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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykr: Ome3® (oMenpa3zon), Kancyasl 20 mr
Batch No. / Cepus Ne: B2104485 Batch Quantity / O6bem

N cepun: 1980000 NO
AR No / AHanuTn4ecknii order Ne: Date of Analysis / JJaTa -
2002FP21002609 aHagausa:  29-12-2021
Mfg. Date: / laTa npoH3BoJcTBAa: 12/2021 Date of Expiry / Toaen go:

11/2024

Analysis performed according ND / Anasu3 nposenen mo H/I: 1 N015479/01-121120

Ne Test / IloxkazaTean

Result / PesyanTaTsl

Specification / Hopma

1 | Description /
OnucaHue

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. /

Trepnsie KENaTUHOBEIE
TIpo3padyHble Kamncynsl pasmepa 2 ¢
OeclBETHEIM KOPIYCOM, pO30BOIi
KPBIIIEYKOM U MapKMPOBKOM
yeproro usera «OMEZ» Ha o6enx
yactax kKancynel. Comepxumoe
Karcyn — rpaHyiisl 6€J0ro 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 off-white

pellets. /

Tsepnbie KEITaTHHOBBIE TTpo3payHbIe
Kancynel pasMepa 2 Cc  OecuBETHBIM
KOpPIycoM, po30BO# KpBILIIEUKOM u

MapkupoBkoil yepHoro useta «OMEZ» Ha
06enx HacTax kancyssl. ComepkumMoe Kamncyn
— rpaHynsl 6enoro uny noutu 6enoro usera.

2 | Identification / HogauHHOCTE

2a) | By UV/ V-

criekTpodoTOMeTpHs

Complies as prescribed/
CootgercrByet TpeboBaHUAM

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. /

YO - cnekTphl MOINIOIIEHHA pPACTBOPOB
npernapata W CTaHaapTHoro  o0pasia
omenpazona B obrnactr ot 230 mo 350 M
JOIDKHBl UMETh MaKCHMYMBI TIPH OXHON W
TOH e JATMHE BOJIHBL.

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykr cooTBeTcTBYET TpeOoBaHusM HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

|Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: Omes® (oMenpazon), Kancyn_m_?:(‘) MT

Batch No. / Cepust Ne:

B2104485

Batch Quantity / O6bem

_ B cepum: 1980000 NO
AR No / AHasuTudeckuii oT4et Ne: Date of Analysis / Jara
2002FP21002609 aHajguza: 29-12-202] -
Mfg. Date: / laTa npou3BoAcTBAa: 12/2021 Date of Expiry / Touen po:
11/2024

Analysis performed according ND / Anann3 nposeaen mo HJI: 1T N015479/01-121120

PacTBOpeHnue

96%, 97%, 97%, 96%, 96%, 96%

Ne Test / IlokazaTean Result / Pe3yanraThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTsercTByeT TpeGoBaHUIM chromatogram of test solution should
BYKX .correspond to the retention time of main peak
CBYIKX/BCICX in the chroma‘fogram qf or|r'1eprazole reference
standard solution (section "Assay"). /
Bpemsi ynepKHBaHHAs OCHOBHOTO NHKa Ha
XpoMaTorpaMMe  WCTIBITYEMOTO  pacTBopa
JIOMKCHO COOTBETCTBOBATh BpEMEHU
yAepKUBaHHSI OCHOBHOTO nmuka  Ha
XpoMaTorpaMMe pacTROpa CTaHIapTHOTO
obpasua OMenpasona (pazmen
«KonndyecTBeHHOE OMTPEEIIEHHAE» ).
3 | Average net fill weight | 267.9 mg/267,9 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennsist Macca 283.5 mg) /
COAEPIRUMOT0 Kancya 270,0 mMr+ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water /Boja 1.0% w/w / 1,0% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 3.2/3,2 Acceptance value (AV) should be less than or
units / OgHopoaHOCTH equal to 15.0./
J03NPOBAHUS IToka3zaTens npueMnemMocTn (AV) gomkeH
OBITH MeHee WK paseH 15,0.
6 | Dissolution / 1%, 0%, 0%, 0%, 3%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C]7H|9N3O3S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrBope XJI0pACTOBOZOPOAHOM
KHCJIOTHI - He Boitee 10 % C7H | oN;058
(omenpazon) gepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He Menee 75 % (Q)

C7H 9N;0;S (oMemnpazoir) uepes

30 muH.

Remarks : The Product conforms to ND/
IMpumeuanne: IIponykT cooTBeTcTBYET TpeboBaHmam HJL

Conclusion : APPROVED /
3axmwvenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

l’roduct: Omez (Gmeprazole), capsules 20_mg

MpoaykTt: Ome3® (oMenpason), KarncyJel 20 mr

Batch No. / Cepns Ne: B2104485

Batch Quantity / O6bem

i - B cepuu: 1980000 NO B
AR No / AraanTnyecknii otuet No: Date of Analysis / JaTa
2002FP21002609 aHaam3a:  29-12-2021
Mfg. Date: / IaTa npousBoacTBa: 12/2021] Date of Expiry / Togen no:
11/2024
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Analysis performed according ND / Anaims nposegen mo HA: TT N015479/01-121120

No Test / lokazaTenn Result / PeayabTaTbl Specification / Hopma

7 | Related substances / IlocTroponnue npumecu
Any individual 0.04% /0,04% Not more than 0.5 %. /
unidentified impurity / He 6omee 0,5 %

Jho6as enuHUYHAA

HEeHACHTUGUIIMPOBAHHA

s TIpUMech

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

8 | Assay/ 20.0 mg /20,0 mr 180mg to 220 mg of C;H{gN;O;8
KoauuecTBeHHOE (100.0% / 100,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeeHue label claim). /

Or 18,0 mr mo 22,0 mr C;;H;oN;O5S
(omemnpaszon) B xancyne (ot 90,0 mo 110,0 %
OT HOMUHAJILHOTO COAEp:KaHWs).

9 | Microbial limits / Mukpo6roesornyeckasi 4HcTOTAa

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
Oobmee 9nciio adpoOHBIX

MWKPOOpPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Meree 10 KOE/r He 6omee 100 KOE/r
O061ee yncio
JIPOXOIKEBBIX U
TJIECHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentinl g/
OrcyrcTByeTB I T OrcytctBue B 1 T

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

3 strips and patient information ey S Strl.p =
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / Ilo 10 3 blisters and patient information leaflet in a

Kancyll B ATIOMHHHEBOM CTpHIIE. p
To 3 crpuma ¢ HHCTpyKumeH MO carton pack. / ITo 10 kamncyn B alTiOMHHHUEBOM
DHMEHCHIIO B aYKY KapTomtvio. | CTPHE WM B TTA/AJI/TIBX // amroMUHHEBOM
p Y KapTOHHYIo. 6nuctepe. [To 3 crpuna uny no 3 6nucrepa ¢
HHCTPYKIMEH T0 TPUMEHEHHIO B TIAYKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipogykt coorBeTcTBYET TpeboBaHuam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg

IMpoaykr: OMe3® (oMenpazon), Karncymsl 20 mr N

Batch No. / Cepus Ne: B2104485

Batch Quantity / O6bem

|- s . cepun: 1980000 NO
AR No / AnaguTudeckHit oT4er No: Date of Analysis / Jata -
2002FP21002609 anaguza:  29-12-2021
Mfg. Date: / JaTa nponssoacTea; 12/2021 Date of Expiry / T'ogen no:
11/2024

Analysis performed according ND / Anaau3 nposejten o HJI: 11 N015479/01-121120

Ne Test / HokasaTenanb Result / Pe3yasTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootBetcTBiu ¢ H/I
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Boime 25 °C.
YeaoBusi XpaHeHUSA
13 | Shelf life / Cpox 3 years / 3 rona
TrOTHOCTH

Remarks : The Product conforms to ND/

HMpumevanue: [Ipoayxt cooTBeTcTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
3axawuenmne: OMOBPEHO
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