Product: Omez (OmeprazB]e), caps_u]_es 20 mg

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIIHU3A

Mpoaykr: Omes® (oMerpasoi), KarcyJibl 20 ) M

Batch No. / Cepus Ne:

B2104570

Batch Q
cepun:

2002FP21002505

AR No / AnaanTnuyecknii oTdet Ne:

uantity / O6bem
1990000 NO

Date of Analysis / laTa
anajusa:

21-12-2021

Mfg. Date: / laTa npon3BoAcTBA:

12/2021

11/2024

Date of Expiry / T'ogen no:

Analysis performed according ND / Anasns nposeaen no HI: 1T N015479/01-121120

Ne Test / IloxazaTean

Result / PesyabTaTsl

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. /

Teepmbie KeTTaTHHOBEIE
TIpo3payHble Kamncyjsl pazMepa 2 ¢
OecuBeTHBIM  KOPIYCOM, pO30BOIl
KpblIleYKOi W MapKUpOBKOH
yepHoro uBeta «OMEZy» Ha o6enx
yactax kancynsl. Comepxumoe
Karicys — rpanyJisl 6eoro LBeTa.

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. /

Teepasie KEJTATUHOBBIE Mpo3payHbIe
Karcynel  pasmepa 2 ¢ OecCUBETHBIM
KOPIYCOM,  pO30BOH  KpBIMIEYKoi |

Mapkuposkolf udepHoro usera «OMEZ» Ha
obenx vacTsax kancynbsl. ColepxuMoe Kancyia
— rpaHynbl 6en0ro WK NoYTH GeJioro nBeTa.

2 | Identification / [TogyinuHoOCTEH

2a) | By UV/VYO®-

cnekTpodoToMeTpHs

Complies as prescribed/
CootBercTBYET 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. /

Y@ - chOexTpbl TOTIOMIEHHUS pacTBOPOB
npernapara U craHpaptHoro  obpasua
omeripazona B obmactu ot 230 mo 350 HM
JNOJDKHBI MMEeTh MaKCHMYMBI TIPY OXHOM W
TOIA J)Ke JUINHE BOJIHBI.

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3akaouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

[Product: Omez (_O?neprazog), capsules 20 mg

MNpoaykr: Omes® (o_Menpa30H), KarcyJsl 2@ M

Batch No. / Cepusi Ne:

B2104570

CepHH:

2002FP21002505

AR No / Anannutudeckmii oTget Ne:

aHaJUu3a:

Batch Quantity / O6bem

1990000 NO

Date of Analysis / Jata

21-12-2021

Mfg. Date: / laTa nponsBoacTBAa: B

122021
11/2024

Date of Expiry / I'ogen xo:

Analysis performed according ND / Auasns nposegen mo H/I: TI N015479/01-121120

Ne Test / llokazaTenn Result / Pe3yabTaTsl 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 i f:orrespond to the retention time of main peak
CBKX/BCIX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpems ynepXWBaHHA OCHOBHOIO THKa Ha
XpoMarorpaMMe  HCIBITYEMOTO  pacTBOpa
TOJKHO COOTBETCTBOBAThb BpPEMEHH
yAePKUBaHHS OCHOBHOTO nWka  Ha
XpoMaToTpaMMe pacTBOpa CTAHIAPTHOTO
oGpasua omernpaszona (pa3pen
«KonmgecTBeHHOE OTIPEACTICHUE ).

units / OgHOPOAHOCTH
J03HPOBAHUS

3 | Average net fill weight | 267.9 mg/267,9 mr 270.0 mg £+ 5.0 % (Between 256.5 mg and
/ Cpennsisi Macca 283.5 mg) /
COIePKUMOro Karncy.1 270,0 Mr+ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boaa 0.9% w/w /0,9% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 2.7/2,7 Acceptance value (AV) should be less than or

equal to 15.0./
[ToxazaTens mpueMieMocty (AV) momkeH
OBITE MEeHee Unn paBeH 15,0.

6 | Dissolution /
PacTBOpeHuUe

0%, 0%, 0%, 0%, 0%, 1%

93%, 93%, 95%, 96%, 96%, 95%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;7H;gN;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pactBope XnopHucTOBOAOPOAHOH
KHACIOTHI - He 6onee 10 % C;7H gNz O3S
(omMenpazoin) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HoN;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - ve Mmeree 75 % (Q)
C7H9N30;S (omenpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/
IIpumevanne: [Iponykr coorBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A
_m)duct: Omez (Omeprazole), capsules 20 mg IMpoaykT: OmMe3® (oMemnpason), Karncysisl 20 mr
Batch No. / Cepus Ne: B2104570 Batch Quantity / O6bem
o cepun: 1990000 NO N
AR No / Aranurndeckuii ordet Ne: Date of Analysis / laTa
2002FP21002505 anaamsa: 21-12-2021
Mfg. Date: / lata npoussoacTBa: 12/2021 Date of Expiry / I'ogen go:
11/2024

Analysis performed according ND / Anasnus nposegen mo HJ: IT N015479/01-121120

Ne Test / Iloka3zaTean

Result / PesyasraTsl

Specification / Hopma

7 | Related substances / IlocTopoHHHe TpUMecH

Any individual
unidentified impurity /
JItobas equHUUHAS
HeuleHTH GULMpOBaHHA
A IpUMeCh

0.04% /0,04%

Not more than 0.5 %. /
He 6onee 0,5 %

Total impurities /

0.1%/0,1%

Not more than 2.0 % /

CyMmMa npumeceit He 6onee 2,0 %

8 | Assay/ 19.8 mg / 19,8 mr 180mg to 220 mg of C;;H;oN;0;8
KoandecTBeHHOE (98.8% / 98,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeeHne label claim). /

Or 18,0 mr mo 22,0 mr C7H;oN;O;S

(omermpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHUHAJIFHOI'O COAEPKaHN).

9 | Microbial limits / Mukpo6noJiornyeckasi YHCTOTa

a) Total Aerobic
Microbial Count /
O61nee amcio adpoOHBIX
MHKPOOPTAHH3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
Ob1Iee Ynco
IPONOKEBBIX U
TINECHEBBIX TPNOOB

Less than 10 CFU/g /
Meunee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

Absentin1 g/
OtcytctByeTB 1 T

Absentinl g/
OtcyTrcTBUE B 1 T

10 | Packaging / YnakoBka
3 strips

10 capsules in an aluminum strip.
and patient

10 capsules in an aluminum strip or

information PA/AL/PVC // aluminum blister. 3 strips or

leaflet in a carton pack. / Tlo 10
Karcysl B QTIOMHHHUCBOM CTpHIIE.
ITo 3 crpuna ¢ WHCTpyKLMEH ™o
TIPUMEHEHHUIO B MTAYKy KapTOHHYO.

3 blisters and patient information leaflet in a
carton pack. / ITo 10 xancyn B aqrOMHHHEBOM
crpurie win B TTA/AJI/TIBX // antoMuHMeBOM
onucrepe. [To 3 crpuna wiu o 3 6mmcrepa ¢
HHCTPYKLWEH TIO TNpUMEHEHWI0 B MavKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg_ Mpoaykr: Ome3® (oMerpaszon), Kancyrsl 20 Mr
Batch No. / Cepust Ne: B2104570 Batch Quantity / O6bem

cepun: 1990000 NO
AR No / AnannTndeckuii oryet Ne: Date of Analysis / laTa
2002FP21002505 anagmuza: 21-12-202] N
Mfg. Date: / laTa nponsBoacTBAa: 12/2021 Date of Expiry / T'ogen go:

11/2024

Analysis performed according ND / Anann3 nposesen mo HJL: TT N015479/01-121120

Ne Test / IlokazaTean Result / PesyasTaThl Specification / Hopma
11 | Labeling/ According to ND / B cooterctuu ¢ HJJ
Mapxkuposka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temniepatype He Boie 25 °C.
YcaoBus XpaHeHus
13 | Shelf life / Cpox 3 years / 3 roma
TOTHOCTH

Remarks : The Product conforms to ND/

Mpumeuanue: [Iponykr cooTBercTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3axawyenue: OJOBPEHO
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