CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product:@ez (Om_e_prazole), capsules 20 mg

Batch No. / Cepus Ne:

B2200646

cepuy:

|TIpoaykr: OmMe3® (0Menpa30n)_, K;I}CYJIBI 20 Mr
Batch Quantity / O6neM

2000000 NO

AR No / AHaIuTHYeCKHi oTaeT Ne:
2002FP22000481

Date of Analysis / laTa
anaam3a: 07-03-2022

Mfg. Date: / JlaTa npoM3BOACTBA:

02/2022

01/2025

Date of Expiry / I'ogen fo:

Analysis performed according ND / Anann3 nposenen mo H/[: II N015479/01-121120

Ne

Test / IlokazaTenn

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. /

Tsepavie XETTATHHOBbIE
MpO3payHbie Kamcyssl pasMepa 2 ¢
0eCLIBETHBIM KOPITYCOM, PpO30BOH
KpblIIeqKoi " MapKHpPOBKOii
yepHoro npera «OMEZy» Ha obeux
yacTax  Kancynsl.  ColepixkuMoe
KaIlcyll — IpaHyJIbl 6e7Ioro [BeTa.

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. /
Teepaste KEJTATHHOBEIE TIPO3payHEIe
Kancynel pasMepa 2 ¢ OecIBETHEIM
KOPITyCOM, PO30BOHf  KpBINECYKOH  H
MapkupoBkoil depHoro nsera «OMEZ» Ha
o6enx gacrax xancynsl. CoIepXUMOe Karcyi
— rpady’sl 6€10ro WK MOYTH OENI0To IBeTA.

Identification / IloxauaHOCTE

2a)

By UV/V®-
cuekrpodoToMeTpHA

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® - cHoekTpel MOTIOUICHHS PacTBOPOB
mpemapara W CTaHOapTHOrO  oOpasma
omenpasona B obmactiu or 230 mo 350 M
JOJDKHEI MMETh MaKCUMYMEBI IIpH ONHOH U
TOM K€ JITHHEC BOJIHEL

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykr cooTBercTBYET TpeOoBanuaM HJI

Conclusion : APPROVED /
3axarouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0




CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg Ipoayxr: OMe3® (omempazon), Kancynsl 20 Mr
Batch No. / Cepus Ne: B2200646 Batch Quantity / O6sem
cepum: 2000000 NO -
AR No / AHasnuTHYecKHif oTdeT Ne: Date of Analysis / laTa
2002FP22000481 - anajmsa: (07-03-2022
Mfg. Date: / lata npou3BoacTBa: 02/2022 Date of Expiry / I'onen n0:
01/2025
Analysis performed according ND / Anann3 nposenen mo H/: TI N015479/01-121120
Ne Test / IloxazaTenn Result / PesyabTaThl 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
BYYKX mm f:orrespond to the retention time of main peak
CBRICX/BCKX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
Bpems ynepxuBaHHMS OCHOBHOTO IMKa Ha
XpoMaTorpaMMme HCHBITYEMOrO  pPacTBOpa
JIOJDKHO COOTBETCTBOBATh BPEMEHH
YUCP)KHBaHHA  OCHOBHOTO  NHKa  Ha
XpoMaTorpaMMe pacTBOpa CTaHZAPTHOIO
obpasia OMempazoa (pazaen
«KonmgecTBeHHOE OIpencICHHEY).
3 | Average net fill weight | 266.9 mg/266,9 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennsis Macca 283.5mg) /
COEPAKUMOr0 KANCyJ 270,0 mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Bona 1.0% w/w / 1,0% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 5.6/5,6 Acceptance value (AV) should be less than or
units / OxHOpOAHOCTE equal to 15.0./
JAO03HPOBAHMSA Iloxazatens npuemmnemoct (AV) nomxeH
ObITH MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 3%, 0%, 1%, 0% In 0.1 M hydrochloric acid solution - not

PacTBopenue

96%, 95%, 91%, 96%, 93%, 95%

more than 10 % of C17H19N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpE XJIOpHCTOBOJOPOAHOM
KHCIOTHI - He 6onee 10 % C7H oN;305S
(omenpazon) yepes 2 .

In pH 6.8 buffer - not less than 75 % (Q) of
C17H,9N3048 (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - ue menee 75 % (Q)
C,7H;6N;05S (oMenpazon) gepes

30 mun.

Remarks : The Product conforms to ND/

ITpumeqanne: ITponykr cooTBeTcTBYET TpeOboBaHmaM HJT

Conclusion : APPROVED /
3axnouenne: OJJOBPEHO

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

CEPTUOUKAT AHAJIN3A

|Product: Omez (Omeprazole), capsules 20 mg IIpogykt: OMe3® (omenpason), kaocynst 20 Mr |
Batch No. / Cepus Ne: B2200646 Batch Quantity / O0bem

cepmu: 2000000 NO
AR No / AuanuTngecknii oTder Ne: Date of Analysis / [laTa -
2002FP22000481 aHaam3a: (07-03-2022
Mfg. Date: / lata npou3BoAcTBa: 02/2022 Date of Expiry / T'onen no:

01/2025 |
Analysis performed according ND / Anangn3 nposenex o HJ[: IT N015479/01-121120

Ne Test / IlokazaTenn Result / PesyanTaTst Specification / Hopma

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

Jlio0as equHUYHAS

HEHACHTUGHUITHPOBAHHA

s1 IPUMECH

Total impurities / 0.1%/0,1% Not more than 2.0 % /
Cymma npuMeceit He 6omee 2,0 %

8 | Assay/ 20.1 mg /20,1 mr 180mg to 22.0 mg of C;sHgN;05S
KoxmnuecTBeHHOE (100.6% / 100,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeaeHne label claim). /

Or 18,0 mr mo 22,0 mr C7H;9N;058
(omenpason) B kancyne (ot 90,0 g0 110,0 %
OT HOMHHAIBHOT'O COREPKAHNA).
9 | Microbial limits / Muxpo0HoigornyecKkas YucTora
a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Meuee 10 KOE/r He 6omee 1000 KOE/r
O61mee yucio a3poGHBIX
MHKDPOOPTraHH3MOB
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count /| Mchee 10 KOE/r He 6onee 100 KOE/r
Ob1ee yucIo
JPOJOKEBBIX U
TIECHEBLIX TPHOOB
¢) E. coli Absentinl g/ Absentin 1 g/
OtcyrerByerB 1 T OtcyrcrBue B 1 T
10 | Packaging / YnakxoBka | 10 gapsules in an alum.inum stt_ip. 10 capsules in an aluminum strip or
3 stnps. aiit, patients Jnfosmation PA/AL/PVC // aluminum blister. 3 strips or
ICAHICHH T, BCanOn, pRCicm/ 10 +ll) 3 blist d patient information leaflet in a
KancyJ B ATIOMHHHEBOM CTpHIIE. s ?:1 / P& 10
b, 3, [erpima & EEcTpjaamel fro carton pack. / ITo 10 kancyn B aTIOMHHHEBOM
crpune unu B I[TA/AJI/TIBX // anroMAHAEBOM
TIPHMCHCHUIO B ITAXIKy KAPTOHHYIO. 6muctepe. Ilo 3 crprma wm mo 3 Gmictepa ¢
HHCTPYKIMEH TI0 TPUMEHEHHI0 B Ia4Ky
KapPTOHHYIO.

Remarks : The Product conforms to ND/
IIpnmeuanne: ITponykT cootBeTcTBYET TpeboBanmsam H]I

Conclusion : APPROVED /
3axmovenne: OJIOGPEHO

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

CEPTHOUKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg IpoaykT: OMe3® (omMenpason), Kancyns: 20 Mr
Batch No. / Cepusn Ne: B2200646 Batch Quantity / O0bem
cepun: 2000000 NO
AR No / AHannTHYecKHil oTaer Ne: Date of Analysis / laTa
2002FP22000481 aHammia: 07-03-2022
Mfg. Date: / laTa npon3BoJcTBAa: 02/2022 Date of Expiry / I'ogen xo:
01/2025
Analysis performed according ND / Ananu3s nposenen mo HJI: I1 N015479/01-121120
Ne Test / Iloxa3zaTean Result / Pe3yrbTaThl Specification / Hopma
11 | Labeling / According to ND / B coorBerctuu ¢ HJJ
MapxupoBka

12 | Storage conditions / At temperature below 25 °C. / IIpu Temnepatype He Bbimie 25 °C.
YciioBusi XpaHeHUs

13 | Shelf life / Cpox 3 years /3 rona

TOHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJL 3axmnouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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