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Omwu. MGW Ne emwh%(

3anpoc o0 npesocTABICHIH KOMMEPYECKHX NPEAI0KeH I

®IAHY «OHIMPUATT mm. MIL Yymaxosa PAH» (MHCTHTYT NONMOMHENWTA) TUIAHHPYET NPOBCACHHE 3AKYIKE HA OKA3AHHE TMIATHBIX
o6 pasoBaTeNkHEX youyT (manee —Yemyra) B cootsercrsrn ¢ DeepamsHbM 3axonoM or 18.07.2011 Ne 223-@3 «O sakymkax ToBapom, paboT, yeiyr
OTHENLEBIMHE BU/IAME IOPHIMHEecKAX Mer» 1 [onoxkenreM o 3akynke GeIepanbHOro rocy 1apCTBEHIOTO aBTOHOMIIOTO HAYTHOTO yapeskaeHus «DenepatbHbi
HayYHBI IEHTp HCCTETOBaNi 1 paspaboTKi HMMYHOGHONOrHYECKHX penaparos uM. M1 Yymakosa PAH» (MHCTHTYT I10IHOMHUETINTA), YITBEPIKICHEOIO
HabmozatensuasM coeroM IIpoTokomom ot 08.06.2021 Ne 01, ¢ maMeHeHusaMH, yrBepkncHEbME IIporoxonom ot 03.08.2021 Ne 2, IIporokonom ot
27.05.2022 Ne 8, ITporoxonom ot 16.09.2022 Ne 10, Tiporoxomnom ot 30.03.2023 Ne 2, [Iporoxonom ot 27.06.2024 No 4, TIporoxoxom ot 18.09.2024 Ne 5,
Tiporokomom ot 20.12.2024 Ne 6, TTporokoom ot 28.03.2025 Ne 2, ITpotoxonom ot 26.06.2025 Ne 3 (nanee — ITonoxerue o 3akymke). .

IIpeamonaraeMobie CPOKH HPORCACHAA 3aAKYNKH: ceHTAOPSs 2025 roza. .



[fpockM MpemoCTaBETE HHGOPMALHIO O CTONMOCTH OKa3aH¥:A YCIYT, YKa3auHBX B Tabmae Ne 1. Omucanne B TeXHHUECKHe XapaKTePHCTHKHA
Venyra npezcTapIersl B Texamaeckom 3atamuy (praokerre Ne | K 3ampocy © IIpejloCTABICHAN KOMMEPYECKHX IPEIUIOKEHMI).
Tatnuya Ne 1
HH@@EOGHNN.:@::O
HANHOHAJIBHOI'D
Ne Ea. Koa-
u \“. Haumenopaune Pador/¥Yeayr Ew_ M% Kox OKITIZ | pesxuama (YecTaHOBNEHME
’ sanpera/orpanuYeHnii/
npenmyinects)!
HIT X Om a3 C. OrpaMmMe aH, HAa KOM &) OBAHHEIX CACTEM B Ven.
| NM%N @mw Mw_maﬁ__ PA3OBATEIRELIX YCIYT TI0 HPOTp «Banmmaar TIBHTEPH3MD 1 mm. 3 85.42.19 500 He yeraHoRTemo

OcHoBHbBIE YCJIOBHSE HCIONHEHHS JOTOBOpA:

Mecmo oxazanusn Venye: Yenyrm okassiBarorcs MenommmureneM 3axasuuky Ha OCHORAHMH THIOBEIX YCJIOBHE JIOroBopa 00 OKa3aruy ILIATHBIX
06pasoBaTENbHEKIX YCIIYT, pasMelleHHEX Ha caliTe Menmonamrens mo agpecy: https:/ gxp-academy.org/standard terms/.

Cpor oxazanus Yeaye: co mHs, CNSLYIOMETO 3a AHEM 3aKIIOMeHHS 0roBopa B Tedernt 30 (TPHAUATH) KaTeH IAPHEIX J(HEH.

B croumocTs YeIyT BRIIOUAIOTCS: Bee pacxont Menomuurers Ha okazanme VCiIyT, B TOM YHCIE PACXO/IBL HA BCE HEOOXOIMBIE YeDHO-METOIYeCKAe
MaTEPHAIBL, HCIOIb3yeMble McmommiTenem pa oxasatiy Y CIIyT; pACXOJIE! Ha CTPAXOBAHHEE, YILIATY TAMOMEHHBIX i HHBIX HOIUIKH, HANOroB, cOOPOB # HHBIX
0BA3ATeIBHBIX UTATEXKEH, IpIuUTaromeecs MCIoMHUTeNo BOZHATPAKICHAC B MHEIE pacxosl MenomeuTens Ha okazauue ycrnyr uo Jlorosopy.

Hopamoxk o1IaTei:
Onnara Veayr IpoR3BoauTea Ha yenoprax 100% npenornarss B Teuenne 5 (msry) pabodux apeil ¢ momenTa nommucanys Ctoponamu JJoropopa.

Cop KOMMeEPIECKAX NPe/lJI0KeH Il 0CYIMECTBIAETCH ¢ UeTbI0 000CHOBANNS HAYAILHON (MAKCHMAIBHOM) IEHB! JOroBOpa, eHbl J0roBopa,
3AKTI0YAEMOT0 ¢ eJHHCTBCHHBIM IIOCTABINIKOM (MCHIOHETENEM, HOAPAYHKOM), IleHh eNMHHNLI TOBapa, patorsl, yeuyrd. B ciydae npHusaTHA
3aKA3YNKOM pelleHAS 0 UPOBENcHHH 3AKYIKH Y eJHHCTBCHHOTO NOCTABMHKa (NOJPSIMAKA, HCIOMHHTEIN) - KOMMepYecKoe NpejLIoKenue,
HANPABJICHHOE B 0TBET HA HACTOSIIIMI 3alIpOC 0 NPENOCTABIEHTH KOMMePIeCKHX P EI0KEHA, IPHIHACTCH 3aABKOIl, HAIPABIAEMON y4ACTHHKOM
3AKYNKH 3aKA39HKY HA YIACTHE B HEKONKYPCHTHOM 3aKynke.

1 HanuOHATKHEL PeXMM TIPEIOCTABIAETCS B COOTBETCTRHH co cTatkell 3.1-4 MexepansHore 3akona oT 18.07.2011 Ne 223-@3 «O 3akyrxax T0BapoB, padoT, YOIYT OTIEIHHEME BH/TAMH
JOpHAMIEcKEX My (Hance — GenepankHbii 3axon Ne 223-03) » nocranosnerneym [pasarentetsa PO or 23.12.2024 Ne 1875 «O mepax 1o MPpEIOCTABICHIEO HATHOBABHOTO PEXAMA ITPH
OCYIECTRISHIH 3aKyNOK TOBAPOB, PaGoT, YCIyT N 00ECIeYeHH N FOCY/JAPCTEEHABIX. B MyHHITATIATLHLIX. HY KA, 3aKYIOK TOBAPOB, paboT, YCIYT OTASIbHEIMMA RUAMH JOPH/IIEECKHX JIHIL)
(manee — Ilocranoriense Ne 1875).




KoMMmepueckoe OpeIJioAeHHe J0JKHO COTEPHKATh pacier ekl Padorbl/VYenyrn. B 4acTHOCTH, B3 CONEPRARAA KOMMEPIECKOT0 NP eI0KEeHHS

JOKHA OHO3HAYHO ONPEXETATHCS cToOuMOoeTh PaboTel/Veayrn 3a equHuNny.

Mﬁczwﬁa—uﬂ-mﬁﬁéﬁ npeJIoKeHre A0JDKHO €OAepIKATE CCBUIKY Ha NATy H HOMEP HACTOMK(Ero 3ampoca 0 HpegocTapJIcHHH KOMMEpPYECKHX

npeJIOKeHHH.
KoMMepaeckoe npesioskesne JJOUKHO NPeJocTABIATECH 10 dopme Tabimubr No 2.
Tabruya Ne 2
Hrorosasn
Onucanue, xapakTepucraku Padot/Yenyr Ilena 3a en. CTOHMOCTL
N (Mozym buime npedcmasnenot 6 aude n3M. {c (c
5 \m. Haumvenosanue Pabor/Yenyr RPUROHCEHUA, NPECOCMAasnsiiomcs & ciyuae Eg. nam. | Kon-po yKazaHuem yKazaHueMm Cpox BLImoNHenHs
, OWIUYUA ORI XADAKIMEPUCTIUK, YCINAHOBNEHHBIX BAJIIOTHI, BAMIOTEL, Pabot/okasanus ¥Yeayr
Barcasuiicom) craskn HIC) CTABKM
HAC)
Oxasasye IIaTHLI
00pa3zoRaTEILHELX YCIYT TIO
1 nporpaMMe «Bampianus Ven. en. 3
KOMITRIOTEPH3HPOBAHHELY, CHCTEM B
GXP cpenen
Hmozo ¢ yuwemon HAC %
OTBeTH! JTOIDKHEL OBITE MOJAHBI C AA@VV & 2025 roga no « mw » (% 2025 roja BRAIYHTENLHO M0 anpecy: umto@chumakovs.su.
Vvacmuux saxynxu enpase npedocmasumn undopmayuio, ompadicenue komopot 6 Texnuweckom 300aHUl w/uny npoexme 002060pa Hvio Hvi
HCENAMETBHO.

Hposedenue dannoii npoyedypol cOopa ungopmayuu ne erewém 3a coboti 6OSHUKHOSEHUS. Kaxux-1ubo 06s3amenscmg co CMopoHst 3axasuuxa,
HACMOAWUT 3aMPOC 0 NPEODCTNABRENUL KOMMEPHECKUX NPeOR0dCenll e A6NIemes oepmoti ui nybauunoil oepmoti, Hanpasnere ezo YYACTHHUKY AU
pasmenenye na calime He A6IReMCA 3aKYRKOT U He ereuen 3a coboil 06A3aHHOCY 30KAZIUKA SAITIOUUNTb ooeo80p.

Hpu nanusuu mexnuyeckux owuor u Hemounocmed npy onucanuy T osapa/Pabomul/Yeayau npocum coobugtims 3axazyuxy.

TeprrIii 3aMECTHTEIND TEHEPANLHOT0 JHPEKTOPa
OTrANY «OHIHUPUIT um. M.I1. Yymaxosa PAH»

(MHCTATYT HOJHOMEETHTA)

e

= A10. Adoruxn



Ipanoxenre Ne 1 Kk 3apocy 0 OPefoCTABICHHE KOMMEPIECKAX IPETOKEHIA

TEXHHYECKOE 3ATAHUE

HA 0KA32HHE IUIATHLIX 06Pa30BATENbLHBIX YCIYT 0 HporpamMme «Baanmanust KoMNnboTepasHpoBaHHbIX cucreM B GXP cpenen

1. O6mue monoxeHHs
1.1. Hactosuee TeXHATECKOS 32 [AHUE OTIPEIENSET IEPEYEHE, TOPSNOK H CPOKH OKa3aHHs OKA3aHMe IUIATHEIX 06pazoBaTefbHEIX YCAYyT HO HPOrpaMMe
«BaTAmAIHS KOMIIBIOTEPH3APOBAHARX cacteM B GXP cpenex (manee — «Ycnyruy), ma Hyxa OTAHY «OHITAPHIT mv. MLIL Yymakosa PAHy (MucTHTYT
HONHOMEENETa) (Jamee — «3aKa3arKy), a TAkoKe TPeOOBARMS K OKa3hIBAEMBIM Y CILyTaM.
1.2. MecTo okazanus yoryr: YeIyrn okasmsaiores MenonauTe:1eM 3aKa3uHKy Ha OCHOBAHHY THIIOBBIX YCAOBHH AOroBopa 00 OKa3aHAN TIATHBIX
0Bpa3oBaTENBHBIX YCIYT, Pa3MEIEeRHbIX Ha calite FcmonamnTens no anpecy: hitps:/, gxp-academy.org/standard_terms/ (nanee — TumoBEIe yCIOBHS).
1.3. ®opma 00ydeHRA: 0THO-3a01HAs, ¢ IPUMEHEHNEM JHCTAHIHOHHbIX 00pa30BaTeNbHEX TCKHONOMH.
1.4. B cromMocTs YCIyT BKIKOYAIOTCA: Bee Pacxoist CHOIHUTeNs Ha OKa3aHae YCIyT, B TOM YHCIE PACX0/Ib Ha Bee HEOOXOMMMBIE YIe0H0-METOTHTECKHE
MaTepHAITEL, HCTIoNb3yeMsle MICIOMHATeneM TPH OKA3aHEY Y CIIYT; PACXOJIbl Ha CTPaXOBAHEE, YILIATY TAMMKEHHBIX W HHBIX TIOUUIHH, HAOTOB, cbopoB 1
AHBIX 0Ds3ATeIBHEIX IUIATexeH, npaauTaoneecs VcIonEATe o BOZHarpaKIeHHE H HEBIE PACXO/L! VICTIONHHUTEN Ha oKazappe yeuyT mo Jlorosopy.
1.5. Oxazange VEIyT JOIDKHO OCYNIECTBILITHCA ¢ HCHOIB30BAHEEM FMHTEPAKTHRHEX METOOB TEpe/iaty 3HAHMH, BKIFOTAL JCMONCTPAIHOHHEIS
HPAKTUYECKHAE 3AHATHSA, HHAHBHLYAIbHBIE KORCYIbTAIIMH, BHIIOIHEHNE 3a[AHHI 0] PYKOBO/ICTBOM MCIIOIEATEIL.
1.6. Ucnonuptens ocymecTRIAeT OKasanre Yemyr 3 (Tpem) padoTHEKaM 3akasauka.
1.7. Io HTOTY MPOXOXKTeHHA HTOTOROM ATTECTALIHH BELIACTCS IOKYMEHT O KBATH(HKAHE — YAOCTOBEPEHAS O MOBEIICHHE KBaI(UKATHE.
1.8. O61mas npoJonKUTETHEOCTE OKa3aH|s Y CIYT OJDKHA COCTABIATE HE MEHES 18 axan. 9acoB.
2. Copepxanne ¥Yciuayr

2.1. Yemayra TOmKHBL BKIO9aTE:
- OCHOBBI [[PHMEHEHI KOMITHIOTEPE3APOBARHEX cieteM B GxP cpene: tpeGosarua GMP, GAMPS, ISPE, 21 CFR Part 11.
- AusHeHHBIH MUK CHCTEM: 0T KORIIEIITHE A0 BLBO/AA U3 SKCILTyATALMH.
- PHCK-OPHEHTHMPOBAHHEIA LOAX0 IPH BHEAPCHUH KOMITBIOTEPH3HPOBAHHBIX CHOTEM.
- JToXyMeHTHpPOBAaHHEE Pa3pabOTKH CHCTEM B COOTBEXCTRAH ¢ Tpebosamuamu GxP.
- IIpaKTHKa BATHAANME; OLEHKa UPOGENOR eNOCTHOCTH aHHBX, TecTupoBanue CSA, 0030p PYKOBOZCTB ITO BaIH A,
3. 'apanTniiaeie 0093aTelILCTBA
3.1. MlconHuTENs rapaHTHPYeT 0Ka3aTh Bee Y CIYTH B IOTHOM 00beMe, Ka4eCTBEHHO | B CPOK, ¢ COOMIONCHHCM CTaHIAPTOE ¥ IPYTHX HOPMATHBHEIX
TIPAaBOBEIX aKTOB (ZoKyMeHTOR) Poccriickoit Qenepared A JAHHOTO BHAA Y CIIyT.



