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Product: Omez (Omeprazole),_capsulejs 20 mg

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Hpoxykr: OMe3® (ow?enpamn), Karncyns 20 Mr

Batch No. / Cepus Ne:

B2201049

CepHH;

Batch Quantity / O6bem

2000000 NO

AR No / AHAJIHTHYecKHiT oTueT No:
2002FP22000726

Date of Analysis / laTa
aHaju3a;

14-04-2022

Mfg. Date: / laTa npoxssoicTBAa:

03/2022
02/2025

Date of Expiry / I'onen no:

Analysis performed according ND / Ananus nposegen o H/I: TI N015479/01-121120

No

Test / Iloka3aTenn

Result / Pe3yabTaThl

Specification / Hopma

1

Description /
Onucanme

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. /

TBepapie KeJaTUHOBLIE
TIPO3payHBIe KamCyNbl pasMepa 2 ¢
GeclBETHBIM  KOPITYCOM, [pPO30BOH
KPBILIEYKOI u MapKMpOBKOH
yepHoro useta «OMEZ» Ha obenx
gactax Karcynel.  ComepxumMoe
Karcyn — rpaHyJibsl 6enoro usera.

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. /
TBepmsie KeJTaTHHOBHIE Npo3payHbIe
Kancynsl  pasMepa 2 ¢ OecuUBeTHBIM
KOpNycoM,  po30BOH  Kpbllleukoil W
MapkupoBko# udepHoro usera «OMEZ» Ha
obeyx gactax karcynsl. CoaepXuMoe Karcyi
— rpaHyJsl 6enoro vy noutyn 6enoro usera.

Identification / HHoaauHHOCTDL

2a)

By UV /V®-
criekTpodoToMeTpus

Complies as prescribed/
CooTBEeTCTBYET TpeOOBaHMAM

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. /

VO - cnexTpel TOTIOUICHUS pacTBOPOB
mpermapara W CTaHAapTHOro  ofpasiia
omMenpazona B obnmactu ot 230 mo 350 BmM
IOJDKHBEl UMETh MAaKCHMYyMBI MpU ONHON U
TOH Ke JJTHHE BOJIHBI.

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axiouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykrt: Omes® (oMenpason), KancyJsl 20 mr
Batch No. / Cepun Ne: B2201049 Batch Quantity / O6nem
cepuu: 2000000 NO -
AR No / Ananutndecknii oruer Ne: Date of Analysis / laTa
2002FP22000726 aHamausa: 14-04-2022
Mfg. Date: / lata npou3BoAcTBAa: 03/2022 Date of Expiry / 'ogen po:
02/2025
Analysis performed according ND / Ananus nposexer mo H: TI N015479/01-121120
Ne Test / IToxazaTens Result / Pe3yabTaTbl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOTBETCTBYET TPeOOBAHMAM chromatogram  of  test  solution  should
BKX win f:orrespond to the retention time of main peak
CBYIKX/BOICK in the chroma‘Fogram qf or'IllepraZ(zle reference
standard solution (section "Assay"). /
Bpemsi ymepKHBaHWMSA OCHOBHOTO TIMKa Ha
XpoMaTorpaMMe  WCIIBITYEMOTO  pacTBopa
JIOTDKHO COOTBETCTBOBATh BpeMeHH
yIepKUBAHAS OCHOBHOTO  TIWKa  Ha
XpoMaTorpaMMe  pacTBOpa CTaHIApPTHOTO
oOpasua oMenpazolia (pa3znen
«KonudecTBeHHOE OTIPEAETICHUEY).
3 | Average net fill weight 267.1 mg/267,1 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansis macca 283.5 mg) /
COMEPKUMOTr0 KATICYJT 270,0 mr+ 5,0 % (256,5 mr - 283,5 ™r)
4 | Water/ Bona 1.0% w/w / 1,0% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.2/32 Acceptance value (AV) should be less than or
units / QaHopoaAHOCTL equal to 15.0./
J03UPOBAHHSA [TokazaTens npueMneMocTd (AV) ToihKkeH
6LITE MeHee WTH paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpeHHe more than 10 % of C;7HsN;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pactBope X10pUCTOBOAOPOLHON
Kuehorsl - He Gusiee 10 % Ci;HoN3O5S
(oMenpazon) gepes 2 4.
99%, 97%, 99%, 99%, 99%, 99% | In pH 6.8 buffer - not less than 75 % (Q) of
C17HoN;0;S (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - He menee 75 % (Q)
C7H;9N30;S (omemnpazon) uepes
30 muH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusam HJI 3axmrouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Product;: Omez (Omeprazole), capsules 20 mg Mpoayxr: OMe3® (oMenpasot), Karcyibl 20 mr
Batch No. / Cepus Ne: B2201049 Batch Quantity / O6Lem

B cepun: 2000000 NO
AR No / AHannTnyecknii oryeT Ne: Date of Analysis / laTa
2002FP22000726 B B ananusza: 14-04-2022
Mfg. Date: / JlaTa npoH3BoJcTBA: 03/2022 Date of Expiry / Togen go:

02/2025

Analysis performed according ND / Anaau3 nposesen no H/I: TI N015479/01-121120

Ne Test / IloxazaTenan Result / PesyabTaTsl Specification / Hopma

7 | Kelated substances / TTocTopoHHUe NnpuMecH

Any individual 0.05% / 0,05% Not more than 0.5 %. /
unidentified impurity / He 6ouee 0,5 %
JIro6as eguuMYHaS
HeuneHTUH MUK pPOBaHHA
S TIPUMECH
Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npumeceit He Gonee 2,0 %
8 | Assay/ 20.0 mg / 20,0 mr 180mg to 22.0 mg of C;;H;gN;O;8
KoauuecTBeHHOE (100.0% / 100,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeseHHe Jabel claim). /

Oor 18,0 M 1o 22,0 MI C]7H19N303S
(omenpason) B karcyse (ot 90,0 mo 110,0 %
OT HOMHHAJILHOTO COIEPKAHMA).

9 | Microbial limits / Mukpo6nosornyeckasi YHCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g/
Microbial Count / Menee 10 KOE/r He 6onee 1000 KOE/r
O011ee YKCII0 a9POOHBIX

MHUKPOOPTaHH3MOB

b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6omee 100 KOE/r

Oo011ee YUCIT0
JIPOAIKEBBIX U
TIECHEBBIX IPUOOB

c) E. coli Absentin1 g/ Absentin 1 g/
OrcyrctByeTrB I T OtcyTcTBHE B 1 T

10 | Packaging / YnaxoBka | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
Karncyl B allOMHHWUEBOM CTpHIIE.
IMo 3 crpuma ¢ WHCTpyKUMeH IO
TIPUMEHEHHUIO B TTAYKy 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. / ITo 10 xarcyn B anrtoMUHHEBOM
crpure win B [TA/AJI/TIBX // amoMuHNEBOM
6mucrtepe. [1o 3 crpuna nnu no 3 6nuctepa ¢
HHCTPYKLMEN 10 TIPUMEHEHWI0 B TAYKY

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanne: [IponyxT cooTBeTcTBYET TpeboBaHuAM HJI 3axawuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIIM3A

Product: Omez (_Omepragole). capsules 20 mg

MpoaykT: OMes® (oMenpason), Kancysl 20 mr

Batch No. / Cepust Ne: B2201049 Batch Quantity / O6Lem
- cepuu: 2000000 NO S
AR No / AHanurndeckuii order Ne: Date of Analysis / laTta
2002FP22000726 aHanusa: 14-04-2022
Mfg. Date: / laTa npou3BoacTBa: 03/2022 Date of Expiry / 'oaen no:
02/2025

Analysis performed according ND / Anaaus nposenen mo H/I: T1 N015479/01-121120

Ne Test / IloxazaTenn

Result / PesyabTaTnl

Specification / Hopma

11 | Labeling /
Mapkuposka

According to ND / B coorsercTsiu ¢ H/J

12 | Storage conditions /
YcnoBusi XpaHeHHUst

At temperature below 25 °C. / Tlpu Temneparype He Boime 25 °C.

13 | Shelflife / Cpox
TOAHOCTH

3 years /3 rona

Remarks : The Product conforms to ND/

Ipumeyanne: [IpoaykT cooTBeTcTBYET TpeboanusaM HJL

Conclusion : APPROVED /
3axiawuenne: OJOBPEHO
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