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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

"pOEIyKT: Ome3® (omenpason), kancysibl 20 mr

Batch No. / Cepns Ne:

B2103976

cepHm:

Batch Quantity / O6nem

1990000 NO

XR No / Anaaurndyecknii otuer Ne:
2002FP21002252

Mfg. Date: / laTa npomBoucn;;

Date of Analysis / Jata
aHaJu3a:

22-11-2021

10/2021

09/2024

Date of Expiry / T'ogeH mo:

Analysis performed according ND / Anaaus npoeeser no HJI: TT N015479/01-121120

Ne

Test / IloxazaTeanb

Result / PesyabTaTnl

1

Description /
Onncanue

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. /

Teepabie XKENaTUHOBLIE
TIpO3padHEle Kamncysbel pasMepa 2 ¢
OeClLBETHBIM KOpPIYCOM, pO30BOH
KpBILIEYKOi H MapKUpPOBKOH
gepHoro nueera «OMEZ» Ha o6ewx
yactsax kancynel.  Copepxumoe
Kamcyn — rpaHynbl 6enoro Lgera.

Specification / Hopma

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. /
Teepmsle KETaTHHOBEIE Npo3pavHLIe
Kancynael  pasMepa 2 ¢ OecuBeTHBIM
KOpPITyCOM,  pPO30BOH  KpblUIeukoil  ©
MapKHpoBkoi depHoro usera «OMEZ» Ha
obenx vacTsax kancynsl. ConepxuMoe Karncyn
— rpaHynibl 6enoro Uiy noyTu 6enoro useTa.

Identification / IloganHHOCTDH

2a)

By UV/ V-
crniekTpodoTOMETpUS

Complies as prescribed/
Co0oTBeTCTBYET TPeGOBaHMIM

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. /

V@ - choexTpsl TOTNOMEHHWS pacTBOPOB
npemapata W cTaHmapTHoro  ofpasua
oMemnpaszona B obnactd oT 230 mo 350 HM
JOMKHBI UMETh MaKCUMyMBI TpY OJHOW W
TOM XKe JUIHHE BOJIHEI.

Remarks : The Product conforms to ND/
Ipumeuanue: [TponyxT cooTBeTCTBYET TpeGoBaHMsAM H]I

Conclusion : APPROVED /
3akaiouenne: OTOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykTr

: OmMea® (omenpazon), Kanc_ym,l 26:;

Batch No. / Cepust Ne: B2103976 Batch Quantity / O6bem
N - cepum: 1990000 NO -
AR No / AHannTndeckuii orver Ne: Date of Analysis / aTa
2002FP21002252 aHaamsa: 22-11-202]
Mfg. Date: / laTa npoH3BOACTBA: 10/2021 Date of Expiry / T'oaen go:
09/2024

Analysis performed according ND / Anaaus nposeaen no HJ/[: T1 N015479/01-121120

PacTtBOpenne

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

Ne Test / TlokazaTennb Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeboBaHUSIM chromatogram  of test  solution should
BKX fzorrespond to the retention time of main peak
CBYIKX/BCIKX in the chroma?ogram qf or'r'lepraz(:le reference
standard solution (section "Assay"). /
BpeMst ynmep)kWBaHHSA OCHOBHOTO NHKa Ha
XpomarorpaMme  MCITBITYEMOTO  pacTBOpa
TOMKHO COOTBETCTBOBATh BpPEMEHH
YACPKUBAHUS  OCHOBHOTO nMWKa  Ha
XpoMaTorpaMMme  pacTBopa CTaHOapTHOTO
obpasua omernpasoja (pa3nen
«KonmuecTBeHHOE ONIpEAEIeHne» ).
3 | Average net fill weight 268.0 mg /268,0 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeansist Macca 283.5mg) /
COeP’KUMOT0 KATICyJq 270,0 Mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaga 1.2% wiw/ 1,2% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 3.0/3,0 Acceptance value (AV) should be less than or
units / QaHopoaHocTh equal to 15.0./
J03UPORAHMSA ITokazaTtens npueMneMocts (AV) momkeH
OBITE MeHEE WIW paBeH 15,0.
6 | Dissolution / 0%, 2%, 1%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H gN5;O5S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJI10pUCTOBOAOPOIHON
KHCIOTHI - He 6onee 10 % C7H 9N3O5S
(omenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H9N50;8 (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C7H9N; 038 (oMenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
IMpumeuanue: [Iponykt cooTBeTcTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg T poaykt: OMe3® (omenpaszon), Karcyiisi 20 mr
Batch No. / Cepus Ne: B2103976 Batch Quantity / O6bem

cepun: 1990000 NO
AR No / AHaquTuveckuii oruer Ne: Date of Analysis / JlaTa
2002FP21002252 anajmsa: 22-11-2021 .
Mfg. Date: / lata nponssojcTBa: 10/2021 Date of Expiry / 'ogen no:

09/2024

Analysis performed according ND / Anasnus nposeaen mo HI: 1T N015479/01-121120

Yeasts and Mould Count
Ob111ee ynco
IPOXIKEBBIX |
MITECHEBBIX IPHOOB

Mewnee 10 KOE/r

Ne Test / IlokazaTeanb Result / PesyabTaTsl Specification / Hopma

7 | Related substances / IlocToponHune npumecu
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6omee 0,5 %

JIo6as eqiHMYHAA

HenIeHTHHULMpOBaHHA

s TPAMECH

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMa nipuMeceit He 6ornee 2,0 %

8 | Assay/ 19.8 mg/ 19,8 mr 180mg to 22.0 mg of C;H;gN;0;8
KoauuecTreHHOE (99.0% / 99,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeieHHe label claim). /

Or 18,0 Mr 4o 22,0 MT C]7H]9N303S
(omenpazon) B kamncyne (ot 90,0 mo 110,0 %
OT HOMUH&JILHOTO COAEPIKaHMA).

9 | Microbial limits / Mukpo6uoJsioruieckasi 44cTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
O611iee YnCIo adpoOHBIX

MHKpOOPTaHI3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /

He 6omee 100 KOE/T

¢) E. coli

Absentin1 g/
OtcyrcTByeTB I T

Absentinl g/
OtcytctBUe B 1 1

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Tlo 10
Kamcysl B aTlOMUHHEBOM CTpPHIIE.
[To 3 crpuna c MHCTpyKuMEd M0
MPUMEHEHHIO B TTAYKY 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 xatcyn B altoMUHHEBOM
crpure wmi B [TA/AJI/TIBX // antoMHHHEBOM
6nucrepe. [To 3 crpuna unu no 3 Gnuctepa ¢
HHCTPYKIMEH 10 TIPUMEHEHWI0 B Tadky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Hpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3axaouenune: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Product: Omez (O;neprazole), capsules 20 mg

| pouyKT:_OMe3® (omerpazol), KarncyJsl 20 mr

Batch No. / Cepus Ne:

B2103976 Batch Quantity / O6bem

cepun: 1990000 NO

AR No / Ananurnyecknii oryet Ne: Date of Analysis / laTta

2002FP21002252 anajguza: 22-11-2021

Mfg, Date: / laTa npou3BoacTBAa: 10/2021 Date of Expiry / T'ogen no:
09/2024

Analysis performed according ND / Anasus nposegen no H/I: TI N015479/01-121120

No Test / [Toka3zaTenn Result / PesynbTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootsercrtuu ¢ HJI
MapxkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Boie 25 °C,
¥YciioBUS XpaHeHHS
13 | Shelf life / Cpox 3 ycars / 3 roma
TOAHOCTH

Remarks : The Product conforms to ND/

Ipumeuanne: [Tponykr coorBeTcTBYET TpeboBauusaM HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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