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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJHU3A

| Product: Omez (Omeprazole), capsules 20 mg

H_])OleKT: Ome3® (omemnpason), Karcynsl 20 mMr

Batch No. / Cepust Ne: B2200055

AR No / Avaaxutndecknii oruer Ne:

| C€pHHL

Batch Quantity / O6bem
2000000 NO
Date of Analysis / Jata

2002FP22000083

AHaJN3a:

18-01-2022

Mfg. Date: / lata npou3BoacTBa:

12/2021
11/2024

Date of Expiry / T'ogen go:

Analysis performed according ND / Ananus nposeser no HJI: 11 N015479/01-121120

Ne Test / HHoka3zaTean

Result / PesynsTaTh!

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. /

Trepnsle JXKEaTUHOBbIE
TIpo3payHble Karcysibl pasMepa 2 ¢
OECLBETHBIM KOPMYCOM, PpO30BOIi
KpBILIEYKON 3| MapKUpOBKOWH
yepHoro 1Bera «OMEZ» Ha o6enx
yacTax Kancynel.  Coaepxumoe
KallCyJ — rpaHyJibl 6eNoro 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. /

Teepasic KCITATHHOBBIC TIPO3paiHbIe
Karcynsl  pasMepa 2 ¢ OeclBETHBIM
KOPITyCOM, PO30BOIA KpbllIeukoi U

MapKkupoBkoi depHoro nseta «OMEZ» nHa
00enx yactax karcyibl. CoaepXXuMoe Kamcy
— TpaHyJel Oenoro Wiy noutu 6enoro 1BeTa.

2 | Identification / loganHHOCTE

2a) | By UV/ V-

crekTpodoTOMETpHS

Complies as prescribed/
CootBercTByeT 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. /

VY@ - choekTpsl MOTTIOUIEHHS PacTBOPOB
mpemapara W CTaHaapTHoro  oOpasua
omerpasonia B obiactd oT 230 go 350 HM
JOJDKHBI MMETh MaKCUMYMBI TIPH OOHOHM W
TOI K€ JUTHHE BOJIHBI.

Remarks : The Product conforms to ND/
Ipumeuanue: I1poaykT cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Er_od;ct: Omez (Omeprazole), capsules 20 mg

MpoaykTt: Ome3® (oMenpa3on), liancy.in,l—:lg MT _|

Batch No. / Cepus Ne: B2200055

;\ENO / AHaJ‘lHTHT-Ie:KHﬁ oTuer Ne:
2002FP22000083

Batch Quantity / O6bem
cepun: 2000000 NO
Date of Analysis / laTa
|anammza:  18-01-2022

Mfg. Date: / laTa npou3BoacTBa: 12/2021

Date of Expiry / T'onen go:
11/2024

Analysis perforn;ed according ND / Ananus nposeaen mo H: TT N015479/01-121120

CBOXX/BCXKX

Ne Test / IlokazaTenn Result / Pe3yabTaTnt 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
BIKX correspond to the retention time of main peak

in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

Bpems  ynmepWBaHHSA OCIIOBIIONO TMHKA Ha
XpOMAaTOTpaMMe  HCIBITYEMOTO  pacTBOpa
JIOTKHO COOTBETCTBOBATD BpeMeHH
yIepKUBAHUSL OCHOBHOTO MWka  Ha
XpoMmarorpaMMe — pacTBOpa  CTaHIApTHOTO
obpaszia omernpasona (pazgen
«KonuuecTBeHHOE OTPEAEHEHUED ).

/ Cpennsisi Macca
COIEPIKUMOTO KATICYJT

3 | Average net fill weight | 271.0 mg/271,0 Mr 270.0 mg + 5.0 % (Between 256.5 mg and

283.5 mg) /
270,0 MT £ 5,0 % (256,5 Mr - 283,5 Mr)

4 | Water/ Boaa 1.2% wiw / 1,2% Not more than 3.0% /

He 6onee 3,0 %

5 | Uniformity of dosage 23723
units / OgHOpoOaAHOCTD

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

MO3UPOBAHUS [Toxaszatens mpuemneMocti (AV) momkeH
6BITH MeHee MK paseH 15,0.
6 | Dissolution / 0%, 0%, 1%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBopenne more than 10 % of C;H;4N30;S8

(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope XnopHUCTOBOAOPOAHOMH
KucToThI - He 6omee 10 % C7H9N303S
(omenpason) yepes 2 4.

104%, 101%, 102%, 101%, In pH 6.8 buffer - not less than 75 % (Q) of
101%, 104%

C7HsN;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C17HsN3;05S (omenpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/

IIpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBaHusaM HJI 3akmouenne: OJJOBPEHO

Conclusion : APPROVED /
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

| Product: Omez (Omeprazole), capsules 20 mg

MponykTt: OMea® (oMempa3zon), kancynb 20 vr

Batch No. / Cepus Ne: B2200055

Batch Quantity / O6bem
cepnn: 2000000 NO

AR No / Anaaurnuecknii oruet Ne:
2002FP22000083

Date of Analysis / laTa
anaamia: 18-01-2022

Mfg. Date: / laTa NpoH3BoACTBA: 12/2021

Date of Expiry / I'ogeH go:
11/2024

Analysis performed according ND / Ananus nposenen no H/I: IT N015479/01-121120

No Test / [lTokazaTesb Result / PezyabTaTbl Specification / Hopma

7 | Related substances / [locroposHue npumecu
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6omee 0,5 %

JIro6asa canHuyHas

HeMASHTH(PNLIMpPOBaHHA

s TIPUMECH

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMMa nipuMeceit He 6onee 2,0 %

8 | Assay/ 20.3 mg /20,3 mr 18.0mg to 22.0 mg of C7H;gN;O;38
KoandecTBenHoe (101.3%/101,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegejieHHe label claim). /

Ot 18,0 MI™ 10 22,0 Mr C17H19N303S
(oMenpazon) B xancyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOTO CO/ICPKaHMs).

9 | Microbial limits / MukpoGuosornueckast HucToOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
Obmee uncno a3poOHBIX

MHKPOOPraHH3MOB

b) Total Combined
Yeasts and Mould Count
Obmiee YncIo
ZPOKKEBBIX 1
IUIECHEBBIX TpHOOB

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

Not more than 100 CFU/g /
He 6omnee 100 KOE/T

¢) E. coli

Absentinl g/
OtcytcrByeTrB 1T

Absentin 1 g/
OrcytctBrEe B 1 T

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
Karncysl B aliOMHHWEBOM CTpHIIC.
ITo 3 crpuna ¢ WHCTpyKLMeHd no
MPUMEHEHHTO B TaYKy KapTOHHYTO.

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 xarcyn B aJJlOMHHUEBOM
crpurte win B [TA/AJI/TIBX // anroMUHIEBOM
6nucrepe. [To 3 crpuna unu no 3 6nucrepa c
HHCTpYKIWEH 10 TpPUMEHEeHHI0 B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Hpumeuanue: [IponykT coorBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3axkawuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg IponyxT: Ome3® (oMenpazon), kancylbl 20 yr
Batch No. / Cepus Ne: B2200055 Batch Quantity / O6bem
- o cepun: 2000000 NO
AR No / Auaautuyecknii ot4aet Ne: Date of Analysis / laTa
2002FP22000083 anajau3a: 18-01-2022
Mfg. Date: / laTa npousBoacTBa: 12/2021 Date of Expiry / I'ogen go:

11/2024

Analysis performed according ND / Auasus nposenen no HJI: T N015479/01-121120

Ne Test / Ilokasatens Result / Pe3yabTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootBetcTtBru ¢ HJ|
Mapxuposka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Boire 25 °C.
YcnoBus XpaHeHus
13 | Shelf life / Cpox 3 years /3 rona
TOAHOCTH

Py

Cop

Uncontrolled

Remarks : The Product conforms to ND/
Mpumeuanne: [Tponykr coorBercTBYeT TpebopaHuaM HJL

Conclusion : APPROVED /
Jaxarouenne: OJOBPEHO
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