Dr.Reddy’s Q¢

Product: Razo, Enteric-coated tablets 20 mg
[Mpoay KT: Pa3o®, tadiac ki, NIOKPhITbIC KHINETHOPACTBOPUMOIT 0000UKoii, 20 Mr
|Batch Quantity /
|O6Bem cepun:

Analytical Report No / Auaaurnuecknii oruer Ne : 890001676984 :DatiofAnalysis / Jdara anannsa: 31/07/2023 |
Date of Manufacture / Jlara nponssoacrsa : 06/2023

Analysi_s performed accor_ding ND / Anaau3 nposeaen no HJI: JI-002666-191022

Batch No./ Cepna No : (2308633

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Date of Expiry / Cpok roanocty : 05/2026

Page 1 of 6/ Ctp. 13 6

1500000 Tablets
1500000 Tagaerox |

Ne - Test / ITokazaTenn

Result / PesynbraTsl

1 iﬁzsgrﬁtion / Onncanne
|

Identification By HPLC /
Hoamumunocrs BIXKX

Average weight of coated
tablets / Cpeansisi macca
TabJeToK

Dissolution / PacTtBopenue

Specification / H()_[)M;l

Round, biconvex, lighTyellow coated
tablets with red ink imprinted "RB20"
on the one side. The cross section is
the core white. / Kpyrnsle,
ABOSKOBBIMYKJIblE TabNeTKH,
NOKpbITLIE 0OO0NOUKON CBETIIO-
JKENTOTO 11BETa, C MapKUPOBKOH
kpacHoro useta «RB20» na onnoi
cropone. Ha noriepeuHom paspese
s4po Oenoro Hpera

Complies as prescribed/_

CooreeTcTBYET
20733 mg /207,33 mr
Unit-1/Eannnua- | 13%
Unit-2/Eantiua-2 | 5%

Round, biconvex, light yellow to yel]o—w-
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyrnbte, ABOskoBbINYKNble  Tabnerku,
|oKpBITHIE 060NOUKON OT CBETIO-KENTOrO
A0  OKEeNTOTO  LBETa €  MapKUPOBKON
kpacHoro uBeta «RB20» wna onpnoi
ctopone. Ha nonepeunom pazpese ajapo ot
6enoro o No4uTH 6ENOro UBeTA.

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 yiepkuBaHusi OCIIOBHOIO Nnuka na
XpoMarorpaMme  HCOLITYEMOI'O  pacTBopa
| AOJIKHO COOTBETCTBOBATD BPEMEHH
YACPKHBAHKUA  OCHOBHOIO — NHMKa  Ha
XpoMaTorpamme pacTBopa CTaHAapTHOIo
obpasuia  pabenpazosna  narpusa  (pazaen
«KonnuecTseHHoe onpeaeacHues).

212.68 mg £ 5% (202.05 - 223.31 mg)/
212,68 mr £ 5% (o1 202,05 mr o
22331 mr)

In 0.1M hydrochloric acid solution — not
more than 10% of the labeled amount of
_ |

Prepared by/
[Toarorosneno:

Remarks : The Product confirms to ND/
IMpnmeuanne: Hpoavkt coorseretsyer tpebosanusm HJL

Opinion : APPROVED
3akmoucnue: ONOBPEHO

Checked by
Iporepetio

Date/ JlaTa:

W09 20K

Approved by: Manager
MeHeakep 110 00CCneUcHUIO KavecTRa

-5

Date/ Hara: n ”_09 :{/0’)_/‘5

||

Date/ lara:

2\ > "1
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y ‘o. CERTIFICATE OF ANALYSIS
Dr. Reddy S L4 CEPTUDGHUKAT AHAJIM3A

Page2 of 6/ Crp. 2 u3 6

|]’r0(luct: Razo, Enteric-coated tablets 20 mg
ITpoayK1: Pa3o®, TabsieTku, NOKPHITHIE KHIIEUHOPACTBOPHUMOH 06os10uK0i, 20 M1

{Batch No./ Cepnst Ne : C2308633 |Batch Quantity / 1500000 Tablets

'. . - B | O6bem cepun: 1500000 Tagaerok |
| Analytical Report No / Anasnrnuecknii oruer Ne : 890001676984 | Date of Analysis / Jlara anannza: 31/07/2023
Date of Manufacture / Jlara nponssoacrsa : 06/2023 Date of Expiry / Cpok roanocers : 05/2026

'Analys-_is_i)erformed according ND / Ananns nposenen no HJ: JI[1-002666-191022

Nu "Test / Hokasatenn Result / PesynbraThl ) Specification / Hopma

- Unit-3/Eannmua-3 13%  |CistoN:03SNa (Rabeprazole sodium) is

Unit-4/Emnnia-4 3% dissolved in 2 hours. / B 0,1 M pacreope

XJOPUCTOBOIOPOAHON KUCIIOThI — He Gonee

Unit-5/Ennnnua-5 5% 10 % OT HOMMHANBLHOIO coaep)KaHus

CisH2N303SNa abenpasona HaTpu

Unit-6/Eaununua-6 5% qe;::)e;02 ZL ' ® P pus)
Unit-7/E_£ll/l_HMLla—7 | 2%
Unit-8/Eaunniia-8 2%
Unit-9/Eamnuna-9 2%
“Unit-10/Eaunnua-10 2%
Unit-11/Eannnna-11 1%

Unit-12/Eampvua-12 0%
I Average / Cpesn. 3Hauenue: S %

B | — e N |

Unit-1/Eannuna-1 89% In buffer solution pH 8.0 — not less than

— = S — {75% (Q) of the labeled amount of]

Unit-2/Eannnua-2 90% C1sH20N;03SNa (Rabeprazole sodium) is

. - ————|dissolved in 60 minutes. / B OydcpHom
. 3 0

Elinils JERpteS e pacrsope pH 8,0 — He menee 75 % (Q) ot

ﬁit-él/E)Janua—ﬁl 87%, [THOMHHAJILHOIO cojiepKaHus
: - {CisH20N303SNa  (pabenpazona  Hatpus)
Unit-5/Eannnua-5 85% wepes 60 mu. :

Unit-6/Eannnna-6 91%

Average / Cpeat. 3nauenue: 88 %

5 |Related substances by HPLC / PoacTeennbie npumecu, BXKX

Rabeprazole N-oxide / Not detected / e obnapyskena not more than 0.5% / ne 6onee 0,5 %
Pabenpaszona N-okcun

Remarks : The Product confirms to ND/ Opinion : APPROVED
| Tlpumeuanne: [Tpoaykr coorsercteyeT TpeboBaHuam HJI | 3akmouenne: OJJOBPEHO

Prepared by/ ] Checked by /y Approved by: Manager
[MoarorosaeHo; @} [Tposepeno: 2 Meiiesxep no odecneueHIo kayecTsa

K >e
TNoD- 21 3

Date/ Il_a‘ra: g\hbjr.-wlg Date/ [lara: g ~ch -jp’]_é Date/ JlaTa:




Dr.Reddy’s Q3¢

Batch No. / Cepusi Ne : (2308633

PI'O(I;IEt : Razo, Enteric-coated tablets 20 mg
I poaykr: Pazo®, Tabnerkn, NOKPbITHIC KNIWICTIOPACTBOPIMOi 060.101K01, 20 M1
| Batch Quantity /
_ S O6bem cepun: 150000 |
Analytical Report No / Anaanruuecknii oruer Ne : 890001676984 | Date of Analysis / lata ananunsa: 3_1/07/2&23

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Date of Manufacture / Iara nponssoacrsa : 06/2023
_Analysis performed according ND / Anasninz nposenen no HJL: JI11-002666-191022

~ Page3of6/Cip. 336

1500000 Tablets
1500000 Tagnerox

Date of Expiry / Cpok roanocrts : 05/2026

Ne Test / llokazaTeanb

Result /i’esyanaTbl

Speciflcatior_n / Hopl\:;

Rabeprazole Sulfone /
Pabenpazona cynbdoH

Rabeprazole Methoxy
analogue / Pabenpazona
METOKCH aHaJlor

Rabeprazole Chloro analogue /
Pabenpa3zona xsiopo aHasor

ﬂbeprazole Sulphide /
Pabenpazona cynsbua
Rabeprazole Related

compound A / PaGenpazona
POACTBEHHAS IIPUMECH A

0.07%/0,07%

Not detected / ne o6Hapyskena

Not detected / ne obHapyeHa

0.03%/0,03%

Not detected / He o6HapyKeHa

Rabeprazole Related
compound C / Pabenpazona
poacTeeHHas npumect C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / I lpumecs npwu
RRT 1,37 (macca m/z=310
MMHAA30)

Specitied Impurity at
about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / I1pumecs
npu RRT 1,51 (macca
m/z=458

OeH3MMKIA30Na AJULYKT)

Maximum unknown

Below LOD (LOD = 0.02 %) / Hixe
npeiena  obuapyxeuus (IO
0,02 %)

0.04%/0,04%

Not detected / He oGHapyskeHa

not more than 0.5% / ne 6onee_6,5 %

not more than 0.5% / e 6onee 6,5 %

not more than 0.5% / ne bonee 6,5 %

not more than 0.5% / ne 60ﬂe€0,5 %

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

not more than 0.5% / ve 6onee 0.5 %

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

not more than 0.5% / ne Gonee 0.5 %

not more than 0.2% / ne donee 0.2 %

Remarks : The Product confirms to ND/
Hpume'mmle: [1poayKT cooTBeTCTBYET TIDC()OB‘dHMﬂM HJL

~

Prepared by/
[ToaroTosneno:

Lo

Checked by
[Tposepeno:

Opinion : APPROVED
3akmouenne: OJOBPEHO

Approved by: Manager
Menemkep no odecneucHU) KalecTsa

Date/ JlaTa: R %\,0‘1«'),0’7,3

Date/ [larta: 21-6 ,2_0/),_3

oy

Date/ Jlara: v
T\vAT 2ot X




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3ZA

Page 4 0of 6/ Crp. 4u3 6

Product : Razo, Enteric-coated tablets 20 mg

IMpoayxr: Pazo®; TaGaeTKH, NOKPLITHIE KHIIEYHOPACTBOPUMOIi 000101 KO0, 20 Mr

Batch Qll:] n;ity /
Ob6Bem cepnu:

|Batch No./ Cepus Ne : C2308633

.f_A;mlyti_c:iReport No / Ananntuyueckuii OT‘IEINQ:_8900_0_1676984
Date of Manufacture / lara nponssoacrsa : 06/2023

Date of Analysis / Jara ananmsa: 31/07/2023

1500000 Tablets
1500000 TacaeTok

_Analysi_s performed according ND / Ananaus nposeaen no HJL: JIT1-002666-191022 :

Date of Expiry / Cpoxk roanocrn : 05/2026

Ne Test / IToka3sarenn

Result/ Pe3y.rTb;aTbl

Specification / Hopma

individual impurity /
Eannnunas
HENMAEHTUHUUMPOBaHHAS
NpUMEChH

n

Total impurities / Cymma
npuMecen

Below BDL (BDL= 0.1 %) / Huxe

opora peructpaunu (ITP =0,1 %)

0.1 %/0,1%

Residual Solvents content /
OcTaTtounbic opranntieckne
pacTBOpHTEN

1559 pg/tab / 1559 mkr na Tabnerxy

Uniformity of dosage units /
Oanopoanocro
AO3HPOBANNSE

5.6/5,6

not more than 2.0% / He Oosee _2,0 %

.]sopropanol — not more than 262 | pé per
tablet / M3onponanon — ne 6onee
2621 mkr na Tabnetky

The acceptance value (AV) should be not
more  than 15.0. /  TlokazaTtenn
npyvemaeMocty (AV) jpomxen ObITh He
Goanee 15,0.

8

Microbial limits / MnkpoOHoI0rnuecKas IMCTOTA

a) Total aerobic microbial
count / O0iee uncno
rel’)pOGHblx MHKPOOPraHU3MOB

[b) Total combined yeasts and
lmould count / Obuiee uncno
APOJOKEBBIX M MIECHEBBIX
rpudon

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

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

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

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

Absent in 1g/
OrcyterByeT B 1T

Shall be absent in g/
JlOMKHBI OTCYTCTROBATL B | T

Ipumenanue: 1lpoaykT cooTBeTCTB

Remarks : The Product confirms to ND/

yeT Tpebopanusm HJJ

Opinion : APPROVED
Sakmouenne: OJOBPEHO

Preparced by/ [

Checked by
[Tposepeno:

Approved by: Manager
MeHenxep no obecreueHmnIo kauecTea

2oL,

—l,_)ateT[_lzn‘a:

I OATOTOBJICHO!
AAF LY

Date/ [ara: D)) 2025

z -

Date/ [lara:
TYID "2}




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIM3A

Product: Razo, Enteric-coated tablets 20 mg
[poay KT: Pazo®, TabieTku, HOKPbITbIE KHIIEYHOPACTBOPHMOIT 060J10UK0#, 20 Mr

Batch No./ Cepnst Ne : C2308633

Batch Quantity /
Oo6bem cepun:

PageSof 6/ Cip. Suz 6

1500000 Tablets
1500000 Taonerok

Analytical Report No / Auaantyecknii oruer Ne : 890001676984 |Date of Analysis / Jlara anaumnsa: 31/07/2023 |

Date of Manufacture / Jata npoussoactsa : 06/2023
Analysis perforn;ed according ND / Anann3 nposenen no IIJ: JI11-002666-191022

Ne Test / Iloka3zarenn

Result / Pe3ym)TaT:

Assay / KonnuectBennoe
onpeaenenne

9

10 |Packaging / Y naxoBka

11 ]lJaheIing / MapkupoRBka I
|

12 ]StOI‘zlge conditions /
Xpanenne

' 13']Sl_1e|flife / C;OK roJHOCTH
I

19.7 mg /19,7 mr

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 Tabnetok B Gauctepe
w3 (IIBX/AJVITA)  Qonbrun  /
ANOMHUHHUEBON thonbru. Ilo
2 GnveTepa BMECTE ¢ MHCTPYKLMEH
1o NMPUMEHEHUIO B nauxy
KapTOHHYIO.

Complies as prescribed /
CoorrercrryeT TpeboRaHUsM

Date of Expiry / Cpox roanocrtu : 05/2026

Specification / HopM_a

18.0 mg to 22.0mg of CisHyN3;0:SNa

(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr po 22,0 mr CisH»oN303SNa
(pabenpa3zona natpus) (ot 90 no 110 %

OT  HOMMHAJILHOTO  COAEp>KaHust) B
TabneTke.
15tablets in  a (PVC/AI/PA) foil

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnetok B Onucrepe u3

(TIBX/AJI/NAY ¢onbrn / anromunueBoi
[ postbru. Tlo 1 wim 2 Gancrepa smecrte ¢
| MHCTPYKLMEH 1O NPUMEHEHMIO R TIAUKY
KapTOHHYIO.

According to ND /
|B coorreteTnn ¢ HJT

At temperature below 25 °C. / Tlpu Temnepatype He Bbile 25 °C,

3 years /3 rona

Remarks : The Product confirms to ND/
[MMpumenanne: [lpoaykr coorsercryer Tpebosanmsam HJL

Prepared by/
[Tonrorornero

Lo

Date/ Jlara: W-OFLR

Opinion : APPROVED
3akmouenne: OJOBPEHO

)
&

Date/ Il,a'ra_: 2,4;9,2‘;13.

Checked by
[Tpoeepeno:

Approved by: Manager
Menepkep no odecrneueHnIo KaHecTBa

=

Date/ Jlara:
L yoAT IS




CERTIFICATE OF ANALYSIS

Dr.Reddy’s Q':‘

CEPTUPUKAT AHAJIM3A

Product : Razo, Enteric-coated tablets 20 mg

Batch No./ Cepun No : C2308633

Ealy_tical Report No / Ananurnuecknii oTuer No :

Page 6 of 6/ CT|1:_() o

[Ipoaykr: Pazo®, TabjieTkn, NOKpbITLIE KIIEYHOPACTBOPIMOIi 006010uKO0il, 20 MT

Batch Quantity / 1500000 Tablets
|O0Bem cepnu: 1500000 Taguerox
890001676984 |Date of Analysis / JlaTa ananu3sa: 31/07/2023

Date of Manufacture / lara npounssoacrpa : 06/2023
Analysis performed according ND / Ananus nposenen no HJT: JIT-002666-191022

Date of Expiry / Cpox roanocti : 05/2026

API name / nanmenosanune A®C:

Rabeprazole sodium / Pabenpason natpus

INN / MHH:

API manufacturer batch number /
Homep cepun nponssoaurens APC:

Rabeprazole / Pabenpazon

ACOHO004515, ACOH004966

FP Manufacturer API Batch number /
Homep cepun cy6cranuuu nponssoautens I'J1d:

API Manufactured by & country /
[Ipomssoaurens A®C, cTpana:

FCOA02401, FCOA02402

Dr. Reddy's Laboratories Ltd., India
J-p Pennu'c Jlabopatopuc Jlta., Unims,

Remarks : The Product confirms to ND/

I pumeuanne: [1poaykt coorseTcTBYET Tpebosanmsim HJ| N

Opinion : APPROVED
Sakmiouenue: OJOBPEHO

~2
Prepared by/ Checked by fﬁ" Approved by: Manager
[toarorosnero: !4) Iposepetio: W Menekep no odecneverio KavecTsa

Date/ E\T_a

_37\ e wa—' Date/ Jlara:

2

Date/ [larta:
oy Pl

2rT>-)023




