CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg HpoayxT: Ome3® (omenpason), kancyisl 20 mr
Batch No. / Cepusi Ne: B2200057 Batch Quantity / O6bem o
cepun: 2000000 NO -
AR No / AnanuTndeckuii ot4er Ne: Date of Analysis / laTa
2002FP22000089 aHaqausa:  20-01-2022
Mfg. Date: / laTa npou3BoacTBa: 12/2021 Date of Expiry / T'oaen no:
11/2024

Analysis performed according ND / Ananu3s nposeaen mo Hl: TI N015479/01-121120

Ne Test / [loxazaTesn Result / Pe3ysibTaThl Specification / Hopma

1 | Description / Hard gelatin transparent capsules of size 2

Onucanue

Hard gelatin transparent capsules of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on

with a colorless body, pink cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white

both parts of the capsule. Capsule | pellets. /

content - white pellets. / Teepasie KeIaTHHOBBIE TIpo3payHsie
Teepasie XKENATUHOBBIC | KACynbl  pasMepa 2 ¢ OeclBETHBIM
Npo3payHble Karcylsl pasMepa 2 ¢ [ KOpOycoM,  po30BOH  KpBIIEYkoil U

6ecuBETHBIM  KOPIIyCOM, pO30BOil
KPBILIEYKOi1 51 MapKMpOBKOH
yepHoro useta «OMEZ» nHa obenx

MapkHpoBkoi dYepHoro mseta «OMEZ» wHa
ofenx vacTiax kancynbl. Coiepkumoe Karcyn
— rpaHynbl 6€J10r0 WK NMOYTH 0eJIoro 1BeTa.

Copy

ncontrolled

|

L)

gacTax  kancynel. Copepxumoe
KarcyJ1 — rpaHynel Oenoro useTa.

2 | Identification / ITogauHHOCTL

2a) | ByUV/Vo-
cnekTpodoToMeTpHs

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 - croekTpsl TIOTJIOWIEHUS pPacTBOPOB
nperapata W CTaHAapTHoro  obpaslia
omemnpazona B obiactn ot 230 mo 350 HM
IOJKHBI MMETh MaKCUMyMBI TPH OJHOW W
TOM e JIIMHE BOJHBL.

Complies as prescribed/
CooTBeTcTBYET TpeOoBaHHUAM

Conclusion : APPROVED /
3axmovenue: OJOGPEHO

Remarks : The Product conforms to ND/
Mpumeuanne: ITponykt coorBeTcTBYET TpeboBanusam HJL
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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

I’lﬁuct: Omez ( Omeprazo_le), capsules 20 mg

Mpoaykr: Omes® ((_)n;enpa:mﬂ ). Karmcymbl gf) ) mr

Batch No. / Cepus Ne:

B2200057 Batch Quantity / O6bem

cepun: 2000000 NO

AR No / Ananurudeckuii oruer Ne: Date of Analysis / laTa

2002FP22000089 anajusa:  20-01-2022

Mfg. Date: / laTa npon3BoacTBa: 12/2021 Date of Expiry / 'ogen go:
11/2024

Analysis performed according ND / Anasus nposeaen no H/I: 1T N015479/01-121120

PactBOpenne

n‘g Test / IlokazaTeanb Result / Pe3ayabsTaTsl 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
B f:orrespond to the retention time of main peak
CBOKX/BOKX in the chroma‘fogram qf orlrvlepraz?'le reference
standard solution (section "Assay"). /
BpeMst yInep>KuBaHMs OCHOBHOTO MMHKa Ha
XpoMaTorpaMMe  HCIBITYEMOTO  pacTBopa
JOKHO COOTBETCTBOBATh BpEMeHU
yaepKUBAHWS OCHOBHOTO TiMKa  Ha
XpoMaTorpaMMe  pacTBopa  CTaHmAPTHOTO
obpasua oMelpasoa (pazmen
«KonndyecTBeHHOE ONPEAENCHNEN ).
3 | Average net fill weight | 269.9 mg/269,9 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansisn Macca 283.5 mg) /
COepPKUMOro Kancy.Ji 270,0 Mr = 5,0 % (256,5 mr - 283,5 mr)
4 | Water/ Boaa 1.0% w/w / 1,0% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 2.6/2,6 Acceptance value (AV) should be less than or
units / OQaHOpOZHOCTH equal to 15.0./
I03HPOBAHUS IToxaszaTesns mpuemneMoctd (AV) TomkeH
ObITH MeHee WIn paseH 15,0.
6 | Dissolution / 2%, 1%, 0%, 0%, 0%, 2% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H yN;O3S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe X110pUCTOBOAOPOIHOMN
KucinoTel - He 6onee 10 % Ci7H9N3;058
(omenpazon) yepes 2 4.

99%, 98%, 97%, 98%, In pH 6.8 buffer - not less than 75 % (Q) of
98%. 98% C7HgN;05S (omeprazole) is dissolved after
’ 30 min /
B 6ydepe pH 6,8 - He meree 75 % (Q)
C7HsN305S (omenpazon) gepes
30 MuH.

Remarks : The Product conforms to ND/
IIpumeuanne: [IpogykT cooTBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A
[Product: Omez (Omeprazole), capsules 20 mg MpoaykTt: OMe3® (oMenpasot), Karncyisl 2Q MT -
Batch No. / Cepust Ne: B2200057 Batch Quantity / O6bem
B cepun: 2000000 NO
AR No / Ananutuyecknii oTuer Ne: Date of Analysis / Jata
2002FP22000089 N a”aausa:  20-01-2022
Mfg. Date: / laTa nponssoacTea: 12/2021 Date of Expiry / T'ogeu no:

11/2024

|Analysis performed aar'd-ing ND / Anamns niposejen no HJ: 1T N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Kamncyll B ATOMHHUEBOM CTpHIIE.
[To 3 crpuna ¢ UHCTpyKUUEH IO
PUMEHEHHUIO B MaUKy KapTOHHYIO.

Ne Test / Iloka3zaTean Result / Pe3yabTaTsi Specification / Hopma

7 | Related substances / IlocTtopoHHue NpuMecH
Any individual 0.03% / 0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JTro6as enuuAuHasA

HeUIeHTH QULUMPOBaHHA

s IPAMeECh

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

8 | Assay/ 20.0 mg / 20,0 mr 180mg to 22.0 mg of C;HgN;O58
KonunyecTBenHoe (100.1% / 100,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeJieHue label claim). /

Or 18,0 mr mo 22,0 mMr C;7H;9N;05S
(omenpazon) B karncyne (ot 90,0 mo 110,0 %
OT HOMHHAJIBHOTO COAEpKaHu).

9 | Microbial limits / Mukxpodrnonorudeckasi Y4HCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Memnee 10 KOE/r He 6onee 1000 KOE/r
Oo61ee 9ncno a3poOHBIX

MHKPOOPraHN3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count / Menee 10 KOE/r He 6omee 100 KOE/r
Oo01ee yncno
JIPOAOKEBBIX U
TUTECHEBBIX TPUOOB
¢) E. coli Absentin 1l g/ Absentin 1 g/
OrtcytctByerB 1 1 OtcytctBHE B 1 T
10 | Packaging / Ynaxorka | 10 capsules in an aluminum strip.

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. / TTo 10 karcyn B aTFOMMHHAEBOM
ctpurie wiu B [TA/AJI/TIBX // anmromuHneBOM
6micrepe. [lo 3 crpuna unu mo 3 6nucrepa ¢
WHCTPYKUMEH 110 TIpUMEHEHHIO B MMAYKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanne: ITponykr coorBercTByYeT Tpebopanusam HJT

Conclusion : APPROVED /
3axkmwouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

MMpoaykr: Omes® (OM_enpa?,on), Karcyisl 20 mr

Batch No. / Cepus Ne: B2200057

Batch Quantity / O6bem
cepuu: 2000000 NO

_AR No / Anaautndecknii otuet Ne:
2002FP22000089

Date of Analysis / laTa
aHanmza:  20-01-2022

Mfg. Date: / laTa npoH3BOACTBA: 12/2021

Date of Expiry / 'ogen no:
11/2024

Analysis performed according ND / Auanus npoeenen no H/U: 11 N015479/01-121120

Ne Test / IlokasaTean Result / Pe3yabTatsl Specification / Hopma
11 | Labeling / According to ND / B coorsetcTBru ¢ HJI
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / ITpu Temueparype He Boime 25 °C.
YcnoBus XpaHeHHs
13 | Shelf life / Cpok 3 years / 3 roza
TOMHOCTH

Remarks : The Product conforms to ND/

IIpumeuanne: [Ipoaykt coorBeTcTBYET TpeboBaHuIM HJT

Conclusion : APPROVED /
3aiaouenne: OJOFPEHO
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