CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: Omes® (oMenpazon), Kancynsr 20 vr

Batch No. / Cepust Ne:

B2201548

CCpHH:

Batch Quantity / O6nem

2000000 NO

AR No / AHaauTn4yeckHii oTder Ne:
2002FP22000998

Date of Analysis / [{laTta
‘aHaJn3a:

17-05-2022

Mfg. Date: / Jlata npou3BoAcTBA:

04/2022

Date of Expiry / T'ogen go:

CooTBeTCTBYET TpeOOBaHUAM

03/2025
| Analysis performed according ND / Anayus nposeaen no H/I: I N015479/01-121120
Ne Test / IToxa3aTeasn Result / PezyabTatsl Specification / Hopma
1 | Description / ; Hard gelatin transparent capsules of size 2
Onucanne Hard gelatin transparent capsules of | with a colorless body, pink cap and black
size 2 with a colorless body, pink | marking "OMEZ" on both parts of the
cap and black marking "OMEZ" on | capsule. Capsule content - white to off-white
both parts of the capsule. Capsule | pellets. /
content - white pellets. / Teepabie KeaTUHOBBIE po3payHble
Teepabie JKEJaTHHOBBIE | Kamcyapl  pasMepa 2 ¢ OecuBeTHBIM
[PO3payHbIe KalCynbl pasMepa 2 ¢ | KOPIycoM,  pPO30BOH  KpBINIEHKOH M
OecIBETHEIM KOpPITYCOM, pO30BO | MapKpoBKOil uepHoro usera «OMEZ» Ha
KPBIIIEYKOM M MapKUPOBKOI | 06enx dacTax karcynsl. ComepxuMoe Karcyn
yepHoro usera «OMEZ» na o6Genx | — TpaHyJBl 6€710T0 WITH IOYTH H€Noro IBeTa.
yactsax  kamcynel.  CopepikumMoe
Karcyn — rpaHynbl 6enoro uBera.
2 | Identification / TlogaunHoCcTH
2a) | ByUV/VO- UV-absorption spectra of both test and
crekTpodoTomeTpus Complies as prescribed/ standard solutions of omeprazole in the range

230 to 350 nm should exhibit maxima at the
same wavelength. /

Y® - choekTphl MNOCMOLIEHUs pacTBOPOB
mperapara W CTaHZapTHoro  obpasna
oMenpaszona B obymactu or 230 mo 350 HM
JNOJDKHEI UMETh MaKCHMyMBI TpH OXHOH U
TOH JKe IJIMHE BOJIHBEI.

Remarks : The Product conforms to ND/
Ipumeuanne: [IponykT coorBeTcTBYET TpeboBaHuam HJL
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3axirouenne: OJOBPEHO
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Product: Omez (Omeprazole), capsules 20 mg_
Batch No. / Cepus Ne:

AR No / Anaanrudeckuii otuer Ne:

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Mpoaykr: OMe3® (oMenpazon), kancysbl 20 mr

B2201548 Batch Quantity / O6bem

cepun: 2000000 NO
Date of Analysis / laTa

2002FP22000998 anagmza:  17-05-2022
Mfg. Date: / laTa npoH3BOACTBA: 04/2022 Date of Expiry / T'ogen go:
03/2025
Analysis performed according ND / Anaau3s nposegen mo HJI: TI N015479/01-121120
Ne Test / IloxazaTenn Result / Pe3yabTaThi Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC Co0TBeTCTBYET TpeOORAHMAM chromatogram of test solution should
BYKX min fzorrespond to the retention time of main peak
CBOIX/BOKX in the chroma‘Fogram qf or'rlleprazcile reference
standard solution (section "Assay"). /
Bpemst ymepxMBaHMS OCHOBHOIO MHKa Ha
XpoMarorpaMMe  HCIBITYEMOTO  pacTBopa
IODKHO COOTBETCTRBOBATh BPEMEHU
yaepKMBAHUS OCHOBHOTO nUKa  Ha
XpoMaTrorpaMMe  pacTBopa  CTaHIapTHOIO
obpasiia oMernpazona (paznen
«KonnyecTBeHHOE OTIPEAETIEHIEN ).
3 | Average net fill weight 274.6 mg / 274,6 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeanssi Mmacca 283.5mg) /
COAePKUMOTO KATICYJT 270,0 mr £ 5,0 % (256,5 mr - 283,5 ™r)
4 | Water /Bopma 1.0% w/w / 1,0% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 19/1,9 Acceptance value (AV) should be less than or
units / OaHOpOAHOCTH equal to 15.0./
J03UPOBAHUS ITokazaTens npueMneMocty (AV) momkeH
OBITH MeHee Wi paBeH 15,0.
6 | Dissolution / 0%, 3%, 0%, 0%, 2%, 0% In 0.1 M hydrochloric acid solution - not

PacTBOpenue

more than 10 % of C7H oN;03S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrtBope XInopHUCTOBOACPOIHOMN
KucnoTel - He 6omee 10 % C7HgN3O5S
(omemipazon) gepes 2 4.

95%, 94%, 92%, 97%, 93%, 94% | In pH 6.8 buffer - not less than 75 % (Q) of
C,7HsN;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - ne menee 75 % (Q)
C7HgN30;S (omenpazon) uepes

30 MuH.
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIHU3A
Product: Omez (Omeprazole), capsules 20 mg Mponykr: OmMe3® (omenpa3son), Karncyiel 20 mr
Batch No. / Cepus Ne: B2201548 Batch Quantity / O6bem
B cepuu: 2000000 NO
AR No / AHaauTHYecKHii oTdeT No: Date of Analysis / laTa
2002FP22000998 anagausa: 17-05-2022 .
Mfg. Date: / JlaTa npou3BoacTBAa: 04/2022 Date of Expiry / I'ogen no:
03/2025
Analysis performed according ND / Anaauns nposegen no H/I: IT N015479/01-121120

Ne Test / HokazaTean Result / PesyabTaThl Specification / Hopma

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

JIro6as equHYHAsS

HeHAeHTUPUIMPOBaHHA

1 IPMeEcCh

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

8 | Assay/ 19.9 mg/ 19,9 Mr 180mg to 22.0 mg of C;;HsN;0;S
KonunyecTBeHHOE (99.3%/99,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenejieHue label claim). /

Or 18,0 MIrr 40 22,0 MT C]7H]9N3O3S
(omemnpazon) B karncyne (ot 90,0 1o 110,0 %
OT HOMHHAJIBHOTO COEPKaHHS).

9 | Microbial limits / Mukpo6uoyiorndeckass YucToTa

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
O6u1ee yKcno a3poOHBIX

MHUKpPOOPTaHN3MOB
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count /| Meuee 10 KOE/r He 6onee 100 KOE/r
O61ee yucno
TPOMOKEBEIX N
TMJIECHEBLIX I'pHGOB
c¢) E. coli Absentin1 g/ Absentin1 g/
OtcyTcTBYeTB 1 T OtcyTctBUue B 1 1
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip. . . .
3 strips and patient information 10 .capsules _fin an alum}num strl.p 25
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / Tlo 10 3 bl; g n .
isters and patient information leaflet in a
Karcyn B aJIOMMHUEBOM CTpHIIE.
TEE N e carton pack. / [To 10 kancyn B altOMUHHEBOM
crpune win B ITA/AJI/TIBX // antoMyAHNEBOM
NPUMEHEHWIO B [IaKy KaPTOHRYIO. | 6rycrepe. Tlo 3 crpuma wmi o 3 GrucTepa c
pe. p P
WHCTpYKUMENH 10 TNPUMEHEHHI0 B Mauky
KapTOHHYIO.
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJN3A
Prod uc_l_:_(_)_nlcz (Omeprazole), capsules 20 mg MpoaykT: OMe3® (oMenpas’oll), Kancybl 20 mr
Batch No. / Cepust Ne: B2201548 Batch Quantity / O6nem
B cepuu: 2000000 NO
AR No / Avanutadecknii oTvet Ne: Date of Analysis / {aTa
2002FP22000998 anajausa:  17-05-2022
Mfg. Date: / laTa nponssogacrsa: 04/2022 Date of Expiry / I'ogen no:
03/2025
Analysis performed according ND / Anasus nposeen mo HJ/I: T1 N015479/01-121120
Ne Test / Ioka3aTean Result / Pe3yabsTaThl Specification / Hopma
11 | Labeling / According to ND / B cooteercreuu ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / Tlpu Temneparype He Bbiue 25 °C.
YcJIoBHS XpaHeHUs
13 | Shelf life / Cpok 3 years / 3 rona
TOHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Ipoaykt coorBeTcTBYeT TpeboBanusM HJI 3axmovenue: OJJOBPEHO
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