Issued By: SANDOZ GMBH
S A N D % Z BIOCHEMIESTRASSE 10,
6250 KUNDL, AUSTRIA
Tel: +43 5338 200

Manufacturing License:
INS-481921

Certificate of Analysis

Ref: 000000555463

Material Name: CEFUROXIME SDZ 500MG 14TAB UA

Trade Name: CEFUROXIME SANDOZ(R), FILM-COATED TABLETS, 500 MG, IN BLISTERS (2 BLISTE
RS X 7 TABLETS)

Material No: 993544 Batch: NX3063

Batch No Printed 1: NX3063

Bulk Material 1: 42031111 Bulk Batch 1: NV1859

inspection Lot No.: 000409021427

Manufacturing Date: JAN-2024 Expiry Date: DEC-2026

Printed expiry date 1: 12 2026

Specification No.: 5216.5

Tests Requirements Results

APPEARANCE SHAPE OBLONG, BICONVEX Complies

APPEARANCE SIZE APPROX. 10 X 22 MM Complies

APPEARANCE COLOUR WHITE TO SLIGHTLY YELLOWISH Complies

IDENTITY CEFUROXIME AXETIL CORRESPONDING Complies

(HPLC)

IDENTITY CEFUROXIME AXETIL CORRESPONDING Complies

(IR-SPECTRUM)

UNIFORMITY OF MASS: AVERAGE MASS 1.245-1.308¢ 1.274 g

UNIFORMITY OF MASS: INDIVIDUAL MASSES: >=90 % TABLETS 100 % TABLETS

AVERAGE MASS +/-5 %

UNIFORMITY OF MASS: INDIVIDUAL MASSES: >= 100 % TABLETS 100 % TABLETS

AVERAGE MASS +/- 10 %

DISINTEGRATION TIME <= 15 min 1 min

DISSOLUTION OF CEFUROXIME AXETIL AFTER CORRESPONDING TESTPLAN ACCORDING TO BP Complies

30 MINUTES

(HYDROCHLORIC ACID 0.1M, AUTOANALYSER,

Uv)

DISSOLUTION OF CEFUROXIME AXETIL AFTER >= 80.0 % declarat 90.4 % declarat

30 MINUTES: FIRST TEST (6 UNITS)
(HYDROCHLORIC ACID 0.1M, AUTOANALYSER,
uv)
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Issued By: SANDOZ GMBH
BIOCHEMIESTRASSE 10,
6250 KUNDL, AUSTRIA
Tel: +43 5338 200
Manufacturing License:
INS-481921

Certificate of Analysis

SAND

Ref: 000000555463

Material Name: CEFUROXIME SDZ 500MG 14TAB UA

Material No: 993544 Batch: NX3063

Batch No Printed 1: NX3063

Tests Requirements Results
DISSOLUTION OF CEFUROXIME AXETIL AFTER Informative 90.4 % declarat

30 MINUTES: MINIMUM INDIVIDUAL VALUES
(HYDROCHLORIC ACID 0.1M, AUTOANALYSER,
uv)

DISSOLUTION OF CEFUROXIME AXETIL AFTER Informative 95.8 % declarat
30 MINUTES: MAXIMUM INDIVIDUAL VALUES

(HYDROCHLORIC ACID 0.1M, AUTOANALYSER,

uv)

DISSOLUTION OF CEFUROXIME AXETIL AFTER Informative 93.8 % declarat
30 MINUTES: MEAN VALUE

(HYDROCHLORIC ACID 0.1M, AUTOANALYSER,

uv)

DISSOLUTION OF CEFUROXIME AXETIL AFTER Informative 23 %
30 MINUTES: RELATIVE STANDARD DEVIATION
(HYDROCHLORIC ACID 0.1M, AUTOANALYSER,

uv)

WATER CONTENT <=6.0% 0.9 %
MICROBIAL COUNT: AEROBIC BACTERIA <= 1000 cfu/g *
MICROBIAL COUNT: YEASTS AND MOULDS <= 100 cfulg *)
MICROBIAL COUNT: ESCHERICHIA COLI NOT DETECTABLE IN 1 G )
RELATED SUBSTANCES: KNOWN: <=15% 0.22 %
DELTA-3-ISOMER

(HPLC)

RELATED SUBSTANCES: KNOWN: E-ISOMERS <=1.0% 0.30 %
(HPLC)
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Issued By: SANDOZ GMBH

S A N D 0 Z BIOCHEMIESTRASSE 10,

6250 KUNDL, AUSTRIA
Tel: +43 5338 200

Manufacturing License:
INS-481921

Ref: 000000555463 o ]
Certificate of Analysis

Material Name: CEFUROXIME SDZ 500MG 14TAB UA
Material No: 993544 Batch: NX3063
Batch No Printed 1: NX3063

Tests Requirements Results

RELATED SUBSTANCES: KNOWN: CEFUROXIME <=1.0% 0.15 %
ACID
(HPLC)

RELATED SUBSTANCES: UNKNOWN: LARGEST <=02% <0.10 %
(HPLC)

RELATED SUBSTANCES: KNOWN AND UNKNOWN: <=35% 0.67 %
TOTAL
(HPLC)

ASSAY CEFUROXIME 475 - 525 mg/tablet 484 mg/tablet
(HPLC)

Notes:

() Testing not performed on every batch. We guarantee that this batch also conforms with the requirements.

Confirmation:

The batch complies with the testing monograph. It is hereby certified that the above information is authentic and accurate and that the
analysis records have been reviewed and found to be in compliance with GMP,

QC Approval performed by: Rositsa Andonova, Quality Team Leader QC
QC Approval Date/Time: 16-JUL-2024 13:11:46 UTC

Batch Release / Certification performed by: Vlad Jucan, Qualified Person

Batch Release / Certification Date/Time: 18-SEP-2024 15:15:40 UTC

Certificate creation date/ Time: 19-SEP-2024 09:10:59 UTC
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s A N D 0 z Issued by:
SANDOZ GMBH

BIOCHEMIESTRASSE 10
6250 KUNDL
AUSTRIA
Tel: +43 5338 200
Manufacturing License:
INS-481921

Ref: 1909241112

Certificate of Conformity

Material Name: CEFUROXIME SDZ 500MG 14TAB UA
Trade Name: CEFUROXIME SANDOZ(R), FILM-COATED TABLETS, 500 MG, IN BLISTERS (2 BLISTERS X 7
TABLETS)
Strength/Potency: 500 MG
Dosage Form: FILM COATED TABLETS
Package Type: BLISTER
Package Size: 2PCx7PC
Material No.: 993544 Release Type: BATCH CERTIFICATION
Internal Ref.: NX3063 Batch No Printed: NX3063
Date of Manufacturing: JAN-2024 Release date: 18-SEP-2024
Expiry Date: DEC-2026 Released Quantity: 26290 PC
Manufacturing site SANDOZ GMBH License number: INS-481921
BIOCHEMIESTRASSE 10
6250 KUNDL
Austria
Releasing Site : SANDOZ GMBH License number: INS-481921
BIOCHEMIESTRASSE 10
6250 KUNDL
Austria
Importing country: Marketing Authorization Number:
Ukraine UA/5447/02/03
Components:
Material Name: CEFUROXIME AXETIL FCT 500MG AT12 EU 06
Material No.: 42031111 Bulk Product Batch No.: NV1859
Total Bulk Quantity: 391031 PC
Manufacturing site SANDOZ GMBH License number: INS-481921
BIOCHEMIESTRASSE 10
6250 KUNDL
Austria
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S A N D 0 Z Issued by:

SANDOZ GMBH
BIOCHEMIESTRASSE 10
6250 KUNDL
AUSTRIA
Tel: +43 5338 200
Manufacturing License:

INS-481921

Ref: 1909241112

Certificate of Conformity

Material Name: CEFUROXIME SDZ 500MG 14TAB UA

Trade Name: CEFUROXIME SANDOZ(R), FILM-COATED TABLETS, 500 MG, IN BLISTERS (2 BLISTERS X7
TABLETS)

Material No.: 993544 Internal Ref.: NX3063

Components:

Material Name: CEFUROXIME AXETIL N AURO PW A GE 01

Material No.: 40006880 Active Pharm. Ingredient Batch No.: B719642

Manufacturing site Aurobindo Pharma Ltd.
Unit |

Sy NO 385, 386, 388 to 396
Hatnoora Mandal

Medak District

502307 Borpatla Village
India

Manufacturer batch: 2436600514

Certification Statement

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned sites in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in

compliance with GMP.

Batch releasing site: Sandoz GmbH-Manufacturing Site Anti Infectives & Chemical Operations FDF Kundl (AICO FDF Kundl).

Biochemiestrasse 10, 6250 Kundl, Austria.
Manufacturing Licence: 481921

Certificate comment:

During the course of manufacturing there were no deviations that may influence the release of the product.

Batch Release / Certification performed by: Vlad Jucan, Qualified Person
Batch Release / Certification Date/Time: 18-SEP-2024 / 15:15:40 UTC
Certificate Creation Date/Time: 19-SEP-2024 / 09:12:18 UTC
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SANDOZ CRIT08 TIEX

Ne: 1909241112

BIOXEMILWITPACCE 10

6250 KyHONb
ABCTPIS
Ten.: +43 5338 200

NiueHais Ha BUpoGHULTBO:
INS-481921

CepTtudikat BignosigHocTi

Hassa maTepiany:
ToprieenbHa HasBa:

Cuna piifakTusHicTb:
Nikapcbka hopma:
Tun ynakoBku:

Po3amip ynakoBku:

Ne MaTepiany:
BHyTpiwHin Ne cepil:
HDaTta BupobHULTBA:
Tepmid npugaTHocTi::
BupobHuua ginbHuus:

HinbHuUus Bunycky:

KpaiHa-imnopTep:
Ykpaina

LE®YPOKCHM C13 500MI" 14TAB YKP

LE®YPOKCUM CAHLO3® TABNETKW, BKPUTI NNIBKOBOID
OBONOHKOIO, MO 500 MI", B BIIICTEPAX (2 BJIICTEPA x 7 TABJTETOK)

500 MI"

TABNETKW, BKPUTI MNIBKOBOK OBONOHKOK

BNICTEP

2WTx7WT

993544 Tun Bunycky: CEPTU®IKALIA CEPIT
NX3063 Ne cepii Ha ynakosui: NX3063
Ci4-2024 Darta Bunycky: 18-BEP-2024
PY-2026 BunyuweHa KinbKicTb: 26290 YI
CAHOO3 'MBX JligeHsin Ha INS-481921
BIOXEMIWWTPACCE 10 BUPOOHULTRO:

6250 KyHO/b

ABcTpis

CAHOO3 I'MBX JiueHzsia Ha INS-481921
BIOXEMIWTPACCE 10 BUPOBHULUTBO!

6250 KYHOIb

ABCTpisi

Homep PeecTpauiitHoro nocaigueHHs:

UA/5447/02/03

KomnoHeHTH:

Hasgsa marepiany:
Ne Marepiany:

LIE®YPOKCUM AKCETIN ©KT 500MI" AT12 €Y 06

3aranbHa KinbkicTb in bulk: 391031 WT

Bupo6Huua ginbHUuUA:

42031111 [Mponykr in bulk Cepin Ne: NV1859
CAHOO3 I'MBX JliueHsin Ha BUpobHMUTBO:  [NS-481921
BIOXEMILITPACCE 10

6250 KYHOJ1b

ABcTpisi

Cropivka; 1/2

*3asipeHo enekTPoOHHUM NiAMMCOM BIGNOBIAHO A0 CTaHAApTIB enekTPoHHUX ninnucia CaHgos




SANDOZ CAR08 TV
v A : - ’ CAHOO3 N’MBbX
’ BIOXEMIWTPACCE 10
6250 KYHONb
ABCTPIA
Ten.: +43 5338 200
fiuexsia Ha BUPOBHULTBO:

INS-481921

Ne: 11909241112

CepTudbikaT BignosigHocTi

Hassa martepiany: LIE®YPOKCUM CI3 500MI" 14TAB YKP
TopriBenksHa Ha3Ba LIE®YPOKCUM CAHOO3® TABNETKWA, BKPUTI NNIBKOBOO
4 OBONOHKO, NO 500 MIT, B BNICTEPAX (2 BNICTEPA x 7 TABJIETOK)
Ne Marepiany: 093544 Buytpiwnin Ne cepii:  NX3063
KoMmnoHeHTH:
Hasma MaTepiany: LUE®YPOKCUM AKCETITH AYPO MB ATE 01
Ne Marepiany: 40006880 AxtvBruit @apm. IHrpeaieHT  Cepia Ne:  B719642
Bupo6Huua ginbHuus: AypobiHgo dapma JiTa.

Bnok |

Cy NO 385, 386, 388 no 396
XatHypa Mangan
Meaakckkuit paioH
502307 ceno bopnatna
IHpis

Cepis BUpobOHUKa: 2436600514

MonoxeHHsa npo cepTudpikauito

Lium nigTBepaXylo [OCTOBIPHICTL | TOYHICTB BulLeHaBefeHoi iHcopmalii. [JaHa cepia npenapaty Byna
BUrOTOBMEHA, BKIIOYHO 3 MNaKyBaHHAM/MApKYBaHHAM Ta KOHTPONEM SiKOCTi, Ha BULLIEBKA3aHI BUPOBHUYIN
AinbHULI Y noBHIA BignosiaHocti 3 Bumoramn GMP MicueBuUx AepxaBHUX perynsTopHux opraHiB, a TaKoxX
cneumdikauiit, wo BKazawi y PeecTpauiiHoMy nNOCBIAYeHHi, BUOEHOMY Y kpaidi imnoptepa. [aHi npo
BUPOBHULITRO, YNaKoBKY Ta aHaniau cepii 6ynu nepesipeHi i nigTeepmKeHa ix BignosigHicTs ymosam GMP.

BupobHuua finbHuus  Bunycky cepii: CaHgos mM6X- BupobHuua AinbHuus AHTuindekuintni N3 1a Ximidxi
Onepauii Kynans (AIXO M3 Kynans), BioxemiwTpacce 10, 6250 Kynane, ABCTPIS.
NiyeHais Ha BUpoBHMUTBO: 481921

KomeHTapi go ceptudixary:

B npoueci BMpoBHULITEA HE BUSIBNEHO BiAXUMEHb, WO 3AaTHI BINUHYTU Ha BUNYCK NPOAYKTY.

Bunyck cepii / Ceptudikauin BUKXoHaHa Vlad Jucan, YnosHoBaxeHa ocoba

Bunycxk cepii / CepTudikauin Qata/ac 18-BEP-2024 / 15:15:40 BKY

Dara/Mac ochopmneHHs cepTudikaTy 19-BEP-2024 / 09:12:18 BKY

CropiHka: 2/2 *3aBipeHo eneKTPoHHUM NIANMCOM BiANOBIAHO 4O CTaHAAPTIB ENEKTPOHHWUX MiANUCB

Cangos




SANDOZ

Ped.: 000000555463

OdbopmneHo:

CAH[1O3 'MBX

BIOXEMIWLTPACCE 10
6250 KYHOb, ABCTPIA
Ten.: +43 5338 200
JliueHzsisa Ha BUpOBHULTBO:

INS-481921

CepTudpikat AHanisy

Hasea npoaykry:
Toprosa Ha3Ba:

LE®YPOKCUM C[13 500MI" 14TAB YKP
LUE®YPOKCUM CAHAO03® TABNETKU, BKPUTI NJIIBKOBOKD

OBOJIOHKOID, MO 500 MIM, B BNICTEPAX (2 BIICTEPA x 7 TABJIETOK)

Marepian Ne: 993544 Ne cepi: NX3063

Ne cepii Ha ynakosui 1: NX3063

Marepian in bulk 1: 42031111 Ne cepii in bulk 1: NV1859

Ne koHTponkHOI napTir: 000409021427

Harta Bupo6GHULTBA: CiY-2024 TepMixd npuaaTHocCTi: rPy-2026

TepMmin npugaTHOCTI Ha 12 2026

ynakosui 1:

Ne cneuundpikauii: 5216.5

Tect Bumoru Pesynbraru

3OBHIWHIM BUTNAL POPMA AOBrACTI ABOONYKIH TABNETKA Bignosinae

30BHIWHIM BUrNAA PO3MIP NMPUBNU3HO 10 MM X 22 MM. Bianosigae

3OBHIWHIN BUMMAL KOSNIP BIA BINOIO A0 CBITNO-XXOBTOIO Binnosigae
KONbORY

IBEHTUDIKALIA LEGYPOKCUMY BIONOBIOHICTb Bianosigae

AKCETUNY

(BEPX)

INEHTU®IKALUIA LEDYPOKCMY BIAMOBIAHICTb Biaonosinae

AKCETUITY

(I4-CMEKTP)

OOHOPIOHICTb MACW: CEPEHA MACA  1,245-1,308r 1,274 ¢

OAHOPIAHICTE MACU: IHAVBIOYAIBHI
MACH
CEPEOHA MACA £5 %

OLHOPIAHICTb MACU: IHAMBIAYANLHI
MACWH
CEPEOHA MACA £10 %

YAC POSIMALAHHA

POBHYUNHEHHA LE®PYPOKCUMY
AKCETWNY YEPES3 30 XBUNUH (CONAHA
KUCNOTA 0,1 M, ABTOAHANI3ATOP Yo)

PO3YUHEHHSA LIEGYPOKCUMY
AKCETUIY YEPES3 30 XBUNVH: MEPLUMIA
TECT (6 OAVHULb)

(CONSAHA KUCTOTA 0,1 M,
ABTOAHAMNI3ATOP Yo)

CropiHka 13 3

2 90 % TABJMIETOK

= 100 % TABJTETOK

<15 xa
BIONOBIAHWW TECT 3rIQHO 3 BP.®.

2 80 % sBig 3assneHoro

100 % TABJIETOK

100 % TABNETOK

1 xe

Bignosinae

90,4 % oT 3anABneHHoro

3aBipeHo enekTPOHHUM NiANUMCOM BIANOBIAHO A0 cTaHaapTis Cangos




SAN

z OcpopmrieHo: CAHOO03 'MBX

; BIOXEMILITPACCE 10
6250 KYHQb, ABCTPIA
Ten.: +43 5338.200
NiueH3ia Ha BUPOGHULITBO!

Pecb. 000000555463 INS-481921

CepTudikat AHanisy

Hasga npoaykry: LIE®YPOKCUM CA3 500MI" 14TAB YKP

Marepian Ne: 993544 Ne cepii: NX3063

N2 cepii Ha ynakoBui 1: NX3063

Tect ‘ ‘ Bumoru PesynsTaTy
POIUUHEHHA LLEGYPOKCUMY AKCETUNY Ans iHdopmauii 90,4 % oT 3anBNEHHOro

UEPE3 30 XBUNUH: MIHIMANBHI
IHAMBIAYANBHI 3HAHEHHA
(CONAHA KUCNIOTA 0,1 M,
ABTOAHANIBATOP, Y®)

PO3UYUHEHHA LIESYPOKCUMY AKCETUIY ans iHdopmauii 95,8 % oT 3asIBNEHHOro
YEPES 30 XBUNWH: MAKCUMANBHI

IHOUBIAYANLHI 3HAYEHHA

(CONSAHA KWCNOTA 0,1 M,

ABTOAHANIBATOP, Y&)

PO3YUHEHHSA LESYPOKCUMY AKCETWITY Ans iHdopmMauii 93,8 % OT 3as8BlEHHOIO
YEPE3 30 XBUNWH: CEPELQHE 3HAYEHHA

(CONAHA KUCNOTA 0,1 M,

ABTOAHATNIBATOP, YO)

PO3YMHEHHA LEGYPOKCUMY AKCETUITY ans iHdopmauii 23%
YEPES 30 XBUNWH: BIOHOCHE CTAHOAPTHE

BIOAXUNEHHA

(CONAHA KMCNOTA 0,1 M,

ABTOAHANIBATOP, Y)

BOOA $6,0% 0.9 %
MIKPOBIOMNOIMYHA YACTOTA: AEPOBHI <1000 KYO/r *)
MIKPOOPFAHIZMU

MIKPOBIONOMYHA YACTOTA: IPBKIKOBI | <100 KYOIr *)
MNICEHEBI FPUBK

MIKPOBIONOFIYHA YMCTOTA: ESCHERICHIA ~ HE BUSIBNSIOTLCA B 1 T *)
coLl

CYMPOBIOHI AOMILLKM: BIGOM: <1,5% 0,22 %
A3- |30OMEPU

(BEPX)

CYMPOBIAHI AOMIWKK: BILOM!I: <1,0% 0,30 %
E-I3OMEPU

(BEPX)

CropiHka 23 3 3aBipeHO enexkTPOHHUM MIANUCOM BIANOBIAHO AC ctangapTie CaHaos




SANDOZ

Pecp.: 000000555463

OdopmneHo: CAHOO3 I'MBX
BIOXEMIWTPACCE 10

6250 KYHANb, ABCTPIA

Ten.: +43 5338 200
JliueHsia Ha BUpOBHULTBO:

INS-481921

CepTudpikat AHanisy

Hassa npoaykTy: LIE®GYPOKCUM CL3 500MT 14TAB YKP

Marepian Ne: 993544 Ne cepii: NX3063
Ne cepii Ha ynakoBui 1: NX3063

TecT

Bumoru PesynbTtaTtu

CYNPOBIHI JOMILKW: BIOOME:
LUE®YPOKCUMOBA KNCNOTA
(BEPX)

CYTMPOBIOHI AOMILLKW: HEBIOOMI:

HAVBINbLUA
(BEPX)

CYNPOBIOH! AOMILLKK: BIGOMI A
HEBIAOMI:

CYMA

(BEPX)

KINbKICHE BU3HAYEHHA
UEOYPOKCUM
(BEPX)

Npuwmirtka:

<1,0% - 0,15 %

<02% <0,10%

<35% 0,67 %

475 - 525 mritabnetka 494 mr/rabnetka

{*) Tect He npoBoanTbLCA ANS KoXHOT cepil. Mu rapaHTyemo, Wo AaHa cepis TakoX sifnosiaae BUMoram.

NiarBepaxeHHs:

Cepia signosigae ctaTtTam TecTtyBaHHs. TakuM YMHOM, NiGTBEPMAKYETLCS, L0 BULLEBKasaHa iHdopMalLlis € JOCTOBIPHOMO i
TOYHOIO, 8 TaKoX WO 3anuck Npo nposedeHi aHaniav 6ynuy nepesipeHi i niaTBepaXeHo iX BignoBiaHicTL craHaapTam GMP.

CxsaneHHa BKA BukoHaHo:
CxsaneHHa BKSA [lara/Mac:

Rositsa Andonova, KepiBHuk komaugu 3 Akocti KA
16-11AMN-2024 13:11:46 BKY

Bunyck cepii / Ceptudikauis BukoHaHa: Vlad Jucan, YnosHoBaxeHa ocoba
Bunyck cepii / CepTudikauii dara / Hac: 18-BEP-2024 15:15:40 BKY

Ceprudikar ocpopmnenuin gara / yac:

19-BEP-2024 09:10:59 BKY

Digltally signed by Fedochenkn Tetiann

Fed OCh en ko ON: de=com, de=novarts, ouspoopla,

ous$2, sorialNumbor=2116816,
en=Fadochenko Tatians

Te‘t‘ a n a Roston: Sondoz Ukraing QP on (mport
Date; 2024.10.09 16:06:19 +0300"

CropiHka 33 3

3aBipeHo eneKTPoOHHUM MiANMCOM BignoBsigHo Ao cTaraapTis CaHaos







