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Dr.Reddy’s ‘f.’

CERTIFICATE OF ANALYSIS

CEPTHDPUKAT AHAJIU3A

Page10f6/Crp. 1u3 6

Product: Razo, Enteric-coated tablets 20 mg
Hpoayxr: Pa3o®, Ta6aeTKH, IOKPBIThIE KHIIEYHOPACTBOPHMOi 060,109K0#H, 20 MI

Batch No. / Cepnsi Ne : C2407987

Batch Quantity /
O61em cepun:

1500000 Tablets
1500000 Taéaerox

Analytical Report No / AnaauTuyecknii oraer Ne : 890001746990

Date of Analysis / lara anammza: 30/06/2024

Date of Manufacture / lata npousBoacrsa : 05/2024

Date of Expiry / Cpok roanocru : 04/2026

3w, No 1 o 20.06.2023

Analysis performed according ND / Ananus nposeaen no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / Ilokazarean

Result / PesynabTathl

Specification / Hopma

1 |Description / Onucanue

Round, biconvex, yellow coated
tablets with red ink imprinted "RB20"
on the one side. The cross section is
the core white. / Kpyrieie,
JBOSKOBBIMYKJIbIE TAONETKY,
MOKPBITEIE 000JI0YKOMN HKEITOro
L[BETA, C MAPKUPOBKOH KPacHOTO LIBET
«RB20» Ha onHoii cropoue. Ha
MONEPEeYHOM pa3spese 1apo 6eroro
LIBETA.

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. /
Kpyrasle, nBOSKOBBITYKIBIE — TabneTkH,
[IOKPBITHIE 0OOJIOUKON OT CBETIIO-KENTOro
O OKeNTOro 1LBeTa C MAapKUPOBKOM
kpacHoro usera «RB20» wa oaHoii
cropone. Ha nonepeuHoM paspese sapo ot
6enoro o noutH Gesoro uBeTa.

Identification By HPLC /
THopmauuocTe BXKX

Complies as prescribed/
CootBercTByer

The retention time of major peak in the
chromatogram of test solution should
correspond to the retention time of major
peak in the chromatogram of Rabeprazole
sodium reference standard solution (section
Assay).|/ Bpemsi ynep>XuBaHUS OCHOBHOTO
NMKa Ha XpOMaTOrpaMMe HCILITYEMOro
pacTBOpa  [JO/DKHO  COOTBETCTBOBATH
BPEMEHU YJIePKHBAHHS OCHOBHOTO ITHKA
Ha XpomaTtorpamme pacTBopa
cTaHgapTHoro  obpasia  pabenpasofia
HaTpus (pazpmen «KonnyectseHHoe
ornpeeneHHe» ).

Average weight of coated
tablets / Cpennsst macca
TabeTox

209.47 mg /209,47 mr

212.68 mg £ 5 % (202.05-223.31 mg)/
212,68 mr+ 5 % (ot 202,05 Mr mo
223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr coorBercrByer Tpebosanusm HJT

Opinion : APPROVED
3aknwyenne: OOBPEHO

Date/ Jlara: 100 b-LO7Y

Prepared by/ Checked by Approved by: Manager

IToproToBiieHo: M IIposepeHo: _é@ Menemkep o obecneyeHHro Ka4ecTsa
T 2

Date/ lara: 2004~ ZoZL/ Date/ [lara: 20,04 ~totl
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIMU3A

Page2 of 6 /C1p. 2 u3 6

Product : Razo, Enteric-coated tablets 20 mg

Ipoayxr: Pazo®, TabieTKn, NOKPHITbIE KAIIEYHOPACTBOPHMOi 060/109K0#H, 20 M

Batch No./ Cepus Ne : C2407987

Batch Quantity /
Ob6bem cepuu:

1500000 Tablets
1500000 Ta6nerox

Analytical Report No / Ananntug

eckuii oruer Ne : 890001746990

Date of Analysis / JaTra anannza: 30/06/2024

Date of Manufacture / lata npoussoactea : 05/2024

Date of Expiry / Cpoxk rognoctu : 04/2026

Analysis performed according ND / Anasin3 nposeaen no HJI: JIIT-002666-191022, amend Ne 1 dt 29.06.2023 /

u3M. Ne | or 29.06.2023

Ne Test / IToxkazarean

Result / Pesynastatsl

Specification / Hopma

4 |Dissolution / PacrBopenne

In 0.1 M hydrochloric acid solution — not
more than 10 % of C18H20N30O3SNa
(Rabeprazole sodium) label claim in 2 h. /

B 0,1 M pacTBOpe XJIOPHCTOBOAOPOAHOM

KACIOTBI — He Gomee 10% ot
HOMUHAJIBHOTO conep)kaHus
CisH20N3O3SNa  (pabenpasona  Hatpus)
yepes 2 4.

Unit-1/Eaquduna-1 1%
Unit-2/Enqvauna-2 3%
Unit-3/Eaununa-3 3%
Unit-4/Eauanua-4 0%
Unit-5/Ennnnna-S 0%
Unit-6/EnnHuia-6 1%

Average / CpenH. 3nauenue: 1%

In buffer solution pH 8.0 — not less than 75
% (Q) of C18H20N303SNa (Rabeprazole

sodium) label claim in 60 min. / B

6ydeprom pactBope pH 8,0 — He menee
75 % (Q) OT HOMHHAIBHOTO COJEPMHKAHUs

CisH20N3O3SNa  (pabenpazona Hatpus)
yepes 60 MuH.

Unit-1/Eqununa-1 94%
Unit-2/Exqunnna-2 92%
Unit-3/Eaununa-3 90%
Unit-4/Equnuia-4 90%
Unit-5/Eaunuua-5 89%
Unit-6/Eaqununa-6 91%

Average / CpenH. 3Hauenue: 91%

5 |Related substances by HPLC

/ PoacrBenunie npumecu, BOKX

Rabeprazole N-oxide /
Pabenpazona N-okcua

Rabeprazole Sulfone /
Pa6enpasona cynbhon

Rabeprazole Methoxy analog /
Pabenpazona meTokcu aHanor

Rabeprazole Chloro analog /

Not detected / He obHapykeHa

0.11%/0,11%

Not detected / He obHapysxeHa

Not detected / He oOHapysKkeHa

not more than 0.5% / e 6omnee 0,5%

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

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

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

Remarks : The Product confirms to ND/
Ilpumeqanne: Ilpogykr coorBercTByeT Tpebosanusm HJJ

Opinion : APPROVED
Zaxkmouenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager
Iloarorosnexo: ?g_\f IIposepeno: MeHemkep mo 00ecneYeHHIO KauecTsa
. 4
Date/ Jlara: l 006~ 20Ty Date/ Jlara: 20-04 onp

Date/ Jarta: 30"06"20%/




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page30f6/Crp.3u3 6

Product : Razo, Enteric-coated tablets 20 mg
Ipoayxr: Pazo®, TabeTkn, HOKPHITHIE KHIIEYHOPACTBOPUMOI 000104K0iH, 20 M

Batch No. / Cepusi Ne : C2407987 Batch Quantity / 1500000 Tablets
Oo6bem cepun: 1500000 rTaGaerox

Analytical Report No / Anamntnueckuii ordet Ne : 890001746990 |Date of Analysis / lata ananuza: 30/06/2024

Date of Manufacture / [lata nponssoactsa : 05/2024 Date of Expiry / Cpox rognoctn : 04/2026

Analysis performed according ND / Ananuz nposeaen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /
nu3m. Ne 1 o1 29.06.2023

Ne Test / Iloka3zaTenn Result / Pe3ynabTaThl Specification / Hopma

Pabenpasona xynopo ananor

Rabeprazole Sulphide / Less than LOQ (LOQ: 0.027 %)/ not more than 0.5% / ue Gonee 0,5%
PaBenpasona cysbdu Huxe nipenena KOJIHYECTBEHHOTO
onpenenenus ([KO: 0,027%)

Rabeprazole Related not more than 0.5% / ne 6onee 0,5%
compound A / Pabenpazona

POJICTBEHHAS TIPEMECH A Not detected / He 0OHapyKeHa

Rabeprazole Related B not more than 0.5% / e 6onee 0,5%
compound C / PaGerpazona Below LOD (LOD = 0.02 %) / Huxe

poncTeeHHas npumecs C gﬁ)‘;ﬂoe;;;‘ obHapyxeuus (110 =

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

about RRT 1.37
(Mass m/z=310 Not detected / He oOHapyskeHa
Imidazole) / IIpumecs npu
RRT 1,37 (macca m/z=310
AMHIA3001)

Specified Impurity at not more than 0.5% / ue 6omnee 0,5%

about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / [Ipumecs
npn RRT 1,51 (macca
m/z=458

GeH3uMHUAA301a AIAYKT)

Not detected / He obHapyxeHa

Individual unidentified Below BDL (BDL= 0.1%) / Huxe not more than 0.2% / ve 6onee 0,2%
impurity/ Enauunas nopora perucrpauun (ITP =0,1%)
HeuaeHTHGULMPOBaHHAS
npuMech
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeyanne: [Ipogykr coorBeTcTBYeT Tpebosanusm HJI 3axawuenne: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager

[Tonrorosnewo: Sé Lﬁ IIposepeno: 4@ Menemxep no obecnedeHuo kKa4ecTsa

4

Date/ [lara: ggopog,_ %Qv Date/ Jlara: 30 F06-LOLU Date/ Jlata: 20014018
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CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJIM3A

Page4 of 6/ C1p. 4m3 6

'Froduct : Razo, Enteric-coated tablets 20 mg
IIponyxT: Pazo®, Ta6.1eTKN, HOKPHIThIE KHMIEYHOPACTBOPUMOIi 000,109KOiA, 20 MI

Batch No. / Cepus Ne : C2407987

Batch Quantity /
Obnem cepun:

1500000 Tablets
1500000 Tadénerox

Analytical Report No / AnaauTnyeckuii oraer Ne : 890001746990

Date of Analysis / laTa anananza: 30/06/2024

Date of Manufacture / lata npoussoacrsa : 05/2024

Date of Expiry / Cpok rognoctn : 04/2026

Analysis performed according ND / Ananus nposenen no HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /
n3m. Ne 1 ot 29.06.2023

Ne

Test / Ilokazarean

Result / PesynbraThl

Specification / Hopma

Total impurities / Cymma
npumeceit

0.1 %/0,1 %

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

Residual Solvents content /
OcTaToYyHbIe OPraHHYEeCKHe
pacTBopuTeNH

1531 pg/tab / 1531 mkr Ha TabneTky

Isopropanol — not more than 2621 pg per
tablet / M3onponanon — He Gonee
2621 mkr Ha TabneTKy

Uniformity of dosage units /
OnaHopoaHoCTE
J03APOBAHUS

3.7/3,7

The acceptance value (AV) should be not
more  than 15.0. / Tlokasarenn
npuemiieMocTd (AV) OomkeH OLITh He
6onee 15,0.

Microbial purity / MukpoGHoJdornyeckas 44cToTA

a) Total aerobic microbial
count / O61uee yucno
a3pOOHBIX MUKPOOPTraHU3MOB

Less 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 / Obiiee yucno
JPOMOKEBBIX U TUIECHEBBIX
rpu6oB

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

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

¢) E. coli

Absentin 1g/
OtcytcTByeT B Ir

Shall be absent in 1g/
JloymKHBI OTCYTCTBOBATh B 1 T

Remarks : The Product confirms to ND/
Ipumeuanne: [TponykT coorBeTcTBYET Tpebosanusm HJI

Opinion : APPROVED
3aknaiouenne: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager

I l(),:[F(.)TOBJ‘ICIIO:¢L¢_—-£ IIposepeno: Menemkep 1o obecieYeHHIO Ka4ecTBa
t-4

Date/ [ara: 30,0 G _ ZOW Date/ [Hara: oo f-Lol ta Date/ [lara: 20 -0l 1y
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CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJIM3A

Page Sof 6/ Ctp. 5u3 6

Product : Razo, Enteric-coated tablets 20 mg

Iponyxt: Pa3o®, Ta6.1eTKH, NOKPBITHIE KHIIEYHOPACTBOPHMOIT 060109K0i, 20 MI

Batch No. / Cepus Ne : C2407987

Batch Quantity /
Ob6Bem cepun:

1500000 Tablets
1500000 Taodaerox

Analytical Report No / AHanuTuyecknii orger Ne : $§90001746990

Date of Analysis / lata ananmnza: 30/06/2024

Date of Manufacture / Jlata npounssoacrsa : 05/2024

Date of Expiry / Cpoxk roanoctn : 04/2026

Analysis performed according ND / Anannz nposenen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
u3M. Ne 1 ot 29.06.2023

[ Ne Test / Ilokazaresan Result / PezyabnTaTn! Specification / Hopma
9 |Assay / KonnuecrBennoe 19.8 mg/ 19,8 mr 18.0mg to 22.0 mg of CisHN303SNa
onpenesieHue (Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet /
Ot 18,0 mr mo 22,0 mr CisHxN3;03;SNa
(pabenpasona Hatpus) (ot 90 mo 110 %
OT  HOMHHAJIBHOIO  COHEpP>KaHHA) B
TabeTke.
10 |Packaging / Ynakoska 15 tablets in a (PVC/AI/PA) foil| 15tablets in a (PVC/AI/PA) foil

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 Tabnetok B Gukcrepe
w3  (IIBX/AJI/TIA)  domera  /
aNMIOMUHHUEROM donbru. ITo
2 6McTepa BMECTE C MHCTPYKUHEH
1o MPUMEHEHHIO B nayKy
KapTOHHYIO.

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Ilo 15 Tabnerokx B Omucrepe H3
(IIBX/AJVTIA) donbru / amoMuHHEBOH
donbru. Ilo 1 unu 2 6akcrepa BMecTe ¢
HHCTPYKLMEH MO NPUMEHEHHIO B IAYKy
KapTOHHYIO.

Labeling / Mapkuposka

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHHAM

According to ND /

B coorseTcTBum ¢ HJJ

12 | Storage conditions / At temperature below 25 °C. / Ilpu Temnepatype He Bbiue 25 °C.
Xpanenne
13 [Shelf life / Cpok rognoctn | 2 years /2 roga

Remarks : The Product confirms to ND/
IIpumeuanune: [IpogykT cooTBeTCTBYET TpeboBaHusm HJI

Opinion : APPROVED
3akniouenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

[ToaroroBsneHo: M IIposepeno: L_@ Menemiep 1o 06ec$eqeﬂmo Ka4ecTBa
Y

Date/ Jlara: gonog._ 909,(1 Date/ Jlata: 30 s 6“7'07’“ Date/ [lara: 300 §-102
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Page 6 of 6 / Crp. 6 u3 6

[Product : Razo, Enteric-coated tablets 20 mg

IIpoayxr: Pazo®, TabaeTKH, NOKPLITHIE KHIIEYHOPACTBOPHMOH 060,109K0H, 20 MT

Batch No. / Cepun Ne : C2407987

Batch Quantity / 1500000 Tablets
O0Bem cepun: 1500000 Ta6aerox

Analytical Report No / Ananutuyecknii oraer Ne : 890001746990

Date of Analysis / lata anainza: 30/06/2024

Date of Manufacture / JlaTa npoussoncrtea : 05/2024

Date of Expiry / Cpok rogrnocrn : 04/2026

M. Ne 1 o1 29.06.2023

Analysis performed according ND / Ananns nposesen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

API name / nanmenoBanne APC:

Rabeprazole sodium / Pabenpa3son Hatpus

INN / MHH:

Rabeprazole / PaGenpazo:n

API manufacturer batch number /
Homep cepun npounzsogutens ADC:

ACQH004345, ACQH004371

FP Manufacturer API Batch number /

Homep cepun cyocranuun npoussogurens LJID:

FCRA00064, FCRA00065

API Manufactured by & country /
ITpoussoaurear A®C, crpana:

Dr. Reddy’s Laboratories Ltd., India
H-p Penanu’c JlaGopartopuc JIta., Uanus.

Remarks : The Product confirms to ND/

IIpumeuanne: I[Mpoaykr coorBercTByeT TpeboBanusam HJT

Opinion : APPROVED
3akmoyenne: ONOBPEHO

Prepared by/ /ﬁ Checked by
INoaroTosneHo: o IMpoBepeHo:

Approved by: Manager
MeHepxep o obecrneyeHHIo KauecTsa

4

Date/ [ara: 250 O 209&' Date/ Jlara:

A0~ 06~1o2u

Date/ Jarta: R0 frsaly




