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CERTIFICATYE OF QUALITY
CEPTH®IKAT SIKOCT]

— e gt vap 1 frome 5

Product: OMEZ, capsales 20 mg Ne30 (10 % 3) in blisters
Hpoaywr: OMEZY kaneyms no 20 mr Ne 30 (10x3) y GnicTepax
I Capsule contains: Omeprazole 20 mg

i rancyan sictirn: Ovenpasony 20 sr

Bateh / Cepiu No: B24D0763

Kpatua-supobnu: Tuina

Batch Quantity / O6°cy napTii: 66113 packs / 66113 i
YHARCGREN ] . o
Date of Analysis/ Jata nunpo6ysanns: 27~l!§-_2ﬁﬁf"f
| patc of Expiry/ Tepmiu apuaarnocri: OT,QOZZQT:M o
Valid £ill / Jificne ao: unlimited / neoGmewenio

| Date of Manufacture / Tara BHpODHINTBA: D2/2024
Registration certificate / Pecerpanifivoro nocigvennn M
| NeUA235/02/01 S -
Lgfdnlr of MOH: Nu 1212 dated: 30.05.2019 / Haxas MO3 Yipainn: Ne 1212 gin 30.05.2019 e ,
ESi;zlnH;ype of the package / Poimip ra Tan nakysanms: 10 capsules in blister; 3 blisters per carton with lahelling in
Ukrainian /

10 wancyn y Gnicvepi; 3 GaicTepn v
MapKYBAHHAM YRPATHCLICO0 MOBOID

Dr. Reddy's Laboratories Lid., FTO - 11
Survey No. 42p, 43, 44p, 45p, 46p, 33, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri Distriet -
500090, Telangana State, India, No 63/ RR/APIOE/F/IR

A-p Peani’e Jlaboparopic Jlta, @TO - IL inbonns Ne 42p,
43, d44p, 4Sp, 46p, 53, 54, 83, ¢ Bauynasii, Bauynani
Maupan, okpyr Meauan Manwaijiripi - 500090, urtar !
Tenauirauna, lnais, jlisensiz No 63/RR/AP/‘)6/F‘/li_

Analytical Report/ Ananfrmenad suir Ne: 30050 P2A000765

Kopobui 2

Name, address and numbers of the licenses of manufacture
and quality control/ Haitsenyranns, afapecs Ta HOMep
Aeasiy sHpofHRE 12 KOHTDOTIO FKGCTI!

b _

Ne ‘ Test/ Teer Resuls / PesyantaTu Specification / Cneuudiranisn j
1o Description / Onue "2 size hard gelatin capsule shells with | 2 size hard gelatine capsule shells with |
: colowrless (ransparent body and pink | colourless transparent  body and  pink |
coloured  transparent cap, having | coloured transparent cap, having “OMEZ |
“OMEZ” imprinting on both body and | imprinting on both body and cap and filled |
cap and filled with white pellets. with white to off white pellets / Trepai ,
| ¢ Teepai wenatHHos APO30PL Kancyau | skenaTHHOBI Ipe3opi Kancym poesMipon 2, 3 |
i PUIMIPOM 2, 3 MapxyEaUHAM OMEZ, 3 | mMapryramnsm OMEZ, 5 GesBapruium
GesbapsruM  kopnycom Ta POMSENM | KOPOYGOM T2 POKEBHM KOBNAUKOM. BMicy |
KOBNZUKOM.  BmicT wancysm -~ 6ini | kancyn - 6iii a6o matixe 611 nenern.
REACTH,
2. | ldentification / inewtndikamia | I T '_;;{jiﬁ{é ) UV__ébsoi:'btiorl spectra of  bath

a) UV spectrophetometry
method / MeTon V-
cocktpohoTemerpit

b} By Liquid chromatography /
METOA plANHHGY XpoMAaTorpadii

A

Complies as prescribed / Bignogiaae
BHMOTaM

Cemplies as prescribed / Bignorinae
BHMOTEM

standard  and sample preparation  shall
exhibit maxima at the same wavclength, /
Ydr-cnentpu BHNTPOBORYBaHOIO Ta
CTRHAAPTIIONG  DOJYKHIB  AOBMHA]  nard
MAKCHMYMH 1PV OIHAKOBIT 10 B™MHAT Xpi,
b} The retention time of the major peak of
omeprazole in the chromatogram af the
sample preparation should correspend to the
peak of omeprazole in the chromatogram of
the standard preparation, / Uac YTpHMYBAHS
HiKY, AKKI BiANOBIAE OMenpasoay, Ha
xpomarorpaMi BnpoboRysatoro POBYHHY
MAE BIANOBIRATH vacy YIPUMaIa fiky

oMe gyﬁz‘p’@mi
By
v/

Remarks: The product confirms 10 above specifications
Yipuvivea: Mponykr sinnosinae BullesalHayvediii caetndikanii

Dacumem Checked by / [Tepesipus:
N.V. Krishna / Quality control- Tear ;
Member t

Prepared by / Tecryrag;
D. Latha / Quality control- Team Member

1.,%(;,

Sign & Date/ Hinrme/fara: 28-03-2024
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CERTIFICATE OF QUALITY

S
Dr.Reddy’s Q3¢

CEPTHOIKAT AKOCTI

Pagert cog 2 from/s &

‘ Product: OM EZ, capsules 20 myg No30 (10 % 3) in blisters
Mpogywr: OMEIY iy no 20 mr Mo 30 (10x3) y Gaicrepax
 Capsule eontains: Omeprazole 20 mg

! iancyaa wieren: Omenpasocry 20 mr_
Batch / Cepin No: B2400763

Country of manufaciurer: India
Kpatua-supotinge: Ingin

Batcl{ Guantity / O(’;’;ﬁ;- f]ﬁpTii‘; 66117313"&; f65£13

| Anaiyiical Report / Awairuannii asir Nes 300 FP24000769

Date of Analysis/ lata srupoGypain: 27-03-2024

Date of Manufacture / lava supoSunirtsa; 02/2024

|
!
f
YHRKOBKN ’

Date of Expiry/ Tepsin npuparnocriz 01/2027

Registration certificate / PeeeTpauiitnoro nocsinacsng Ne-
NeUA/235/62/01

Valid till / Jifiene no: unlimited / neoGmenmeiio

Order of MOH:

Size anid type of the package / PbsMEp TATHD naKysantia:

2 1212 dated: 30.05.2019 / Haxas MO3 Yepainn: X

1212 nin 36.05.2019

10 eapsules in blister; 3 blisters per carton with labelling in ;
Ukrainian / :
10 kaneya vy 6nictepi; 3 GaicTepH 3
MAPKRYBRHHIM YKAHCLROI0 MOBOID

Ropofini 3

Name, address and nuunbers of the licenses of manufacture
and quality control / Halimenysauns, aapeea Ta HoMep
Jtinensiy Brpodiniica ta KOHTPOIO SIKGCTE:

b S

Dr. Reddy's Laboratorices Ltd., FTO- i
Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India, Ne 63/RR/AP/O6/F/R :
A-p Peani’e JJadeparopic Jra, ®TO - 1L, Ainvunun Ne 42,
43, 44p, 45p, 446p, 53, 54, 83, o bauynani, Bauyuasai
Manuaas, oxpyr Meawas Mamcairipi - S00090, nrra

Tenanrana, luaiss, Miveusis N 63/RR/AP/Y6/F/R |

]

3. ' Driax-nc“térrr:’}'ﬂaMCTp T
‘ 6.90 MM — 6.09 Mm

)

17.67 mm to 17.78 mm/
V26T mm — 17,78 mm

6.00 mm + .30 mm (Buwcm 5.70 mm and
6.30 mm)/
6.00 5 0.30 8eve (5.70 wnt — 6,30 san)

17.80 mm + 0.50 mm (Between 17.30 mm
and 18.30 mm) /
17.80 = 0.50 mm (17.30 Mivt - 13.30 mm)

3. Averé';g&ei\(f'eﬁgﬁfﬁegﬁﬁs_ Maca 326.0 1“nrgﬁ/r 326.0 M1
6. | Average net fill weight / Capennn
Maca BMICTY KAMCYilh

7. w:i\/;twéi: ; 1_35}1& 1.0% W/w

§
€ | Lossondrying at 60 °Cata
¢ pressure not exceeding 0.7 kPa
1 Tor 4 hours / Brpata & maci npH
nucywysatni {60°C, THek e
nige 3,7 klia HPOTATOM 4 ronuy)

0.9%wiw

2645mg/ 2645 ur

333.0 mg + 7.5% (Between 308.0 mg and |
357.9mg)/
11233 Mr £ 7.5% (308.0 v - 357.9 )
270 mg & ZO.OToﬁBctwécn 243.0 mg and
297.0 mg) /

270 Mr ok 10% (nin 243.0 mr 5o 297.0 M)

Not more than 3.0% wsw / He Sinouse 3.0%

‘Not more than 3.0% wis / He Giuine 3.0%

Remarks: The product confirms to above specifications
Hpumitia: Hponyxr siznoeinae BULIe3azHAYEHII cieuHdikauii

Prepared by / Teerysan;
D. Latha / Quality control- Team Member

L%{ .

Member

Docament Checkedt by / Tepenip:f
NV Krishoa 7 Quality contral- Tear

)

e and Positicn /
1’3 1a Mocauaa;
Assurance- Team

-

.§ign & Date / Hianue/[lara; 28-03-2024




CERTIFICATE OF QUALITY

L 1)
v .Reddy's Q56

CEPTH®IKAT IKOCTI

I Capsule contains: Omeprazole 20 mg
L kancysa micrirs: Omenpazony 20 mr
Batch / Cepin Ne: B2400763

' Plodllc_towﬁ‘l, éay:stlles 20 mg Ne30 (10 x 3} in blisters
Mpogyier: OME3® xcancyau o 20 mr Ne 30 (10x3) y GricTepax

e PR G B fromys 5
Country of monufncturer: India
Kpatua-supobuk: Inuin

Batch Quantity / O6’em naprii: 66113 packs / 66113
YIAKOBKH B

Analytical Report / Ananitaiinii suic No: 2002FP24000760

Date of Analysis/ Jara nunpoﬁysam_q_éé_? 7;:(5!3-:27054:'“ 7

Date of Manu facture / Jara BHpeGauuTRa: 02/2024

Date of Expiry/ Tepmin npuaaruoeri: 012007

| NeUA/0235/02/01

' Registration certificate / Peeetpaniiinoro neesinyenny N

Valid till / Hittene go: unlimited / HeoDMOIKEH O

Order of MOH: N 1212 dated: 30.05.2019 / Haxas MO3 Yupaitn: % 1312 sin 30.05.2019

Size and type of the package / Poamip ra Tun HAKYBAHHY!

10 capsules in blister; 3 blisters per carton with labelling in
Ukrainian /

10 xancyn y  Gaicrepi; 3 Gaicrepn
MAPKYBAHHAM YKPATHCEKOIO MOBOW

¥ xopodni 3

Aineusii BUpofHIKa T2 KOHTPOAIL AKOCT:

e e ——

Name, address and numbers of the licenses of manufacture
and quality control / Haiimenynana, azpeea HOMED

Dr. Reddy's Laboratories Ltd., FTO - 11
Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupaily
Village, Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, Indiza, Ne 63/RR/AP/96/F/R

A-p Peani’c Aaboparopic JIta, OTO — 11, Jinbusiusg Ne
43, ddp, 45p, 46p, 53, 54, 83, Bauynaui, Bavynani
Matyian, okpyr Meauan Masncaiiripi - 500090, wrar
T(‘JlaHT{l‘ila, Inpia, Jlinenzin Ne 63/RR/AP/9{)_/}1R______

9. Uniformity of Weight for net il
weight of capsule / Onnopianicrs
MacH BMicTy Kancyn

|

in pH 6.8 phosphate buffer
{calculated as C|7H§9N3038} !/
Posdunticrs y Sypepromy
pO3YRHI

pH 6,8 (8 nepepaxynny na
CirH N1 O58)

S

10. | Uniformity of daéwzgekﬁﬁi_t-s_ 7 34
QnropinsicTs g030BanMX

i OMARELE S -

i1 ] Dissolution in 0.1 M HCi / 0%, 0%, 0%, 0%, 0%,
Pozunimicrs y
0.1 M pozunui HCH

12. | Dissolution I

96%, 94%, 95%, 92%, 94%, 95%

than two of the individual weights deviare
from the average weight by more than 10%
w/iw and no capsule deviates by mote than
20% wiw. / [lpu seawysanni 20 KanCys
UPHAYCTHMO He Binbwe 2 iHawRinyansunx
Mac 3 BIIXWNEHHAM Bif cepefnnol macu

BiAXIAeHESM Binbitie Wi Ha 20%

AV<150

0% Not more than 10% of Omeprazole is
dissolved after 2 hours / He Ginewe 10%
OMENPa3oNy  pPOZUHHAETHCH  NPOTIFOM 2
roges

Not less than 70% (Q) of the labeled amount

of  Omeprazole  should dissolve  in
30 minutes  /  He Menme 70% Q)
HOMIHANBHOT  KiNhikoCTi OMETIPA30RY  Mac

PO3UHHHTHCE poTAroM 30 XBuiun

Remarks: Tie product confirms to above specifications
 Tpumitka: Tponyicr siunosinae smuesaznasenii o

eungikauit

Prepared by / Tecrysas:
D. Latha / Quality control- Team Member

Lé\/ .

Document Checked by / Mepesipun:
NV, Krishna / Quality contral- e
Member

&

Sign & Date / Hignac/Hara: 28-03-2024

42p,!

th'r-;2(}'wc_aE‘;L]iémsm_ai'réﬁ;i}éﬂiéli{éd:- not more !

Sinbme nik wva 10% Tta nonmoi KaNncyan 3 |

£
i




°®

CERTINICATY, OF QUALITY

B

Cr. Reddy's €@

CEPTHDIKAT AKOCTI

| Praduet: OMEZ, capsules 20 m g Ne30 (16 « 3) in blisters
[

i 4 Capsale contains: Gmeprazole 20 g

| | rancyana sicr HTL: Oarenpasoay 20 mr

~ TCountry of manufacturer: India
! Hpoayier: GVIER® rancyiu no 20 mr Ne 30 (10x3) ¥ furictepay : Kpatua-eupobunk: aaig

i

i
i

¢ Bateh 7 Cepin N 82400763

’MBateh Qt:antri;_y ,-/_05’:.1.1 naprii: 66113 packs 7 6631}3
YHAKOBRU

| N

I_;{;jgf_\-g"é'g1fi{£;3§}jf}£ﬁ}{.iiﬁa_mm spiv Ne: 2002FP24000765

Date of Analysis/ datn BUNPOGYBanns: 27-03-2024

i Date of Manutaeture / Jara BHpoGHHUTEA: 02/2024

Date of Expiry/ Tepmin npunaruocri: 612027 7

i

| Registration certifieate / Pecerpauifinoro noesinucnas No:

Valid 1ill / Niftcue po: unlimited / HeodMeKen o

Order of MOH: N 121

2 dated: 30.05.2019 / Raxcas MO3 Yipatun: No 1213 71 30.053019

Size and type of the package / Pomip 7a vunm nakynanna:

10 capsules in blister; 3
Ukiainian /

1 kaneya y Cmictepl; 3 Gaicrepn ¥
MapKyBanHiM YKPATHCLKOW MOBOTO

Name, address and numbers of the licenses of manufacture
and quality control / Hadéinenysauns, apeca Ta Hontep
Aiueniil supodnmnwra 1a KONTROMO RKOCTT:

- Related substances: T

. 'l‘hghe‘st md.l_v';duai m]p_uuty' L 0.05%
! Fotal impurities / Tomimu: ]

- Hadibinsiof iHANBIYANbHOT
| Cyma domiwox
[ Assay '
| Hach capsule contains
Omeprazole

(calculated as C17H 1oN:048) /
KinbxicHe BH3HAWERAA
OMETIPAz0NY B Karicyi (b
Aepepaxyiicy Ha CiyH1oN;058)

0.1%

2(}.—0"&&65]35[]]6 /
20.0 mr/xancyny
90.9%

Micz'obiologic;ﬁm;iurity I
MikpoGioaorivua uicTora:

a} Total aerobic microbial count /
SATAiBHE KINBKICTL acpofunx
MIKpOOpraHizmin {TAMC)

! b) Total yeasts and mold count /

| BATANBHA KiALKICTL ADIMILKOBHY
| T ILHCHABHX TpUGin (TYMC)

. ) Escherichia coli

|
n

KYO/r

KY O

Less than 10 CFU/g / menuse nix 10

Less than 10 CFU/g / menwe nix 10

Absentin I g/ Biscyrnin | r

Dr. Reddy's Laboratories Ltd, FTO-H

500090, Telangana State, indig, No 63/RiVA PAOGT/R
A-p Penai’e JaBopatopic Jita, TO
43, 44p, 45p, 46p, 53, 54, 83, «.

T

Not more than 0.5% 7 ne Ginhwe 0.5%
Not moare than 2.0% / xe Binbine 2,0%

At the time of release: from 19.0 mg to 21.0
mg (from 95.0% (o 1050% of labeled
amount) :
At the time of stability: from 18.0 mg to
22.0 mg (from 90.0% to 110.0% of labeled

amount} /
t Ha soment sunyeky: nin 19.0 10 21.0 AT
f (i 950 % no 105.0% HOMINaAbHOT

KinbroCTi)
flporarom Tepminy NpHNATHOCTI: ®ig 18.0

HOMMHANBHOT K].J'HL!EQC'I}_) 7

Oinble 1000 KYO/r

(G0 KV O

/

¢} Absentin | g/

Blacywsie |

Py xpaing

Remarks: The product confirms {0 above specifications
pisiia ar Tposyia BUIIOBLAC RItIesa3HAYCHTTH cneungiranv
Prepared by / Tecrynag:

1. Latha / Quality control- Team Member

Daocument Checked by / HNepesipun: §
N.V. Krishna / Quality control- Team

A

LEREHO £/
‘\ﬁ& ons [ 0
SIS AT

H E‘Aﬁid uE2EMe and Position /
& SR AAROT: Lt By ra ) locamn:

» .
;i?f Assurance- Tenm
&

o

3 /’5/\_/1/ Member

Sign & Date / Tiamic/ fara: 28-032094

Sign & Date / [lianuc/aTa: 28-03-2024

=

o' (e

09*04 s w;?fap@f o
= innvic/Hara: 28-03-2024

kopofui 3!

- 1L Hino s Ne 42p,
bauynanj, Baaynani

Misters per carton with labelling in

Sarvey Ne. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally |
Village, Bachupally Mandal, Medchal Malkajgiri District -

i

|

Masaasn, orpyr Meguan Manwkaiiripi - 500090, wrrat
,,,,, Terauramn, lugin, Jinensis Mo I/RRAPOSIR

|
|

:

i

|

f

n0 220 Mr (sig 90.0 % a0 110.0 o |

g} Not more than 1000 CFilig /7 e

b) Not more than 100 CFUW/g 7 ne Gimue |




B2 CERVIFCATE OF OUALITY
S ) ¢ @ - £ + . 4
Ur.Reddy’s Q,@‘ CEPTH®IKAT SIKOCTI

[ Product: OM EZ, C.lp?d]EMZd;gNEd(]FX_ETIB blisters | Country of manufacturer: India

Mponyxr: OME3I® wancynu 1o 20 mr Ne 30 (20x3) y GaicTepax Kpaina-supofinuk: Ingin
I Capsule contains: Omeprazole 20 mg |
| xaneyus micturn: Omenpasony 20mr S S
Batch / Cepia Ne: 82400763 Batch Quantity / Of’em napriv: 66113 packs / 6113
~pYmEKoBRw e
_Kvli.z_:“l‘_yfi_c‘é-i_-ﬁgpior_t ?Rua]xi"{uqmm sgit Ne: 2002FP24000769 Date of Analysis/ Jara BHUPOSyRann: 27-03-2024 o
I)“ét_e-o—f‘g?ﬁgn'irféc_tﬁ 777ﬂ_:iai;§ug—pnq;-{nurﬂ:wgg_f_2_024 Date of Expiry/ Tepain npsaaTHocri: O 172027 ]
, ﬁt‘{gi—siﬁﬁio‘rfccrliﬂcate / Pecerpauii‘:i:;:]r'o AGCRiTYeHHn No: Valid till / Hiticire no: unlimited / reobmemero
Qf?y“é/m{if‘fﬂfﬂ_ e T e
Order of MOH: No 1217 dated- 30.05,2019 / Haxas MO3 Yxpainn: Ne 1212 pin 30.05.2019 o
Size and {yjm of the package / Posmip Ta Tun NAKYRAHTIR: 10 capsules in blister; 3 blisters per carton with fabelling in
Ukrainian / |
10 wancyn vy Gnictepi; 3 dnicrepu Y Kopobui |
. ) e B MADKYBAHHAM YKPATHCHLKOI0 MOBOIO p——
Name, address and numbers of lmcenses of manufacture Dr. Reddy's Lahoratories Ltd., FTO-11
and qualify control / Hafimenysanns, anpeca 4 HOMED Survey No. 42p, 43, 44p, 45p, 46p, 53, 54 & 83, Bachupally
Jiiensiv BUpoGHrKa Ta KOHTPOMIO AKOCTI; Village, Bachupally Mandal, Medchal Mualkajgiri District - |
i 500090, Telangansa State, India, Mo 63/RR/AP/O6/F/R I
J-p Peagi’c JlaGopaTopic JIta, ®TO - 11, Hinbuius Ne 42p, I
43, 44p, 45p, 46p, 33, 54, 83, . Bayyuani, bauynauni |
Mangan, oxpyr Mepuan Manica itripi - 500090, rar :

Tenanrana, Yauist, Jinensia No 63/&5@_[”/96/13/[} ,

Declaration of certification; “I hereby certify that the above information is authentic and accurate, ‘This batch of praduct has
been manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the tocal Regulatory Authority and with the specifications in the Marketing Authorisation of the importing
country or product specification file for Investigational Medicinal Products, The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP.*

Aexmapania npo ceprudiikagiro: “Ium 3ACBIANYIO, IO BHUCRMKAATEHA iHpopmania Crparxkns | Touna. Llg cepis mponykTy
Oy1a BHIOTOB/IEHA, BKAIGYAKOYH YDAKOBKY/MapKyBanus Ta NEpeBipKyY AkocTi Ha Buoe srajasoMy cafiti (ax) y nosuif
BIAMOBIAHOCT! 3 BimoramMu GMP Micuenoro PErynaropHoy OpraHy 1 Bianosinwo o crieuHGiKaLii, wo MicTathea g
peecrpaniiiHoMy aocse / ToprORIH niuewsiy KpatHW-iMnoprepa afo ¥ Bocke cremmdikanii nponykry ans Rocnimmypannx
NIKAPCLENX 38C0BiR. Hokymenrn no ofpodui, ynakosui Ta ananisy Gyin NEPLrAAHYT] Td BCTAHOBNEHO BiANOBIgHicTS GMP.™

PERED “"!

e amd Position /

LM s e [ loca:
Assurance- Femm

Remarks: The product confirms to above specifications
Hpumirka: Npoxysr sinnosizac BHTE3a HAYCHIN crieapeixauil
Prepared by / Tecrypag; Document Checked by / Ieperipus:
1. Latha / Quality control- Team Member IN.V. Krishna / Quality control- Tean

{ g Memboer

Sign & Date / Tiznie/ fTata: 38033077 Sign & Date / Tlignuc/Tara: 28-03-2024 |3 Mgt eize’s finmise/ fara: 28-03.2054




