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Product : Razo, Enteric-coated tablets 20 mg

IIponyxT: Pa3o®, Ta61eTkH, NOKPLIThbIE KMILIEUHOPACTBOPUMOIi 060/10uK0ii, 20 Mr

Batch No./ Cepus Ne : C2212565 Batch Quantity / 1500000 Tablets
O6bem cepuu: 1500000 TaGnerox

Analytical Report No / Ananuruuecknii oruer Ne : 890001636307 [Date of Analysis / llaTa ananusa: 31/12/2022

Date of Manufacture / lata nponssoactsa : 11/2022 Date of Expiry / Cpox roanoctn :  10/2025

Analysis performed according ND / Ananu3s nposeaen no HJI: JIT1-002666-191022

No Test / Iokazarens Result / PesyabTaTni

Specification / Hopma

1 |Description / Onncanue Round, biconvex, light yellow coated
tablets with red ink imprinted «RB20»
on the one side. The cross section is
the core white. / Kpyrnbie,
JBOSIKOBBINYKJIble TaONETKH,
NIOKpPBbIThie 0007104KOi1 CBETIO-
JKENTOrO LIBETa, C MApKUPOBKO#
KkpacHoro useta «RB20» na ogHoii
ctopoHe. Ha nonepeunom paspese
sapo 6enoro uBeTa.

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. /
Kpyrnbte, nBOSKOBbINYykK/blE TabneTku,
NOKpbITble 00ONOUKON OT CBETJIO-3KENTOrO
JIO OKEeNTOro 1BeTa ¢  MapKUPOBKOM
kpacHoro useta «RB20» Ha opHoii
cTopoHe. Ha nonepeuHom paspese sapo ot
6e710ro 10 NOYTH OE0ro 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

Bpems ynepskuBaHWs OCHOBHOTO NHKa Ha
XpOMaTOrpaMMe  UCTbITYEMOrO  pacTBopa
JOJDKHO COOTBETCTBOBATH BPEMEHH
YOEPKMBAHWS ~ OCHOBHOFO  NHWKa  Ha
XpomMaTorpaMme pacTBOpa CTaHAAPTHOroO
obpazua pabenpazona HaTpus (paspen
«KonnuecTBeHHOE onpeaeneHue).

212,68 mg+ 5% (202.05 - 223 .31 mg)/
212,68 Mr+ 5% (or 707.05 MT 110

2 |Identification By HPLC / Complies as prescribed/
IHoannunocts BIXKX CootBeTCTBYET
(section Assay). /
3 | Average weight of coated 214.16 mg /214,16 mr
tablets / Cpeansist macca
Ta0JeToK 223.31 mr)

Remarks : The Product confirms to ND/
IIpumeuanne: [po1vkT cooTseTcTBYeT TpeboBaHuam HJ|

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by/

5 Checked by
ﬂommosnem:ﬁ,cﬂ’@& TposepeHo: .
(=== | Mposer 9)~~

=

Approved by: Manager
Meugkep 1o ooecnetleHmo KayecTBa

Date/ ﬂﬂTa: @”_IZ’_Z&?’Z-"' Date/ ﬂ(l-l'g'ihil 5"'2_.209&

Date/ Jlara: @)) |Q- 2002
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Product : Razo, Enteric-coated ta

blets 20 mg

IlpoaykT: Pa3o®, TabneTkn, NOKpPLITHIE KMLIEUHOPACTBOPUMOIi 06010 K0Ii, 20 M

Batch No. / Cepus Ne : C2212565

Batch Quantity /
O6bvem cepun:

1500000 Tablets
1500000 Taduaerox

Analytical Report No / Anaantuy

ecknii otuer Ne : 890001636307

Date of Analysis / laTa anannsza: 31/12/2022

Date of Manufacture / Jlara nponssoacrsa : 11/2022

Date of Expiry / Cpok roanocrn :

10/2025

Analysis performed according ND / Ananns nposeaen mo HJI: JIT1-002666-191022

Na Test / IlokazaTenn Result / PesyabTaThl Specification / Hopma
4 |Dissolution / PacrBopenne Unit-1/Exvnunua-1 2% In 0.1M hydrochloric acid solution — not
Unit2/Emnmna2 1% more than 10% of the labeled amount of
i ’ CisHa0N30O3SNa (Rabeprazole sodium) is
Unit-3/Eaunnna-3 2% dissolved in 2 hours. / B 0,1 M pacrBope
Unit-4/Eaunvua-4 1% XJIOPHCTOBOIOPORHON KHCIIOTH — He Bonee
i 10 % oOT HOMHHAIBLHOIO coAep:KaHHs
Unit-5/Eannnna-5 2% CisH20N303SNa  (paGenpazona  Hatpus)

Unit-6/Eannuiia-6 2% |lepe 2.

Average 7' CpenH. 3nauenue: 2%

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

Unit-2/Enunnua-2 92% C1sH20N3;0:SNa (Rabeprazole sodium) is
- — dissolved in 60 minutes. / B OydepHom
- - 0

SRS 93% pacteope pH 8,0 — He meHee 75 % (Q) ot

Unit-4/Eaunnua-4 91% HOMMHANILHOTO coJlepXKaHus
- CisH20N303SNa  (pabenpazona  Hatpus)

Unit-5/Enmanua-5 94% yepes 60 MuH.

Unit-6/Ennnunua-6 92%

Average / CpeaH. 3HaueHue: 92%

Related substances by HPLC

/ PoncTBeHHble npumecn, BOYKX

Rabeprazole N-oxide /
Pabenpa3zona N-okcun

Rabeprazole Sulfone /
Pabenpasona cynsdon

Rabeprazole Methoxy
analogue / Pabenpazona
METOKCH aHanor

Less than LOQ (LOQ: 0.022 %)/
Hwxe npenena KoN1M4eCTBEHHOIO
onpeaenenus (IMKO: 0.022%)
0.10%/0.10%

Not detected / He oBHapysKeHa

[not more than 0.5% / ne 6osee 0,5 %

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

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

Remarks : The Product confirms to ND/
Ilpnmeuanne: [1ponykT coorBergipyeT TpeboBanusam HJI

Opinion : APPROVED
Jakmouenue: OQOBPEHO

Prepared by/

, 24
nOﬂFOTOBﬂeHOjW

Checked by
IlporepeHo: o

e

Approved by: Manager
Menemxep no odecneuchiyio KauecTsa

cowlef

| —

Date/ [lara:

r
Q 1-) Z*Zﬂ_..aﬁate/ NaTa:

B~z ~202)

Date/ [ara: é) l"“ 22010 —
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[Product : Razo, Enteric-coated tablets 20 mg
IIpoaykT: Pazo®, TabaeTkn, nokpbiThie KHuleMHOpPacTBOPUMOi 06onoukoii, 20 mr

Batch No. / Cepus Ne : C2212565 Batch Quantity / 1500000 Tablets
Ob6bem cepun: 1500000 TaGnerok

Analytical Report No / Anasmtuuecknii oruet Ne : 890001636307 |Date of Analysis / lata ananmza: 31/12/2022

Date of Manufacture / lata npon3soacrsa : 11/2022 Date of Expiry / Cpok rofnocrun :  10/2025

Analysis performed according ND / Anann3z nposenen no HJI: JII1-002666-191022

Ne Test / [lokazatenan Result / PesyabTaThl Specification / Hopma
Rabeprazole Chloro analogue / not more than 0.5% / ne 6onee 0,5 %
Pa6enpazona xnopo ananor Not detected / He obHapy»xeHa
Rabeprazole Sulphide / not more than 0.5% / ne 6onee 0,5 %
Pabenpazona cynbdua

0.04%/0,04%
Rabeprazole Related Betow LOD (LOD: 0.019%)/ not more than 0.5% / ne Gonee 0,5 %

compound A / Pabenpaszona |Hwxke npenena obnapyxenns
poxctBenHas npumech A [(110:0.019 %)

Rabeprazole Related Below LOD (LOP: 0.02%)/ not more than 0.5% / ne 6onee 0,5 %
compound C / PaGenpazona Hwxe npenena obHapyxenus

poacTBeHHas npumech C (O :0.02 %)

Specified Impurity at 0.01%/0.01% not more than 0.5% / ne 6onee 0.5 %

about RRT 1.37

(Mass m/z=310
Imidazole) / [lpumecs nipu
RRT 1,37 (macca m/z=310
MMHAa3071)

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

about RRT [.51
(Mass m/z=458 Benzo Not detected / He oOHapyskeHa

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

6eH3umMmMaazona aanyKT)

Remarks : The Product contirms to ND/ Opinion : APPROVED
Ipumeuanne: [NponyxT cootseTcTBY €T TpedoBaHuam HA 3akmouenne: OJJOBPEHO

Prepared by/ /a);)/‘(/ Checked by Approved by: Manager
nOﬂFOTOBﬂCI-IW [TposepeHo: p Meggemkep 1o ooecneyeHio KayecTna

= . =

- )= ibace_o@ﬂ Rgni ecetioy

Date/ Jlara: 9 HZMQ,)/ Date/ Jlara: B~ 12 -2092 Date/ [lara: @[‘-l 22DV D
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Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pazo®, TabieTkn, N0OKPbITbIE KHIIEYHOPACTBOPUMOIi 00010uK0i, 20 Mr

Batch No./ Cepus Ne : C2212565

Batch Quantity / 1500000 Tablets
O61bem cepun: 1500000 TaGnerox

Analytical Report No / Ananurnuecknii oruer Ne : 890001636307

Date of Analysis / JlaTta ananun3za: 31/12/2022

Date of Manufacture / /Iara npoussoacrsa : 11/2022

Date of Expiry / Cpok rognoctu :  10/2025

Analysis performed according ND / Ananusz nposenen no HJI: JIT1-002666-191022

Ne Test / IlokazaTenan

Result / Pe3ynbTathl

Specification / Hopma

Maximum unknown
individual impurity /
Eavnnunas
HeuaeHTHOHUMpOBaHHAS
npumech

BDL %/ peructpatinu %

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

Total impurities / Cymma
npumMecei

0.2% /0,2%

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

6 |Residual Solvents content /
OcTaTouHble oprannyeckmue
PACTBOPHTENN

2139 pg/tab / 2139 mkr Ha Tabnetky |Isopropanol — not more than 2621 pg per

tablet / M3onponaHon — He 6onee
2621 mxr Ha TabneTky

7 |Uniformity of dosage units /
OnxopoaHocTs
J03HPOBAHMSI

4.0/4,0

The acceptance value (AV) should be not
more than 15.0. / [lokazaTens
npuemnemoctv (AV) nomkeH ObIThb He
Oonee 15,0.

8 |Microbial limits / MukpoGnonornueckast 4ucToTa

| a) Total aerobic microbial
count / O0wee yncno
a’3pOOHBIX MHKPOOPraHU3MOB

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

Not more than 1_060_CFU/g/
He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / Odwee uncno
JPOXKIKEBBIX W MIECHEBBIX
rpudos

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/
OtcyTtcTBYET B IT

Shall be absentin 1g/
Homxnbi otcyTcTBOBaTH B 1 1

INpumeuanne: ponykr coorBergss

Remarks : The Product confirms to ND/

yeT TpeboBaHmnsm HJI

Opinion : APPROVED
3aknouenne: OJOBPEHO

Prepared by/ WX
I'loaroTOBneHo[:pM

Checked by

[lpoeepeHo: Z 0\/70

Approved by: Manager
Menerep no nGccnmcnnB KayecTra

“P(’_C{C(-:;:) Q%JL{'M

Date/ Jlava: g /~19 —Joz

Date/ IlaTa:d. BY~(2-202)

Date/ I[aTa:@ ‘ ) ’l——-w 29 —
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[Product : Razo, Enteric-coated tablets 20 mg
IIpoayxr: Pazo®, Ta6ieTkn, NOKpPHIThIE KAIIEUHOPACTBOPHMO#i 06010UK0ii, 20 Mr

Batch No./ Ce

pus Ne : C2212565

Batch Quantity /
Oo6bem cepun:

1500000 Tablets
1500000 rTaGaerox

Analytical Report No / Ananntuuecknii oruer Ne : 890001636307

Date of Analysis / laTa ananusza: 31/12/2022

Date of Manufacture / [lata npoussoacrsa : 11/2022

Date of Expiry / Cpok roanocrs :

10/2025

Analysis performed according ND / Ananu3 nposenen no HJ: JI[1-002666-191022

Ne

Test / IlokazarTean

Result / PesyabraTsi

Specification / Hopma

9

Assay / KonnuecrBennoe

19.8 mg /19,8 mr

18.0mg to 22.0 mg of CisHxoN3;03SNa

onpeaeienue y (Rabeprazole sodium) (90 to 110% of the
labeled amount)  per  tablet /
Ot 18,0 mr po 22,0 mr C;sHz0N3;O3SNa
(pabenpasona Hatpus) (ot 90 no 110 %
OT  HOMMHANBLHOTO  COJAEpXKaHHusA) B
TabneTke.
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. / Tlo 15 tabnetox B GnucTepe

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnetokx B Oaucrepe wu3

w3 (NIBX/AJI/TIA)  doneru /| (TIBX/AJUTIA) ¢donbru / antoMuHHEBOH
aNnOMHUHUEBOH dbonbru. Io| ponbru. Tlo 1 nnm 2 Gnuctepa BmecTe ¢
2 6ancTepa BMECTE C MHCTPYKLMEH| MHCTPYKUMEH NO MPUMEHEHMIO B Nayky
no NPUMEHEHHIO B navKy | KApTOHHY!O.
KapTOHHYIO.

11 |Labeling / Mapkuposka Complies as prescribed / According to ND /
CooteeTcTBYET TpeboBaHUAM B coorsetcTBuu ¢ HJJ,

12 |Storage conditions / At temperature below 25 °C. / Tlpu TemnepaType He Bbilie 25 °C.

Xpanenue
13 (Shelf life / Cpox roanoctn | 3 years /3 rona

Remarks : The Product confirms to ND/
INpumeuanne: INpoaykT coorBeTcTBYET TpeboBanUsam HJJ

Opinion : APPROVED
3aknwuenne: OJOBPEHO

Prepared by/

Checked by

Approved by: Manager

[ToaroTtosneno ﬂpoaepeHo@ ~D Menezrep 10 odecneyeHnio KauecTsa
Date/ Hara: \2/4’}ZO))// Date/ Jlata® B ~12-2090 Date/ Jata: é I - 1DV —




