 DrReddy’s €

Product : Razo, Enteric coated tablets 20 mg
Tpoayxr: Pazo®, Tabaerkn, nokpoIThIe KReuHopacTsopiumoii 0601

Batch No. / Cepus Ne : C2115902

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

~ Page 1 of S [ Crp. 1 u3s

oukoii, 20 Mr

Batch Quantity_/
Oo6Bem cepun:

1500000 Tablets
1500000 TaGaerok

i/&llaly@l:ili_amrl No / Anaantuuecknii oruer Ne : 890001566447

Dule of Analysis / JlaTa anannsa: 0:7/01@022__

Date of Manufacture / JaTa nponssoacrsa :12/2021
Analysis ;érformed accordingﬁ) / Ananus nposenen no HJI: JI11-002666-131120

Date of Expiry / Cpok rognoctn : 1 1/2024

Ne " Test / TloxazaTenn -

Result / Pe3yanTaThl

Specification / H_oplzaa—

1 Des;:_ription / Onucanne

Round, biconvex, light yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is thc core white. / Kpyrasie,
JBOAKOBHINYKNbie TaONETKH,
NOKpPBITbIC 000I0UKOMH CBETIIO-
JKENITOrO 1IBETa, C MApKUPOBKOH
kpacHoro usera «RB20» Ha oaHOM
cropoHe. Ha nonepeuliom paspeze
anpo 6enoro LBETa.

2 |Identification By HPLC /
THopsiunnocTs, BIKX

Round, biconvex, light yellow (o yellow-
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyrnble, ABOSKOBBITYKIIbIE — TabieTkH,
IOKpPBIThIE OOOJIOUKONH OT CBETII0-KENTOTO
Jile)
KpacHoro

JKENToro 1BeTa ¢
«RB20»

¢ropoHe. Ha nonepeunom paspese sapo ot

MapKHUPOBKOH

1LBETA Ha OJHOH

Gesioro 10 nNouTtH Oenoro uBeTa.

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 yaepskusanus
OCHOBHOIO THKa Ha XpoMaTorpamme
UCIBLITYEMOTrO pacTBOpa A0KHO
COOTBETCTBOBATH BPEMEHH YAEPIKMBAHUS
OCHOBHOIO MTHKa Ha Xpomarorpamme
pacTeopa cTanaapTHoro obpasua
pabenpasona HaTpus (paszen
«KonuuecTBEHHOE ONpPEAE/NCHUEY).

Average weight of coated
tablets / Cpeansin macca
TabaeToK

207.20 mg / 207,20 mr

212.68 mg + 5% (202.05—-223.31 mg)/ |
212,68 mr £ 5 % (or 202,05 mr no
223,31 mr)

Remarks : The Product confirms to ND/
Ipumeuanne: [1poayKT cOOTBETCIRYET TPEOOBAHUAM HJI

Opinion : APPROVED
Jakmouenne: OJIOBPEHO

4

Prepared by/ Y= %
p fp 2,0 =2
[ 2

Checked by _
[poBepeHo: 'C;!i_
E g

Approved by: Manager
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Date/ Hara:
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Date/ [lata: [\'rv! Py 4 | Date/ -IlaTa:
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Dr.Reddy’s "‘

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

Product : Razo, Enteric coated tablets 20 mg

T poaykr: Paso®, rafuerkn, NoKpLITEIC KAMIEYHOPACT BOpUMoOii 060J101K0i, 20 Mr

Batch No. / Cepus Ne : C2115902

Batch Quantity v/

Page2 of 5/Crp. 2 m35

1500000 Tablets

O0bem cepnu: 1500000 TaGaerox

/\n.lh,tical chm { No / Anaautnaecknii oruer Ne : 890001566447

Date of Analysis / }I.il.i aHaju3a: 07/01/2022

Date of Manufacture / Jlata npounssogcrsa :12/2021

Analysm periormed according ND / Ananus nposeaen no HJL: JI[1-002666-131 120

Date of Expiry / Cpok rogHoctu : 1 1/2024

Ne Tes

t / Hoxkazarean

4 |Dissolution / PacTBOpenue

Result / PesyabTaThl Specification/HopMa— ]
Unit-1/Eaunnna-1 0% In 0.1M hydrochloric acid solution — not|
" Unit-2/Eauanna-2 0% more than 10% of the labeled amount of]
= Ci3H2oN303SNa (Rabeprazole sodium) is
Unit-3/Enntnma-3 % dissolved in 2 hours. / B 0,1 M pactBope
Unit-4/Ennnnna-4 2% XJIOPUCTOBOAOPOAHOH KHCIIOTbI — HE Bonee
Unit-5/Eaunuia-5 1% 10 % OoT HOMHHAIBHOTO cojlep KaHus
Unit:6/Enmnniac T C1sH20N3;O3SNa  (pabenpazona  HaTpus)
| ~ |uepe3 2 u.
Unit-1/Enuanua-| 94% In buffer solution pH 8.0 — not less than
Unit-2/Exunnna-2 95%, 75% (Q) of the labeled amount of
S CisH20N303SNa (Rabeprazole sodium) is
Unit-3/Epunmna-3 o dissolved in 60 minutes. / B OydepHom
- Unit-4/Eannuna-4 95% pacteope pH 8,0 — He menee 75 % (Q) ot
Unit-5/Eannnua-5 03% |HOMMHAIbLHOIO COACPIKAHNSA
. _|C)sH2N303SNa  (pabenpaszona  warpus)
Unit-6/Ennnnna-6 93%
yepes 60 MuH.

‘Remarks :

The Product confirms to ND/
Mpumeuanne: [Npoaykr coorrercypyet Tpebosanuam Hl

Opinion : APPROVED
Zakmouennte: O/1ObPEHO

Prepared by/
[ToaroToslieHO:

3=

G Checked by

[TpoBepeHo: A1~
pOBEp 10 L=
—

Approved by: Manager
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PQ&M it (Ledieg

Date/ [laTta:

))01-222

Date/ [lara:
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Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Razo, Enteric coated tablets 20 mg
Hpoayxr : Pa3o®, TabaeTKH, IOKPhIThIE KHUIEYHOPACTBOPUMOIE 060.710%1K0i, 20 mr

'Batch No-/ Cepus Ne : C2115902

Batch Quantity /
O6bem cepun:

Analylu‘ll Report No / Ananntnuecknii oraer Ne : 890001566447

Date of Manufacture/l{aTa npon3soacrna :12/2021

1500000 Tablets
1500000 Tagnerox
Date of Analysis / laTa ananuza: 07/01/2022

~ Page3 of5/ Crp.3 w5

Ana]ys]s performed according ND / Anasn3 nposeaen no HJI: JII1-002666-13 1120

“Ne | " Test / oxazaTenn

Result / PesyabTaTsl

S

R_elat_ed substances by HPLC / PoacTrBennsble npumecn, BI7KX

Specification / Hopma

Rabeprazole N-oxide /
Pa6enpasona N-okcus

Below LOD (LOD: 0.008%)/
Hwske npenena oGHapyxeHus
(ITO : 0,008 %)

Rabéprazo]e Sulfone /
Pa6enpazona cynbpoH

0.09%/0,09%

Rabeirzizole Methoxy analogue /
Pabemnpa3ona METOKCH aHajior

Below LOD (LOD: 0.01%)/
Hwxe npenena o6HapykeHus
(I10 . 0,01 %)

Rabeprazole Chloro analogue /
PaGenpa3ona XJopo aHayior

Not detected / He oGHapy>keHa

Rabeprazole Sulphide /
PaGenpazona cynndna

Maximum unknown individual
impurity / EnHnunas
HeUJeHTU)HUMPOBAHHAsI
np1UMech

Less than LOQ (LOQ: 0.027 %)/
Hwe npenena KoaM4eCTBEHHOrO
onpeaenenus (11KO: 0,027 %)

0.01 % /0,01%

Total impurities / Cymma
npumMecen

not more than 0.5% / He 6onee__0,5‘V_o

not more than 0.5% / ne 60nee_0,5 %

Date of Expiry / Cpok roasocrn : 112024

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

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

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

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

0.2% /0,2%

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

Residual Solvents content /
OcraTouHble OpraunuecKue
pacTBOPHTENH

2234 pg/tab / 2234 mkr Ha TabneTKy

Isopropanol — not more than 2621 g per

tablet / MUsonponanon — ve 6onee 2621 mxr

Ha TabneTKy

| Remarks : The Product confirms to ND/
Ipumeuanne: Iponykr cooTserepsyer Tpebosanuam HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by/
[ToAroToOBACHO:

Checked by P
ﬂposepelm_;,--s?—i#j—';-
==

Date/ Jlara:

| 1ol-900.2-

Approved by: Manager

NIUE’B}I\'L‘D 1o (‘rﬁt‘t,'ilt"ft‘.‘iil-tl_g Ki“ecTra /

Date/ Hara: ’\ ] P,Z(J?/’),._Date/ Jara:
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Dr.Reddy’s €5¢

Product : "Razo, Enteric coated tablets 20 mg

IpoaykT: Pa3o®, TabaeTkn, NOKPbHIThie KHIEYHOPAcTBOpUMON 000104Koi, 20 Mr

~Paged of S/ Crp. 4u35s

Batch No. / Cepus Ne : C2115902

An.ﬂyllml Report No / Ananurayecknii oruer Ne : 890001566447

Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 Tagaerox

Date of Manufacture / Jlara nupoussoacrsa :12/2021

Date of Analysns / lara anajusa: 07/01/2022
Date of Expiry / Cpox FO}IHOCTH 1 12024

Analysis performed according ND / Ananu3 nposenen no HJI;: JII1-002666-131120

Ne | ~ Test/HokasaTean

Result / PesyabTaThi

Specification / Hol;n_m

7 U;i'_o_rn:lty of dosage units /
OaHOPOJHUCTD JU3HPOBAHUSN

3.3/3,3

The acceptance value (AV) should be not
more than 15.0. / Tlokasatenn
npueminemMoctd (AV) ROMKEH 6bITb He
6onee 15,0.

8 |Microbial limits / Mukpo61ooruueckas 1McToTA

a) Total aerobic microbial count/
Obuiee Yncno adpoOHbIX
MUKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / O6ee uucio
APOOKEBBIX M TIECHEBbIX TPUOOB

c) E. coli

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

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

Absentin 1g/
OtcyTeTBYET B 1T

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6osee 100 KOE/r

Shall be absent in 1g /

HomxkHb! oTcyTcTBOBaTH B 1 T

9 |Assay/ KosnuecrBeHnHoe
onpejejienne

20.2 mg/ 20,2 mr

18.0mg to 22.0 mg of CisHxN:O3;SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 18,0 [\ (i (0] 22,0 Mr C|st()N303SNa
(pabenpazona natpus) (ot 90 no 110 %
OT  HOMHHANIbHOTO  COjep)KaHusi) B
TabneTke.

. Remarks : The Product confirms to ND/

IIpnmeuanue: [1poaykr LoomeTcygveT TpeboBanuam HJI

Prepared by/

[MoaroroBneno: é@/

Checked by
leOBepeHgJ

Opinion : APPROVED
3axmouenne: OJOBPEHO

Approved by: Manager

M l/l\L}] (B8] \\l!LLllL‘]L}IﬁU |\¢Tl|LL e
2otold) K M

Date/ Jlara: ”,g/ M'L Date/ Jlata:
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~Date/ Jlara: ” C)‘ 2072




DrReddy’s €3¢

Product : Razo, Enteric coated tablets 20 mg
TIpoayxr : Pa3o®, Tabnerku, noKprIThbie KRIIEYHOPACTBOPUMOIi 060101K0H, 20 Mr

CERTIFICATE OF ANALYSIS

CEPTHDOHKAT AHATHU3A

~ PageSofS/Crp.Su3zs5

Batch No-/ Cepus Ne : C2115902

ﬁz_ll_yti_cql__l-haq_port No / Ananurnuec

xenii oruer Ne : 890001566447 |

Batch Quantity /
O0bem cepum: K
Date of Analysis / lata ananusa: 07/01/2022

1500000 Tablets
1500000 Igﬁ_ne’ro]c

Date of Manufacture / {ara uponssogersa :12/2021

Date of Expiry / Cpok rognoctn : 11/2024

Analysis i-)éi“formed according ND / Ananu3s npoBeaen no HJI: JIT1-002666-131120

Ne _Test / Tloxka3aTenb

Result / PesynabTarsl

10 [Packaging / Ynakoska

Specification / Hopma

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 tabnetok B 6nucrepe u3
(TIBX/AJVTIA) thoabru /
altOMHHHEBOM ¢donbru. Ilo
2 BicTepa BMeCTE ¢ MHCTPYKLIMEN TO
TIPUMEHEHHIO B NAuKy KapTOHHYIO.

15 or 30 tablets 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 leatlet in a carton pack. /

[Mlo 15 wnu 30 Tabnerox B Oankax M3
NONMATHIEHA  BLICOKOHM  TJIOTHOCTH ¢
BUHTOBOW  TrOpPAOBHHOM,  CHabKeHHBIX
MeMOpaHOW  JUIS  KOHTpPONisl  MEPBOro
BCKPBITHS, YKYNOPEHHBIX IJIaCTHKOBBIMH
HaBHHYHMBAEMbIMU KpBILIKaMU c
NPOKNAAKOH W BJIOKEHUEM TNaKeTa ¢
BJIaronorioTHUTENEM (cunukarens) U
TamnoHa W3 nonudprpHol Batel. Kaxnas
f6aHka BMeCTe C  MHCTpyKUMeH 1o
MPUMEHEHMIO B [1AYKY KAPTOHHYIO.

[lo 15Ttabnetok B  Onucrepe U3
(TIBX/AJUTTA) donbry / antoMHHHMEBON
¢onbru. Tlo I unm 2 Gaucrepa BmecTe ¢
MHCTPYKLMEH NO MPHUMCHEHUIO B Tauky
KapTOHHYIO.

According toND/
B coorserctBuu ¢ HJ{

Cpox rogHOCTH

11 |Labeling / Ma]’TKHpOBKa Complies as prescribed /

I CooTBeTcTBYET TpeboBaHUAM |
12 |Storage conditions / Xpaneune | At temperature below 25 °C. / [1pn Temnepatype He Bbiwie 25 °C.
13 [Shelf life / 2 years (in bottles), 3 years (in blisters). /

2 ropa (B 6aHkax), 3 roaa (8 6nucrepax).

| Remarks : The Product confirms to ND/
IMpumevanue: [poayxr cooreTeTpyeT TpeboBannsm HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/
[ToaroroBnaeHo:

 Date/ Ila?a:_ ,"O,’XD%_L

F Checked by

ﬂponmpca__l;;{._f‘;f—%—;

Approved by: Manager
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