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Il’roduct: Omez (Omeprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Tpoaykt: Ome3® (omenpa3on), Kancybl 59 MT

Batch No. / Cepust Ne: B2200054 Batch Quantity / O6bem

B cepun: 2000000 NO

AR No / AHasnTHueckHii oTuer Ne: Date of Analysis / laTa

2002FP22000073 anaamsa: 17-01-2022

Mfg. Date: / laTa npou3BoacTBa: 12/2021 Date of Expiry / T'oaen po:
11/2024

Analysis performed according ND / Anasms nposeaen no H: I1 N015479/01-121120

Ne Test / IloxazaTenb

Result / PesyabsTaThl

Specification / Hopma

1 | Description /
Onuncanue

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. /

Trepasie KeNaTHHOBBIE
MTpo3pavHble Kancyjbl paMepa 2 ¢
GecLBeTHbIM KOPITyCOM, pO30BOH
KPBILLEYKOH " MapKUPOBKOH
yepHoro ugera «OMEZ» ua obenx
gacTax kamcyisl.  Conepxumoe
KarcyJ — rpaHyJibl 6esioro npera.

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. /

Teepable KeTaTUHOBBIE npo3pauHbie
Kancynsl  pasMepa 2 ¢ OecuBeTHBLIM
KOpILyCOM,  pO30BOH  KpBIILIEYKOH U

MapkupoBkoil depHoro npera «OMEZ» Ha
o0enx yacTax kancynasl. Coaepxumoe KancyJ
— rpaHyJipl 6eJI0ro Wi nouTy 6C/0ro LBeTa.

2 | Identification / ITogiuHHOCTH

2a) | By UV/V®-

crextTpotdoroMeTpus

Complies as prescribed/
CoorBercTByeT TpeGOBaHUAM

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. /

VO - chexkTpel NOMNIOUWIEHUS pPacTBOPOB
mpenapara M CcTaHZapTHoro  obpasua
oMmenpasona B obmactu or 230 no 350 Hm
JOJDKHBL MMETh MaKCUMYyMbl OpPU OJHOW U
TOU ke IJIMHE BOJIHbI,

Remarks : The Product conforms to ND/
IMpumeuanue: ITpoayxr coorBercTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenune; OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepus Ne: B2200054

”HE)OAyKT: Ome3® (oMenpasoli), KancyJsisl 20 mr
Batch Quantity / O6bem
cepun: 2000000 NO

AR No / AnHaanrudeckuii oruert Ne;
2002FP22000073

Mfg. Date: / laTa npoussoacTea: 12/2021

Date of Analysis / J/laTa
anaamsa: 17-01-2022

Date of Expiry / Tojiex 10:
11/2024

Analysis performed according ND / Auaan3s nposener no HJ: IT N015479/01-121120

Ne Test / IlokasaTesb Result / PesynbTaTsl §peciﬁcation / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootsercrByeT TpeOOBaHHAM chromatogram of test solution should
BICK mn correspond to the retention time of main peak
CBOKX/BCKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpems yzaepxkuBaHHUA OCHOBHOI'O [IMKa Ha
XpOMAaTOrpaMMe  UCIBITYEMOIO  pacTBOpa
JLOJDKHO COOTBETCTBOBATh BpEMeHU
yIAepKUBaHUS OCHOBHOTO nuKa Ha
XpoMaTorpaMMe pacTBOpa CTaHAaPTHOTO
obpasua oMeIpasoJja (pazaen
«KonuyecrBeHHOE ONpeEENeHUE ).

/ Cpennsia macca
CO/IEPIKUMOTO0 KATCYJI

3 | Average net fill weight | 272.8 mg/272,8 mr

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

101%, 102%

4 | Water/ Boaa 1.1%w/w / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 2.8/2,8 Acceptance value (AV) should be less than or
units / OAHOpOAHOCTH equal to 15.0./
A03UPOBAHMA [Nokasarens npuemnemocty (AV) nonxex
6bITh MeHee UK paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 1%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBopenue more than 10 % of C7;HoN3;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacrBope XJIOpUCTOBOAOPOAHOM
KUCnoTsl - He 6oree 10 % Ci7HgN305S
(omenpazon) uepes 2 .
100%, 102%, 101%, 105%, In pH 6.8 buffer - not less than 75 % (Q) of

C,7H;4N30;8 (omeprazole) is dissolved after
30 min/

B Gydepe pH 6,8 - He menee 75 % (Q)
C,7;H;oN;05S (omenpason) uepes

30 muH.

Remarks : The Product conforms to ND/

IIpumeuanne: [Tpoaykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akatouenne;: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg INpoayxt: OMe3® (oMenpason), Kancynbl 20 mr R
Batch No. / Cepusn Ne: B2200054 Batch Quantity / O6bem
| cepMu: 2000000 NO
AR No / Ananurudeckuii oruer Ne: Date of Analysis / lata
2002FP22000073 ananusza: 17-01-2022 -
Mfg. Date: / lata npou3BOACTBA: 12/2021 Date of Expiry / [oaen no:

11/2024

Analysis performed according ND / Auaau3 nposenen no H/I: T N015479/01-121120

Ne Test / [ToxazaTeanb

Result / PesyabTaThl

Specification / Hopma

7 | Related substances / IloctopoHHMe IpUMecH

Any individual
unidentified impurity /
Jlro6as enunnuHas
HeuaeHTUPULUPOBaHHA
s IpUMeCh

0.03%/0,03%

Not more than 0.5 %. /
He 60nee 0,5 %

Total impurities /
Cymma npumeceit

0.1%/0,1%

Not more than 2.0 % /
He 6onee 2,0 %

8 | Assay/ 19.8 mg/ 19,8 mr 180mg to 22.0 mg of Cy;H;sN;O5S
Kosm4yecTBeHHOE (99.0% / 99,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeejeHHe label claim). /

Ot 18,0 MIr A0 22,0 Mr C17H|9N303S

(omenpazon) B kancyie (ot 90,0 mo 110,0 %
OT HOMMHAJILHOTO COJIEPKAHUS).

9 | Microbial limits / Mukpo6uo/ornyeckas 4ucrora

a) Total Aerobic
Microbial Count /
O6uree yncno adpoOHbIX

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

O6uiee yucIO
JIPOAOKEBBIX U
MJIGCHEBBIX I'PUOOB

MMKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6onee 100 KOE/r

¢) E. coli

Absentin 1 g/
OtcytcTByer B 1 r

Absentinl g/
OtcyTtcTBue B 1

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3strips and patient information
leaflet in a carton pack. / TTo 10
KarcyJa B allOMUHHEBOM CTpHIIE.
Ilo 3 crpuna ¢ MHCTpyKuuel 10
NpUMEHEHUIO B MAUKy 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 kancyn B amoMHHIEBOM
crpune win B [TA/AJU/IIBX // antoMuaneBoM
6nncrepe. 1o 3 crpuna unu no 3 6iucrepa ¢
HHCTPYKIUHMEH 1no MPUMEHEHHI0 B Mauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Tlpumeuanue: [IpoayKT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOMHKAT AHAJTU3A

Product: Omez (Omeprazole), capsules 20 mg

NpoaykT: Ome3® (__(>M_¢npa30n), KancyJybl 20 mr

Batch No. / Cepus Ne: B2200054

Batch Quantity / O6bem
cepuu: 2000000 NO

AR No / AHanuTH4ecKHUil oTueT Ne: Date of Analysis / laTa o
2002FP22000073 anaausza: 17-01-2022
Mfg, Date: / Jlata npoM3BoACTBA: 12/2021 Date of Expiry / I'onen go:

11/2024

Analysis performed according ND / Anaaus nposeaen no HJL: I1 N015479/01-121120

Ne Test / TlokazaTesn Result / PesyabTaTsl Specification / Hopma
11 | Labeling/ According to ND / B coorsercTBuu ¢ HJJ
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / Ilpu Temneparype He Bbune 25 °C.
YcaoBua XpaHeHus
13 | Shelflife / Cpox 3 years /3 rona
rOAHOCTH

Remarks : The Product conforms to ND/
IIpumeuaunue; [Ipogykt coorBercTByeT TpedboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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