d Copy

Uncontrolied |

A

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJHU3A

Product: Omez (Omeprazole), capsules 20 mg

IMpoaykT: OMe3® (omemnpazon), Kancynm_2Q MT

Batch No. / Cepus No: B2103502 Batch Quantity / O6bem

| cepur: 1990000 NO - |
AR No / Avaautndecknii oraer Ne: Date of Analysis / laTa o
12002FP21002036 aHaamsa: 11-10-2021

Mfg. Date: / /lara npousBoacTBa:

09/2021

08/2024

Date of Expiry / 'onen no:

Analysis performed according ND / Auaaus nporexen mo HII: I1 N015479/01-121120

Ne Test / ITokazaTens

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. /

Trepnsie JKenaTUHOBLIE
npo3payHble Karcyiel pazMepa 2 ¢
OecClBETHBIM KOPITYCOM, pPO30BOH
KpbIIEUKOi n MapKHAPOBKON
yeproro nsera «OMEZ» Ha o0eux
yacrsx  kancynel.  CopepxumMoe
KaricyJl — rpaHyJisl 6enoro 1pera.

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. /

Teepavie KeJlaTHHOBLIE Ipo3pavyHble
Karcynsl  pasMepa 2 ¢ OecUBETHBIM
KOPNYCOM, pPO30BOIA KPBILIECUKOHI u

Mapkupopkoi depHoro usera «OMEZ» mHa
06enx yacTax karcyisl. CofepXuMoe Karcyn
— rpanyJibl 6e10ro MM NoYTH 6estoro 1BeTa.

2 | Identification / ITogtuHHOCTD

2a) | By UV/ Y-

cnekTpodoTOMETpHS

Complies as prescribed/
CooTtBeTcTBYET TpeGOBaHUAM

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® - cHexkTpel TMOTNOLIEHHUS PACTBOPOB
npenapara M CTaHmapTHoro  ofpasua
oMemnpazona B obmactin oT 230 mo 350 HM
IOKHBI UMETh MaKCUMYyMbl TIpM ONHOH WM
TOM YK€ AJINHE BOJIHEI.

Remarks : The Product conforms to ND/
TMpumeuanne: ITponykT cooTBeTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
Zakawuenue: OJIOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTH3A

Product: Omez (O_meprazole), capsules_20 mg

Mpoaykt: Omes® (omenpason), Kancyisl 20 mr

Batch No. / Cepus Ne:

B2103502 Batch Quantity / O6bem

cepun: 1990000 NO

AR No / Ananutudeckuii oryer Ne:

Date of Analysis / laTa

2002FP21002036 amaausa: 11-10-2021
Mfg. Date: / laTa npoussoacTBa: 09/2021 Date of Expiry / I'oaen go:
08/2024

Analysis performed according ND / Auaaus nposeen no HJI: 11 NO015479/01-121120

PacTBOpenue

No Test / [Toka3aTennb Result / PesynbTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UI'LC CooTBCTCTBYCT TpebonalaM chromatogram of test solution should
BOIKX s f:orrespond to the retention time of main peak
in the chromatogram of omeprazole reference
CBD2XX/BCXKX S s B
standard solution (section "Assay"). /
Bpems yhaepkWBaHWS OCHOBHOTO TIMKa Ha
XpoMaTorpaMMe  UCTIBITYEMOTO  pacTBOpa
TOJDKHO COOTBETCTBOBATh BpEeMeH!
yIepKUBAHUS OCHOBHOTO IMKa  Ha
XpoMarorpaMMe  pacTBopa CTaHIapTHOTO
o0pazua omerpasona (pasnen
«KonugectBeHHOE OTIpeICIieHNe»).
3 | Average net fill weight 2722 mg/272,2 Mr 270.0 mg = 5.0 % (Between 256.5 mg and
/ Cpeansas Macca 283.5 mg) /
COAEPIKUMOTO KamncyJl 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 6omee 3,0 %
5 | Uniformity of dosage 2.8/2,8 Acceptance value (AV) should be less than or
units / OAHOPOAHOCTH equal to 15.0./
JM03UPOBAHUS Tokazartens nmpremieMocty (AV) nomkeH
OnITE MeHee WK paseH 15,0.
6 | Dissolution / 1%, 0%, 0%, 1%, 1%, 0% In 0.1 M hydrochloric acid solution - not

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

B 0,1 M pacTBOpe XNOpUCTOBOIAOPOAHOM
kucnoTs! - He Gonee 10 % C7H,oN3;0;8
(oMenpazon) yepes 2 4.

97%, 94%, 98%, 94%, In pH 6.8 buffer - not less than 75 % (Q) of
92%. 93% C7H9N30;S (omeprazole) is dissolved after
i 30 min/
B 6ydepe pH 6,8 - He merHee 75 % (Q)
C7H19N305S (ometnrpazon) yepes
30 MuH.

Remarks : The Product conforms to ND/
Mpumeuanue: [TpoaykT coorBercTBYET TpeboBaHusiM HJI

Conclusion : APPROVED /
Jaxmouenne: OJIOBPEHO

Printed By: Krishnamohan Gunturu

Page 2 of 5
Printed Date & Time (IST): 12-10-2021 09:36:45
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CERTIFICATE OF ANALYSIS
CEPTHOHEKAT AHAJIH3A

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

MponykT: OMe3® (omernpason), Kancyis! 20 mr ]

Batch No. / Cepus Ne: B2103502 Batch Quantity / O6nem

cepuu: 1990000 NO . |
AR No / Aranutudeckuit oryer Ne: Date of Analysis / lata -
2002FP21002036 anagnsa: 11-10-2021

Mfg. Date: / laTa nponsBoacTBa:

09/2021

08/2024

Date of Expiry / T'oaen no:

Analysis performed according ND / Auaaus nposenen no H/I: IF N015479/01-121120

Ne Test / HHoka3zaTean

Result / PesyabTaThl

Specification / Hopma

7 | Related substances / IlocToponHue npuMecu

Any individual
unidentified impurity /
JTro0as egrHWYHAA
HenZeHTH GNUMPOBaHHA
s TIpUMEChH

0.03% /0,03%

Not more than 0.5 %. /
He 60omee 0,5 %

Total impurities /

Not detected / He 0OHapyxeHa

Not more than 2.0 % /

CymMma nipumMeceit He 6omnee 2,0 %

8 | Assay/ 19.8 mg/ 19,8 mr 18.0mg to 22.0 mg of C;H;sN;O;8
KoanuecTBenHoe (99.0% / 99,0%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeeHHe label claim). /

Ot 18,0 MI' O 22,0 MT C17H19N3O3S

(omenpazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOTO COZICPXKaHUA).

9 | Microbial limits / Mukpo6noioruieckast YHCTOTA

a) Total Aerobic
Microbial Count /
O6iee uncno a3poOHBIX
MUKPOOPTaHN3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
O61ee yncno
JpOJOKEBBIX U
INTECHEBEIX TPHOOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

Absentin 1 g/
OtcytctByerB 1 1T

Absentin 1 g/
OtcytctBre B 1 T

10 | Packaging / Ynakoeka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Tlo 10
Karcyl B aFOMMHHEBOM CTpHIIE.
o 3 crpuna c MHCTpYKUMER IO
MIPUMEHEHHIO B MaYKy KapTOHHYO.

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 xancyn B amioMHHHEBOM
crpune unu B ITA/AJI/TIBX // amoMuHnEBOM
6mucrepe. [To 3 crpuna mmn no 3 6nucrepa ¢
WHCTPYKIMEN 110 TIPUMEHEHHI0 B  MHadky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykt coorBercTBYET Tpebosannam HIT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
i’;)duct: Omez (Omeprazole), capsul_es 20 mg Mpoayxt: OmMe3® (oMenpazoi), KarcyJibl 2__(! MT
Batch No. / Cepus Ne: B2103502 Batch Quantity / O6bem

cepuni: 1990000 NO

AR No / AvannTndeckuii oTqet Ne: Date of Analysis / laTa

2002FP21002036 anaausa: 11-10-2021

Mfg. Date: / lata npou3BoacTBa: 09/2021 Date of Expiry / Fogen go:
08/2024

Analysis performed according ND / Ananns nposeaen o H/L: Tl N015479/01-121120

[N Test / IlokazaTednb Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorserctBun ¢ HJJ
MapknpoBka
12| Storage conditions / At temperature below 25 °C. / TIpn Temmicparype te Boiute 25 °C.
Ycnosus XpaHeHHs
13 | Shelf life / Cpok 3 years /3 rona
TOJHOCTH
QO
-
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanne: ITpoaykT coorBeTcTBYET TpeboraHmsM HJI 3axmoyenne: OJIOGPEHO
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