Ceprudukar anaausa SANOFI @?

3aBox: Origgio
Cano¢u C.m.A.
(panee Canodu-Apentuc C.1.A)
Viale Europa, 11
21040 Origgio (VA)

Uranus
Ten. +39 02 9610.1
®daxc +39 02 96730535
ORI_634982
Maanoxkce cycn. NF 250ma Poccust
ApTHKYyN 3aKa3unKa: Maasoxc cycn. NF 250mn Poccus Ne cepun: 11014
JlaTa npousBojacTBa: 18 MAP 2021 00:00:00,00 CpOK rOJHOCTH: 29 ®EB 2024
JlaTa noBTOpHOrO Konuuectso: 37 224.000
KOHTPOJISL: 29 ®EB 2024 00:00:00,00
TeXHOJOTMYCCKUIA 3aKa3: Ne meromuku koutposis ORI OR761320A1
Bepcust: 5 Ccpuika AP ORI-AP-000722 c.e.
Ne ceprudurara Bepcus cepruduxara
aHaM3a; ORI OR761320 aHaM3a; 9
Ilokazarenn | Hopma | PesyabsTar
[Tocne mepeMerMBaHus 1OKHA CoOTBETCTBYET
Omnucanue 00pa30BbBIBATECS Oeiiasi TOMOTCHHAS
CYCIEH3Us
[HoanuHHOCTB: aNIOMUHUI JomxeH 00pa30BBIBATHCS OCIBIN COOTBETCTBYET
JKeIe00pasHbIN 0Ca0K
IMognuHHOCTH: MarHui JlomkeH 00pa30BBIBATHCS CIIETKa COOTBETCTBYET
ONAJIECIIUPYIOIINI 0CaIOK C
TTOCTIe IYFOIIM ITPE0Opa30BaHIEM B
0eJIbIi KPUCTATUTMYECKUN 0CaI0K
I[ommuHOCTE: ToMupeHa OpOMUT Bpewms yaepxuBanus noMugeHa CoOTBETCTBYET
OpoMmIa JOJKHBI COOTBETCTBOBATH
pH 75-85 8,1
Kucnorone#rpanusyromias criocoOHOCTb >=24.3 mDxB HC1/10 ma 25,7
Bomopoaa mepoxcu <= 0,022 r/100 M 0,011
Bs3kocTh 300 — 2000 mIIa 472 mlla
CenuMeHTallMOHHAS YCTOWYUBOCTD He menee 15 MunyT CooTBeTCTBYET
N3Biekaemblit 00beM He menee 250 M COOTBETCTBYET
KonudecTBeHHOE ONpeICTICHHE ATFOMUHUS 3,2-3,91/100 M 3,4
THIIPOKCUA
KonnuecTBeHHOE ONpEACICHHE MarHus 3,6 - 4,4 1/100 M 3,9
THIPOKCHAA
Jomugena opomun 3,38 — 4,64 mr/100 M
Ob1ee yrcno adpoOHBIX MUKPOOPTaHU3MOB He 6osiee 100 KOE/r
(TAMC)
O011ee YMCIo APOKIKEBBIX U IIECHEBBIX He 6oiiee 10 KOE/r
rpu6os (TYMC)
E. coli OtcyTCcTBYET/T ano
KoHTposb yriakoBKu CoOTBETCTBYET COOTBGTCTB”»’QT ]
52

Manuas cepust Gbuta IPOM3BE/ICHA B COOTBETCTBHUM C ACHCTBYIOIIMME TPeOOBaHM M, ‘{g\zmemameu /’ y
MIPOU3BOACTBEHHOM mpakTuku (CGMP) 1 cOOTBETCTBYeT crieruKayIM COOTBQTCTEVI()E ¥
Y/I0CTOBEPEHHSI. =
3amnucu 1o MpoU3BOJICTBY, YIIAKOBKE U aHAITU3Y CepHil ObLIM MPOBEPEHBI U NPHU3HAHBI COOTBeTCTByIOH.[I/IMI/I
TpeboBanusM npaswi GMP.
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Ceprudukar anaansa

Cano¢u C.m.A.

(panee Canodu-Apentuc C.1.A)

Viale Europa, 11
21040 Origgio (VA)
Uranus

Texn. +39 02 9610.1
Dakc +39 02 96730535

SANOFI vp

3aBox: Origgio

ApTHUKYJ 3aKa34yuKa!
JlaTa npousBojacTBa:
JlaTa moBTOpHOTO
KOHTPOJISL:

Texnomornueckuii 3aKas;

ORI_634982

Maanoxkce cycn. NF 250ma Poccust
Maasoxc cycn. NF 250mn Poccus
18 MAP 2021 00:00:00,00

29 ®EB 2024 00:00:00,00

Ne cepuu:
CpOK rOJHOCTH:
Konuuectso:

No MeTouKM KOHTPOJIS

11014
29 ®EB 2024
37 224.000

ORI OR761320A1

JInno, yTBepauBIIee pelIeHne:

Bepcust: 5 Ccpuika AP ORI-AP-000722 c.e.
Ne ceprudurara Bepcus cepruduxara

aHaM3a; ORI OR761320 aHaM3a; 9

3akJouenue: Brinymieno

Hara: 28-MAI1-2021 19:07:15.00

Milano Walter (Menemxep 1o KauecTBy U YIOJTHOMOYCHHOE JIULIO)

OTOT CepTI/I(i)I/IKaT aHaJIi3a noAInucaH 3J'I€KTpOHHOI7[ NOANMCHIO IMPU MOMOIIHN BaHHHHpOBaHHOﬁ J1a6opaTopH0171

HH)OPMAITMOHHOW CUCTEMBI.
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