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CBUIETEJILCTBO O COOTBETCTBUU
TPEBOBAHUAM I'OCY JAPCTBEHHOM PETMICTPALIMU

Hacrosimm OO0 «/Ip. Penau’c JlaGopatopucy YAOCTOBEPSIET, YTO
ICKAPCTBEHHBIH Mpenapar I1s MEIUIIHHCKOTO MPHMEHEHHS:

Haumenosanue JI7:
MHH:

Jlexapcmeennas popma,
popma seinycka:

PY Ne, oama.

HIJ, usmenenue No;

IIpouseodumens, cmpana:

Adpec npouzsodcmea:

Cepua No:
Konuuecmeo:
Lama uzzomoenenus.
Cpok 200H0cmu:

Koo OKII[2:
Koo TH B3J:
Konmparxm Ne:
Hwsoric Ne:

Omes®
Omernpaszon

kancyyel, 20 mr (etpum) 10 x 3 (mayka kapToHHas)
ITN015479/01 ot 26.09.2008 (nara 3amersr PY
03.05.2018)

ITNO015479/01-260617 uzm. 1

H-p Pennu’c JlaGoparopuc JItn., Vuaus

Formulations Technical Operations ~ Unit-I1, Survey Ne 42, 45 &
46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri
District, Telangana State, India — 500 090

B902797

40840 ynakoBok
12.2019

11.2022

21,20,10.112

3004900002

DRL 01/2017 ot 07.02.2017
185027837 ot 24.01.2020

COOTBETCTBYET TPEGOBEHHHM, YCTaHOBJIEHHBIM ITPH €T0 I"OCy,EEapCTBeHHOI‘:T

YTIOIHOMOYEHHEIH 110 KayecTRs S

BBO3MMOH NIPOITYKIMH

perucTpa

Hartuit A.B.
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Dr.Reddy’s Q_.
CERTIFICATE OF ANALYSIS

CEPTUDOHMKAT AHAJIH3A

LPage Lold/Crp. 1us 4

[Product: Omez ((Z)meprazolc).-L:aﬁp:sgnié;“ 20 mg

___[Hpoayxr: Omea® (omenpa3on). kancysinl 20 vr-

Batch No/ Cepusi Ne: 3902797

CCptii,

AR No/ Ananuriueckuii oTver N 2(}Uf}?'li'3()()(Jdﬁ?i'i
(AHAAN3a;

|Batch Quantity / Odnen

| Date of Analysis / lata

2000000 No

170172020

Date of Mfg / Tara 12720109

[poH3BoiacTna;

\Date of Expiry / Tonen no: 11/3037

Analysis performed according ND / Auanis nponenen no HI:

T NO13479/01-260617 (amend Ne | from 07.08.2018 /u3m.Ne | or 07.08.2018) o

|
]
|

|

I

pellets,

! (CooTBereTnyeT TpeforaH M
| pazmepa
| po30BO

|
Ii
| |

cap having black "OMEZ" imprinting on both |
body and cap with double locking system.
! Capsule content - white to off-white spherical

FN_' Test / Tokasaren, | Result / PesyasTaTh Specification / Hopaa
| i —
Description / ] Complies as prescribed 2" size hard gelatin capsules with colorless
Onucanne f transparent body and pink colored transparent I
|

Tacpasie KeNaTHHOBBIE [1POIPAUHBLIC Kancyiinb

«2» © GECUBCTHBIA  KOPHYCOM.
KPBILICHROMH. MAPKHPOBKOTT vephora

useta «OMEZ» na oBeux wacrax kancyiib,
Conepiwumoe kancyn - rpanvist Gejoro i
nouTi Benoro Leera.

Identification / oanunnioctsn

™~

2a) Complies as prescribed/

By UV / Y-cnekrpo- ]
CooTeTcTBYET TpedoBaH M

(hoTomeTpis

Y.

UV-absorption
standard solutions of ameprazole in the range
230 to 350 nm should exhibit maxima at the

same wavelength, / |

j npenapara H

omenpasona B olnactit ot 230 a0 350 mw |
| e e
[ AOJKHBI HMETL MaKCHMYMBI npioanol 1 oroil |

spectra  of both test and |

CMEKTPLL  NOrAoHIeHH S

CTAHAAPTHOIO

PacTRoOpOn |
ofdpaia |

WE JITHHE BOJTHBI, ]

Remarks : The Product conforms to ND/
[Mpuateuanue: Iponykr cootsercTrveT Tpebosaniay HJT

Conclusion : APPROVED /
3arnmouente: OJJOBPEHO

Analyst / ” Checked by /

Approved by QA In-Charge /

-

ITpoBeaeHo: [Mposepeno:
| Date / Jlata: 20/01/2020

Date / [lara; 20/01/2020

i
|
HokymenT onopen QOK: [
I

Date / [lata: 200017200

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4300 2800, Fax : +91 40 4900 2999 Email : mail@drreddys.com www.drreddys.com
Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Cede - 500 090,
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‘Dr.Reddy’s ‘,’o‘

Product: Omez (Omeprazole). capsules 20 mg

CERTIFICATE OF ANALYSIS
CEPTHMOHKAT AHAJTH3 A

Page 2 of 4/ Crp. 2 113 4

[Tpoaykr: Omes® (omenpasosn), Kaney.ib 20 v

Batch No / Cepust Ne:  B902797

AR No/ Anamirtnaeeknii oTver

‘ ;Butch Quantity / Ofnem

2000000 No

Leepuil;
Ne: 2002FP20000042 Date of Analysis / Tara 17/01/2020
AH2a/1132:

Date of Mfg / lara
IPON3BOACTRA:

12/2019

Date of Expiry / Toaen qo: 11/2022

Analysis performed according ND / Auazns nposenen no HJIL: :
[MNO015479/01-260617 (amend Ne 1 from 07.08.2018 /uam.Ne | o1 07.08.2018) !

Ne Test/ Tlorkasatenn | Result / PesynstaTn Specification / Hopaa o
2b) | By HPLC / B2XKX | Complies as prescribed/ | The retention time of main peak in the |
| i Coorsercrayer TpeBosanusn | chromatogram  of  test  solution  should
‘ correspond to the retention time of main peak
in the chromatogram of omeprazole reference |
standard solution, as obtained in Assay. /
f Bpems yaep:KHBAHMA OCHOBHOIO 111K 11 |
; XPOMATOrpaMMe  HEMBITYEMOrO  PACTROp |
! JIOTAHKHO COOTBETCTRBOBATEL BpCeMCHI
‘ YIEPIKHBaAHM OCHOBHOI'O niKa Ha
i XPOMATOrpammMe  pacTRopa  CTaHAapTHOrO |
| obpa3sua omenpasona.
3 1 Average net fill weight | 267.3mg / 267.3 mr 270.0 mg £ 5.0% (Between 256.5 mg and
|/ Cpenusist aacea 283.5mg) /
| COMEPAKIMOI0 KANCYJI 270 mr £ 5,0% (256.5 mr - 283.5 mr)
{4 | Water/ Boaa 1.3%/1.3% Not more than 3.0% /

He Bonee 3,0 %

5 | Dissolution /
PacTeopeniie

2%. 3%, 0%,
0%. 0%. 0%.

92%. 95%. 96%,
95%. 96%, 92%,

In 0.1 M hydrochloric acid solution - not more !
than 10 % of C17HoN:0:S (omeprazole) is
dissolved after 2 h./

30,1 M pacTrope Xn0pHCTOROAOPOAHOI]
KicnoThl - He Gonee 10 % CisHioNO:S
(omenpazon) uepes 2 u,

In pH 6.8 buffer - not less than 75 % (Q) of
Ci7H19N30:S (omeprazole) is dissolved alter
30 min./

B Bydepe pH 6,8 - e menee 75 % (Q)
Ci7H19N3:0:S (omenpazon) wepes 30 i,

Remarks : The Product conforms to ND/
[pumenanne: Mpeavkr cootserctnyer Tpedosansn H/J

Conclusion : APPROVED / f
3armoucnne: OJOBPEHO ‘

Analyst /

[TposeneHo: (T /‘ )’%,

Checked by /
[Mposepero:

&

Approved by QA In-Charge /
Horyment onobpert OOK:
i

Date / lata: 20/01/2020

Date / J1ara: 20/01/2020

Date / Jlara: 20/01/2020

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L85195TG1984PLC0O04507
Tel: +91 40 4900 2900, Fax : +91 40 4900 2999 Email : mail@drreddys.com www.drreddys.com
Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
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1)
"Dr.Reddy’s Q,’-‘

CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIM3A

Page 3ol 4/ Cip.3usd

'Product: Omez {Omeprazole). Eil';")s_‘L_{_l_gs EOML_ _ IpoayrT: Omes® (omenpason). Kareviant 20

{Batch No / Cepust Na: 13902797 - ' {Batch Quantity / Ofmem 2000000 No

s i i jeepEa

AR No / Anasmriaecknii oruer Ne: 2002220000042 \Date of Analysis / [la1a 120172020
AHAIHIA: o

Date of Mfg / Jlara 122019 - ‘Date of Expiry / Tonen no: 11/2022

MPOH3BOACTRA: S

Analysis performed according ND / Ananns nposeaen no HI:
T1NO15479/01-260617 (amend Ne | from 07.08.2018 M Ne | o1 07.08.2018)

Nu Test / IToxkaszaTenn Result / Pesyanrarn Specification / l-lop.xm- 7

6 | Related substances / Tloctoponme npHMecH

[ Any individual 0.01% /0.01% Not more than 0.5 %, /
| unidentified impurity / He Sonee 0,5 %
CJhoGas ennnununas
HENNCHTIHUpOBaHH |
| A npUMECt i
|

. Total impurities / | Not detected / e oGHapywena | Not more than 2.0 % /

| Cymma npumecelii ; He Gonee 2,0 %
| |

7 ‘ Microbial limits / M;mpbt’monommecm}n HHCTOTA
 a) Total Acrobic R Less than 10 CFU/m! 7/ | Not more than 1000 CFU/ml /
1 ierohial | I He TIMT
! Microbial Count / { Menee 10 KOE/n | He Gonee 1000 KOE/mn
|

Odulee Hiicno aapobrbix
MH KpOOpf‘ElH H3MOB

b) Total Combined ‘ Less than 10 CFU/ m) / Not more than 100 CFU/ml /
9% 1 A = a5 nee :/
Yeasts and Mould Count ! Meiiee 10 KOE/un He Gonee 100 KOE/mn

Obiee yucao
[ JAPOIKCBLIX 1 }
| nnecHeBuix rpubos 4

) E. coli | Absentin | g/ Absentin 1 g/
Orcyrtersyern | r OreyTersue B | 1
8 | Uniformity of dosage 6.8/6.8 Acceptance value (AV) should be not more
units / Oanopoanocri, | than 15.0/
NO3UPOBANILS [lokazatrens npuemacmocTi (AV) 1onmen
OuiTh He Gonee 15.0

Remarks : The Product conforms to ND/ ] Conclusion : APPROVED /
(pumesanne: Mpoaykr COOTBETCTRYET TpedoBanisn HJl 3akmoucrne: OJOBPEHO
Analyst / . Checked by / Approved by QA In-Charge /
Mposeneno: {:7/,&\;:} [MposepeHo: ,F) IlokymenT onodpen 9}{.{1](:

| S AN
Date / dara: 20/01/202 Date / [{ara: 20/01/2020 Date / Jlata: 20/01/2020

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L85195TG1984PLC0O04507
Tel 1 +91 40 4900 2900, Fax : +91 40 4900 2999 Email : mail@drreddys.com www.drreddys.com
Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
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“Dr.Reddy’s Q}.

C

ERTIFICATE OF ANALYSIS
CEPTHMOMKAT AHAJTM3A

:Product: Omez (Omeprazole), capsules 20 mg

LPagedof 4/ Cip 4

|TpoaykT: Omes® (omenpazon), Ranceyin 20

Batch No/ Cepua Ne: B902797

PAR No / Ananuruyeckuii oruer Ne: 200 2FEP000N0AT

|Batch Quantity / QOénem

leeniii;

Lanaginsag

| Date of Analysis / Aara

2000000 No

170172020

Date of Mfg / Jara
NMPOH3BOACTBA:

T e

[Date of Expiry / Togen no: 11/2022

Analysis per'forn{cd according ND / Anamus nposenen o HJI:
1 NO15479/01-260617 (amend Ne | from 07.08.2018 /3. Ne | o1 07.08.2018)

s 4

A

No ' Test/IMokasatenn Result / PesyanrarTo [ Specification / Hopma |
9 | Assay/ 20.0mg (100.1%) / I8B0mg 1o 220 mg of CprHwN:OS
| Koatnvieernenn *Praz in caps 90.0 10 110.0% ol
! ! Koawnyecrsennoe 20.0mr (100.1%) i(omcpu ole) in chsulc.( 2.0 10 11 & ol
| | onpenesieune ! label claim). !
b 0T 180 mr a0 220 wr o CrsFlaNaOS |
! ; (omenpason) B kancyae (o1 90.0 ;10 110.0 % o1 |
| i i HOMHHANBLHOTO COAep®AHHA). :
S ; R e S R R
10 E Packaging / ¥naxoska | Package / Ynakoska - 10| Package / Ynakoska - 10 capsules in an i
:: capsules in an aluminum strip. | aluminum strip or (PA/AL/PVCY / aluminum |
3 strips and patient information | blister. 3 strips or 3 blisters  and patient
a ; leaflet in a carton pack. /o 10 | information leaflet in a carlon pack./ 1o 10
i Kaneys B aNiOMUHUCBOM | Kancyn B aJIOMHHHEBOM  CTPHIC 1N 5 !
! crpune.  Tlo 3 ctpuna ¢ | TTA/ATUTIBX // anioMuHiesom Gamerepe. Tlo 3 |
. HHCTPYKIHEH MO NPHMEHEHINO | cTpHNA WAK 1o 3 BaucTepa ¢ nucTpyKUNEH o
! B NAYKy KAPTOHHYIO. PHMEHEHHIO B MAaYKy KapTOHHYIO. |
11 Labeling / According to ND / B coorsercraing ¢ HJJ .
i Mapkruposka |
I—- ——— e o A : R T v gt o s . 5 s —— —— . 0, kb ¢80 e N
12| Storage conditions / !
At temperature below 25 °C, / I1pu Temnepatype e Bsiuie 25 °C. '
Yeaosust xpauenns pere prTemneparyp :
—]
13 | Shelflife / Cpox Jyears/3 roaa
ronocTs

Remarks : The Product conforms to ND/

[piseuane: IpoaykT cootsercrayer rpedosatmsz HJl

Conclusion : APPROVED /
3arknmoucune: OAOBPEHO

Analyst /

S

Checked by /
[Tpogepeno:

X

Approved by QA In-Charge /
HokymeHT onobpen QOK:

, |
lMposeneno: Q,(, *:}
)

)53
Date /7 aTa: 20/01/202(

! Date / Jlata: 20/01/2020

174 9%
Date / Jlata: 20/01/2020

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507

Tel

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupa
1 91404464 2202 & 2203, Fax : 9140 4464 2276, www.drreddvs.com
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