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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Page 1 of S/ Crp. 1 m3 5

Product : Razo, Enteric coated tablets 20 mg
TTpoaykT: Pazo®, Tabneriu, NOKPHITbIE KHIIEYHOPACTBOPUMON 000.104K0ii, 20 Mr

Batch No. / Cepun Ne: C2114729

Batch Quantity /
O0bem cepin:

1500000 Tablets
1500000 TaOJeTOK

A_n_alytical R;port No / Anaautuaecknii oruer Ne : 890001561578

Ne

Date of Manufacture / lata npousBoacrsa :11/2021

Date of Analysis / laTa anasnsa: 1 1/12/2021

Date of Expiry / Cpok roanocrn : 10/2024

Analysis performed according NI / Ananuz nporenen no HJT: JTT-002666-131120

Test / TlokazaTenn

Result / PesynbTaTsnl

1

Description / Onucanue

Specification / HOpl\Tla )

Round, biconvex, light yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
scetion is the core white. / Kpyranie,
JIBOSIKOBbIMYKJIblC TaOJAETKH,
MOKpBITbIE 000I0UKOH CBETIIO-
KCJITOTO 1{BETA, C MaPKUPOBKOH
kpacHoro 1reta «RB20» Ha onHOH
cropoHe. Ha nonepeuHom paspese
saapo H6enoro usera.

Identification By HPLC /
Hoanunnocrs BOXKX

Averag_e weight of coated
tablets / Cpeansisn macca
TAbJIeTOK

Round, biconvex, light yellow to ye]low:
coated tablets with ink imprinted
«RB20» on the one side. The cross section
is the core from white to oft-white. /
Kpyrnsle, JBOSKOBBLIMYKIblE

red

TabNETKH,
NOKpPbIThIE 000JI0YKOH OT CBETIIO-XKENTOrO
o
KpacHoro

JKEJITOro  LBeTa C
«RB20»

cTopoHe. Ha nonepeunom paspese apo ot

MapKHpPOBKOH

1BeTAa Ha  OJIHOU

©elioro 10 noutH 6e0ro UBeTa.

Complies as prescribed /
CooTBeTCTBYET

204.13 mg /204,13 mr

The retention time of the major peak in the
chromatogram of the test preparation
should correspond to the retention time of
the main peak in the chromatogram of
Rabeprazole sodium standard preparation
(section Assay). / Bpems ynep>kupanus
OCHOBHOTO TIHKa Ha XpoMaTorpaMmMe
WCMLITYEMOrO PacTBOpa A0JIKHO
COOTBETCTBOBATH BPEMEHH YACPIKHBAHMUS
OCHOBHOTO MMKA Ha XpoOMaTorpaMme
pacTBopa craHaapTHoro obpasua
pabenpazona HaTpus (pase
«KonuuecTBeHHoe onpejeseHuen).

212.68 mg + 5% (202.05 -223.31 mg) /
212,68 mr £ 5 % (or 202,05 mr pno
223,31 mr)

Remarks : The Product confirms to ND/
Npumeuanne: [poaykT cooTserciryveT Tpebopaiimam HJL

Opinion : APPROVED
Zaxmouenne: OJOBPEHO

Prepared by/
IToaroToBneHo:

Date/ Jara:

Checked by

Ipo Bebem@ ,

14129204

Approved by: Manager
Merekep no obecnedenmio KauecTsa

Fota) Romi

a’Lezuu_/{_ i

Date/ JlaTa: (L ~(2-202]

Date/ JlaTta:

2202




CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AITAJIU3A

Dr. Reddy’s “:’0

Product z Razo, Enteric coated tablets 20 mg
Ipoaykr : Pazo®, Ta6J1€TKN, HOKPBIThIE KHLIIEYHOPACTBOPUMOIi 060J104K0ii, 20 mr

Batch Quantity /
O0bem cepum:
Date of Analysis / JaTa ananuza: 11/12/2021 '

Batch No-./ Cepus Ne : C2114729

élla!yticail_l_epor; No / Anannruueckuii oryer Ne : 890001561578

Date of Manufacture / Jlata npoussoacrsa :11/2021

Page2 of S/ Crp. 235

1500000 Tablets
1500000 Tagnerox

Date of Expiry / Cpox rognocry : 102024

Xnalysis .]_)érformed ac_c;)r(jingT\JD / Anaaus nposeaen no HJI: JII1-002666-131 120

_N'_)_ ) Test / Ilokazaresan

Result / PeaynbTaTni

4 |Dissolution / PacTBOpenne

S—peciflcation / Holgls_aa

Unit-1/Egrvnuna- 1 1% In 0.1M hydrochloric acid solution — not
U e e 0%  |more than 10% of the labeled amount of]
S CisH20N303SNa (Rabeprazole sodium) is

Unit-3/Ennnnua-3 0% dissolved in 2 hours. / B 0,1 M pactsope

Unit-4/Epvnnna-4 1% XJIOPMCTOBO/IOPOAAHON KHCIOThI — He Gonee
" Unit-5/Equnnna-5 1% 10 % OT HOMMHaNBLHOIO CoAepP KAHUA

Unit6/ Gt T CisH20N3O3SNa  (pabenpazosia  HaTpus)

N |uepes 2 u.
Unit-1/Eavaunna-1 86% In buffer solution pH 8.0 — not less than
U2 B 91% 75% (Q) of the labeled amount of

|dissolved in 60 minutes. / B 6ydepnom

Unit-3/Eannuna-3 91%
Unit-4/Enunnua-4 88%
Unit-5/Egununua-5 86%
Unit-6/Ennnuua-6 93%

CigH20N3O3SNa (Rabeprazole sodium) is

pacteope pH 8,0 — He menee 75 % (Q) or
HOMHHAJILHOTO co/lepiKaHHus
CisH20N3035Na
uepes 60 MuH.

(padenpazona  HaTpus)

Remarks : The Product confirms to ND/

| Ipumeuanue: INpoayxr coorsetciryeT Tpebosanusm HJ

Opinion : APPROVED
3akmovenne: OJJOPEHO

Prepared by/
[MoaroroBieno:

9{.}"/, Checked by

[lposepeHo: 7
I D~~~

Approved by: Manager
M}‘gc,'l}l\'cp 1O OOECTCHEHTHIO KateeTea

Kol Reottry

1471 2- P24

Date/ JlaTa:

Date/ Jlata: LLe~ (2207

Date/ Hara:

I 2 20]



Product : Razo, Enteric coated tablets 20 mg
Ipoayxr: Pa3o®, TabaeTKn, NOKPLITbIE KHLIEUHOPACTBOPUMOIi 060,101K0H, 20 M1

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Page3 of 5/Crp. 3wz 5

Batch No. / Cepnsa Ne : C2114729

_é_n_a_lytical ReportT\Io / Ananutnueckuii oraer Ne :

Batch Quantity / 1500000 Tablets |

890001561578

O06bemM cepun: 1500000 Tagnerox
Date of Analysis / laTa ananmsa: 11/12/2021

Date of Manufacture / JIata npou3sBojacrsa :11/2021

Anal_ysis performed according ND / Auanus nposenen no HJI: JIT1-002666-131120

Date of Expiry / Cpox rognocta : 10/2024

| No

Test / Hoxaszarein

Result / Pe3leb'l'a'l_'bl

Specilication / Hopma

5

Related substances by HPL.C / PoacTBennsbie npumecu, B3JKX

Rabeprazole N-oxide /
Pabenpazona N-oxcua

0.03%/0,03%

Rabeprazole Sulfone /
Pabenpaszona cyibbon

0.06%/0,06%

Rabeprazole Methoxy analogue /

PaGenpazona MeTokcH aHanor

Not detected / ne oGHapy»eHa

Rabeprazole Chloro analogue /
Pabenpazona xnopo ananor

Not detected / He obHapyskena

']abeprazole Sulphide /

Pabenpazona cynedun

0.09%/0,09%

Maximum unknown individual
impurity / Enunnunas
HEeWAEHTHhHUMPOBAaHHAS
npumech

0.04 % /0,04%

' Total impurities / Cymma

npumMecei

Residual Solvents content /
OcTaTouHbIE OPraHntecKue
pacTBOpHTENH

0.5% /0,5%

|not more than 0.5% / He Gonee 0,5 %

not more than 0.5% / ne 6onee 0,5%

not more than 0.5% / He 60n£0,5 %

not more than 0.5% / ne 6onee 0.,5%

not more than 0.5% / He 6omnee 0,5 %

not more than 0.2% / He 6onee 0,2 %

'not more than 2.0% / e Gonee 2,0 %

1477 pg/tab / 1477 mkr va TabneTky

Isopropanol — not more than 2621 ug per
tablet / M3onponanon — ne 6osee 2621 mkr
Ha TadaeTKy

iemarks :

The Product confirms to ND/
Tpumeuanne: [Npoaykr cootBeTerBYeT TpedopaHuam HJL

Opinion : APPROVED
Jaxkmwuenne: OJJOBPEHO

Prepared by/ WQ(/ Checked by Approved by: Manager
ﬂomommenq%’/ IlporepeHo: A Mere prep 1o obecHe e HHIo KaveeTsa

d>~ Feotor) R & feotsd
Date/ Jlata: ) Arf 2._204/, Date/ [laTa:

U ~(2~202)

Date/ Jlara: /L«{’—q’L-—ZOH




Dr.Reddy's ¢

Product : Razo, Enteric coated tablets 20 mg
Hpoayxr: Pazo®, TabaeTkn, NOKpbITbIE KHIIEUHOPACTBOPUMOIi 060J104KOi, 20 Mr

Batch No./ Cepus Ne : C2114729

;_n_alytica-!_Beport No / Anasurnuecknii oruer Ne : 890001561578

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Page 4 of S/ Crp. 4u3 5

Batch Quantity /
O0bem cepun:

1500000 Tablets
1500000 TabneTok

Date of Manufacture / lata nponspoacraa :11/2021

Date of Analysis / lata ananmza: 11/12/2021

Date of Expiry / Cpox rognocrn :_10/2024

Analysis performed according ND / Ananns nposenen no IIJI: JII1-002666-131120

Ne
7

Test / IlokazaTean

' Uniib;nity of dosage units /

O)_lHOI)UJ.lH uCTb AUSUPUBAHHSI

Microbial limits / Mukpuouosior

Result / PezyabTaTsi

3.2/3,2

HUECCKAN YHCTOTA

B SEci?lcation / Iﬁpma

The acceptance value (AV) should be not
mote than 15.0. / Tokasaren
npuemnemocty (AV) nomkeH OblTh He
6onee 15,0.

a) Total aerobic microbial count /
O61ee uncio aspobHbIX
MHKPOOPraHUu3MOB

b) Total combined yeasts and
mould count/ O6wee uucio
JIPONOKEBLIX U TJIECHEBLIX TPUOOB

c) E. coli

Assay / KoanuecrBensoe
onpeaesieHne

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 10 CFU/g/
Menee 10 KOE/r

Absentin lg/
OtcyTcTRYeT B 11

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Shall be absent in 1g/
JloyoKHBI OTCyTCTBOBaTH B 1 T

19.9 mg /19,9 mr

Remarks : The Product confirms to ND/
Ilpnmeuanne: INponykT cooTsarcgyeT Tpedopanusm HJL

Prepared by/
IloaroroBneno:

Date/ [ata: ,/’ ~! 2_r297/, ‘Date/ Jlara: _(,_{-:2_- «202/

6?&,0-‘@’( Checked by
5% = [posepetio:

“Opinion : APPROVED
3axkmouenne: ONOBPEHO

18.0 mg to 22.0 mg of C;3sH»N3:O3:SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or ]8,0 Ml 10 22,0 Mr ClezoNgo_wSNa
(pabenpazona Hatpus) (oT 90 ao 110 %
OT  HOMMUHABLHOTO  coliepykaHus) B
Tabnerke.

gl)__?ﬁ”_

Approved by: Manager

f\’IL'.‘IJL‘,'l}[\'L‘P NMO ODECHEYEHHIO Kavee B

Freeensd) Ronl Reeotuy

Date/ Jlara:

42202y




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Page S of 5/ Crp. Suszs

Product : Razo, Enteric coated tablets 20 mg
Hpoaykr: Pazo®, Tabiierkn, HOKpLITLIC KHIIEYHOPACTBOPHMOI 060104K0ii, 20 Mr

Batch No. / Cepus Ne : C2114729

A;lalytim_ i__]_i-epurt No /_A}laJl;lTH‘leCK"ﬁ_OT‘leT Ne : 890001561578

Batch Quantity /
Oo6bem cepuu:

1500000 Tablets

Date of Manufacture / JlaTa npousBoacTBa :11/2021
Analysis pcﬁ'ornfed accordin_g ND / Ananus npuseaen no HJI: JI1-002666-131120

_ Datiof Analysis / laTa aHaml3a:__11/12/2021
Date of Expiry / Cpox roanocru : 10/2024

1500000 TabJeTOK

Ne qi"est / Tloxka3zarenn

Result / Pe3y.m>TaT_b_1

| -
10 [Packaging / Ynakopka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 tabnerok B Gnucrepe us
(IIBX/AJITIA) donbru /
ATIOMHHUEBOM ¢donsru. Mo
2 6nucTepa BMECTe € UHCTPYKLIMEH 110
NPUMEHEHHIO B NTAYKY KAPTOHHYIO.

Specification / Hopma

15 or 30tablets in HDPE bottles with
screw neck equipped with tamper-evident
membrane sealed with plastic screw caps
with liner, bag of desiccator (silica gel) and
polyester cotton swab. Each bottle and
patient information leaflet in a carton pack.
15 tablets in a (PVC/AI/PA) foil /aluminum
foil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. /

ITo 15 wnn 30 Ttabnerok B 6GaHkax w3
MOJINDTHIIEHA  BBICOKOW  MAOTHOCTH ¢
BUHTOBOW  rOpNOBWMHON,  CHab>KEHHBIX
MeMmOpaHOH s KOHTPOMsSl  MEPBOIO
BCKPBITHS, YKYNOPEHHBIX TUIACTHKOBBIMU
HaBMHYHBACMbIMU KpblLLKaMK c
NPOKNAAKOH M BJOKEHWEM NaKeTa C
BJ1AronorjaoTUTENIeM (cunukaresin) n
TamnoHa u3 nonauadgupHoit BaThl. Kaxnas
Ganka BMecTe ¢  MHCTpyKUMeH  no
NPUMEHEHUIO B MaUKy KapTOHHYIO.

ITo 15Tabnerok B  Oaucrepe w3
(TIBX/AJI/TIA) ¢donbru / anromuHuesoi
donbru. Tlo 1 unn 2 Gaucrepa Bmecte ¢
MHCTPYKLMEN 10 NPUMEHEHUIO B Nauky
KapTOHHY!O.

Label_ing-/ Mapku pon_ma

Complies as prescribed /
CooteercTBYET TpeGOBAHUAM

According to ND /
B cootsetcTeun ¢ HJL

At temperature below 25 °C. / Tlpu temnepatype ne soie 25 °C.

Shelf life /
Cpoxk roanocrn

2 years (in bottleg), 3 years (in blisters).
2 ropa (B 6aHkax), 3 roaa (B 6aucrepax).

/

Remarks : The Product confirms to ND/
ITpumeuanne: IpoaykT cooTercTRYET TpeGoBanmam HJ|

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/
[Toarorosneno:

Checked by

Approved by: Manager

Date/ ﬂzm; o 14’12* QO%

[1posepeno: MeHe Rep Mo abeCieteing Kavueer s
@i Feuaud s -
Date/ Jlara: Date/ Jlara:

(U ~(2 -202(

fLP«—ﬂ(L.—?,oo_/




