DrReddy’s €3¢

Product : Rizo, Enteric coated tablets 20 mg
[popyxr = l_’aso@_. TAa0J1eTKH, HOKPLITLIC KHIIETHOPACTBOPHMOI 000/101Ko0i, 20 Mr

tch No- /Ce Batch Quantity /
O6nem cepun:

Batch No- /Cepus Ne : C2114732

CERTIFICA'TE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

~ Pagelof5/Crp. 1u35

1500000 Tablets
1500000 Ta6aerox

Analytics/_]:R_eportE) / Anaguruaeckuii oruer Ne : 890001563582

Date of Mlanufacture / lata nponssoacrsa :11/2021
Analysis Pefgr;led accor(_]ing ND / Ananu3s ﬂpOB(_EIleH EHZ[: JIT1-002666-131120

--"ITcst / IoxazaTenn

Date of Analysis / Jara ananusa: 27/12/2021
Date of Expiry / Cpok rognocts : 10/2024

Result / PesyanTaTil

Specification / ITopma

1 Des::ripti011 / Onucanue

2 |Identification By HPLC /
Hoanmunocts BOXKX

3 |Average weight of coated
tablets / Cpeanssi macca
TabJeToK

Round, biconvex, yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyrnble,
JBOSKOBBIMYKJIbIE TaONeTKH,
NIOKpbITbIe 000JI0UKO# CBETNIO-
JKEJITOro LBETa, C MAPKHPOBKOH
kpacHoro useta «RB20» Ha onHoi
ctopoHe. Ha nonepeunom paspese
aapo Genoro usera.

Round, biconvex, ]i_ght _yeflow o yc]](_)v_v-
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyrible, OBOSKOBBIMYKAble  TableTKH,
MIOKPBITbIE 000JIOYKOM OT CBETNO-XKENTOrO
Jile)

KpacHOro

JKeJITOro  UBeTa ¢
usera «RB20» OZIHOM

cTopone. Ia nonepeunom paspese supo or

MapKUpPOBKOM
Ha

©enoro no nmo4yru 6enoro useTa.

Complies as prescribed /
CootsercTByeT

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>xuBaHus
OCHOBHOTO [MKa Ha XpoMaTorpaMmme
MCTIBITYEMOr0 PacTBOPa J0JIKHO
COOTBETCTBOBATh BPEMEHH YCPIKUBAHWS
OCHOBHOT'O IMKa Ha XpoMaTorpamme
pacTBopa CTaHAAapTHOTO obpa3iia
pabGenpasona Hatpug (pasnen
«KonnuecTBeHHOE onpeneneHye).

207.28 mg /207,28 mr

212.68 mg+ 5% (202.05 —223.31 mg) /
212,68 mr £ 5 % (ot 202,05 mMr pmo
223,31 mr)

Remarks : The Product confirms to ND/
I pnmeuanne: [lpoaykr coorsercipyer Tpebosanuam HJ1

Prepared by/ [)/4’%,/

Ioarotosneno: éré@,/

| Date/ I[aT_a_:' 80,./ 2,. W

Date/ llEa: ZO"?,’?/DZ)

Opinion : APPROVED
3akmouenne: OJOBPEHO

Checked by

Approved by: Manager
Mepie e 1o uﬁecncnu1|:|u01 KavecTra
> .

EN Necctreq

IMposepeto: VW\W
A4

Date/ [lara: 30 ()‘Q/‘_w 7/’




CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

__ DsReddy's Q‘L

Product : Rizo, Enteric coated tablets 20 mg

Hpoayxr 2 Pa30®, TabneTkn, NoKpbITbIE KNIIEUHOPACTBOPUMOI 060710uK0iH, 20 MT

Batch No- /Cepust Ne : C2114732

Page2 of 5/ Crp. 2mu3 5

Batch Quantity / 1500000 Tablets
O61bem cepun: 1500000 ragaerox

A;:;lytica__]:iﬂﬂ_)i‘l No / AnannTnueckuii oruer Ne : 890001563582

Date of Analysis / IaTa anannza: 27/12/2021

Date of Manufacture / lara npoussojctsa :11/2021
;&_naﬁysis perf'o_rmed according ND / Anann3 npone_ue; 1o H_I[: JIT1-002666-131120

Date of Expiry / Cpok roguoct : 10/2024

Ne | Test / TlokasaTcanb Result / PesyabTaTsl Specimlofn_wa
4 Diss(f)l-l-lﬁz)n/PaCTBOpeHne Unit-1/Cavauna- 1 3% In 0.1M hydrochloric acid solution — not|
| Unic2/EaEmas? 0% more than 10% of the labeled amount of’
: - Ci18H20N303SNa (Rabeprazole sodium) is
Unit-3/Equnmua-3 2k dissolved in 2 hours. / B 0,1 M pacreope
Unit-4/Ennunna-4 3% XJIOPUCTOBOJOPOJIHON KUCIOTEI — He Gonee
Unit-S/E)EHHua—S 0% 10 % OT HOMMHAJBHOTO coAepIKaHus
Ci1sH20N3038Na abenpaso
Unit-6/Conenua-6 1% 1810 T (P pasona HaT-pm)
yepes 2 u.
.-_UnE]/E}lMHHU,a—l 90% In buffer solution pH 8.0 — not less than
Unit-2/Eananna-2 89%  |75% (Q) of the labeled amount of
_ s Ci8H20N303SNa (Rabeprazole sodium) is
Unit-3/Ennnnua-3 e dissolved in 60 minutes. / B 6ydepHom
Unit-4/Eaunnua-4 85% pacteope pH 8,0 — ne menee 75 % (Q) or
T Unit-5/Equnnnas 91% HOMUHAILHOIO COACPIKaHHs!
R CisH20N303SNa aberipa Ha
Unit-6/Eannnna-6 87% Bl o (pabenpasona  Harpus)
yepes 60 MUH.

ﬁemarks - The Product conﬁrms_to ND/

Hpumeuanne: [poayir coorserersyer Tpebopanuam HJL

" Opinion : APPROVED
3akawuenne: OJJOBPEHO

Prepared by/ /&OM Checked by Approved by: Manager
IToarotosnero: %V IMposepeto: %w&éq Mepie iep 110 obecneyeHnio KauecTa
i W ol e Q_M lece

Date/ Jlara: ‘?D" / 2%

Date/ JlaTa:

2020

Date/ Jlara: g O,_{’)/.’wQ/,




CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

~ DFReddy’s Q:°

Product : Razo, Enteric coated tablets 20 mg

Ipoaywkr 2 Pazo®, rabaerin, nokpouIThie KAMEYHOPACTBOPHMOIT 060J104KOii, 20 MT

Page3of S/Crp. 3uz5

Batch No- /Cepun Ne : C2114732

Batch Quantity / 1500000 Tablets |
O6bem cepun: 1500000 Ta6nerox |

&l_:llylic;:_i:k?prrl No / Ananuruuyeckuii oraer Ne : 890001563582

Date of Analysis / Jlata ananausza: 27/12/2021

Date of M @nufacture / JMara npousBoacrsa :11/2021

Ar_nﬁysis fjérErTned according ND / Anaans nposenen nﬁ]l: JITI-002666-131120

Ne Test/ Hokazarenn

Result/ Pe;ﬂbTaTbl

Date of Expiry / Cpoxk rognocrn : 10/2024

Speciﬁcafon / HOl_)_M;

Rabeprazole N-oxide /
Paberpazona N-okcup,

Rabé?);e_lzo le Sulfone /
PaGeripazona cynbdon

Rabé})_r_azole Methoxy analogue / '
Pabenpazona meTokcH aHaor

Rabéﬁrazole Chloro analogue /
Pa6eripazosna Xj10po aHaIoT

Rabeb?za)le Sulphide /
Pabernpazona cynbdun

Maximum unknown individual
impurity / Enpinnuinas
HenaeHTUGUIMpOBaHHas
NpUMEChH

5 Rt‘l:]ii‘_[&ll_hsl"l_lli:t‘s by HPLC / Popcrsennsie npumeci, BO2KX

Less than LOQ (LOQ: 0.022 %)/
Hwke npenena konuyecTBEHHOTO
onpeaenenus (ITIKO: 0,022 %)

0.06%/0,06%

Not detected / He obHapyxena

Not detected / He 0o6napy»xeHa

0.09% /0,09%

0.05 % /0,05%

Total impurities / Cymma
npumecen

6 |Residual Solvents content /
OcTaTouHbIe OPraHnecKne
pAcTBOpHTEN

0.3% /0,3%

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

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

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

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

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

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

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

1640 pg/tab / 1640 mxr na Tabnetky |Isopropanol — not more than 2621 pg per

tablet / M3onponanos — He Gonee 2621 mkr
Ha Tabnerky

’ﬁemarks : The Product confirms to ND/

ITpumeuanme: [TpoaykT cooTseTcTBYeT Tpebosanuam HJJ

Opinion : APPROVED
3akmouenne: OOBPEHO

Prepared by/ Checked by

Date/ Jlata:

Date/ Jlara: 20~ ,2,%

oL
MNoarorosn erlo:pf’/;/ﬂ?’a/ Mposeper \/) t/)
s = %

Approved by: Manager
Mere prep no obecneue inio Kaueersa

FZieecd Z leeetre

20-{2-201)

Date/ Jlata: 2@ _ |I2-20 9//




Product 4 ndl.() Enterlc coated tabl

DrReddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A

ets 20 mg

Page 4 of 5/ C'rll;4 u3 S

Tpoaykr = Pazo®, Tadsierkn, IOKPLITbIe KHINEIHOPACTBOPHMOIi 060104K0ii, 20 Mr

Batch No- /Cepus Ne : C2114732

Batch Quantity /

O0bem cepun: 1500000 Tagrerok

El—_lly_llu;l:ge_ﬁirt No / Ananurnuecknii oruer Ne : 890001563582

Date of Mlanufacture / Jata npoussoactsa :11/2021

Analysns performed according ND / Ananu3 npOBeueH no HJI: JITT-002666-131120

Ne

Test / Tloxkazarean

Result / PesyabTaThi

Specification / Hopma

7 |Uniformity of dosage units /
Ol OPogHOCTH 103MPOBAHHS]

3.3/3,3

more than 15.0. /

bonee 15,0.

a) Total aerobic microbial count
O611€e 4pCII0 a3pOGHBIX
MHKPOOPraHn3MORB

b) Total combined yeasts and
mould count / O61ee umcno

¢) E. coli

DPO>KCKEBBIX W NJICCHEBBIX [‘pl/]6OB

9 |Assay/ KoauuecTBeHHOE
onpeaeneHme

8 |Microbial limits / MnKpoﬁnonoruqecxaﬂ YHCTOTA

1500000 Tablets

The acceptance value_(AV) should be not

IokazaTens
npuemnemoctd (AV) nomwken 6bITh He

| Date of Analysis / Jlara anain3a: 27/12/2021
Date of Expiry / Cpok ropnocts : 10/2024 |

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

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

Absentin 1g/
OrcyterByeT B IT

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/
JlosmxHbl OTCYTCTBORATh B 1 T

19.8 mg /19,8 mr

18.0mg to 22.0 mg of CisH2N3035Na
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 18,0 mMr no 22,0 mr C;sH2oN3O3SNa
(pabenpazona Hatpus) (ot 90 no 110 %

oT HOMWHANLHOTO  Co/epIKaHH)
Tabnerke.

B

IIpumeuanne: T1poayKT coOTBETCTE

-Eemarks : The Product confirms to ND/

gyeT Tpeboanusam HJJ

Opinion : APPROVED
Saxkmouenne: OJOBPEHO

2027201

Zoiyiotl

Prepared by/ &Qf/ Checked by Approved by: Manager

IMoaroropaeno: I_O o IlpoBepeno: m Meypie ep 1 nﬁcunetleHami_; cavecTra
1L %’M i e potre

Date/ Jlara: Date/ Jlara: Date/ Jara:

RO—)2- 2072




Dr.Reddy’s qs°*

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

PageSof5/Cip.5u35

Product = Razo, Enteric coated tablets 20 mg

Hponyxr ‘_3_13330(!3.). TabJETKH, HOKPbIThiEe KMIIEUHOPACTBOPHMO# 06oa0ukoii, 20 mr

Batch No-/ Cepust Ne : C2114732

Eg_llﬁﬂ:li_gmt No / Anasurauecknii oraer Ne : 890001563582

Batch Quantity /
O0Bem cepum:

~ 1500000 Tablets
1500000 ragrerox

Date of Analysis / laTa ananusa: 27/12/2021

Date of Manufaclﬁ/)la'ra npounssogcrsa :11/2021

Date of Expiry / Cpok rognoeryn : 10/2024

A;alysis—ﬁ}formed according ND / Ananus nposeaen no HJE: JIIT-002666-131120

Test / IlokazaTeanb

Pz;kaging /' YnakoBka

Result / PezynbTaThi

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 Tabnerok B Gincrepe u3
(TTBX/AJI/TIA) ¢donbru /
ANIOMMHHMEBOI ¢donprn. Mo
2 6aucTepa BMECTE C HHCTPYKLMeEH 110
MPUMEHEHHMIO B NAYKy KapTOHHYIO.

11 |Labeling / MapkupoBka

Complies as prescribed /
CooTeeTcTBYET TpeboBAHUM

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 Jeaflet in a carton pack. /

IIo 15 nam 30 Tabnetok B 6GaHkax w3
NOJIM3THIEHA  BBLICOKOM  NIOTHOCTH ¢
BUHTOBOM  TOpJIOBMHOM,  CHabXKeHHBIX
MeMOpaHOW  JUIs  KOHTPOJis  NEpBOro
BCKPBITHA, YKYNOPEHHbIX TMIaCTHKOBBIMU
HaBUHUMBACMbIMH KpbIlIKaMH c
NpOKNAaAKoOH W BIOXKEHMEM nakeTa c
BJIArONOT/IOTHTENIEM  (CHAMKarens)  u
TamMnona u3 nonuabupuoil Batel. Kaxnas
OGaHka BMecTe C  MWHCTpyKiMed no
NPUMEHEHHUIO B MauKy KapTOHHYIO.

Ilo 15Tabnetrok B  Oimcrepe w3
(IIBX/AJIVNA) ¢onbru / anomunnesoi
tdonbru. Tlo | wan 2 Gnucrepa BmecTe ¢
MHCTPYKIIMEH MO MNPUMEHEHHIO B Nauky
KapTOHHY10.

chording to ND/

B cooreeTcTBUM ¢ H T

==
13

Storage conditions / Xpanenue

Shelf life /
Cpox roanocTn

At temperature below 25 °C. / Tlpn Temnepatype He Bbile 25 °C.

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

)
2 ropa (B 6ankax), 3 rona (B 6nucrepax).

Hpumeuanue: Ilponykr cooTBercys

.Iflemarks : The Product confirms to ND/

yeT TpeboBannsam HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by/ . | Checked by Approved by: Manager

Iogrorossneno: ,ﬂﬁﬂ [TpoeepeHo: Mene/srep no odecHeneino kayeerra
p° A)\N»yb | 4

Date/ Jlara: 2 o-12 /W Date/ [lara: 20-] ’L—ZD(L’ Date/ [lara: 20_| .10 ,)/,




