CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg IponykTt: OMe3® (oMenpa3oun), Kancyisl 20 mr
Batch No. / Cepus Ne: B2102821 Batch Quantity / O0nem
cepun: 2000000 NO
AR No / AranaTH4yeckuii order Ne: Date of Analysis / laTa
2002FP21001682 ananmsa: 12-08-2021

Mfg. Date: / /laTa npoH3BOACTBA:

07/2021

06/2024

Date of Expiry / I'ogen go:

Analysis performed according ND / Ananus nposeien mo HJI: 1 N015479/01-121120

No

Test / Iloxa3zaTean

Result / PesyabTaTsl

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. /

Tsepasie WEIaTHHOBLIE
[po3pauHbie Karcyssl pasMepa 2 c
OCCLBETHBIM KOPIYCOM, pO30BOH
KpBIILIEUKOH U MapKUpPOBKOH
yepHoro 1sera «OMEZ» Ha obeux
qacTsX  kamcynel.  CojepikuMoe
KaIcyJ1 — Tpadylisl 6esoro Lsera.

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. /
Trepasie JKEJIATHHOBBIC IIpO3pavHEIC
Kancyael  pasMepa 2 ¢ GeCuBETHBIM
KOpIIyCOM,  pO30BOH  KpDBIIIEYKOH M
MapkupoBkoit depHoro npera «OMEZ» na
obenx yactax kancynsl. ConepXXumMoe Kancyi
— rpaHyisl 6eI0r0 T MOYTH 0EJIoro 1[BETa.

Identification / IlogIMHHOCTD

2a)

By UV/VY®-
criekTpodoToMeTpHs

Complies as prescribed/
CootBeTcTBYyeT TpeOOBaHMAM

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® - cpoekTpsl MOTTONEHHS DPAcTBOPOB
mpermapata W CTaHZapTHOro  obpasua
omemnpasona B obmactu ot 230 mo 350 HM
JOJDKHBI MMETh MAaKCHMYMBI IpH OIHOH U
TOM )K€ JJTHHE BOJIHEI.

Remarks : The Product conforms to ND/
TIpumeuanne: [Ipogyxt coorBeTcTBYET TpeboBanuam H]

Conclusion : APPROVED /
3axmiouenne: OJJOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTUGUKAT AHAJIM3A

@)duct: Omez (Omeprazole), capsules 20 mg

Hpoaykr: Ome3® (OMenpzson), Kancyist 20 mr

Batch No. / Cepus Ne:

B2102821 Batch Quantity / O0nem

cepun: 2000000 NO

AR No / Anagutuuecknii oruer Ne: Date of Analysis / JlaTa

2002FP21001682 amaamn3a; 12-08-2021

Mfg. Date: / /laTa NpoH3BOACTBA: 07/2021 Date of Expiry / T'ogen fgo:
06/2024

Analysis performed according ND / Ananu3 nposegen mo H/I: T N015479/01-121120

opy

Ne Test / Hoxa3zaTean Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootBercTByeT TPEOOBAHMAM chromatogram of test solution should
BYKX mm f:orrespond to the retention time of main peak
CBKX/BOKX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
BpeMmsa ymepkMBaHHS OCHOBHOTO MHMKA HA
XpOMAaTOrpaMMe  HCHEITYEMOTO  PacTBOpa
IOJDKHO COOTBETCTBOBATh BpPEMCHH
VIEeP)KUBAaHWS  OCHOBHOTO  ITHKa  Ha
XpOMaTOrpaMMe PpacTBOpa  CTAHOAPTHOIO
obpasua oMenpazona (paszen
«KonnuecTBeHHOE ONIpE/IETICHHE).
3 | Average net fill weight | 269.6 mg/269,6 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpegnsis Macca 283.5 mg) /
COIEPIKMMOro KancyJi 270,0 mr % 5,0 % (256,5 mr - 283,5 mr)
4 | Water /Bopa 1.3 %w/w / 1,3% Not more than 3.0% /
'He 6omee 3,0 %
5 | Uniformity of dosage 2.8/28 Acceptance value (AV) should be less than or
units / OqHopoaHOCTH equal to 15.0. /
H03HPOBAHHUS [Toxasarens npueMieMocty (AV) DomKeH
OrITh MeHee Uy paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 1%, 0%, 0% In 0.1 M hydrochloric acid solution - not

PacrBopenne

more than 10 % of C7H;9N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpE XJIOPHCTOBOJJOPOAHOH
xucioThl - He 6onee 10 % Ci7HgN3058
(omempason) yepes 2 4.

95%, 92%, 95%, 94%, In pH 6.8 buffer - not less than 75 % (Q) of
97%. 93% C17HsN;O5S (omeprazole) is dissolved after
’ 30 min /
B 6ydepe pH 6,8 - He Mmenee 75 % (Q)
C17H9N;05S (omenpason) uepes
30 muH.

Remarks : The Product conforms to ND/
Hpumeuanne: Iponykr coorBercTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg TpoayxT: OMe3® (oMenpason), Kancysl 20 mr
Batch No. / Cepna Ne: B2102821 Batch Quantity / O6nem

cepun: 2000000 NO
AR No / AHannTHYeckHii oTder No: Date of Analysis / lata
2002FP21001682 anaiausa: 12-08-2021
Mfg, Date: / laTa npoM3BOACTBA: 07/2021 Date of Expiry / I'oxen go:

06/2024

Analysis performed according ND / Ananu3 npoBenex no HJI: IT N015479/01-121120

Ne Test / HHoxazaTenn Result / Pe3yanTaThl Specification / Hopma

7 | Related substances / IlocTOpoHHUE NPHMECH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He Gonee 0,5 %

JIro6asg equHUYHAT

HEHICHTH(QHITIPOBAHHA

a1 IPAMECH

Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npuMeceit He Gomee 2,0 %

8 | Assay/ 20.1 mg /20,1 mr 18.0mg to 22.0 mg of C7HoN;058
KosmuecTBeHHOE (100.5% / 100,5%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeIeHHe label claim). /

Or 18,0 mr mo 22,0 mr C7H;oN;O;S
(omenpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHHAJIEHOTO COICPIKAHMUA).

9 | Microbial limits / Muxpo6uogoruueckas 4Mcrora

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6omee 1000 KOE/r
O61ee gucio a3poOHEIX

MHKPOOPraHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g/
Yeasts and Mould Count /| Menee 10 KOE/r He 6omee 100 KOE/T
O01ee 4nciIo
JPOXOKEBBIX U
IUIECHEBRIX IpUOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcyrctByeTrB 1 T OtcyrctBHE B 1 T
10 | Packaging / YnakoBka | 10 capsules in an aluminum strip.

3 strips and patient information
leaflet in a carton pack. / ITo 10
Kancysl B aJIOMUHHEBOM CTpHIIE,
ITo 3 crpuma c¢ MHCTpyKUHMEH IO
IPHUMEHEHHUIO B MIa4Ky 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 xamcyn B anIOMHHHEBOM
crpune wd B [IA/AJI/TIBX // anfOMHHHEBOM
omucrepe. Ilo 3 crpuna unu no 3 6imucrepa c
HHCTPYKIHEH 0O NPUMEHEHHI0 B IaYKy

KAPTOHHYO.

Remarks : The Product conforms to ND/
Ilpumeyanne: IIpoaykr coorBeTcTBYET TpeboBanmsM HJI

Conclusion : APPROVED /
3akarouenue: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of 5

Printed Date & Time (I1ST):

13-08-2021 09:53:07
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg HpoaykTr: OMe3® (oMenpasoln), Kancynsl 20 mr
Batch No. / Cepus Ne: B2102821 Batch Quantity / O6sem

cepun: 2000000 NO
AR No / AHaHTHYECKHIi oTYeT Ne: Date of Analysis / lata
2002FP21001682 amammsa:  12-08-2021
Mfg. Date: / JlaTa npou3BoacTBa: 07/2021 Date of Expiry / I'ogen no:

06/2024

Analysis performed according ND / Anaan3 nposenen mo HJI: IT N015479/01-121120

Ne Test / [IoxazaTenb Result / PesyabTaThl Specification / Hopma
11 | Labeling / According to ND /B coorserctBuu ¢ HJI
MapxkupoBka
12 | Storage conditions / At temperature below 25 °C. / Ilpu temueparype ze Boime 25 °C.
YcaoBus XpaHeHHSA
13 | Shelflife / Cpok 3 years / 3 roma
TOAHOCTH

Remarks : The Product conforms to ND/
Mpumeuanne: IIpoaykT cooTBeTCTBYET TpeboBanmsiM HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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