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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Emuct: Omez (Omeprazole), capsules 20 mg Mpoaykr: OMe3® (oMenpaso), Karcybl 20 Mr
Batch No. / Cepus Ne: B2200267 Batch Quantity / O6bem
il cepun: 1964091 NO
AR No / AHasmuTudeckcnii otder Ne: Date of Analysis / laTa
2002FP22000185 anajgusa:  31-01-2022 B
Mfg. Date: / 1aTa npomssoacTea: 01/2022 Date of Expiry / Togen go:

12/2024

Analysis performed according ND / Ananns nposegen no HJI: TT N015479/01-121120

Ne Test / IloxazaTeanb

Result / PesyabTaThl

Specification / Hopma

1 | Description /
Onncanue

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. /

Teepnsle XKEeNaTUHOBEIE
MTpo3payHble Kamcynsl pa3Mepa 2 ¢
6eclBETHBIM KOPITYCOM, pPO30BOH
KpBIIEYKOR ¥ MapKUpPOBKOM
yepHoro useta «OMEZ» Ha o6enx
gactax  karcynel.  ComepkuMoc
KarcyJ — rpaHynbl 6enoro LBera.

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. /

Teeparle JKEJIAaTWHOBbIE ITpo3payHbie
KamcyJasl  pasMepa 2 ¢ OecuBeTHBIM
KOpITyCOM, po30BO¥t Kpelreykon 4]

MapkupoBkoil uepHoro useta «OMEZ» na
obenx yactax karcynbel. CouepkuMoe Karcyn
— rpalyisl 6eIoTo W Mo4TH 6eJToro UBeTa.

2 | Identification / [ToaaunHocTL

2a) | ByUV/V®-

crekTpodoToMeTpus

Complies as prescribed/
CooTBeTcTBYeT TPeGOBAHMIM

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. /

VY® - chekTpsl HOIJIOLIEHHS pacTBOPOB
npemapata W CTaHgapTHoro  obpasia
omenpazona B obnacti ot 230 po 350 HmM
NOIDKHBI MMETh MaKCHMYMBl TIpH OXHOH U
TOM € JIJTUHE BOJIHEL.

Remarks : The Product conforms to ND/
Ipumevanne: [TpoaykT coorBercTBYeT TpeboBanuam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

_Pﬁ)duct:_OEez (Omeprazole), capsules 20 mg

MpoaykT: OMe3® (omernpazon), K_ancym,l_Z_O_ﬂ

Batch No. / Cepust Ne: B2200267

A?N(; / Apasgmrudecknit ordger No:
2002FP22000185

Batch Quantity / O6bem

CepHH:

1964091 NO

Date of Analysis / laTa
aHaIM3a:

31-01-2022

Mfg. Date: / /laTa npou3BOACTBA:

01/2022

Date of Expiry / T'ogen go:

12/2024

Analysis performed according ND / Anaau3s nposeaen mo HJL: TI N015479/01-121120

Ne Test / [loxa3aTens Result / PesyabTaThl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTeeTcTBYET TpeGOBAHHUAM chromatogram of test solution should
BYXKX correspond to the retention time of main peak
CBYKX/BCHX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpems yaep>kMBaHMSA OCHOBHOTO [HKa Ha
XpOMaTorpaMMe  HCIIBITYEMOrO  pacTBOpa
IOJKHO COOTBETCTBOBATh BpEMEHH
yAep)KMBaHUS OCHOBHOTO nKa Ha
XpoMaTorpaMMe pacTBOpa CTAHOAPTHOTO
o0paziia oMermpazona (pazgen
«KonnuecTBeHHOE OMNpeIeNeHue).

3 | Average net fill weight
/ Cpeaunsst macca
COMEePKHMOTO KaTcyJa

269.0 mg / 269,0 mr

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

4 | Water/ Bona

0.9% w/w / 0,9%

Not more than 3.0% /
He 6onee 3,0 %

5 | Uniformity of dosage 3.6/3,6
units / OnnopoaHocTb

A03UPOBAHUA

Acceptance value (AV) should be less than or
equal to 15.0./

TTokazarens npuemiaeMoct (AV) nokeH
6BITh MeHee WK paBeH 15,0.

6 | Dissolution /
PactBopenue

92%, 89%

2%, 0%, 0%, 1%, 0%, 0%

91%, 93%, 92%, 95%,

In 0.1 M hydrochloric acid solution - not
more than 10 % of C7;H sN3O3S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XII0pHCTOBOROPOIHOM
kucioThl - He 6osee 10 % C;H;gN3O5S
(oMenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HoN;0;S (omeprazole) is dissolved after
30 min/

B Gydepe pH 6,8 - He meHee 75 % (Q)
C,7HyN;0;S (omemnpazoin) yepes

30 MuH.

Remarks : The Product conforms to ND/

Hpumeuanue: [Tponyxt coorBercTBYET TpeboBanusim HJL

Conclusion : APPROVED /
3axawyenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

3 strips and patient information
leaflet in a carton pack. / TTo 10
Kalcyll B aJlOMHHHEBOM CTpHIIE.
[To 3 crpuna ¢ WHCTpyKIMe# 110
IPUMEHEHUIO B MAYKy KAPTOHHYIO.

CEPTHOUKAT AHAJIN3A
|Product: Omez (Omeprazole), capsules 20 mg | Ipomyxr: Omes® (omenpason), karcyisl 20 mr
Batch No./ Cepus Ne: B2200267 Batch Quantity / O6bem
| e cepun: 1964091 NO -
AR No / Avanutudecknii otuet Ne: Date of Analysis / laTa
2002FP22000185 ananausa: 31-01-2022
Mfg, Date: / Jlata npou3BoacTBa: 01/2022 Date of Expiry / I'ogen go:

12/2024 -

Analysis performed according ND / Ananus nposeged no HJI: T N015479/01-121120

Ne Test / Iloka3aTens Result / PesyabTaThl Specification / Hopma

7 | Related substances / ITocTopoHnue NpuMecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6ounee 0,5 %

JIrobas eqyHAYHAA

HenOeHTUUIMPOBaHHA

sl IpMecCh

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

8 | Assay/ 20.0 mg /20,0 mr 180mg to 22.0 mg of C;H;oN;0;S
KoaugecTBeHHOE (99.8% / 99,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenejeHue label claim). /

Or 18,0 MI' 10 22,0 Mr C17H]9N303S
(omempason) B karcyne (ot 90,0 no 110,0 %
OT HOMHHAJIFHOTO COIEPKaHMU).

9 | Microbial limits / MukpoOHoJornyecKasi YHCTOTA

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
Ob1ee yucno a3poOHbIX

MHUKpPOOPTaHI3MOB
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
OO011ee 4nucno
JIPOXOKEBBIX U
TUIECHEBBIX 'pHOOB
¢) E. coli Absentin 1 g/ Absentin1 g/
OrcyrcrByerB I T OtcytcrBUE B 1 T
10 | Packaging / YmaxoBka | 10 capsules in an aluminum strip.

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 karcyn B allOMUHHEBOM
crpure wn B [TA/AJI/TIBX // anmroMuHENEBOM
onuctepe. ITo 3 crpumna nnm o 3 6nmucrepa ¢
WHCTPYKIMEH 1o TPUMEHEHUI0 B MAauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoayxt cooTBeTcTBYET TpeboBaHusiM HJI

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoaykt: Ome3® (oMenpasoir), KarcyIisl 20 mMr N

Batch No. / Cepust Ne:

B2200267

Batch Quantity / O6bem
cepun: 1964091 NO

AR No / AHajnTn4eckHii oTyer Ne:

Date of Aﬁalysis / Marta

2002FP22000185 anaanza:  31-01-2022
Mfg. Date: / laTa nponssoacrsa; 01/2022 Date of Expiry / Togen po:
12/2024 _
Analysis performed according ND / Ananus nposesen mo HJL: T N015479/01-121120
Ne Test / [lokazaTesn Result / PesyabTaTnl Specification / Hopma
11 | Labeling / According to ND / B cooterctun ¢ HJ{
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / ITpu Temneparype He Bbiue 25 °C.
YciioBUS XpaHeHMs
13 | Shelf life / Cpox 3 years /3 rona
TOAHOCTH

Remarks : The Product conforms to ND/
Hpumeuanne: I[TponykT cooTBeTCTBYET TpeboBaHusaM HJI,

Conclusion : APPROVED /
3axmwuenue: OJJOBPEHO
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