CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepust Ne: B2201465

MpoaykT: OMes® (omenpazom), kamcynel 20 Mmr

Batch Quantity / O6nem
cepun: 2000000 NO

AR No / Ananutndaeckuii oruet No:

2002FP22000916

aHaJin3a:

Date of Analysis / laTa

30-04-2022

Mfg. Date: / laTa npou3BoJcTBA:

03/2022

02/2025

Date of Expiry / Foaen no:

Analysis performed according ND / AHanu3 nposenen mo HI: T1 N015479/01-121120

No

Test / Iloka3zaTenanb

Result / PesyabTatsl

Specification / Hopma

1

Description /
Onncanue

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. /

Teepable KeNaTUHOBEIE
TIpO3pavHBle KarlcyJisl pasMepa 2 ¢
GecLBETHEIM  KOPITYCOM, PO30BOM
KpbILIEYKOH W MapKUpOBKOWH
yeproro usera «OMEZ» Ha o6enx
gacTsix  kamcynel.  Comepxumoe
Karcyn — rpaHynbl 6enoro usera.

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 ’KeJIaTUHOBBIE
Kamcynel  pasMepa 2 ¢ OecuBeTHbIM
KOpIIyCOM,  pO30BOH  Kpbllleukodl  u
MapkrpoBkoii depHoro usera «OMEZ» Ha
o6enx yactax karcyysl. ComepXXuMoe Karncyst
— rpaHyJibl 6enoro WK NouTH 6ejoro ngera.

MpOo3payHEIC

Identification / HoaanHHOCTL

2a)

By UV/V®-
CIEKTPOPOTOMETPUS

Complies as prescribed/
CooTBeTcTByeT TPeGOBaHNAM

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® - crHekTpsl TOTTOWIEHUsST PacTBOPOB
npemapara W CTaHZapTHoro  obpasiia
omenpaszona B obnact oT 230 mo 350 HM
JIOJKHBI WMETh MaKCHMYyMBI TIpM OAHOH H
TO K¢ AIHUHE BOJHEI.

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoayKT COOTBETCTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
Jakmouenune: OJOBPEHO
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CERTIFICATE OIF ANALYSIS
CEPTUHOUKAT AHAJIU3A

Product: Omez (( 'J_rﬂcprazulel. capsules 20 mg

Mpoaykr: Ome3® (omMenpazon), kancyssr 20 mr

Batch No. / Cepust Ne: B2201465

Batch Quantity / O6bem
cepuu: 2000000 NO

AR No / AHaIuTHYecKUil oTueT Ne:
2002FP22000916

_|anaamsa:

Mfg. Date: / lata npou3soacTBa: 03/2022

Date of Analysis / laTta
30-04-2022
Date of Expiry / I'ogen no:

02/2025

Analysis performed according ND / Ananus nposenen no HJL: TI N015479/01-121120

Ne Test / [loka3aTeab Result / PesyabTaTnl Specification / HopM;_

2h) | Ry HPI.C. Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTgeTcTByeT TpeOoBaHUAM chromatogram of test solution should
BYKX v correspond to the retention time of main peak
CBYIKX/BCKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpemst ymepXWBaHHs OCHOBHOIO MHKa Ha
XpoMarorpaMMe — HCTIRITYEMOTO  pacTBopa
JIOJDKHO COOTBETCTBOBATh BpeMeHU
yIOEpKWBaHUS ~ OCHOBHOTO  TIMKa  Ha
XpoMaTorpaMMe  pacTBopa CTaHIapTHOTO
obpazua omenpaszona (paznmen
«KonnuecTBeHHOE OTIpEIesieHe» ).

3 | Average net fill weight
/ Cpeanast Macca
CO/1epPKMMOro KareyJa

276.9 mg/276,9 Mr

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

4 | Water / Boaa

1.5% wiw / 1,5%

Not more than 3.0% /
He 6onee 3,0 %

5 | Uniformity of dosage
units / OqHOpoaAHOCTH
J03UPOBAHUS

43/43

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

TokazaTesns mpuemiaeMocTH (AV) momkeH
OLITL MeHee WK paBeH 15,0.

6 | Dissolution /
PacTBOpenue

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

97%, 94%, 95%, 97%, 95%, 94%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C,;HoN;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJIOpUCTOBOAOPOAHOM
KkucioTsl - He 6oxee 10 % Ci7H oN305S
(oMenpa3zon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN:05S (omeprazole) is dissolved after
30 min/

B Gydepe pH 6,8 - He menee 75 % (Q)
C17Ho0N30;S (oMmenpason) uepes

30 MuH.

Remarks : The Product conforms to ND/
Mpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg Tpoaykr: Omes® (omenpason), Karcynhi 20 mr
Batch No. / Cepusi Ne: B2201465 Batch Quantity / O6bem
- cepuu: 2000000 NO — 1
AR No / AHanmuTndecknii oryer No: Date of Analysis / laTa
2002FP22000916 - anaansa: 30-04-2022
Mfg. Date: / laTa npousBoJacTBA: 03/2022 Date of Expiry / Toaen go:

02/2025

Analysis performed according ND / Anasns npoeenen no H/: T1 N015479/01-121120

Ne Test / Iloxazarenb Result / Pe3yabTaThl Specification / Hopma

7 | Related suhstances / TlncTaponaue mpumMecn
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6as eqnHUYHAS

HeHAeHTUHULIMPOBaHHA

st TIpUMEChH

Total impurities / 0.1%/0,1% ‘Not more than 2.0 % /
CymMa npumeceit He 6onee 2,0 %

8 | Assay/ 20.2mg / 20,2mr 18.0mg to 22.0 mg of C;;HppN3;05S8
KoJinvecTBeHHOC (101.0% / 101,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpexejeHHe label claim). /

Ot 18,0 Mr Jnao 22,0 MI C]7H19N303S
(omempazon) B kaucyine (ot 90,0 go 110,0 %
OT HOMWHAJILHOT'O COREPXKaHVIA).

9 | Microbial limits / MukpoOronorndyeckas 4ucToTa

a) Total Aerobic
Microbial Count /
O6uee uncio a3poOHBIX
MHKPOOPTaHH3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6omeec 1000 KOE/T

b) Total Combined
Yeasts and Mould Count
Oo1mee yncio
JIPOKAKEBBIX U
TIECHEBBIX TpHOOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

Absentinl g/
OtcyTcTByeTB I T

Absentin 1l g/
OtcytcTBUE B 1 T

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
Kamncynl B alfOMWHHECBOM CTpHIIE.
Ilo 3 crpuna ¢ uHCTpyKUHEH MO
IPUMEHEHHIO B TIaYKy KapTOHHYIO.

10 capsules in an aluminum strip or
PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / ITo 10 xancyn B aJloMMHHEBOM
crpure win B ITA/AJI/TIBX // amoMuHieBOM
6mctepe. [To 3 crpuna i no 3 6aucrepa
UHCTPYKLMEH 10 TPUMEHEHUI0O B TadkKy
KapTOHHYFO.

Remarks : The Product conforms to ND/
IIpumeuanne: [IponyKT COOTBETCTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axiouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 5

Printed Date & Time (IST):

30-04-2022 22:13:26




| Copy

Uncontrolied |

1] ¢
9

CERTITICATE OI' ANALYSIS
CEPTHOUKAT AHAJIU3A

ﬁ)du_ct: Omez (Omeprazole), czpsules 20 mg

Batch No. / Cepust Ne: B2201465

Mponykt: OmMe3® (oMenparom), Karncymbl 20:Mr

Batch Quantity / O6bem
cepun: 2000000 NO

AR No / AraauTnueckuii oTaer Ne:
2002FP22000916
Mfg. Date: / laTa npoH3BOACTBA:

03/2022

Date of Analysis / [laTta
ananuza: 30-04-2022

Date of Expiry / Tosien go:
02/2025

Analysis performed according ND / Auaans nposegen mo HJI: IT N015479/01-121120

Ne Test / Hokazarean

Result / PesyabTaTsl

Specification / Hopma

1 T.aheling /
MapxupoBka

According to ND / B coorsetctBun ¢ HJ]

12 | Storage conditions /
YcjioBUsl XpaHEeHUs

At temperature below 25 °C. / I1pu Temnepatype He Bhie 25 °C.

13 | Shelf life / Cpok
TOAHOCTH

3 years / 3 roza

Remarks : The Product conforms to ND/

Ipumeuanne: [IpogykT cooTBeTcTBYET TpeGoBanmsamM HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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