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Rx Thude ké don
Vién nang HYDRA

MO TA:
Vién nang gelatin cifng ¢é ndp nang mau xanh nhat va thin nang mau hong chia bt tring
hodic hdi tring, ¢d nang sd "0

THANH PHAN:

M&i vién nang chira: Hydroxyurea.........500 mg

T dure: Lactose, Microcrystalline Cellulose, Magnesium Stearate, Capsule.

Boe kf Intdng dédn sit dung trude khi ding, néu cdn thém théng tin xin hai § kién bde si.

DUGC LUC HOC:

Cho d€n nay chira mé td dude cd ché chinh xdc clia hydivayuea 1 ¢6 tdc dOng chdng ung thu.
Tuy nhién, mdl s6 bdo cdo clia cdc nghién ciu khdc nhau trén sy ¢ciy md d chudl va ngudri di
dira dé€n mgt gid thuy€t riing hydroxyurea giy Gc ch€ sy (dng hgp DNA true 1i€p bling cich tic
ddng nh 1a mot chil e ché reductase ribonucleotide nhung khéng lim 4 nh hudng dén s tdng
hdp acid ribonucleic hay protein. Gid thuy€t ndy gidi thich tai sao hydroxyurea c6 thé giy éc
ddng qudi thai trong mit s& truting hop nio dé.

Nguti ta di thira nhin cé ba cd ché tic dong 1&n sy gia ting hiéu qua khi ding déng thifi
hydroxyurea v@i xa tri trong diéu tri ung thu 1€ bio ¢é vy & diu va 8. Cdc nghién cttu in vitro
trén t&€ bao chudt tii Trung Qudc dé nghi ring hydroxyurea (1) 1am chét cdc t€ bao giai doan S
khdng biic xa théng thuing, va (2) giit 6n dinh c4c 1€ bao khic rong chu ki 1€ bao & giai doan
G! hay giai doan téng hop tién DNA khi ching nhay cdm vdi cdc tic dung cia xa tri. Cd ché
thit ba cia tdc ddng ndy dude rit ra dua rén cic nghién cifu in vitro trén 1€ bao HeLa: bliing
cdch &c ché sy 16ng hop DNA, hydroxyurea ngin cin qud winh hdi phuc binh thiing cda céc t&
bac bi hi hai nhung khéng chét dude bdi xa tri vi vdy lam gidm ty 1& sdng ciia chiing; nhung
khéng lam thay déi sy tdng hgp RNA va protein,

DUGC PONG HOC: /ﬁ%
Hdp thu

Hydroxyurea dude hip thu nhanh sau khi uGng. Néng d6 dinh rong huyét twong dat duge trong
vang | d&n 4 gid sau mét liéu udng. D3 quan sit thiy AUC va ndng dé dinh trung binh trong
huy&t wong ting khdng tdng xing vdi su ting lidu ding.

Khong ¢6 dir lidu vé sy dnh hudng cda thic an 1&n suf hip thu clia hydroxyurea.

Phédn phii

Hydroxyurea phin ph&i nhanh vi réng khip treng co thé véi thé tich phin phdi udc lugng xdp
xi lueing nuGe todn phin trong cd thé.

Ty 1€ huyét wong trén dich of trudng gidi han tir 2:1 dén 7.5:1. Hydroxyurea tip trung trong
bach céu va hong cau.

Chuyén héa

Bén 50% mét liéu udng bi bi€n ddi thing qna cic con duting chuyén héa nhung khéng tiéu
bi€u. Trong mét con dudng chuyén héa phu, hydroxyurea cé thé bi thodi bi&n bdi urease ti€tra
tr cde vi khuén & rudt. DA phdt hién thiy acid acetohydroxamic trong huy€t thanh clia ba bénh
nhén bi ung thy bach ciu didu tri hydroxyurea v 6 thé dugc hinh thanh tir hydroxylamine la
k€t qua 1Y sy tic ddng cia urease 1&n hydroxyurea.

Thai trit

d ngudi, st bai i€t cha hydroxyurea la moét qud trinh khéng wyén tinh xdy ra qua hai con
duting. M&t I bdo hba, ¢6 1€ do sir chuyén héa & gan; hai 12 sir bai tiét qua thin.
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CHI PINH:

1) U hidc 18, ung thir bach cdu tly bio man tinh dé khing, ung thu tdi phdt, di cin, holc
carcinom budng tring khéng ma dude.

2) Hydroxyurea duge k€t hdp vdi xa tri d€ didu tri ung thir 1€ bao ¢é viy (bi€u mé) & ddu va
cd, ngeai trir & méi.

LIEU DUNG VA CACH SUDUNG:

Thude niy chi ding theo s ké don cida thdy thuic. -
Newdi ldn: /v/
Li¢u dung duge dya trén thé trong thuc t& hay thé trong Iy wdng clia bénh nhan 2

1) Khéiu citng:

- Tri liév gidn doan: mdi 3 ngdy udng mdt Liéu B0mg/kg.

- Triliw lién we: mdi ngay udng mét lidu 20 ~ 30mg/kg.

- Tri liéu k&t hgp: mdi 3 ngay udng 80mg/kg. Nén diing hydroxyurea 161 thi€u 7 ngdy wude
khi kh&i ddu xa tri va ti€p tuc diing sau dé trong thdi gian khdng han dinh, mién 12 ngudi
bénh dudc theo ddi ddy di va khong c6 nhitng phdn ng bil thudng hay trdm trong x4y ra.
Thuting khéng cin phdi diéu chinh liéu xa tri khi dung hydroxyurea dong théi.

2) Ung thu bach ciu wiv bao man tinh dé khéng:

Cho dén khi ché do tri liéu gidn doan dudc ddnh gid, khuyén nghi 4p dung phudng phdp tri
liéu lién e (udng mdi ngay mot 1dn 20-30 mg/kg).

Tré em:

Do rit hi€m bi v hic 18, ung thi bach cdu tiy bio man tinh dé khidng, ung thyw budng tring,
ung thy ddu va ¢d & bénh nhin nhi nén chva xdc minh duge liéu ding cho tré em.

CHONG CHI DINH:

Bénh nhin bi suy tiy xuong rd rét, nghia 12 gidm bach cdu (bach cdu <2500) hoic gidm
ti€u cdu (<100 000).

Bénh nhin bi thifu mdu niing.

Qud méin vdi mdt trong cdc thinh phin cla thude. )~

CANH GIAC VA THAN TRONG:

Nén sir dung thude thdn trong & nhirng bénh nhin sau:

1) Bénh nhin c6 bi€u hién suy chifc ning tiy xudng (Co thé xdy ra suy tiy xudng, bi€u hién
ddu tién va thong thubing nhit 13 gidm bach cdu. Gidm ti€u cdu v thi€u madu it xdy ra hon).

2) Nén diing hydroxyurea cdn thin d bénh nhin di dugc diéu i trudc dé biing xa trj hay hoa
tri ung thu déc tinh t&€ bao.

3) Bénh nhin di tifng dudc didu tri xa tri c6 thé bj ting ndi ban dd sau xa ti.

4) Phdi thay th€ toin bd mdu & bénh nhin bi thi€uw mdu ning trudc khi didu tri bing
hydroxyurea.

5) Nén ding hydroxyurea cin thin & nhitng bénh nhin bi r&i loan chitc ndng thin.

6) Bénh nhédn cao twdi c6 thé nhay cdm hon vdi tic dung cla hydroxyurea, va ¢ thé cdn phii
ding liéu thip hon.

[Cédce thin trong chung]

1) Cén phdi theo dai chat ché khi diéu tri bing hydroxyurea. Nén xdc dinh tinh trang tdng thé
ciia mau, k€ cd xét nghiém thy xuong, ciing nhy chifc ning gan vi thin trude va trong khi
diéu tri, Nén xdc djnh mifc dé hemoglobin, ludng bach ciu téng cong, ludng tiu ciu it nhit
mét lan/tudn trong sudt thdi gian diéu tri bing hydroxyurea. N€u ludng bach cdu gidm
xubng thip hdn 2500/mm’, hoic lugng tiu cdu gidm xudng thip hon 100000/mm’, nén
ngifng tri liéu cho d&n khi cdc gid tri wd lai mirc binh thuéng. N&u xdy ra thi€u mdv nén
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thay toan bd mdu, khéng cin phdi ngung diéu tri bing hydroxyurea.

2) N€ubénh nhiin mudn, hodc khdng thé nudt vién thude, ¢6 thé 13y bdt trong nang ra cho vao
mot ly nudc vi ubng ngay. Vii 14 dude trd trong nang ¢6 thé khéng hda tan va ndi rén mit
nudc.

3) Cdm gidc dav hay khé chiu do viém mang nhdy & vi tri chi€u tia duge kiém sodt biing cdch
ding thudc giy (& tai chd hodc udng thude gidm dau. N&u phan dng nang, cé thé tam thai
ngung tri ligu bing hydroxyurea; néu phdn iing qué ning, c6 thé cin phdi k&1 hgp ngung xa
i tam théi.

[Su dyng trong thai ki)

Nhirng thudc cé tic djng trén s tdng hdp DNA nhu 13 hydroxyurea cé thé la téc nhin giy
dot bi€n manh. Thiy thudc nén cin nhdc thin trong trude khi diing thudc nay cho cde bénh
nhin nam hodc nir du tinh ¢é con.

Hydroxyurea duge bi€l 1a tdc nhin gdy qudi thai d dgng vat Vi thé, khéng nén ding
hydroxyurea cho nhitng phu nif ¢6 thai hodc nghi ng& c6 thai trir truting hgp thiy thudc da
cin nhdc ich Igi clia viéc ding thudc hon hin nhitng nguy hi€ém cé thé cé.

[Phuy ni¥ cho con bi)

Hydroxyurea bai ti€1 vao sita ngudii. Do khd ning c6 cdc tic dung phu nghiém trong ur
hydroxyurea, nén quyé&t dinh ngung cho con bii hodc ngung thudc, nhung phdi tinh d&n tdm
quan trong cia thudc déi vdi ngudi me. L

TAC DUNG KHONG MONG MUON: /

1) Huvét hoc:
Béc tinh chi y&u clia hydroxyurea la suy tly xuong. Gidm bach ciu la bi€u hién ddu tién
thuting gap nhdt cla déc tinh rén ty xwong. Gidm ti€u cdu va thi€u mdu it xdy ra hon va
thuéing xdy ra sau khi thi€u bach ciu. Nén ¢in thin theo d&i tinh trang huyét hoc & cdc
bénh nhin didu tri bing hydroxyurea. Ty xudng thudng hdi phuc nhanh sau khi ngitng tr
liéu hydroxyurea; tuy nhién, ¢é the xdy ra tinh trang thi€u huy€&t cdu kéo dai, nhung hiém.
Trong giai doan ddu tri liéu bing hydroxyurea thuting ¢é sif tac nguyén hdng ciu khing 16
nhung thuéing 17 gidi han, va s& gidm bdt khi ti€p tuc trj liéu. Sy thay dbi vé hinh thii gidng
nhit thi€u méu dc tinh, nhung khong ¢é lién quan vdi su thidu acid folic hodc vilamin B,
nhing sau d6 khdng nhat thi€l 1a sé bi thi€u mdu. Ciing ¢é bdo cdo vé& su huyél gidi va
gidm ham lugng sit trong huy€l thanh. Hydroxyurea 6 thé 1am gidm t8c dé s dung sdt
ciia héng cdu, nhung duding nhu khéng lam thay d8i thii gian séng cia hdng cdu.

2) Tdc dung trén hé (1éu hoa:
Tdc dung phu trén hé tiéu héa gém cé viém da diy, budn ndn, nén, chdn dn, tdo bon, v
tiéu chdy; cé thé xdy ra loét niém mac miéng va bi€u mé dudng tiéu héa khi bi nhiém doc
hydroxyurea ning. Cdc cdm gide khé chiu & da day (nhur 12 budn nén, ndn, chdn én) do tri
li¢u ph&i hop hydroxyurea va xa ti thuding gidm bdt Ling cich tam thdi ngung ding
hydroxyurea; hi€m khi cin phdi ngung xa tri.

3) Tdc dung wrén da:
Céc phdn g rén da thutng nhe va mat di khi ngung dung thudc: ndi vét sin wrén da, ndi
ban dd trén mat, ngita ¢6 thé xdy ra & vai bénh nhin. Hi€m khi xay ra rung téc.

4) Céctdc dung phu khdc:
C6 thé xdy ra lché tidu tid¢n v cde r6i loan thin kinh bi€u hién bing nhire ddu, budn ngg,
chéng mat, mil dinh hudng, do gidc va co giit, nhung rdt hi€m; tuy nhién vin chua xdc
dinh su lién quan giifa cic trigu chirng ddc tinh thin kinh nay vdi tri liéu bing hydroxyurea.
C6 thé xdy ra suy chic ning 6ng thin & vai bénh nhin dugce diéu tri biing hydroxyurea.
Ciing ¢6 bido cdo vé tinh trang ting uré mdu, tao sdi uric, ting ndng do creatinin va BUN
trong huyét thanh, luu giit sulfobromophthalein bat thugng. Ciing ¢ thé xay ra sé1, dn lanh,
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ting cdc enzyme gan.
Thing bio cho bdc st nhitng tde dung khéng mong mudn pdp phdi khi sit dung thude.

TUONG TAC THUOC:
Sir dyng ddng thisi véi cdc chil gdy frc ché tly xuong cé thé giy suy iy,

- Sit dung déng th¥si véi clozapine cé thé gy déc tinh trén thy xuong.

- S dung déng thdi vdi probenecid ¢6 thé lam gidm tdc dung cda probenecid vi cidn phdi
ting lidu ding d€ diéu tri bénh gt

- Sir dung dong thifi vdi cdc loai vaccin (virit cén song hode di chél) ¢6 thé lam ting tinh
nguy hiém clia vaccin,

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:

Khéng diing thuée nay khi ldi xe va vin hinh miy méc.

QUA LIEU:
Di ¢6 bio cdo dde tinh niém mac da ¢dp d nhitng bénh nhin diéu i bing hydroxyurea &

li€u cao hon vai lan liéu diéu tri. Cling quan sét duge chitng loét, dd tim, phi & 1dng ban tay
vi 1ong ban chin, ti€p theo 1a trée viy da & tay va chén, téng sic 1§ da todn than niing, va
viém miéng.

Xt tri: Rita da day, tiép theo 1a diéu tri hd trg cho hé théng tim mach va hé hip néu cin
thiét. V& 1iu dai, cdn theo dbi hé théng tao mdu, va truyén mau néu cin thiét.

BAO QUAN: Bio quin trong bao bi kin & nhiét dd dudi 30°C, trdnh dnh séng.
HAN DUNG: 36 thing ké tir ngiy sin xuil.

DONG GOI: Hop c6 100 vién (10 vi x 10 vién).

TIEU CHUAN CHAT LUQGNG: USP 32.
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