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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page1 of 5/ Cyp.1 u35

Product : Razo, Enteric-coated tablets 20 mg
IpoaykT: Pazo®, TabieTkn, NOKPBITbIE KUINEYHOPACTBOPUMO#H 060/104K0ii, 20 M

Batch No. / Cepus Ne : C2301077

Batch Quantity /
O0bem cepun:

1500000 Tablets
1500000 TadGaerox

Xna]ytical Report No / Ananutudecknii oruer Ne : 890001649593

Date of Analysis / laTa ananmsa: 13/03/2023

Date of Manufacture / lara npoussoacrsa :  01/2023 Date of Expiry / Cpok rognoctn :  12/2025
Analysis performed according ND / Ananu3s nposeaen nmo HJI: JIIT-002666-191022
Ne Test / ITokazarean Result / Pe3yabrarnl Specification / Hopma

1 |Description / Onucanue

Round, biconvex, light yellow coated
tablets with red ink imprinted «RB20»
on the one side. The cross section is the
core white. / Kpyrarbie,

I BOSKOBBITYKJIbIE TaONETKH, NOKPHIThIE
0601104K0}1 CBETIIO-KENTOrO 1{BETA, C
MapKHpOBKOM KpacHoro Lsera «RB20»
Ha onHo# cTopoHe. Ha nonepeunom
paspese aapo 6enoro 1BeTa.

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. / Kpyrnble, ABOSIKOBbIMyKJIble
TabNeTKH, NOKPbITbie 060704KON OT
CBETJIO-XKEJITOTO 10 JKENTOro LBETA C
MapKHUpOBKOH kpacHoro useta « RB20»
Ha oaHOM ctopoHe. Ha nonepeyHom
paszpese sapo oT 6esnoro 1o noyTH 6eaoro
LBETA.

Identification By HPLC /
Iopnunnoctn BOKX

Complies as prescribed/
CooTeeTcTBYET

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 yaep>kMBaHHs OCHOBHOTO THKa Ha
XpoMaTorpaMme MHCMbITYEMOTO pacTBOpa
JAOJDKHO ~ COOTBETCTBOBaTb  BpEMEHM
YAEPKUBAHUS ~ OCHOBHOMO  MMKa Ha
XpoMaTorpamMMe pacTBOopa CTaHIAPTHOTO
obpazua pabenpazona HaTpus (pazzgen
«KonnuecTBeHHoe omnpeneneHuen).

Average weight of coated
tablets / Cpeansia macca
TabaeTox

206.82 mg /206,82 mr

212.68 mg + 5% (202.05 — 223.31 mg) /
212,68 mr+ 5 % (ot 202.05 Mr no
223.31 mr)

ITpumeuanne: TIpoayKkT cOOTBETCTB

Remarks : The Product confirms to ND/
yeT TpeboBanusm HJJ

Opinion : APPROVED
3akawuenne: OJOBPEHO

Prepared by/ &
~2E

TloarotorneHo: =S

.Checked by

[1poeepeHo: gi N, —~L -

~

Approved by: Manager
MF'Elc,rz}lcep M0 OOECTEYEHHUIO KavecTra

<

c2otg) R L fecolur]

Date/ Jlara: ),f,o\g ~902 2

Date/ JlaTa:

| 5~03 - 2023

Date/ Jlara:

I<-02 2623
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Page2 of 5/Crp.2 3 5

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pa3o®, TabjeTkn, NOKpbITbIE KNIIETHOPACTBOPUMOii 000104K0i, 20 MFP

Batch No. / Cepust Ne : C2301077

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 TaGaerox

Analytical Report No / Ananurnuecknii oruer Ne : 890001649593

Date of Analysis / lara anann3za: 13/03/2023

Date of Manufacture / [lata nponssoacrea : 01/2023

Date of Expiry / Cpok rognocru :

12/2025

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

4 |Dissolution / PacTrBOpenne

Unit-1/Eaninua-1 0% In 0.1M hydrochloric acid solution — not
Unit-2/Ennnnna-2 3% more than 10% of the labeled amount of
- CisH20N30O3SNa (Rabeprazole sodium) is
Unit-3/Eppmuua-3 1% dissolved in 2 ho(urs. /F])3 0,1 M paCTBZ)pe
Unit-4/Eqrnuna-4 6% XJIOPHCTOBOAOPOJHON  KUCIAOTBI — HE
bonee 10 % OT HOMHH&IBHOIO
Unit-5/Eannnua-5 2% conepKanus C13H20N30;3SNa
Unit6/Eannnnas 1% (pabenpazona HaTpus) yepes 2 u.

Average / CpenH. 3nadyenue: 3%

Unit-1/Ennnnua-1 90% In buffer solution pH 8.0 — not less than
- - 75% (Q) of the labeled amount of

Unit-2/Epunnna-2 94% C18H20N303SNa (Rabeprazole sodium) is
- dissolved in 60 minutes. / B GydepHom

N - 0,

e 89% __|pactBope pH 8,0 — He menee 75 % (Q) ot

Unit-4/Eannuna-4 88% HOMHWHAJILHOTO conep)kaHus

Unit-5/Eqnnnna.s 86% CisH20N303SNa  (pabenpaszona HaTpus)

yepes 60 MuH.
Unit-6/Eaununa-6 90%

Average / CpenH. 3Hauenue: 90%

5 |Related substances by HPLC / Poacreennnie npumecu, BIJKX

Rabeprazole N-oxide /
Pabenpaszona N-okcug

Rabeprazole Sulfone /
Pabenpazona cynbdon

Rabeprazole Methoxy
analogue / Pabenpazona
METOKCH aHa/lor

0.08%/0,08%

Less than LOQ (LOQ: 0.022 %)/
Hwxe npenena konuyecTBEHHOTO
onpeaenenus (IMKO: 0,022%)

Not detected / He obHapyskeHa

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

ot more than 0.5% / ne 6onee 0,5%

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

Remarks : The Product confirms to ND/

Ilpumeuanne: Ipoaykr coorBeTeTyeT TpeboBannam HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by/ ,ﬁ’a—g"’fChecked by Approved by: Manager
Toarorosnexo: Q)fy IlposepeHo: (J \ ) Meupekep o m’)ccncum-|ngwawcc’rna
: e Q:M RoL exlbey

R

Date/ [lara: 1 4~c3-902.3

Date/ Jara:

16~03~2025

Date/ Jara: \, <.OR wg_g
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Page3of 5/ Crp.3 w35

Product : Razo, Enteric-coated tablets 20 mg
IIpoaykT: Pazo®, TabsieTkn, NOKPHITbIE KMIIEYHOPACTBOPUMOT 060J1049K0H, 20 Mr

Batch No. / Cepust Ne : C2301077

Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 Taduaerox

Analytical Report No / Ananurnuecknii oruer Ne : 890001649593

Date of Analysis / Jlata anannza: 13/03/2023

Date of Manufacture / lata npoussoactsa : 01/2023

Date of Expiry / Cpok rogHoctn :  12/2025

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

Rabeprazole Chloro analogue
/ Pabenpasona xnopo aHaior

Rabeprazole Sulphide /
Pabenpazona cynbdun

Rabeprazole Related
compound A / Pabenpazona
pOACTBEHHAs IpUMeECh A

Rabeprazole Related
compound C / Pabenpazona
pOACTBEHHas npumech C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / ITpymecs npu
RRT 1,37 (macca m/z=310
umuzazon)

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

imidazole adduct) / T1pumeck
npu RRT 1,51 (macca
m/z=458

6eH3umuaazona aaayKr)

Not detected / ne obHapyxena

0.03%/0,03%

Not detected / He oOHapy»xeHa

Below LOD (LOD: 0.02%)/
Hwxe npenena obnapyskenus
(T10: 0,02 %)

0.02%/0,02%

Not detected / He obGnapyskeHa

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 %

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

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

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

Remarks : The Product confirms to ND/
| Ilpumeuanne: IpoaykT coorBetcTRyET TpeGoBanuam HJJ

Opinion : APPROVED
3akmwouenne: OJOBPEHO

Prepared by/

Wi
Tloarortosneno: W
(852

Checked by

ﬂpOBepeHuK{’- “‘.J A

Approved by: Manager
MeHeprep no odecneyeH: 110 KA4ecTsa

—Date/ JaTa:

14239002

Date/ [[aTz;: —
[5-03 ~2023

Date/ Jata: Lg__og ey 9/_2
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Product : Razo, Enteric-coated tablets 20 mg
ITpouaykT: Pazo®, TabieTkn, NOKPLIThIE KHMIEYHOPACTBOPUMOIi 060J109K0i, 20 Mr

Batch No. / Cepus Ne : C2301077

Batch Quantity /
Oo6nem cepun:

1500000 Tablets
1500000 raGaerox

Analytical Report No / Anaaurnueckuii oruer Ne : 890001649593

Date of Analysis / laTta anann3za: 13/03/2023

Date of Manufacture / Jlata npoussoacrsa : 01/2023

Date of Expiry / Cpok rognocTn :

12/2025

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

Maximum unknown
individual impurity /
Enunnunas
HenaeHTHHINPOBaHHAS
npUMech

BDL %/ peructpaunu %

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

Total impurities / Cymma
npumecel

0.1%/0,1%

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

6 |Residual Solvents content /
OcTtaTouyHble OPraHnIecKne
PACTBOpPMTENH

1189 pg/tab / 1189 mkr na Tabnerky

Isopropanol — not more than 2621 pg per
tablet / Mzonponanon — e 6onee
2621 Mkr Ha TabneTky

7 |Uniformity of dosage units /
OpHopoaHoCTh
J03HPOBAHHS

4.2/42

The acceptance value (AV) should be not
more  than 15.0. / TIlokasarenn
npuemnemoctu (AV) gomkeH ObiTh He
oonee 15,0.

8 |Microbial limits / MukpoGuonoruieckas 4ucrora

a) Total aerobic microbial
count / Obuiee yncno
a3p0OHBLIX MHKPOOPraHU3MOB

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 / Ob1uee uucno
JPOXNIKEBBIX U MIIECHEBIX
rpudoB

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

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

c) E. colr

Absentin 1g/
OrcyTcTBYeT B 11

Shall be absent in 1g/
Jonxubl oTcyTeTBOBaTL B | T

Remarks : The Product confirms to ND/

Tpumeuanne: [1poaykT cooTBgTCIRYET TpeGoBaHnsam HJI

Opinion : APPROVED
3akmouenne: OXOBPEHO

Prepared by/ 2l
> 28

HOHFOTOBHCHUW

Checked by
INposepeHo: (

o D

Approved by: Manager
Meremkep no odecneue o KauecTea

Pe, GLO@/’D M fﬂ‘:“i“'ﬁ/

Date/ [ara: /4rc<2._?p%

Date/ [lara:

195~03 -~ 2023

Date/ [laTa: 10220272
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A

PageS5ofS/Crp.5u3 5

Product : Razo, Enteric-coated tablets 20 mg

Iponyxr: Pazo®, Taé1eTkn, NOKPHITHIE KHLIEYHOPACTBOPHMOii 060104K0ii, 20 M

Batch No. / Cepus Ne : C2301077

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Tabnetox

Analytical Report No / Ananuruueckuii oruer Ne : 890001649593

Date of Analysis / Jlara anann3za: 13/03/2023

Date of Manufacture / Jlata npoussoacrsa : 01/2023

Date of Expiry / Cpok rognoctu :

12/2025

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

|

Assay / KosmmyecTBennoe
onpenenenne

199 mg/ 19,9 mr

18.0 mg to 22.0 mg of C13H20N3038Na
(Rabeprazole sodium) (90 to 110% of the
labeled amount)  per  tablet /
Ot 18,0 mr no 22,0 mr Ci;gH»oN3;03SNa
(pabenpazona Hatpus) (ot 90 mo 110 %
OT HOMHHANbLHOTO  COAEP)KaHUs) B
Tabnerke.

10

Packaging / Ynakoska

15tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 Tabnerok B Gnucrepe u3

(IIBX/AJI/TIA) ¢donbru /
amomunueBol ¢onsru. Io 2 6nucrepa
BMECTE c MHCTpYyKLMei no

NPUMCHCHHIO B ITAYKY KapTOHHY1O.

15tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton
pack. / Ilo 15 Ttabnetok B GnucTepe u3
(IIBX/AJI/TIA) donbru / amoMHHHEBOMH
¢donbru. Ilo 1 unm 2 6auctepa BMmecte ¢
MHCTPYKUHMEH 1O NPUMEHEHUIO B Nauky
KapTOHHYIO.

11

Labeling / MapkupoBka

Complies as prescribed /

CooTtBeTcTBYET TPEOOBAHUAM

According to ND /
B coorBercTBhu ¢ HJ|

12

Storage conditions /
Xpanenue

At temperature below 25 °C. / Ilpu Temneparype He Bblwe 25 °C,

13

Shelf life / Cpok roanoctn

3 years /3 roga

Remarks : The Product confirms to ND/
Ipumeuanne: [Npoaykr cooTsetcTRyeT TpeGoBanusm HJJ

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by/

ToaroTosneno:

!
o
e

[ Checked by
ﬂpOBepqu;»r_'-'

Approved by: Manager
Menenzep 110 odecneyenig KauecTsa

ol o fle 2ty

Date/ Jara:

)4-03-2022

Date/ Jlara:

15-03-2025

Date/ Hara: L

CoR20272




