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3anpoc o npexocTasieHNH LEHOBOH HHpOpMaTHU

OIr'AHY «DHIHPUIT um. M.II. Yymakora PAH» (MHCTHTYT MONHOMHENHTA) IUIAHHDYET
IpOBeleHHE NPOLEAYPH! 3aKyNIKM ans0yMuna, pacrsopa i uudysuit 20% (nanee - ToBap) U HYKT
OFAHY «PHUMPUIL um. MUIL Uymaxora PAH» (MHCTHATYT NMONMHOMHENHTa) B COOTBETCTBHH C
QepepanbHeM 3akoHoM o7 18 mrons 2011 roma Ne 223-@3 «O 3akynkax rtosapoB, pabot, ycayr
OTACIILHBIME BUJAMH IOPHIHYCCKUX JTHILY.

Crnioco6 3aKynKH — 3aKyllKa Y €JMHCTBCHHOIO MOCTaBINHKa (TIONPSIHMKA, HCIIONHHUTE) B
OTHOMIEHHHM KOTOpBIX  YupexzeHueM chopmuposan Peecrp yTBepXIACHHEIX  IOCTABUIHKOB
(mpousBoAMTENCH) Ha OCHOBEHHUH POBEICHHON OLEHKH (KBanHpHKaKK) B COOTBETCTBHH ¢ [IpaBriamu
HaJUleXkamiell  HpOW3BOJACTBEHHOH — NPAKTHKH,  YTBEPXKACHHBIMH  IIpuka3zoM  MHHHCTEpCTBa
IPOMBIILIEHHOCTH H TOProBiM Poccuiickoil @ejepanyn ot 14 mons 2013 r. Ne 916, pasMenieHHbIi Ha
ounuansHOM caitte YupexieHHS H B COOTBETCTBHY ¢ It 16 1.4 paspena 2 rasel [V Tlonoxenus o
3aKymnKe, YTBEPKJICHHOTO HabmonaTensHeM coBeToM 08.06.2021 r. [Tporokonom Ne 01 ot 08.06.2021
r., Ilporokonom Ne 8 ot 27.05.2022 r., IIpoTokossom Ne 10 ot 16.09.2022 r.

[TocraBmuky, BKIFOUeHHBIE B PeecTp 0m0OpeHHBIX, ¢ KOTOPHIMH HMEIOTCA 3AKMIOYSHHBIE
JAOTOBOPEI, BIIpaBe IM0AATH KOMMEPUYECKOE TIPEJJIOKEHHE B COOTBETCTBUH C Pa3MeleHHbIM 3apocoM, ¢
yKazagHeM o0beMa, KOTOPHIH OHHM MOIYT [IOCTABHTL JOHOJHHTEIBHO K YK€ HMCIOHIMMCS C HHMH
IOTOBOPaM.

IIpocumM npenocTasuTs HHOOPMALHIO 0 CTOMMOCTH ToBapa, ykasannoro B Tadmuie Ne 1.

Ne HaumeHoBazne
Hudopmanua
pazaena

1. | HanmernoBaHue ToBapa AneOyMmuH, pactBop 1 uHbpy3ni 20%

2. | lipousroaurens bakcrep Al', Acrpus

3. | Konuuecrso 1 000 dpnaxonos

4. | YOakoBKa ¥ MAapKHpOBKAa | BYTBUIKH CTCKJIHHBIE A8 TpadHcy3MOHHBIX H HH()Y3HOHHBIX
npenapatoB  odveMoMm  100Mn, repMeTHdHO YKYNOPCHHBIC
PE3MHOBOH OpOOKOH M 3aBANBLUOBAHHBIE  ATOMHHUECBRIMH
KOAaYKaMH.




Kaxcnas 6yTeUIKa BMEcTe ¢ HHCTPYKIUEH 0 TPUMEHEHHIO
JomkHa ObTh B COOpHON KOpoOKe U3 KapToHAa.

VYrakoska A0DKHA OBITE 0€3 MEXAHHYECKHX IOBPEXASHUE H
3arpg3HeHHil.

Ha sTHKeTKe HOTpeOUTENbCKONH YHAKOBKY JODKHO OBITH
YKa3aHO:

- HAUMEHOBAHHUE [IPEIIPHATHSA-H3TOTOBUTEILT,

- HAUMCHOBAHUE HPONYKIUHH;

- DO3KPOBK2 MIIH KOHIEHTPALHSA, HIH AKTHEHOCTD;

- HHGOPMALTHS O COCTaBE;

- KOJIHYUECTBO B YTIAaKOBKE;

-~ HOMEp CEpHH,

- aTa H3TOTOBJICHUS H/UIIH CPOK T'OTHOCTH;

- YCHOBHS XPaHEHHS;

- YCHOBHSA OTITYCKa;

-~ HOMEp PerHCTPAlHOHHOTO YIOCTOBEPEHUS,

- LITPHX-KOJL;

- IpenynpenuTeNbHble HaNTHCH.

Vea0oBusl XpaHeHHs

B ymaxkoBKe IPOH3BOAMTENS B 3ALIUIICHHOM OT CBETa MECTE IPH
TeMnepatype ot 2 g0 10 °C.

OcobenHocTH

[Tpo3pauHblii HIH ClleTKa ONanecUUPYIOIHH PacTBOP KEATOTO,
SHTapPHOrO UJIH 3€JICHOBATOrO LIBETA.

lHoaauHHOCTS, BHAOCHEIHGHIHOCTE: JONAHBE [PHCYTCTBOBATE
TONBKO GENIKH U3 CBIBOPOTKH KPOBH eNOBEKa.

OcHoBHOH OGenkoBBIH KOMIIOHEHT: JOIKEH OOHapy»KHBATHCA
OCHOBHOM OENKOBBIH KOMIIOHEHT ¢ MOJABHIKHOCTHIO ans0yMHHA
JeTIOBEKA.

TexHHYECKHE
XapaKTEPHCTHKH

Iemunurmentsl: ve 6onee 0,15,

M3siexaeMblit 00beM: HE MEHEE HOMUHAIBHOTO.
TepmocrabunprocTs: npenapar Mocie nporpesa B edernue 50 4.
nipu remueparype (56+1)°C nomien octaBaThes 6€2 H3MEHEHHIA.
Onpenenenne DpoOBOAAT BU3YATIRHO.

pH: ot 6,5 no 7,2.

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

CTepHIBHOCTS: JOJKEH OBITE CTCPHIbHBIM.

BakrepuansHbie 3HIOTOKCHHEL He Gonee 1,3 ED/M.
MuporesHocts: AoMKeH OBITH alTHPOTEHHBEIM. TecT-mo3a ans 20
% pacTBopa ansOyMHHa COCTABIIAET 5 MJI HA | KT Macchl KPOTTHKA.
MpakuMOHHEIH cocTas: ansOyMHH — He Menee 97 %, a- u B-
rnodynuHsl — He Oonee 3 %.

[Tomumeps! u arperatsi: He Oonee 5,0 %.

Harpus kanpunat: ve 6onee (1,23 MMoas/T.

AxrtuBaTop mpekauKpenHa: ue donee 35 ME/mu.

Anromunwuii: ge 6osiee 200 Mxr/in.

Harpuit — nou: ot 90 no 160 Mmors/m.

Kanuit — wou: ue 6onee 0,05 MMonn/T.

BupycHas  $e30MacHOCTB: He  JOJDKEH COAEPXKATh:
HOBepPXHOCTHEIH aHTHreH Bupyca rematuta B (HBsAg); anturtena




K BHpycy rematuta C; aHTHTeNa K BHpYCY HMMyHOZe(HIMTA
yenosexa (BUY-1 u BUY-2) u anTuren p24 BHY-1.
MexannyecKne BIUTIOYEHH: ZOJIXKHEI COOTBETCTBOBATE
TpeboBaHUsAM aHATUTHYECKOrO IIACIIOPTA IPOU3BOAUTEN.

8. | Heobxomumeie WHCTPYKIHH 1O TPUMEHEHHIO,

JOKYMEHTBI 3aKnroYeHMe 0 KayecTse (aHATMTHYCCKHUA NacopT H
cepTHHHKAT COOTBETCTBHS) HA PYCCKOM SI3LIKE.
PerucTpalMosHOe yAOCTOBEPEHIUE JIEKAPCTBEHHOTO CPeICTRa Ha
PYCCKOM SI3BIKE,

9. | JomonsHuTensHeie Cpok roHOCTH JOMKeH OBITE HE MeHee 5 JIeT B YIaKoBKe
TpeboBanus IIPOHM3BOJIMTEN [IPH XPAHEHHH B 3aIIHIIEHHOM OT CBECTA MECTE
fipu Temneparype ot 2 g0 10 °C.

OcTaToyHbIH CPOK FOAHOCTH FOJIKEH COCTABISTEL He MeHee 50 %

B croumocre ToBapa TOMMKHO BKIIOYATHCS:
- npouseegenue/npuodperenue Torapa;
- JOCTABKA JI0 IPOM3BOACTBEHHEIX NOMEMICHHH 3aKa3dnKa;
- IOTPY304HO/pasTPy30UHLIC PAOOTEL;
- MCTIONIHCHHUE rapaHTHHHEIX 0043aTeNLCTB;
-~ Pacxojst [0 CTPAXOBAHHIO, HAIOTH, MOLLTHEEI, cOOPBl U MHBIE 3aTPAaThl, CBSI3AHHLIE ¢ IOCTARKOM,
HPOU3BOACTBOM, pHoGpeTennem/n3rotopienneM [loctapmukom Tosapa, nonyuenuem [TocTasmuxom
HEOOXOMUMEIX CBH/ICTENBCTB, 3AKMIOYEHMH M HHBIX JOKYMEHTOB, PErNIAMEHTHPYIOLINX IIOCTAaBKY
magnoro Torapa.
Cpok nocrasku: [loctapka Torapa ocylllecTBiseTes NAPTUAMHE 0 3asBKaM 3akaszduka B TeUeHHE 365
(Tpexcor wmectHIeCSITH OSTH) KajJeHNAPHBIX IHEH €O AHA momaydenus IlocTaBmmkoM ot 3axazumia
3asBKH Ha [TocTaBKy Togapa.
IlepuoguyHOCTL NOCTABKM: HAPTHIMH 10 3agBKaM 3axa3zauKa.
IIpennoaaraemMble cPOKH NPOBEICHUN HPOUEAYPLI 3aKynku: 2022 1.
TpeGopanna k Tosapy: Tosap nocTaBigeTcd B KOMIUIEKTE ¢ CONpOBOAHTEALHOH NOKYMEHTALHEIL,
TpeyCMOTPEHHOM NaHHbM BHIOM ToBapa, a Takxe CONMpPOBOXKIAETCS MHCTPYKIUMEHR 10 IPUMEHEHHIO,
3aKTIOYCHUEM 0 KayecTBe (aHATHTHYECKHH IACTIOPT H CePTH(HUKAT COOTBETCTBHA) HA PYCCKOM SI3BIKE,
PETHCTPAITHOHHBIM Y/IOCTOBCPCHHEM JIEKApCTREHHOIO CPENCTIBa HAa PYCCKOM SI3BIKE, TPAHCIIOPTHOH
HaK/Ia g0, TOBapHOH HaKNaJAHO# H cueT-(haKkTypoil.
Ycaoens nocraskn Tosapa
Tosap nocrasnsiercs B clielan3MpoBaHHoi Tape [loctaBiuka, Kaxaeii Bug Topapa B OTEIBHOIE Tape,
O3BONAIOIEH 06eCNeUnTh €r0 COXPaHHOCTE IIPH TPAHCIIOPTHPOBKE.
Ilopagox omnarer: Onnata ocylzecTRIIETCs B Oesnanuuuol ¢opme 3a GakTHYECKH IOCTABICHHEIH
ToBap B TeyeHue 7 (cemu) paboumx nmell ¢ JaThl IPHEMKH focTapnenHoro Topapa M MOAIHCAHM
Croponamu TOBapHOH HAaKIaAHOM, TPAHCIIOPTHOH HAKIAAHOW HAa IOCTABIEHHYIO MapTHio Tomapa, a
TaKxke npeaocrapnenyd [focrasmuxom cuéra Ha onnary # cyéra~-(haKTypsL
TpeboBanus K CPOKy roJHOCTH TOBApA: CPOK rapaHTHH ToBapa HA MOMEHT I[IOCTABKH HOMKCH
COCTABJIATE HE MeHee 12 MecsieR, CpOK TOFHOCTH JoKeH Obith He MeHee S0% OT rapaHTHpOBAHHOIO
CPOKa MOJHOCTH Ha JICHb [TOCTaBKH.
Ocobennoctn: [lpomenypa 3akynku OyZeT OpOBOIHTBCI B COOTBETCTBHH € TpebOBaHHIMH
®enepansHoro 3akona oT 18 mons 2011 roma Ne 223-@3 «O szaxkynkax tosapos, paboT, yciuyr
OTAeNbHBIMM BHIAMH IOpUIHUecKrX THI» M llonoxenHs o 3akynke DefepalibHOr0 FOCYAapPCTEEHHOIO
aBTOHOMHOIO Hay4yHOro ydpexJaeHud «DemepanbHelil Hay4HBIH LUEHTP HCCHEAOBAHHE W pa3paboTku
HMMyHOOHONOrHYecKuX mpenaparoe uM. MUJII. Uymakosa PAH» (Muctutyr nonmomuenwvra),
yTBepxkAcHHore HabmogatensHeM coBeToM (8.06.2021 r. Ilporokosom Ne O1 or 08.06.2021 r.
[Tporokonom Ne 8 ot 27.05.2022 r., INpotokonom Ne 10 ot 16.09.2022 r.

Otser momxeH COmEp)KaTh CPOK IeiCTBHS NpeliaracMod LEHB! W pacdeT IEeHbI Tosapa. B
YACTHOCTH, U3 COAEPIKAHUA IIPEANOMKEHMS NOJDKHB! OJJHO3HAYHO ONPENENSATLCH LieHa CEHHHIEI TOBAPA,
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OIHCAHHMC TOBapd, BIUNOYAS TCXHHYECKHE XAPAKTEPHCTHKH, H o0lUas LeHa AOTOBOpA HA YCIOBMSAX,
YKa3aHHBIX B HACTOALEM 3aIpoce.

OTBeTH AOMKHE! BBITH ORAHE ¢ «7Eh o 2023 r. mo «é) 0/ 2023 r.
BIJIIOYHTEABHO 10 aApecy: umto@chumakovs.su.

Pexomendyem 6 meme nucoMa ykasans HOMEP 3anpoca KOMMEPUECKUX RPeQioICcenl.

B kommepueckom npednooiceniu 0643amensio d0NCHbL Bbimb PeKaUzUMbL: HoMeEp u dama.

Iipogedenue oannoii npoyedypui cGopa uihopmayuu He enewém 3a coboil GOIHUKHOGEHS KAKILX-
aubo obssamenscms 3axasuuxa.

Ipu nanuquu mexuuseckux owubox u Hemounocmeti npu onucaruy Tosapa npocum coobugume
3arxazuuxy.

Ecnu ocrosneie ycnosus ucnonnenus J{o2080pa omauaaiomea om npednodcenox — HpoCUM
coobujume 3axazuuxy ¢ Kommepuecxom npednoscenuu.

Ilepeelil 3aMeCTHTES FeHEPANTEHOIO AHPEKTOPA
OrAHY «DHLMPHIT um. M.IT. Yymaxosa PAH»

(MHCTUTYT TONMHOMHENATA) / AJO. Adporun




