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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
l’roduct: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (omenpason), KaﬂC)’J’IB_Ivg__Q Mr
Batch No. / Cepus Ne: B2102998 Batch Quantity / O6nem -
i B cepun: 1990000 NO
AR No / AnanuTudeckuii otuet Ne: Date of Analysis / laTa T
20021 121001779 anaguza: 31-08-2021
Mfg. Date: / laTa npoussoacTBA: 08/2021 Date of Expiry / I'ogen go:

07/2024

Analysis performed according ND / Ananus nposeen mo H/{: IT N015479/01-121120

Ne Test / TlokazaTenb

Result / Pe3yabraThl

Specification / Hopma

1 | Description /
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. /

Teepasie KeNaTHHOBLIE
Mpo3payHble Karcyasl pa3Mepa 2 ¢
OeCUBETHBIM  KOPIYCOM, pO30BOIt
KPBIIIEYKOM W MapKUPOBKOH
yeproro useta «OMEZ» Ha o6enx
yactax kancynel. Cojepxumoe
Karcyn — rpaHyJisl 0enoro LBera.

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 to off-white

pellets. /

Teepasie KETATHHOBBIE Tpo3payHble
Karcynel  pasmMepa 2 ¢ OecuBeTHBIM
KOpPIycOM,  po30BOM  KpPBIIIEYKOM U

MapkupoBKkoif 4epHoro uBeTa «OMEZ» Ha
obenx vactax karcynsl. ConepXumMoe Karncyn
— rpaHyJiel 6enoro vy NMoYTH 6e110ro UBeTa.

2 | Identification / IlogTuHHOCTEL

2a) | By UV /Y-
cniekTpodoToMeTpus

Complies as prescribed/
CoorsercTByeT TpeGOBaHUAM

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. /

V® - CcHeKTpel TOTJIOLIEHUS pPAacTBOPOB
npenapara U cTaHaapTHoro  obpasua
oMenpasoila B obaacrn or 230 mo 350 HM
IOIKHEI MMETh MaKCUMyMBI TIpH OOHON M
TOI1 Jke JIJTUHE BOJIHBI.

Remarks : The Product conforms to ND/
HMpumeuanune: TTpoaykT cooTBeTcTBYET Tpeboanusam HJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTU3A

_Froduct_: Omez (Omeprazole), capsules 20 mg

Mpoayxr

: Omes3® (oMempaszon), Kanch;ZQ MT o

Batch No. / Cepust Ne:

B2102998

cepHm:

Batch Quantity / O6bem

1990000 NO

AR No / Anaauruveckuii oTueT Ne:
2002FP21001779

aHajaMu3a:

Date of Analysis / laTa

31-08-2021

Mfg. Date: / laTa npousBoJcTBA:

08/2021
07/2024

Date of Expiry / Toaen 10:

Analysis performed according ND / Anaans nposeaen mo HJI: 1 N015479/01-121120

PacTBOpenue

95%, 96%, 93%, 93%,
94%, 96%

No Test / lloxa3aTesn Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TPpeOOBaHIAM chromatogram of test solution should
BYKX mm f:orrespond to the retention time of main peak
CBRIKX/BCICX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
BpeMsi ylepKMBaHMS OCHOBHOTO THKa Ha
XpoMaTrorpaMMe  WCIBITYEMOTO  pacTBopa
TIOJDKHO COOTBETCTBOBAThb BpPEMEHU
yoepkHWBaHWS ~ OCHOBHOTO  TIMKa  Ha
XpoMmarorpaMme  pacTBopa CTaHIAapTHOTO
obpasua oMeIIpazoa (pasnen
«KonnuecTBeHHOE OIIpE/ICIIEHUEY).
3 | Average net fill weight | 268.9 mg/268,9 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeansas macca 283.5 mg) /
COJEePKIUMOTr0 KancyJ 270,0 Mr+ 5,0 % (256,5 mr - 283,5 Mr)
4 | Water / Boaa 1.1% w/w/ 1,1% Not more than 3.0% /
He 6oiee 3,0 %
5 | Uniformity of dosage 12/1,2 Acceptance value (AV) should be less than or
units / OxHOpoAHOCTH equal to 15.0./
I03UPOBAHUS TTokazartens ipueMaeMocTH (AV) nolkeH
6BITH MeHee WM paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 1%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C]7H19N303$
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpE XJIOpUCTOBOJOPOJHOM
kucioTsl - He 6omee 10 % Ci7HoN3058
(omerpason) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H19sN30;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He MeHee 75 % (Q)
C,7H,5N;0;S (oMemnpason) yepes

30 MuH.

Remarks : The Product conforms to ND/
Tpumeuanue: [Tponykr cooTBeTcTBYET TpeoBanysiM HJT

Conclusion : APPROVED /
Zaxmoyenue: OJIOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5

Printed Date

& Time (IST): 01-09-2021 16:25:40




Incontrolled Copy

Yoot

|

CERTIFICATE OF ANALYSIS

CEPTHUO®UKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: OMe3® (oMenpasoi), Kancyisl 20 mr
Batch No. / Cepns Ne: B2102998 Batch Quantity / O6bem

cepun: 1990000 NO
AR No / AnanuTudeckuii otdeT Ne: Date of Analysis / laTa
2002FP21001779 anaausa: 31-08-2021
Mfg. Date: / [lata nponssoacrea: 08/2021 Date of Expiry / I'ogen go:

07/2024

Analysis performed according ND / Auanus nposenen o H/I: T N015479/01-121120

Ne Test / IToxasaTennb Result / PesyabTaThl Specification / Hopma
7 | Related substances / TlocToponHue MpuMecH
7ny individual 0.03%/0,03% Not more than 0.5 %. /

unidentified impurity / He 6onee 0,5 %

JIrobas eqHUYHAsA

HenaeHTHUIMPOBaHHA

A TIpUMech

Total impurities / 0.1%/0,1% Not more than 2.0 % /

CyMma npumecei He 6oee 2,0 %

8 | Assay/ 19.7 mg/ 19,7 mr 18.0mg to 22.0 mg of C;;HsN;O5S
KoauuecTBeHHOE (98.4% / 98,4%) (omeprazole) in capsule (90.0 to 110.0 % of
ornpenaeaeHne label claim). /

Or 18,0 MT OO0 22,0 MT C17H19N303S
(omempasomn) B karncyne (ot 90,0 go 110,0 %
OT HOMMHAJIBHOT'O CONEpKaHNs).

9 | Microbial limits / Mukpo6uoJoruieckas YHCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6onee 1000 KOE/r
O61nee Yyrcino a3poOHbIX

MHKPOOPTaHU3MOB

b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count | Mewnee 10 KOE/r He Gonee 100 KOE/r

O61uree ynciIo
JPOXKIKEBBIX U
NIIeCHEBBIX TpboB

¢) E. coli Absentin1g/ Absentin 1 g/
OrcyrctByerB I T OrcytcTBue B 1 T

10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.

3 strlps. and patient information | 1 capsules in an aluminum strip or
leaflet in a carton pack. / Tlo 10 | pA/A1/PVC // aluminum blister. 3 strips or
Kamcyln B aIOMUHUEBOM  CTPWTIC. | 3 hlisters and patient information leaflet in a
ITo 3 cTpuna ¢ MHCTPYKUMEH TO | cqrton pack. / TTo 10 Kancyn B aTFOMHHHEBOM
TIPUMCHCHAIO B TIaYKy KapTOHHYIO. | crpyme unn B TIA/AJI/NIBX // antoMUHHEBOM
6nucrepe. [To 3 crpuna unn no 3 6nucrepa ¢
WHCTPYKIMEH 10 TIPUMEHEHHWI0 B IayKy

KapTOHHYO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanne: [TpoAYKT COOTBETCTBYET Tpebosanusm HJ{ 3axarwuenue: OJJOBPEHO
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Product: Omez (Omeprazole), capsulés 20 mg

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTU3A

Mpoayxr: OmMe3® (oMenpazon), KancyJisl 20 mr

Batch No. / Cepus Ne:

B2102998

AR No / ARanuTuuecknii oruet Ne:
2002FP21001779

Batch Quantity / O6bem
cepun: 1990000 NO

Date of Analysis / laTa
anajusa: 31-08-2021

Mfg. Date: / laTa npousBoacrsa: 08/2021

07/2024

Date of Expiry / Togen go:

Analysis performed according ND / Ananus nposeaen no HJI: T1 N015479/01-121120

Ne

Test / IlokazaTenn

Result / Pe3yabTaThl

Specification / Hopma

11

Labeling /
MapxkupoBka

According to ND / B cooterctBuu ¢ HJ

12

Storage conditions /
Ycaosust XpaHeHUS

At temperature below 25 °C. / TIpn Temneparype He Bpiute 25 °C.

13

Shelf life / Cpok
TOAHOCTH

3 years /3 roza

Remarks : The Product conforms to ND/
TIpumeuyanmne: IIpoaykT cooTBeTcTBYET TpeboBanmsAM HJI

Conclusion : APPROVED /
Zakmouenue: OJJOEPEHO
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