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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A
\Product: Omez (Omeprazole), capsules 20 mg IpoayxT: OMe3® (omenpason), kancysib 20 mr
Batch No. / Cepus Ne: B2103365 Batch Quantity / O6bem
. cepuu: 2000000 NO
AR No / AHaauTHYecKHii oTueT No: Date of Analysis / laTa
2002FP21001969 anaausa: 29-09-2021 -
Mfg. Date: / laTa npoM3BOACTBA: 08/2021 Date of Expiry / I'ogen po: |
07/2024

Analysis performed according ND / Anaaun3 nposeaeu no HJI: T1 N015479/01-121120

Ne Test / IloxazaTeanb

Result / Pe3yabTaTbl

Specification / Hopma

1 | Description /
OnucaHue

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. /

Treparle KeJTaTHHOBBIE
Hpo3paiHble Karcymbl pasMepa 2 ¢
GeCLBETHbIM KOPIYCOM, PO30BOM
KPBIIIEYKOH u MapKUPOBKOH
yepHoro uBera «OMEZ» Ha obenx
yacTsx  Kamncyibl.  Coxepxumoe
KancyJ — rpanynbl 6eoro nBeta.

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. /

Teepuble KEJIAaTUHOBBIE [Ipo3payHbIe
Kamcyibpl pasmepa 2 ¢ OecuBeTHbIM
KOPILyCOM,  PO30BOH  KpBILEYKOH U

mapkupoBkoil depHoro usera «OMEZ» nHa
o6eux JacTax Kamncyysl. CoaepKUMoe Karncyn
— rpadyJst Gesioro uny noutu 6enoro usera.

2 | Identification / ITopinHHOCTDL

2a) | By UV / V-

cnekTpodoromeTpus

Complies as prescribed/
CooTBeTCTBYET TpeOOBaHUAM

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. /

VYO - choekTpsl TNOIVIOWIEHUS pPacTBOPOB
Oopenapara 4 craHaapTHoro  obpasna
oMmenpasona B obnactn or 230 no 350 HM
JO/KHBI MMETh MaKCUMYMBI IpH ORHOH H
TOM Ke IJIMHE BOJIHbI.

Remarks : The Product conforms to ND/

Npumeuanue: [Ipoaykr coorBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
Zakawuenue: OJJOBPEHO
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Ne Test / [lokasaTesn Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootBeTcTByeT TPEOOBAHUAM chromatogram of test solution should
BYKX win _correspond to the retention time of main peak
CBYKX/BOIKX in the chromat.ogram qf or'r’1epra2(')|1e reference
standard solution (section "Assay"). /
Bpemsi yAepxWBaHUS OCHOBHOIO MMKA Ha
XpOMaTorpaMMe  MCIBITYEMOIO  pacTBOpa
JOTDKHO COOTBETCTBOBATH BpEMEHHU
yepKUBaHHS OCHOBHOTO nuka  Ha
XpoMarorpaMme  pacTBopa  CTaHIapTHOTO
oOpasua oMenpasona (pazpen
«KonuuecTBeHHOE OMpeaeIeHue» ).
3 | Average net fill weight 271.8 mg/271,8 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsia Mmacca 283.5 mg) /
COAEpPIKUMOro Kancy.a 270,0 mr + 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Bona 1.4 %wiw / 1,4% Not more than 3.0% /
He 6o1ee 3,0 %
5 | Uniformity of dosage 3.9/39 Acceptance value (AV) should be less than or
units / OgHOpoaHOCTH equal to 15.0./
JA03HPOBAHMS ITokazarens npuemiaeMocTd (AV) nohkeH
ObITh MeHee uny paseH 15,0.
6 | Dissolution / 0%, 1%, 2%, 0%, 4%, 1% In 0.1 M hydrochloric acid solution - not
PacTBOopenue more than 10 % of C7H4N;O3S
(omeprazole) is dissolved after 2 h /
B 0,1 M pactBope XJI0pUCTOBOAOPOAHOIM
Kucaotsl - He 6ojee 10 % Ci7H 9N305S
(omempazon) uepes 2 u.
95%, 95%, 95%, 92%, In pH 6.8 buffer - not less than 75 % (Q) of
95%, 93% C17H}9N3O3S (omeprazole) is dissolved after
30 min/
B Gydepe pH 6,8 - ne menee 75 % (Q)
C7HoN;0;S (oMenpazon) uepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
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_lj';duct: Omez (Omeprazole), capsules 20 mg TMpoaykT: Ome3® (omenpason), Kancyibl 20 mr
Batch No. / Cepust Ne: B2103365 Batch Quantity / O6bem
cepuu: 2000000 NO
AR No / AnanuTuyeckuii oTyer No: Date of Analysis / J/laTa
12002FP21001969 anaauza:  29-09-2021
Mfg. Date: / JaTa npoM3BOACTRA: 08/2021 Date of Expiry / I'ogen go:
07/2024

Analysis performed according ND / Anaau3 npoeaen no HJ: T1 N015479/01-121120

Ne Test / Hokazarean Result / PesyabTaThl Specification / Hopma

7 | Related substances / IlocTopoHHne npumecu

Any individual 0.02% / 0,02% Not more than 0.5 %. /
unidentified impurity / He 6osee 0,5 %
JIrobas enMHu4YHAasA
HEMJEHTUQUIMPOBAHHA
s IPUMECh
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 Ci;H;oN;0;S
KosnyecTrBeHHoe (100.1% / 100,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenesieHue label claim). /

Or 18,0 Mr mo 22,0 mr C,;H;gN3;O5S
(omenpason) B kancyie (ot 90,0 no 110,0 %
OT HOMMHAJILHOIO COZEPKaHUS).

9 | Microbial limits / MukpoGunosioruueckasi Y4HCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gosice 1000 KOE/r
O6uiee 4ncno a3pobHBIX

MUKPOOPTaHM3MOB

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

Ob611ee yncno
JIPOAOKEBBIX U
[JIeCHEBBIX TPUOOB

c) E. coli Absentin 1 g/ Absentinl g/
OtcyTtcTByeT B 1 1 OrcytctBue B 1 r

10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.
3 strlps. and patient  information 10 capsules in an aluminum strip or
leaflet in a carton pack. / Ilo 10| paA/AT/PVC // aluminum blister. 3 strips or
Kancy1 B amoMHHACBOM  CTPHNC. | 3 plisters and patient information leaflet in a
[lo 3 crpuna ¢ MHCTPYKUMEH IO | caron pack. / TTo 10 kancyi B aliOMHHHEBOM
IPUMEHCHUIO B TIAYKY KapTOHHYIO. | crpype yan B TIA/AJVIIBX // amoMuHueBom
6mcrepe. 1o 3 crpuna unu no 3 6aucrepa ¢
HHCTpYKIMEl MO NPUMEHEHUIO B MAauKy

KapTOHHY!O.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue: [Ipoaykr coorsercTByeT TpeboBanusm HJJ Zaxkmouenue: OJJOBPEHO
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CEPTHD®UKAT AHAJTU3A

|Product: Omez (Omeprazole), capsules 20 mg IpoaykTt: Ome3® (omenpasodn), Kancynsl 20 mr
Batch No. / Cepus Ne: B2103365 Batch Quantity / O6bem

- cepun: 2000000 NO
AR No / Anaaurndeckuii oruer Ne: Date of Analysis / laTta
2002FP21001969 anajanza: 29-09-2021
Mfg. Date: / lata npou3BoacTBa: 08/2021 Date of Expiry / I'ogen no:

07/2024

Analysis performed according ND / Auasau3 npoBeaen no HJI: I N015479/01-121120

Ne Test / Ilokasarenb Result / PesyabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorsercreun ¢ HJJ
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / [Tpu Temnepatype He Boime 25 °C.
YcioBusi XpaHEeHUsS
13 Shelf life / Cpox 3 years /3 rona
roHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: IlpoaykT coorBercTBYeT TpeboBaHusam HJL 3axmouenue: OJOBPEHO
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