CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

[Product: Omez (Omeprazole), capsul_es 20 mg

IMpoaykr: Owmes® (oMemnpazon), KarcyJbl 20mr

Batch No. / Cepus Ne: B2200266

Batch Quantity / O6bem
cepun: 2000000 NO

AR No / AHajuTHYecKkui oTueT No:
2002FP22000171

Date of Analysis / laTa
aHajgm3a: 31-01-2022

Mfg. Date: / laTa npousBoacTna:

01/2022

Date of Expiry / Togen go:
12/2024

Aﬁalysis performed according ND / Anaqu3 nposesen no HJI: T1 N015479/01-121120

Ne Test / IToxa3zaTean

Result / PesyabTathl

Specification / Hopma

.
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e

I
|
1

1 | Deseription /
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. /

Teeparpie JKeJIaTUHOBbIE
Tpo3payHble Karlcynsl pasMepa 2 ¢
GecuBeTHBIM KOPITyCOM, pO30BOi
KpBILICUKOW W MapKUpOBKOH
yeproro usera «OMEZ» Ha obenx
yactsx  kamcymel.  Comepxkumoe
KaIrcyJl — rpaHynel 6enoro 1BeTa.

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. /

Trepapie KeNaTUHOBbIE Mpo3pavHble
Karmcynel  pasMepa 2 ¢ OecuBeTHBIM
KOpIIyCOM,  pPO30BOH  Kpblllewkoit W

MapkupoBkoil yeproro uLsera «OMEZ» Ha
obenx JacTiax kancyssl, CoaepXumMoe Karcy
— TpaHyJIbl 6ETOTo UK MOUTH 6eNToTo HBeTA.

2 | Identification / IlonuHHOCTE

2a) | By UV /Y-
crexTpooTOMETpUs

Complies as prescribed/
CooTBeTCTBYET TpeOOBaHHAM

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® - coekrpbl TOTJIOMIEHMS PAcTBOPOB
mperapara W CTaHAapTHoro  ofpasna
oMernpaszona B obnactd ot 230 mo 350 HM
IO/KHBI MMETh MAaKCHMyMBI TIpH ONHOW U
TOM K€ JJTVHE BOJIHBI.

Remarks : The Product conforms to ND/
Hpumeuanne: [IponykT cooTBeTCTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
i’ro—duct: Omez (Omeprazole), capsules 20 mg MpoayxkT: OMC3®_(O_MCTI])[-13UIU. KancyJsl i_O MI
Batch No. / Cepust Ne: B2200266 Batch Quantity / O6bem

cepun: 2000000 NO

AR No / Auanuriaecknii oruer Ne: Date of Analysis / laTa
2002FP22000171 anaauza: 31-01-2022
Mfg. Date: / laTa npoussoacTBa: 01/2022 Date of Expiry / T'ogen go:
12/2024
Analysis performed according ND / Anaians nposeaen mo H/L: 1T N015479/01-121120
Ne Test / IlokazaTeab Result / Pe3yabTaTbl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCcTBYET TPeOOBAHMAM chromatogram of test solution should
BOIKK it ?onespond to the retention time of main peak
CBYXX/BCKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpems yhmepXMBaHMs OCHOBHOI'O NUKa Ha
XpoMaTorpaMMe  UCITBITYEMOIO  pacTBopa
TOJKHO COOTBETCTBOBATH BpEMEHN
yIepKUBaHUs OCHOBHOT'0 fuKa  Ha
XpOMaToTpaMMe  PacTBOpPa  CTaHIapTHOTO

JM03UPOBAHUSA

units / OqnopoaHocTh

obpazna oMerpazona (pazuen
«KonmuuectBeHHOE OnpenencHmue»).
3 | Average net fill weight 271.3 mg/271,3 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansst macca 283.5 mg) /
COAEPKUMOro KancyJa 270,0 mMr + 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.0% w/w / 1,0% Not more than 3.0% /
He Gonee 3,0 %
5 | Uniformity of dosage 42742 Acceptance value (AV) should be less than or

equal to 15.0./
IToxazarens npuemnemoctd (AV) gomkeH
OBITE MeHee WITH paBeH 15,0.

6 | Dissolution /
PacrBopenne

0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
more than 10 % of C17H[9N3O3S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBope XJTOpruCTOBOACPOAHOI
KxucioTs! - He 6onee 10 % C;H;oN3O58
(omenpazon) gepes 2 4.

93%, 95%, 94%, 94%, 92%, 95% | In pH 6.8 buffer - not less than 75 % (Q) of
C7H9N30sS (omeprazole) is dissolved after
30 min /

B Gydepe pH 6,8 - He meHee 75 % (Q)
C7H9N305S (omempazoi) gepes

30 MuH.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeyanne: [IpoaykT cooTBeTcTBYET TpebosaHusaM HJI 3axawuenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

[Product: Omez (Ome_prazolei capsules_ 20 mg_—

HI;O)]yKT

: Omes®) [omenpn'aon'j._Knncvm.i 20 Mr

2002FP22000171

Batch No. / Cepusi Ne: B2200266 Batch Quantity / O6bem

o cepuu: 2000000 NO

AR No / AHanuTHYecKUit oTdeT Ne: Date of Analysis / JIaTa
anaausa: 31-01-2022

Mfg. Date: / laTa npoH3BoAcCTBA:

01/2022

12/2024

Date of Expiry / Toen f1o:

Analysis performed according ND / Ananms nposenen no HA: TT N015479/01-121120

Ne Test / Iloka3zaTennb Result / PeayasTaTsl Specification / Hopma
7 | Related substances / I[locToponHne npuMecu

Any individual 0.04% /0,04% Not more than 0.5 %. /

unidentified impurity / He 6onee 0,5 %

JIro6ast eqMHUYHas

HEWAEHTU PULIPOBaHHA

s IPUMeECh

Total impurities / 0.1%/0,1% Not more than 2.0 % /

CymMa npumeceit He 6onee 2,0 %

8 | Assay/ 19.6 mg/ 19,6 mr 180mg to 220 mg of C,HN;0,S
KoauuecTBeHHOE (97.8%/97,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneseHue label claim). /

Or 18,0 mr mo 22,0 mMr C;;H;oN;05S
(omempazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMWHAJTEHOTO COMICPKaHH).
9 | Microbial limits / MukpoGuosoruyeckas YHCTOTA
a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Mesnee 10 KOE/r He 6onee 1000 KOE/r
Ob1ee 9ucI0 a3poOHBIX
MHKPOOPraHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Meree 10 KOE/r He 6onee 100 KOE/r
O6b11ee yncio
IPOXKEBBIX U
MIECHEBEIX TpUOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytcrByeT B 11 OtcytcrBue B 1
10 | Packaging / YmakoBka | 10 capsules in an aluminum strip.

3 strips and patient information
leaflet in a carton pack. / ITo 10
Kamncyll B aJlOMHHUEBOM CTpPHIIE.
ITo 3 crpuna ¢ wHCTpyKIHWEd Mo
HNpPUMEHEHUIO B TIAYKy 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 almOMHUHHAEBOM
crpurie mwiu B [TA/AJI/TIBX // anromMunneBoM
6nuctepe. ITo 3 crpuna unu no 3 GnucTepa ¢
HHCTpYKUMEll MO MNPUMEHEHHI0 B Mauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanne: ITponykT coorBeTcTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3axsmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIHNU3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: OMe3® (oMenpazon), KancyJsisl 20 Mr
Batch No. / Cepus Ne: B2200266 Batch Quantity / O6bem
i » cepun: 2000000 NO
AR No / AraanTnueckuii oTdet Ne: Date of Analysis / laTa -
12002FP22000171 B anayusa: 31-01-2022
Mfg. Date: / JlaTa npon3BoacTBa: 01/2022 Date of Expiry / Togen no:

12/2024

Analysis performed according ND / Auaaus nposenex no H/: T N015479/01-121120

Ne Test / [loka3aTeas Result / Pe3yasTaTsl Specification / Hopma
11 | Labeling / According to ND / B coorsetcTByu ¢ HJJ
MapkHpoBKa

12 | Storage conditions /
YcjoBus XpaHeHUd

At temperature below 25 °C. / TTpu Temneparype He Bbime 25 °C.

13 | Shelf life / Cpok

TFOOAHOCTH

3 years / 3 roga

Remarks : The Product conforms to ND/

IIpumeuanne: [Iponykr coorBeTcTBYET TpeboBaHusM HJL

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO
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