILLE-
ro BEEMEHN;

- NPOUESYPE ANA CMEWWBARMA BEWECTE paspabateBaioTcs Takus obpasom, 4Tobsl NPeacTEpaTHTL
OWHEKIA B WOEHTIADHKILMH WM TeDEKPRCTHDE JarpAIHEHNE

310 CraHgapTHLIE oNepauHoHHEIE NPoUegyYD:

LUens — onpegenuis, MMEKTCA NH B HCNBITATENBHOM UEHTRE NMCceMEHHBE SO, MMEWHE OTHOLWEHInE
KO BCEM CYLWLECTBEHHLIM ACNEKTAM ONEQaUn A, NPUHAMASR BO BHMMaHWE, 4T OOHHM W3 BE#HbIX METOL0B yNpae-
NEHHWA ONERALKARMA B HCNBITATENEHOM WEHTPE ABNSETCA MCNONE30BAHHE MHMCEMEHHE X SO,

MECNekTop QonHeH NPpOBEDHTE, 4T0;

= B EANO0H 30HE HCNLITATENEHOMD WEHTPE MMEKTCA B HENCCOEOCTBEHHOM QOCTYE OTHOCALLWECA K Jany
IABEPEHHBIE KOMHK COT;

« CYWECTEYIOT MPoUEIyDel ANS NEpeckMoTpa W obdoaneHxws COMM;

< MOGLEE NONPABKK MNK Hameresna CON Deink Nnognucads 4 4aTHpoEaHE!,

- weTopudeckhe draiane COMN coxpadeHil;

- COMN npuMelanT ANA CRedyioLw Ky BUO0E DeATENEHOCTH, HO HE OrPaH MY MEBAKTCA WM

i} NOMYYEHE; ONPeasneHHE WOEHTHHHOCTH, YHCTOTR, COCTARa H CTABUNEHOCTIA, MapeMpoBka; 0GpabaT-
wa, oTEOR Npoh, HCNONEI0BAHHE W XPAHEHHE MCNBETYEMBIX M CTARAAPTHEX 0GpaILoR;

i) wcnoneaceadme, obcnyEMBAHME, vE0a, KANMOP0BKa ¥ BANWMOAUMA MaMEpHTENEHOMD obopy IoRaAHNA,
HOMMEIOTERWIA POBAHHBIX CUCTEM W 0D0DYA0BAHKA ANA KOHTPONA ORPYHAK SR Cpe Qs

i) NogroToRka pearedToR W paapaboTha cxemel JOINpOBaHME;

iv] NPOTOKONWPOBAHKME, OTHETHOCT b, XDAHEHWE W NOWCK 33NHCER 1K 0THETOR,

W) NOQroToRES K EOHTPONE CKRPYHaHWER COe05| A0H, CONE DHMALLHE TECT-CHCTEMbI

vi) Nony4eHde, Negegdada, PaMewedns, sapaKTeprcTira, KgedThbrEaurs o obonysHearsne TecT-
CHETEM,

Yil) 0GpaGoTha TeCT-CHUCTEM 00, B NpOLEcCE W N OKOHYaHHIA MCCnNegoaaHiaa;

Wiil) yOoanesne TecT-CUCTEM,

iX] HCNONLICBEAHKWE CNEUWMaNEMEX COEACTE 0NA Gopubbl CBPEOMTENARKA W ONA yOODKAX,

X} OnNepauxK B pamkax Nporpamme No obecnededrio kaqectaa (QA).

3.1 BeinonHeHWs HCCNegoBaHKWA

Uent — noaTeepduTe, 470 CyLWECTEYHT NUCLMEHHLIE NNaHL MCCNEO0BaHAR W HTO NNaH ¥ NEoBEdeHnE
HCCMEQOBaHMA COOTEaTCTEYIOT MNpuHuanass GLEP.

G
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MHcnesTopsl AmsHs: NPoBEEHTE, 4T

- MNaH WCeneqoeaHua Beln NOLNUCaH DYEOS0OUTENEM HCCNegonaHMa;

= Mobse NoNPask K NNady HCCneaosaHdua NoOnNAcasl M JaTUOoBaHE DYKOBOOUTENEM HCCNeoBaHua;

- 0aTa AGTOBOpA ¢ NAAME HCCnedonadus Buila 3apervcTPMPoBaHA CROMCOpoOM (B COOTRETCTBYIOWMY
Chy4aax);

< HaMEepeHUA, HAGNI0ASHIXA K AKCNEDTAE COOTBETCTEBOBANK NNAHY HCCNegO0BaAHNA W COOTBETCTBY 0L
comn,

= PEIYNETATE ATHX MIMEPEHWA, HAOMNIOISHWA 1K IKCTEPTHI IANACKIBANK CRATY e TOYHO, AKKYDATHO 1
pastopyMac, NoOONUCEIBANK (MNY NapadMposan) 1 GaTMPOBATIM,

= MoDLIE WAMEHEHNA NePBUHHEIX OAHHLIX, B TOM YHCNE JaHHER, XPAHALMXCA B KOMNEOTE0AX, HE CKDbI-
BAIDT NPSOLIEYILWE JANACH, 3 TAIGKE KMEETCR MHAOPMALMA O NPHYMHAN BHECEHWA HIMEHEHAR W HoeHTrgrES-
UMK NHLE, OTESTCTEEHHOTD 33 WAMBHEHWA, W QaTe, KOrga oM Dulnu caenasl,;

= HOMMEIOTERHRE MNH COXPAHEHHEE 0aHHbBIE BN MASHTUDHUMPORAHS, 3 NPOUESYPLE OMA WX 33 LWHT kI
OT HECAHELMOHHPOBAHHEE M3MEHEHWA WNK NOTERL GhiNd 308KEaTHEMK,

- KORMMBKOTEPAINDOBAHMBIE CUCTERE, HCMONLIYEMEE B MCCNEN0BAHKEY, ARMNSIOTCR HAOEMHLIMKA, TOYHI-
B W BBIN BANUEWOOBAHE,

- Miabsie HENDEABUOEHHEE COTRITHA, IANUCAHHLIE B NEPBWYHBLIX OaHHE, BHNU UCCNeqoBaHb 1 oLe-
HEHI,

- pEIYNETATE, NDEQCTARNEHHEIE B OTUETAX MCCNEedoBaHUA {MPOMENYTOGHEIX MM J3KNMMHHTENLHEIX),
ABMAKTCA NOCNEO0EATENBHEIMA M NONHBIMA 14 AOCTOBEDHO OTDEAXKAMT NEDEHYHEIE OaHHBIE.

312 Oryert o peayneTaTtax MCCnenoBaHMA

Lens — onpedendTe, Seil N 3aKnodHTeNbHeld 0TYET NOAMOTORNEH B COOTRETCTEMM ¢ MDUHLIKMIEMIA
GLP.

Mp# 2ECNEpTHIE 33KMNKAMTENLHOTD OTYETA MHCTIEKTOD QONMEH MPOBEDHTE, YTO!

- OTYET NOANKCAH W JAaTHROBaH DYKOBOOWMTENEM MCCNBO0RAHWA, 4TO VESIRIBART HA NPMHATIAE WM OTBET-
CTREHHOCTI 33 QOCTOBEDHOCTE MOCNE2A0BAHWA, 8 TAEE NOATREPHOAET TO, YTO MCCNBAoBaHKMe Belno NpoRege-
HO B cooTeeTeTaMM C MpaHunnanm GLP,

= OTHET NOONKCAK W JATUPOBaH OOYTAMNA OTEETCTES HHEIMIA HCNONMWTENAMIA, @SN B Hero Gelnk BEnoYE-
Hit NOOrOTOBMNEHHEIE MMM OTYETE 0 COBMECTHBIX WCCNeN0BaHMAX

= aasmoqdeHie cnyxbe 00eCcNede A KAYeCTES BNMMOMEH0 B OTYET W 4TO OHO NOONHCAHD M DaTHpOBaHO,

- nioBele nonpaskk BN COENaHE OTBETCTBEHHEIM NERCOHATIONM,
- B HEM NPHEEIEHD PACTIONOHMEHWE B apxuee pocex oBpasuop, npod K NEPEMYHEIX OaHHEXK.

3.13 YonoBuAa W Nepuog xpadeHna 3andcei

Uens — anpelendTe, COAOaKTeA MM B MCNeITATENEHOKM UEHTDE A0SKBATHRIE 3ANKMEH 1 OTYETE, 8 TARKE
DN MK NPAHATE COOTEETCTREYIOLWWE MeDi 0NA DEIonacHoro xpaseHna IanUcei 4 MaTeDHanos,

MHCHekTop 0onMes NpoBEpHTh:

= 4TO GENG ONPEZEEHS NALD, HeCcyLWee OTEETCTREHHOCTE 38 A0XHBkI,

= APXHEHEIE NOMELEHHA DNA XPAHEHWA NNEHoE MCCNEQOBAHWA, NEPRHYHE JaHHEX (B TOM YHCNE, Gak-
HEX NPEXPALLEHHLIX ACCNEa08aHkh B CooTRETCTEMK ¢ Mpruunamu GLP), 3aknioynTene e oTHeToR, obpal-
yos, npof, sandced 0f obpasoeaHuE ¥ NOAroTORKE NepooHana;

= NPoLEeayDL ANA NOMCKa 3pRHEHLR MaTeEpUanos;

- NPoUEaYDbl, NOCHeOcTEOM KOTODEEX JOCTYN K APKHEAM CrPaHHYHBRETER YNOMHOMOHEHHBIM NEPCOoHa-
MOB, W BSOETCA MM YHET NEPCOHANS, NONYYRBLLEND GOCTYN K MCXOOHLIM JaHHLIM, CNadgamMd T. M.

= 4TOBSOETCHA MHBEHTADHIAUHOHHEIA YHET MaTEPWUAN0e, YOANeHHLIX K3 ADXHEOR W/ANH BOIEPALEHHEIX B
APKHBE

= 4TOIANKCH M MATEDHANL COXPAHAINTCR B TEYEHKWE TREDYEMOrD MK COOTRETCTEYIWETD NEPHMOLa BRE-
MEHMW M 33 LMLWAKTCE OT NOTERM N NOBDEXIEHWA B DE3YNBTATE NOHaADa, HEDNarsnpUATHEEX YCNOBHIA DKpYHE-
IDLYEHA CPekI HT. 0.

4 AyOWT MCCnefoBaHMA

FIHCMEKUMA MCNEITATENEHOND UEHTRA, Kak NpABMNo, BENIOYAKT, B YACTHOCTH, ayOuMT HCCNeaoBaHdna, B
XOQE HOTOPOTD PACCMATPUEBAIOT TEKYLLHWE WNK JABEPLUSHHEE HOCNEZ0BaHNA. PErynypyiolyMe Oprake YacTo
TAKEE BRCHINANT 3ANHOC O NPODEQEHHH KOHEDETHED aYIUTOR WOCNEdoBaHWA, KOTOPEE MOMYT NPOBOGHTECA
HEAABKCHMO OT MHCNEKLMA HCNBITATENLHOMND UeHTRa. Ma-3a GonbWwWx pasnudui B THNEK MCCNe0oRaHMA, KOTO-
PEIE MOMYT NOOEEPraTeCR 3YGWUTY, B COOTEETCTEMH C OCHOBHEIM DYKOBOOCTEOM HHCNEKTODE M BDYIME CTODOHE,

¥
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NOMHAMBIOWWE YHACTHE B ayOWTE MCCNEL0BaHHA, BOer0d O0NMHMHEl BRHOTHTE PELUESHWA HA OCHOBE XapaKTepa 1
rmacwTaba npopepor. Lens JomsHa 3aknoYaTecq B PEKOHCTRYRL KN HCCNeZoBaHkA NyTesM CaEHe KA JaKkmio-
HYATEMEHOMD OTHETA C NAAHOM HCCNEAoBaHWA, COOTEETCTEVIOWMAMK SO, NEPBMHHBLIBN SAHHbIMA W O0YTHMA
ADAMBH B MA MATEDHANAMA.

B HEKOTODLIX CNYHaAN MHCNSKTODAaM, STO8R NEOBSCTIA a¥ 0T KCCnenssaHdd 2a00ekTHEHD, MOryT NoMa-
AGEUTECA NOMOWHKKA, 8 MMEHHD COELMANHCTE NG QDYIAM JLCASRTHAAM, HAaNDUMER, SCnd TPEGYETCA HayqHTE
CPE3bl THAHENA MO0 MAKDOCHOMOM.

Korga NnpoRoOMTCA ayQuT HCCNEeaoBaHKA, KHCNEKTOD QOMEEH.

- NONYHHTE AMEHA, DOMNKHOCTHBIE MHETEYHLMA W DEIIOKME O NOOTOTOBKE W ONbBITE NePCoHaNE, YYacTBYI0-
Wers B MCCNeqoBaHAHiAX), HANPUMED DYROBOSUTENA MCCNed08aHka M OTEETCTEEHHGLIX HAYYHEIK KMCNOMHW-
TENeM,

= yBEOMTECA, 4TO HMEETCA QOCTATOMHO COTRYOHMKOE, NPOWEeOWME NOSrOToORKY B COOTBETCTEYEILLME
OENACTAX NPOBCOMMBIX MCCNEOOBAHME,

- WOEHTHRHUWDOBATE OTAENLHBIE JNEMEHTE NPUEODOE WNH CNeuuaneHoro oBopyACBaHWA, HCNONbSYE-
MbLX B MCCIEO0BAHHA, W NDOEEDMTE 32MNKMoK O kKaNKEpoBKe, pEMOHTE W oBcnyRBaHKK CBopy O0BaHK S,

- DSHARKOMHTLCA C 3AMNHCAMK, OTHOCAWMMACA K CTAGHNBHOCTA MCNBTYEMER BEWECTE, 2HAMKWIAM KCMkE-
TYEMOrD BELWECTEA MMM CMECH, 3HANWIAM KODMOB X T. 4.,

- BLIACHATE NYTEM ONECCa, BCMNM ATO BOAMOMHO, pabodHe 330aHMA ONA OTGENEH B MWL, YSECTBYHLLMK B
WCCMEgoBaHHIA, 4T0OE YCTAHOBATL, GhiNG MK ¥ 3TUX MUY, BPEMA GNA BeINONHEHWA 3084, YRaIaHHLIX B NhaHsa
HECTEQOBAHHIA MNK OTYETE,

= NOAYYWTE KONKA BOEX QOKYMEHTOR, OTHOCALLUKECA KNDOLELYDaM yNPaaNEHHA W DODMADDBEAHHA HEOT b=
ERANEMBIX HACTEA HCCNENCBRHHMA, B TOM YHCHE!

i} NNaH MCCnefoBaHHa;

i) COM, vcnoneayees BO BREMA NDOBSISHHWA HCCNe oA KA,

i) #ypHans, NatopaTopHee XypHane:, ©adns, pabodue NUCTEl, pAcneYaTeEm DaqHBE, XpaHalnxca B
HOMMBIOTERE M T. 4., 8 TAKE NPOBEDHTE PACHETE, 8CNH B 3TOM 8CTh HEoDX0OHMOCTh,

V) ZAHNOMHTENEHEE OTHET.

Mer NpCEEpEE MCCNEO0BAHKA, B KOTOPBIX HCNONLIYIOTCA MHBOTHEIS (HANDAMED, MPEEYHE M DRYTHE Me-
HOMATRKOWHE ), HHCNEKTOREl A0MKHE NPOCAESUTE 38 YKCNOM OTASNEHBIX BMOOE KHBOTHLIX (B NpOUEHMTaX] C
MOMEHTS WX NPADSETUA B MCNBTATENBHBIR LEHTD 40 WX Nepea&aYE Ha Bckpe THE. DHH gonsH el oBpaTHTe cooboe
BHAMAHHE HE 3ANHCH, KACABLWMECA!

- MACCH TENS MABOTHOMNS, NOTPEENSHWA BOOBKODME, DaspatoTEW CRem J0IMPOBaHWA ¥ NyTel BEEOS-
HAA, 1M T. 3.,

- HNAHAHYECKAX HaBMoae WA 1 peayNeTATOR BEKDBITHA,

- KITHAHAY ECEOH XA,

- NAaTONorEi.

5 EEBEPI.HEHHE HHCMeKUWMM MNK aYyOuTa HCCnedoBaHMA

Korga HHCMEKUWA WCNBITATENLHOTS WEHTEE WK ayquTa docnegosandta Sy0eT JapepleHa, MHCHeRTOR
non#eH GelTe rOToR oBCYAWTE PEAVNLTATE & NPEASTARMTENAMKE MCNLITATENEHOMD UEHTRE B X008 BEKMT0HH-
TENEHOA KoHDepe UMK, A TaKHEe Q0MHeH NOQroToRHTE NMMCEMEHHEIA OTYET, 3 KMEHHD STYET of NHCNexL MK,

Mucnekuywa noboro KpynHoro MCNLTATENEHORS LeHTPSE, CHOPEes BOErD, BREBMT DAL HEAHAYHMTENEHEIK
oTknoMesi oT Mpuaganoe GLP, 4o, kak npasmno, o ve SyayT QOCTaTouHo Cephe MK, YTODR NOBNWMATE HA
OOCTORERHOCTE MCCNELOBAHHE, NPOBEIEHHLIX B 3TCOM HCNBTATENEHOM LWEHTDE. B TAKKX CHy4any ¥ HHCNekTopa
ECTh OCHOBAH WA, YTODLI CODELMTE, 4TO MCNBITATENEHEIR LEHTP paboTaaT B COSTEETCTEMK ¢ M puHunau GLP
M B COOTRETSTEWH © KPMTEDMAMK, VETAHOBNEHHLIMK [HALUWOHANLHBIM) SPraHoM MOHWTORUHIE CODTRETCTEMA
Mpauganam GLP. Tem ve meree vudropmauna of obHapy e b HEOoCTATHAX WK HeMCNPABHOCTAR DONHKHA
ObiTE NPEOOCTABNEHE HCNLITATENEHOMY UEHTEY, a8 agMHHWCTDALWA HCNBITATENEHOMD UEHTRA OOMNsHa
MEESOCTARMTE TADAHTHIA, 4TO ByayT NDHHATE MEDEI O WX YETRaHe K. MHCNSKTORY, BOAMOMHO, NoTpebyeTCA
NoBTOPHD NOCETHTE MCNBITATENbHLIA LEHTP YEpes ongedeneHiblid NepHod Bpemedn, 4Tl yEeguTeCA, 4TO
GBI NPUHATE HE0EX0QHMEIE MEDbI.

g8
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Ecnu e ®oae MHCNesu i MNM ayquTa MCCN2gosamHKi, N0 MHEHWKD MHCNEETopa, 0BHaPYEeHL CRPLEIHEIE
OTENOHEHWA oT [NprHyknog GLP, 803MoMHD, OKASLBAMKLLWE BNHAHWE Ha GOCTOREPHOCTE HCCNedoBaHKA WNK
OpYrdaX HCCNeRoBaAHKA, NPOBCOALMECH B UCTIHTATENLHOM LEHTRE, MHCMZKTOD J0NHeH OTNDABNTE OTUET (Halmn-
OHANEBHOMY | SPrady MOHWTORWHNA CooTRETCTaENA MNpuHLKnam GLP.

PeWerrA, NPUHATEIE ORTAHOM BMOHATODWHTE AHNA PEMYNHDYIOWHM ODraHoM, npu HeoBxXogumocTh,
By OYT JABMCETL OT KAPAKTERa M CTENEHH HECOOTBETCTEMA, 3 TAKKE KDHEWHECKMX WIHNH A0MAHHCTRATHRHLIX
NONCHEHHA B DaMEAX NPOrpaMae cooTeeTeTadA MNpuHgknar GLP.

Ecnu ayguT MecnefosaMus Osin NpoReaeH No Janpocy Pery NUpYIoWErs opraqa, Aonwed SeiTs NogroTon.
ned Nonseld OT4eT o PRAYNLTATAY ¥ OTNPARNEH C NOMOLLID COOTBETCTEYHWENS [HALWOHANEMOro) oprasa
MOHMTORMKMa CooTEeTCTERA NpuHuMnan GLP 3auKTapecoBaHHomy Dery NUDYI0WeMy Opraqy.
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MpunoweHWea &
[peHoMeHOYEMOE |

Pewenne-pekoMergaunna Coeera O3CP o cooTReTCTEMM MNMpHHLKANaM
Hagnexawen nadoparopHon npaktren [CIEDEBT(Final)]
{MpuuATo Cometor O3CP wa T17-A ceccud 2 okTRbps 1989 1)

MpUHAMAR B0 BHAMEHHE

- eTaTed 5 B} W 5 bB) KodHeeHuWk of OprasvIaurd akoHOMHECR0NS COTPYOHHYECTES @ DassMTUR o7 14 aedatpn
1060

- Perkodesgagwn CosTaoT ¥ Hana 197 ¥ ro o coafadie pysoRodallkis NPpUHLUNOE B OTHOWSHAM Npoueayn W Tpebo-
BAHHE ANA NPEA0TERE WS HEA BOSTSACTEHA XAMWYECKMYE BSLULECTE HA YSNOBEKA ¥ CEpYHaWY D cpeay [C P TF) 97 (Final)j;

- Pewesne Coseta o7 12 sman 1981 r. 0 B38MMHOM NPHIHAHAW Q&HHEYX NPW OUSHEE XMMEHSCHAN S8WECTA
[Ce81)30{Final]] v, B HacTHOCTH, PeroMeHnE0 WD CTRAHEM — dnedan O3CP nprgepedeaTeca MNprHU#nos Haanesawen
nafopaTopHod NparkTiEr D3CP NpW Wen el TEH NS XMMAMECEHE BEWECTE, AINOHEHHEE B NDUNOMEHUH 2 K 3TOMY FPEWeH nK;

- Peromesgaysn CoeeTa o7 26 veana 19583 1. 0 23BMMHOM NPW3HAHWA COOTESTCTEMA HAgne=awen NatopaTopHoA
ngpakTH=n ({8505 Final)l;

- BHEBEOOH TRETESro COEEWEHWA HA BE COKDM YPoBHE [ DN Nel No suMidecEis eewecTaam (O3CF Napus, 19865}

- me0BEanMsacTe shecnedeH s Torg, YToShbl ABHHEIE HENE TEHMA XMW HECHME BELYECTE, NPEACTAENEHHEIE B pary-
AHPYHILWE ORFEHE SN GUSHEW W BEWeHAA NPpobnem, CaASEHHEX C OXDAHGA 300008EA YENOoBEHE H OEPYHE WS Cpadsl,
MMENM BRICOHDES KA4aCTED, BeiNd A0CTOES PHbIME M HAQESHE MK,

- HeOBEO00MMOCTE CEEOSHWA K MUHUMYMY OyONHpOEIHWA @CNE TEHHA XM MHHSCHRY BELWSCTE, M TEM CaMum Gonea
achdp BETHEHOMD MCNONEI0BEHMA MCNETATENEHE X GEHTROE M IM4YHOMD COCTARE CNSUMANWETOR, 8 TAKKE COKDE L AHHA Y4CNA
HHEOTHE X, MCNONEIYSMER B HCNBTASWA, 3 TIKEE Y4UTRIBAR, 4TO:

- NpHIHEHKE NEOYSAYP MOHWTODWHIE COOTRETCTEWA MpWHGMNaM Haanesawen nabopatopson npakTen Gyger
CcNoceloTa0REaTh BIARMHOMY NEASHESMH DEHHEIX M TEM CEMEIM CHHEEHAK YPOBHA SYANAD0OEa HEA MCNBITAHAR KW M W SCEH
BEWESCTE

- DGHOBEHWEM OMA NDWISAHUA NPOUSEYE MOHWTOPRATS COOTESTCTEWA RENABTCA NOHWMAHME 4 JOBEQAS K NPoUeLy-
paM B cTpase — dnese D3CP, roe nony4aHsl PACCMETRHEESMER DAHHSIE,

- FAPMOHAZHDOBAHHRE NOSNOAL K MOHATODWHRY COOTRSTCTEMA Hagnexawed nadopaTop=oR NpECTHEE B 3HEYH-
TENbHGA Mape COOeAoTEY T POpMHEpOEBHWE HEG GO OWMOrD OOBERHA K NPOUERYRaM QRYIAE CTPaH, COSET N NEHE L aHe-
HHHI COBMECTHOMD COBEWEAHWA YNDaSnASUEro KOMATETE CNeyHansHoR NDOTDEMME HOHTDONR $AMWHSCEWE BEWSCTE W
Mpynik N0 KHMAHSCHAM BEWECTEAM, B000pesHOM0 KOMHTETOM Mo OXpaHe OHDYHEDWEN Cpaik, NPWHAN HWEECNEay-
HO LB

YacTe | — MpuHuymMnel GLP 8 MOHATORMHT COOTBETCTERR

.1 CoBeT NOCTAHOBNAST. 4TQ CTPEHE — YneHel O3CE. 8 KOTOPRIX DCVWBCTENAKTCA WCNElTAHEA KHMHHECKHX
EELWECTE ANA WX OUEHEM B UENAK OXPaHLl 300 00ELR YENOBEHE i DKpYEE W EA CPpedkl B COOTEETATAMM & [PHHUWNEME HAT-
Aesawed NabopaTOPHOR NPEETHEA W HOTOPEIE COFnAcymTeA ¢ (pHALMNEMA HBLNEXAWSA naGopaTopHoA NDEKTHEN
DF3CF . HanaWeHHeIMA B NRANCHeHMA 2 K Peweqrdsa CoseTa [C(B1) 30 (Final)]. aonxse

1] YoTAHOEWTE HEUMOHENSHEIE NPCUSAYPH MOSHTOPHHIE cooTeeToTanA [prsunnas GLP, oCcHOBEHHEIE HE MHCNE K-
UMaAx NaboparopHi @ AYGHTEY WCCRe00BEH UA;

] HAZHAMWTE ORrasis ) JNA SENONHEHUA GyHRYHA, TPeBYeME X NEOYSAYPaMH MOHMTODWHTE COOTEETCTA KA,

i} noTpedcEats, YTobsl pyKOBOACTED HENLITATENEHOND LEHTPE B ONPEdEensH Hux ciy4aax onyGnWkosanao geknapa-
LM O TOM, 4TO HCENELCBAHWA NPOEOORTCR B COOTEETCTEMM C MpuHy@namy GLF 4 gpyrimy NONo%eHY Ak, YCTAHOENSHHE -
MH HAUWOHENEHEM 38HOHOGETENECTEOM UMK AAMAHHCTRATUEHEMW NPOYE I YPEMH, HME DWHME OTHOWEeHRE & [Tprsurnas
HELNEXIWER NEE0PATORHOR NPEETHERN.

.2 CoReTpekoMeHOyeT cTpasam — 4neHam O3CP npy pazpafoTie M BHEGPEHUHW HELUOHAN EHELE NPOUE QYR MOHEE-
TOpMHra CooTESTCTEMR MpuHysnan GLP, npuMesaTe « PYHOBOQCTES N0 NPOUEIYREM MOHWTOPHHIE COOTEETCTERA [TRMs-
LUMNaM Haonexawed nadopaTopHON NPAKTHRM» W «FYEOBOLCTES NO NROEEOSHWE MHCNEKUMA NESOPAETORMA W BYOUTOR
MECNEOeEIHAA S, KOTODGIE ARNAKTCR HEOTEEMNEMOM YACTEK OBHHGMD F e e R-DE KO MEH0 BLHH.

YacTe Il — MpuaHaHue cooTEETETEMA GLP cTpaHamy — uneHamn O3CP

11 CoReTNOCTAHOBNAET, 4ToCTRERE — Ynedel O3CP NpWIsanT rapadTHM APy oA CTpaHe — wneda O3CF, kora-
pEA AONYYEET JaHsbe |pe3yNeTATE) WCN=ITAHEA 8 COCTEETCTEMM ¢ [MpMHUMnamiK GLP. ecne ORHHEA Opyraa cTpa-
HE — 4neH O3ACF cooTERTCTEYET “acTH | M nyHeTy L2,

1.2 CoEST NOCTEHOBNRAET, 4TO B LENAK NDWIHAHUA CODTEETCTEMR NyHETY L1, cTpase — unedsel D3CF gonsHe:

1] HAIHAMMTE DPIEH]E | ANA MEXAYHARDGHO0A CEAIM @ ONA @CNONHeHWA OPYrie EyHEYHA, OTHOCRLUMECA K NPWIHA HM o
O8HHEX, HANOWEHHEIX B HECTOALWEA HECTH W NPEN0KEH MAX K HACTORW EMY P EWeH s -De Ko MEH J80UH;
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i) opraHWzoEaTe C OPYTMMKE CTPAHEMH — Ynesame 33CF chued nsdopMauMel, K3CERWEACA NPOUSIYE MOHHTO-
DUHTA COOTERTETEMA, MENOXEHHEIX B A0xyMesTe «FyR0BECACTED N0 NROYSAYPAM MORUTORAHIE COOTRETCTEMR [1pUHUMNAM
GLPw#, KOTODLIA ABNASTCR HEOTEEMNSMOA HACTEH 3TOr0 PEWeHHA-PEROMEHLAL WK,

i) BHEOPHTE NDOUSAYPSE, CNOMOLLEH KOTOREYE, S8CAH CYWECTEYDT O8GEHOBAHHLIE NPWYMAHE ., BHEODMAL M BTHD-
CMTEMNEHS COOTESTCTEMA WENETATEN:HOMD LesTpa Mpusunnas GLP (BENS0Yan WHPODMALUMHD & KOHEPETHOM Hecnenoea-
M) MOMHO WCRETE B QpYrof cTpade — unede D3CF, B Npeaenss es 0pHeiuELWE.

II.3 CoeeTnocTanoenaeT, 4To PekoMergaumrs COBRTE O B3AMMHOM NPWIHAHMY COOTEETCTENA HAANEXALLEA NEEa-
paTopHoA npakTake [C (83) 95 {Final)] aon=Ha H6iTe oTMEHEHE.

Yacre Il — OeatensHocTe O3CP B Gyaywem

L1 CoperOICP nopydaeT KOMWTETY N0 DXDEHE OEPYEANWER CRagsl W ¥NPAENAKDUWLEMY KOMHTETY CREUHANEHOR
NPOrpaMidbl Mo HEHTROMNK $AMWYECKWE BRI ECTE N0 MEpe HeoBEIAWMOCTH COHOBNATE W PACWKMPAT: « PyEOBOACTED NO NEG-
WEAYPak MOHUTOPRHTE CooTaeTeTaMA Mpusunnam sagnexaw ed nabopaTopHOA NDEKTHEM s W v PYRGBACTEO NO NPoBS 8-
HUKD EHCNSKYUA NEGopaTOpHA W AYOWTOE HCCNEROBAHAAS , WANOKEHHBE B NPpAROHeHAAL | U 1, ¢ yueTom pazpafoTor @
CNETE CTPEH — Hnesod O3CF W COoTERTCTEYAIWLER BEATENEHOCTH OPYFTHE MEHAYHAPOOHE X OPrasu 330 W@

1.2 CoserO3CP nopyusaT KOMHTETY N0 OXPEHE OEPYEAKWER Cpagsl 1 ¥NPaEnADWEMY KOMHTETY CNEUHANEHOR
MPOrpEMME] N KOHTPONK XMMAMECEWE BEWECTE NPOOON#HTE pESCTY NROTpaMMsl, HANPEENSEHHOA HA COOEHCTBWE BHEDR-
HUH HECTORWErD FeLeHnR-DaioMes0au0dH, 8 Tak=e Ona oSacneye @A NooTeARHOMND COMEHE HHBODMEUHER W ONBITOM No
TEXHHHSGHAM W A0MAHWCTRATUEHEIM SONPOCAM, CEAIAHHBRM © NpdMaHeHEan NpuHyginoe GLP W BHegpeH@Eem npolegyn
MOHWTOPWHIE COOTESTETEMA MpHHUARaM saanexawes naboparopHOR NPAKTHEN.

.3 Coper O3ICP nopydaeT KOMWTETY N0 OXDEHE OEPYEAKWER Cpadsl W YNDaBENADWSMY KOMHTETY CNEURANEHOR
NPpOrpaMidsl N0 KOHTPOND KHMAHECEHY BEWACTE DACCMATRMEETE MEDsl, APSANPUHATHE CTREHAMK — YnaHaMy D3ACF &
COOTRETCTEMM ¢ HACTOA WM FalUeHYBM-DEEOMEHTALMER .
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