Dr.Reddy’s “:‘

Product : Razo, Enteric coated tablets 20 mg
Hpoayxr: Pa3o®, Tad/eTKH, IOKPBITbIE KHIIEYHOPACTBOPUMO# 060/104K0ii, 20 M

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Page 1ofS/Crp. 135

Batch No. / Cepun Ne : C2112378

r Ne Test / Tlokasatenn

Analytical Report No / AHaauTHYecknii oTuer Ne : 890001551096
Date of Manufacture / Jlara nponssoacrsa :09/2021

Batch Quantity /
|O6bem cepun: 1500000 rabaerox |
Date of Analysis / [lara ananusa: 20/10/2021

1500000 Tablets
1500000 radnerox

Date of Expiry / Cpok roanocrn : 08/2024

Knalysis performed accor(_iing ND / Ananus IIPTOB_e[leH no HJI: JITT-002666-131120

Result / PesynbTaTnbl

Specification / Hopma

1 |Description / Onucanne

Round, biconvex, yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyrnsie,
JIBOSIKOBbBITTYKJIble TaOJICTKH,
NOKpPbIThIE 000J04KOMH OT CBETNO-
JKEJITOTO J10 JKENITOro LIBETA C
MapKHpOBKOW KPacHOTO 1BeTa
«RB20» Ha onno# cTopone. Ha
NonepeyHoM paspese Sapo MOUTH
Oesoro usera.

Identification By HPLC /
Hoaaunnocrs BIXKX

Average weight of coated
tablets / Cpeansist macea
TabjeTok

4 'DEsolution/PaCTBOpelme

Round,ﬁonvex, light yellow to yellow-
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyrnble, ABOSKOBBIMYKIblE  TabneTky,
HOKPBITbIE 0O0JIOYKOH OT CBETJIO-XKENITOrO
Jife)

KpacHOro

JKEJTOr0  1BeTa ¢
«RB20»

cropoHe. Ha nomepeunom paspese sapo or

MapKHPOBKOH

LBeTAa Ha OIHOM

©enoro 10 noyTH 6enoro UBeTa.

Cmplies as prescribed /
CoOOTBETCTBYET

205.76 mg /205,76 mr

Unit-1/Eannvna- | L 2%

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 fIMKa Ha XpomaTorpamMmme
MCIIBITYEMOTO PacTBOpA /10/KHO
COOTBETCTBOBATb BPEMEHH yIEPIKHBAHMS
OCHOBHOI'O MKKa Ha XpoMaTorpaMmMe
pacTBOpa ctaHaapTHoro obpasua
pabenpasona HaTpus (pa3nen
«KonmuuecTseHHoe onpeaeneHuey).

1212.68 mg + 5% (202.05 — 223.31 mg) /

212,68 mr + 5 % (ot 202,05 mr pno
223,31 mr)

In 0.1M hydrochloric acid solution — not

Hpumeuanne: [poayKkT cooTBETCT 44

Remarks : The Product confirms to ND/

et Tpebosanmnam HJ1

Opinion : APPROVED B
Zakmouenne: OJOBPEHO

Checked by
LGt

Prepared by/ 9;;53”"'
IloarororsaeHo: W
Date/ Jlara: 09 (O '29/

Approved by: Manager

Menenzkep 1o 00ecneuenn KavecTpa
Feceata) R 2 ([ (rezl.}JJ/lg

[1posepeHo:
Date/ }1_211_‘3: (2/(2:"[0 ( 7/0”

Date/ Jara:

22-10-202 |




CERTIFICATE OF ANALYSIS

Dr.Reddy’s ":‘

CEPTU®INKAT AHAJIU3A

Product : Razo, Enteric coated tablets 20 mg

Page2 of S/Crp. 235

poayxr: Pazo®, Taberkn, NOKpbiThie KHIIEYHOPACTBOPUMOK 060104KO0H, 20 Mr

Batch No. / Cepus Ne : C2112378

Batch Quantity / 1500000 Tablets

Oo6bem cepun:

énalytical Report No / AnanaTudeckuii oruer Ne :

890001551096

Date of Manufacture / lara nponspoactsa :09/2021

Date of Expiry / Cpok rognoctn : . 08/2024

1500000 rTadnerok |
Date of Analysis / Jlata anaan3a: 120/10/2021 |

Xnalysis performed according ND / Asanus nposeaen no HJX: JII1-002666-131120

Remarks - The Product confirms to ND/

Ilpnmeuanne: [poaykT cooTBeTcTBYET TpeboBanusm H/|
v

Opinion : APPROVED
3akatwuenue: OJOBPEHO

Prepared by/

]—]ODFOTOBJ'IQHW

Checked by
[1posepeHo:

I ‘\{}“f_ﬂ,%f 7 |

Ne Test / llokazaTenan Result / PesyabsTaTsl Specification / I-Toi);aa_ .
Unit-2/Eqununa-2 2% more than 10% of the labeled amount of
Unit-3/Eaninua-3 0% CisH20N303SNa (Rabeprazole sodium) is
i - dissolved in 2 hours. / B 0,1 M pactBope
Unit-4/E qpanua-4 0% XJIOPUCTOBOJOPOAHON KHCIOTHI — He Gonee
Unit-5/Equanna-5 1% 10 % oT HOMHMHANBHOIO coAepXKaHUS
Unit-6/Eannnua-6 2%, CisH20N303SNa  (pabenpa3ona  Harpus)
yepes 2 u.
Unit-1/Eannuia-1 91% In buffer solution pﬁ 8.0 — not less than
Unit-2/Epnanna-2 92% 75% (Q) of the labeled amount of
: . C13H20N303SNa (Rabeprazole sodium) is
Unit-3/Eqninua-3 28 dissolved in 60 minutes. / B 6ydepHom
Unit-4/Ennanna-4 93% pactBope pH 8,0 — He mMenee 75 % (Q) ot
Unit-5/Equnnna-5 93% HOMHHAJILHOTO COJIEPIKAHUS!
= — + {CsH20N30:5Na abenpazona  HaTpus
Unit-6/EanHniia-6 91% faita S u P pis)
yepe3 60 MuUH.
5 |Related substances by HPLC / PoacTBeHHbIE npamecn, BOXKX .

Approved by: Manager
Meneukep 1o odecneuenno Kavecrna

Letotn) Ronl leed

Date/ Jlara: 22 "l O '_299/1

Date/ Hara:

'Lz:lo -207)

Date/ Jara: 29 | 0_/)03/}




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page 3 of 5/Crp.3uz5

Product : Razo, Enteric coated tablets 20 mg
Hpoaykr: Pazo®, TabaeTkn, NOKPbITHIC KHIIEYHOPACTBOPUMO¥ 060.1011K0il, 20 Mr

Batch No./ Cepust Ne : C2112378

1_§nalytical Report No / Anaaunrnyeckuii oryer Ne : 890001551096

0]

Batch Quantity /

O0neM cepum:

Date of Manufacture / lata npon3soacrsa :09/2021

Ne Test / TlokazaTens

Result / i’e3S’J'leaTbl

Rabeprazole N-oxide /
Pa6enpazona N-okcua

Less than LOQ (LOQ= 0.022 %)/
Hike npenena KoAN4ECTBEHHOTO
onpeaenenns (ITKO= 0,022%)

Rabeprazole Sulfone /
Pabenpazona cynsdon

PabGenpazona meTokcu anajior

Rabeprazole Chloro analogue /
Pabenpazona xnopo aHanor

Rabeprazole Sulphide /
Pa6enpasona cynbdug

0.08%/0,08%

RZbepr?zole Methoxy analogue / |Below LOD(LOD=0.01%)/Huxe

npeaesna oOHapy>KeHHs
(I10 =0,01 %)

Not detected / ne obnapyskena

0.03% /0,03%

Maximum unknown individual
impurity / Ennanunas
HeuaeHTHOUUHMPOBAHHAS
npuMech

Total impurities / Cymma
npuMecei

0.01 % /0,01%

not more than 0.5% / ne 60nee_0,5 %

1500000 Tablets
1500000 Ta6nerox
Date of Analysis / JlaTa anaansa: 20/10/2021

Date of Expiry / Cpok roasocrn : 08/2024 |

A_ﬁysis performed according ND / Ananns npose_uen no HJI: JIT1-002666-131120

Specification / Hopma

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

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

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

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

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

0.2% /0,2%

6 |Residual Solvents content /
OcTaTouHbIe OPraHUYECKHE
pacTBOpHTEIH

1628pg/tab / 1628mkr Ha Tabnerky

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

[Ha TaGnerky

7 |Uniformity of dosage units /
OaHOpPOOHOCTHL RO3MPOBAHHS

3.8/3.8

8 |Microbial limits / Mukpo6unosiornueckast uncToTa

more than 15.0. U

bonee 15,0.

Isopropanol — not more than 2621 pg per
tablet / Msonponanon — He 6onee 2621 Mxr

The acce_ptance value (AV) should be not
ITokasaresnb
npuemnemoctd (AV) nomxeH ObITh  He

Remarks : The Product confirms to ND/
Ilpnmeuanmne: [1poaykr cooTpe yByeT Tpebosanmsam HJI

Prepared by/ . 12
HOHFOTOBHCHW

Opinion : APPROVED
3akmouenune: OJOBPEHO

Checked by

[TposepeHo: [/ : 90
e A

Date/ Hara: 22 /D"XOM

Date/ Jlara: '?/‘)/\/IID/(?’@M |

Approved by: Manager
Mere/prep 1o odecneyennio KauecTra

0 RonL feocbuy

Date/ JlaTa: 2721020 L}




CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIU3A

Dr.Reddy’s “:‘

Page 4 of 5/ Crp. 4u3 5

Product : Razo, Enteric coated tablets 20 mg

Batch No. / Cepun Ne : C2112378

Hponykr: Pa3o®, TabaeTKu, NOKPLIThIE KHIICYHOPACTBOPUMOH 060104K0i, 20 Mr

Analytical Report No / Ananantiuecknii oruer Ne :_§9_000 1551096

Batch Quantity /
|O0bem cepun:

1500000 Tablets
1500000 raguerok

Date of Analysis / lara ananusa: 20/10/2021

Date of Manufacture / lata nponzsoacrsa :09/2021

Date of Expiry / Cpok rognocTs : 08/2024

eralysis performed according ND / Ananus nposeaen no HJI: JIT1-002666-131120

[ Ne | Test / Iloka3zaTrenn

Result / PesyabTaTsl

Specification / Hopma

a) Total aerobic microbial count /
Ob611ee unco a3pobHBIX
MHMKpPOOPTaHHU3MOB

b) Total combined yeasts and
mould count / O61ee ynco
NPONOKEBBIX W TJIECHEBBIX TpuboB

¢) E. coli

Assay / KoninuecTBenHoe
onpeaesienue

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

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

Absent in 1g/
OtcyTcTBYeT B 11

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

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

Shall be absent in 1g/
JIoJDKIIBI OTCYTCTBOBaTL B 1 1

20.1 mg /20,1 mMr

18.0mg to 22.0 mg of CigH0N303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 18,0 mr pno 22,0 mr CigHxoN3O3SNa
(pabenpasosna Hatpus) (ot 90 no 110 %
OT HOMHWHANbHOIO  cofaep)kaHus) B
TabneTke.

| Remarks : The Pr(;duct confirms to ND/

Prepared by/ 6 ) o
INoarotosneno; V

 Opinion : APPROVED
3akmwouenne: OJJOPEHO

Ilpumeuanne: Ilpoaykt cooTsergipyer TpeboBanmam HJI
,C}ZH Checked by

I N
pOBEpPEHO [/)\Q\Wa)ﬂ

Date/ JlaTa: 22.- 'O ,AW

Date/ Jlara:

A =T

Approved by: Manager
Menepkep 1o obectieteHnio kaueersa  /
Seoota) WKorl e L-'L‘~*"

29-Ilp-20%

Date/ :
Jlara 272 10-20 2]




Dr.Reddy’s ‘°:'

CERTIFICATE OF ANALYSIS

CEPTUDHNKAT AHAJIHM3A

Page Sof5/Crp. S35

Batch No. / Cepusa Ne : C2112378

Product : Razo, Enteric coated tablets 20 mg
TiponykT: Pa3o®, Ta61eTKN, HOKPLIThIE KHIIEYHOPACTBOPUMOIi 060/10YKOj, 20 mMr

Batch Quantity /
O0bem cepuu:

1500000 Tablets
1500000 _”l:a_ﬁ,rle'ro](

:_Analyt ical Report No / Ananarutecknii oruer Ne : 890001551096

Date of Analysis / laTa aﬂamﬁz_zo/lo/z_ozl

Date of Manufacture / /Iata npon3Boactsa :09/2021

Date of Expiry / Cpox roaHocrn : 08/2024

Analysis performed according ND / Anaaus nposeaen no HJI: JI[1-002666-131120

| Ne

Test / Hoxa3zareanb

Result / PesynbTaThl

Specification / H_oi)Twa

10

11

Packaging / Ynakoska

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 6nucrepe u3
(IIBX/AJI/TIA) donbry /
AJTIOMHUHNEBOH ¢doneru. Mo
2 6aucrepa BMECTe C MHCTPYKLMEN 110
TIPUMEHEHUIO B MTa4Ky KapTOHHYIO.

_Labeling / MaBKHpOBKa

Complies as prescribed /
CooTBeTcTBYET TpeOOBaAHMIM

1

' 13 |Shelf life /

Storage conditions / Xpanenne

Cpok roanoctn

At temperature below 25 °C. / Tpu TemniepaType He Bblwe 25 °C.

2 years (in bottles), 3 years (in blisters).
2 roaa (B 6ankax), 3 rona (B 6amcTepax).

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. /

Ilo 15 wnn 30 Tabnerox B OaHkax wu3
TMOJIN3THIIEHA  BBICOKOH  TJIOTHOCTH ¢
BUHTOBOI  FOpJOBHHOH,  CHabXEHHBIX
MeMOpaHOW — Ans  KOHTPOJIA  MEPBOro
BCKPHITHS, YKYNMOPEHHBIX IJIACTHKOBBIMU
HaBUHYMBAEMbIMH KpbILlIKaMH c
NpoKNaAKOH W BJIOXKEHMEM TaKeTa C
BJIArONOTIOTHTENEM  (CHNIMKarens) M
Tamriona w3 nonusupHoil Bathl. Kaxknas
faHka BMeECTe C  MHCTpyKUMeH 1o
TIPUMEHEHHIO B Na4Ky KapTOHHYIO.

ITo 15Tabnerox B  Onucrepe  u3
(JIBX/AJ/TIA) donbru / anioMHHUEBOMN
¢donbru. ITo 1 unu 2 6ancrepa Bmecte ¢
MHCTpYKUMWER M0 MPUMEHEHHIO B MauKy
KapTOHHYIO.

According to ND /
B cootpercTBUM ¢ H]]

/

[ Remarks : The Product confirms to ND/
Ipumeuanne: [poaykr cooTBeTgryyeT TpebosaHuam H/J

Opinion : APPROVED
Zakmouenune: OJJOBPEHO

Prepared by/
[ToarorosneHo:

Date/ JlaTta:

ﬂ/ Checked by Approved by: Manager
?@ [Tpogepeno: [/\ w@ Mepe ukep ||n/sl1ﬁcu1ct|t:1-|l-|} ) KauecTsa

227> ok

Date/ Hata: (Z;V\/lo’w?/)

Date/ Jlara:

25 . 10-202|




