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Product : Razo, Enteric-coated tablets 10 mg

Ipoaykr: Pazo®, TabaeTkn, NOKPbITbIE KHIIEYHOPACTBOPHMOL 06004K0lH, 10 Mr

Batch No. / Cepns Ne : C2312837

Batch Quantity / 700000 Tablets
O6bem cepuu: 700000 Tadnerok

Analytical Report No / Ananuruuecknii oryer Ne : 890001695548

Date of Analysis / Jlata ananusa: 18/10/2023

Date of Manufacture / Jlata npoussoacTsa : 07/2023

Date of Expiry / Cpox roanoctu : 06/2026

Analysis performed according ND / Ananu3 nposeaen no HJ: JIT1-002666-191022

Ne Test / Ilokazarenn Result / PesynbTaTnl

Specification / Hopma

1 |Description / Onncanne Round, biconvex, brownish-pink
coated tablets imprinted "RB10" with

Round, biconvex, pink to brownish-pink
coated tablets with black ink imprinted
«RB10» on the one side. The cross section

JABOSAKOBBIITYKIIBIE Ta6ﬂeTKH,

black ink on the one side. The cross
section is the core white. / Kpyrasie,

is the core from white to off-white. /
Kpyrable, nBosxkoBbiNykiable Tabnerkwy,

MOKpbITbIE 0DONIOUKOH OT PpO30BOro A0
MOKpBITBIE 0GONIOUKO# KOPUUHEBATO- | 1opiuHEBATO-PO3OBOTO LBeTa

C

aapo 6enoro LBeTa.

PO30BOTO 1L[BETA, ¢ MAPKHUPOBKOMH
yepHoro ueeta «RB10» Ha onHo#
cropoHe. Ha nonepeunom paspese

MapkupoBkoii uepnoro useta «RB10» Ha
onHo#W cTtopoHe. Ha monepeyHom paspese
ANpo OT Genoro 1o noyTH 6en0ro ygera.

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 ynepxuBaHWs OCHOBHOTO NHKa Ha
XpOMAaTOrpaMMe MCMNLITYEMOro pactBopa
ZOKHO COOTBETCTBOBATH BpEMEHH
yaepXKHBaHWsS ~ OCHOBHOFO  NHMKa  Ha
XpomaTorpaMme pacTBOpa CTaHJApTHOTO
obpazua pabenpazona HaTpus (pasaen
«KonuuecTBeHHoe onpeneneHuen).

[ tablets / Cpennsas macca

2 |Identification By HPLC / Complies as prescribed/
Toaannnocts BIKX CooTtBeTcTBYET
i
3| Average weight of coated 106.65 mg /106,65 mr

109.30 mg £ 7.5% (101.10 - 117.50 mg) /
109,30 mr+ 7,5 % (o1 101,10 Mr oo

Tabnerok 117,50 mr)
4 | Dissolution / PacTBopenue Unit-1/Enmnnua-] 0% In 0.1M hydrochloric acid solution — not
\ Unit-2/Eannnia=2 0% more than 10% of the labeled amount of

Remarks : The Product confirms to ND/

INpumeuanne: INpoaykt cooTBeTcTBYET TpeboBanuam HJJ
.

Opinion : APPROVED
3axkmwouenue: OJOBPEHO

Prepared by/ “Checked by
ﬂoaromsﬂenozgw INpoeepeHo: d/g;)

Approved by: Manager
MeHewkep no odecrieyeH IO KaiecTBa

3/’

Date/ Jara: 20,{0( Zp,zﬁ Date/ [ara: 2 O} O-LH2

Date/ [ara: A b AAOND
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Product : Razo, Enteric-coated tablets 10 mg
IponykT: Pa3o®, tabyeTku, NOKPHIThIE KHIIeYHOPACTBOpUMOii 06onoukoii, 10 mr

Batch No./ Cepust Ne : C2312837

Batch Quantity /
Ob61bem cepun:

700000 Tablets
700000 TaGserox

Analytical Report No / Anasmruyeckuii oruer Ne : 890001695548

Date of Analysis / lata ananuza: 18/10/2023

Date of Manufacture / Jlata npoussoncrsa : 07/2023

Date of Expiry / Cpok rognocTn : 06/2026

Analysis performed according ND / Ananu3 nposeaen no H/L: JII1-002666-191022

No Test / TlokazaTenn Result / PesyabTaTsl Specification / Hopma
Unit-3/Eaununa-3 0% Ci3H20N303SNa (Rabeprazole sodium) is
Unit-4/Eqnnnua-a 0% dissolved in 2 hours. / B 0,1 M pactBope
XJIOPUCTOBOAOPOHOMN KHCIIOTbI — He Gonee

Unit-5/Eannunna-5 0% 10 % OT HOMHHAILHOIO COHEpPIKAHMS
- CisH20N303SNa  (pabenpazon  HaTpus)

Unit-6/Eanunna-6 0% 4epes 2 4.

Average / CpenH. 3Hauenue: 0%

Unit-1/Envnnna-1 89% In buffer solution pH 8.0 — not less than
i - 75% (Q) of the labeled amount of

Unit-2/Ennnnua-2 87% Ci1sH20N303SNa (Rabeprazole sodium) is
- dissolved in 60 minutes. / B GydepHom

- - 0,

Cinii=iBnusata=s e pacteope pH 8,0 — ne menee 75 % (Q) or

Unit—4/E£lldHl/lLla-4 87% HOMHWHaNbLHOTO coAcprKaHnus
- . CisH20N3O3SNa  (pabenpason  nHatpus)

Unit-5/Envnnua-5 87% |uepes 60 mun.

Unit-6/EpvHnna-6 86%

Average / CpenH. 3HadyeHue: 87%

S |Related substances by HPLC / PoacTreensbie npumecn, BIJKX

Rabeprazole N-oxide /
Pa6enpazona N-okcua

Below LOQ (LOQ = 0.022%) / Hwuxe
npefena  KOJMYECTBEHHOr0  ONpelcieHUs
(I'TKO = 0,022 %)

Rabeprazole Sulfone /
PaGenpazona cynbdon

Rabeprazole Methoxy
analogue / Pabenpazona
METOKCH aHaslor

Rabeprazole Chloro analogue /
Pabenpazona xnopo ananor

Rabeprazole Sulphide /
Pabenpazona cynbbun

0.07%/0,07%

Not detected / He oOHapysxeHa

Not detected / He oOHapyxeHa

Below LOQ (LOQ =
npeaena  KOAUHMECTBEHHOTO
(TTKO = 0.027 %)

0.027 %) / Hwuwxe
onpeaencHus

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

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

not more than 0.5% / ne 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/
IIpumevanue: Ilpoaykrt coorBeTeyBYeT TpeboBanuam HJL
.

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by/ n Checked by Approved by: Manager

nOﬂFOTOBﬂeH(M IMposepeHo: L@ Meunenxkep no 06ecnet|cww KayecTsa
Y

Date/ Jlata: g e O0-902% Date/ Hara: 05-\0 QO Date/ ara: A T
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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A
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Product : Razo, Enteric-coated tablets 10 mg
Iponykr: Pazo®, TabaeTku, NOKPHITbIe KHIEYHOPACTBOPHMOii 060siouKkoit, 10 mr

Batch No./ Cepuna Ne: C2312837

Batch Quantity /
O6bem cepun:

700000 Tablets
700000 Tabnerox

Analytical Report No / Anagurnyeckuii oruer Ne : 890001695548

Date of Analysis / laTta ananmnza: 18/10/2023

Date of Manufacture / lata npousBoactsa : 07/2023

Date of Expiry / Cpok roanocrn : 06/2026

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

Ne Test / Iloxazarean

Result / PesynbTaThl

Specification / Hopma

Rabeprazole Related
compound A / Pabenpa3ona
POICTBEHHAs IPUMECH A

Rabeprazole Related
compound C / Pabenpazona
poacTBeHHas npumMech C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / Ipumecs npu
RRT 1,37 (macca m/z=310
HMHa3071)

Specified Impurity at

about RRT I.51

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

GeH3MMHKAa30J1a aANTyKT)

Maximum unknown
individual impurity /
Enynnunas
HenaeHTHQUUMpPOBaHHas
npUMech

Not detected / He obHapyxeHa

Below LOD (LOD = 0.02%) / Hmxe

npenena obnapyxenns (I1O = 0,02%)

0.02%/0,02%

Not detected / He obHapyeHa

Below BDL (BDL= 0.1%) / Hnxe

nopora peructpaunu (1P =0,1%)

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 %

not more than 0.5% / He 6onee 0.5 %

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

Total impurities / Cymma
npUMecen

0.1%/0,1%

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

6 |Residual Solvents content /
OcTaTouHble opraHuyecKHe
pPacTBOpHTENH

803 pg/tab/ 803 mkr Ha Tabnerky

Isopropanol — not more than 1379Tg per_
tablet / M3onponaHon — He Gonee
1379 mkr Ha TabneTky

Remarks : The Product confirms to ND/
I pumeuanue: INpoaykT cooTBeTcTRYET TpeOoBaHMIM HJJ

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by/

HOHFOTOBHCHOW

Checked by

Approved by: Manager

”’ 1O - Qo7 ﬁs, Date/ [laTa:

IposepeHo: II/@_ Menemkep no obecneueHnio KauecTpa
>
Date/ [lata: 20l O~2LHLL Date/ [lara: AN oI
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

Page 4 0f 6/ C1p. 4 u3 6

Product : Razo, Enteric-coated tablets 10 mg
Ipoayxr: Pazo®, raGaerkn, NOKphHITbIe KHILIEYHOPACTBOPUMOIi 060.104K0#, 10 Mr

Batch No. / Cepust Ne : C2312837

Batch Quantity / 700000 Tablets
O6Bem cepuu: 700000 TabreTox

Analytical Report No / Anaantudecknii oruer Ne : 890001695548 |Date of Analysis / laTa ananusa: 18/10/2023

Date of Manufacture / [lata npouszpoacrtsa : 07/2023

Date of Expiry / Cpok roanoctn : 06/2026

Analysis performed according ND / Anann3s nposenen no HJI: JII1-002666-191022

Ne Test / Iloka3zarenn Result / PezyabTaThl Specification / Hopma

7 |Uniformity of dosage units / 2.5/2,5 The acceptance value (AV) should be not
Opnoponnocrs more  than 15.0. / Tlokazarens
J03MPOBAHNSA npuemnemocti (AV) pomkeH ObIThb He

bonee 15.0.

8 |Microbial limits / Mukpobnonorndeckasi Y4HcTOTa
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
count / Obuiee uncno Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPOOPTraHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / OBee uncno Meunee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX U MJIECHEBBIX
rpubos
c) E. coli Absentin 1g/ Shall be absent in 1g/

OtcyTcTBYET B 1T JomxHbl 0TCyTCTBOBaTH B | T

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykr coorsercryeT TpedosaHusM HJ

Opinion : APPROVED
3akmwuenue: OJJOBPEHO

Prepared by/ %-q’"' Checked by Approved by: Manager

ﬂourOTOBneHo:W INposepeno: w MeHeasep No obecneyeHmIo KauecTsa
Sl

Date/ Jlara: Sorte>~Qol b Date/ Mara: 2 O-10—=2023 Date/ JlaTta: a0 WD
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Page Sof 6 /C1p. S u3 6

Product : Razo, Enteric-coated tablets 10 mg
IIponykT: Pazo®, TabneTkn, NOKPHITHIE KHHIEYHOPACTBOPUMOIi 060si0uK0#, 10 Mr

Batch No. / Cepus Ne : C2312837

Batch Quantity /
O6bem cepun:

700000 Tablets
700000 TabJserox

Analytical Report No / AnannTuuecknii oruer Ne : 890001695548

Date of Analysis / laTa anaan3a: 18/10/2023

Date of Manufacture / lata npousBogctsa : 07/2023

Date of Expiry / Cpox rognocrn : 06/2026

Analysis performed according ND / Ananu3 nposeaen no HJ: JII1-002666-191022

Ne Test / Ilokazaresn

Result / PesynbTaThl

Specification / Hopma

9 |Assay / KonrnuectBeHHOE
ompenesieHne

10.0 mg/ 10,0 mr

9.0mg to 11.0mg of CisH2oN303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per  tablet /
Ot 9.0 mr no 11,0 mr C;3H20N303SNa
(pabenpazon Hatpus) (ot 90 no 110 % or
HOMHHAIBLHOTO COJIepKaHus) B TabneTke.

10 |Packaging / YnakoBka

5 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. | blister and
patient information leaflet in a carton
pack. / Tlo 15 tabnetok B GnucTepe

15tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnerox B Onucrepe u3

w3 (MIBX/AJUTIA)  donvru /| (TIBX/AJVITA) cdonbrn / amoMuHHEBOH
ATFOMHUHUEBOM donbru. INo| ponern. o | unu 2 6Gnuctepa BMecTe ¢
1 6ancTepy BMeCTe € MHCTPYKUMEH| MHCTpYKUMEH NO TNMpPHUMEHEHHIO B Mavky
no NPUMEHEHUIO B Nnavyky| KapTOHHY!O.
KapTOHHYIO.

11 |Labeling / MapknpoBka Complies as prescribed / According to ND /
CooTBeTCcTBYET TpeboBaHHUsM B cootBeTcTBUM ¢ H]

12 |Storage conditions / At temperature below 25 °C. / I1pu remnepatype He Bbllue 25 °C.

XpaneHnue
13 [Shelf life / Cpox roanoctn 3 years /3 rona

Remarks : The Product confirms to ND/
IIpumeuanne: [1poaykT cooTBeTCTBYET TpeboBanusam HJJ

Opinion : APPROVED
3akarwuenne: OJOBPEHO

D o (O ~9013

Prepared by/ ngf " Checked by Approved by: Manager

HNonrotosneno: W MposepeHo: @, Meneskep no obecrneyeHuIo kayecTsa
Z S—

Date/ [aTa: Date/ [laTa: Date/ [laTa: QA0 93

QD O~
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CEPTUPUKAT AHAJIM3A

Page 6 of 6 / C1p. 6 u3 6

Product : Razo, Enteric-coated tablets 10 mg

IponykTt: Pazo®, TaéieTku, NOKpbITbIE KHIUIETHOPACTBOPUMOI 00010uK0H, 10 Mr

Batch No./ Cepust Ne : C2312837

Batch Quantity / 700000 Tablets
Oobbem cepun: 700000 Tabserok

Analytical Report No / Ananurnuecknii otuer Ne : 890001695548

Date of Analysis / laTta ananuza: 18/10/2023

Date of Manufacture / Jara npoussoacrtsa : 07/2023

Date of Expiry / Cpoxk rognocrn : 06/2026

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

API name / nanmenosanne ADPC:

Rabeprazole sodium / Pabenpazon HaTpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npoussoautens ADPC:

ACOHO005166, ACOH005183

FP Manufacturer API Batch number /

Homep cepun cy6eranunu nponzsoaurensa I'JIdD:

FCOA02406, FCOA02407

API Manufactured by & country /
Ipounzeoautens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India
H-p Penmw’c Jlaboparopuc JIta., Unnus.

Remarks : The Product confirms to ND/

IIpumeuanne: [lpoaykr coorsercTByeT TpeboBaHnam HJL

Opinion : APPROVED
Zaxknwuenne: OJOBPEHO

Prepared by/ = {)/QQL Checked by
HOJJFOTOBﬂeHO:g:-()/ MposepeHo:

b

Approved by: Manager
MeHnemkep no obecneuctiiig KauecTsa

Date/ Jlarta:

Col>-222 2 Date/ Jara:

201“‘ O‘\ 7«07/3

Date/ [Jara: U AN,




