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FIUAsIDEAAUANYAUSIANIZYT Anagrelide 0.5 mg capsule
F1uu 16,000 1in %38 160 naes naasas 100 Lfin

T5aweIUIavauwiu
1. Faen Anagrelide 0.5 mg capsule
2. AuautAnalY
2.1 gUuuy Juediauags dmiuiudsemu
2.2 drulsznau Tu 1 Jinusgneusnedien Anagrelide Hydrochloride 0.5 mg
2.3 NUULUTTY Usslunsegiilleunasd vie blister pack Umeiin Joafurnaty
warusTiauitaaiuuas
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3. AuauUinunaia
Han1snsvdiasednaun mdulusu finished product specification use  drug
substance  specification MBI LIRS UATUIREIAY Felaaansilsunaditineu
S o oo voevy a v & w o a
ANIYNTINATTBIMTUALY NTENTEEITUEY  dindushiulderdedaaluaduinivy

wimselnindunsgrundyiisulasSunils anudssnmansensasasisagy

3.1 Finished product specification: Anagrelide Capsules

b ansulAmavaile USP 41
1| YSunasenddgy 90.0 - 110.0% of the L.A. of Anagrelide
2. | Identification ATIINY
3. | Dissolution NLT 80% (Q) of the L.A. of Anagrelide Tutaan 15 w1l
4. | Uniformity of dosage units AT I
5. | Organic impurities - Anagrelide related compound B : NMT 1.0%
- Anagrelide trichloro derivative : NMT 0.15%
- Any other individual impurity : NMT 0.2%
- Total impurities : NMT 1.5%
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3.2 Drug substance specification: Anagrelide Hydrochloride

D) AusudAnIamaile

USP 41

1. | Ysuausnendingy

98.0 - 102.0% of the L.A. of Anagrelide

Hydrochloride (calculated on the anhydrous basis)

2. ldentification

MFIVIU

3. | Residue on ignition

NMT 0.1%

4. | Organic impurities

- Anagrelide related compound B : NMT 0.3%

- Anagrelide related compound A : NMT 0.15%
- Anagrelide open ring methyl ester (if present)
: NMT 0.25%

- Anagrelide related compound C : NMT 0.15%
- Anagrelide trichloro derivative : NMT 0.15%

- Any unspecified impurity : NMT 0.1%

- Total impurities : NMT 1.0%

5. | Water Determination 4.5% - 7.5%

3.3 Wan1353AI1EY Elemental impurity #3831 Risk assessment report (WHAWLBNEHTS

Udsznau)

nEWe - NMT = Not more than
- *¥ Dissolution wag Uniformity of dosage units THluuLenansuane s18agidennanisnsia
Aesest mndlFudsneasBenfidusaanlilulu coa
- nsdlfvevedeuudansiiu waive) msnsaeulianedsiensla Weuuanenarsudngu
Fenamidtlésuayiade
- Drug substance specification ®315804191n AT wRUBRHAR drug substance WsatuTATIEN drug
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4. Roulvdu
¥ o a4 o ' % 4 A o va o
Avauesiadesdudiuinindigienals nieuatateiieteiusenenarslaegiidiuig
T
pBRPIGHL
4.1 wnasilszusygndunedoumsueniiedmieludsemalng uagdunadeclare)unaswan
4.1.1 Tuddyn1stunsidousiuen loun  ve.2 8.3 ne.4 w38 8.2 wdusinsel
4.1.2 TudveTunsidou ve.l vise o.1 wesw diduesia wisusgavldeniiieni1sAIuAu

AN TNBINARSusin N ATUneley (Finished product specification)  lagdaivunRMAINYES

1

[y a

fmghu (drug substance specification) nadiftegsevinimaAsuntasudlufiuduesdouuy
wnasnsvewdly (8.5) wwdeu finished product specification Wag/#se drug substance
specification  lnevawflunsuiuusenirdseninsadidnvseiinduasliifiu 2 ¥ a Judssnie
Usznansiandidnnselind
4.2 tenasiusesnnsgIunisndngn
4.2.1 nidlewAaluvsendalve driadodionaissussanasgiundneinundninusiuag
Bnsiislunisndagn PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagwiigeu
PIC/S participating authorities ‘w‘%aﬁLaﬂmﬁu3eammgmmiw§mmmwé'ﬂmwﬁuaﬁ%'ﬂﬁﬁﬁlu
N15HANE1YBIETNITUANIENITUNITOTMITHALET NTENTIEABITUAY Faruuntulnefiaay
aenndosuasinifisufundninaueiuagiinisfinlunissdnen PIC/S Tumsneegliausmeatuaign
musaunsasasulasiinanisiusesdiviulssnirUssmasadiannseiing
4.2.2 nsdlendudrannnUsene drindedionansiusemnnsgiunisnanenuraninee
LagIBNARluN1IKERETPIC/S (Pharmaceutical Inspection Co-operation Scheme) Tnawvageu
PIC/S participating  authorities atuanganiusounIsnsivasulneinan1ssusestiaiulsena
Ussmasndidnnsedindvieargnaondnudusinsdl
4.3 1BNENTARINNUBIETILAUDTIA
4.3.1 wansnslasiginuanadndnsiendusaguvedundn (certificate of analysis
finished product) Tugnguidadusatng
4.3.2 wamInTieseiaunningiuvessitandidyy (certificate of analysis of drug
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5. msuszliuAnyszandnmaesian (Price Performance)
a 12 [ 3 a i a A 1 F
nsfiarsanasvlgnaninaminisUseiiuasedininmmnesian (Price  Performance)
sreaviBuaniuenarsisznmasan lnsdneglugingy n dAmusdmidndadiunzsiuuyesdinds
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1. simdiaue (Price) uniinwiiuTegay 30
2. 1S IUTeEUAMTEUIMT wmdnwiiusesay 70
ﬂmznssumsﬁmumqmé’nwmzLawwwmm 9—7
. - (
....... G e N vt
(ednUFnn weslne) (weandauuug Weluvie) (Wedgyed  S¥eRang)

a

wghnngTuIynIsRLAY UHLWNEEIUYNIT indsnITuIYnNITNLAY

(Ueeduqun | Asdvannung) (wadselw s330a73)
N WNFYNITTIUIYNT




nannaenIsUsEliuAIUsEaNSnIneasIA (Price Performance)
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indadan AZLUY
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1.3 dayastuayunnnnyawdaioe 25 ASLUL
firteday suuu

n. g1anNARNuYIdULUY 25 ASLUY
. §n15fnwnneadtin (Clinical trial) 15 AzuuY

InefisneaunisfnmiseddniUSsuiisudseansamvesenfusndunuy vieseeny
nerdiinfivsuansdeUsyvinmessenasifiuflunsansmemsunnd Ronsen sadl

1. Wnsfnwuduuuy Randomized controlled trial waginsaNuRNan1sAnwas 13 AzluU
MsEsInIsLERuFeie

2. FnsAnwudunuu Non-randomized controlled trial wagin1sARuANaN1TANY 11 Azluy
aMTEIIINISWWVETIudelie

3. WmsAnwudu Comparative studies Wuu Cohort studies (prospective) Wagl 9 ATLUY
nafiikansAnwIamsaTInsundundete '

4. FnsAnwndunuu Comparative  studies  WLUU Case-control  studies 7 AZLUY
(retrospective) uagiin1siRuinan1sANwIaMTAIIIMsWwmERULTetie

5. 38n1sAnwnlunuu Descriptive studies WUU Case reports/case series Wagiinng 5 ABLUY
ffuinansAnwasaITensundiundede

nsdiidunsfinwnuieufiouivendusuy  Wesuuudiin 2 esuuy

6. msdnwmde 1, 2., 3, 4. vide 5. AllleERuilusans 3 AzlUU
a. finsAnwnnsBaauyavasen (BE Fansansedd 5 AZLUY

1. anduedesufiFinsiiviinsfinulusnsusemadasiivingrunansitlésunis
RS UIINATNUAMENTIINITBMI LAY NTENsasTsaguLd Tddwiunsdlen
adigylual (New generic drugs) unsfoudoud 2546

2. Bsfnwdeadu Randomized crossover design e Parallel design (nselenil
t1/2 g17)

3. Mm3fmdenananatasmslueanalinsifiguamd viailufioe wu st uae
YU HIV

4. Snnumetsiiinudediifosndn 12 Ay wagdiiuns@neuuy Parallel $1uau
fhethaiidnwdeditosndn 2 wihwsawuy Randomized crossover
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Wvation ATLUY

5. finsasavdeuanumNIzENLaYgNFBaIsIATIEVFenTY biological sample
wanlil

6. Anslien dawlugidunuu single dose nmstoigiuy multiple dose aeldiled
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