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3anpoc 0 npexocTaBACHHH HCHOBO nHdopMAaIHH

OrAHY «DHIUPUIT um. M.I1. Yymaxkora PAH» (VHCTHTYT NONMHOMHMENHTa) IUIAHHPYET
IPOBENEHHUE MPOIEAYPBI 3AKYIIKH ansGymuHa, pacTeopa mId uadysuit 20% (1anee - ToBap) I HYXT
OTAHY «PHUIHWPUIL um. M.IL. Yymaxosa PAH» (MHCTHTYT MONMHMOMMENHTA) B COOTBETCTBHH C
DenepanpupiM 3akonoM oT 18 wrons 2011 roma Ne 223-®3 «O 3akynkax Tosapos, pabor, ycuyr
OTHENBHBIMH BHIAMH IOPHIHUCCKHX AL,

Cnioco0 3aKyNKH — 3aKymKa Y €IMHCTBEHHOIO IOCTaBINMKA (TIOJAPSAYMKA, MCIIOJHHMTEIE) B
OTHOUIEHMH KOTOPRIX VYupexxaeHHeM copMupoBaH PeecTp YTBEPKACHHBIX  IOCTABLIKKOB
(IpOK3BOAKTENEH) HA OCHOBAHHH NPOBE/ICHHOH OHEHKY (KBalH(UKAIHH) B cOOTBeTCTBHH ¢ [IpaBamamu
HaJuleKallell  NPOM3BOACTBEHHOH — TPAKTHKM,  YIBEPKACHHBHIMH  HOpHMKazoM  MHHHCTepCTBa
EPOMBILIIEHHOCTH U ToproBiaH Poccuiickoli @enepanus oT 14 mona 2013 r. Ne 916, pasmernenssiit Ha
oUIHATEEOM caliTe YUpexIeHHsS U B COOTBETCTBUH ¢ ML 16 m.4 pazgena 2 tnasel 1V Tlonoxenns o
3aKyIKe, YTBepxIeHHOro HabmonaTensHEM coBeToM 08.06.2021 r. IIpoTtokonom Ne 01 ot 08.06.2021 r,
C H3MEHEHHAMH, yrepkaeHusmMu [poTokoesom Ne 2 ot 03.08.2021 r., [Iporoxonom Ne § or 27.05.2022
r., [Iporokonom Ne 10 ot 16.09.2022 r.

[MocTaBIuMKH, BKIIOYCHHBIE B PeecTp ONOOPEHHBIX, ¢ KOTOPBIMH HMEIOTCA 3aKNIOYEeHHBIS
JOTOBOPEI, BIPABE MOJATH KOMMEPUYECKOe IPENIOIKEHHE B COOTBETCTBHHE ¢ PasMEUICHHEIM 3aIIPOCOM, C
yKaszan@eM o0beMa, KOTOPBIH OHH MOTYT MOCTaBHTH JONOJHHTENLHO K yXe HMCIOUIMMCH ¢ HAMH
ZIOTOROpaM.

[TpocHM TIPEAOCTaBUTS UHGOPMALHIO 0 cToMMOCTH Toapa, ykasannoro 8 Tabmune Ne 1.

Ne HanvenoBanue ‘
Hadopmanusn
pazjena

1. | Hammenoparue ToBapa AnpbymuH, pacTeop [uid HHQy3uit 20%

2. | Ilpoussojurens Takena Manydexaypuur Asctpus Al', AscTpHst

3. | KonuyecTBo 964 dnakona

4. | YnakoBKa M MapkupoBKa | BYTBUIKM CTeKIISHHEIC AN TPAaHC(Y3HOHHBIX H HHY3MOHHBIX
npernapato  obeemom 100M7m, repMernunHo yKymopeHHsIe
pe3uHOBOl TpoOKOH ¥  3aBANLUOBAHHBIE ATIOMHHHEBBIMH
KOJITIAaUKaMH.




Kaxcnas 6yTeUIKa BMECTe ¢ MHCTPYKIHEH M0 MPHMEHEHHIO
Joipkaa 06tk B cBopHOI KopoOKe U3 KapToHa.

VaxoBKa HOMKHa OpITh Ge3 MeXaHHYeCKHX MOBPEXICHUH U
3arpsA3HeHHH.

Ha sTHKeTKe MOTPEeONTEIBCKOM YHAKOBKH JOKHO DbITh
YKA3AHO!

- HAMMEHOBAHHE MPeITPUATUS-H3T OTOBHTEILS;

- HAMMEHOBAHUE [IPONYKLIHY;

- JIO3HPOBKA MK KOHIEHTPAIHS, HIJIH AKTHBHOCTE;

- uH¢pOpMALHS O COCTABE;

- KOJIHYECTBO B YITAKOBKE;

- HOMEp CepuH;

- AaTa U3TOTOBNCHHS H/IIH CPOK [OJHOCTH;

- YCIIOBMSL XPAHEHUS,

- YCIIOBHSL OTRYCK;

- HOMEp PErHCTPAlHOHHOTO YIOCTOBEPEHN;

- IITPUX-KOT,

- IPeYIPeIUTEbHBIC HAAIHCH.

Venosus XpaHCcHuA

B yaKoBKe IPOH3BOMMTENs B 3AIIMIGEHHOM OT CBETA MecTe MpH
Temmepatype ot 2 1o 10 °C.

OcobeHHOCTH

[po3passel# WIK clerka ofalecClHPYIOMHE pacTBOp JKENTOrO,
SHTAPHOIO HIIM 3EJIEHOBATOTO IIBETA.

[TopnuuHoCTh, BHAOCHEHPUYHOCTS: JO/DKHEL MPHCYTCTBOBATH
TONBKO GENKM U3 CHIBOPOTEH KPOBH YEJIOBEKA.

OcHoBHOH OenKoBBIH KOMIIOHCHT: AO/DKEH 0O0HapYKUBaTbCA
OCHOBHOI OeNKOBRIH KOMIOHEHT ¢ TOJBHXHOCTRIO anbOyMuHA
YeIOBEKa.

TexHuyeckne
XapaKTePHCTHKH

FemunurmenTrl: ve fomee 0,15.

Useneraemetif o6beM: He MeHee HOMMHAIBHOTO.
TepmocTabUILHOCTD: OperapaT Mocie Nporpesa B TeueHHe 50 4.
npu Temmeparype (56+1)°C nomxen ocraparecs 6e3 HaMeeHUH.
OrnpeneneH#e NPOBOIAT BU3YAJIBHO.

pH: oT 6,5 1o 7,2.

benok: (ot 18,0 no 22,0) %.

CrepuiibHOCTE: JOTKEH OBITh CTEPHIIBHBIM.

BaktepuanbHbie SJHIOTOKCHHEL: He Oonee 1,3 ED/Mi.
IMuporeHHOCTE: TOMKeH ObITh anuporeHHeM. Tect-go3a mms 20
% pacTBopa aANEOYMHUHA COCTABIIET 5 MII Ha | KT Maccsl KpONHKa.
DpakuHOEHENH cocTaB: anbbymuH — He Menee 97 %, a- u f-
rio0yauHEl — He 6ornee 3 %.

[TonuMeps! u arperaTsl: He 6onee 5,0 %.

Hatpus kanpmtar: He 6onee 0,23 MMOTB/T.

AKTHBaTOp npekaUHKpenHa: ve Gonee 35 ME/Mun.

AmomuHuit: He 6onee 200 Mxr/i.

Harpuit — nos: ot 90 mo 160 MMons/m.

Kanuit — nou: ne G6onee 0,05 MMOIEB/T.

Bupycnas 6e30MacHOCTh: He  J0JDKEH COMTEPIKATE:
IOBEPXHOCTHBI anTUIeH Bipyca renarnta B (HBsAg); anturena




K BHpycy rematuta C; agTuTena K BHUpYcY HMMYyHoaedHIIMTa
venoseka (BMY-1 u BUY-2) u anturen p24 BUY-1.
MexanH4ecKre BKIIFOUCHHS: JOJDKHEI COOTBETCTBOBATE
TpeGoBaHHSIM AHATHTHYECKOTO ITACHIOPTA IPOU3BOJHTENL.

8. | Heobxommmpie Wsctpykiys 1o TpUMeHEHHEO.

JOKYMEHTH JaxmoueHue 0 KauecTse (AHATHTHIECKHI ITacmopT K
cepTr(HKAT COOTBETCTBHA) HA PYCCKOM A3BIKE.
PernctpaisoHHOE YEOCTOBEPEHHE JIEKAPCTBEHHOTO CPEICTRA Ha
PYCCKOM S3BIKE.

9. | HononuurensHsle CpoK roJIHOCTH AOJDKEH OBITE He MEHee 5 JIET B YIIAKOBKE
TpeboBaHus HPOU3BOXUTENA MIPH XPaHEHHH B 3aIMULIEHHOM OT CBeTa MECTe
npu Temieparype ot 2 o 10 °C.

OcTaro4yHplil CPOK FOIXHOCTH JODKEH COCTARIATE He MeHee 50 %

B croumocth Torapa JOMKHO BKITIOYATHCH:
- mpousBeneHue/npuobperenne Topapa;
- TOCTaBKa 0 MPOU3BOJICTBEHHEIX NIOMEIIEHHH 3aKa3unKa;
- IOTPY309HO/pasrpy304HEe paboTe;
- HCTIOJTHCHHUE rAPaHTHHHBIX O0A34TEIBCTB; _
- pacxofbl 110 CTPAXOBAHUIO, HANOTH, MONUTHHEL, cOOPEI U HMHBIE 3aTpaThl, CBA3AHHEIS ¢ IIOCTABKOH,
IPOH3BOJCTBOM, pHobpeTenueM/usrotorneHueM [locrasmuxom Torapa, monydenuem [locTaBipkoM
HEOOXOJUMBIX CBHAETENBCTB, 3aKMOYCHHH H HHBIX JOKYMEHTOB, pErjJaMeHTHPYIOUHX TOCTaBKy
nansoro Tosapa.
Cpox moctaskn: [Tocraska ToBapa ocyiecTeiIseTCS HapTHAME 10 3agBKaM 3aKa3uuka B TeyeHHe 365 -
(TpexcoT IMECTHACCATH [ATH) KANCH/ApHsiX IHell co mHa monydenua [locTapmmMkoM oT 3axas3unka
3asiBKH Ha [I0CTaBKy ToBapa.
IlepHoIHYHOCTH OCTABKH: MAPTUAMH N0 3asgBKaM 3aKa3yuxa.
IIpenmomaraeMebie CPOKH NMPOBEACHAA MPOLeAYpbI 3akymkn: 2023 1.
TpeGosauus k Tosapy: Topap nocrapisieTcs B KOMIIIEKTE € CONPOBOMMTENBHON JIOKYMEHTAIHEH,
pelyCMOTPEHHOH NaHHBIM BEIOM ToBapa, a Takke CONPOBOXKIAETCA HHCTPYKUHCH 10 IPHMEHEHHMIO,
3KIAOUEHHEM O Kad9ecTBe (AHAMHTHYECKHH TacnOPT M CEPTH(PHKAT COOTBETCTBHUS) HA PYCCKOM H3BIKE,
PErHCTPAUMOHHEIM YIOCTOBEPEHHEM JIEKADCTBEHHOIO CpPEICTBa HA PYCCKOM SI3BIKE, TPAHCIOPTHOH
HAKJIAJHOH, TOBaPHOH HaKnajHOH 1 cueT-QakTypoi.
Yenosust noctasku Tosapa
Tosap nocraensercs B cnenranuzupopanHoli Tape Iloctapmuka, Kax st Bu ToBapa B OTAENLHOHR Tape,
TO3BOMAIONISH 06ECIEUUTE ET0 COXPAaHHOCTH NPH TPAHCIIOPTHPOBKE.
Hopsinoxk omnatei: Omnara ocyurecTausercs B GesganmaHoll hopme 3a QakTHYeCKH NOCTaBIEHHBIH
ToBap B Teuerne 7 (ceMu) paboumx AHEH ¢ JaThl MPHEMKM TOCTaBIeHHOro Topapa W MOANHCAHHS
CropoHaMyl TOBApHO HaK/IAgHOH, TpaHCTIOpTHOH HaxRafHOH Ha MOCTaBNEHHYIO napTuio Topapa, a
TaKe openocrapiesys [JoCTaBIIHKOM cuéTa Ha OIIIATy u C4éTa~(PaKTypEL.
TpeGopaHust K CPOKY FOZHOCTH TOBAapa: CPOK rapaHTMH Topapa Ha MOMEHT MOCTaBKH JOJDKEH
COCTABIATH He MeHee 12 mecsieB, CpOK IOJHOCTH JOJDKeH OBITh He MeHee 50% oT rapaHT#pOBaHHOIO
¢pOKa TOAHOCTH HA ACHB TTOCTABKH.
Ocob6ennoctu: Ilpouenypa 3akymkm OymET NPOBOJMTECS B COOTBETCTBHH ¢ TpeDoBaHusME
®epepansroro 3axoHa or 18 wmrons 2011 roga Ne 223-®3 «O 3akynmkax ToBapos, paboT, yciyr
OTHeTIbHLIME BHIaMH IOpHABYeCKHX ULy U lonoxenus o 3akynke MenepanbHOro rocyapCTBEHHOTO
ABTOHOMHOTO HAY4YHOIo yupexneHus «DexepansHbli HAy4yHBIH HEHTD MCCleoBaHuit M paspaboTKH
HMMyHOOHONOrHUecKux Inpenapatop uM. M.IL. UYymakosa PAH» (MECTHTYT IOIHOMHENHTa),
yTBepIKIeHHOTo HaGmonatenbueM coserom 08.06.2021 r. Ilporoxosom Ne 01 ot 08.06.2021 r., ¢
H3MEHEHHAMH, yTBepxieHHbIMu [TpoTokonom Ne 2 ot 03.08.2021 r., IIpoTtoxosom Ne 8 ot 27.05.2022
r., [Iporoxosom Ne 10 ot 16.09.2022 1.

OTBeTr NOMDKEH CONEpKaTh CPOK NeHCTBMS mpejularaeMolf HEHHl H pacyeT HeHbl Tomapa. B



YaCcTHOCTH, U3 COAESPKANNA NPEHIMKEHUA JOMKHBI OANO3HAYHO OIPEACIATECA LeHa €OHHUIbI TOBapa,
ONUCaHue TOBApa, BKIIOHad TEXHHYCCKHC XapaKTCPUCTHKH, H OGHI&SI IeHa AOroBopa Ha YCIOBHAX,
¥KAa3aHHBIX B HACTOAIEM 3aMpoce.

OTBeTH NOIKHBI OBITH NOAAHE] C 352{% 4, 2023 r. mo w&f» Oﬁ 2023 1.

BKJIOUHTENBHO [0 afgpecy: umto@chumakovs.su.

Pexomendyem 6 meme nUCbMa YKA3ame HOMEP 3aNPOCa KOMMEPUECKUX BPeORoIIcetul.
B xommepueckom ApedRoAcenuy 0GA3amensHo JONICHb! Bblinb PeKGUIUMbL. HOMED U 0ama.

IIpogedenue dannoii npoyedypel cGopa unGopmayuu He 6Ae4EM 30 cOHOU GOIHUKHOGEHUA KAKUX-
Aubo obasamenvcme 3aKaziuxa.

Hpu nanuuuu mexnuuyeckux owubox u Hemounocmeti npu onucanuu Tosapa npocium coobuums
Jaxa3zquxy.

Ecnu ocnognste yenosus ucnonnenus [[02060pa omaudaiomes om NpeoRONCEHHbIX — HPOCUM
coobuums 3axasvuxy ¢ Kommepueckom npeonodiceHuu.

IlepBEIi 3aMecTUTENh NEHEPAIBHOIO THPCKTOpa
OTAIY «OHIIAPUIT um. M.IL. Uymaxosa PAH»

(VMIHCTATYT MOIHOMUEINTA) ,/':j;/ B AIO. Ajonun
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