___ Dr

Product : Razo, Enteric coated tablets 20 mg

CERTIFICATE OF ANALYS

IS

CEPTH®HKAT AHAJIMIA

PagelofS/Crp. 1us5

TpoayxT: Pa3o®, Ta6jeTKN, HOKPLIThIE KHIIEMHOPACTBOPUMOIi 060.101KOi, 20 mr

Batch No./ Cepua Ne: C2112379

Analytlcal Report No / AnanuTnuecknii oTueT Ne :

Batch Quantlty/
O6bem cepun:

1500000 Tablets '
1500000 00 Tadaerox

890001551489

Date of Manufacture / Jlata nponssoacrsa :09/2021

Date of Analysis / Jara ananun3za: 24/10/2021

Date of Expiry / Cpok roagHocrs : 08/2024

Xnalysis performed according ND / Ananu3s nposeaen no HJI: JII1-002666-131120

Ne Test / IloxazaTean

Result / Pe3yabTarhbl

Specification / H—OI_)M3

1 D(;cription / Onncanue

Round, biconvex, light yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyrieie,
JIBOSAKOBBINYKJIble TaONCTKH,
NOKPBITbIE 000NOUKON CBETNO-
JKENTOro 1[BeTa, C MapKUPOBKOi
kpacHoro useta «RB20» Ha oanoit
cTopoHe. Ha nonepeunom paspese
siapo Genoro LBeTa.

Identification By HPLC /
TMogaunnocts BIJKX

Complies as prescribed /
CooTBeTcTBYET

Aver%e weight of coated
tablets / Cpeansis macca
TabneTox

206.18 mg /206,18 mr

4 |Dissolution / PacTBopenne

Round, biconvex, light yellgw to yellow-
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyriible, IBOSKOBBITYKJIble  TableTKH,
NIOKPbITHIE 0OONOYKOH OT CBETIO-KENTOrO
10 nBera C
KpacHoro «RB20» OJTHOH

cropoHe. Ha nonepeunoM paspese sapo oT

JKENTOro MapKUpPOBKOM

1IBETA Ha

6enoro a0 NoyTH Oernoro LBeTa.

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>kuBanus
OCHOBHOTO MHKa Ha XpOMaTorpamMmme
WCTILITYEMOTO PacTBOpa AOJDKHO
COOTBETCTBOBATb BPEMEHH yACPKUBAHUs
OCHOBHOTO 1TMKa Ha XpoMaTorpamMme
pacTBOpa cTaHAapTHoro obpasiia
pabenpazona HaTpus (pasnen
«KoanuecTBeHHOE ONpesiesIeHHEN).

212.68 mg £ 5% (202.05 - 223 .31 mg)_/
212,68 mr £ 5 % (or 202,05 mr po
223,31 mr)

Unit-1/Eannuua-| l

Remarks : The Product confirms to ND/

In 0.1M hydrochloric acid solution — not

yeT TpeboaHusam HJ

Opinion : APPROVED
Zakmwouenue: OJOBPEHO

IIpumeuanne: [1ponykT cooTBeT 4
2

Prepared by/
l_loLLFOTOBncungr?

M

Checked by
[, Al wesl

Date/ Hara: 2.5 ,,&M/

Approved by: Manager

CHEKEP lll\) obDeCrne eH o KaueeTea

ez 5L Necclreqy

[TporepeHo:
Date/ Jlara: Z/g’ { 0-20 &/

Date/ JlaTa:

2.C-10-202|




CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Dr.Reddy’s “.’

Product : Razo, Enteric coated tablets 20 mg
Ipoayxr: Pa3o®, TabiieTKH, NOKPLITbIC KHIIEUHOPACTBOPHMOI 000/109K0l, 20 M

Page2 of 5/Crp. 23 5

Batch No./ Cepuns Ne : C2112379 Batch Quantity / 1500000 Tablets |
O6bem cepun: 1500000 Tadmerox

Analytical Report No / Anaantuueckuii oraer Ne : 890001551489 | Date of Analysis / Jlata anannsa: 24/10/2021

Date of Manufacture / Jlata nponssoacrsa :09/2021 Date of Expiry / Cpoxk roanocty : 08/2024

Analysis performed accordingT\ID / Ananus nposegen no HJI: JITI-002666-131120

Ne Test / IlokazaTenn Result / PesynabTaTtsl Specification / Hopma
- I o Unit-2/Eannuna-2 4% more than 10% of the labeled amount of]
Unit-3/Eannana-3 1% CisHoN3O3SNa (Rabeprazole sodium) is

—ldissolved in 2 hours. / B 0,1 M pactBope

Unit-4/Enunna-4 O XJIOPUCTOBOIOPO/IHOM KUCNIOTHI — He Gosiee
Unit-5/Eaunnua-5 4% 10 % oOT HOMHH&IBHOIO COAEpPIKAHUS
Unit-6/Equauna-6 39,  |CisH20N303SNa (pabenpazona HaTpus)
1 ——{uepe3 2 u.
Unit-1/Eannnua-1 93% In buffer solution pH 8.0 — not less than
Uni-2/Equnnna-2 929 75% (Q) of the labeled amount of
i C1sH20N303SNa (Rabeprazole sodium) is
Unit-3/Enpnuna-3 B dissolved in 60 minutes. / B 6ydepnom
| Unit-4/Eqununa-4 92% pacteope pH 8,0 — He menee 75 % (Q) ot
Unit-5/Eqnnuia-5 929, HOMHHAJILHOTO COAEpKaHus
e G+ [CisH2N303SNa (pabGenpa3zona HaTpma)
Unit-6/Eaunnna-6 90%

yepe3 60 MUH.

_5___Relate_dsu_bst21n£e§ bv_ I_JPLC_/_P(;uc_TBeHH_ble npumecu, BOJKX
Remarks : The Product confirms to ND/ Opinion : APPROVED
| Ipnmenanne: INpoayxr coorseTcTBYCy TpeboBanusm HJI 3akmouenne: OJOBPEHO

Prepared by/ ﬁg ‘hecked by Approved by: Manager N
[ToarorosneHo: W I1poBepeHo: \/’6)% Meteukep no uﬁecilcuclwm KauecTea
: PGEC.C_C@ l-%_‘:')v—~\,t_ GLfl.f-'tL\,L-o

Date/ [dara: 25,_(-0"% Date/ [ata: n &- !0—'207/’ Date/ Jlata: 2 CTAD —}OL‘




Dr.Reddy’s @

CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIM3A

Page3 of S/Crp.3w3s5

[Product : Razo, Enteric coated tablets 20 mg
IpoaykT: Pazo®, TabJieTkn, NOKPHITHIE KHIIEYHOPACTBOPUMOIL 000J104K0i, 20 M

Batch No. / Cepust Ne : C2112379

Analytlcal Report No / Anasurnueckuii oruer Ne : 89000155 551489

Batch Quantity /
O0bem cepun:

1500000 Tablets
1500000 Tagrerox

: Date of Analysis / lara ananusa: 24/10/2021

Date of Manufacture / /lata npon3soacTsa :09/2021

Date of Expiry / Cpok roqnocTs : ()8/2024

Analysis performed according ND / Ananns l'lpOBe[leH no HJ: JITT-002666-131120

Ne Test/ IToxaszarennb

" Result/ PesynbTaThl

Specification / Hopma

Rabeprazole N-oxide /
Pa6enpazona N-okcua

Below LOD(LOD=0.008%)/Hwxe
npeena oGHapyKeHNS
(T10 = 0,008 %)

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

Rabeprazole Sulfone /
Pa6enpasona cynsdoH

0.09%/0,09%

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

Pabenpazona meToKCH aHaor

Pabemnpazona xyopo aHanor

Rabeprazole Sulphide /
Pabenpazona cynsbdun

Maximum unknown individual
impurity / Enuanunas
HeueHTUGUIUPOBaHHAS
npuMech

meprazole Methoxy analogue /

Rabeprazole Chloro analogue / —

Not detected / He oGHapy»xeHa

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

Not detected / ne oOHapy>keHa

0.04% /0,04%

not more than 0.5% / e Gonee 0,5 %

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

0.02 % /0,02%

Total impurities / Cymma
npuMecei

not more than 0.2% / He Gonee 0,2 %

0.3%/0,3%

Residual Solvents content /
OcTaTouHble opranuuecKne
pacTBOpHTENH

not more than 2.0% / ne 6onee 2,0 %

1833ug/tab / 1833mxkr Ha Ta6neTKy

Uniformity of dosage units /
OaHOPOAHOCTL A03MPOBAHNS

Isopropanol — not more than 2621 pg per
tablet / isonponanon — ne 6onee 2621 mMkr
Ha TabneTKy

2.712,7
more

8

Microbial limits / MukpoGnoJiornueckas uHcToTa

The acceptance value (AV) should be not

than

npuemnemocty (AV) nomKeH ObiTb He
6onee 15,0.

15.0. / [Tokazarensb

Remarks : The Product confirms to ND/
IIpumeuanne: [1poaykT cooTBedcy

‘et TpeboBanuam HJ|

Opinion : APPROVED
3akaouenne: OIOBPEHO

Prepared by/ A7+ Checked by Approved by: Manager
p
[ToarorosneHo: [Tposepeno: \/@w/[ Meneagep :gﬁiuulcuumm KauecTsa
W § eelp }%}—vu_ e el
‘Date/ Jlata: D F(CO 5204,’ Date/ Hara: 5 G -10- 207/’ Date/ [lara: 2C10-20 Q_)




~ Dr.Reddy’s Q'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Razo, Enteric coated tablets 20 mg
IIpoaykT: Pa3o®, ra6eTkn, NOKPHITHIE KULIEYHOPACTBOPHMOIE 060109K0H, 20 Mr
Batch No. / Cepust Ne : C2112379

Batch Quantlty /
O6bem cepnu:

Page 4 of 5/ CU‘_: 4135

1500000 Tablets
1500000 _'_I‘aﬁ_ne'ro]c

;&nalytical Report No / Ananuruuecknii oruer Ne :

890001551489

Date of Manufacture / JIata npoussoacrsa :09/2021

Date of Analysis /EaTa aHanmsa: 24/10/2021 h
Date of Expiry / Cpok roanocts : 08/2024

Xnalysis p;formed according ND / Anann3s nposenen no HJI; JIITI-002666-131120

Ne

_Test / TlokazaTeinb

Result / PesynpraThl

Speaﬁcation / Hopma

a) Total aerobic microbial count /
O6wmee uncao a3pobHbIX
MHUKPOOPraHW3MOB

b) Total combined yeasts and
mould count / O6iuee uncno
APOJOKEBBIX M MJIECHEBBIX TPUOOB

c) E. coli

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

Less than 10 CFU/g /

Menee 10 KOE/r He 6onee

Absentin 1g/
OTtcytcTBYeT B 1T

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

Not more than 100 CFU/g /

100 KOE/r

Shall be absent in 1g /
JomxHel oTcyTcTBOBaTh B 1 T

Assay / KonnuecTBennoe
onpenesieHne

199 mg/ 19,9 mr

18.0 mg to 22.0mg of CigHxN303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr mo 22,0 mr C;sHz0N30O3SNa
(pabenpazona narpus) (or 90 oo 110 %
OT  HOMHWHalbLHOTO  COJAEPXKAHHUA) B
TabneTke.

IIpameuanne: [Npoaykr COOTBETCTR

;Re;narks The Product confirms END/

yer Tpebosanuam HJ1

Opinion : APPROVED
3akmouenune: ONOBPEHO

Prepared by/ 0& 7| Checked by Approved by: Manager
[ToAroTOBAEHO: ﬁg@ [lpoBepeHo: L @m‘% t\fln-.‘m,.uu.p 1o nuLLIJL‘ILiIIIlU Kaveersa
Date/ JlaTa: Qg_for% Date/ JlaTa: 256 lO/in’ Date/ IlaTa 2C |10 ');a),‘




_ Dr.Reddy’s €3¢

Product : Razo, Enteric umlt‘([ tablets 20 mg
[ IpoayxT: Pa3o®, Tab6aeTkn, NOKPLIThIC KHIIEYHOPACTBOPHMOIi 060.101K0ji, 20 Mr
Batch Quantity /
O6beM cepun: _
Date of Analysis / ﬂaTa aHaausa: 24/10/2021

Date of Expiry / Cpok rognocru : 08/2024
Elalys}s performed according ND / Ananus nposenen no HJI: JII1-002666-131120

Batc

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

PageSofS/Crp. Sus5

h No./ Cepusn Ne : C2112379

Analytical Report No / AnannTnuecknii oruer Ne : 890001551489

1500000 Tablets
1500000 rTaéaerox

Date of Manufacture / Jlara npon3Boacrsa :09/2021

Ne

Test / IlokaszaTean

Result / PeyabTarsl

Specification / Hopma

10

11

|Shelf life /

Packaging / YnakoBka

iabeling / MapkupoBka

15 tablets in a (PVC/AVPA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 tabnerok B 6nucrepe u3
(IIBX/AJI/TIA) (donwru /
ATFOMHUHHEBOH ¢omsru. Tlo
2 Gancrepa BMecTe ¢ MHCTPYKLUMEH 1O
NPUMEHEHHIO B MAaUKy KapTOHHYIO.

" "C_omplies as prescribed /

CooteeTcTBYET TpeHOBAHUAM

12 iStorage conditions / Xpanenue

13 2 years (in bottles), 3 years (in blisters). /
-I Cpox rognocTn 2 ropa (B 6aHkax), 3 roaa (B 6aucTepax).
Remarks : The Product confirms to ND/ Opinion : APPROVED

At temperature below 25 °C. / Tlpu Temnepatype He Bbilue 25 °C,

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/AlL/PA) foil /aluminum
foil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. /

ITo 15 unm 30 Tabnerok B OaHkax U3
NOJIMATUIIEHA  BBICOKOM  TUIOTHOCTH ¢
BUHTOBOW  TOpJIOBMHOHM,  CHab>XXEHHBIX
mMeMOpaHOM 15 KOHTPONsi  MEePROTO
BCKpBITHS, YKYNOPEHHBIX TJIACTHKOBBIMU
HaBHHYMBAEMbIMU KpbILLIKaMH c
NPOKNAAKOH M BIOKEHHEM TaKeTa C
BlaronornoTuteneM  (CUIMKarenp) WU
TaMIioHa w3 nonuadupHoi BaThl. Kaxnas
faHka BMecTe C HWHCTpyKUMed 1o
NPUMEHEHHMIO B TIaUKy KapTOHHYIO.

Ilo 15 Tabnetox B  OnHcTepe  u3
(MBX/AJUTIA) donbru / anioMMHHEBOH
donbru. Tlo 1 uan 2 6nucrepa BMecTe ¢
MHCTPYKUMEH NO NPUMEHEHHIO B NauKy
KAPTOHHYHO.

According to ND / o
B coorBeTcTBMM ¢ H]]

Ipumeuanne: [TpoaykT cooTseT
Prepared by/ Zi
[ToaroroBneHo

yeT Tpeboanusm HJT

3akmouenne: OJOBPEHO

e

Checked by
L2a e psh

Dat

e/ Jara:

S G (O o)

Approved by: Manager

Mene; pmp 1O 0OECHEHEHMIO KAaHeCTBa

2utols) Rgil Aot

Date/ Jlara:

Ilpogepeno:
25-0-Y

Date/ Hara:

2 |0 ~20L|




