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Howmep cepun

CEPTU®UKAT COOTBETCTBUA
BLB04582

GMID 724353
Jlata npousBoacTBa 24.08.2021
T'onen no 07.2023
Jara ananuza 14.09.2021
Pazmep mepun 33500 enuHmI
OTnpaBieHHOE KOJI-BO 32464 yn
VYcnoBust XxpaHeHHUs ot 15°C no 25°C
Homep PY TIN008945
HasBanne AOU / anpec mp-it AOU  Iledorakcum Hatpus (cTepuibHbIi), UxoHBO0YK-110, 15093,
Kopes
A®U nocraBIIMK XaaMu
ADU cepust Ne 20CTXA1059
Anamms Crernugukanus PesynbraT CootBeTcTBHE
Onucanue (BU3yajabHas HHCIICKIHS ) Benblii unu xenroBaTo-6eblii Benbrit nm CooTBeTCTBYET
KPUCTaJUTMYECKHUi TOPOIIOK JKEJITOBATO-6ebIi
KPUCTAJUINYECKUI
HOPOLIOK
IMoutMHHOCTB Ha xpomartorpamme ucnsITyeMoro pactsopa, | CooTBETCTBYeT CooTBeTCTBYET
Hedorakcum (BOIKX) TIOJTy4eHHOH NpHu
KOJIMYECTBEHHOM OIIPEICIICHUH, BPEMs
yJCpKUBaHHs OCHOBHOT'O JIMKA JIOJDKHO
COOTBETCTBOBATH BPEMCHH YACPKUBAHUS
OCHOBHOTO ITHKa Ha
XpoMaTorpaMmmMe pacTBopa
CTaHAapTHOro 0Opa3ua
1e(oTakCHMa HATPUEBOH COJTH.
IommHHOCTD HK-cnexTp npenapara 10JKeH CooTBeTCcTBYET CooTBeTCcTBYET
Leodraxcum (MK-crexTpockormnms) HMeTb II0JIHOE COBIAACHUE II0JI0C
THOTJIOLIEHHUS CO CTAHIAPTHBIM
o0pasiom.
IIpospaunocts p-pa (o EBp.®apm., peakius ¢ 10% pacTBop mpemnapara B Boje, cBoboaHoi | CoOTBETCTByET CooTBeTCTBYET
JIEITHOM YKCYCHOH K-TOH) OT JUOKCHJIA
yIIIepoia, IOJKeH OBITh
MPO3PaYHbIN WM BBIACPKUBATH CPABHCHHE
CO CTaHJIapTHOM
cycnensuei L.
IIpu no6asnennu k 10 Mt (10%) pactBopa
npenapara 1,0 mi
KHUCIJIOTBI YKCYCHOM JIeITHOM
pacTBOp JOIDKEH OBITh
MPO3pPaYHbIN WM BBIICPKUBATH CPABHEHHE
€O CTaHJIapTHOH
cycrieHsuei 1.
Liset p-pa (Esp.®Dapm.) Onrrdeckas INIOTHOCT pacTBOpa mpemnapara | 0.17 CooTBeTcTBYeT
IPH JUTHHE BOJIHBI
430 HM He 10KHA npeBbimath 0,60. —
CpenHsis Macca COIEPIKIMOTO (hIIakoHa 1 JlomyckaeTcs Hanuaue He Oolee CooTBeTcTBYeT FOOTPETCTRY Ui
OJHOPOTHOCTH MACChI 2 ¢nakonoB u3 20, UMEIOMINX = <
(BecoBoit meton, EBp.®apm.) OTKJIOHEHHE MacCChl COAEPKUMOIo OT CooTBeTCTBYET
CpeaHero 3Ha4eHus 6oiee, 4eM
+ 10%, 1 HE JOKHO OBITH
(hIIaKOHOB C OTKJIOHEHHEM MacChl
COIEP>KUMOTr0 OT CPEJHETO 3HaUeHUs Ooree,
uyem Ha £ 20%.
pH Or4.5 10 6.5 5,7
(ITorermmomerpuaecku, EBp.@apm. nmu I'd PO
OdDC 1.2.1.0004.15)
Ioreps npu BbICYLIMBaHUU He 6onee 3.0 % 1,0
(EBp.®@apm. i I'd PO ODC.1.2.1.0010.15)
CrepuiibHOCTh CrepuiibHO CooTBeTCcTBYET CooTBeTCcTBYET
(Membpannas punstpanus, Esp.®apm. wmm 'O
P® OPC.1.2.4.0003.15)
BakrepuanbHble 3HIOTOKCHHBI IIpenenpHoe conepxanue <0.01 CooTBeTcTByET
(EBp.®@apm. um I'd PO ODC .1.2.4.0006.15) GakTepuaTbHBIX YHIOTOKCHHOB He Oolee
0,05 ED/wmr.
MexaHHYECKHE YaCTULBI B cootBeTcTBHM C TpeOOBAaHUMH CooTBeTCTBYET CooTBeTCTBYET
-BU/IMBIC YaCTHIIBI
-He BUJIMMbIE HEBOOPY KEHHBIM IJ1a30M, > 10 MKkM He 6onee 6000 Ha ¢u1. 247
-YaCTHUIIBI > 25 MKM He Gosee 600 Ha ¢u1. 18
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Poxncreennsie nmpumecu (BOXKX) CooTBeTcTByeT
IIp. A (neauerokcuuedorakcum) He 6onee 1.0% 0.19

IIp.B (neauernnedoraxcum) He 6onee 1.0% 0.23

Ip.C (H-bopmummedoTakcum) He 6onee 1.0% He onpeneneno

Ip.D (E-nedoraxcum) He 6onee 1.0% He onpeneneno

Ip.E (meanerniuedorakcuma JIaKTOH) He 6onee 1.0% 0.28

Ip.F (aumep nedoraxcuma) He 6onee 1.5% 0.31

Heunentud. np. (OBY =0.9) He 6onee 0.4% <0.05

Heupenrud. mp. (OBY =1.3) He 6onee 0.4% He onpeneneno

OtnenbHas HeMaeHTH(. mmp. He 6omee 0.4% 0.14

CymMa nipumeceit He 6o1ee 4.0% 1.3

KonnuectBeHHOE onpeeneHne redoTakcuma Ha 90% - 108% nedoTakcuma Bo (iakoHe. 103 CooTBeTCTBYET
¢maxon (BOXX)

YnakoBka U MapKUpOBKa ITo 1,0 r npenapaTa B 15 M1 CTEKIISIHHBIH CooTBeTCTBYET CooTBeTCTBYET

6ecuBeTHbIN (akoH (Tum 3), 00xKaThIiH
QIFOMHIHUEBBIM KOJIAYKOM H YKYTIOPEHHBII
PE3MHOBOM NPOOKOH M CHAOKEHHBIH

IJIACTMACCOBOH KPBILICUKOM.

Hacrostmum noxrsepxknaro, uto nanHas cepust Kimagopana 1 r ¢i. coorBercTByeT TpeGoBanusM HopmaTuBHOI noKyMeHTaMN
(xak yactu PerucrpannoHHOTO 10Cke), B HACTOSIINI MOMEHT 3aperiucTpupoBanHoii B Poccniickoit @eneparyn mo Bcem

MePEYHCIICHHBIM TapaMeTpam.

Hacrosmum noarsep:kato, 4TO JaHHAs CEpUsi COOTBETCTBYET NapaMeTpaM YnakoBka U Mapkuposka u3 HopmarusHoi
JIOKYMEHTAIMY, B HACTOSIIIUN MOMEHT 3aperucTpupoBanHoil B Poccuiickoit denepanyu.

Jara Bblycka 28.09.2021
Toanucek/nata 30.09.2021
/moanuce/
Wms (mevaTHBIMN) Melek Isik
JomxHoCTh YnoiaHoMoueHHOE
JIUIIO
30.09.2021
2

Yasemin Teloren Elif Okurhan

30.09.2021 30.09.2021

Crenuanuct KOHTPOIIS Crenuanuct KOHTPOJIS KadecTBa
kxagecTBa (COOTBETCTBHE) (Coortserctaue)

Canodu Mnau Canaiin Bu Tmxkapeer A.C.




SANOFI «p

CLAFORAN 1G IV VIAL (RU)
CERTIFICATE OF ANALYSIS

Batch Number BLB04582

GMID 724353

Manufacturing Date 24.08.2021

Expirv Date 07.2023

Analvsis Date 14.09.2021

Batch Size 33500 UNIT

Shipped Quantity 32464 PAC

Storage Condition 15°C to 25°C

Market Authorization Number P NO08945

API Name/Address of manufacturing site Cefotaxime Sodium Sterile/Siheung-si , Gyeonggi-do,15093,Korea

API Supplier Name Hanmi

APl lot No 20CTXA1059

Analysis Specification Results Conforms

Description (Visual inspection) White or yellowish-white crystalline powder. x}\“ﬁ;’ yellowish-white crystalline {o ;e g

Identity Retention time of principle peak in chromatogram from assay corresponds to retention time of

Cefotaxime(HPLC) principle peak in chromatogram of solution of standard of cefotaxime sodium salt. Biniorme Goukirins

Tdentity

Ceforaxime (IR-spectrascopy) IR spectrum of the product totally corresponds to standard in terms of absorption bands. Conforms Conforms
10 % solution of the product in water free of carbon dioxide is transparent or bears comparison

Clarity of solution (Ph.Eur. with standard suspension 1.

Reaction with glacial acetic acida; Ph.Eur.)  |After addition of 1.0 mL of glacial acetic acid to 10 mL (10 %) of the product solution the Comformis Conforms
solution is transparent or bears comparison with standard suspension 1.

Color of solution (Ph.Eur.) Optical density of the product solution measured at 430 nm wavelength does not exceed 0.60. 0.17 Conforms

Average mass of vial content and uniformity |Not more than 2 of 20 vials with content mass deviation greater than +10% from average mass |Conforms

of mass are allowed, Conforms

(Weight method;Ph.Eur.) No vials with content mass deviation greater than = 20% from average mass are allowed. Conforms

pH

(Potentiometry;

T fc

Ph.Eur. or SP RF, OFS.1.2.1.0004.15 ) 4.5106.5. ? Conformas

Loss on drying 5 1.0 Confi

(Ph.Eur. or SP RF, OFS.1.2.1.0010.15) Notmoreilian 307 : s

Sterility

(Membrane filtration; T x

Ph.Eur. or SP RF, OFS.1,2.4.0003.15.) The solution is sterile. Conforms Conforms

3:: Eur, l:rn SB“.’{;“;FS 1.2.4.0006.15) Bacterial endotoxins limit is not more than 0.05 EU /mg. <0.01 Conforms

l::sr;;:l;::;i::er In accordance with the requirements, Conforms

2t " Conforms

-.!ubrgullhli[;;mcles Not more than 6000 per vial; 247

""rﬁ“f‘ a B Not more than 600 per vial. 18

|-particles 2 25 ym

Related impurities (HPLC) W

Impurity A (deacetoxycefotaxime) Ezi 22: x: ;g D/A‘ 0.19

Impurity B (deacetylcefotaxime) s 1'0 o/n 0.23

Impurity C (N-formylcefotaxime) Not more than 1'0 ‘y: N.D.

Impurity D (E-cefotaxime) e l.{] o N.D.

Impurity E (deacetylcefotaxime lactone) I— 1'5 o/,: 0.28 Conforms

Impurity F (cefotaxime dimer) b o more thin 0'4 o 0.31

Unspecified impurity (RRT = 0.9) Sy <0.05

Unspecified impurity (RRT = 1.3) it e haaod o N.D.

Individual unspecified impurity Not more than 4'0 o 0.14

Total impurities el 13

Assay of cefotaxime per vial (HPLC) 90 % to 108 % of labeled content cefotaxime per vial. 103 Conforms
1.0 g of the product per 15 ml glass colorless vial (type IIT) sealed with aluminum-flanged rubber Conforms iR s

Packaging and Labelling

stopper and plastic cap.

It is confirms that current batch of (CLAFORAN 1G IV VIAL) meets the requirements of the Normative Document (as a part of Regulatory dossier) currently registered in Russian Federation on the listed quality

parameters,

1t is hereby certified that batch meets the requirements of Sections Packaging and Labelling of Normative Document currently registered in Russian Federation.

Release Date
Signature/Date

Printed Name
Title

28.09.2021 . 3\
30.09.2021 20.0892&52)
A be)&n‘_w\ Y ] V> /
Mel 1 Yasemin Teldren - ,‘r’( ll,’ﬂ!f -

lifi }/‘ Specialist of QC (Compliante
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Elif Okwrgan
Specialist of QC (Compliance)
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