CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg IMponykT: OMe3® (oMenmpasodn), Kancynsl 20 mr |
Batch No. / Cepust Ne: B2104622 Batch Quantity / O6bem
| cepun: 1990000 NO
AR No / Ananuruueckuii oaer Ne: Date of Analysis / laTa
2002FP21002669 |ananmza: 04-01-2022
Mfg. Date: / laTa npou3BoacTBa: 12/2021 Date of Expiry / Toaen go:

11/2024

Analysis performed according ND / Auaans nposesen no H/I: 1T N015479/01-121120

1

Ne

Test / HokazaTeanb

Result / Pe3yabTatel

Specification / Hopma

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

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. /

content - white pellets. / Trepapie KEJIaTUHOBbIE po3payHbie
Tepasie JKENATUHOBLIE | Karmcynbl  pasMepa 2 ¢ OecuBeTHBIM
TIPO3pAyHRIE KarCysThl pazMepa 2 ¢ | kOpnycoM, — PO30BOM  KpblIlUEUKOW U

OECIIBETHBIM KOPIyCOM, pPO30BOii
KpBIIEYKOi u MapKHPOBKO
yepHoro nsera «OMEZy» Ha oGeux

MapkupoBkoi uepHoro mneera «OMEZ» Ha
00enx yacTax karcynsl. ConepXkuMoe Karcyi
— rpaHynel 6enoro wiy nourty 6enoro usera.

8}
}

Cor

controlled

N

yacTax Kancyiwl. Coaepxxumoe
Karcyn — rpaHyJisl 6enoro usera.

2 | Identification / IlogJHHHOCTD

2a) | ByUV/ V-
criekTpodoToMeTpus

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® - CriekTphl TWOIJIOLIEHUS pPacTBOPOB
nperapara W craHmapTHoro  ofpasua
oMenpazona B obiactin ot 230 mo 350 HM
JIOIDKHBI MMETh MaKCHMYMBI TIpU OJHOH H
TOIH K€ JIJINHE BOJIHEL.

Complies as prescribed/
CoorBercTByeT TpeOOBaHMIM

Remarks : The Product conforms to ND/
Hpumeuanue: Ipoaykr coorBercTByeT TpeboBanmsm HJT,

Conclusion : APPROVED /
3akawyenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIHU3A
fr&luct: Omez (Omeprazole), capsules 20 mg IMpoaykT: Omes® (omemnpazon), kancyJyiel 20 mr
Batch No. / Cepnsa Ne: B2104622 Batch Quantity / O6sem o
i B cepur: 1990000 NO
AR No / Anaantudecknii otyet Ne: Date of Analysis / JlaTa
2002FP21002669 B anaausa: 04-01-2022
Mfg. Date: / Jlata npon3BoJcTBAa: 12/2021 Date of Expiry / I'ogen go:

11/2024

|Analysis performed according ND / Ananuns nposegen no H/: IT N015479/01-121120

Ne Test / ITokazaTenasn Result / PesyansTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYyeT TpeOOBaHUAM chromatogram of test solution should
BYCX s 90rresp0nd to the retention time of main peak
CBRKX/BCIKX in the chroma‘fogram qf 0r|r'1eprazt')'le reference
standard solution (section "Assay"). /
Bpewmst ymepkWBaHHS OCHOBHOTO MHMKA Ha
XpoMaTorpaMMe  HCTBITYEMOTO  pacTBopa
JIOTKHO COOTBETCTBOBATh BpEMEHU
yIepKUBaHUS  OCHOBHOTO mMKka  Ha
XpOMAaTOrpaMMe  pacTBopa  CTaHAApTHOTO
obpazua oMernpazoyia (pazpmen
«KonudecTBeHHOE OTIpEieEHUE) ).
3 | Average net fill weight 272.0 mg/272,0 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeansst Macca 283.5 mg) /
€O/IeP’KUMOTO KancyJ 270,0 mMr £ 5,0 % (256,5 Mr - 283,5 wmr)
4 | Water / Bona 1.1% w/w / 1,1% Not more than 3.0% /
He 60nee 3,0 %
5 | Uniformity of dosage 33/33 Acceptance value (AV) should be less than or
units / OxHOpOAHOCTE equal to 15.0./
03U POBAHUNA Tokazaresns npueMieMocts (AV) nomkeH
6BITH MeHee WK paseH 15,0.
6 | Dissolution / 0%, 3%, 0 %, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBopeHue more than 10 % of C;H9N;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTtBOpe X10pHCTOBOAOPOIHOMN
KUcIoTel - He 6omee 10 % C7HoN505S
(omenpazon) yepes 2 4.
97%, 96%, 98%, 98%, In pH 6.8 buffer - not less than 75 % (Q) of
95%. 92% C,7HoN305S (omeprazole) is dissolved after
’ 30 min /
B 6ydepe pH 6,8 - He Menee 75 % (Q)
C7H;9N30;S (oMempazon) yepes
30 mMuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Tponykr coorsercTByeT Tpebosanusm HJI 3axmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 2 of §
Printed Date & Time (IST): 05-01-2022 17:09:53




wdot

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
P_rﬁLct:_ Omez (Omeprazole), capsules 20 mg MpoaykT: Ome3® (omerpason), l(ﬂl'lCX_.]'l}l_?._Q_ Mr
Batch No. / Cepus Ne: B2104622 Batch Quantity / O6bem
- - cepun: 1990000 NO ]
AR No / Ananutuyvecknii oTuet Ne: Date of Analysis / laTa
12002FP21002669 anaauza: 04-01-2022
Mfg. Date: / 1aTa nponssoacTBa: 12/2021 Date of Expiry / T'ogen go:

11/2024

| Analysis performed according ND / Anaau3z nposeaen o H/I: 11 N015479/01-121120

Ne Test / [TokazaTenn Result / Pe3yasTaThl Specification / Hopma

7 | Related substances / [lToctopoRHne npumecn
Any individual 0.03%/0,03% Not more than 0.5 %. /
unidentified impurity / He 6omee 0,5 %

JIro6as egHUYHas

HeUIeHTH ULMpOBaHHA

s TIpUMech

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

8 | Assay/ 20.0 mg /20,0 mMr 180mg to 22.0 mg of Cy;HN;O58
Konn4decrBeHHoE (100.2% / 100,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeeHue label claim). /

Ot 18,0 mr mo 22,0 mr C;7H;oN;O58
(omenpazon) B karcyie (ot 90,0 mo 110,0 %
OT HOMHHAJILHOTO COZlepXKaHus).

9 | Microbial limits / Mukpo0Onoaoruueckast H4HcTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
O611ee 9nciio adpoOHBIX

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
O61iee yucno
IPOMOKEBBIX U
TIIECHEBBIX TPHUOOB
¢) E. coli Absentin 1 g/ Absentinlg/
OrcytcTRyeTB 1 T OtcyTcTBHE B 1 T

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

3 strips and patient information Poass & = alum.mum TD: =0l
. PA/AL/PVC // aluminum blister. 3 strips or

leaflet in a carton pack. / [To 10 blist d patient inf tion leaflel i
g T B R G 3 blis ers and patient information leaflet in a
i ¥ St O —— . carton pack. / TTo 10 xarncys B amiOMUHHEBOM
DVMEHEHIIO B Ha9Ky KapToHHvio. | CTPAIE Wi B ITA/AJI/TIBX // anroMMHAEBOM
P Y KAREOREYIC: 6imacrepe. ITo 3 crpuna uny no 3 Gnuctepa ¢
WHCTPYKIWEH 10 TIPUMEHEHUIO B MavkKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
Npumeuanune: ITponyxt coorBercTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product: Omez (Omep_raz_o]e), capsules 20 ng

.HpOIJyKT: Ome3® (o&enpa'son),uga_rw\mm 20 Mr

Batch No. / Cepust Ne: B2104622

Batch Quantity / O6bem
cepuu: 1990000 NO

XR_ No/ AHAJTATHYECKH 0TUeT Ne:
2002FP21002669

Date of Analysis / IaTa
anajusa: 04-01-2022

Mfg. Date: / lata l'lpOlEBO)]CTBa:_ 122021

Date of Expiry / Tonen go:
11/2024

Analysis performed according ND / Anaau3s nposeten no HJI: TI N015479/01-121120

Ne Test / TokazaTens Result / Pe3yabTaTb! Specification / Hopma
11 | Labeling / According to ND /B COOTBETCTBHH C HI[ o
Mapkupogka
12| Storage conditions / At temperature below 25 °C. / Tpu Temneparype He Boime 25 °C.
YcioBUS XpaHeHUS
13 | Shelf life / Cpoxk 3 years / 3 roza
TOAHOCTH

Remarks : The Product conforms to ND/

Ipumeyanue: [TponyKkT cooTBeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3axawyenue: OJOBPEHO
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