CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page1of S/ Crp. 1 w35

" Dr.Reddy’s €

Product : Razo, Enteric coated tablets 20 mg

Mpojyxr: Pazo®, Tabaerkn, NOKPLITLIE KMIeYopacrBopumMoii 0601

oukoii, 20 mr

Batch No. / Cepust Ne : C2113215

Batch Quantity /
O0Bem cepun:

1500000 Tablets
1500000 Ti}_ﬁne]‘o]c

Analytical Report No / Anaanrnuecknii oraer Ne : 890001 553689

Date of Analysis / /lata anannsa: 0_6/_1 1/2021__

Date of Manufacture / lara npoussoacrsa :10/2021

Date of Expiry / Cpox roanocrn : 09/2024
Analysis pﬁor‘med according ND / Anann3 nposenen no HJI: JIM1-002666-131120 .

Ne " Test / Tlokazarenn

Result / PesyabTarsl

Specification / Hopma

1 |Description / Onucanue

Round, biconvex, light yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyrisie,
IBOAKOBBINYKIIblE TAONETKH,
TIOKpBITBIE 060JIOUKO¥ CBCTIIO-
’KeJTOro 1BETA, C MAPKHPOBKOH
kpachoro usera «<RB20» Ha oHOK
cropone. Ha nonepeunom paspese
anpo Gesoro 1BeTa.

Round, biconvex, light yellow w0 yellow-|
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpytible, ABOAKOBBIYKIBIC — TabneTky,
NOKPBITbIE 0OONOUYKON OT CBETJI0-KEJITOrO
210
KPacHoro

KEJNTOro 1IBETA ¥ M'deHpOBKOﬁ
«RB20y» OJHOM

cTopone. Ha monepeunom paspese sipu ol

LBETA Ha

0eJioro A0 NOYTH Oenoro nBera.

Identification By HPLC /
Topaunnocts BIXKX

Complies as prescribed /
CooTBEeTCTBYET

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 ynep>xusaHus
OCHOBHOTO [TWKa Ha XpoMaTorpamme
UCHBITYEMOrO PacTROPA JI0JKHO
COOTRETCTBOBATb BPEMEHH YA€ PIKHBAHUsI
OCHOBHOI'O NMKa Ha XpoMaTtorpamme
pacTBopa CTaH[apTHOro obpasua
pabenpasona HaTpus (paszes
«KonnyecTeeHHOE OnNpeaeneHue).

Average weight of coated
tablets / Cpennss macca
TabJIeTOK

205.75 mg /205,75 mr

212.68 mg + 5% (202.05 —223.31 mg) / R
212,68 mr £ 5 % (or 202,05 mr po
223,31 mr)

4

Dissolution / PacrBopenne

Unit-1/Eannuna-1 2%

In 0.1M hydrochloric acid solution — not

|

N pumeuanue: TPojly KT COOTBETETRY

Remarks : The Product confirms to ND/

er Tpebosanmsam HJL

Opinion : APPROVED
3akitouenne: OAOBPEHO

Prepared by/
8

Checked by
Mposepeno: | /| U
L--\@mﬁ-w’r’

Approved by: Manager

N]CIIt‘,’DIiL‘P no ofecHeyen i KayecTna

Popeore Ro-~C Neoe

MoarorosneHo:
Date/ Jlara: 05/'1' / *%

Date/ JlaTa: Oq /l"w?/)

Date/ Jlata:

O -1]-202/)
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Product : Razo, Enteric coated tablets 20 ) mg
TIpoaykr: Pazo®, Tabaerku, NOKpbITbIE KHIIETHOPACTBOPUMOH 0605101K0#, 20 Mr

Batch No. / Cepun Ne : C2113215

Batch Quantlty /
O0bem cepun:

1500000 Tablets
1500000 Ta0/IeTOK

Analytical Repm t No / Anaanrudeckuii oruer Ne : 890001553689
Date of Manufacture / Jlara npon3soacrsa :10/2021

Date of Date of Analysis / lara anannsa: 06/11/2021
" |Date of Expiry / Cpok roaHocTs : 09/2024

| Analysis i-)_e_rformed according ND / Ananns nposenen no HJI: JI[1-002666-131120

Ne Test_/ TToxazarenn

Result / PeayabTaTbl

Specification / Hopma

more than 10% of the labeled amount of]

C1sH20N303SNa (Rabeprazole sodium) is
dissolved in 2 hours. / B 0,1 M pactsope

XJIOPUCTOBOUOPOIHON KHUCTOThE — He Gollee

10 % OT HOMHHAJIBHOIO COJEpP>KAHUS

C]SHZON:;OSSNa
yepes 2 4.

(pabenpazona HaTpus)

In buffer solution pH 8.0 — not less than
75% (Q) of the labeled amount of

CisH20N303SNa (Rabeprazole sodium) is
dissolved in 60 minutes. / B OGydepHom

pactBope pH 8,0 — ne menee 75 % (Q) or

HOMWHAJILHOT'O COAEPIKAHNSA

CisH2oN3O3SNa  (pabenpazona Hatpus)

Unit-2/Egununna-2 4%
Unit-3/Eaununna-3 0%
Unit-4/Epunnua-4 0%
Unit-5/Eaunnua-5 0%
Unit-6/Ennnuna-6 0%
Unit-1/Equnanua-1 92%
Unit-2/Eannnua-2 91%
Unit-3/Enunnua-3 87%
Unit-4/Ennnnna-4 91%
Unit-5/Eaunnua-5 90%
Unit-6/EE1HH uua-6 88%

|uepes 60 mun,

5 |Related substances by HPLC / PoacTeennnie npumecu, BKX

Remarks : The Product confirms to ND/
I pumeuanne: Ilpoaykr COOTBETCTBYET TpeboBanuam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

q,rf?/OO/l

Prepared by/ (// Checked by Approved by: Manager
]_IOHI‘OTOBJ'ICHO/ I1posepeHo: VQW\Q Mere; ;)mp Mo nmuwaunnn KauecTna
| Date/ Hara: Date/ JlaTta: Date/ Jara:

09 -N-262)

lOrH-—wb/




Product : Razo, Enteric coated tablets 20 mg
Hpoaykr: Pazo®, TabaeTku, IOKPLIThIE KHIIEYHOPACTBOPHMOIi 060104K0#, 20 Mr
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Dr.Reddy’s €

Batch No. / Cepus Ne : C2113215

(0111 8

Batch Quantity /

1500000 Tablets

eM CepHH: 1500000 TaGaerok

Ealytical_Report No / Ananutuyecknii oryer Ne : 890001553689
Date of Manufacture / lata nponspoacrsa :10/2021

Date of Analysis / [laTa ananuza: 06/1 172021

Date of Expiry / Cpok rognoctu : 09/2024

_Analysis performed according ND / Ananns nposenen no HJI: JI[1-002666-131120

N[

Test / IlokazaTtenn

Result / PesyabraTsi

Specification / Hopma

Rabeprazole N-oxide /
Pabenpazona N-okcua

Rabe}razole Sulfone /
Pabenpasona cynspoH

Rabeprazole Methoxy analogue /
PaGernpazona MeTOKCH aHanor

Rabeprazole Chloro analogue /
Pabenpazona xnopo aHanor

“Rabeprazole Sulphide /
PaGenpasona cynedun

Maximum unknown individual
impurity / Enunnunas
HEeWACHTHOUIMPORBaHHAS
MPUMECH

Below LOD(LOD=0.008%)/Hxe
npenesia 0OHapysKeHUs
(TIO = 0,008 %)
0.08%/0,08%

Not detected / He obHapyxkena

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

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

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

Not detected / ne obnapyxeHa

Less than LOQ (LOQ= 0.027 %)/
Hwoxe npenena KoJu4ecTBEHHOTO
onpenenenus (ITIKO= 0,027%)

0.01 % /0,01%

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

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

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

Total impurities / Cymma
npumeceii

Residual Solvents content /
OcraTounbie opraHuvecKue
pacTBOpUTENTH

Uniformity of dosagamits /
OaHOPOIHOCTH 103NPOBAHHSI

0.2% /0,2%

2022pg/tab / 2022mkr Ha Tabnerky

4.4/4.4

not more than 2.0% / ue Gonee 2,0 %

Isopropanol — not more than 2621 pg per
tablet / U3onponanon — He 6onee 2621 mMkr
Ha TabneTky

The acceptance value (AV) should be not
more than 15.0. / ITokazatenb
npremnemoctn (AV) nomkeH ObIThb He
6onee 15,0.

Remarks : The Product confirms to ND/
ITpnmeuanue: [Tpoaykr cooTBeTcTRyeT TpedopaHusM HJJ

3a

Opinion : APPROVED

kmouenne: OAOBPEHO

Prepared by/ p’g,d’;Checked by Approved by: Manager

[MoarorosneHo: [TposepeHo: t/‘v Menezprep no obecneieHnio kKauecTnra
W’ | Pea,u,f) R L Nectre)

Date/ [lara: Qﬁ/ff ) .-% Date/ Jlara: 0 O( /N,uw Date/ Jlata: | O "”~2C)9’!
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Product : Razo, Enteric coated tablets 20 mg

Pagedof S/Crp. 4 m35

Ipoaykr: Pa3o®, rabaerkn, noKpbITbIE KHIIEYHOPACTBOPUMOIi 060/10%K0#, 20 Mr

Batch No. / Cepus Ne : C2113215

Batch Quantity /
O6bem cepum:

1500000 Tablets
1500000 TaGnerox

énalyticaj:ﬁeport No / Anannruaecknii oruer Ne : 890001553689

Date of Manufacture / [Iata npousBoactsa :10/2021

Date of Analysis / laTa anann3sa: 0_6/11/2m_

Date of Expiry / Cpox rognoctn : 09/2024

Ne " Test / Iokasatesn

Knays_is _[;_e;'formed according ND / Ananu3s nposenen no HJI: JII1-002666-131120

 Result/ PesyabraTnl

Specification / Hopma

a) Total aerobic microbial count /
O6niee uncno a3poOHbIX
MHKPOOPraHHU3MOB

b) Total combined yeasts and
mould count/ O61ee uncio
JIPOYOKEBBIX H TUIECHEBBIX I'PHOOB

¢) E. cohi

8 |Microbial limits / Muxpo6HuoJjornyeckas YucToTa

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

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

Absent in 1g/
OtcytctByeT 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 1g/
JloJKHBI OTCYTCTBOBATL B 1 T

9 [Assay / KonnuecTBennoe
onpejesieHue

19.8mg/ 19,8 mr

18.0mg to 22.0mg of CigH2N3O3SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr oo 22,0 mr C;sHoN3;0O3SNa
(pabenipazona Hatpus) (ot 90 mo 110 %
OT  HOMMWHAJIBHOTO  COJCpKaHug) B
TabneTke.

Remarks : The Product confirms to ND/

IIpnmeuanue: Ilpoaykr cooreTcTBYET TpeboBanuam HIA

Opinion : APPROVED
3axknwuenue: OJOBPEHO

Prepared by/ Qéf—)Checked by Approved by: Manager

Ioarorosnexo: W [TposepeHo: [/mm&l/) Mcr:cj%{eh 1o t)ﬁti.'l,ltq“‘ll.’”illi; KavecTa 4
N7 Poreoed) Ko fleeort

Date/ [lata: Date/ Jlara: v Date/ JlaTa:
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CEPTUOPUKAT AHAJIM3A

Product : Razo, Enteric coated tablets 20 mg

IIpoayxr: Pazo®, TabsieTkn, NOKPbLITbIE KHIIEYHOPACTBOPUMOii 060.104K0#, 20 Mr

Page Sof S/Crp.Su3 5

Batch No. / Cepus Ne: C2113215

;Q_llaTytical_Report No / Anaantnyec

xemii oruer Ne : 890001553689

Batch Quantit)7
O0bem cepun: |
Date of Analysis / /lata ananusa: 06/11/2021

1500000 Tablets |
1500000 TaGmerox

Date of Manufacture / [laTa npon3s

oacrsa :10/2021

Analysis performed according ND / Ananus nposeaen noﬁf[_: JIT1-002666-131120

Date of Expiry / Cpox ronnoctn : 09/2024

| Ne Test / Iloxa3aTenan Result / PesyanTaThl Specification / Hopma
10 |Packaging / YnakoBka 15tablets in a (PVC/AI/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. / ITo 15 Tabnetok B Gnucrepe n3| with liner, bag of desiccator (silica gel) and
(TIBX/AJUTIA) ¢donbru /| polyester cotton swab. Each bottle and
aJIlOMMHHMEBOH donsru. ITo| patient information leaflet in a carton pack.
2 6nucrepa BMecTe ¢ MHCTpykuMei no| 15 tablets in a (PVC/AI/PA) foil /aluminum
TIPUMEHEHHIO B NMAUYKy KapTOHHYIO. foil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. /
[lo 15 wnnu 30 Tabncrok B GaHkax M3
MOJIMATUIICHA  BBICOKOH  MIOTHOCTH ¢
BUHTOBOW  TOPNOBWMHOH,  CHabGKEHHBIX
MeMOpaHOW  JU1sl  KOHTpOJst  MEepBOTO
DCKPLITHS, YKYNOpellLX TJIaCTHKOBLIMH
HaBHHYWBAaEMbIMH KPBILIKAMU c
NPOKNAAKOW W BJIOXKEHHEM TMakeTa ¢
BNIAronornoTuTeNeM  (cunukarens) M
TamroHa u3 nonauadupHod Batel. Kaxnaas
faHka BMecTe C MHCTpyKUMed 1o
NPUMEHEHHIO B NA4Ky KapTOHHYIO.
Ilo 15Tabnetok B  Onucrepe w3
(TBX/AJI/TTA) donbru / ajroMHHUEBOH
¢onbru. o 1 wnu 2 6nucrepa BmecTe ¢
MHCTPYKLMEH MO NPUMEHEHHIO B nayky
KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
L B | Couisercisyer 1pebusannim B cootsetcteuu ¢ 11]]
12 |Storage conditions / Xpanenne | At temperature helow 25 °C. / Tipn remnepatype He Bbiwe 25 °C.
13 |Shelf life / 2 years (in bottles), 3 years (in blisters). /
Cpoxk roanoctn 2 ropa (B 6aHkax), 3 roaa (B 6nuctepax).

?em:ks : The Product confirms to ND/
| Ilpumeuanue: [poaykr coorsercymyer TpeboBannam HJL

Opinion : APPROVED
3akmwouenne: OOBPEHO

Prepared by/
[loarorosneno:

p

/Z

gt Qo1

Date/ Jara:

Checked by Approved by: Manager
IlporepeHo: \/\ Q/\ Menepkep o obecnetennio kavecrna

| WY | D 0 Rl ety
Date/ Jara: - Date/ [larta:

09 - |- 20V)

|0 1202




