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NE®EITNMA T'APOXJIOPUI U L-APTUHWH (CTEPUJIBHBIN)

Cefepimi dihydrochloridum monohydricum end argininum (sterilis)

CEFEPIME DIHYDROCHLORIDE MONOHYDRATE AND ARGININE

(STERILE)

HJI PB 1786C-2017, uzm. Nel

CocrTaBua

Cornacosanu

Yreepana

JomEHOCTR: HavankHuk cexTopa AJl

JomxrocTs: HauambHik OKK

JIOJDKHOCTE: 3aMeCcTHTeN, LEHePa b~
HOFO AMpe 552CTBY

UO®: O.A.Posugny” 7~ UO®: O.B3epixo, , 7.7 4// WO®: TB.Baryfo /
Toanuce:  gits=s Hommucs, — LAAAS [Tonanwcs: 5 7
Tata: 75 P AL Jara: LB AR Hata: A4 .
JormxHOCTE: JlomxHOCTE: 3aM. HavalbHuka AJl z

mukpobuonor I kateropuu

HOD: 10.30 Jupuna

HO®: HA Maneruna 7

g
Tonmics: AELuEE”— IToonues: ,’Z{./,,// ‘
Tava: /74 7 A8l 2 Jara: LA LY AL

HomxrocTs: Guonor I kaTeropun

Homxrocts: Havanskuk MBJI

HOOG: MA.Denguuna

J1O®: C.B.I'onosgdea

Ioamice: W Mommucs: <o -=
Jara: A LF Al L Jlara: T, A2

JHosoxaocTs: nagamenuk OCuP

HO®: O.A.bpemsg~

TTogmucs: -\;—r@zﬁ/ -~

Dara: <2 L APL L

JOmKHOCTE: HAYaAIBHHK Q?/ /

VIO®: B.B.Jlatorypexsfl,”

TTomnucs:
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MNe ITapametps! koHTpOIZ | MeTomsl Meroauks HCHbITaHHR Kpurepun npueMIeMoOCTH

wn

1 ITpuMenenne edensm, NOpoOIIOK ANS NPHTOTOBNIEHNA

pacTBopa Jud MEbexmui 1,0 T

2 Hawmvenosanve noxa-
3aTenelf kavecTsa:
2.1 Onucanue (coii- BuzyanpHsIl Paszmen «Onucanue (ceoier- | Ot Genoro no GIeHO-KeATOro LBeTa IO-
¢TBA) rePEIL 5.11 pa)» HII PB 1786C-2017, POILIOK.

2.2 TloanuHHOCTS
(vneHTHQUKALHS)

2.3 Bona

24pH

2.5 ITpospawsocTk pac-
TBOpA

2.6 LiBeTHOCTL PacTBO-
pa

2.7 ComyrcTayiomue
MPHMECH:

- npUMech A

- npumech C

- moGas HecrermpH-
LIMPBaHHAR NpHMECh
- CymMMa IpuMecedi
(Bxmovas N-MeTHI-
TIHPPOIIHIHE)

TrePBII 2227

T'®PEIL 2.2.29

e PEIL, 2.2.29

T®PBI, 2229

e PEIL 2.5.12
TOPBIL 223
T®PEIL22.1

e PBIL 2.2.25

I'd PE I, 2.2.29

u3M. Nel. Pasnen 7.4
COII-KO-14-102

Paznen «IloatHHAOCTE
(noerTuduranas)y
HI PB 1786C-2017,
w3m. Nel

Paznen «I1oJAHHHEOCTE
{nnenTrUKALL)»
HII PB 1786C-2017,
H3M. Nel

Paznen «IToATHHAOCTE
(unenTHOURALIL)
HJII PE 1786C-2017,
pam. Nel

Pazpen «loanmaHHOCTS
(MaeHTHOHKALHA)»
HJX PB 1786C-2017,
u3M. Nel

Paznen «Boxa»

HJI PB 1786C-2017,

m3n. Nel

Paspen «pH»

HII PE 1786C-2017,

u3M. Nel

Pazzen «Ilpo3padrocTs pac-
Tsopan HJ P 1786C-2017,
m3M. Nel

Paznen «1IBeTHOCTE pacTBO~
pa» HII PB 1786C-2017,
wam. Nel

Paznen «ConmyTeTBYIOMHME
IIPHMECHY

HI PE 1786C-2017,

u3m. Nel

Jlerxo pacTBOpPEM B BOZE.

A. OcHOBHOE NATHO HAa XPOMATOIpaMMe
WCIBITYEMOTO PAacTBOpa MOMKHO COOTBET-
CTBOBATE MO IOJOMKEHHIO, LIBETY H pa3Me-
PY OCHOBHOMY NATHY Ha XpOoMarorpamme
PAcTBOpa CPABHEHHUA.

B. Ha xpomarorpamMme HCHBITYEMOIO pac-
TBOPA, NOIYYCHHON NMPU KONMYECTBEHHOM
onpefeneduy Uedemuma, BpeMs YAECPHKH-
BZHNA TIHKa NedenuMa IoDKHO COBNalaTh
CO BpEMEHEM YIEPKHBaHHA TIHKA uede-
n¥Ma HA XPOMATOTPaMME CTaHJApTHOTO
pacTeopa.

C. Ha xpomarorpamMme HCIBITYEMOTO pac-
TBOPA, NONYHEHHOH IPH KOTHUECTBEHHOM
ompegeneHWy L-aprunuHa, BpeMs yaep-
JKuBaHHUE L-apfuHKHA QOKHO COBNANATE
CO BpeMeHeM ynepiwpadAas L-aprupmna
Ha XpOMAaTOrpaMMe CTaHNapTHOTO PacTBO-
pa.

D. Crextps 1HKOB NedenHMa, TOTydeH-
HEIE [UIT CTAHJAPTHOTO PacTeOpa H HCHbi-
TYEMOTO PacTBOPA, CHATHIE IPY KOJNHYECT
BEHHOM onpenenesuy 3 obmacTd 0T
210 mv no 400 AM IODKHEEL COBNATATE.

He Gonee 4,0 %

Ot 4,0 no 6,0
Pactsop S fosmxeH Gu1Th HPOIPATHBIM

A. OnTHyeckad TUIOTHOCTh, W3MEpEHHas
npu pruHe pomust 430 mv, ge Gonee 0,10.
#B. OnTrMeckas IUIOTHOCTh, H3MEpEeHHas
nipy mnuHe BoaHs: 420 BN, He Gonee 0,10.

He Gonee 0,5 %
He Sonee 0,5 %
He Sonee 0,5 %

He tonee 2,2 %
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Ne IMapamerps! KouTpOns | Meroxs Meronuxs Hensitanui Kpurepuy npueMiIemMocTy
n/n
2.8 Ocrarounele konu- | T® PH I, Pasnen «Qcrarounsie konn- | TG PBII, Tom 2, 5.4
9ecTBa OpraHMdeckux | 2.4.24,2.2.28 4ecTBa OPraHUYEeCKHX pac-
pacTeopHTeae: TBOPHTENEH»
- aleToH HJI PB 1786C-2017, He Gosee 0,5 % (5000 ppm)
- MeTaHon m3M. Nel He Gonee 0,3 % (3000 ppm)
2.9 N-merunnwpponu- | I'@ PEIL 2.2.28 | Pasnen «N-metunmupponn- | He Gonee 1,0 %
JUHH nua» HIT PB 1786C-2017,
m3M. Nel
2.10 # ITuporesnocts | FTOPBIL 2.6.8 | MeTomuka HCIBITaHMH Hermityemsrit ofpasen nomxe OBITs anu-
AMP-12-0264 POTEHHBIM
COII-BO-12-020
2.11 #AnoMansHas TOPEI, 2,69 | Meroauka HCTILITAHKH HenmiTyemsiii ofpasew gomien GbiTs He-
TOKCHYHOCTh AMT-12-0264 TOKCHYHEIM
COII-BO-12-021
2.12 CrepuabHOCTS 'O PEIL 2.6.1 | Metoauxa ucrBITaHHH HcnbiTyemsiit o6pasel| A0/mkeH OBITE CTe-
AM-12-0264 PUIBHEIM
COII-KO-12-134
2.13 BakrepuajisHsie T'®PE I, 2.6.14 | Meroamxa HCOBITAHMI He Gonee 0,06 ED na 1 Mr uedennma
IHNOTOKCHHD! (ambTep- AMBE-12-0264
HaTHBHLI) COII-KO-12-059
2.14 Mexanuueckue
BKJTIOVEHHS
- BUOAUMBIC HACTHI! I'® PEIL 2.9.20 | Meronnka HensITaHuH JomKHBI OTCYTCTBOBATH
AM-12-0264
COIT-KO-12-137
- geBraumele yactuusl: | T@ PBII, Paznen «MexaHWqeckHe He Gonee 6000 wactun s 2 T
- pasmepom 10 MM | 2.9.19, MeTon 1 | BKITIOYEHML
Gonee HJI PB 1786C-2017, He 6onee 600 vacTun B2 r
- pasmepoM 25 MEM 1 3. Nel
Gonee
2.15 Komwecteernoe | '@ PB 11, 2.2.29 | Pazgen «KonuuecTBeHHOE Ot 50,1 % mo 55,4 % ® nepecuete Ha Ges-
OlpeneneHHS onpeneneHne) BOJHOE BEUIECTEO.
HJI PBE 1786C-2017, Ot 35,1 % no 45,0 % B nepecyere Ha 6e3-
u3M. Nol BOJHOE BEIIECTBO.
3 O16op npod B ¢OOTBETCTBHU CO CTaH-
IAPTHOH ONEPAHOBHON
NpoLeTypOi:
COIT-KO-14-057,
COQI1-KO-12-138
4 O0BeM KOHTPOTEHOM AJI:3385r MEBJ: 12 ¢
TipoGEt
5 Yenopus XpaHeHuA B 3anpmieHHOM OT CBETA MECTE TPH TeM-
neparype He spime 25 °C
6 Cpok rogHocTi 3rona
7 Y iaxkosxka Amompruessle Ougoxst mo 5,0 umw no
10,0 xr, ynakosaHHEIE B KAPTOHHBEIE KOPO-
fa, a TaKKe JApYrHe BMIBl YIAKOBKH,
obecneyMBaKOLIHE COXPAHHOCTh HCXOAHBIX
MATEepHANIOB B TEYSHHE CPOKa TONHOCTH.
8 Hsrorosutens Shenzhen Salubris Pharmaceuticals Co.,
Ltd., Kuraii
9 Koxn 120163

* TomonaurensHele Tpeboranns OAO «b3MIIx».




