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CEPTUOUKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg Mponykt: OMes® (omerpazon), kancyssl 20 mr
Batch No. / Cepus Ne: B2200807 Batch Quantity / O6bem
cepuu: 2000000 NO
AR No / Anamarndecknii otqer Ne: Date of Analysis / laTa -
2002FP22000566 aHaau3a: 17-03-2022
Mfg. Date: / laTa nponsBojAcTBA: 02/2022 Date of Expiry / I'ogen go:
10172025
Analysis performed according ND / Ananus nposeged mo H/I: TT N015479/01-121120
No Test / IlokasaTenab Result / Pe3yabsTaThl Specification / Hopma
1 | Description / . Hard gelatin transparent capsules of size 2
Onncanue 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. / Treparle XKeTaTHHOBbIE Mpo3pauHble
Trepmble JKENaTHHOBLIE | KArcynbl  pasMepa 2 C  OeciBeTHBIM
TpO3payHble Kancylibl pasMepa 2 ¢ | KOPITYyCOM,  PO30BOW  KpRIIEYKOH M
OeclBETHBIM KOPITyCOM, pPO30BO#i | MapknpoBkoil uepHoro usera «OMEZ» na
KpBILICYKOM " MapKUpOoBKoi | 00enx HacTsx kancyiel. CooepxuMoe Karcyi
yepnoro ugera «OMEZ» Ha o6enx | — rpaHyisl Genoro Wi nouTu 6eIoro useTa.
gactgx  kancynmel.  ComepxknMmoe
KarcyJ — rpaHyJisl 6enoro npera.
2 | Identification / IToganHHOCTL
2a) | ByUV/ V- UV-absorption spectra of both test and
criekTpodoToMeTpHs Complies as prescribed/ standard solutions of omeprazole in the range
CooTBeTCTBYET TPeOOBAHUAM 230 to 350 nm should exhibit maxima at the
same wavelength. /
V® - crexTpbl TIOTNOUIEHHS pPacTBOpPOB
Tperapata W CTaHgapTHoro  oOpasua
oMenpazona B obnmacty ot 230 no 350 HM
IOJDKHBI UMETh MaKCHMYMBI NPU ORHOH M
TOH e INTHMHE BOJIHBI.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeyanne: [Tponykt cooTBercTBYET TpeboBanuam HJI S3axmouenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg TMpoayikr: Ome3® (oMernpason), kaneysl 20 mr
Batch No. / Cepust Ne: B2200807 Batch Quantity / O6nem
o cepuu: 2000000 NO
AR No / AHanutndeckuii oTuet Ne: Date of Analysis / JaTa
2002FP22000566 anammsa;  17-03-2022
Mfg. Date: / laTa npousBoAcTBa: 02/2022 Date of Expiry / I'ogen mo:
01/2025
Analysis performed according ND / Anaans nposeaen mo HJI: 1T N015479/01-121120
Ne Test / IlokazaTean Result / PesyabTaThi Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeOOBAHHUAM chromatogram of test solution should
BOKX wim 90rresp0nd to the retention time of main peak
CBRICX/BCKX in the chroma’Fogram o'f or'rvlepraZ(')lle reference
standard solution (section "Assay"). /
Bpemst ynepknBaHUs OCHOBHOTO nHKa Ha
XpOMaTorpaMMe  WCTIBITYEMOTO  pacTBopa
IOTKHO COOTBETCTBOBATb BpeMeHH
yAepKMBaHW OCHOBHOTO npka  Ha
XpoMaTorpaMme  pacTBopa  CTaHIapTHOTO
obpasua oMeTTpaszola (pazmen
«KonnuecTBeHHOE OlIPEIENEHUEY ),
3 | Average net fill weight 272.8 mg/272,8 mr 270.0 mg £+ 5.0 % (Between 256.5 mg and
/ Cpeansst Macca 283.5mg) /
COJEPKUMOr0 Karncy.J1 270,0 mr+ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boaa 1.1% w/w / 1,1% Not more than 3.0% /
- He 6onee 3,0 %
5 | Uniformity of dosage 3.8/3.,8 Acceptance value (AV) should be less than or
units / O1HOpPOAHOCTD equal to 15.0./
IO3UPOBAHHSA [TokazaTens npuemyieMoctd (AV) nomkeH
6bITH MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpeHme more than 10 % of C;;H,oN305S
(omeprazole) is dissolved after 2 h/
B 0,1 M pacrBope XnopHucTOBOXOPOIHON
Knucnothl - He 6onee 10 % C;H oN3;03S
{oMempazon) uepes 2 4.
95%, 97%, 95%, 96%, 95%, 96% | In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN3;0;S (omeprazole) is dissolved after
30 min /
B 6ydepe pH 6,8 - He MmeHee 75 % (Q)
C,7H9N303S (omemnpazon) uepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TMpumeuanne: [1ponykr cooTBeTCTBYET Tpebosaunam HJL 3axawouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg |Mpoaykr: Ome3® (omenpason), karcyisr 20 mr
Batch No. / Cepus Ne: B2200807 Batch Quantity / O6bem

cepuu: 2000000 NO o
AR No / AHasinTH4YecKHit oT4yeT Ne: Date of Analysis / laTa
2002FP22000566 anajusa: 17-03-2022
Mfg. Date: / JlaTa npoH3BoACTBA: 02/2022 Date of Expiry / T'ogen no:

01/2025

Analysis performed according ND / Anasu3 nposegen no HJ: TT N015479/01-121120

Ne Test / Iloka3aTennb Result / Pe3yabTaTnl Specification / Hopma

7 | Related substances / TToeTopoHHuE TpUMecH

Any individual 0.05% / 0,05% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
JIrob6as eqrHUYHAS
HennenTudHIMpOBaHHA
s IPUMECH
Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMa npumeceit He 6onee 2,0 %
8 | Assay/ 20.0 mg /20,0 Mr 180mg to 22.0 mg of Cy7H;sN;05S
KonnvecTBenHoe (99.9% / 99,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeneHue label claim). /

Ot 18,0 M- ao 22,0 MI C17H]9N303S
(omenpason) B xarncyne (ot 90,0 mo 110,0 %
OT HOMHHAJIILHOTO CONlepyKaHNs).

9 | Microbial limits / Mukpo6noJsiornueckast YHCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Meuee 10 KOE/T He 6onee 1000 KOE/r
O6iuee uncio a’3poOHbIX

MHKPOOPTaHN3MOB

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

Obmee umcio
JIPOKKEBBIX U
MIECHEBBLIX MPHOOB

¢) E. coli Absentin 1 g/ Absentin1 g/
OrcyrctByerB 1 T OrcyrcTBHE B 1 T

10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
KarcyJl B AaTIOMWHWEBOM CTpHITE.
[lo 3 crpuma ¢ MHCTpYKUMEH ITO
NpUMEHEHHUIO B TAYKY 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 aJlFOMAHUEBOM
crpune umn B [TA/AJI/TIBX // anroMHHIEBOM
6nucrepe. [To 3 crpumna wnm o 3 GrucTepa ¢
UHCTPYKIMEH 10 TIPUMEHEHMI0 B [MauKy

KapTOHHYIO,
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeyanne: ITpoaykt cooTBeTcTBYET TpeboBanusm HJI Saxaovenne: OTOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MponyxT: OMe3®_(0Menpa30n), KaTCyJTbl 20 Mr
Batch No. / Cepusi Ne: B2200807 Batch Quantity / O6nem
|cepun: 2000000 NO
AR No / AHaquTHYecKH# oT4eT Nob: Date of Analysis / JlaTa
2002FP22000566 anaansa: 17-03-2022
Mfg. Date: / laTa nponssoacTsa: 02/2022 Date of Expiry / Togen go:
01/2025
Analysis performed according ND / Anayns nposenen mo H/: IT N015479/01-121120
Ne Test / IlokazaTenn Result / Pe3yabTaTsl Specification / Hopma
11 | Labeling / According to ND / B coorsercTanu ¢ HJI
MapxupoBka
12 | Storage conditions / At temperature below 25 °C. / [1pu Temmepatype He Boime 25 °C.
YcaoBusa XpaHeHHust
13 | Shelf life / Cpok 3 years / 3 rona
TFOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipnveuanue: [Ipoaykr coorBeTcTBYeT TpeboBanusaM HJT 3akaiouenue: OJJOBPEHO
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