CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIN3A

[Product: Omez ( Omeprazole), cap_sﬁe; 20 mg

Mponykr: Omes® (oMenpason), KarcyJibl . 20w

Batch No. / Cepus Ne: B2103732 Batch Quantity / O6Lem
cepumn: 1970000 NO

AR No / AHaguTndeckunii oraet Ne: Date of Analysis / laTa

2002FP21002083 anaqmsa: 20-10-2021

Mfg. Date: / laTa npou3BoJcTBA:

09/2021

Date of Expiry / Togen no:

08/2024

Analysis performed according ND / Ananus nporeaen mo H/: IT N015479/01-121120

Ne Test / MokazaTean

Result / PesyasTaThi

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 pellets. /

Tsepnsie KENaTUHOBbIE
TIpo3payHbie KaTcyisl pasMepa 2 ¢
GeclBETHEIM  KOPIYCOM, PO30BOi
KpBIICUKOW W MapKUPOBKOH
yepHoro 1uBeta «OMEZ» Ha o6enx
yacTax  kancynel.  Comepkumoe
Karcyn — rpaHynbl 6enoro LpeTa.

Hard gelatin transparent capsules of size 2
with a colorless body, pink cap and bhlack
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white

pellets. /

Trepasie JeNaTHHOBbIE TIpo3payHbIe
Karcynel  pasMepa 2 ¢ GecUBETHBIM
KOPIycOM,  PO30BOH  KpbIICYKOH M

MapKupoBkoi depHoro uBeTa «OMEZ» Ha
06CcHX yacTax karcynbl. CoacpXumoe Karcy
— TpaHynbl GE510r0 UK MOYTH Gestoro 1BeTa.

2 | Identification / [TogTHHHOCTEL

2a) | By UV/ V-

criekTpodoToMeTpus

Complies as prescribed/
CootBercTByeT TpeGoBaHMAM

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. /

V® - chnekTpbl TOTIOWIEHWS pPacTBOPOB
npernapata M CcTaHAapTHoro  obpasua
oMmemnpaszoa B obmactr ot 230 mo 350 HM
IOMKHBI UMETh MaKCUMYyMBI TIpH OOHON H
TO#1 %K€ JIIMHE BOJIHBI. J

Remarks : The Product conforms to ND/
Ipumeyanne: IIpoayKT cooTBeTCTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3axawuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIN3A

| Product: Omez (Omeprazole), capsules 20 mg Npoaykr: Omes® (omenpazon), kancyiisi 20 mr
Batch No. / Cepus No: B2103732 Batch Quantity / O6bem
cepun: 1970000 NO
AR No / Ananurudecknii otuet Ne: Date of Analysis / laTa
2002FP21002083 anaguza: 20-10-2021
Mfg. Date: / [laTa nponsBoacTBa: 09/2021 Date of Expiry / 'ogen go:
08/2024

Analysis performed according ND / Anaan3s npoeened mo H/I: 1T N015479/01-121120

PacTBopenue

99%, 95%, 100%, 95%,
100%, 98%

Ne Test / [oxazateynb Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UTPT.C/UIFT.C COOTRETCTRYET TPEGORAHUAM chromatogram of test solution should
BOKX i f:orrespond to the retention time of main peak
CBRICX/BCIKX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
BpeMst ymepkWBaHus OCHOBHOTO TIMKa Ha
XpoMaTorpaMMe  HCTTBITYEMOTO  pacTBOpa
JIONKHO COOTBETCTBOBAThb BpEeMEHH
yOepXKUBaHUS  OCHOBHOTO nHMKa  Ha
XpoOMaToTpaMMe  pacTBopa  CTAaHIAPTHOIO
obpasua omemnpasona (pazmen
«KonnaecTseHHOE OTIpeeneHNey ).
3 | Average net fill weight | 268.3 mg/268,3 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansas macca 283.5mg) /
COACPKHMOTO KATCYJT 270,0 mr £+ 5,0 % (256,5 MT - 283,5 MT)
4 | Water / Boaa 1.0% w/w / 1,0% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 4.1/4,1 Acceptance value (AV) should be less than or
units / OgHopoaHoCTD equal to 15.0./
J03HpOBAHUS [ToxazaTens npuemiemMoct (AV) ToKeH
OBITE MeHee WK paBeH 15,0.
6 | Dissolution / 2%, 2%, 0%, 3%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H;oN303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope X710pnucTOBOAOPOIHOM
KUCIIOTRI - He 6onee 10 % C7H oN3;05S
(omenpazon) yepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H9N;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He meree 75 % (Q)
C17H9N304S (omemnpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/
Hpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepust Ne:

MpoayxT: OmMe3® (omenpason), Kaﬁc§n51 20 MI

B2103732

Batch Quantity / O6bem

~ cepamn: 1970000 NO
AR No / AnasnTuueckuii oTder Ne: Date of Analysis / laTa
2002FP21002083 anamguza:  20-10-2021

Mfg. Date: / laTa npoH3BOACTBA:

09/2021

08/2024

Date of Expiry / I'ogen no:

Analysis performed according ND / Ananu3s nposenen mo H/[: TI N015479/01-121120

No Test / [ToxazaTenanb Result / PeayabstaTni Specification / Hopma

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

JIro6as eqrHUUHas

HeneHTH UL pPOBaHHA

s IPUMECh

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

8 | Assay/ 20.1 mg /20,1 mMr 180mg to 220 mg of C;7sH;oN;O;8
KoanyecTBenHnoe (100.4% / 100,4%) (omeprazole) in capsule (90.0 to 110.0 % of
onpege/eHne label claim). /

Or 18,0 mr mo 22,0 wmr Cy7H;gN3;O5S
(omenpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMUWHAJIBHOTO COZEPKaHUS).

9 | Microbial limits / Mukpo6uonoruyeckas 1HcTOTA

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
O01ee 4ncio a3poOHBIX

MWKPOOPTaHI3MOB
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
O611ee yucno
IPOKKEBBIX 1
TNJIeCHEeBBIX IpUOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyteTByeTB 1 T OtcyTtcTBHE B 1 T
10 | Packaging / YmakoBka | 10 capsules in an aluminum strip.

3 strips and patient information
leaflet in a carton pack. / Ilo 10
Karcyn B aIFOMHHMEBOM CTpHIIC.
[To 3 crpuna c wHCTpYKUMEH To
TIPUMEHEHUIO 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. / TTo 10 kamncyn B anFoMHHHEBOM
crpure wint B TTA/AJI/TIBX // amtoMuHIEBOM
onucrepe. [To 3 crpuna unu no 3 Gnucrepa ¢
WHCTpYKUMel TO TpUMEHEeHHWI0 B IadKy
KapTOHHYFO.

Remarks : The Product conforms to ND/
IIpumeuanne: poaykT coorBeTcTBYeT TpeboanusaM HJL

Conclusion : APPROVED /
3axmovenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Ome3® (oMemnpazon), KarcyJbl 20 MT
Batch No. / Cepus Ne: B2103732 Batch Quantity / O6bem

cepun: 1970000 NO

AR No / AHanuTuieckuii otder Ne: Date of Analysis / TaTa

2002FP21002083 anaansa: 20-10-2021

Mfg. Date: / laTa npoH3BOACTBA: 09/2021 Date of Expiry / T'onen go:
08/2024

Analysis performed according ND / Anaauns nposeaen nmo H: IT N015479/01-121120

Ne Test / Tloka3aTennb Result / PezyabTaThl Specification / Hopma
11 | Labeling/ According to ND / B cootBercTBuu ¢ H/L
MapknpoBka
12| Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Beie 25 °C.
YcaoBusi XpaHeHHS
13 | Shelf life / Cpok 3 years /3 rozma
TOTHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumedanue: [IpoayKT cooTBeTCTBYET TpeboBaHmsM HJT 3akmiouenue: OJOBPEHO
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