CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Dr.Reddy’s ¢

Product : Razo, Enterlc coated tablets 20 mg
Tpoaykr: Pazo®, rabierkn, nokpe

I'Thie KHIICUNOPACTBOPUMOi 000J104KO#, 20 mr

Pagelof5/Crp.1 w35

Batch No- /Cepml Ne : C2115903 Batch Quantlty/ 1500000 Tablets
O6beM cepui: 1500000 TaGnerox

*’\ll;IIYtILJl Re pnrt No / Ananurnueckuii oruer Ne : 890001567085 | Date of Analysis / lara ananua: 11/01/2022 |

Date of Manufacture / /laTa npon3Boaersa :12/2021 Date of Expiry / Cpox roanoctu : 11/2024

|_Analysns performed accordmg ND / Anann3 nposenen no HJL: JII1-002666-13 | 120

Ne Test / Tlokusareanb Result / PesyabTarsl Specification / Hopma
1 |Description / Onncanne Round, biconvex, ycllow coated Round, biconvex, light yellow to yellow-
tablets with red ink imprinted coated tablets with red ink imprinted
«RB20» on the one side. The cross  |«RB20» on the one side. The cross section
scction is the core white. / Kpyrasle, |is the core from white to off-white. /
IROSKORKINTYKJIble TAONETKH, Kpyrible, —NBOSKOBLIMyKibE — TabneTkH,
MOKpBITBIE 0000UKOH CBETNIO- THIOKpPBITbIE 0BONOYKOH OT CBETIJIO-XKEATOro
HKENTOTO LBEIL, & MAPKUPUBKON N0  JKeJATOro  1BETa €  MAPKMPORKNM
xpactioro usera «RB20» Ha oaHOH  |KpacHOro  1BeTa «RB20» Ha onHOH
cTopoHe. Ha mornepeunom paspese | CTOpPOHE. Ha nonepe4uHoM paspese AApo OT
A1po 6esnoro 1reTa. Henoro A0 No4YTH HENOro LBETa.
2 |Identification By HPLC / Complies as prescribed / The retention time of the major peak in the
Moasnarocts BIXKX COOTBETCTBYET 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 ynep:kusaHus
OCHOBHOFO HKa Ha XpOMaTorpaMme
UCNBITYEMOTO PacTBOPa A0HKHO
COOTBETCTBOBATH BPEMEHU yIE€PKUBAHMS
OCHORBHOTO fTMKa Ha Xpomarorpamme
pacTBopa cTalaptiioro obpasua
pabenpazona Hatpus (pazaen
«Kon1uecTBEHHOE ONpPeIESIEHUEN ).
| 3 |Average weight of coated 206.84 mg /206,84 mr 212.68 mg + 5% (202.05-223.31 mg)/
tablets / Cpeansst macca 212,68 mr £ 5 % (or 202,05 mr o
TabaeToxK 223,31 mr)
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ipumeuanne: [poyKT COOTBETCIRYET TPEOOBANNIM H /L 3akmouenne: OJJOBPEHO -

!

Prepared by/ o Checked by Approved by: Manager
(o2& ' - _
[NoaroTosneHo: f [TposepeHo: [/\ / MeHe ke no O6€CHL‘H€IIM1% Ka4yecTna /

Date/ NaTa: '3‘974&”?/'2 Date/ JlaTa: | " "’OfQZ/OLL

Date/ [ara: LgﬁO/.——fZ/o’L"




Dr.Reddy’s ‘::’

CERTIFICATE OF ANALYSIS

CEPTHERHKAT AHAJIM3A

Batch No. / Cepun Ne : C2115903

Product : Razo, Enteric coated tablets 20 mg
TpoayxT: Pa3o®, TaGseTkn, HOKPbITbIe KHUIEYHOPACTBOPUMOi 000J104K0ii, 20 mr

Page 2 of 5/ C1p. 2 u3 5 =

Batch Quantity /

O6bem cepun: 1500000 Taonerox

_A;lglylical Report No / Anaautnuecknii oruer Ne : 890001567085

Date of Manufacture / [Iata npon3soacrsa :12/2021

Date of Expiry / Cpok rognocTn : 11/2024

Xn;lysis performed according ND / Anann3 nposeaen no H/L: JITT-002666-131120

1500000 Tablets

Date of Analysis / [lara anannza: 11/01/2022

Ne Test / IlokazaTennb

Result / PesysibraTnl

Specification / Hopma

4 |Dissolution / PacTBopenue

Unit-1/Eumnnua-1 1% In 0.1M hydrochloric acid solution — not
UrciEmmna? | 2% more than 10% of the labeled amount of
i Ci1sH20N3038Na (Rabeprazole sodium) is
Unit-3/Epunnuia-3 1% ~ |dissolved in 2 hours. / B 0,1 M pacrsope
Unit-4/Enunnua-4 3% XJIOPUCTOBOAOPOAHON KMCIIOTHI — He Gosee
Unit-5/Eannnia-5 1% |10 % oT HOMHHATBHOrO cojepiKaHus
Unit-G/Emmma o — 1C1sH2N302SNa  (pabempazosia  Hatpus)
B o yepes 2 u.
Unit-]/EuMHnua-l_ [ 92%  |In buffer solution pH 8.0 — not less than
UuG2E e 95% 75% (Q) of the labeled amount of
— - —_|CisHuN303SNa (Rabeprazole sodium) is
Unit-3/Equtnua-3 9% dissolved in 60 minutes. / B OydepHom
Unit-4/Ennnnua-4 96% pacrsope pH 8,0 — He menee 75 % (Q) or
"~ Unit-5/Eannnua-5 94% HOMUWHAJILHOTO CO/IepIKaAHNS
" Unit-6/Eanmmniac 8% CisH20N3O3SNa  (pabenpasona  narpus)
uepe3 60 MuH.

Remarks : The Product confirms to ND/

Ipumeuanne: IlponykT cooTBetcTryeT TpeboBaHusam H/L

Opinion : APPROVED
Jakmouenne: OJOBPEHO

Prepared by/
[MoarotoeneHo:

Checked by
[1poeepeHo:

A
s,

Approved by: Manager

Mu}:wccp o nﬁw! h&i;ié;}]_(/f

| Date/ Jara: 'ﬁ’zﬁ/{ ’W'

Date/ Jara:

[R-0]-9022

Date/ JaTa: lgr_Ol__ T 0L —
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CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A

Page3 of S/ Crp.3 w3 5 -

Batch No. / Cepnsa Ne : C2115903

Product : Razo, Enteric coated tablets 20 mg
Tlpoayxr: Pazo®, rabierkn, NOKPLITLIE KRIICTHOPACTBOPUMON 0605104K0ii, 20 mr

Batch Quantity /

O6bem cepuu: 1500000 Tagserox

51lytical Report No / Anaanruuecknii oraer Ne : 890001567085

Date of Manufacture / lara nponssoactsa :12/2021

Date of Expiry / Cpox roanocin : 11/2024

Analysis perfo_rmed according ND / Anann3 nposenen no HJI: JII1-002666-131120

1500000 Tablets

Date of Analysis / lata anannsa: 11/01/2022

_Nt_l Test / Tlokazaren

Result / PesynbTaThl

Specification / Hopma

5 |Related substances by HPLC / Poacreennbie npumecn, BOKX

Rabeprazole N-oxide /
Pa6enpazona N-okcun

Rabeprazole Sulfone /
Pabenpazona cynbdoH

Rabeprazole Methoxy analogue /
Pabenpazona meTokcu ananor

Pabenpazona xsnopo anasior

Rabeprazole Chloro analogue / _

Below LOD (LOD: 0.008%)/
Hwxe npenena obHapyskeHus
(T10 : 0,008 %)

0.07%/0,07%

Not detected / ne obHapy>keHa

Not detected / He oOHapykeHa

Rabeprazole Sulphide /
Pabenpazona cynbhun

Maximum unknown individual
impurity / Ennanunas
HeuJeHTUDHUMPOBaHHAs
npumech

0.02 % /0,02%

Less than LOQ (LOQ: 0.027 %)/
Hwke npeaena kon1MuecTBEHHOI O
onpenenenus (ITKO: 0,027 %)

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

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

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

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

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

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

Total impurities / Cymma
rpuMecei

6 |Residual Solvents content /
OcTaTouHble OpraHuuecKHne
PACTBOPHTENN

0.2%/0,2%

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

2025 pg/tab / 2025 mMxr na TabneTky

Ha TabneTky

Isopropanol — not more than 2621 pg per
tablet / Mizonponanon — He 6onee 2621 mkr

[ Remarks : The Product confirms to_ND_/
ITpumeuanne: TlpoaykT cooTBeTca T TpeboBannsm HJ

Opinion : APPROVED
| 3akiouenne: OJOBPEHO

| 2-e~Po22

|2 —0)-20291

Prepared by/ &aﬂ(’ Checked by Approved by: Manager
IloarorosneHo: A’QW’ TlposepeHo: K 7y b5 Menepkep no odbecnevueHHIO KauecTna

: INMED S | foetsd R £ (oot
Date/ Jlata: Date/ [lara:

Date/ [ara: Lge—o'.—’Z/OLJ/




Dr.Reddy’s "'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

P_roduct Bazo, Enteric coated tablets 20 mg

Batch No /Cepml Noe C2115903

Paged of 5/ Crp. 4u3 5 8

O6bem cepun:

Batch Quantity /

1500000 Tablets
1500000 Tabaerox

éngl_ytical :R__e_port_No / Ananntaueckuii oruer Ne : 890001567085

Date of Analysis / lata anaju3a: 11/01/2022

Date of Manufacture / [laTa npoussoacrsa

11272021

Date of Expiry / Cpok roanocts : 112024

Knalysis pe?f_ormed ac_co;'ding ND / Ananus nposeaen no HJI: JI[1-002666-131120

- Ne . _T;st / Hokazarennb

Result / PesyabTarTnl

Specification / Hopma

Unif()l;nity of dosage units /
OanopoaHoCTb A03UPOBAHNS

I

2.92,9
more

ooinee 15,0.

onpeaeaeHie

8 Micr_gﬁal limits / MukpoOunoJornyeckas YucToTa
a) Total aerobic microbial count / 10 CFU/g/
Obmee uncno adspodHBIX 10 KOE/r
MUKP O0OpPraHu3MOB
b) Total combined yeasts and Less than 10 CFU/g/
mould count / O61uee uucno Menee 10 KOE/r
JIPOSCKEBDBIX M NJIECHEBBIX TPUOOB
¢) E. coli Absentin 1g/
OtcytcTByeT B 1T
9 |Assay / KoanuecTBeHHOE 19.8 mg/ 19,8 mr o

The acceptance value (AV) should be not
than
npuemaemMoctTh (AV) nomkeH OblThb He

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/
JlomxkHbl oTcyTCTBOBaTh B 1 I

15.0. /

ITokazatens

labeled

OT
Tabnerke.

18.0mg to 22.0mg of CisH2oN303SNa
(Rabeprazole sodium) (90 to 110% of the
amount)
Or 18,0 mr no 22,0 mr C;sH2N30O3SNa
(pabenpasona natpus) (ot 90 no 110 %
HOMMWHAJILHOTO

per tablet /

collepiKaHus) B

_ijarks_ The Product confirms to ND/

IIpnmevanne: 1lpoaykr COOTBeTLU yeT TpebosaHusam HJ|

Opinion : APPROVED
3akaouenne: OJOBPEHO

oo (F2E | ey | R
: poBepeHo: (7 Menezrep 1o odecieuemo KkayecTsa
2 \.., sz —7 :9,._\_3&
Date/ Jlarta: . Date/ [aTa: Date/ [ara:
1329022~ P T4y app o | PN A 12 _of 2000




Dr.Redd Q

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIHM3A

Product : Razo, Enterlc coated tablets 20 mg

Hpoaykr: Pazo®, Tab1eTKn, NOKPbITbIe KHIETHOPACTBOPUMOH 0601

Batch No. / Cepus Ne : C2115903

Xnalytica_ll_Report No / Amanuruuecknii oTuer Noe :

PageS5of5/Crp.5u35

ouKoii, 20 mr
Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 TadJIeToK

890001567085

Date of Manufacture / ]lara npousBoacrsa :12/2021

Date of Analysis / I[aTa aHaju3a: 11/01/2022 _
" |Date of Expiry / Cpok roasocTy : 11/2024

Analys15 performed according ND / Ananus ﬂpOBeIleH no HJ: JITI- 002666-131120

Ne

Test / IlokazaTenn

Result / Pe: PesyabTaThl

Specification / Hopma

10 P_ack:ging / ¥Ynakonxa

11 [Labeling / Mapkuposka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 tabnetox B 6nucTepe U3
(IIBX/AJI/TIA) donbru /
aNIOMHUHHCBOH donbru. ITo
2 GnancTepa BMECTE ¢ HHCTPYKIIMEH MO
NPUMEHEHHIO B NA4YKy 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 (PYC/AI/PA) foil /aluminum
foil blister. 1 or 2 blisters and patient
information leatlet in a carton pack. /

Ilo 15 wmu 30 rTabnerok B Gankax u3
NONMATHICHA  BLICOKOM  MIIOTHOCTH €
BUHTOBOW  TOPJOBMHOM,  CHabKeHHBIX
MeMOpaHOH  IJ1sl  KOHTpOJISI  MEpPBOTO
BCKPbITHS, YKYNOPEHHBIX IIACTHKOBBIMH
HaBUHUYMBAaEMbIMH KPbILIKaMH c
NPOKJAaAKOH M  BIIOXKCHHEM TakeTa ¢
BNaronorioTuTesieM  (CUiauKarenb) W
TamrnoHa u3 nonuddupHoN BaTel. Kaxmas
faHka BMecTe ¢ MHCTpyKuHMeill no
NPUMEHEHHIO B MayKy KapTOHHYIO.

Ilo  15T1abnetox B  Onucrepe U3
(IIBX/AJI/TIA) donbrn / anomMuHveBROH
¢donbru. Ilo 1 nnu 2 Gaucrepa BMecTe ¢
MHCTPYKUHMEH TNO TPUMEHEHWIO B Mauky
KapTOHHYIO.

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHMSM

12 [Storage conditions / Xpanenne

At temperature below 25 °C. / [1pu Temneparype te Bbiwe 25 °C.

13 |Shelf life /

Cpoxk ropnoctn

According to ND /

B coorsercTBuu ¢ HJ/{

2 years (in bottles), 3 years (in blisters). /
2 ropa (B 6aHkax), 3 roaa (B OnucTepax).

Remarks : The Product confirms to ND/
Ilpumeuanne: IlpoayxT coorercymyeT TpebobaHusm HJL

“Opinion : APPROVED

3akmouenne: OJOBPEHO

Prepared by/ ﬂﬁﬁ/ Checked by Approved by: Manager

HOAFOTOBneHO:W [posepero: V)\@\ij? Mengagcep 110 ofecnenennio kaveerna
M | L) Rgni Mesisrf

Date/ Jlara: ,3@7% Date/ Jlara: IZH‘DI«?/O‘LZ, Date/ Jlara: l\%NO)._’La 2o




