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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page1of S/Crp. 135

[Product : Razo, Enteric coated tablets 20 mg
[ Mpoayx o : Pazo®, TabneTkn, NOKPbITHIE KHMIEYHOPACTBOPUMOIi 000.101K 0, 20 mr

Batch NO©-/Cepua Ne : C2114730

1500000 Tablets
1500000 Tagaerok

Batch Quantity /
O0beM cepun:

Rnalytic-g_ljlieport No / Ananurnuecknii oruer Ne : 890001562556

|Date of Analysis / JlaTa ananusa: 22/12/261_

Date of Wanufacture / lata npounssoacrsa :11/2021

Date of Expiry / Cpox roanocrn : 10/2024

Analysis Performed according ND / Ananns nposeaes no HJI: JII1-002666-131120

Ne Test / TlokazaTenn

Result / PesynapraThl

Specification / Hopma

(1 Dcscrfﬁtion / Onncanue

Round, biconvex, yellow coated
tablets with red ink imprinted

JBOSIKOBBIYKJ1ble TAOIETKH,
NOKpBITBIE 000I0UKOH CBETIIO-
XKEJATOrO LBETA, ¢ MAPKHPOBKOH

a/ipo besnoro useTa.

«RB20» on the one side. The cross
seclion is the core white. / Kpyrnsie,

kpacHoro uBeta «KRB20» Ha ogHolt
cropone. Ha nonepeuHomM paspese

Round, biconvex, ﬁght 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. /
Kpyrasie, ABOSKOBbLIMyKIble — TabneTKM,
NOKpBIThIE 000J104KOH OT CBETJIO-XKENTOrO
o
KpacHOro

JKENTOTO  LIBCTA
«RB20» OJHOM

ctopone. Ha nonepeunom pazpese aupo or

MapKNpPOBKOH

usera Ha

benoro A0 nouty 0enoro LBeTAa.

|1dentification By HPLC /
IMoaaunsocts BOXKX

Complies as prescribed /
CootBeTcTBYET

The 1etention 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>xyBanus
OCHOBHOTO NMKa Ha Xpomarorpamme
UCTILITYEMOT'O pacTBOpa 0/IKHO
COOTBETCTBOBATbH BPEMEHH YECPIKUBAHMsI
OCHOBHOIO MWKa Ha XpomaTorpamme
pacTBopa cTaHaapTHOro obpasua
pabenpaszona HaTpus (pasien
«KonnuecrseHHoe onpeneseHne).

AverTge weight of coated
tablets / Cpeanss macca
Tabnerox

207.47 mg /207,47 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/
Hpumeyamue: IpoaykTt coorBeTgryeT Tpebopanuam HJI

Opinion : APPROVED
Saxkmouenne: ONOBPEHO

Prepared by/
[NoaroroBreHo:

ppﬂQ(";Checked by

2l

Approved by: Manager
Mengipkep 1o obecneyeHnio KauecTsa

2ol Ra) Gcht:’xb"’é

Date/ [lara:

991250241

Date/ /laTa:

2% 210

Date/ [ara: Qg [ %3/’




CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJTM3A
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 prReddy's €¢

Product : Razo, Enteric coated tablets 20 mg

Hponyk®: Pazo®, TabaeTkn, HOKpuITHIE KHIIETHOPACTBOPUMOii 060101k 0ii, 20 Mr

Batch NO-/Cepnsi Ne : C2114730

Batch Quantity / 1500000 Tablets

O6beM cepun: 1500000 TaGnerox

Analyticéll]a}ort No / Anaautuuecknii oruer Ne : 890001562556

Date of Analysis / lara anann3za: 22/12/2021

Date of Minufacture / Jlata nponssuacrsa :11/2021

Date of Expiry / Cpok rognoctu : 10/2024 o

Analysisfperformed according ND / Ananus nposenen no HJL: JIT1-002666-131120

Specification /Hopl\:a

In 0.1M hydrochloric acid solution — not

more than 10% of the labeled amount of
C1sH20N303SNa (Rabeprazole sodium) is

dissolved in 2 hours. / B 0,1 M pactsope
XJIOPUCTOBOIOPOJIHON KHC/IOTBI — He Gonee

yepes 2 u.

10 % oOT HOMHHAJNBHOTO COAEPIKaHUs
CigH2oN303SNa  (paGempa3sorna  Hatpus)

175% (Q) of the labeled amount

HOMUWHANILHOIO COACPIKAHMA

_|uepe3 60 muH.

Ne | "Test / TlokazaTesn Result / PexynnTarnl
4 DisS_(;lu_ﬁon/ Pacreopenne Unit-1/Egununa-1 1%
| Unit-2/Eqvnnna-2 0%
Unit-3/Enunnna-3 3%
Unit-4/Enunnua-4 0%
Unit-5/FEnannnna-3 1%
Unit-6/EanHuna-6 0%
Unit-1/Eamnnnua-1 90%
Unit-2/Ennnauna-2 95%
Unit-3/Eannnna-3 91%
" Unit-4/Equuuna-4 92%
Unit-5/Equnnua-5 92%
Unit-6/Eautnna-6 91%
-

In buffer solution pH 8.0 — not less than
_|CsH20N303SNa  (Rabeprazole sodium) is
dissolved in 60 minutes. / B GydepHom
pactBope pH 8,0 — ne menee 75 % (Q) ot

CisH20N303SNa  (pabGenpazona  HaTpud)

of’

Remarks : The Product confirms to ND/
Mpumeuanne: [poaykr coorseterpyer Tpeboanuam 1)1

Opinion : APPROVED
Zakmwouenne: OJIOBPEHO

\‘

Prepared by/ Checked by

[NoarotoBneEHO: 7 ITpoepeno:

Approved by: Manager
MeHepKep no 06ecnequnuu KaueeTsa /6

Ron o flecdl

Date/ Jlara: Z\gffzrzgg/’ Date/ [ara;

28-(2-10L(

Date/ JlaTa: D2 )Q/,—-MQ//




Product :Razo, Enteric coated tablets 20 mg
Hpoyic ¥ Pa30®, Tabiierku, ROKPLITLIC KHINEMHOPACTBOPHMOii 060510uK0ii, 20 Mr
‘Batch NO./ Cepust Ne : C2114730

J];Reddx’s&g

CERTIFICATE OF ANAL

YSIS

CEPTHOHKAT AHAJIM3A

Page 3 of 5/Crp.3u3 5

Rnalylié‘_‘ﬂzepon No / AmanuTuuecknii oraer Ne : 890001562556

Batch Quantity /
O6bem cepun:

Date of Manufacture / Tara nponssoacrsa :11/2021

1500000 Tablets |
1500000 rTagreTox
Date of Analysis / lata aHanmsa: 22/12/2021

Date of Expiry / Cpok roanocts : 10/2024

Ana]ys%d_pherformed according ND / Auanus nposeaen no HJ: JIT1-002666-131120

Ne|  Test/ Iokazarens

Result / PesyabraThl

5 Eefz;led substances by HPLC / PojicTBennbie npumecn, BIJKX

Rabeéprazole N-oxide /
Pa6enpasona N-okcua

'@eprazole Sulfone /
Pa6Genpasona cynbpoH

Rabeprazole Methoxy analogue /
Pa6Genpaszona MeToKkCcH aHanor

Rabeprazole Chloro analogue /
Pa6Genpaszona XJopo aHaior

Rabeprazole Sulphide /
Pa6enpasona cynbdun

Maximum unknown individual
impurity / Eannnynas
HenJAeHTHPULIMpPOBaHHAs
NpUMECh

Below LOD (LOD: 0.008%)/
Hmxe npenena oGHapysxenns
(110 : 0,008 %)

0.10%/0,10%

Not detected / He oGHapyskena

Not detected / He oOHapyskeHa

Less than LOQ (LOQ: 0.027 %)/
Huxe npejiena kosnuecTBEHHOro
onpenenenus (ITKO: 0,027 %)

0.02 % /0,02%

not more than 0.5% / ne Gonee 0,5%

not more than 0.5% / ne 60nee_0,5 %

]
Specification / H(E)_];la o g

not more than 0.5% / ne 60)‘]66_0,5 %

not more than 0.5% / He Gonee 0,5 %

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

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

Total impurities / Cymma
npyumMeceit

6 |Residual Solvents content /
OcraTounble opraHuvecKHe
pPACTBOPHTEIH

0.2% /0,2%

not more than 2.0% / He Gonee 2,0 %

1622 pg/tab / 1622 mkr Ha TabneTky

Isopropanol — not more than 2621 pg per
tablet / M3sonponanon — He 6osee 2621 mkr

Ha Tabnerky

Remarks : The Product confirms to ND/
IIpumenanue: Ilpoaykt cootBercTRyMeT TpeboBaHusm HJI

Opinion : APPROVED
3akauenne: OJIOBPEHO

Prepared by/
INToaroToBneHo:

O Checked by
[Tposepeno:

Approved by: Manager
Menenkep no obecneuenuio kauecTea

o) b

Date/ Jlara:

2% 2P

Date/ [ata:

23-|z-102-|

Date/ Jlara;

'L&Amfwl/[




Dr.Reddy’s ‘.

CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJIM3A

Product = Razo, Enteric coated tablets 20 mg

Ipouyxr”
Batch Nov-/ Cepust Ne :

Ana]yncﬂl chml No / Anaantnueckuii oruer Ne : 890001562556

: Pa3o®, TabieTkn, NOKpLITLIE KUIHETHOPACTBOPUMOIi 06010tK0#, 20 M

Paged of 5/ Crp. 4u3 5

C2114730

Batch Quantity /
Oo0Bem cepun:

1500000 Tablets
1500000 ragaerox

Date of Analysis / Jlata apannsa: 22/12/2021

Date of Manufacture / Jata npousBoacTna :11/2021
Analysns performed according ND / Ananu3s nposeaen no HJI: JIT1-002666-131120

=

.N'g_
7

ﬁ?b;nity of dosa_ge units /

Date of Expiry / Cpok roanocrn :

10/2024

" Test/ Hokazarenn

Result / PesynnTaTnl

Specification / Hopma

Qe OpPOAHOCTb 103U POBAHMSA

4.6/4,6

The acceptance value (AV) should be not |
more  than 15.0. / INokazarens
npueMmiemoctn (AV) gomken 6niTh He
Gonee 15,0.

|Microbial limits / Muxpo6uosornyeckas uncrora

'a) Total aerobic microbial count /

O6111ee YNCa0 a3poOHBIX
MHMKPOOPTraHH3MOB

b) Total combined yeasts and
mould count / OG1uee yucno

APOAOKEBLIX N TJIECHEBbLIX Fpl/l60B

¢) E. coli

Assay / KonnuecrBennoe
onpeaejeHue

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

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

Absent in 1g/
OtcytcTBYyer B IT

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

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

Shall be absent in 1g/
JonxHsel otcyTcTBOBaTHL B | I

20.2 mg/ 20,2 mr

18.0mg to 22.0 mg of CisHN303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mMr no 22,0 mr C;gH2N303SNa
(pabenpazona narpus) (ot 90 no 110 %
OT  HOMMHANBHOIO  cofepXkaHus) B
TabneTke.

Prepared by/
IMoarorosiaeHo

[ Date/ IIaT_a:

Remarks : The Product confirms to ND/
I pumeuanne: IponykT cootsefcrpyer TpeboBaHusm HJJ

Opinion : APPROVED
3akmouenue: OJJOGPEHO

1

Checked by
[TposepeHo:

7

Approved by: Manager
Me

<JKEp 1O obecneueHun Kk aqecTia

LO Qd%v\_zk_, &Qﬂli%

0212202

Date/ Jlara:
ate/ [Jar 22 (ol

Date/ [lara:

223|202




DrReddy’s "

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

Page S of S/ Crp. 5u3 5

Product = Razo, Enteric coated .1blets 20 mg

Ipopy s Pazo®, rabiierkn, IOKPLITbIE KANEYHOPACTBOPHMOIE 060,109K0ii, 20 Mr
Batch Quantity /
O6bem cepun:

Batch N©-/Cepns Ne : C2114730

1500000 Tablets
1500000 Taguaerox

Analytlcfl] qurt No / AnannTuaecknii oryer Ne : 890001562556
Date of Ddﬂlnufactul ¢ / lara nponssopcrsa :11/2021

Date of Analysis / lara gﬂaﬂngz__22/12/2021_

Analysns Pt‘.rformed according ND / Anannz npoeeaen no H/L: JIT]- 002666-131120

Date of Expiry / Cpoxk vopnoctu @ 10/2024

[ Ne Test / [lokazaTenn

Result / PesynbTaTsi

Specification / Hopma

10 Pacri;aging / YnaxkoBka

15tablets in a (PVC/AVPA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Ilo 15 Tabnerok B bnucrepe n3
(IIBX/AJUTIA) donbru /
aNtOMHWHUEBOH donpru. Ilo
2 Gnucrepa BMeCTe ¢ MHCTpyKLMel no
NPHMEHEHHIO B T1aUKy KapTOHHYIO.

15 or 30tablets 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 lcaflct in a carton pack. /

[To 15 nnu 30 Ttabnerok B GaHkax w3
NOJIMITHICHA  BBICOKOW TJIOTHOCTH ¢
BUHTOBOW  TOPJIOBHHOH,  CHaGXeHHBIX
mMemMOpaHOH AN KOHTPOJISL  1EpBOro
BCKPBITUS, YKYNOPEHHBIX TIaCTHKOBBIMU
HaBUHUYMBAaEMbIMH KpPBIILIKAMM c
NpoKnaakoii W BJIOKEHMEM TaKeTa ¢
BJAronoryjioTutreneM  (CWiMKareab) W
TamMnoHa 13 nonnddupHor BaThl. Kaxpas
6aHka BMecTe C  MHCTPYKUMEH 1o
TIPUMEHEHHIO B MayKy KapTOHHYIO.

Ilo 15Tabnerok B  Onuctepe w3
(IIBX/AJUTIA) donbru / alnroMHHUEBOI
¢donbru. Tlo 1 unm 2 Gauctepa Bmecte ¢
MHCTpYKLMEH MO NPUMEHEHHI0 B Mauky
KapTOHHY!O.

According to ND /
B cooTreercTBuu ¢ HJT

11 Labellng / MapKHpOBKa Complies as prescribed /
i - CooTBeTcTBYeT TpeOOBaHUAM
12 |Storage conditions / Xpanenne | At temperature below 25 °C. / Ilpu Temneparype He Bbilne 25 °C,

| Shelf life /
Cpok ropHocTH

2 years (in bottles), 3 years (in blisters). /
2 roaa (B 6ankax), 3 roaa (B GaucTepax).

Remarks : The Product confirms to ND/
Ilpnmeuanne: [Ipoaykr cooTseTcTBYeT Tpebosanusam HJL

Opinion : APPROVED
Zakarouennce: OJOBPEHO

2212 2294

Prepared by/ Cpf/ Checked by Approved by: Manager
nOHFOTOBHeHO:W [Ipoeepeno: é Meuespcep no odecneuennio KaveeTna )

o «C Qﬁfm &ML"‘ i
Date/ Jlata: Date/ Hara: Date/ [ara:

23+z-vo]

23(-['),,_’2/0’)/[




