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856355 : Rabeprazole sodium 20 mg gastro-resistant tablet, 1 tablet
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1.5 nﬁﬂﬂﬁauqmmjﬁﬁﬁ"'ﬂﬂ (General chapter)

1.5.1. anauUfveq Gastro-resistant tablet in15uanina/n139373 Universal test

wareluil

L) Test Acceptance criteria
Description/Appearance Complied to finished product specification
2. | Identification complied to all requirement of all specified
procedures in the test on Reference monograph
3. | Assay complied to specific test of Finished product
(Shelf-life COA only) (2.1.)
| 4. | Elemental Impurities analysis Complied with finished product specification or

/Related substance «cx
Q3A,Q3B,Q3D(R1), Elemental impurities in drug
products, FDA guidance for industry (August 2018),
USP<232>,<233>,<2232>, BP supplementary chapter IV
Q, EP general text 5.20)

specific test (2.1.)
(FosswnunailaliAunni Reporting threshold)

NITUNI

5 | Microbial limit test Complied with finished product specification or
specific test (2.1.)

6 | Dissolution test Complied with finished product specification or
specific test (2.1.)

7 | Uniformity of dosage forms Complied with finished product specification or
specific test (2.1.)

muzn'ﬁuﬂ1sﬁﬂwm‘ﬁ(jj\aifﬂﬂuaxamﬁ‘ﬂw=1aww
1,6\!6.8 ”/ UseEunTIung Z.ﬁ\ﬁf} M/;,é() AITUNS 3 ﬁﬂ%ﬂ JQ‘/

(wey.euT3TI0 AMETMINE)

(ney.adan wsnAa)

(ney.g¥s7 Elnadn)




test famalull

Page 2 of T

1.5.2. AruanUfAvYe Active Pharmaceutical ingredient {n15uandng/mIns7a Universal

/Related substance
Q3A,Q3B,Q3D(R1), Elemental impurities in drug
products, FDA guidance for industiy (August 2018),
UsP(41, 42)<232>,<233>,<2232>, BP supplementary
chapter IV Q , EP general text 5.20)

- Organic impurities

- Inorganic impurities
(Elemental impurities
analysis)

do Test Acceptance criteria
1. | Description/Appearance Complied to Active pharmaceutical ingredient
specification

2. | Identification complied to all requirement of all specified
procedures in the test on Reference monograph

3. | Assay complied to specific test of Active

pharmaceutical ingredient
(Shelf-life COA only) (2.2)
4. | Elemental Impurities analysis Complied to Active pharmaceutical ingredient

specification or specific test (2,2)

Meets the requirements
Meets the requirements Lil#38n150579 heavy metal

Residual solvent (cH q3c ®s-6), uspaz

<467> EP general text 5.4, BP appendix VIll L, JP17
supplement1 p.2634-40)

Complied to Active pharmaceutical ingredient
or specific test (2.2)
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nansnsdnseiaunnluluaiy finished product specification uag Specification of

Active pharmaceutical ingredient (API) #ig1aBaa1nundasfuatuiiienfu Taldaanzifeuse
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2.1 Finished product specification

49 | Specification of finished Acceptance criteria
product (In house)
Identification Meet the requirements
2 Assay 90.0% - 105.0 %
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99 | Specification of finished

Acceptance criteria

product (In house)
3 | Dissolution 1) Acid phase: NMT 10% of Rabeprazole dissolved in 120
minutes
2) Buffer phase: NLT 80% (Q) of Rabeprazole dissolved in 30
minutes

4 | Uniformity of dosage units

Meet the requirements

5 | Loss on drying NMT 3.0%
Related substances
-Rabeprazole sulphone NMT 3.0%
-Other individual NMT 0.2%
-Total impurity NMT 1.7%

2.2 Specification of Active pharmaceutical ingredient (API)

2.2.1 Rabeprazole sodium

L0 Specification of AP!

Acceptance criteria
Ph.Eur 11.0

Appearance

White or slightly yellowish-white, hygroscopic powder.

1 | Identification
A. IR

Complied to standard of API

B. Loss on drying

Complied to test of API

C. Reaction of sodium

Complied to standard of API

2 | Assay by HPLC 97.5 t0 102.0 %
3 | Loss on drying NMT 5.0%
4 | pH 9.5-11.5
5 | Related substances
-impurity A NMT 0.8%
-unspecified impurities NMT 0.10%
(for each)
-total impurities NMT 1.0%

RRUENTIINIMMUATIEAK BuRLaTAUAN YUEIANE

. ) p 1 s
18378 UsEsmunssun 28378 % 1 G
r] Rabbi] NITUATT 3, a0 AIIHNT3

(wonsIsTd ASMnG)

(ney.adan Iéﬂfgﬁ) (noy.g¥a &lnEn)




Page 4 of 7

2.2.2 Rabeprazole sodium hydrate

Acceptance criteria
9o Specification of API i i
Appearance white or slightly yellowish-white, hygroscopic, amorphous or
crystalline powder
1 | Identification
A IR Complied to standard of API
B. water Complied to test of API
C. Reaction of sodium Complied to standard of API
2 | Assay by HPLC 97.5 to 102.0 %
3 | Water 1.5 - 7.0% determined on 0.200 g.
4 | pH 9.5-11.5
5 | Related substances
-impurity A NMT 0.15%
-unspecified impurities NMT 0.10%
(for each)
-total impurities NMT 0.5 %

VdELYie) NMT = not more than

* %248 Dissolution way Uniformity of dosage units TluuLenasuanIsIeazidyn
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3. M3UsEIUANUTEENSANFEBI1A (Price Performance)
MeaLduamuenas 1399 MsUseduAUsEaVS nNsas1en (Price Performance)
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2) dwuienansuansdenuuueaInTeINTUEUTTY (Wewasnaeaen) nuitldtunsdeuly
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5) dnumilidie fuToanIgIunIHAREIANE NI A AATuNISHARET (Good
Manufacturing Practices (GMP)) lumunafiiAsadesfusaiiiae (avuanganiusauns
nyvasulnedieglutiaiainisivsey) lnedesseneusie
5.1. dwmlidefusennasgriunmskangrnamdninasiisnisiinlunisudninghusae

@Ay (Certificate of GMP Active Pharmaceutical Ingredient (API)

5.2. dumiidesuseunnsgunsudneInamdninasiisn A lun sHaRRER S
d5a3U (Certificate of GMP Finished Product)

6) wnsgruvesteimunguaningAuiie1d1/gy (Active Pharmaceutical Ingredient
Specification) uagnansiausiend1sagy (Finished Product Specification)

6.1. dunsgruingaudiendrfy (Active Pharmaceutical Ingredient Specification)
LazuInsgIundadueierdusagy (Finished Product Specification) lneseysisien
(Pharmacopoeia) ﬁlﬁé’wﬁqmﬁmiwsvﬁﬂammsgmaamﬁaaﬁaui‘]uwmuﬁ’aﬁmuﬂ
UagNInTFINTRINTIATIERluf e lafse il MUY TENIANTENTNEATITUGY
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6.2. LU drug monograph mamﬂﬁqmﬁqﬁ‘m (Active Pharmaceutical Ingredient) way
Hamsausied15a3U (Finished Product)

6.3. n3difiTa gAuAaIg1d 1Ay (Active Pharmaceutical Ingredient Specification) 13 e
Wansou9ieE15a3U (Finished Product Specification) lausnnglus1sien (Non-official
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6.3.2 darmunuaznsgILYBINSAATIEVERER (In-house process) idanndesrty
ICH Guidelines n3o
6.3.3 Sormunuazanasgruialuresmsdiesigiditmunlilushsen shsela s
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(General requirement for dosage form)
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Wwnzingiuiied iy vie windurioduiigy
7) duumilsdeiusamaniiiasgy (Certificate of Analysis (CoA)) Inefpeusenausme
7.1, duwilidesuseanamslinziingausiendifey (Certificate of Analysis of Active
Pharmaceutical Ingredient (AP))) lngfasUsznausie
7.1 1A wwnlsAedusemanisilaseningausenddy veulnaningaudendifny
(Supplier )
7.1.2 dwwilsiesusewmanisiiaseviingiuiiendify veujndnndndusiendusagy
(Manufacturer)
7.2. dumilidedusamanisiiasisindndueisndniagy (Certificate of Analysis of
Finished Product) ves{nanndnsieiendniagy (Manufacturer)
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vowmaAnfusien nsenINasITuge Insan dunsemhsnufnwiiauyaildyunisiuses
1N dunruanensIunsemskasen atutleqiy (nsdlilveduuuy)
1) dunmisdeiusewnasgrunsufidaumdninasiisnisidluiesufiinnsg (Good
Laboratory Practices (GLP) lunsdlivinmsfinniauyaiiinesema
12) dwwmisdesuseanaspunaivinwinasnssneemundninasiamsintunsiiusnm
aznTEA8e1 (Good Storage Practice / Good Distribution Practice (GSP/GDP))
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