JIEPJKABHA CJIVIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU Y KAIBCHKIA OBJIACTI

npoB. CBITIUYHOI Hapuii, 3, m.Kuis, 02099, ten/Qakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €[IPTIOY 37078774

BUCHOBOK
npo sIKiCTH BBE3CHOT0 B Yxpainy JiKapcbKOro 3ac00y

04.11.2024 Ne 55420/24/10

NE®YPOKCHUM CAHI03®

(HaitMeHyBaHHA NiKAPCHLKOTO 3ac00Y 3MIIHO 3 PEECTPALLIHHAM TIOCBITUEHHSM)
Ta6eTKH, BKPUTI NIIIBKOBOIO 000JI0HKOI0, IT0 500 mr; o 7 TabJaeToK y éaicrepi; mo 2
gaicTepn B KAPTOHHIi Kxopobui

(dpopma BHTIYCKY, JO3YBaHHs, BUL naKyBaHHs JIKapehKOTO 3acoby)
HoMep peecTpaiifHoro NoCBiAYCHHS UA/5447/02/03 crpox aii peecTpaltiiioro nocsiaIeHi 01.01.2099
Cepis nikapebkoro 3acofy Ne NX7081 KinskicTs BBe3eHOro ikapebkoro 3acoby 28150
Cannos I'M6X - BupoGuuda JUIBHALS Anruindexuiitni TJI3 ta XimigHi

Onepanii Kysams (AIXO IJ13 Kynuib), ABCTpist

(HaitMeryBaHHs BUPOGHHKA JIIKApCHKOrO 3ac06y, KpaiHa TOXOIKEHHS)

BupobHuk

BsescHo B YKpaiHy ToBapucrso 3 00MeKEeHO0I0 BiINOBIAANBHICTIO "Canpo3s Yxpaina",
inent. xon: 38419586

(HaftMeHyBaHHS Ta KOJ 38 €JIPTIOY ropuanunoi ocobn abo npizpuLie, iM'A, 110 GaTbkoBi (iznUHOT
0co6H - miAmpHEMLL, Ti MiCLLE TPOXHUBAHHA Ta peecTpatiiittuii HoMep 06niKoBOT KAPTKHY MUIaTHHKA
ronaTkis abo cepis Ta HOMEP nacrnopTa)

TIpOTOKOJ Bi3yILHOT0 KOHTPOJIIO Bill 28.10.2024 N 3317/3.

3a pesynbTaTaMi  JIEPKABHOrO  KOHTPOIIO BCTAHOBIEHO, 1IN0 JKAPChKMH 3aciG  BBE3CHO B Vkpainy 3

JOTPUM AHHSIM BHMOI 3aKOHOJIaBCTBa LUOAO sa6e3rieueHHs AKOCT] MKaPChKHX 3aco0iB.

3 K‘i: ot
38 YA KOH 4
\\S' ?\‘\ani:?”{)

(iniuiann ta npizakine)







Ne: 1909241111

L

OdropmrieHO:
CAH03 'MBX
BIOXEMIWTPACCE 10
6250 KYHOANb

ABCTPIA
Ten.. +43 5338 200

Tiuensis Ha 8BMPOBHNLTEO:
INS-481921

CepTtudikaT BinnoBigHOCTI

Hasea maTepiany:

ToprieenbHa Ha3Ba:

Cuna AiilakTUBHICTb!
Nikapcbka dhopma:

LIE®YPOKCUM CA3 500MI" 14TAB YKP

LIE®YPOKCUM CAHLOO3® TABSIETKA, BKPUTI MNIBKOBOIO
OBONOHKOI0, MO 500 MT, B BNICTEPAX (2 BNICTEPA X7 TABJIETOK)
500 MI”

TABNETKU, BKPUTI MNIBKOBOO OBONOHKOO

Tun ynakoBKu: BNICTEP
Po3mip ynakoBKu: 2WTx7WT
Ne Martepiany: 993544 Tun BANYCKY: CEPTUGIKALIIA CEPII
BuyTpiuHin Ne cepil: NX7081 Ne cepii Ha ynaKoBLi: NX7081
Jarta BUpoOGHULITBA! NnoT-2024 [ara BUNYCKY: 17-BEP-2024
TepMiH NpURaTHOCTI: Cl4-2027 BunyuweHa KinbKICTb: 28150 YN
BupoGHUHia AinbHuuA: CAHJ03 'MBX NMiyeHsin Ha INS-481921
BIOXEMILWTPACCE 10 BUPOOHULTBO!
6250 KYHANb
ABCTPISA
[inbHUUA BUNYCKY: CAHO03 NMBX NiueHsia Ha INS-481921
BIOXEMIWTPACCE 10 BUPOGHULITBO!
6250 KYHONb
ABCTPIA
KpaiHa-imnopTep: Homep PeecTpalitHoro noceigueHHs:
Ykpaixa UA/5447/02/03
KoMnoHeHTH:
Haasa maTepiany: LE®YPOKCUM AKCETIN ©KT 500MI AT12 €Y 06
Ne Marepiany: 42031111 Mpoaykr in bulk Cepist Ne:  NX3216
3araneHa KinekicTk in bulk: 396204 WT
Bupo6Huia AinbHuus: CAHOO03 MBX NiyeHsis Ha BUPOOHULTEO: INS-481921

BIOXEMIWTPACCE 10
6250 KYHANb
ABCTPIf

Cropinka: 1/2

*3asipeHo eneKTpoHHUM miArMcom BiarnosiaHo A0 CcTaHAapTIB eNeKTPOHHUX nignucie Carpaos

(he e v gug Bep 250245 /(),(f%




Ne: 11909241111

L

Odvopmneno:

CAHOO3 r'MBX
BIOXEMILUTPACCE 10
6250 KYHONb

ABCTPIA

Ten.: +43 5338 200
TiueHsin Ha BUPOBHULTEO:
INS-481921

Ceptudikat BignosigHocTi

Hassa marepiany:
TopriBenbHa Hasga

LIE®YPOKCUM CA3 500MI" 14TAB YKP
UE®YPOKCUM CAH03® TABNETKW, BKPUTI MNIBKOBOO

OBOIOHKOIO, MO 500 Mr, B BIICTEPAX (2 BNICTEPA X 7 TABNETOK)

Ne Marepiany: 993544 BHyTpiwHin Ne cepii:  NX7081 ]
KomnoHenTu:
Hassa matepiany: LE®YPOKCUM AKCETINTH AYPO MB A TE 01
Ne Marepiany: 40006880 AKTUBHUIA dapM. IHrpegieHT Cepist No:  B722984
Bupo6Huya ginbHuus: Aypobingo Papma Nra.

Brok |

Cepist BUpo6HUKa:

Cy NO 385, 386, 388 f10 396
XaTHypa Mawgan
Mefakchkuin paitoH

502307 ceno Bopnatna
IHAis

2436601283

BupobHuya pinbHuus

AiNbHULI y NoBHIK BigNOB
cneuundikalii, Wo Bkasa
BWPOBHMLTBO, yrnakosky Ta

BUNycky cepil: Canpnos M6X-
Onepauii KyHans (AIXO N3 KyHane), BioxewmiwTtpacce 10, 6250 Kynane, Ascpis,
NiueHsist Ha BUPOBHUUTBO: 481921

MonoxeHHs npo ceprudikadito

Unm  rigreepmpxyto AOCTOBIPHICTL | TOYHICTB BhllieHaBeeHo! iHdopmauii. dawna cepis npenapary 6yna
BUTOTOBNEHA, BKITOYHO 3 nakyBaHHAM/MapKyBaHHSM Ta KOHTpOrieM SKOCTi, Ha BULLEeBKa3aHil BUPOBHMYiA
oHocTi 3 Bumoramu GMP micuesuix AepxaBHUX p
Hi 'y Peectpauiiiomy NocBiAYeHH,
aHanisu cepii Gynu nepesipeti i ninTee

ErynaTopHUX opraMis, a Takox
BUOaHoMy 'y KpaiHi imnoprepa. [ai
poxeHa ix BianosigHicTs ymoBam GMP.

BupobHuua ginsHuus AHTuiHDekyinHI N3 Ta Ximiuwi

]

KomeHTapi go ceptudikary:
B npoueci Bupo6HuyTea He BUABNEHO BiOXWUITEHD, LU0 30aTHI BMIMHYTU Ha BUMYCK NpoaykTy.
Dr. Priska Kraisser, YnosHoBaxeHa 0coba

17-BEP-2024 / 15:05:10 BKY
19-BEP-2024 / 09:11:04 BKY

Bunyck cepii / CepTtudikauisi BUkoHaHa
Bunyck cepii / CepTtudikauin JaTta/Yac
Hara/Mac opopmnenns ceprudcpikary

CropiHka: 2/2 *BaBipeHo €NeKTPOHHUM nianucom BignosigHo RO CTaHOapTiB enekTPOHHUX nignucis

Canpgos



OcpopmiieHo: CAH03 FMBX
BIOXEMILLTPACCE 10
6250 KYHAIb, ABCTPIA
Ten.: +43 5338 200
MiueH3ia Ha BUPOBHULTBO!

Pec.: 000000555398 INS-481921
B Ceptudikat AHanisy
HazBa npoaykKTry: LIE®YPOKCUM C[3 500MI 14TAB YKP
ToproBa Ha3Ba: LIEE®YPOKCUM CAHOO3® TABNETKW, BKPUTI MIIBKOBOIO
OBONOHKOI0, MO 500 MI, B ENICTEPAX (2 BAIICTEPA X 7 TABJIETOK)
Matepian Ne: 993544 Ne cepii: NX7081
Ne cepii Ha ynakoBsui 1: NX7081
Marepian in bulk 1: 42031111 Ne cepii in bulk 1: NX3216
Ne KOHTpOnbHOI NapTil: 000409026318
[Jara BupoOHuLTBEA: noT-2024 TepMiH npuaaTtHocTi: C14-2027
TepmiH ﬂpMAaTHOCTi Ha 01 2027
ynakosui 1:
Ne cneumdpikauii: 5216.5
TecT Bumoru Pesynbratm
30BHILHI BUIMAL OPMA JOBIACTI OROONYKNI TABNETKA Bignosigae
30BHILWHIV BUTNAL PO3MIP MPUBNVSHO 10 MM X 22 MM. Bignosigae
3OBHILHIV BUMNALQ KOMP B[ BINOro 0 CBITNO-XOBTOIO Bignosinae
KONbOPY
IJEHTUGIKALIA LIEGYPOKCUMY BIONOBIAHICTL Bianoeinae
AKCETUNY
(BEPX)
JAEHTUGIKALLIA LLE¢VPOKCMMV BIANOBIAHICTb Bignosifae
AKCETUNY
(I4-CNEKTP)
O[HOPIOHICTb MACW: CEPELHA MACA 1,245 ~1,308 1 1,266 1
OOHOPILHICTb MACW: IHAVBIOYANBHI > 90 % TABMETOK 100 % TABNETOK
MACU
CEPEOHA MACA 5 %
OQHOPIAHICTb MACH: IHAVBIOYANBHI = 100 % TABNETOK 100 % TABAETOK
MACW
CEPELHA MACA £10 %
YAC PO3MALAHHA <15 x8 2 X8
PO3UYMHEHHA LIE®YPOKCUMY BlD,ﬂOBIﬂHMM TECT 3rAHO 3 bP.o. Bignosinae

AKCETWITY YEPES 30 XBANUH (CONAHA
KUCNOTA 0,1 M, ABTOAHAJIBATOP Y®)

POSUNHEHHA LIE®YPOKCUMY 2 80 % Big 3aABNEHON0 96,3 % OT 3aABNEHHOIo
AKCETUWNY YEPES 30 XBUMVH: MEPLUMA

TECT (6 OOVHULD)

(CONAHA KUCMOTA 0,1 M,

ABTOAHATIBATOP Y®)

Cropitka 133 3aBipeHo eneKTpoHHUM nignmcom BiANOBIAHO A0 cranaaptis Canaos




Odropmneno: CAH10O3 r'MBX
BIOXEMILLUTPACCE 10
6250 KyHONb, ABCTPIS
Ten.: +43 5338 200
TiyeHsia Ha BUpOOHUUTBO:

Ped. 000000555398 INS-481921
B Ceptudbikat Ananisy N
Hassa npogykry: LE®YPOKCUM C[3 500MI" 14TAE YKP
Marepian Ne: 993544 Ne cepii: NX7081
Ne cepii Ha ynakorui 1: NX7081
TecT Bumoru PesynbraTtn
PO3YMHEHHS LIEGYPOKCUMY AKCETUY Ans incbopmauii 96,3 % oT 3asBneHHOro

HEPE3 30 XBUNH: MIHIMATBHI
IHOMBIOYATTbHI 3HAYEHHS
(CONAHA KUCNOTA 0,1 M,
ABTOAHAJIIBATOP, Yo)

POSHUHEHHS! LIEGYPOKCUMY AKCETUNY Ana incopmadlii 99,6 % oT aasBreHHoro
HEPES 30 XBUNUH: MAKCUMALHI

IHOVBIAYATTbHI 3HAYEHHS

(CONSAHA KUCNOTA 0,1 M,

ABTOAHATIIBATOP, Yo)

POSYUHEHHS LIEDYPOKCUMY AKCETUNY ana incpopmadii 98,0 % ot sassneHHoro
YEPES 30 XBUNH: CEPEAHE 3HAYEHHS

(CONSAHA KUCIOTA 0,1 M,

ABTOAHATIBATOP, Yo)

POSYUHEHHS LIEGYPOKCUMY AKCETUITY Ans iHbopmauii 1.1%
HEPES 30 XBUNWH: BIGHOCHE CTAHOAPTHE

BIOXWNEHHSA

(CONAHA KMCNOTA 0,1 M,

ABTOAHAJIIBATOP, Yo)

BO/A <6,0% 0,9 %
MIKPOBIONOMYHA YNCTOTA: AEPOEHI <1000 KYO/r *)
MIKPOOPIAHIZMU

MIKPOBIONOTIYHA YACTOTA: APBKIKOBI | <100 KYO/r *)
MNICEHEBI MPUBK

MIKPOBIOOTIMHA YMCTOTA: ESCHERICHIA  HE BUSBNISIOTLCS B1r *)
coLl

CYNPOBIAHI AOMILLKY: BIAOM:: <15% 0,18 %
A% I3OMEPU

(BEPX)

CYNPOBIOHI AOMILLKW: BIZOMI: <1.0% 0,30 %
E-I3OMEPU

(BEPX)

Cropitka 23 3 3asipeHo €NeKTPOHHUM nignucom sianosigHo Ao cranpaprie Cangos



OdropmMneHo: CAHAO03 rMBX
BIOXEMILLTPACCE 10
6250 KYHONb, ABCTPIA
Ten.: +43 5338 200
MiyeH3isa Ha BAPOGHNLTBO:
INS-481921

Ped.: 000000555398

Hassa npoAyKTy: LEQYPOKCUM CA3 500MI" 14TAB YKP
Marepian Ne: 993544 Ne cepii: NX7081
Ne cepii Ha ynakosui 1: NX7081

TecT Bumoru PesynbTatn
CYRPOBIAH! AOMILWKW: BILOML <1,0% 0,18 %
L|E®YPOKCVMOBA KNCNOTA

(BEPX)

cynrOBIAHI OOMILLKU: HEBIAOML: <0,2% <0,10 %
HABINbLUA
(BEPX)

CYNPOBRIZH! AOMILLKA: BILOMI U <35% 0,65 %
HEBIOOMI:

CYMA

(BEPX)

KINbKICHE BU3HAYEHHA
LLECDYPOKCMM 475 - 525 mr/tabnetka 498 mr/TabneTtka
(BEPX)

MpumiTka:
(*) TecT He NPOBOANTLCA Ans koxHoi cepil. Mu rapaHTyemo, Lo AaHa cepist TaKoX gignosifae BumMoraM.

MinTBepAXeHHA:
Cepis Bignosipae cT1aTTaMm TecTyBaHHs, Takum YuHOM, ninTBEPMAXKYETRCA, WO BULLEBKa3aHa iHpopmauis & LOCTOBIPHOHO |
TOUHOIO, @ TaKOX Lo 3anucy Npo npoBefeHi aHaniau oynu nepesipeHi i NiATBEPIKEHO X BiANOBIAHICTE CTaHAAPTaM GMP.

CxpaneHHs BKSl BukoHaHO: Tamara Staudinger, KepiBHUK KOMaHAW KA
CxsanexHs BKA Dartal/Mac: 13-BEP-2024 15:55:11 BKY
Bunyck cepii / CepTudikauia BUKOHaHa: Dr. Priska Kraisser, YnoeroBaxeHa ocoba
Bunyck cepii / CepTtudikauii faTa | Yac: 17-BEP-2024 15:05:10 BKY
CepTudikar odhopmMneHuis aata [ vac: 19-BEP-2024 06:00:37 BKY

Digitally signod by Fadochenke Tetlana

F e d 0 Ch en ko DN: dezcom, dc=novartis, 0u=peoplo,

ou=52, sefaiNumber=2116818,
cn=Fedochonko Tetiana

Tetiana Frenson: Sandoz Ukraine QP on import
Date: 20241008 17:54:41 +03°00"

Cropitika 333 3aBipeHo eneKkTpOHHM nignucoM gignosiaro Ao cTanpapTis CaHaos







Ref: 000000555398

L

SANDOZ GMBH
BIOCHEMIESTRASSE 10,

6250 KUNDL, AUSTRIA

Tel: +43 5338 200
Manufacturing License:

INS-481921

Issued By:

Certificate of Analysis

Material Name:
Trade Name:

RS X 7 TABLETS)
Material No: 993544
Batch No Printed 1: NX7081
Bulk Material 1: 42031111
Inspection Lot No.: 000409026318
Manufacturing Date: FEB-2024
Printed expiry date 1: 01 2027
Specification No.: 5216.5

CEFUROXIME SDZ 500MG 14TAB UA
CEFUROXIME SANDOZ(R), FILM-COAT

ED TABLETS, 500 MG, IN BLISTERS (2 BLISTE

Tests

APPEARANCE SHAPE
APPEARANCE SIZE
APPEARANCE COLOUR

IDENTITY CEFUROXIME AXETIL
(HPLC)

IDENTITY CEFUROXIME AXETIL
(IR-SPECTRUM)

UNIFORMITY OF MASS: AVERAGE MASS

UNIFORMITY OF MASS: INDIVIDUAL MASSES:
AVERAGE MASS +/-5 %

UNIEORMITY OF MASS: INDIVIDUAL MASSES:
AVERAGE MASS +/- 10 %

DISINTEGRATION TIME

DISSOLUTION OF CEFUROXIME AXETIL AFTER
30 MINUTES

(HYDROCHLORIC ACID 0.1M, AUTOANALYSER,
uv)

DISSOLUTION OF CEFUROXIME AXETIL AFTER
30 MINUTES: FIRST TEST (6 UNITS)
(HYDROCHLORIC ACID 0.1M, AUTOANALYSER,
uv)

Page 1 of 3

Batch: NX7081

Bulk Batch 1: NX3216

Expiry Date: JAN-2027
Requirements Results
OBLONG, BICONVEX Complies
APPROX. 10 X 22 MM Complies
WHITE TO SLIGHTLY YELLOWISH Complies
CORRESPONDING Complies
CORRESPONDING Complies
1.245-1.308 ¢ 1.266 g

>= 90 % TABLETS

>= 100 % TABLETS

<= 15 min

CORRESPONDING TESTPLAN ACCORDING TO BP

>= 80.0 % declarat

100 % TABLETS

100 % TABLETS

2 min

Complies

96.3 % declarat

Electronically signed according to Sandoz electronic signature standards




Ref: 000000555398

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

Issued By:

Certificate of Analysis

Material Name:

CEFUROXIME SDZ 500MG 14TAB UA

Material No: 993544 Batch: NX7081
Batch No Printed 1: NX7081
Tests Requirements Results

DISSOLUTION OF CEFUROXIME AXETIL AFTER
30 MINUTES: MINIMUM INDIVIDUAL VALUES
(HYDROCHLORIC ACID 0.1M, AUTOANALYSER,
uv)

DISSOLUTION OF CEFUROXIME AXETIL AFTER
30 MINUTES: MAXIMUM INDIVIDUAL VALUES
(HYDROCHLORIC ACID 0.1M, AUTOANALYSER,
uv)

DISSOLUTION OF CEFUROXIME AXETIL AFTER
30 MINUTES: MEAN VALUE

(HYDROCHLORIC ACID 0.1M, AUTOANALYSER,
uvy)

DISSOLUTION OF CEFUROXIME AXETIL AFTER
30 MINUTES: RELATIVE STANDARD DEVIATION
(HYDROCHLORIC ACID 0.1M, AUTOANALYSER,
uv)

WATER CONTENT

MICROBIAL COUNT: AEROBIC BACTERIA
MICROBIAL COUNT: YEASTS AND MOULDS
MICROBIAL COUNT: ESCHERICHIA COL|

RELATED SUBSTANCES: KNOWN:
DELTA-3-ISOMER
(HPLC)

RELATED SUBSTANCES: KNOWN: E-ISOMERS
(HPLC)

Informative

Informative

Informative

Informative

<=6.0 %

<= 1000 cfu/g

<= 100 cfulg

NOT DETECTABLE IN 1 G

<=1.5%

<=1.0%

96.3 % declarat

99.6 % declarat

98.0 % declarat

1.1%

0.18 %

0.30 %

Page 2 of 3

Electronically signed according to Sandoz electronic signature standards




Issued By: SANDOZ GMBH
BIOCHEMIESTRASSE 10,
6250 KUNDL, AUSTRIA

Tel: +43 5338 200
Manufacturing License:
INS-481921

Ref: 000000555398 e )
Certificate of Analysis

Material Name: CEFUROXIME SDZ 500MG 14TAB UA
Material No: 993544 Batch: NX7081
Batch No Printed 1: NX7081

////’/f_,____

Tests Requirements Results

ﬂﬂ#ﬁ/——

RELATED SUBSTANCES: KNOWN: CEFUROXIME <=1.0% 0.18 %
ACID
(HPLC)

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

RﬂAED&B&AME&M@WNNmUMWOWN <=35% 0.65 %
TOTAL
(HPLC)

ASSAY CEFUROXIME 475 - 525 mgltablet 498 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. 1t 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: Tamara Staudinger, QC TEAM LEADER
QC Approval Date/Time: 13-SEP-2024 15:55:11 uTC

Batch Release / Certification performed by: Dr. Priska Kraisser, Qualified Person

Batch Release / Certification Date/Time: 47-SEP-2024 15:05:10 uTC

Certificate creation date/ Time: 19-SEP-2024 06:00:37 UTC

////f/

Page 3 of 3 Electronically signed according to Sandoz electronic signature standards







Ref: 1909241111

Issued by:

SANDOZ GMBH
BIOCHEMlESTRASSE 10
6250 KUNDL

AUSTRIA

Tel: +43 5338 200
Manufacturing License:
INS-481921

Certificate of Conformity

Material Name:
Trade Name:

CEFUROXIME SDZ 500MG 14TAB UA

CEFUROXIME SANDOZ(R), FILM-COATED TABLETS, 500 MG, IN BLISTERS (2 BLISTERS X7
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.. NX7081 Batch No Printed: NX7081
Date of Manufacturing: FEB-2024 Release date: 17-SEP-2024
Expiry Date: JAN-2027 Released Quantity: 28150 PC
Manufacturing site SANDOZ GMBH License humber: 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 J
Components:

Material Name:
Material No.:

Total Bulk Quantity:
Manufacturing site

CEFUROXIME AXETIL FCT 500MG AT12 EU 06
42031111 Bulk Product
396204 PC

SANDOZ GMBH
BIOCHEMIESTRASSE 10
6250 KUNDL

Austria J

Batch No.: NX3216

License number: INS-481921

Page: 1/2

*Electronically signed according to Sandoz electronic signature standards




Issued by:

SANDOZ GMBH
BIOCHEMIESTRASSE 10
6250 KUNDL

AUSTRIA

Tel: +43 5338 200
Manufacturing License:
INS-481921

Ref: 1909241111

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)

Material No.: 993544 Internal Ref.: NX7081

Components:

Material Name: CEFUROXIME AXETIL N AURO PW A GE 01

Material No.: 40006880 Active Pharm. Ingredient Batch No.: B722984

Manufacturing site Aurobindo Pharma Ltd.
Unit |

Sy NO 385, 386, 388 to 396
Hatnoora Mandal
Medak District
502307 Borpatia Village
India

Manufacturer batch: 2436601283

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 Kund| (AICO FDF Kundi).
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: Dr. Priska Kraisser, Qualified Person
Batch Release / Certification Date/Time: 17-SEP-2024 / 15:05:10 UTC
Certificate Creation Date/Time: 19-SEP-2024 / 09:11:04 UTC

Page: 2/2 *Electronically signed according to Sandoz electronic signature standards
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