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CBHJIETEJILCTBO O COOTBETCTBHM
TPEEOBAHUSIM TOCYAPCTBEHHOH PETMICTPALIMIM

Hacrosmmm 000 «Jlp. Pepymu’c JlaGoparopac» yAocToBepseT, 9T0
JNeKAPCTBEHHBIA MPEnapar it MEHIHHCKOT0 pUMEHEHHA:

Haumenosarue JIT:
MHH:

JlexapcmeenHas opma,
¢hopma svinycka:

PY No, oama:

HII, usmenenue Ne:
Ipouseodumens, cmpana:
Adpec npoussodcmea:

Cepus Ne:
Konuyecmeo:

Mama uzzomoenenus:
Cpox 2zo0nocmu;

Koo OKIT2:
Kod TH B3
Konmpaxm Ne:
Hhneoiic Ne:

Ome3®
Owenpasol

xancyst, 20 mr (crpun) 10 x 3 (magxa KapTOHHAs)
1 N015479/01 ot 26.09.2008 (naTa 3aMEHBEI PY
12.11.2020)

TIN015479/01-121120

JI-p Peqyma’c JlaGopatopuc JIta., Hamas

Formulations Technical Operations — Unit-II, Survey Ne 42, 45 &

46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri _

District, Telangana State, India - 500 090

B2103896
65070 ynakoBOK
10.2021

09.2024

21.20.10.112

3004900002

DRL 01/2020 ot 26.10.2020
185032021 ot 19.11.2021

COOTBETCTBYET Tpe6GOBaHHSM, YCTAHORIIEHHBIM IIPH €T0 MOCYAaPCTBEHHOM
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Product: Omez (Omeprazole), capsules 20 mg Tpoykr: Ouea® (omenpaion ), Kancy st 20 wr_ —
Batch No. / Cepun Ne: B2103896 Batch Quantity / Ofnem

bl ol s _|eepws: 2000000 NO

AR No / Anasurnagecknii orer Ne: Date of Analysis / laTa

2002FP21002210 i anaamaa: 10-11-2021

Mifg. Date: / laTa npou3BoacTBal 10/2021 Date of Expiry / Toxen go:

- __ |09r2024

Analysis performed according ND / Anasnms nponesieti no HJI: 11 N0J5479/01-121120

Xe Test / Mlokazareas Result / PeaysinTaThi Specification / Hopma

1 | Description/

Hard gelatin transparent capsules of size 2

Onucanue

Hard gelatin transparent capsules of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on
both parts of the capsule, Capsule
content - white pellets, /

Teepinie HeNaTHHOBLIE
TMpo3paunLIc Kancysisl paiMepa 2 ¢
GecLBeTHBIM  KOPIYcOoM, po30BOH
Kpbillcykoll W MapKHpOBKOH
yeprioro usera «OMEZ» na_obeux

with a colorless body, pink cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white
pellets. /

Taepawie enaTHHORLIE Tipo3payuHbIe
Kameynst  pasmepa 2 ¢ GecuserHbM
KOPNycoM, po3oBoi Kpuireykoit 1]
mapkuposkoli ueproro usera «OMEZ» wa
obenx wactax karcynsl, Conepikunmoe Kancyln
— rpaHynL: Genoro Wiy noyTk 6eoTo uBeTa.

uactax  Kancysn.  Comepxumoe
St Kancyn — rpanynsi Genoro usera.

2 | Tdentification / Mopaunnocts

2a) | By UV/ Y-
cnekTpooTOMETPHA

UV-absorption spectra of both test and
standard solutions of omeprazole in the range
230 to 350 nm should exhibit maxima at the
same wavelength. /

Y@ - croekTphl TOTIOMIERWA pacTBOPOB
npenapata W cranjaprHoro  ofipasua
omenpazona B8 ofnactu or 230 no 350 uM
NOMKHBL UMETH MAKCHMYMbLIL 1IpH OfiHOM W
TOil e JUTUHE BOJIHBL.

Complies as prescribed/
CooreercrByer TpeboBaAHHAM

Conclusion : APPROVED/
3akmouenne: OOBPEHO

Remarks : The Product conforms to ND/
Ipumesanne: [TpoaykT cooTsercrayet TpeGORIHIAM HJI

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

Crp. 1 3 1

CEPTUDUKAT AHATHU3A

Prod ucl:__bmci (Omeprazole), c;ipspie"s" 20 mg MpoaykT: Omcs® (omenpazon), kancyn 20 e~
Batch No. / Cepus Ne: B2103896 Batch Quantity / Ofnem

? E cepum: 2000000 NO :
AR No / Anaantwdeckuii oraer Ne: Date of Analysis / lata

2002FP21002210 0 d aunma:  10-11-2021 .

Mfg. Date: / laTa nponinojcrea; 10/2021 Date of Expiry / Fopen ao:

’ A. 09/2024 :
| Analysis performed according ND / Anajn npeseien 1o HA: T NO15479/01-121120

Ne Test / MokazaTens Result / Pesynnratsl
"2b) | By HPLC Or Complics as prescribed/
UPLC/UFLC Coorsercrpyet TpeboBanmnam
B3XKX unu
CBOXX/BCKX

Specification / Hopma

1 The retention time of main peak in the |

chromutogram o test  sululion  should
correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"), /

Bpems YyAepKuBaHUA OCHOBHOTO THKA Ha
XpOMarorpamMMe  HCMBITYEMOro  pacTsopa
HONKHO COOTBETCTBOBATL BpeMeHH
yncpmusauux OCHOBHOIO nuKa Ha
XpOMATOTPAMMEC  PACTBOPA  CTAHZAPTHOTO
obpasua OMEnpazona (pa3nen
«KONM4ECTREHTTOE OTIPENIENEHHEY ).

3 | Average net fill weight
| Cpeinns Macea
COACPRHMOTO Kancy.i

269.0 mg / 269,0 Mr

270.0 mg + 5.0 % (Between 256.5 mg and
283.5 mg) /
270,0 Mr+ 5,0 % (256,5 mr - 283,5 wr)

AO3INPOBAHNIS

4 | Water/Boaa 1.2% wiw/ 1,2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 24/24 Acceptance value (AV) should be less than or
units / OANOpoANOCTL equal to 15.0./

ITokasarens npuemaemocT (AV) nomxen
61ITh Meree HnH pased 15,0,

6 | Dissolution/
Pacreopenne

0%, 2%, 1%, 0%, 0%, 3%

94%, 94%, 93%, 94%, 94%, 93%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C7HsN:1048
(omeprazole) is dissolved afier 2 h/

B 0,1 M pactsope XnopHeTOBOAOPOAHOM
kucnoTsl - e 6omee 10 % CyHsN;0:5
(omenpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
CsH,9N;048 (omeprazole) is dissolved after
30 min/

B Gydepe pH 6,8 - ne menee 75 % (Q)
Ci7HsN3O03S (omenpason) viepes

30 muH.

Remarks ; The Product conforms to ND/
Mpumesanne: TTpoyKT cOOTRETCTBYET TpeBoBAHHIM HJL

Conclusion : APPROVED /

Jaxuouenne: OJOLPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Ffo:iuct; Omez (Omcpréigic), capsules 20 mg

TMpoayicr: Omes® (oMenpazon), kaneyret 20 wr

2002FP21002210

Batch No. / Cepun Ne; B2103896 Batch Quantity / O6nem
) L cepun: 2000000 NO L.
AR No / Anaantiyecknii oruer Ne: Date of Analysis / lava

anasusa;  10-11-2021

Mfg. Date: / laTa npmnann::i:hn: 1072021

Date of Expiry / Togen ao:

09/2024

\Analysis performed according NT) / Auanus nponeen no HJ[: T N015479/01-121120

Specification / Hopma

Ne Test / Mokasavens Result / Pesynpratst

7 | Related substances / IlocToposHKe npuMecy
Any individual 0.03% / 0,03% | Not more than 0.5 %. / )
unidentified impurity / He tonee 0,5 %

Tobasn eguHuyHan

HenAeHTHONUMpoBAITHA

1 TIPHMECH

Total impurities / 0.1%/0,1% Not more than 2.0 %/
CyMMa npuMeccii He Gonee 2,0 %

8 Assayf 20.1 mg/ 20,1 Mr 118.0mg to 22.0 mg of Cl-,rl']wN;o;S
KonuuccTBennoe (100.3% / 100,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenenenie label claim). /

Or 18,0 MT 10 220 Nr C[']HWN]O;S
(omenpason) B kancyne (ot 90,0 a0 110,0 %
OT HOMHHAZBHOIO COAEMKAHHA).
9 | Microbial limits / Mukpob6nosornieckas 4ncrora :
a) Total Aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
Q6inee MKCNo a3polbHBIX
MUKPOOPraHHaMOR
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count /4 Menee 10 KOE/r He 6onee 100 KOE/T
Obmee ynHcro
JIpOAKEBBIX H
nnecHeBbIX rpHBos
c) E. coli Absentin l g/ Absentin 1 g/
OrcyrerayerB 1 v OrcyTeTBHEB I T
10 | Packaging / Yuakoska | 10 c'apsules in an aium‘in;‘xm strip. | capsules in an aluminum strip or
?e:tt;::gsina:dcaﬂi:::r:acllcn ?";;:n?g PN{\L/PVC i al_umh_mm blis'tcr. 3 strip§ or
Entcya 4 aIIlOMHﬂHeBD!:t cTpHne 3 blisters and patient information leaflet in a
Mo 3 crpunn 'c sEctRyKwisH m; carton pack. / [To 10 xancyn 8 anoMHHHEBOM
osMetiEiG B TSV KADTEING crpune win B TIA/ATU/TIBX // amoMuivesoM
P Y KapToHIty10. | 6 crepe. Mo 3 crpuna umi no 3 Gnuctepa ¢
HHCTpYKUHER 110 TIPUMCIEHHIO B nadxy
KApPTOHHYHO.

Remarks : The Product conforms to ND/
Tpumesanne: [Tpoaykt coorsercrayer Tpebobaiuam HJL

Conclusion : APPROVED /
Zakaovenne: OJOGPEHO
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Printed By: Ajay Kumar.....

Pape 3 of 5

Printed Date & Time (IST):

11-11-2021 16:36:51

https://pharmeert.ru/sert/03/10/8___ /000753924 %D0%94%D...

15.06.2022, 11:01



000753924  JIPJI-B2103896 4.jpg (Mzo6paxkenuc JPEG, 1653 x... https://pharmcert.ru/sert/03/10/8 /000753924 %D0%94%D...

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Crp. 1 u3 1

[Product: Omez (Omeprazole), capsules 20 mg

TipoaykT: Omea® (omenpason), kancy et 20 mr

2002FP21002210 GRS S
Mfg. Date: / lata nponisoacrsa: 10/2021

Batch No, / Cepust Ne: B2103896 Batch Quantity / Obuem
e e i cepui: 2000000 NO
AR No / Anaautusecknil ot4er No: Date of Analysis / JlaTa

ananusa;  10-11-2021
Date of Expiry / Fonen ao:
09/2024

Analysis performed according ND / Awaaui npoBe/ies 1o HA: 11 NO15479/01-121120

= Test/ Mokazarean

Result / PesyanraTit

‘ I Specification / Hopma

11 | Labeling /
Mapxuposka

According to ND / B coorsercranu ¢ HJl

12 | Storage conditions /
Ycaosus Xpanenns

At temperaturc below 25 °C. / Tipy Temitepatype He shitie 25 °C.

13 | Shelf life / Cpok
roanocTH

3 years / 3 rojla

Remarks : The Product conforms to ND/
Tpumenanue: Mpopykt coorsercrayer TpeGopannaM HIL

Conclusion : APPROVED /
Zakaovenne: QTOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES Dr.Reddy's !:.
* B2103896
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°3§.‘-‘9T§.? g QL,]: f:?:;;:w Approved Date | |1.Nov-2021 |
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Reviewed and P00009295 C.Ajay Kumar Reddy 11/11/2021
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