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_-l;_r;)duc_t: Omez (O_meprazolei capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Mpoaykt: Ome3® (OMerlpa30n_), KarcyJibl 2_0__ MT

Batch No. / Cepns Ne:

B2201225

Batch Quantity / O6bem

s cepun: 2000000 NO -
AR No / Anasntudeckuii otder No: Date of Analysis / JaTta
2002FP22000830 aHaausa:  25-04-2022

Mfg, Date: / laTa npousBoacTBAa:

03/2022

02/2025

Date of Expiry / T'oagen no:

Analysis performed according ND / Anuanus nposesien mo H: TT N015479/01-121120

Ne
1

Test / Iloxa3zaTeanb

Result / Pe3yasTaThl

Specification / Hopma

Description /
Onucanne

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. /

TBepabie ’KENaTUHOBbLIE
Mpo3pavHele Karcyibl pasMepa 2 ¢
OECUBETHEIM  KOPITyCOM, pO30BOW
KpBILIECUKOH U MapKHUpPOBKOH
yeproro usera «OMEZ» na obenx
yacTsax  kamcynsl.  Comepxkumoe
KarcyJ — rpaHyJisl Genoro Lpera.

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. /
Trepnrie XKeNaTHHOBbIE po3payHble
Kamncynel pasMepa 2 ¢ OeciBeTHBIM
KOpIlycOM,  pO30BOH  KpbIlleukodl  u
MapkupoBkoii uepHoro userta «OMEZ» na
0b6enx YacTax xarncynsl. CoaepXUMoe Karcyin
— rpaHysibl 6ENoTo WX MOUTH 6enoro UBeTa.

Identification / IloagmuHHOCTH

2a)

By UV /VO-
crekTpodoToMeTpHs

Complies as prescribed/
CooTBeTcTBYET TPeOOBaHHAM

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. /

YO - crnexTpbl TOTNOMEHUS pacTBOPOB
mpemnapata W CTaHaapTHoro  o0pasua
oMenpasona B obnactn ot 230 mo 350 HM
IOJDKHBEI UMETh MaKCHMyMBI TP OAHOWH WU
TOH ’Ke JJTHHE BOJIHEI.

Remarks : The Product conforms to ND/
O pumeuanue: [Ipogykr cooTBercTByer TpebopaHusaM HJJ

Conclusion : APPROVED /
Zaxawuenune: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
_i’rmct: Omez ( Omeprazole), capsules 20 mg TMpoaykT: OMe3® (OMEMpason), Karcybl 20 wmr
Batch No. / Cepns Ne: B2201225 Batch Quantity / O6bem
- cepau: 2000000 NO
AR No / Anaantadecknii orver Ne: Date of Analysis / laTta

2002FP22000830

anaausa: 25-04-2022

Mfg. Date: / laTa npon3BoACcTBa: 03/2022 Date of Expiry / T'ogen go:
02/2025
Analysis performed according ND / Ananu3 nposegen no HIL: TI N0O15479/01-121120
Ne Test / IlokasaTean Result / Pe3yabTaThI Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYyeT TpeOOBaHUAM chromatogram of test solution should
BOXKK s correspond to the retention time of main peak
CBRIX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpemst ymep)kMBaHMA OCHOBHOIO MHKa Ha
XpoMarorpaMMe  HCIIBITYEMOTO  pacTBopa
JIOTIKHO COOTBETCTBOBATH BpEMeHHU
yIepXKUBanUs OCHOBHOT'0 nuka  Ha
XpOMaToTpaMMe  pacTBopa  CTaHAapTHOTO
obpasua oMernpazona (pazmen
«KonnuecTBeHHOE ONpeeICHUEY ).

/ Cpeansist Macea
CO/IEPIKUMOTO KaTCyJl

3 | Average net fill weight 270.7 mg/270,7 mr

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

4 | Water / Boga 1.2% wiw / 1,2% Not more than 3.0% /

He 6onee 3,0 %

5 | Uniformity of dosage 2.1/2,1
units / OgHopogHOCTH

Acceptance value (AV) should be less than or
equal to 15.0./

95%, 96%

JA03UpPOBaHUS TMokazarens npuemiaeMoctd (AV) noimxeH
OBITE MeHee WK paseH 15,0.
6 | Dissolution / 4%, 2%, 6%, 3%, 2%, 0% In 0.1 M hydrochloric acid solution - not
PacTBopenue more than 10 % of C;7;H9N;05S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBOpe XJIOPHUCTOBOJOPOAHOM
KucnoTsl - He 6oinee 10 % Ci7H oN3038
(omempason) yepes 2 4.

98%, 99%, 96%, 96%, In pH 6.8 buffer - not less than 75 % (Q) of

C,7HsN30,S (omeprazole) is dissolved after
30 min/

B Gydepe pH 6,8 - He menee 75 % (Q)
C7HoN;0;S (omempazon) gepes

30 muH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: ITIpoaykT cooTBETCTRYET TpeboBanuam HJT 3axaovenue: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of 5
Printed Date & Time (IST): 25-04-2022 21:53:48




Uncontrolled Copy

'_ljmct: Omez?)meprazole),zpsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTHMOUKAT AHAJIN3A

MpoaykT: Ome3® (omenpason). kancysibt 20 mr

Batch No. / Cepus Ne:

B2201225 Batch Quantity / O6bem

cepun: 2000000 NO

AR No / Anaantudeckuii order Ne: Date of Analysis / laTa

2002FP22000830 - ananusa;  25-04-2022

Mfg. Date: / laTa npon3BoacTBAa: 03/2022 Date of Expiry / I'ogen xo:
02/2025

Analysis performed according ND / Anaius nposejen mo HJL: T1 N015479/01-121120

Ne Test / Iloka3aTenb Result / Pe3yabTaTsl Specification / Hopma

7 | Related substances / IlocTroponnne npumMecH
Any individual 0.04% /0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6as egHgHAS

HeugeHTHUIMpPOBaHHA

s IPUMech

Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npuMecei He Gomnee 2,0 %

8 | Assay/ 199 mg/ 19,9 mr 180mg to 220 mg of Cj;H;gN;05S
KoauvecTBeHHOE (99.5% / 99,5%) (omeprazole) in capsule (90.0 to 110.0 % of
omipeaeNenne label claim). /

Or 18,0 MI' 10 22,0 MI C17H19N303S
(omenpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHMHAJIBHOTO COAEPKAHMUA).

9 | Microbial limits / Mukpo6nonorn4yeckast YHcToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6oiree 1000 KOE/r
O01ee Yyucno adpoOHbIX

MUKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He Gonee 100 KOE/r
Ob6mee uncno
JPONCOKEBEIX U
MJECHEBBIX IPUOOB
¢) E. coli Absentin 1 g/ Absentinl g/
OtcyrctByer B 1 r OtcytcrBUEe B 1 T
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip. 10 | . lumi .
3 strips and patient information SOPSIES # O GiRf Stl‘l.p 5
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / Tlo 10 3 blist d patient i . .
isters and patient information leaflet in a
kancyJl B aliOMIHACEOM CTPHIIC, k. / TTo 10 xarcyn B amOMHUHHUCBOM
o 3 crpuna c WHCTPYKLMER Mo Carfon pac 4
crpune unu B [TA/AJI/TIBX // amroMUHNEBOM
NPAMEHEHHIO B Na4Ky KAPTOHHYI0. | o s o A 110 3 BIcTeDna ¢
pe. ITo puIa ui JTUCTEP
WHCTPYKIMEl MO TPUMEHEHHIO B MUKy
KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeyanue: IIpoayKT cooTBeTCTBYET TpeboBanusam HII 3axmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg IpoaykT: OMe3® (oMerpason), Kancyn51_2()_ﬁ o
Batch No. / Cepust Ne: B2201225 Batch Quantity / O6bem
B cepuu: 2000000 NO
AR No / Anaanru4vecknii otder Ne: Date of Analysis / laTa
2002FP22000830 aHaam3a:  25-04-2022
Mfg. Date: / laTa npou3BoACTBA: 03/2022 Date of Expiry / T'oaen go:

02/2025

Analysis performed according ND / Auann3 nposeaen mo H/: IT N015479/01-121120

Ne Test / Iloka3zaTenan

Result / Pe3yabTaTbl

Specification / Hopma

11 | Labeling /
MapxkupoBka

According to ND / B cootBercTeun ¢ HJ{

12 | Storage conditions /
YcjioBHS XpaHEeHUs

At temperature below 25 °C. / TTpu Temneparype He Boie 25 °C.

13 | Shelf life / Cpox

TOAHOCTH

3 years / 3 roza

Remarks : The Product conforms to ND/

Mpumeuanue: Ipoaykt coorsercTBYeT TpeboBaHusaM HJI

Conclusion : APPROVED /
Jaxiouenne: OJOBPEHO
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