Qe
y ‘0. CERTIFICATE OF ANALYSIS
Dr. Reddy S Ne¢ CEPTUDHKAT AHAJIM3A

Product : Razo, Enteric-coated tablets 20 mg
Ipoayxr: Pazo®, TadjieTKH, TOKPbIThIE KHILIEYHOPACTBOPUMOIi 060104KOi, 20 MT

Page 1 of S/CTp. 1 w3 5

Batch No./ Cepns Ne : C2301074 Batch Quantity / 1500000 Tablets |
- - o O6nLem cepun: 1500000 TaGnerox

Analytical Report No / Anaantuuecknii oruer Ne : 890001645634 |Date of Analysis / /lata ananansa: 15/02/2023 |

Date of Manufacture / Jlara npouzBoacrpa : 12/2022 Date of Expiry / Cpok roanocrn :  11/2025

Analysis performed according ND / Ananus nposeaen no H/I: JIT1-002666-191022

Ne Test / IlokazaTean Result / PesynbraTnl Specification / Hopma
(1 Escription / Onucanue Round, biconvex, yellow coated Round, biconvex, light yellow to yellow-
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. / Kpyribie, | from white to off-white. / Kpyrnsie,

JIBOSIKOBBITTYKJIblE Ta0neTKH, JABOSIKOBBINMYKJIbIE TAONETKH, NOKPLITLIE
MOKPHIThIE 0D600UKOI CBETIIO- 000JIOUKOH OT CBETJIO-XKEJTOro A0 KENTOr0
3KEJTOro LBETa, C MapKHPOBKOH LBETA C MapKMPOBKOM KPaCHOIo LBeTa

KkpacHoro 1gera «RB20» na ogHoit  |«RB20» Ha oaHoit ctopone. Ha nonepeunom
cropoHe. Ha nonepeurom paspese |pa3spese sapo OT 6€10ro 10 no4TH O6€10ro

s1po Genoro uBeTa. LBETA.
2 |Identification By HPLC / - Complies as prescribed/ | The retention time of the major peak in the
Hogymnnocts BOKX CooTeeTcTBYET chromatogram of the test preparation should

correspond o the retention lime of the main
peak in the chromatogram of Rabeprazole
sodium standard preparation (section Assay).
/
Bpems yaepkuanns OCHOBHOrO mnHKa Ha
XpomarorpaMmMe  MCHLITYEMOrO  pacTBOpa
JLOJIKITO COOTBETCTBOBATL BpeMEHH
yAEPIKHBAHHS OCHOBHOIO nuka Ha
XpomarorpaMMe  pacTBopa  CTaHAAPTHOro
obpazua padenpaszona HaTpust  (pasuen
«KonnuectseHHoe onpejaenexues).

3 | Average weight of coated 21139 mg/211.39 mr 212.68 mg + 5% (202.05 —223.31 mg)/
tablets / Cpeansist macea 212.68 mr= 5% (o1 202,05 M1 10
1a0J€TOK 223,31 M1)

Remarks - The Product confirms 1o NNV - - -(_)])iml:l: : APPROVED
Tlpusceuanne: [poaykT coorsereysygr Tpedosanusy 1)1 Zanarouennc: OJJOLBPEHO
Prepared by/ g{? /,ﬂﬁ’(hccl\'cd by Approved by Manager
o, uororaeno; ))// Hposepero: o Yo Mene Erep o onecHe g Kaieer s
- YIS et F2ot0la) Ranl (oot
Dater Jlara: = Date/ Jlara: Dater jlara: _ . 2.2
2102-202 3 il 21002003 | 22 .02-20




Dr.Reddy’s “:‘

Product : Raio, Enteric-coated tablets 20 mg
Ipoaykr: Pazo®, TaGaeTKH, IOKPHIThIE KHIIEYHOPACTBOPHMOii 000/104K0i, 20 Mr

CERTIFICATE OF ANALYSIS

CEPTHDHUKAT AHAJIM3A

Page2 of 5/Crp. 2u3 5

Batch No. / Cepusi Ne : C2301074

Analytical Report No / Ananutuyecknii oruer Ne : 890001645634
Date of Manufacture / Jlata npoussoactsa : 12/2022

:&nal—ysia)e;formed according ND / Auamu3 nposeaen nmo HJI: JI[1-002666-191022

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Ta6aerox

Date of Analysis / laTa ananusa: 15/02/2023
Date of Expiry / Cpok rognoctn :  11/2025

4

Dissolution / PacrBopenne

Unit-1/Egunnua-1 | 2%

| Unit-2/Equanna-2 5%
Unit-3/Enununua-3 6%
Unit-4/Eqnanna-4 1%
Unit-5/Egunnua-5 | 6% |
Unit-6/EavHuua-6 4%

Average / CpenH. sHaueHue: 4% .

In 0.1M hydrochloric acid solution — not
more than 10% of the labeled amount of
CisHyoN3O3SNa  (Rabeprazole sodium) is
dissolved in 2 hours. / B 0,1 M pactsope

~|x;mopucToBOIOPOAHONW KHUCIOTBI — He Gonee

10 % oT HOMHMHAJNBHOIO COACPIKAHUS
C1sH20N303SNa (pabenpasosna HaTpus) yepes
24,

Unit-1/Eavnnua-1 | 93%
Unit-2/Eaununa-2 91%
Unit-3/Exununa-3 88%
Unit-4/Enunuua-4 90%
Unit-5/Eausnua-5 | 94% _i
Unit-6/Eaunnia-6 | 89% |

Average / CpenH. 3HaueHue: 91%

In buffer solution pH 8.0 — not less than 75%
(Q) of the labeled amount of C1sH20N3O3SNa
(Rabeprazole sodium) is dissolved in
60 minutes. #B Gydepuom pacteope pH 8,0
— He MeHee 75 % (QQ) OT HOMHHaJILHOTO
conepskanust CisH20N303SNa (pabernpasona
HaTpus) yepes 60 MUH.

lPa6enpa30n

Rabeprazole N-oxide /

a N oxkcHL

Pabemnpazon

Rabeprazole Sulfone /

a cynbpoH

[Less than LOQ (LOQ: 0.022 %)/

Rabeprazole Methoxy
analogue / Pabenpazona
METOKCH aHaJIor

|Related substances by HPLC -/ Poacreennbie npumecH, BIXKX

Hioice npejena konuyecTnelmoro
onpeaeneHus (1TKO: 0,022%)

0.10%/0,10%

Not detected / He oGHapyxeHa

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

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

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

Remarks : The Product confirms to ND/

Opinion : APPROVED

IIpumeuanue: IpoaykT cooTBergaByeT Tpeboranusm HJI 3aknwuenne: OJOBPEHO
Prepared by/ Vol O}. Checked by Approved-by: Manager —
HOHFOTOBﬂeHO:QJQ&/ IIposepeHo: D —~f Menekep no ofecrieuenuo KayecTsa

g _, _— l ‘I'u_"'f_,f'f_(')'LQD F?d_}rv\_rj ﬁf»:—‘ .CﬂzL”\J“/J
Date/ Jara: 9)-089 *99? 23 Date/ Jlara: o1-62 -2023 Date/ [ara: N9 o 0 1023
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page3 of 5/Crp.3m3 5

Product : Razo, Enteric-coated tablets 20 mg
IIponyxr: Pazo®, Tad1eTKH, NOKPBITbIe KHIIEYHOPACTBOPUMOil 060.104K0i, 20 Mr

Batch No. / Cepus Ne : C2301074

Batch Quantity / 1500000 Tablets
O06bem cepun: 1500000 - ragaerox-

_Knalytfal Report No / Ananutuu

eckuii oTyer Ne : 890001645634

Date of Analysis / Jlata ananuza: 15/02/2023

Date of Manufacture / lata npoussoacrea : 12/2022

Date of Expiry / Cpok roanoctr :  11/2025

Analysis performed according ND / Anaau3s nposegen mo HJI: JI1-002666-191022

/ Pabenpasosa x0po aHaior

Rabeprazole Sulphide /
Pa6enpazona cynbdun

Rabeprazole Related
compound A / Pabenpazoina
POJICTBEHHAS IPUMECH A

compound C / Pabenpasona
poacTBeHHas npuMech C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
\Imidazole) / TTpumech npu
RRT 1,37 (macca m/z=310
MMHJIa30J1)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / Tlpumecs
npu RRT 1,51 (macca
m/z=458

OeH3MMU1a301a AJUTYKT)

Rabeprazole Chloro analogue |Not detected / He oGHapykeHa

Less than LOQ (LOQ: 0.027 %)/
Hwxe npenena KoJM4eCTBEHHOrO
onpeaenenus (ITKO: 0,027%)

Below LOD (LOD: 0.019%)/
Hixe npenena oOHapyxenus
(TTO : 0,019 %)

Rabeprazole Related Below LOD (LOD: 0.62%)/
Hwxe npenena obHapyxeHus

(I1O : 0,02 %)

0.02%/0,02%

Not detected / He obHapyskeHa

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

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

not more than 0.5% / 1e 6onee OS %

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr coorperct

ByeT TpeboBanusaM HJ{

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Checked by

Prepared by/ gf/
HOﬂFOTOBneHo:QW IMposepeno: /7" /\_f
Vs ' ~ L

Approved by: Manager
ME_EIEJ.{}KC]) I u(':e_cncqegum KauecTra

ot 9 § i Qlooth{

Date/ JlaTa: 2)c2-9023

Date/ Mara: Di-02-2023

Date/ Jlara: 92-060. 202%




CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIMU3A

Qe
Dr.Reddy’s ‘,'o.

Page 4 of S/Crp. qu3 5

Product : Razo, Enteric-coated tablets 20 mg

IIpoaykT: Pa3o®, Tab/ieTkn, NOKPBIThIe KHIIEYHOPACTBOPUMOii 060104K0H, 20 Mr

'Batch No. / Cepns Ne : C2301074

Batch Quantity /
OO6remM cepun:- 1500000 ragaerox

Analytical Report No / Anaiauruyecknii oruer Ne ;

890001645634

Date of Analysis / laTa anainsa: 15/02/2023

Date of Manufacture / JlaTa npou3BoacTsa :

12/2022

Date of Expiry / Cpok rogHocTH : 1172025

Analysis performed according ND / Auanu3s nposeaen no HJI; JII1-002666-191022

1500000 Tablets' |

Maximum unknown
individual impurity /
Enunuynas
HEMICHTH(OUIIMPOBAHHAS
IpUMECH

BDL %/ peructpauuu %

not more than 0.2% / ne Gonee 0,2 %

Total impurities / Cymma
npumecei ’

6 |Residual Solvents content /
OcraTouHble OPraHuIeCcKHE
PACTBOPHTEIM

s

7 |Uniformity of dosage units /
OnsopoxHocTh
D03HPOBAHHSA

0.1%/0,1%

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

1833 pg/tab/ 1833 mkr na Tabnerky

Isopropanol
tablet / zomponanorn — He Oosnee
2621 MKr Ha Tabnerky

— not more than 2621 pg per

- 8.1/8,1

8 |Microbial limits / MukpoGuo/ioruyeckas 4McTOTA

The acceptance value (AV) should be not
more than 15.0. / IlokazaTens npuemMieMocTu
|(AV) nomxen 6b1TH He Gonee 15,0.

i

|
|

a) Total aerobic microbial
count / Obee yucino
a3poOHBIX 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 / O61mee 4uciio
JPOJOKEBBIX M TUIECHEBBIX
rpuboB

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

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

¢) E. coli

Absent in 1g/
OtcyrcTByer B Ir

Shall be absent in 1g /
JomKHbI OTCYTCTBOBAaTH B 1 T

Remarks : The Product confirms to ND/

Ipumeuanue: IIpoaykr cootBercTByeT TpeboBanusam H]I

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by/ - pt " Checked by Approved by: Manager ————
HoumTOBneHo:?j%ﬂ. > Tposepeno: 5 Z Memnejpkep 1o o6 Lcneqeﬁnm KayecTsa

i U " — | teauds) Rex Rectbeq
Date/ [lara: o F 02{(123 Date/ Jlata: 21-02 - 2023 Date/ Jlara: 0202 2022




Dr.Reddy’s “‘:"

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

PageS5ofS/Crp. 5us5

Product : Razo, Enteric-coated tablets 20 mg

IpoaykT: Pa3o®, rab/1eTkH, NOKPLITLIE KnmeqnopacTBopumon oﬁonoqkon 20 Mr

Batch No. / Cepus Ne : C2301074

Analvtlcal Report No / Ananurnyeckuii oruer Ne : 890001645634
Date of Manufacture / [lata npousBoacTsa :

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Ta6aerox

Date of Analysis / [lata ananusa: 15/02/2023

12/2022

Date of Expiry / Cpok roaHocTH :

11/2025

Analysis performed accordmg ND / Ananns nposeaen mo HJL: JIIT-002666-191022

9

Assay / KonnuecTBeHHOE
onpejaeseHue

10

Packaging / Ynakoska

11

12

Lal_)eling / MapkupoBka

Storage conditions /
Xpanenue

13

Shelf life / Cponc?o;mocnl

19.6 mg/ 19,6 mr

180mg to 22.0mg of C18H20N303SN3
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr mo 22,0 mr CisHyoN3O3SNa
(pabenpaszona nHatpus) (or 90 o 110 %
OT HOMUHAJILHOTO COZIEPXKaHUs) B TabNeTKe.

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
| patient  information leaflet in a
carton pack. / Ilo 15 tabnetok B

6nu0Tepe u3 (IIBX/AJI/TIA)
| (.’ponbm / anioMuHHEBOH (GOIbIH.
[[To 2 6aucrepa  BMecTe ¢

MHCTPYKUMEH 10 TIPUMEHEHHIO B
rnavyky KapTOHHYIO.

15 tablets in a (PVC/AVPA) foil /aluminum
foil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. / ITo 15
tabnerok B Onucrepe u3 (IIBX/AJI/TIA)
donbru / amomuHueBoi Gonbry. Tlo 1 wn 2
OaucTepa BMECTE C MHCTPYKUWed Mo
NPUMEHEHHUIO B TTAYKY KAPTOHHYFO.

Complies as prescribed /
| CooTBeTcTBYET TPEOOBAHUAM

3 years /3 roma

| At temperature below 25 °C. / [1pu temnepatype He Bbitue 25 °C.

According to ND 7 ‘
B coorBerctBrM ¢ HJL

Remarks : The Product confirms to ND/
IIpnmeuanne: [IpogykT cooTBercIBYET TpeboBaHuaM HJT

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/
IToaroToBneHo:

| Checked by

.mf'/

IIposepeno: @ )

Approved by: Manager

M.%ne;um,p 1o 06&(.113!5:_(‘}1}{]0 I{El‘-lt.i '1 _
1 eclla) quvw el

Date/ [lara:

2)hc2-20272

Date/ Jlara: S ~02 2023

Date/ [lata: 220220 2_3)




