~ Dr.Reddy’s ":°

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Batch No. / Cepust Ne : C2114728

Product : Razo, Enteric coated tablets 20 mg
T poayxr: Pa3o®, TabneTku, NoKpLIThie KHIEYHOPACTBOPHMOH 0604

oukoii, 20 mr

Page 1 of 5/ (.‘Tp.__l_m 5 _

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Tadnerox

_)T\_IT;;IylicaI&!pnl! No / Anasmrauecknii order Ne : 890001561579

Date of Analysis / ﬂaTa ana;mn3a: 1__1/12/2021 .

Datc of Manufacture / Jlata npounssogcrsa :11/2021

Date of Expiry / Cpok roanocin : 10/2024

'Ha_lysis performed according ND / Ananus nposeaen no HJL: JIT1-002666-131120

No Test / TlokazaTenab

1 _l)esqution / Onucanue

Result / Pesynnrarst

Round, biconvex, yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyrusie,
NBEOAKOBBINYK/bIE TabNeTKH,
NOKPbIThIE 00010YKOH CBCTI0~
HENTOTO 11BeTa, ¢ MAaPKHPORKON
kpacHoro usera «RB20» na onHol
cropoHe. Ha nonepeunom paspese
spo Oenoro usera.

Specification / Hopma

Round, biconvex, light 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. /
Kpyrahie, /IBOAKOBBINYK/bIE  TaONETKH,
NOKpLITbIE 000JIOUKON OT CBETJI0-XKENTOrO
no

KpacHoro

JKEATOrO  uBeTa ¢
«RB20» OJTHOM

cropoHe. Ha nonepednom paspese supo vl

MapKupoBKOH

HBeTa Ha

Oesioro 10 nouTH 0enoro UBeTa.

2 |Identification By HPLC /
Tloanunnocrr BKX

3 |Average weight of coated
tablets / Cpeansisi macca
Ta6/1eTOK

Complies as prescribed /
CooTBETCTBYET

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). / Bpema ynepokusanus
OCHOBHOIO MUKa Ha XpOMaTorpamme
MCIBITYEMOTO pacTBOPa AOKHO
COOTBETCTBOBATL BPEMEHH YAEPIKMBAHUS
OCHOBHOTO NMHKa Ha XpomMaTorpamme
pacTBopa cTaHiapTHOro obpasiia
pabenpa3zona HaTpus (pa3aesn
«Kon11ecTBEHHOE ONpPEESICHNE).

204.04 mg /204,04 mr

212.68 mg + 5% (202.05 - 223.31 mg)/
212,68 mr £ 5 % (ot 202.05 ™Mr ao
223,31 mr)

Remarks : The Product confirms to ND/
Npumeuanue: [ponykr coorretcrryvet Tpebosatunam H|

Opinion : APPROVED
Jaxaouenne: OJJOBPEHO

Prepared by/ _Qp-(
Moarorosneno: &W

Checked by

[Iposepeno: .
D)l

Approved by: Manager
Metie/kep no 00ecHeUCHIID KauecTRa

*’D@ A ) %’»«f G

eoelet

Date/ Jata: 14-) 2,_204/1

Date/ JlaTa: L~ (2 ~202,

Date/ JlaTa:

|4 —~2-202
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Product : Razo, Enteric coated tablets 20 mg
IpoayxkT: Pazo®, TaGaeTkH, NOKPHITbie KHIIEYHOPACTBOPUMOii 060,10UK0i#H, 20 Mr

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page2 of S/ Crp. 2 w3 5

Batch No. / Cepust Ne : C2114728

Xn_alyt_ical Report No / Ananunrnueckuii oraer Ne : 890001561579

Batch Quantity /
O6bem cepun:

1500000 Tablets

Date of Analysis / lata anaausa: }1/12/2021__

1500000 radaerox

Date of Manufacture / lara npomnssopcrsa :11/2021

_.N‘«_»_ [ Test/HoxasaTe.nb

Result / PesyabTaTni

Date of Expiry / Cpok roanoctyn : 10/2024
Xnalysis performed according ND / Ananus nposeaen no HJI: JIT1-002666-131120 -

Specification / Hopma

4 |Dissolution /Pac;n_opemle

In 0.1M hydrochloric acid solution — not
more than 10% of the labeled amount of
CisH20N303SNa (Rabeprazole sodium) is
dissolved in 2 hours. / B 0,1 M pactsope
XJIOPHCTOBOAOPOAHON KUCIIOTHI — He Gonee
10 %
CisH20N303SNa  (pabenpazona  uatpus)

OT HOMHHAJIBHOTI'O  COAEp KaHWA

uepes 2 4.

Unit-1/Eannnua-| 0%
Unit-2/Eannnua-2 0%
Unit-3/Eaunnua-3 0%
| Unit-4/Eqnnuua-4 0%
| Unit-5/Eantnua-5 0%
Unit-6/Eannuna-6 0%
| Unit-1/Equnnua-1 93%
~ Unit-2/Eannnua-2 96%
" Unit-3/Eananua-3 94%
" Unit-4/Equnnua-4 94%
| Unit-5/Eannnua-5 93%
Unit-6/EnrMHunua-6 92%

~ |HOMHHaNbBHOTO coacpIKaHUA

In buffer solution pH 8.0 — not less than
75% (Q) of the labeled amount of
Ci1sH20N3O3SNa (Rabeprazole sodium) is
dissolved in 60 minutes. / B 6ydeprom
pactBope pH 8,0 — ne menee 75 % (Q) or

CsH20N303SNa
yepe3 60 MUH.

(pabenpazona HaTpus)

' Remarks : The Product confirms to ND/
Nlpumeuanne: lNpoaykr coorsetcgBy$T Tpebosanuam H/I

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/ ]
lMoarorosneHo: W

(-~
|

Checked by

IlposepeHo: Qj\
) f-i

Approved by: Manager
Mene mrep no obecneueno kaveerpa

| Dae/ Tara: 219 9oy

Date/ JlaTa:

We—(2-202(

Date/ Jara:

=3

{2t ot0) Roi Recetrey
(Y2~ 2021
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Batch No. / Cepus Ne: C2114728

ProducFRazo, Enteric coated tablets 20 mg
poaykt: Pa3o®, TadaeTKkHn, NOKPLITbIE KHEUIOPACTBOPUMOli 060.10uK0ii, 20 Mr

Batch Quantity /
Oo0bem cepun:

Hal_yt_ical Report No / Algunnuqec;cnii oruer Ne : 890001561579

Date of Manufacture / Iara npouszBoacrsa :11/2021

Elalysis perfoﬁned according ND / Anaju3s nposeaen no HJI: JI[1-002666-131120

| Ne Test / Iloxazarenn

5

Result / PesyabTaTni

Specification / Hopma

Related substances by HPLC / PoacTennsie npumecn, BOKX

Rabeprazole N-oxide /
Pabenpazona N-okcu

Rabeprazole Sulfone /
PaGenpazona cynbhon

PaGenpa3zona metokcu aHasor

Rabeprazole Methoxy aﬁalogue /

0.03%/0,03%

0.06%/0,06%

Not detected / He obHapykena

Rabeprazole Chloro analogue /
Pa6enpazona xnopo ananor

Not detected / He obHapyceHa

Rabeprazole Sulphide /
Pabenpazona cynedun

Maximum unknown individual
impurity / EnunuuHas
HEUAECHTUPHUMPOBAHHAS
NpUMeECh

Total impurities / Cymma
npumecei

6 |Residual Solvents content /
OcraTounble OpraHuvecKie
pacTBOpHUTEH

0.08%/0,08%

0.04 % /0,04%

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

1500000 Tablets
1500000 Tagaerox N
Date of Analysis / Jlara ananu3sa: 11/12/2021

Date of Expiry / Cpox rognoctn : 10/2024

__ Page3 of S5/Crp. 3 u3 5 -

not more than 0.5% / ve Gosiee 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% / ne 6osiee 0,2 %

0.4% /0,4%

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

1127 pg/tab / 1127 Mkr Ha Tabnetky

Isoproganol —not more than 2621 pg

tablet / M3onponanon — He Gonee 2621 mkr

Ha TabneTKy

per

Ipnmeuanne: TponykT coorsefypp
Prepared by/

Remarks : The Product confirms to ND/
vet Tpebosarusm ]

Opinion : APPROVED
3akaiouenne: OJOBPEHO

Checked by

Approved by: Manager

[toarotosneHo: g nPOBepCH(’)@ __1/1 Melj}%.}iitii 1O ODECHEeUeH NG KaueeTni (//
NS Eoloh i) Rai flecede |
Date/ Jlara: //,, [2,_4@’09/) Date/ Jlara: LU ~(2 szl Date/ Hara; fo/»—VZ/—LOH




CERTIFICATE OF ANALYSIS

CEPTUO®PUKAT AHAJIU3A

Dr. Redqu

Product : R Razo, Enteric coated tablets s 20 mg
IIpoaykr: Pa3o®, TabieTkn, NOKPLITbIE KHIIEYHOPACTBOPHMOii 000104 K0il, 20 M1
Batch No./ Cepusa Ne : C2114728

TA_n_alytical Report No / AnannTnueckuii oruer Ne :

~ Page 4 of S/ Crp. 4m5

Batch Quantity /

O0nem cepun: 1500000 Tagaetox

890001561579

Date of Analysis /, IIaTa aHanusa: 1 1/12/2021

Date of Manufacture / lara nponssoacrsa :11/2021

Ana]ysns performed according ND / Anaams o nposeaen nmo HM;: JITT-002666-131120

Date of Expiry / Cpok rogHocTn : 10/2024

Ne

Test / Nokazarenn

Result / PesyasraThi

Specification / Hopma

7

Assay / KonnuecrBennoe

Uniformity of dosage units /
OpnopoaHocTL 103HPOBAHAS

3.6/3,6

more than 15.0. /

Gonee 15,0.

a) Total aerobic microbial count /
Obwee yncno aspodHbIX
MHKPOOPraHHW3MOB

b) Total combined yeasts and
mould count/ O6uiee uncno
JPONOKEBLIX U NNECHEBLIX TPUOOB

¢)E. coli

onpeaesienne

Remarks :
Ilpumeuanne: IpoaykT coorseacpmyeT TpeboBaHnam HJL

Microbial limits / MukpoGnosioruyeckas 4HCTOTA
Less than 10 CFU/g/
Menee 10 KOE/r

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

Absent in 1g/
OtcyTcTBYyeT B IT

20.0 mg /20,0 mr

Not more than 1000 CFU/g/ o
He Gonee 1000 KOE/r

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

Shall be absent in 1g /
JomxHbl oTcyTeTBoBaTH B 1 T

1500000 Tablets

The acceptance value (AV) al—ould_beTot

Iloka3zarenn
npuemnemoctyt (AV) fomken GbiTb He

118.0mg to 22.0mg of CisHuN30:SNal

(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr no 22,0 mr C;sHN3O3SNa
(pabenpazona Hnatpus) (oT 90 ao 110 %

_Tﬁe I)IGducl confirms to ND/

Prepared by/
IoaroTosseno:

Date/ Jlara:

) 2-2o

OT  HOMMHQJBHOTO  codepIkaHus) B
TalneTke.
Opinion : APPROVED -
3akouenue: O_IlOBPEHO
Checked by Approved by: Manager
[lposepeHo: g Merne uep 1o ODLCTICCHTIIG KAUCC TR
(DY | epws flecotsed
Date/ Jlara: 1U~12 ~ 200 Date/ Jlara: l(‘{"_l oo Z/OL(




Dr.Reddy’s ":‘

P_l‘(_)duCFR;ZO, Enteric coated tablets 20 m_g

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A

Page Sof S/ Crp. Suz 5 )

HpoaykT: Pa3o®, TabneTku, NOKpbIThle KHILIEYHOPACTBOPHMOIi 060104KOI, 20 Mr
Batch No. / Cepust Ne : C2114728

Batch Quantity /
O0bem cepun:

1500000 Tablets
1500000 T_a_lﬁne"ro]c

Xylytical Report No / Anannrnuecknii oraer Ne : 890001561579

Date of Manufacture / Jata npousBoacTna :11/2021

Date of Analysis / laTa aﬂﬂﬂiia:_!]/—lE/ZOZ] N

Elalysis performed according ND / Anann3s nposenen no HJ: JIT1-002666-131120

Ne

Date of Expiry / Cpok rogHoctH ; 102024

Test / IlokazaTean

Result / PesyabraTsl

Specification / Hopma

10

11

Packaging / Ynakoska

15tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 Tabnerok B Gincrepe u3
(ITBX/AJUTIA) donbru /
antoOMHHUEBOW (onbry. Ilo
2 6avcTepa BMECTE C MHCTPYKUHMEHR M0
TIPUMEHCHHUIO B NaYKy 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
toil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. /

Ilo 15 wnan 30 Ttabneroxk B GaHkax wu3
MOJIN3THIIEHA  BBICOKOH  MJIOTHOCTH ¢
BUHTOBOW  TOp/JIOBMHOM,  CHabKeHHBIX
MeMOpaHO# 115 KOHTPOJSI  MEpBOro
BCKPBITHS, YKYNOPEHHBIX TNJIACTHKOBBIMH
HaBHHUYHBAEMBIMU KpbILIKaMU C
NPOKJIAAKOH M BJOKEHUMEM Takera ¢
BJ1ArOMNorIoTUTENEM (cunukarenn) H
TamnoHa U3 nonnsdurpHoi BaTel. Kaxknas
DaHka BMeECTE C MHCTPYKUMEH 1o
TIPUMEHEHUIO B NIAYKY KAPTOHHYIO.

ITo 15Ttabnerox B  Onucrepe w3
(TIBX/AJVTIA) donbru / anioMHHHEBOM
¢donwru. Ilo 1 nnu 2 6aucrepa BMecTe ¢
MHCTPYKUMEH TO MPHUMEHEHWIO B Tauky
KapTOHHYIO.

Labeling / MapknpoBka

Complies as prescribed /
CooTBeTcTBYeT TPEOOBaHHSM

' 12

Storage conditions / XpaHenue

13 |Shelf life /

Cpok roanocrtu

Remarks : The Product confirms to ND/
Ilpumeuanne: IlponykT cooTreTeTBYeT TpeboBaHusim HJL

Prepared by/
Ioarortosneno:

Date/ Jara:

===

~Checked by
Iposepeto:

9y~

- a—

At temperature below 25 °C./ Ilpun temnepatype He Bbilue 25 °C.

2 years (in bottles), 3 years (in blisters). /
2 ropa (B H6ankax), 3 rona (B GiMcrepax).

Ol;inion : APPROVED
3akmouenne: OJIOGPEHO

Approved by: Manager
Merecep no oGecnede o KauecTsa

According to ND /
B cooTtBeTcTBHM ¢ H]]

=

e Qﬁwu-b-ﬂl

14712 -2opA

Date/ [lata:

(¢~ 2 202




