Dr.Reddy’s "::.

CERTIFICATE OF ANALYSIS

CEPTHPHKAT AHAJIM3A

Product : Razo, Enteric coated tablets 20 mg
TpoaykT: Pazo®, Ta6aeTKH, TOKPbLIThIE KHIEYHOPACTBOPUMOii o6os10uKoli, 20 Mr

~ Pagelof5/Crp.1 35

Batch No. / Cepna Ne : C2115905

Batch Quantity /

1500000 Tablets
1500000 TaGaerox

;alylical Report No / Anaautuueckuii oruer Ne : 890001568035

O6bem cepun:
Date of Analysis / Jlata anaaunsa: 17/01/2022

Date of Manufacture / Jlata npoussoactsa :12/2021

Date of Expiry / Cpok roanocrs : 1172(_)24

Mysis performed according ND / Anaaus nposeaen no HJI: JI[1-002666-131120

N Test / HHokasareib

Result / Pe3synbTaThl

Specification / Hopma

1 |Description / Onncanue

Round, biconvex, light yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyrnbie,
JBOSAKOBBINYKJIBIE TabIETKH,
NOKPBHIThIE 060JIOYKOH CBETIIO-
JKENITOrO L[BETA, C MAPKUPOBKOH
kpacHoro useta «RB20» Ha onHok
cropoHe. Ha nonepeunom paspese
anpo 6enoro usera.

2 |Identification By HPLC /
Ioanunnoctn BOXKX

Complics a3 prescribed /
CoOTBETCTBYET

Round, biconvex, light ycllow to yel]ow-'
coated tablets with ink imprinted
«RB20» on the one side. The cross section
is the core from white 0 off-white. /
Kpyransie,

red

LBOSKOBBIMYIJIbIE  TaOJIETKM,
TIOKpPbITbIE 00ONOYKOH OT CBETIIO-XKEJITOrO
hi(s)

KpacHoro

JKEITOr0  UBETA  C
«RB20» OTHOM

cropoHe. Ha monepedyHoM paspese aapo oT

MapKUpOBKOH

uBeTa Ha

OeNoro 10 NoYTH Oenoro upeTa.

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>kuBanus
OCHOBHOTO NUKa Ha XpoMaTorpamme
MCNLITYEMOrO pacTBOpa J10JKHO
COOTBETCTBOBATb BPEMEHU YeP>KUBaHUA
OCHOBHOTO MNKKa Ha XpoMaTorpamme
pacTBopa cTaHaapTHoro obpasua
pabenpa3sona HaTpus (pasjesn
«KonuuecTBeHHOE OTIpeeNIEHHEN).

3 |Average weight of coated
tablets / Cpeansin macca
Tabaerox

L

205.83 mg/ 205,83 Mr

212.68 mg + 5% (202.05 - 223.31 mg) /

212,68 mr = 5 % (or 202,05 mr no
223,31 mr)

IIpumeuanmne: JIpoaykT coOTBETCTB

mflemarks : The Product confirms to ND/
yet TpeboBanusiv HI

Opinion : APPROVED
Zakmouenne: OJJOBPEHO

Prepared by/

24
ﬂouro*rosnesz
9.£

Checked by P
n]‘lUBCPL‘I}Q"_-é{/:_;-"
e »

Approved by: Manager
Menezukep no 0bece eno KauecTsa

‘Date/ Jlata: tg-o],g;Z?,

Dgte/ ﬂaTa:\O\rO\' ZOW

Date/ JlaTa:

| A-Ol—262-2—




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

Product : Razo, Enteric coated tablets 20 mg
Mpoaykr: Pa3zo®, ra6aeTkn, DOKPLITbIE KNINEUHOPACTEOPHMOI 060,104 K0ii, 20 Mr

CEPTUO®UKAT AHAJIM3A

Page2 of S/C1p. 2 w3 5 :

Batch No. / Cepus Ne : C2115905

Ealytical Report No / Anannraiecknii orier Ne : 890001568035

Batch Quantity /
Qo6bem cepun:

1500000 Tablets
1500000 Tadaerox

Date of Manufacture / Jlata npousBojcTna

Date of Analysis / lata ananm3za: 17/01/2022 }

:12/2021

Date of Expiry / Cpok rognocrs : 112024 |

'A:nalysis performed according ND / Anaau3 nposenes no HJI: JII1-002666-131120

Specification / Hopma

In 0.1M hydrochloric acid solution — not
more than 10% of the labeled amount of
|C18H20N303SNa (Rabeprazole sodium) is
dissolved in 2 hours. / B 0,1 M pactsope
XJIOPMCTOBOOPOAHON KHCIIOTEI — He Goree
OT HOMMHAJIBHOTO COJEp)KaHHs

(pabenpazona  HaTpus)

In buffer solution pH 8.0 — not less than
labeled amount of
CisH20N303SNa (Rabeprazole sodium) is
dissolved in 60 minutes. / B OydepHom

N Test / IlokazaTeib Result / Pe3yabraTsl
4 |Dissolution / PactBopenne Unit-1/Eannmua-1 4%

U_nit—2/E/1anua-_2 2%

j Unit-3/Epmnnua-3 0%
Unit-4/Eannuua-4 il 0% N
Unit-5/Egnnnua-5 | 2% 10 %

= Ci1gH20N303SNa
Unit-6/Eamtnua-6 0%

- yepes 2 4.
Unit-1/Eannuna-| 94%
Unit-2/Eannuna-2 99% 175% (Q) of the
Unit-3/Eannunua-3 100%

© Unit-4/Eannvua-4 97%
Unit—S/Eaanu_a-S 959%, HOMUWHAJIbLHOTO COACPIKAHWA

—_—— —_ 1CisH20N30O3SNa
Unit-6/Eannvua-6 96%

yepes 60 MuH.

pacteope pH 8,0 — ne menee 75 % (Q) ot

(pabenpazona  HaTpus)

Remarks : The Product confirms to ND/
I pumeuanne: [1poayKT COOTBETCTB

yeT TpedosaHusm HJI

Opinion : APPROVED
Zakmouyenne: OJOBPEHO

Prepared by/

022
nOJlI‘OTOBJ'leHO‘.ﬁW

Checked by
Mposepens™

A

—

Date/ [laTa: | - o) »@ZZ

Date/ IlaTaI'O’ (U\ r%)/’)/‘

Muu%mcup no nﬁeuncqumg KavyecTsa

pproved by: Manager

e

Date/ Jara: lcﬁ O ’ 2022




CERTIFICATE OF ANALYSIS

Dr. Reddy’s ":.. CEPTUDHKAT AHAJIM3A

Page 3 of S/ Crp. 3uss

Product :l_laz_o, Enteric coated tablets 20 mg
IIpoaykr: Pazo®, tabneTkn, NOKpbIThIe KHIIEYHOPACTBOPHMOii 0007101K0i, 20 Mr

Batch No. / Cepus Ne : C2115905 Batch Quantity / 1500000 Tablets
L o O6bem cepuu: 1500000 TAGNeTOK |
| Analytical Report No / Anasuruieckuii oruer Ne : 890001568035 | Date of Analysis / lara anaansa: 17/01/2022

Date of Manufacture / Jlata npoussojacTea :12/2021 Date of Expiry / Cpox rognocru : 112024

Elalysis performed according ND / Ananuz 11_p01_3e_ueﬂ no HJ: J111-002666-131120

Ne Test / IToka3zarenab Result / PesynbTaThl Specification / Hop;a_a
5 |Related substances b& HPLC / Poacreennsie npumecu, BOXKX B __ B ]
Rabeprazole N-oxide / Below LOD (LOD: 0.008%)/ not more than 0.5% / ve Gonee 0,5 %
Pabenpasona N-okcua Hwxe npenena obHapyxeHus

(110 : 0,008 %)

Rabeprazole Sulfone / not more than 0.5% / ue Gonee 0,5 %

0 0,
Pa6enpasona cynbgpoH 0.09%/0,09%

Rabeprazole Methoxy analogue /- not more than 0.5% / ue 6onee 0,5 %
Pabenpazona MeTokcH aHanor Not detected / ve ob6HapyxeHa
Rabeprazole Chloro analogue / not more than 0.5% / ue 6onee 0,5 %
Pabenpazona xsopo aHanor Not detected / He oOHapysKeHa

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

B (4]
Paborpasona cynmbin Less than LOQ (LOQ: 0.027 %)/

Huxe npejtena KOMUMUECTBEHHOTO
onpenenenns (ITKO: 0,027 %)

Maximum unknown individual not more than 0.2% / e Gosnee 0,2%

impurity / Eapnnunasn 0.02 % /0,02%
HeuaeHTH(hULUMPOBaHHAS

TIPUMEChH
Total impurities / Cymma 0.2% /0,2% not more than 2.0% / ne Gosnee 2,0 %
npumecei

6 |Residual Solvents content / 1726pg/tab / 1726 mkr na TabneTky Isopropanol — not more than 2621 pg per
OcTtaTounble opraHuuecKkne tablet / M3onponanon — ne 6onee 2621 mkr
PAcTBOpHTENN Ha TabneTky

Remarks : The Product confirms to ND/ I Opinion : APPROVED

I pumeuanne: [poaykTt cooTBeTeayeT Tpeboannsm HJI 3akmouenue: OJJIOBPEHO

Prepared by/ QC?-QL/ Checked by Approved by: Manager

[loaroTosneno: CW ﬂposepem%::;‘rj Mengrep no odecnedening KauecTra /
r ek 2ctols) Ro~n Nectrlf

Date/ Hara: (Rl *&Q/L Date/ IlaTa:\R(o\ 20V Date/ Hara: (QI"O’ 2022




CERTIFICATE OF ANALYSIS

DE Re_ddy’s ‘0:.. CEPTUDPUKAT AHAJIVI3A

Page 4 of 5/ Crp. 4 u3 s

Product : Razo, Enteric coated tablets 20 mg

IIpoaykr: Pa3o®, Tabnerxku, noKpbIThie KHIIEYHOPACTBOPHMOI 060J104K0ii, 20 Mr

Batch No. / Cepus Ne : C2115905 Batch Quantity / 1500000 Tablets
Oobem cepun: 1500000 Ta0.JIeTOK

An_alyﬂca_lReport No / Anaauruuecknii oruer Ne : §90001568035 | Date of Analysis / lara ananuza: 17/01/2022

Date of Manufacture / lara npon3Boactpa :12/2021 Date of Expiry / Cpox roanocty : 11/2024

Analysns performed accordmg ND / Anasm3 nposegen no HJI: JITT-002666-131120

| Ne | Test / Ilokasatenn Result / PesyabraTsl

Specification / Hopma

7 |Uniformity of dosage units / 2.9/2,9
OQHOPOAHOCTD 103MPOBAHHS

8 |Microbial limits / Mukpo6uoJiornueckas 4yucTora

The acceptance value (AV) should be not
more than 15.0. i Tlokasarens
npuemnemocty (AV) pomkeH ObiTh He
oonee 15,0.

a) Total aerobic microbial count / Less than 10 CFU/g/
Obuee uncio adpoOHBIX Menee 10 KOE/r
MHKPOOPraHW3MOB

b) Total combined yeasts and Less than 10 CFU/g /
mould count / Obuiee uncno Menee 10 KOE/r

APOJIOKEBLIX U TNICCHEBBIX l"p]/l6OB

¢) E. coli Absent in 1g/
OtcytcTBYeT B IT

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

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

Shall be absent in 1g/
JlomXHbl OTCYTCTBOBATL B 1 T

9 |Assay / KoanuecTBennoe 20.0 mg /20,0 mr 180 mg to 22.0 mg of C;sH2N303SNa
onpenesieHne (Rabeprazole sodium) (90 to 110% of the

labeled amount) per tablet /
OT ]8,0 [\ i (6] 22,0 mMr C13H20N303SNa
(pabenpazona Harpus) (ot 90 ao 110 %
OT  HOMMHANbHOIMO  COOepy<aHus) B
TabneTke.

Remarks : The Product confirms to ND/ Opinion : APPROVED

Ilpumeuanne: Ilpoaykr coorBercigyer Tpebosanram HJL 3axmouenne: OJOBPEHO

Prepared by/ Q;}QV Checked by Approved by: Manager
]]OHFOTOBﬂeHOZW [Mposepero: g Menesmrep 1o unmlulunnu KauecTea

cotoltI) Qﬁﬂ'\"u flec

Date/ JlaTa: |Z-of . QOZZ Date/ IlzT_a: ‘c’ (U\rg/o’V)./ Date/ ﬂaTa./\gl Ol—2022—




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Razo, Enteric coated tablets 20 mg

PageSof S/ Crp. Suz5

IIpoayxr: Pazo®, radnerkn, NOKpbIThie KHIIEMHOPACTBOPHMOIi 060J104K0i, 20 Mr

Batch No. / Cepus No :

C2115905

Batch Quantity /
Oobem cepun:

1500000 Tablets
1500000 TaGierox

Analytical Report No /AHa.nnanecmm oTuer Nt :
Date of Manufacture / lata nponssoactsa :12/2021

890001568035

Date of Analysis / lara anannsa: 17/01/2022

Date of Expiry / Cpok rognocru : 1 12024

Analysns performed according ND / Anann3 nposeaen no HJI: JII1-002666-131120

N |

Test / [Toxazarennb

Result / PesyabTaThl

Specification / Hopma

10

11

Packaging / Ynakoska

1abeling_/MapKnpOBKa

12

Storage conditions / Xpanenne

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / [To 15 Tabnetox B 6nvcrepe U3
(IIBX/AJUTIA) ¢donbru /
aIfOMHMHHUEBOI donsru. Ilo
2 fnucrepa BMeCTe ¢ MHCTPYKLIMEH MO
NPYMEHEHHIO B IaUKy KapPTOHHYIO.

15 or 30 tablets in HDPE bottles with
screw neck equipped with tamper-evident
membrane sealed with plastic screw caps
with liner, bag of desiccator (silica gel) and
polyester cotton swab. Each bottle and
patient information leaflet in a carton pack.
15 tablets in a (PVC/AI/PA) foil /aluminum
foil blister. 1 or 2 blisters and patient
information leatlet in a carton pack. /

[lo 15 mnn 30 Ttabnetok B GaHkax w3
TOJMITUAEHA  BLICOKOH TJIOTHOCTM €
BUHTOBOIl  TOpPJOBUHOW,  CHabKEHHBIX
MeMOpaHOM 1N KOHTPONs  MEPBOro
BCKpPBITHS, YKYMOPEHHBIX IJIAaCTUKOBLIMH
HaBMHYHMBAEMBIMH KpbILlIKaMH c
NpPOKNaJAKOW M BIOKEHHMEM TNakeTa ¢
BIArOMOTNIOTUTEAEM  (CMAMKarenb) W
TaMIlOHa M3 nonudpupHoil BaThl. Kaxnas
OaHka BMecTe C  HWHCTpyKuMeH no
MPUMEHEHHIO B NaYKy KapTOHHYIO.

Ilo 15Tabnerox B  Onucrepe U3
(MBX/AJUTIA) donern / amomrHWeBOR
tdoneru. Ilo 1 nnan 2 Gnncrepa BMecre ¢
HHCTPYKUHEH MO TPUMEHEHHIO B [1auKy
KapTOHHYIO.

Complies as prescribed /
CootseTcTByeET Tpe6OBaH nam

According to ND /
B coorsetctBun ¢ HJT

At temperature below 25 °C. / TIpu TeMnepaType He Bbiwe 25 °C.

13

Shelf life /
Cpok rooHocTH

2 years (in bottles), 3 years (in bllsters) /
2 ropa (B 6aHkax), 3 rona (B 6nauctepax).

Remarks : The Product confirms to ND/
IIpnmeuanne: [lponykT c00TBeTCTByeT Tpe6OBaHmM H

Opinion : APPROVED
3akmouenue: OJJIOBPEHO

(RO -P02-2

Prepared by/ Checked by Approved by: Manager
HOHFOTOBHEHtW [lpoBepeHo: 4f— Mene/uiep 1o obecrevennig katecTsa

P > Receduy
Date/ JlaTa:

Date/ Jlara: to\ro\rg,aW—Date/ Hara: lcﬂ ~O\| 2022




