Dr.Reddy’s ":‘

Product : Ra_zo, Enteric coated tablets 20 mg
IpoayxT: Pa3o®, TaG1eTKH, NOKPbITbIE KHILIETHOPACTBOPHMOK 060104 K0ii, 20 Mr

CERTIFICATE OF ANALYSIS

CEPTUDIICAT AHAJIN3A

Page 1 ofS/Crp.1m3 5

Batch No./ Cepust No : C2111544

_énalytic_gl_Re_port No / Aﬂﬂm_“;mecmaii oTuer Ne : 890001547873
Date of Manufacture / JIata npoun3soacrea :08/2021

Batch Quantity /
|O0Bem cepun: oKk |
Date of Analysis / laTa ananusa: 21/10/2021

1500000 Tablets
1500000 Tadaerox

Date of Expiry / Cpok roasoctn : 07/2024 a

Analysis performed according ND / Anaau3 nposeaen no HJI: JIT1-002666-131120

No Test / Ilokazarenn Result / PesyabTaTnl Specification / Hopma

1 |Description / Onncanune Round, biconvex, light yellow 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
section is the core white. / Kpyrnble, |is the core from white to off-white. /
JBOSIKOBBIMTYKJIblE TAONETKH, Kpyrnble, OBOSKOBBIMYK/IbIE  TaGJETKH,
MOKPBITBIE 00600YKOIi CBETAO- MOKPBIThIE 00OJOYKOH OT CBETIIO-KENTOro
JKENTOrO 1IBETA, ¢ MAPKHPOBKOH JO0  OKEJTOro LB€Ta C  MapKUpPOBKOM
kpacHoro 1geta «RB20» na onnoit  |kpacworo usera «RB20» Ha onmHOM
cropone. Ha nonepeunom paspese  |cropoHe. Ha nonepeuHom paspese sapo ot
sanpo Geroro upera. Gentoro 10 noyty Gesoro LBera.

2 |Identification By HPLC / Complies as prescribed / The retention time of the major peak in the
Hognnunocts BIKX 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>kuBaHus
OCHOBHOrO MHKa Ha XpoMaTorpaMmme
MCTILITYEMOTO PAcTBOpa JOKHO
COOTBETCTBOBATh BPEMEHW YACPIKUBAHNS
OCHOBHOTO IKKa Ha XpoMaTorpaMMe
'pacTBOpa CTaHAApTHOrO 00pasLa
pabenpazona HaTpus (pa3nen
«KomnunyecrseHHoe onpeneneHuen).

3 |Average weight of coated 206.56 mg /206,56 mr 212.68 mg + 5% (202.05 -223.31 mg) /
tablets / Cpeansig macca 212,68 mr £ 5 % (or 202,05 wmr no
TabJeToK 223,31 mr)

| 4 |Dissolution / PacTBopenue Unit-1/Eannnua-1 | 0% In 0.IM hydrochloric acid solution — not

Remarks : The Product confirms to ND/
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CEPTUOHUKAT AHAJIU3A
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Page2 of 5/Crp. 23 5

Product : Razo, Enteric coated tablets 20 mg
TpoayxT: Pazo®, TabieTku, NOKPbIThIE KAIIEYHOPACTBOPUMOK 0060.104Ko0ii, 20 Mr

Batch No./ Cepus Ne: C2111544

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Tagaerok

Date of Analysis / laTa anann331:_2_1/10/2021_

Date of Manufacture / [Iata npoun3sBojctsa :08/2021

Date of Expiry / Cpox rognocts : 07/2024

Analysis performed according ND / Anann3 nposegen nmo HJI: JII1-002666-131120

Ne

Test / IlokazaTean

5 |Related substances by HPLC / Poncteennnble npumecn, BOXKX

l_le;lt/PesyanaTbl Specification /Hopma_ R
Unit-2/Equunna-2 0% more than 10% of the labeled amount of
TUnie3 Bopvmad 0% C18H20N303SNa (Rabeprazole sodium) is
- dissolved in 2 hours. / B 0,1 M pactBope
Unit-4/Emutnita-4 U XJIOPUCTOBOAOPOHON KUCIIOTBI — He Gosee
* Unit-5/Eaunnua-5 0% 10 % OT HOMWHAIBHOTO COAEpPKAHUS
[ Unit-6/Eqununa-6 1% CisH20N303SNa  (pabenpasona Harpus)
: = yepes 2 4.
Unit-1/Eaqununna-1 90% In buffer solution pH 8.0 — not less than
Unit-2/EAnHnna-2 92% 75% (Q) of the labeled amount of
: C1sH2N303SNa (Rabeprazole sodium) is
Unit-3/Equnnna-3 B dissolved in 60 minutes. / B OydepHom
Unit-4/Ennnauna-4 94% ' pacteope pH 8,0 — He menee 75 % (Q) ot
Unit-5/CanHuua-5 88% HOMUHAITLHOTO COo/IepXKaHUs
= CisH20N3O3SNa  (pabenpazonia  Harpus)
Unit-6/EnnHnna-6 90%
uepes 60 MUH.

Remarks : The Product confirms to ND/
Ilpumenanne: Ilpoaykr coorBeTcryeT TpeboBannam HJI
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page3 of 5/Crp.3m3 5

Product : Razo, Enteric coated tablets 20 mg
Ipoayxr: Pazo®, TabseTkn, NOKPHITbIE KHIIEYHOPACTBOPUMOT 000/104KOi, 20 Mr

Batch No./ Cepusi Ne : C2111544

Batch Quantity / 1500000 Tablets R
O0nem cepun: 1500000 radnerox

_Aﬂyj_tical Report No / AHanuTHYeCKHii oryer Ne : 890001547873
Date of Manufacture / Jlata npousBoactsa :08/2021

Date of Analysis / lata ananuza: 21/10/2021
Date of Expiry / Cpok ronsoctu : 07/2024

Analysis _performed according ND / Anann3 nposeaen no HJL: JIT1-002666-131120
Lo - — =

Ne Test / IlokazaTenn Result / PezyabTaThbl

Specification / Hopma

Rabéprazole N-oxide /
Pabenpasona N-oxenn

Below LOD(LOD=0.008%)/Huxe
nipesiena oOHapy>keHua
(ITO = 0,008 %)

Rab_eprazole Sulfone /

0, [5)
Pa6e]']pa30_]]a C)’Jlb(i)OH 008 A)/0,0SA)

Rabeprazole Methoxy analogue /
Pabenpazona meTokcu aHanor

Not detected / He obHapy>kena

Eb_eprazole Chloro analogue /]

Not detected / He 0OHapy>keHa
Pa6enpazona xnopo ananor

0.03% /0,03%
Pabenpazona cynsdun

Maximum unknown individual
impurity / Enynnanas
HEUJICHTUPHULIHPOBAHHAS
npuMech

0.01 % /0,01%

Total impurities / Cymma
npumecei

0.2% /0,2%

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

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

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

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

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

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

not more than 2.0% / He Gonee 2,0 % ]

6 |Residual Solvents content / | 1619pg/tab_/ 1619mKr Ha TabneTky
OcTarounble OpraHuvecKue

pacTBOpPHTEN

Isopropanol — not more than 2621 pyg per
tablet / isonponanosn — He 6onee 2621 mkr
Ha TabneTky

7 |Uniformity of dosage units / 3.2/3,2

O}lHOI)O)_]HOCTb AO3NPpOBAHNA

The acceptance value (AV) should be not
more than 15.0. / Tloka3aTenb
npuemseMoctTd (AV) nomkeH ObITh He
oonee 15,0.

8 |Microbial limits / Mukpoﬁuoﬁ(;_uqecmm UHETOTA

Remarks : The Product confirms to ND/
Ipumeuanne: IIpoaykT cooTBeTCIpeT TpeboBanuam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO
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Product : Razo, Enterlc coated tablets 20 mg

Ipoayxr: Pa3o®, TabaeTkn, nOKphITHIE KHIIEYHOPACTBOPAMOI 060.104K0H, 20 Mr

Batch No./ Cepust Ne : C2111544

Batch Quantity / 1500000 Tablets

O6bem cepun:

Knalyticé—R_E[&rt No / Ananuruuecknii order Ne : 890001547873

Date of Manufacture / Jlata nponssoacrna :08/2021

Analysis performed according ND / Asanu3 nposeaen no HJI: JII1-002666-131120

Ne Test / TlokazaTens

Result / PesyabTaTsl

Specification / Hopma

1500000 _T_aﬁneTox
Date of Analysis / lara ananusa: 21/10/2021
Date of Expiry / Cpok roanoctu : 07/2024 n

a) Total aerobic microbial count /
O61uee yncno a3podbHbIX
MMKPOOPraHU3MOB

b) Total combined yeasts and
mould count / O6utee uncno
JPOAOKEBBIX M 1LUIECHEBbLIX I'PUOOB

¢) E. coli

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

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

Absent in 1g/
OtcyrcTRyeT B 11

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/
Jlo/mKHEI OTCYTCTBOBATE B | T

9 |Assay / KonnuectBenHoe
onpeneeHne

20.3mg /20,3 mr

18.0mg to 22.0mg of C;sH20N303;S8Na
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 18,0 \%0 i (o] 22,0 mr CigH20N303SNa
(pabenpazona uarpus) (ot 90 pno 110 %

OT  HOMMHHAJBHOTO  COjiepIKaHMs)
Tabnerke.

B

Remarks : The Product confirms to ND/

IIpumeuanne: ponykt coorsercTyeT Tpebosanmam HJL

Opinion : APPROVED
Jaxawuenne: OJOBPEHO

Prepared by/ 5| Checked by Approved by: Manager
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Page 5of 5/Crp. 5u3 5

Product : Razo, Enteric coated tablets 20 mg

Ipoaykr: Pazo®, Ta6ieTKH, NIOKPLIThIe KAIIEYHOPACTBOPRMO# 060J10uK0i, 20 MI

Batch No./ Cepust Ne : C2111544

Batch Quantity /
Oo6Bem cepun:

1500000 Tablets
1500000 _’Eaﬁﬂe"ro](

_An_alytical Report No / Auaantnueckuii oruer Ne : 90001547873

Date of Analysis / /laTa ananusa: 21/10/2021

Date of Manufacture / [lata npousBoacrsa :08/2021

Date of Expiry / Cpok rognocts : 07/2024

_Analysis performed according ND / Ananau3s nposeaen no HJI: JI[1-002666-131120

Ne Test / Hoka3zaTeb

Result / Pe3yasTaTsl

Specification / Hopma

10 [Packaging / YnakoBka

Lab;ling / I\Eﬁkupomca

12 |Storage conditions / Xpanenne

15 tablets in a (PVC/Al/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / TTo 15 Tabnerox B 6uctepe u3
(IIBX/AJI/TIA) donsru /!
TIOMUHHEBOH donbru. Ilo
2 GnvcTepa BMECTe C MHCTPYKUMEH 1o
NPUMEHEHHUIO B NaYKy 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/AI/PA) foil /aluminum
foil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. /

IMo 15 wmm 30 Tabnerox B GaHkax wu3
NONUITHIEHa  BBICOKOH  MIIOTHOCTH  C
BHHTOBOH  FOPJIOBMHOM,  CHaO>KEeHHBIX
MeMOpaHOii  JUIT  KOHTpOJs  MEpBOro
BCKPBITHS, YKYNOPEHHBIX MNIJIaCTUKOBBIMH
HaBUHYHBAEMBIMH KpbILITKaMH c
NpoOKJIanKkod W BJIOXKEHHWEM TakeTa C
BJAaronorjoTuTeneM  (CWJIMKarenb) U
Tamnona u3 nonusupnoii Batel. Kaxxaas
6aHka BMecTe C MWHCTpPYKUMeH 10
NIPUMEHEHHIO B NMaUKy KapTOHHY!O.

ITo 15Tabnetox B  Onucrepe  u3
(TIBX/AJI/TIA) doabru / anoMHUHWEBOI
donsru. Tlo 1 unn 2 Gauctepa BMecCTe ¢
MHCTPYKUMEH MO NPUMEHEHWIO B Mauky
KapTOHHYIO.

Complies as prescribed /
COOTBeTCTByeT TpeOoBaHHAM

At temperature below 25 °C. / [1pu Temnepatype He Bbllie 25 °C.

13 |Shelf life /

Cpok roanoctn

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

According to ND /
LB cooTBeTCTBUM ¢ HJI

¥

2 ropa (B 6aHkax), 3 rona (B 6nucTepax).

Remarks : The Product confirms to ND/
| ITpumeuanne: [1poaykt coorsetcpgyeT Tpebobanuam HJI

Opinion : APPROVED
Jakmouenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager
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