DV

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg Hpoaykr: OmMe3® (oMenpa3on), Kancyibl 20 M|
Batch No. / Cepust Ne: B2201044 Batch Quantity / O6bem

B cepun: 2000000 NO
AR No / Ananurnuccicuii otuer Ne: Date of Analysis / laTa
2002FP22000705 anaamsa:  04-04-2022
Mfg. Date: / IaTa IpOM3BOACTEA: 0372022 Date of Expiry / I'ogen go:

02/2025

Analysis performed according ND / Anasin3 mposejen o HJL: T NO15479/01-121120

Ne Test / [loka3aTenb Result / Pe3yabTaThl

Specification / Hopma

1 | Description / .
Onucanue 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. /

Teepabic KeTaTUHOBbIE
Npo3payHble KaTlcynbl pasMepa 2 ¢
OeCIBCTHBIM  KOPITYCOM, pO30BOH
KpBILEYKOM W MapKUpOBKOH
yepHoro usera «OMEZ» na obenx
gactsix  kamcynpl.  ComepxHMoe
KarcyJy1 — rpaHyJisl 6enoro npera.

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. /

Tsepapie JKENATUHOBLIE fpo3pavHble
Kancynsl  pasMepa 2 € DecCIBETHBIM
KOpITYyCOM, po30BO KPBIIICYKOH n

MapkupoBkoil yepHoro usera «OMEZ» na
o6enx HacTsx Karcyisl. ConepXuMoe Karcy
— rpaHyITel 6eJ10T0o WITH Mo4uTH 6eNoro 1uBeTa.

2 | Identification / [TopmHHOCTL

2a) | ByUV/Vo-
cnekTpodoTOMeTpHs Complies as prescribed/
CooTBeTCTBYET TpeOOBaHMAM

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. /

VO - cnexTpel TOMIOIMIEHWA pPacTBOPOB
mperiapata W CTaHAapTHOro  ofpasna
omemnpasona B obmact ot 230 no 350 HM
JOJDKHBI MMEThb MaKCHMYyMBI TIpH OJHOH 1
TOW e JUTHHE BOJIHBI.

Remarks : The Product conforms to ND/
Ipumeuanne: IIpoayKT COOTBETCTBYET TpeboBaunsM HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

Hpoaykr: OmMe3® (OMEMPa30ll), Kancyisl ;Zp_Mr

Batch No. / Cepua Ne: B2201044 Batch Quantity / O6bem
cepun: 2000000 NO -
AR No / Ananautuycckuii ordet Ne: Date of Analysis / lara
2002FP22000705 anamusa: 04-04-2022
Mfg. Date: / laTa npoH3BoAcTBA: 03/2022 Date of Expiry / I'ogen go:
02/2025

Analysis performed according ND / Ananus nposened no HJ/I: 1T N015479/01-121120

should

Ne | Test/Ilokasatens Result / PesyabTaTsl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootBetcTByeT TpebOBaHMAM chromatogram of test solution
BOKK s correspond to the retention time of main peak
CBXX/BCXX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMst ymepXuBaHMST OCHOBHOTO NHKa Ha
XpoMarorpaMMme  HUCIBITYEMOTO  pacTBopa
JOJDKHO COOTBETCTRBOBATH BpeMeHU
yACpXUBaHUS OCHOBHOTO nuka  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHIapTHOTO
obpazua oMemnpazona (pazmen
«KonnuecTBeHHOE OnpeaeneHne» ).

3 | Average net fill weight
/ Cpeansist Macca
COIEPIKUMOT0 Karcya

273.1 mg/273,1 Mr

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

4 | Water /Bona

1.1% w/w / 1,1%

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

5 | Uniformity of dosage 5.6/5,6
units / OaHopoaHoCTH

A03UPOBAHUA

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

IToxasaTens npuieMneMoctu (AV) nomKkeH
ObITH MeHee uiy paBeH 15,0.

6 | Dissolution /
PacTtBopenue

0%, 0%, 0%, 0%, 0%, 0%

99%, 97%, 94%, 95%, 96%, 99%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C7H;oN;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBope XJI0pHCTOBOAOPOAHOMH
KucnoTtel - He 6onee 10 % Ci7HoN30;8
(omenpa3on) gepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17HoN;30;8 (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He Mmeree 75 % (Q)
C17H;9N3O5S (omenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/

pumeuanue: ITpoayxt cooTBeTcTBYET TpeboBanmsiM HJT

Conclusion : APPROVED /
3akarouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJTN3A

Product; Omez (Omeprazole), capsules 20 mg TMpoaykT: Omes® (omerpazon), Kancysr 20 wr
Batch No. / Cepus Ne: B2201044 Batch Quantity / O6bem
- cepuu: 2000000 NO -
AR No / Ananurnyeckuii ot4der Ne: Date of Analysis / laTa
2002FP22000705 anaausa: 04-04-2022
Mifg. Date: / JaTa npousBoacTsa: 03/2022 Date of Expiry / T'ozen no:
02/2025 -

Analysis performed according ND / Ananu3 nposenen mo HJ/I: TTN015479/01-121120

Ne Test / ITokazaTean Result / Pe3yabTaThl Specification / Hopma

7 | Related substances / IToctopoHHne npHMecH

Any individual 0.05%/0,05% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %
JTrobast emuaAYHAS
HEUICHTUGHUIMPOBAHHA
sl IPUMeECh
Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMMma npumecei He 6onee 2,0 %
8 | Assay/ 20.6 mg /20,6 Mr 180mg to 22.0 mg of C;;H;oN5;038
KoauuecTBennoe (102.8% / 102,8%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpeaejieHHe label claim). /

Or 18,0 MI 10 22,0 MI C17H19N303S
(omerpazon) B karcyne (ot 90,0 no 110,0 %
OT HOMHHAJILHOTO COEPIKAHNA ).

9 | Microbial limits / MukpoGuoJiornieckast 4McTOTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6onee 1000 KOE/r
O6uiee 4nCno a’poOHBIX

MHKPOOPraHU3MOB

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

Ob6miee gucno
IpPOXOKEBBIX 1
IIECHEBBIX rpuboB

c) E. coli Absentin 1 g/ Absentin 1 g/
OtcytcTByeTB I T OtcytetBHE B 1 T

10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Tlo 10
Kamncyyl B aOMUHHEBOM CTpHIIE.
ITo 3 crpuma ¢ WHCTPYKIMEH IO
NPUMEHEHU B TTAYKY KapTOHHYH0,

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. / I1o 10 kancyn B aTtoMMHHEBOM
crpune win B [TA/AJI/TIBX // amoMiHIEBOM
omicrepe. [To 3 crpuna unu mo 3 6mucTepa ¢
HMHCTPYKIMEl 10 NPUMEHeHMI0 B Iadky

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuyanne: [TponykT cooTBeTcTBYET TpebopaHusaM HJL 3akarouenune: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (oMenpazon), Karcybl 2_?_)_ MT
Batch No. / Cepus Ne: B2201044 Batch Quantity / O6nem

cepun: 2000000 NO

Ycaosust XpaHeHusn

AR No / Ananutudecknii order No: Datc of Analysis / [laTa
2002FP22000705 ananuza: 04-04-2022
Mfg. Datc: / laTa nponsgoacraa: 03/2022 Date of Expiry / 'ogen go:
02/2025
Analysis performed according ND / Anasus nposeaen mo H/: 1T N015479/01-121120
Ne Test / Iloxasatenn Result / Pe3yabTaTsl Specification / Hopma
11 | Labeling / According to ND / B coorsetctenn ¢ HJI
MapxupoBka
12 | Storage conditions / At temperature below 25 °C. / [Tpu Temniepatype He BoilIe 25 °C.

13

Shelf life / Cpox
TOAHOCTH

3 years / 3 rona

Remarks : The Product conforms to ND/

Mpumeuaune: [TpoaykT cooTBeTcTBYET TpeboBanusaM H]

Conclusion : APPROVED /
3axaouenue: OJOBPEHO
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