Uncontrolled Copy

_P_roduct: Omez (On_]cprazole), capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Tpoayxr

: Ome3® (omenpazon), kancynbl 20 mr

Batch No. / Cepus Ne:

AR No / AHaaaTHyeckHii oTueT No:

2002FP21001467

B2102326

cepHn:

Batch Quantity / O6nem

1970000 NO

AHAJIN3a:

Date of Analysis / laTa

10-07-2021

Mfg. Date: / JlaTa npou3BoacTBa:

06/2021

05/2024

Date of Expiry_/ Togen po:

Analysis performed according ND / Ananns nposegent mo HI: TI1 N015479/01-121120

B

Ne
1

Test / TokazaTenanb

' Description /
Ouucanme

Result / PesyabTatsl

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. /

Teepmeie KeITaTHHOBbIE
npo3padHble Kamncynbl pa3Mmepa 2 ¢
OecBETHBIM KOPITYCOM, pO30BOI
KpbllleyKOoH u MapKUPOBKOIi
"epHoro 1BeTa «OMEZ» na olenx
macTsix  kancynmel.  ComepuMoe
Karncyn — rpaHynel 6emoro useTa.

Specification / Hopm;

Hard gelatin transparent capsules of size 2
willl a colotless body, piuk cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white
pellets. /
Teepabie KeNaTHHOBLIE npo3pavHele
Kamcynel  pasmepa 2 ¢ OecuBeTHBIM
KOPIIYCOM, po3oBoit KpBILIEYKOH "
MapKupoBkoi uepHoro upera «OMEZ» Ha
o6enx uacTax Kamcynbl. CoaepXumoe Karcysi
— rpanyJibl 6enoro WM noyTH 6eyoro UBETa.

Identification / IlognnunoCTL

2a)

By UV /Y-
cnekTpodoTOMETpHS

Complies as prescribed/
CoorsercTByeT TpeGOBaHUIM

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@ - cnexTpbl TIOMIOMIEHUS pPacTBOPOB
npeniapata W CTaHAapTHoTo  oOpasia
omernpasona B odnactu ot 230 no 350 nm
NOIDKHBI UMETh MaKCHMYMBI TIpW ONHON
TO K¢ JUIMHE BOJTHBI.

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykr coorBeTcTBYET TpeboBaHuIM HJI

Conclusion : APPROVED /
Zakawuenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

_Froduct: Omez (Omeprazole), capsules20mg | Mpoaykr: Ome3s® (oMenpaszon), Kancybl 20 Mr
Batch No. / Cepns Ne: B2102326 Batch Quantity / O6bem

cepun: 1970000 NO
AR No / Ananntryecknii oruert Ne: Date of Analysis / lata
2002FP21001467 anamusa: 10-07-2021
Mfg. Date: / laTa nponsBojacTsa: 06/2021 Date of Expiry / Toaen no:

05/2024

Analysis performed according ND / Ananus nporegen mo H/A: IT N015479/01-121120

PacTBOpenue

94%, 97%, 94%, 96%,
94%, 94%

Ne Test / lloka3aTens Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTByeT TpeOOBaHUIM chromatogram of test solution should
correspond to the retention time of main peak
g;;l}(}z(xl;glémx in the chroma?ogram qf omeprazole reference
standard solution (section "Assay"). /
Bpemst yOoepkMBaHUsL OCHOBHOTO THKa Ha
XpoMaTorpaMMe  WCTIBITYEMOTO  pacTBopa
JOJDKHO COOTBETCTBOBATD BpPEMEHN
YACPKUBAHUS OCHOBHOTO nvka  Ha
XpoMarorpaMMe — pacTBopa  CTAHZapTHOTO
obpasua oMmenpasona (paznmen
«KonnuecTBeHHOE Onpeieniennes ).
3 | Average net fill weight 270.9 mg/270,9 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennsia macca 283.5mg) /
COIEPKAMOTO KaTcya 270,0 Mr £ 5,0 % (256,5 mr - 283,5 M1)
4 | Water / Boaa 1.4% wiw/1,4% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 35/3,5 Acceptance value (AV) should be less than or
units / OqHopoaHOCTH equal to 15.0./
J03HPOBAHHSA ITokazatens npuaeMiaeMocty (AV) momxeH
ObITH MeHee MnK pased 15,0.
6 | Dissolution / 0%, 0%, 0%, 2%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;H(N;O05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJIOpHCTOBOJOPOAHOI
KucsoThI - He 6oniee 10 % C7H 9N;05S
(omenpaszon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H,9N30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7HsN;0;S (omernpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
[Ipumeuanue: [TponykT coorBeTcTByeT TpeboBanusaM HJI

Conclusion : APPROVED /
3akmrouenune: OJIOBPEHO

Printed By: Krishnamohan Gunturu
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

IMpoaykT: OMe3® (omenpazon), Kancynﬁ(_)_ﬁ

Batch No. / Cepus Ne:

B2102326

cepHM:

Batch Quantity / O6bem

1970000 NO

AR No / AnaauTnyeckHii ordet Ne:

2002FP21001467

Mfg. Date: / laTa npousBoAcTBa:

Date of Analysis / {laTa
aHaJH3a:

10-07-2021

Date of Expiry / 'ogen no:
05/2024

Analysis p_erformed according ND / Ananus nposenen mo HA: 11 N015479/01-121120

3 strips

and patient
leaflet in a carton pack. / TTo 10
Karicyll B allfOMWHHEBOM CTpPHIIE.
ITo 3 crpuna ¢ wHCTpyKuUMEH 1o
TIPUMCHCHUIO B TIaUKY KAPTOHHYIO,

information

No Test / Tokaszatean Result / PesynbTaThl Specification / Hopma
' 7 | Related substances / [MocTopoHHne npumecu
Any individual 0.01% /0,01% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
JIroGas emmHUTHAS
HENIEHTH(HUITMpOBAHHA
1 TIPUMECh
Total impurities / Not detected / He o6HapykeHa Not more than 2.0 % /
Cymma npumeceii He 6onee 2,0 %

8 | Assay/ 20.1mg/ 20,1 mr 180mg to 22.0 mg of C,;H;uN;O5S
KosinvecTBeHHOE (100.6% / 100,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejejieHne label claim). /

Or 18,0 mr mo 22,0 mr C,;H;gN;O;S
(oMentpazon) B karicyne (ot 90,0 no 110,0 %
OT HOMUHATILHOrO COZIePaHs).

9 | Microbial limits / Mukpo6nonoruiueckast 4ncroTa

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
Obuiee yucno aspobHbIX

MHKPOOPraHH3MOR
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g/
Yeasts and Mould Count /| Meunee 10 KOE/r He 6onee 100 KOE/r
O6uiee wucno
TPOXOKEBLIX 1
MIeCHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyTtcTByeTB [ T OrcytctBrieB I T
10 | Packaging / YmakoBka | 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 xancyn B alltloMUHIEBOM
ctpune unu B [TA/AJI/TIBX // amoMuBHEBOM
6nucrepe. [To 3 crpuna unu no 3 6nucrepa ¢
HHCTPYKIME!l TI0 TpUMEHEeHWI0 B TAvKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanue: I[TponykT coorBercTByeT Tpeboannam HJI

Conclusion : APPROVED /
3axawgenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Product: Omez (Omepr_azole), capsules 20 n;g

IMpoayxT: Omes® (omenpazon), kancyisl 20 mr

Batch No. / Cepus Ne:

B2102326 Batch Quantity / O6bem

cepun: 1970000 NO

AR No / AHanguTH4eckHii oTdyeT Ne: Date of Analysis / [laTa
2002FP21001467 B anaamsa;  10-07-2021 -
Mfg. Date: / lata npoussoacTsa: 06/2021 Date of Expiry / I'onen no:

05/2024

Analysis performed according ND / Anaans nposegen mo H: TT N015479/01-121120

Ne Test / TlokazaTens Result / PesyabTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootsercteuu ¢ HJJ
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / ITpu Temmepatype He Bbiie 25 °C.
Ycl0BUA XpaHeHHS
13 Shelf life / Cpox 3 years / 3 rona
FOXHOCTH

Remarks : The Product conforms to ND/

Ipumedanne: ITpoaykT coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axawuenne: OJOBPEHO
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