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HUGNG DAN SUDUNG

Thudc tiém truyén RADICEL 30, RADICEL 100, RADICEL 150
Thanh phan

* Moi lo Radicel 30 chita:
Paclitaxel............ocooooiiiiiiiiiieeec e 30,0 mg
Ta dugc: Cremophor RH 40, ethanol..................cocoee......... Vira ¢ 5,0 ml
* Moi lo Radicel 100 chita:
PaclitaXel.......cueuveueiiieiieeeeeeee e 100,0 mg
Ta dugc: Cremophor RH 40, ethanol..............o.ocomvn....... Vira dG 16,7 ml
* Méi lo Radicel 150 chita:
PACHHAXEL................ i emamr s reasemssssemnesasansasorcnss ssmens 150,0 mg
Ta duoc: Cremophor RH 40, ethanol............c.oooovevevenoo.. Vira du 25,0 ml
Trinh bay

Hop 1 lo kem hudng dan sir dung thudc.

Chi dinh
Paclitaxel dugc ding don doc hoac ding két hop trong diéu tr1 ung thu budng trimg, ung thu
vii hoac ung thu phéi.
- Ung thu budng tring:
+Tri liéu dau tay ung thu budng tring tién trién, phéi hop véi cisplatin hoac carboplatin.
+Tr1 liéu thd hai trong ung thu budng tring di can khi liéu phép thong thudng véi cic
anthracyclin va platinum da that bai hay bi chéng chi dinh.
-Ung thu vi:
+Diéu tri hé trg ung thu vii ¢6 hach duong tinh: Dung lién tiép sau phac d6 diéu tri chudn
c6 chira anthracyclin.
+Di€u tri ung thu vii tién trién tai chd hodc di can: La tri liéu d4u tay khi ph6i hop véi mot
anthracyclin hodc la tri liéu thi hai khi liéu phdp thong thudng véi cdc anthracyclin da
thét bai hoac khong thich hop.
-Dieéu tri ung thu phdi khong phai t€ bao nho tién trién: Tri liéu ddu tay khi phéi hop véi
cisplatin hoac carboplatin.

Liéu ding va cach dung

* Liéu diung:

- Tri liéu dau tay ung thu budng triing: Truyén tinh mach paclitaxel v6i liéu 135 mg/m?
trong 24 gio hodc 175 mg/m? trong 3 gid, sau d6 ding ciplastin.

- Tri liéu thit hai ung thu budng tring, diéu tri hé trg ung thu vd va tri liéu thit hai ung thu
vii: Truyén tinh mach paclitaxel véi liéu 175 mg/m? trong 3 gid.

- Tri liéu dau tay ung thu vi khi ding phSi hop véi doxorubicin: Truyén tinh mach
paclitaxel véi liéu 220 mg/m?® trong 3 gi®, ding sau doxorubicin 24 gid.

- Diéu tri ung thu phéi khong phai t€ bao nho tién trién: Truyén tinh mach paclitaxel v6i
liu 135 mg/m? trong 24 gi® hodc 175 mg/m? trong 3 gid, sau d6 dung ciplastin.

Véi tat ca cac chi dinh trén:

- Khoang cach giira hai dot diéu tri 1a 3 tudn.

- Chi dung liéu mai khi s6 lugng bach cau hat trung tinh I6n hon 1,5 x 10”/1it (1.500/mm?)
va s6 luong tiéu cdu 16n hon 100 x 10%/1it (100.000/mm?).

- O ngudi bénh c6 s6 luong bach cAu hat bi gidm nang (dudi 0,5 x 10%1it) (500/mm?) trong
qua trinh diéu tri dai hon bang paclitaxel thi nén gidm 20% liéu ding.
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* Cdch dung:

- Paclitaxel phai dugc pha loang t6i néng d6 1a 0,3-1,2 mg/ml truéc khi truyén.

- Viéc pha thuc d€ truyén tinh mach phai do ngudi c6 kinh nghiém ti€n hanh, & mot phong
thich hop. Khi pha thuGc cin phii mang gang tay va ti€én hanh than trong d€ tranh thudc
ti€p xtic véi da va niém mac. Néu da bi ti€p xtdc v6i thudc thi phéi co rira k§ da bing nudc
va xa phong; néu niém mac bi ti€p xidc véi thudc thi phai diing nuéc sic rira that k. Viéc
pha thu6c phai ddm bao vo khuén.

- C6 thé ding cdc dung dich sau dé pha loang: Natri clorid 0,9%, glucose 5%, hén hop
natri clorid 0,9 % va glucose 5% hoac hén hgp glucose 5% va Ringer.

- Chi dung c4c lo, chai truyén lam bang thity tinh, polypropylen hay polyolefin. Bo day
truyén phai dugc lam béng polyethylen. Khong ding dung cu lam tir vat lieu PVC
(polyvinyl clorid) vi chat déo PVC c6 thé bi phé hily va giai phéng di - (2 - ethyl - hexyl)
phtalat (DEHP) khi tiép xiic véi paclitaxel.

- Tién hanh truyén dich ngay hoic trong vong 3 gid sau khi pha xong. Khéng dé dich
truyén da pha vao ti lanh.

- Trong qud trinh pha ché, dich truyén c6 thé trd nén hoi duc. Diéu ndy 12 do dung moi ciia
ché phdm nén du loc cling khong 1am cho trong lai dugc. Khi truyén nén cho dich chay
qua mét bau loc c6 16 loc khong 16n hon 0,22 pm trén dudng truyén. Diéu nay khong anh
huéng dén chat lugng thudc.

- Mot s6 hi€ém truong hop thdy cé cin ling trong qua trinh truyén paclitaxel, thuong vio
cudi giai doan truyén trong 24 gid. D& 1am gidm nguy co nay phai st dung paclitaxel
cang s6m cang t6t sau khi pha va trong qu4 trinh truyén tranh 1am rung hay lac chai dich
truyén qué nhi€u. Phai quan sat ky chai dich truyén trong thoi gian truyén va phai ngung
truyén néu thdy xuét hién can ling.

Chong chi dinh

Khong ding cho ngudi bénh qua méan véi paclitaxel hay véi bt ky thanh phin nao cta ché
phém, dac biét 1a qua mén véi ddu cremophor.

Khong dung cho ngudi bénh c6 s6 lugng bach ciu trung tinh < 1500/mm® (1,5 x 10%/lit)
hoic c6 biéu hién rd bénh 1y than kinh van dong.

Than trong

Nguoi c6 roi loan hoac suy chic nang gan, ngudi c6 bénh tim.

Ngudi qua mén v6i cremophor. Thanh phin cremophor trong san phdm c6 nhiéu kha ning
gy ra cdc dép ing kiéu phan vé do 1am giai phéng nhiéu histamin. Do d6, cdn ding thudc
du phong qui min trudc khi diéu tri va c4n chudn bi sin sang dé d6i phé véi céc dép ing
phan ve.

Siz dung cho phu niz cé thai va cho con bu:

Thoi ky mang thai: Theo nguyén tic chung, khong duge ding héa tri liéu dé diéu tri ung thu
trong khi mang thai, nhét 13 trong 3 thing d4u. C4n phai can nhic that k§ giita nguy co doi
véi thai nhi va loi ich ciing nhu nguy co d6i v6i ngudi me. Paclitaxel doc doi vé6i phoi va bao
thai va 1am giam kha nang sinh san cia chu6t cong.

Thoi ky cho con bi: Chua rd néng do paclitaxel trong sita me. Do d6 trénh dung paclitaxel
khi dang cho con bd hoac phai ngimg nuéi con bang sita me.

Tdc déng cua thudc khi ldi xe va vdn hanh mdy méc:

Hién chua phét hién paclitaxel ¢6 anh hudng 1én céc kha nang nay. Kha nang 14i xe hodc van
hanh mdy méc c6 thé bi suy giam do thanh phin ethanol c6 trong san phdm.
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Tuong tac thuéc

Trong tri liéu ddu tay ung thu budng triing, paclitaxel phai duoc ding trudc cisplatin. Nhu
thé, su dung nap thudc s& twong ty nhu khi paclitaxel duoc dung trong don liéu phap. Néu
paclitaxel dugc dung sau ciplastin s& 1am gidm su dao thai paclitaxel qua than tir 20 - 25%,
dan t6i 1am ting doc tinh (tdc dung gay suy tiy s& nang hon).

Néu paclitaxel va doxorubicin dugc ding qui gén nhau c6 thé 1am giam do thanh thai cha
doxorubicin va chat chuyén héa, din t6i Iam tang doc tinh trén tim. Vi vay néu phéi hop hai
thu6c nay, paclitaxel phai dugc ding sau doxorubicin 24 gid.

Ketoconazol ttc ch€ su chuyén héa ctia paclitaxel.

Tac dung khong mong muén (ADR)

T4t ca céc ngudi bénh ding paclitaxel déu bj rung téc. Gan 90% bi suy tiy.

Thwong gdp, ADR > 1/100

Toan than: Céc phin tng qud mén nhu sung huyét, ngoai ban (39%), kém in (25%), phi
ngoal bién (10%).

Mau: Suy tly, gidm nang bach cdu trung tinh, t6i duéi 500/mm® (27%), gidm tiéu cdu (6%),
thi€u mau véi Hb < 80 g/lit (62%) trong d6 6% c6 thé chuyén thanh thiéu méu nang.

Tudn hoan: Ha huyét 4p khong biéu hién triéu ching (22%), gi4m nhip tim khong biéu hién
triéu ching (3%).

Tieu h6a: Budn n6n, non (44%), ia chdy (25%), da tiét chéit nhon (20%), tio bén (18%), tac
rudt (4%). .

Da: Rung téc (>90%), kich ting tai noi truyén thudc (4%).

Gan: Tang transaminase huyét thanh lén t6i hon 5 14n so véi binh thudng (5%), tang
phosphatase kiém lén hon 5 14n (5%) va ting manh bilirubin huyét thanh (1%).

Co - xuong: Dau co, dau khép (54%) trong d6 12% I rat ning.

Khéc: Nhiém khuan (18%).

It gap, 1/1000 < ADR < 1/100

Toan than: Céc phan Ung qud mén nhu tut huyét ap, phdt mach, khé thd, néi may day toan
than.

Tuén hoan: Bl6c nhi - that, ngét, tut huyét 4p kém hep dong mach vanh.

Mau: Giam nang bach cdu trung tinh t6i du6i 500/mm’ khong kém theo sot (27%) va kéo
dai t6i 7 ngay hoac lau hon (1%). 1% s6 ngudi bénh bi gidm tiéu cdu cé s6 luong tiéu cdu
duéi 50.000/mm” it nhét 12 1 14n trong qua trinh diéu tri. 3
Than kinh: Bénh thén kinh c¢6 thé xut hién tdy theo liéu ding va c6 lién quan t6i tich liiy .
thudc. ’3}
Du phong qud man truéc khi diéu tri

Do ¢6 nguy co gay dép ttng phan vé, nén cin c6 budc chudn bi diéu tri bing glucocorticoid

va khang histamin (thudc khéng thu thé H1 va H2) truéc khi dung paclitaxel ciing nhu sin

sang d€ diéu tri nhimg dap tng phan vé nguy hiém t6i tinh mang. Ngudi bénh cdn phai dugc

chun bi truéc nhu sau:

Prednisolon: 30 - 40mg (6 - 8 vién, 5 mg/vién), udng 12 gidy va 6 gid trudc khi truyén
paclitaxel, cong véi thudc khang thu thé H1 vi du Clemastin: truyén tinh mach 2 mg trugc

khi truyén paclitaxel 30 - 60 phit (c6 thé ding cdc thudc khdng histamin khac), cong véi

cimetidin (300mg) hay ranitidin (50 mg): truyén tinh mach 30 - 60 phit truéc khi truyén

paclitaxel.

Hudng ddn cdch xu tri ADR

Tét ca phuong tién va thu6c men cn thiét cho cdp citu héi sic (adrenalin, corticoid, oxygen,

dich truyén, may trg tim - ho hdp...) cdn phai sin sang.

Trong trudng hop c6 bénh than kinh gay r6i loan van dong thi phai ngimg thuéc.
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C6 thé ti€p tuc ding thuéc cho nguoi bénh bi bldc nhi - thét cdp I va phai theo doi dién tam
dé. O ngudi bénh c6 r6i loan dan truyén nang hon thi phi ngimg dung paclitaxel va cin diéu
tri trg tim thich hop.

Thong bdo cho bdc st nhitng tdc dung khong mong muén £4p phdi khi sit dung thuéc.

Cac dac tinh dugc dong hoc, dugce huc hoc

Duwoc luc hoc

Paclitaxel, hoat chét c6 trong vo cay thong dé Taxux brevifolia, 12 mot thude chong ung thu.
Paclitaxel lam ting qu4 trinh trung hop cic dime tubulin tao thanh céc vi quan va lam én
dinh cdc vi quan do tic ché qua trinh giai tring hop. Su 6n dinh nay ic ché su t6 chitc lai
binh thudng clia mang vi quan rit quan trong & gian ky clia qué trinh phan bao giam nhiém
va cd v6i hoat dong cia ty lap thé. Paclitaxel cing gay tao thanh cdc cidu tric bat thuong
trong cac vi quan trong qua trinh phan bao.

Duoc dong hoc

Noéng d¢ thudc trong huyét tuong ty 1¢ thuan véi liéu dugce truyén vao finh mach va giam
theo do thi ¢6 2 pha. Ty 1¢ gdn v6i protein 1a 89% (in vitro). O giai doan 6n dinh, thé tich
phan b6 1a 5 - 6 lit/kg thé trong (68 - 162 ml/m?), cho thiy thudc khuéch tan nhiéu ra ngoai
mach va/hodc gan nhiéu v6i c4c thanh phin ctia mo. Nira doi trong huyét thanh 1 6 - 13 gio.
Sau khi truyén tinh mach, c6 khoang 2 - 13% luong thudc dugc thdi qua nudc tiéu dudi dang
ban dau, nhu vay 13 ngoai than con c6 nhiing dudng dao thai khac. Trén dong vat thi nghiém,
paclitaxel dugc chuyén héa tai gan. Do thanh thai dao dong tir 0,3 dén 0,8 lit/gid/kg (hay 6,0
- 15,6 1it/gid/ m?).

Qua liéu va cach xir tri
Hién chua c6 thudc gidi doc dic hiéu khi qué liéu paclitaxel. Nhiing bién chiing d4u tién cia
viéc qud liéu c6 thé bao gém suy tily, gay doc than kinh ngoai vi va viém niém mac.

Bao quan: Noi kho, duéi 30°C, tranh 4nh sang.
Han dung: 24 thang ké tir ngay san xuat.

Thuéc nay chi sit dung theo don ciia bic si.
Dé€ xa tdm tay ciia tré em. Doc kj huéng dan sit dung truéc khi ding.
Khong dung khi thuéc da bién mau, hét han sir dung.
Néu can thém thong tin, xin héi y kién cta bac si.
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