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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Page 1 of 5/Crp.1u3z s

Product : Razo, Enteric-coated tablets 20 mg
IIpoayxr: Pa3zo®, TaGaeTkn, MOKPHITHIE KHLIEYHOPACTBOPHMOH 06010uK0ii, 20 Mr

Batch No. / Cepua Ne : C2301076

Batch Quantity /
Oo6bem cepun:

1500000 Tablets
1500000 rabaerox

Analytical Report No / Ananntnuecknii orger Ne : 890001649518

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

Date of Manufacture / Iata npoussoacrsa :  01/2023

Date of Expiry / Cpok ronnocrn :

12/2025

Analysis performed according ND / Anann3s nposeaen no HJI: JI[1-002666-191022

Ne Test / IToxazarens

Result / PesynbTaThl

Specification / Hopma

1 |Description / Onucanue

Round, biconvex, light yellow coated
tablets with red ink imprinted «RB20»
on the one side. The cross section 1s the
core white. / Kpyrnsie,
JBOSKOBBINYKJIblE TabIETKH, NMOKPLITHIE
000J104KO# CBETNIO-KENTOro 1BETA, C
MapKHpOBKOH kpacHoro useTta «RB20»
Ha oaHoii ctopore. Ha nmonepeunom
pazpese sapo 6enoro 11eTa.

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-
white. / Kpyrible, ABOSKOBBITYKIIbIE
TabIETKH, NOKPbIThIE 0D0NOYKOH OT
CBETJII0-XKENITOTO J10 YKEITOrO 1IBETA C
MapKUpoBKOH KpacHoro usera « RB20»
Ha oiHOM cTopoHe. Ha nonepeunom
paspese sapo oT 6enoro A0 nNoutH Henoro
LiBETA.

Identification By HPLC /
Tlopnnunocts BOKX

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). /

Bpems yaep>xuBaHus OCHOBHOTO NHKa Ha
XpoMaTorpaMme MCrMbITYEMOro pacTBopa
JO/DKHO ~ COOTBETCTBOBaTb  BPEMEHH
YyOEPXKHUBAHHS  OCHOBHOTO  NKka  Ha
XpoMaTorpaMme pacTBOpa CTaHAapTHOTO
obpasua pabenpazona HaTpust (paszmen
«KonnuectBeHHoe ornpeaeneHuey).

vl

Average weight of coated
tablets / Cpeansiga macca
Tab/1eToK

207.42 mg /207,42 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/
yeT TpebosaHusm HJJ,

Opinion : APPROVED
3akmnwuenne: OJOBPEHO

| Ilpnmeuanue: TlpoayKT cooTBeTCTB
Prepared by/ [:2

fChecked by

Approved by: Manager

Hoaroroeneno: ﬁﬁ?ﬁ/pﬂ/ IlpoBepeHo: {,—’{"q'h‘- ¥ _p Menerep no odecnedeHiio KauecTea
= L 2 ; = e othey
Date/ Hara: ,4 %‘-2023 Date/ ara: Date/ [ata: \ S-\@Z——’Z/D na

15 -~03 - 2e03
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CERTIFICATE OF ANALYSIS

CEPTUOHNKAT AHAJIU3A

Page2 of 5/Crp.2 u3 5

Product : Razo, Enteric-coated tablets 20 mg

Hpoayxr: Pa3zo®, TabneTkn, NOKpbITHIE KHIIEYHOPACTBOPHMOii 060,104K0ii, 20 Mr

Batch No. / Cepua Ne : C2301076

Batch Quantity /
Oo0bem cepun:

1500000 Tablets
1500000 TaGaerok

Analytical Report No / Auanurnueckuii oruer Ne : 890001649518

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

Date of Manufacture / lara nponssoacrea : 01/2023

Date of Expiry / Cpox rognocrn :

12/2025

Analysis performed according ND / Ananus nposenen no HJI: JITI1-002666-191022

4 |Dissolution / PactBopenne

Uniel/E mane] 3 In 0.1M hydrochloric acid solution — not
Unit-2/Eannnna-2 1% more than 10% of the labeled amount of
: Cy3H20N303SNa (Rabeprazole sodium) is
St EnuHAES B dissolved in 2 ho(urs. / IE1)3 0,1 M paCTsz)pe
Unit-4/Eannuua-4 1% XJIOPUCTOBOJIOPOIHON  KHUCJIOTHI — He
bonee 10 % OT HOMMHAILHOIO
Unit-5/Ennnna-5 >% cofiepKanus C18H20N303SNa
Unit-6/Eannniaé 3% (pabemnpazona HaTpus) yepes 2 u.

Average / CpenH. 3Hauenne: 3%

Unit-1/Envnnua-1 90% In buffer solution pH 8.0 — not less than
i 75% (Q) of the labeled amount of

Unit-2/Epunvua-2 88% C1sH20N303SNa (Rabeprazole sodium) is
= dissolved in 60 minutes. / B 6ydepnom

S S EANE AN 2ll% pacteope pH 8,0 — ne menee 75 %q)((%) oT

Unit-4/Eqrnuna-4 92% HOMMHAJIBHOTO COCPXKaHHUs

Unit-5/Eannnuass 88% CisH2N3O3SNa  (pabenpasona Hatpus)

yepes 60 MuH.
Unit-6/Eavnnua-6 88%

Average / Cpenn. 3Hauenue: 90%

Related substances by HPLC

[ PonicTBeHBbIE NpHMeECH, BYKX

Rabeprazole N-oxide /
Pabenpazona N-oxcun

Rabeprazole Sulfone /
Pabenpazona cynbhon

Rabeprazole Methoxy
analogue / Pabenpazona
METOKCH aHaor

Below LOD (LOD: 0.008%)/
Hwxe npenena obnapysxenus
(I10 : 0,008 %)

0.08%/0,08%

Not detected / He 0bHapyskeHa

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykrt cooreTcTBYeT TpeGoBaHMAM HJJ

Opinion : APPROVED
3axmoyenne: OJJOBPEHO

Prepared by/

Checked by

Approved by: Manager

nOIlFOTOBﬂeHOCCg’j/ HPOBepeHo:(/[r"; \ l\it;%:;:m;ep no tmGeCileL;el-|Lg0 Kad%
Date/ Jlara: [4,@,_ %% Date/ JlaTa Date/ Jlara: \ o2 ,2/02:3

5

~03- 2023




y ...’ CERTIFICATE OF ANALYSIS
Dr.Re ddy S N\e¢ CEPTU®UKAT AHAJIH3A

Product : Razo, Enteric-coated tablets 20 mg
IIpoayxT: Pazo®, TaGneTku, nOKpbITbIE KHIEYHOPACTBEOPUMOI 060/109K0i, 20 Mr

Page3 of S5/ Ctp. 3 n3 5

Batch No. / Cepusi Ne : C2301076 Batch Quantity / 1500000 Tablets
Oobem cepun: 1500000 TaGaerox

Analytical Report No / Ananntnuecknii oruer Ne : 890001649518 |Date of Analysis / lara ananuza: 13/03/2023

Date of Manufacture / lara npoussoacrsa :  01/2023 Date of Expiry / Cpok roasoctu :  12/2025

Analysis performed according ND / Ananus nposenen no HJI: JITT-002666-191022

Rabeprazole Chloro analogue
/ Pabenpazona xJ10po aHanor

Rabeprazole Sulphide /
Pabenpazona cynsdup

Rabeprazole Related
compound A / Pabenpa3sosna
pOLCTBEHHas ITpUMeECh A

Rabeprazole Related
compound C / Pabenpazona
poncTBenHas npumecs C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / Tlpumecs npu
RRT 1,37 (macca m/z=310
UMHAA301)

Specified Impurity at
about RRT 1.51]
(Mass m/z=458 Benzo

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

GeHzMMUaA30/1a AANYKT)

Not detected / He obHapyxeHa

Less than LOQ (LOQ: 0.027 %)/
Hwxe npenena konnuecTBEHHOTO
onpenenenns (ITKO: 0,027%)

Not detected / He obHapy>keHa

Below LOD (LOD: 0.02%)/
Hwsxe npenena obnapy>xcenus
(I10 : 0,02 %)

Not detected / He o6HapyxeHa

Not detected / He oOHapyskeHa

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Ilpumeuanne: INpoaykT cooTBeTcrpyeT Tpebosanusm HJ|

Opinion : APPROVED
3akarwuenne: OJJOBPEHO

Checked by

Prepared by/ /‘(/
Iloarotosnexo: @ﬁ/ IlpoBepeHo: (/r’_"f'

\_} —

Approved by: Manager
E\-Bcn;lcep 1o obecneueHO KayecTsa

2 a0(a)

Date/ JlaTa: ’4"@”%26 Date/ JlaTa:

[5-03~20023

Date/ Jara: 1§~03~9_02,3
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Page 4 of 5/ Ctp.4u3 5

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pa3zo®, TabneTkn, NOKPHITbIE KHIIEYHOPACTBOPUMOii 060,104K0#, 20 Mr

Batch No. / Cepus Ne : C2301076

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Tadanerok

Analytical Report No / AnaanTuyeckuii oruer Ne : 890001649518

Date of Analysis / IaTta anaan3za: 13/03/2023

Date of Manufacture / Jlara npoussoactsa : 01/2023

Date of Expiry / Cpok ronnocTn :

12/2025

Analysis performed according ND / Ananus nposeaen o H)I: JII1-002666-191022

| [Maximum unknown

individual impurity /
Envnnunas
HEUAEHTNULHPOBAHHAS
TpUMECH

BDL %/ peructpauun %

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

Total impurities / Cymma
npumecen

0.1%/0,1%

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

6 |Residual Solvents content /
OcTtaTounble opraunyecKkne
pacTBOpUTEIH

1161 pg/tab/ 1161 mxr na Tabnerxy

Isopropanol — not more than 2621 pg per
tablet / Misonponanon — He 6onee
2621 mkr na TabneTky

7 |Uniformity of dosage units /
Onnopoanocts
XO3HPOBAHUSA

3.2/3,2

The acceptance value (AV) should be not
more than 15.0. / Tloxasatens
npuemneMocTd (AV) nomxeH ObITH He
6onee 15,0.

8 [Microbial limits / Mukpo6nonornueckas 1ucrora

a) Total aerobic microbial
count / Ob1ee yuco
a3po0HBIX MUKPOOPTraHU3MOB

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 / Obwee uucno
JIPOICKEBBLIX U MJIECHEBBIX
rpubos

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

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

¢) E. coli

Absentin 1g/
OtcyTcTByeT B IT

Shall be absent in lg/
JlomKHBI OTCYTCTBOBATL B | T

Remarks : The Product confirms to ND/

Ipumeyanne: [ponykr coorsereTyer Tpedosannsm HJI

Opinion : APPROVED
3akaiouenne: OJOBPEHO

Prepared by/

=1 Checked by ~
[lonrorosneHo: flﬁy/&/ ITpoeepeHo: ( :

-

Approved by: Manager
Mene zkep no odecneueHHIo KauecTsa

t=2 ol o £) Rl e

Date/ Hara:

14<=3-90323

Date/ Hara:
[5-C3-2023

Date/ Jlata: l§~ ©02-2.0273




CERTIFICATE OF ANALYSIS

Dr.Reddy’s €t¢

CEPTUOPUKAT AHAJIM3A

Page 50f 5/ Crp.5u3 5

H’roduct : Razo, Enteric-coated tablets 20 mg
ITpoayxr: Pazo®, TabneTkn, NOKpHITHIE KHUWEMHOPACTBOPAMOI 060J04K0#, 20 MI

Batch No. / Cepus Ne : C2301076

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Tabnerox

Analytical Report No / Anannruuyeckuii oruer Ne : 890001649518

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

Date of Manufacture / lara npoussoacTsa :

01/2023

Date of Expiry / Cpok rognoctn :

12/2025

Analysis performed according ND / Ananus nposenen no HJI: JII1-002666-191022

9 |Assay / KoninvecTBeHHOE
onpeaesenne

19.4 mg/ 19,4 mr

18.0 mg to 22.0 mg of C;sH20N303;SNa
(Rabeprazole sodium) (90 to 110% of the
labeled  amount)  per  tablet /
Ot 18,0 mr no 22,0 mr C;3H20N303SNa
(pabenpazona Harpus) (ot 90 mo 110 %
OT HOMHHA&JIBHOTO  COAEPXaHusd) B
Tabyerke.

10 |Packaging / Ynakoska

BMECTC

15 tablets in a

¢dhonerun

c MHCTPYKUMEH

TNMPUMEHEHHUIO B NTAYKY KapTOHHY1O.

(PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and|/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton
pack. / Ilo 15 tabnerox B 6mictepe m3| pack. / Ilo 15 rabnerok B Ginucrepe u3
(IIBX/AJUTIA)
amomuHueBol donbru. Ilo 2 6nucrepal donpru. Io 1 unu 2 GiaucTepa BMecTe ¢
10| HHCTPYKLMEH O TPUMEHEHHIO B TaykKy

15tablets in a (PVC/AI/PA) foil

patient information leaflet in a carton

~

(IIBX/AJI/TIA) ¢onbru / amoMUHHEBOM

KapTOHHY!O.

11 |Labeling / Mapkuposka

Complies as prescribed /
CootBeTcTBYET TpeboBaHUAM

According to ND /
B cooTBercTBnu ¢ HJI

12 |Storage conditions /
XpaHeHnne

At temperature below 25 °C. / [1pu Temnepatype He Boitie 25 °C.

13 |Shelf life / Cpox roanocrn

3 years /3 rona

Remarks : The Product confirms to ND/

Hpumevanne: Ipoaykr COOTBeTCTByeT TpedoBaHusim HJT

Opinion : APPROVED
3akmouenne: OJJOGPEHO

Prepared by/ Checked by Approved by: Manager
Ioarorosneno: % IlpoBepeHo: (Z ; H Mulu,mp no odecriedeHio KavecTra
%JWGLQ@JA%
Date/ [ara: ;4,@_% Date/ Jara: Date/ IlaTa ‘ f 02 0z
[5—03-2023 —0<-"128




