CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: Omes® (omenpason), kancynsl 20 mr

Batch No. / Cepus Ne: B2201549

Batch Quantity / O6bem

cepuu: 2000000 NO -
AR No / Anaautadecknii otuer Ne: Date of Analysis / laTa
2002FP22001007 anaauza: 18-05-2022

ed Copy

ncontroll

-

U

Mtg. Date: / laTa l'lpO;BBO_ll(!TBa: 04/2022

03/2025

Date ot Expiry / 'ogen go:

Analysis performed according ND / Anaau3s nupoeenen no HJI: T N015479/01-121120

Ne Test / IloxazaTtens Result / Pe3yabTarThl

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. /

Trepasle ’KENaTUHOBBIC
Npo3pauHble Kancybl pazMepa 2 ¢
OeclUBETHBEIM  KOPITYCOM, PO30BO#T
KPbILIEYKOM n MapKUpOBKOi
yeproro usera «KOMEZ» Ha 06enx
qacTsix  kancynel.  Comepxkumoe
Kamncys — rpanynbl 6enoro ugera.

Hard gelatin transparent capsules of size 2
with a colorless body, piuk cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white
pellets. /

Trepable KETATHHOBBIE Npo3pavHble
Karcyael  pasmepa 2 ¢ OeclBeTHBIM
KOpITyCOM,  PO30BOH  KpBIIIEHWKOW W

MapkupoBKoil yepHoro nsera «OMEZ» Ha
obenx yactax karicynel. CoaepKuMoe Karcyn
— TpaHyITsl 6eJI0T0 MITH MOYTH 6eIToTo 1BETA.

2 | Identification / IloaanHHOCTSL

2a) | ByUV/ V-
cniekTpodoToMeTpHst Complies as prescribed/

CooTBeTcTBYET TpeboBaHUAM

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. /

Y® - cHoekTpsl TOTNOIIEHHUS PacTBOPOB
nperapata W CTaHmgapTHoro  obpasma
oMenpasona B obmactn ot 230 no 350 um
JIOIDKHBI MMETb MAaKCHMYMBEI TIpY OOHOW W
TOW e JUTHHE BOJIHBI.

Remarks : The Product conforms to ND/
Npumeuanne: ITponyxt cooTBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3akauenune: OJJIOGPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

[Product: Ome;(Gmeprazole), capsules 20 mg

TMMpoaykr

: OMe3® (oMerpazon), Kancynbl 20 mr |

Batch No. / Cepust Ne:

B2201549
cepum:

Batch Quantity / O6bem

2000000 NO

2002FP22001007

AR No / AHaauTHYecKHii oTyeT Ne:

AHAJJIN3A:

Date of Analysis / laTa

18-05-2022

Mfg. Date: / [laTa npousBoacTBa:

04/2022

Date of Expiry / T'oaen go:

should

03/2025
Analysis performed according ND / Anaau3 nporegen mo H/I: TI N015479/01-121120
Ne Test / TlokazaTean Result / PesyasTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC COOTBETCTBYET TpeboBaHMAM chromatogramm — of  test  solution
BYKX correspond to the retention time of main peak
CBOXX/BCXKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMst ynmepkuBaHUsS OCHOBHOIO IMHKa Ha
XpOMaTorpaMMe  HCIBITYEMOTO  pacTBOpa
TOJDKHO COOTBETCTBOBATh BpEMEHH
YACP)KHUBaHUSA OCHOBHOTO nuKka  Ha
XpoMarorpaMMe pacTBopa  CTaHOapTHOTO
oOpazna oMerpasona (paznmen
«KonnuecTtBeHHoe onpeneneHmne).

3 | Average net fill weight
/ Cpennsisi Macca
COAEPKUMOTO KATCyJI

268.9 mg/268,9 mr

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

4 | Water / Boaa

1.2% wiw [ 1,2%

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

A03UPOBAHUA

5 | Uniformity of dosage
units / OZTHOPOAHOCTL

32/32

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

[Tokazatens npuemneMoctd (AV) monxex
6bITh MeHee WiIn paseH 15,0.

6 | Dissolution /
PacTBOpenue

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

101%, 99%, 95%, 100%, 94%,
102%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;;HoN303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pactBope X0opucTOBOAOPOIHON
KucinoThbl - He 607ee 10 % C7H oN30O5S
(oMenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN50;S (omeprazole) is dissolved after
30 min /

B Gydepe pH 6,8 - He menee 75 % (Q)
C,7H;sN30;S (omemnpazon) gepes

30 MUH.

Remarks : The Product conforms to ND/
I pumeyanue: TIponyKT COOTBETCTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
Zaxaouenne: OJOBPEHO
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Product: Omez ('Onwpmznlcj. capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHATTH3A

IMpoaykr: Ome3® (oMerpason), Kancyirsl 20 mr

Mfg. Date: / JaTa npoH3BoJAcCTEA:

Batch No. / Cepusn Ne: B2201549 Batch Quantity / O6nem

|eepun: 2000000 NO ]
AR No / AHannTH4yeckuii otder Ne: Date of Analysis / JlaTa
2002FP22001007 anaju3sa: 18-05-2022

04/2022

03/2025

Date of Expiry / Togen go:

Analysis performed according ND / Auaan3 nposegen mo HJL: TT N015479/01-121120

Ne Test / Iloxa3zarenan

Result / Pe3yabTaThl

Specification / Hopma

7 | Related substances / IlocTopontue npumecu

Any individual
unidentified impurity /
JIro6as eqHUYHAS
HeUACHTHHUITMPOBaHHA
s TIpUMECh

0.04% / 0,04%

Not more than 0.5 %. /
He 6onee 0,5 %

Total impurities /
Cymma npuMmecei

0.1%/0,1%

Not more than 2.0 % /
He 6omnee 2,0 %

8 | Assay/
KoauuecTrBenHoe
onpegeleHne

20.3 mg/ 20,3 mMr
(101.3% / 101,3%)

18.0 mg to 22.0 mg of C17H19N3038
(omeprazole) in capsule (90.0 to 110.0 % of
label claim). /
Or 18,0 M- ao 22,0 MI C]7H]9N3O3S
(omempason) B kancyne (ot 90,0 no 110,0 %
OT HOMHHAJIEHOTO COACPKAHNA).

9 | Microbial limits / Mukpo6HoJioru4ecKas YMCToTA

a) Total Aerobic
Microbial Count /
O611ee yncio a3poOHBIX
MHKPOOPTaHU3MOB

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

Not more than 1000 CFU/g /
He Gosnee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
O6n1ee YnCiIo
IPOXNOKEBBIX U
TIECHEBBIX IpHOoB

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

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

¢) E. coli

Absentinl g/
OtcytctByeTrB 1 1

Absentinl g/
OrcytcrBue B 1 r

10 | Packaging / YnaxoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Tlo 10
Karncyl B aTIOMWHWUEBOM CTpMUIIE.
ITo 3 crpuna ¢ WHCTpPYKIMEN Mo
NpHUMEHEHHIO B TIaUKy 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. / [1o 10 kancyn B alroMMHHEBOM
crpurne unn B ITA/AJI/TIBX // anroMuEIEBOM
6micrepe. [To 3 crpumna wu no 3 Gnucrepa ¢
VHCTPYKUMEH 1O MPUMEHEHMI0 B MaukKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeyanne: [{ponyxT cooTBeTcTBYET TpeboBaHusM HJT

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO
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Product: Omez (Omeprazole), cupmﬁcs 20 mg

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJINU3A

Ipoaykr: Ome3® Gmeﬁpa?,on), Kancynw_2Q MT

Batch No. / Cepust Ne: B2201549 Batch Quantity / O6bem
cepuu: 2000000 NO
AR No / Avaautrudecknii ot4der Ne: Date of Analysis / laTa
2002FP22001007 ananmsa: 18-05-2022
Mfg. Date: / Jara npoH3BOACTBA: 04/2022 Date of Expiry / 'ogen go:
03/2025 -
Analysis performed according ND / Anaaus nposejen o H/: TT N015479/01-121120
Ne Test / [lokazaTean Result / PesyabTaThbl Specification / Hopma
11 | Labeling / According to ND / B coorrerctBnm ¢ HJJ
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbime 25 °C.
YcjoBusi XpaHeHHs
13 | Shelf life / Cpok 3 years /3 ropa
TOAHOCTH

Remarks : The Product conforms to ND/
Ipumedanne: Iponykr coorBercTBYeT TpeGosanusiM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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