NEKJIAPALIVISA O COOTBETCTBHM

NEKJAPAHT, TPUHAMAIOI WA JEKJIAPAIIAIO O COOTBETCTBHM

000 "IP. PEOIH C IABOPATOPHC" ~

Ceedenus 0 peucmpayutl opeanusayuy: Mescpaionnas uncnexyus Pedeparviioti Han02080U cryscovt Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1037707013838, dama npuceoenus OI'PH 05. 04.2003.

Adpec: 115035, 2. Mockea, OguuHnuKo6cKas nab., d. 20, cmp. 1. Teneghon: 8(495)783-29-01.

B nuye: I'enepansuwiit oupexmop Cosemxcur JI.B.

JHosepennoe nuyo: Jamuii A.B., dosepeHHOCHb MNel om 28.04.2018z.

3AABJSIET, YTO

nrexapemeenroe cpedcmeo. Omes, kancyner 20 m2 10 wm., ynaxoexu 6e3baueuro8ble KOHMYPHBIE (3), nauxu
xapmonnvie, PY Ne IT N015479/01 om 26.09.2008 (Oama samens PY 03.05.2018), cepus B901600, napmus
64440 ynaxosox, 20ex do 30.06.2022, npoussodcmea [-p Feodu'c Jabopamopuc JImd., Hrous, Formulations
Technical Operations-Unit II, Sy.No.42,45&46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri
District, Telangana State, India- 500 090, xod OKIIJ2 21 .20.10.112, o0 TH B3J] 3004900002, xonmpaxm Ne
DRL 01/2017 om 07.02.2017, uneoiic Ne 185026928 om 28,08.2019

[

COOTBETCTBYET TPEBOBAHMSIM

II N015479/01-260617 usm. Ne 1

NEKJAPAITAS IPHHSTA HA OCHOBAHUHA

npomoxon ucnsimanuil Ne 44057 om 04.10.2019 Jabopamopnuiii yenmp 000 "LIKK OHL", ammecmam -
axkpedumayuu POCC RU.0001.21PK75, Cepmugpuxam POCC IN. OM15.C86889 om 04.10.2019

JATA TIPHHSTUS NEKJAPALIMM 05.10.2019
HEKJAPRERSLAEACTBATEIBHA 0 50.06.2022
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CBEAEHRMSA O PETCTPAHMHN

OPTAH 110 CEPTHOMKAIM, 3APETHCTPAPOBABII NI JEKIAPATMIO

POCC RU.0001.11®M15 OPTAH IO CEPTHOHKALIHH TTPOLVKIHH OBLHECTBO C
OrPAHIYEHHOM OTBETCTBEHHOCTBIO "OKPYXHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. S5, nom. I, xom. 1., adpec opzana no
cepmudpurayuu: 143581, Mocxoecxan obnacms, Hempurckuii patiow, Oep. Jlewxogo, 0. 248, cmp. 1, men..
(495)640-96-69, (495)787-92-78 geb-catim: oyxx.p. '
HEKJAPAIIAS O COOTBETCTBUH 3APEIICTPUPOBAHA N POCC RU J-IN.OM15.A.24088/19

JATA PETUCTPAIINH 05,10.2019
i% 3aprrroBekas HAA.
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- Dr.Reddy's

CRRTIFICATE O ANALYSIES
CEPTROVKAT AHATTABA

Page * ci 3
. Produet Smez® (Orneprazole), capsules 20 mg  POAYKT : Omes® (oMenpa3son), Kancyit: e
‘Batch No / Cepwus Ne : B9016C0 Batch Size / O6bem napTun : 2600000 NO o
: AR No [ Ananuinueckni otyer : 2002FP 19001127 Date of Analysis [ laTa aHanvaa : 20/08/2018 "
{Date of Mfg / JaTa NPOXIBOACTEA - 0712019 Date of Expiry / CPOK 'OQHOCTH ¢ 06/2022 "_;
[ Ne Test/! TecT Result /| PeaynbTarthb! Specification / o [OKyMeHTaunu ;
1 Description / Onucanve "2 size hard gelatin capsules with colorless transparent
'2' size haro gelatin body and pink colored transparent cap having plack ink
capsules with coloriess  "OMEZ" imprinting on both body and cap with doubie
ransparent body and  iocking systen. Capsule content - white to off-white
pink colored transparent Ispherical pellets.
cap having black ink
"OMEZ" imprinting on  [TBepAbie JKEMNaTUHOBLIE NPo3pa-HbIe Kancynbl pasmepa
both body and cap with  [«2» C BecUBETHBIM KOPNYyCOM, PO30BO¥ KPLILLIEUKOM,
ouble locking system. MapKYPOBKOW YepHOoro useTta «OMEZ» Ha 05eux 4acTax
Capsule content - white [kancyrnel. CoemKkumoe Kancyn —rpamyns Genoro uni
— spherical pellets. |noutw Genoro UseTa
B cooTRETCTBUU C
onucatneM
2 Identification/ a) Complies as a) UV-absorption spectra of both test and standard
MognuHHoCTb prescribed/ solutions of omeprazole in the range 230 to 350 nm should
! a) By UV / B coOTBETCTRUM C exhibit maxima at the same wavelength.
Y -cnekTpohoTOMETPY ONUCaHNEM Y - cnexTpsl NOrMOWEeHUs pacTsopos npenapara ¥
A cTaHAapTHOro ofpasla omenpasona B oBnactu ot 230 Ao
350 HM AOMKHEL UMETE MaKCHMYyMbl npy 0AHON U TOM Xe
InrivHe BOTHb!.
by Main peak retention time in the chromatogram of tesl
solution should correspond to the main peak retention time
b) By HPLC / BOXX , in the chromatogram of omeprazole reference standard
b) Conjphes as solution, as obtained in Assay.
prescribed/ Bpens yAepKVBaHUA OCHOBROTO NIKa Ha XpOMATOTPaMME
B cooTeeTCTBMN C MGNbITYEMOrO PACTEOPa AOMKHO COOTBETCTBORATS ‘
onvcaieM BPEMEHI YREPKUBAHUA OCHOBHOMO NUKA Ha
xpomaTorpaMmMe pacTeopa cranaaptHoro obipasua
— ) omenpasona.
3 Average net fill weight /|268.2 mg /268,2 mr 270.0 mg + 5.0% (Between 256.5 mg and 283.5 mg)
CpeLHAR Macca >70.0 Mr £ 5,0% (256,5 Mr - 283,5 Mr)
CONEPKVMOID K2Cyn
4 Water / Bopa 1.5 % wiw/15% Not more than 3.0% /
He Gonee 3,0 %

Remarks - The Product conforms to above specifications | Opinion : APPROVED
MpvmeuaHie: [poay«T COOTBETCTEYET BbILWEYKA3AHHLIM | 3aKNIOHEHWE © OAOBPEHO
cneuudmnKauusm
Prepared by / -, Checked by / [lokymeHT Quality Assurance Manager/Executive
MposepeHo Q‘}" npoBepeH jr MeHemkep no oﬁecnefuum KauecTsa
. / Al
A.Susmitha / A. Cycmuta  |Y. Venkateswara Rao/ 10, G.Krishna Mohan -T. Kpmmtn/alf' MoxaH
BexxaTecBapa Pao
Date / DaTta : Date / daTa: Date / Jata:
22/08/2019 22/08/2012 22/08/2019

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CiN: L85195TG1984PLCO04507

ol : +91 40 4900 2900, Fax : +9140 4900 2999 Email ; mail@drreddys.com www.drreddys.com
- Y memi M~ A9 AR % 4R Rachupally Village, Bachupally Mandal, Medch?l Malkajgiri District, Pin Code - 500 080,
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANVIZA

Psge 2 0 5

i Product : Omez® (Omeprazoie), capsules 20 myg

Mpony kT . Omea® (omenpason), kancyre 20 mi

Batch No 7 Cepus Ne : B901600

Batch Size | O6bem NapThn | 2000000 NO

AR No / AHaNWTUUECKNUA OTHET ! 2002FP19001127

Date of Analysis / [Jata aHanuaa . 20/08/2018

Date of Mfg / flaTa NpoW3BOACTEA : 07/2019

Date of Expiry / CpoX FroaHOCTH - 0672022

Ne Test/ Tect

Result / Pe3ynbTathl

Specification /o AOKyMEHTAUUN

5 Dissolution / Pacteoperve| 0%, 0%, 0%, 1%, 0%,0%

93%,98%,95%,94%, 96%,94%

dissolved after 2 h.

(omenpason) yepes 2 4.

after 30 min.

B Bycpepe pH 6,8 - He MeHee 75 % (Q)
C17H19N303S (oMenpason) 4epes 30 MuH.

In 0.1 M hydrochloric acid solution - not maorej-
than 10 % of C17H19N303S {omeprazole) is

B 0,1 M pacTtsope XMOPUCTOBOAOPOAHOM
wicnoTbl - He Bonee 10 % C17H19N303S

In pH ‘5.8 buffer - not less than 75 % (Q) of
C17H19N303S (omeprazole) is dissolved

5 Related substances / 0.04 %
MocTopoHHUE NpyMech

Not detected

more than 0.5 %.

npumecs - He Bonee 0.5 %

Total impurities - Not more than
2.0 %

Any individual unidentified impurity - Not

Cymma npumeceit - He Bonee 2,0 %

NioBasa eguHnYHaA Hem,ueHTmcbmumpoeaHHa;’g'

7 Microbial limits /
MukpoBuonornieckas
UUCTOTA

Count / OfLwee Yncno
2opobHbIX
MUKPOOPraHuamos

and Mould Count / OSulee
UNCIIO APOXOKEBbIX U
nnecHesblx rpubos

c) E. coli

a) Total Aerobic Microbial ﬁgiseéhfl g ;géfw 9/

Less than 10 CFU/ g/
b) Total Combined Yeasts Menee 10 KOE/r

Absentin 1 g/ OtcyrcTeyeTs 17

Not more than 1000 CFU/g /
He Gonee 1000 KOE/T

Not more than 100 CFU/g /
He Gonee 100 KOE/r

Absentin1g/
OtcyTcTBue 8 17

creuudurkauam

Remarks : The Product conforms to above specifications
Mpumesarmne: MPOAYKT COOTBETCTBYET BbILLEYKA3aHHBIM

Opinion : APPROVED
3akniouexue : OQOBPEHC

Prepared by / lpogepeHo

Checked by /

{%‘_ nposepeH

ﬂﬁMeHT

Quality Assurance Manager/Executive
MeHegwep ncpﬁ >CreyeHWIo KavecTra

A.Susmitha / A, CycmnTa

Y. Venkzteswara Rao [ 10.
BexkaTecsapa Pao

G.Kri#hna Mohan - T. KpwuHa Moxah

Dale / Dara : 22/08/2019

Date / JaTa : 22/08/2019

Date / [lata : 22/08/2019

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India.
mail : mail@drreddys.com www.drreddys.com

Bachupally Mandal, Medchal Malkajgiri District, Pi

s a mnma e dewanddie fAM

Tel : +91 40 4900 2900, Fax : +91 40 4900 2999 E
Eactarv : Survey No. 42, 45 & 46, Bachu pally Viliage,

n Code - 500 090,

CIN : L85195TG1984PLC004507
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Dr.Reddy’s

CERTIFICATE OF ANALYSIS
CEPTUGWKAT AHATTA3A

Page 30f 3

MpoaykT : OMes® (omenpaaon), kancyns! 26 mr
Batch Size / O6bem napTuu : 2000000 NO !
Date of Analysis / [lata ananu3aa : 20/08/2019 i
Date of Expiry / Cpok rogHocTy : 06/2022

*, Product : Omez® (Omeprazole), capsules 20 mg
IBatch No / Cepus Ne : B901600

AR No / AnanuTtuueckuis otyer : 2002FP19001127
Date of Wifg [ JaTa npou3BOACTES ! 07/2019

Ne Test/ TecT Result / PesynbTatbl Specification / Tlo poxymeHTaluu
8 Uniformity of dosage units |6.0 /6,0 Acceptance value (AV) should be not more
/ OpHOPOAHOCTL than 15.0
(1031 POBAHNA MNokasaTens npuemMnemMocTy (AV) ROMKEH
HbiTe He Bonee 15,0 %
9 Assay / KonuuecTeenroe | 20.2 mg (101.2 %)/ 18.0 mg to 22.0 mg of C17H1 ON303S
onpefenexue 20,2 mr (101,2 %) (omeprazole) in capsule (90.0 to 110.0 % of
label claim).
07 18,0 Mr go 22,0 mr C17H18N303S
fomenpason) B kancyne (o7 90,0 no 110,0 %
0T HOMMWHAMLHOTO COAePXKaHna). .
Remarks : The Product conforms to above specifications Opinion : APPROVED
Mpumeuative: MpoAyKT COOTBETCTBYET BbllLiEyKa3aHHbIM 3akntovenue : OJOBPEHO
cneyvdukaluam ]
Prepared by / [lpoBepeHo Checked by / JokymeHT Quality Assurance Manager/Executive
npoBepeH &l{ MeHepxep ni%neqemm KavecTra
4
. _ A
~ A.Susmitha / A. CycmuTa Y, Venkateswara Rao / [O. G.Krishna Mohan - [, KpuuHa MoxaH
BenxaTecsapa Pao
Date / Dara : 22/08/2019 Date / lara : 22/08/2019 Date / Jara : 22/08/2019

-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN: 1L85195TG1984PLC004507

900 2999 Email : mail@drreddys.com www.drreddys.com
y Mandal, Medchal Malkajgiri District, Pin Code - 500 090,

- Npem ddevn mmrn

Registered Office : 8-2
Tel : +91 40 4900 2900, Fax: +3140 4
Factory.: Survey No. 42, 45 & 46, Bachupally Village, Bachupall
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