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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

Product: Omez (Omep_razole), capsules 20 mg

MponykTt: OMe3® (oMenpazon), Kancy st 20 mr

Batch No. / Cepus Ne: B2200944

Batch Quantity / O6bem

B cepnu: 2000000 NO
AR No / Anajaurndeckuii order Ne: Date of Analysis / {laTa
2002FP22000623 anajmza: 28-03-2022
Mfg. Date: / laTa NpoH3BOACTBA: 02/2022 Date of Expiry / Togen go:
01/2025

Analysis performed according ND / Anasu3 nposeaen no HJL: 1T N0O15479/01-121120

Ne Test / IlokazaTeanb

Result / Pe3yabTaThl

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. /

Teepasie ’KeNNaTUHOBEIE
TIpo3payHble Kalcynbl pazMepa 2 ¢
6eclBETHEIM  KOPILyCOM, pPO30BO
KpBILIEYKOi U MapKHPOBKOK
yepHoro usera «KOMEZ» Ha obGenx
yacTax  Kkarcynel. ComepkuMmoe
KarcyJl — rpadynsl 6enoro upera.

Hard gelatin transparent capsules of size 2
with a colorless body, pink ¢ap and black
marking "OMEZ" on hoth parts of the
capsule. Capsule content - white to off-white

pellets. /

Trepasie JKENaTUHOBbLIE Mpo3payHkIe
Karcynel  pasMepa 2 ¢ OecuBeTHHIM
KOPIIYyCOM, pO30BOI KpBILIEUKOoM "

MapkrpoBKoif uyepHoro usera «OMEZ» Ha
obenx yactax karcynbl. CoaepKuMoe Karcy
— TpaHybl 6e10T0 WK TTOYTH OENoTo IBETA.

2 | Identification / I[ToaauHHOCTL

2a) | By UV/V®-

criekTpodoToMETpHs

Complies as prescribed/
CooTBercTByeT TpeOoBaHUAM

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® - choekTpbl TOTIOIIEHUS pPacTBOPOB
mpermapara W CTaHmapTHoro  ofpasna
oMenpasona B obimactu ot 230 g0 350 HM
JOJDKHEI MMETh MAaKCHUMYyMbI TIPH OXHOH U
TOM XKe JITHHE BOJHEIL.

Remarks : The Product conforms to ND/
IIpumeuanne: Tponykr coorBercrByeT TpeboBanusaM HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

MpoayxT: Ome3® (omenpaszol), kancyssr 20 mr

Batch No. / Cepusn Ne: B2200944

Batch Quantity / O6bem
cepun: 2000000 NO

AR No / AHaauTHgeckmii oTueT Ne:
2002FP22000623

Date of Analysis / arTa
anajgusa: 28-03-2022

/ Cpeansist Mmacca
COAePKHMOT0 KamnceyJi

Mfg. Date: / laTa npoussoacrea: 02/2022 Date of Expiry / I'onen no:
01/2025
Analysis performed according ND / Anaaus npoeenen mo H/I: TT N015479/01-121120
Ne Test / IlokazaTennb Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CO0OTBETCTBYET TPebOBAHNAM chromatogram of test solutlon should
BYYKK s .correspond to the retention time of main peak
CBYKX/BCIKX in the chromatogram of omeprazole reference
' standard solulion (section "Assay"). /
BpeMmst yaepkMBaHHS OCHOBHOTO THKa Ha
XpoMaTorpaMMe  FWCITBITYEMOTO  pacTBopa
TIOIKHO COOTBETCTBOBATb BPEMEHH
yAEPXKMBAHUSA  OCHOBHOTO  MNuka  Ha
XpoOMaTorpaMMe pacTBopa CTaHIapTHOTO
obpazna oMemnpazona (pa3men
«KoJIMYecTBeHHOE ONpeacNcHue) ).
3 | Average net fill weight | 267.2 mg/267,2 mr 270.0 mg + 5.0 % (Between 256.5 mg and

283.5 mg) /
270,0 Mr £ 5,0 % (256,5 mr - 283,5 w™r)

4 | Water /Boaa 1.7% wiw / 1,7% Not more than 3.0% /

He 6omnee 3,0 %

5 | Uniformity of dosage 2.8/2,8
units / OgHOpOaAHOCTH

Acceptance value (AV) should be less than or
equal to 15.0./

97%, 97%

98%, 98%,

A03HPOBAHUA IMokasarens npueMneMocty (AV) AomKeH
OBITh MeHee MK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 2%, 1%, 0% In 0.1 M hydrochloric acid solution - not
PacrBopenne more than 10 % of C;;HoN303S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBOpe XJT0pHUCTOBOAOPOIHON
KucI0TEI - He Gonee 10 % C;7H19N3038
(omempa3zon) uepes 2 4.

98%, 98%, In pH 6.8 buffer - not less than 75 % (Q) of

C17H19sN;05S (omeprazole) is dissolved after
30 min/

B 6yodepe pH 6,8 - He Mmenee 75 % (Q)
C7HoN305S (omenpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

TMpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBaHmsaM HJL 3akaruenue: OJOBPEHO
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CEPTUOUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (oMenpazon), kancynsl 20 mr
Batch No. / Cepusn Ne: B2200944 Batch Quantity / O6nem
| cepuu: 2000000 NO
AR No / AnajnTuyeckHii otyet Ne: Date of Analysis / [laTta
2002FP22000623 ananusa: 28-03-2022
Mfg. Date: / JlaTa npoM3BojicTBA: 02/2022 Date of Expiry / 'ogen go:

01/2025

Analysis performed according ND / Anaauz nporeaen no H/I: 1T N015479/01-121120 ]

Ne Test / [lokasaTenn Result / PesyasTaTsl Specification / Hopma

7 | Related substances / IlocTopoHHHE IpUMecH
Any individual 0.06% / 0,06% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JIro6as ennHUYHAsA

HenIeHTU(GHIMPOBaHHA

s IpUMech

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

8 | Assay/ 199 mg/ 19,9 mr 18.0mg to 22.0 mg of Ci7H;oN3;0;5S
Koau4decTBeHHoe (99.5% / 99,5%) (omeprazole) in capsule (90.0 to 110.0 % of
ornpeaeneHne label claim). /

Or 18,0 mr mo 22,0 mMr Ci7H;gN;05S
(oMenpazon) B kancyie (ot 90,0 mo 110,0 %
OT HOMHHAJIEHOT'O COAEPIKAHNS).
9 | Microbial limits / Mukpo6nonorudeckasi 4ucToTa
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
Obuiee yncio aspobHEIX
MUKPOOPTaHU3MOB
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
Obmiee umcio
IPOMOKEBBIX U
IJIECHEBHIX IPuboB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytcTByeT B 1T OtcyrctBue B 1 1
10 | Packaging / Ynaxoska | 10 capsules in an aluminum strip. . . .
3strips and patient information (e eApsnis in a alum.mum str{p N
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / [To 10 . N ; .
3 blisters and patient information leaflet in a
Kancyjl B aTIOMHHUCBOM CTpHIIE.
Mo 3 crpuma ¢ MECTpyKIWeH To carton pack. / TTo 10 kanicyn B amOMUEHUEBOM
crpure win B ITA/AJI/TIBX // anroMMHUEBOM
NPHMCHEHIUIO B MA1KY KAPTOHHYIO. | 51y crepe. Tlo 3 cTpuma mmi 1o 3 GIHCT
pe. Io 3 crpuma epa c
HHCTPYKUMEH [0 NpPUMEHEHUI0 B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanune: [Ipoaykt cooTBeTcTBYET TpeboBaHAM H]T

Conclusion : APPROVED /
3axmouenne: QIOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of5

Printed Date & Time (IST):

30-03-2022 09:43:11




Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3IA

Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepus Ne:

cepun: 2000000 NO

AR No / Ananutudeckuii otuer Ne: Date of Analysis / laTa
2002FP22000623 ananusza: 28-03-2022
Mfg. Date: / laTa nponsBoacTBa: 02/2022 Date of Expiry / I'onen no:
01/2025
Analysis performed according ND / Auaau3s nposexen o HII: T1 N015479/01-121120
Ne Test / [Toka3aTeab Result / PesyansTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootsetcTBum ¢ HJJ
MapxnpoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Boime 25 °C.
YcioBus XpaHEeHHUs
13 | Shelf life / Cpoxk 3 years /3 rona
TOANOCTH

Remarks : The Product conforms to ND/

Ipumeuanue: [TponykT cooTBeTCTBYET TpebGosaHusaM HJL

Conclusion : APPROVED /
3axmovenne: OJJOBPEHO
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IMpoaykt: OMe3® (omenpason), Kancyaer 20 mr
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