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2.1 gUuuy g nilaunvga dususudssnnu
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3.1 Finished product specification: Anagrelide Capsules, USP 41

18 AuENUANINATia Specifications
1| USunaushendndy 90.0 - 110.0% of the L.A. of anagrelide
2. | Identification AU
Dissolution NLT 80% (Q) of the L.A. of anagrelide Tutian 15 w1l
4. | Uniformity of dosage units ATINIU
5. | Organic impurities
- Anagrelide related compound B | - NMT 1.0%
- Any other individual impurity - NMT 0.2%
- Total impurities - NMT 1.5%
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3.2 Drug substance specification: Anagrelide Hydrochloride, USP 41

] o
U9 AMENUANIImATA Specifications
1| Yswneshendady 98.0 - 102.0% of the L.A. of anagrelide
Hydrochloride (calculated on the anhydrous basis)
2. | Identification ATIINIUY
3. Residue on ignition NMT 0.1%

4. Organic impurities

- Anagrelide related compound B - NMT 0.3%
- Any unspecified impurity - NMT 0.1%
- Total impurities - NMT 1.0%
5. | Water Determination 4.5% - 7.5%

3.3 Nan13AsIeY Elemental impurity %383l Risk assessment report (WandLaNE13

dsenau)

NAYNR - NMT = Not more than
- *fadle Dissolution wae Uniformity of dosage units Tuuutenansuans S8AZBANANTTATIY
Anneyt nfildudensanBuaiidusaaailulu coa
- nsdlievefouudamsiu (waive) massasrauiinseisionsla Tifuuanaeanansndngiu
Sandnildfuaytice
- Drug substance specification #ansananluliasievivesindn drug substance wialuiiasest drug

substance vasgkAmedSagU atulaadunils Fslinisnsvdinsgiasunnitediue
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4.1.2 Tudwetunslou vl wie o.1 voEnTliduasimn W'i@m'laaaaamm‘uamsmwﬁm
AR WYRIHAR SISy (Finished product specification) wazdoriuunnainmes
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4.2 1BNENTTUTRNINIFIUATTHEREN
4.2.1 nydlemdnludsunelng & Auandeadionansiusesunnsgrundneinundninasiuas
’aﬁm‘iwmuﬂ’ﬁwaﬂm PIC/S (Pharmaceutical Inspection Co- -operation Scheme) lagwiaeeu
PIC/S participating authorities viselllonansiusennasgunsHAne MUV TLaE RS TR
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4.3.1 nanInTlininunwaan dueiednusaguvesindn (certificate of analysis
finished product) Tugnjuitdadiudietis

4.3.2 wan13nsanlinssinunmingiuuesiiendify (certificate of analysis of drug
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substance) 99 4.3.2 5U§UH7§N§m%aﬁw§mﬁmﬁaﬂﬁﬂL%ﬁ]gﬂ (finished product) 48 4.3.1
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nsiasanmavglindninausinisusyiluadsedninnsdesia (Price  Performance)
MeazBamuenatslszninen leedneglusngy n dvuadindadiunvuuuvesiiuds

U L v dy
“an 2 617 AgU

1. iiliaue (Price) Wwilnvinduiewaz 30
2. 1NNIFIUVBBUAITOUINS huiinwindusaeas 70

ﬂmznswmsﬁwumwazLﬁﬂﬂ@mé’nwmzmmmmﬁmnma

a\/" ’\/ .......................................
(WeaTguuiug  Weluvi) (Wevusdng - ga330umw) (el Seilnng)
¢ o ¢ 9 a -
wsuAngdungm Wgunmddungnishiay WndINTREIvIY

(W9Euau)/ Asiuaung) (uedsgln 533u973)

WndunItuIg TRl WNEUNTTIUIYNT




vaninasinIusiliuAUssansnndasian (Price Performance)
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1.3 deymmfuayunmnmuaindndue 25 SUUY
#iatadoy AZLUY
. BIINNEAAUNFULUY 25 AzZUuY
v. SinsAnwmaatin (Clinical trial) 15 AgUUL
ImaﬁmamumiﬁﬂmmmﬁﬁnLU‘%EJULﬁﬂuﬂizﬁw%mwmaamﬁ’umﬁuuw NI951897U
mmﬁﬁﬂﬁ'ﬁaLLamﬁqUiz?m%mwwmmaqﬁﬁmw"lmﬁmwwmmwmﬁ Farsan fail
1. Bmsfnwiduuuu Randomized controlled trial wadin1sARuiNan1sAnwIas 13 AUy
NIV ISR Tede
2. BmsAnwduuuy Non-randomized controlled trial wasdinsARUANaNISAnEN 11 AzUUU
ATEIINSLNE AU e
3. Bnsfnwudu Comparative studies WUy Cohort studies (prospective) uayil 9 ATKUY
mMshRuinansAnwamsasnsuweiviieie
4. FFnsfnwndunuu Comparative  studies  WUU Case-control  studies 7 ATLUU
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5. Bn1sfnwnduuuy Descriptive studies WUy Case reports/case series kagdln1s | 5 Azwuu
AfuikansAnwamIsasmeamsuwngiudete
nsdiidunsinenyisuiisuivenduuuy Tazuuwiy 2 avuuy
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t1/2 9717)
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fhaghsitdnudedlidenndt 2 Wesewuy Randomized crossover
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Viidadon AT
5. ﬁmimnaaumwmmsamngﬂﬁawaﬁ%“iLﬂiwﬁéfwﬂu biological sample
ol
6. sl dalvghdunuy sinle dose msTdyLLY multiple dose agldiflasl
seAueTludensiiunn vieuiuen sustained release wazR Il washout period wiokl
Jaflaveziaanegnation 5 whves t1/2
7. msifiushegadeadeniueaen 9 ga - fewlsien, 2 eseduendi, 3
338U Cmax, Uay 3 geaesseiueniidias suzanfuiomuadiesumiestes 3 wi
Va3 t1/2
8. Han1IvnEeU 90% Cl Yeswarvievasdndiulsay Parameter fis Crax, AUC t,
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BE ifiu
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2.1 wasguiesufjitins  autelatonds al 10 AU
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viaete 2.1.2 finsduuariinsgindndasion Tusiensmageu (test item) A9MI579 10 Az
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