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CERTIFICATE OF ANALYSIS

Co0TBeTCTBYeT TpeOOBaHHUAM

CEPTUD®UKAT AHAJIM3A
Product: Omez (Omeprazole). capsules 20 mg INpoaykr: OMe3® (oMenpason), Kancyss 20 mr
Batch No. / Cepus Ne: B2200268 Batch Quantity / O6nem o
|cepun: 2000000 NO S
AR No / Auaautuyeckuii ordet Ne: Date of Analysis / Iara
2002FP22000179 anammusza: 31-01-2022
Mfg, Date: / laTa npou3BoJACTBA: 01/2022 Date of Expiry / T'oaen mo:
12/2024
Analysis performed according ND / Anasns nposeaed mo H/: TT N015479/01-121120
Ne Test / [loxasaTenn Result / Pe3yasTaThl Specification / Hopma
1 | Description / ; Hard gelatin transparent capsules of size 2
Onucanue 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 - whitce pellets. / Toepavie HKENATUHOBLIE IIpo3paUiiLie
Tsepasie JKeJaTUHOBBIE | Kalcynel  pasMepa 2 ¢ OeclBETHBIM
npo3pauHsle Kancynibl pasmepa 2 ¢ | KOPIycoM,  po30BOH  Kphbllllewkoit  u
GeclBeTHBIM KODITyCOM, po30Boit | MapkupoBkoil yepHoro usera «OMEZ» Ha
KPBIIEYKOH " MapKUpOBKOH | 06enx yacTsax kancyssl. Comepxumoe Karcyn
yepHoro usera «KOMEZ» Ha o6eux | — rpaHyns! Gestoro unu moutu 6eyoro mpera.
yacTsix  karicynel.  Comepkumoe
KarcyJ — rpaHybl 6enoro nsera.
2 | Identification / TlonauHHOCTH
2a) | By UV/ V- UV-absorption spectra of both test and
cnekTpodoToMeTpHs Complies as prescribed/ standard solutions of omeprazole in the range

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

V® - cnexTpel NOMIOMIECHUS pPacTBOPOB
mpenapara W CTaHAapTHoro  obpasia
oMernpazona B obnactd oT 230 mo 350 Hm
IOJKHBEI WMETh MaKCHMyMBbl TpU OJHOH U
TOMH e JJIVHE BOJHBI.

Remarks : The Product conforms to ND/
Ipumeuanne: [IponyxT coorBeTcTBYET TpebGoBaruaM HJL

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHU3A

Product: Omez (Omeprazole), capsules 20 mg

' Ipoaykt: OMe3® (oMenpason), KalcyIrb! 20 MT

Batch No. / Cepus Ne: B2200268

Batch Quantity / O6bem
cepuu: 2000000 NO

AR No / Anaautndecknii otyet Ne:
2002FP22000179

Date of Analysis / laTa
anagmsa: 31-01-2022

CBOXX/BCXKX

Mfg. Date: / JlaTa npousBoacTBa: 01/2022 Date of Expiry / I'ogen no:
12/2024
Analysis performed according ND / Ananuns nposegen no H/I: 1T N015479/01-121120
Ne Test / [loxazaTenn Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooteercTBYyeT TpeboBaHNAM chromatogram of test solution should
BOXCK correspond to the retention time of main peak

in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

BpeMms yoepkupallliss OCHOBHOIO MHKA 110
XpoMarorpaMme  HCIIBITYEMOTO  pacTBOpa
TOTKHO COOTBETCTBOBATH BpPEMEHU
yaep)KUBaHUS OCHOBHOTO nka  Ha
XpoMaTorpaMMe  pacTBopa CTaHAapPTHOrO
obpazma oMernpazona (paspen
«KonnuecTBeHHOE OMpeneneHue»).

/ Cpeaunsism Macca
COAepKHMOT0 Karfncy.Ja

3 | Average net fill weight | 270.2 mg/270,2 mr 270.0 mg + 5.0 % (Between 256.5 mg and

283.5 mg) /
270,0 mr =% 5,0 % (256,5 mr - 283,5 mr)

4 | Water / Boaa 1.0% w/w / 1,0% Not more than 3.0% /

He 60mnee 3,0 %

5 | Uniformity of dosage 45745
units / OqHopoaHocTHL
JA03HPOBAHHS

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

IToxasaTens npueMneMocTh (AV) nomken
6BITE MeHee WK paBeH 15,0.

PactBopenne

96%

6 | Dissolution / 5%, 0%, 0%, 0%, 1%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C17H19N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBope XJI0pHCTOBOIOPOAHOM
KHCIOTHL - He 6os1ee 10 % C,;H oN;3;05S
(oMenpazon) gepes 2 4.

96%, 98%, 91%, 92%, 100%, In pH 6.8 buffer - not less than 75 % (Q) of

C7HoN30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He meHee 75 % (Q)
C17H;9N303S (omenpazon) gepes

30 MuH.

Remarks : The Product conforms to ND/

Ipumeuanne: ITponyxT coorBeTcTBYeT TpeboBaHusam HJT 3axmouenue: OJJOBPEHO

Conclusion : APPROVED /
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJTHU3A
Product: Omez (Omeprazole), capsules 20 mg TMpoaykT: OmMe3® (omerpazon), Kancyibl 20 mr |
Batch No. / Cepusi Ne: B2200268 Batch Quantity / O6bem -
- cepun: 2000000 NO -
AR No / AHaauTnyeckuii otget Ne: Date of Analysis / laTa
2002FP22000179 anaamsa: 31-01-2022
Mfg. Date: / JlaTa npousBo/jcTBAa: 01/2022 Date of Expiry / Coaen no:
12/2024

Analysis performed according ND / Ananus nposegen no H/I: T1 N015479/01-121120

Ne Test / [TokazaTens Result / Pe3yabTaThl Specification / Hopma

7 | Related substances / [TocTopoHHne npuMecH

Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %
JIro6as eqxuaAdHas
HeuAeHTUPULIPOBaHHA
s IPMECh
Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMMa npumecei He Gonee 2,0 %
8 | Assay/ 20.2 mg /20,2 mr 180mg to 22.0 mg of C;H;gN;O58
KoJsinvecTBeHHOE (101.1% / 101,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneieHne label claim). /

Ot 18,0 MI oo 22,0 Mr C17H19N3O3S
(omenpason) B karncyse (ot 90,0 mo 110,0 %
OT HOMUHAJIFHOTO COEpKaHNA).

9 | Microbial limits / MukpoGuogorndeckasi 4HCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Meunee 10 KOE/r He 6onee 1000 KOE/r
O6i11ee yrcno a’poOHBIX

MHKPOOPraHH3MOB

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

O061uee YHCIo
JPOXIKEBBIX H
IJIECHEBHIX IpuboB

¢) E. coli Absentin 1 g/ Absentin1 g/
OtcyTtcTByeT B 1 r OrcytctBUEe B 1 T

10 | Packaging / ¥Ynakoska | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Ilo 10
KancyJl B allOMHHHEBOM CTpHIIE.
ITo 3 crpuma ¢ WHCTpyKUWeH Mo
NpUMEHEHHNIO B NIaUKy 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. / [To 10 xancyn B antOMMHHEBOM
ctputie wiu B [TA/AJI/TIBX // antoMUHNEBOM
onuctepe. ITo 3 crpuna unu no 3 6iucTepa ¢
HHCTpYyKNMER MO0 TMPUMEHEHMI0O B MauKy

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanne: [IponykT coorBeTcTBYET TpeboBanmsam HJI 3axmouenne: OIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

MMpoayxT: OmMe3® (oMenpason), Kancyirsl 2N

Batch No. / Cepusi Ne:

B2200268 Batch Quantity / O6bem

cepun: 2000000 NO

|AR No / Anaaurngeckuii oraer Ne: Date of Analysis / laTa
2002FP22000179 anagusa: 31-01-2022
Mfg. Date: / laTa npousBoacTsa: 01/2022 Date of Expiry / T'ogeu no:
12/2024 B
Analysis performed according ND / Anasnu3z nposeaer mo HJL: TT N015479/01-121120
Ne Test / ITokasaTenan Result / PezynbTaThl Specification / Hopma
11 | Labeling / According to ND / B cootsetcTBru ¢ HJI
Mapkuposka
12 | Storage conditions / At temperature below 25 °C. / ITpu Temneparype He Bbime 25 °C.
Ycaosusi XpaneHns
13 | Shelf life / Cpox 3 years / 3 rona
| | roamoctu

Remarks : The Product conforms to ND/
Ipuveuanue: [IpogyKT COOTBETCTBYET TpeboBanmsam HJ,

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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