Dr.Reddy’s ":‘

CERTIFICATE OF ANALY

SIS

CEPTUDHUKAT AHAJIM3A

Page 1 of 5/Crp. 135

|Product : Razo, Enteric-coated tablets 20 mg

IpoayKT: Pa3o®, TabneTKkH, NOKPbIThIe KHIIEYHOPACTBOPHUMOIi 06os10uKoii, 20 mr

Batch No./ Cepusa Ne : C2212566

'Batch Quantity /
O6Bem cepnn:

1500000 Tablets
1500000 Tadaertor

|Analytical Report No / Ananurnuecknii oraer Ne : 890001636501

Date of Analysis / JlaTa anaansa: 31/12/2022 |

Date of Manufacture / /lata nponzsogeTsa :  12/2022

Date of Expiry / Cpok roanocrtn @

1172025

Xnalysis performed according ND / Auanus nposeaen no HJI: JI[1-002666-191022

Ne Test / [Nokaszarean Result / PesynabTarsl Specification / Hopma
1 |Description / Onucanne Round. biconvex, light )_/e_ll_ow . Round. biconvex. light yvellow to yvellow-
coated tablets with red ink imprinted |coated tablets with red ink imprinted «RB20»
«RB20» on the one side. The cross |on the one side. The cross section is the core
section is the core white. / Kpyrnsle. [from white to off-white. / Kpyrisle.
NBOSIKOBLITYKJIble TabNETKH, JNBOSIKOBbINYK/Tble TAONETKH. MOKPbITHIC
MOKpbITbIE 000N0YKOH CBETNO- 000N0UKOH OT CBETI0-/KEATOTO 10 IKEATOro
JKEJITOrO LIBETA, C MapPKHPOBKO 1IBETa C MAPKHUPOBKON KPACHOTO LIBeTA
kpacHoro useta «RB20» Ha ognoii  |«RB20» na oanoi ctopotie. Ha nonepeuHom
cTopoHe. Ha nonepeuHom pazpeze  |paspese 1.1po 0T Oenoro 10 NouTH He10ro
s1po Oenoro ugeTa. uBeTa.
2 |Identification By HPLC / Complies as prescribed/ [The retention time of the major peak in the
Hoannuunocers BIXKX CoorseTcTBYET [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).|
/
Bpenmst v acpikuBaHus OCHOBHOIO MUK Ha
XPOMATOrpaMAse  HCIBITACMOIO  pacTBopa
DOAKHO COOTBETCTBOBATD BpeMEHH
VACP/KHBAHHS OCHOBHOMO MKa Ha
XPOMATOrpaMMe  pacTBOPA  CTALIAPTHONO
oOpasua  padenpaszona  HaTpust  (paziacs
«KoauuecTBeHnoe onpeeiietie» ).
3 | Average weight of coated 208.80 mg /208.80 mr 212.68 mg £ 5% (202.05 - 22331 my) /
tablets / Cpeansisi macca 21268 atr = 5 % (o1 20205 \ir 110
. Tad.1eToK 22331 ar1)

Remarks : The Product confirms to ND/
M pumeuanne: [poavkr coorBetcipyeT Tpedoannsam HJI

Opinion : APPROVED
Jarmouenune: OJOBPEHO

Prepared by/

Y44
Flo;u‘ormz;]eno:(g()é?/%;(/

Checked by

Tlposepeno: @ P

Approved by: Manager

Mene zrep 1o uﬁcuncucygmu KaveeTea
Pe:_a( o) Q92 (ﬂ_caabu/{

Date/ Jata:

G 112 ~ 222~

Date/ JlaTa:
e/ Jlara Bl~12 ~202p

Date/ jlu'l':l:g' 'L 20012~
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CERTIFICATE OF ANALYSIS

CEPTHUDPUKAT AHAJIM3A
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[Product : Razo, Enteric-coated tablets 20 mg
IlpoaykT: Pazo®, TabeTKH, MOKPLITbHIE KHLIEUIOPACTBOPIMOIT 00010UK0i, 20 MI

Batch No./ Cepus Ne : C2212566

'Batch Quantity /
- |O6bem cepin:
Analytical Report No / Anagurnuecknii oruer Ne : §90001636501 |Date of Analysis / laTa anannsa: 31/12/2022

1500000 Tablets
1500000 Tatuaerok

Date of Manufacture / Jlara nponsBoacrsa :

12/2022

Date of Expiry / Cpox roanoctu :  11/2025

Analysis performed according ND / Ananus nposeaen no HJI: J1 ﬂ-(.)OZ()()()- 191022

4 |Dissolution / PacTBopenne

In 0.1M hydrochloric acid solution — not
more than 10% of the labeled amount of

CisHxN:Os:SNa (Rabeprazole sodium) is

|dissolved in 2 hours. / B 0.1 M pactBope

' XJIOPHUCTOBO10POAHON KUCIIOTHI — He Oosee
10 % OT HOMMHaILHOTO COAep)KaHHS

Unit-1/Eannnua-1 0%
Unit-2/Eannuua-2 | 1%
Unit-3/Eannnna-3 1%
Unit-4/Eaunnua-4 1%
Unit-5/EanHuua-5 1%
| Unit-6/Enunnna6 | 1%

Average / CpeaH. 3Hadenue: 1%

C1sH2N:O-SNa (padenpasona HaTpus) uepe3s

.

In butfer solution pH 8.0 — not less than 75%
(Q) of the labeled amount of C13sH>0N3O3;SNa
(Rabeprazole  sodium) is  dissolved in

{60 minutes. / B 0ydepHom pactrope pH 8.0
— e wmenee 75 % (Q) oT HOMWUHAIBLHOrO

~ Unit-1/Eannnua-1 92%

| Unit-2/Eamnmua2 | 90% |
Unit-3/Eannnua-3 89%
Unit4/Ennniad | 93%

WS/ELIHHHU.H-S_;l 9%
Unit-6/Eannunua-6 90%

coacpkanust CisH2N:O:SNa (pabenpazona
{HaTpus) uepes 60 MUH.

Average / Cpean. 3HaucHue: 91%

S |Related substances by HPLC

/l?(;)lCTBEHHbI(? npumeci, BIXAX

Rabeprazole N-oxide /
Pabenpazona N-okeun

Rabeprazole Sulfone /
Pabenpazona cynbon

Less than LOQ (LOQ: 0.022 %)/
Husie npetena KoIMuecTBEHHOTO
onpeaenchHus (FNKO: 0.022%)

0.10%/0.10%

Rabeprazole Methoxy
analogue / Pabenpazona
METOKCH aHanor

Not detected / He oOHapy KeHa

not more than 0.5% / ve donee 0.5 %

not more than 0.5% / ne 6onee 0.5 %

Remarks : The Product confirms to ND/
Il pumeuanne: [Mpoaykr coorBetcrByeT TpeGoBaiisiat HJJ

Opinion : APPROVED
Jarmouenne: OJOBPEHO

Prepared by/
[MoarotosaeHo:

=
A~ Cheched by

K_Qﬁ%)f/pjﬂ(

~7

e

[posepeno: I 0’\

Approved by: Manager

Me C.'I}EJL.E(E;-SL—!L“ CHCHIBO EANCCTBR
A E5~L Qeald

Date/ Jara:

B 127 o0

Date’ Jlﬂ'l‘ﬂ_i/ S~(2-2022

Date’ Jlara: & 1 '_' o5 L0 l)/




CERTIFICATE OF ANALYSIS

Dr.Reddy’s €t¢

CEPTUDPHUKAT AHAJIN3A

Product : Razo, Enteric-coated tablets 20 mg

~ Page3ofS/Crp.3m3 5

IMpoaykT: Pazo®, TadaeTwi, nokpbIThie KHNIeUHOpACTBOPHMOIT 060710uKOi, 20 Mr

Batch No./ Cepust Ne : C2212566

Batch Quantity / 1500000 Tablets
Oo6bem cepun: 1500000 Tadaerox

Analytical Report No / Anaanrnueckuii oruer Ne : 890001636501

Date of Analysis / lata anannsa: 31/12/2022 |

Date of Manufacture / lara npon

3pocTBa ;. 12/2022

Date of Expiry / Cpok roanocru = 11/2025

Rabeprazole Chloro analogue
/ Pabenpazona xnopo aHanor

Rabeprazole Sulphide /
Pabenpazona cynbhun

Rabeprazole Related
compound A / Padenpazona
POLACTBEHHAs NpUMech A

Rabeprazole Related
compound C / Pabenpazona
poacTBeHHas npumech C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / Ilpuntecs nipn
RRT 1.37 (macca m/z=310
MNMHKaa30.1)

Specified Impurity at

about RRT 1.51 |
(Mass m/z=458 Benzo |
imidazole adduct) / [1puniec
npu RRT 1.51 (sacca
m/z=458

DeH3MMKA301a 8 TAYKT)

Analysis performed according ND / Anaains nponeae_n no HJ: JIT1-002666-191022

Not detected / ne odHapyikeHa

0.03%/0.03%

Below LOD (LOD: 0.019%)/
Huuke nipeiena odnapykeHus
(1O : 0.019 %)

Below LOD (LOD: 0.02%)/

Hwuske npeena odnapyseHus
(11O : 0.02 %)

0.02%/0.02%

Not detected / ne odHapyskeHa

not more than 0.5% / He 6onee 0.5 %

not more than 0.5% / ne donee 0.5 %

not more than 0.5% / ne 6onee 0.5 %

not more than 0.5% / ne 6onee 0.5 %

not more than 0.5% / ne 6onee 0.5 %

not more than 0.5% / ne 6onee 0.5 %

Remarks : The Product confirms to NI/
Ilpinmeuanne: Tpoa kT cooTsererpy et rpedonatinsn 11]]

Opinion : APPROVED
Jakawuenne: OJOBEPEHO

Prepared by/

o2l

Iloarororieho: 7 22 al 2PeHO:
QAroTOB uno(:%’}/{/ pumpum@/\ﬂ

' Cheehed by

Approved by: Manager
Meneukep no oﬁecncuguuo KAUCCTRA

Foctolsd Rorir flecebty

Date/ Jlara:

BI~12—922 ]

Date L Bl~(2-2090

Date/ Hara: 3, ]L 20722~




Product :

Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

R(uo Enteric-coated tablets 20 mg

Page 4 of 5/ C'l'|)._4£ 5

I]pO]\M Pazo®, Tabd.JeTKIL, IOKPBLITbIe klllue‘lHO[)ﬂCTBOpllMOll obonoukoii, 20 mr

Batch No. / Cepust No :

2212566

Analvtical Report No / Anaantinuecknii oruer No

Batch Quantity / 1500000 Tablets
Oo6bem cepun: 1500000 Tadaerox

: 890001636501

Date of Analysis / Jlata anaansa: 31/12/2022

Date of Manufacture / Jlata npousBoacrsa :

12/2022

Date of Expiry / Cpok roanoctnn :  11/2025

-

Analysis performed according ND / Ananns nposeaen no HJI: JIT1-002666-191022

Maximum unknown
individual impurity /
Eannnunag
HenaenTHdGHuMposarHas
rpuaCCh

BDL %/ peructpaunn %

not more than 0.2% / ne 6onee 0.2 %

[ Total impurities / Cymma
npuseceH

0.1%/0.1%

not more than 2.0% / ne 6onee 2.0 %

6 |Residual Solvents content / | 1649 pg/tab/ 1649 mkr Ha Tabnerky |Isopropanol ~ not more than 2621 pg per
OcTarounbie OprannyuecKue tablet / M3onponaton — He Gonee
pacTBOPHTE N 2621 MKr Ha TadneTky

7 | Uniformity of dosage units / 3.1/5.1 The acceptance value (AV) should be not
OnaunopoanocTts more than 15.0./ [Nokaszatens npuemnaemMocTy
A03HpOBaHIs (AV) nomxkeH ObITb He onee 15.0.

8 Mlu obial limits / MukpoGuoiornueckast U1ncTora

[a) Total acrobic microbial
count / OduIce wueo
| OPOOHBIX MHKPOOPraHIIZMOB

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

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

| b) Total combined yeasts and
imould count/ Oduwee umcno
JPOYKIKEBBIN W I11€CHEBBIX
rprdOB

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

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

¢) L. coh

Absentin 1g/
OteyreryeT B IT

Shall be absent in 1g/
HonkHbl oTeyTeTBOBATL B | T

Remarks :
ITpuvcuanne: [poay kT coornercys

The Product confirms to ND/
};‘T Tpedoalnsan HJL

Opinion : APPROVED
Sakaouennce: OJOBPEHO

Prepared by

1o v orosaeno: Cg‘gaﬁ/' [posepend’

{ hecked by

Approved by: Manager
Meterurep 110 o0geHeneLItio kaecTna

Date/

Jlara:

VRS =l

Jara:

Date! S (~12-2097

Date/ Hara: g( o 20722




Dr.Reddy’s ‘

CERTIFICATLE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Page5of5/Crp.5n

Pr oduct Ra70, Enteric-coated tablets 20 mg
JIpoay KT: Pa3o®, Tab/ieTKH, HOKPbITbIE KHILEMHOPACTBOPHMOIT 0007101K0ii, 20 M

Batch No. / Cepuns Ne : C2212566

Batch Quantity /
O6bem cepun:

1500000 Tablets |
1500000 Tabnerox

Analytical Report No / Anaanruuecknii otuer Ne :

890001636501

Date of Analysis / Jlata anannsa: 31/12/2022

Date of Manufacture / lata nponssoacrtsa :

12/2022

Date of Expiry / Cpok roaHocTh :

11/2025

_Analysis performed according ND / Ananus nposeaen no HJI: JI[1-002666-191022

' 9 |Assay/ KoanuecTBennoe
onpeneieHe

20.0 mg / 20.0 mr

118.0 mg -

1o ot CisHyN3O3SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
OT ]8,0 MI 10 22,0 MI CmHzoN;O;SNa
(padenpazona Hatpua) (ot 90 no 110 %
OT HOMUHAJILHOTO coaepskaHus) B TabneTke.

22.0 mg

| 10 |[Packaging / Ynaxoska

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a
carton pack. / Tlo 15 Tabnetok B
bnuctepe u3 (IBX/AJUTIA)
donbru/  anoMuHMeBOH Poabru.
Ilo 2 Onuctepa BMECTE c
MHCTPYKLMEH MO0 TNPHUMCHCHUIO B
NnavKy KapToHHYIO.

15 tablets in a (PVC/AI/PA) foil /aluminum
foil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. / 1o 15
Tabnetok B Onuctepe w3z (IIBX/AJI/TIA)
(poneru / amomunueBoit donbru. Io 1 vau 2
OnvcTepa  BMecTe ¢ MHCTPYKUMENW no
NMPUMEHEHUIO B NAUKY KAPTOHHYIO.

XpaHnenue

11 |[Labeling / Mapkuposka Complies as prescribed / According to ND /
- CooTBeTcTBYET TPEOOBAHHSIM |B cootBeTcTBMM ¢ HJ|
12 |Storage conditions / At temperature below 25 °C. / [lpu Temneparype He Bbiute 25 °C.

13 [Shelf life / Cpox roanocrn
| :

3 years /3 rona

Remarks :

The Product confirms to ND/
Iposenanne: ITpoaykr coorseTcTYeT Tpedosanusy HJQ

Opinion : APPROVED
3armouenne: OJOGBPEHO

Prepared by /
Ioarorosacno

A Checked by

IpoBepeHo; n

Approved by: Manager

\Iuta I.-I\LP 1 i.)ﬂLLIIL‘IL}ElIiU rkavectea |/

Date/ Jlara:

2)-12—220]

Date/ Jlarta:
A 3l ~(2-202)

Dalc/ Jl‘nd. 6 \'—{l—-—w')’l—/




