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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

’E‘(ﬁuWOmez (Omeprazole), capsules 20 mg

HpOHyK_T:_OM63® (oMenpazon), KarncyJibl 20 wmr 7

2002FP21001733

Batch No. / Cepus Ne: B2102992 Batch Quantity / O6bem
B cepuu: 2000000 NO - __|
AR No / Ananutndeckuii otuer Ne: Date of Analysis / laTa

anaausza: 26-08-2021

Mfg. Date: / laTa npousBoacTBa:

08/2021
07/2024

Date of Expiry / I'ogen no:

Analysis performed according ND / Auasus nmpoeenen mo H/I: 1T N015479/01-121120

Ne
1

Test / IlokazaTenan

Result / Pe3yabTaThl

Specification / Hopma

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. /

Trepmsle KEeNaTUHOBEIC
Mpo3payHbIe Karcyibl pasMepa 2 ¢
OeClUBETHBIM KOPILYyCOM, PO30BOI
KpBbILIeUKOi n MapKUpPOBKOH
geproro useta «OMEZ» Ha obeux
yactax  kancynel.  CojaepxuMoe
Kancys — rpaHyJibl 6enoro 1Bera.

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. /
Teepasie KENATHHOBLIE NIpo3pavHbIe
Kamcynel  pasMepa 2 ¢ OeclBeTHBIM
KOpILyCOM, pO30BO KPBIIIEYKOM "
MapKupoBKoii depHoro neeta «OMEZ» nHa
obenx yacTax kancynel. ComepXuMoe Kamncyn
— rpaHyJibl Genoro WIv no4TH 6e1oro UBeTa.

Identification / IloaanuHHOCTE

2a)

ByUV/Vo-
cnekTpodoTomeTpus

Complies as prescribed/
CooTBeTcTBYET TpeboBaHUAM

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® - crHekTpel TIOTIIOWIEHUS pPAacTBOPOB
nperapara W CTaHAapTHoro  obpasla
omernpazona B obyacti ot 230 mo 350 HM
JNOJDKHBI UMETh MaKCUMYMBI TIpH OXHOM W
TOM K€ JJIMHE BOJIHKI.

Remarks : The Product conforms to ND/
TMpumeuanue: TTpogykT cooTBeTcTBYET TpeboBanmaM HJI

Conclusion : APPROVED /
3axawyenune: OJOBPEHO

Printed By: Krishnamohan Gunturu
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepus Ne:

]'lpouyl_cr: Owme3® (omMenpazod), Kancysel 20 mMr

B2102992

AR No / AHaJnTudeckHii oTyet Ne:

2002FP21001733

Batch Quantity / O6bem
cepun: 2000000 NO

Date of Analysis / laTa
ananmsa: 26-08-2021

Mifg. Date: / laTa npom3goacTBa:

08/2021

Date of Expiry / Togen no:
07/2024

Analysis performed according ND / Auaau3s nposegen o HJI: TT N015479/01-121120

Ne Test / [ToxasaTenn Result / Pe3yabTaTht Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYeT TpeboBaHUAM chromatogram of test solution should
BYKX v f:orrespond to the retention time of main peak
in the chromatogram of omeprazole reference
CBOXX/BCKX . N ,
standard solution (section "Assay"). /
BpeMs yoep)KUBaHHS OCHOBHOTO THWKa Ha
XpOMarorpamMMe  KCITBITYeMOTO  pacTBopa
IOJKHO COOTBETCTBOBATh BpEMeHH
VIEpXKMBAaHHA  OCHOBHOTO  TIMKa  Ha
XpoMaToTpaMMe  PacTBOpa  CTaHAApPTHOTO
obpasua oMernpaszona (paznen
«KonudecTBeHHOE ONpeneNeHne ).
3 | Average net fill weight 266.3 mg / 266,3 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansst Macca 283.5 mg) /
COMepPIKUMOTO0 KarTicya 270,0 mr £ 5,0 % (256,5 mr - 283,5 wr)
4 | Water / Boaa 1.1% wiw / 1,1% Not more than 3.0% /
He 6ornee 3.0 %
5 | Uniformity of dosage 2.6/2,6 Acceptance value (AV) should be less than or
units / OqHOpPOAHOCTH equal to 15.0./
J03UPOBAHUS TokasaTesns mprueMieMocTH (AV) DomxeH
GBITH MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 1%, 0% In 0.1 M hydrochloric acid solution - not

PacTBOpenne

96%, 95%, 99%, 95%,
99%, 95%

more than 10 % of C17H]9N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJI0pHCTOBOJOPOAHOMN
KUCJIOTHI - He Gonee 10 % C7H9N30;8
(omenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C;7H9N;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7H9N;3;05S (omempazon) depes

30 muH.

Remarks : The Product conforms to ND/

Tpumeuanne: ITponykT cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akJouenue: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykr: OMe3® (omenpazon), Kacyasl 20 Mr
Batch No. / Cepus Ne: B2102992 Batch Quantity / O6sem -
cepun: 2000000 NO -
AR No / Ananurudeckuii orqer Ne: Date of Analysis / laTa
2002FP21001733 aHagu3a: 26-08-2021
Mfg. Date: / laTa npou3BoACTBA: 08/2021 Date of Expiry / T'ogen go:
07/2024 |

Analysis performed according ND / Ananu3 mpoeegen no HJI: TT N015479/01-121120

No Test / IlokazaTenn Result / PesyabTaThl Specification / Hopma

7 | Related substances / [TocropoHHune npuMecH
Any individual 0.03% / 0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JTro6as eqHuuHas

HeUJeHTU UIIMPOBaHHA

s TIpHMeECh

Total impurities / Not detected / He o6HapyxeHa Not more than 2.0 % /
CymMa npumeceit He 6onee 2,0 %

8 | Assay/ 20.2 mg /20,2 mr 180mg to 220 mg of C;;H;gN;O;8
Koau4uecTBenHoe (101.1% /101,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeejeHne label claim). /

OT 18,0 MIr 1o 22,0 MT C|7H]9N3O3S
(omenpazon) B karncyine (ot 90,0 go 110,0 %
OT HOMUHAJILHOT'O COEPKAHWS).

9 | Microbial limits / Mukpo6uogoru4eckas YucToTA

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
Ob1ee uncio aspoOHBIX

MHKPOOPTaHH3IMOB
b) Total Combined Less than 10 CFU/g/ Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6omee 100 KOE/r
Obmuiee uncio
IPOKKEBBIX 1
IJIECHEBEBIX TPUOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytctByeTB1 T OrcyrecrBue B 1 17

10 | Packaging / YmakoBka | 10 capsules in an aluminum strip.

3 strlps‘ and patient  information | 1 capsules in an aluminum strip or

leaflet in a carton pack. / TTo 10|\ paA/AT/PVC // aluminum blister. 3 strips or

Kafcyll B almlOMAHACEOM  CTPUTIC. | 3 plisters and patient information leaflet in a

Tlo 3 crpuna ¢ MHCTPYKUMEH TO | carion pack. / ITo 10 Karcyn B amOMUHEEBOM

TIPUMCHEHWIO B [A9Ky KapTOHHYIO. | croyme ynm B TIA/AJI/TIBX // anioMUHHEBOM
6nucrepe. [To 3 crpuna unu no 3 Gnucrepa ¢
WHCTPYKIHe 1o TPHMEHCHWI0 B TadkKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
TMpumeuanne: [Tpoaykr cooTBeTcTBYET Tpeborannsam HJI

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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Printed Date & Time (IST):

27-08-2021 17:44:21




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykr: Ome3® (oMenpasolr), KatcyJib! 20mr |
Batch No. / Cepus Ne: B2102992 Batch Quantity / O6bem
B cepuu: 2000000 NO
AR No / Ananurnyeckuii oruer Ne: Date of Analysis / laTa
2002FP21001733 anajusa: 26-08-2021
Mfg. Date: / laTa npon3BoacTea: 08/2021 Date of Expiry / T'ogen fxo:
07/2024

j&nalysis performed according ND / Ananns npogener no HJI: 1T N015479/01-121120

Ne Test / [ToxasaTean Result / PesyabTaTni Specification / Hopma
11 | Labeling/ According to ND / B coorserctBun ¢ HJJ
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / ITpu Temnepatype He Beime 25 °C.
Ycaosus XpaHeHHs
13 | Shelf life / Cpox 3 years / 3 rosia
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanne: [TpoxyKT cooTBeTCTRYET TpeboBanuaM HJI 3axawuenue: OJOBPEHO
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