_Dr.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Page10f6/Crp. 1n36

Batch No. /Ceplm No :

2305262

Analytical Report No / Ananutiiuecknii oruer Ne :§9()061665865
Date of Manufacture / lata npoussoacrna : 04/2023

Product : Razo, Enteric- coated tablets 20 n mg
HpoaykT. Pa3o®, TadjeTkn, HOKPHITHIC Kmnequnpacnmpumou 000J10uKO0I#, 20 M1

Batch Quantlty/
Oo6Lem cepun:
Date of Analysis / Jlata anaansa: 31/05/2023

1500000 Tablets
1500000 ragaerox

Date of Expiry / Cpox rognocrn :

03/2026

Ne Test / Iokazarenb

1 |Description / Onucaune

Analysis performed accor(lmg ND / Anasnns nposenen no HJI: JII1-002666-191022

Result/ PesyabTaThi

Speciﬁcat_ion / Hol;;m

_ ﬁ&und, biconvex, Iigh? yellow coated

tablets with red ink imprinted "RB20"
on the one side. The cross section is
the core white. / Kpyrnele,
JIBOSIKOBBINMYKJIble TabJIeTKH,
ITOKPBITbIE 00ONOUKOH CBETIIO-
JKENTOro 1BETA, ¢ MAPKUPOBKOH
kpacHoro useta «RB20» 1a onHoi
ctopote. Ha nonepeutiom paspese
Spo Oenoro 1ReTa

2 |Identification By HPLC /
IMoamunnocers BIYKX

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. /
KKpyrnble, JBOAKOBBIMYKAbIE  TaBNETKH,
NOKPbITbIE 000J0UKON OT CBETNIO-XKENTOro
A0 OKEATOTO LBETAa C  MapKUPOBKOW
kpacHoro ugeta «RB20» wa oanoh
cropoHe. Ha nonepeuHom paspese sapo ot
Genoro o nouty 6enoro UBeTa.

Complies as prescTibed/
COO'I‘BC'I’C'I‘Bye'l*

3 Avera_ge_wéight of coated
tablets / Cpeansist macea
TabJIeTOK

The retention time of the major peak in the
chromatogram of the test preparation
should corlcspond to the retention time of]
thec main peak in the chromatogram ot}
Rabeprazole sodium standard plcpalatlon'
(section Assay). /

Bpems ynepxkupanMs OCHOBHOIO MUka Ha
XPOMUTOIPIMME  HCHILITYEMOI'O  PaCTBOpA
JOSKHO COOTBETCTBOBATD BPEMECHH
YOCPIKMBAHHS ~ OCHOBHOTO  NWKa  HA
XpoMaTorpamme pacTBOpa CTAHAAPTHOrO
oOpasua pabenpasosna HaTpus (pazaen
«KonuuecTBeHHOE onpeaeneHmen).

208.86 mg /208,86 mr

212.68 mg + 5% (202.05 — 223.31 mg )/
212,68 mr =5 % (ot 202,05 mr no
22331 mr)

Remarks : The Product confirms to ND/
Ipumeuanue: Ipoaykr cootsercrayer TpeGoBanmsnt HJ[

Opinion : APPROVED
Sakmouenue: OJOBPEHO

Prepared by/
IToarorosneno:

Jog

Checked by
Ilporepetio:

Approved by: Manager
Menemprep no 00ecneUeH1Io KauecTna

N

Date/ Jlarta:

V) o512

Date/ JlaTa: 3‘*'05@’?.3

Date/ Jlara: Sy (AN




@.  CERTIFICATE OF ANALYSIS
5 °® CEPTUGUKAT AHAJIN3A
Dr. Red_d! S ‘p_ Page20f6/Crp.2us6

|Product : Razo, Enteric-coated tablets 20 mg
Ipoaykt: Pazo®, TadjeTkn, NOKPbITHIE KHNIEMHOPACTBOPHMOI 06010uKO0it,-20 mr

Batch No./ Cepus Ne : C2305262 Batch Quantity / 1500000 Tablets

~ |O6wem cepuu: 1500000 ragacTok
Analytical Report No / Anasmtuuecknii orver Ne : 890001665865 |Date of Analysis / laTa anannsa: 31/05/2023
Date of Manufacture / Jlata nponspoacrna : 04/2023 Date of Expiry / Cpok rognocrs : 03/2026

Analysis performe(l_according ND / Auanus nposeaen no HJI: JIT1-002666-191022

No Test / IlokazaTenn Result / PesynbTaTsl gpeciﬁcation / Hopma
I _‘I_IDiSS_()]“tion /Pa:TBopeHue ~ Unit-1/Eananua-1 3% In 0.IM hydrochloric acid solution — not
T Unit2/Eminiiad 20 more than 10% of the labeled amount of
' ST °  |CisHN30:8Na (Rabeprazole sodium) is
Unit-3/Eannnua-3 2% dissolved in 2 hours. / B 0,1 M pacreope
Unit-4/Epnnnna-4 0% XJIOPUCTOBO/IOPOIHON KHCIIOTLI — He Bosee
. 10 % oOT HOMMHANLHOTO COAepPIKAHMA
Unit-5/Eqnnnua-5 2% CisH20N303SNa  (pabGenpasona  natpus)

Unit-6/Eannnua-6 3% Hepes 2 4.

Average / CpenH. 3nauenue: 2 %

Unit-1/Eaunuua-1 94% In buffer solution pH 8.0 — not less than
. ! —— 75% (Q) of the Ilabeled amount of]
Unit-2/Ennnnna-2 96%  |C,sH20N;05SNa (Rabeprazole sodium) is

dissolved in 60 minutes. / B OydepHom
pactBope pH 8.0 — ne menee 75 % (Q) ot
| Unit-4/Eannniua-4 01% HOMHMHAbHOTO CO/IEPIKAHMS
Ci1gHaoN;O:SNa - (padenpaszona  naTpus)
uepes 60 MUH. '

I Unit—3/éu_mmua-3 ' 94%

[ Unit-5/Enrnnina-5 95%

Unit-6/Eaqvnnna-6 94%

I Average / CpenH. snaueHne: 94 %

5 |Related substances by HPLC / Poacreennbie npumecu, BOXKX

'Rabeprazolm—&ide / 0.02%/0,02% not more than 0.5% / ne dosee 0,5 %
Pabenpazona N-oxcua

-Rabeprazolé Sulfone / not more than 0.5% / e Gonee 0,5 %

Pabenpasona cyabon 0.07%/0,07%

Rabeprazole Methoxy not more than 0.5% / ne 6onee 0.5 %
analogue / PabGenpazona

Not detected / ne obHapyxena
METOKCH aHanor

Remarks - The Produet confirms to NI/ Opinion : APPROVED

Hpumeuanue: Npoaykr coorseTcTByeT TpeboBanusm HJJ 3akmotenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

Hoarorosneno: M [Tporepeno: ﬂ) MeHekep 1o obecnetueunto KayecTsa
&

Date/ Jara: q) oS- Date/ Jlata: Q)0 5§ 2023 Date/ Jlara: Ty K ~~ONT




CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A
Dr.Redd s_‘,'g' ) ) ) Page 3 of 6/ C1p. 3 u3 6
Product : Razo, Enterlc coated tablets 20 mg
l'lpouyKT Pazo®, TabJeTKH, NOKPbITbIE KHIIEYHOPACTBOPHMOI 000J104KOH, 20 mr
- Batch lentlty/ 1500000 Tablets
O6’bCM cepHu: 1500000 _rabneTok
Date of Analysis / laTa ananusa: 31/05/2023
Date of Expiry / Cpok roagnoctn : (03/2026

Batch No./ Cepust Ne : C2305262

| Analytical Report No / Anamnwlecmm oTuer Ne : 890001665865
Date of Manufacture / /lara nponzsoactsa : 04/2023

Analysns performed according ND / Ananus nposejieH no ﬁﬂ: NI1-002666-191022

No Test / Ilokazarean Result/ Pe3yabTaTnl Specification / Hopma

Rabeprazole Chloro analogue / Not detected / He oGHapyena not more than 0.5% / ne 6onee 0,5 %
PaGenpazona xnopo aHanor

Rabeprazole Sulphide / o 0.03%/0.03% not more than 0.5% / he 6onee 0,5 %
PaGenpazona cynspua

Rabe_prazole Related not more than 0.5% / we Gonee 0,5 %

compound A / PaGenpasona  |Not detected / ne obHapyskena
pOJICTBEHHAsI TpUMeECh A

Rabeprazole Related not more than 0.5% / ne 6onee 0,5 %
|compound C / PaGenpasora Below LOD (LOD = 0.02 %) / Huxe
lp(),[lLTBeHHaﬂ npumech C Hpeielia OOHdp)//l\t,HH}I (ﬂO

0.02 %)

Specified Impurity at not more than 0.5% / we 6onee 0,5 %

about RRT 1.37 03%/0,03%
(Mass m/z=310
Imidazole) / Tlpumeck npu
RRT 1,37 (macca m/z=310
MMHA300)

Specified Impurity at Not detected / ne o6Hapyscena not more than 0.5% / ne 6onee 0,5 %

about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / TTpumecs
npu RRT 1,51 (macca
m/z=458

OeH3MUa305a aayKT)

Remarks : The Product confirms to ND/ Opinion : APPROVED
TIpnmeuanue: [lpoaykt coorseTcTBYET TpeGoBannam HJL Jaksiouenne: OJOBPEHO
Prepared by/ Checked by Approved by: Manager
[oarorosaeHo: ITposepeHo: @_ MeHemxkep no odbecneueHHIo KauecTsa

Tt S

Date/ JlaTa: ']\r'oS‘ﬁ"'w Date/ Jlara: 305 2623 Date/ Jlara: etk VD




CERTIFICATE OF ANALYSIS
‘ CEPTMM®HKAT AHAJIM3A

Dr.Reddy’s @

Product : Razo, Enterlc coated tablets 20 mg

Ipoaykr: Pazo®, Tabnerky, NOKPbIThIE kuu;e-mopacnmpumou o0ostoukoii, 20 mr

Batch No. /Cepml No : C2305262 Batch Quantltv/ 1500000 Tablets
Ob6bem cepumn: 1500000 Tagaerox
An'\]\ tical Report No / AnaauTuueckuii oruer Ne ¢ 890001665865 |Date of Analysis / ,fJ, 1Ta ananusa: 31/05/2023 |
Date of Manufacture / Jlara npoussoacrtsa : 04/2023 JDate of Expiry / Cpoxk ro,uuocTn : 03/2026

Analysns performed accordmo ND / Auanus nposeaen no HJI: JI1-002666-191022 B o

Paged of 6 /CTp. 413 6

N Test / lloxazarens

Result/ PesyanaTbl

Specification / Hopma

Maximum unknown
individual impurity /
Ennnnunas
HeUICHTHUIMPOBAHHAS
npuMech

Below BDL (BDL= 0.1%) / Huxe

nopora peructpauuun (ITP =0,1 %)

Total impurities / Cymma
npumecen

6 |Residual Solvents content /-
OcTaTounble opranniueckne
pacTBoOpHTeN

OgdopoanocTs
AO3UpOBaAHMSA

7 |Uniformity of dosage units /
|

0.16 %/0,16%

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

not more than 2.0% / ne 6566_2,0 %

1483 ng/tab / 1483 Mxr na Tabnetky

3.1/3.1

8 |Microbial limits / Mukpoonosornueckas 4HcToTAa

l more

Eopropanol —not more than 2621 ng per
tablet / M3ornponanon — He Sonee
2621 mxr na TabneTky

The acceptance value (AV) should be not!
than 15.00 / Tokasaresn|
npuemaemoctd (AV) aoimkeH ObiTh He
6onee 15.0.

a) Total aerobic microbial
count / O6uee uncno
a3pOOHBIX MUKPOOPraHU3MOB

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

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

b) Total combined yeasts and
mould count / O6wee Huncno
JPOIOKEBLIX U MAECHEBLIX
rpuboB

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

¢)E. coli

Absent in 1g/
OtrcyterByeT B IT

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

Shall be absent in 1g/
JlOoNmKHbBI OTCYTCTBOBATH B | T

Remarks : The Product confirms to ND/
Ilpumeuanue: [Iponykr coorserctryeT Tpedosanmsim HJ|

Opinion : APPROVED
3axkmouenne: OJOBPEHO

Prepared by/
[ToaroroBneno:

Ty

Checked by
Ilpoeepeno:

Approved by: Manager
Mehemrep 110 obecneyeH IO KauecTsa

¥

Date/ Jlara: q\ o8 R

Date/ ata: 3152033

Date/ [lara: 3y (- N3




CERTIFICATE OF ANALYSIS
. o CEPTU®UKAT AHAJIV3A
_Dr.Reddy’s - PageSof6/Crp. 53 6
Product : Razo, Fnterlc coate(l tablets 20 mg
I]ponvm‘ Pazo®, Tabaerku, HOKPLIThIE KumelmopaCTBopnmon OﬁOJ]O‘IKOH 20 mr

Batch No./ Cepml Ne : C2305262 Batch Quantity / 1500000 'Tablets
Oo0bem cepun: 1500000 ragaerox

Ana]vt cal Report No / Anajaurnuecknii oruer Ne : 890001665865 |Date of Analysis / Jlata anannsa: 31/05/2023

Date of Manufacture / laTa npon3soactia : 04/2023 Date of Expiry / Cpok roanocrn : 03/2026

Analysis performed according ND / Ananu3s ;pose;leu no Hf[: JII1-002666-191022

Ne Test / IlokazaTens Result / PesynabTaTsl Specification / Hopma
9 |Assay / KosnuecTBeHHOE ] 19.7 mg/ 19,7 mr 18.0mg to 22.0 mg of CigHyxN;O3SNa
onpejaenenne (Rabeprazole sodium) (90 to 110% of the

labeled amount) per tablet  /
Ot 18,0 mr ao 22,0 mr CgH»N303SNa
(pabenpazona narpust) (ot 90 no 110 %
OT  HOMHUHALHOrO  COAEpIMaHuUs) B
TabdneTKE.

10 |Packaging / YnakoBka 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. I or 2 blisters and
patient information leaflet in a carton| patient information leaflet in a carton pack.

pack. / Tlo 15 tabnerok B 6auctepe|/ Ilo 15 Tabnetok B Onucrepe U3
s (IIBX/AJI/TIA)  ¢onsrn /| (TIBX/AJI/TIA) donern / amomunueBoi

antOMMHHUEBON ¢donbru. Mo| ponbru. Mo | wiu 2 Gnucrepa Bmecte ¢
2 6aucTepa BMECTe € WHCTPYKLMEH| MHCTpyKLMER NO NPUMEHEHWIO B Nauky
no npUMelIenuIo B MauKy | KapTOHHYIO.
[ kapToHHy!tO.
|
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTCTBYET TpeOOBaHUAM B cooreTeTBUM ¢ HJT
12 |Storage conditions / At temperature below 25 °C. / T1pu Temnepatype He sbittie 25 °C.

XpaHeHnue

13 [Shelf life / Cpok roanocrn 3 years / 3 ropa

Remarks : The Product confirms to ND/ Opinion : APPROVED

Tlpumenanne: [lpoaykr coorsercTyet Tpebosanusam HJI 3akaouenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

[MoaroTosneHo: p— [TposepeHo: _-C‘D“ Meuemkep o obecneyeHnio KauecTsa
g S

Date/ JlaTa: U S'/V’u Date/ [laTa: 2 P Date/ Jlara: %y o< S




CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Dr.Reddy’s !i'._

Page 6 of 6/ Crp. 6 u3 6

Product : Razo, Enteric-coated tablets 20 mg

IMpoaykr: Pazo®, TabaeTkn, NOKpbiThle KHHIETHOPACTBOPNMOi 06000K0i,-20 Mr

Batch No. / Cepun Ne : C2305262

1500000 Tablets
1 500000_ _"_ra_ﬁﬂeT()K

Batch Quantity /
Ob6nem cepui:

_Analvtica_l Report No / AnaauTuuecKuii oTueT Ne_ﬁ%961665865 |Date of Analysis / lara anaansa: 31/05/2023
Date of Manufacture / JlaTa nponssoacrna : 04/2023

Date of Expiry / Cpok roanocts : 03/2026

Analysis performed according ND / Ananns nposeanen nmo H/L: JI[1-002666-191022

API name / HaumenoBanmne ADPC:

INN / MHH:

Rabeprazole sodium / Pabenpa3zon natpus

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npouspoantens ADC:

ACOHO002013, ACOH003188, ACOH004515

FP Manufacturer API Batch number/

Homep cepun cy6eTanuuu nponsgoaurens ['J1d:

API Manufactured by & country/
Hpouzpoaurtens ADC, crpana:

FCOAO01753, FCOA02400, FCOA02401

Dr. Reddy's Laboratories Ltd., India
J-p Pennu ¢ Jlaboparopuc Jita., Mnang.

Remarks ; The Product confirms to NI/

Hpumeuanne: Ilpoaykr coorsercTyeT Tpebosanusm HJI

Opinian : APPROVED
Jakmouenne: OJOBPEHO

Prepared by/ Checked by

ATAN

Approved by: Manager

Tloarorosaexo: M [Tpoeeperio: Menemxep no odecrneueHnIo kauecTsa
S
Date/ [ara: 1 ”_ogfqu,j Date/ Jata: 2 l~S e} Date/ lara; 21 o3




