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CBHUIETEJIbCTBO O COOTBETCTBHU
TPEEOBAHMAM I'OCY IAPCTBEHHOM PETUCTPALIMHA

Hacrosaumm OO0 «p. Pexnu’c JlaGopatopucy YAOCTOBEPSAET, UTO
JIEKapCTBEHHBIN MPENApaT MUl MeJULHHCKOTO IPHMEHEHHS!:

Haumenosanue JIII:
MHH.

Jlexapcmeennas ¢opma,
(hopma svinycka:

PV Ne, oama:

HI, uzmenerue No:

[Ipouseodumens, cmpaxa:

Adpec npouzeodemea:

Cepus Neo:
Konuuecmeo:

Lama uzzomosnenus;
Cporx 2odnocimu:

Koo OKIIJ2: .
Koo.TH B2L:
Konmparxm Ne:
Hueotic Ne.

Omes®
Owmenpason

karcyiisl, 20 mMr (ctpum) 10 x 3 (nauka kapTomHas)
ITN015479/01 ot 26.09.2008 (naTa 3amersr PY
03.05.2018)

ITN015479/01-260617 u3m. 1

H-p Pennu’c Jlaboparopuc JIta., Unaus
Formulations Technical Operations — Unit-11, Survey Ne 42, 45 &
46, Bachupally Village, Bachupally Mandal, Medchal I Malkajgiri

- District, Telangana State, India — 500 090

B902798

58320 ynakosox
12.2019

11.2022

21.20,10.112

3004900002

DRL 01/2017 o1 07.02.2017
185027837 o1 24.01.2020

COOTBETCTBYET TPEOOBAHMAM, YCTAHOBIERHEIM MTPH ero roCYIapCTBEHHOIA
pemcrpaum

YTIOTHOMOYEHHEI] 110 KaYecTR

BBO3HMOH NMPOIyKIIHH

Hatuit A.B.
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r.Reddy’s Q

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page Lol 4/ Crp, T s+

j’ﬁ:od uct: Omez, (Omcprazoicﬂé}i;;gfr_l-cs 20 mg" T [DponywT: Ones® (b.\mnpznon}. Kaneyant 20 s
|Bateh No / Cepusi No: B902798 [Bateh Quantity / Otnes 2000000 No

I’AR No / Avaanriueckuii otuer Ne: 2002FP20000051 [Date of Analvsic/ JaTa [8/01/2020

‘ ) lananmissa;

Date of Mfg / TaTa 12/2019 fDntc of Expiry / Tonen no: 11/2022
[npoussoacTRA: E e

)Ana!ysis performed according ND / Anaans nposeaen no HJ:
LT NO15479/01-260617 (amend Ne | from 07.08.2018 /usm.Ne | or 07.08.2018)

R : P
AL Test / Mokazatens Result / Pesyanrars ;‘ Specification / Hopsa
1| Description / Camplies as prescribed J 2" size hard gelatin capsules with colorless
r Omieanne | transparent body and pink colored transparent

|
f
|
i
i
f

3 cap having black "OMEZ" imprinting on both
! ! body and cap with double locking system,

f Capsule content - white to off-white spherical
[ pellets.

|

{CooTsereTnyer Tpedosanam Trepanle wenatnuonsie Npo3patiiLie kancyin |
pasmepa  «2» ¢ BeCUBCTHBLIM KOPHVCON
PO30BOH KPLILIEYKON. MapKHPORKO HepHOTQ
usera «OMEZ» Ha oBenx wacras RONCNThl,
Conepannmoe kancyn - FPAy AL Oeaoro
nourk Genoro usera,

| S
i
i
I

Identification / Mopaunuocrs

2
o
!‘l 2a) 5 By UV /Y®-cnektpo- ! Complies as prescribed/ UV-absorption spectra of  both  (ost and |
f | thoromeTpus t Coorserctnyer TpeGosanian | standard solutions of omeprazole in the range |
. ! 230 to 350 nm should exhibit maxima at the |
j ; ' same wavelength. / '
i ! YO - cnektpsl  noraouenis PACTROPOR |
! ’ npenapara H CTAHAPTHOIO oGpa |
,‘ ; ! ;fo.wcnpazcma B obnacti or 230 0 330 1A
5 ’ AOIERHBI MMETh MaKCHMYMbI TP 01011 11 10
1 ; | AK€ JUTHHE BONHLI !
| | |
| |
Remarks : The Product conforms to ND/ Conclusion : APPROVE]D / WI
Mpusteuzune: Mpoaykr cooTBeTCTBYCT TpeGoBaHIn HJ] 3armoucnue; OJJOBPEH(O) I
Analyst / Checked by / Approved by QA In-Charge /
Mponeneno: (’\l . Mporepeno: \ N\ JloxymenT onofiper g)tgl(: f
o
Date / Tara: 20/01/2020 Date / JlaTa: 20/01/2020 Date / Jlata: 20/01/2020 —l

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L85195TG1984PLC 004507
Tel : +9140 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,
Talanmana India Tal - Q1 4N 4dra 2909 8 2203 Fav - 9140 4464 2276, www . drreddvs.com
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‘Dr.Reddy’s Q;.

CERTIFICATE OF A

NALYSIS

CEPTUDHKAT AHAJTM3A

213 4

Page2of 4/ Crp. 2

{Product: Omez (Omeprazole). capsules 20 mg ‘

[MpoayrT: Omes® (omenpason). kancyan 20 ar

|Batch No / Cepust No @ B902798

%AR No/ Aniagiis

""‘(‘T\Hl[ oTHeT

(Batch Quantity / Ofnem

2000000 Na ) :

'cepnn

Ne: 20021 P20000051

iDateof A n‘!l\ w f;l:lT:!

18/01/2020

janaan3al

Date of Mg / dara
{[1POII3BOICTRA:

1272019

Date of Expiry / Tonen jo:

1172022

| Analysis performed according ND / Ananus nposenen no H/: ;
from 07.08.2018 /v Ne | o7 07.08.2018) . i

III NO15479/01-260617 (amend Ne |

f

Specification / Hopaa

Ne o Test/ TMokasaresn Result / PesyiistaTn

| 2b) ; By HPLC / BOXX Complies as prescribed/ The retention time of main peak in the

| i CoorretcTryeT TpeGosaruan | chromatogram  of  test  solution  should i

i F correspond to the retention time of main peak !

E in the chromatogram of ameprazole reference |
standard solution, as obtained in Assay. / {
BpeMs  yacpkuBaHHS OCHORHOIO  NHKa  1a

XpOMATOTpasMme HCNBITYEMOIO pacrropa !

; J10MKHO COOTRCTCTBORAT BPCMEH

f VAEPAHBANIS OCHOBHOIO NiKa TR

' NPOMATOrpaMMe  pacTBOpPa  CTAHAAPTHOID
obpasua omenpazona.

. Average net fill weight | 269.7mg /2697 mr 270.0 mg = 5.0% (Between 25(5,-3"_1.1_17_:;'1H'ci’w‘

|/ Cpeansin macea
| COACPKHMOTO KATICYN

283.5 mg) /
270 mr £ 5,0% (256.5 amr - 283.3 mr)

4 | Water / Boaa 1.2%/1.2% Not more than 3.0% /
j e Gonee 3,0 %
'S | Dissolution / 0%. 1%, 0%. [n 0.1 M hydrochloric acid solution - not more
‘ Pactsopenne 0%. 0%. 2%. li?an 10 % of CiaH1sN2OsS (omeprazole) is
; i dissolved after 2 h./
i l 13 0.1 M pactBope XA0PHCTOROAOPOAIIOI]
i KHCNOTH - He Bosee 10 % CyzloN0:S
} ; (omenpaszon) vepes 2 u.
i i
! é 94%, 98%. 94%. In pH 6.8 buffer - not less than 73 % (Q) of
! i 94%, 96%. 98%. (;.ul-i.mN;O;S( meprazole) is dissolved after
| ! 30 min./
f | B 6ydepe pH 6,8 - ne menee 75 % (Q)
-i ; CizH19N30:8 (omenpazon) wepes 30 s,
L ?
Remarks : The Product conforms to ND/ Conclusion : APPROVED / qli

Mpusieqanue: [Tpoaykr cootsercTayer Tpebopalinan H/L

3armoucnne: OJOBPEHO

Analyst /
IMposcaeno:

Ay

Checked by /

Mposepeno: N

AN Jlokysment onodpen QOOK:

Approved by QA In-Charge /

e

{ Date / Jlara: 20/01/2020

Date / Jlata: 20/01/2020

Date / Jlara;

20/01/2020 |

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India.
+9140 4900 2900, Fax : +9140 4900 2999 Email :

Tel :

CIN : L85195TG1984PLCOO4S07

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}’

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 3ot 4/ Crp. 3 s 4

Product; Omez (Omeprazole), capsules 20 mg {poaykt: Ome3® (omenpa3o), Kancyinl 20w
IBatch No / Cepua Ne: B902798 {B;]tch Quantity / O6nesm 2000000 No

|AR No / Anasuriueckuii omier Noe: 2002FP2000003 | ate of Analvsis / Jara 870172020

| _ amnada;

Date of Mfg / Jlara 12/2019 Eil)mc of Expiry / Tosten o: 1172022
[MPOH3BOACTRA: J

!Anulysis performed according ND / Anaans nposencn no HI: 5
([T NO135479/01-260617 (amend Ne 1 from 07.08.2018 /m3am.Ne 1 ot 07.08.2018) ?

i Ne | Test/Moxasatent Result / Pesyanrari ; Specification / Hopara

6 Related substances / Iocroponnuc HpHMecH

0.04% 70.04% [Notmorethan 05 %.7
| He Bonee 0.5 %

ib/—\n_v individual '
| unidentified impurity /

| | hoSas exnnuynas

! HeHaeHTHDUUKPOBAHHA
8 nIpHMCCt

|
& |
|
|

Not more than 2.0 % /
He Gonee 2.0 %

. Total impurities / 0.1% /0.1%

|
|
|
!
|
I
| o ” f
| | Cymma npimecedi |

|
i

7 Microbial limits / MukpoGuosnoruueckan unerora

i a) Total Aerobic [ Less than 10 CFU/mI / Not more than 1000 CFU/mi /
Mlcr'ablai Count / i Menee 10 KOE/sin | He Gonee 1000 KOE/Ma
OBbutee 4Heno aspoGHbIx !‘

¢ MHRPOOpranH3MoB

f . b) Total Combined Less than 10 CFU/ ml/ Not more than 100 CFU/m! /
|

Ve F KPS h
Yeasts and Mould Count Meee 10 KOE/An He Bonee 100 KOE/mn

- Obutee yueno
JIPOHGKEBBIX M
NNCCHERLIN FPHGOB

te) E. coli Absentin | g/ Absentin 1 g/
| Oreyteryern | r Oreyrersie n | r
8 “ Uniformity of dosage 6.0/ 6.0 Acceptance value (AV) should be not more
[ units / Oanoponnocts than 15.0/
| ' RO3HPOBAHKS ! Iokazarens npuemaemoctn (AV) noswen
E i | BLITh He Gonee 15,0 ;
{ i i il
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[puneriaise: [TpoaykT cooTsercTayer Tpefosanuan HJ[ 3armouenic: QJJOGPEHO
Analyst / - Checked by / Approved by QA In-Charge /
IMponcaeno: O \L\i‘ " Iposcperio: \.\ Ly HokymenT onodpen (()(?}\'
= .Ji X
r Date / lata: 20/01/2020 Date / Jara: 20/01/2020 Datc / Jara: 20/01/2020

Registered Office : B-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Emall : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District. Pin Code - 500 090,
Talamanaa fmdin Tal © 014N AARA 2902 R 2903 Fax - 9140 4464 2276, www.drreddys.com
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" Dr.Reddy’s Q;‘

CERTIFICATLE OF ANALYSIS
CEPTHDOHEKAT AHAJM3A

Pagedold/Crp. 4y 4

(Product: Omez (Omeprazole). capsules 20 mg

{Tpoaykr: Omes® (oMenpaio). Kancyini

’()'\15' !

Batch No/ Cepust Na: B902798

‘Batch Quantity / Ofinem
__leepun:

2000000 No

et avier No: 2002FP30000051

AR No/ Awas

i
Moy
[REEREN

of Analysis / fata  18/01/2020

' [AHATITIAC

}nate of Mfg / lara 12/2019
[ITPON3BOACTBA: |

Date of Expiry / Toaen jo: 11/2022

F\rmlysis performed according ND / Ananus nposeaen no HJI;

([T NO15479/01-260617 (amend Ne | from 07.08.2018 /i3w.Ne | 0r07.08.2018)

No Test/ IMokaszaTenn, Result / PeayantaTh

Specification / }Iﬂ[)\l.l o

9 19.7mg (98.7%) /

19.7mr (98,7%)

| Assay /
{ Koanueersennoe
' onpeaeacnne

180mg (o 220 mg of CrlluNOS
(omeprazole) in capsule (90.0 to 110.0 % of
label claim). o
Or 180 wmr a0 22.0 wmr CialeNiO:S |
(omenpaszon) B kancyne (ot 90.0 10 110.0 % o1

HOMHHANLHOTO CONIEPHKAHNS),

and  patien

Han  p

S - . sl s
[0 | Packaging / Ynaxkonxa Package / VYnakoska - 10 P;ckage I ¥Ynakoska - 10 capsules in an
| capsules in an aluminum strip. : aluminum strip or (PA/AL/PVCY / aluminum
; 3 strips and patient information | blister. 3 strips - or 3 blisters _
| leaflet in a carton pack. / ITo 10 | information leaflet in a carton pack./ [Ta 10
, | Kancyn B amiOMUHHEBOM | KANCYA B aNOMHHHEROM  CTPHNEC
F ctpune.  Tlo 3 crpuna ¢ | ITA/AJI/NIBX // astomunnesom Gasicrepe. o 3
WHCTPYKUNEH NO NPHMEHEHUIO | CTPHAA HAN NO 3 BAMCTEpa ¢ HHCTPVKILIEHT N0 |
E B MTAYKY KAPTOHHYIO. MPUMEHEHHIO B NAUKY KAPTOHHYIO. !
T | Labeling / According to ND / B cootreTetsint ¢ M/l
|

12 ! MS‘mragc conditions /

Mapkupogska J
|

| Yeaonus xpanens

At temperature below 25 °C. / [Tpn temneparype He suie 25 °C,

i
i
i
i
|
|
i
i
|
I
|
i
i
I
|
I

13| Shelflife / Cpor

| 3 years /3 rona
| TOHOCTH l

Remarks : The Product conforms to ND/
O piosieuninse: MNponykr cocteeTcTByeT Tpebonannan HJI

Conclusion : APPROVED / I
3axauenne: QIOBPEHO

Analyst / A Checked hy /
QA ‘
o l\-.

Approved by QA In-Charge / '

Date / Jara: 20/01/2020

|
' Mposeseno: [Mposepeno:
| Date / TaTa: 20/01/2020

Hokvmenr oaobpen QOK: ‘
L J
L]
|
|

Date / Tata: 20/01/2020

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : LB5195TG1984FPLC004507
Tel: +9140 4900 2900, Fax : +9140 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,

Talmrmmann lndia  Tal
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