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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIHU3A

[Product: Omez {Omeprazole), capsules 20 mg

MpoaykT: Ome3® (omenpazon), KancyJisl 20 mr

Batch No. / Cepus Ne:

B2103899

cepun:

Batch Quantity / O6bem

2000000 NO

AR No / AHaauTnueckHii oraer Ne:

Date of Analysis / laTa

12002FP21002220 ananmza: 13-11-202]1
Mfg. Date: / JlaTa npou3BoacTBa: 10/2021 Date of Expiry / T'ogen f0:
09/2024

Analysis performed according ND / Anann3s nporeaen mo H/I: IT N015479/01-121120

Ne

Test / IlokazaTean

Result / PesynasTaThi

Specification / Hopma

1

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. /

Teepnole JKCIaTWHOBEIE
Mpo3patHble KarCyinbl pazMepa 2 ¢
OECLBETHBIM KOPIYCOM, pPO30BOii
Kpbllleuykolf W MapKUpPOBKOM
yepHoro ueta «OMEZ» Ha obeux
yacTax  kancynael. Conepknumoe
Kamcyn — rpaHyJIbl OCNOro 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. /
Tsepmrie JKeJIATHHOBEIE TIpo3pavyHble
Kancynsl  pasMepa 2 ¢ OecUBETHBIM
KOpPIIycOM,  pO30BOI  Kpbllleykoil WM
MapkupoBkoil depHoro usera «OMEZ» na
obewnx yactax kancynsl. CollepkuMoe Karcy
— rpaHybl 6en0ro UK NOYTH H6EJI0ro 1BeTA.

Identification / [TloaanaHOCTEL

22a)

By UV/V®-
criekTpodoToMETPHS

Complies as prescribed/
CoorBercTByeT 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. /

V® - cnekTpel TMOTHOLIEHUS pPacTBOPOB
npenapata M crTaHgapTHoro  ofpasia
oMenpasona B o6rnacty ot 230 mo 350 uM
IOJDKHB! WMETh MAKCHUMYMBI TIPU ONHOM W
TOI )K€ JUTHHE BOJHBI.

Remarks : The Product conforms to ND/
Iprmeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axauenne: OJOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

i’roduct: Omez (Omeprazole), capsules 20 mg

H[;O)lyKT: Omes® | (omenpa3zon), KancyJsisl 20 mr

Batch No. / Cepus Ne: B2103899

Batch Quantity / O6nem
cepun: 2000000 NO

AR No / Anajguruaecknii orgyer No:
2002FP21002220

Date of Analysis / laTa
anajausa: 13-11-2021

Mfg. Date: / JlaTa npon3BoacTBa: 10/2021

Date of Expiry / 'oaen po:
09/2024

Analysis performed according ND / Auaaus nposeaen no H/I: TT N015479/01-121120

Ne Test / ITokazarenan Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYeT TpeOOBaHHAM chromatogram of test solution should
correspond to the retention time of main peak
(?};B;IfKXXI;gIé)KX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpemst ynepkHBaHHSA OCHOBHOTO TIMKa Ha
XpoMaTorpaMme MWCTBITYEMOTO  pacTBopa
JIOIKCHO COOTBETCTBOBATh BpEMEHU
YACPXKUBAHWS OCHOBHOTO THKa Ha
XpoMarorpaMMe pacTBOpa  CTaHOapTHOTO
obpa3ua oMmernpasona (pazgen
«Konmm4ecTBeHHOE OTIpeIeNieHHED ).

3 | Average net fill weight 267.5mg/267,5 Mr
/ Cpegnsis Macca
COACPKMMOro Kancey.Ja

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

4 | Water/ Boxa 1.1% w/w/1,1%

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

5 | Uniformity of dosage 1.6/1,6
units / OgHOpoAHOCTDL

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

JMI03UPOBAHUSNA [ToxazaTens nmpuemiiemoctl (AV) nomkeH
OBITH MeHee WiTu paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 2%, 1% In 0.1 M hydrochloric acid solution - not
PacTBOpenne more than 10 % of C;;HyN3;05S

(omeprazole) is dissolved after 2 h/

B 0,1 M pacTBOpe XNOpUCTOBOAOPOLHOM
KHACIIOTEI - He 6onee 10 % C7H;oN3;0;S
(oMenpazon) yepes 2 4.

93%, 96%, 96%, 94%, 94%, 92% | In pH 6.8 buffer - not less than 75 % (Q) of

C7H 9N30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - e meree 75 % (Q)
C7HsN;0;S (omenpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/
Ipumeuyanne: IIpoaykT cooTBeTCTBYET TpeGoBanmam HJI

Conclusion : APPROVED /
3axumouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Ome3® (oMenpasoir), Kancynm_ZQ__M_r
Batch No. / Cepusa Ne: B2103899 Batch Quantity / O6bem

cepuu: 2000000 NO
AR No / Ananntuyeckuii oruet Ne: Date of Analysis / laTa
2002FP21002220 anajusa: 13-11-2021
Mfg, Date: / laTa nponsBoacTBa: 10/2021 Date of Expiry / I'ogen go:

09/2024

Analysis performed according ND / Anaaus nposenen mo H/{: 1T N015479/01-121120

No Test / TlokazaTenn Result / Pe3yabTaTbl Specification / Hopma

7 | Related substances / I[ToctopoHHHe npuMecH

Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
Job6as enyHUYHAS
HeMOeHTHHULHPOBaHHA
A IpAMech
Total impurities / 0.1/0,1% Not more than 2.0 % /
CymMa npumeceit He 6onee 2,0 %
8 | Assay/ 20.1 mg /20,1 mMr 18.0mg to 220 mg of C;;H;gN;O5S
KoanuecTBeHHOE (100.3% / 100,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeeHue label claim). /

Or 18,0 mMr pmo 22,0 mr C;;H;oN;O5S
(omemnpaszon) B kamncyne (ot 90,0 mo 110,0 %
OT HOMAHAJILHOTO COJISPKaHuU).

9 | Microbial limits / Mukpo6uoiaoruiueckast YucTOTa

a) Total Aerobic 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / 10 KOE/r He 6onee 1000 KOE/r
O6miee 9uciI0 a3polOHBIX

MIKPOOPTaHM3MOB

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/r

Ob1nee yucno
JIPOKXKEBBIX 1
IUIECHEBEIX I'pUbOB

c¢) E. coli Absentinl g/ Absentinl g/
OtcyTcTBYeTB 1 T OtcytctBUe B 1 T

10 | Packaging / Ymakorka | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / TTo 10
Kamcyll B aJllOMHHHEBOM CTpUIIE.
ITo 3 crpuna ¢ MHCTpyKUMER 10
MPUMEHEHHIO B MAYKy KapTOHHYO.

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 karcyn B alltOMMHAEBOM
crpunie Wi B I[TA/AJINIBX // amoMuaneBOM
6nucrepe. [To 3 crpuna unm no 3 Gnucrepa c
WHCTPYKUMEH 1[0 UpUMEHEHWI0 B MadkKy

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykt cooTBeTcTBYET TpeboBaHusaM HJI 3axmouenne: ONOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg

IMpoaykt: Ome3® (omenpason), Kancynsl 20 mr

Batch No. / Cepust Ne:

B2103899

Batch Quantity / O6bem
cepun: 2000000 NO

AR No / Ananutuuecknii oryert Ne:
12002FP21002220

Date of Analysis / laTa
aHamm3a: 13-11-2021

Mfg. Date: / lata npousBoacTBa: 10/2021

09/2024

Date of Expiry / 'ogen go: )

Analysis performed according ND / Anaaus nposeaen mo H/I: 11 N015479/01-121120

Ne Test / [TokazaTeas Result / PesyabTaTbi Specification / Hopma
11 | Labeling / According to ND / B cootsetctsuu ¢ HJJ
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / ITpn Temneparype He Bore 25 °C.
YenoBus Xxpanenust
13 | Shelf life / Cpox 3 years /3 rozaa
TOHOCTH

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
3axurouenue: OJOBPEHO
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