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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJTHU3A

Product: Omez (Omeprazole), capsules 20 mg

TIponykT: Ome3® (omenpason), kancyns 20 Mr

Batch No. / Cepus Ne:

B2200806

cepuu:

Batch Quantity / O6bem

2000000 NO

AR No / AHajuTH9ecKHii oT9eT Ne:
2002FP22000555

Date of Analysis / laTa
aHATH3a:

16-03-2022

Mfg. Date: / JlaTa nponseoacTsa:

02/2022
01/2025

Date of Expiry / I'onen go:

| Analysis performed according ND / Ananns nposenen mo HJI: TI N015479/01-121120

Ne

Test / Tloka3aTean

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. /

Teepaple HEJATHHOBBIC
npo3paddble Kancyasl pasMmepa 2 ¢
GECLIBCTHBIM ~ KOPITYCOM, PO30BOIf
KpBILIEYKOH ¥ MapKHpPOBKOH
yeproro usera «OMEZy» Ha obenx
yactsx  kKancyael.  CoOepixumoe
KaIICyJl ~ rPaHyJbl 6EN0ro 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. /
Taepisie JKENATHHOBHIC MPO3pAYHEIE
Karcynel  pasmepa 2 ¢ GecnBeTHRIM
KOPILYyCOM, po30Boit KpBINICYKOH W
MapkupoBkoil gepHoro msera «OMEZy» na
obenx gacTax xancyisl. ConepXXuMoe Karcy
— IpaHybl 6eI0ro WK Io9TH GEIoro IBeTa.

Identification / IlogIHHHOCTEL

2a)

By UV/V®-
crexTpodoTOMeTpUS

Complies as prescribed/
CootseTcTBYeT TpeOOBaHHAM

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. /

VY® - cnexTpel TOMIOMEHMA PacTBOPOB
mpemapata W CTaHAmapTHoro  oOpasma
oMemnpaszona B obmactn ot 230 go 350 mm
JOIDKHEL MMETE MAKCHMyMBI TIDH OJHOH H
TOM )€ JUTMHE BOJHEI.

Remarks : The Product conforms to ND/
Mpumeuanue: [poaykr cooTBeTcTBYET TpeOoBanuaM HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

Pacreopenne

96%, 99%, 96%, 99%, 96%, 98%

CEPTUDPUKAT AHAJIA3A
Product: Omez (Omeprazole), capsules 20 mg Ipoayxr: Ome3® (oMenpason), kancynasl 20 Mr
Batch No. / Cepus Ne: B2200806 Batch Quantity / O6bem o
| - cepun: 2000000 NO
AR No / Ananurudeckuii oTuer Ne: Date of Analysis / Jlata
2002FP22000555 aHaiamn3a: 16-03-2022
Mifg. Date: / llTaTa npoH3BOJICTRA: 02/2022 Date of Expiry / T'ogen go:
= 01/2025
Analysis performed according ND / Auanu3 nposenen no H/I: TI N015479/01-121120
Ne Test / Iloxa3aTeab Result / PesyabTaThI Specification / Hopma
2b) | ByHPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TPeOOBaHMAM chromatogram of test solution should
B s f:orrespond to the retention time of main peak
CBRXX/BCKX in the chromai_:ogram qf omeprazole reference
standard solution (section "Assay"). /
Bpems yhepXdBaHWSA OCHOBHOIO IIHKa Ha
XpoMaTorpaMMe HCIEITYEMOTO  PacTBOpa
IOKHO COOTBETCTBOBATH BpPEMCHHI
yLep)XUBaHUA  OCHOBHOTO  TIMKa  Ha
XpOMATOrpaMMe  pacTBOpa  CTaHIAPTHOrO
ob6pasiua oMernpasona (pasnmen
«KonuuecTBEHHOE ONIPENCTICHUEY).
3 | Average net fill weight | 271.6 mg/271,6 Mmr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpenusiga Macca 283.5mg) /
COIEPIKMMOro KarncyJ1 270,0 Mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boga 1.1% w/w/ 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 53753 Acceptance value (AV) should be less than or
units / OgHopoaHOCTH equal to 15.0./
JI03HPOBAHUS MNokasaress npuemMiaeMocTy (AV) NomKeH
OBITH MeHee WM paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C,7HoN3038
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XI0pHUCTOBOAOPOAHOM
kuciotsl - He 6onee 10 % C7HsN;058
(omempason) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H9N304S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He MeHee 75 % (Q)
C17HsN305S (omenpason) gepes

30 Mu=H.

Remarks : The Product conforms to ND/
TIpumeuanne: [Tpoaykr cooTBeTcTBYET TpeboBanmsM HT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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leaflet in a carton pack. / Ilo 10
Kancyn B &IIOMHHHEBOM CTPHIIE.
Ilo 3 crpuma c¢ MHCTpyKIMel 10
HPHMEHEHHUIO B a4Ky KapTOHHYIO.

CEPTHOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Ipoayxr: Ome3® (oMemnpason), kancynsl 20 Mr o
Batch No. / Cepust Ne: B2200806 Batch Quantity / O6nem

cepum: 2000000 NO
AR No / Avanutnueckuii oTyer Ne: Date of Analysis / laTa
2002FP22000555 aHaiamsa: 16-03-2022
Mfg. Date: / laTa npou3BoAcTBa: 02/2022 Date of Expiry / I'onen go:

01/2025
Analysis performed according ND / AHanu3s nposeaen no H/T: TI N015479/01-121120

Ne Test / Iloxa3aTenn Result / PesyanTaThl Specification / Hopma

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

JIro6as exuHUIHAA

HenAeHTH()UIMPOBaHHA

s TIPUMECH

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

8 | Assay/ 20.1 mg /20,1 mr 180mg to 220 mg of CyHgN;0,S
Konu4ecTBeHHOE (100.7% / 100,7%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejejeHAe label claim). /

Or 18,0 Mr mo 22,0 mr CH;sN;O38
(omenpason) B kancyne (ot 90,0 no 110,0 %
OT HOMMHAJIBHOT'O COJICPIKaHNIA).

9 | Microbial limits / Mukpo6uonornyeckas 4ncrora

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
OOmiee gucio a3poOHBIX

MHKPOOPTaHH3MOR
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He Gonee 100 KOE/T
O6mniee gHCIo
JPOXOKEBEIX H
IIGCHEBBIX TpHUOOB
¢) E. coli Absentin1l g/ Absentinl g/
OtcyrctByeTB 1 T OrcyrctBueB 1 T
10 | Packaging / Ynakoska | 10 qapsules in an alum_mum st1.1p. 10 capsules in an alminum strip or
3 strips and patient information

PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / Ilo 10 xamncyn B aJIIOMHHUEBOM
crpune uwmi B [TA/AJI/TIBX // anoMHHHEBOM
Gmucrepe. ITo 3 ctpuna wnm o 3 Gmmcrepa ¢
HHCTPYKIMCH 10 IPAMEHEHHIO B TauKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: IpoayxT coorBeTcTBYET TpeboBaHMsaM HIT

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO
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CEPTHOHUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg Hpoayxr: OMes® (omenpason), kancyist 20 mr
Batch No. / Cepus Ne: B2200806 Batch Quantity / O0nem
cepun: 2000000 NO
AR No / AnannTnueckuii order Ne: Date of Analysis / Jata
2002FP22000555 anaymsa: 16-03-2022
Mfg. Date: / laTa npoM3BoacTRa: 02/2022 Date of Expiry / I'onen go:
01/2025
Analysis performed according ND / Auanus nposeaen mo HI[: TI N015479/01-121120
Ne Test / Iloka3aTen Result / PeayabTaThi Specification / Hopma
11 | Labeling/ According to ND / B coorBercTBuu ¢ HJY
MapkHpoBKa
12 | Storage conditions / At temperature below 25 °C. / ITpu Temneparype He Benne 25 °C.
Yciaosus XpaneHus
13 | Shelflife / Cpox 3 years / 3 rona
TOAHOCTH

Remarks : The Product conforms to ND/
ITpumeuanne: IIpoaykT cooTBETCTBYET Tpebonanuam HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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