- https://trungtamthuoc.com/ %
; AU _0TAs

MAU NHAN HOP THUOC TIEM TRUYEN RADICEL 30
BOY TE
CUC QUAN LY DUQC

— DA PHE DUYET
ULBUUL XS O 95
. Lan dau: WX, 7.

juss {GUiQE [aXDY|IDd

o€ 'EL’JIGVHQ

Rx ThuSic bén thea don ~ GMP - WHO'

C raDICEL 30

Paclitaxel 30mg/5mi

Rx Thudic bin theo don ~ GMP - WHO

C raDICEL 30

Paclitaxel 30mg/smi

CrapiceL 30
Paclitaee! 30mg/Smi

Thinh phin: Wi o e
Pacitaxel

? g 20 mg
Tadwoe ... viedSm
e e g i g
A T TR A T L
Truykn tinh mach Truyin inh mach
Pha lodng trurére khi truyln Pha loSng trrére khi truyin
Hip 1 lp Sml Hip 1 ko 5ml

MAU NHAN DAN LO THUOC TIEM TRUYEN RADICEL 30

Paclitaxel 30mg/5mi

ToUYEN Tins MACH
PHA LOANG TRUTGC iK1 TRUYEN

PHONG NCPT

DS. HOANG QUOC CUONG




https://trungtamthuoc.com/

HUONG DAN SU DUNG
Thuéc tiém truyén RADICEL 30, RADICEL 100, RADICEL 150

Thanh phan
* Méi lo Radicel 30 chita:

Pachtaxel.. . .ci.....cuseeenssnesiunimmsnnn - fiitimstsmarsmeiissninsersassifiongonsasiddssase 30,0 mg

T4 duge: Cremophor RH 40, ethanol..............c..ccoeuveneenne. Vira da 5,0 ml
* Méi lo Radicel 100 chita:

PRCIMAREL vusccmmsonmdistbitisiiansssnamasiniminoimsssisiosssovssssisnessasasianes 100,0 mg

Té duge: Cremophor RH 40, ethanoil................................Vira 0 16,7 ml
* Mdi lo Radicel 150 chita:

Pachitaxel.... . cuomims s caiiis s mmmnsnmeramrssssss aress samas sswestsess 150,0 mg

T4 duoc: Cremophor RH 40, ethanol................................Vira d& 25,0 ml
Trinh bay

Hop 1 lo kém hudng dan s dung thude.

Chi dinh
~  Paclitaxel dugc dung don doc hoac dung két hop trong diéu tri ung thu buéng tritng, ung thu
vii hoac ung thu phéi.
~Ung thu bubng tring:
+Tri liéu dau tay ung thu buéng tréng tién trién, phéi hop véi cisplatin hoac carboplatin.
+Tri liéu thit hai trong ung thu budng tritng di can khi liéu phép théng thudng véi cdc
anthracyclin va platinum da that bai hay bi chéng chi dinh.
- Ung thu vi:
+Diéu tri hd trg ung thu vii ¢6 hach duong tinh: Dung lién ti€p sau phic d6 didu tri chudn
c6 chita anthracyclin.
+Diéu tri ung thu vi tién trién tai ché hodc di can: La tri liéu d4u tay khi phéi hop véi mot
anthracyclin hoéc 1a tri liéu thit hai khi liéu phdp thong thuong véi cac anthracyclin da
that bai hoac khong thich hop.
-biéu trj ung thu phéi khong phai t€ bao nho tién trién: Tri liéu dau tay khi phéi hop véi
cisplatin hodc carboplatin.

~ Liéu dung va cach dung

* Liéu dung:

- Tri liéu d4u tay ung thu budng trimg: Truyén tinh mach paclitaxel vé6i liéu 135 mg/m?
trong 24 gid hoac 175 mg/m? trong 3 gid, sau d6 dung ciplastin.

- Tri liéu thit hai ung thu buéng tring, diéu tri hé trg ung thu vi va tri liéu thi hai ung thu
vii: Truyén tinh mach paclitaxel v6i liéu 175 mg/m? trong 3 gid.

- Tri liéu diu tay ung thu vd khi ding phéi hop véi doxorubicin: Truyén tinh mach
paclitaxel véi liéu 220 mg/m? trong 3 gid, dung sau doxorubicin 24 gio.

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

Vi tat ca céc chi dinh trén:

- Khoéng céch giita hai dot diéu tri 14 3 tuan.

- Chi dung liéu méi khi s6 luong bach cdu hat trung tinh 16n hon 1,5 x 10°/1it (1.500/mm")
va s6 luong tiéu cdu 16n hon 100 x 10°/lit (100.000/mm?).

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

- Paclitaxel phai dugc pha loang t6i nong do 1a 0,3-1,2 mg/ml trude khi truyén.

- Viéc pha thudc d€ truyén tinh mach phai do ngudi c6 kinh nghiém tién hanh, & mot phong
thich hop. Khi pha thudc can phai mang gang tay va ti€én hanh than trong d€ tranh thuéc
tiép xuc v6i da va niém mac. Néu da bj tiép xic vdi thude thi phai co rira ky da bang nudc
va xa phong; n€u niém mac bi ti€p xidc véi thude thi phai ding nuéc sic rira that ky. Viéc
pha thuéc phai ddm bao vo khudn.

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

- Chi dung cac lo, chai truyén lam bang thiy tinh, polypropylen hay polyolefin. Bo day
truyén phai dugc 1am bing polyethylen Khoéng dung dung cu lam tir vat liéu PVC
(polyvinyl clorid) vi chét déo PVC c6 thé bi phd hily va giai phéng di - (2 - ethyl - hexyl)
phtalat (DEHP) khi ti€p xic véi paclitaxel.

- Tién hanh truyén dich ngay hoac trong vong 3 gio sau khi pha xong. Khong dé dich
truyén da pha vao ti lanh.

- Trong qua trinh pha ché, dich truyén c6 thé trd nén hoi duc. Piéu nay 1a do dung moi cua
ch€ phdm nén du loc cling khong 1am cho trong lai duorc Khi truyén nén cho dich chay
qua mot bau loc c6 16 loc khong 16n hon 0,22 pm trén dudng truyén. Diéu nay khong anh
hudng dén chat lugng thuéc.

- Mot s6 hiém truong hop thdy c6 can ling trong qué trinh truyen paclltaxel thudng vao
cudi giai doan truyén trong 24 gléf Dé lam giam nguy co ndy phai sit dung paclitaxel
cang s6m cang tot sau khi pha va trong qua trinh truyén tranh lam rung hay lac chai dich
truyen qua nhiéu. Phdi quan sit k§ chai dich truyén trong thdi gian truyén va phai ngung
truyén néu thdy xuét hién can lang.

Chong chi dinh

Khong ding cho ngum bénh qua man vdi paclitaxel hay v6i bit ky thanh phén nao cia ché
pham, dac biét 1a qua mén véi dau cremophor.

Khong dung cho ngudi bénh c¢6 s6 luong bach cdu trung tinh < 1500/mm?® (1,5 x 10%/lit)
hoic ¢6 biéu hién ro bénh 1y than kinh van dong.

Than trong

Nguoi ¢o roi loan hoic suy chifc nang gan, ngudi c¢é bénh tim.

Nguoi qua man véi cremophor. Thanh phin cremophor trong sian phdm c¢6 nhiéu kha ning
gay ra cdc dap tng kiéu phan vé do 1am giai phéng nhiéu histamin. Do d6, cdn ding thuéc
du phong qua min truéc khi diéu tri va cin chuén bi sin sang dé d6i phé véi cac ddp ting
phan vé.

Sit dung cho phu nit ¢é thai va cho con bu:

Thoi ky mang thai: Theo nguyén tic chung, khong dugc ding héa tri liéu dé diéu tri ung thu
trong khi mang thai, nhat 1 trong 3 thang ddu. Cin phai can nhic that k¥ gitta nguy co doi
vé6i thai nhi va loi ich cling nhu nguy co d6i véi ngudi me. Paclitaxel doc d6i véi phoi va bao
thai va lam giam kha nang sinh san cia chudt cong.

Thoi ky cho con bii: Chua r6 néng do paclitaxel trong sita me. Do d6 tranh dung paclitaxel
khi dang cho con bii hodc phai ngitng nudi con bang sita me.

Tdc dong ciia thudc khi ldi xe va vdn hanh mdy moc:

Hién chua phét hién pachtaxel c6 anh hudng 1én cic kha nang nay. Kha nang lai xe hoac van
hanh mdy méc c6 thé bi suy giam do thanh phin ethanol c6 trong san phdm.
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Tuong tac thuée

Trong tri liéu dau tay ung thu budng tring, paclitaxel phai dugc ding trudc cisplatin. Nhu
th€, su dung nap thudc sé twong tu nhu khi paclitaxel dugc dung trong don liéu phdp. Néu
paclitaxel dugc dung sau ciplastin s& lam gidm su dao thai paclitaxel qua théan tir 20 - 25%,
dén t6i lam tang doc tinh (tdc dung gay suy tly sé niang hon).

Néu paclitaxel va doxorubicin dugc ding qud gin nhau c6 thé 1am giam do thanh thai cla
doxorubicin va chat chuyén héa, dan t6i 1am tang doc tinh trén tim. Vi vay néu phdi hop hai
thudc nay, paclitaxel phai dugc ding sau doxorubicin 24 gid.

Ketoconazol tc ché su chuyén héa cha paclitaxel.

Tac dung khong mong muén (ADR)

Tét ca cdc ngudi bénh dung paclitaxel déu bi rung téc. Gdn 90% bi suy tiy.

Thuong gap, ADR > 1/100

Toan than: Cic phan Ung qud mén nhu sung huyét, ngoai ban (39%), kém an (25%), phi
ngoai bién (10%).

Mau: Suy tiy, giam nang bach cdu trung tinh, t6i duéi 500/mm?® (27%), giam tiéu ciu (6%),
thi€u mau véi Hb < 80 g/lit (62%) trong d6 6% c6 thé chuyén thanh thi€u méau ning.

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

Tiéu héa: Bu6n non, non (44%), ia chdy (25%), da tiét chit nhom (20%), tio bén (18%), tic
ruot (4%).

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

Gan: Tang transaminase huy€t thanh lén t6i hon 5 1dn so v6i binh thuong (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% la rit nang.

Khac: Nhiém khuén (18%).

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

Toan than: Cic phan Ung qui man nhu tut huyét 4p, phit mach, khé thd, ndi may day toan
than.

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

Mau: Giam ning bach céu trung tinh t6i dudi 500/mm* khong kém theo s6t (27%) va kéo
dai t6i 7 ngay hoac 1au hon (1%). 1% s6 nguoi bénh bi gidm tiéu cdu cb s6 luong ti€u cau
duéi 50.000/mm? it nhat 12 1 14n trong qu4 trinh diéu tri.

Than kinh: Bénh thén kinh c6 thé xuét hién ty theo liéu ding va c6 lién quan tdi tich ldy
thudc.

Du phong qud man trude khi diéu tri

Do cé nguy co giy dap ung phan vé, nén cin c6 budc chudn bi diéu tri bing glucocorticoid
va khéng histamin (thudc khang thu thé H1 va H2) truéc khi dung paclitaxel ciing nhu san
sang dé diéu tri nhitng ddp ung phan vé nguy hiém t6i tinh mang. Ngudi bénh can phai dugc
chuén bi tru6c nhu sau:

Prednisolon: 30 - 40mg (6 - 8 vién, 5 mg/vién), udng 12 gid va 6 gid truéc khi truyén
paclitaxel, cong véi thu6c khang thu thé H1 vi du Clemastin: truyén tinh mach 2 mg trudc
khi truyén paclitaxel 30 - 60 phiit (c6 thé dung céc thuéc khang histamin khic), cong véi
cimetidin (300mg) hay ranitidin (50 mg): truyén tinh mach 30 - 60 phit trudc khi truyén
paclitaxel.

Hudng ddn cdach xiut tri ADR

Tat ca phuong tién va thudc men can thiét cho cap cdu héi sitc (adrenalin, corticoid, oxygen,
dich truyén, may tro tim - ho hap...) cAn phai sdn sang.

Trong trudng hgp c¢6 bénh than kinh gy r6i loan van dong thi phai ngimg thudc.
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C6 thé tiép tuc dung thuéc cho ngudi bénh bi bl6c nhi - that cép I va phai theo doi dién tam
d6. O ngudi bénh c6 r6i loan dan truyén nang hon thi phai ngimg dung paclitaxel va can diéu
tri tro tim thich hop.

Thong bdo cho bdc si nhiing tic dung khong mong muon gap phdi khi sit dung thuéc.

Cac dac tinh duoc dong hoc, dugc hre hoc

Duoc luc hoc

Paclitaxel, hoat chat c6 trong vo cay thong do Taxux brevifolia, 1a mot thuc chéng ung thu.

Paclitaxel lam tang qué trinh trung hop cac dime tubulin tao thanh céc vi quan va lam én

dinh cdc vi quan do tc ch€ qué trinh gidi tring hop. Sw én dinh nay wc ché su 16 chic lai

binh thudng clia mang vi quan rat quan trong & gian ky cia qua trinh phin bao gidm nhiém

va cd v6i hoat dong ciia ty lap thé. Paclitaxel ciing gdy tao thanh cic c4u tric bat thudng

trong céc vi quan trong qud trinh phan bao.

Duoc dong hoc

No6ng do thuSc trong huyét tuong ty 1¢ thuan véi lieu dugc truyén vao tinh mach va giam

theo d6 thi c6 2 pha. Ty 1& gin véi protein la 89% (in vitro). O3 giai doan dn dinh, thé tich

phan b6 1a 5 - 6 lit/kg thé trong (68 - 162 ml/m?), cho th4y thuéc khuéch tén nhiéu ra ngoai
~ mach va/hoic gan nhiéu véi c4c thanh phdn ctia mé. Nixa doi trong huyét thanh 1a 6 - 13 gio.

Sau khi truyén tinh mach, c6 khoang 2 - 13% luong thudc duoc thai qua nudc tiéu dudi dang

ban dau, nhu vay 1a ngoai than con c6 nhitng dudng dao thai khic. Trén dong vat thi nghiém,

paclitaxel dwoc chuyén héa tai gan. D6 thanh thai dao dong ti 0,3 dén 0,8 lit/gidvkg (hay 6,0

- 15,6 lit/gid/ m?).

Qua liéu va cach xir tri
Hién chua c6 thubc giai doc dac hiéu khi qué liéu paclitaxel. Nhimg bién ching d4u tién chia
viéc qud liéu c6 thé bao gom suy tiy, gay doc than kinh ngoai vi va viém niém mac.

Bao quan: Noi kho, dudi 30°C, trinh 4nh séng.
Han dung: 24 thing ké tir ngay san xuat.

Thudéc nay chi sit dung theo don ctia bac si.
Dé xa tam tay ctia tré em. Poc k§ huéng din sir dung truéc khi ding.
el Khong ding khi thudc da bién mau, hét han sir dung.
Néu can thém théng tin, xin héi y Kién ctia bac si.

CONG TY CO PHAN DUGC PHAM TRUNG UONG 1- PHARBACO
160 Ton Dic Thang — Dong Da — Ha Noi — Viét Nam

. (87°4) 38454561 — (84-4) 38454562. Fax:(84-4) 38237460

Dia chi sén xuét: Thanh Xuan- Séc/Son- Ha Noi - ¢/
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