Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUHOHKAT AHAJIM3A
|Product: Omez (Omeprazole), capsules 20 mg MpoaykTt: OMe3® (omenpazon), Kancynbl 20
Batch No. / Cepua Ne: B2102330 Batch Quantity / O6bem
B - cepun: 1980000 NO N
AR No / AHaautHdeckmii oTuer No: Date of Analysis / laTa
12002FP21001483 ananusa: 14-07-2021
Mfg. Date: / lata npousBoacTBa: 06/2021 Date of Expiry / T'ogen no:
05/2024

Xnalysis performed according ND / Anayiu3s nposenen mo H/[: T1 N015479/01-121120

No

Test / Iloxazarein

Result / PesyabTaThl

Specification / Hopma

1

Description /
Omnncanue

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. /

Trepavie KeNaTHHOBbIE
TIpo3payHeie Kancyybl pazmepa 2 ¢
OCCUBETHEIM  KOPITYCOM, PO30ROTT
KpBILICUKOH il MapKUpOBKOH
yeproro 1seta «OMEZ» Ha obenx
yacTax  kamcynel.  Comepxumoe
Karcyn — rpaHyIbl 0enoro LperTa.

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. /
Trepabie KENATHHOBbIE Npo3pavHble
Kamcymbl  pasMepa 2 ¢ OecuBeTHBIM
KOpPIycOoM,  po3oBoif  KpbIlleukoil W
MapkMpoBKOit 4epHoro useta «OMEZ» Ha
obenx gactax karcynsl. CoepXxuMoe KarcyJ
— TpaHyJibl OETIOro UKW MOYTH 6eNoro LBeTa.

Identification / oganuanocTn

2a)

By UV /Y-
criekTpodoToMerpus

Complies as prescribed/
CooTBETCTBYET TPeOOBAHHSM

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. /

Y® - cnexTpbl TNOMNOWIEHUS PacTBOPOB
npenapata W cTaHmapTHoro  obpasua
omenpasona B obonactin ot 230 po 350 Hm
IOJDKHBI MMETh MaKCUMYMBl ITPH OAHON W
TOW ¢ JUTMHE BOJHEI.

Remarks : The Product conforms to ND/
Mpumeuanne: [TponykT cooTBeTCTBYET TpeboBanuam HJ|

Conclusion : APPROVED /
Zaxarouenue: OJOBPEHO

Printed By: Krishnamohan Gunturu
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E’_r_o_(ﬁct: Omez ( Omeﬁraz?e), capsul(; 20_mg

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

HpoaykT: Ol;e-z® (omenp;fson), KancyJsl 2§_Mr

Batch No. / Cepust Ne:

XR No/ AHaJanqec_Knﬁ o_quT No:
2002FP21001483

B2102330

cepuu:

Batch Quantity / O0hem

1980000 NO

Date of Analysis / laTa
aHAJNH3A:

14-07-2021

Mfg. Date: / [laTa npon3soacrea:

06/2021

05/2024

Date of Expiry / Topen no:

&Eﬂprsis performed according ND / Anaans nposenen mo H/I: 11 N015479/01-121120

PacTtBopenue

94%, 91%, 92%, 97%, 94%, 93%

No Test / ITokazaTeanb Result / PesynabTaTel Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootBercTBYET TpeOOBaHUAM chromatogram of test solution should
BYKX wiu f:orrespond to the retent\ion time of main peak
CBAKX/BCIKX in the chlomaFoglam 9.f or’rllepraZ(')'le reference
standard solution (section "Assay"). /
Bpems ynepkuBaHUS QCHORHOMO IWKAa Ha
XpOMaTOTpaMMe  WCIBITYEMOTO  pacTBopa
JOIKHO COOTBETCTBOBATh BpEMEHH
yIepKUBAHNS OCHOBHOTO Inuka  Ha
XpOMaTOTpaMMe  pacTBOpa  CTAHAAPTHOIO
obpa3sua oMenpazolia (paznen
«KonudecTBeHHOE onpeleneHne» ).
3 | Average net fill weight | 268.2 mg/268,2 mr 270.0 mg £+ 5.0 % (Between 256.5 mg and
/ Cpeansisi Macca 283.5mg) /
COAEPKUMOTO KarcyJt 270,0 MT £ 5,0 % (256,5 Mr - 283,5 ™r)
4 | Water / Boaa 1.5 % w/w / 1,5% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 3.0/3,0 Acceptance value (AV) should be less than or
units / OgHopoaHoOCTH equal to 15.0./
A03UPOBAHHS [Toxazarens mpuemieMocTy (AV) nomkeH
65T MeHEe WK paseH 15,0.
6 | Dissolution / 2%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C,;H9N;0;3S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJIOpUCTOBOJIOPOAHOMH
KHCITOTHI - He 6omee 10 % C,7H gN:O;S
(omenpazon) uepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7HoN;O38 (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He MeHee 75 % (Q)
C,7HyN:O;S (omenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
Ipumeuanne: [Tponykt cootsercTBYeT TpeboBanusM HJL

Conclusion : APPROVED /
3akmouenve: ONOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5

Printed Date & Time (IST):

15-07-2021 10:38:13
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Batch No. / Cepusi Ne:

j’muct: Omez (Omeprazole), capsu_le;2_031g

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTU3A

IIpoayxT

: OMe3® (omenpazan), kancynbt 20 mr

B2102330

AR No / AHaauTHUecKHii oTueT Ne:
12002FP21001483

Batch Quantity / O6nem
|cepan:

1980000 NO

Date of Analysis / lara

AHaAJIu3a:

14-07-2021

Mfg. Date: / [laTa npoussoacTBa:

06/2021

Date of Expiry / Toagen no:

05/2024

Analysis performed according ND / Ananus nposeaen mo H/l: 11 N015479/01-121120

3 strips and patient

information
leaflet in a carton pack. / ITo 10
Kamcyym B allfOMWHHCBOM CTPWIIE,
Mo 3 crpuna c WHCTpyKUWel mo
MPUMCHCHHIO B YKy KaPTOHHY!O.

Ne Test / Toka3zaTensn Result / PesynbTaTbl Specification / Hopma

7 | Related substances / ITocTropoHHUe IpuMecH N
Any individual 0.02% / 0,02% Not more than 0.5 %. /
unidentified impurity / He 6osee 0,5 %

JIrobas enMHNYHAs

HeWASHTHUIINPOBAHHA

st IPUMECh

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

8 | Assay/ 19.8 mg/ 19,8 Mr 18.0mg to 22.0 mg of Ci;H¢N;0,S
KoanuyecrBennoe (99.1%/99,1%) (omeprazole) in capsule (90.0 to 110.0 % of
ofpefieliecHHe label claim). /

Or 18,0 Mr 10 22,0 Mr C]7H]9N303S
(omenpazon) B karcyne (ot 90,0 no 110,0 %
OT HOMHHAJILHOTO COAEPIKAHUS),

9 | Microbial limits / MukpoGHosiornueckan 4ncrora

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CT?I_J/g/
Microbial Count / Menee 10 KOE/T He 6onee 1000 KOE/r
O6mmee uncno a3poOHBIX

MHKPOOPTraHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Mewee 10 KOE/r He 6onee 100 KOE/r
O6uee 9ncno
IOPOOKEBBIX U
_TIECHEBBIX TPUOOB -
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyrerByeTB 1 T Otcyrerare B 1 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. / TTo 10 kancyn B amoMHUHUEBOM
ctputie wii B [TA/AJI/IIBX // amtoMHHHEBOM
6nucrepe. I1o 3 crpnna unu no 3 6nucrepa ¢
WHCTPYKUMEH 10 TIPHMEHEHHWI0O B TMauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/

Mpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3akmwouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: OMe3® (omenpason), kancynbl 20 mr
Batch No. / Cepusi Ne: B2102330 Batch Quantity / O6bem o

- cepun: 1980000 NO
AR No / AnaJINTHYecKHIT oT4eT No: Date of Analysis / lata
2002FP21001483 anajausa: 14-07-2021
Mfg. Date: / laTa npousgoacTBa: 06/2021 Date of Expiry / T'onen po:

05/2024

Analysis performed according ND / Ananu3 nposeaen mo H/{: 11 N015479/01-121120

Ne Test / lokasaTenap Result / PesyabTaThl Specification / Hopma

11 | Labeling/ According to ND / B cooTBeTCTBUH € HII_ o B
MapkupoBka

12| Storage conditions / At temperature below 25 °C. / TTpu Temnepatype He Bbiiue 25 °C.
YcaoBuna XpaHeHHUs

13 | Shelf life / Cpok 3 years /3 roma
TOAHOCTH

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Ilpumeuanue: [Iponykt coorBercTByeT TpeboBanmsM HJI 3axmouenne: OJJOBPEHO
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