JAEPXKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaii Ceitnnunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kon €/IPTIOY 37079055

BUCHOBOK
Npo AKICTHL BBE3eHOro B YKpainy JikapcbKoro 3acoby

13.12.2024 Ne 67271/24/26

TOIIPA3
(nalimenyBanus Jlikapcbkoro 3aco0y 3riJiHO 3 peecTpauiitHuM NnoceideHHaM)
Tabaerku racrpopesucrenTHi, 20 mr; no 10 Tabaerok y 6Jicrepi; mo 3 Guicrepn y kapToHHii
Kopooui
(hopma BunycKy, 103y BaHHA, BHJ NaKyBanHs Jikapcbkoro 3acoby)

Howmep peectpauiitnoro nocsiauenns UA/16735/01/02 crpok aif peectpauiiinoro nocsinuenns 05.06.2025

Cepisn nikapcbkoro 3acoby Ne Kinskicts BBesenoro nikapeskoro saco6y 10000
KQM2401020D
Bupobuuk Aypobingo ®Papma JIta, @opmyneiimn I0niT XV, Inais
(naiimenyBanns pupobumka nikapchkoro 3acoby, KpaiHa NoOX0IKEHHS)
Bee3eHo B Ykpainy Tosapuctso 3 oomexenoo BianopigansnicTio "BYCT ®APMA", incut.
xon: 44107410

(naiimenysanns Ta koa 3a €JIPIIOY opuauunoi ocobu abo npissuie, im's, no 6arekosi disuunol
0cobu - nianpHemMus, ii MicLe NpoxkuUBaHug Ta peccTpaiiiuuit Homep 061iKoBOT KapTKH NIATHHKA
nojarkis abo cepis Ta HOMEp nacnopra)

IMpoTokoa Bizyansnoro kontpomio sin 12.09.2024 Nz 2892/2.

JlaGoparopHuii anani3 AKocTi Nikapcbkoro 3acoby 3ailicHeHuii:

JlaGopatopis 3 KoHTpomo sAKocTi Jiikapeskux 3acob6is TOB "JIOBPOBYT-JIIKUJIAB" (M. Kuis, By1.
Hosropoa-Cisepcbka, Oy /1.3, HOKHTIOBI NpuMileHHs 92) - S

(HalimenyBanns Ta Micuesnaxopkenns naGoparopii, uo nposena saboparopuuit aHanis 9KocTi)
e
BHCHOBOK LOJI0 AKOCTI JlikapchKkoro 3acoby, Buaanuii naGoparopieio sin 07.10.2024 Ne 1485-24

PesynbTaTi 1a6opaTopHOro aHajlisy SKOCTi Nikapcbkoro 3acoby 3a nepeBipeHHMH NOKa3HHKaMH BIANOBIZAOTH
BHMOTaM METOIIB KOHTPOMIO AKOCTI (aHaNiTH4HO-HOPMATHBHOT IOKYMEHTaLT).

3a pe3y/bTaTaMH ICPKABHOTO KOHTPOJIO BCTAHOBJIEHO, WO JlikapehKitji3aci6 Beeseno B Yikpainy 3 10TP HMAaHHAM

BHMOT 3aKOHO/IABCTBA 11010 3a6e3neyeHHs AKOCTi JiKapCbKHX 3aC0

COBIB T
2RI T g
hY

Mukona XOJIOJIEHKO

(nianuc) (iniuianm Ta npissuiue) 1w




JlaGopaTopist 3 KOHTPOJIIO AKOCTI JIiKapecbKHX 3ac00iB
TOB "JOBPOBYT-JIIKHJIAB"

Medicines Quality Control Laboratory
LLC “DOBROBUT-LIKYLAB”

Ykpaina , 03153, m. Kuie, syn. Hoeropoa-Cieepcbka, Bya.3, HexnTnoei npumiwenys 92, 097-0300797

BucHoBok moa0 sikoceri Ne 1485-24 Bin 07.10.2024

TOTTPA3 rabnetku ractpopesuctentHi, 20 mr; no 10 tabnerok y Gnicrepi;

Hasas npenapary: no 3 Guicrepu y KapToHHiH kopodui

PeecTpauiiinnii Homep: 1485-24
BupoGuuurso: Aypo6inno Papma Jlimiten - IOHiT VII, THais
Homep cepi: KQM2401020D
Posmip naprii Bia sikol BiniGpano 10000
Ipa3oK:
Tepmin npuaaTHocTi: 0372027
TOBAPHUCTBO 3 OEMEXEHOI BIANOBIJAJILHICTIO "BYCT
Biniopano/ogepxano Bia: DAPMA", Anteunuii cknan Ne 2, M. Kuis, Byn. Enekrpukis, OyanHok 3,
nosepx 1, nitepa A, rpyna npumiuieHs Ne 5
JlaTa oaepikaHus: 26.09.2024
Bua kourposo: Hanpasnenns TIC na naGoparopuuii ananis (902)
AHJ (MK5, ecneundikanir), MKA no PIT Ne UA/16735/01/02
BiNOBiAHO 10 AKOT NPOBOAHTHLCH
aHajis:
Hoxaznuxu Bumozu AHJ Pezyavmam
Onue CBIT/I0-KOBTOr0 KOJIbOPY, OBAJIbHI ABOAKOOMNYKII, MAAAKI 3 Binnosinae
000X CTOPiH, BKPHTI KHIIEYHO-PO3UHHHOIO 000NOHKOIO
TabneTku
InenTudikauis Yac yTrpuMyBaHHA OCHOBHOTO MiKy Ha XpoMaTorpami Bianosinae

BUMPOGOBYBAHOTO PO3YHHY Ma€ CMIBMA/IATH 3 YACOM
YTPHMYBaHHS OCHOBHOTO MiKy Ha XpoMaTorpami
CTaHIApPTHOTO po3uuHy, oTpuMaHoro npu "KinkkicHomy

BH3HAYCHHI"
Cepenns maca 100,32 mr +/-5.0 % (95,30 mr - 105.33 mr) 100.40 mr
Posnananus 1. Cranis - [ BincyTHicTs TabAeTOK 3 03HaKaMK NoWKO/DKCHHA  Bianoginac

abo pyiHyBaHHa dparmenTis 060N0HKH, KPIM (pparMenTis

TIOKPHTTS

2. Crapnis - I He Ginbiue 60 XBuiuH 16 xB
KinbkicHe BU3HAYEHHA 18,0 Mr - 21,0 Mr 20.6 mr
VnakoBka 3riano sumor MK Bianosinae
MapkypaHHs 3riHO BUMOr TEKCTY MapKyBaHHS Binnosinac
BUCHOBKH: Iepesipenuii 3paszok TOINPA3 tabnetkn ractpopesuctenTHi, 20 mr; no 10 Tabnerok y

Onictepi; no 3 Haictepu y kaprouHii kopobui cepii KQM2401020D pupobuuraa
Aypobinao ®apma Jlimiten - IOuiT VII, Inpia sianosinac sumoram MKA no PIT Ne
UA/16735/01/02 3a naue,mcuumfil%bge NoKasHUKaAMH
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CEPTU®IKAT AHATI3Y
(TOTOBUU NPOAYKT)

>

A

AUROBINDO

Hassa npogykty: TOTPA3, TabneTku ractpopesucteHTHI, 20 mr no 10 TabneTok y 6nictepi; Mo 3 6nictepu B KAPTOHHIN NauLi

Kpaina-imnoptep: YKPATHA

Homep peectpauiiiHoro nocsiguenns: UA/16735/01/02

HA3BA TA AZIPECA BUPOBHMKA (1B)/BUPOBHUKA(IB) — BUPOBHUYOI AbHULI(Lb):
Aypobingo ®apma Jltg, Popmyneitn OHiT XV, MaoTt Ne17A, E.Bonanri (Binagk), Mapasaga (Mangan), BicakxanatHam AHpxpa
Mpapgew, 531021, IHaia

Homep possony Ha supobuuyrso: 14/VSP/AP/2015/F/R

K iy STKQISROO C.Hﬂafal{THBHICbe I'IAHTA.I'IPASOJ'I racrpopesu- | \ o 15EP24002920
nikapcbKa popma cTeHTHi TabneTku no 20 mr
Posipcapii | o000 mOnerox | flam KBITEHb-2024 Tepmin | e pE3EHB-2027
25 000 ynaxkosoK BUTrOTOB/NIEHHA npUaaTHOCTI
10 Tab 6ni i;
No. cepii KQM2401020D Ne cneundiraujii | FPS/STKQLR00-0 Ynakoska | o ooneroRy balcTep!
no 3 6nicrepu B nauuy,i
Ne TECT Pesynbtatun Cneuudpikauin
1 |Onuc CRiTno-KoBTOro Komnbopy, OBarnbHi [BoO- | CBITNO-XOBTOrO KONbLOPY, OBarnkbHi OBOO-
nykni, magki 3 obox cTopiH, BKPWTI KMLWKO- [ NyKni, rmagki 3 obox cTopiH, BKPWTI KULLIKO-
BOPO34MHHOK 0bonoHkoo Tabnetku BOPO34MHHOO 060MnoHKow TabneTkn
2 | lgeHTUdpikadia
2.1 | Metog BEPX Yac yTpMMyBaHHS OCHOBHOIO MiKy Ha Xpo- [ Yac yTpvMyBaHHS OCHOBHOrO Mika Ha
mMarorpami BUNpobyBaHOro po34vHy Bif- | XpomaTorpami  BUNPOBYBAaHOrO  PO34MHY
noeifae TakoMy Ha Xpomartorpami CTaHa- | MOBWMHEH BiAnoBigaTu Yacy yTpUMYBaHHS
PTHOMO PO34MHY, WO oTpumMaHo npu «Kinb- | Ha xpomaTtorpami CTaHOAPTHOTO PO34MHY,
KiICHOMY BW3Ha4YEeHHiI». wo otpumaHo npu «KinekicHomy BW3Ha-
YEeHHI».
22 |Yo Abcopbuiiuin Yd-cnektp posdnHy 3paska | AbcopbuiiiHuia Y®-cnekTp po3ynHy 3paska
OEMOHCTPYE MaKCUMyMM Ta MIHIMyMM Ha [ ABMOHCTPYE MaKCUMyMW Ta MiHIMyMU Ha
Til camiil QOBXWHI XBWNI, WO i CNeKTp po- | Tiik camiidi JOBKWHI XBWMI, WO i CNekKTp po-
34MHy poboYoro ctaHA4apTHA MaHTOMpPas3o0- | 34MHy pobo4oro cTaHAapTHa MaHTonpaso-
Ny HaTpilo ceckeirigpara. ny HaTpito ceckeirigpara.
3 | CepepHs Bara (Maca) (wur) 99,77mr 100,32mr + 5% (95,30mr - 105,33mr)
4 |Bopa (meToa K® 5,25% m/m He 6inbuwe 9,0% m/m
5 |MYac po3snagy
5.1 |Crapia-180,1NHCL 3a2ro- |>ogHa TabneTka He Mae cnigjis TpilLmMH oaHa Tabnetka He mae cnigie TpiLWH
OVHN abo posnagy, kpim pparMeHTiB NokpuTTa | abo po3nagy, Kpim pparmMeHTiB NOKpUTTS
Cragia - Il y smiwaHomy ¢goc- | Mikimym: 24:35 xBunuH :
22 cpaTHOMY BYcpepi pH 6,80 Makcumym: 26:10 xBunumH Fler SinEe B XenruH
6 | Po3uMHeHHA (MeTogom BEPX)

6.1 Crapgifa KuUcnoTHoro cepepo- 1% He 6inbwe 10% 3asHa4eHol KinbkocTi
" |suwa-B0,1N HCL S NaHTONpa3ory PO34YUHAETECH 33 2 rogWHK
6.2 Crapin 6ydepa npu pH 6,8 92 He meHwe 80% (Q) 3a3HaqeHOl KiNbKOCTI

- (1]

doccpaTHNin Bycpep

naHToNpasony po3qnHAeTLCA 3a 60 xB.

MpumiTka: CXBAJIEHO (3pa3ok BignoBifac HaBeAeHiH BULLe cneyuundikaLii)
Po3mip ynakoBku: 10Tabn x 36nicT

MigrotoBneHo BammapaBenni. BanakpillHa | 3aTBepaxeHo BYHHAMATNA.CACUOXAP
Oarta 26 bepesnsa 2024 p. 10:52 Qata 27 TpaBHA 2024 p. 17:26
HappykosaHo: Mawmiginni Bimana HapgpykoBaHo: 11 YyepBHA 2024 p. | Konia Ne: 3

16:43 CtopiHka Ne: 1s3

MpumiTKa. LlelA [OKyMeHT Oyno cTBOpeHO B eNeKTpoHHOMY BUINAAI Ta AikcHUiA 6e3 nignucy.

CIN : L24239TG1986PLC015190

AUROBINDO PHARMA LIMITED

PAN No. AABCA7366H

Corp. Dff.: Galaxy, Floors: 22-24, Plot No.1, Survey No. 83/1, Hyderabad Knowledge City, Raidurg Panmaktha, Ranga Reddy District, Hydersbad - 500 032, Telangana, India.

Email: info@aurobindo.com Website: www.aurobindo.com

Tel : +81 40 6672 5000 | 6672 1200 Fax : +91 40 6707 4044,
Regd. Dff.: Plot No. 2, Maithrivihar, Ameerpet, Hyderabad - 500 038, Telangana, India. Tel : 9140 2373 6370/ 2374 7340 Fax : +91 40 2374 1080 | 2374 BB33
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CEPTU®IKAT AHAMNI3Y AUROBINDO

(TOTOBWW MPOAYKT)

Hassa npogykty: TOTPA3, TabneTku ractpopesucteHTHI, 20 mr no 10 TabneTok y 6nictepi; Mo 3 6nictepu B KAPTOHHIN NauLi

Kpaina-imnoptep: YKPATHA

Homep peectpauiiiHoro nocsiguenns: UA/16735/01/02

HA3BA TA AZIPECA BUPOBHMKA (1B)/BUPOBHUKA(IB) — BUPOBHUYOI AbHULI(Lb):
Aypobingo ®apma Jltg, Popmyneitn OHiT XV, MaoTt Ne17A, E.Bonanri (Binagk), Mapasaga (Mangan), BicakxanatHam AHpxpa
Mpapgew, 531021, IHaia

Homep possony Ha supobuuyrso: 14/VSP/AP/2015/F/R

K iy STKQISROO C.Hﬂafal{THBHICbe I'IAHTA.I'IPASOJ'I racrpopesu- | \ o 15EP24002920
nikapcbKa popma cTeHTHi TabneTku no 20 mr
Posipcapii | o000 mOnerox | flam KBITEHb-2024 Tepmin | e pE3EHB-2027
25 000 ynaxkosoK BUTrOTOB/NIEHHA npUaaTHOCTI
No. cepii KQM2401020D Ne cneundiraujii | FPS/STKQLR00-0 Yomuompn, | P2 L0cmmOnROR  Enlcrep;
no 3 6nicrepu B nauuy,i
OpnHopiaHICTL Ao30BaHUX ogu- (4.5 He 6inbwe 15,0
7 |Huub (MeToOM NpAMOro BU-
3HauyeHHA) MpuimMmanbHe Yucno
(AV)
8 CynposiaHi gomiwiku (MeTtoq
BEPX)
8.1 |IlHouBigyanbHi Bigomi 4OMILLKK
8.1.1 | NaHTonpa3son N-okcupg 0,01% m/m He 6inbwe 0,15% m/m
MaHTonpason cynbgoH (EBp.P o ; o
8.1.2 Dowmilka A) 0,06% mim He Ginbwe 0,30% m/m
Bynb-AKa iIHAMBiOyanbHa HeBi- 0 ! 0
8.2 [lOMa cynpoBigHa AoMilKa 0,07% m/m He Ginbwe 0,20% m/m
8.3 3aranbHa KinbKicTb cynposig- B0 He 6i o
3| hux nomitoK ,19% m/m e Ginbwe 1,0% m/m
KinbKicHe BU3Ha4yeHHA (MeTop,
% |BEPX)
KoxHa racTpope3ncTeHTHa
9.1 TabneTtka MiCTUTb NaHTONpaso- 10.8 180210
| ny HaTpito cecksirigparty, ekBi- 'O MP i
BaneHTHO NaHTonpa3sony (y Mr)
9.2 | (%) HoMiHanbHOI KinbKocTi 99,0% 95,0-105,0%
o . [Mpu gopaeaxHi TiouwiaHaTy amMoHilo crno- [Mpw gopgaeaHHi TioyiaHaTy amoHito cno-
10 IneHTUdpikaLin 6apBHUKIB (3a- | crepiraeTbcst Hac4eHo-4YepBOHe 3abapB- | CTepiraeTbca Hacu4eHo-YepBoHe 3abape-
nisa okcupg) NEeHHS, ike He PYHYETLCS NPW A0AABaHHI | NMEHHS, AKe He pYIHYETLCS NPU OOAABaHHI
po3baBneHnx MiHepansHUX KUCMoT. po3baeneHnx MiHeparbHUX KUCIOT.

MpumiTka: CXBAJIEHO (3pa3ok BignoBifac HaBeAeHiH BULLe cneyuundikaLii)
Po3mip ynakoBku: 10Tabn x 36nicT

MigrotoBneHo BammapaBenni. BanakpillHa | 3aTBepaxeHo BYHHAMATNA.CACUOXAP
Oarta 26 bepesnsa 2024 p. 10:52 Qata 27 TpaBHA 2024 p. 17:26
HappykosaHo: Mawmiginni Bimana HapgpykoBaHo: 11 YyepBHA 2024 p. | Konia Ne: 3

16:43 CTopiHka Ne: 233

MpumiTKa. LlelA [OKyMeHT Oyno cTBOpeHO B eNeKTpoHHOMY BUINAAI Ta AikcHUiA 6e3 nignucy.

CIN : L24239TG1986PLC015190 AURUBINDU PHARMA LIMI‘I’ED PAN No. AABCA7366H

Corp. Dff.: Galaxy, Floors: 22-24, Plot No.1, Survey No. 83/1, Hyderabad Knowledge City, Raidurg Panmaktha, Ranga Reddy District, Hydersbad - 500 032, Telangana, India.
Tel : +91 40 6672 5000 [ 6672 1200 Fax : +91 40 6707 4044.
Regd. D1f.: Plot No. 2, Maithrivihar, Ameerpet, Hyderabad - 500 038, Telangana, India. Tel : +9140 2373 6370/ 2374 7340 Fax : +91 40 2374 1080 | 2374 6833
Email: infoaurobindo.com Website: www.aurobindo.com
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CEPTU®IKAT AHAMNI3Y AUROBINDO

(TOTOBWW MPOAYKT)

Hassa npogykty: TOTPA3, TabneTku ractpopesucteHTHI, 20 mr no 10 TabneTok y 6nictepi; Mo 3 6nictepu B KAPTOHHIN NauLi

Kpaina-imnoptep: YKPATHA

Homep peectpauiiiHoro nocsiguenns: UA/16735/01/02

HA3BA TA AZIPECA BUPOBHMKA (1B)/BUPOBHUKA(IB) — BUPOBHUYOI AbHULI(Lb):
Aypobingo ®apma Jltg, Popmyneitn OHiT XV, MaoTt Ne17A, E.Bonanri (Binagk), Mapasaga (Mangan), BicakxanatHam AHpxpa
Mpapgew, 531021, IHaia

Homep possony Ha supobuuyrso: 14/VSP/AP/2015/F/R

K iy STKQISROO C.Hﬂafal{THBHICbe I'IAHTA.I'IPASOJ'I racrpopesu- | \ o 15EP24002920
nikapcbKa popma | creHTHI Tabnetku no 20 mr
Posipcapii | o000 mOnerox | flam KBITEHb-2024 Tepmin | e pE3EHB-2027
25 000 ynaxkosoK BUTrOTOB/NIEHHA npUaaTHOCTI
10 rab. 6ni i;
No. cepii KQM2401020D Ne cneundiraujii | FPS/STKQLR00-0 Ynakoska | o ooneroRy balcTep!
no 3 6nicrepu B nauuy,i

11 | MikpoGionoriyHa 4y1ucToTa
11.1 | 3aranbHa KinbkKicTb aepobHMX MiKpo- | MeHwe 10 KYO/r He Binbwe 1000 KYO/r
opraHismis (TAMC)
11.2 | 3aranbHa KinbKicTb ApikmxoBux / nni- | Menwe 10 KYOIr He Binbwe 100 KYO/r
ceHeBUX rpubis (TYMC)
11.3 | OKpeMi MiKpoopraHismu: BigcyTHi Matots ByTu BigcyTHi B 1rp
Escherichia Coli

3afBa npo cepTudikaliro

UMM MM 3acsifjuyemo, L0 HaBe[eHa BMWLle iH(opmauia € OOCTOBIpHOKW Ta ToyHol. LA naptia npoaykty 6yna
BUpoOneHa/BUroToBlieHa, BKMOYa4u nakyBaHHA/MapKyBaHHA Ta KOHTpPOMNb SAKOCTI Ha BMLie3asHadyeHOMY Micli B
noBHIA BignoBigHocTi Ao BuMor GMP MicleBoro perynatopHoro opraHy Ta [o cneuudikaliid y peecTpauiiHUX
[OKyMeHTax KpaiHu-imnopTtepa. 3anvcu npo BUpoO6HULTBO cepiil, NaKkyBaHHA Ta aHanis Oynu nepesipeHi Ta BU3HaHI
Takumm, Wo eignosigatote GMP.

MpumiTka: CXBAJIEHO (3pa3ok BignoBifac HaBeAeHiH BULLe cneyuundikaLii)
Po3mip ynakoBku: 10Tabn x 36nicT

MigrotoBneHo BammapaBenni. BanakpillHa | 3aTBepaxeHo BYHHAMATNA.CACUOXAP
Oarta 26 bepesHs 2024 p. 10:52 Qata 27 TpaBHA 2024 p. 17:26
HappykosaHo: Mawmiginni Bimana HapgpykoBaHo: 11 YyepBHA 2024 p. | Konia Ne: 3

16:43 CrtopiHka Ne: 333

MpumiTKa. LlelA [OKyMeHT Oyno cTBOpeHO B eNeKTpoHHOMY BUINAAI Ta AikcHUiA 6e3 nignucy.

CIN : L24239TG1986PLC015190 AURUBINDU PHARMA LIMITED PAN No. AABCA7366H

Corp. Dff.: Galaxy, Floors: 22-24, Plot No.1, Survey No. 83/1, Hyderabad Knowledge City, Raidurg Panmaktha, Ranga Reddy District, Hydersbad - 500 032, Telangana, India.
Tel : +91 40 6672 5000 [ 6672 1200 Fax : +91 40 6707 4044.
Regd. Off.: Plot No. 2, Maithrivihar, Ameerpet, Hyderahad - 500 038, Telangana, India. Tel : + 9140 2373 6370/ 2374 7340 Fax : +91 40 2374 1080 [ 2374 6833
Email: info@aurobindo.com Website: www.aurobindo.com
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AUROBINDO

CERTIFICATE OF ANALYSIS
(FINISHED PRODUCT)

Product name: TOPRAZ, gastro resistant tablets 20 mg, 10 tablets in blister; 3 blisters in carboard box
Importing Country: Ukraine

Marketing authorization Number: UA/16735/01/02

NAME AND ADDRESS OF FABRICATOR(S)/MANUFACTURER(S)-MANUFACTURING SITE (S): Aurobindo
Pharma Ltd, Formulation Unit XV, Plot No. 17A, E. Bonangi (Village), Parawada (Mandal), Visakhapatnam,
Andhra Pradesh, 531021, India

Number of Manufacturing Authorization: 14/VSP/AP/2015/F/R

Product STKQ1SR00 Strength/Potency/Dosage PANTAPRAZOLE, A.R.No. | 15FP24002920
Code form gastro resistant
tablets 20 mg
Batch 750000 tablets Mfg. Date APR-2024 Exp. MAR-2027
Size | 25 000 packs . Date
Batch No. | KQM2401020D Specification number FPS/STKQ1R00-0 Pack 10 x 3's Blister
pack
S.No TEST RESULT SPECIFICATION
1 Description Light yellow colored, enteric coated, oval Light yellow colored, enteric coated, oval
biconvex tablets plain on the both the sides biconvex tablets plain on the both the sides
2 Identification
21 By HPLC The retention time of the major peak in the The retention time of the major peak in the
chromatogram of the sample solution chromatogram of the sample solution
corresponds to that in the chromatogram of corresponds to that in the chromatogram of
the standard solution, as obtained in Assay. | the standard solution, as obtained in Assay.
2.2 By UV The UV absorption spectrum of the sample The UV absorption spectrum of the sample
solution exhibits maxima and minima at the solution exhibits maxima and minima at the
same wavelength as that of Pantoprazole same wavelength as that of Pantoprazole
sodium sesquihydrate working standard sodium sesquihydrate working standard
spectrum. spectrum.
3 Average mass 99.77 mg 100.32 mg £ 5% (95.30 mg — 105.33 mg)
4 Water (By KF) 5.25 %m/m Not more than 9.0% m/m
] Disintegration Time
51 Stage-1in 0.INHCL | No tablets shows sings of cracks or | No tablets shows sings of cracks or
for 2 hours disintegration apart from fragments of coating | disintegration apart from fragments of
coating
5.2 Stage -l in mixed Minimum : 24:35 minutes Not more than 60 minutes
phosphate buffer pH Maximum : 26:10 minutes
6.80
6 Dissolution (By HPLC)
6.1 For Acid stage - in 1% Not more than 10% of the labeled amount of
0.1N HCL Pantoprazole is dissolved after 2 hours

Remarks: APPROVED (Sample Conforms to above Specification)

Pack size: 10x3’s »
Prepared By Vammaravelli. Balakrishna Approved By VUNNAMATLA.SASIDHAR
Date Mar 26 2024 10:52AM Date May 27 2024 5:26PM
Printed by: Mamidilli.Vimala Printed on: Jun 11 2024 Copy No.: 3
4:43PM Page No.: 1 of 2

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

CIN : L24239TG1986PLCO15190 AURUBINDO PHARMA LIMITED PAN No. AABCA7366H

Corp. Off.: Galaxy, Floors: 22-24, Plot No.1, Survey No. 83/1, Hyderabad Knowledge City, Raidurg Panmaktha, Ranga Reddy District, Hyderabad - 500 032, Telangana, India.
Tel : +91 40 6672 5000 | 6672 1200 Fax : +91 40 6707 4044,
Regd. Off.: Plot No. 2, Maithrivihar, Ameerpet, Hyderabad - 500 038, Telangana, India. Tel : +91 40 2373 6370 | 2374 7340 Fax : +91 40 2374 1080/ 2374 6833
Email: infoaurobindo.com Website: www.aurobindo.com
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AUROBINDO

Product name: TOPRAZ, gastro resistant tablets 20 mg, 10 tablets in blister; 3 blisters in carboard box
_Importing Country: Ukraine
Marketing authorization Number: UA/16735/01/02
NAME AND ADDRESS OF FABRICATOR(S)/MANUFACTURER(S)-MANUFACTURING SITE (S): Aurobindo
Pharma Ltd, Formulation Unit XV, Plot No. 17A, E. Bonangi (Village), Parawada (Mandal), Visakhapatnam,
Andhra Pradesh, 531021, India
Number of Manufacturing Authorization: 14/VSP/AP/2015/FIR
Product STKQ1SR00 Strength/Potency/Dosage PANTAPRAZOLE, A.R.No. | 15FP24002920
Code form gastro resistant
tablets 20 mg
Batch 750000 tablets Mfg. Date APR-2024 Exp. MAR-2027
Size 25 000 packs Date
Batch No. | KQM2401020D Specification number FPS/ISTKQ1R00-0 Pack 10 x 3's Blister
pack
S.No TEST RESULT SPECIFICATION
6.2 For Buffer stage in pH 6.8 92% Not less that 80% (Q) of the labeled
Phosphate buffer amount of pantoprazole is dissolved in
60 minutes
7 Uniformity of Dosage Units (By 4.5 Not more than 15.0
Content Uniformity) Acceptance
Value (AV)
8 Related Substances (By HPLC)
8.1 Individual known related substances
8.1.1 | Pantoprazole N-Oxide 0.01% m/m Not more than 0.15% m/m
8.1.2 | Pantoprazole Sulfone (Ph.Eur. 0.06% m/m Not more than 0.30% m/m
Impurity A)
8.2 Any Individual Unknown Related 0.07% m/m Not more than 0.20% m/m
Substance
8.3 Total Related Substances 0.19% m/m Not more than 1.0% m/m
9 Assay (By HPLC)
9.1 Each gastro resistant tablet contains 19.8 mg 19.0-21.0
pantoprazole sodium sesquihydrate
equivalent to pantoprazole (in mg)
9.2 (%) Labeled Amount 99.0% 95.0-105.0%
10 Identification of colourants (Iron A deep red coloration with A deep red coloration with ammonium
oxide) ammonium thiocyanate and it is not | thiocyanate and it is not destroyed by
destroyed by dilute minerals acids. dilute minerals acids
11 Microbial Contamination
111 Total aerobic microbial count Less than 10 cfu/g Not more than 1000 cfu/g
(TAMC)
11.2 Total Combined Yeasts / Moulds Less than 10 cfu/g Not more than 100 cfu/g
Count (TYMC)
113 Specified Micro-Organisms Absent Must be absentin 1g
Escherichia Coli

We hereby certify that the above information is authentic and accurate. This lot of product has
been fabricated/manufactured, including packaging/labeling and quality control at the above-
mentioned site in full compliance with the GMP requirements of the local Regulatory Authority
and with the specification 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)
Pack size: 10x3's

Prepared By Vammaravelli. Balakrishna Approved By VUNNAMATLA.SASIDHAR
Date Mar 26 2024 10:52AM Date May 27 2024 5:26PM
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Corp. Off.: Galaxy, Floors: 22-24, Plot No.1, Survey No. 83/1, Hyderabad Knowledge City, Raidurg Panmaktha, Ranga Reddy District, Hyderabad - 500 032, Telangana, India.
Tel: +981 406672 5000 / 6672 1200 Fax : +91 40 6707 4044.
Regd. Off.: Plot No. 2, Maithrivihar, Ameerpet, Hyderahad - 500 038, Telangana, India. Tel : +91 40 2373 6370 | 2374 7340 Fax : +81 40 2374 1080 | 2374 6833
Email: info@aurobindo.com Website: www.aurobindo.com
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