Dr.Reddy’s "'

Product

Batch No./ Cepus Ne : C2115904

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AITAJIM3A

Pagel of S/Crp. 135

Razo, Enterlc coated tablets 20 mg
Tpoaykr: Pazo®, Tabierkn, NOKPLITbIE KUINEUHOPACTBOPUMOii 060.104K0ii, 20 Mr

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 TajJeToK

|Analytical Report No / Anaantuiecknii oruer Ne :

890001567478

Date of Analysis / [laTa ananu3sa: 12/01/2022

Date of Manufacture / lata nponspoacrsa :12/2021
/_\nnlysis -p_e—rforlﬁad acml—‘di_ng ND / Anamuz "pOR_PJleH nn HJI: M-002666-131120

Date of Expiry / Cpox rogHocTH : 112024

Test / TTorasaresb

o
1

l)esc;iption / Ouneanne

Result / Pesyisiuiol

_Speciﬁcation /IIO[;\'HI

Round, biconvex, yellow coated

tablets with red ink imprinted
«RB2U» on the one side. The cross
section is the core while. / Ipyiuibic,
JBOSIKOBbITIYKI1bl€ TAONETKH,
NOKpPbITbIE 0000UKOH CBETIIO-
YKEJITOrO LIBETA, C MAPKHPOBKOWM
kpacHoro useta «RB20» Ha oguoi
cropoxe. Ha nonepeyHom paspese
Anpo Oenoro uBeTa.

2 |Identification By HPLC /
TTopaunnocr, BOXKX

Complies as prescribed /
CooTtBeTCcTBYET

3 Aver_age weight of coated
tablets / Cpeansisi macca
Tabaerok

Round, biconvex, light ycli)\_zv' to yell_ow-
coated tablets with ink imprinted
«RB20» on the one side. The cross section
is the core from whitc to off-white. /

red

Kpyrnbie, ABOSKOBbLINYK/IbIE — TabneTkw,
MOKPBITbIE ODONOUKOH OT CBETIO-XKENTOrO
1o

KpacHOro

JKEJITOIO nBeTa C

«RB20» OZIHOM
CropoHe. Hd 1101epeuHOM paspese spo ol

MapKHpOBKOH

1BeTa Ha

oeJjioro OO0 NOoYTH Oenoro ugera.

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). / Bpems yaep>xkvBauus
OCHOBHOTO NKKa Ha XpoMaTorpamme
MCMBITYEMOr0 PacTBoOpa JOKHO
COOTBETCTBOBATH BPEMEHH YA€ PAKHMBAHUSA
OCHOBHOTO NUKa Ha XpoMaTorpamme
pacTBopa cTaHAapTHoro obpasua
pabenpazona HaTpus (paszes
«KonuuecTBeHHOE onpeaeseHrey).

©207.02 mg /207,02 mMr

Remarks : The Product confirms to ND/

Tlpumenanue: [lponykr coorBeTchipygi rpedosannsm HJ

212.68 mg + 5% (202.05 - 22331 mg)/ = |
212,68 mr = 5 % (ot 202.05 wmr po
223,31 mr)

Prepared by/

IloaroToBneHo: EW

Opinion : APPROVED
3akmouenne: OJOBPEHO

Checked by

[TposepeHo:; V\@mb
_/7

Approved by: Manager

Murf,’.j,m_p O QOCCHEUCHHIO KAUeCTRa
| WLQM

Date/ [lata: ) 4‘,@) ~ 2 o) 2

Date/ [laTa: }(-FFO”ZO'?/?/

Date/ Jlarta:

I —0l-202 2~




®e CERTIFICATE OF ANALYSIS
9 o CEPTHOUKAT AHAJIM3A
ngReddY S ‘.. Page2 of 5/ Cip. 2 m3 5

Product : Razo, Enteric coated tablets 20 mg
Hponyxr: Pazo®, Tabnerku, noxpbiThie kumeunopacTBopumMoii 060104K0ii, 20 mr

Batch No. / Cepus Ne : C2115904 Batch Quantity / 1500000 Tablets

| o - - O6bem cepun: 1500000 TaGaeroxk
Analytical Report No / Ananatnuecknii oruer Ne : 890001567478 | Date of Analysis / lata ananusa: 12/01/2022 |
Date of Manufacture / Jlata npousBoacrsa :12/2021 Date of Expiry / Cpox rogroctn : 11/2024

Kna—lysis [;er?ormed according ND / Ananu3s ;lponenel; no_H}I: JIT1-002666-131120

Ne Test / Ilokazaren Result / PesyabTaTni Specification /Hop;la
4 Diss(_)lu_tion/PﬂC'wopeHue Unit-1/Ennumna-1 0% In 0.1M hydrochloric acid solution — not
Unit-2/Eannnna-2 3% more than 10% of the labeled amount of
- _ CisH20N303SNa (Rabeprazole sodium) is
it R aME D o dissolved in 2 hours. / B 0,1 M pacreope
Unit-4/Exqnnuna-4 | 1% XJIOPUCTOBOAOPOAHON KHUCNIOTHI — He Gonee
" Unit-5/Equnnna-5 0% 10 % OT HOMMHANIBHOTO CoO/lepXKaHusl
- CisH20N303SNa  (pabenpazosia  Hatpus)
Unit-6/E pjannua-6 0%
yepes 2 u.
Unit-1/Eavnuna-1 i 97% In buffer solution pH 8.0 — not less than
Ui e 94%, 75% (Q) of the labeled amount of
: CigH20N3O3SNa  (Rabeprazole sodium) is
Unit-3/Eunmua-3 S dissolved in 60 minutes. / B 6ydepHom
Unit-4/Eannnua-4 94% pactsope pH 8,0 — ne menee 75 % (Q) or
W T TS 939%, HOMHHANLHOTO COofiepIKaHus
- - CisH2oN3;O:SNa  (pabenpazona  Hatpus)
Unit-6/Eantnna-6 93%
yepes 60 Muh.
Remarks : The Product confirms to ND/ Opinion : APPROVED
IMpumenanne: [lpoaykT cooTBevgLpyeT TpeboBaHUAM HI 3akmouenne: OJOBPEHO

Approved by: Manager

_Prepared by/ Checked by -
[ToaroToBneHo: /g [Tposeperio: V\@M’LQ(” Mene rep 1o odeenedeHng KauecTna
- [
M7 | Rostot Rt Neoetd |

Date/ Jlata: ’Arol-?d 2| Date/ Hara: ’(/["O’—Z/D‘L?f— Date/ Jlara: IL{/ Ol 2oL




CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A
Dr.Reddy’s €3¢ s O as,

Product : Razo, Enteric coated tablets 20 mg
Iponykr: Pazo®, Tabaern, nokpriThie kKHIeuHOpacTBOpPUMOIi 060/101K0ii, 20 Mr

Batch No. / Cepus Ne : C2115904 Batch Quantity / 1500000 Tablets
Oo0bem cepuu: 1500000 Tadénerox

Analytlcal Report No / Anannruyeckuii oruer Ne : 890001567478 | Date of Analysis / lara ananusa: 12/01/2022 |

Date of Manufacture / JIara nponssoacTsa : 12/2021 Date of Expiry / Cpox ronHOCTu 11/’70’74

AnalySIS pel‘formed according ND / Ananus nposenex no HJI: JIT1-002666- 131120

| No " Test/ Hoxasarenn Result / PesyabTarsi Specification / Hop;la
5 Rela.t;;(l_substances by HPLC / PoacTBeHHbIE IlpHM_ECH, BOXKX B - N
Rabeprazole N-oxide / Below LOD (LOD: 0.008%)/ not more than 0.5% / ne 6onee 0,5 %
Pat6enpazona N-okcup Hwsxe npenena obnapyskeHus
(I10 : 0,008 %)
ﬁat;e_p_r;zo]e Sulfone / not more than 0.5% / He 6onee—0,5°_A)

Pa6enpasona cynbhon 0.08%/0,08%

Rabeﬁazole Methoxy analogue / not more than 0.5% / ne 6onee 0,5 %
Pabenpazosia MeTokcH ananor Not detected / He obHapyskeHa
Rabeﬁzole Chloro analogue / not more than 0.5% / ne 6onee 0,5 %
PaGenpazosna XJ10po ananor Not detected / ne oGHapy»ceHa
Rabeprazole Sulphide / not more than U.5% / ve 6onee 0,5 %

Less than LOQ (LOQ: 0.027 %)/
Hwxe npenena KoAUMYECTBEHHOTO
onpeaenenus (I[MKO: 0,027 %)

Maximum unknown individual not more than 0.2% / e 6osee 0,2 %
impurity / Enynnunas
HeuaeHTUGpHIUpOBaHHAS

Pa6enpa3zona cynshua

0.02 % /0,02%

npumech
Total Tm;urities / Cymma 0.2% /0,2% not more than 2.0% / ne 6onee 2,0 %
npumecen

6 |Residual Solvents content / 1654 pg/tab / 1654 mxr va Tabnerky |Isopropanol — not more than 2621 g per
OcTaTouHble oprannveckue tablet / MUzonponanon — He Gonee 2621 mMkr
PACTROPUTENH HA TafneTKy

Remarks : The Product confirms to ND/ Opinion : APPROVED T

Ipnmeuanne: [TpoaykT cooTBeTeyBYET Tpedoparusm HJI 3akmouenne: ONOBPEHO

Prepared by/ ) X | Checked by Approved by: Manager
Iloarotosneho: W IpoeepeHo: VMQ Memg rep no umun_numm Ka4eCTBa

Date/ Jlara: 14©) “W Date/ Jlara: /Q’"O' -'?/O'LL"D‘“Q/ HaTa: lkk’~o‘ YLy




CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A
DrO Reddy S q.. ~ Pagedof 5/Crp.4u35

Product : Razo, Enteric coated tablets 20 mg
IIpoayxr: Pazo®, rabieTkn, nokpoIThbie KHILETHOPACTBOPHMOIT 060/104K0ii, 20 MF

Batch No. /Cepml Ne : C2115904 Batch Quantlty/ 1500000 Tablets
~ |O6Bem cepum: 1500000 Tagaerox

Analytlcal Report No / Ananutiuecknii oruer Ne : 890001567478  |Date of Analysis / Aara ananusza: 12/01/2022

Date of Manufacture / Jara npoussoacrna :12/2021 Date of Expiry / Cpox roaiocrn : 11/2024

Analysis performed according ND / Ananns nposeaen no HJI: JII1-002666-131120

No ~ Test/Hokasatenn ) Result / PesyabnTaTsi Speciﬁcation/Hopn—q‘a
7 U_nit_'(;nTity of_dosage units / 2.5/2,5 ]:he_acceptance value (AV) should be not
OaHOPOAHOCTH 103U POBAHNST more than 15.0. / Tloxazarens
npuemnemocth (AV) nomked ObiTh He
Honee 15,0.

8 |Micrabial limits / Mukpoafinonoruueckas 9ncToTa

a) Total aerobic microbial count / Less than 10 CFU/g/ Not more than 1000 CFU/g/
O6uiee uncno aspobHbIX Menee 10 KOE/r He 6onee 1000 KOE/r
MUKPOOPraHH3MOB

b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O6wiee uncno Menee 10 KOE/r He 6onee 100 KOE/r

APOICOKEBLIX U TVIECHEBLIX Fpl/l6OB

c) E. coli Absentin 1g/ Shall be absent in 1g/
OTtcyTteTBYeT B IT Jlospknbl OTCyTCTBOBATL B | T
— — — . |
9 |Assay / KonnuecTtBennoe 20.0 mg /20,0 mr 18.0 mg to 22.0 mg of CgHxN:O:;SNa
onpegesenne ' (Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /

Or 18,0 mr go 22,0 mr C;sHxN3;O;SNa
(pabenpazona Hatpus) (oT 90 no 110 %
OT  HOMMHAJLHOrO  cojepXaHui) B

TabneTke.
‘Remarks : The Product confirms to ND/ - O;)m—lor; APPROVED o
IIpumeuanne: IpoaykT cooTBeTcTBYET TpeboBanuam HJI 3akmouenune: OJJOBPEHO
Prepared by/ @'GjChecked by Approved by: Manager
[loaroTosnelio: W Iposepeto: V\Mﬂb Mewneep no unuuuuﬂmw\ avecTea (
NP -15
Date/ Jlara: "o - . Date/ Jlara: Date/ [aTa:
f-ol -2 022 JY-61-2022— | Gp~0l-2022




_ Dr.Reddy’s ‘:'

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Razo, Enteric coated tablets 20 mg

Page Sof S/ Crp. SmsS

TIpoaykr: Pazo®, TabseTkn, NOKPBIThIE KHIIEYHOPACTBOPUMOIi 060J104K0#, 20 Mr

Batch No- / Cepnst Ne : C2115904

Analytical Report No / Ananntuuec

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Tagaerox

xuii oraer Ne : 890001567478

Date of Analysis / laTa ananu3za: _12/01/262_2 )

Date of Manufacture / /Iata npounssoacrsa :12/2021

Date of Expiry / Cpok roanocrn : 11/2024

A;alysis p_er_for;ed according ND / Ananus nposenen no H/L: JII1-002666-131120

Ne Test / Tlokazatenn

Result / PesyanTarni

10 Pacl;aéin_g / Ynakoeka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 Tabnetok B 6ancrepe u3
(IIBX/AJI/TIA) dbonbru /
aJIIOMHHUEBOH donbru. ITo
2 GaucTepa BMeCTe ¢ MHCTpYKUKEH 10
TIPUMEHEHHIO B MAYKY KapPTOHHYIO.

'l:abeTing / MapkupoBka

Storage conditions / Xpanenue

Shelf life /
Cpox roanoctn

Specification / Hopma

15 or 30tablets in HDPE bottles with
screw ncck cquipped 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 Icaflct in a carton pack. /

[lo 15 wnu 30 Tabnetox B Oankax u3
MOJIMATHAEHA  BLICOKOW  TUIOTHOCTH ¢
BUHTOBOM  rOpPJOBHHONH,  CHaOXKEHHBIX
MeMOpaHOH  Afs  KOHTPONsA  MEpPBOro
BCKPBLITHS, YKYMNOPEHHBIX MM1AaCTUKOBLIMK
HaBHHYMBAEMbIMH KpbILLIKAMH c
NPOKNAJKOH M BAMKEHUEM [akeTa ¢
BNAronornoTuTesieM  (Cuiukarenb) U
TamnoHa M3 nonudduprol BaThl. Kaxnas
faHka BMecTe €  MHCTPYKUMEH TO
NPUMEHEHUIO B MaYKy KAPTOHHY1O.

Ilo 15Tabnetok B  Onucrepe  u3
(NBX/AJVTTIA) Qonbru / anntoMHHWEBOM
donbru. Tlo 1 nnu 2 Gaucrepa BMmecTe ¢
MHCTPYKUHMEH MO TNPUMEHEHWIO B Nauky
KapTOHHY!O.

Complies as prescribed /
‘CoOTBETCTBYET TPEOOBAHUAM
At temperature below 25 °C. / Ilpu Tem

According to ND /
B coorBercTBumn ¢ HJI

nepartype He Bbie 25 °C,

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

!
2 ropa (B H6ankax), 3 rona (B dnucrepax).

ITpumeuamne: [lpoaykr coorsercTs

:l?emarks : The Product confirms to ND/

yeT TpeboraHuam HJI

Prepared by/
Hoarorosneno;

Checked by

[posepetio: L /\Q‘%

| Date/ Jlata: ,4_,@1 ~90)2

Date/ Jata: }L{‘_olrwlﬂ

Opinion : APPROVED
| 3akmouenie: OJJOBPEHO
Approved by: Manager

Mene. m;lm HO O0CCHEMCHTTIO RatgecTsa (;M

Date/ Jara:

[+4-01- 200




