Cr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page10f6/Crp.1u36

Product :_Razo, Enteric-coated tablets 20 mg
IpomykT: Pazo®, Tabjerkn, NOKPLITbIE KHUIEYHOPACTBOPUMOI 000./1049K0#, 20 mr

Batch No. / Cepns Ne : C2311480

Batch Quantity /
O06mnem cepun:

1500000 Tablets
1500000 tagnerox

Anal)jt_icﬁeport No / Anagutnueckuii oraer Ne : 890001691397

Date of Analysis / JlaTa anaau3za: 29/09/2023

Date of Manufacture / [lata nponssoactsa : 07/2023

Date of Expiry / Cpok roanoctu : 06/2026

Analysis performed according ND / Ananu3 nposenen no HJI: JII1-002666-191 022

Ne Test / IloxaszaTeanb

Result / PeszyabTaThl

1 |Description / Onucanune

Specification / Hopma

Round, biconvex, _yellow coated
tablets with red ink imprinted "RB20"
on the one side. The cross section is

the core white. / Kpyrusle,
JIBOSIKOBBIITYKJIbIE TabneTky,
MOKpBITbIE  000NOYKON  KENTOro

LBETA, C MAPKHUPOBKON KPAaCHOFO LIBET
«RB20» Ha opmHoi ctopone. Ha
nonepe4yHom paspese sapo Genoro
LIBETA.

Round, biconvex, light yellow to )EOV
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyrnble, NBOSKOBBINYK/Ibie TabneTKHy,
TIOKPBITEIE 000JOUKOH OT CBETI0-XKENTOr0O
IO JKEATOro LBETa C  MapKUPOBKOMU
kpacHoro usera «RB20» wma opHoit
cropoHe. Ha nonepeunoM paspese sipo ot
6enoro o nouTH O6ENI0ro LBeTa.

Identification By HPLC /
HopaunuocTs BIXKX

Complies as prescribed/
COOTBETCTRYET

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)./

Bpemsi ynep>kvBaHHs OCHOBHOTO IMHKa Ha
XpOMaTorpaMMe WCIIBITYEMOTO pacTBopa
JOIDKHO COOTBETCTBOBATH BpeMeHH
yllep)KUBaHWs ~ OCHOBHOIO  NHKa  Ha
XpOMATOrpaMMe pacTBOpa CTaHAAPTHOTO
obpaszua pabenpasona HaTpusg (paznen
«KonnuecTBeHHoe onpeneneHue»).

Average weight of coated
tablets / Cpeansas macca
Ta0J1IeTOK

207.64 mg /207,64 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/
Hpumeuanne: [Iponykr cooTeetcTByer TpeboBanusm HJ|

2

Opinion : APPROVED
3akmwuenne: OJJOBPEHO

Prepared by/ Checked by p;—”*’n Approved by: Manager

IoaroroBnewo: M [lpoBepeHo: W Menemiep no obecrnieyeHHIO KauecTsa
&£

Date/ Jlara: Y o0 013 | Date/ [lara: goip///, 90) 8 Date/ Hara: 2 0. 09.2022




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Razo, Enteric-coated tablets 20 mg
Ipoayxr: Pa3zo®, TabsieTKH, NIOKPbITbIE KHUIEYHOPACTBOPUMO§i 0605101K0H, 20 Mr

Page2 of 6/ Crp.2 w3 6 -

Batch No. / Cepus Ne : C2311480

Batch Quantity /
O0beM cepHH:

1500000 Tablets
1500000 TaﬁﬂeTOK_

_An_alytical Report No / AnannTnueckuii oTder Ne : 890001691397

Date of Analysis / Jlata ananu3za: 29/09/2023

Date of Manufacture / JaTta npoussoacta : 07/2023

Date of Expiry / Cpox roanocrn : 06/2026

Analysis performed according ND / Ananus ;'IpOBelleH no HJI;: JITI-002666-191022

Specification / Hopma

| XOpUCTOBOAOPOIIHON KUCIIOTEI — He Gonee

In 0.1M hydrochloric acid solution — not
more than 10% of the labeled amount of
CisH20N303SNa (Rabeprazole sodium) is
dissolved in 2 hours. / B 0,1 M pacteope

10 % OT HOMHMHAJIBHOIO CoAepIKaHus

CisH20N3O3SNa  (pabenpazona Hatpus)

Ne Test / IlokazaTennb Result / PesyabTaTnl
4 |Dissolution / PacTBopenue Unit-1/Enunma-1 1%
Unit-2/Enunanua-2 4%
Unit-3/Eqnnnna-3 4%
Unit-4/Epvauna-4 4%
Unit-5/Eqununa-5 5%
Unit-6/Epununa-6 4%

Average / CpenH. 3Hauenue: 4 % N

yepes 2 4.

Unit-1/Eananna-1 87% In buffer solution pH 8.0 — not less than
: - 75% (Q) of the labeled amount of]
Unit-2/Enunuia-2 92%  |C15H20N305SNa (Rabeprazole sodium) is
. dissolved in 60 minutes. / B OydepHom
= - 0,
Unit-3/Eanuna-3 90% pactBope pH 8,0 — ne menee 75 % (Q) or
Unit-4/Epqununa-4 7 00%  |HOMHHAJIBLHOTO coaepKaHHs
_ - CisH20N3O3SNa  (pabenpazona narpus)
Unit-5/Enunuua-5 93% yepes 60 MHH.
Unit-6/Eqununa-6 92%

Average / Cpenn. 3navenne: 91 %

Related substances by HPLC

/ PoncTBeHHbIE npumecn, BIKX

Rabeprazole N-oxide /
Pa6enpazona N-okcun

Rabeprazole Sulfone /
PaGenpa3zona cynbdon

Rabeprazole Methoxy
analogue / Pabenpazona
METOKCH aHajnor

0.04%/0,04%

0.08%/0,08%

Not detected / nHe o6HapyskeHa

not more than 0.5% / He 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 ND/
Ilpumeuanne: [Ipoaykr coorsercTBYeT TpebosaHusam HJI

3

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by/ Checked by ~< | Approved by: Manager
IToaroroseHo; M IIpoBepeHo: % Menenxep no obecrnedeHmio KauecTra
Date/ [laTa: 9 Q_aquq,l Date/ [lara: 50_0q__ 90) A Date/ Hara: 26- 09 o022




Dr.Reddy’s “5.'.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Product : Razo, Enteric-coated tablets 20 mg
IpoayxT: Pazo®, TabneTku, nOKPLITbIE KHIIEYHOPACTBOPHMOK 000/104KO#, 20 Mr

Page30of6/Crp.3u3 6 _

Batch No. / Cepust Ne : C2311480

Batch Quantity /
O0bem cepun:

'Analytical Report No / Anasurnieckuii oruer Ne : 890001691397

Date of Manufacture / Jlara nponssoacrsa : 07/2023

[ Ne

Test / IlokazaTennb

Result / PeayabTaThl

Specification / Hopma

Rabeprazole Chloro analogue /

Pabenpa3zona xJ0po aHajgor

Rabeprazole Sulphide /
PaGeripazona cynbdun

Not detected / He oOHapysxeHa

Below LOQ (LOQ = 0.027 %) / Huxe
npejena KOJIM4eCTBEHHOTO
onpeaenenus (11KO = 0,027 %)

Rabeprazole Related
compound A / PabGenpazona
pOACTBEHHAS [IPUMECH A

Rabeprazole Related
compound C / Pabenpasona
poJcTBeHHas mpumech C

Not detected / He oOHapy»kena

Below LOD (LOD = 0.02 %) /
Hwuxe npenena o6Hapysxxenus (I10 =
0,02 %)

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [Tpumecs npu
RRT 1,37 (macca m/z=310
UMK1a301)

0.02%/0,02%

Specified Impurity at

about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / [Ipumecs

npr RRT 1,51 (macca
m/z=458
OeH3uMmMAazona aafykKT)

Not detected / He oGHapyxeHa

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

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

1500000 Tablets
1500000 __Ta_ﬁ_r]e'ro](

Date of Analysis / [lata ananusa: 29/09/2023
Date of Expiry / Cpok rognoctu : 06/2026

Analysis performed according ND / Anaans nposeaen no HJI: JINT-002666-191022

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

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

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

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

Remarks : The Product confirms to ND/

Opinion : APPROVED

IIpumeuanue: IIpoaykr cooTBeTcTBYET TpeOOoBanusam HJI < A 3akmouenune: OJOBPEHO
Prepared by/ Checked by P&} Approved by: Manager
[logroToBneHo: Tt Iposepeno: ngﬂ’/ MeHemkep no obecnedyen o KauecTna

Date/ [ara:

) 0.9 '_m'),'J

Date/ Hara: 30,06’, 9023

Date/ JlaTa:

0. 09 .2




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Paged of 6/Crp.dms6

Product : Razo, Enteric-coated tablets 20 mg
IMpoaykT: Pa3zo®, Ta61eTKH, NOKPbITbIE KHIEYHOPACTBOPHMOii 060104K0#, 20 Mr

Batch No. / Cepust Ne : C2311480

Batch Quantity /
O0bem cepnu:

1500000 Tablets
1500000 tagaeTox

Analyifi;al Report No / AnasmTnueckuii oryer Ne : 890001691397

Date of Manufacture / {ara npousBoactsa : 07/2023

Date of Analysis / [lata anaausa: 29/09/2023
Date of Expiry / Cpoxk rognocTs : 06/2026

Anal_ysis performed according ND / Ananus nposenen no HJL: JII1-002666-191022

No Test / IlokazaTenn

Result / PesynabTaTsl

Specification / Hopma

Maximum unknown
individual impurity /
EnuHuyHas
HeuJleHTHULIMPOBaHHAas
TPUMECh

Below BDL (BDL= 0.1 %) / Hmxe
nopora peructpauum (ITIP =0,1 %)

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

Total impurities / Cymma
ripuMeceit

0.1 %/0,1%

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

6 |Residual Solvents content / 1820 pg/tab / 1820 mkr Ha Tabnetky |Isopropanol —not more than 2621 pg per
OcraToynble OpraHuyecKHe tablet / Mzonponanon — He OoJiee
pacTBopHTEIH 2621 Mxr Ha TabneTKy

7 |Uniformity of dosage units / 6.2/6,2 The acceptance value (AV) should be not
OnHoponHoCcTh more than 15.0. / Ilokazarens
JO3UPOBAHUS npuemiaemoctd (AV) nomkeH ObITb He

_ - bonee 15.0.

8 |Microbial limits / MukpoOuoJiornueckast YHcTOTA

a) Total aerobic microbial
count / O61uee yucio
a9pOGHBIX MUKPOOPraHU3MOB

b) Total combined yeasts and
mould count / O6wmee uncno
JPOJOKEBBIX M TJIECHEBBIX
rpubos

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

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

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

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

¢) E. coli

Absentin 1g/
OTtcyrcTByeT B IT

Shall be absent in 1g/
JlonkHel OTCyTCTBOBaTH B 1 I

ITpumeuanne: [IpojyKT COOTBETCTR

Remarks : The Product confirms to ND/

er Tpedbopanyam HJT

-

H3akmouenne: OJOBPEHO

Opinion : APPROVED

6 —aG -2

Prepared by/ Checked by ;}a_ﬂ':"" A Approved by: Manager
[MoaroTosneHo: o [MpoeepeHo: A= — MeHemxep no obecneyeHmnio KaluecTsa
Date/ [ara: Date/ Jlara: q0. 04,3022

Date/ Jlata: _30*07 ~-Qol2




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

PageSof 6/Crp.Suz6

Product : R;IZO, Enteric-coated tablets 20 mg
IpoayxT: Pazo®, Tab/1eTKH, IOKPHIThIE KHNIEYHOPACTBOPHMOIi 000J109K0#, 20 M

Batch No. / Cepust Ne : C2311480

Analytical Report No / Anaantnyecknii oruer Ne : 890001691397

Batch Quantity /
O0bem cepun:

1500000 Tablets
1500000  raGaerox

Date of Manufacture / JJara npouzBoacrtsa : 07/2023

Date of Analysis / laTa ananusa: 29/09/2023
Date of Expiry / Cpok rognoctn : (06/2026

Xnalysis performed according ND / Ananns nposeaen mo HJL: JII1-002666-191022

Ne

Test / Ilokazarenn

9

Assay / KonuuecTBeHHOe
onpeneyieHne

Result / PesyabraTsl

Specification / Hopma

19.3_mg/ 19,3 mr

18.0 mg to 22.0 mg of C;gH,(N303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr no 22,0 mr C;gHyoN303;SNa
(pabenpazona Hatpust) (oT 90 go 110 %

oT HOMHWHAJIBHOI'O conepmam/m) B
TabieTke.
10 |Packaging / YnakoBxa 15 tablets in a (PVC/AI/PA) foil|15tablets in a (PVC/AI/PA) foil

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Ilo 15 Tabnerox B Gnuctepe
n3  (IIBX/AJI/TIA)  doneru  /
aJFOMHUHUEBOM donbru. o
2 bnucrepa BMeCTe ¢ MHCTpykuuei
no NIPUMEHEHHIO B NEEINY
KapTOHHYIO.

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnerok B Onucrepe u3
(IIBX/AJI/TIA) ¢oneru / amoMuHHEBOH
doneru. Ilo 1 wnn 2 Gnucrepa BmecTe ¢
MHCTPYKUMEH MO TPUMEHEHMIO B NayKy
KapTOHHYIO.

11 |Labeling / Mapkuposxa Complies as prescribed / According to ND /
CootseTcTByeT TpebOBaHNAM B cooteercteuu ¢ H/J
12 |Storage conditions / At temperature below 25 °C. / Ilpu Temnepatype He Brilie 25 °C.
XpaHeHue
| 13 |Shelf life / Cpok rogHocTn 3 years /3 roaa

Remarks : The Product confirms to ND/

Opinion : APPROVED

Hpumeuanue: llponyxr cooreerctTByeT TpebGoBanuam HJJ ~ HBaxmouenne: OJJOBPEHO

Prepared by/ Checked by 0’7 >“— 2 Approved by: Manager

IMoarorosnexo: ] INpoeepeHo: ’ 7153/9)9;}/ Metempkep no obecrneueHo KauecTa
S, f—

Date/ JlaTa: Ye—o9 RV Date/ [ara: 9 0%3»7 - D424 Date/ Jlara: 20.09.%°




CERTIFICATE OF ANALYSIS

Dr.Reddy’s ‘:‘.'0

CEPTUDHKAT AHAJIU3A

Page60f6/Crp.6m36

Product : Razo, Enteric-coated tablets 20 mg

Batch No. / Cepna Ne : C2311480

poaykr: Pazo®, Ta61eTKH, NOKPbITHIE KHIIEYHOPACTBOPHMOIi 060/10uK0ii, 20 Mr

Batch Quantity / 1500000 Tablets
Oo6bem cepun: 1500000 TaGaeroxk

_Analit?ca_lReport No/ AHaJ_IHTH‘leCISPlﬁ otuet Ne : 890001691397

Date of Analysis / JlaTa ananuza: 29/09/2023

Date of Manufacture / JlaTa npouzBoacrsa : 07/2023

Date of Expiry / Cpox roanocrtn : 06/2026

Analysis performed according ND / Ananns npo&meﬂ mo HJI: JII1-002666-191022

API name / HanmeHoBanune ADC:

INN / MHH:

API manufacturer batch number /
Homep cepnu npouzsoantenn APC:

Rabeprazole sodium / Pabenpazon narpus

Rabeprazole / Pabenpazon

ACOHO005019, ACOH005166

FP Manufacturer API Batch number /

Homep cepun cyocTanuun npoussoautens I'JI1D:

FCOA02403, FCOA02406

API Manufactured by & country /
Ipomspoaoutens AD®C, cTpana:

Dr. Reddy's Laboratories Ltd., India
H-p Pennu’c JlaGopatopuc JIta., Unaus.

Remarks : The Product confirms to ND/

IIpumeuanmne: [IponykT coorseTcTBYeT TpeboBaHusam HJI

Opinion : APPROVED
« /) 3aknwyenne: OJIOBPEHO

Prepared by/ Checked by
[ToaroToeseHo: IIpoBepeHo:

ra—l

Jnry

= Approved by: Manager
(p/ Memejpkep 1o obecnedenmio KaiecTsa
! &£

Date/ Jara: Yo~ 0 et

Date/ lata:  go-29-90)43

Date/ Hdara: 20

09,12




