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NE®ENNMA I'JIPOXJIOPHA U L-APTUHWUH (CTEPWJIBHBI)

Cefepimi dihydrochloridum monohydricum end argininum (sterilis)

CEFEPIME DIHYDROCHLORIDE MONOHYDRATE AND ARGININE

(STERILE)
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CIIC-KO-14-0264/2-02

Crp. 2133

2.2 lMojumrHOCTH (MAeHTHDH-
Karus)
A.TCX

B. BOXX

C. BOXX

D. BOXX

2.3 Bona

2.4 pH

2.5 TIpo3pa4HOCTE pacTBOpa
2.6 IlBeTHOCTB pacTBOpa

2.7 ConyTCTBYIONIME IPHMECH:

- IpEMech A

- npumecsk C

- mobas HecenuHIEpBaH-
Hast IpUMeCh

Ve

I'®PBII, Tom 1, 5.11

I'®PBII, Tom 1,2.2.27

I'® PBII, Tom 2, 2.2.29

I'® PBII, Tom 2, 2.2.29

I'® PBII, Tom 2, 2.2.29

I'® PBII, Tom 2, 2.5.12
T'OPBIL Tom 1,2.2.3
I'® PBIL Tom 1, 2.2.1
T'®PBII, Tom 1,2.2.25

I'® PB I, Tom 2, 2.2.29

Ne IlapameTpbl KOHTPOJIS Metoast Kpurepun npuemiieMocTH
/o
1 ITpumenenne Iledermmm, MOPOIIOK /Ul IPHTOTOBJIE-
HHS pacTBOpa Juis HEbeKkiwmit 0,5 r u
10r
2 AHaIH3HpyeMble T0Ka3aTeH
KadecTsa:
2.1 Onmcanue (cBoiicTBa) BusyarsHbrit Ot Genoro a0 GreIHO-XKENTOro IBETa

IOPOIIOK.
Jlerko pacTBOPHM B BOJE.

A. OCHOBHOE IIITHO Ha XpOMAaTOrpamMmme
HCIBITYEMOI0 PacTBOpa AODKHO COOT-
BETCTBOBATh MO IIOJIOKEHHIO, LBETY H
pasMepy OCHOBHOMY ISATHY HAa XpoMa-
TOrpamme pacTBOpa CPABHEHMSL.

B. Ha xpomarorpamme HCIBITYEMOrO
pacTBOpa, MOJTYYeHHOH IPH KOJIHYECT-
BEHHOM OIpeJie/icHHH nedenuma, Bpe-
Ms  yIep)KHMBaHHS mHKa Hedennma
JIOJDKHO COBIIANaTh CO BPEMEHEM yZep-
JKHBAaHUS NHKa nedennma Ha XpoMaTo-
rpaMMe CTaHIapTHOTrO PacTBOPA.

C. Ha xpomarorpaMme HCIBITYEMOTO
pacTBOpa, MOJYYEHHOH NpH KOJIHYeCT-
BEHHOM ompejie/leHun  L-aprunnHa,
BpeMsi  ylepkHBaHMS  L-apruHuna
JIOIDKHO COBIIAJIaTh CO BPEMEHEM YyJep-
JKHBaHWS L-apruHMHa Ha XpOMaro-
rpaMMe CTaHJapTHOTO PacTBOpa.

D. Cnektpsl muKoB uedenuma, moiy-
YeHHBIE JUIA CTaHJapTHOrO PacTBOpa H
ACIIBITYEMOTO pacTBOpa, CHSATHIC MpPH
KONHYECTBEHHOM ONpEJIECNICHHH B 00-
nacti ot 210 BM mo 400 HM JODKHBI
COBITA/ATh.

He 6Gonee 4,0 %

Ot 4,0 10 6,0

PacTBOp /10JDKeH OBITH IPO3pavHBIM

A. Onrudyeckas IUIOTHOCT IIPH JUIHHE
BouHBI 430 HM He 6onee 0,10

*B. OnTaueckas IIOTHOCT NPH JUTHHE
BonHbI 420 M He Goee 0,10

He Gonee 0,5 %
He 6onee 0,5 %
He 6onee 0,5 %
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MeTtoast

KpHTepun npaemieMocTH

- cymMMa IpHMecei (BKIIIovast
N-METHIIHPPOJIHINH)
2.8 OcraTo4Hble KOJIHYECTBA

= aneToH

- METaHOJ
2.9 N-MeTUIIHppOITHIHH
2.10 * IInporeHHOCTH
2.11 * AHOMabHAs TOKCHY-
HOCTb
2.12 CtepunbsHOCTB
2.13 BakrepuanbHble SHI0TOK-
CHHBI (JIbTepHATHBHBIH)
2.14 MexanuvecKue BKIIOYe-
HHS:

BH/IMMBbIE JaCTHIIBI

HEBH/IUMBIC YACTHIIBI

2.15 KonuyecTBeHHOE Onpe/ie-
JICHHE:

OpraHUYeCKAX PaCTBOPHTENEH:

I'® PHII, Tom 1, 2.4.24,
22.28

I'® PBIL, Tom 1, 2.2.28
IT'®PBII, Tom 1, 2.6.8
I'®PBIIL, Tom 1, 2.6.9

I'® PBIL, Tom 1, 2.6.1
I'® PBII, Tom 1, 2.6.14

I'®PBIIL Tom 1,2.9.20
I'd PBII, Tom 1, 2.9.19,
meroxn 1

I'® PRI, tom 2, 2.2.29

He Gonee 2,2 %
I'®PBII, Tom 2, 5.4

He 6onee 0,5 % (5000 ppm)
He 6omee 0,3 % (3000 ppm)
He 6omnee 1,0 %

JloiokeH GBITE aMHPOreHHBIM
JloikeH OBITh HETOKCHYHBIM

JlorkeH GBITh CTePUIIBHBIM
He Gonee 0,06 ED na 1 Mr nedenmuma

JIOJDKHEI OTCYTCTBOBAaTh

Yactun pasmepom >10 Mxm — He Gonee
6000821

Yactui pasmepom >25 MKM — He Goree
600821

- nedenuma Ot 50,1 % no 55,4 % B mepecuere Ha
6e3B0/IHOE BEIECTBO
- L-aprununa Ot 35,1 % mo 45,0 % B mepecuere Ha

0€e3B0/IHOE BEILECTBO

3 Ot6op npod B cOOTBETCTBHH €O CTAHIAPTHOIM OIle-
PalMOHHOM NPOLEYPOH:

COII-KO-14-057;
COIT-KO-12-138

4 O6BeM KOHTPOJILHO IIPOOKI AJl: 650r MBJIL: 6,6

5 VcnoBust XpaHeHHs B 3ammimeHHOM OT CBETa U BIIarH MecTe
IpH Temmeparype He Bbime 25 °C

6 CpoK roiHOCTH 3 roxa

7 VnakoBka AmomuHAEBbIe 6u10HE! N0 5,0 WM 10
10,0 kr, ynakoBaHHbIC B KAPTOHHEIE KO-
poba, a Takxe APYTHE BHIBI YIIAKOBKH,
obecneynBaroIHe COXPAHHOCTh HMCXOJ-
HBIX MaTepuaoB B TEUCHHE CPOKa roj-
HOCTH.

8 H3rotoButens Shenzhen Salubris Pharmaceuticals Co.,
Ltd., Kurait

9 | Kon 120163

* lononuurensHsie Tpebosarus OAO «B3MI».
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