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3anpoc o npegocTaB/ieHHH eHOBOM HHPOpMALHI

OI'bHY «OHLIWPUII um. M.IT. UymakoBa PAH» nnanupyeT mpoBeneHHe MPONEAypHI
3aKyNKH YCIYr MO aHAJIU3y IMPOEKTHOM MOKYMEHTAllMH IPOM3BOACTBCHHON JIMHHHM BaKI[HHBI
xenror ymuxopanku Kopmyca Ne 5 Ha coorBerctBue GMP mo mpoekty «CosmaHue IeHTpa

pa3pabOTKH HMMYHOOHOJOTHYECKHX JIEKAPCTBEHHBIX IPEIapaToOB»

Ha Oasze ®IBHY

«OHIOUPUII um. M.II. Uymaxoa PAH» mo ampecy: 108819, r. Mocksa, moc. MOCKOBCKHIA, II.
Hucturyra Ilonmmomuenura, apia. 8, crp. 23 B coorBercTBHU ¢ DeiepaabHBIM 3aKOHOM OT 18
o 2011 ropa Ne 223-03 «O 3akynmkax ToBapoB, paboT, yCAyr OTHEIbHBIMM BHIAMHY

IOpUANYCCKUX JTUIL.

Cnoco0 3aKynky — B 3aBHCHMOCTH OT IOJIyYeHHBIX KOMMEPYECKHX MPeII0KeHUM,

Oxasanne yciyr ocymecTsiseTca B TeueHue 20 (aBaamaru) paboumx aHeH co OHA
CJIEIYIOLIETO 32 THeM 3aKiitoueHus Jlorosopa.

IIpocum npenocTaBuTh HHPOPMAIIHIO O CTOMMOCTH YCIIYT B COOTBETCTBHH MH(OpMANHeEi,
ykasagHoOM B Tabmume Ne 1.

Tabauya No 1
1. Bung yemyr AHanu3 JOKyMEHTAIIHH
2. OcHOBHEBIE TeXHUKO- | HacTs HEXUJIOTO 31aHUs - OCHOBHOE CTpOEeHHE
9KOHOMHYECKHE (IlpousBoacteennsrit kopmyc Ne 5), o6mas mwromans 3 369,2 M2,
[OKa3aTeNn
3. Cpokn oxkasanms | Cpok okazaHHs yciuyr - cocrasister 20 (ABannaTs) pabounx qHeit co IHs,
yCIIyT CIICYIOMECro 3a JHEM 3aKitoyeHHus Jloroeopa, OILIATHI aBaHCa WU
MOJTyYCHH S JOKYMEHTALIMK OT OTBETCTBEHHOTO MPEICTABUTENS 3aKa3ynKa
C MOMETKOW «mna Ananm3a». VcnonHuTens BIpaBe OKasaTh YCIyIH
JIOCPOYHO.
4. Ilepeuens | Llenpro  ycnyrn sBISeTCs IpeABAapUTEbHAs OKCIEPTHAS OLEHKA
BBINIOJIHAEMBIX YCITYT JAOKYMEHTAIIUH TIPOU3BOJICTBEHHOM JIMHUM BAKIWHBI XKENTOH THXOpa KK
Kopmyca Ne 5 ma coorBerctBHe TpeGoBamusm GMP (Hammexamas
IIPOM3BOJICTBEHHAS MPAaKTHKA COIJACHO OIpeleNieHuio, B Ilpukase
MunncTepeTBa IPOMBITUICHHOCTH M TOproBid PO ot 14.06.2013 . N 916




«IIpaBuna opraHu3anuM OPOM3BOACTBA W  KOHTPONS  KadecTBa
JIEKapCTBEHHBIX MIPENapaToBy).
HenocpencrBenHo 6yoyT pacCMOTPEHBI CICAYIOIIKE aCIIeKThL:

JlOCTaTO4YHOCTh TUTOIA/ACH JJIS BBIIOJHEHHS TEXHOJOTHYECKHX
omepanun

Jlormyeckasi KOMIIOHOBKA MPOM3BOJICTBEHHBIX 30H

AnexBatHas Ki1accuduKanus 30H

JloCTaTOYHOCTEH BCIIOMOTATEIBHBIX 30H

3ammuTa OT KpOCC-KOHTaMHUHAITHI

3amuTa OT MEKpOOHOM KOHTAMHUHAITHH

MarepuansHbie IOTOKU

IlepcoHanbHBIE MOTOKH

Hannuue o6opynoBanus

Pacnonoxxenne obopynoBanus

CootBercTBHE 00OpynOBaHWsS TEXHMYECKOMY 3aJaHHIO Ha
pa3paboTKy IpoeKTa

5. Hcxomnas | 3aka3uuk MpefoCTaBIAET IPOEKTHYIO JoKyMeHTanu:o mo Kopmycy Ne 5
JIOKYMCHTAITHS B IIOJIHOM 00BEME, B COOTBETCTBHH ¢ rTocTaHoBieHueM Ne 87 "O cocTase
3akazunka pa3lesioB NPOEKTHON JOKYMEHTAIMH 1 TPEOOBAHUAX K UX COJEPIKAHHIO"
B 9JICKTPOHHOM BHJIE.

6. TpebGoBanms K Omneir paboTEl B cepe co3maHus TEXHOJOTHM (apMalleBTHYECKOIO
3aKa34uKy NIPOM3BOJICTBA, MPOAYKTOB MEAULIUHCKOrO Ha3sHAYEHHS, JabopaTopHi,
OKa3bIBa€MbIX yCIIyT 30PaBOOXPAHEHHs, YHCTBIX IIOMELICHHN COTJIACHO CTaHAapTaM H
aupektuBam GMP / FDA EC, a Takke pyKOBOACTBOBATHCH
HallHOHAJIFHEIMM M MEXIYHApOJHBIMH cTtaHiapramu: ISO 13485 / 21
CFR 820 u eBpomneiicKux 3HAKOB COOTBETCTBHS.

IIpeamonaraemMele CpOKH NPOBeXEHHsI IPOUEAYPHI 3aKyNKH: uIoHbL 2018 1.

Hopagok onnarel: Pexomennyercs ykazars Mcnonauremo B KIT.

Ocobennocrn: Ilponemypa 3akynmku OymeT IPOBOAUTHECS B COOTBETCTBHH ¢ TPeOOBAHHIMH
®epepanbHOro 3akona ot 18 mions 2011 roma Ne 223-03 «O 3akynkax ToBapoB, paboT, yCIyr
OTACNBHBIMM BHJAMH IOPHIAYECKUX JHI». OTBET MOIDKEH CONEpXaTh CpPOK JAeHCTBHS

npeIaraeMou eHsl Y CIIyrT.

OTBETE! OTKHBI GBITH momaHbl ¢ « (2 » 22277 2018 r. o « /5y €774 2018 1.
BKJIFOUHTEIHHO 110 anpecy: umto@chumakovs.su.

Pexomendyem 6 meme nucoma ykazame Homep 3anpoca YyeHoEbIX NPeOLoNCEHUT.

IIposedenue oannoii npoyedypui cbopa ungopmayuu e éneyem 3a co60ti BOHUKHOBEHUL KAKUX-

aubo obsazamenvcme 3axasuuka.

ITepBrIii 3aMECTHTENb FEeHEPATLHOTO AUPEKTOPA g
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