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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Product: Omez (Om_eprazole), capsules 20 mg

.HPOJIS’KT: Owmes® (omenpa3on), Kancysist 20 wr

Batch No. / Cepus Ne: B2201550

AR No / AHaJNTHYEeCKHIT oTueT Ne:

_|cepun:

Batch Quantity / O6bem
2000000 NO

Date of Analysis / laTta

WAY

2002FP22001021 S
Mfg. Date: / /laTa nponsBoacTBa:

ALAJTN3IANL

23-05-2022

04/2022

03/2025

Date of Expiry / Fogen ao:

Analysis performed according ND / Ananu3 nposesen o H/: TI N015479/01-121120

Ne

Test / Iloka3aTe/ib

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. /

Teepnpie JKENaTHHOBBIE
TIpo3payHble Karcylbl pazMepa 2 ¢
6ecrBeTHBIM  KOPITYCOM,  PO30BOif
KpBIICYKOW U MapKUPOBKOM
yepHoro uBera «OMEZ» na o6enx
gacrax  Kancymel.  ComepxkuMoe
Karcyn — rpaHynsl 6enoro nsera.

Hard pelatin 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. /
Teepnsle ’KETaTHHOBbIE Mpo3payHbIe
Karcynel  pasMepa 2 ¢ OecClBETHBIM
KOpITyCOM, po30BOM KpPBIIIeYKoi 2]
MapkupoBkoit yepHoro usera «OMEZ» Ha
obevx yacTax karncynsl. CoaepXkuMoe KancyJa
— TpaHyJIB 6€NoTo WIIN ToUYTH bemoro 1peTa.

Identification / IMoanauuuocTL

2a)

By UV /VYO-
CTHEKTpOodOoTOMETPHS

Complies as prescribed/
CooTReTcTBYET 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. /

Y® - crekrpsl TMOTJOIIEHHS pPacTBOPOB
mperapata W CTaHAapTHOTo  ofpasma
omenpasona B obmactu ot 230 go 350 HM
JOIDKHBI UMETh MaKCHMYMBI TPpH OOHOH W
TO¥ XKe JUTHHE BOJIHLI.

Remarks : The Product conforms to ND/
pumeuanue: [Iponykt coorBercTBYeT Tpebopanusam HJT

Conclusion : APPROVED /
3akiouenue: QJJOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIN3A
|Product: Omez (Omeprazole), capsules 20 mg Ipoxykr: Ome3® (omenpazon), kancylist 20 mr -
Batch No. / Cepusi Ne: B2201550 Batch Quantity / O6bem
L . cepuu: 2000000 NO .
AR No / Ananurndecknii oruet Ne: Date of Analysis / laTta
2002FP22001021 amaiusa: 23-05-2022
Mfg. Date: / laTa npousBoacTBa: 04/2022 Date of Expiry / T'ogen no:
B 03/2025
Analysis performed according ND / Anasns nposegen mo H/: TI N015479/01-121120 h
Ne Test / Iloka3aTean Result / Pe3yabTaTsl 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 pim f:orrespond to the retention time of main peak
CBYKX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpems ynepXuBaHWA OCHOBHOI'O IHMKA Ha
XpOMAaTorpaMMe  HCIBITYEMOTO  pacTBOpa
JIOIIKHO COOTBETCTBOBATH BpEMEHU
YACP)KHBAHUA OCHOBHOTO NHKa Ha
XpoMaToTpaMMe pacTBOpa  CTaHOapTHOTO
obpasua oMeIpazoia (pa3zmen
«KonuyecTBeHHOE ONPENETIEHUED ).

3 | Average net fill weight
/ Cpennsist Macca
COACPIKUMOTO0 Karcy.J

273.6 mg/273,6 Mmr

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/Boaa

1.1% w/w / 1,1%

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

5 | Uniformity of dosage 5.1/5,1
units / QqHoOpoaHOCTH

AO3UPOBAHUSA

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

ITokasaTens npuemiemoct (AV) nomken
OBITH MeHee Win paseH 15,0.

6 | Dissolution /
PacTtBOpeHue

99%, 97%

0%, 0%, 0%, 0%, 0%, 0%

97%, 99%, 102%, 102%,

In 0.1 M hydrochloric acid solution - not
more than 10 % of C]7H]9N3O3S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XITOpHuCTOBOAOPOAHOMN
KIcnoTHl - He Goree 10 % Ci7H9N;0;S
(oMerpa3zon) yepes 2 .

In pH 6.8 buffer - not less than 75 % (Q) of
C7H sN;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He MeHee 75 % (Q)
C17HsN3O5S (oMenpazon) depes

30 muH.

Remarks : The Product conforms to ND/

Ipumeuanne: ITpoayxt coorBercTBYET TpeboBaHusIM H]

Conclusion : APPROVED /
3akmouenne: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OmMe3® (oMenpason), Karcyibl 20 Mr
Batch No. / Cepua Ne: B2201550 Batch Quantity / O6bem
| - cepun: 2000000 NO -
AR No / AHanuTHYeckHii oT4eT Ne: Date of Analysis / lata i
2002FP22001021 o amagm3a:  23-05-2022 L
Mfg, Date: / JlaTa npou3BoAcTBA: 04/2022 Date of Expiry / T'ogen no:

03/2025

Analysis performed according ND / Awaau3s mposegen mo HJ[: TI N015479/01-121120

Ne Test / [lokasarenn Result / Pe3yabTaThl Specification / Hopma

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

JTrobas equaNYHAS

HeuAeHTU HULIMPOBaHHA

s TIpUMech

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMMma npumeceii He donee 2,0 %

8 | Assay/ 20.3 mg /20,3 mMr 18.0mg to 220 mg of Cy7H;oN;O38
KonanuecTBeHHOE (101.4%/101,4%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneseHle label claim). i

Ot 18,0 Mr oo 22,0 MTI C|7H[9N3O3S
(omenpason) B kancyne (ot 90,0 no 110,0 %
OT HOMHHAJTBHOTO COACPXKAHNA).

9 | Microbial limits / Mukpo6noJjiorudeckasi YHCTOTA

a) Total Aerobic 20 CFU/g/ Not more than 1000 CFU/g /
Microbial Count / 20 KOE/r He 6onee 1000 KOE/r
OO0uIee Yncno a3poOHBIX

MHUKpPOOPTaHH3MOB
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
OO01ee uucio
JPOXKEBRIX U
NJIECHEBBIX IpUOOB
¢) E. coli Absentin1 g/ Abscntin 1 g/
OTtcyTtcTByeT B 1 T OrcytcTBre B 1 T
10 | Packaging / Ymakoeka | 10 capsules in an aluminum strip. 10 I . lumi .
3 strips and patient information OBy O B str1.p -
. PA/AL/PVC // aluminum blister. 3 strips or
LR TR o R g 3 blisters and patient information leaflet in a
KarcyJl B alOMHHUEBOM CTpHIIE. p
Mo 3 crpuma ¢ WHCTpyKIMel MO carton pack. / TTo 10 kancyn B anmtOMHUHHUEBOM
crpurte win B [TA/AJI/TIBX // anmtoMiUHHEBOM
HpAMERCHEOE S IR ARSI A0S 6muctepe. [To 3 crpuna unu o 3 6nucTepa c
UHCTPYKUMEH IO TpPUMEHeHWI0 B Mauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanne: Ilponykt cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3amouenne; ONOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

[Product: Omez ((Tneprazo]e), capsules 20 mg B

Batch No. / Cepus Ne:

cepuu: 2000000 NO

HpoxykTt: OMes® (OMenpason),K_ancynH 20 Mr
B2201550 Batch Quantity / O6bem

AR No / AnanuTHueckHnii otuer Ne: Date of Analysis / lara

2002FP22001021 anajgusza: 23-05-2022

Mfg. Date: / laTa npousBoJcTBAa: 04/2022 Date of Expiry / Togen no:

- 03/2025
Analysis performed according ND / Ananns nposeaen no HJ: 1T N015479/01-121120
Ne Test / [lokazaTenn Result / Pe3yabTarsl Specification / Hopma

11 | Labeling / According to ND / B cOOTBCTCTDIH C HI N
MapxkupoBKka

12| Storage conditions / At temperature below 25 °C. / ITpn Temneparype He Beile 25 °C.
YcaoBusi XpaHeHHUs

13 | Shelf life / Cpok 3 years /3 rona
TFOAHOCTH

Remarks : The Product conforms to ND/
Mpumeuanue: IIpoaykT cooTBeTCTBYET Tpebopanusam HJI

Conclusion : APPROVED /
3axkawuenue: OJJOGPEHO
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