CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

®e
Dr.Reddy’s ‘;’

Product : Razo, Enteric coated tablets 20 ;g

Ipoayxr: Pazo®, TabueTKH, HOKPLITHIC KIIIETHOPACTBOPHMOIi 000J104K0ii, 20 Mr

Page 1 of S/ Crp.1m35

Batch No. / Cepnst Ne : C2109401

Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 Tabuerok

Analytical Report No / Anaanruuecknii oruer Ne :

890001538995

Date of Analysis / Jata anaamnsa: 10/08/2021

Date of Manufacture / Jata npoussoacrsa :06/2021

Date of Ex_piry / Cpok roanoctu : 05/2024

Analysis performed according ND / Ananus nposenen no HJL: JII1-002666-131120

No Test / lokazarenn Result / Pesyabrarnl Specification / Hopma
1 |Description / Onucanne Round, biconvex, yellow coated Round, biconvex, light yellow to yellow-
tablets with red ink imprinted coated tablets with red ink imprinted
«RB20» on one side. The cross «RB20» on the one side. The cross section
section is the core white. / Kpyruible, [is the core from white to off-white. /
JBOSIKOBBIMYKJTbIC TAOAETKH, Kpyrable, ABOSKOBBLINYKJblE  TabJIETKH,
MOKPbITLIE 000JIOUKOH JKEATOrO MOKpPLITbIE 000JOUKOH OT CBETJI0-KENITOro
LBETA, ¢ MAPKHPOBKOH KPACHOrO A0  OKENTOr0  LBETa C  MAPKHPOBKOI
usera «RB20» na onnoli ctopote. kpacHoro useta «RB20» wua  ojumoit
Ha nonepeunom paspese aapo cropone. Ha nonepeunom paspese sapo ot
Oesioro ugera. 6enoro A0 nouTH 0eoro uBeTa.
2 |Identification By HPL.C / Complies as prescribed / The retention time of the major peak in the
IMopnmuunocts BIKX CooTeeTcTBYET 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 ynepokvBatius
OCHOBHOTO MHUKa Ha XpoMaTorpaMmme
MCTIBITYEMOIO PACTBOPA HOJIKHO
COOTBETCTBOBATH BPEMCHH Y/1ePrKHBAHHsI
OCHOBHOTO MUKa HA XPOMATOrpaMme
pacTBOpa cTaHAapTHOrO obpasua
padernpazona naTpis (pazaen
«KoftmuecTeeHHoe onpesencie).

3 |Average weight of coated 207.35 mg /207,35 mr 212.68 mg % 5% (202.05—223.31 mg) /
tablets / Cpenusisi macca 212,68 mr £ 5 % (or 202,05 Mr jo
TAdNETOK 22331 mr)

S — .| — SN = |
4 [Dissolution / Pacrsopenne [ Unit-1/Emmvma- 1| 3% In 0.IM hydrochloric acid solution — noy
Remarks - The Product confirms to NI/ Opinion : APPROVED _ _
Tpmnicaanie: | Hpojvil u)()l”l%l%\tl rpeooBattgn T 3axunoucunc: OJIOBPEHO B
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@ CERTIFICATE OF ANALYSIS
’ o@® CEPTHDPUKAT AHAJIM3A
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Product : Razo, Enteric coated tablets 20 mg
Iponyxr: Pazo®, Ta6/1eTKH, NOKPBITHIE KHIIEUHOPACTBOPHMOii 06010uK0H, 20 Mr

Batch No. / Cepus Ne : C2109401 Batch Quantity / 1500000 Tablets

- O0bem cepun: 1500000 TaGaerox
Analytical Report No / Anaantuyeckuii oruer Ne : 890001538995 | Date of Analysis / JlaTa anann3za: 10/08/2021
Date of Manufacture / Jlata npoussoacrsa :06/2021 Date of Expiry / Cpok roanocrn : 05/2024 I

Analysis perforn;e(l according ND / Auanns nposeanen no H: JIT1-002666-131120

Neo Test / HHokasarein Result / PesynabTaTht Specification / Hopma
N Unit-2/Eaunanna-2 1 % more than 10% of the labeled amount of]
U8B g 1% CisH20N303SNa (Rabeprazole sodium) is
= - dissolved in 2 hours. / B 0,1 M pactpope
Unit-4/Eunnua-4 0% XJIOPHCTOROAOPOJHON KHCIIOTBI — He Oosee
Unit-5/Eannnna-5 3% 10 % oOT HOMHHANBLHOIO COMEpIKAHMS
Unit-6/Eqnnnua-6 0% CisH20N5;OsSNa  (paGenpazona  wartpus)
————{depe3 2 u.
Unit-1/Equuuua- 93%  |In buffer solution pH 8.0 — not less than
I e 94%, 75% (Q) of the labeled amount of
: o7 CisH20N3O3SNa (Rabeprazole sodium) is
Unit-3/Eaunnua-3 R dissolved in 60 minutes. / B GydepHom
Unit-4/Eanunua-4 93 % pactsope pH 8,0 — ne mence 75 % (Q) ot
[ Ui E S 93 %, HOMHHAJILHOIO COACPIKAHHS
| —_— CisH20N:O3SNa - (padenpasona  waTpus)
Unit-6/Eaununua-6 96%
vepes 60 MuH.
| Remarks : ﬁt_‘_i)l':)(lllcl conlirms to ND/ Opinion : APPROVIED ::'I
Mpusicuanne: Hpo'n k1 coorrgigrpyer rpedosanvsm HJL Baginoucnne: OJOBPEHO
_]>,~Tp;“~cd by/ 2 Checked by Approved by: Manager
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Product : Razo, Enteric coated tablets 20 mg
Ipoagyxr: Pazo®, Tab/ieTKH, NOKPBITbIE KUIIEYHOPACTBOPHMOIi 06010uK0ii, 20 Mr

Batch No. / Cepna Ne : C2109401 Batch Quantity / 1500000 Tablets
OoBeM cepun: 1500000 TabseTok

Analytical Report No / Apasntuueckmii otuer Ne : 890001538995 | Date of Analysis / lata ananmsa: 10/08/2021

Date of Manufacture / lata npouszBoacrsa :06/2021 Date of Expiry / Cpox roaunoctn : 05/2024

Analysis performed according ND / Ananuz nposenen no HJI: JI1-002666-131120

Ne Test / IlokazaTenan Result / PesynsTaTsl Specification / Hopma
5 [Related substances by HPLC / PoacTBennbie npumecn, BIXKX - -
Rabeprazole N-oxide / Less than LOQ (LOQ= 0.022 %)/ |not more than 0.5% / e Oonee 0,5 %
Pabenpaszona N-okeun Huxe npenena KOAMUECTBEHHOIO
onpexaenenus (I[IKO= 0,022%)
- 0 A 0
Rabeprazole Sulfone / 0.07%/0,07% not more than 0.5% / ne 6onee 0,5 %
Pa6enpaszosna cysibdon
Rabeprazole Methoxy analogue / not more than 0.5% / ne Sonee 0,5 %
Pabenpazona merokcu aHanor Not detected / He oOHapy:keHa

ﬁb@razole Chloro analogue / not more than 0.5% / He 6onee 0,5 %

Not detected / He oOHapyKkeHa
Pabemnpazona xmopo aHanor

Rabeprazole Sulphide / 0.06% /0,06% not more than 0.5% / e Gonee 0,5 %
PabGenpasona cynsbua

Maximum unknown individual not more than 0.2% / re 6onee 0,2 %
. . 0.04 % /0,04%
impurity / Enpnuunas

HeUJeHTU(hUIHpOBaHHAS

NpUMEChH
Total impurities / Cymma 0.4% /0,4% not more than 2.0% / ne Gonee 2,0 %
npumeceit
6 |Residual Solvents content / 1547 ug/tab / 1547 mkr Ha TabneTky |Isopropanol — not more than 2621 u@er—
OcTrarouHble OPraHHYecKHe tablet / M3onponanosn — He Gosiee 2621 Mkr
pacTBOPHTENN Ha TabIeTKy
7 |Uniformity of dosage units / N 4.0/4,0 The acceptance value (XV) should be not
OaHOPOAHOCTH 103HPOBAHMUS more than 15.0. / ITokazartens
npuemnemoctd (AV) nomkeH ObITb He
Gonee 15,0.
Remarks : The Product confirms to ND/ o Opinion : APPROVED
[Ipumeyanue: [MponyxT cooregycreyet TpedoBanuam HJI 3akmiouenne: OJOBPEHO
Prepared by/ /Vp tf"@/’e;‘ l(_jlhecked by_ . A?‘pr_gyce_cf by: M?n?ger ‘ i
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CEPTUOHKAT AHAJIU3A
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Page 4 of S/ Crp. 4 m3 5

Product : Razo, Enteric coated tablets 20 mg

Hpoayxr: Pazo®, TabneTki, NoKpbITHIC KHUICTHOPACTBOPUMOF 000J10MK0i, 20 Mr

Batch No. / Cepus Ne : C2109401

Batch Quantity /
O6nem cepuu:

1500000 Tablets
1500000 rtadaerox

Analytical Report No / Anaautnuecknii oruct Ne : 890001538995

Date of Analysis / Jlara ananunza: 10/08/2021

Date of Manufacture / Jlata npouseoacrsa :06/2021

Date of Expiry / Cpok roanocru : 05/2024

Analysis performed according ND / Ananus npoeeaen no HJI: JIN-002666-131120

Ne Test / [Toka3zarenn

Result / Pesyabsratnl

Specification /Hopma_

8 [Microbial limits / MukpoGuosnornueckas uncrora

a) Total aerobic microbial count /
Obuiee uncno aspodHbIxX
MHUKpPOOPraHU3MOB

b) Total combined yeasts and
mould count / OGiuee uncno
APOJOKEBBIX U MECHEBBIX MPHOOB

c) E. coli

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

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

Absentin g/
OtcyterByeT B IT

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 g/
JoMmKHbBI OTCYTCTBOBATL B | T

9 |Assay / Koanuecrennoe
onpeneJenme

20.0 mg /20,0 mr

18.0mg to 22.0mg of C;sHN;0:;SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr g0 22,0 mr CsHaoN3O1SNa
(pabernpazona narpus) (ot 90 o 110 %
OT  HOMHHANLHOrO  cojepykalus) B
Tadnerke.

Remarks - The Product conlirms to NI/

Mpuyeuanue: HpoayeT coornerct iy el rpedosaisia )]

Opinion : APPROVED
Jakinoucuine: (),Zl()Bl’lCl-l()__
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page S5of 5/Crp.5u3 5

Product Razo, Enteric coated tablets 20 mg
Ipoayxr: Paso®, tabuerku, noKpuIThIE KHIIEYHOPACTBOPIMOi 00on0ukoii, 20 mr

Batch No. / Cepust Ne : C2109401

Batch Quantity /
Oo6nem cepun:

1500000 Tablets
1500_000 TA0eTOK

Analytical Report No / Anaautuuecknii oruer No :

890001538995

Date of Analysis / Jlara anannsa: 10/08/2021

Date of Manufacture / Jlata npoussoacrna :06/2021

Date of Expiry / Cpoxk roanocrn :

05/2024

Analysis performed according ND / Ananus nposeaen no HJI: JITI-002666-131120

Ne Test / llokaszaTennb

Result / PesyabraTs

Specification /Hopma—

10 [Packaging / Ynakonka

| 11 L’db(}li;]g/M&lpKllpOBK&l

12_'St0ragc conditions / Xpaneune

15 tablets in a (PVC/AIPA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 Tabnerok B Gaucrepe u3
(MBX/AJI/TTIA) ¢donbru /
ANOMHHHEBOM donbru. [lo
2 Onucrepa BMecTe ¢ HHCTPYKUMET 110
NMPHMEHCHHIO B MAaYKy KAPTOHHYIO.

Complies as prescribed /
CootaercTByeT TpeOOBAHHAM

Shelflife /-
Cpox roanocri

13

'According to ND /

At temperature below 25 °C. / Tlpu TCMrlep’l’l ype He Bblie 25 °C.

| 2 years (in bottles), 3 years (in blisters).
2 rojia (B Oankax). 3 roaa (B Osnucrepax).

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. /

ITo 15 nnn 30 TaGnerok B OaHkax u3
MONHUAITHIEHA  BBICOKOH  MIIOTHOCTH ¢
BUHTOBOH rOPNOBHHOM, cHaOKEHHBIX
MeMOpaHOH Uil KOHTpOJISI  NEPBOro
BCKPBITHS, YKYNOPEHHBIX TMJIACTHKOBLIMH
HaBUHUYHMBAEMbIMH KpbILIKaMH c
NpOKNaAKOH W BJOMKEHUEM MNaKeTa ¢
BJArQMNOrioTHTEIEM (cunukarens) H
TamroHa U3 nonudpupuoil BaTel. Kaxkpas
daHka BMecTe ¢  MHCTPYKLMER  no
NPUMEHEHHIO B NMAUKy KapTOHHYIO.

[Io  15Tabnetox B  OGnucrepe w3
(TIBX/AJVITA) Qoabrn / amoMHHHEBO#
¢onbru. Tlo | unn 2 Onucrepa BmecTe ¢
HHCTPYKLIMCH 110 NpPUMCHEHMIO B Nauky
KapTOLHYIO.

|B coorBercrnm ¢ 1|

/

| Remarks
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