AEPXXABHA CJIYKBA 3 JIIKAPCbKHUX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHUEBI

npos. Hagii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BHUCHOBOK
Npo AKiCTh BBE3€HOro B YKpaiHy JiKapcbKoro 3acody
18.09.2023 Ne 47381/23/26
AYPOIIOJOKC

(HaHmeHyBaHHA Nlikapcbkoro 3acoby 3riavo 3 peccrpaulifHuM NOCBIAYEHHSM)
TabJIeTKH, BKPHUTI NJiBKOBOIO 00010HK050, 110 200 mr, no 10 Tabaerok y 6aicrepi; no 1
Oaicrepy B KAapTOHHii KOpoOLIi

(thopma Bunycky, n03yBAHHA, BU NAKyBAHHS NiKAPCLKOTO 3acoGy)
Homep peectpauiiinoro nocsiguenns UA/13403/01/02 crpok aii peectpauiitnoro nocsiguenus HeOOMeEKEHHIHA
Cepis nikapcekoro 3acoby Ne ODPTI23001A  Kinskicts BBeseHoro snikapebkoro 3aco6y 8000

BupoGiuk Aypobinno ®apma Jlta. HOnit VI, Bnok D, Inais

(HafimeHyBaHHA BUpoOHHKa Nikapcbkoro 3acoby, KpaiHa NOXO0KEHHS)

BeeseHo B Vikpainy TOBAPHCTBO 3 OBMEXKEHOIO BIAIIOBIJAJBHICTIO
"BYCT ®APMA", inent. xoa: 44107410

(HalimenyBanna Ta kon 3a CJIPTIOY opranunoi ocofn aGo npissuile, iM's, no faTerosi
thisHuHOT 0cobu - mianpuemus, 1i MicLie NPOXKUBAHHA Ta peecTpauifinuii Homep obnikoBof
KAPTKW NAaTHUKA NoaaTkiB abo cepis Ta HOMEP NacnopTa)

MpoTokon BisyansHoro koutposio sia 17.08.2023 Ne 2034/1.
JlaGopaTopHu#i ananis AKocTi nikapcbKoro 3acoby 3aidcHeHHil:

AT "LlentpanbHa nabopatopis 3 aHai3y sSKOCTI JiKapChbKUX 3ac00iB i MEAMYHOT MPOAYKILiT"
(M.Kuis, Byn. Kynpssceka 10r m.Kuis, Byn. Kyapssceka 8B Kuisceka o6nacTs, ¢. Hosi
[TetpiBui, Byn. [Bana ®panka, 19)

(naliMeHyBaHHs Ta MicuesHaxomkenHs naGoparopii, wo nposena naopaTopHuit aHani3 SKoCTi)

BUCHOBOK ILOJI0 AKOCTI Jlikapchkoro 3acoby, Buaanuii naGopatopieio sin 18.09.2023 Ne 1632
PesynbTaTy TaGOPaTOPHOro aHanily AKOCTI JiKapchKoro 3acoby 3a nepeBipeHMMHM Moka3HHKaMH BiAMOBLAIOTH
BMMOraM METOAIB KOHTPOJIKO AKOCTi (aHAliTHYHO-HOPMATHBHOT AOKYMeHTaLLiT).

3a pesyjbTaTaMH [E€PXKABHOMOQ KOHTPOJI0 BCTaHOBJIEHO, LWIO nikapcekuit 3acid BBeseHo B VYkpaiHy 3

AOTPHMaHH MOT 3aKOHOJABCTBA W0 3abe3neyeHHs AKOCTI likapcbkux 3acobis.

/"’

Muxkona XOJIOJEHKO

KOHTPOIO) (nianuc) (iniuianu Ta npizsuiLe)




Jepxagna ciyx6a Ykpainu
3 JliKapchKmMX 3ac00iB Ta KOHTPOIMO 22 D
HAPKOTHKAMH

Jlepxasne nianpuemcrso "lentpaabua
JadopaTopis 3 aHai3y AIKOCT JiKapCHLKAX
3aco6iB | MeanuHoT npoayKuii"

State Service of Ukraine on Medicines
ﬂ and Drugs Control
5
U State Enterprise "Central

Laboratory for Quality Control of
Medicines and Medical Products"

Ykpaina, 04053, m.Kuis, eyn.Kydpseceka 10

men./ghaxe (044) 272 57 98

web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

10G, Kudryavska streel, Kyiv, Ukraine, 04053
Tel./Fax +380 (44) 272 57 98
web: www.clab.com.ua, e-mail: centrallab@clab.com.ua

Ceprudikar anaaizy Ne 1632 Bix 18.09.2023

Ha3spa 3pazka:

PeecTpauiiinnii Homep:
Bupodnnk:

Homep cepit:

Micue sindopy 3paska:
3amMoBHHK:

CynpoBiaHnii JOKyMeHT:

Cran 3paska;:

JlaTa oTpumMaHHs 3pazka:

HarTn BuKoHaHHs podiT:
Bua kourtposio:

Micue npoBeennst
NisUILHOCTI:

H/1, Bizmosiano 10 sakof
NPOBOJAHBCH aHAJII3:

AVPOITOOKC , Tabnerku, BKpUTI MAIBKOBOIO 06010HKOK, 1o 200 Mr o 10
Tabaetok y Oxictepi no 1 Grictepy B KapTOHHii kopoOuti

1627.23

Aypobinno ®apma Jlta, FOuit VI, Baok D, Inaia

ODPTI23001A

TOB "BYCT ®APMA"

JlepxagHa cmyx0a Ykpainn 3 likapceKux 3aco0iB Ta KOHTPOIIK 3@ HAPKOTHKAMH
JIuct Ne 6531-002.0.1/002.3/2-23 Bin 22.08.2023 p.

3pa3ok B cTaHi NpUIATHOMY [ POBEJEHHS BUIPOOYBaHhb

25.08.2023

25.08.2023 - 18.09.2023

3a posnopsamwkenHam epkasHoi cnyx6u VKpaiHu 3 JiKapchKHX 3aC00iB Ta KOHTPOMIO
3a HapkoTukamu ("IM", TToctanosa 902)

JATIT «llentpanbra nabopatopia 3 aHaizy AKOCTI TiKapChKUX 3ac00iB i MeAUYHOT
MPOAYKLi»

MK o p.n. Ne UA/13403/01/02, 3minn

MokazHuku

Bumorn H |  Pesynbratn

30BHILWHIA BUrNAa

laeHTudikauin

TabneTku Bif KOpPanoBoro 4o YEPBOHOTO KOMLOPY, BKPWUTI NniBkoBoio  Bignosiaae
060noHKo, eninTUYHOT hopMK, 3 MapKyBaHHAM TUCHEHHAM "C" 3

OAHIEl CTOpPOHM | "62" 3 iHLWoT.

A. MeToa BEPX. Yacu ytpuMyBaHHs nika R-enimepa uednoaokcuMmy Bianosigae
npokceTuny i nika S-eniMepa LenogoKCUMY NPOKCETUNY Ha

Xpomartorpami A0CRIAKYBaHOro PO34MHY NOBUHHI BIANOBIAATA TAKUM

Xe Ha xpomatorpami CTaHO4apTHOro po3ymHy, oTpUMaHol B xoai

KinbkicHoro asaniay

CepegHa maca 463,50 £ 3,0 %: 449,60 - 477,40 mr 464,60 mr
KinskicHe Bu3HaueHHs KoxHa TabneTtka, BKpUTa NniekoBOK 0OOMNOHKO, MICTUTL 198,40 mr/Tabn.
Llecbnogokcrmy npokceTuny, eksianeHdTHo Llednogokcumy 99%
(C15H17N506S52) (90%-110 % Bia BKa3zaHoro Ha ynakoeuj): 180,00 -
220,00 mr/Tabn.
Ynakoeka 3rigHo sumor MKA Binnoeinae
MapkyeaHHs 3riaHo sumor MKA Bianosinae
BUCHOBKH: Ceprudikar ananizy Ne 1632 sig 18.09.2023 nigrsepikye, mo nepesipeHnii 3pa3ok npemapary

AVPOIIOJIOKC , Tabnerku, BKpUTi 1iiBkoBoto 060n0HKow0, no 200 mMr no 10 Tabnetok y Guicrepi

no 1 Guictepy B KapToHHiil KopoOui, Ne cepil 0
IOuit VI, Baok D, Iupis Biznosigae s
HABEIEHHMM BHLIE NOKA3HHUKAMH.

JupexTop

TH&OOI}L BHpoGHHLTBO Aypobinno ®apma JlTz,
MK}} nnf p n. Ne UA/13403/01/02, 3miuu 3a

Ceprudikar aHanisy He nianarae nopHomy abo qacmonomy'\qu;mopenmo 6(3 ﬂo:mdny JII'[ ‘LlenTpansHa naboparopis 3

oCNDIrt B ANINA4

AHAITI3Y AKOCTI JIKAPCLKHUX 3aca§i§\ i MBJ:[H‘-IHOl ﬂ/]gpﬂyxun

Kineus ceprugikara ananisy Ne 1632 Bl 18, 09 2023

Mrnrn 1 in 1



AYPOBIHOO ®APMA NIMITEL
’:,) FOHIT VI Sy. N2 329/39 Ta 329/47, cenuile YiTkyn, lNartaH-
AUROBINDO Yyepy MaHgan, okpyr Megak, wrat TenaHraHa, IHAiA

CEPTU®IKAT AHATNI3Y TOTOBOI'O NPOOYKTY

Ha3sa npoaykTy. AYPOMOOOKC, TabneTku, BKpUTI NNiBKOBOO 060M0oHKo0, No 200 Mr, no 10 TabneTok y 6nicTte-
pi; no 1 6nicTepy B KapTOHHIN KopoouU|i

KpaiHa-imnopTtep: YKPAIHA

Homep peecTpauiiHoro noceig4yeHHA: UA/13403/01/02

HA3BA TA AJPECA BUPOBHWKA(IB)/BUPOBHWKA(IB) — BUPOBHWMYOI OINBHULUI(Ub):
Aypob6iHao ®apma INT1a. KOHIT VI, Bnok D
Sy. Ne 329/39 Ta 329/47, cenuile HiTkyn, NMaTtaH4epy MaHaan, okpyr Menak, wraTt TenaHrada, 502307, IHgiA

Homep no3Bony Ha BUpo6HUUTBO: 78/MD/AP/96/F/B/R
Homep ceptudgikaty EudraGMP: FIMEA/2019/000085

Kop ToBapy |[STDPB400 Cwuna / akTuB- Llecbnogokcumy npokce- |A.R. No. 06FP23000532
HIiCTb / NnikapcbKa [Tuny Tabn. BkpuTi nnieko-
cpopma Boto obonoHkoto 200 mr
Po3mip cepil [175000 TabneTtok [dara BUroToB- BbepeseHb-2023 TepMiH Npu- Feb-2026
17500 Ynakoeok |[NeHHA \AaTHOCTI
Ne cepii ODPTI23001A Ne cneundikauii |FPS/STDPB400-0-02 YnakoBka [[To 10 TaGneTtok y Gnicre-
pi, no 1 6riicTepy B Kap-
[TOHHIA Kopobui

Ne MokKa3HuK Pesynbtatun Cneuudpikauin

—

Onuc Kopanoeo-4epBoHi, eninTuyHi Big xopanosoro go YepeoHoro
Tabnetku, BkpuTi 06OMNOHKO, 3 |KONBLOPY, eninTu4yHi Tabnerku,
TUcHeHHAM «C» 3 ogHoro 6oky Ta [BKpUTi 0B0NOHKO, 3 TUCHEH-
«62» 3 iHworo Boky Ham «C» 3 ogHoro boky Ta «62»
3 iHWoro boky

2 loeHTUpiKaLa

; _ Yack yTpumyBaHHSA niky R-
A. MeTonom BEPX Yack yTpumyBaHHSA niky R

eniMepy LednogokcuMy npokce- enimepy HECIJ”C{QOKCMMY Npok-
Tuny Ta S-enimepy uedrionokew- |CETWIY Ta S-enimepy Lecpriopo-
MY MpPOKCETWNY Ha xpomatorpami |KCVIMY NPOKCETWITY Ha XpomaTo-
BunpoByBaHoro 3paska, signosi- |'PaMi BUNpobysakoro 3paska,
Nal0Th TakNM Ha xpomatorpami  [TOBVIHHI BANOBIAATY Tak/M Ha
CTaHOapTHOrO 3paska, siki oTpu-  [XPOMATOrpami craHAapTHoro

MaHO NpU BU3HAYeHHi kinbkicHoro [SPa3Ka, Akl OTPUMAHO npu Bu-
3Ha4YEeHHi KiNbKiCHOTO BMICTY.

BMICTY.
3 CepenHsa Bara (Maca) 464.62 mr 463.50 mr = 3.0%
(449.60 mr - 477.40 wr)
4 Po34MHeHHA (MeToq Yd) Minimym: 97 % [MoBWHHO PO34YUHUTUCS HE MEeH-
Makcumym: 98 % we 75 % (Q) eig 3aseneHoi
CepegHe: 98 % kinekocTi Llecbnogokcumy
(C15H17N50652) 3a 30 xB
5 OaHOpiAHICTL A030BaHNX oANHMLL (MeTo- (1.6 He Binbwe 15
[IOM BifIXWNEeHHA Mach)
MpUAHATHe 3Ha4YeHHA (AV)
MpumiTtka: CXBAJIEHO (3pa3ok BignoBigac HaBeAeHIN BULLe cneyudiKaLii)
[igrotoBNeHo I¥an Paman 3aTBepIKeHO I CPIHIBACA PAO
[lata 12 TpaeHa 2023 3:35PM [laTa 12 TpaeHa 2023
PosapykoBaHo: Bipam. KpiluHa MoxaH PosgpykoBaHo: TpaBeHb 25 2023 10:54AM Konia Ne: 4

CropiHka N2: 133

MpumiTKa. Lleid noKymeHT 6yno cTBOpeHO B eNeKTPoHHOMY BUIMNAAI Ta AiNCHUA 6e3 nignucy.

CNo: C1300000417

Popmat Ne n/a




AYPOBIHOO ®APMA NIMITEL
<2 FOHIT VI Sy. N2 329/39 Ta 329/47, cenuile YiTkyn, lNartaH-
AUROBINDO Yyepy MaHgan, okpyr Megak, wrat TenaHraHa, IHAiA

CEPTU®IKAT AHATNI3Y TOTOBOI'O NPOOYKTY

Ha3sa npoaykTy. AYPOMOOOKC, TabneTku, BKpUTI NNiBKOBOO 060M0oHKo0, No 200 Mr, no 10 TabneTok y 6nicTte-
pi; no 1 6nicTepy B KapTOHHIN KopoouU|i

KpaiHa-imnopTtep: YKPAIHA

Homep peecTpauiiHoro noceig4yeHHA: UA/13403/01/02

HA3BA TA AJPECA BUPOBHWKA(IB)/BUPOBHWKA(IB) — BUPOBHWMYOI OINBHULUI(Ub):
Aypob6iHao ®apma INT1a. KOHIT VI, Bnok D
Sy. Ne 329/39 Ta 329/47, cenuile HiTkyn, NMaTtaH4epy MaHaan, okpyr Menak, wraTt TenaHrada, 502307, IHgiA

Homep no3Bony Ha BUpo6HUUTBO: 78/MD/AP/96/F/B/R
Homep ceptudgikaty EudraGMP: FIMEA/2019/000085

Kop ToBapy |[STDPB400 Cwuna / akTuB- Llecbnogokcumy npokce- |A.R. No. 06FP23000532
HIiCTb / NnikapcbKa [Tuny Tabn. BkpuTi nnieko-
cpopma Boto obonoHkoto 200 mr
Po3mip cepil [175000 TabneTtok [dara BUroToB- BbepeseHb-2023 TepMiH Npu- Feb-2026
17500 Ynakoeok |[NeHHA \AaTHOCTI
Ne cepii ODPTI23001A Ne cneundikauii |FPS/STDPB400-0-02 YnakoBka [[To 10 TaGneTtok y Gnicre-
pi, no 1 6riicTepy B Kap-
[TOHHIA Kopobui

6 KinbKicHe Bu3Ha4eHHA (BEPX):

KoxHa TabneTka, BKpuTa 060NOHKOI0, Mic-
TUTb Llecpnoaokcumy MNMpokceTUn eksiBa-
neHTHUNA Uecpnogokcumy (C15H17N50682)
y mr/Taon. 201.40 mr 190.00 mg - 210.00 mr
Big KinbKocTi, 3a3Ha4YeHol Ha ynakoBL| y

Yo: 100.7 % 95.0 % - 105.0 %

7 CynyTHi AoMmilku (BEPX)

[l IHauBIiAyanbHi BiAOMi cnopifHeHi pe4yoBuU-
HU

7.1.1 |Uednonokcumy NMpokcetin -fdensra-2- 2.271 % m/m He Binbwe 3.5% m/m
isomMepu

7.1.2 |Uedpnonokcumy Mpokcetin AHTI I3oMep -1 |Hwx4de mexi BusenenHs (0.076)  [He Binbwe 0.3% m/m

7.1.3 |Uednonokcumy NMpokcemin AHTI I3oMep -2 Himkyie mexi BuaenexHs (0.076) |He Ginbwe 0.5% m/m

7.1.4 |Uednoaokcum KMcnota 0.038 % m/m He BinbLwe 0.5% m/m
7.1.5 |Byab-sika foMmillka 3 BHY Ginbiue 2.0 0.13 % m/m He binbwe 0.5% mim
7.2 |Byadb-fika OKpeMa HeBigoMa AoMillKa 0.08 % m/m He Ginbwe 0.2 % m/m
7.3 |Cyma OoOMiILlIOK 2.709 % m/m He Binbwe 6.0% m/im

MpumiTtka: CXBAJIEHO (3pa3ok BignoBigac HaBeAeHIN BULLe cneyudiKaLii)

[igrotoBNeHo I¥an Paman 3aTBepIKeHO I CPIHIBACA PAO
[lata 12 TpaeHa 2023 3:35PM [laTa 12 TpaeHa 2023
PosapykoBaHo: Bipam. KpiluHa MoxaH PosgpykoBaHo: TpaBeHb 25 2023 10:54AM Konia Ne: 4

CropiHka N2: 23 3

MpumiTKa. Lleid noKymeHT 6yno cTBOpeHO B eNeKTPoHHOMY BUIMNAAI Ta AiNCHUA 6e3 nignucy.

CNo: C1300000417

Popmat Ne n/a




AYPOBIHOO ®APMA NIMITEL
<2 FOHIT VI Sy. N2 329/39 Ta 329/47, cenuile YiTkyn, lNartaH-
AUROBINDO Yyepy MaHgan, okpyr Megak, wrat TenaHraHa, IHAiA

CEPTU®IKAT AHATNI3Y TOTOBOI'O NPOOYKTY

Ha3sa npoaykTy. AYPOMOOOKC, TabneTku, BKpUTI NNiBKOBOO 060M0oHKo0, No 200 Mr, no 10 TabneTok y 6nicTte-
pi; no 1 6nicTepy B KapTOHHIN KopoouU|i

KpaiHa-imnopTtep: YKPAIHA

Homep peecTpauiiHoro noceig4yeHHA: UA/13403/01/02

HA3BA TA AJPECA BUPOBHWKA(IB)/BUPOBHWKA(IB) — BUPOBHWMYOI OINBHULUI(Ub):
Aypob6iHao ®apma INT1a. KOHIT VI, Bnok D
Sy. Ne 329/39 Ta 329/47, cenuile HiTkyn, NMaTtaH4epy MaHaan, okpyr Menak, wraTt TenaHrada, 502307, IHgiA

Homep no3Bony Ha BUpo6HUUTBO: 78/MD/AP/96/F/B/R
Homep ceptudgikaty EudraGMP: FIMEA/2019/000085

Kop ToBapy |[STDPB400 Cwuna / akTuB- Llecbnogokcumy npokce- |A.R. No. 06FP23000532
HIiCTb / NnikapcbKa [Tuny Tabn. BkpuTi nnieko-
cpopma Boto obonoHkoto 200 mr
Po3mip cepil [175000 TabneTtok [dara BUroToB- BbepeseHb-2023 TepMiH Npu- Feb-2026
17500 Ynakoeok |[NeHHA \AaTHOCTI
Ne cepii ODPTI23001A Ne cneundikauii |FPS/STDPB400-0-02 YnakoBka [[To 10 TaGneTtok y Gnicre-
pi, no 1 6riicTepy B Kap-
[TOHHIA Kopobui

8 laeHTUpIKaLia 6apBHUKIB: (MeTod TWUX)  |XapakTepucTuku NnsMK Ha Xpo-  [XapaKTepucTVKWM NNsSMu Ha
FD&C Yellow No.6 (Sunset Yellow FCF Al- [Matorpami, OTpUMaHivi 3 focri-  [xpomMartorpami, OTpUMaHii 3
uminium lake) [DKYBaHWM PO34MHOM, BifnoBiga- |0OCNimKyBaHAM PO34MHOM, Ma-
FD&C Red No.40 (Alura Red AC Aluminium ‘Tt XaPaKTepHIM nnamam, Ak [loTb Bi,qnosi_nam XapaKTepHUM
lake) OTPUMaHI i3 CTaHAAPTHOTO Po3dK- [MNSMam, SIKi OTPUMAHI i3 CTaH-

Hy. NapTHOTO PO34MHY.
9 laeHTUCpIKaLifa TUTaHy giokeuay [Mpw B3aemogii 3 nepekucom Bog- ([pu B3aemMogii 3 nepeKkMcom
HIO 3'ABWUIOCA >XOBTe 3abapBneH- [BOOHIO NOBUHHO 3'ABMNATUCH
HS. woBTe / nomapaHyeBe 3abape-
NeHHS.

10 Mikpo6GionoriyHa YiucrToTa
3aranbHe Y1cno aepobHNX MiKpoopraHis-
miB (TAMC) MeHwe 10 KYOIr He Binbwe 100 KYO/r
3aranbHe Yvcro ApiXpKOBUX Ta nniceHe-

BUX rpubis (TYMC) MeHwe 10 KYOIr He Binbwe 100 KYO/r
OKpemi BUAN MiKpoopraHiamis:
Escherichia Coli BigcyTHi Matotb ByTH BigCYTHI

3afBa npo aTecTaulito

Livm MK 3acBigvyeMo, Lo HaBefleHa BULLe iH(popMaLia € AOCTOBIPHOK Ta TOYHOR. LiA napTia npoaykTy 6yna
BUroToBneHa/BUroToBMneHa, BKNOYalouu NakyBaHHA/MapKyBaHHA Ta KOHTpPONb AKOCTi Ha Bulle3a3HayeHoMYy
Mmiculli B NnoBHiK BignosigHocTi Ao BuMmor GMP MicueBoro perynatopHoro opraHy Ta fjo cneuudyikauin y pe-
ECTpauifnHUX OOKYMeHTaX KpalHu-iMnopTepa. 3anucu Npo BMpOOGHUUTBO cepiil, NakyBaHHA Ta aHanis 6ynu
nepesBipeHi Ta BU3HaHi TaKMMu, Wo BignosiaawTs GMP.

MpumiTtka: CXBAJIEHO (3pa3ok BignoBigac HaBeAeHIN BULLe cneyudiKaLii)

[igrotoBNeHo I¥an Paman 3aTBepIKeHO I CPIHIBACA PAO
[lata 12 TpaeHa 2023 3:35PM [laTa 12 TpaeHa 2023
PosapykoBaHo: Bipam. KpiluHa MoxaH PosgpykoBaHo: TpaBeHb 25 2023 10:54AM Konia Ne: 4

CropiHka N2: 33 3

MpumiTKa. Lleid noKymeHT 6yno cTBOpeHO B eNeKTPoHHOMY BUIMNAAI Ta AiNCHUA 6e3 nignucy.

CNo: C1300000417

Popmat Ne n/a




AUROBINDO

AUROBINDO PHARMA LIMITED
UNIT VI: Sy.N0.329/39 & 329/47, Chitkul Village,
Patancheru Mandal, Medak District, Telangana state,

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, Medak Disfrict, Telangana state, 502307 India

Number of Manufacturing Authorization: 78/MD/AP/S6/F/B/R
EudraGMP reference number: FIMEA/2019/000085

Product STUAGC10 Strength/Potency//CEFUROXIME A.R. No. 06FP23000590
Code Dosage form AXETIL TABLETS
500 mg
Batch Size |190000 Tablets Mfg. Date Apr-2023 Exp. Date  |Mar-2026
19000 Pack
Batch No. |OUATB23012B Specification No. FPS/STUAGC10-0-0 1|Pack 10 tablets in blister pack,
1 blister in cardboard box
S. TEST RESULT SPECIFICATION
1 Description \White, film-coated, capsule White to off-white, film-coated,
shaped tablets with ‘A34’ capsule shaped tablets with
debossed on one side and plain |'/A34’' debossed on one side and
on the other side. plain on the other side.
2 Identification
21 By IR 'The transmission minima in the  (The transmission minima or
spectrum obtained with the absorption maxima in the
sample recorded as KBr pellet spectrum obtained with the
corresponds in position and sample recorded as KBr pellet
relative size to those in the should correspond in position
spectrum obtained with the and relative size to those in the
Cefuroxime axetil Amorphous spectrum obtained with the
working standard. Cefuroxime axetil Amorphous
working standard.
22 |ByHPLC IThe retention times of the The retention times of the
principal peaks for Cefuroxime  |principal peaks for Cefuroxime
IAxetil diastereoisomers A and B in|Axetil diastereoisomers Aand B
the chromatogram of the sample |in the chromatogram of the
solution corresponds to that of the|sample solution should
same peaks in the chromatogram |correspond to that of the same
of standard solution as obtained |peaks in the chromatogram of
in the “Assay’. standard solution as obtained in
the “Assay”.
3 Average Weight (Mass) 1027.97 mg 1022.50 mg + 2.0% (1002.05
mg - 1042.95 mg)

Remarks: APPROVED (Sample Conforms to above Specification)

Prepared By

Jaya Ramaiah Approved By

G.SRINIVASA

Date

May 22 2023 4:44PM Date

May 22 2023

Printed by: Beeram.Krishna Mohan

Printed on: May 25 2023 10:56AM

Copy No.: 3
Page No.: 1 of 3

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

CNo: C1300000446

Format No. n/a




AUROBINDO PHARMA LIMITED
UNIT VI: Sy.N0.329/39 & 329/47, Chitkul Village,
Patancheru Mandal, Medak District, Telangana state,
India

AUROBINDO

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, Medak Disfrict, Telangana state, 502307 India

Number of Manufacturing Authorization: 78/MD/AP/S6/F/B/R
EudraGMP reference number: FIMEA/2019/000085

Product STUAGC10 Strength/Potency//CEFUROXIME A.R. No. 06FP23000590
Code Dosage form AXETIL TABLETS
500 mg
Batch Size [190000 Tablets Mfg. Date Apr-2023 Exp. Date |Mar-2026
19000 Pack
Batch No. |OQUATB23012B Specification No. FPS/STUAGC10-0-0 1|Pack 10 tablets in blister pack,
1 blister in cardboard box

4 Uniformity of dosage units (By weight 2.6 Not more than 15
variation) Acceptance value (AV)

5 Dissolution (By UV) Minimum: 91 % Not less than 75 % (Q) of the

Maximum: 94 % labeled amount of Cefuroxime
Average: 93 % (C16H16N408S) is dissolved in
45 minutes

5 Uniformity of Dosage Form (By Mass 2.6 Not more than 15
Variation) Acceptance Value (AV)

6 Related Substances (%m/m, By HPLC)

6.1 Individual Known Related Substances

6.1.1 |Methoxyiminofurylacetic acid (MIFA) Below LOQ Not more than 0.10

6.1.2 |Cefuroxime acid 0.12 Not more than 0.50

6.1.3 [Cefuroxime lactone Below LOQ Not more than 0.10

6.1.4 |Cefuroxime Axetil (Delta)3-lsomers 0.155 Not more than 1.50

6.1.5 [Cefuroxime Axetil Anti Isomers or E- 0.245 Not more than 1.00
Isomers

6.1.6 |Di-Alpha-cefuroxime ethyl ether Below LOQ Not more than 0.20
(Diastereoisomer-1)

6.1.7 |Di-Alpha-cefuroxime ethyl ether 0.13 Not more than 0.20
(Diastereoisomer-2)

6.1.8 |Di-Alpha-cefuroxime ethyl ether Below LOQ Not more than 0.20
(Diastereoisomer-3)

6.2 |Any individual unknown related compound(.085 Not more than 0.10

6.3 [Total related substances 0.57 Not more than 3.00

Remarks: APPROVED (Sample Conforms to above Specification)
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AUROBINDO PHARMA LIMITED
;) UNIT VI: Sy.N0.329/39 & 329/47, Chitkul Village,
AUROBINDO Patancheru Mandal, Me?:gig)lstnct, Telangana state,

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, Medak Disfrict, Telangana state, 502307 India

Number of Manufacturing Authorization: 78/MD/AP/S6/F/B/R
EudraGMP reference number: FIMEA/2019/000085

Product STUAGC10 Strength/Potency//CEFUROXIME A.R. No. 06FP23000590
Code Dosage form AXETIL TABLETS
500 mg
Batch Size [190000 Tablets Mfg. Date Apr-2023 Exp. Date |Mar-2026
19000 Pack
Batch No. |OQUATB23012B Specification No. FPS/STUAGC10-0-0 1|Pack 10 tablets in blister pack,
1 blister in cardboard box

7 }Assay (By HPLC)
Each uncoated tablet contains Cefuroxime
Axetil equivalent to cefuroxime
(C16H16N408S)
in mg 497 98 mg 475.00-525.00
Labeled Amount 99.6 % 95.0-105.0
Water (By KF) 1.89 % m/m Not more than 4.0% m/m
Microbial contamination
Total Aerobic Microbial Count (TAMC) Less than 10 cfu/g Not more than 1000 cfu/g
Total combined Yeasts/Moulds count
(TYMC) Less than 10 cfu/g Not more than 100 cfu/g
Specified micro-organisms: [
Escherichia coli Absent Must be absent.
10 Identification of Titanium Dioxide Orange colour is produced with  |When hydrogen peroxide
hydrogen peroxide solution is added, a yellow or
orange color is formed.

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.
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