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) y 2@ CERTIFICATE OF ANALYSIS
Dr. Reddy S Q.‘ CEPTUDOUKAT AHAJIU3A

Pagel of 6/Crp.1u36

[Product : Razo, Enteric-coated tablets 10 mg

HponykT: Pa3o®, TabaeTky, NOKPLITHIE KNIIEYHOPACTBOpUMOIi 000/10uK0#, 10 Mr

Batch Mo. / Cepus Ne : C2312830

Batch Quantity / 700000 Tablets
O06bem cepun: 700000 Tabdnerox

Analytical Report No / Ananurnyecknii oruer Ne : 890001695546

Date of Analysis / [lata anaanza: 18/10/2023

Date of Manufacture / {ata nponzsoactsa : 07/2023

Date of Expiry / Cpox rognoctn : 06/2026

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

Ne Test / [loxazaTeanb Result / PesyabTaTsl

Specification / Hopma

4EepHOro LB

1 |Description / Onucanue Round, biconvex, brownish-pink
coated tablets imprinted "RB10" with
black ink on the one side. The cross

section is the core white. / Kpyrnble,

JBOSIKOBBIMYKJIbIE TAONETKH,
TIOKPLIThIE 000I0YKOH KOPUUYHEBATO-
PO30BOTrO LIBETA, C MAPKUPOBKOH

eta «RB10» Ha onHoii

ctopoHe. Ha nonepeunom pazpese
anpo 6enoro LBera.

Round, biconvex, pink to brownish-pink
coated tablets with black ink imprinted
«RB10» on the one side. The cross section
is the core from white to off-white. /
Kpyrible, JBOSKOBBIMYKIblE TabNeTKH,
MOKPbITbIE OBOMIOUKOH OT PO30BOrO A0
KOpHYHEBaTO-PO30BOTO uBeTa c
MapKHpoBKkoil uepHoro ugera «RB10» na
oIHOH cTopoHe. Ha momnepeuHom paspese
aapo ot Genoro no noyty 6enoro ugera.

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 yaepKMBaHHS OCHOBHOI'O THKa Ha
XpoMaTorpaMMe HCHLITYEMOTO pacTBOpa
JIOJKHO COOTBETCTBOBATD BpPEMEHH
yOep)KHBaHMS ~ OCHOBHOTO  NMKa  Ha
XpoMaTorpamMme pacTBOpa CTaHJAapTHOTO
obpazua pabenpasona HaTpusa (pazgen
«KonnuectseHHoe onpeneneHue»).

tablets / Cpeansiss macca
TabJeToK

2 |Identification By HPLC / Complies as prescribed/
Ioanuunocts BIKX CooTBeTCTBYET
3 | Average weight of coated 107.93 mg /107,93 mr

109.30 mg+ 7.5% (101.10 = 117.50 mg) /
109,30 mr+ 7.5 % (ot 101,10 mr g0
117,50 mr)

4 | Dissolution / PacTBopenne Unit-1/Enunnna-1 1%

In 0.1M hydrochloric acid solution — not

Unit-2/Equnnua-2 0%

more than 10% of the labeled amount of]

Remarks : The Product confirms to ND/

IIpumeuanne: [lpoaykr coorBeTeTBYET TpEbOBaHUAM H]L

Opinion : APPROVED
3aknwyenne: OJOBPEHO

Prepared by/ > Checked
L2~

INMoarorosneHo:

by

T_-'..'#// TposepeHo: @

Approved by: Manager
Menemkep no obecneyeHiio KayecTsa

%/

Date/ lata: Qo ~(©—9 &¥l2 Date/ [la

™ 200X

Date/ Mata: Uy A UL




-Dr.Reddy’s Q'!'

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Page2 of 6/ Crp.2 3 6

Product : Razo, Enteric-coated tablets 10 mg
IIpoaykr: Pa3zo®, TabineTkn, NOKPbITHIE KHIUETHOPACTBOPHMOIT 000/1049K0ii, 10 Mr

Batch No./ Cepus Ne : C2312830

Batch Quantity /
O06bem cepnu:

700000 Tablets
700000 TaGsetox

Analytical Report No / Ananuruyeckuii oruer Ne : 890001695546

Date of Analysis / JlaTta ananu3a: 18/10/2023 |

Date of Manufacture / Jata npoussoacrsa : 07/2023

Date of Expiry / Cpok rognoctn : 06/2026

Analysis performed according ND / Ananun3 nposeaen no HJI: JII1-002666-191022

Ne Test / Iloka3aTesib Result / Pe3ynbTaThbl Specification / Hopma
Unit-3/Eannnua-3 0% CisH20N303SNa (Rabeprazole sodium) is
Uit E izl 0% dissolved in 2 hours. / B 0,1 M pacTsope
XJIOPUCTOBOJIOPOAHON KUCIIOTHI — He Honee
Unit-5/Eavnuvna-5 2% 10 % OT HOMHHANBLHOIO COJepXKaHUs
- Ci13H20N3038Na abenpazon  Harpus
Unit-6/Equnuua-6 0% q;;egoz 13_1 3 (p P pr3)
Average / Cpent. 3HaueHue: 1%
Unit-1/Eaunuua-1 87% In buffer solution pH 8.0 — not less than
i - 75% (Q) of the labeled amount of
Unit-2/Ennunua-2 90% Ci1sH20N30:SNa (Rabeprazole sodium) is
- dissolved in 60 minutes. / B 6ydepHom
| . 0,
Unit-3/Enumiua-3 85% pacteope pH 8,0 — ne menee 75 % (Q) ot
Unit-4/Ennnnua-4 85% HOMHHAJLHOTO coaepxaHms
- CisH2N3O3SNa  (pabenpazon  naTpus)
Unit-5/Ennnnua-5 87% yepes 60 muH.
Unit-6/EnuHuna-6 88%
Average / CpeaH. 3Hauenue: 87%
5 |Related substances by HPLC / PoacrBennnie npumecH, BOJXKX ]

Rabeprazole N-oxide /
PaGenpazona N-okcun

Rabeprazole Sulfone /
Pabenpazona cynbdoH

Rabeprazole Methoxy
analogue / PabGenpasona
METOKCH aHaor

Below LOQ (LOQ
npeaena  KOMHMYECTBEHHOTO
(TTKO = 0.022 %)

0.022 %) / Huxe
onpeneneHus

0.07%/0,07%

Not detected / He obHapysxeHa

Rabeprazole Chloro analogue /
PaGenpasona xyopo aHanor

Rabeprazole Sulphide /
Pabenpasona cynbbun

Not detected / He obHnapysxena

Below LOQ
npeaeia  KOMH4eCTBEHHOTO
(INKO = 0.027 %)

(LOQ = 0.027 %) / Hnxe
onpeaeneHus

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

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

not more than 0.5% / ue 6osee 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/
IIpnmeuanne: [poaykT cooTBeTqTBYET Tpebosanusm HJI

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by/

Checked by

Approved by: Manager

o
Flu,qrmoanelm% Hposepero: [g@ MeHnekep no obecrieyeH IO Ka4ecTBa
S/
Date/ Jlata: @ O~( O+ 9023| Date/ [lara: 2O-10OLS Date/ [Jlara: LAV -3




@
’ °® CERTIFICATE OF ANALYSIS
Dr.Red dy S ‘ ® CEPTU®UKAT AHAJIN3A

Product : Razo, Enteric-coated tablets 10 mg
IpoaykT: Pazo®, TabeTkn, NOKPbITHIE KHIIEYHOPACTBOPHUMOIi 060104K0ii, 10 Mr

Page3 of 6/ C1p. 3 13 6 )

Batch No. / Cepus Ne : C2312830 Batch Quantity / 700000 Tablets
O6bem cepnu: 700000 Tadaerok

Analytical Report No / Anaantuyeckuii oraer Ne : 890001695546 |Date of Analysis / laTta ananu3a: 18/10/2023

Date of Manufacture / Jlara npoussoacrsa : 07/2023 Date of Expiry / Cpox rognoctn : 06/2026

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

No Test / Ilokazaresnb Result / PesynabTaThl Specification / Hopma

Rabeprazole Related not more than 0.5% / ne 6onee 0,5 %
compound A / Pa6enpazona  |Not detected / He o6HapyxeHa
POACTBEHHAs IPUMECH A

Rabeprazole Related not more than 0.5% / ne 6onee 0,5 %
compound C / Pabenpazona  |Below LOD (LOD = 0.02%) / Husxe
poacreeHHas npumecs C npeaena obnapyxenus (I10 = 0,02%)

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

about RRT 1.37
(Mass m/z=310
Imidazole) / [lpumeck npu 0.02%/0.02%
RRT 1,37 (macca m/z=310 ’
MMKU1a30d1)

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

about RRT 1.51

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

OeH3uMuaazona agayKr)

Not detected / He obHapyxeHa

Maximum unknown not more than 0.2% / ne 6onee 0,2 %
individual impurity /
Ennnununas
HeWIeHTH(PHULIMPOBAHHAS Below BDL (BDL= 0.1%) / Hwxe
npuMech nopora peructpaunu (I1P =0,1%)
Total impurities / Cymma 0.1%/0,1% not more than 2.0% / He 6onee 2,0 %
npumecei
6 |Residual Solvents content / 875 ng/tab/ 875 mkr Ha TabneTky |Isopropanol — not more than 1379 pg per
OcraTounble opranniecKkmne tablet / M3onponanon — He bonee
pacTBOpHTENH 1379 MKr Ha TaOneTky
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: Ilpoaykr cooTseTqTBYET Tpebosanmam HJL 3axkarouenne: OJJOBPEHO

_Checked by Approved by: Manager

Prepared by/ ? 02
[MonrorosneHo: ’géi”f/ sl [1posepeHo: (/@, MeHenskep no odecneueHUO KayecTsa

Date/ /lara: Zor(orgoﬁ Date/ Mara: (ZO"‘(‘O DOV Date/ Jlara: 10—




- Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJHU3A

Page4 of 6 /Ctp. 43 6

Product : Razo, Enteric-coated tablets 10 mg
IIpoaykTt: Pazo®, taGyeTku, NOKpbITbIE KHIIEYHOPACTBOPHMOI 000/10uKo0i, 10 Mr

Batch No. / Cepun Ne : C2312830

Batch Quantity / 700000 Tablets
O6bem cepnu: 700000 Tabnerox

Analytical Report No / Ananurndeckuii otuer Ne : 890001695546

Date of Analysis / [laTa ananusa: 18/10/2023

Date of Manufacture / lata nponssoacrTsa : 7/2023

Date of Expiry / Cpok rognoctn : 06/2026

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

No Test / Iloka3zarenasb Result / PesyabTaThbl Specification / Hopma
7 |Uniformity of dosage units / 2.7/2.7 The acceptance value (AV) should be not
OaHopoaHoCTb more than 15.0. / Ilokazartens
J03MPOBaHHS npuemneMoctd (AV) nomkeH OblITh He
bonee 15,0.

Microbial limits / Mukpo6noJiornyeckas 4HCTOTA

a) Total aerobic microbial
count / Ob1tee uucno
a3pOBHBIX MUKPOOPraHM3MOB

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 umncio
JIPOMOKEBLIX U TJIECHEBbIX
rpubor

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

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

c) E. coli

Absent in 1g/
OtcyTcTRyeT B IT

Shall be absent in 1g/
JlomkHbl oTcyTCTBOBaTH B 1 T

Remarks : The Product confirms to ND/
Ilpumeuanne: [Npoayxt cooTBeTTBYeT TpeboBaHuam HJI

Opinion : APPROVED
3akawuenne: OJOBPEHO

Prepared by/ ﬁﬁ'ﬁﬁ*" Checked by Approved by: Manager
IloarorosneHo: et IpoBepeHo: @ MeHeukep Nno odecneueH o KauecTsa
s
D : - ; :
ate/ Jlara QOO ,ggggDate/ JaTta "L()FM)VD—DD/& Date/ Jlarta LA 5 r3




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIM3A

Page Sof 6/ Cip.Su3 6

Product : Razo, Enteric-coated tablets 10 mg
Iponyxr: Pazo®, TabneTku, NOKPLIThIE KHIEMHOPACTBOPHMOIi 060a04Koii, 10 Mr

Batch No. / Cepust Ne : C2312830

Batch Quantity /
Oo0beMm cepun:

700000 Tablets
700000 TaGserok

Analytical Report No / Ananutuuecknii oruer Ne : 890001695546

Date of Analysis / laTa ananu3a: 18/10/2023

Date of Manufacture / Jlata npoussoncrsa : 07/2023

Date of Expiry / Cpox rognoctn : 06/2026

Analysis performed according ND / Ananns npoBeaen no HJ/: JII1-002666-191022

Ne

Test / IToka3arens

Result / PeayabTaTsl

Specification / Hopma

9

Assay / KonnuecTBeHHoe
onpejesieHne

10.1 mg/ 10,1 mr

9.0mg to 11.0mg of CisHzN3O3SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 9,0 mr no 11,0 mMr CisH20N303SNa
(pabenpazon Hatpus) (ot 90 no 110 % ot
HOMMHAJILHOrO CORAEpKaHus) B TabneTke.

10 |Packaging

/ YnakoBka

15tablets in a (PVC/AI/PA) foil
/faluminum foil blister. 1 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 Tabnetox B Onucrepe U3

us  (MBX/AJVTIA)  donern /| (TIBX/AJVIIA) ¢onbru / amoMuHHeBOH
antOMHUHHUEBOH donbru. Io| donwru. ITo 1 nam 2 6ancrepa BMmecTe C
| 6ancTepy BMecTe € WMHCTPYKUMWEH| UHCTpYKLMEH MO TNPUMEHEHHIO B MauKy
no NPUMEHEHHIO B NayKy| KapTOHHYIO.
KapTOHHY!O.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTcTBYET TpeHOBaHUAM B cootBerctBuu ¢ HJ{

12 |Storage conditions / At temperature below 25 °C. / [1pu Temnepatype He Bble 25 °C.

Xpanenue
13 |Shelf life / Cpox ronnocrn 3 years /3 rona

Remarks : The Product confirms to ND/
Ilpumeuanne: INpoaykr cooTBeTqTBXET TpeboBaHMam HJ|

Opinion : APPROVED
3akmouenue;: OOBPEHO

Prepared by/ /;,Z'JQJ’ Checked by Approved by: Manager

IoarorosneHo: ‘kﬁ/%/ ITpoBepeHo: lf@ MeHemkep no obecneyeHHIo KavecTsa
5! <

Date/ Jlara: 2@“(‘0 . 20% Date/ Jara: 20| b\l@u Date/ Jara: AU b~




y ...' CERTIFICATE OF ANALYSIS
Dr. REddY S N\e CEPTU®UKAT AHAJIU3A

Page 6 of 6/ C1p. 6 u3 6

Product : Razo, Enteric-coated tablets 10 mg

IlpoaykT: Pazo®, TabneTku, NOKpbIThIe KNLIeYHOPACTBOPUMOIi 000104uKO0H, 10 Mr

Batch No. / Cepus Ne : C2312830

Batch Quantity / 700000 Tablets
Obbem cepun: 700000 Ttabaerox

Analytical Report No / Avanutuueckuii oruer Ne : 890001695546

Date of Analysis / Jlara anasansa: 18/10/2023

Date of Manufacture / Jlata nponsBoacrsa : 07/2023

Date of Expiry / Cpok roanoctn : 06/2026

Analysis performed according ND / Auann3z nposenen nmo H/I: JIIT1-002666-191022

API name / nanmenosanne ADC:

Rabeprazole sodium / Pabenpa3son HaTpus

INN /MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npousBoaurtesisi ADC:

ACOHO005166, ACOHO005183

FP Manufacturer API Batch number /
Homep cepun cy6ctanunn npoussoautensa I'JID:

FCOA02406, FCOA02407

API Manufactured by & country /
Tponssoautens APC, crpana:

Dr. Reddy's Laboratories Ltd., India
H-p Pennw’ ¢ Jlabopatopuc Jlta., Unaus.

Remarks : The Product confirms to ND/
IIpnmeuanne: [NpoaykT cooTBeRcTpReT TpeboBanusam HJL

Opinion : APPROVED
3axknrwuenue: OJOBPEHO

Prepared by/ ] : Checked by
l'lonromsnerao% ITposepeHo:

Approved by: Manager
Menemxkep no obecneveH1Io KayecTea

g/‘

Date/ JlaTa: 200 ~90).4 Date/ Jlara: O-10<IALT Date/ JlaTa:

T -1p A3




