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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykTt: Ome3® (omenpason),ﬁncynm 20 mr

Batch No. / Cepust Ne: B2102437 Batch Quantity / O6nem
| cepun: 2000000 NO -
AR No / Avaantudeckuii oTyer No: Date of Analysis / JlaTa

2002FP21001518

aHaamsa: 22-07-2021

Mfg. Date: / laTa nponsBoacTsa:

06/2021
05/2024

Date of Expiry / T'oxen go:

Analysis performed according ND / Anasins nposeaen mo H/I: 1T N015479/01-121120

Ne Test / IToxazarean

Result / Pe3yabraTby

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. /

Trepnble KeJIaTUHOBbIC
Mpo3padHble Karcyiel pasMepa 2 ¢
OecuBETHBIM KOPIYCOM, PO30BOIA
KpbIIIEYKOH W MapKHpOBKOW
yeproro 1Beta «OMEZ» nHa o6eux
yactax kancynsl. Coaepikumoe
Karcys — rpalynibl 0enoro LBera.

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. /

Trepnsie JKeJIaTHHOBbIE MIpo3pavHbIe
Karmicymel  pasmepa 2 ¢ OecuBeTHbIM
KOpIycoM,  PO30BOIl  KphllIeukoit 1

MapKHpoBKkoil depHoro nsera «OMEZ» Ha
0b6enx wactax kancynsl. ComepkumMoe karcyn
— rpadysiel 6e10ro Wi To4TH 6eNoro 1BeTa.

2 | Identification / IlogJIMHHOCTDL

2a) | By UV/V®-

CIIEKTPOQOTOMETPHS

Complies as prescribed/
CooTBercTBYeT TPeOOBaHUAM

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. /

VY® - crnektpel TOIMOMEHUS pPacTBOPOB
npemapara W cTaHgapTtHoro  ofpasua
oMenpasona B obmacti ot 230 mo 350 HM
JOJIHBI MMETh MaKCHUMyMBI TIpU OAHOH W
TOM K€ IJTMHE BOJIHBI.

Remarks : The Product conforms to ND/
Ipumeuanune: TIponykT cooTBeTCTBYET TpeGoranusM HJI

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO
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[Product: Omez ( Omeprazole)? capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIN3A

MpoaykT: OMe3® (omempa3ot), Kamcysl 20 wmr

Batch No. / Cepnst Ne:

B2102437 Batch Quantity / O6bem

cepun: 2000000 NO

2002FP21001518

AR No / Apaaurnyecknii oruer Ne:

Date of Analysis / laTa
anajmnsa: 22-07-2021

Mtg. Date: / lata nponsBoacTra:

06/2021

05/2024

Date of Expiry / T'ogen no:

Analysis performed according ND / Avanaus npogsened no H/: TI N015479/01-121120

PacTtBopenne

94%, 95%, 94%, 97%, 95%, 95%

[ Ne Test / IokazaTrean Result / PesyabTatel Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOTBETCTBYET TpeOOBaHNAM chromatogram of test solution should
BKX mmm _correspond to the retention time of main peak
CBYIKX/BCIKX in the chroma‘Fogram of orﬁleprazcl)’le reference
standard solution (section "Assay"). /
Bpemst ynepkWBaHWsS OCHOBHOTO MNHKa Ha
XpomartorpaMMe  WCIBITYEMOTO  pacTBopa
IOTKHO COOTBETCTBOBATh BpeMeHH
yICpXMBaHAS ~ OCHOBHOTO  TIMKa  Ha
XpoMmarorpaMme  pacTBopa  CTaHOapTHOIO
o6pa3ia oMenpasona (paznen
«KonmaecTBeHHOE OTIpeeNIeHHEY ).
3 | Average net fill weight | 268.9 mg/268,9 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ CpemHsist Macca 283.5mg) /
COIEPKHMOro KarncyJ 270,0 mMr £ 5,0 % (256,5 Mr - 283,5 mr)
4 | Water / Boaa 1.5% w/w / 1,5% Not more than 3.0% /
He Gonee 3,0 %
5 | Uniformity of dosage 2.6/2,6 Acceptance value (AV) should be less than or
units / OqHopoaHOCTL equal to 15.0./
J03HPOBAHUS [Nokazartens mpuemneMocTu (AV) momkeH
OBITL MeHee WITH paBeH 15,0.
6 | Dissolution / 0%, 0%, 1%, 2%, 2%, 1% In 0.1 M hydrochloric acid solution - not

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

B 0,1 M pacTtBOpe XJI0pHCTOBOAOPOAHOM
KHACITOTHRI - He Gosiee 10 % C7H oN305S
(oMenpason) uepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H1sN305S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C;7H9N305S (omemnpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
Ipumeuanue: ITpoayKkT cooTBeTCTBYET TpeboBaunsM HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

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

23-07-2021 13:57:46




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Ed_uct: Omez (Omeprazole), capsules 20 mg IMpoaykT: Omes® (oMemnpason), kKancyyisl 20 mr
Batch No. / Cepus No: B2102437 Batch Quantity / O6nem

cepuu: 2000000 NO
AR No / AHasmTHYecknii oTueT Ne: Date of Analysis / [laTa = |
2002FP21001518 anaausa: 22-07-2021
Mfg. Date: / laTa npon3Boacrea: 06/2021 Date of Expiry / I'onen no:

05/2024

Analysis performed according ND / Anaan3 nposeaen mo HJI: IT N015479/01-121120

Yeasts and Mould Count
O061ee vnciIo
IPOYOKEBBIX U
TTECHEBBIX IpHOOB

Mewnee 10 KOE/r

Ne Test / Ilokazaten Result / PeayabTaTnl Specification / Hopma

7 | Related substances / [locropoHnne npumecu
Any individual 0.02% / 0,02% Not more than 0.5 %. /
unidentified impurity / He 6oee 0,5 %

JIro0as enHUYHAs

HenAeHTHOUIIMPOBaHHA

s TIPAMeECh

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

8 | Assay/ 19.7 mg/ 19,7 mr 18.0mg to 22.0 mg of C;;H;sN;058
KonuuecTBeHHOE (98.5 %/ 98,5%) (omeprazole) in capsule (90.0 to 110.0 % of
onipeeieHHe label claim). i

Oor 18,0 MI" 10 22,0 MT C]7H]9N303S
(omempazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHHAJIFHOTO CONEPKaHUs).

9 | Microbial limits / Mukpo6nonorn4eckas 4HcTOTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
Ob1ee uncno a3poOHBIX

MHKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /

He 6onee 100 KOE/T

c) E. coli

Absentin1 g/
OtcyTcTByeTB I T

Absentin 1 g/
OtcyTtctBHE B 1 T

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
Kalcyll B aFOMMHHEBOM CTpHIIE.
Ilo 3 crpuna ¢ WHCTpyKLued Mo
MPUMEHEHHIO B TAYKY KapTOHHYIO.

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 xarcyn B altoMUHHEBOM
crpune wnu B [TA/AJI/TIBX // anroMUHHEBOM
6nucrtepe. [To 3 crpnna wimu o 3 6aucrepa ¢
HHCTPYKUMEH 1O TIpUMEHEHMI0 B Mauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Tpumevanue: ITponykT cooTBeTCTRYET TpeboranusaM HJJ

Conclusion : APPROVED /
3axmouenue: OIOBPEHO

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

23-07-2021 13:57:46
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHANW3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: Omes® (oMernpaszon), kancysl 20 yr
Batch No. / Cepus Ne: B2102437 Batch Quantity / O6bem
. - cepuu: 2000000 NO
AR No / Ananntudecknii otdet Ne: Date of Analysis / laTa
2002FP21001518 anajguza: 22-07-2021
Mfg. Date: / JlaTa npou3BOACTBA: 06/2021 Date of Expiry / I'ogen go:
05/2024

Analysis performed according ND / Anasns nposejten no H/L: T1 N0O15479/01-121120

Ne Test / ITokasaTeanb Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootBetcTBur ¢ HJJ
MapknpoBxa
12 | Storage conditions / At temperature below 25 °C. / ITpn TeMnepatype He Boiute 25 °C.
YcaoBus XxpaHeHUA
13 | Shelf life / Cpox 3 years / 3 roga
TOTHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanusM HJI 3akarouenue: OJOBPEHO
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