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1. ¥oen Rasagiline 1 mg tablet

2. gruaNAalY
Uiy Wuidedmiviudsenu
dulsenau  Usenausiesen Rasagiline 1 me Tu 1 iln
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aa7n - syyiionn druvsznouiendifyuazanuuse Yundn Yuduey auiindn
waziawzlusisuenliognadmauuuussysig
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2.1
2.2
2.3
24

3. quanUAnIunaila

ANANHULIANIZYDIYN
Rasagiline 1 mg tablet

3.1 Finished product specification:

Risk assessment report

(wandanansusEnau)

U9 Test Items Specifications
3.1.1 | Identification Complied with finished product specification
3.1.2 | Assay 95.0-105.0% of the labeled amount of Rasagiline
3.1.3 | Uniformity of dosage units* | Complied with finished product specification
3.1.4 | Dissolution* Test Not less than 80% (Q) of the label amount is dissolved in 30 minutes
3.1.5 | Impurities/Degradation - N-(2-Chloroallyl)-1-(R)-Aminoindan: NMT 0.0030%
products - Aminoindan: NMT 0.5%
- Inoindan: NMT 0.5%
- 3-N-Propargyraminoindan-1-one: NMT 0.5%
- Any other: NMT 0.3%
- Total: NMT 1.0%
3.1.6 | Elemental impurity #3503 NI

STUNTS ¥ (féﬁ?‘?ﬂ f il J 2@,;}5’
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3.2 Drug substance specification:

& Test Items Specifications
3.2.1 [ Identification Complied with drug substance specification
3.2.2 | Assay 98.0-102.0% of the labeled amount of Rasagiline (calculated on
the dry basis)
3.2.3 | Melting point 155.0 °C - 159.0 °C
3.2.4 | Specific optical rotation +18.5° to +23.0°
3.2.5 | Loss on drying Not more than 0.50%
3.2.6 | pH 40-50
3.2.7 | S-isomer Not more than 0.1%
WuBA - *szyate Dissolution iU Uniformity of dosage units....... luulenansuaniswazidunna

AIns9ns1e windlaudelilulu coA
- nsiitaanzifoundenisiiu (waive) n1snsrraevinssitesienislalidulanenarsudngiu
fananilasueyiAce

= =
4. Jaulvdu 9
as g -l o e d a 1 o ] -
4.1 lnasmsiisuaygmdunsdeuisueiiodmielulsunalne uazduns (declare) undandn

411 ddynmstunadewniue (e.2 ve.3 ne.d vie v2 udusinsd)

412 luswetuvsdou ve.1/6.1 vesenfiauesan wiouneazduadenisaiuau
ﬂmmwwmwﬁmﬁ'ﬁu%muﬁﬁumtﬁau (finished product specification) wazdofivun
AMNMYBLINAU (Drug Substance specification) n‘scﬁﬁagiwdwm‘smﬁauuﬂaa
wAlufiniy asdeanuuienatsnisvaudl (6.5) uamdey finished product
specification Waz/%38 Drug Substance specification

4.2 LeNANTIUTBWNTFIUNMTHANY)
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421 nsdfewdnlulsamdlng frdndesiiduunnmeenidesuseunnsgiunsnine
MUNENNEIISNSTRlUNSHERE PIC/S (Pharmaceutical Inspection Co-operation
Scheme)laevuauanu PIC/S participating authorities ¥383laNa15IUTBINATFIUNT
HARMUNENINUTTLALIENSTRIUN AR IETINLANENTIUNTEMN TUALEN
nsEnTREs1sNEY Satmuniulasinnuaenndeuasiinifisuiundninasiuarisnis
fimlunisudng PIC/S lumnneniiauewis atuargamuseunisnsavasulaeiinans
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4.2.2

nsdmdugnindhanndeuseme guandesiiionansiusennasgiunsuaneimy
WENNEUITISNSTmUNIHAREY PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tnemunea1u PIC/S Participating authorities W38 GMP U83UsHVANKER
atuangamuseumsnsnaeulasinanisivsesieiuiuseniausemanadidning
dndnionasnorgiwududnsd

4.3 LNdTAMATNUDY PILAUDTIA

4.4 MBYNE

4.3.1

432

4.3.3

434

4.4.1

HANINTIVIATIBVRUNMNERTUIIVBINER (Certification of analysis of finished
product) lugngufidadetn

HaN15IATITRAMN W IngAvYBIIEd Ay (Certification of analysis drug
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