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CERTIFICATE OI' ANALYSIS
CEPTUPIKAT JKOCTI
Certificate No.: Page [ of 6
Cepradikar Ne: SSFP20003314 Cropinka 136
Product name: PANTOPRAZOLE-HETERO Manufacturing country: | India
Hazga apoayruii: HAHTOIIPA3OJI—I‘ETEPQ Hepxasa-supoGanx: | Innix

Pharmaceutical

Gastro-resistant tablets

Cuna aitfakrieriers:

form:
Jlikapeoka dopma: | radaericn CICTPOPE3IUCT CHTHI
Strength/potency: 1 tablet contains: 40 mg pantoprazole {as sodium sesquibydrate),

I Tabrerica MieTirs: 40 Mr RaHTonpazosy {y surasai BaNTONPA30AY BaTpiie
ceciepirigpary)

Type and size of

10 tablets in a blister; 3 blisters in a cardbox with Ukrainian lIanguage Iabeling

packaging;
Bux i posmip | no 10 tabnerox ¥ Baicrepi; no 3 Gxicrepn 8 KapToHniii xopabui 3
YOAKORKH: | MAPKYBAHHAM YKPATHCLKOIO MOBOI0 , o -
n Y« i . .
Ba‘m_x No.: PAN20070C Bai} h S"ZE {944g DPachs
Cepist No: Poamip cepii: YNRKOBOX
g Dafe; Lxpir 5 —
Miz Date 02/1010 ' Expiry Daxt.e 01/2022
|t supativiinrna: Ha ca saxiygenng YepMusy NPHARTIIOCTE)
egisierats -erifi . ali 3
hegiaestion Certificate: [ o0 0 Valid upto: | o\ o0 5092
Pecerpauiitise nocsinuenms: Hificie no:
Manufacturer name: | Hetero Labs Limited License No.:
HaiimMenysanin supobunka: Ierepo Ja63 Jimiten Jlinenzis No: SO/MN/AP2009/F/R

Lacation:

Micueanaxomenisa:

Unit-V, Block V and V-A, TSIIC - Formulation SEZ, S. Nos 439, 440,441 & 458,
Polepally Village, Jadcherla Mandal, Telangana State, 509301, India

10uir-V, Baox Vi V-4, TCIIC - Gopmy.eiiu CE3, C. NeNa 439, 440, 441 i 458,
-Honenmanni Binenx, Axapuepaa Manpan, Tenanraya Creiir, $09301, lunis

Onne

Conclusion on f:oni‘irmation of GMP ?ertiﬁcate No.: 356/2019/C-1131 va‘lidi‘ré': 25.01.2022
BHEBOBOK HOAG AIATBELKeHHS cepradiicaty HBIT Ne: Tepmin ail;
Analysis procedure results
R PesynnTaTi npoBenenns anaaisy

s, | | QUALITY :
Norr/ I’ARAMISTI'ER/ SPECIFICATION RESULTS

;: DOKA3IHHXKH BHMOYH MXH PE3YILTATH

AKOCT1 .
1 Description Yellow to pale yellow, oval, biconvex, | Yellow, oval, blconvex, gastro

gastro resistant 1ablets imprinted “H126”
on one side with black ink and plain on

resistant tablets imprinted “M126” on
one side with black ink and plain on

other side. other side,
IactpopesncrenTii 1a0lierxn i | Tacrpopesucrentri Tabnerky
HOBTOrO JI0 CBITNO-KOBTOIO KOMBbOPY, | JOBTOro KOnLOpY, OBANLHI,

OBANLHI, ABOONYKIM, 3 MAPKYBAHHAM
MOPHIM NOPHMACM 3 oAHOrO  Goky
«HI26% i rnanenbki 3 innoro Soxy.

ABOONYKII, 3 MAPKYBAUBIM YOPHUM
HOPHMIOM 3 CHHOES Goky «HI26% i
rAAIeRbKI 3 iBworo Goky.

@’? G, 705 77 fff 910, A0
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2 Identification
4. By Uy

b. By HPLC

Lnenrndinanis
a. Memod Y@

b. Memoo BEPX

Release

The UV absorption speetrum of
the samnple solution should exhibit
maxima at the same wavelengths
as that of standard solution,

The retention time of the major
peak in the chromatogram of the
sample solution shouid
correspond to  that in the
chromatogram of the standard
solution, as obtained in the Assay.

Ipu sunyey

Yapepadionetosnit cnekp

DO MBS BINPOGYBAHOPO
POIUHIY M€ HOKA3YBATH
MaKCUMYMH NIPK THX KE
JIOBKHHEAX XBUAE, IO | CriexTp
CTAHAAPTHOTO POZYMHY.

Yac yrpHMyBadmHs OCHOBHOTO
niky Ha Xpomarorpami
BunpoGyBanoro PO3UMHY
NOBHHEH  BiANOBiZaTH  wacy
YTPUMYBaHHA OCHOBHOrC 1iky Ha
Xpomarorpami CTaHJIAPTHOTO
PO3YMHY,  OTPMMAHOTO  NIpH
KISTEKICHOMY BH3HAUCHH].

Compllcs

Complies

Blunosinae

Binnosisae

3 Average weight (mass)

Cepennst maca

Release
206 40 mp + 4%
(198.14 mg - 214.65 mg)

Ipu sunycxy
206,40 mrL 4%
(198,14 vr - 214,65 wr)

209.66 mg

209.66 M1

4 Water content
(By KF)

Bona :
(Meron K. ®iwepa)

———-

Release: Shelf-life:

Not more than
8.0 % m/m
TIpu grmyerye:
He Ginplue
8,0%

Not more than
2.0 % n/in

Ha mepatin
npudaniacni:
He Ginvme 9,0%

56%
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5 Disselution
(By UV)
doid stage
(0.IN Uydiochlotlc acid, {Not more than }0% of the iabeled
1000 mi, Paddle, 100 amount of Pantoprazole 0%
RPM) {CigH 15F2N304S) is dissolved in 2
hours.
Buffer stage
(pH 6.8 Phosphate buffer,
1000 ml, Paddle, 100 Not less than 75% of the labeled
RPM) amount of Pantoprazole 97 %
(CiHisPaN3048) is dissolved in
45 minutas,
5 Posunnenun
(Meron Y)
Kucnomuna emadia. He 6inswe 10% sin 3a3snavedoro
(0,1 H pozuun xucnoTy BMICTY nanTonpasony
xnopueresoanesot, 1000 | (CigHisFaN3048) posuntserses 3a 0%
M7, APHAAZ, 3 BONATTIO, 2 roxuyy,
100 o6/xB)
Bypepra cmadisn ;t;g?ﬁ;:g;ﬁ;ﬁ;;&“aqeHom
(Gocharsuii Gydepni (CieHi1sF2N3048) posunnsernes 3a
pos- 45 xBunyg 97 %
yuH pH 6.8, 1000 ma, )
TIPHITAZ 3 SIONATTIO
6 | Uniformity of dosage Release
units
(By HPLC) Acceptance Not more than 15.0
vatue (L}
Onmnopiguicrs Ipu sunyexy
RO30BANUX ORRNIUDL
{meron BEPX) 5.6
Maxcumannuo

NPHIYCTHME ApiiMantHe
weno (L1)

' He inuume 15,0
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7 Related substances
{By HPLC)
Related compound A Not more than 0.5 % m/m 0.18 %m/m
Related compound B Not more thas 0.3 % 1o/t Not Detected
Related compound D & F | Not more than 0.5 % m/m Below LOQ (LOQ = 0.050%m/m)
Maximum single
unknown impurity Not more than 0.2 % m/m Below Disregard limit (DL =
0.05%m/m)
Total impurities Not more than 1.0 % m/m 0.18 %m/m
CynyTai nomimin
(meTox BEPX)
Jlonimxn A ue Ginene 0,8 % 0.18%
Homim B we GinLwe 0,3 % He sustibueno
Homiwsa D & 7 He Bluenie 0,5 % [axae MKB (MKB =
Maxe. oxnupuna 0.050%:m/m)
HeinenTudixopana
DOMiwKa se Gimse 0,2 % Huxeve mexi Busenenns (MB =
0.05%m/m)
Cyma nomimox He Ginvwe 1,0 % 0.18 %m/imm
Assay Release and Shelf-life
8 (By HPLC)
Each gastro-resistant tablet
confains Pantoprazole
sodium sesquibiydrate
equlvalent to Pantoprazole
(CiHisF2N5048), in mg 38.00 - 42.00 40.25
(%) Labeled amount 95.0 -105.0 100.6
Kinvicicre pisnaveris
(meror BEPX)
Koxxna racrpo-
pesncrentya Tabnerka
MICTUTL TaHTONPA3ORY
HATPIO CecKuir pary
CKBIBANEHTHO
NaHTONpazony
(CreHisFaN;048), B Mr - | 38.00 - 42.00 40.25
% 3a3HaueHol KinLKoCT 95.0-105.0 100.6
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9 Identification
colourant @
A. Titanium dioxide

B. Iron oxide

of

Release

A pale yellow colour ta orange
colour should develop
immediately,

A red colour should develop
which does not disappear upon
addition of dilute hydrochloric
acid

Complies

Complies

% | Ineurndinauis
Gapsanka @
Aj TuTtany pioxecnx

B) Okcun saniza

pu sunyery

Konip ®ix 6ninc xontoro mo
HOMAPAHMEROT O HouBHen
TIPOADNATHCS HEraifus.

Yeppouuii xonip NOBHHEH
NIPOABIIATHCS, SKME HEe noBMHEH
3HHKATH npu HopaBaxyi
PO3BENEHOT CONTHOT KHCROTH

Bimosigae

Binnosinac

Labeling
Mapxysanus

Should correspond to the
requirements of MQC.
[oBurno BinnoBinaTi BuMoran
MK4.

Coruplies

Binnosinac

Packaging
Marxypannus

Should correspond to the
requirements of MQC.
Iorunno signosinars sumoraM
MK,

Complies

Binnosinae
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I hereby certify that the above information is authentic and accurate

This telt of pruduet has been
manyfactured, including

packaging/labeling and quality contrul uf the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specification
available in registration dossier. The batch processing, packaging and analysis records were reviewed
and found to be in compliance with GMP.

Hum 5 3aceiduypio, wo nagedena auuge indhoprayin ¢ docmogipioIo ma moustalo. Lo cepiio npodyryiy
Byno supobaero (armouarouu naxysauns/mapyeanus) ma xowmpons i scocnii wa suwesasnavenii
supobHuniit dinvruyi nposedeno Y nosuiii eionosidnocmi 3 eumozam GMP, ecmarioenenunmy Micyeguat

. PecyhsmopiusM opzanom, a markosc @idnosione do enewu@inayil, wo sicmumven a peecmpayiiincay
doeve. Hpomokonu  eupoSuuymaa, NURYGURNR na auanisie Gyno nepeanswymo ma gomanceseno
gionoeionicms GMP.

Name
Position of person authorising the batch release
pi3snuge

Tlocana ocoBu, sica BHAAAA KO3IBIN HA RHNYCK cepil

Abburi Naresh

DGM Quality Assurance
AG66ypi Hapewn
3abesneuenns sxocri DGM

Signature of person authorising the batch release
Hipmrte ocobn, sca Brxana gossin wa BARYCK cepil

02-07-2020/
02-07-2020

Date of signature
Mara pinnucanug
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BUCHORBOK
APO HKICTE BBeseHOro B ¥ kpaimy JliKapcLKoro 3aco0y

07.09.2020 Ne 41979/20/19

IIAHTOIIPASOJI—FETEPO
(raiiMenynanng IK8PCEKOrO 3aC06Y 3T{IHO 3 peecTparifnmg TocBi e M)
Tadaerkn, TacTpopesacrentui mo 40 mr mo 10 Tabxerox ¥y Guicrepi; mo 3 Guicrepn B
KapTonHHiH Kopo6ni
(dopma BHITYCKY, JO3YDawILs, BION [ Y IO AREPCLIOLO sacoby)

Homep peectpanittnoro nocninues UA/16116/01/02 CTPOK Tl peecTpartitivot o tocklnserug 04,07 2022

Cepist nixapcexoro sacoGy Ne PAN20070C Kimexicts BBezenoro TMKAPCEKOro 3acoby 180
BHpo6HmKk ~Terepo Jla6s Jliviten, Tais
(naitvenypanmg BHPOOHHKA NlikapeLKoro 3acoby, xpaina TOXOIDKEHHS)
Baesero B Vipainy ToBaprncrso 3 o0Mexenor BiInoBiNanbgRicTIO "EC DAPMA", izenr.
xop: 37193045

(HaitvenyBauns ta koX sa CIIPIIOY ropramaror 0coGH abo npisaume, iM'g, 10 GaTbroB] Gizmanot
0co0H ~ miznpuemns, i Miche BpoxuBamus ta DPeecTpaniiinmit Homep obnikonot KapTHy IAaTHHK:
nouarkis abo cepix ta HOMep macnopra)

IIporokon Biavankuore korTpamo sin 19.08.2020 x: 2647/4.

Jaboparopumit agams AKOCTI MKapCrkoro saco 6y satiicEeHmit:

HII "Hentpamsaa naboparopis 3 AHATIZY SKOCTi TiKapChKux 3ac06is i MEIHYHOT mpogyKuii”
_(M.Kuis, By Kyapsecrka 10r)

(maitveRyBammg 12 MicHesnaxomkermy naboparopii, mo npoBeaa naboparopuuii ananiz AKOCTi)

Brucrosok moxno sxocri IKAPCEKOYO 32006y, Runanmii nabopatopiero nix 04.09.2020 No 2607

Pesymerary JIabopatoprora AHATIZY mKOCTI JKAPCBKOIO 3acoBy sa TNSPERIPEHEMH MOKA3HHKAMHE BiXOOBIAaI0TL
BHMOTaM METO/IiB KOBTPOIIO TKOCT] (aaani'rmuo-HopMamnui‘ HOXyMenTaniy).

3a PE3ynbTaTaMu  mepxarmoro KOHIpOMO  BeTaHoOBNeHo, mgo TiKapChKEit  3aci6 BBE30LIO B Vikpaiuy 3
AOTPMMAHHAM Brvor SaKOHOMABCTRA OO 3ale3neenns sxocri THXAPCHKHX 32C06iE.

97— Onmexciti CONOMPAN

HC) (imintanm Ta Tpi3BHINE)
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