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TUALIBUARMANBUSLANITE
Hydroxyurea 500 mg capsule
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TsaneunavaULiY
1. ﬁam Hydroxyurea 500 mg capsule
2. auaudinaly
2.1 gUnuu Juedauauga dmiusuusenm
2.2 d@ulsznau u 1 dlaussnausiesien Hydroxyurea (Hydroxycarbamide)
_ 500 mg
2.3 MYULUTTY Ussqhusnvegiiilauwaudvieblister pack Unatin ﬁaqﬁumm"gu
2.4 981N - seyPoen, drulssnaudmenddiguazemnunss, Jusde, Sumanen,
wiindn uaziawsdoumueliednadnauuuussydine
- MuguTsyeesieedacsylenn, dwuussneushedhdiguar
ALY, LTINER waguvuneny

3. auaudanumein

3.1 Finished product specification: Hydroxyurea Capsules, USP 2025
o) Test items Specifications

USunausiendagy 90.0% - 110.0% of the L.A. of hydroxyurea
2. | Identification NIITHY
3. | Dissolution (time 30 min) NLT 80%(Q) of the L.A. of hydroxyurea
4. | Uniformity of dosage units AT

3.2 Drug substance specification: Hydroxyurea, USP 2025
G Test items Specifications
1. | Ysunwdaendidgy 97.0% — 103.0% of LA. of hydroxyurea (dried basis)
2. | Identification ' NI
3. | Loss on drying : NMT 1.0%
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3.2 Drug substance specification: Hydroxyurea, USP 2025 (#i8)

da Test items Specifications
4. | Residue on ignition NMT 0.50%
5. | Urea and related compounds NI

3.3 Finished product specification: Hydroxycarbamide Capsules, BP 2025

UD Test items Specifications

1 | YSusushendrdgy 95.0% - 105.0% of the L.A. of hydroxyurea
(hydroxycarbamide)

2. | Identification ATIUY

3. | Urea NMT 0.5%

4. | Hydroxylamine NMT 19%

3.4 Drug substance specification: Hydroxycarbamide, BP 2025 & Ph.Eur.11.6

) Test items Specifications
1. | Ysuneusnendingy 97.5% — 102.0% of L.A. of hydroxyurea
(anhydrous substance)
2. | ldentification NI
3. | Urea : by thin-layer NMT 0.5%
chromatography
4. | Related substances
- Any impurity - NMT 0.1%
- Total impurities -"NMT 0.2%
5. | Chlorides NMT 50 ppm
6. | Water NMT 0.5% (determined on 2.00 g)
7. | Sulfated ash NMT 0.1% (determined on 1.0 g)
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3.5 NAN1ASA99LAT1EY Elemental impurity #3ail Risk assessment report (L&Y
ng15UsEnau)

WUBLUS - NMT = Not more than

- %98 Dissolution wag Uniformity of dosage units TWuuuenasuans TUAzIBHANANIINTIA
Ses1esf wnitldudeseasBeaiiduiuadliluly coa

- nsdiftenvzdouudinsiu (waive) msasreaeuinsesisenidle Wiluuanuenansudng
Fananitlésusyiiche

- Drug substance specification fRa1sananluirseviveauiin drug substance yiselUilAsIEY drug

v a g 9 o & o a o o v doe
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4. Qeulvdu
flaussiaiidesdudiunnmdiaienans wiounsareflodefusenenaislnedisiuna
MeasSunfeil
0.1 wnanildsveyymiunsdeuiiusitednhelutssindlng uasdun(declare)luvaswan
4.1.1 Tuddymstunaousmiuen Iiul  ve.2 ve.3 ve.d vise 8.2 wiusnsdl
4.12 Tudwetunallou ve.l wie &1 vewnflauesan wiouneazdenidanisamun
qmmwmmwﬁmﬁmv’mmﬁﬁumrﬁau (Finished product specification) wazdafTMUARMNTNYBY
gy (drug substance specification) nisﬁﬁag:sswmmnﬂﬁauuﬂmLLr'ﬂmﬁmﬁu%ﬁamuu
wnansn1svesnly (8.5) dwisw finished product specification wag/¥se drug substance
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PIC/S participating authorities w‘%aﬁLanmi%’usaammgmmiwammmwé’nmmv‘umzﬁ%mﬁﬁmu
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4.2.2 nsglgnindnainsnsssing Q’wamﬁaqﬁLanaﬁ%’maammgmmiwﬁmmmwé’nmmﬁ
LagARns ARl un1SHEREPIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwiiag e
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4.3.1 nansasiaiesiedaunmndndusienduiaguvenin (certificate of analysis
finished product) Tugnjuitdadushedhy

432 wanseITieaeinuawingiuvewiendify (certificate of analysis of drus
substance) ?‘ﬂ%’i,umiwémm’;fuﬁaimﬂua&haﬁ"a‘umﬁwﬁmmuazé’mﬁmﬁ’mqﬁu

1.3.3 Léﬂmw‘%wé'ﬂmuﬁué’uﬂ'amé'uﬁ'uésﬂijiunﬁwEmaqﬁ'mﬁwaaﬁ':mﬁ'lﬁ’m (drug
substance) 48 4.3.2 n‘u;‘umiwamaamammummﬁmﬁliﬂ (finished product) ¥ 4.3.1

4.3.4 wan1sAnen long term  stability maamm&menJaw'm‘uumwau"hnuémmm
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4.6 fauesien (o) Buseliisnidndygrieunsuimue ol
4.6.1 nsdinansgunalinsngvienil § TnenminerrmaninisunndviieviesufiRnisnid
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5. AsuszdiudnUszansnndainan (Price Performance)
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nansnauein1sussfiuAusEanSnanseasian (Price Performance)
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. a (Clinical trial)
TnefisnaaunisfinemiedinuSauiieulszansnmuee A uefuLuy %I85189U

aa 1 a a ¢ a o &
‘VI"I\‘iﬂa‘LlﬂVl'U\'iuﬁﬂﬁaﬂﬂi%a‘ﬂﬁﬂﬂ“ﬂ‘ﬂa\‘lEJ']ﬁQaWEJWﬂLu’J'ﬁﬁ'ﬁWNﬂ’ﬁLWWIEl WITTEUT AU

25 AsuuY

15 ATLUY

1. 38m3fnwduiuu Randomized controlled trial wagiin1sARuUWNaNISANEES
a4 oa
MIEINIMTINENUefe

13 AsiuuU

2. 3¥msAnwndunuy Non-randomized controlled trial wagiin1sARuRkan1sAnE
¢ A
a\'i’J’]ﬁﬁ’ﬁ‘Vl'NﬂﬂiLLWVIEWIU']Lﬁaﬂ@

11 AZUUU

3. BnmsEnwndu Comparative studies Wuu Cohort studies (prospective) Wazil

da o ’ ed 1 % <
ﬂ']smwuwNaﬂ'liﬁﬂﬂ'laﬂ'ﬂia"ﬁw']ﬁﬂqﬁwﬂw Nudane

9 ATLLUU

4. 38n1sAnwluluu Comparative  studies  wuU Case-control  studies

. a a
(retrospective) wagiinmsARuran1sAnmansasnemsunndihindete

T ABLUY

5. A8nsAnwduluy Descriptive studies wuu Case reports/case series kagiinng
aa P T
ARUNaNISANYIaNITaITNNSLngnULdete

ol ") a
nsalndumsfnendIvuiisuivendunuy  Iasuuuiiy 2 Asuuy

5 AgUUY

6. psanweTe 1, 2., 3., 4. vive 5. AlildRRuWluNTans

3 ABLUU

= a U é‘
A. finsAnwneaduyavesen (BE)  fivnsaudcl
@ oA W a wua a o ' - Y R
1. anduvieviesUfiRnsivihnis@neilushswsemadesdindngruuansilafunis
gaNSUTINFIINIIUANENTINNITOIMNTHALEN NSENTNATTITAEULE TddwmTunsdlen
) ) . A ¥ 1 o
andligflvnal (New generic drugs) Munzileumiug U 2546
2. 38nsfnwdeady Randomized crossover design %se Parallel design (nsdlendl
t1/2 M) A
U Qs @ da [=3 =3 1 1 o
3. mifadenaranatnsmsdueaainsifiguamd vieudlae Wy snusise uae
g1 HIV _
o ) o o Ry ' ) °
1. $rnusheteidnedethiteunin 12 au wastudunsfinwikuy Parallel 1

£ 1 d 2/ 1 ' 1 . .
feenandnudadiiddeenin 2 winweswuu Randomized crossover

5 ASLUY

AMZNITINIAIMMUATIENNasIBURRUANBUsIaNIZUaSTIAINETN.

o S =k P

v & @ o £ o oS da oo
(neeguuiug  Weluvie) (Wevusdnd gassay)  (Wedyed  STeRIeng)

UBWVETIUIgYNTT (\ welwvgdugnsivey wdunsidemng
IRt

%ﬁmuqa) wiedseln g3l
jmiﬁmu WNATATTUIUNTS

(uwa'rﬁiSwm
mﬁmnﬁwu\




Wdatan S

= v ada [

5. dnsamageuANMImNEaLLasgnFewesitiaTeifelu biological sample
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