DrReddy’s Q¢

Product: Razo, Enteric-coated tablets 20 mg
HpoayKr: Pazo®, TadaeTKn, HOKPbIThIe KHIIeYHOPACTBOPIMOIi 06010UKO0H, 20 Mr

Batch No. / Cepust No : C2305263

CERTIFICATE OF ANALYSIS

CEPTHUPUKAT AHAJIU3A

Batch Quantity /
- O6bem cepun:

|Analytical Report No / Anasmruyecknii oruer Ne : 890001666060 |Date of Analysis / lara ananusa: 31/05/2023
\Date of Manufacture / Jlara npouszsoacrsa : 04/2023

Date of Expiry / Cpok roanocrn : 03/2026

Page1of6/Crp. 1u3 6

1500000 Tablets
1500000 ragaerox

Ne

Test/ IlokazaTenn

1

Descriptio_n / Onucanne

Identification By HPLC /

IHoaamnnocis BOKX

r
i
|

Analysis performed according ND / Ananns nposeaen no HJI: JITT-002666-191022

Result / PesyabraThbl

Round, biconvex, light yellow coated
tablets with red ink imprinted "RB20"

- |on the one side. The cross section is

the core white. / Kpyribie,
NBOSIKOBLIMYKJIble TAOAETKH,
NIOKPLIThIE 060NOUKO#H CBETIIO-
JKEJITOTO LIBETA, C MAPKUPOBKOI
KpacHoro ugeta «RB20» na oanoi
cropote. Ha noneperinom pazpeze
sApo Genoro usera

Specification / Hopma

Round, biconvex, light yellow to yellow-
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyraeie, ABOSIKOBBINYK/bIE  TabneTkw,
MOKPbITbIE 0O60NOUKOH OT CBETNO-KENTOrO
A0  JKEATOro  UBETa C  MAPKUPOBKOH
KpacHoro uBera «RB20» na opnoi
cropone. Ha nionepeunom paspese sapo ot
Oenoro 40 noyTH O€NOro UBeTa.

Complies as prescribed/
CoorsercrByet

A_verage weight of coated
tablets / Cpeanasn macca
TabJaeTok

207.15 mg /207,45 mr

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 préparation
(section Assay)./

Bpemst yaepKuBaHus OCHOBHOIO MHKa Ha
XpomaTorpamme MCIbITYeMOro  pacTeopa
JOKHO COOTBETCTBOBATH BpEeMEHH
YACPXKMBAHUS ~ OCHOBHOIO  MHMKAa  Ha
Xpomarorpamme pacTBOpa CTaHAaPTHOrO
obpasua pabenpaszona wnatpust  (pazaen
«KoaunuecTBeHHOE OnpeieneHue).

212.68 mg + 5% (202.05 ~ 22331 mg)/
212,68 mr+ 5 % (o1 202,05 mMr o
22331 mr)

Date/ ﬂ_zrm:

Remarks : The Product confirms to ND/

Opinion : APPROVED
3axiouenne: OJJOBPEHO

Jomg

| Ilpumeuanne: [poaykr coorBetcTBYeT TpeboBannsam HJT
Prepared by/
[ToaroTosneno:

Checked by
I1posepeno:

T

Approved by: Manager
Menekep no odecneyeHuto KatuecTna

5

Q) oS-\

Date/ IlaT;n: 3 roTe o]

Date/ Hara: Ty K Ao




CERTIFICATE OF ANALYSIS
. o CEPTUOUKAT AHAJIN3A
Dr. Redd S ———— = = _ Page20f6/Crp. 236
Product : Razo, Enterlc coated tablets 20 mg
{Ipoaykr: Paso®, Tabrerkn, NOKPHITbIE KHUIETHOPACTBOPHMOI] oﬁono'mou 20 mr

Batch No. /Cepml Ne : C2305263 Batch Quantlty/ 1500000 Tablets
Obbem cepun; 1500000 Tagnerox

Analytlcal Report No / AHaJmTulleucmn oTuer No : 890001666060 Date of Analysis / Jlara anannza: 31/05/2023

Date of Manufacture / Jlara nponssoacrsa : 04/2023 ‘Date of Expiry / Cpok FO[IHOCTH 03/2026

Analysns performed according ND / Ananns npOBeuen no H[l JI11-002666-191022

No Test / Iloka3zarean Result / Pe3ynbtarhb Specification / Hopma
4 Dissolution / PacTBopenne Unit-1/Eaunna-1 | 4% In 0.1M hydrochloric acid solution — not
Unit2/Eanmina 39 more than 10% of the labeled amount of
——— ° CisH0N;0:SNa (Rabeprazole sodium) is
Unit-3/Enntnua-3 4% dissolved in 2 hours. / B 0,1 M pacrsope
Unit-4/Eannnua-4 0%  |X/10pHCTOBOAOPOAHON KHCIOTHLI — He Gonee
' {10 % OT HOMHHANBHOTO Ccopep KaHus
Unit-5/Eannnua-5 1% CisHN303SNa  (pabenpasona  nartpus)

U nit-6/Eaunuua-6 1% HEpEs i

Average / Cpenn. snadetue: 2 %

Unit-1/Eguinna- 1 91% In buffer solution pH 8.0 — not less than
—— - 75% (Q) of the labeled amount of]
Unit-2/Eannnua-2 88% CisH.N303SNa (Rabeprazole sodium) is

dissolved in 60 minutes. / B Gydeprom
pactsope pH 8,0 — ne menee 75 % (Q) or
Unit-4/Einnnua-4 83%  |HOMHHAJILHOIO COJiepIKaHmsl

. e —_———— CisHhyNsO3SNa - (pabenpazona  watpust)
| Unit-5/Envauna-5- - 89% "licpcj60'iwxblil. : : :

Unit-3/Envnuna-3 86%

Unit-6/Eannuna-6 80%

Average / Cpean. 3Havenue: 86 %

5 |Related substances by HPLC / Poacreennbie npamecn, BOYKX

Rabeprazole N-oxide / 0.02%/0,02% not more than 0.5% / ne Gonee 0,5 %
Pabenpazona N-okcua

T(abeprazole Sulfone / N — not more than 0.5% / ne 6onee 0,5 %
Pabenpazona cynbhon AEORAATSOrA0
Rabeprazole Methoxy not more than 0.5% / ne Gonee 0,5 %

analogue / PaGenpazona

Not detected / He obnapyskeHa
METOKCH aHasior

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumenanne: Ipoayxr coorBetcrByet Tpebopatvam HJ| 3akmouenue: OJJOGPEHO
Prepared by/ Checked by Approved by: Manager
[NoaroTosneno: Iposepeno: Metiejpkep no odecneteHno KauecTsa

Ty .l

Date/ Jlara: 2l 2 €L Date/ Jlara: Qo5 N Date/ JlaTa: 3\,&("9\2




l'mtluct Razo, Enl?tu coated tablets 20 mg -

HpoayxkT: Pazo®,

CERTIFICATE OF ANALYSIS

CEPTUOPHKAT AHAJIM3A

TAGeTKH, ROKPHITHIC KHIIETHOPACTBOPUMOi 000a0uK0I, 20 Mr

'Batch No. / Cepna Ne : C2305263

.Analytical &e_port No / Anannruuecknii oruer Ne : §9m01_666060

Date of Manufacture / Jlata nponssoncrsa : 04/2023

Batch Quantity /
O61em cepnn:

Ne

Test / Hokazareanb

Result / Pesynbrathl

Specification / Hop_l\;a_

Rabeprazole Chloro analogue /
Pabenpazona xsopo ananor

Rabeprazole Sulphide /
PaGenpazona cynbdun

Rabeprazole Related
compound A / Pabenpaszona
POACTBEHHAS IPUMECH A

Rabeprazole Related
compound C / Pabenpasona
|poacteernas npumect C

|
Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / TTpumech npu

RRT 1,37 (macca m/z=310
MMK/1a3071)

Specified Impurity at

about RRT 1.5]

(Mass m/z=458 Benzo
imidazole adduct) / Tlpumecs
npy RRT 1,51 (macca
m/z=458

OEH3MMM 13012 A/I1YKT)

Not detected / He 0OHapyskena

0.03%/0,03%

Not detected / He oGHapyskeHa

npeacm
’) o/ )

oOHapyKcHHs

;_./0

0.04%/0,04%

Not detected / ne obHapyxena

Betow LOD (LOD = 0.02 %) / Huxe
(10

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

1500000 Tablets
1500000 ragnerok
Date of Analysis / JlaTa ananunsa: 31/05/2023
Date of Expiry / Cpox roanoctn :

03/2026
Analysis performed according ND / Anann3 nposegen no HJI: JII1-002666-191022 -

not more than 0.5% / He 6onee 63 %

not more than 0.5% / ne bonee _0,5 % |

Page3 of 6/ Crp. 3n3 6

not more than 0.5% / ne 6onee 0.5 %

—I
|
{

not more than 0.5% / ne 6onee 0.5 %

not more than 0.5% / ne 6osiee 0.5 %

Remarks :

The Product confirms to

ND/

Ipuvenanne: Jlpoaykr coorseteryer TpeboBanusm HJ|

Opinion : APPROVED
Jakmouenne: ONOBPEHO

Prepared by/
[Moarotossieno:

ot

Checked by
Ilposepetio:

Approved by: Manager
MeHekep no odecneueHuIo KauecTsa

s/’

Date/ Jlara:

Date/ Jlara: 305 o7

Date/ [lara: e -




CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product

Batch No. / C epus Ne: C2305263

Dr- R]{%mdldx - cs;»(l tablets 20 mg

Analytical R_cp;'nr_l No/ AllaJlETl/lTIQCKlflﬁ otuet Ne : 890001666060

Date of Manufacture / /lata npousBoacrsa : 04/2023

Pagedof6/Crp. 4ns 6

Hpoaykr: Pazo®, rabiern, Nn0OKpLIThIE KNLIETNOPACTBOPIMOii 060.10UKOi, 20 mr
Batch lentlty/
O0bem cepun:
Date of Analysis / Jlata anagnsza: 31/05/2023
Date of Expiry / Cpox roguocts : 03/2026

1500000 Tablets
1500000

Analysis performed according ND / Anann3 nposenen no H/: JII1-002666-191022

[ Ne Test / Ilokazarenan

Result / Pesynbrarsi

Maximum unknown
individual impurity /
Eavnuunasn
HeWIEHTHOU LM pOBAHHAS
npumecs

Total impurities / Cymma
npumMecei

6 |Residual Solvents content /
OcTaTounbie opranHyeckne
pacTBOpHTENN

7 |Uniformity of dosage units /

| A g
Omnopoanocrs
A03UPOBAHNS

Specification / Hopma

Below BDL (BDL= 0.1 %) / Huxe
nopora peructpauuu (1P =0,1 %)

not more than 0.2% / e 6onee 6,_2 %

0.17 %/0.17%

11250 pgltab / 1250 mkr na Tabnetky

4.0/4.0

8 |Microbial limits / Mukpo6uosornueckas 1ncrora

a) Total aerobic microbial
count / Obuiee Yncno
a’pOOHBIX MUKPOOPraHHW3MOB

not more than 2.0% / ne 60ﬂee_2,0 %

Isopropano! — not more than 2621 pé per

tablet / MU3onponanon — He 6oJiee

I262] MKI Ha TabneTKy

[The acceptance value (AV) should be not
Tlokazarens
npuemaeMoct (AV) nomkeH ObiTh He

lmore than 15.0. /

Bonee 15,0.

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

b) Total combined yeasts and
mould count / O0ee yucno
JPOAGKEBBIX U MJECHEBLIX

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

[Not more than 1000 CFU/yg /

He 6onee 1000 KOE/r

TadJeToK

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

rpudoB
c) E. coli Absentin 1g/ Shall be absent in 1g/
OTcyTeTBYET B 1T Jomkhbl oTeyreTBOBaTH B 1 10
Remarks - The Product confirms to ND/ Opinion : APPROVED

IMpumeuanne: IpoaykT cooTBeTcTB

@1 Tpehosannam HJL

Prepared by/
[ToaroTtoBneno;

vt

Checked by
ITposepeHo:

3akmouenne: OJIOBPEHO
Approved by: Manager
MeHe;prep 110 00ecneUeH1Io KauecTra

V

Date/ Hata:

T) ~o LD

Date/ Jlata: 3 Jo5 20273

Date/ Jlara: A IR N3




CERTIFICATE OF ANALYSIS

. o CEPTU®UKAT AHAJIM3A
~ Dr.Reddy 's ‘ - Page 5 of 6/ Crp. 53 6
Product : Razo, Enterlc coated tablets 20 mg
ITpoaykr: Pazo®, Tadaerkn, noKpbiThle KIIEMHOPACTBOPHMOIi 060/10uK0il, 20 MT

Batch No. / Cepust Ne : C2305263 Batch Quantity / 1500000 Tablets
O0bem cepun: 1500000 rTagaerox

Analytical Report No / Auaiantnuecknii oruer Ne : 890001666060 |Date of Analysis / )J,.u.l ananusa: 31/05/2023

Date of Manufacture / /lata npouszBoactna : 04/2023 Date of Expiry / Cpok FOI(HOCTH 03/2026

Analysns performed according ND / Ananu3s nposejen no HJL: JITl- 002666 191022

Ne Test / Hokazarenn Result / PesynsTaTsl Specification / Hopma
9 “Assay/KonwleCTBeﬂﬂoe 19.9 mg /19,9 mr 180mg to 22.0 mg of C15HN;O:SNa|
onpejesieHne (Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet  /

Ot 18,0 mr go 22,0 mr CigH»N3O3SNa
(pabenpazona uatpua) (ot 90 a0 110 %
OT  HOMWHAJILHOTO  COJAEpP>KaHus) B
TabneTke.

10 Pa:kaging/YHakomca 15 tablets in a (PVC/AI/PA) foil| 15 tablets in a (PVC/AI/PA)  foil
/aluminum foil blister. 2 blisters and|/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton| patient information leaflet in a carton pack.

pack. / Tlo 15 Tabnerox B Onucrepe|/ Tlo 15 Tabnerok B Onucrepe w3
3 (IIBX/AJI/ITA)  donern /| (TIBX/AJI/TIA) donbrn / antomunuesoit

a/lOMHHHUEBOH honbru. [To| ponbru. Tlo 1 unu 2 Gaucrepa Bmecte ¢
2 bamcrepa BMECTE € HMHCTPYKUMEH| MHCTPYKUMEH MO NMPHMEHEHWIO B MAuKy
no MPUMENEITHIO B naukKy | KapTOHHYIO.
! KapTonnylo.
11 |Labeling / Mapxuponka Complies as prescribed / According to ND /
CootBercTBYET TPEOOBAHHUAM B cootsercTeuu ¢ HJ{
12 |Storage conditions / At temperature below 25 °C. / Tlpn Temneparype He Boitlie 25 °C.

Xpaucnue

13 | Shelf life / Cpoxk roauoctn 3 yea;s /3 roaa

Remarks : The Praduct confirms to NI/ Opinion : APPROVED
IMpumeuanue: [poaykr cooretcTBYET TpeboBanusm HJI 3akmouenue: OJOBPEHO
Prepared by/ Checked by Approved by: Manager
[oaroTtosneno; M [Tporepeno: (9)_ MeHepiep 1o 00ecneyeHHIo KauecTsa
Date/ Jlara: ) W | Date/ Jlara: 3 | o7 2023 Date/ Hara: Tyaf ~OND




CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Pr'_%e‘dg B - Page 6 of 6/ CTp. 6 u3 6
Product : Razo, Xrlc—coat U tablets 20mg mg

Hpoaykr: Pazo®, rabaerkn, noKpriThie Kume-mopacTBOpnmon 060710uK0#i, 20 Mr

[Batch No. /Ceplm Ne: C2305263 Batch Quantntv/ 1500000 Tablets

| O6nem cepun: 1500000 ragaerok
Analytlcal Report No / AHAANTHUECKNI otueT Ne : 890001666060 |Date of Analysis / Jlara anaausa: 31/05/2023
Date of Manufacture / Jlara nponssojcrsa : 04/2023 Date of Expiry / Cpok roanocrn : 03/2026

Analysis performed accordmg ND / Ananns Il])OBe[le}l no H/T: JIT1-002666-191022

API name / nanmenoBanne ADC: Rabeprazole sodium / Pabenpason natpus

INN / MHH: Rabeprazole / Pabenpason

API manufacturer batch number/ ACOH004515

Homep cepun npoussoaureisi ADC:

FP Manufacturer API Batch number / FCOA02401

Homep cepun cyberannnn nponzsoanrtens I'J1d:

APl Manufactured by & country / Dr. Reddy's Laboratories Ltd., India

Iponssoautens A®C, crpana: H-p Pennw ¢ Jlaboparopuc Jlta., Unaus.

Remarks : The Product confirms to NI/ Qpinian : APPROVED

Hpumeuanne: lpoaykr coorserctyer TpeboBarnam HJ[ 3akmouenue: OJIOBPEHO

Prepared by/ Checked by Approved by: Manager

[Moarorosneno: [lpoepeHo: Mehemkep no obecneyeHnto KauecTra
4 s

Date/ Jara: I o ¢ w3 | Date/ [ara: RloT 1823 Date/ Jlara; 3\,0(( ao=-3




