CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (omenpazon), kancynsr 20 Mr
Batch No. / Cepust Ne: B2103226 Batch Quantity / O0bem

o cepuu: 2000000 NO
AR No / Ananutudeckuii oTuer Ne: Date of Analysis / IlaTa
12002FP21001890 anaauza: 17-09-2021
Mfg. Date: / laTa nponsBoacTBa: 08/2021 Date of Expiry / I'ogen no:

07/2024

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

Ne Test / IoxasaTens Result / Pe3yabTaThl Specification / Hopma

1 | Description /
Onucanue

Hard gelatin transparent capsules of size 2

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. / Tsepasie KEJTaTHHORBIE TIpo3pavHbIe
Trepmble KENATMHOBEHIC | KATICYllbl  pasMepa 2 ¢ OEcUBETHBIM
Npo3pavHble Kancyibl pasMepa 2 C | KOpMycoM, — po30BOM  Kpbllleukod  #

GecUBETHBIM KOPNYCOM, pPO30BOIl

MapkupoBkoil depHoro usera «OMEZ» Ha

KpbIILIEYKOH n MapKUpOBKOH
yepHoro ueeta «OMEZ» nHa obenx
yacTax kancynel. Conepxumoe
Karcyn — rpaHyisl 6enoro usera.

0benx JacTsx Karcyibsl. ConepXuMoe Karcyi
— rpanyJisl 6enoro uny o4ty 6enoro UBeTa.
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2 | Identification / ITopauHHOCTL

2a) | ByUV/Vo-
CIIEKTPOPOTOMETPHS

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 TOTIOIIEHHWS pacTBOPOB
npenapata H  cTaHmapTHoro  obpasua
oMempazona B obmacti or 230 mo 350 HM
JOIKHBI UMETh MaKCHMYMBI TIpH OJHOM
TOIi K€ JIIUHE BOJIHAI.

Complies as prescribed/
CooTBeTCTBYeT TpeGOBaAHNAM

Remarks : The Product conforms to ND/
IMpumevanue: [Tpouykr cooreeTcTBYeT TpeboBanmaM H]J

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

jjroduct: Omez (Omeprazole), capsules 20 mg

Mpoayxr: Omes® (omenpason), kaneyib 20 vr |

Batch No. / Cepus Ne:

B2103226

cepHuH:

Batch Quantity / O6bem

2000000 NO

AR No / Anaantudeckunii oruer Ne:

Date of Analysis / laTa

2002FP21001890 ananuza;  17-09-2021
Mfg. Date: / laTa npousBo/jcTBa: 08/2021 Date of Expiry / T'oaen ao:
07/2024

Analysis performed according ND / Ananns nposexed mo HJI: T1 N015479/01-121120

PacTBOpeHue

97%, 101%, 100%, 91%,
92%, 93%

Ne Test / [loxazaTenn Result / PesyansTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeOoBaHNAM chromatogram of test solution should
BOIKCK win Forrespond to the retention time of main peak
CBRKX/BCHCX in the chromaFogram qf or'r’1epra2(')'le reference
standard solution (section "Assay"). /
BpeMst ynep>kHMBaHMS OCHOBHOTO IIHKa Ha
XpoMaTorpaMMe  HCMBITYEMOrO  pacTBOpa
TIOJKHO COOTBETCTBOBATD BpEeMEHHU
yOep)KUBaHMWS ~ OCHOBHOTO  TIHKa  Ha
XpomarorpaMMe  pacTBopa  CTaHAAPTHOTO
o0pazua oMemnpasosa (pazmen
«KonmnuecTBeHHOE ONpeieneHme) ).
3 | Average net fill weight | 269.1 mg/269,1 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist Macca 283.5 mg) /
COJIePKIMOro KancyJ 270,0 mr £ 5,0 % (256,5 mr - 283,5 Mr)
4 | Water / Boaa 1.2%w/w/ 1,2% Not more than 3.0% /
He 60oi1ee 3,0 %
5 | Uniformity of dosage 3.2/32 Acceptance value (AV) should be less than or
units / OgHopoaHocTL equal to 15.0./
03U POBAHUS [TokaszaTenb npremiieMoctd (AV) nomkeH
6BITE MeHee WM paBeH 15,0.
6 | Dissolution / 0%, 0%, 1%, 0%, 0%, 2% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H oN;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope Xn0pHuCTOBOAOPOIHOMN
KHCIOTHI - He 6onee 10 % C7HoN3;O3S
(omemnpa3son) 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 meree 75 % (Q)
C7H1oN303S (omenpazon) uepes

30 mMuH.

Remarks : The Product conforms to ND/
IIpuveuanne: [Iponykt cooTBeTCcTBYET TpeboBanmsM HJI

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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Printed Date & Time (IST):
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A
[Product: Omez (Omeprazole), capsules 20 mg HpoaykT: OMe3® (omemnpazon), kancymnsl 20 mr ]
Batch No. / Cepust Ne: B2103226 Batch Quantity / O6bem
| cepun: 2000000 NO
AR No / AHanuTtHdecknii oTdeT Ne: Date of Analysis / Jata
2002FP21001890 - anajusa: 17-09-2021
Mfg. Date: / lata npoussoacTBa: 08/2021 Date of Expiry / Coagen no:

07/2024

Analysis performed according ND / Anasmus nposegen no H/I: 11 N015479/01-121120

Ne Test / Iloka3zaTenb Result / PesyabTaThl Specification / Hopma

7 | Related substances / IlocTopouHne npumecu
Any individual 0.02% / 0,02% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JIro6as egHUYHas

HeuJieHTU(GULIMPOBaHHA

s IPUMECh

Total impurities / Not detected / He oOHapyxeHa Not more than 2.0 % /
Cymma npuMeceit He 6onee 2,0 %

8 | Assay/ 19.9 mg/ 19,9 mr 18.0mg to 22.0 mg of Ci;H;gN;0;8
KosuuecTBeHHOE (99.7% /99,7%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaejeHue label claim). /

Or 18,0 mr gmo 22,0 mr C;H;oN;O5S
(omemnpazomn) B karncyne (ot 90,0 mo 110,0 %
OT HOMUHAJIBHOTO COZlepKaHN).

9 | Microbial limits / Mukpo6uoJsiornieckasi 4HcTOTa

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 4ncio aypobHBIX

MHKpPOOPTaHU3MOR
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count / Meree 10 KOE/r He 6oree 100 KOE/r
Ofmiee ucno
ZIPOIKEBLIX U
TUTECHEBBIX TpHOOB
¢) E. coli Absentinl g/ Absentin 1 g/
OrcytcTByeTB I T OtcyrcrBre B 1 T

10 | Packaging / Ynaxoska | 10 capsules in an aluminum strip.

3 SHPS and  patient information | 14 capsules in an aluminum strip or

leaflet in a carton pack. / 1o 10| pa/A]/PYC // aluminum blister. 3 strips or

Kamcynr B aIOMHHUCBOM CTPWIC. | 3 pisters and patient information leaflet in a

[lo 3 crpuma c MHCTPYKUMEH TIO | oqrion pack. / TTo 10 Karmcys B amOMHHHEBOM

TIPUMEHCHHIO B TIa9Ky KAPTOHHYIO. | crpype iy B TIA/AJI/IIBX // antoMuHueBOM
6mucrepe. ITo 3 crpuna viu no 3 6aucrepa ¢
HHCTPYKIMEH TIO0 TPUMECHEHHI0 B MauKy
KapTOHHY1O.

Remarks : The Product conforms to ND/
TIpumeuanne: I IpoAyKT coOTBETCTBYET TpeboBanusM H]I

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of5

Printed Date & Time (IST):

24-09-2021 21:44:08




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

[Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (oMenpaszon), kancysel 20 mr
Batch No. / Cepust Ne: B2103226 Batch Quantity / Oobem

cepun: 2000000 NO
AR No / Ananurudecknii oraer Ne: Date of Analysis / laTa
2002FP21001890 o anaausa: 17-09-2021
Mfg. Date: / laTta npou3BoAcTBAa: 08/2021 Date of Expiry / TogeHn 10:

07/2024

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

Ne Test / IokazaTean Result / PesyibTaThl Specification / Hopma
11 | Labeling / According to ND / B coorsercteun ¢ HJI
MapknpoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Biime 25 °C.
Ycaosusi XpaHeHust
13 | Shelf life / Cpox 3 years / 3 roma
FOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: ITponyKT cooTBETCTBYET TpeboBanusaM HJI Bakawuenue: OJOBPEHO
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