CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

_Fr;duct: Omez_(Omeprazole), capsules 20 mg

' IMpoayxr: OMe3® (oMenpa3on), KarcyJrbl 20 Mr
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Batch No. / Cepus Ne: B2103735 Batch Quantity / O6bem
| |cepuu: 2000000 NO
AR No / Avaautnyecknii oTuer Ne: Date of Analysis / Jara
2002FP21002095 anajgmsa:  26-10-2021

Mfg. Date: / laTa nponssoacTBa:

09/2021
08/2024

Date of Expiry / I'oaen go:

Analysis performed according ND / Ananus npoeesien no HJI: IT N015479/01-121120

Ne Test / Iloka3zaTtein

Result / Pe3yanTaThl

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. /

Trepmsle KeNaTUHOBLIE
Ipo3padHble Karcyibl pa3Mepa 2 ¢
OecClBETHLIM KOPIYCOM, PO30BOM
KpBILIEYKOH n MapKUPOBKOH
gepHoro useta «OMEZ» Ha o0eux
yacTax kancynsl.  Coaepxnmoe
KaTcyJl — rpaHyJsl Genoro 1Bera.

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. /

Tseparie JKEJTaTHHOBEIC TIpO3payHbIe
Kancyiasl  pasMepa 2 ¢ OeclUBETHBIM
KOPIIYyCOM, pPO30BOH KpPBILII€UKON n

MapkupoBkoif uyepHoro upera «OMEZ» Ha
0benx gactax karncynsl. ComepXMuMoe Karcya
— TpaHy’bl 6e10ro WM NOYTH GeJoro 1BeTa.

2 | Identification / IToaiuHHOCTEL

2a) | By UV / V-
cnekTpodoromerpus

Complies as prescribed/
CootBeTrcTByeT TpeboBaHUAM

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® - cHekTpbl TOTJIOLIEHHs PACTBOPOB
npenapata M craHmapTHoro  oOpasua
oMmenpasona B obmactn ot 230 mo 350 HM
TIOJDKHBl MMETh MakCUMyMBbl TIpH OXHOH U
TOM K€ JINHE BOJIHBL.

Remarks : The Product conforms to ND/
IMpumeuanne: [Iponykt coorBercTBYET TpeGoBaHMsAM HJL

Conclusion : APPROVED /
3axuarouenue: OOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Product: Omez ( Omeprazole), capsules Z(Eg

MMpoaykT: Ome3® (omenpaszon), Kancyisl 20 mr

Batch No. / Cepus Ne: B2103735

Batch Quantity / O6bem
cepnn: 2000000 NO

AR No / Anaautngeckuii otaert No:

Date of Analysis / lara
aHamuza: 26-10-2021

Mfg. Date: / lata npousBoacTBa: 09/2021 Date of Expiry / I'ogen no:

08/2024

Analysis performed according ND / Ananu3 nposegen mo H/{: 1T N015479/01-121120

B3XX umn
CBD2XX/BCXKX

Ne Test / Tloka3aTens Result / PesyabTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootBercTBYyeT TpeGoBaHUAM chromatogram of test solution should

correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

BpeMst yoepkMBaHWSA OCHOBHOTO IMKa Ha
XpOMaTorpaMMe  HCIHBITYEMOTO  pacTsopa
ZIOTKHO COOTBETCTBOBATH BpPEMEHH
yAep>KUBAaHWA  OCHOBHOTO  TMKa  Ha
XpoMaTorpaMMe  pacTBOpa CTaHZapTHOrO
obpasia oMenpasona (paznmen
«KonnuecTBeHHOE ONpeneneHue» ).

/ Cpennsisi Macca
COMEPIKUMOTO KATICYJI

3 | Average net fill weight | 273.8 mg/273,8 Mr 270.0 mg £ 5.0 % (Between 256.5 mg and

283.5 mg) /
270,0 mMr + 5,0 % (256,5 mr - 283,5 mr)

4 | Water /Boaa 1.0% w/w / 1,0% Not more than 3.0% /

He 6omee 3,0 %

5 | Uniformity of dosage 3.5/35
units / OgHopoaHOCTL

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

98%, 93%

J03UPOBAHUS IMToxasarens mpuemiiemMocty (AV) nomkeH
6BITH MeHee UK paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 1%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PactBopenue more than 10 % of C;;HsN;05S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XITOpUCTOBOROPOIHOM
KUCJIOTHI - He Gonee 10 % C7HoN:03S8
(oMenpa3son) uepes 2 4.

93%, 98%, 97%, 97%, In pH 6.8 buffer - not less than 75 % (Q) of

C17H9N;05S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C17H9N30;S (oMemnpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Ipumeuanne: IIpoayKT cooTBETCTBYET TpeboBanusaM HJT 3axaouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATM3A

Product: Omez (Omeprazole), capsules 20 mg MponyxTt: Ome3® (oMenpason), kancysl 20 mr ]
Batch No. / Cepus Ne: B2103735 Batch Quantity / O6bem — |
N - cepun: 2000000 NO - |
AR No / Anaantndecknii otuer Ne: Date of Analysis / laTa
2002FP21002095 aagmsa:  26-10-2021
Mfg. Date: / laTa nponsBoacTBa: 09/2021 Date of Expiry / I'ogen no:
08/2024

Analysis performed according ND / Anasim3 nporesten mo HJI: TT N015479/01-121120

Ne Test / IlokasaTennb Result / PeayabTaTh! Specification / Hopma

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

Jobas eqnHuuHas

HEUAEHTH GUIIMpPOBaHHA

s TIpEMech

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 18.0mg to 22.0 mg of Cj;HoN;O;8
KoauuecTBeHHOC (100.1% / 100,1%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpeaeneHue label claim). /

Or 18,0 MIrr 1o 22,0 MT C]7H|9N3O3S
(omemnpazon) B kamcyie (ot 90,0 go 110,0 %
OT HOMUHAJIBEHOTO CONEPIKaHUA).

9 | Microbial limits / Mukpo6uoJoruueckas 4HcTOTA

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
OG1ee ynCITO a3pOOHBIX

MHKpPOOPTaHH3MOB
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
Ob1ee uncno
JPOIKKEBBIX 1
TUIECHEBBIX TPUOOB
c) E. coli Absentin 1 g/ Absentin 1 g/
OtcytcTBYyeTB 1 T OtcyrctBue B 1 T
10 | Packaging / Ymaxoska | 10 capsules in an aluminum strip. . . .
3 strips and patient information e I i alum.mum Sm.p =
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / Ilo 10 . e , X
3 blisters and patient information leaflet in a
Karcyn B aTIOMHHUEBOM CTpUIIE.
Mo 3 crpuma ¢ MHCTpyKmeH Mo carton pack. / ITo 10 xarcyn B aTtOMUHHEBOM
OVIMEHCRTIO B Ha9Ky KapToHHyIo, | CTPAE FIH B TTA/AJI/TIBX // antoMUHHEBOM
p ¥ KapTOHHyIO. 6mucrepe. [1o 3 crpuna unu no 3 6nucrepa c
UHCTPYKUMEH TI0 TIPUMCHEHUIO B MadKy
KapTOHHYIO.

Remarks : The Product conforms to ND/

IMpumeuanne: Tpoaykr cooTBeTcTBYET TpeboBaHuAM HJI

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

Product: Omez (O_meprazole). capsules 20 mg

Batch No. / Cepus Ne:

B2103735 Batch Quantity / O6bem

cepuu: 2000000 NO

_AR No/ AHanuanecKnﬁ_OT'-le'r Ne:
2002FP21002095

Date of Analysis / laTa
anaamsza:  26-10-2021

Mfg. Date: / laTa nponsBoacTBa: 09/2021

Date of Expiry / I'ogen po:
08/2024

Analysis performed according ND / Ananuns npoeeaen mo H/I: 1T N015479/01-121120

I'OAHOCTH

Ne Test / IlokazaTenb Result / PesyabTaThi Specification / Hopma
11 | Labeling / According to ND / B coorercTeuu ¢ HJI
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temneparype ne Bpite 25 °C.
Ycenopust XpaHeHust
13 | Shelf life / Cpox 3 years / 3 romia

Remarks : The Product conforms to ND/
Ipumeyanne: IIpoaykt coorBercTBYET Tpebobanusim HJT

Conclusion : APPROVED /
3axawuenne: OJOBPEHO
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