Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

\Product: Omez (Omeprazole), capsules 20 mg

IpoaykT: Omes® (omeripason), Kancyibl 20 mr

Batch No. / Cepus Ne:

B2103364

Batch Quantity / O6nem

i cepuu: 2000000 NO
AR No / Avaauntuvecknii oTyer No: Date of Analysis / laTa
2002FP21001955 anaqmsa: 27-09-2021

Mfg, Date: / laTa npou3BOACTRA:

08/2021

07/2024

Date of Expiry / I'oaen no:

Analysis performed according ND / Auanus nposenen mo HA: IT1 N015479/01-121120

Ne

Test / Iloka3zarenb

Result / PesyabTaThl

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. /

Trepaple KENaTUHOBBIC
Npo3payHble Kamcylbsl pazMepa 2 ¢
fecuBeTHBIM  KOPILyCOM, po30BOH
KpBIILIEYKOH u MapKHPOBKOH
yepHoro usera «OMEZ» Ha obenx
yacTax kancyisl. Coaepxumoe
Kancys — rpatyibl 6enoro ngera.

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. /

Teepable KeJ1aTHHOBbIE Npo3pauHble
Kancynsl pasmepa 2 ¢ OecHBETHBIM
KOpIycoM,  po30BOIf  Kpbllleukoil

MapkupoBko#t gepHoro upera «OMEZ» nHa
obeux yacTax kancynsl. Cogepxumoe Kancyn
— rpatyJibl 6eJ10ro Wiy no4ty 6eoro 1Bera.

CootseTcTByeT TpeOOBaHUAM

2 | Identification / IlognuHHOCTH
| 2a) | By UV /V®- UV-absorption spectra of both test and
CHEeKTPOGHOTOMETPHS Complies as prescribed/ standard solutions of omeprazole in the range

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

Y® - chekTpsl TMOIVIOUICHUS pPAacCTBOPOB
mpemapara M crTaHaapTHoro  obpasua
omMmernpaszoja B obnactu or 230 mo 350 HM
JIOJKHBl MMETh MaKCUMYMBI IpH OLHOH U
TOM e AJIMHE BOJIHBI.

Remarks : The Product conforms to ND/
IIpumeuanne: [poaykT coorBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akawuyenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

i’roduct: Omez (Omeprazole), capsules 20 mg

Mpoaykr: Ome3® (omenpasoin), KE'JIC)/.III:I 20 Mr

Batch No. / Cepus Ne:

B2103364

cepuu:

Batch Quantity / O6bem

2000000 NO

AR No / AHaauTudeckuii oryer Ne:

Date of Analysis / laTa

2002FP21001955 anamuza: 27-09-2021
Mfg, Date: / lata npousBoacTBa: 08/2021 Date of Expiry / ['oaen no:
07/2024

Analysis performed according ND / Anaau3 npoeeaed no H/I: IT1 N015479/01-121120

/ Cpeansia macca
COAEPAKUMOro Kamncy.Ja

Ne Test / IlokazaTess Result / Pe3yabTaThi 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 win -correspond to the retention time of main peak
CBRICX/BCIKX in the chroma‘fogram qf or'r'leprazc')'le reference
standard solution (section "Assay"). /
Bpems ynepkuBaHhs OCHOBHOIO IMMKa Ha
XpoMarorpaMme  MCIBITYEMOIO  pacTBopa
JIOJKHO COOTBETCTBOBATH BpeMeHH
yAepKUBaHUs  OCHOBHOTO  TMKa  Ha
XpoMaTorpaMme  pacTBOpa  CTAHAAPTHOro
obpasua oMeIpasoJa (paznen
«KonuuecTBeHHOE ONpe/ie/ICHUEY ).
3 | Average net fill weight 266.0 mg/266,0 mr 270.0 mg £ 5.0 % (Between 256.5 mg and

283.5mg) /
270,0 mr + 5,0 % (256,5 mr - 283,5 mr)

PacrBopenne

90%, 92%, 91%, 97%,
97%, 92%

4 | Water / Boaa 1.4% wiw / 1,4% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.8/3.,8 Acceptance value (AV) should be less than or
units / OgHopoaHOCTL equal to 15.0./
A03UPOBAHUA [Mokasatens npuemnemocty (AV) nomxen
ObITE MeHee 1 pageH 15,0,
6 | Dissolution / 0%, 0%, 1%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;7H4N;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope X10pUCTOBOAOPOAHOM
KUCJIOTHL - He 6osee 10 % C;HoN:O5S
(omenpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HoN30sS (omeprazole) is dissolved after
30 min/

B Gydepe pH 6,8 - ne menee 75 % (Q)
C17H9N305S (omempazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
Mpumeyanue: [Ipoaykr cooTBeTcTBYeT TpeboBaHusaM HI

Conclusion : APPROVED /
Saxaouenue: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5

Printed Date

& Time (IST):  28-09-2021 20:23:21




Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

f’?oduct: Omez (Omeprazole), capsules 20 mg

ITpoaykt: Ome3® (omeripa3ol), KarcyJbl 20 mr

2002FP21001955

Batch No. / Cepus Ne: B2103364 Batch Quantity / O6bem
cepun: 2000000 NO

AR No / AnajguTndeckuii oryer Ne: Date of Analysis / laTa
ananuza: 27-09-2021

Mfg. Date: / lata npou3BoacTBa:

08/2021

07/2024

Date of Expiry / I'ogen no:

|Analysis performed according ND / Anaans nposeaen no H: IT1 N015479/01-121120

Ne

Test / IToka3areuanb

Result / PesyabTaThi

Specification / Hopma

7

Related substances / IlocTroponHue npumecn

Any individual
unidentified impurity /
JIrobast enMHUYHAs
HeUAEeHTUGUIHPOBaHHA
sl [IPIMECh

0.02% /0,02%

Not more than 0.5 %. /
He 6onee 0,5 %

Total impurities /

Not detected / He o6HapyxeHa

Not more than 2.0 % /

3 strips and patient information
leaflet in a carton pack. / Ilo 10
Karcyja B aJIOMHHHEBOM CTpHIIE.
Ilo 3 crpuna c uHCTpykuuMeil o
NPUMEHEHUIO B TAUYKY KapTOHHYIO.

CymmMa mpumecei He 6onee 2,0 %

8 | Assay/ 20.0 mg/ 20,0 mr 18.0mg to 220 mg of C;;H;sN;058
KosnuecTBenHoe (99.9% /99,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenejeHue label claim). /

Or 18,0 mMr gmo 22,0 mr C;5H;sN;O5S
(omenpazon) B kancyie (ot 90,0 no 110,0 %
OT HOMHHAJILHOTO COZEpPaHM).

9 | Microbial limits / MukpoGuonoruuecxas 4HcToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gosiee 1000 KOE/r
O61uee yncno a3pobHbIX

MHKPOOPraHU3MOB
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
O61ee yucio
JPOXIKEBEIX U
IIIECHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcyrctByeTrB 1T OtcytctBue B I 1
10 | Packaging / YnaxoBka | 10 capsules in an aluminum strip.

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 karcyn B aJIlOMHHUEBOM
crpune win B ITA/AJI/TIBX // antoMuHUEeBOM
6nucrepe. 1o 3 crpuna niau no 3 6nucrepa ¢
HHCTPYKIMell MO0 NpHUMEHEHHI0 B TIaukKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoayxT coorBeTcTBYeT TpebopaHusM HJL

Conclusion : APPROVED /
3akiouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu

Page 3 of 5

Printed Date & Time (IST):

28-09-2021 20:23:21




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg IpoaykT: Ome3® (omemnpason), Kancynsl 20 mr
Batch No. / Cepusi Ne: B2103364 Batch Quantity / O6bem ) i
| cepuu: 2000000 NO
AR No / Anaautuyeckuii ordyer Ne: Date of Analysis / laTta
2002FP21001955 anajuza: 27-09-2021
Mfg. Date: / JlaTa npoussoacTBa: 08/2021 Date of Expiry / I'oaen ao:

07/2024

Analysis performed according ND / Anasu3 npoeeaes no HJI: 11 N015479/01-121120

Ne Test / IlokasaTenn Result / PesyabTaThl Specification / Hopma
11 Labeling / According to ND / B cooreercteuu ¢ HJJ,
MapxkupoBka
12| Storage conditions / At temperature below 25 °C. / [1pu Temnepatype He Bbile 25 °C.
YcaoBust XpaHeHHs
13 Shelf life / Cpox 3 years/ 3 rona
roAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Tpoaykr coorBeTcTBYET TpeboBaHusm HJI 3axawuyenne: OJJOBPEHO
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ELECTRONIC SIGNATURES
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B2103364
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