DrReddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®NKAT AHAJIH3A

Product : Razo, Enteric coated tablets 20 mg
TTpoaykr : Pazo®, Tabuerkn, HOKphIThie KHIIewHopacTBopuMoii 060 10uKoii, 20 mr

Batch No-/ Cepust Ne : C2114561

_A—na]ytic:}_l__i{cﬁort No / Ananurnaeckuii oruer Ne : 890001561569

Batch Quantity /
O6bem cepun:

Page 1 of S/ Crp. 1 35 -

—

1500000 Tablets
- 1500000 _TaGJeToK

Date of Analysis / laTa anajiu3sa: 10712/2021_

Date of Manufacture / /lata npon3ssoactra :11/2021

Date of Expiry / Cpox romnoctn : 10/2024

Bﬁysi—sﬁe_rformed according NN / Anannz nposeaen no HJI: JIT1-002666-131 120

Ne Test / TInkazaresn

1 T)esa'ip_ﬁon / Onucanue

Result / Pesyanrars:

Specification / Hopma

Round, biconvex, yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyrible,
JBOSIKOBBITIYKJIble TabneTKH,
MOKPBIThIE 000JIOUKOH CBETII0-
JKENTOTO 1IBETA, C MAPKUPOBKOH
KPacHOro LBETA «RB20» na ognoit
cropone. Ha nonepeysom paspese
anpo Genoro uBeTa.

Round, biconvex, light yelIO\;v to yellow_-
tablets with ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyrnsle,
NOKpbITBIE 000JOUYKOH OT CBETIIO-KENTOrO
J10
KpacHoro

coated red

ABOSKOBBITTYKJIBIC Ta6J'I€TI(l/l.‘

JKENTOrO  LIBETa € MapKUpPOBKOM
«RB20» wHa onHol
CTOpOHC. H‘d IlOl'lepe‘iHOM pa3pe3e smpo oT

HBeTa

Gesioro 10 nouTH Genoro 1epeTa.

2 [1dentification By HPLC /
Moanmunnoers BOKX

Complies as prescribed /
CoOOTBETCTBYET

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). / Bpemsa ynep>xnBaHus
OCHOBHOTO NKKa Ha XpoMaTorpamme
MCTILITYEMOTO PacTBOPa AOMIKHO
COOTBETCTBOBATH BPEMEHW YA€ PIKUBAHUSI
OCHOBHOIO MHKA Ha XpOMAaTOrpamMme
pacTBOpa CTaHAapTHOro obpasua
pabenpa3osia HaTpus (pasien
«KonnuecTBEHHOE OTIpeeNeHUEN).

3 |Average weig_ht of coated
tablets / Cpeanasa Macca
TabNeToOK

204.45 mg /204,45 mr

212.68 mg £ 5% (202.05 -223.31 mg) /
212,68 mr £ 5 % (or 202,05 mr go
223,31 mr)

[ Remarkszhe Product confirms to ND/
l_'l[)m_rwllamle: [TpoayKT cooTBeTCRpYET TpeDOBAHUAM HJI

Opinion : APPROVED
Zaxkmouenue: OJJOBPEHO

d

Prepared by/ . &;g' =
Mo grotoBNeHo: Y 2

Checked by

ﬂpmsepe;ao:@ ’ﬁ_

Approved by: Manager
Menekep no 06cu=cucnmo KauecTsa

Date/ }_IaTa: /9,12,.20%

Date/ Jara: lé’[Z“Z@Q(

Date/ JlaTa:

1210 ~2024




Dr.Reddy’s "’

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

Product : Razo, Enteric coated tablets 20 mg mg

Hpoayxr: Pazo®, rabiuerkit, NOKPHITHIC KHIWEIHOP: acTBopuMOoii 000J04K0#H, 20 Mr

Batch No./ Cepun Ne : C2114561

Page2 of S/ Crp.2 u3 5

Batch Quantity /
Oo6bem cepuu:

1500000 Tablets
1500000 TagJeToK

Analytical Report No / Ananntinuecknii otuer Ne : 890001561569

Date of Analysis / laTa ananusa: 10/12/2021

Date of Mannfacture / Jlata npoussoacrtsa :11/2021

Date of Expiry / CpoK rogHocTH @ 10/2024

Analysis performed according ND / Ananus nposejien no HJI: JIT1-002666-131120

Ne Test / [lokasaTesn " Result / PesyabTarb Specification / Hopma
4 |Dissolution / Pactnopenne Unit-1/Eanuuna-] 1% In 0.1M hydrochloric acid solution — not
~Onit2/Eaannna=2 0% |more than 10% of the labeled amount of
I - _|C15H20N303SNa (Rabeprazole sodium) is
Unit-3/Egnina-3 L dissolved in 2 hours. / B 0,1 M pacTtsope
Unit-4/Epnnuua-4 1% XJIOPUCTOBOIOPOHON KHCIIOThI — He bonee
Unit-S/Eannnna-5 0% 10 % gTS 1\1;0My1}1anbﬂoro COZep)KaHus
CisHaoN a abemnpaszojla  HaTpHs
Unit-6/Eannnna-6 0% M ® = pus)
|uepes 2 u.
Unit-1/Enmnuna-1 96% In buffer solution pH 8.0 — not less than
WUnit=2 Bavemua-2 99% 75% (Q) of the labeled amount of
—— » e C13H20N3:01SNa (Rabeprazole sodium) is
_Umt_3/Eﬂ”H”ua'3 o dissolved in 60 minutes. / B 6ydeprom
Unit-4/Ennnnna-4 96% pacteope pH 8,0 — ne menee 75 % (Q) or
 Unit-S/Eannnna-5 96% HOMMHAJILHOTO COJEpIKaHuUs
—|CisH20N303SNa abenpazona  HaTpus
Unit-6/Eannnna-6 Y'1% 80 e ® P pH)
uepes 60 MHH.
Remarks : The Product confirms to ND/ i ) Opinion : APPROVED
Hpumenanne: [ponyxr ume.u.m\«er rpebosatnam HJL 3akmouenune: OJOBPEHO
Prepared by/ . ? Checked by Approved by: Manager
Tloarorosieno: - W [Tposepeno: s Menemkep no obecpetctmio KadecTsa
- /';_-':!I ,i ﬁ
Date/ Jlara: P4 Date/ JlaTa: Date/ NaTa:
s 15712 : : 18-(2-202/ & 1R~ 2 ~2024
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DrReddy’s Qe
Product - Razo, Enteric coated tablets 20 mg
poayxr 2 Pazo®, TabaeTkn, HOKPLITHIE KA

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

Page 3 of S/Crp. 3 u3 5

euHopACTBOPUMOii 000J0uKO, 20 Mr

Batch No-/Cepus Ne : C2114561

Batch Quantity /
O0bem cepun:

" 1500000 Tablets

Ana_l_y_tic:ii!_{—ep_nrt No / Ananntuuecknii oruer Ne : 890001561569

1500000 TaGueTox
Date of Analysis / lata ananusa: 10/12/2021 |

Date of Manufacture / lata npon3ssoacrsa :11/2021

Date of Expiry / Cpok 10aH0CTH ! 10/2024

Analysis i)érformed according ND / Anann3s nposesen no HJL: JIT1-002666-131120

Ne ‘Test / Ilokazarean

Result / Pe3yibrarhbl

5

Related substances by HPLC / Poacrsennbic npumecH, BOIKX

Specification / Hopmz

_I_{abfeprazol.e_: N-oxide /
Pa6enpasona N-okcun

Rabe_pEole Sulfone /
Pa6enpazona cynbpoH

PaGenpasona merokcu aHaior

PaGenpazona xJopo aHanor

Rabeprazole Methoxy analogue /

ﬁb_e—pgz.ol_c Chloro analogue T |

Below LOD (LOD: 0.008%)/
Hwxe npenesia 0GHapyKeHUs
(110 : 0,008 %)

0.06%/0,06%

Not detected / He obnapy»xeHa

Not detected / He obnapyxena

_Rge_prazole Sulphide / R
Pa6enpasona cynabdun

Less than LOQ (LOQ: 0.027 %)/
Huske npenena Koau4eCTBEHHOro
onpenenenns (ITKO: 0,027 %)

Maximum unknown individual
impurity / Ennnnunas
HEWJIeHTU(PULUMPOBAHHAS
npumech

0.03 % /0,03%

not more than 0.5% / He 60neef),§%

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

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

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

'not more than 0.5% / 1e 6onee 0,5 %

'hot more than 0.2% / ne 6onee 0,2 %

Total impurities / Cymma _
TipyMecer

0.2% /0,2%

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

Residual Solvents content /
OcTaTouHbIe OpraHiiecKne
pacTBopuTeNn

1240 pg/tab / 1240 Mxr Ha Tabnerky

Isopropanol — not more than 2621 pg

Ha TabneTKy

tablet / Mzonponanon — He 6osee 2621 mkr

per

Remarks : The Product confirms to ND/
ITpumeéuanne: [IpoaykT cooreercisyer tpebosannam HJ{

Opinion : APPROVED
Faxmouenne: OJJOBPEHO

Prepared by/ oC

TloarotoBneho:

o

Checked by

[TpoBepeHo: P
posep J\\ P

Approved by: Manager

Menemkep no nt.’scﬁg-qenmo KauecTna

121 2. Z2A

Date/ )l_aTa:

Date/ [laTa:

(3 -(2 - 202

Date/ Jlara:

1R~2 202




Dr.Reddy’s "'

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Product : Razo, Enteric coated tablets 20 mg

Page 4 of 5/C1p. 4 w35

2300, TA6J1ETKH, NOKPLITEIC KHUIETHOPACTEOPH moii 060104Ko0ii, 20 Mr

Opogykr: P
Batch No./ Cepust Ne : C2114561

Batc

Oo0bem cepun:

1500000 Tablets
1500000 TaGaerox

h Quantity /

;&_nabz(_ic_al_RQnrl No / Anasmrnuecknii oruer Ne : 890001561569

Date

of Analysis / a / aTa anaimsa: 10/12/2021 |

Date of Manufacture / JIata npou3BoacTBa

:11/2021

Date

of Expiry / Cpok roaHoctn : 102024

Analysis performed according ND / Anaiu3 npoBe/en 1no I1]1: JIT1-002666 131120

Ne |  Test / llokaszarean

Result / Pe3yabraThl

Specification / Hopma

7 Unifornﬁy of dosage units /

OnaHOPOAHOCTDL K03UPOBAHMSI

3.6/3,6

The acceptance value (AV) should be not
more than  15.0. /  Tloxa3zarenn
npuemaemoctn (AV) JnomkeH OwITh He
oonee 15,0.

8 _M_ic'robial limits / Muxpobnoioruyeckas YMcTOTA
a) Total aerobic microbial count/ 10 CFU/g/ Not more than 1000 CFU/g/
O6uiee unco a3podHbIX 10 KOE/r He 6onee 1000 KOE/r
MUKPOOPTaHW3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/
mould count / Ob1uee uncno Menee 10 KOE/r He 6onee 100 KOE/r
JIPOIOKEBBIX U MJIECHEBBIX IPHOOB
¢) E. coli Absent in 1g/ Shall be absent in 1g/
OrcytcTByeT B 1T JIosKHBI OTCYTCTBOBATL B 1 T
9 Assa—y/ KoanuecTBennoe 20.0 mg /20,0 mr 18.0mg to 22.0mg of CisHxN3O3SNa

onpejejenne

-

(Rabeprazole sodium) (90 to 110% of the
Jabeled amount) per tablet /
Or 18,0 MIT 10 22,0 MmrI C13H20N3O3SN3
(pabenpazona Hatpust) (o1 90 no 110 %
OT  HOMMWHANLHOTO  COjepXaHusg) B
tabneTke.

Remarks : The Product confirms thD/

TN pumeuanue: TIpoayKT COOTBETCIRYET Tpedonanuam /]

| 3a

Opinion : APPROVED

katouenne: OJOBPEHO

Prepared by/
[loaroroBneHo

Checked by

n 7
pOBEPEHO; r )

Approved by:
Meteprep no \'rﬁt‘;'llc'leHHlO KauecTsa

Manager

Date/ [larta:

131222

Date/ IlaTa (32 - 002 |

Date/ JlaTa:

R~1e ~20>




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUPHMKAT AHAJIM3A

_ PageSof5/Crp.Suz 5

Product : Razo, E‘nteﬁcoated tablets 20 mg

Iponyxr: Pazo®, TabneTku, NOKPbIThIe KHIIEUHOPACTBOPUMOi 00010uK0i, 20 Mr
Batch No. / Cepus Ne : C2114561

A_n;l_y_tical Report No / Anaaurnuecknii otuer Ne : 890001561569
Date of Manufacture / Jlara npon3soactna :11/2021

Batch Quantity /
Oo0bem cepun:

1500000 Tablets
1500000 Tagaerox

Date of Analysis / /laTta anannsa: 1_6/12/2m___

Date of Expiry / Cpok roanocrn : 10/2024

Analysis performed according ND / Ananms nposeaen no HJ: JII1-002666-131120

N

Test / llokazarens

Result / PCSyJ]bTaTb;

Speciﬁcati(;n /Hopma

10

Packaging / YnakoBka

15tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Ilo 15 tabnetox B 6aucrepe n3
(IIBX/AJUTIA) honbru /
AJIFOMHWHHEBOH donbru. Ito
2 Hbimcrepa BMECTE C MHCTPYKLMEN No
NPUMEHEHUIO B NaUKy 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/AV/PA) foil /aluminum
foil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. /

ITo 15 wnu 30 Tabnerok B GaHkax U3

NMOJIU3THIIEHA  BBICOKOM  TMJIOTHOCTM  C
BMUHTOBOU  TOpPJOBUHONW,  CHa0XKECHHBIX
MeMOpaHOW /718 KOHTPOJIsl  MEpPBOro

BCKPBITHA, YKYIIOPEHHBIX INIQCTUKOBLIMH

HaBWHYMBaEMBIMU KPBILIKAMU c
NPOKJIaIKOW W  BIOXKEHHEM nakeTa ¢
BJ1arOIIOIJIOTUTENIEM (cunukarens) u
Tamniona M3 nonuagupHoi Bathl. Kaxnas
faHka BMecTe C MWHCTpyKuUMeH no
MPUMEHEHNIO B NMauKy KapTOHHYIO.

I[To 15Tabnerox B  Oauctepe w3

(MIBX/AJVTIA) ¢onbru / antoMuHUEBOM
tdonbru. Ilo 1 unan 2 Gancrepa BmecTe ¢
MHCTPYKIMEH NO TMPHMEHEHUIO B Nauky
KapTOHHYIO.

Cpox roanocru

2 ropa (B daHkax), 3 roaa (B 6nucTepax).

11 |Labeling / MapkupoBxa Complies as prescribed / According to ND /
. CooTBeTcTBYET TPEOOBAHUAM B coorsercteuu ¢ HJI
12 |Storage conditions / Xpanenue | At temperature below 25 °C. / Tlpu Temneparype ne Bbiie 25 °C,
13 [Shelf life / 2 years (in bottles), 3 years (in blisters). /

| Remarks : The Product confirms to ND/
Tpumeuanne: TlpoaykT coorsercTayeT TpebGopannsm HJL

Opinion : APPROVED
Zakiouenne: OJOBPEHO

Prepared by/
IMoarorosneHo:

Y

Date/ [lata:

| Checked by

ﬂpOBepeHo:@]

—~p

—

Approved by: Manager
MeHepkep 110 odecrjetelHo KauecTsa
éj{ﬂ}

lg_’TZ_rZQ‘?/] Date/ Jara:

13 -12-202]

Date/ Hara:

12~ 2202




