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THANH PHAN:
M&i vién nén bao phim chira:
Fludarabin phosphat.............ccccooooiiiinn 10,00 mg
Tl OO VOB . oonsimnssmismonsssushanersss 1 vién nén bao phim

(Sodium starch glycolat, Microcrystallin Cellulose, Lactose, Povidon K30, Carmeliose
sodium, Aerosil, Magnesi stearat, HPMC, PEG 6000, Titan dioxyd, Sunset yellow)
DUQC LUC:
Fludarabin phosphat (2F-ara-AMP) |a mét chét chéng chuyén héa s tong hop purine
cia nucleotide. Sau khi sir dung, 2F-ara-AMP nhanh chéng bi phosphoryl héa trong huyét
twong @& tao thanh 2F-ara-A, sau dé di vao trong té bao. Trong té bao, 2F-ara-A duoc
chuyén @i thanh 5'-triphosphate, 2-flo-ara-ATP (2F-ara-ATP). 2F-ara-ATP canh tranh vé&i
deoxyadenosine triphosphate d& tbng hop thanh ADN. Sau khi két hop véi ADN, chic -
ndng ciia 2F-ara-ATP nhw 13 mét tac nhan sau cung trong chudi ADN, irc ché si téng "
hop ADN alpha, gamma, va delta, va trc ché men khir diphosphate ribonucleoside.
2F-ara-A ciing (rc ché qué trinh tdng hop ADN (DNA primase) va (rc ché si gan két
cic phan tir ADN (DNA ligase ). 1%
Co ché hoat dong clia chat chéng chuyén héa nay, khdng hoan toan dac trmg va co
thé cé nhiéu dang khac niva.
Fludarabin phosphat (2F-ara-AMP) duwoc siv dung trong viéc diéu tri bénh bach cau
lymphocytic man tinh.
~  DUQC PONG HOC:
Sau khi ubng lidu duy nhét 50 mg, 70 mg hodc 90 mg Fludarabin phosphat (2F-ara-
AMP) . Néng do t6i da trong huyét tirong clia 2F-ara-A dat duoc 1 gio dén 2 gior sau liéu
uéng mét 1an hodc nhiéu 1an. Kha dyng sinh hoc tuyét dbi dwdng ubng ctia 2F-ara-A la 50
- 65% sau cac lidu duy nhét va lidu 13p lai. Gén két véi khoéng 19 dén 29% protein trong
huyét twong . Chu ky ban hiy clia 2F-ara-A khoang 20 gi¢, Cmax, AUC va chu ky ban
hiy clia 2F-ara-A khéng bi anh hudng khi ding chung trong bira n co nhiéu chat béo,
nhung thi gian dat ndng dd téi da trong huyét tromg téng 1én tir 1,3 gio dén 2,2 gid.
Trong co thé, hé sb thanh thai creatinin ty 1& nghich v&i creatinin huyét thanh va d$ thanh
thai creatinin.
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Fludarabin phosphat dwoc chi dinh didu tri bach cAu dong Lympho man t
(B-CLL) ddi v&i bénh nhan da tieng di &u tri v&i tac nhan alkyl hoa ma khong cé phén rng
hodc bénh van tién trién.

LIEU DUNG - CACH DUNG:

Thubc can dwoc sir dung theo huréng dan cla bac sT ¢6 kinh nghiém trong viéc diéu tri
chéng ung thu.

—~ Dung udng: Liéu heong fludarabin phosphat chi dinh cho nguwdi lon la 40
mg/m? dién tich co thé/ngay trong 5 ngay lién tiép clia méi chu ky 28 ngay. C6 thé
uéng thuéc khi déi hodc trong bira an, nudt ca vién véi nwée, khong nhai, bé hodc
nghién vién thudc dé stz dung. Nén ngumg sir dung thuéc sau khi bénh thuyén giam

~— hoan toan hodc mét phan. Thwéng diéu tri 6-8 chu ky.

— & nhizng bénh nhan ung thr hach khéng Hodgkin (Lg-NHL: low-grade non-
Hodgkin's lymphoma), khuyén céo nén ting liéu diéu tri 3& bénh thuyén giam hoan
toan hodc mét phan, cin kiém tra lai sau 2 chu ky diéu tri. Da s bénh nhan tréi qua
hon 8 chu ky diéu tri trong cac thir nghiém lam sang voi Lg-NHL.

Suy than: Diéu chinh liéu da trén d6 thanh thai creatinin dwoc khuyén céo nhu sau:

+ Giam 20% lidu chi dinh & nhimg bénh nhan suy than mirc 46 nhe @én trung
binh (thanh thai creatinin 30 dén 70 mU/phdt). W

+ Khéng dung & nhitng bénh nhan suy than nang (dd thanh thai creatinin <30
mi/phut).

— Tré em: Chtra xac dinh dugc sir an toan va tinh hiéu qua clia thuéc & tré em.

e — Céng thirc mau phai theo ddi thirang xuyén, néu thdy sw (rc ché tiy néng hodc
kéo dai, cAn phai giam lidu hodc kéo dai cac chu ky diéu tri.
CHONG CHi BINH:

—  Bénh nhan qua nhay cam hoéc di (bng v cac thanh phén ciia thubc.

— Bénh nhan suy than c6 hé sbé thanh thai < 30 mL/phit va bénh nhan thiéu mau tan
huyét mét bu.

THAN TRONG:

— B&nh nhan cb thé trang kém, bi suy tuy xwong nang, dé bi nhiém tring, suy gan,
suy than, ung thir da, ngudi 16 tudi.

—~ Sfrdungthuécnéycéthégéy(rcmémixmnéngnéncﬁnkiémtraméudinh
ky, d&u hiéu thiéu mau tan huyét ty mién. Can theo ddi phan dmg than kinh.
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— S{r dung bién phap tranh thai an toan, khong st dung thubc nay dw?é!m :
va nudi con bu. (x| COPHAN

— Khong tiém vacin viém gan trong va sau khi diéu tri. '{% S. ,éc
e o 2
TUWONG TAC THUOC: e

— Khéng diing cung lac véi pentostatin vi lam tang ddc tinh trén phéi.

— Fludarabin lam giam tac dung cta Digoxin.

—  Thuébc bi giam tac dung béi dipyridamole va cac ché pham (rc ché adenosine khac.

— Khéng dung cung lic véi Palifermin vi 1am nghiém trong thém chirmng I& loét niém

mac miéng.

— Pidu tri véi Cytarabine tredrc khi ding Fludarabin sé lam gidm kha nang chuyén

héa cua Fludarabin.
TAC DUNG PHU:

Tim mach:

- Pau thét nguc (6%), loan nhip tim, huyét khéi finh mach sau, viém tinh mach, nhip tim
nhanh trén théit (3%); chirng phinh dong mach, thiéu mau néo thoang qua (1%); loan nhip
tim, suy tim, tran dich mang ngoai tim (hiém).

Hé than kinh:Bubn ngu, lo mo (65%); mét méi (38%), suy nhuwroc (31%), di cam (12%),
dau dAu (9%), tinh trang bét &n (8%), réi loan gidc ngti (3%), héi chirng tiéu n3o, trdm
cam, tri nhé suy gidm (1%), kich dong, xuét huyét ndo, hon mé, réi loan, bénh ly than kinh
ngoai bién, viém day than kinh thi giac, bénh than kinh thi giac 1%

Ngoai da:

Phat ban (15%), d6 md hdi tang lén (14%), toat mé hdi (13%), herpes simplex (8%); réi
loan da (6%); rung toc, ngra (3%); tang tiét ba nhon (1%), hdng ban da dang, m&i khoi
phat ung thi da, héi chirng Stevens-Johnson.

- Hé tiéu héa:

Budn nén/ ndn (38%), chan an (34%), tiéu chay (15%), xuét huyét tiéu héa (13%), dau
bung (10%), viém miéng (9%); tdo bon, viém thirc quan (3%), viém niém mac (2%), chirng
kho nuét (1%).

Tiét niéu - sinh duc:

Nhiém trung duwdng tiét niéu (15%), kho tiéu (4%), dai rét (3%), protein niéu, suy than
(1%), viém bang quang xuét huyét.

Huyét hoc-bach huyét:

Thiéu mau (60%), gidm bach cdu trung tinh (59%), giam tidu clu (55%), xudt huyét
(1%), bénh wa chay mau, giam tiéu cdu ty mién dich / ITP, xo tiy xwong, Evan, hdi chirng



0227,90

thiéu mau tan huyét, bénh bach ciu myeloid, bénh tdy xwong hypoplasia t)ﬁ’iﬁ aglﬁ&l
chirng myelodysplastic, pancytopenia (sau khi dwa ra).

Gan mat-LFTs bét thwdng, sdi mat (3%), suy gan (1%), men tuy ting o

Phu ngoai bién (7%); ting duwdng huyét, ting lactic dehydrogenase,
(6%), mét nwéc, hodi chirng ly gidi khéi u (1%).

Co xuong khép: Bau co (16%), dau lung (9%), bénh loding xwong (2%), dau khop.

H6 hép:

Ho (44%), khé thé, viém phéi (22%), nhiém triing dwéng hd hép trén (16%), viém phé
quan (9%), viém phéi do di rng, ho téng Ién, ho ra mau (6%), viém xoang (5%), chay mau
cam, tinh trang thiéu oxy (1%), phéi qua man cam, hdi chimg suy hd hép cap tinh, xo héa
phdi, xuét huyét phdi, suy ho hap, suy hé hép (sau khi dwa ra).

Céc phén (g phu khéc:

Sét (69%), nhidm tring (44%), dau (22%); o lanh, phii né (19%), hdi chimg cam

«  (8%), Gau nguc (5%), nhi&m triing co hdi va kich thich lai cac bénh nhiém tring tiém an do
virut (Herpes zoster, Epstein-Barr, JC vi rat), nhin lo mo (15%), viéem mui (11%), viém
hong (9%), gidm thinh luc (6%).

St dung Fludarabin lau dai c6 thé gdy doéc man tinh: anh hudmg Ién than kinh trung 1Y

wong, gdy thiéu méu tan huyét, gdy doc tinh trén phi.

Théng béo cho thdy thubc biét nhimg téc dung khéng mong mubn khi sir dung »
thubc
SUf DUNG CHO PHU N MANG THAI VA NUOI CON BU: 2

—  Phu nir c6 thai: Khéng st dung thudc nay cho phu ni¥ 6 thai. Cac nghién clru trén r

phdi clia ddng vat da chimg minh kha ndng gy quai thai cho phoi. Str dung o

Fludarabin phosphat trong giai doan dau cia thai ky dan dén di tat xuong va tim &
~ tré so sinh.

— Phy nir dang trong d6 tudi sinh san dugc khuyén tranh mang thai va thong bao
ngay cho bac si diéu tri néu diéu nay xay ra.

_  Nudi con bo: Khong stz dung thubéc nay cho phu nir nudi con bi. Chua biét
fludarabin phosphat c6 tiét qua sira me hay khdng nhung c6 bing chimg tir cac dir
liéu tién 1am sang cho rdng fludarabin phosphat va/hodc cac chét chuyén héa
chuyén tir mau nguwdi me vao trong sira.

VAN HANH MAY MOC, TAU XE: Khong sir dung.
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Triéu chirng: Dung thudc liéu cao géy anh hudng dén hé than kinh trung ddhgr%%@

la mu dan, hén mé va chét, lidu cao ciing lam giam tiéu cau néing va giam bac

tinh do (rc ché ty xwong.
Pidu tri: Hién khéng c6 thuc gidi doc cy thé khi ding qua lidu fludarabin
Cn phai ngung st dung thudc va diéu tri hd tro.

BAO QUAN: Noi kho thodng, tranh anh sang, nhiét 6 phong (dudi 30°C)

HAN DUNG: 36 thang ké tir ngay san xuat

PONG GOI: Hop 3 vi x 10 vién nén bao phim

TIEU CHUAN CHAT LUONG: Tiéu chuan nha san xuét

KHONG DUNG THUOC QUA HAN SIF DUNG
THUOC NAY CHi DUNG THEO BON CUA BAC SI
DE XA TAM TAY CUA TRE EM |

POC KY HPONG DAN SUf DUNG TRUGC KHI DUNG 1%
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI

TEN VA DIA CHi NHA SAN XUAT
CONG TY CO PHAN SPM (SPM CORPORATION)

ﬁ WWW.SpM.com.vn
SPM

L6 51, Dudng sb 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tan, Tp. HCM
PT: (08) 37507496 Fax: (08) 38771010

Tp. HCM, ngay O%héng 12 nam 2013
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