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Rx: Thuéc ban theo don (==
TO HUONG DAN SU’ DUNG THUOC /= CO
Vién nang cirng CONDOVA O

THANH PHAN:

M&i vién nang cirng chira:
Hydroxyurea (Hydroxycarbamide)............................... 500,00 mg
Tadwee viPa AU ......ooovvvreiiieeeeeeeee e 1 vién nang civrng

(Kollidon K90, Natri croscarmellose, Cellulose vi tinh thé (PH102), Colloidal silicon
dioxid, Magnesi stearat, Ethanol 96%, Nwéc tinh khiét).
DUOC LUC HOC:

e Hydroxycarbamide la dan chéat cGa uré dau tién dwoc sir dung trén [am sang Iam
thudc chira ung thw. Hydroxycarbamide trc ché tdng hop ADN nhung khéng dnh
hwéng dén sy tdng hop ARN va protein. Co ché chi yéu la Hydroxycarbamide
trc ché su két hop clia thymidin vao ADN. Ngoai ra thubc con tryc tiép gay hw
hai ADN. Hydroxycarbamide pha hiy géc tw do tyrosyl. G6c nay la trung tam xuc
tac clGa ribonucleosid diphosphat reductase. Enzym xGc tac nay chuyén
ribonucleotid thanh dexyribonucleotid; s chuyén nay rat quan trong va lam giam
sw tdbng hop ADN. Hydroxycarbamide (rc ché dac biét & pha S cla chu ky té
bao, lam ngtrng tién trién & chd giap gidi gitva pha G1 va pha S nén ¢ ché téng
hop ADN.

e Tac dung déc cho té bao clia Hydroxycarbamide chi gi¢i han & cac mé cé téc do
tang sinh cao va c6 tac dyng ré rét nhat & nhirng té bao dang téng hgp manh
ADN. Hydroxycarbamide c6 thé kich thich san xuat va lam tang néng dd
hemoglobin bao thai (Hb F), va nhw vay c6 tiém nang lam gidm héng cau hinh
lwdi lidém. Thudc khong chiva khéi bénh thiéu mau hdng cau liém va ciing khéng
c6 vai trd ndo trong diéu trj con dau dang tién trién, ma chi cé tac dung phén
con dau. o/

e Hydroxycarbamide con dwoc dung hé tro' diéu tri bénh nhan tang hdng cau vé
can, két hop vai trich ldy mau tinh mach gian doan, do thudc c6 tac dung (rc ché
tly xwong, lam gidm san xuét thira tiéu cau va hdng cau.

DUQC DONG HOC:
Hép thu

Hydroxycarbamide h&p thu nhanh qua dwéng tiéu héa sau khi ubng. Nong d6 dinh

trong huyét twong dat dwoc trong vong 1-4 gié. Nong dd trong mau gidm nhanh va

khéng tich ldy khi dung lai.

Chuwa c6 théng bao vé anh hwdng cua thire &n ddi véi hép thu hydroxycarbamid.

Phén b6

Hydroxycarbamide phan b6 nhanh khép co thé, tap trung nhiéu hon & bach cau va

hdng ciu. Thé tich phan bé bing khodng thé tich nwéc trong co thé.

Hydroxycarbamide qua dwgc hang rdo mau-nao. Noéng do dinh trong dich nao tay

dat dwoc trong vong 3 gior sau khi udng. Thudc phan b nhiéu vao dich mang bung,

ndng dé thubc trong dich mang bung cao hon trong huyét twong 2-7,5 lan.
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Chuyén héa :
Khodang trén 50% Hydroxycarbamide bj chuyén hoéa & gan M6t phan nhé bj urease,
mét enzyme cia vi khudn dwéng rudt, chuyén hoéa thanh acid acetohydroxamic.
Thai trr
Dung Hydroxycarbamide c6 C' cho thay, khoang 50% lidu uéng bi thoai giang &
gan thanh CO; thai trir qua dwong hd hép va uré thai ¢rir qua than. Phan con lai
dwoc thai trir qua nwére tiéu dudi dang thube khéng bj chuyén hoéa. Lwong thai tror
qua nudc tiéu la 62% sau. 8 gid va 80% sau 12 gid. Sy thai trr cla
Hydroxycarbamide c6 thé thay déi 6 o ngwdi suy gan hogc suy than.
CHI BINH:
e U h&c t6, ung thw bach ciu tuy bao man tinh, ung thw tai phat, di can hoic ung
thw biéu mé budng trirng khéng mé dworc.
. Hydroxycarbamlde duoc két hop voi xa tri dé didu tri ung thw t& bao c6 vay (biéu
mé) & dau va cb, ngoai trir & moi. )
LIEU LUQNG VA CACH DUNG: Diing ubng
Liéu dung dwoc dwa trén thé trong cla bénh nhan.
Khéi u dic:
e Triliéu gian doan: mdi 3 ngay uéng mét liéu 80mg/kg
e Triliéu lién tuc: mdi ngay udng mét lidu 20-30 mg/kg - u/
e Triliéu két hop: mdi 3 ngay uéng 80 mg/kg
Nén dung Hydroxycarbamide t6i thiéu 7 ngay trwée khi khéi dau xa tri va tiép tuc
dung sau d6 trong thoi gian khéng han dinh, mién 1a nguwdi bénh dwoc theo doi day
dl va khong c6 nhirng phan (kng béat thwong hay trdm trong xay ra. Thwdng khéng
can phai didu chinh lidu xa tri khi dung Hydroxycarbamide ddng thei.
Ung thuw bach céu tiy bao man tinh:
Cho dén khi ché d6 tri liéu gian doan dwgc danh gia, khuyén nghi ap dung phwong
phap tri liéu lién tuc: ubng méi ngay mét lan 20-30 mg/kg::
Poi voi bénh nhan suy than: Thudc thai trlr chl yéu qua than, nén can diéu chinh lidu
dung & nhirng bénh nhan suy than.
- P6 thanh thai Creatinin > 60, diing lidu binh thweng 20-30kg thé trong / ngay.
- D6 thanh thai Creatinin < 60, giam liéu con 7,5 — 10mg/kg thé trong/ ngéy
: - Nhirng bénh nhan chay than nhan tao hoac suy than g|a| doan cudi: uéng 15mglkg
thé trong/ ngay, cac nhau 1 tudn (7 ngay), liéu dau tién ubng sau khi chay than 4 glb’
lidu thir 2 udng trweéc khi chay than nhan tao.
Péi voi bénh nhan suy gan: Khéng cé_di liéu hé trg hwéng dan cu thé dé diéu chinh
lidu lvong & bénh nhan suy gan. Can theo d&i chit ché cac thong sé huyét hoc &
nhirng bénh nhan nay
CHU Y: Néu quén ubng mét lidu, hay uéng ngay khi nhé ra. Néu gan thoi gian cla liéu
ké tiép, thi bd qua lidu d6 va tiép tuc lich trinh dung thuc thﬁng thwong. Khéng ubng
gép ddi @& bu vao liéu da quén.
CHONG CHI DINH:
 Bénh nhan bi suy tdy xwong ré rét, (bach cau giam dwéi 2500 té bao/mm?®, hodc
~ tidu cAu gidm dwéi 100.000 mm®).
e Bénh nhan bi thiéu mau nang.
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THAN TRONG

o Nén theo ddi ndng d6 acid uric trong qua trinh diéu tri.

e Bénh nhan c6 biéu hién suy chirc néng tly xwong.

» Nén dung Hydroxycarbamide can than & bénh nhan da du'cyc ' I i

_ bang xa tri, héa tri ung thw déc tinh té bao. ‘ “f

e Bénh nhan da tirng dwoc didu tn xa tri, ¢ thé bi ting ndi ban dé sau .

o Nén dung Hydroxycarbamide can than & nhirng bénh nhan bj réi loan chu’c nang
than.

e Bénh nhan cao tudi c6 thé nhay cam hon véi tac dung ctia Hydroxycarbamide,
co thé can phai giam liéu.

e Can phai theo déi chit ché khi diéu tri bang Hydroxycarbamide. Nén xac dinh

. tinh trang tong thé clia mau, ké ca xét nghiém tly xwong, ciing nhw chirc ning
gan va than trwdc va trong khi diéu tri. Nén xac dinh mirc d6 hemoglobin, lwong
bach cau tdng cong, Iwong tiéu cAu it nhat mot 1an/tulin trong subt thoi gian diéu
tri bing Hydroxycarbamide. Néu Iwong bach cdu gidm xuéng thdp hon
2500/mm?, hodc lwong tiéu.ciu gidm xudng thap hon 100.000/mm?, nén ngirng
tri liéu cho dén khi cac gia tri tré lai mirc binh thwéng.-

¢ Cam giac dau hay kho chiu do viém mang nhay & vi tri chiéu tia dwgc kiém soat
bang cach diing thubc gay té tai ché hodc udng thubc gidm dau. Néu phan (ng
nang, cb thé cAn phai két hop nguwng xa tri tam thoi.

TUONG TAC THUOC:

e S(r dung ddng theri véi cac chét gay tre ché tly xwong co6 thé gay suy tiy W

e S dung ddng thei véi clozapine cé thé gay doc tinh frén tiy xwong

o St dung ddng thdi v&i probenecid cé thé lam gidm tac dung clia probenecid va
can phai téng liéu dung dé diéu tri bénh gout

e S dung ddng th&i voi cac loai vaccin (virut con sdng hodc da chét) co thé lam
tang tinh nguy hiém ctia vaccin)

TAC DUNG PHU: . 4
. e Hé tam than kinh: C6 thé c6 dau diu, chéng mét, mat phwong hwéng, do giac
va co giat, nhwng hiém khi xay ra. _

o Tiéu h6a: Co thé xay ra viém da day, chan an, budn nién, tiéu chéy va téo bon

o Huyét hoc: Luc diu co thé xay ra suy tdy (gidm bach clu, thiéu mau va giam

~ tiéu céu) Trong giai doan dau cla qua trinh diéu trj vcrl Hydroxycarbamlde
thwerng gdp cac hién twong sw tao thanh nguyén hdng cau khdng 16; tuy nhién,
hién twong nay cling thwdng tw gidi han.

e Hé niéu sinh duc: Sy kho bai niéu rat hiém xay ra, doi khi Hydroxycarbamide c6
thé gay suy éng than tam thoi, gay tang acid uric, BUN va ndng do creatinin
trong huyét thanh.

o Hé thén kinh trung wong: O liéu cao c6 thé gay ra tinh trang ngd lim, 8 birng,
&n lanh, khé &.

e Trén da: Doi khi co ndi ban san, ban dé & mat.

e Gan: C6 cac bao cao vé sy ting céac enzyme & gan, va sy & dong
sulfobromophthalein (BSP) bat thwong.

e Cac van dé khac: Rat hiém khi gay ra rung l6ng téc tirng ving.

Thong bao cho bac si nhirng tac dung khéng mong muén gidp phai khi st
dung thudc.
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SU DUNG CHO PHU NU CcO THAI VA NUGI CON BU:

e Nhirng thubc co6 tac dong trén sy tdng hop ADN nhw 1a Hydroxycarbamide c6
thé 1a tac nhan gay dot bién manh. Thay thuéc nén can nhéc than trong trweéde khi
dung thudc nay cho cac bénh nhan nam hoac nir dyw tinh cé con.

e Hydroxycarbamide dwoc biét 1a tac nhan gay quai thai & dong vat. Vi thé khong

" nén diing Hydroxycarbamide cho nhirng phu n@ cé thai hodic nghi ng® c¢o thai trir
trwdng hop thay thudc da can nhéc ich loi clia viéc dung thudc hon hin nhirng
nguy hiém c6 thé co.

e Khong st dung cho phuy ni¥ dang nuél con bu, vi thudc di qua sira me.

S’ DUNG CHO NGUO! LAI XE VA VAN HANH MAY: Khong st dung, vi co thé géy
ngu lim
QUA LIEU VA XU TRI:

o Dac cap tinh niém mac da dwoc bao cao & vai bénh nhan st dung
Hydroxycarbamide & liéu lwong gép vai lan liéu diéu tri.

o Trigu ching: Dau nhirc, tim ban d6, phu né trén ldng ban tay va léng ban chan,
téng sac td da, viém miéng.

. Diéu trj: Dirng thubc ngay, st dung thudc gay nén, thAm phan mau, mang bung.
BAO QUAN: Noi khé thoang, tranh anh sang, nhiét do phong (dwéi 30°C).

HAN DUNG: 36 thang ké tir ngay san xuat V/
DONG GOI: Hop 3 vi x 10 vién nang clrng

TIEU CHUAN: Tiéu chuan nha san xuat.’

.
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KHONG DUNG QUA LIEU CHI BINH
BQC KY HUONG DAN SU DUNG TRUO'C KHI DUNG
DE XA TAM TAY CUA TRE EM
THUOC NAY CHI DUNG THEO SU’ KE BON CUA THAY THUOC
NEU CAN THEM THONG TIN, XIN HOI Y KIEN THAY THUOC

Tén va dia chi nha san xuét:
CONG TY CO PHAN SPM

r WWW.Spm.com.vn

< P L0651, Duong s 2, KCN Tan Tao, P. Tan TaotA Q. Binh Tan, Tp HCM |

DT: (08) 37 507 496 - Fax: (08) 38 771 010

Tp. HCM, ngay 07 thang 08 nam 2013
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