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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

[Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: Ome3® (omemnpaszon), Kal’[ch‘[BI_é_O MT

Batch No. / Cepust Ne: B2103214 Batch Quantity / O6nem
cepun: 2000000 NO

AR No / Ananntudecknii otuer No: Date of Analysis / JlaTa

2002FP21001853 anaansa:  09-09-2021

Mfg. Date: / laTa npou3BoacTBa:

08/2021

07/2024

Date of Expiry / I'oaen no:

Analysis performed according ND / Ananus nposeaer nmo HJI: 1T N015479/01-121120

Ne

Test / IokazaTten

Result / PesyabTaTsl

Specification / Hopma

1

Description /
Onuncanue

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. /

Tsepmbie KenaTUHOBbLIE
TIpO3payHble Karcymibl pasMepa 2 ¢
OecLBETHEIM  KOPIYCOM, pO30BOHi
KpbILIEYKOi " MapKUpOBKOH
yepHoro 1Beta «OMEZ» na o6eux
yactax kancynsl. Conepxumoe
Kancyn — TpaHyJsibl 0€Joro LBeTa.

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. /
Twepaple KeJaTHHOBbIE Mpo3payvHble
Karcynel  pazMepa 2 ¢ OeCUBETHBIM
KOPILyCcOM, po30B0OIi KPBIIEUKOH u
MapkMpoBKkoH dYepHoro nseta «OMEZ» na
obenx yacTax karcynsl. CogepKuMoe Karcyn
— TpaHynbl 6e70ro Uil noyTH Genoro 1BeTa.

Identification / [TloxamuHoCcTL

2a)

By UV/ V-
crnekTpodhoToMeTpHs

Complies as prescribed/
CootBeTcTBYET TpeOOBAHUAM

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. /

VY® - chnexkTpel HOTIOWEHUS pPacTBOPOB
mpenapara W CTaHAapTHOTO  ofpasua
oMenpasona B obmactu ot 230 mo 350 HM
JOIDKHEI MMETh MaKCUMYMBI TIpU OIHON H
TOM ke IJIUHE BOJIHBI.

Remarks : The Product conforms to ND/
Tpumeuanne: [IpoayKT cooTBeTCTBYET TpeboBanmam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHANIN3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoayxt: OMe3® (oMenpa3om), Karcyyisl 20 mr

Batch No. / Cepus Ne: B2103214

Batch Quantity / O6bem
cepun: 2000000 NO

AR No / Auaaurudeckmii oTuet No:

Date of Analysis / laTa

2002FP21001853

aHaJm3a:

09-09-2021

Mfg. Date: / laTa npoussoJcTBa:

08/2021
07/2024

Date of Expiry / 'ogen no:

Analysis performed according ND / Auasin3 nposenen o H/: 11 N015479/01-121120

No Test / [ToxasaTenn Result / PesyabTaThl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBETCTBYET TpeOOBaHUAM chromatogram of test solution should
BYKX wim correspond to the retention time of main peak
CBKX/BCKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpemsi ymepXHMBaHMSA OCHOBHOI'O IIMKa Ha
XpoMaToTpaMMe  HUCMBITYEMOTO  pacTBOpa
JLONKHO COOTBETCTBOBATh BpPEMCHHU
yaepXBaHHUS OCHOBHOTO vka Ha
XpoMaToTpaMMe  pacTBopa  CTaHIAapTHOTO
obpazua oMeTpazona (paznen
«KonuuecTBeHHOE OTIPEIIENSHUEN ).

3 | Average net fill weight
/ Cpeansist Macca
COJIEPIKUMOro Kancy.1

268.6 mg / 268,6 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

1.0% w/w / 1,0%

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

5 | Uniformity of dosage
units / OaHOpoaAHOCTD
J03UPOBAHNUS

3.1/3,1

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

TokazaTtens npremieMocTH (AV) omkeH
OBITH MeHee TUTH paBeH 15,0.

6 | Dissolution /
PacTBopenue

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

97%, 98%, 96%, 97%,
98%, 96%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;7HgN30,S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope XNOpUCTOBOAOPOAHOM
xucnotsl - He 6ornee 10 % Ci7H oN3058
(oMenpaszon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H,9N305S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He Meree 75 % (Q)
C7H9N;0;S (oMenpazon) yepes

30 MUH.

Remarks : The Product conforms to ND/
TMpumeuanne: [ponykT cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
Zaxmouenue: OJIOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
mducFOEEZ (Omeprazole), capsules 20 mg |MpoayxT: Ome3® (oMenpasoi), KancyJbl 20 M
Batch No. / Cepus Ne: B2103214 Batch Quantity / O6nem
L e cepun: 2000000 NO B
AR No / Ananurudeckuid otyer No: Date of Analysis / laTa
2002FP21001853 ananwmsa: 09-09-2021
Mfg. Date: / IaTa npousBoAacTBa: 08/2021 Date of Expiry / T'onen go:

07/2024

Analysis performed according ND / Ananus npoeeen mo H/I: TI N015479/01-121120

Ne Test / Ilokazareas Result / PeyabTaThl Specification / Hopma

7 | Related substances / IllocToporHue npumecu
Any individual 0.01%/0,01% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

Jlrobasa ennHuyHaA

HenIeHTH GHIIMPOBaHHA

s TIPAMECH

Total impurities / Not detected / ne o6HapyxcHa Not more than 2.0 % /
CymMa npumeceit He 6onee 2,0 %

8 | Assay/ 199 mg/ 19,9 mr 180mg to 220 mg of C;;H;oN;O;8
KoauuecTBeHHOE (99.6% / 99,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaejeHue label claim). /

Or 18,0 MI" 10 22,0 Mr C]7H]9N303S
(oMmenpazon) B xancyie (ot 90,0 mo 110,0 %
OT HOMUHAJIGHOT'O COJIEPMAaHUs).
9 | Microbial limits / Mukpo6uoaoruyeckas YHcToTa
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
O6mIee ynco adpoOHBIX
MHKPOOPTaHH3IMOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He 6onee 100 KOE/r
OO611ee YnucIo
IPOKIKEBBIX U
TUTECHEBBIX TPHUOOB
¢) E. coli Absentin 1 g/ Absentinl g/
OtcyTcTBYeTB 1 T OtcyrctBue B 1 1
10 | Packaging / Ymakoeka | 10 capsules in an aluminum strip.
3strips and patient information | 15 capsules in an  aluminum  strip or
leaflet in a carton pack. / Tlo 10 | pA/A1/PYC // aluminum blister. 3 strips or
Kacyst B alfoMHHUCBOM  CTPUTIC. | 3 plisters and patient information leaflet in a
Ilo 3 crpuna ¢ MHCTpYKUMEH TO | oarton pack. / Tlo 10 kamcysn B amtOMHHHEBOM
TPUMCHCHHIO B TIaYKy KAPTOHRYIO. | crpyme wnm B [TA/AJI/TIBX // anroMuHMEBOM
6mucrepe. [1o 3 crpuna unu no 3 Gnucrepa ¢
WHCTpYKIMeH T0 TIPUMEHEHWI0 B TavkKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeganne: TTpoaykT cooTBeTcTBYET TpeboBanmsm HJI

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

l’_r_oduct: Omez (Omeprazole), capsules 20 mg

IMpoaykt: OMe3® (omenpa3on), kancyme 20 MT

Batch No. / Cepns Nu: B2103214 Batch Quantity / O6sem
cepun: 2000000 NO -
AR No / Anaaurudeckuii oTuet Ne: Date of Analysis / laTa
2002FP21001853 anaausa: 09-09-2021
Mfg, Date: / lara npon3BoACTBA: 08/2021 Date of Expiry / Togen no:
07/2024

;\nalysis performed according ND / Ananus nposexed mo HJ: II N015479/01-121120

Ne Test / IlokazaTens Result / PesyabraThl Specification / Hopma
11 | Labeling/ According to ND / B coorBercTeuu ¢ HJJ
Mapxkupogka

12 | Storage conditions /
YenoBus XxpaHeHust

At temperature below 25 °C. / I1pu Temmnepatype He Beire 25 °C,

13 | Shelf life / Cpox
TOAHOCTH

3 years / 3 roma

Remarks : The Product conforms to ND/

IMpumeuanne: TTpogykT cooTBeTCTBYET TpeGoBaHuAM HJI

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO
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