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Dr. Reddy’s €3¢

Product: Razo, Enteric-coated tablets 20 mg
Ipoay X7 Pazo®, TabueTKH, NOKPLIThIE KHILIEUHOPACTBOPUMOii 000/104K0H, 20 Mr

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page10f6/Crp. 1 n36

Batch INo. / Cepust Ne : C2400819

Batch Quantity / 1500000 Tablets
O0beM cepuu: 1500000 raGaerox

;\nalxé{ﬁﬂ Report No / Anasurnuecknii oruer Ne : 890001715733 [Date of Analysis / Jata ananusa: 31/01/2024

Date of Manufacture / lara npoussoacrna : 11/2023 Date of Expiry / Cpok roqnocts : 10/2025

nam. Ne 101 29.06.2023

Analys is performed according ND / Anaaus nposenen no HJI: JI11-002666-191022, amend Ne 1 dt 29.06.2023 /

Nel| Test / TlokasaTenn

Result / PesyanTaThl Specification / Hopma

1 "D_égc-ription / Onucanne

"2 |Identification By HPLC /
HoanuaHocTL BIZKX

Round, biconvex, light yellow coated |Round, biconvex, light yellow to yellow-
tablets with red ink imprinted «RB20» |coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyriele, IBOSIKOBBIMYKJBIE  TabNeTKH,
DOKpBITBIE 060N0YKON OT CBETJI0-XKENTOrO

on the one side. The cross section is
the core white. / Kpyruinie,
JIBOAKOBBINYKIIblE TAONETKH,

NOKPbITHIE 000TOUKOH CBETIIO- DO KEeITOro 1BeTa € MapKUpOBKOIA
JKEJITOTO UBETA, C MAPKUPOBKOH kpachoro 1Beta «RB20» wna ogpnoit
kpacHoro useta «RB20» na onnon cTopoHe. Ha norepeunoM paspese aapo or
cropoHe. Ha nonepeuHom paspese 6esoro o nouTH Genoro ugera.

sapo 6enoro usera.

Complies as prescribed/ The retention time of major peak in the

CooTBeTCTBYET chromatogram of test solution should
correspond to the retention time of major
peak in the chromatogram of Rabeprazole
sodium reference standard solution (section
Assay).|/ Bpems ynep>xuBaHusi OCHOBHOTO
nYKa Ha XpoMaTorpaMMme HCITBITYEMOro
pactBopa  JIODKHO  COOTBETCTBOBATb
BpeMeHH YAEpP)KMBAHWS OCHOBHOTO IHKa

Ha XpomarorpaMmme pacTBOpa
cranpaptHoro  obpasua  pabenpasona
HaTpus (pasnen «KonnuectseHHoe
onpenesneHue»).

3 [ Average weight of coated 206.89 mg /206,89 mr [212.68 mg + 5 % (202.05 — 223.31 mg) /
tablets / Cpeansin Mmacca 212,68 mr £ 5 % (ot 202,05 mMr no
Tabaeroxk 223,31 mr)

Remarks : The Product confirms to ND/ Opinion : APPROVED

Hpumeuanne: IlpoaykT cooTseTcTByeT TpeboBaHnsam HJI 3axknawuenne: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager

IMoarotoBneHo: IIpoBepeHo: Q,g:l Menenmxep no obecneuenuio Ka4ecTpa
T H

Date/ JaTa: 2)vo) Vﬁgﬁr Date/ Jlata: q 10 LY Date/ Jlara: 21,0\
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Product: Razo, Enteric-coated tablets 20 mg
Hpoay ¥1: Pa3o®, TabaeTKH, NOKPbITbIE KHIIEYHOPACTBOPHMOI 000/104K0i, 20 M1

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A

Page2 of 6/ Crp. 2u3 6

'Batch TNo. / Cepns Ne : C2400819

}Xnalyéél Report No / Anasiurnyecknii oTuer Ne 590001715733_

Batch Quantity /
Oo0bem cepun:

1500000 Tablets
1500000 Tagaerox

Date of Manufacture / lata npounssoncrsa : 11/2023

Date of Analysis / Iata anaansa: 31/01/2024 |

Date of Expiry / Cpok ropnocts : 10/2025

Analys is performed according ND / Ananns nposeaen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /
usm. Ne_ 1ot 29.06.2023

Test / [lokazaTenn

Result / PesynbTaTnl

Specification / HOT)_I\:I_a

Dissolution / PacTsopenne

Unit-1/Eannnna-1 0% In 0.1 M hydrochloric acid solution — not|
o . = more than 10 % of CI18H20N30O3SNa
U2/ R A2 . (Rabeprazole sodium) label claim in 2 h. /
Unit-3/Eannnna-3 0% B 0,1 M pacTBOpe XJIOPMCTOBOZOPOIHOM
 Unit-4/Ennnnna-4 0% Kkuciaotei — He Gomee  10% ot
: |HOMHHaNBLHOTO coaepKaHusl
Unit-5/Ennnnua-5 0% CisH20N3O3SNa  (pabenpasona Hatpus)
Unit-6/Eannunna-6 0% HEREY .

B Average / CpenH. 3nauenue: 0 %

In buffer solution pH 8.0 — not less than 75
% (Q) of C18H20N30O3SNa (Rabeprazole
sodium) label claim in 60 min. / B

O6ydepHom pactBope pH 8,0 — ne meHee
75 % (Q) OT HOMWHaAJILHOTO COAEP KAHUS

CisH20N30:SNa  (pabenpazona HaTpus)
yepes 60 MUH.

" Unit-1 /E_,[ll/I_HFa-l 97%
Unit-2/Eaunnna-2 96% |
Unit-3/Eaunnna-3 97%
Unit-4/E nunuua-4 98%
Unit-5/Eauanna-5 | 99%
Unit-6/Enyuua-6 98%

Average / CpenH. 3HaueHue: 98 %

Re];tgd substances by HPLC

/ PopcrBennnie npumecu, BOXKX

Elt;eprazole N-oxide /
Pabenpazona N-okcua

Elt;éprazole Sulfone /
Pabenpasona cynbdon

Pabenpazona meTokcy aHajor

'Rerbgprgo_le Methoxy analog—/

E—bgﬁzole Chloro analog /

npenena KOJIMYECTBEHHOTO
onpenesnenus (ITIKO = 0,022 %)

0.10%/0,10%

Not detected / He 0GHapy>xeHa

Not detected / He oGHapyskeHa

Below LOQ (LOQ = 0.022 %) / Hmxe

[not more than 0.5% / ne Gonee 0,5%

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

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

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

Remarks : The Product confirms to ND/
M pumeuanue: INpoaykT coorBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by/

[ToaroToBAEHO: @

Checked by
ITpoBepeHo:

e

Approved by: Manager
Metekep no obecrnevyenyio KayecTsa

f

Date/ [laTa:

312|707ty

Date/ Jara: 20! =LY

Date/ [ara: '2 1.0\ =M
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Page3 of 6/Crp.3uz6

Product: Razo, Enteric-coated tablets 20 mg
Mpoay Xt: Pazo®, Ta6s1eTKH, NOKPbITblE KH1EYHOPACTBOPHMON 00os10uKoii, 20 Mr

Batch TN. / Cepnsi Ne : C2400819

Batch Quantity /
Oobem cepun:

Analy_t:i_s-é_l_Report No / Anaantnuecknii oruer Ne : 890001715733

Date of Manufacture / IaTa npoussoacrsa : 11/2023

—

n3m. Ne 1ot 29.06.2023

Ne Test / IloxazaTenn

Result / PesyabTatsbl

Specification / Hopma

PaGenpasona xyiopo aHanor

[Rabeprazole Sulphide /
PaGenpasona cynbdua

Below LOQ (LOQ = 0.027 %) / Huxe
npenena KOJIMYECTBEHHOTO
onpenenenus (ITKO = 0,027 %)

'Rabeprazole Related
compound A / Pabenpazona
pPOJCTBEHHAS IPUMECh A

Not detected / He oOHapy>kena

Rabeprazole Related
compound C / PaGenpazona
poJicTBeHHas npumecs C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [Tpumecs npu
RRT 1,37 (macca m/z=310
WMHIA300)

Below LOD (LOD = 0.02 %) / Huxe
npeaena  obnapyxenus  (I1O
0,02 %)

0.03%/0,03%

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / [lpumech
npy RRT 1,51 (macca
m/z=458

feH3uMM 130412 aJULYKT)

Not detected / He oGHapykeHa

Individual unidentified
impurity/ Eqyanunas
HEMAEHTU(HLHPOBAaHHAS
npuMech

Below BDL (BDL= 0.1 %) / Hunxe
ropora peructpauun (IP =0,1 %)

not more than 0.5% / ne 6onee_03%

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

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

1500000 Tablets |
1500000 Tagaerox

Date of Analysis / J/lara ananu3a: _3_1/0_1/2024_
Date of Expiry / Cpok roanoctn : 10/2025

_A:nalysis perfoﬁned according ND / Anasnus nposeaen mo HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

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

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

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

ms_/ CymmMma
nipuMecer

0.1 %/0,1%

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

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykr cootsercTBYeT TpeboBaHUaM I 11

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

IToaroToBneHo: @‘ [posepeHo: A/@ MeHemxep no obecneuenuio KauecTna
=S

Date/ Jlara: Z/rﬂ/‘“/’l’”gl)’ Date/ Jlara: 310 LORY Date/ Jlara: 2N O\ OV
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Product: Razo, Enteric-coated tablets 20 mg
Ipony ¥1: Pa3o®, Ta6/1eTKH, NOKPBIThIE KHIMEYHOPACTBOPHMOH obosnoukoii, 20 mr

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Paged4of 6 /Crp. 436

Batch ™. / Cepus Ne : C2400819

Batch Quantity / 1500000 Tablets
Oo0bem cepnn: 1500000 rTaGaerox

'Analy_t;di:@l_l Report No / Ananntnuecknii oruer Ne : 890001715733
Date of Manufacture / Jlara npoussoacrsa : 11/2023

Date of Analysis / lata anannsa: 31/01/2024 |
Date of Expiry / Cpok ropgnoctu : 10/2025

_Analy_s’iqs-performed according ND / Avasius nposenen nmo HJI: JIT1-002666-191022, amend Ne 1 dt 29.6_6.2023 T
n3Mm. Ne 10129.06.2023

Ne

6 |

Test / Iloka3zaTeanb

Result / PesynbTaThl

Specification / Hopma

Residual Solvents content /
OcTaTouHble OpraHnYecKne
pacCIBOpHUTEH

1341 pg/tab / 1341 mxr Ha TabneTky

Uniformity of dosage units /
OAHOpPOTHOCTH
J03HPOBAHUsI

Isopropanol — not more than 2621 pg per
tablet / MU3onponanon — He 6onee
2621 mxr Ha TabneTKy

©3.03,0

The accepta_nce value (AV) should be not

more than 15.0. /  Tlokazarens
npuemnemoctd (AV) nomxeH ObiTb He
6osee 15,0.

Microbial purity / MukpoGuoJiornueckasi M1HCTOTA

ETotal aerobic microbial
count / O61uee unucio
a3 POOHBIX MUKPOOPraHU3MOB

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

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

b) Total combined yeasts and
mould count / Ob1iee uucno
JIPOHOKEBBIX U [JIECHEBBIX
rpubos

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

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

c) E. coli

Absentin 1g/
OrtcytctByeT B 1r

Shall be absent in 1g/
JI0JDKHBI OTCYTCTBOBATb B 1 1

Remarks : The Product confirms to ND/
TIpumeuanne: IIpoaykT cCOOTBETCTB

veT TpeboBanusmM HJ

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by/ Checked by Approved by: Manager
IToarotoBneHo: @ Ilporepeno: @ Menemxkep no obecneueHuio KayecTsa
Date/ Jlara: 27@, «;’,7024 Date/ [aTa: 2 1ro)«—‘\o’l,l4 Date/ JlaTa: 2\.01- 1=




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

PageSof 6 /Crp. 5u3 6

Product :_ﬁazo, Enteric-coated tablets 20 mg
Ipoay ¥r: Pa3o®, Ta6eTKH, IOKPbIThIE KHUIEMHOPACTBOPHMON 0060101 KO}, 20 mr

‘Batch MNo./ Cepus Ne : C2400819

Batch Quantity /
O61bem cepuu:

1500000 Tablets
1500000 TA0JeTOK

jA_na_l_y_(g_ijQ_al_Report No / Ananutnueckuii oruer Ne : 890001715733

Date of Analysis / laTa ana.nma:__s_:]_/(i/zoﬂ:

Date of Manufacture / Jlata npoussoacrsa : 11/2023

Date of Expiry / Cpok roanoctu : 10/2025

[ M3M

|Analysis performed according ND / Anaaus nposexen no HJI: J111-002666-191022, amend Ne 1 dt 29.06.2023 /
. Ne | ot 29.06.2023

Ne
9

Test / Ilokazareb

Result / PesyabTaTnl

Specification / Hop—M—a_

Assay / KoninuecrBennoe
onpegesesne

20.0 mg / 20,0 mr

10

Pa_c—l_(aging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 Tabsnerok B Gaucrepe

18.0mg to 22.0mg of CisHxN30:SNa
(Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet /
Ot 18,0 mr mo 22,0 mr CisHyN3O3SNa
(pabenpazona Hatpus) (ot 90 no 110 %
OT  HOMHH&JIBLHOTO  COAEp>KaHHs) B
‘TabneTke.
[5tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/" Mo 15 Tabnerox B Onucrepe u3
(TIBX/AJV/ITA) donbru / alnioMHHHEROM
dosibru. ITo 1 unu 2 Gauctepa BMmecTe ¢
MHCTPYKIMed MO TMPUMEHEHUIO B Tauky

n3  (IIBX/AJUTIA)  ¢onbru  /
ANOMHHHEBOH thonbru. Mo
2 Gnuctepa BMECTE C WHCTpPYKUMEH
1o IIPYMEHEHHUIO B nayKy| KapTOHHYHO.
KapTOHHYIO.
11 |Labeling / MapxupoBka Complies as prescribed / According to ND /
CooTBeTcTBYET TpebOBaHUAM B cootsercTBHM ¢ HJI
12 |Storage conditions / At temperature below 25 °C. / Ilpu remneparype He Bbiiue 25 °C.
XpaneHnue
13 [Shelf life / Cpok roqnoctn |2 years /2 ropa

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykr coorercTBYeET TpeboBannam HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by/

TloaroTrosneHo: @
/

Checked by
IIpoBepeHo:

bp

Approved by: Manager
MeHeaskep no obecneveH o KayecTsa

P —

Date/ Jlara:

2) o170y

Date/ [lara: E\P‘Q\"w

Date/ Jlara: 2101, 20y




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

_Produgt-_: Razo, Enteric-coated tablets 20 mg

'Batch No. / Cepust Ne : C2400819

Ipoaykr: Pazo®, TabieTkn, NOKPbLITHIE KH1IEYHOPACTBOPHMOii 06010 Ko0ii, 20 Mr

Page60of6/Crp. 636

Batch Quantity /
O0bem cepnu:

1500000 Tablets
1500000 Tagaerox

Z\nalytig_al Report No / AnanutTnueckuii oruer No : 890001715733

Date of Manufacture / lata npousBoactsa : 11/2023

u3M. Ne 1 ot 29.06.2023

_Analyé_ié performed according ND / Ananu3 nposenen no HJI: JIN-002666-191022, amend Ne 1 dt 29.06.2023 /

API name / naumenosanne ADC:

Date of Analysis / Jlara ananu3sa: 3T/61/2024:
Date of Expiry / Cpox roanoctu : 10/2025

Rabeprazole sodium / Pabenpason narpus

INN / MHH:

API manufacturer batch number /
Homep cepun nponszsoantens ADC:

Rabeprazole / Pabenpazon

FP Manufacturer API Batch number /

Howmep cepun cy6etanunu npouszsoautes I'JIdD:

ACQHO000039, ACQH000080

FCQA00241, FCQA00242

API Manufactured by & country /
ITponzeoantens APC, crpana:

Dr. Reddy's Laboratories Ltd., India
J-p Pennn’c Jlabopartopuc Jita., Unaus.

Remarks : The Product confirms to ND/

IIpumewanmne: Ilpoaykr cootBeTcTBYeET TpeboBaHusMm H/JJ

Opinion : APPROVED
3axmouenne: OMOBPEHO

Prepared by/

IHoarorosneHo: @/

Checked by

TlposepeHo:

L

Approved by: Manager
MeHemkep no obecnetennio kauecTsa
APy

-

Date/ Hara: 2)vef - ggyzr

Date/ Hdata: 3\-0\~) guy

Date/ MHara: 21.0l o IM




