CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

Product; Omez (Omeprazole), capsules 20 mg

Mpoaykr: Omes® (omenpaso), Kancyist 20 mr

Batch No. / Cepusa Ne: B2201544 Batch Quantity / O6bem

|eepun: 2000000 NO -
AR No / AHanuTH4YecKHit oTyeT No: Date of Analysis / laTta
2002FP22000989 aHaamsa: 14-05-2022

Mfg. Date: / JlaTa npoussoacrsa:

04/2022

03/2025

Date of Expiry / Fogen go:

Analysis performed according ND / Anajus nposeaen o H/I: 1T N015479/01-121120

Ne Test / Iloka3zaTenb

~ Result/ PesyabTaThl

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. /

Trepasle KenaTUHOBbIE
TIpO3pauHBIe Karcylibl pazMepa 2 ¢
OecUBETHBIM KOPITYCOM, PO30BOi
KpbILIEYKO U MapKupoBKoil
yepHoro useta «OMEZ» Ha o6enx
yacTsax  kancynsl.  Comepxnmoe
Karcyn — rpaHyJibl Oenoro uBeTa.

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. /

TBep,IlLIC JKCJIIaTUHOBLIC Ipo3payHbIC
Karcynel  pasmepa 2 ¢ OECIBETHBIM
KOpPITyCOM, po30BOH  KpBILEYKOH |

MapkupoBkoii uepHoro usera «OMEZ» nHa
o6enx yactsx karcynsl. ConepkuMoe Karcy
— rpaHyJibl 6eIoTo UM oYTH 6eNloro 1BeTa.

2 | Identification / [ToxanHHOCTD

2a) | ByUV/V®-
criekTpodhoTOMETpHs

Complies as prescribed/
Co0TBeTCTBYET TpeOOBaHNAM

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® - cnekTpel TOTJIOLIEHHUS pPacTBOPOB
mperapara W CTaHAapTHOTO  ofpasua
oMenpaszona B obmacti oT 230 mo 350 HM
NOIDKHBI MMETh MaKCHMyMb! TIpU OXHOW U
TOM e JUTHHE BONHEI.

Remarks : The Product conforms to ND/
Tpumeuanne: [Iponykt cooTBETCTBYeT TpeboBaHusM H/T

Conclusion : APPROVED /
Zaxarouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: OMe3s® (oMenpa3oin), KancyJib! 20—1_:”_ -

Batch No. / Cepus Ne:

B2201544 Batch Quantity / O6bem

cepuu; 2000000 NO

AR No / AHanuTRyeckuii orqer No: Date of Analysis / laTa
2002FP22000989 ananusa: 14-05-2022 ]
Mfg. Date: / laTa npousBoacTBa: 04/2022 Date of Expiry / I'ogen no:
- 03/2025 B
Analysis performed according ND / Anasnns nposegen mo HJL: T1 NO15479/01-121120
Ne Test / ITokazaTenan Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Coinplies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYeT TpeOOBaHUAM chromatogram of test solution should
BYKX f:orLesp(}))nd to the reten;ion time of maifn peak
in the chromatogram of omeprazole reference
CEEF RS D standard solution (section "Assay"). /
BpeMsi yiep)KMBaHMA OCHOBHOTO TNHKa Ha
XpoMaTorpaMMe  WCITBITYEMOTO  pacTBopa
IOTKHO COOTBETCTBOBATh BpeMeHH!
yIepkUBaHus  OCHOBHOIO nMKa  Ha
XpoMaTorpaMMme — pacTBopa  CTaHZapTHOTO
obpaslia oMemnpazona (pazmen
«KonuuecTBeHHOE OTIPENCIICHUED).
3 | Average net fill weight | 266.7 mg/266,7 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennsist Macca 283.5 mg) /
COAEpPKUMOro KancyJ 270,0 Mr + 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.2% wiw / 2% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.1/3,1 Acceptance value (AV) should be less than or
units / OaHOpOAHOCTE equal to 15.0./
A03HPOBAHUSA TMokasaTens npuemieMoct (AV) nomkeH
OBITH MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 3%, 0% In 0.1 M hydrochloric acid solution - not
PacrBopenue more than 10 % of C7sHsN:03S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBope XJI0pHUCTOBOIOPOIHOM
KucnoTsl - He 6oiee 10 % Ci7H oN3; 038
(omenpazon) yepes 2 4.
94%, 95%., 94%, 96%, 95%, 96% | In pH 6.8 buffer - not less than 75 % (Q) of
C,7HsN;0;S (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - He MeHee 75 % (Q)
C7H;9N;0,S (omenpazon) depes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
N pumeuanne: ITpoaykT coorBeTcTBYET TpeboBanusam HJI 3axmwyenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

Mponykr

: Ome3® (omenpason), Kancyibi 20 mr

Batch No. / Cepus Ne: B2201544

Batch Quantity / O6bem

cepuu: 2000000 NO
AR No / AHanuTH4ecKkuii oTyer Ne: Date of Analysis / Jlata
2002FP22000989 anammsa:  14-05-2022

Mfg. Date: / laTa npon3BoacTBa:

04/2022

03/2025

Date of Expiry / T'omen go:

Analysis performed according ND / Ananus nposenen no H/L: 11 N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / TTo 10
Karcysnl B IFOMHHHEBOM CTpPHIIE.
ITo 3 crpuna ¢ WHCTPYKLUMEH MO
NpUMEHEHHIO B MaUKy KapTOHHYIO.

No Test / IlokazaTennb Result / PesyabTaThl Specification / Hopma

7 | Related substances / ITlocToponHue nnpumech
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JTro6ast enmHMYIHAsS

HeuaeHTUuGUIMpoBaHHa

s TIPUMEChH

Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npumecei He Gonee 2,0 %

8 | Assay/ 19.6 mg/ 19,6 mr 18.0mg to 22.0 mg of C7H;gN;O58
Koau4yecTrBeHHOE (98.2% / 98,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneseHue label claim). /

Or 18,0 mr mo 22,0 mMr Cy7HgN;OsS
(omenpason) B kxancyne (oT 90,0 no 110,0 %
OT HOMMHAJIBHOTO COIEPKaHUA).

9 | Microbial limits / MukpoOuogorudeckas 44¢ToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6omee 1000 KOE/r
OOGuiee 4lcI0 adpOOHBIX

MHUKPOOPTaHH3MOB
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
OOmee uncno
JIPOSKKEBBIX U
MIIECHEBLIX IpUbOB
¢) E. coli Absentin 1 g/ Absentinl g/
OtcyrctByeT B 1 T OrcyterBUe B 1 1
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.

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 xarncyn B aJlFTOMUHUEBOM
crpurne und B [TA/AJI/TIBX // anroMunneBoM
Gnucrepe. o 3 crpuma unu mo 3 6ancrepa ¢
UHCTPYKLMEl 10 TPUMEHEHHI0 B MavkKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanne: [TpoayxT cooTBeTcTBYET Tpebosanmuam HIT

Conclusion : APPROVED /
3axuaouenue: OXOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

IMpoaykT: Ome3® (ome;pa?aon), kancyisl 20 mr

Batch No. / Cepus Ne:

B2201544 Batch Quantity / Oobem

cepun: 2000000 NO

AR No / AnanurHdecknii oTder Ne: Date of Analysis / laTa
2002FP22000989 anaauza: 14-05-2022
Mfg. Date: / lata npousBoicTBa: 04/2022 Date of Expiry / I'ogen go:
03/2025
Analysis performed according ND / Auasns nposesen mo H/: TT N015479/01-121120
Ne Test / Iloxa3zaTensn Result / Pe3yabTaTbl Specification / Hopma
11 | Labeling / According to ND / B cootercreuu ¢ HJ|
Mapkuposka
12 | Storage conditions / At temperature below 25 °C. / IIpu Temnepatype He Boime 25 °C.
Ycaoeusi XpaHeHHs
13 | Shelf life / Cpok 3 years / 3 rona
FOAHOCTH

Remarks : The Product conforms to ND/

Ipumevanne: [TponykT coorseTcTBYET TpeGoBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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