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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg HpoaykT: Ome3® (omenpason), kancynst 20 Mr
Batch No. / Cepus Ne: B2200644 Batch Quantity / O6bem -

cepum: 2000000 NO -
AR No / AsannTu4ecknii order Ne: Date of Analysis / laTa
2002FP22000480 anajamsa:  07-03-2022
Mfg. Date: / JlaTa IpoH3BOACTBA: 02/2022 Date of Expiry / I'onen no:

01/2025

Analysis performed according ND / Anann3 nposenen o HJI: IT N015479/01-121120

Ne Test / Iloxa3zarean

Result / Pe3yabTaThi

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. /

Teepusle KEITATHHOBEIC
Mpo3payuHble Kancyihkl pasMmepa 2 ¢
OeCLBETHBIM KOPIYCOM, PO30BOH
KPBIICYKOH M MapKHUpPOBKOH
yepHoro nsera «OMEZ» na obenx
qacTsix  kancynsl,  Cozepkumoc
KarcyJ1 — rpanynsl 6enoro upera.

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. /

Taepapie KEJIATHHOBHIC IpO3pavHbIe
Kancynel pasmepa 2 ¢ OecIBETHBIM
KOpIyCOM,  pPO30BOM  KDBINEYKOH  H

MapkupoBkoil uyepHoro nsera «OMEZy» Ha
obenx yactax xamcyinsl. ComepKuMoe Karcyn
— IpaHyJIBl 6EIoro WiTH IOYTH OEN0To IIBeTA.

2 | Identification / IloxmHHHOCTEL

2a) [ByUV/V®-
cnekTpodoTromeTprs

Complies as prescribed/
CootBetcTBYET TPCOOBAHHAM

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. /

Y® - cmnexkTpsl MNOIJIOMICHHSA PacTBOPOB
mpenapaTa M CTaHAapTHOro  oOpasia
oMenpaszona B obmacti or 230 mo 350 M
JOIDKHBI MMETh MAaKCHMyMbl IPH OJXHOH H
TOM K€ JITHHE BOJIHEL,

Remarks : The Product conforms to ND/
ITpumeuanue: ITponykr coorBeTcTBYET TpeboBanmaM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0




Batch No. / Cepus Ne:

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3IA

Product: Omez (Omeprazole), capsules 20 mg

Ipoayxr: Ome3® (omenpaso), Kancynsl 20 Mi_

B2200644

Batch Quantity / O6bem

2000000 NO

AR No / AHaauTndeckuii oryer Ne:
2002FP22000480

Date of Analysis / lata

07-03-2022

Mfg. Date: / /laTa npou3BoacTna:

02/2022

Date of Expiry / I'ogen no:

Analysis performed according ND / Ananu3 nporeen no HJI: TI N015479/01-121120

97%, 94%, 95%, 94%,
94%, 95%

Ne Test / Iloxa3zaTesib Result / PesynbTaThl 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
BOYKX s f:orrespond to the retention time of main peak
CBRXKX/BCKX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
Bpems ymep:XUBaHHS OCHOBHOTO IIMKa Ha
XPOMATOrpaMMe  HCIIBITYEMOTO  DacTBOpa
JIOJKHO COOTBETCTBOBATE BPEMEHH
yACP)KMBAHWA  OCHOBHOTO  IIMKA  Ha
XPOMATOTpaMME  pacTBOpa  CTaHAAPTHOTO
obpasiia oMeTpasola (pasmen
«KonnuecTBeHHOE ONPEIEICHUEY).
3 | Average net fill weight | 273.1 mg/273,1 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsas macca 283.5 mg) /
COEP/KHMOT0 Kancya 270,0 mr + 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Bona 1.0% wiw / 1,0% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 4.7/4,7 Acceptance value (AV) should be less than or
units / OnHOpOAHOCTH equal to 15.0./
H03MPOBAHUA Tokasarens npuemnemoctd (AV) JomkeH
6b6ITh MeHee WM paBeH 15,0.
6 | Dissolution / 0%, 1%, 4%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpenue more than 10 % of C7HoN30,S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe X11OpHCTOBOAOPOAHOM
KHCIOTH! - He Gonee 10 % C7H gN30,S
(omenpason) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H9N;30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - ne menee 75 % (Q)
C17H1sN505S (omenpason) gepes

30 Mu=H.

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT cooTBeTcTBYET TpeboparnmaM HJI

Conclusion : APPROVED /
3axawuenune: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg N

| Hpoaykr: Ome3® (omenpason), kancyist 20 ML

Batch No. / Cepust Ne: B2200644 Batch Quantity / O6bem
[ cepum: 2000000 NO -
AR No / AHanuTHuecKkuii oTaer Ne: Date of Analysis / {ara R
2002FP22000480 apamm3a:  07-03-2022
Mfg. Date: / JlaTa npou3BOACTBA: 02/2022 Date of Expiry / I'onen no:
01/2025

Analysis performed according ND / Anayn3 nposeges mo H/I: 11 N015479/01-121120

Ne Test / IlokazaTean

Result / PesynbTaTsl

Specification / Hopma

7 | Related substances / Ilocroponane npumMecn

Any individual 0.03% / 0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
JIrobas equHUYHASL

HeUACHTH(NIUPOBAHHA

s IPUMECH

Total impurities / Not detected / e o6HapykeHa Not more than 2.0 % /
CymMmMa npumeceit He 6onee 2,0 %

8 | Assay/ 19.8 mg /19,8 mr 18.0mg to 22.0 mg of Ci7H;gN;0;8
KonaugecTBenHoe (98.9% / 98,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejexeHne label claim). /

Ot 18,0 M 110 22,0 Mr C17H19N303S

(omenpason) B xamncyne (ot 90,0 no 110,0 %
OT HOMHHAIEHOTO COACPKAHHUA).

9 | Microbial limits / Mukxpo0uoJsiornyeckas ynerora

O01ee yuco
IPOXOKEBBIX U
ILIECHEBBIX IpHOOB

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6omee 1000 KOE/r
O06miee uncno a3pobHBIX

MHKPOOPTaHU3MOB

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

¢) E. coli Absentin 1 g/

OtcyrcrByerB 1 T

Absentin 1 g/
OtcyrcrBue B 1 ¢

10 | Packaging / YnakoBka

10 capsules in an aluminum strip.
3strips and patient information
leaflet in a carton pack. / ITo 10
KAIlCyl B AQJMIOMHHHEBOM CTpHIIE,
Ilo 3 crpunma c wHCTpyKOMeH MO
IIPUMEHEHHIO B IAaYKy 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 xancyn B amOMHHHEBOM
crpune win B IIA/AJI/IIBX // amoMuHHAEBOM
6mucrepe. Io 3 crpuna wm 1o 3 6nuctepa ¢
MHCTPYKLHEH 110 TPHMCHCHHIO B MAuKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanue: Ipoaykr coorseTcTByeT TpeboBanusM HJT

Conclusion : APPROVED /
3awrouenne: OJOBPEHO

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

CEPTHOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Ipoayxt: Ome3® (omenpasoin), kancys! 20 Mr
Batch No. / Cepust Ne: B2200644 Batch Quantity / O6bem -
cepur: 2000000 NO
AR No / AvaanTHyeckuii oryer Ne: Date of Analysis / JlaTa
2002FP22000480 anmangn3a:  07-03-2022
Mfg. Date: / laTa npon3BoacTBa: 02/2022 Date of Expiry / I'ogen no:
01/2025

Analysis performed according ND / Anann3 nposexen mo HJ/[: TT1 N015479/01-121120

YciioBHSI XpaHEeHHS

Ne Test / IlokazaTean Result / Pe3yasTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootBerctBuu ¢ HJ|

MapkHnpoBka
12 | Storage conditions /

At temperature below 25 °C. / [Ipu Temneparype He Bbiie 25 °C.

13

Shelf life / Cpox
TOAHOCTH

3 years /3 rona

Remarks : The Product conforms to ND/
IIpumeuanune: [Ipogykr cooTBercTByeT TpeboBamusam HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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