Dr.Red dY’S QO:.. CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

- Pagelof6/Crp.1u36
Product : Razo, Enteric-coated tablets 20 mg
Hpoaykr: Pa3zo®, Tab/eTKN, NOKPHITbIE KNIIEYHOPACTBOPUMOi 060104K0i, 20 Mr

Batch No. / Cepus Ne : C2311481 Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 ta6seTox

Analytical Report No / Anaantngecknii oruer Ne : 890001691396 |Date of Analysis / lara ananuza: 29/09/2023 _

Date of Manufacture / Jlata npouszBoacrsa : 07/2023 Date of Expiry / Cpok rognocrn : 06/2026

Analy;is performéd_according ND / Ananus nposeaen no HJ: JI1-002666-191022

Ne Test / IlokazaTennb Result / Pe3yabTaTsl Specification / Hopma
1

Description / Onucanue Round, biconvex, yellow coated|Round, biconvex, light yellow to yellow-
tablets with red ink imprinted "RB20"|coated tablets with red ink imprinted
on the one side. The cross section is|«RB20» on the one side. The cross section
the core white. / Kpymuble,|is the core from white to off-white. /
JIBOSKOBBIITYKITbIE Tabnerky, Kpyrisle, IBOSKOBBIIYKIIbIE TabNETKM,
MOKPBITEIE  O0O0JIOYKOM  JKENTOrO |MOKPHIThIE 000I0UKOH OT CBETI0-XKENTOrO
LBETA, C MAPKUPOBKOW KPACHOTO LBET|0 JKEITOro 1LBETa C  MapKHUpPOBKOl
«RB20» wna opHo#t cropone. Ha|kpacHoro uBera «RB20» wa opHoi
nonepeyHoM paspese sapo Genoro|ctopone. Ha nonepeyHom paspese siapo oT

LIBETA. 6enoro Ao noutu 6enoro usera.
2 |Identification By HPLC / - Complies as prescribed/ The retention time of the major peak in the
IMogaunanocTh BIKX CootBeTcTBYET 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 THKa Ha
XpOMaTorpaMMe HCIIBITYeMOI'0 pPacTBOpa
JOJKHO COOTBETCTBOBATh BPEMEHH
yOCp)KHBaHWS  OCHOBHOTO  TMKAa  Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHOro
oOpasua pabenpazona Harpust (pasnen
«KonunuecTBeHHOE OnpejieNieHue»).

3 | Average weight of coated 211.89 mg /211,89 mr 212.68 mg + 5% (202.05 —223.31 mg)/
tablets / Cpegusist macca 212,68 mr£ 5 % (ot 202,05 Mr go
Ta0J1IeTOK 223,31 mr)

Remarks : The Product confirms to ND/ Opinion : APPROVED

IIpumeuanne: IIpoaykr coorBercTByeT Tpebopanuam HJ{ 3akmwuenue: OJJOBPEHO

Prepared by/ Checked by \ Approved by: Manager

[Toarorosneno: M IIpoeepeHo: W MeHemxep no obecrieyeH o KayecTBa
g

Date/ JaTa: Vool o Date/ [ara: 2 D—C’// -9 % Date/ Mara: 0.9 202
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CEPTUDUKAT AHAJIU3A

Product : Razo, Enteric-coated tablets 20 mg
IpoaykT: Pazo®, Ta61€eTKH, NOKPLITHIE KHIIEYHOPACTBOPHMOIH 060,/104K0#, 20 Mr

Page2of 6 /Crp.2uz 6

Batch No./ Cepus Ne : C2311481

Batch Quantity /
O6bem cepnu:

1500000 Tablets
1500000 _Eﬁﬂe"r()]( )

Analytic_al Report No / AnaanTnaecknii oraer Ne : 890001691396

Date of Analysis / Jlata anaamsa: 29/09/2023

Date of Manufacture / Jlara npousBoactsa : 07/2023

Analysis performed according ND / Ananus nposeaen no HJI: JIT1-002666-191022

Date of Expiry / Cpox roanoctu : 06/2026

Ne

Test / Ilokazarenn

Result / Pe3yabTaThl

Specification / Hobma

4 |Dissolution / PacTBopenne

Unit-1/Enuanna-1 4%
Unit-2/Eayeanna-2 0%
Unit-3/Enusuna-3 0%
Unit-4/Enuuvna-4 1%
Unit-5/Enunanua-5 3%
Unit-6/Enununa-6 1%

Average / Cpenn. 3HadeHue: 2 %

In 0.1M hydrochloric acid solution — not
more than 10% of the labeled amount of
CisH20N303SNa (Rabeprazole sodium) is
dissolved in 2 hours. / B 0,1 M pactsope
XJIOPUCTOBOJOPOIHON KUCIOTH — He Gonee
10 % oOT HOMHHAIBHOIO cOMEepIKaHUs
CisH20N3O3SNa  (pabenpazona HaTpus)
yepes 2 4.

Unit-1/Enuanna- 1 89%
Unit-2/Eqununa-2 88%
Unit-3/Ennnnua-3 88%
Unit-4/Enynnna-4 94%
Unit-5/Eqununa-5 87%
Unit-6/Eqununa-6 89%

_Average / Cpenn. 3uayenue: 89 %

In buffer solution pH 8.0 — not less than
75% (Q) of the labeled amount of
Ci1sH20N303SNa (Rabeprazole sodium) is
dissolved in 60 minutes. / B 6ydepHom
pactBope pH 8,0 — ne menee 75 % (Q) or
HOMHHAJIBHOTO coznepkaHus
CigH20N303SNa  (pabenpazona  Harpus)
yepes 60 Mun.

5 |Related substances by HPLC

/ PogcrBeHHbIe npumecu, BIKX

Rabeprazole N-oxide /
Pabenpazona N-okcun

0.04%/0,04%

Rabeprazole Sulfone /
Pabenpasosna cynshon

0.07%/0,07%

MCETOKCH aHaJlor

Rabeprazole Methoxy
analogue / Pabenpazona

Not detected / 11e obirapycenia

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponyxr cooTBeTcTBYeT TpeGoBanusam HJ|

~ 3

Opinion : APPROVED
3axmwouenne: OJJOBPEHO

Prepared by/ Checked by a&pﬁr“ Approved by: Manager
[ToaroTorneHo: M Iposepeno: W MeHnemxep no obecriedeH1Io KauecTpa
Date/ [lata: o9 33 Date/ [lara:

Date/ Jlara: o Cpq Qo5

10( 06\ 7‘37/2
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Product : Razo, Enteric-coated tablets 20 mg o
Ilpoaykr: Pazo®, Ta61eTKH, NOKPHITbIE KHIIEYHOPACTBOPUMOii 060104K0k, 20 Mr
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Batch No. / Cepus Ne : C2311481 Batch Quantity / 1500000 Tablets |
O06bem cepuu: 1500000 rtagaerox |

Analytical Report No / Anaantnuecknii otuer Ne : 890001691396 |Date of Analysis / laTa ananusa: 29/09/2023

Date of Manufacture / Jlara npousBoacrtna : 07/2023 Date of Expiry / Cpoxk rognoctu : 06/2026 o

Analysis performed according ND / Ananns nposeaen no HJI: JI[1-002666-191022

Ne Test / Ilokazarenn Result / PesynabTarthl Specification /ﬁol)ma

Rabeprazole Chloro analogue /|Not detected / He o6Hapyxena not more than 0.5% / e 6onee 0,5 %
Pabenpasona xnopo ananor

Rabeprazole Sulphide / Below LOQ (LOQ = 0.027 %) / Huxe|NOt more than 0.5% / ue Gonee 0,5 %

PaGenpasona cynshun npezena KOJINYECTBEHHOTO

onpenenenus (ITKO = 0,027 %)

Rabeprazolej Related ' not more than 0.5% / ue Gonee 0,5 %
compound A / Pabenpazona
POZCTBEHHAS IPUMECH A Not detected / He 06Hapy>1<el-1a

Rabeprazole Related Below LOD (LOD = 0.02 %) / not more than 0.5% / ue Gonee 0,5 %
compound C / Pa6enpazona Hmxe npepena obnapyxenus (110 =

poxacTBeHHas npuMech C 0,02 %)

Specified Impurity at not more than 0.5% / ne 6onee 0,5 %
about RRT 1.37 0.01%/0,01%

(Mass m/z=310
Imidazole) / [Ipumecs ripn
RRT 1,37 (Macca m/z=310
HMU1a3011)

Specified Impurity at not more than 0.5% / e Gonee 0,5 %
about RRT 1.51 Not detected / ne o6HapyskeHa
(Mass m/z=458 Benzo
imidazole adduct) / [Ipumechb
npu RRT 1,51 (macca
m/z=458

feH3zuMnazona ajyutykT)

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpameuanne: IponyxT coorBeTcTByeT TpeboBanusam HJJ | 3akmouenne: OJOBPEHO

Prepared by/ Checked by /’V Approved by: Manager
Ioarorosnexo: M HpOBepeHOW MeHemxkep no obecriedeHHtio KauecTBa

Date/ [lara: Vo o5 3 Date/ [ara: 3007’ 2022 Date/ Hara: a0 09 .23
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CEPTUOPUKAT AHAJIN3A
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Product : Razo, Enteric-coated tablets 20 mg
IMpoayxT: Pa3o®, Tab1eTKH, NOKPbLITbIE KHHIEYHOPACTBOPHMOii 060/10uK 0¥, 20 Mr

Batch No. / Cepust Ne : C2311481 Batch Quantity / 1500000 Tablets

B O06bem cepun: 1500000 rtagaerox |
Analytical Report No / Ananurnuecknii oruer Ne : 890001691396 [Date of Analysis / [laTa ananusa: 29/09/2023
Date of Manufacture / lata npousBoacrtsa : 07/2023 Date of Expiry / Cpok rognoctn : 06/2026

Hal_ysis performed according ND / AHanus NPOBEJIEH MO fI}I_ JII1-002666-191022

Ne Test / Iloxa3zaren Result / Pesyabrarsr Specification / Hopma
Maximum unknown Below BDL (BDL= 0.1 %) / Huxe|nOt more than 0.2% / e Gonee 0,2 %
individual impurity / nopora peructpaunn (11P =0,1 %)

Enpvnuunas

HEeMACHTH(PHLMPOBaHHas

npuMech

Total impurities / Cymma 0.1 %/0,1% not more than 2.0% / He 6onee 2,0%
npumecen

6 |Residual Solvents content/ | 1768 ug/tab / 1768 mxr Ha Tabnerky |Isopropanol — not more than 2621 pg per

OcraTouHble opraHHuecKue tablet / MsonponaHon — He bouee
PACTBOPHTENH 2621 MKr Ha TaOneTky
7 |Uniformity of dosage units / 4.4/4,4 The acceptance value (AV) should be not
OnunopoaHocThb more than  15.0. /  Tloka3zarens
03U POBAHUA npuemsieMoctd (AV) pomkeH ObiTh He
Ooee 15,0.

8 [Microbial limits / MukpoGuogoruueckas 4ucrora

a) Total aerobic microbial Not more than 1000 CFU/g /

count / O6uiee yucio Less than 10 CFU/g / He 6onee 1000 KOE/r

a’pOGHBIX MUKPOOPraHH3IMOB Menee 10 KOE/T

b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/

mould count / Obuiee uucno Menee 10 KOE/r He 6osiee 100 KOE/r

JIPONOKEBBIX 1 TJIECHEBBIX

rpuboB

c) E. coli Absent in 1g/ |Shall be absent in 1g/

OrcyrcTByeT B IT JlomxkHbl oTcyTCTBORAaTL B 1 1

Remarks : The Product confirms to ND/ Opinion : APPROVED
Ilpumeuanne: IlpoaykT cootseTcTBYeT Tpebopanusm HJ[ - | 3akawuenne: OJOBPEHO

Prepared by/ Checked by , 24 Approved by: Manager
[Moarorornexo: I1lpoBepeHo: W MeHemkep no o0ecnevyeH o KayecTra
T =

Date/ [lara: oo q,'\ﬂD Date/ Jara: 20_97 -)0) 8 Date/ [aTa: 20. Dqﬁ)@“{l




Dr.Reddy’s “:'.

Product : Ra_zo, Enteric-coated tablets 20 mg
Ipoaykr: Pazo®, TabeTkn, NOKPHITHIE KHIIEYHOPACTBOPUMOii 06010uKoi, 20 MI

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

PageSof6/Crp.Sus6

Batch No. / Cepust Ne : C2311481

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 tabaerox

Analytical Report No / Ananuruuecknii oruer Ne : 890001691396 |

Date of Manufacture / Jlata npousBoactsa : 07/2023

Date of Analysis / lata anannsa: 29/09/2023

Date of Expiry / Cpok rogaoctn : 06/2026

Ne

Analysis per_formed according ND / Auanns nposegen no H/: JIT1-002666-191022

Test / ITokazaTenn

Result / PesynbTaTthl

Specification / Hopma

9

Assay / KonmuecTBennoe
omnpeaeseHue

10

Packaging / YnakoBka

19.4 mg/ 19,4 mr

18.0mg to 22.0mg of C;gH0N;03SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 18,0 mr mo 22,0 mr CigH:0N303SNa
(pabenpazona Hatpus) (ot 90 go 110 %

15 tablets
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 tabnerok B Guuctepe
w3 (IIBX/AJI/TTIA)  doasru  /
AITTOMHUHUEBOMH dhosbru. ITo
2 6naMcTepa BMECTE € HMHCTPYKLIHEH
no MIPUMEHEHUIO B nauxky
KapTOHHYIO.

OT HOMMHAIBHOIO  COIepxaHus) B
Tabnerke.
in a (PVC/AI/PA) foil|15tablets in a (PVC/AIPA) foil

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnerox B Oaucrepe u3
(TIBX/AJI/TIA) donbru / agoMunueBoit
¢doneru. Ilo 1 unm 2 Gaucrepa Bmecte ¢
WHCTPYKLUMEH 10 NPUMEHEHHWIO B MavkKy
KapTOHHYIO.

11 [Labeling / Mapxuposka Complies as prescribed / According to ND /
CooteeTcTBYET TpebOOBAHHSIM B cootetcTeun ¢ HJ
12 |Storage conditions / At temperature below 25 °C. / ITpu Temnieparype He Boiuie 25 °C.
XpaHenue
13 |Shelf life / Cpok rogHocTH 3 years / 3 rona

Remarks : The Product confirms to ND/
IIpumeuanmne: [lpoaykT coorBeTcTBYET TpeboBaumam HIT

Opinion : APPROVED
3axkmouenne: OJJOBPEHO

Prepared by/ Checked by > 1 Approved by: Manager

[oarorosaeHo: [IpoeepeHo: W MeHepkep no obecreyeHnIo KauecTsa
o s

Date/ [lata: % o0q w3 | Date/ Jara: \20,07’ 2025 Date/ [Hara: 90 0.2




Dr. Reddy’s ":.. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page6of 6/ Crp.6us6

Product : Razo, Enteric-coated tablets 20 mg o

IIpoaykT: Pazo®, Tab/eTkn, NOKPbITbIe KHHIEYHOPACTBOPUMOH 000/109K0ii, 20 Mr

Batch No. / Cepus Ne : C2311481

Batch Quantity / 1500000 Tablets |
Oo0bem cepun: 1500000 Taderok

Analytical Report No / Anaautnuecknii oruer Ne : 890001691396

Date of Analysis / laTa ananuza: 29/09/2023

Date of Manufacture / lara npouszsoacrsa : 07/2023

Date of Expiry / Cpox rognoctu : 06/2026

Analysis performed according ND / Ananus nposeaen no HJ/I: JIT1-002666-191022

API name / naumenosanune APC:

Rabeprazole sodium / Pa6enpason uarpus

Homep cepun cy6crannuu nponspoaurenst I'JID:

INN / MHH: Rabeprazole / Pabenpazon
API manufacturer batch number / ACOH005166
Homep cepnn npouzsoantens APC:

FP Manufacturer API Batch number / FCOA02406

API Manufactured by & country /
IIponzBoanTens A®@C, ctpana:

Dr. Reddy's Laboratories Ltd., India
H-p Pennuc Jlabopatopuc JIta., Unpus.

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanuaM HJI

=

Opinion : APPROVED
_| 3akmouenne: OJOBPEHO

Prepared by/ Checked by = 2| Approved by: Manager
Iloarorosneno: IIposepeHo: W MeHnemxkep no obecrieteHMIO KauecTBa
K s

Date/ [ara: Vg 05 293 Date/ Jlata: 30—07-209,3 Date/ Jlata: <0.09.%02%2




