Dr.Reddy’s “'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Pagelof S/Crp. 1us5

Product Razo, Enteric coated tablets 20 mg

IIpoaykT: Pa3o®, Ta6aeTKH, NOKPbITbIe KHUIEYHOPACTBOPHMO¥ 060104K0i, 20 Mr

Batch No./ Cepnsi Ne : C2111543

Analytlcal Report No / Ananuruueckuii oruer Ne
Date of Manufacture / ﬂaTa NPOH3BOACTBA :08/2021

Batch Quantity /
O0bem cepnu:

1500000 Tablets
1500000 radaerox

890001547348

Date of Analysis / laTa anajau3sa: 28/09/202 1

Date of Expiry / Cpoxk ro;mocnl 072024 |

Analysns performed accordmg ND / Ananus IlpOBeﬂeH no HJI: JIT1-002666- 131120

M pumeuanne: Tpoyii L.lltHl‘k.IL).L}\

Remarks : The Product confirms to ND/

[ Ne Test / [lokazarens Result / PesyabTaThl S_pecification /Hopma

1 |Description / Onncanne Round, biconvex, yellow coated Round, ﬁcal\_/ex, 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
section is the core white. / Kpyrasie, |is the core from white to off-white. /
JIBOSIKOBBIMYKIIbIE TaOJETKH, Kpyrsble, nBOSKOBBINYKIBIE TabieTkwy,
NOKpBITLIE 000OUKOI OT CBETIIO- TIOKpBIThIE 000N0UKOH OT CBETIO-KENTOrO
KENTOrO J10 JKEJITOro LBETa C IO OKEeITOro LBeTa ¢  MapKUPOBKOM
MapKUPOBKOH KpacHOTO 11BeTa kpacHoro 1uBera «RB20» na opnoi
«RB20» Ha onHo# cTopoHe. Ha cropoHe. Ha nonepeuHoM paspese sapo ot
TIONepeyHOM pa3spese 51po MOUTH 6emnoro no nmoutu Oesoro UBeTa.
Henoro LipeTa.

2 |Identification By HPLC / Complies as prescribed / The retention time of the major peak in the

Tloannuuocts BIMKX 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 ynepsknuanus
OCHOBHOT'O ITMKa Ha XpoMaTtorpaMMe
HCTBITYEMOTO pacTBoOpa JA0MKHO
COOTBETCTBOBATb BPEMEHH yIE€P)KUBAHHA
OCHOBHOT'O MHKa Ha XpoMaTorpamme
pacTBOpa cTaHaapTHOro obpasua
pabenpazona HaTpus (pazaen
«KonwuecTBeHHOe onpeaeneHe»).

3 |[Average weight of coated ©205.32 mg /205,32 Mr 212.68 mg £ 5% (202.05 —223.31 mg)/
tablets / Cpeanns macca 21268 mr = 5 % (or 202,05 mr pno
Tab/1IeTOK 223,31 mr)

4 |Dissolution / PacTBopenne Unit-1/Eamnnua- 1 l 0%  [In 0.IM hydrochloric acid solution — not

e1 1petoBanyam HJ|

Opinion : APPROVED

Zakarouenne: OJ/IOBPEHO

Prepared by/
o f pr}

Checked by

Ilpoeepeto: C/w\j #:}17

Approved by: Manager
Mulu? Kep 1o nnLLEIL'IL]IiIH\ KavecTni

GW—L@D }%rvuh ﬁ_ﬁa@ﬂ ]

[Toarorosaeno:
Date/ Jlata: 30_@7__ ‘09%

Date/ Harta: 3 0 /09/24)9/’

Date/ Jlata: 2 0.0 % ,_/]_,02,/




CERTIFICATE OF ANALYSIS

CEPTH®IKAT AHAJIM3A

Dr.Reddy’s “:‘

Product : Razo, Enteric coated tablets 20 mg

IIpoaykT: Pazo®, Ta61eTKH, IOKPLITHIE KHIIEYHOPACTBOPUMOIi 060/10uK0i, 20 Mr

Page2 of S/ Crp. 2 u3 5

Batch No. / Cepusn Ne : C2111543

:A_nalytical Report No / Ananutnueckmii otuer Ne : 890001547348

Batch Quantity /
O0bem ceprn:

1500000 Tablets
1500000 ra6aerox

Date of Analysis / laTa ananusa: 28/09/2021

Date of Manufacture / JIara npon3soacrsa :08/2021

Date of Expiry / Cpok roguocty : 07/2024

Xnalysis performed according ND / Ananns nposeaen no HJI: JI[1-002666-131120

No

Test / Iloxa3zarennb

Result / PesynbTaTsl

Specification / Hopma

| Unit-6/EauHuna-6

Unit-2/Eaununa-2 2% more than 10% of the labeled amount of
Unit-3/Eanrnma-3 0% C18H20N303SNa (Rabeprazole sodium) is
i dissolved in 2 hours. / B 0,1 M pacrBope
Unit-4/Enununa-4 2% XJIOPUCTOBOZAOPOAHOM KNCIOTBI — He Honee
Unit-5/Ennnnuna-5 0% 10 % OT HOMMHANBLHOIO CcOAep)KAHUS
Unit-6/Exunnua-6 70, |CisH20N3O3SNa  (pabenpazona  Hartpus)
yepes 2 u.
Unit-1/Enunnna-1 j 94%  |In buffer solution pH 8.0 — not less than
Unit-2/Eqnnnna-2 93% 75% (Q) of the Ilabeled amount of
; CigH20N303SNa (Rabeprazole sodium) is
Unit-3/Enurmua-3 e dissolved in 60 minutes. / B 6ydepHom
Unit-4/Envnnua-4 94% pacteope pH 8,0 — ne menee 75 % (Q) ot
Unit-5/Eannna-5 93% HOMMWHANLHOTO COACPIKAHHUS
CisH0N3O3SNa  (pabenpazona  HaTpus)
91%
yepes 60 MuH.

S |Related substances by HPLC / Poacteennnie npumecs, BOXKX

?emarﬁ_s ] Th_e Product confirms to ND/

Prepared by/ Q/Cl-"'
ﬂoarmosnemy&ﬁ/

I pumeuanne: [lpoaykr COOTBCTCTI});‘\-_!T_TPC6OI_38HM5]M H 1

Opinion : APPROVED
3akaouenne: OJOBPEHO

Checked by
[lpoeepeHo: N/ :
AT

Approved by: Manager

Me) 1CIHCP 110 o0eCreUeHno KavecTna

Pe.e.wf_D Qﬁjﬂ«j NLetly

Date/ [lata: 30,@ 7‘ . W

Date/ Jlara:

20-09 202

Date/ Jara: &O.-OQ].-’Z,O'L,




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

Product_TRazo, Enteric coated tablets 20 mg

Page3 of 5/Ctp.3m3 5

HpoayxT: Pazo®, TabieTkn, HOKPbITbIe KHILIEYHOPACTBOPHMOIi 000104 K0ii, 20 Mr

;&_nalyticEReport No / Ananutuuecknii oraer Ne : 890001547348
Date of Manufacture / /Iata npoussozgctsa :08/2021

Batch No./ Cepuns Ne : C2111543

Batch Quantity /
Oonem cepun:

1500000 Tablets
1500000 —TaGnerox

Date of Analysis / JlaTa anamsa: 28/09/2021

Date of Expiry / Cpox roanoctn : 07/2024

Analysis performed according ND / Ananaus nposeaen no HJ/I: JI11-002666-131120

No Test / IloxkazaTenn

Result / PesynabsTatsl

Specification / Hopma

Rabeprazole N-oxide /
Pa6Genpaszona N-okcup

npenena oOHapyKeHUs
(I10 =0,008 %)

Rabeprazole Sulfone /
Pa6enpasona cynbdon

Pa6Genpazona MeToKcH aHajor

Rabeprazole Methoxy analogue /

0.08%/0,08%

Below LOD(LOD=0.01%)/Huxe
npeziesa oOHapyKeHUS

"Re;t;pr_azole Chloro analogue /
PaGenpazona xnopo ananor

(TT0 = 0,01 %)

Not detected / He oOHapyrkeHa

Rz;b_epazole Sulphide /
PaGenpasona cynsdun

Maximum unknown individual
impurity / Enunununas
HeuleHTUUIMPOBaHHAS
npuMech

onpeaenenus (ITKO= 0,027%)

0.02 % /0,02%

Below LOD(LLOD=0.008%)/Hwixe

Less than LOQ (LOQ= 0.027 %)/
Hwxe npezena Konn4ecTBEHHOTo

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

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

not more than 0.5% / xe Gosee 0,5 %

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

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

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

Total impurities / Cymma
rnpumMecei

0.2% /0,2%

Residual Solvents content /
OcTaTouyHble OpranudecKne
pACTBODHTEJIH

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

Eliformity of dosage units /
OpnopoanoCcTh 103HPOBAHMS

1325ug/tab / 1325mk1 Ha 1abierky

Isopropanol — not imore than 2621 pg per
tablet / Mzonponanon — ne Gomee 2621 mkr
Ha TabneTky

2.2/2,2

The acceptance value (AV) should be not
more than 15.0. / TTokazatenb
npuemnieMoctd (AV) paomuxeH ObITh He

bonee 15,0.

[ Remarks : The Product confirms to ND/

Ilpumeuanne: Ilpoaykr cooTBgTCTR

yeT Tpebosannam HJI

Opinion : APPROVED
3akmarouenne: OJOBPEHO

Prepared by/ /&;2‘7
HOLLFOTOBﬂeHO‘.W

Checked by

IlpoBepeHo: {/@\%

Approved by: Manager
Menejprkep 1o obecneuenmio KauecTra

Date/ JlaTa: gc)ro ?> 204/)

Date/ Jlara: ZO’Oq —ZOH

Date/ Jata: gy __o% - 200 7——[




Dr.Reddy’s ":'

Product : Razo, Enteric coated tablets 20 m_g
Ipoayxr: Pazo®, Ta6eTKH, NOKPBITbIE KNILIEYHOPACTBOPHMON 060J10uK0i, 20 MI

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page 4 of 5/ Crp. 4n3 5

Batch No. / Cepml Ne : C2111543

Batch Quantlty/
O0bem cepuu:

ﬁ)m _'i‘ablets o
1500000 rabnerox

Analytical Report No / I_\HaJ'IHTli:IeCKHﬁ otuer Ne : 890001547348
Date of Manufacture / lara npoussoacrsa :08/2021

Analysis_performed according ND / Ananus nposeged no HJ: JITT-002666-131120

Date of Analysis / lara anannza: 28/{)9/202 1
Date of Expiry / Cpox rognocty : 07/2024

Ne Test / Iloxkaszareas

Result / PesynabTaTnl

Specification / Hopma_

8 |Microbial limits / MukpoOnosiornueckas 4ucrora

Ob6miee yncno a3pobHbIX
MMKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / Obinee urcno

c) E. coli

a) Total aerobic microbial count /

APOXKIKEBLIX U INICCHEBBIX Fp[/l60B

10 CFU/g /
10 KOE/r

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

Absentin 1g/
OtcyterByer B 1T

9 |Assay / KonnuecTBennoe
onpeenenue

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/
JlomxHe! oTCyTCTBOBaTH B 1 T

199 mg/ 19,9 mr

18.0 mg to 22.0mg of C;gH»N30;SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet  /
Or 18,0 MIr 10 22,0 MI" C]gHzoN}O}SNa
(pabenpazona natpusa) (ot 90 no 110 %
OT  HOMHWHAJBHOIO  COAEPXKAHWA) B
Tabnerke.

Remarks : The Product confirms to ND/
Hpumeuanune: [poaykr coorseTe I}L\leT TpedoaHmam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/ p Checked by Approved by: Manager —

[Moarotoeneno: Jb&/ [Mposepeno: ﬂ\(} —.}B Mul?—gmp no oGecnedenmy MIM]E-UZ{
et Ko llests

Date/ ata; 3(_)-07 W Date/ [Jara: 20 "Oq'u” Date/ Jlarta: 30(_0 Q],-’ZzOQ_[




Dr.Reddy’s Q%

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIU3A

Product : Razo, Enteric coated tablets 20 mg_ )
IpoayxT: Pazo®, Ta6JieTKH, NOKPhITbIe KHIIEYHOPACTBOPHMOIi 060J10uK0i, 20 Mr

Page Sof S/ Crp. S5uz 5

Batch No./ Cepust Ne : C2111543

énalytic_al Report No / Anasnruueckuii oruer Ne : §90001547348

Batch Quantity /
O0bem cepun:

1500000 Tablets
1500000 Iaﬁﬂe'ro_]c

Date of Manufacture / lara nponssoacrsa :08/2021

Date of Analysis_/_I[aTa_aﬂanmE:_ 28/09/2021 |
Date of Expiry / Cpoxk roanoctn : 07/2024 ]

&na]ysis_performed according ND / Anann3 nposeaen no H/I: JIT1-002666-131120

Ne

Test / Iloxazarenan

Result / PesyabTaTsi

Specification / Hopma

10 Pacl_(aging / Ynakoska

11 Labeling / Mapknposka

12
13

StoEge conditions / Xpanenne

Shelf life /
Cpok ronnoctn

Complies as prescribed /

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 Tabnerok B 6iucrepe u3
(IIBX/AJITIA) dhoneru /
ATFOMUHHUEBOM donpru. o
2 6nMcTepa BMecTe ¢ MHCTPYKUMER 1O
NPUMEHEHUIO B MaYKy KapTOHHY!O.

15 or 30tablets in HDPE bottles with
screw neck equipped with tamper-evident
membrane scaled 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 leaflet in a carton pack. /

IMo 15 wan 30 Ttabnetok B GaHkax w3
HOJIM3TUIIEHa  BBICOKOI  MJIOTHOCTH ¢
BUHTOBOM  TrOpPJNOBMHOM,  CHaO>KEHHBIX
MeEMOpaHOH AN KOHTpPONs  MepBOTO
BCKPBITHS, YKYTMOPEHHbIX TJ1aCTHKOBLIMH
HAaBMHYMBaEMbIMH KpbILLIKaMH c
NpOKIagKoW W  BJIOKEHWEM [aKeTa ¢
BNArONOrioTHTENEM  (CWIMKarelb) W
TamMnoHa M3 nonudhupHoil BaThl. Kaxjas
GaHka BMecTe C MHCTPYKUMEH No
TIPUMEHEHHIO B NAauKy KapTOHHYIO.

Ilo  15Tabnetox B  Onucrepe  u3
(IIBX/AJITIA) donbrn / anioMrHueBoi
donwru. Tlo 1 unu 2 GnucTepa BmecTe ¢
MHCTPYKLMEH MO MPUMEHEHMIO B MAYKy
KapTOHHYIO.

COOTBCTCTB_yeT Tpe6OBaH UM

According to ND/
B coorBeTcTBUM ¢ H]]

At temperature below 25 °C. / TTpu TeMnepaTtype He Bbiiie 25 °C.

2 years (in bottles), 3 years (in blisters). /

2 ropa (B 6ankax), 3 rona (B 6aucTepax).

Jlpumenanne: Ilpoaykt cooTerciny

Remarks : Th;)roduct confirms to ND/

et TpedoBannaM HJJ

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by/ s 2N

Checked by

[posepeno: V)\%\w—%

[loarotoBnen
Date/ _IIaTa: &0 07 *209/1

Date/ [ara: 20 /09 90 ”

Approved by: Manager

Meneprep no obecneyenng, KauecTna

Date/ Jlata: \26(_03 ’LO')/’

Froeetn) KoL lecay




