_ DrReddy’s ¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Razo, Enteric coated tablets 20 mg

Iponyxr? Pazo®, TaGaeTkn, NOKpbITbIE KHIIETHOPACTBOPHMOii 060s10uK0ii, 20 Mr

Batch Quantity /

O6bem cepun: _ |
Date of Analysis / [laTa apanmnza: 31/10/2021

Batch No-/ Cepus Ne : C2112384

Elglytical!{eport No / Ananutuuecxnii oruer Ne : 890001552929

Page10ofS/Crp. 1m35 N

1500000 Tablets
1500000 Ta6uaerox

Date of Manufacture / Jlata npousBoacrsa :(9/2021

-Aualysis [;erl'urmed according ND / Anains upuue;eu no HJL: JI1-002666-131120

Date of Expiry / Cpok roanoctn : 08/2024

Test / Tokasarens

N st/

1 Descrfi‘ptiO;{/ Onncanne

Result / Pesynbrarsl

Specification / Hop;w

Round, biconvex, yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyrisie,
JIBOSIKOBBITTYKJIbIE TabJIeTKH,
NIOKPBIThIE 000JIOUKO OT CBETIIO-
JKEJITOTO [0 YKENTOIO LIBETA C
MapKHpOBKOH KPacHOro upeTa
«RB20» Ha onHoli ctopoHe. Ha
TIONEPEYHOM paszpese spo TIOUTH
fenoro 1reTa..

Round, biconvex, light yellow to yellow-
coated tablets with red ink imprinted
«RB20» on the one side. l'he cross section
is the core [rom while 0 off-white. /
Kpyrnele, OBOSKOBBIMyKble TableTkw,
NIOKPBITBIE 0DONOYKOM OT CBETIIO-KENTOro
A0  OKeNTOro 1BeTa C  MAapKUpPOBKOMH
«RB20» na opnoi
cropone. Ha nonepeunom paspese sapo ot

Oenoro 10 noyTH OeIoro UBeTAa.

KpacHOro uBeTa

2 |Identification By HPLC /
IHogmnnocts BOKX

Complies as prescribed /
CooTBeTCcTBYET

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:xuBaHust
OCHOBHOIO ITMKa Ha XpOMaTorpaMmme
UCTILITYEMOTO PAacTBOPa JOJIKHO
COOTBETCTBOBATh BPEMEHH YAEePIKHBaHHS
OCHOBHOTO [MKa Ha XpoMaTorpamme
pacTBOpa CTaHAAapTHOTO obpa3sLa
pabenpa3sona Hatpus (pasnen
«KonuvecTBeHHOE onpeneieHUen).

3 |Average weight of coated
tablets / Cpeansis macca
TabJeTOK

203.67 mg /203,67 mr

Remarks : Tﬁe Product_co_nﬁrms to ND/
IIpumeuanue: Ilponykr coorsercipweT TpedoBanusam HJL

121268 mg + 5% (202.05 — 223.31 mg) /

[ Opinion : APPROVED
Zaxmouenne: OJOBPEHO

212,68 mr £ 5 % (or 202,05 mr po
223,31 mr)

Prepared by/

>
IMoarorosieno: /%

1 Checked by

[TpoBepeHo:

4

Approved by: Manager

Mene! KEP 110 l!i’lt‘CI'IC‘iL‘IIHF(l KaveeTra
D Ko flecetirey

Date/ Jlara: M ,_W

Date/ JlaTa: GBHO"»“?/I

Date/ Hara: Lglf_lo 'LOH




CERTIFICATE OF ANALYSIS

. CEPTUDPUKAT AHAJIM3A

__Dr.Reddy s‘

Product : Razo, Enterlc coated tablets 20 mg

Page2 of S/Crp.2 w35

Mpoaykrz Pazo®, TaGi1eTKA, NOKPLITHIE KHINETHOPACTBOPUMOI 060104K0ii, 20 Mr

Batch No. / Cepus Ne : C2112384

Batch Quantity /
O0bem cepun:

1500000 Tablets

&;lyticaﬁ_{e_pgt No / Ananurnuecknii oraer Ne : 890001552929

1500000 T:_]Q]e'rox

Date of Analysis / lata anaansa: 31/10/2021 |

Date of Manufacture / {aTa npoussoacrsa :09/2021

Analysis i)erformcd according ND / Anasnns nposeacn no HJI: JIT1-002666-131120

Date of Expiry / Cpok roxnoctn : 08/2024

Ne | Test / IloxasaTenn Result / Pe3yabTarnl Specification / HopI\_u; -
4 |Dissolution / PacTBopenne Unit-1/Epunyna-1 0% In 0.1M hydrochloric acid solution — not
Unit-2/Eqnanna-2 3% more than 10% of the labeled amount ot
i - CisH20N303SNa (Rabeprazole sodium) is
Unit-3/Epunina-3 o4 dissolved in 2 hours. / B 0,1 M pacreope
Unit-4/Envnuuna-4 0% XJIOPUCTOBOAOPOAHON KHUCIIOTBI — He Gonee
Unit-5/Eunnna-5 0% 10 % oOT HOMUHAIIBHOTO CO/EPIKAHHS
— = CisH20N303SNa  (pabenpazona  Harpwust)
Unit-6/Enmnuna-6 0%
yepes 2 4.
Unit-1/Epqunnua-1 91% In buffer solution pH 8.0 — not less than
Unit-2/Equnnma-2 89% 75% (Q) of the labeled amount of
: . CisH20N30O3SNa (Rabeprazole sodium) is
Unit-3/Eunnua-3 93% dissolved in 60 minutes. / B 6ydepHom
Unit-4/Epynnua-4 92% pactBope pH 8,0 — ne menee 75 % (Q) ot
Unit-5/Eqannna-5 87% HOMHHAJILHOIO COAePKaHUs
. — ———1C1gH2»N303SNa  (pabenpazona HaTpus)
Unit-6/Eannuna-6 91%
o yepes 60 MuH.
|
~ |
[Remarks : The Product confirms to ND/ - o Opinion : APPROVED B
Ilpumeuanne: [lpoaykt coorsegcppyer TpedoBaHusm HJJ 3akmouenne: OJJOGPEHO |
Prepared by/ > Checked by Approved by: Manager
HOHFOTOBﬂeHOZ(QV [lposepeno: Q)gm Meu{fjm,p 1o odecreye o MMLIM
Date/ [ara: gZHC>~ W Date/ [ara: IHO~0 2] Date/ Jara: &‘(_lo‘_w?/’
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page 3 of S/Crp. 3 m3 5

Product : Razo, Enierlc coated tablets 20 mg
Hpoaykr:z Pazo®, Tabierkn, MoKpbITbIE KHIIEYHOPACTBOPHMOii 060J101KOH, 20 Mr
Batch No./ Cepust Ne : C2112384

5alyticai§gp£t_l_‘lo / Ananmrndecknii oryer Ne : 890001552929

Batch Quantity /
Oo6bem cepun:

1500000 Tablets

Date of Manufacture / Jlata npoussoacrsa :09/2021

Aualysls perlormed Auordmg 'ND / Anaims uposegen no HJI: J111-002666-131120

1500000 Taénerox
Date of Analysis / [lata ananu3sa: 31/10/2021
Date of Expiry / Cpox roasocTs : 08/2024

Ne
5

Test / Tlokazarenn

Result / PesyabTaTsl

Related substances by IIPLC / Poacreennbie npumecn, BIIKX

Spe—ciﬁcation /Hop_Ma a

Rabeprazole N-oxide /
PaGenpazona N-okenn

“Rabe_i)_razol_e Sulfone /

Pa6enpazona cynpdon

'Rabeprazole Methoxy analogue /

Pabenpazona MeToxcu ananor

Rabeprazole Chloro analogue /
Pa6enpazona xnopo ananor

Raheprazole Sulphide /
Pabenpazona cynbdmz

Maximum unknown individual
impurity / Enqnnnunas
HeueHTUDULMPOBaHHAS
npuMech

Below LOD(LOD=0.008%)/Hwxe

npeacna oGHapyKCHUS
(IT0 = 0,008 %)

0.04 % /0,04%

Below LOD(LOD=0.01%)/Huxe

npezena obHapyKeHus
(IO = 0,01 %)

Not detected / He o6HapyikeHa

Less than LOQ (LOQ= 0.027 %)/
Hwxxe npenena KoauyecTBEHHOTO
onpenenenus (ITIKO= 0,027%)

0.02% /0,02%

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

Inot more than 0.5% / He_60n_ee_0,5 %

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

not more than 0.5% / ve bonee 0,5 %

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

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

Total impurities / Cymma
npumeceh

0.1%/0,1%

Residual Solvents content /
OcraTouHble OPraHliecKne
pacTBopHTENN

1498 g/tab / 1498mKr na Tabnerky

"Remarks : The Product confirms to ND/
ITpumeuanne: [Tpoaykr coorsgreTryeT TpeboBannam HJ

[not more than 2.0% / ne Gonee 2,0%

Ha TabaeTKy

|Isopropanol — not more than 2621 ng per
tablet / Mzonponanon — ve 6onee 2621 mkr

[ Opinion : APPROVED

3akarouenne: OJIOBPEHO

Prepared by/
Iloarorosneno:

Checked by
[1posepeHo:

(===

7

Approved by: Manager
Mene/rep no odecHeHennio_Kadect pa

N 5 e

Qjﬁfj GL{DM

Date/ Jlara:

2 o~

Date/ Jlara:

3119«09&»]

Date/ Jara: &1 lo 7/03/’
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Razo, Enteric coated tablets 20 mg

Mpoaykrsz Pazo®, Tabaerku, nokpoIThie KHIIEYHOPACTBOPUMOIi 060104K0i, 20 MI
yxre !t KH, i HEeMHO| |

Batch No. / Cepus Ne : C2112384

Il:ulylicu li{—{;pﬁt No / Ananmriuecknii oruer Ne : 890001552929

Page 4 of 5/ Crp. 435

Batch Quantity /
O6bem cepun:

1500000 Tablets

Date of Manufacture / JIara upoussopcrsa :09/2021

Analysis performed according ND / Anaans nposenen no HJ[: JII1-002666-131120

Date of Analysis / lara anannsa: 3 1/10/2021_"

1500000 Tadnerox

Date of Expiry / Cpok rognocTs : 08/2024

-.N‘Q

Test / Iloxazarein

7

Result / PesyabTaThbl

SEciﬁcation /Hopma

Uniformity of dosage units /
OanopogHoCTHL 103 POBARUS

4.4/4.4

Microbial limits / Mukpo6uojioruyeckasi iMcToTa

a) Total aerobic microhial count /
O61ree yncno a3apobHeIX
MUKPOOPraHU3MOB

b) Total combined yeasts and
mould count / O61ee yncno
JPONCKEBBIX U MIECHEBBIX TPHOOB

¢) E. coli

The acceptance value (AV) should be not
more  than 15.0.  / Iloxasartens
npuemaemMocti (AV) pomkxen 6bITh He
6onee 15,0.

10 CFU/g /
10 KOE/r

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

Absent in 1g/
OtcyrcTByer B 1T

Assay / KonnvecTBeHnoe
onpeaesenne

Not more than 1000 CFU/g/
He Gonee 1000 KOE/r

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

Shall be absent in 1g/
JlomkHbI OTCYTCTBOBATH B 1 T

20.0mg /20,0 mr

18.0mg to 22.0 mg of Ci;sHN;O:SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr no 22,0 mr C gHyN303SNa
(pabenpazona narpus) (ot 90 no 110 %
OT  HOMMWHAJIbHOTO  COAepIKaHWs) B
TabneTke.

Prepared by/ i D > 2
IMoarorosneno: é,@/

Remarks : The Product confirms to ND/
Ilpumeuanne: IlpoaykT coorBeTcgyeT TpeboBannsm HJ1L

Opinion : APPROVED
3akmouenue: OJOBPEHO

Checked by
[Tposepeno:

vl

Approved by: Manager

Meli CHKED o obecrneuenno Kauecsa

Soood) Kol ot

Date/ [lara:

2Fo- 9024

Date/ [ara:

< B)-o~e 2]

Date/ [laTa:

xglﬁzopzco//f




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Razo, Enteric coated tablets 20 mg
IMpopyxrz Pazo®, TadneTkn, noxpbIThIe KHIIETOPACTBOPAMOI 060J10uKOM, 20 MT

Batch No. / Cepus Ne : C2112384

PageSof S/ Crp. Suz 5 _

&Bl_yiicaﬂi_&nrt_No / AnasmTiueckuii oraer Ne : 890001552929

Batch Quantity /
|O6Bem cepuu:

1500000 Tablets il
1500000 Tagaerox

Date of Analysis / laTta anann3za: 31/10/2021

Date of Manufacture / Jlata npoussogctra :09/2021
Analysns performed accordmg ND/ AHaJm3 nposeaen mo H/I: JI[1-002666-131120

Date of Expiry / Cpox rogHocTH : 08/2024

Ne Test / IHoxazaresns

Result / PesyabraTsl

Speciﬁc_ation /ap_ma

10 Pack;l_g_iug /' Yuakvska

11 Labeﬁng/MaplmpOBKa

15 tablets

a (PVC/AI/PA) [(vil

tonbru
donbru.

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 Tabnerok B 6mucTepe U3
(IIBX/AJVTIA)
altOMUHUEBOH
2 Hbimcrepa BMeCTe ¢ MHCTpyKUMeH 1o
HPUMEHEHUIO B 114UKY KAPTOHHYIO.

/
ITo

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/A)/PA) foil /aluminum
foil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. /

Ilo 15 wnn 30 Ttabnetok B 6Gankax wus3
NOJIM3TUIIEHA  BBLICOKOW  MNOTHOCTH €
BUHTOBOW  TOpJIOBMHOW,  CHAGKEHHBIX
MeMOpaHOH  1JIsi  KOHTpOJNIss  NepBOro
BCKPBITHSA, YKYNOPEHHbIX T[U1aCTUKOBLIMU
HaBMHUYMBAEMBbIMU KpBIIKaMU c
DpOKIaAKOH W BIOXKEHHEM TaKkeTa ¢
BJIArONONJIOTHTENEM (cuamkarens)  w
TaMIOHa U3 nonuadupHoil Bartel. Kaknas
G6aHka BMecTe C  MHCTpyKUHEN M0
NPUMEHEHUIO B MaYKy KapTOHHYIO.

Ilo 15T1abnetox B  Onucrepe w3
(ITBX/AJ/TTA) donbru / anmomuHHEBOM
¢doavru. Mo | wan 2 Gnucrepa BMecTe c
MHCTPYKLME MO NPUMEHEHWIO B Nauky
KapTOHHYIO.

Complies as prescribed /
CooteetcTBYET TpebOBaHUIM

12 |Storage conditions / Xpanenne

According to ND /
B cooreercTBuu ¢ HJ{

At temperature below 25 °C. / Ilpu TemnepaType He Bbiine 25 °C,

13 |Shelf life /
Cpox rognocrn

2 years (in bottles), 3 years (in blisters). /
2 ropaa (B 6ankax), 3 roaa (B GnucTepax).

IIpumeuanue: IpoaykT coOTBEICIS

Remarks : The Product confirms to ND/

yeT TpeboBanusam HJI

Opinion : APPROVED
| 3akmouenne: OJIOGPEHO

Prepared by/ Q@(/
nOﬂFOTOBﬂeHOj(QW'

Qgﬁfiﬁu?

Checked by Approved by: Manager
[lpoBepeno: -;Wv Merieuiep 1o obecrienenio kavecTia
Date/ JlaTa:

Date/ Jlara: «_21“(,0 _W

,/?Hofwb_]

Date/ ﬂaTa:é'«-{O,—LOL{




