Dr.Reddy’s X ‘

Product : Razo, Enteric coated tablets ylets 20 mg
IpoayxT: Pa3o®, Ta6ieTKH, IOKPbITbIE KHILIETHOPACTBOPHMOii 06o0J10uK0it, 20 Mr

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Page 1 of S/Crp. 1 w3 5

Batch No. /Cepnﬂ Ne: C2112382

Batch Quantity /
Oo6nem cepun:

1500000 T_a blets
1500000 TadaeToK

;@ytical Report No / Ananutnuecknii order Ne : 890001552505
Date of Manufacture / lata nponsBoacrtsa :09/2021

Date of Analysis / Jlara ananusa: 29/10/2021

Date of Expiry / Cpok roanocru : 08/2024

I_Analysis performed according ND / Ananu3s npoenen no HJI: JITI-002666-131120

Ne

Test / ITokazaTenan

1 |Description / Onucanne

Result / PesyabTaThl

Specification /Ho—pﬁm

Round, biconvex, light yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyrublie,
JBOAKOBBITIYKJIbIe TAONETKH,
NOKPBITHIE 000JIOUKOH CRETNO-
JKENTOTO LBETa, C MAapKUPOBKOM
KpacHoro ugera «RB20» Ha oanoii
cropose. Ha nonepednom paspese
aapo Genoro LseTa.

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. /
Kpyrnbie, OBOSKOBBINYK/ble  TabneTkw,
TOKPbITEIE 000NOUKOH OT CBETJIO-IKENTOTO
J0 usera ¢
KpacHOro «RB20» OIHOMU

cTopoHc. Ila nmoncpcuHoM paspesc saapo oT

JKENTOrO MapKUpPOBKOH

uBcTa Ha

6enoro 0 nouTtH Oes1oro LBeTAa.

|Tabnerox

3 |Average weight of coated
tablets / Cpemnsist macca

2 |Identification By HPLC /
TMopauunocrs BOZKX

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). / Bpems yaep>kupanys
QCHOBHOrO MrMKa Ha XpomMaTorpaMme
HCTILITYEMOTO pacTBopa A0JIKHO
COOTBETCTBOBATH BPEMEHH YEP>KHBaHUA
OCHOBHOTO NMUKa Ha XpoMarorpamme
pactTBopa cTaHfapTHOro obpasia
pabenpa3zona HaTpus (pazaen
«KonuuectseHHOE OnpeaesieHre»).

4 DiSSOluﬁOI]_/]TﬂCTBO[)EHHe

206.09 mg /206,09 mr

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

Unit-1/Eannnua-1 0%

In 0.IM hydrochloric acid solution — not

Remarks : The Product confirms to ND/
Ipumeuanne: T1poayKT COOTBETCLRYET Tpebosannam HJI

Opinion : APPROVED
Zakmouenune: OJOBPEHO

Prepared by/ 24 Checked by

IloaroTosneHo: W [lpoBepeno: (/\
Akl

Date/ [lara: QO'(O’QOD/( Date/ Hara:

20-]0-0Y

Approved by:

Mene prep no odecneuet o KaueeTna
oo Ran— fleceliny
Date/ Hara:

Manager

20-0-202|




®e CERTIFICATE OF ANALYSIS
o o CEPTHDUKAT AHAJIMA3A
D l_'g Reddy S ‘_‘ Page2of 5/Crp. 235

Product ¢ Razo, Enteric coated tablets 20 mg
Hpoayxr * Pa3o®, TabaeTkn, HOKPbITEIE KHIIEYHOPACTBOPAMOM 060/10uKO0ii, 20 MT

Batch No-/ Cepus Ne : C2112382 Batch Quantity / 1500000 Tablets

- - S ~ |O6Bem cepun: 1500000 Tadaerok |
AnaTyticﬂll}g)ort No / Anaaurnyecknii otuer Ne : 890001552505 | Date of Analysis / JaTa anasinsa: _2§/10/2021
Date of Manufacture / Jata nponszsoactsa :09/2021 Date of Expiry / Cpox roqnoctsn : 08/2024 N

Halysis ijé;formed according ND / Anannz nposeaen no H/I: JIM-002666-131120

Ne Test / TlokasaTean Result / Pesynabrathi Specification / Hopma
a o Unit-2/Eannuua-2 2% more than 10% of the labeled amount of
Unit-3/E annnua3 1% CigH20N3038Na (Rabeprazole sodium) is

dissolved in 2 hours. / B 0,1 M pacteope

Unit-4/Eqnnnna-4 0% XJIOPUCTOBOAOPOIHOM KHCIIOTBI — He Goree

Unit-5/Enunnua-5 0% 10 % oOT HOMMHANBHOIO coaepIKaHUs

Unit-6/Eananua-6 0% 1C18H20N303S8Na  (pabenpazonia  HaTpus)
e ——{4epe3 2 4.

Unit-1/Eannuya-1 88% In buffer solution pH 8.0 — not less than

Uit o 91% 175% (Q) of the labeled amount of
e CisH20N303SNa (Rabeprazole sodium) is

Unit-3/Eurnua-3 i dissolved in 60 minutes. / B 6ydepnom

Unit-4/Enunnua-4 91% pacteope pH 8,0 — ne menee 75 % (Q) or

Uiii=5 =S 87% HOMMHANBHOTO COJIEPIKAHMS

- — {CisH20N3O3SNa  (pabenpazona HaTpus)
Unit-6/Enninua-6 89%
| yepes 60 MuH.

S |Related substances by HPLC / Poacreennble npumecn, BIXKX

"Remarks : The Product confirms to ND/ O_pinion : APPROVED
I pnmeuanue: [poaykr cooTBercTBYET Tpeboanuam HJI 3akmouenue: OJOBPEHO
Approved by: Manager

Prepared by/ Checked by
ﬂoumTOBﬂeHo:(Qﬁ/ IporepeHo: M\@Uﬂé&) MeHeukep 1o ogecrneue o KEILlL‘\.‘THlIL {
j = /4 :_{ D 7 | - L

2o Ro L fleoe
Date/ Jlata: R0~ Date/ [ata: 20 /u) Z’OH Date/ Jlara: 30#(0#201,




CERTIFICATE OF ANALYSIS

Dr. Redd SS’. CEPTUOUKAT AHAJIM3A

Product : Razo, Entenc coated tablets 20 mg

Page 3 of S/ Crp.3 w3 5

Batch No-/ Cepusa Ne : C2112382

O6bem cepnu:

ponykr: Paso®, TabreTku, OKPHITHIC KHIIEMHOPACTBOPHMOii 0607101KOi, 20 mr S
Batch Quantity / 1500000 Tablets
1500000 TaGaerox

Analyt:cal chmt No / Auanurnueckuii oruer Ne : 890001552505

Date of Analysis / [laTa anaansa: _29F0/202 1

Date of Manufacture / Jlara npoussoactsa :09/2021

Date of Expiry / Cpox roanoctn : 08/2024

Analysis performed according ND / Anaaus nposexen no HJI: JI[1-002666-131120

Pa6enpazona cyabgoH

Rabeprazole Chloro analogue /
PaGenpa3zona xi0po aHanor

Rabeprazole Sulphide /
PaGenpazona cynbdun

Maximum unknown individual
impurity / EnnHnunas
HeneHTHPULpOBaHHas
npuMech

0.06%/0,06%

Rabeprazole Methoxy analogue / |Below LOD(LOD=0.01%)/Hnxe
Pa6enpazona METOKCH aHaior npezicia oOHapy KeHus
(IO =0,01 %)

Not detected / He oOHapyskeHa

0.04% /0,04%

0.04 % /0,04%

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

'hot more than 0.5% / ne 6onee 0,5 %

Ne " Test/IokasaTes Result / PesyabTaTnl Specification / Hopl\_m
Rabeprazole N-oxide / Below LOD(L_OD=0.008%)/H14>Ke not more than 0.5% / ne 6onee 0,5 %
Pabenpazona N-okcua npesena obHapyKeHns

(T1IO = 0,008 %)
Rabeprazole Sulfone / not more than 0.5% / ne Gonee 0,5 % |

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

not more than 0.2% / ve Gonee 0,2 %

Total impurities / Cymma
npumecen

0.3%/0,3%

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

OcraTounblie opraHnvueckue
PACTBOPHTEIH

6 |Residual Solvents content / 1559ug/tab / 1559MKr Ha TabiieTky

Isopropanol — not more than 2621 pg per |
tablet / U3onponanon — He Honee 2621 mkr

Ha TabneTky

7 |Uniformity of dosage units /
OxHOPOAHOCTD A03HPOBANMSA

8 |Microbial limits / Mukpo6noJioruueckas 11cToTa

4.7/4,7

The acceptance value (AV) should be not
more than 15.0. / INMokazarenb
npuemnemoctu (AV) nomked ObITb He

oonee 15,0.

Remarks : The Product confirms to ND/

IMpumeuanne: Ipoaykt coorsereppyet Tpebosatusam HJL

Opinion : APPROVED
Zakmouenne: OJJOGPEHO

| Checked by

Prepared by/ pﬁﬁ
]'lourmosnem:/ﬁ% [posepeHo: % U&U

Approved by: Manager
Meneurep no odecieueHo Kauee i

F20000 ol Blecelivy

Date/ Jlara: &D'(@"M Date/ Hara: ZO/U)/ZOH ‘Date/ [lata: 3O_lo_wg/,




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUHO®HUKAT AHAJIU3A

Ne

Product : R;IZO, Enteric coated tablets 20 mg
Hpoaykr: Pazo®, TAa0J1ETKH, IOKPhITbIE KHILIEYHOPACTBOPUMOi 00010UK0#H, 20 Mr
Batch No- / Cepust Ne : C2112382

A_l;a_lylic:l:lll_{cport No / Ananutuueckuii oraer Ne : 890001 552505

Page 4 of S/ Crp. 4u3 5

O0bem cepun:

Batch Quantity /

1500000 Tablets
1500000 Tagaerox

Date of Manufacture / lata npoussoactsa :09/2021

|Date of Analysis / lara ananusa: 29/10/2021
Date of Expiry / Cpox roanocty : 08/2024

A—na_lysisi)_ér_l'ormed according ND / Anann3 npoeaen mo H/I: JII1-002666-131120

Test / Mukuasarens

Result / Pesyabraryst

a) Total acrobic microbial count /
O61L1ee yucno adpoOHBIX
MUKPOOPraHU3MOB

b) Total combined yeasts and
mould count / O61ee uncno
JPO>KKEBBIX W NJECHEBLIX PUOOB

c) E. coli

10 CIU/g/

10 KOE/r He 6onee

Less than 10 CFU/g /

Menee 10 KOE/r He Gonee

Absentin 1g/
OtcytcTByer B IT

Not more than 1000 Cr'u/g/ a

Not more than 100 CFU/g /

Shall be absent in 1g /
HoskHbl OTCYTCTBOBaTH B | T

Specification / Hopma

1000 KOE/r

100 KOE/r

Assay / KonnuecTBenHoe
onpejaesicHue

20.0mg /20,0 mr

18.0mg to 22.0 mg of CigHyN303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or ]8,0 mr- ao 22,0 MI C18H20N303$Na
(pabenpazona Hatpus) (ot 90 no 110 %
OT  HOMHMHAJLHOTO  COAEpkaHHus) B
TabneTke.

Remarks : The Product confirms to ND/
[Mpumeuanne: Ilpoaykr cootseTcryveT Tpedosannsm HJL

Opinion : APPROVED
3akatouenne: OAOBPEHO

Prepared by/
IloarotoBneno:

Checked by

b

Date/ Ila{a: 20"(@"%

T1poeepeHo: l/7 %
YAAI

Approved by: Manager

Mere prep 1o 0hecHeaein kauecTra

o000 Ral floctiy”

Date/ B,ET_a:

20-10 0

Date/ JlaTa: 80 _ ’O-—Z@D/(




Dr.Reddy’s "‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Razo, Enteric coated tablets 20 mg

PageSofS5/Crp. 5u3 5

Ipoayxr: Pazo®, Ta6aeTkn, TOKPLIThIE KHLIEYHOPACTBOPUMOIi 060.104K0#, 20 MIr

Batch No-/ Cepus Ne : C2112382

AII:I') lics nl qurl No / Anasmrnueckuii oraer Ne : 890001552505

Batch Quantity / 1500000 Tablets
O0bem cepun: 1500000 Tagrerox
Date of Analysis / lara ananuza: 29/10/2021

Date of Manufacture / Jlara nponuzroacTra :(09/2021

Date of Fxpiry / Cpox mmchu 08/2024

Analysns performed according ND / Ananuz nponeueu no H/I: JIT1-002666-131120

[ Ne Test / [loxazaTesn Result / Pe3y.11bTaTbl Specification / Hopma
10 Packagmg/YnaKOBKa 15 tablets in a (PVC/Al/PA) foil| 15 or 30tablets in HDPE bottles with
/aluminum foil blister. 2 blisters and|screw neck equipped with tamper-evident
patient information leaflet in a carton| membrane sealed with plastic screw caps
pack. / Tlo 15 Tabnerok B 6nuctepe m3| with liner, bag of desiccator (silica gel) and
(JIBX/AJUTIA) donbru /| polyester cotton swab. Each bottle and
ATIIOMUHHEBOH ¢donbru. ITo| patient information leaflet in a carton pack.
2 6nmctepa BMecTe ¢ MHCTpykLMei no| 15 tablets in a (PVC/AI/PA) foil /aluminum
TIPUMEHEHHIO B MAYKY KAPTOHHYIO. foil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. /
INo 15 nnu 30 Tabnerok B Gamkax u3
NOJM3THICHA  BBICOKOH  IUIOTHOCTH €
BUHTOBOW  TOpJNOBHHOH,  CHaOGXEHHBIX
MeMOpaHOM  [JI1  KOHTPOJs  MEpPBOTO
BCKPBITHMS, YKYTNOPEHHBIX TJ1ACTHKOBBIMM
HaBUHYMBAaCMbIMH KPBILLIKAM K c
NpoKnaakoil W BIOXKEHHEM T[aKeTa C
BIATONOTJIOTUTENEM  (CHAMKaresib) W
TamMroHa M3 nonuddupHoil Batol. Kaxknas
G6aHka BMecTe C  HHCTPYKUMEH IO
MPUMEHEHHIO B NAUKy KapTOHHYIO.
Ilo 15Tabneroxk B  Oiucrepe w3
(IBX/AJI/ITA) ¢onsru / anoMHUHHERON
doneru. Ilo 1 nnu 2 Gauctepa BmecTe ¢
MHCTpyKUHEel No NPUMEHCHHIO B Mayky
KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
L B CooteercrByeT TpeOoBaHMAM B cootsetcTBHM ¢ HJ|
12 [Storage conditions / Xpanenne | At temperature below 25 °C. / Ilpu Temniepatype He Bbliie 25 °C.
13 |Shelf life / 2 years (in bottles), 3 years (in blisters). /
Cpox ropnoctn 2 ropa (B 6aHkax), 3 rona (B OnucTepax).

__Remarks The Product conf'lms-to ND/

Hpumeuanne: [lpoaykr COOTBETCTBYET Tpebopannsam HJI

Prepared by/ Checked by
[TonrorosneHo: f [lpoBepeno: l/) %

_Opinion : APPROVED
3akmouenne: OJOBPEHO

Approved by: Manager
Menesucep no obecriede i kauecTra

FRoea) Ko Recetriy

Tate/_ﬂa?a: 20-0 ,20% Date/ Hata:
20 10-20Y

Date/ JlaTa: go(lOPL@L'




