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TUATLIERRUANEAZIAaNIZEY Hydroxyurea 500 mg capsule
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1. #Haen Hydroxyurea 500 mg capsule
2. ausuTEnlY

2.1 JUnuy \Dudouauga dmiufuussmnu

2.2 arulseneu lu 1 Wiavszneaudioiien Hydroxyurea (Hydroxycarbamide)

500 mg
2.3 AMUUBUTTY vssglumeueloain Jeafuninuiy
2.4 87N - izq%m, arulsenouiendrfyuasanuuns, Tungs, TuvLReg,
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3. AuFNUANIUnAila

L3

waﬂ'}iﬂ's';fﬁz.ﬂ'sﬂswggun'lwL@ulﬂmﬂu finished product specification &ag drug
substance  specification  #fig1sBanndusiiSuatuiieadu Seldasmeidouradidniu
ANENTIUNSIMNTUATET NTENTEssgY  ellindassulddnedafeafiuatuiideu
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3.1 Finished product specification: Hydroxyurea 500 mg capsule

T

%g | Test items USP 41 BP 2016

L | Yunaushenday 90.0 - 110.0% of the LA. of | 95.0 - 105.0% of the LA of
Hydroxyurea Hydroxyurea (Hydroxycarbamide)

2. | Identification ATIVAU ATIAL

3. | Dissclution NLT 80%(Q) of the LA. of FITITHY

Hydroxyurea {(aelu 30 W)

4. 1 Uniformity of dosage AT ASIVNY
units
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1) Test items USP 41 BP 2016
5. | Urea - NMT 0.5%
6. | Hydroxylamine - NMT 1%
3.2 Drug substance specification: Hydroxyurea (Hydroxycarbamide)
D Test items USP 41 BP 2016
1. | YSnewseidary 97.0 - 103.0% of L.A. of 97.5 - 102.0% of LA. of
Hydroxyurea (dried basis) Hydroxyurea (anhydrous substance)
2. | identification ATITEIU ATIVEU
3. | Loss on drying NMT 1.0% -
4. | Residue on ignition NMT 0.50% -
5. | Heavy metals NMT 0.0030% NMT 10 ppm
6. | Urea and related ATIINTU - Urea : By thin-layer
compounds chromatography NMT 0.5%
- Related substances : By liquid
chromatography
- Any impurity : NMT 0.15
{ - Total impurities : NMT $.2%
r 7. | Chlorides - NMT 50 ppm
B | Warer : NMT 0.5% (determined on 2.00 g)
L9 Suifated ash - NMT 0.1% (determined on 1.0 g)
3.3 4AN1IATIVIATIEN Elemental impurity wiafl Risk assessment report (Leng
wnaTusznau)
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WaekWA - NMT = Not more than
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4.3 LONESAUANUDI AT
4.3.1 sansnnviinswinunwniniusiendnioguveaudn (certificate of analysis

finished product) Tugnjuiidadusetie
4.3.2 wamsasvieswinuamingfiveesiendifey (certificate of analysis of drug
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substance) filflunswdngjuiidutuetwivendnouasinaningiu
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433 wenamiewanguiudumuduiusseniiunsndnuesingRuresieadadey
(drug substance) ¥® 4.3.2 fugunsnanveswdnfasisndniagy (finished product) $e 4.3.1
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4.4 fegieen
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5. nsusziiuAUsEnSnweaan (Price Performance)
nMsAAsaNasslIndninasin1sUseliuaUssaninmeesian (Price  Performance)
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1. fins@nwnaaiiin (Clinical trial) 15 AZuuY

lasfisenunsfinymarddnuSououdssavinwasse i uedunuy ¥eesi8eu
mndinTiisuanifaseivnmeeenadiuilursasansunmd fesen fed

1. 3nsfnwdiunuy Randomized controlled trial wazlinsifumnanisdnwiag 13 AguuY
NI NNTUNVEAULEaTe

2. Tnsfnwniuuuy Non-randomized controlled trial wasiinsifiuiuanisine 11 Asuuy

AMTAITNEA ISV ENUNB e

3. FBmsfnuwu Comparative studies wuu Cohort studies {prospective) wazd

ANTRRLANAN AN RIS E SN NN TS ot

9 Azl

4. FEnsEnwndusuy Comparative  studies WUy Case-control  studies

(retrospective) wagfinmsARuNanSAnEaIsAI M SURVEfudede

7 ATLUU

5. FEnsAnwnlusuy Descriptive studies Wuu Case reports/case series waziinis
AfLANANTSAAWIEITATNISNSURVETIL T e 8

nsf,u‘wLf]un'ﬁﬁnmuﬁauma‘unumnuwu Wacuuudfiy 2 Azuuw

5 AzLud

6. mIfnwuda 1., 2., 3, 4. wis 5. Tilddnuilusans

3 AU

A. finsAnywneliaduynyessn (BE)  fesansal

3 ﬁmwﬁ'w"?aﬁawﬁﬂ’ﬁmiﬁﬁwmiﬁﬂm‘lusi’mﬂizmeé?aaﬁwé'ﬂgwuLLaﬂad'}Iﬁ%'umi
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