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HEPAUTIKCITYKBA
JEPKABHA CJYKBA 3 JIKAPCBKHAX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMH Y KMIBCHKIN OBJIACTI

npocnekT Banepig lo6aHoscbkoro, 51, M. Kuis, 03110, ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €J[PI10Y 37078774
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ITAHTOIIPA3OJI-I'ETEPO

{HaliMEHYBAHHA JNIKapCbKoro 3acofy ariane 3 peecrpauliiiM AOCBIAUEHHAM )
Taby1eTKH, racTpopesucTedTHI 10 40 mr no 10 rabuertok y daictepi; no 3 0jaicrepu B
KAPTOHHIHE KOpo0i

sk .'. "
Lo L.
'._'_'_.vh:md-'a. P LI

(opma BHNIVCKY, JIO3YBAHHESA, BUJL AAKYBaHHA iKapchkoro 3acody)
Homep peecrpauiitnoro noceiztcuus UA/16116/01/02 erpox aii peectpauiiitoro nocsiguenns 04.07.2023.
Cepis dikapchroro 3acody Ne PAN22492A KiaukicTs BBe3eHOTo nikapeskoro 3acoby 19800

BrpoGHuk ['etepo Jlabz JlimiTen, Inais
(HaiiMenVBaHHSA BHPOOHHKA [HKAPCLKOTO 3acody, KpalHa [10OXOTAHCHHS)

Baeszeno B Ykpainy TOBAPHCTRO 3 00OMEKEHOK BIANOBLIAN bHicTI0 "AMAPOKC
FOKPEHH JIIMITE/A", inenT. xon: 43687709
(paitvenysanug Ta xo 3a € APTIOY ropuanunoi ocodn abo NpisBHILE, iM'a, 00 6arbkosi
$iznuHol ocobit - NEANPUEMIE, TT MICHE DPOKUBAHHA T4 peccTpatiiHUil HoMep 00IIKOBOL.
KapTKH NNaTHHKA NOJATKIB a00 CEPld Ta HOMCP 1aCOPTa)

R e - E

Tpotokoa sisyanasiore Kowrpomo in 08.12.2022 N 3261/1.

Jlaboparopuuid aHan3 akeCTi AKApCLKOTro 3acody 3aiiCHEHHIH!

JIIT "LentpansHa nabopaTopis 3 ananisy sxkocTi NiKapcbKUX 3aC00IB 1 MeUYHOT MpoayKuii"
(M.Kuis, Byn. Kyapsieceka 10r m.Kuie, Byn. Kyapsiscska 8B Kuiseska o6nacTs, ¢. HoBi
llerpisui, Byn. IBana ®panka, 19)

(HafiMEeHyBAHHA Ta MiCUE3HAXOKEH A NalopaTopii, Lo nposena nabopaTtopH#Ail ananis skocTi)
BHCHOBOK LIO0 SKOCT] NIKapeLKoro 3acoby, Bumannii naGoparopieio sia 29.12.2022 No 2328
PesyneTari 1abopatopHoro aHATI3Y AKOCTI NiKapehKOTo 3acoby 3a NepeRipeHUMHU NokazHUkaMy BIANOBIAAIOTH
BHMOTAM METOIB KOHTPOJIO AKOCTI (@HANTITHUHO-HOPMATHBHOT JIOKYMEHTALT),

3a. pesyJbTaTaMM  ACPKABHOTO KOHTPOJIO BCTAHOBICHO, 110 JIKApCLKKWM 3acid  BBe3cHO. B YKpalHYy 3

JAOTPHMAHHSM BHMOr 3aKOHOABCTB 111010 3a0€3MICUCHHS AKOCTI] JIIKAPChKKX 3a¢00IB.
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HETERD LABS LIMITED

(UNIT - V) SEZ. {UNIT-1)

seters Corporate”, 7-2-A2, Ingustrial Estaies,

Sanath Nagar, Hyderabad - 500 018, T.S, INDHA.

Tel | 91-40-23704923/24/25, Fax : 91-40:23704926, 25714250,
a-mall | contacti@nesters.com,
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CERTIFICATE OF ANALYSIS
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- o - Ceprudikar . Nﬂ' %%rg}{mgﬂﬁ Cropinka 135

"&Ianufﬁcturnwmuntw | India
Jepmapa-gupodnuk: | Tnnis

Product name: | PANTOPRAZOLE-HETERO |
Hazsa ppoayxuii: | HAHTOHOPA3ZOJ-TETEPG

ey R A i

thm%enncai FOIim: ; Fastmwmmsmm tablets

Jhikapebka cpﬂpuzr _TA0NCTKH TACTPOPLINCTEHTHE

SH&HGIEW}{}’{MC?
( JIA IV AKTHBHICT I

[ pacimmn‘_,
Bt i poamip ynakosxn:

CeCRBINIAPATY)

PR "? PR

Type and size'of -

00 10 Tadnerok y aicrepi; no 3 Gaicrepn B.kapronHil KOpooNi 3

E tablet contains: 40 mg pantopr azole {‘15 sodinm sesquihiydrate).
- } Tabaerka MicTHTe: 40 Mr nawronpasoay (¥ BRIIBLAL HAHTOOPAZCHRY HATPIR

10 tablets in a blister; 3 blisters in a carton box with Ukrainian langmge
iabehng
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Batch N{;,:

Batch Size:

packs

emis No. | PAN22492; SRR 20000
Cepist No: _ooamipeepti | VIRKOBOK |
Vitg. Date: E Expiry Date: ] )
JIaTa supobnmiraa: | 09/2022 JaTa sakingenns Tepminy (8/2024 Sy
- s mpMAATHOCYR: v -
: p . . % \’?1 ] . h
| RLﬂl:tmnmi Certrilc te UA/16116/01/02 | fijd upﬂtﬁ. 04 U"" 2073 I
Peccrpaniiine pocsigaennn: |~ e Heme oy
: A, Lot . . s ahe Limite E . P
Manufacturer name: | Hetere Labs Limited 1 License No.: S0/MIN/AP/2009/F/R
L Halivenygannn pnpobnuxa: | 1 erepo Jias limiren Jigenzist Ne: |

- Unit-V, Block ¥V and V-4, TSILC - Formulation SEZ, S. Nos 439, -Mf} 441 & 458
- Polepally Village, Jadcherla Mandal, Telangana State, 509301, India
Mlicnesnaxoaxenssi: s i{}m’l-‘v’ };:lﬁh V V A, T(II{ - @epm&ammn CF3 ( J\‘_Nn 459 440 441 1458,-_ |

.t Location: |

-—n ey

[validity: 08.02.2024
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(,f}rzaiusmn on wnf’rmatmn r:}f GMP Ce; t;f"cate ?\n.‘* 024/2022/CMIP

BHLHUH’TH\ N10/10 Ny rRepAMenns ¢ LPIHC}J”\HT‘ HBII M‘ .

Analysis prﬂtedure ruu}ts
S e D EIYABTATY OPOBEACHAN ABANEY. o]
| QUALITY :
' Sr.N. | PARAMETER/ SPECIFICATION /  RESULTS/ |
Newi MOKAZHUKU BUMOTH MKH PEIYIABTATH g
1 I)ewnpimn Release and Shelj-life : i
: e : Yellow to pale vellow. oval. bidonvex. | Yellow coloured. oval.  biconvex.
gastro resistant (ablets imprined “HI267 7 gastro. desistant lablets  imprimed
L on one side with black ink and plain on © “HI26 on one side with black ink and
sther side. s plain on other side.
J’?};cr KIVERY e HIEPITTH BPudamisocing -
. : - T acipopesucTeHTH TabieTRH Bi;;_; {-'751'(:’3"'p'ij;jézmt"rtﬁ*rﬁ'i TAOACTRA
§ SKOBTOFO 40 CRITHO-JKOBYOPD KONGODY. HOBTCIO ROMBLOPY, OBANbHI,. |
]  GBAMIBHI, ABOOTYKAL, 3 MAPKVBAHHAM J.‘.uaf:}{jﬂ}?'ic.i'fi;_.':'=; MAPKYBAHINM  HOPHIHM
| _ MODRUM  UOPIMAOM 3 OHHGIC  GOKY | HOPHHIOM % OaHOre -SOKy «H126» 1
] «H 1265 1 FRAZeRbKI 3 THIOro GoKy: ©raapeHski 3 iHWoro Goxy.
i :
i

Heterotabsitd:
Factory : SN0 439,440, 441 & 458, TSHC-Formulation SEZ, Polepaily (V).

Sadcherla (M), Mahabubnagar {Dist) - 509301 INDIA

Py 0u V) D418 05

\ Tepmin an: |
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{deuntification
- a. By UV
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HETERO UARS LIMITED

HINIT - V) SEZ {UNIT-)

“Htatero- Corporate”, 7-2-A2, Industriz! Estates,

Sanathy Nagar, Hydeérabad - 500 018, 7.5, iINDIA.

Tel : Q1 40-23704923/24/25, Fax . 91-40-23704926, 25714250,
e-mail corwtact@hewm,mmf

b By HPLC

Ihﬂlilﬂ

b Meiod BEPX

- Releuse

* The UV absorption spectrum of the

sample sojution 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.
- that. 1 the
chromatogram of the standard seluton, as-

- shouid

correspond 10

obtatned in the Assav.

pu smryexy

VA rpagioncToBRE COEKTD NOrAUHAHES
sHRPODYBAHOT) POIUHHY MaC NOKA3YBaTH
| MAKCHMYMHU IPH THX K€ JOBKHHAX .

- XBHb, HIO | CHEXTD CTAHAGPTHORO

poBHBEY.
Yac YIPpHMYRAIHE OCHORHOTO IHKY Ha.
POYHURY |
NOBHHCH BIANOBLIATH YACY YTPHMYRAHHA ©
XPOMATOIPaMy
CTALLAAPTHOIO PO3HMHHY, OTPUMAHOTC TP -

XPpOMaTOrpami. BUNpOOYBadoro

CCHOBHOTC ﬂ’!l{}‘ 1%

KINBKICHOMY BH3IHAUCHHI

3 Average weight
- {mass)
- Cepesns maca
4 . Water eontent
By KB
- Bouaa
. (Mertoa K.

C Bisseiufion

{By UV}

- feded

Sfzpee

C{ON

it Hui achtorie acid.

. \'.

1000 .mi. Paddle.

1106 RPM)

Duffer stage:

{pH 6.8 Phosphate

butfer, 1800 mi.
Paddh,_ 1600 RPMY

Metero Labs Lid.
Factory., SN0 439, 440, 441 & 458, TSHC-Formulation SEZ, Polepsally (V]

Jadcheria

M}, Mahabubnagar(fist)

Release

- 206.40 mg + 4%

(198.14 mg - 214.65 ig)

Tiny sunyeky

F206.40 My = 4%

(198,14 mr— 214,65 ar)

TRelease: Ebh{—’ff ;z;e:

gNm nore than 8.0 %) Not more than
in/in 9.0 % m/m

Alpu sunvery:
; -
g He Ginbie 8,0%

i

5

}xrff ase and Sh{*/j‘ f’f}'ﬁ

an more

i A

“The retention time of the major peak
in the chromatogrant of the

solution, as obtained in the Assay.
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IE ¢ UV absorption spectrum of the

~sample solution exhibits maxima at
the same wavelerrgths as that of

standard salution.

sample:
soluticn corresponds 1o that i the |
chromatogram  of  the  suandard |

ViiirpadioneTosuii cnekTy
ROTHMNAHHS BHAPOOYBAHOTY
POHUILY TOKAZYE MAKCHMYMH 11DH
CPHX K JORAKMHAX XBIUL, 110 |
CIIRKTH CTAHAAPTHOTD PO3YUHY.
Uac yTpuMyBanHs OCHOBHOTO NIKY
HA xpi}mam:'paﬁ?i BUOPODYBAHOTO i
POIYMIY BLAMOBLIGE Hacy
YTPUMYBAHHS OCHOBHOIQ DIKY HA i
XPOMATOrpaMI CTaHaapTHOTO

< Ho mepain
L IpUdamnoCIn
i He G

At 1B 50 SRR AR A0 e ok 8 102 et oo L sl e

¢ 9.0% |

'i{in}{ILEfD"wﬁf By UIHANCHH .

DO3YKHHY, OTPHMEHOTO fIDK

2038.68 mg

20868 mr

A v A v v e

4.1 %

e than |
cf Pas ET{*pldz’{‘iL (CioHisFaN-OuSYy s

{iisboncd 1 2 hours.

Not less than 75% of the fabeled amount

i
|
L

of Pantoprazele (CiehisFaN104S) i
dissoived 1 45 minutes.

0% of the labeled amount. 1

96 %
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E( Meron Yd)

K zfi:.'r.;fﬁ HIHL CHINIODT.
(0,1 1 posim
CRMCOTY
‘ﬂnpﬁwbﬁommmu

i_!{}f}i_ ML TIPHAAL 3

JEOTEY TR,

H100 06/xe)

5 yie VHE CTI) E'sf'_
{hochaTani

gs:n, HEPHWH PO3-

apn-pH 6.8, 1000 vif,
IPHIAL 3 IONATTIO

. b Uniformity of
dosage unifs

: {By HPLC)

'_ Acceplance value

(L)

OFHOPIRHICTS

' HO3OBANHX
oamuuus
{metan BEPX).
MaxkoumasbHo
IpUAYCTHME
MpUHMBILHE YUCIS

(L1

{By HPLC)

Related compoond A
Related componnd B
| Related compound D
| &F

1 Maximun stnglc
1ounkgown impurity

< Total impurities

L CYIYTRI A0MIEHICH
| (veron BEPX)

1 Howmitxu A

- Homiwkw B

i Homtnxe D& F

T MBKC. 0AuHUYHA.

| neinenTrudikopana
| LOMIWIKA

| Cyma nominok
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Hetero Lale Ltd.

Factory | SN0 439, 440, 441 & 458, TSHC-Formuiation SEZ, Polepaiy | R LAy
mabubragar {Dist) - 809301 INDIA -

Jadcheria {M), Ma

HETERO LABS LIMITELD

(URHT - V) SEZ (UNIT-1)

“Metaro Corporate”, 7-2-A2 iridustrial Estates,

Sanath Nagar; Hyderabad - 500 018, T.5, INDIA.

Tei: 91:40 2X70492R/24/28, Fax - N-4C-23704826, 237147250,
e-miath ; contac@hetero.com,.
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He ouibind 10% Rif 3a31YCHOTO BMICTY
nanronpatony (CieHisFaN045)
POIUMHACTECH 38 2 TORNHE,

S 7550 B SATHAYCHGED
'E:;-‘x—“i ey napronpazony (CraHisFeNOS)
POBUMAESETLER 33 45 XBMIHH.

YT
L

R”u"!‘}{’ | .
- Notmore than 150

I GunyeRy 44

LT 4

+ i

H i. LE

: . |

. He Bummine 1500 i i

E‘ .

7 Related Subst:am.ﬁ-

m ——r——— -

L Not.more than 6.3 %

B e s s s v

| HeOmbwe 1O

e Butbie 0.2 %

Ry{’{-—‘c;iﬁ ;g;d ‘;,F;,-g[; ”ﬂf _, z

017 Yam/m
Not detecied

Yy m
1M

Normore than 0.5 %

Nt more than 3.5 % m/m Below LOQ {LOQ = 0.050%m/n)

styliore than 2. %% m/m Not detected

Normore than 1.0 %% ovm O Yemidim

[Ipersunvesy. i e DI BpUGSnmine

0T %
He RUARNSHO
Hioxdge MKB (MKB =0

He Oinsine 1.5 %'
He Qiawine 0,39

He O sLe ) ?" O50%)
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Fat:.to ry C SNG f-39 G40, 447 ZA5E, TSHC S Farmuiation SEZ. Polepally | I‘
Jadcherla M}, Mahabubnagar '|Dibt;-" S5CGO30VINDIA
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(By HPLC)

{Each gastro-résistant

-tablet contains
. Pantoprazole sodiuim
sesquihydrate

‘equivalent to

Pantoprazole __
f(: w5 FaN=(4S)
‘mg

(%) Labeled anount

Kinugicne
BHIHAMCHHE
{(meron BEPX)
Koxna ractpo-
PE3HCTCHTHE TabHETKy
MICTHTD

AHTONPAZOAY HaTPIo-

cecurirapary
CKRIBANEHTHO
1aRTORpa3ony

Release dird Shelf-life

38,00 42.00
950 -105.0

Tt GUasiony g Iepyiin RpusaninoCsi

{CigHisFaN3O4S), B Ml‘ "38 00 - 42.00

f% TAIHALCHOL
;_mm,;«:m ri

\fimmbml{}wma!
- examination®
Total aerebic
“microbial count
{TAMCY:
Totai comibined veast:

fand molds count.
S(TYMCY:
L Escherichia cofi

© Mikpo6iosoriens
©yperora
3aranpHe YHCAO
aepobanx

5 MIKDOOPTHHITMIB
H{TAMCY:

33; ANBHE YHETIG
fip DKIDKEBHX T
IEL HCHSBUX FDHOIR.

HTYMO),
Escherichia coli

H
i

1

e '\.-\Mv\.i FEYEEEIER)

i — s g S AR

9‘* O-1050

Rm’e ase and she ;if ffﬁ*

Not more than 1000 ¢fu

Notmore than |

' Should be absent

F T T iUy S S SR S - Ut O P apuvape et S

HE QUIBLIC

f?pf.f IHVORY

TORVOIT

pe opwe 0P KYOn
Mae Oy BacYTHA B | g

Certificate No.: |
t;f_t_a_p'nu}}iﬂsfa‘ E\'E:

00 cfuperg

{1 PN T GRINGETH

HETERC LABS LIMITED
(LINFT - V) SEZ (UNIT-)
"Hetaro Corporate”, 7-2-42, industrial Estates,
Sanatih Nagar, Hyderabiad - 500 08, T.S, INDIA
Tl D-&0-25704923 /24425, Fax  91-40-23704926, 23714250,
s-rnail - contact@heterc.com,
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HETERO LABS LIMITED

(UNIT - V) SEZ [UNIT-)

“Hetgro Cofparate”, 7-2-A2, Industnal betates,

‘Sanath Nagar, Hyderabad - 500 018, T.S, INDIA.

Tel  O1-40-28734923/24/25, Fax_i:9%40—23?"049}26;23?!)'-'1-25{3.
e-mail rcontacti@hetern.com,
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19 | Identification of | Release
- colourant @ |
i A. Titanmium dioxide | A pale vellow colour 1o orange colour’| A ,a[f yellow -colour fo -orange
“should develop immediately. o -u}hnn dexc'nps immediately.
B Iron oxide A red colourshounld develop which dogs A red colour develops which does’;
- not disappear upon addition of dilute ! not disappear upon addition of dilute.
- Inewrndixanis - hydrochloric acid hydrochloric acid
 fapBRUKa (@) Hpu sunyery |
- A) Tarany piokenn | Konip  sig 671a0 SKOBTOMO. 40 Koiip »in  6Gnigo xoBTOrO O
NOMAPAHMSBOIO TIOBMBEH OPOABASTHCY | novapanuesorod NPORBAKCTHCA |
HETaHno. L neraino. 1
Hepnou#il ROMNp NOBKMHCH TIPOSRIITATY, Yepronhit KOTIP NPOABAATHCS, AKHIT
| AKWI  HE  NOBUMEH  BHUKETH TPV | ye 3nexaTe npu N0OAABAHH]
] | JIOAABATIHI DOBBEAEHON COMBHIOT KUCAOTH | PO3BEACHGT SONAHOT KHCAOTH
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§j'Labeluw Should Lcmn;}f}nd to the re qun{,mu**
+ Maprypanns of MQC. |
[Torunito pianosiaaTy sunMoras MK,

Complies
Bigrmoriaac

A

L B P P TR

1. . . B
. E\..vmwmmuwmﬁwmav- e e
: ;

cr e e e e e emme S e e

* Packaging Should cor respond to ‘the IEL]m:emenh
- Makysanns of MQC. o Complies
. Neoprnuo siariosinaty susoras MK, - Bianosiaac
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L herchy cer tify that the above iformation is authentic ond wecurate. This batch of product has been
manufactiored, including packagingfabeling and guality control at the abovementioned site in full compliance g
veith the Gbﬂ”} f(quﬁfx{;’ﬁ?@?"fé H{f the local _R{fgif:{ff{}i'_]z -ffzfif,f{,}f’f{j and with the ._ﬂpecgfn;;j;f;u;; avetilable in : :
registration dossier. The batch processing, packaging and analysis records were reviewed and found to be in :
complicnce with GMP.

L. s 3a0si09yI0. 140 HAGEOeHd &unid IHipopatayis ¢ dvcmosiproio. na niownowo: Lo cepio npodyruyil tyao
GUPODHEHO (GRAGHUIONT FURYSATHA/ MQDRYEUHHS) 0 KUNBWOI6 1T AKOCI HU ginye2asHayesiy eupubruni
Oinsrnad fipogedeno v noeniii eionogionocmi 3 guuozas GMP. BCIMGHOSAZHUMY MICHRGUM  DEZVAIMOPHIIM
OPREHONL . AROMK GIORGGIONG 0 CRENLEDIRGUIEL. 1o MICHIINBCS 6 pf-f-m:;m=f;';?ffmn* docse. Jpomoroau
GUPOOH UG, NUKYEATINA 111G GHORIE GV Nepeisanymi ma Geiiinosend sidnosionicny ( TP

e rm s emrmes ¢ e IR TR T TTL AL e b A SA M

— Sy [T TP N,

i‘i anie 1 Anit Kumar Jetti
Position of person authorising the hatch release | Sr.GM-Quality Assurance
Hpuasame | Kawe Anin Kywap
Hﬁi“dgd {}ﬁ"ﬁm! K ‘i BHJ.& 114 J}:Oiﬁh! Hd Bii!i‘«'l“ia tﬁ’pil ISy (_,?te] a{}muetfeﬁm; }IMJL;;

R e

%wmture of persan ﬂmh{arismg the batch release %
Tinmic 0eodn, AKA BUAANA JO3BIT HA BIIYCK cepil

[T |

e A e

Date ufsigﬂa'ture
Hara mignucauns

Hetero Labs bid. |
Factory | S.No 439 440, 447 & 458, TSilC-Formulation SEZ, pO|PD::“"y’
Jadcheria (M} Mahabubnagar (Dist) - 509301 INDIA




