CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIMU3A

_Produ_ct: Omez (_Omeprazole_), capsules 20 mg

MpoaykTt: OMe3® (oMenpazol), KancyJsbl 2(2_ MT

Batch No. / Cepusi Ne:

2002FP22000004

B2104625

AR No / AHaJMTHYeCKHI oTueT Ne:

cepun:

Batch Quantity / O6nem

1990000 NO

Date of Analysis / laTa .
aHaausza:  07-01-2022

Mfg. Date: / JlaTa npousBoacTBa:

12/2021

Date of Expiry / 'ogen go:
11/2024

Analysis performed according ND / Ananuz npoBegen mo H/[: 1T N015479/01-121120

Ne Test / MMoka3aTennb

Result / Pesyabratsl

Specification / Hopma

1 | Description /
Onucanne

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 peliets. /

Taepmsle ’KENIaTHHOBLIC
TIpO3payHbIe KamcyJbl pazmepa 2 ¢
OECLBETHBIM KOpPITyCOM, pPO30BOii
KPBILIEYKO " MapKUPOBKON
yepHoro uBera «OMEZy» nHa obenx
yacTsax  Kancynel.  Comepxumoe
Karicyq — rpaHynsl 6eNoro LBeTa.

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 ofl-white

pellets. /

Teepnsle KEATUHOBBIE Mpo3pavHbIe
Karicynel  pazmepa 2 ¢ OeCUBETHBLIM
KOPILYCOM, pO30BOA KphIIEUKOH u

MapkupoBkoi depHoro useta «OMEZ» nHa
00enx yacTax kancynsl. Conepxumoe Karcys
— rpanyJjiel 6€M0ro UK NOYTH OEI0TO UBETA.

2 Identification / IloaTHHHOCTEL

2a) | By UV/V®-

criekTpodoToMEeTpHs

Complies as prescribed/
CoorBercTByeT 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. /

VY® - choekTpel HOTIOWIEHUS pPacTBOPOB
npemapata W craHaaptHoro  oGpa3sia
oMerpaszonra B obmactu oT 230 mo 350 um
IOJDKHB! WUMETh MaKCWMYMBI TIpH ORHOW |
TOU k€ JUIUHE BOJIHBL.

Remarks : The Product conforms to ND/
HMpumeuanue: [TpoayxT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axinouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

l’roduct: Omez (Omeprazole), capsules 20 mg

|Mponykr: Omes® (omerTpazoir), Karcylibl EQer

Batch No. / Cepust Ne: B2104625 Batch Quantity / O6nem

cepum: 1990000 NO -
AR No / AHaquTHYecKHid oTyeT No: Date of Analysis / JaTa
2002FP22000004 anajusa:  07-01-2022

Mfg. Date: / laTa npou3BoacTBa:

12/2021

11/2024

Date of Expiry / T'ogen go:

Analysis performed according ND / Ananns nposenen o H/: IT N015479/01-121120

Ne Test / IoxazaTenan Result / Pe3yabTaTsl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC Co0TBETCTBYET TPeOOBAHVIM chromatogram of test solution should
BOKX s correspond to the retention time of main peak
CBRIKX/BCICK in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpemst ymepxuBaHWs OCHOBHOIO TIMKa Ha
XpoMmarorpamMmme  MCITBITYEMOTO  pacTBopa
JIOJKHO COOTBETCTBOBAThb BpEMEHN
yaepXWBaHUS ~ OCHOBHOTO  TIMKAa  Ha
XpoMmarorpaMme  pacTBopa  CTAHIApPTHOTO
obpasia oMeTIpazona (pazmen
«KonnaecTBeHHOE OTIpeneneHue» ).

3 | Average net fill weight
/ CpegHsisi Macca
COIEPNKUMOTr0 KAMCY.T

269.7 mg / 269,7 Mr

270.0 mg £ 5.0 % (Between 256.5 mg and
283.5mg) /
270,0 M+ 5,0 % (256,5 mr - 283,5 Mr)

4 | Water / Boaa

1.2 %w/w / 1,2%

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

5 | Uniformity of dosage
units / OgHopoaHoCTHL
O03NPOBAHUS

3.7/3,7

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

ITokasaTens mprueMieMocTH (AV) HODKEH
OBITH MEHee WK paseH 15,0.

6 | Dissolution /
PacTBopenne

1%, 0%, 0%, 0%, 0%, 0%

100%, 100%, 97%, 95%,
93%, 95%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C17H|9N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope XxJ10pHCTOBOAOPOAHOM
KUCITOTHI - He 6oitee 10 % C7H9N303S
(oMenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H9N;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - ne menee 75 % (Q)
C17H19N30;S (omenpazomn) gepes

30 mMuH.

Remarks : The Product conforms to ND/
Hpumeuaanne: [Tponykr coorBeTcTBYET TpeboBanuamM HJI

Conclusion : APPROVED /
3aksouenne: OIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHANTHU3A

[Product: Omez (Omepr_azole), capsules 20 mg

]'lpon_ylc;: Ome3® (omMerpazon), Kancylist 215__Mr

Batch No. / Cepusi Ne: B2104625

Batch Quantity / O6bem
cepun: 1990000 NO

'AR No / ARanuTudeckmii otuer Ne: Date of Analysis / laTa

2002FP22000004 - - B anajnsa: 07-01-2022

Mfg. Date: / laTa npon3BoacTsa: 12/2021 Date of Expiry / T'ogen go:
11/2024

| Analysis performed according ND / Ananu3 nposeaen no H/I: 1T N015479/01-121120

Ne Test / HokazaTtean Result / PesyabraTtsl Specification / Hopma

7 | Related substances / IllocToponnue npumecu
Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro6as eguHUYHas

HeWAeHTHOULIMPOBAHHA

s TIpUMech

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

8 | Assay/ 20.0 mg /20,0 Mr 18.0mg to 22.0 mg of C;;HoN;O;8
KoauuecTBenHoe (100.2% / 100,2%) (omeprazole) in capsule (90.0 to 110.0 % of
ornpeaeseHne label claim). /

Or 18,0 mr mo 22,0 mr C;7H;oN;0;S
(omenipazon) B karicyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOT'O COAEPKaHUs).

9 | Microbial limits / Mukpo6Hosioruyeckas 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
O611ee 91ciIo adpoOHBIX

MHKpPOOPTaHH3MOB
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
O0iee gncno
JPOOIKEBBIX H
TIIIECHEBBIX IPHOOB
c) E. coli Absentin 1 g/ Absentin 1 g/
OrcyrcTByeTB I T OrcyTerBre B 1 1

10 | Packaging / Ynmakoska | 10 capsules in an aluminum strip. 10 I . lumi .

3 strips and patient information SeiSs I "ol ST SIS
. PA/AL/PVC // aluminum blister. 3 strips or
Satict i @ icantons pask: 7 Tiot 10 3 blisters and patient information leaflet in a

Karcyjl B aTlOMHHUEBOM CTpHIIE. p
[T b [exmima e mHCTRIwER 10 carton pack. / TTo 10 kamcyn B antoMHHIEBOM
OMMERERIIO B HAKy KapTonmvio. | CTPHTE W B TTA/AJUTIBX // anroMUHMEBOM
P ¥ KapTOHHYO. onucrepe. [To 3 crpuna unm no 3 6nucrepa c
WHCTPYKUMEH 10 TIpUMEHEHWI0 B TauyKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuyanue: [Ipoaykr cooTBercTBYET TpeboBanuam HJ{

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A
P_muct: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (omenpazo), KancyJrs! 2()___]\“—
Batch No. / Cepus No: B2104625 Batch Quantity / O6bem )
| cepuu: 1990000 NO
AR No / Anaguruyeckuii otyer Ne: Date of Analysis / laTa
2002FP22000004 anaausa:  07-01-2022
Mfg. Date: / laTa nponu3BoicTBa: 12/2021 Date of Expiry / 'open xo: o

11/2024

Analysis performed according ND / Ananus nposeaen no H/: TI N015479/01-121120

—

No Test / Ilokasarean Result / Pe3syabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorBerctBuun ¢ HJI
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / T[1pu Temneparype He Bbimte 25 °C.
YcaoBust XpaHeHust
13 | Shelf life / Cpox 3 years /3 Toga
TOAHOCTH

Remarks : The Product conforms to ND/

IMpumeuanne: [ponyxr coorBercTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akawuyenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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