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Product : Razo, Enteric-coated tablets 20 mg

poayxT: Pazo®, TabaeTku, nOKpbIThble KHINEYHOPACTBOPMMOii 000J10uKo0ii, 20 Mr
9,

tablets with red ink imprinted «RB20»
core white. / Kpyrneie,
060JI04KOH CBETIO-XKEITOTO LIBETA, C

Ha oAHO} cTtopone. Ha nonepednom
paspese sapo 6enoro LBeTa.

Batch No. / Cepus Ne : C2302030 Batch Quantity / 1500000 Tablets
Obnem cepun: 1500000 Tadaerox
Analytical Report No / Ananutnuecknuii oruer Ne : 890001650671 |Date of Analysis / laTa ananusa: 14/03/2023
Date of Manufacture / Jlara npoussoactea : 01/2023 Date of Expiry / Cpok rognocrn :  12/2025
Analysis performed according ND / Ananu3 nposegen no HJ[: JIIT-002666-191022
rNg Test / IlokazaTesns Result / PesynbTaTsi Specification / Hopma
1 |Description / Onncanue Round, biconvex, light yellow coated |Round, biconvex, light yellow to yellow-

on the one side. The cross section is the
JBOSIKOBbINYKIbIE TabseTkH, NOKpBIThIe |White. / Kpyrnble, ABOSKOBbINYKIILIE

MapKUMpOBKOH KpacHoro ugeta «RB20»

coated tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core from white to off-

TabJIeTKH, MOKPBITbIE 060N0UKOM OT
CBETJIO-XKENITOr0 10 HKENTOrO L[BETA C
MapKUpOBKOM kpacHoro useta «RB20»
Ha olHOM cTopoHe. Ha nonepeynom
paspese aapo oT 6€10ro 0 NouTH Henoro
L(BETA.

2 |Identification By HPLC / Complies as prescribed/
Hoanunnocrs BOKX CooTBeTCTBYET

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>kHBaHHMs OCHOBHOTO NMHMKa Ha
XpoMaTorpaMMe HCIbITYyEMOr0 pacTBopa
JOJDKHO ~ COOTBETCTBOBATb  BpPEMEHH
YIOEPXKUBaHMS  OCHOBHOTO  [MMKa  Ha
XpomarorpamMMe pacTBOpa CTaHAAPTHOTO
obpasua pabenpazona Harpus (pasnen
«KonnuecTBeHHoe onpeaeneHuer).

3 | Average weight of coated 208.95 mg/ 208,95 mr
tablets / Cpeanss macca
Tabaerok

212.68 mg £ 5% (202.05 —223.31 mg)/
212,68 mr+ 5 % (ot 202.05 mMr no
223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanue: Ilpoaykr coorseTcTBYET TpeboBanusam HJJ

Opinion : APPROVED
3akmwuenne: OJOBPEHO

Checked by

Prepared by/ /fﬂg)’/
IT : 72 I : N 2
OJJFOTOBneHOCg’(% POBEPEHO (/[ )’

Approved by: Manager

[\v'](fT*'IL’,'.l}I\'L‘p i'l(_!jW6L‘LJI'IL"1C] 1O KAeCT B /

Date/ [ara: /S;@’w% Date/ Jata: 15052023

Date/ Jlara: |£- o3 2/02-3
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2
Product : Razo, Enteric-coated tablets 20 mg
IIpoaykr: Pa3o®, TabaeTku, NOKPHIThIE KHHIEYHOPACTBOPUMOIT 060,10UKO0i, 20 Mr

Batch No./ Cepus Ne : C2302030

Batch Quantity /
Ob6vem cepun:

1500000 Tablets
1500000 TtaGaerox

Analytical Report No / AnannTuueckuii oruer Ne : 890001650671

Date of Analysis / laTa anaauza: 14/03/2023

Date of Manufacture / lata nponssoacrsa : 01/2023

Date of Expiry / Cpox roanocrn :

12/2025

Analysis performed according ND / Auanuz nposenen no HJI: JII1-002666-191022

4

Dissolution / PacTBopenne

Unit-1/Eamsuna-1 2% In 0.1M hydrochloric acid solution — not
Unit-2/Ennnuna-2 3% more than 10% of the labeled amount of
: CisH20N30358Na (Rabeprazole sodium) is
Unit-3/Epprnua-3 4% dissolved in 2 ho(urs. / FI)B 0,1 M paCTB)Ope
Unit-4/Epnunua-4 1% XJIOPUCTOBOJOPOAHOR KHCNOTBl — He
ponee 10 % oOr HOMHHAILHOIO
Unit-5/Enunmua-5 3% COZlEpKAHUS C1sH20N303SNa
Unit-6/Ennnniad 3% (pabenpazona HaTpus) uepes 2 4.

Average / Cpenn. 3Hauenue: 3%

Unit-1/Eannnua-1 92% In buffer solution pH 8.0 — not less than
_ = 75% (Q) of the labeled amount of

Unit-2/Enunnia-2 1% C1sH20N303SNa (Rabeprazole sodium) is
. dissolved in 60 minutes. / B 6ydepHom

= - 0,

U= A HHa:S il pacTtBope pH 8,0 — ne menee 75 % (Q) ot

Unit-4/Envnnna-4 91% HOMHHaIBHOTO conepxaHus

Unit-5/Epnnnuas 89% CisH20N303SNa  (pabenpasona Hatpus)

yepe3 60 MUH.
Unit-6/Enyunnna-6 95%

Average / Cpenn. 3Hauenue: 92%

Related substances by HPLC

/ PogcrBennblie npumecu, BOMKX

Rabeprazole N-oxide /
Pabenpazona N-okcua

Rabeprazole Sulfone /
Pabenpazona cynbdon

Rabeprazole Methoxy
analogue / Pabenpazona
METOKCH aHaJior

Less than LOQ (LOQ: 0.022 %)/

Hwoke npenena KoJIMYeCTBEHHOTO
onpenenenus (ITKO: 0,022%)

0.08%/0.08%

Not detected / He o6HapykeHa

[not more than 0.5% / ne Gonee 0,5 %

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

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

Remarks : The Product confirms to ND/
Ilpumeuanne: TIpoayKT cOOTBETCTB

veg TpeboBanmsm HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/

EChecked by

Approved by: Manager

[loarorosneno: Iposepeno: ]’ Meneep no odecnededijK KadecTsa
I P g ias)
Date/ Hara: ,}p@—-&;;} 4, Date/ Jlara: Date/ [Hara:

[5~03 - W23

| C-02.2023
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Product : Razo, Enteric-coated tablets 20 mg
IIponyxT: Pa3zo®, TabneTku, NOKPHITbIE KHIEYHOPACTBOPUMOIi 060J10UKO#H, 20 Mr

Batch No. / Cepus Ne : C2302030

Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 TaGaerox

Analytical Report No / Anaaurny

ecknii oTuer Ne : 890001650671

Date of Analysis / laTa anann3za: 14/03/2023

Date of Manufacture / lata npon

3pojacrBa : 01/2023

Date of Expiry / Cpok rognoctu :  12/2025

Analysis performed according ND / Anasn3s nposenen nmo HJI: JIIT1-002666-191022

Rabeprazole Chloro analogue
/ Pabemnpazona xJ0po aHajor

Rabeprazole Sulphide /
Pabenpazona cynedun

Rabeprazole Related
compound A / Pabenpazona
POICTBEHHAs IIPUMECH A

Rabeprazole Related
compound C / Pabenpazona
poacTBeHHas npumect C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [Tpumeck npu
RRT 1,37 (macca m/z=310
YMWAA301)

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

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

GeH3uMuaa3ona aanyKrT)

Not detected / He oOHapyxeHa

0.03%/0,03%

Not detected / He oOHapyskeHa

Below LOD (LOD: 0.02%)/
Huxe npenena oGHapyskenus
(T1O : 0,02 %)

0.01%/0,01%

Not detected / He ofHapyskeHa

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

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

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

Remarks : The Product confirms to ND/

Ipumeuanne: Tlpoaykr cooTBeTCTB

yeT Tpebosanusam HI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by/

o

? Checked by

Approved by: Manager

IMoarotosneHo: ﬂposepemr([_)“.l . Menenxkep no (_)ﬁeCﬂL‘lICI-II'Ig) Ka4ecTsa
NJ ) — el Qeotiey
Date/ Jlara: [ 53 ~ )52 4 Date/ Hara: 15-03- 0023 Date/ [ara: 1C- 0% /fz/@lg
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Product : Razo, Enteric-coated tablets 20 mg
IIpoayxr: Pazo®, TabneTkn, MOKPBLITHIE KHIIEYHOPACTBOPHMO¥ 060309K0#, 20 Mr

Batch No. / Cepusa Ne : C2302030

Batch Quantity /
O6bem cepiu:

1500000 Tablets
1500000 TtaGuaerok

Analytical Report No / Auanntnuecknii oruer Ne : 890001650671

Date of Analysis / lata anann3za: 14/03/2023

Date of Manufacture / Jlata npouzsoacrea : 01/2023

Date of Expiry / Cpok roagHocTy :

1272025

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

Maximum unknown
individual impurity /
Ennnnynas
HEHAEHTUDHIIMPOBaHHAS
npumMech

BDL %/ pernctpanuu %

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

Total impurities / Cymma
npuMeceit

0.1%/0,1%

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

Residual Solvents content /
OcTaTo4ynbie OpraunuecKue

1463 pg/tab / 1463 Mkr Ha TabneTky

Isopropanol — not more than 2621 pg per
tablet / Izonponaxon — ne 6onee

PACTBOpHTENN 2621 mxr Ha Tabnetky
7 |Uniformity of dosage units / 4.3/43 The acceptance value (AV) should be not
Opnopoanocrs more than 15.0. / Tlokxazatens
O3HPOBAHHUS npuemaeMocTd (AV) pomkeH ObiTh He
oonee 15,0.
8 |Microbial limits / MuxpoOuonorunueckasi YucToTa

a) Total aerobic microbial
count / Obuee uncno
a3pOOHBIX MHKPOOPTraHU3MOB

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 / Obuiee uncno
JPOJMOKEBBIX U NIECHEBBIX
TpuboB

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

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

c) E. coli

{

Absentin 1g/
OtcyTteTBYeT B IT

Shall be absent in 1g/
JlomkHbl oTcyTcTBOBaTL B 1 T

Remarks : The Product confirms to ND/
ITpnmeuanne: [IpoaykT cootBeTcTRYET TpeboBaHusm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by/

Approved by: Manager

X‘\

/p/a—ﬁf.?(fhecked by
IloaroTosneno: %’ ﬂposepeHo:O'“ o\ = A Meuemkep no ﬁecrw!lcmg) KaMeCTRa
.‘-—:" ! ——— CC‘Q_Q
Date/ Hara: ,g,@_gpz\g Date/ [lata: Date/ Mara: 'S—— 03 ,.2/02—_2

[5-03~2023
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Product : Razo, Enteric-coated tablets 20 mg
Hpoayxr: Pa3zo®, rabnerkn, NOKpbIThIE KHIUIEYHOPACTBOPHMOI 060/104KO#, 20 M

Batch No. / Cepus Ne : C2302030

Batch Quantity /
Ob6bem cepun:

1500000 Tablets
1500000 Tabaerox

Analytical Report No / Ananutuuecknii oruer Ne : 890001650671

Date of Analysis / lata anann3za: 14/03/2023

Date of Manufacture / lata nponssoacrea : 01/2023

Date of Expiry / Cpox roanocrn :

12/2025

Bnalysis performed according ND / Ananuz nposenen no HJI: JIT1-002666-191022

9 |Assay / KosinuecTBenHoe
onpenesienne

20.2mg/20,2 Mr

18.0 mg to 22.0 mg of CisH20N303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled  amount)  per  tablet /
Ot 18,0 mr no 22,0 mr CisHyN303SNa
{pabenpaszona natpus) (ot 90 no 110 %
OT HOMWH&IBHOTO  CONEPXKAaHHI) B
TabneTke.

10 |Packaging / Ynakoska

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

(IIBX/AJIUTIA) donbru /
amoMuBKeBoH donbru. Ilo 2 6auctepa
BMeECTE c MHCTpYKLHEH no

I[IPUMEHCHHUIO B MaYKy KapTOHHYHO. .

15tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 tabnerox B Gnucrepe u3
(IIBX/AJUTIA) donsrun / amomubiesoi
donsru. Ilo 1 unn 2 6nucrepa BMecTe ¢
MHCTPYKLUHMEH N0 MPHMEHEHUIO B MayKy
KapTOHHYIO.

11 |Labeling / MapkupoBka

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUSIM

According to ND /
B coorBeTeTBuu ¢ HJJ

12 [Storage conditions /
Xpanenue

At temperature below 25 °C. / Ilpu Temneparype He Bbiwie 25 °C.

13 |Shelf life / Cpok roanocrn

3 years /3 roga

Remarks : The Product confirms to ND/
IIpumeuanne: INpoaykT cooTBeTcrayeT TpeGoBanusm HJ|

Opinion : APPROVED
3akmwouenne: OJOGPEHO

Prepared by/

Approved by: Manager

' Checked by
[Moarorosneno: Qf IlpoeepeHo: @,._ﬂ E\-II':-.‘:JDIC,'lzcep 1o o0eCHeUeHyIo KauecTsa
Date/ Jlara: - 07 4 Date/ Jata: Date/ [lata:
(5<3-2024 | o2 20273

175-02~2623




