_ Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

~ Pagelof5/Crp. 1 m35

Product : Razo, Enteric coated tablets 20 mg
IIpoayxr: Pa3o®, T1a61€TKH, NOKPLITbIE KHIETHOPACTROPHMON o6oJ0uKoii, 20 mMr

Batch No. / Cepun Ne : C2114174

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 radgerox

Kn:i}_/tical Report No / Ananntnuecknii oraer Ne : 890001561577

Date of Analysis / laTa ana.ﬂmﬁ}4/12/2021_

Date of Manufacture / Jlara npon3soactsa :11/2021

Date of Expiry / Cpox roanoctu : 10/2024

LAnalysis performed according ND / Ananus nposeaen no HJI: JI[1-002666-131120

| Ne Test / TlokazaTenn

1 |Description / Onucanune

Result / PCS)_’JleaTb]

Specification / Hopma

Round, biconvex, yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyriele,
JBOAKOBBIMYKJIbIE TAONETKH,
MOKpbITbIe 000N0UKOH CBETINIO-
JKENTOrO LBETA, ¢ MAaPKHPOBKOH
kpacHoro 1reTa «RB20%» Ha OAHOH
cropone. Ha nonepeyHom paspese
aapo 6enoro uBera.

Round, biconvex, light yellow to ye]low-'
coated tablets with ink imprinted
«RB20» on the one side. The cross section

red

is the core from white to off-white. /

Kpyrnele, NROSKORRINYKABIE — TAaOneTkw,
HOKPBITbIE 000JOYKOH OT CBEIJIO-KEITOIO
bi(o)

KPAaCHOTO

JKEJITOr0  1iBeTa ¢
«RDB20%»

cropoHe. Ha nonepeuHom paspese 1apo OT

MapKHpPOBKOM

LiBETA Ha  OoJaHOM

0eJ10ro J10 MoYTH Oenoro uBeTa.

2 [Identification By HPLC /
Hoaaunnocts BOXKX

Complies as prescribed /
CooTBeTCTBYET

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 yaepxuBaHus
OCHOBHOTO TNHKa Ha XpoMaTorpaMMe
UCMBLITYEMOro pacTBOpa JOKHO
COOTBETCTBOBATL BPEMEHH YAEPIKUBAHUSA
OCHOBHOrO NHKa Ha XpoMaTorpamme
pacTBOpa CTaHAapTHOro obpaszua
pabGenpasona HaTpus (pasaen
«KonunyectseHHOE OnpeaeaeHmney).

] "Average weight of coated
tablets / Cpeansisi macea
TabJieToK

204.10 mg/ 204,10 mr

212.68 mg + 5% (202.05-223.31 mg)/
212,68 mr £ 5 % (ot 202,05 mr g0
223,31 mr)

Remarks : The Product confirms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeGopanusm HJI

Opinion : APPROVED
Zakmouenne: OJOBPEHO

Prepared by/

fChecked by

Noaroro BJ’IGHOLW
r

HpOBepeHo:@/\ﬁ—

Approved by: Manager
Mene tsep no obecrneueino Kaiec pa

A P .

f? 7,00,

Date/ [laTa: 5»,2,20%'

Date/ [lara: 16-’ 12 -202 |

Date/ [ara: | &"/_ )}/ 2/0),_/




CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIN3A

Dr.Reddy’s €3¢

Product : Razo, Enteric coated tablets 20 mg
Ipoaykr: Pa3o®, TabaeTks, 1OKphIThIE KHIIEMHOPACTBOPAMOii 060s10uKOi, 20 Mr

Page 2 of S/ Crp. 2 w3 5 -

Batch No. / Cepus Ne: C2114174

zn;l_)_'licalﬁepgrt No / AnannTuuecknii oruer Ne : 890001561577

Batch Quantity /
O0bemM cepun:

1500000 Tablets )
1500000 TaGJerox

Date of Analysis / JlaTa anaausa: 14/12/2021 N

Date of Manufacture / Jlata npousBoacrsa :

11/2021

Date of Expiry / Cpox roanocry @ 102024

Analysis performed_according ND / Anann3 nposeaen no HJ: JU1-002666-131 120

Ne Test / Tlokasarenas Result / PesyabTaThi Speciﬁc_ation / HOpl;la
4 Dissolution / PacTBopenne N Unit-1/Epunnna-1 0% In 0.1M hydrochloric acid solution — not
Unit-2/Eananna-2 0%  |more than 10% of the labeled amount of]
i - CisH20N303SNa (Rabeprazole sodium) is
Umt-3/E)1MH1/1ua-3_ i 0 dissolved in 2 hours. / B 0,1 M pacreope
Unit-4/Epnnnna-4 0% XJIOPUCTOBOJIOPOAHON KHCIIOTHI — He Goiee
Unit-5/Camuuna-5 0% 10 % or HOMHMHAILHOTO  ComepkKaHHA
CigH20N303SNa abenpaszona Hatpus
Unil-6/Eununua-06 0% TR0 ® P pi)
. _ |uepez2u.
Unit-1/EnnHuna-] 90% In buffer solution pH 8.0 — not less than
Unit-2/Eannnna2 94% 75% (Q) of the labeled amo.unt of
i - CisH20N3O3SNa (Rabeprazole sodium) is
| Unit-3/Enunua-3 IS dissolved in 60 minutes. / B OGydepHom
: Unit-4/Ennnnna-4 92% pacteope pH 8,0 — He menee 75 % (Q) ot
| Unit-5/Eannuua-5 96% HOMHWHANILHOTO COACpIKaHUA
- ——— CjgH»N1O3SNa  (pabenpazona narpus)
Unit-6/Ennnnua-6 93%
| uepes 60 MHH.
L - . |
Remarks : The Product confirms to ND/ Opinion : APPROVED
IMpnmeuanne: [NpoaykT coorsetcrRyeT Tpebosarnam HJI 3akmouenne: OJJOBPEHO
Prepared by/ }Qb' Checked by Approved by: Manager
ﬂo,ﬂrOTouneHogy [TpoBepeHo; ; MeHe:ukep 1o ohecHenenio KaueeTsa
; - L 7 ﬁ— ’ 3_':2&{" o) Ken o [leeley

Date/ JlaTa: 15127 )029)

Date/ [laTa_:

[5-(2~202)

Date/ Hara:

[ 12202




CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Dr.Reddy’s Q

Product : Razo, Enteric coated tablets 20 mg
IMpoaykr: Pa3o®, TabjeTKn, NOKPHIThIe KHIIEYHOPACTBOPHMOI 060J10uK0#, 20 Mr

Page3 of S/ Crp. 3 u3 5

Batch No. / Cepust Ne : C2114174 Batch Quantity / 1500000 Tablets
O6nbem cepun: 1500000 Tadaerox

Analytlcal Report No / Ananutuuecknii oruer Ne : 890001561577  |Date of Analysis / lata anann3a: 14/12/2021

Date of Manufacture / Jlata npon3Boacrsa : :11/2021 Date of Expiry / Cpok roanocrs : 1072024

Analy51s performed according ND / Anann3 nposeaen no HJ: JII1-002666-131120

Ne Test / Iokazaresn Result/ PCSyJ'll_aTaTbl Specification / Hopn;a

| 5 |Related substances by HPLC / PojcrBennbie npumecu, B32KX -
Rabeprazole N-oxide / Less than LOQ (LOQ: 0.022 %)/ |not more than 0.5% / ne 6onee 0,5 %
Pa6enpazona N-oxeun Huzke npejnena KonuyecTBEHHOro

onpeaenenns (I1KO: 0,022 %)

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

0 0,
Pabenpasona cynbdoH BTG
Rabeprazole Methoxy analogue / not more than 0.5% / ne 6onee 0,5 %
Pa6enpazona metokcu ananor Not detected / He obHapyskena
Rabeprazole Chloro analogue / not more than 0.5% / ve 6onee 0,5 %

Pabenpasona xjopo ananor
Not detected / He oGHapykena

Rabeprazole Sulphide / not more than 0.5% / ue Gonee 0,5 %
PaGenpazona cynbdup 0.05%/0,05%

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

impurity / Exnananas
HeuzeHTnUIMpoBanHas 0.03 % /0,03%

npumech
Total impurities / Cymma 0.3% /0,3% not more than 2.0% / e Gostee 2,_0 %
npumecen

6 |Residual Solvents content / 1717 pg/tab / 1717 mr Ha Tabnetky |Isopropanol — not more than 2621 pg per
OcrarTounsble opranuvueckme tablet / MUzonponanon — ne Gonee 2621 mMkr
pACTBOPHTENH Ha TabneTxy

Remarks : The Product confirms to ND/ - Opinion : APPROVED ]

IIpumeuanne: [poaykT cooTBeTeTRMET TpeboBatnsam HJL - 3akawuenne: OJOBPEHO

Prepared by/ M;Checked by Approved by: Manager

Iloaroroenexo: [Tpoeepeno: : Mepe Rep 1o odecneueHmo Kavecna
%// @i I’) (D) ,tt\)"u_t (Lece Lo

Date/ Hara: 1. G- Z,W Date/ Jlata™ 15 (2 -202) Date/ [lata: / f—/)/./ZO),/




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Batch No. / Cepnsn Ne :

C2114174

Product : Razo, Enteric coated tablets 20 mg
[ Ipoaykr: Pa3o®, TadeTkn, NOKPbITble KHIIEYHOPACTBOPUMOIi 000/104K0l, 20 MT

Pag

Batch Quantity /
O6bem cepun:

e 4 of 5/ Crp. 4u35

- -

1500000 Tablets
1500000 TA0JeTOK

Analytlcal Report No / AnannTiueckuii oTuer Ne :

Assay / KoanuecTBeHHoOe

Date of Manufacture / lata npousBoacTsa : 11/2021

890001561577

Date of Analysis / JlaTa ananusa: 14/12/2021 -

Date of Expiry / Cpox roanocrn : 10/2024

Analysns performed according ND / Ananu3s nposeaen no HJI: JI[1-002666-131120

Test / IlokazaTenn

_Uniformity of dosage units /

OZIHOI)OHHOCTI) AO3UPOBAHHUSA

Result / PesyabTaTbl

Specification / Hopma

4.3/4,3

more than

oonee 15,0.

Microbial limits / Mukpo06uojornueckas Y4ucroTa

The acceptance value (AV) should be not

npuemaeMoctd (AV) [ROMKEH ObITb He

15.0. / IToxazarenn

a) Total aerobic microbial count /
Obuiee yncso a3poOHbIX
MHKPOOPTraHH3MOB

b) Total combined yeasts and
mould count/ O6uiee uncno
JIPOJOKEBbIX 1 TIIECHEBBIX TPHOOB

¢) E. coli

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

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

Absent in 1g/
Otrcyreryer B 11

onpeaeieHue

19.9 mg /19,9 mr

labeled

Tabnertxe.

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

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

Shall be absent in 1/
JlomxHbl OTCYTCTBOBATL B 1 T

180 mg to 22.0mg of C;sHN3O3;S5Na
(Rabeprazole sodium) (90 to 110% of the
amount) per
Or 18,0 mr no 22,0 mr C;sHy;)N3O:SNa
(pabenpazona nHatpus) (ot 90 mo 110 %
OT  HOMHHAJILIIOIO

tablet /

coacpmalina) B

Remarks : The Product confirms to ND/
N pumeuanne: Iponyxr coorpercTpyer Tpebosarnsam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/
[MoaroroBneno:

- ol
22—

Checked by

[Tposepeno: @ 2

Approved by: Manager
Mereurep 1o 0GecieaeHnio Kaiee pa (
C 3 I
'&".JLLLL \' {\.1!-"'\’\ }{‘H";"'-"]

Date/ laTta:

15-1) Qo

Date/ JlaTa;

1512 ~209/ Date/ Hara:

| 2202




_ Dr.Reddy’s ‘:‘

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIM3A

Page S of S/Crp. Susz 5 N

Product : Razo, Enteric coated tablets 20 mg
Tpoayxr: Pazo®, Tabrerkn, NOKPHIThIE KHINEYHOPACTBOPHMOIi 060J10M1K0i, 20 Mr

Batch No. / Cepun Ne : C2114174

Batch Quantity /
O6nbem cepun:

1500000 Tablets |
1500000 Tagaerox

-Kl;ly_ti_cql_R_gport No / Anaantnuecknii oruer Ne : 890001561577

Date of Analysis / laTa anann3a: 14/12/2021 |

Date of Manufacture / Jlata nponssoacrsa :11/2021

Date of Expiry / Cpox roanoctn : 10/2024

Xnalysis [;;rformed according ND / Ananu3s nposeaen mo H)L: JI11-002666-131120

Ne H_"I"est / TlokazaTenan

Result / PesyabTarsl

10 Pack;ging / YnakoBxa

11 Labeﬁng /_MapKl/IPOBKa

Specification / Hopma

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Ilo 15 Tabnerok B Gaucrepe U3
(TIBX/AJITIA) tdonbru /
aNFOMUHWEBOH tbonbru. Ilo
2 buctepa BMECTE ¢ MHCTPYKLUMEH no
MIPUMEHEHHIO B NAUKy KapTOHHYIO.

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 g carton pack. /

Mo 15 wnn 30 Tabnetox B OGaHkax w3
NoNUITHIEHA  BBICOKOH  MNOTHOCTH ¢
BUHTOBOW  TOPJIOBMHOW,  CHaOKeHHBIX
mMeMOpaHOl A/ KOHTpPOJA  NEPBOro
BCKPbITHS, YKYTMOPEHHBIX IJIACTHKOBBIMU
HaBHHUYMBAEMBIMH KpbILIKaMH c
MPOKNAAKOH W BIOKEHUEM TaKeTa C
BnaronorjioTureseMm  (Cuiavkareib) M
TamroHa M3 nonuadupHoi BaTel. Kaxknas
DaHka BMecTe C  HMHCTPYKLHell 1o
NPUMEHEHHIO B NaUKy KapTOHHYIO.

Ilo 15 Tabnetrox B  OnMcrepe W3
(I1BX/AJVTIA) donbrn / antomuHneBok
¢donbru. Ilo 1 uan 2 Gaucrepa Bmecte ¢
MHCTPYKLIMER NO NPUMEHEHWIO B Nayky
KapTOHHY!IO.

Complies as prescribed /
CooTBeTcTBYET TPeOOBAHUAM

According to ND /
B cootrBeTcTBUM ¢ HJL

12 |Storage conditions / Xpanenue

At temperature below 25 °C. / Tlpu Temnepatype ne Bbie 25 °C.

13 |Shelf life /

‘ Cpok roanocrn

2 years (in bottles), 3 years (in blisters).
2 ropaa (B 6aHkax), 3 rona (B OnuMcTepax).

r—

Remarks : The Product confirms to ND/
Ilpnmeuanne: IpoaykT cooTeergrByeT TpedoBanuam HJ

Opinion : APPROVED
Jakaouenne: OJOBPEHO

Prepared by/
[Tonrorosneno:

Ge=="

Checked by

HposepeHo: =
D

Approved by: Manager
Mette kep no m"auc_llellengo Kavecrpa

Lot gD Ko lecelae (

Date/ [Im‘a:_

1512 22

Date/ JlaTa: 16'12”2@2[

Date/ JlaTa:

| [ 2 202




