CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJTU3A
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Product: Omez (Omeprazole), capsules 20 mg Mponyxr: Ome3® (oMenpazon), _FKaI'ICYJII-:I—E__a_Mr
Batch No. / Cepust Ne: B2103366 Batch Quantity / O6bem
cepun: 2000000 NO
AR No / Auanutuyeckuii order Ne: Date of Analysis / JlaTa
2002FP21001972 aHagusa:  29-09-2021
Mfg. Date: / laTa npoH3BoACTBA: 09/2021 Date of Expiry / I'open no:
08/2024

-Analysis performed according ND / Auaaus nposenen nmo H/: TI N015479/01-121120

Ne

Test / loka3zaTennb

Result / Pe3yasTaThl

Specification / Hopma

1

Description /
Onncanne

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. /

Teepnele KeJaTMHOBbIE
TIpo3payvHble Karcyisl pazMepa 2 C
OeclBETHBEIM KOPIYCOM, PO30BOii
KpBILIEYKOiL " MapKUPOBKOH
yeproro usera «OMEZ» na o6enx
yactsax  kancynel.  Copepxumoe
Karcyy — rpaHynkel 6enoro uBeTa.

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. /
Tsepapie JKeTaTHHOBBIC
Kamncynpl  pasMepa 2 ¢ OecuseTHBIM
KOPIlyCOM,  pO30BOM  KpBIIEYkoll M
MapkupoBkoi depHoro usera «OMEZ» Ha
06eux yacTsx kancynbsl. ComepKuMoe Karncyn
— rpanyJsl 6€0oro Win noutH 6enoro useTa.

Ipo3pavyHble

Identification / IlognnHHOCTD

2a)

By UV/Vo-
criekTpodoToMeTpHs

Complies as prescribed/
CooTBeTCTBYET TpeboBaHMAM

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® - CHeKTphl TIOTTOWIEHUS pPAacTBOPOB
npemapara ¥ CTaHmapTHoro  ofpasna
omemnpazona B obmactH or 230 mo 350 nm
JIOIKHBI MMETh MaKCHUMYMBI OpW OXHOH W
TOM Xe JUTMHE BOJIHBI.

Remarks : The Product conforms to ND/
TMpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBannsm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUHOHUKAT AHAJTU3A

[Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: Omes® (oMerpazon), Kancyibl 20 mr |

Batch No. / Cepust Ne: B2103366

Batch Quantity / O6bem
cepuu: 2000000 NO

TAR No / Aranatadueckuii oTuer No:
2002FP21001972

Date of Analysis / IaTa
aHaqauza: 29-09-2021

Mfg. Date: / JlaTa npoH3BoACTBA: 09/2021 Date of Expiry / I'open no:
08/2024

Analysis performed according ND / Anaqus nposeaen no HJI: TT N015479/01-121120

Ne Test / ITokazaTens Result / PesyabTaThl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeOOBaHNAM chromatogram of test solution should
BYKX correspond to the retention time of main peak
CBOKX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMs ymepkWBaHWA OCHOBHOTO IMHKa Ha
XpoMaTorpaMMe  HCITBITYEMOTO  pacTBOpa
TIOJIKCHO COOTBETCTBOBATb BpeMeHU
yIOepKNBAaHWS ~ OCHOBHOTO miKa  Ha
XpOMAaToTpaMMe  PacTBOpa  CTAHAAPTHOrO
obpasua omemnpasona (paznen
«KonuuecTBeHHOe OUpeneicHUe ).

(:} nyv
Y

o
o

3 | Average net fill weight | 269.8 mg/269,8 mr
/ Cpennsist Macca
COAEPKUMOr0 Karfney.i

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

trolled f

Uncon

92%, 93%, 95%, 93%, 95%, 93%

4 | Water / Boaa 1.4% wiw / 1,4% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 09/0,9 Acceptance value (AV) should be less than or
units / OaHOpOXHOCTL equal to 15.0./
NO3HUPOBAHUS TToxazatens nmpueMieMocTi (AV) JomkeH
OBITH MeHee WK pased 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 1%, 0% In 0.1 M hydrochloric acid solution - not
PacrBopenne more than 10 % of C7H sN30;S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJI0pHCTOBOAOPOAHOM
KUCIOTHI - He Gonee 10 % C7HgN30;8
(omenpazon) yepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H,sN505S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C17H0N305S (omemnpazoi) yepes

30 MuH.

Remarks : The Product conforms to ND/
TMpumeuanne: [TpoaykT cootBeTcTBYET TpeboBannam HJI

Conclusion : APPROVED/
3akarouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

@uct: Omez (Omeprazole), capsules 20 mg TMpoaykTt: Ome3® (oMemnpaszon), Karcynsl 20 mr
Batch No. / Cepust Ne: B2103366 Batch Quantity / O6bem

cepun: 2000000 NO
AR No / AHajuTHUecKHii oryer Ne: Date of Analysis / Jata
2002FP21001972 aHanamsza:  29-09-2021 -
Mfg. Date: / JlaTa npon3soicTBa: 09/2021 Date of Expiry / T'ogen go:

08/2024

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

Ne Test / IToxazaTean Result / PesyabTaThs Specification / Hopma

7 | Related substances / [Toctoponane npumecn
Any individual 0.02% / 0,02% Not more than 0.5 %. /
unidentified impurity / He 6ornee 0,5 %

JIro6as enHUUHAaA

HeWASHTH (PHIMPOBaHHA

s TpUMeCh

Total impurities / Not detected / ne oOHapyKeHa Not more than 2.0 % /
CyMma nprMeceit He 6omnee 2,0 %

8 | Assay/ 20.1 mg /20,1 mr 18.0mg to 22.0 mg of Cy;HoN;0;8
KoauuecrBeHHoe (100.3% / 100,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeeHue label claim). /

Ot 18,0 MT™ H0 22,0 MT C17H|9N303S
(omempazon) B kancyne (or 90,0 mo 110,0 %
OT HOMHHAJILHOTIO COACPXKaHMA).

9 | Microbial limits / Mukpo6Hoaornyeckas 4HcTOTA

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
OO011ee yncio a3poOHBIX

MHKPOOPTAHH3MOB
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
O61ee 9ucno
JPOXKIKEBBIX 1
IIIECHEBBIX TPUOOB
¢) E. coli Absentinl g/ Absentin1 g/
OrcyrcTByerB 1 T OtcyTtctBUE B 1 T

10 | Packaging / Ynaxoska | 10 capsules in an aluminum strip.

3 strlps. and patient information | capsules in an aluminum strip or

leaflet in a carton pack. / Tlo 10| pA/AT/PYC // aluminum blister. 3 strips or

xameyin B almOMWHHEBOM  CTPHNIC. | 3 plisters and patient information leaflet in a

[fo 3 crpuna ¢ MHCTPYKWMEH TO | o4t6n pack. / TTo 10 Karcy B alFOMHHHEBOM

TIPUMEHEHHIO B TaUKy KAPTOHHYIO. | crpune ynu g TTIA/AJI/IIBX // amoMuHREBOM
6nuctepe. ITo 3 crpuna unu no 3 Gnucrepa c
WHCTPYKIMEH 10 TIPAMEHCHHI0 B Mauky
KapTOHHY1O.

Remarks : The Product conforms to ND/
Ipumevanne: ITpogyKT cooTBeTCTRYET TpeboBannsM HJI

Conclusion : APPROVED /
Baxuaouenve: OAOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHATHU3A

Product: Omez (Omeprazole), capsules 20 mg

Hpoaykr: Omes® (omenpason), Kancyibl 20 mr

Batch No. / Cepus Ne:

B2103366 Batch Quantity / O6bem

cepun: 2000000 NO

AR No / Anaautudeckuii otqer Ne: Date of Analysis / laTa

2002FP21001972 anajusa:  29-09-2021

Mfg. Date: / JlaTa npon3BoacTBa: 09/2021 Date of Expiry / I'ogen go:
08/2024

Analysis performed according ND / Anaaus nposesien no HJL: T N015479/01-121120

Ne Test / IToxa3zaTtean Result / Pe3yabTaTh! Specification / Hopma
11 | Labeling / According to ND / B coorercTBun ¢ HJ[
Mapkuposxa
12 | Storage conditions / At temperature below 25 °C. / Tpu Temneparype He Beimie 25 °C.

YcaoBusg XpaneHus

13

Shelf life / Cpoxk
TOAHOCTH

3 years /3 rozma

Remarks : The Product conforms to ND/
TIpumeuanue: TIponyKT cOOTBETCTBYET Tpebosanusam HJL

Conclusion : APPROVED /
3axmiouenne: OJOBPEHO
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