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21 guuuy Jusfiauin Extended Release (ER) dmiusuusemu

22 dwlszneu  lu 1 ule Uszneudieden Pramipexole 0.375 mg Extended Release (ER)
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3. auaudintamaia

3.1 Finished product specification:

49 Test Items Specifications

3.1.1 | Identification Complied with finished product specification

3.1.2 | Assay 95.0 — 105.0% of labeled amount of
Pramipexole

3.1.3 | Uniformity of dosage units Complied with finished product specification

3.1.4 | Dissolution Complied with finished product specification

3.1.5 [ Loss on drying Complied with finished product specification

3.2 Drug substance specification:

D) Test Items Specifications
3.2.1 | Identification Complied with drug substance specification
3.2.2 | Assay 98.0 — 102.0% of labeled amount of
Pramipexole (anhydrous basis)
3.2.3 | Water Determination 4.5 - 7.0%
3.2.4 | Heavy metals Not more than 10 ppm
3.2.5 | Enantiomeric purity Not more than 1.0%
n33UNT3
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4. Jovledu 9
a.1 wnasnsidsueygntunaeusifueniedminglulsumelng wazduna (declare) unaandn
411 Tuddymstunadeusiiuen (e.2 ve3 nea vie 8.2 wdusinsd)
412 lufwetunsifoue vie 1/8 1 vesiiiauesm wieuseasdeairtenisaaunuaunm
yoandAnSnsinuiitunsdeu (finished product specification) wagtorimuanmunmye
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%39 Drug Substance specification
4.2 WBNATFUTBININTFIUNTNANYN
021  nsdifiewdnlulssmelve grdasesiidunnndeniideduseanasgunisudnein
WaNNUIABNSTRIUN1SHEREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tnenineau PIC/S participating authorities ¥388lanNas3UTRINIATFIUNTHARNE IR
wEnNeTLarIENTARIUNMIHARD BT NIUANENTINNMIDIMUATET NTENTI
asnsngy SermuniulaefiauaenadesuwaviniisuiundninamiuariBnsaaluniswan
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BnsAflunmsudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tny
MU PIC/S Participating authorities atuaganiusaumsnsivaaulnuinan1ssuses
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4.3 BNASAUATNYBIETILAUDTIAN
431 NAN1IRTIVIATIVAUNWHEASTUTIVDIRHER (Certification of analysis of finished
product) Tugnjuiidafogis
432 wamshATEiRUNWIRgRuesfendfty (Certification of analysis drug substance) il
lunmsuanenguitdadusegaisvesianeuasuaningdu
433  enasvienangududumuduiusseninngumnanvesingauvesiiedidy (Drug
substance) 9o 4.3.2 fugumsnanveandndusndniagy (finished product) 48 4.3.1
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4.3.4 wan15An®" Long term stability @y ASEAN guideline on stability study of drug
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