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MEAHHIHCION eI 3/IpaBOOXPAHEHUEM CyOHEKTOB

Poccuiickoit ®enepanuu

QenepanbHas cayxba 1o Ham3opy B cdepe 3[paBOOXpaHEHHS HAa OCHOBAHHU
aKcrepTHOro 3akitodyenus PI'BY «BHUMUMT» PocsnpaBHanzopa coobiiaeT o BEISBIEHUH B
obpamennn TeppuTopHanibHBIM oOpraHoM PocsmpaBaamsopa 1o Kuposckoil o6nactu
HEe0OPOKaYeCTBEHHOI'O METMLIMHCKOTO H3/IEITHS:

«KonTeltHep TpaHCHOpTHBIM Ui KpoBu «Tpanchep-mk» (TRANSFER-PACK)
REF X6R2247», LOT: FA23E15018, nara npoussoxacrsa 2023-05-15, ucrons3oBath 10 2026-
05-31, npoussozctea "®pesenuyc Kabu Al™", ['epmaHus, perucTpauoHHOe YIOCTOBEPEHHE
or 28.12.2021 Ne ®C3 2011/09266 (nanee - MeauUKUHCKOE HU3MENKE), U MPENCTABIAOLIErO
YTPO3Y 3J0POBbBIO IIPH €r0 NPUMEHEHHUHU (CM. TIPUITOKEHHE).

®enepanbHas cimy:k0a 1o Hag30py B cdepe 34paBoOXpaHeHHs MpeyiaraeT cyobeKTam
oOpallleHus MEMIIMHCKUX U3ZENUH NPOBECTH IPOBEPKY HAIHYKS B 00OpAIEHUH YKa3aHHOTO
MenuuuHCKOro HW3/enus, B YCTAHOBICHHOM TOPSJKE IIPOBECTH MEPONPHUATHA 110
[IPENOTBPALLIEHUIO oOpaleHus Ha TEPPUTOPHH Poccutickoi Qenepaunn
HEN0OPOKaueCTBEHHOI0 MEIULUHHCKOr0 M3JIENUsi W O pe3ylbraraX NpOUH(OPMUPOBATH
COOTBETCTBYIOLIHI TEpPUTOpHANIBLHBIN opran PocanpaBHazzopa.

TeppuropuansueiM opranam PocsapaBHanzopa NpoBeCTH MEPOIPUSTHS B COOTBETCTBUH
C JIEMCTBYIOIIUM 3aKOHOAaTebeTBOM Poccuiickoit Denepaiinu.

3a HapymeHuss B cdepe OOpalleHHs MEIUIMHCKAX M3IeIHA [IpeayCMOTpeHa
aIMHHHCTPATHBHAS OTBETCTBEHHOCTH coryiacHo crathsiM 6.28 u 6.33 Kopmekca Poccuiickoi
Qenepanyy 00 aZMHHHCTPATHBHBIX NPAaBOHAPYIICHHSAX, & TAK)KE YCTAHOBJIEHA YIOJIOBHAs
OTBETCTBEHHOCTh 3a oOpamienne GanbCHPUIUPOBAHHBIX, HENOOPOKAYECTBEHHBIX W
HE3aperuCTPHPOBAHHBIX MEIUIUHCKUX U3enuid cornacHo cratbe 238.1 YroJaoBHOro Komekca
Poccuiickoit @enepanmy.

IIpunoxenue: Tabauma COMOCTABIEHHs ITapaMETPOB U XAPAKTEPHCTHK, YKA3aHHBIX B

KOMIIJIEKTE pGI"I’ICTpaLIHOHHOfI JAOKYMEHTAlMH, C [TapaMeTpaMi U XapaKTCPHCTHKaMH 06p33U.OB
BBISIBJIEHHOIO MEIUIIMHCKOTO U3enus Ha | 1. B 1 3K3.

A.B. Camoiinosa


http://www.roszdravnadzor.gov.ru

I[Tpunoxxenue K nuceMy PocanpaBHagzopa

or 78. OA . LOAAr

No

7 ~ ’/‘/i LA

Tabmuia comocTaBieHus MapaMeTPOB U XapaKTePUCTUK, YKA3aHHBIX B KOMILJIEKTE
PerucTpalMOHHOM JOKYMEHTAIHH, C TTapaMeTpaMu U XapaKTepUCTHKaMi 00pa3iioB
BBISIBJIEHHOTO MEIMIIMHCKOTO U3/ENIHs

Cpasuuae | KommiekT perucrpauuoHHOil JOKYMEHTALHH O0pa3subl BLISBJIEHHOIO
MbIe (permcTpanHoHHOE YI0CTOBEpPEHHE MEIHIIHHCKOro H3/1e/IHs
cBeleHHsn/na or 28.12.2021 Ne ®dC3 2011/09266,
paMeTpsl CPOK /IeHCTBUS He OrpaHHYeH)
MapxkupoBka | Ceenenus 13 KP/| K Py
YIIAKOBKH Ne ®@C3 2011/09266 ot 28.12.2021:
Anpec npoU3BOMATENS:
«Dpesenuyc Kabu Al'», I'epmanun «Fresenius Kabi | Ha norpeGurensckoii ynakoske:
AG». Else-Kriner-Strafie 1, 61352 Bad Homburg v.d. | « Manufacturer: Fresenius Kabi AG
Hohe, Germany. 61346 Bad Homburg / Germany »
Aodpec yrazan ne 8 noanom obveme
Cpok rogHocTH: Ha norpeGurensckoii ynakopke:
«Cpoxk eoonocmu koumetinepog - 20, 30 mecayes unu 3
2oda ¢ damvl nPoOU3zE0CMEa (6 3asUCUMOCTIU Om
Moougurayuu) »
Cpok FOIHOCTH obpasuos
cocrasnsger 3 roga u 16 axei
Canmrapro- | ComepikaHmue IUKIOreKCaHOHA, MI/JI: 3HayeHHe MoKa3aTess:
xumudeckue | Jlomycrumoe snavenne 2,50 Mr/n (5,300,60) mr/
MMOKa3aTeIH H/I na meroanl HeesenoBanmii: MY 5141-89

BrisiBlleHHBIE HECOOTBETCTBUS B
qacTH  CAHUTAPHO-XMMHUYECKUX
nokasareneit  (3HAYHTEIBLHOTO
NpEeBBILICHHUs]  COJCPIKAHHs B
BBITSIKKE IUKJIOTEKCAHOHA:
JOTycTHMOE — 3HaueHue 2,50
MTI/J1; 3HaYeHHEe NoKa3aTellsd IpH
HCCIIeJOBaHHIX (5,30+0,60)
mr/i), MOYKET OKa3athb
HETIOCPEICTBEHHYIO yrpo3y
TMPHYHHEHHs] Bpeja JKHU3HH H
TSOKKOTO  Bpela  370POBBIO
rpakiaH ¢ y4eToM Ha3sHaueHHs
U3JENUsA «UIS B3ATHA KPOBH, €€

cenaparmH, NOCIIE Y IOLIEro
XpaHenus: u oOpaboTku», a
TAK)KE€  COCTOSHHUS  370pOBbS
HalHeHTa, KOTOPOMY
Ha3HA4aeTcs repenBaHue

KPOBH.




