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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
frodt?t: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (oMernpaso), KarcyJb 2§ Mr
Batch No. / Cepusi Ne: B2200264 Batch Quantity / O6bem
) cepun: 1990000 NO
AR No / AnannTndeckuii oT4et Ne: Date of Analysis / JaTa
2002FP22000154 - anaamsa: 29-01-2022
Mfg, Date: / laTa nponzsoacTBa: 01/2022 Date of Expiry / Fonen go:

12/2024

;_&nilysis performed according ND / Auayiuz npoeeaen mo H/I: II N015479/01-121120

No Test / IHokazaTean

Result / Pe3yabTaTsl

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. /

Trepnsie KeaTUHOBLIE
MpO3payHEIe KaICyNBl pasMepa 2 ¢
OecUBETHEIM  KOPTYCOM, pO30BOIA
KpBIIIEYKOM U MapKUPOBKOH
yepHoro 1sera «OMEZ» Ha obemnx
yactax kancynel. Conepskumoe
Karcynl — rpaHyJisl 6eNoro LBeTa.

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. /

Teeparie KeTaTUHOBbIE ITpo3pavyHbie
Karcynsl  pasMepa 2 ¢ OeCUBETHBIM
KOpITyCcOM, pPO30BOM  KPBILIEYKO "

MapkupoBkoi depHoro 1npera «OMEZ» na
o0enx yacTax Karcynsl. CofepkumMoe Karcy
— rpaHyJibl GENOro MM MoYTH OENOro LBeTA.

2 | Identification / TloaTHHHOCTD

2a) | By UV/ V-

criekTpodoTomMeTpus

Complies as prescribed/
CooTBeTCTBYET TpeOGoBaBMAM

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® - cnexTpsl TOMNOMEHHWS pPacTBOPOB
npernapara W CTaHAapTHoro  oOpasua
oMernpazona B obnacty ot 230 mo 350 HM
JNOJDKHBI UMETH MAaKCHMYMBI TIpU OAHOW W
TOMH ¢ AJINHE BOJIHDI.

Remarks : The Product conforms to ND/
IMpumeuanue: [TpoaykT cooTBeTCcTBYET TpeboBanusiM HJL

Conclusion : APPROVED /
3akmouenue: OJIOGPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 1 of 5

Printed Date & Time (IST):

30-01-2022 20:33:40




Copy

~
- |

Incontrolles

L

l

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMes® (oMenpason), Karcys EQ_ MT
Batch No. / Cepus Ne: B2200264 Batch Quantity / O6bem
i cepuu: 1990000 NO
AR No / Ananutndeckuii oTuer Ne: Date of Analysis / lata
2002FP22000154 . anaamsa: 29-01-2022
Mfg. Date: / lata npousBoacTBa: 01/2022 Date of Expiry / T'oaen mo:
12/2024
Analysis performed according ND / Anaans nposegen no H/I: TT N015479/01-121120
Ne Test / [loxazaTenn Result / PeayabTathl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TPeOOBaHUAM chromatogram of test solution should
BYKX f:orrespond to the retention time of main peak
CBYIKX/BCKX in the chroma‘Fogram qf or}'qepraz?'le reference
standard solution (section "Assay"). /
BpeMsi yaepKUBaHHS OCHOBHOTO I[IHKa Ha
XpoMaTorpaMMe  WCIBITYEMOTO  pacTBopa
JIOJKHO COOTBETCTBOBATh BpEMeHHU
yIIepXKUBaHWS OCHOBHOTO TIMKa  Ha
XpOMaTorpaMMe  pacTBOpa  CTaHAApTHOTO
obpa3ua oMernpazona (pasmen
«KonuyecTBeHHOE ONPeReTeHHE) ).
3 | Average net fill weight 265.9 mg /2659 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsst Macca 283.5 mg) /
COAEPKUMON0 KarncyJt 270,0 mr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water/ Boaa 1.1% w/w / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.6/3,6 Acceptance value (AV) should be less than or
units / OaHopoanocTh equal to 15.0./
JNO3UPOBAHUNA [ToxazaTens mpueMieMocTd (AV) HomkeH
OBITH MeHee UK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 1%, 0% In 0.1 M hydrochloric acid solution - not
PacrBopenne more than 10 % of C;H;oN505S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBOpe Xn0oprucTOBOAOPOAHOMR
KUCIOTE! - He 6omee 10 % C7H oN;O;8
(omenpazon) yepes 2 .
93%, 93%, 91%, 92%, In pH 6.8 buffer - not less than 75 % (Q) of
94%. 92% C17H39N3O3S (omeprazole) is dissolved after
30 min /
B 6ydepe pH 6,8 - He menee 75 % (Q)
C17HsN30;S (omMemnpason) depes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
TMpumeyanue: [poayxT cooTBeTcTBYET TpeboBanusaM HJI 3axsmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg TMpoaykT: Ome3® (omempazon), K_angyMQ MT
Batch No. / Cepus Ne: B2200264 Batch Quantity / Oobem

S cepun: 1990000 NO

AR No / Ananmutudeckuii order Ne: Date of Analysis / laTa

2002FP22000154 B anaamusa: 29-01-2022

Mfg. Date: / laTa npousBo/jcTBa: 01/2022 Date of Expiry / I'ogen no:

12/2024

_Analysis performed according ND / Anaau3 nposeger mo HJI: TI N015479/01-121120

Ne Test / IlokazaTenb Result / Pe3yabTaTsl Specification / Hopma

7 | Related substances / [locropoHHHe IpHMecH

Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
JIrobas enMHUYHAasA
HenAeHTH HUIIMPOBaHHA
A IPAMEChH
Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMMa npuMeceit He Gonee 2,0 %
8 | Assay/ 19.8 mg/ 19,8 mr 180mg to 22.0 mg of C7HgN;O;58
S KonuuecTrBeHHOE (98.8% / 98,8%) (omeprazole) in capsule (90.0 to 110.0 % of
Y. onpeaeleHue label claim). /
/Q Or 18,0 M 10 22,0 MTI C17H]9N303S
Q (omenpazon) B karncyne (ot 90,0 mo 110,0 %
e OT HOMHUH&JIBHOTO COZep KaHus).
,_i-{% 9 | Microbial limits / Mukpo6Hosioru4yeckast YHCTOTA
o
S 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
8 OO1ee 4rciio a3poOHBIX
« MHUKPOOPTaHH3MOB
) 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

Ob11ee YuCIIo
JIPOXOKEBBIX U
TTECHEBBIX TPUOOB

¢) E. coli Absentin1 g/ Absentin 1 g/
OtcyteTByerB I T OrcytcTBUEe B 1 T

10 | Packaging / ¥YnakoBka | 10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / TTo 10
Karicyn B aTFOMHHHEBOM CTpHIIE.
[To 3 crpuna c MHCTpykuWed 1o
TIPUMEHEHUIO B MTaUKy KapTOHHYIO.

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. / ITo 10 kamcyn B anmfoMHHHEBOM
ctpune wiu B [TA/AJI/TIBX // anfoMwHAEBOM
omucrtepe. [1o 3 crpuna unu no 3 6nuctepa ¢
WHCTPYKUMEH 10 TIPUMEHEHHIO B MayKy

KapTOHHYIO.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IponykT cooTBeTcTBYET TpeboBanmsM HIL 3axmouenue: OJIJOGPEHO
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frod uct: Omez (Omeprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3IA

|Mpoaykr: Owmes® (oMenpason), KarcyJrbl 2_(_) ) MT

Batch No. / Cepus Ne:

B2200264 Batch Quantity / O6bem

cepun: 1990000 NO

'AR No / AHanuTHueckuii oTueT Ne: Date of Analysis / JaTa

2002FP22000154 anagnza: 29-01-2022

Mfg, Date: / laTa npoH3BOACTBA: 01/2022 Date of Expiry / T'ogen no:
12/2024

Analysis performed according ND / Auaaus nposenen no HA: IT N015479/01-121120

Ne Test / IokazaTenb Result / PesyabraTsl Specification / Hopma
11 | Labeling / According to ND / B coorBercTenu ¢ H]]
MapknpoBka
12 | Storage conditions / At temperature below 25 °C. / [Ipu Temneparype He Bbie 25 °C,
YcJoBHA XpaHEHUS
13 | Shelf life / Cpoxk 3 years / 3 roma
TOAHOCTH

Remarks : The Product conforms to ND/
Mpumeuanue: [TpoaykT cooTBeTcTBYET TpeboanusM HJL

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO
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