CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg_

MpoaykT: OmMe3® (omMernpazon), Karcyibt 20 mr

Batch No. / Cepus Ne:

B2103678

cepuu:

Batch Quantity / O6bem

1990000 NO

AR No / Auaantudecknii otuer Ne:

2002FP21002058

Date of Analysis / laTa
aHaJgu3a:

14-10-2021

Mfg. Date: / laTa npou3BoacTBa:

09/2021

08/2024

Date of Expiry / T'ogen no:

Analysis performed according ND / Anasus nposegen mo HJ/I: TT N015479/01-121120

Ne Test / Iloka3zaTean

Result / Pe3yabTaThbi

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. /

Trepabie )KCNAaTVHOBEIE
TIpo3payHble Karcyisl pasMmepa 2 ¢
OecLBETHBIM KOPITYCOM, pPO30BOIH
KpbILIEYKOit " MapKUpOBKOH
yepHoro 1Beta «OMEZ» Ha o6enx
yacTax karncynel. Coaepkumoe
Karcyn — rpa”yJibl Geyioro upera.

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. /

Teepapie KEIIaTHHOBEIE TIpO3pavHbIE
Kancynel  pasMepa 2 ¢ OecuBeTHbIM
KOpTIyCOM, pO30BOI KpbIleykon "

MapKkHpoBKoH depHoro nsera «OMEZ» Ha
obenx yactax karncynsl Comepxumoe Katicy
— IpaHyibl 6EJI0r0 UM TIOUTH GEJIoro 1BETa.

2 | Identification / IlogiuHHOCTDL

2a) | By UV/ V-

crnektpodoTomeTpus

Complies as prescribed/
CoorBercrByeT TpebGoBaHUAM

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® - cnexTpel TIOTJOUICHUS pACTBOPOB
npenapara W cTaHjapTHoro  obpasua
omenpazona B obmactu ot 230 mo 350 HM
JTOMKHBEl UMETh MaKCUMyMBI TIpH OTHOW U
TOH e JIMHE BOJIHBI. _J

Remarks : The Product conforms to ND/
MMpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3axarouenne: QJJOBPEHO

Printed By: Ajay Kumar.....
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 m-g_—

IMpoaykT: OmMe3® (omemnpazod), Kaneysib 20 wr

Batch No. / Cepun Ne: B2103678

Batch Quantity / O6bem
cepur: 1990000 NO

AR No / AnaautHdyecknii otyet Ne:
2002FP21002058

Date of Analysis / laTa
againza: 14-10-2021

Mfg. Date: / laTa npon3BoacTBa: 09/2021

Date of Expiry / I'ogen no:
08/2024

Analysis performed according ND / Ananus nposejen mo HJI: II N015479/01-121120

Ne Test / llokazaTesan Result / Pe3yasTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTtBeTcTBYeT TpeOOBaHUSM chromatogram of test solution should
correspond to the retention time of main peak
C?]?;I)?C(XP/I]J;E}KX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
Bpemsi ymep:kuBaHWS OCHOBHOTO TNHKa Ha
XpoMaTrorpaMMe  HCIBITYEMOTO  pacTBopa
JIOJDKHO COOTBETCTBOBATb BPEMCHHU
yIOepkUBaHHUA  OCHOBHOTO nWka  Ha
XpoMaTorpaMMe pPacTBOpa  CTaHHAPTHOTO
obpa3ua oMernpasona (pasnmen
«KonmdecTBeHHOE OTIpeiENieHue ).
3 | Average net fill weight 269.2 mg / 269,2 Mr 270.0 mg + 5.0 % (Between 256.5 mg and

/ Cpennsist macca
COMePIKUMOT0 KATICYJT

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

4 | Water / Boaa 1.1%w/w/1,1% Not more than 3.0% /
He 6oiee 3,0 %
5 | Uniformity of dosage 45/4,5 Acceptance value (AV) should be less than or
units / OgHopoaHOCTH equal to 15.0./
JIO3UPOBAHUS [Tokazatens npuemiieMocTH (AV) moykeH
OBITHL MeHee win paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

PacTtBopenne

98%, 97%, 94%, 98%,
95%, 97%

more than 10 % of C;7HsN303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pactBOpe XJ10pUCTOBOAOPOIAHOM
KUCTOTHI - He 6onee 10 % C7H9N303S
(oMemnpason) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17HsN305S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7H9N3O;S (omMenpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT cooTBeTcTRYCT TpeboBaHusM HJT

Conclusion : APPROVED /
3akarovenune: OJJOEPEHO

Printed By: Ajay Kumar.....
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: OMe3® (oMempazoi), Kaneyiist 20 yr -
Batch No. / Cepusi Ne: B2103678 Batch Quantity / O6bem -
cepun: 1990000 NO )
AR No / Ananurndecknii oraer No: Date of Analysis / IaTa
2002FP21002058 anaamsa: 14-10-2021
Mfg. Date: / Jlata npou3BojAcTBAa: 09/2021 Date of Expiry / Tonen no:
08/2024

Analysis performed according ND / Ananu3s nposenen mo H/: IT N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Kancynm B alTlOMHWHHEBOM CTpHITE.
[lo 3 crpuna ¢ MHCTpYKLMEH No
TIPUMEHEHHMIO B TTAYKY KapTOHHYIO.

No Test / Ioxazarean Result / PesyabTaTsl Specification / Hopma

7 | Related substances / [locTopouHue npumecu
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / I1e 6omnee 0,5 %o
Jlrobas enuHnyHaA
HeWAeHTU(PULIMPOBAHHA
A IpUMech
Total impurities / Not detected / He obHapyxeHa Not more than 2.0 % /

CyMMa npuMeceit He 6onee 2,0 %

8 | Assay/ 19.9 mg /19,9 mMr 18.0mg to 22.0 mg of C;H;sN;0;8
Konu4ecrBeHnoe (99.5% / 99,5%) (omeprazole) in capsule (90.0 to 110.0 % of
ompeaeneHue label claim). /

Or 18,0 mr gmo 22,0 mr C,;;H;9N;O5S
(omemnrpazomn) B karcyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOTO COZEPYKaHMUA).

9 | Microbial limits / MukpoGuosioruueckast UHCTOTA

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
Ob1ee yncno a3poGHBIX

MHKPOOPTaHU3MOB
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
IPONOKEBBIX U
TJIECHEBBIX IPHOOB
¢) E. coli Absentin 1 g/ Absentinl g/
OtcytcTByeTB I T OrcyterBre B 1 1
10 | Packaging / Ynakoska | 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. / To 10 karcyn B anFOMUHHEBOM
crpune win B [1A/AJI/IIBX // antoMuHUEBOM
6nmucrepe. ITo 3 crpuna win o 3 6nucrepa ¢
WHCTPYKIMEH 10 TPUMEHCHUI0 B IadyKy
KapTOHHY1O.

Remarks : The Product conforms to ND/
IIpumeuanne: ITponyxT coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akaouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: OMe3® (oMenpasodn), Kancynsl 20 mr
Batch No. / Cepust Ne: B2103678 Batch Quantity / O6bem
_ cepun: 1990000 NO
AR No / Ananurndeckmii order Ne: Date of Analysis / laTa
2002FP21002058 anaansza: 14-10-2021
Mfg. Date: / laTa npousBoacTBa: 09/2021 Date of Expiry / Togen no:

08/2024

Analysis performed according ND / Auanus nposeagen mo HA: TI N015479/01-121120

Ne Test / TlokazaTean Result / PesynsTaTnt Specification / Hopma
11 | Labeling / According to ND / B cootBetctBum ¢ HJJ
MapxkupoBka
12 | Storage conditions / At temperature below 25 °C. / Tlpu Temnepatype He Bbimre 25 °C.
YcioBus XpaHeHus
13 | Shelf life / Cpoxk 3 years /3 rona
TOTHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TIpumMeuanue: ITpoaykT cooTBETCTBYET TpeOoBaunsM HII 3akmouenue: OJOBPEHO
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