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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIH3A

[Product: Omez (Omeprazole), capsules 20 mg

MpoaykT: OMe3® (OMC]‘IDEOII), KATCyJIbI 20 mr B

2002FP22000230

Batch No. / Cepust Ne: B2200397 Batch Quantity / O6bem
B cepun: 1990000 NO - -
AR No / Anaautudecknii ordet Ne: Date of Analysis / laTa

anajusa: 07-02-2022

Mfg. Date: / laTa npou3BOACTBA:

01/2022

Date of Expiry / T'ogen xo:

CooteercTByeT TpeOOBaHMAM

12/2024
| Analysis performed according ND / Auasims nposeaen mo HJ: 1T N015479/01-121120
Ne Test / IlokasaTean Result / Pe3yabTaThl Specification / Hopma
1 | Description / : Hard gelatin transparent capsules of size 2
Onucanne Hard gelatin transparent capsules of | with a colorless body, pink cap and black
size 2 with a colorless body, pink | marking "OMEZ" on both parts of the
cap and black marking "OMEZ" on | capsule. Capsule content - white to off-white
both parts of the capsule. Capsule | pellets. /
content - white pellets. / Teepasle ’KENaTHHOBBIE Mpo3payHbIe
Teepnsie KENaTUHOBBIE | Kalcyssl  pazMepa 2 ¢ OecuBeTHBIM
npospayHLle Kamncyibl pazMepa 2 C | KOPIIyCOM,  PO30BOI  Kpolledkod W
OeCLBETHLIM KOPIYyCOM, pO030BO¥ | MapkupoBkoil 4epHoro upeta «OMEZ» na
KpbIIIEYKOM W MapKupoBKol | 06enx gacTsix karcyssl. ColepXMMoe KarcyJ
yepnoro usera «OMEZ» Ha 06eux | — rpaHynsl 6€n0ro UK OYTH GENoro 1BETA.
gacTsax kancynsl.  CouepxmuMmoe
Karcyn — rpaHyJibl Oenoro 1BeTa.
2 | Identification / IlogsnHHOCTD
2a) | ByUV/VYd- UV-absorption spectra of both test and
CeKTpodOTOMETPUS Complies as prescribed/ standard solutions of omeprazole in the range

230 to 350 nm should exhibit maxima at the
same wavelength. /

V® - crnekTpsl TOTNOLIEHHS PAcTBOPOB
Mperapara W  cTaHmapTHoro  obpasna
oMenpasona B obnactd ot 230 go 350 nm
JIOIKHBl UMETh MaKCUMyMbI TIpH OHHOM W
TOM € IJIMHE BOJTHEI.

Remarks : The Product conforms to ND/
Mpumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
Zakmwouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Oves® (oMeENPA30OI), KarncyJibl E_QE-
Batch No. / Cepus Ne: B2200397 Batch Quantity / O6bem
cepun: 1990000 NO
AR No / Anasnrudeckuii otuer Ne: Date of Analysis / laTa
2002FP22000230 anaausa; 07-02-2022
Mfg. Date: / lata npoun3soacTBa: 01/2022 Date of Expiry / I'ogen no:
12/2024
Analysis performed according ND / Anaan3s nposegen mo HJI: TT N015479/01-121120
Ne Test / [TokazaTean Result / PesyabTatsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeOOBaHHAM chromatogram of test solution should
BKX wm f:orrespond to the retention time of main peak
CBRKX/BCIKX in the chroma‘Fogram qf orFeprazczle reference
standard solution (section "Assay"). /
Bpemst  yaep)KHDAIHs OCIIOBIIOTO  MHKa 114
XpoOMaTorpaMMe  HCIIRITYEMOTO  pacTBOpa
IOIKHO COOTBETCTROBATh BpeMeHHU
yaepXUBaHUS  OCHOBHOIO NiKa  Ha
KpoMaTorpaMMe  pacTBOpa  CTaHAapTHOTO
obpazna omenpazona (pazmen
«KonuyecrBeHHOe ONPERETIEHUEN ).
3 | Average net fill weight | 268.0 mg/268,0 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist Macca 283.5 mg) /
COAePKUMOTO KAICya 270,0 Mr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water / Boaa 1.1% wiw / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 24/24 Acceptance value (AV) should be less than or
units / OguopoanocTs equal to 15.0./
J03UPOBAHHUSA IMokazarens npuemiaeMoctd (AV) nomkeH
ObITE MeHee WK paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 1%, 2%, 0% In 0.1 M hydrochloric acid solution - not
PacrBopenue more than 10 % of C;;H;oN;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBOpe XJIOpUCTOBOAOPOIHON
Kxucnorsl - He 6onee 10 % Ci7H;oN3;05S
(oMermpazon) depes 2 4.
97%, 91%, 93%, 94%, 93%, 93% | In pH 6.8 buffer - not less than 75 % (Q) of
C7HoN;0;S (omeprazole) is dissolved after
30 min /
B Oydepe pH 6,8 - He menee 75 % (Q)
C17H;9N;0;S (omenpasoi) uepes
30 muH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
M pumeuanne: [{poaykT cooTBeTcTBYET TpeboBanusM HJT 3akaouenue: OJOBPEHO
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Page 2 of 5

Printed By: K Narayana Swamy Printed Date & Time (IST):  10-02-2022 17:31:51




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

\Product: Omez (Omeprazole), capsules 20 mg Mpoayxr: Ome3® (oMenpason), Kancyyisl 20 mr
Batch No. / Cepust Ne: B2200397 Batch Quantity / O6bem

cepun: 1990000 NO -
AR No / AHaauTndecknii oruer Ne: Date of Analysis / laTa
2002FP22000230 anagamsa: 07-02-2022 -
Mfg. Date: / laTa npoH3BoAcTBA: 01/2022 Date of Expiry / I'ogen go:

12/2024
Analysis performed according ND / Anaans nporesen no HJI: TI N015479/01-121120

Ne Test / IlokazaTens Result / Pe3yabTaThi Specification / Hopma

7 | Related substances / ITocToponnne npumecn
Any individual 0.05% / 0,05% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

Jlrobas equHUYHAS

HeNAeHTU GULMpOBaHHA

s IPUMECH

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

8 | Assay/ 20.0 mg /20,0 mr 18.0mg to 22.0 mg of C;;HN;3;0;58
Konu4yecTBeHHOE (99.8% / 99,8%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpeaeneHue label claim). /

Or 18,0 MI’ 10 22,0 MI C]7H]9N303S
(omenpazon) B karcyne (ot 90,0 mo 110,0 %
OT HOMHHAJIEHOTO COAEPIAaHN).

9 | Microbial limits / MukpoGuosorudeckas 4HcTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6omnee 1000 KOE/r
O611ee uncio adpoOHBIX

MHWKPOOPTaHH3MOB
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
O061ee gnco
TIPOOKEBBIX U
TJIECHEBBIX rpUGoB
¢) E. coli Absentinl g/ Absentin1 g/
OtcyrcrByer B 1 1 OtcyrcrBue B 1 r
10 | Packaging / Ymaxoska | 10 capsules in an aluminum strip. 10 I . lumi .
3 strips and patient information aRsies) (AL &1 ST Stl‘l.p &
. PA/AL/PVC // aluminum blister. 3 strips or
dEaiict sin, Amcanton packs i g L 3 blisters and patient information leaflet in a
Karcysl B QAJOMHHHEBOM CTpHIIC. p
Yi6) &, [€x5p1ina, & MHerpyiame i i carton pack. / TTo 10 xancyn B altOMRHUEBOM
crpure win B ITA/AJI/TIBX // anroMUHIEBOM
NPUMCHCHMIO B NAUKY KAPTOHHYIO. | gyyorepe. TTo 3 crpura wiw mio 3 Gnucrepa ¢
P pulia Wi 110 p
WHCTPYKIMEH 1O [PUMEHEHUI0 B Mayky
KapTOHHYIO.

Remarks : The Product conforms to ND/
HMpumeuanne: [IpoayxT cooreTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axawyenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

'Product: Omez (Omeprazole), capsules 20 mg TMpoaykrt: Ome3® (oMenpaszon), Karcysrsl 20 mr
Batch No. / Cepust Ne: B2200397 Batch Quantity / O6nem
e cepun: 1990000 NO
AR No / AuaauTuuecknii otyer Ne: Date of Analysis / JaTa
2002FP22000230 anaausa: 07-02-2022
Mfg. Date: / lata npoussoacTea: 01/2022 Date of Expiry / Fogen go:
12/2024

Analysis performed according ND / Anaaus npoeeaen no HJI: T1 N015479/01-121120

Ne Test / Iloka3zaTennb Result / Pe3yJjbTaThi Specification / Hopma
11 | Labeling / According to ND / B cooteercteumn ¢ HJI
MapxkupoBKa
12 | Storage conditions / At temperature below 25 °C. / ITpn Temmniepatype He Bbuue 25 °C.
YcioBHs XpaHeHHS
13 | Shelf life / Cpox 3 years /3 rona
rOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: [1pojiyxT cooTBeTcTBYeT TpeboBanusam H]J 3axmouenue: OJJOBPEHO
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