NEPKABHA CJIYXKBA 3 JIKAPCBHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMHA y M. KHEBI

nipos. Eaaii Ceirauunoi, 3, 02099, Ten. (044) 295-26-85
E-mail dls.kyiv@dls.gov.ua, Kox €JIPTIOY 37079055

BUCHOBOK
PO AKIiCTH BBE3eHOr0 B YKpaiHy JiKapchKOro 3acoly

19.09.2025 Ne 47216/25/26

AYPOKCETHJ

(naiiMeHYBarHA NikapcbKOTo 3acofy 3rifHo 3 PeCCTPALIiTHIM TTOCBIMEHHAM)
TaJIeTKH, BKPUTI NIiBKeBO0 060/10HK010, 110 500 Mr; 1O 10 TadJerok y 6aicrepi; mo 1
GaicTepy B KAPTOHHilH Kopooui

(dopma BUNYCKY, RO3YBaHHA, BUJI AKYBAHHA nikapchkoro 3acoby)
Howmep peectpaniiinoro nocsinuenns UA/12973/01/02 crpox if peecrpaifitoro nocsiquenHs HeoOMexeHuH
Cepis nikapcproro saco6y Ne OUATB25002A Kinskicts BBe3enoro nikapeskoro sacody 7000

BupobHuk Aypobingo Papma Jlimiren, ¥0sit VI, Biok D, Inais

(naitMeHyBaHHs BHPOGHHKA Jlikapekkoro 3acoby, kpaita TIOXOJKCHHSA)

Baeseno B Ykpainy TOEAPUCTBO 3 OBMEXEHOXO BIAIIOBIJAJIBHICTIO
"BYCT ®APMA", inent. xon: 44107410

(naiivenypariis Ta Koz 32 ELPIIOY ropuanynoi ocobu abo mpizeuLe, iM'1, 0 GaTbroBi PiswHIol
0cobE - manpHeMILs, i Miclie MPOXHBAHKA Ta peecTpattiiiHuil HoMep 06NiKOROT KAPTKY TNATHHKA
HopaTKiB aBo cepis Ta HOMEP Hacnopra)

IpoTokos BisyausHoro kourpoe six 26.05.2025 Ne 1809/01.10-25/13.
JlaGopaTopHuii aHani3 AKOCTI NiKapebKoro 3acoby 3aiifcHennit:

JlaGopaTopist 3 KOHTPOJIIO AKOCTI JIIKAPCEKUX 3acobis TOB "JIOBPOBYT-JIIKMJTAB" (M. Knis,
syn. Hosropox-Cisepcbka, 6yn.3, HEXUTIIOBI puMilIeHRs 92)

(HaliMCHYBAHHS Ta M_CUC3HAXOJKCHHA aGopatopii, 10 NPOBCia HaGOPATOPHIH aHali3 AKOCTi)

BHCIOBOK LOO AKOCTI Tikapebkor 3aco6y, BHanHii 1aGopaTopieio BiX 19.09.2025 Ne 779-25
PesynsTath 1aGopaTOpHOTO aHAMi3Y SKOCTI nixapcbKoro 3acoy 3a TepeBipeHIMH TTOKA3HHKAMH BianosigaTL
BUMOIaM METOJIB KOHTPOIIIO AKOCTi (aHaJiTHYHO-HOPMATHBHOT JOKyMeHTaLil).

3a  pesynbTaTaMH JEPKABHOTO KOHTPONO  BCTAHOBJIEHO, MO mikapebkuit  3aci6 BBeseHo B Ykpainy 3

,IIOTp“MaHHﬂM BUMOT 3aKOHOJABCTRA 11010 3a0C3MCUCHHS SIKOCTI likapchKux 3acobis.

HawansHuk Mukoaa XOJIOAEHKO

(mocanoBa ocoda opraHy ACPKABHCTO KOHTPONIO) (mignuc) (ininiany Ta npissuIC)

M.IL



JlaGopaTopin 3 KOHTPOIIO IKOCTI JTiKapehKHK 3acobin

TOB "JOBPOBYT-JIKUJIAB"

Medicines Quality Control Laboratory
LLC “DOBROBUT-LIKYLARB”

Ypaina , 03163, u. Kuie, syn. Hosropoa-Cisepcaka, GyA.3, HeXUTHOBI npumitienss 92, 097-0300797

Bucrosok mono sgioeri Ne 779-25 gig 19.09.2025

Hassa npenapary:

Pecorpanifinnit nomep:
Buopobunurso:
Howmep cepii:

Poxsip mapril sl sicol siaibpano

3IPATOKT
Tepnmin npuaarnoct:

Bigibpano/onepxano sig:

Aars oaepwanns:
Bua wonrpomo:

AHI (MIKCH, enenngirauii),

AYPOKCETHII taGrern, srpuri naisxonoio 060A0HKo0, 116 500 M1 uo
10 rabaerox y Gaicrepi; no 1 Gaicrepy » kapToruill kopobii

779-25

Aypobisano Papwa Jimiten, 10uit VI, Baox D, lnais

OUATRB25002A
7000
1272027

TOBAPUCTBO 3 OBMEXEHOIO BIINOBIAAJLHICTIO "EVCT
DAPMA", Anreunuii cxaan Ne 2, M. Kuis, pyw. Enexrpnxis, 6yvannox 3,

nonepx 1, aitepa A, rpyna npusieds Ne 8
035.06.2025

Hanpapaenss THC na nadoparopunit anasis (902)
AHJL no P Ne UAZ12973/01/02

BIANGBIANG 20 K0T HPUBOARTLES

anadiy
Hoxaznury Bumoecu AH Pesyrvmam
Onue Tabperru, Brput] maiskosoro 080n0HK010, ¥ QopMi kancyn, vin  Binnosixae
matbre 6110ro 40 611010 KONLOPY, 3 MAPKYBAHHAM THCHEHHIM
"A34" 3 oaniel cropoun Ta raauki 3 iHBOT Cropouy
Laewrudixauds - BEPX Hac ytpuMysanus oCHOBHHX MiKIB mlactepeoisomepin A ta b Bianosinac
Hedypokeumy akcetnny wa xpomarorpami sunpoSoryBaHoro
POTUKHY MAac CUIBHAJATH 3 4aCOM YTPHMYBAHUS niky Ha
XPOMATOrpaMi  CTAHEAPTHOIO  DOITHHY,  OTPUMAHMX Y
KinpkicHoMy siaHaueHni.
Lnenrudixanis - 14- MinimyM npoxomkesss suupoMimosanns abo maxckumym  Bianosimac
cexrpodoroMerpis MIOTHVHAHHA BHIIPOMIHIOBAHHA B CHEKTPL, OTPHUMAHOMY jUiA
3pa3Ka Ha NAACTHHL OpoMizy kamio, MalThL BIANOBIATH 110
POSTALLY BAHHIO TA BIIHOCHOMY POIMIPY TAKMM #K B CIHEKTPI,
oTpuMaHoMy  ans poBodoro  crammapry  Lledypoxcumy
Axceruty (amopdHoro)
Laewrudikaws - Turany Ipu noaasaHi NEPEKUCY BOIHIO, 3'SRASCTLCH KoBTC Af0 Bianosigae

AORCHIY
Cepenns Maca

Kinskicue suatauenss -
(BEPX) rabnierka MictiTh
Hedypokeumy aueruiny

nomapanyene sabappienns

1022,50 +/-2,0 %

(1002,05 mr- 1042,95 M)

475,00 - 525.00 Mr (95,0 Y- 105,0 %)

101630 Mmr

513.98 mr/raba.

CKBIBAJICHTHO

Hydypoxeoumy

(CI6H16N408S)

YHakoBKa 3rigHo samor MICT Bixnosigae
MapxyBaHus 3riAHO BUMOT TEKCTY MapKyBAHHS Bignopisag
BHCHOBKM: Tepesipennit 3pazox AYPOKCETH rabaersn, srpuTi aiskopo 0DOAOHKOW, 110

3apinyrayu naboparopil

e

300 mr; no 10 taGrerox y Guicrepl; no 1 Gaicrepy 8 Kapronuil kopobui cepil
- OUATB25002A supolnnursa Aypobingoe Mapma Nimites, Honir VI, Brox 1D, axin
pianopiae sumoram AHI o PIT Ne UA/12973/01/02 14 nanejeh i pulile

. NoKaiivkamMi
] v

L5 2

Irop JIECHK




ey AYPOEIHIO ®APMA fITA FOHIT VI, BIIOK D
M Capsen Ne 329/39 Ta 329/47, cenuwe Hitkyn, MNaraH4yepy MaHpan,
AUROBINDO okpyr Canra Peppi, wrat TenaHraua, 502307 Inais
CEPTUGIKAT AHANI3Y FOTOBOIO NPOAYKTY

Haszsa npoAyKTy: AYPOKCETUN, TabneTky, BEPUTI NNIBKOBOO o6onoHKow, no 500 mr no 10 rabneTok y Gnicrepi; no 1 ]

GnicTepy B KapTOHHIN Kopobui

Kpaina-imnoptep: YKPATHA

Homep peecTpauintoro noceiguenns: UA/12€73/01/02

HA3BA TA AJPECA BUPOBHUKA(IB)/BUPOEHUKA(IB) - BUPOBHWUYOI QINbHULIKLb):

Aypo6inao ®apma NTa. OuiT VI, Briok D

Capseit Ne 329/39 Ta 329/47, cenutiie Yitkyn, NaTanuepy MaHaan, okpyr CaHra Pepgi, wrat TenanraHa, 502307 Inais

Homep ao3s0Nny Ha BUPOGHULTEO: 78/MD/AP/R6/F/B/R Homep ceptutpikaty GMP: FIMEA/2019/000085

Kop ToBapy STUAGC40 Cuna aii / AKTUBHICTb/ LIE®YPOKCUM A.R. No. 06FP25000114

NikapckEa opma 500 Mr Tabnerku
Poamip cepii | 220000 Tabnetok | flata euroToBneHHs CiueHb-2025 Tepwmin IpyneHs-2027
22000 YnakoBok npuaaTHoCTi
Cepisa No. OUATB25002A Ne crieumdikauii FPS/STUAGC40-0-0 1 | YnakoBka Mo 10 TabneTok y &ni-
crepi, no 1 6nicrepy B
KapTOHHiIl kopoBui
Ng NokasHuk PesyneraTh Cneuundikauia

1 Onuc Bini TabneTkv BKpUTI NAiBKOBOK OBOMOH- TaGnerkst BKpUTI NNIBKOBOIK 0BONOHKOK
Kot y popmi kancynw, BKpUTI NNIBKOBOIO | Y chopmi Kancynu sia Binoro A0 Mavxe
OBONOHKOW, 3 TUCHEHHAM «A34» 3 OAHOrO Ginoro KoNbopy, BKPUTI MNIBKOBOO obo-
Goky Ta rnapki 3 iHworo BoKy. NOHKOW, 3 TUCHEHHAM «A34» 3 OQHOM

Goky Ta mapki 3 iHworo Boky.

2 laenTUdikauin

2.1 Meron 14 MiHiMyM NponyckaHHs 8 cneKTpi, oTpuma- | MiHiMym  nponyckarHa abo MaKcUmyM
HOMY 3i 3pa3KoM, 3anucaHiM Ha NAACTUHL] | IOMMKHAHHS B CNEKTpi, OTpuMaroMy 3i
KBr, 3a MOMOXeHHsM | BIAHOCHUM po3Mi- | 3pa3koM, 3anuUcaHuM Ha nnacTuHui KBr,
poM BiANOBIAAE Takum Y cnexTpi, oTpuma- noBWHHI BIANOBIAATK 33 NONOKEHHAM i
HOMY 3 poBouUM CTaHAAPTOM LedbypoKeu- | BiGHOCHUM po3MipoM TakuM Y cnekTpi,
My aKceTuny amopdHoro. oTpumaHoMy 3 pofouMM CTaHaapToM

uethypoKCUMY aKCeTUNY amopdHoro.

2.2 Meton BEPX Yacu yTpUMyBaHHSA OCHOBHUX nikis  Ans | Yacu yTpUMyBaHHA OCHOBHUX nikis  Ans
giactepeoizomepia A i B Liedypokcumy ak- piactepeoisomepia A i B uedypoKeumy
cetuny Ha xpomarorpami suUnpoBysaHoro | akceTuny Ha xpomartorpami BunpoBysa-
posunHy BiANOBIAAOTE TakuUM Xe nikam Ha | HOro po3YMHY MOBWHHI signosigaty 4acy
XpomaTorpami CTaHAapTHOTO pOo3dUHY, AK YTPUMyBaHHS! TUX CamMuX Mikie Ha Xpoma-
oTpUMaHO B sunpobysatHi «KinbkicHe BU- TOFpaMi CTaHAAPTHOIO PO3YUHY, OTpUMA-
JHAUGHHSY, Horo B BUNpOBYBaHHI «KinbkicHe BU3HE-

UEHHAY.
3 Cepenns Bara (Maca) (Mr) 1015.91 mr 1022.50 mr £ 2.0%
(1002.05 mr - 1042.95 Mr)
4 OpHopiaHicTs AO30BAaHWUX OAUHULE 2.1 He 6Ginbiue 156
(meToaoOM BiAXWUNEHHSA Macu}
[puiHATHE 3HaYeHHA (AV)

5 PosuntenHs (Metoa Y®) Mitimym: 89 % TToBWHHO PO3UMHUTMCS He MeHwe 75 %
Makcumym: 95 % (Q) sin sassneHol KinbkocTi Lledypokeu-
CepeaHe: 93 % my (C16H16N408S) 3a 45 x8

6 CynyTHi foMitku (y % Ao Mmacu):

8.1 IHaveiayansHi Bigomi CynyTHI AOMIWK

5.1.1 | MeTokcuimiHodhypinourosa kucnora Huxue Mexi  KinbkicHOTO — BU3Ha4eHH: He 6inbiue 0.10% Ao Mach

(MIFA) (0.003)

6.1.2 | Kucnora Llecpypokcumy 0.122 % po macu He 6inbwe 0.50% Ao Macu

6.1.3 | Nakron Lledpypokcumy 0.042 % po macu He Ginble 0.10% fo mMacu

6.1.4 | Bensra 3-isomepu Llepypokcumy ak- 0.096 % po macu He Ginblwe 1.50% go mMacu

cetuna

Mpumitka: CXBAJIEHO (3pasok Bignosinae HaBefeHin Bule cneuudikauii)

MiArOTORNEHO [T1. PaHi Kymap [ 3ateeppreno [ F.LPIHIBACA PAO

fara {14 nwotoro 2025 p. 2:03 PM [ Data [14 nioToro 2025p. 2:09PM

PoappykosaHo: Bipam. Kpiwnra Moxan Rara: 21 nwotoro 2025 p. 12:15 PM Konis Ne.: 3

CropiHka Ne.: 132

Mpumitka. Llen nokyMeHT 6YIio CTBOPEHO B eneKTPOHHOMY BUrNAAT Ta BINCHUA ©6e3 niganucy.

CNo: C1500000145

dopmar Ne n/a
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AUROBINDO

AYPOEBIHOO ®APMA NTA FOHIT VI, BAIOK D
Capgeit Ne 329/39 ta 329/47, cenuwe Yirkyn, Matavvepy Mangan,
oKkpyr CaHra Peani, wrar TenaHrana, 502307 Igis

CEPTUO®IKAT AHAMNI3Y FOTOBOIO NMPOAYKTY

Hasea npogyxry: AYPOKCETUN, TabneTku, BKpUTI NNiBkoBolo o6omoHKote, no 500 mMr no 10 Tabnetok y 6nicrepi; no 1

6nicTepy B KapToHHiii Kopo6ui

Kpaina-imnoprep: YKPAIHA

Homep peccrpauintoro nocsiguenns: UA/12973/01/02

HA3BA TA AOPECA BUPOBHUKA(IB)/BUPOBHUKA(IB) ~ BUPOBHUYOT ANbHUUKUL):

Aypob6ingo ®apma MNra. OHiT VI, Bnok D

Capaeit Ne 329/39 Ta 329/47, cenuwe Yitkyn, Matanyepy Mangan, okpyr Catra Pensi, wrat Tenawraxa, 502307 Ingin

Homep pozsony Ha aupoBuuuTtso: 78/MD/AP/96/F/B/R Homep cepmudikaty GMP: FIMEA/2019/000085

Kog ToBapy STUAGC40 Cuna gii / AkTusHicTs/ | LIEGYPOKCUM A.R. No. 06FP25000114
Nikapcuka opma 500 mr Tabnetku
Poawmip cepii [ 220000 Tabnetok | fara surotosnemns CiueHb-2025 Tepmin | TpymeHs-2027
22000 Ynakosok npuaartHocTi

Cepis No. OUATB25002A | Ne crieumdikanii FPS/STUAGC40-0-0 1 | Ynakoska | Mo 10 ra6netok y 6ni-
crepi, no 1 6nicrepy B
KapToHHiA kopobui

6.1.5 | E-isomepu a60o aHTHiaomepu Uedbypo- | 0.393 % go macu He 6inbwe 1.00% ao macu

KCuMy akceTtuna

Bi-a-uedypokeum etunosun edvip (ai- | 0.056 % 0o macu

acrepeoizomep-1)

He Ginsuwe 0.20% no Macu

6.1.7 | Oi-a-uedypokcum eTunosun edip (Ri- | Huxue Mexi KinbkicHoro BuaHaverHs He 6inblwe 0.20% o mMacu
acrepeoizomep-2) (0.024)

6.1.8 | Oi-a-uedbypokecum eTunosuii edip (ai- | Hukde Mexi KinbKicHOro BusHayeHHs He 6inbLue 0.20% no macu
acTepeoizomep-3) (0.024)

6.2 Bynk-siki okpemi HemifoMmi BOMILIKN He sussneto (0.00) He 6inswe 0.10% fo macu
6.3 Cyma pomiwok 0.709 % po macu He 6inbwe 3.00% go macu
7 KinbkicHe BusHaueHus (BEPX)
7.1 KoxHa Tabnerka micturh Uedbypokeu- | 499.83 mr 475.00 Mr-525.00mr

My akceTuny B eksisanenti Liedypoxk-

cumy (C16H16N408S)
7.2 3aneneHa kinkkocri: 100.0 % 96.0 % —105.0 %
8 BmicT soau (K. diwepa) 2,05 % mim He 6Ginbwe 4.0% m/m

Mikpo6ionoriyna uucrora

9.1 3arankHe Yucno aepoGHUX Mikpoop- | MeHwe 10 KYO/r

raHiamis (TAMC)

He Ginbwe 1000 KYO/r

9.2 3aransHe YUCNO APHKOXOBUX Ta nai- | MeHwe 10 KyOr/r He 6Ginswe 100 KYO/r
ceHeBux rpubis (TYMC)
9.3 Oxpemi Buamu Mikpoopraniamis: BincyThi Matotb GyTu BigcyTHi

Escherichia Coli

10 laeHTUdikauis Turany Alokeuny Mpu Baaemoii 3 nepekcom sogHio

3'asunocs nomMapaHyese 3aGaaneHHn.

Ipu fofaeaHHi Nnepekucy BoAHIO NOBUH-
HO 3'ABNATUCH XOBTe / NoMapaHuese 3a-
BapsneHHs,

3anaBa npo avecTauito

LUum My aaceinuyemo, o Hasenena Bulle iHgopMauin € AOCTORIPHOIO Ta TOUHOLD. La napria npoaykry 6yna euroros-
nenxa/suroToBnieHa, BKNrOYaroum NaKyBaHHA/MapKyBaHHA Ta KOHTPONbL AKOCTI Ha BUllle3azHaYeHOMY MicUi B nOBHiN
Bignosianocti ao muMor GMP micuesoro PerynstopHoro opraHy Ta Ao cneuudikauii y peecTpauiiHux nokymeHTax
KpaiHu-iMnoprepa. 3anucu Npo BUPOBHWLTEBO cepill, NakyBaHHA Ta aWania 6ynu nepesipeHi Ta Bu3Hani Takumu, Wo

Bianosinaots GMP.

Mpumitka: CXBANEHO (3pasok sianosigae HaBepeHiN BUlle cheuundikauii)

Nigrotosneno | N. ®ani Kymap [ 3aTRepaxeno

[ CWPIHIBACA PAD

lata | 14 motoro 2025 p. 2:03 PM [ fara

[ 14 nwooro 2025p. 2.00PM

PosppykosaHo: Bipam. KpiwHa Moxan BAara: 21 moToro 2025 p. 12:15 PM

Konis Ne.: 3
CropiHka No,: 23 2

Mpumitka. Llent nokymeHT 6yno cTeopeHo B enekTpoHHOMy BUIMAAI Ta AilcHWIA Ge3 nianucy.

CNo: C1500000145

®opmar Ne n/a
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AUROBINDO PHARMA LTD UNIT VI, BLOCK D:
Sy.No.329/39 & 329/47, Chitkul Village, Patancheru Mandal, Sanga

Reddy District, Telangana State. 502307, India

CERTIFICALTE OF ANALYSIS (FINISHED PRODUCT)

Product Name: AUROXETIL, film-coated tablets, 500 mg, 10 tablets in blister; 1 blister in cardboard box

importing Country: UKRAINE

Marketing Authorization Number: UA/12973/0V02

NAME AND ADDRESS OF FABRICATOR(S)/MANUFACTURER(S)-MANUFACTURING SITE (S):
Aurobindo Pharma Ltd. Unit Vi, Block D
Sy. No. 329/39 & 329/47, Chitkul Village, Patancteru Mandal, Sanga Reddy District, Telangana State. 502307, India

Number of Manufacturing Authorization: 78/MJ/AP/96/F/B/R Number of certificate GMP: FIMEA/2019/000085

Strengt1/Potency/ | CEFUROXIME 500 mg
Product Code STUAGC40 Dosage form TABLETS A.R. No. 06FP25000114
: 220000 Tablets
Batch Size 22000 Pack Mfg. Date Jan-2025 Exp. Date |Dec-2027
[ 10 tablets in blister pack,

Batch No. OUATB25002A | Specification No. FPS/STUAGC40-0-0 1 Pack 1 blister in cardboard

S. No. TEST RESULT SPECIFICATION

1 Description White, film-coated, capsule shaped | White to off-white, film-coated, capsule
tablets with ‘A 34’ debossed on one side | shaped tablets with ‘A 34’ debossed on
and plain on the other side. one side and plain on the other side.

2 Identification

2.1 By IR The transmission minima in the | The transmission minima or absorption
spectrum obtained with the sample maxima in the spectrum obtained with
recorded as KBr pellet corresponds in |the sample recorded as KBr pellet
position and relative size to those in the should correspond in position and
spectrum obtained with the Cefuroxime relative size to those in the spectrum
axetil Amorphous working standard. obtained with the Cefuroxime axetil

Amorphous working standard.

2.2 |ByHPLC The retention times of the principal The retention times of the principal
peaks for Cefuroxime Axetil peaks for  Cefuroxime  Axetil
diasterecisomers A and B in the diasterecisomers A and B in the
chromatogram of the sample solution chromatogram of the sample solution
corresponds to that of the same peaks in should correspond to that of the same
the chromatogram of standard solution | peaks in the chromatogram of
as obtained in the “Assay”. standard solution as obtained in the

“Assay”.
3 Average Weight (Mass) 1015.91 mg 1022.50 mg + 2.0%
(1002.05 mg - 1042.95 mg)

4 Uniformity of dosage units (By weight | 5 4 Not more than 15.0

variation) Acceptance value (AV)

5 Dissolution (By UV) Minimum: 89 % Not less than 75 % (Q) of the labeled
Maximum: 95 % amount of Cefuroxime
A .93 % ° (C16H16N408S) is dissolved in 45

verage: 93 7 minutes

6 Related Substances (By HPLC)

6.1 Individual Known Related Substances

6.1.1 | Methoxyiminofurylacetic Acid (MIFA) | Below LOD(0.003) Not more than 0.10% m/m

6.1.2 | Cefuroxime Acid 0.122 % m/m Not more than 0.50% m/m

6.1.3 | Cefuroxime Lactone 0.042 % m/m Not more than 0.10% m/m

6.1.4 | Cefuroxime Axetil (Delta)3-Isomers 0.096 % m/m Not more than 1.50% m/m

Remarks: APPROVED (Sample Conforms to above Specification)

Prepared By

P..Phani Kumar

Approved By

G.SRINIVASA RAQ

Date

Feb 14 2025 2:05PM

Date

Feb 14 2025 2:09PM

Printed by: Beeram.Krishna Mohan

Prinded on: Feb 21 2025 12:15PM

Copy No.: 3

Page No.: 1 of 2

Note : This document has been generated electronically and is valid without signature.

CNo: C1500000145

Format No.n/a




AUROBINDO PHARMA LTD UNIT VI, BLOCK D:
E Sy.No.329/39 & 329/47, Chitkul Village, Patancheru Mandal, Sanga
ALUTROBINDO Reddy District, Telangana State. 502307, India

CERTIFICATE OF ANALYSIS (FINISHED PRODUCT)

Product Name: AUROXETIL, film-coated tablets, 500 mg, 10 tablets in blister; 1 blister in cardboard box

Importing Country: UKRAINE

Marketing Authorization Number: UA/12973/01/02

NAME AND ADDRESS OF FABRICATOR(S)/MANUFACTURER(S)-MANUFACTURING SITE (S):
Aurobindo Pharma Ltd. Unit VI, Block D
Sy. No. 329/39 & 329/47, Chitkul Village, Patancheru Mandal, Sanga Reddy District, Telangana State. 502307, India

Number of Manufacturing Authorization: 78/MD/AP/96/F/B/R Number of certificate GMP: FIMEA/2019/000085

Strength/Potency/ | CEFUROXIME 500 mg
Product Code STUAGC40 Dosage fo TABLETS A.R. No. 06FP25000114
: 220000 Tablets
Batch Size 22000 Pack Mfg. Date Jan-2025 Exp. Date | Dec-2027
. 10 tablets in blister pack,
Batch No. OUATB25002A | Specification No. FPS/ISTUAGC40-0-0 1 Pack 1 blister in cardboard

Cefuroxime Axetil anti isomers (or) 0.393 % m/m Not more than 1.0% m/m

E-isomers

6.1.6 | Di-Alpha-Cefuroxime Ethyl ether 0.056 % m/m Not more than 0.20% m/m
(Diastereoisomer-1)

6.1.7 | Di-Alpha-Cefuroxime Ethyl ether Below LOD(0.024) Not more than 0.20% m/m
(Diastereoisomer-2)

6.1.8 | Di-Alpha-Cefuroxime Ethyl ether Below LOD(0.024) Not more than 0.20% m/m
(Diastereoisomer-3)

6.2 Any Individual Unknown Not Detected(0.00) Not more than 0.10% m/m

Related Compound

6.3 | Total Related Substances 0.709 % m/m Not more than 3.00% m/m

7 Assay (By HPLC)

7.1 Each film-coated tablet contains 499.83 mg 475.00 mg - 525.00 mg
Cefuroxime Axetil equivalent to
cefuroxime (C16H16N408S)
7.2 | Labeled ammount 100.0 % 95.0% - 105.0%
8 Water (By KF) 2.05 % m/m Not more than 4.0% m/m
9 Microbial Contamination
9.1 | Total Aerobic Microbial Count (TAMC) | Less than 10 cfu /g Not more than 1000 cfu/g
9.2 | Total Combined Yeasts/Moulds Count Less than 10 cfu /g Not more than 100 cfu/g
(TYMC)
9.3 | Specified Micro-Organisms Escherichia | Absent Must be absent/g
coli
10 Identification of Titanium Dioxide Orange colour is produced with Yellow / Orange colour should be

hydrogen peroxide

produced with hydrogen peroxide

Certification statement

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

Remarks: APPROVED (Sample Conforms to above Specification)

Prepared By I P..Phani Kumar [ Approved By | G.SRINIVASA RAQ
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Printed by: Beeram.Krishna Mohan Printed on: Feb 21 2025 12:15PM Copy No.: 3

Page No.: 20of 2

Note : This document has been generated electronically and is valid without signature.

CNo: C1500000145

Format No.n/a



http://www.tcpdf.org

