CERTIFICATE OF ANALYSIS

Qe
Dr.Reddy’s ‘.0. CEPTUOMKAT AHAJIM3A

Page 1 of 5/ Crp. 1 m3 5

Product : Razo, Enteric-coated tablets 20 mg
IIpoayxT: Pa3o®, TabseTkn, NOKPHITbIE KNIEYHOPACTBOPUMOii 060a04KOii, 20 Mr

Batch No./ Cepus Ne : C2301075

Batch Quantity / 1500000 Tablets
Oo6bem cepun: 1500000 TabueTox

Analytical Report No / Ananuruyecxnii oruer Ne : §90001649591

Date of Analysis / lata ananuza: 13/03/2023

Date of Manufacture / Jlara npoussoacrsa : 01/2023

Date of Expiry / Cpok rognoctn :  12/2025

Analysis performed according ND / Ananus npoeenen no HJI: JIT1-002666-191022

Test / IloxazaTenn

Result / Pezyabrarnl

Specification / Hopma

£
1

Description / Onucanne

Round, biconvex, light yellow coated
tablets with red ink imprinted «RB20»

on the one side. The cross section is the

core white. / Kpyrnvie,

Round, biconvex, 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-

IBOSKOBBIMYKIbIE TabNEeTKH, MOkpbIThie | White. / KpyTible, 1BOSIKOBBIITYKIIbIE

000/104KOH CBETI0-)KENTOT0 uB€Ta, C

MapKupoBKOH kpacHoro userta «RB20»

Ha oliHO¥ cTtopoHe. Ha nonepeynom
paspese sapo Gesoro Lpera.

TabneTky, NOKpbIThIE 060JIOUKOH OT
CBETJIO->KENTOrO A0 XKEJITOro LBETa €
MapKHpOBKOH KpacHoro useTa «RB20»
Ha ofiHoli cropone. Ha nonepeunom
paspese saapo ot 6enoro o nouru Henoro
LBeTa.

Identification By HPLC /
Tlopnuunocts BOMXKX

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 ynep>kuBaHMs OCHOBHOTO IHKa Ha
XpoMaTorpaMMe HCIBITYEMOIO pacTBOpa
JOJDKHO ~ COOTBETCTBOBAaTb  BPEMEHH
YOEPXKHBAHMSl  OCHOBHOMO TNHMKa  Ha
XpoMaTorpaMMe pacTBopa CTaHAAPTHOTO
obpaszua pabenpasona Harpus (paszaen
«KonuuecTBeHHOE onpeneneHue»).

Average weight of coated
tablets / Cpeansin macca
Tabaerok

207.29 mg /207,29 mr

212.68 mg + 5% (202.05—223.31 mg) /
212,68 mr+ 5 % (ot 202,05 Mr no
223,31 mr)

Remarks : The Product confirms to ND/
IIpnmeuanue: Ilponykr COOTBeTCTByeT TpedoBaHusM H/I

Opinion : APPROVED
Jakmouenne: OJOBPEHO

Prepared by/ L2 " Checked by Approved by: Manager

INoarororneno: ?// [TpoBepeHo: (I"_ N\ o MLHL,_L/I\.LP n)juccnctfugnu Ka”ﬂ)‘i{/
e - - e_d(_d_) %’V\A’ (-L“a—

Date/ JlaTa: ,4ré,-202 ) 3, Date/ [laTa: 1503 - 2093 Date/ Jlara: (C-02 22
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page 2 of 5/ Crp.2 w3 5

Product : Razo, Enteric-coated tablets 20 mg
ITpoayxr: Pazo®, Tadaerku, NOKpbIThIE KHLIEYHOPACTBOPUMOIi 060,104K0ii, 20 Mr

Batch No. / Cepus Ne : C2301075

Batch Quantity /
Ob0bem cepun:

1500000 Tablets
1500000 TaGnerox

Analytical Report No / Ananntugecknit oruer Ne : 890001649591

Date of Analysis / laTa anannza: 13/03/2023

Date of Manufacture / {ara npoussoactsa : 01/2023

Date of Expiry / Cpok roanocrts :

12/2025

Analysis performed according ND / Ananu3z nposeaen no HJI: JIT1-002666-191022

4 |Dissolution / PacTBOpeHHe
1t . 0,
UnTt 1/Enanmua-1 3% In 0.1M hydrochloric acid solution — not
Unit-2/Eannnua-2 3% more than 10% of the labeled amount of
= CisH20N303S5Na (Rabeprazole sodium) is
o = 0
Unit-3/Enusnuta-3 3% dissolved in 2 hours. / B 0,1 M pactBope
Unit-4/Envununa-4 4% XJIOPUCTOBOAOPOAHON KMCNOTBI — He
- - bonee 10 % oOT  HOMMHaNbHOrO
Unit-5/Ennunna-5 3% coepiKaHus CisH20N303SNa
6 2y,
Unit-6/Eananua-6 % (pabenpazona Hatpus) uepes 2 u
Average / CpeaH. 3Hayenue: 3%
Unit-1/Enunnna-1 89% In buffer solution pH 8.0 — not less than
_ - 75% (Q) of the labeled amount of
Unit-2/Epunnna-2 89% CisH20N30:SNa (Rabeprazole sodium) is
- dissolved in 60 minutes. / B 6ydepHom
- B 0, J
i i e 1% pacteope pH 8,0 — He menee 75 % (Q) ot
Unit-4/Ennnnna-4 88% HOMHHAJIBHOTO conepiKaHus
Unit-5/Eannnmass 89% CisH20N303SNa  (pabenpazona HaTpus)
yepe3 60 MuH.
Unit-6/Eaununa-6 88%
Average / Cpenn. 3nauenue: 89%
5 |Related substances by HPLC / PoacTeennbie npumecu, BOKX

Rabeprazole N-oxide /
Pa6enpazona N-oxcua

Rabeprazole Sulfone /
Pabenpazona cynbhon

Rabeprazole Methoxy
analogue / Pabenpazona
METOKCH aHanor

Less than LOQ (LOQ: 0.022 %)/
Huxe npenesa KonM4eCcTBEHHOrO
onpeaenenns (ITKO: 0,022%)

0.08%/0,08%

Not detected / He oOHapy»xeHa

not more than 0.5% / »e 6onee 0,5 %

not more than 0.5% / He 6onee 0.5 %

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

Remarks : The Product confirms to ND/
Ilpumeuanne: [poaykt coorsercTByeT TpeboBanusiM HJI

Opinion : APPROVED
3akarwuenue: OJOBPEHO

Prepared by/ - " Checked by Approved by: Manager
IloarororneHo: Qf)-/&f ITpoepeno: 77 . Menemkep no odecreyeHio Ka4yecaa

c (_/_ T oot D Kot e
Date/ Hara: Date/ JlaTa: Date/ Jlara:

Vre’372223

[5-03 9023

1 —02. 201 %
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Dr. Reddy S ‘.‘ CEPTHDUKAT AHAJIA3A

Product : Razo, Enteric-coated tablets 20 mg
IIpoayxr: Pa3o®, Tabaerkn, mnoKpbIThle KHIIEYHOPACTBOPUMO# 000J104KOii, 20 Mr

Page 3 of 5/C1p.3 m3 5

Batch No. / Cepnst Ne : C2301075 Batch Quantity / 1500000 Tablets
O6bem cepum: 1500000 TaGnerox

Analytical Report No / Ananntnuecknii otuer Ne : 890001649591 |Date of Analysis / lata anann3za: 13/03/2023

Date of Manufacture / lata npon3soacraa : 01/2023 Date of Expiry / Cpok roanocru :  12/2025

Analysis performed according ND / Anann3 nposeaen no HJI: JI[1-002666-191022

Rabeprazole Chloro analogue [Not detected / He oGHapyskeHa not more than 0.5% / ne 6onee 0,5 %
/ Pabenpazona xs0po aHanor

1 0 0
Rabeprazole Sulphide / Less than LOQ (LOQ: 0.027 %)/ not more than 0.5% / ne 6onee 0,5 %
Pabenpazona cynsdun

Hwxe npenena konuyecTBEHHOTO
onpeaenenus (IIKO: 0,027%)

Rabeprazole Related not more than 0.5% / He 6onee 0,5 %
compound A / Pa6enpaszona |Not detected / ne o6Hapy>x«eHa
POACTBEHHAs IIpUMECh A

Rabeprazole Related ‘ i not more than 0.5% / He 6onee 0,5 %
compound C / PaGenpasona Below LOD (LOD: 0.02%)/
pOACTBEHHAs MpHMeCh C Hwuxe npenena o6HapyskeHust
(I10: 0,02 %)

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

about RRT 1.37 Not detected / He oGHapyxeHa
(Mass m/z=310
Imidazole) / Ilpumecs npu
RRT 1,37 (macca m/z=310
MMM/1a30J1)

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

about RRT 1.51
(Mass m/z=458 Benzo Not detected / He obHapyskeHa

imidazole adduct) / Tpumecs
npu RRT 1,51 (macca
m/z=458

6eH3uMuaa30/1a ANAYKT)

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpnmeyanne: Flpoaykr cooTBeTcTBYET TpeboBanusam HJJ 3akmouenne: OJOBPEHO
Prepared by/ O, Checked by Approved by: Manager
IloarorosneHo: 7gﬂ’ﬂ I'lporepeHo: - y Menensmep 1o odecneveHil KauecTsa
@)fi‘ Fota ) Roi Mooty
Date/ Jlara: ~o2-90 Date/ [Hata: Date/ [laTa:
;4 &3~262 4 (o |C—02.2022




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Page 4 of 5/ Crp.4m35

Product : Razo, Enteric-coated tablets 20 mg
IponykT: Pazo®, Tabnerku, noKpbITbie KHUIEYHOPACTBOPUMOI 060J104K0H, 20 Mr

Batch No. / Cepus Ne : C2301075

Batch Quantity /
O0bem cepun:

1500000 Tablets
1500000 Tadnerox

Analytical Report No / Anajgurnyeckuii otuer Ne : 890001649591

Date of Analysis / laTta ananmnza: 13/03/2023

Date of Manufacture / JJata npon3Bsoactsa : 01/2023

Date of Expiry / Cpok rognoctu :

12/2025

Analysis performed according ND / Anann3 nposeaen no HJI: JII1-002666-191022

Maximum unknown
individual impurity /
Ennnuunbas
HenaeHTUhUIIMPOBAHHAS
TIpUMECh

BDL %/ peructpauuu %

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

Total impurities / Cymma

0.1%/0,1%

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

npuMecei

6 |Residual Solvents content / 1320 pg/tab / 1320 mxr Ha Tabnetky |Isopropanol —not more than 2621 pg per
Ocrarounble opraHnyecKye tablet / M3onponanon — He 6onee
pacTBOpHTENH 2621 Mkr Ha Tabnerky

7 |Uniformity of dosage units / 3.5/3,5 The acceptance value (AV) should be not
OagHopoaHoOCTh more than 15.0. / Tlokasarteib
03U POBAHNSA npuemsieMocT (AV) nomxeH ObITb He

bonee 15,0.
8 |Microbial limits / Mukpo6nonornueckas YucToTa

a) Total aerobic microbial
count / Ob1ee uncno
a3pOOHBIX MHKPOOPTaHHU3MOB

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
mould count/ O6uiee uncno
JPOMOKEBBIX U TJIECHEBBIX
rpuboB

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

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

¢) E. coli

Absentin 1g/
OtcyTecTByeT B 1T

Shall be absent in 1g /
HomkHe! orcyrcTBOBaTL B 1 T

Remarks : The Product confirms to ND/

IIpumeuanne: [lpoaykT cooTBeTcTBYET TpeGOBaHUAM HJI

Opinion : APPROVED
3akmwuenune: OJOBPEHO

Prepared by/ {:);%/)

[TonrorosneHo: @%ff

Checked by
ﬂposepeHo:(/ P

Approved by: Manager
Menemrep no odecneveHHo KauecTea

Date/ Jara: ’4,.%&2,0%

Date/ [lara:

15-02-2025

Date/ Jlata: |~ o 220232
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Page 5 of 5/ Crp.S5u3 5

ﬁ’roduct : Razo, Enteric-coated tablets 20 mg
Hponyxr: Pazo®, TabieTkn, NOKPbITHIE KHIIEYHOPACTBOPUMOIi 060104KOii, 20 Mr

Batch No. / Cepns Ne : C2301075

Batch Quantity /
O06bem cepun:

1500000 Tablets
1500000 Tadaerox

Analytical Report No / Ananurugecknii oruer Ne : 890001649591

Date of Analysis / laTa anannza: 13/03/2023

Date of Manufacture / lata nponssogcrsa :  01/2023

Date of Expiry / Cpox rogsocTs :

12/2025

\i&nalysis performed according ND / Anasinz nposenen no HJI: JITI-002666-191022

[9

Assay / Konnuecreennoe
onpenesieHne

19.7mg/ 19,7 mr

18.0 mg to 22.0 mg of CigH2oN303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled  amount)  per  tablet /
Ot 18,0 mr go 22,0 mMr C;sH20N303SNa
(pabenpazona Hartpus) (ot 90 no 110 %

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 Tabnerok B 6mmcrepe H3
(IIBX/AJUTIA) ¢donbru /
anmoMunueBol ¢oneru. Io 2 6nucrepa
BMeECTE c UHCTpYKLHEH no
NPUMEHEHHIO B NTAYKY KaPTOHHYIO.

OT HOMMH&JBHOIO  COAEpXKaHMs) B
TabrneTxe.
10 |Packaging / Ynakoska 15tablets in a (PVC/AI/PA) foil| 15tablets in a (PVC/AI/PA) foil

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton
pack. / Ilo 15 tabnerok B Gnucrepe w3
(IIBX/AJUTIA) donsru / antoMUHUEBOM
¢oneru. Ilo 1 wmm 2 Gnucrepa BmecTe ¢
MHCTPYKLIMEH TIO NPUMEHEHUIO B Mayky
KapTOHHYIO.

11 |Labeling / Mapkupogeka Complies as prescribed / According to ND /
CootBercTByeT TpeOOBaHUAM B coorsercteumn ¢ HJ
12 |Storage conditions / At temperature below 25 °C. / IIpu Temnepatype He Boie 25 °C.
Xpanenue
13 | Shelf life / Cpok rognocrn 3 years /3 rona

Remarks : The Product confirms to ND/

Hpumeuanne: INpoaykr cootBetcTByeT Tpedosatnsm HJl

Opinion : APPROVED
3axmouenne: OJOBPEHO

sy

Prepared by/ =
Vo
y =

IToarotosneHo:

Checked by
TlporepeHo: [

—

)
{

Approved by: Manager
Mepemiep no obecrneyeniio kauecTea

rxole) Ranl fleothayf

Date/ Jlara: [4,03,2¢2<3

Date/ Jara:

Date/ Jara: 1,§—O 3,—7,69/3"




