
)ct)/q5W

pA pHB ouvBr

Ldn ddu:..?J,t,..3.....t ..*P"t(.

ry

cIo
oU.
>I.c)-o

E(,

0,

od
aJ
E
E

'4
5

Y,
.l
33
j
J.L'

t
3'a
5
1
lp

'5

1)'
?
\l

9. E o-.
3g z EE* =

Ii d*E'-Ei*$
E*-EEgEE:3Ig
t sE Bsg f;Es EEi

:
:@

-o
:f4

-U

::6

-O-.s-_.o
N

#@
qllffi]

.d
P3'Es
OG
E.9
gro
Etr
oo
rr E;o
6r

G

Ga;
(l,
o

o)c
c
o-

o
Yodai

6o

c
.9
Iq,

o
U

oa;
Go

o
.l.I

E
c
o
U

oai
Go

o
o

CL

3
o,z

(oin
6o

O)c
c
o-

o
V
o(oo

(o
6

o
o
L
o-
o
Pc
o
U

-gf
o-.(I'
I
or\olll \t/

zt
P,o
zz
x9x.@rooi':
9=o8
5J> cd

=lL(Lo

z
E
Iu,o
2z
a9r-(ost+!:
9>d8
5J>dt
=ll-o- o

zt
P,o
2z-o
EiSe
9=ra8
EdEe

@

z
E
Po
zz
gle*
9=<a8
Er> d;
=tLtLo

z
CE

H-tzzs
=ocorB) o<.r
@- F-
9= EB
F#Es

)

o
o
o

.g

o
.co
c
o!9<rP
.c_
6tr'Eoo+

-z4).-4E9

<[Po
(u

J

!c
E

o

Es *E
?$ Ed
Sd EE;t PEtr O!l
-6) (uUI

sEE aE

J
IJJ
UI

6
IJJ

4
u
o4

I

t,
ul
uJ
Eo
IIJ
E
tr

il 5t 
=9 e P 6- g

E; €Eq€?-: : E E; Egi; E'=EEa
;.EP f E? f iO- E O,\ n

;TE*E T"TEE;s

;;HE ;EEEfiE3

6c.-
E.€do.8Eb o
o=o
{ r C i-}

'-dP <uo
ETc TEe
:9:C u<4
Fi E E.iE C;
t=.^ --.^i
$e{ cf 3E=?E'ElX==5i6e€E6=-Y

= 
c::: i'r8

;:.EE=I8?
6.=!trFooF

o

cp>6
QCa€
-go-s.r5En
OO
oc
o,f
EO

s
o
E
o

o
Eo
tl
c

:19

oo
OJ
E
c
6-

0 i<
Q'O.-' ul*oY;q

60r!
CL

@

o

IIIII
s<
Uznc(
$ IJJ

s=f,

@p
9E
f \-

E9t.=o6>E

@p
o
tr
G
UI

C
o
C

OJ

f
o-
(o
U

EO

o)
E
o

o)
tr

J
o
J
J

GI

z
o
F

=Eo
E

=I

ul
ut
UI
0l
o.
uJ
E
o.

+

H
E

@

f o

.oo
a
o

a*

BOYTE
cuc QUAN LV Duoc

@

https://vnras.com/drug/



PREPRESS. ROCHE BASEL CUSTOMER

Format 105 x 50 mm
Register Nr.98.4.3650
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Grundschrlft 5.75 Punkt
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FILM 1 VON 4
Pantone Black
22.11j0
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FILM 2 VON 4
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Treti

tretinoin. (all-trans retinoic acid)
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Made for
F. Hoffmann-La Roche Ltd
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(Roche) Cataient Gemanv Eberbach
Eberbach, Germany
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1

tr6a t6 bio

vdi c6c d4ng <l6ng ph6n quang hgc tl6u d tr4ng thrli trans (Tretinoin).Hoqt
Dgng bdo chd: vi€n nang m6m 10mg.

Td duqc: Thdnh phAn trong vi6n nang m6m: s6p ong miru ving, ddu <lpu tuong <lugc hydrogen h6a, ddu <l4u

tuong duoc hydrogen h6a b6n phan, dAu d4u tuong.
V6 vi6n nang mAm: gelatin, glycerol, karion (sorbitol, mannitol, tinh bQt), titanium dioxid, oxid sit vdng, oxid

s6t d6.

2. Tinh ch6t vir tic dgng
Acid retinoic voi cdc dpng <I5ng phdn quang hgc dAu d trang thrii trans ld chdLt chuy,Sn h6a tg nhi€n cria retinol

vd thuQc nh6m retinoic, bio g6m c6c ch6t <l6ng tling tp nhi€n vd t6ng hgp. Cric nghiOn criu in vitro vdi acid

retinoic d tr4ng th6i trans aa cnung minh li cO iac ar,mg UiQt h6a vd ric ch6 sq t[ng.sinh t6 Uao e6i v6i dong t6

bdo t4o m5u <ld dugc chuy6n d4nlg, bao gdm c6c aOng ti5 Uao trong bQnh bach cAu tiry d ngudi. Co ch6 t6c

dr,rng cria thutjc trong bQnh bach cIu 
"6p 

it C tidn triy bio (APL) chua dugc bi6t 16, c6 th6 do thay d6i sq gin

ki5t cira acid retinoic d tr4ng thiii trans vdi receptor cira acid retinoic nhdn (RAR) do <16 o -receptor cira acid

retinoic bi thay AOi nnO ki5t hqp v6i mQt protein gqi li PML.

3. Duqc ilQng hgc
Acid retinoic v6i cilc d4ng il6ng phdn tl6u d tr4ng th6i trans (ATRA) ld ch6t chuy6n h6a nQi sinh cria vitamin

A vd binh thudng v6n cimqtirong t uyilt tuong. Acid retinoic d tr4ng th5i trans duqc h6p thu theo iludng
' ' I '^ ' ',t tu<rng t5i da d nhting ngudi tinh nguyQn khod m4nh tl4t tluq.c sau 3 gid. C6 sg kh6c

:i:3 lf,TlililJf:'lTtr""t:: ?#]T6,n-,hdn. rrong huy6t tuong, ArRA ea, tet ,fri5. ,Jr p.*.i"
huyrlt tuong. Sau kii <lpt ndng d0 ttinh trong huytlt tuong, ndng tIQ huytlt tuong gidm v6i thdi gian b6n th6i ld

O,i giO. NO"ng d0 nuytiituonftrd 14i mfc n6i rlnfr khi dnng tieu Aon +Orng .au 7. d6n 12 gid. Kh6ng th6y tich

tdy inuO" r* tt i dirng da lieu vd ATRA kh6ng bl git lai d crlc t6 chfc cria co th6.

ftrai tru qua th{n ld con duong thii trir cht ytiu cria thui5c (60%) sau khi bi oxy h6a vd kit trqp vdi glucuronic.

ATRA UiAOng phdn h6a thinh acid retinoic l3-cis vd bi oxy h6.a thdnh ciic ch6t,chuy€n h6a 4-oxo. Nhfrng

ch6t chuy6n h6a.ndy c6 thdi gian b6n lriy dei hon ATRA vd c6 th6 g6y tic.h lfiy thu6c.

Khi ding li€n ti6p, n6ng <IQ tiong huyiSt iuong c6 the bi gi6m 16 rQt, c6 th6 do enzym cytochrom P-450 bi kich

thich dfin tdi ldm tlng dQ thanh thdi vi ldm giim sinh khA dgng sau khi dirng theo dudng u6ng.

HiQn tqi chua c6 tdi liQu vdi sU tuong t6c gita ATRA vd daunorubicin.

Drqc dQng hgc trong nhimg tudng hW dqc biQt

SU diAu ct intr tieu d nhirng b6nh nhdn c6 rtii loan chric nlng th{n vd gan chua duoc nghiCn cfu. D€ thQn

trgng, n6n gidm li6u xu6ng 15*g^'lngdy (xem phin Liiiu lugng vi crich dtng).

4. Chi tlinh vi sfr dgng
Vesanoid dugc chi tlinn'AIdi}u tri bQnh b4ch cAu c6p th6 ti6n tty bdo (APL; d0 AML-M3 theo ph6n lo?i

FAB). Nhfng bQnh nhdn chua <lugc <li6u tri trudc tl6y ctng nhu nhirng bQnh nh6n bi t6i ph6t sau khi dtrng c6c

ph6c <16 h6a-triiiqu ctruAn (anthracyclin vd cytosin arabinosid hoqc c6c liQu ph6p tuong ducrng) ho4c nhiing

tgrn nnan kh6ng tl6p ung vdi b6t t<y_trOa trl liQu ndo c6 th,3 dugc <li6u tri vdi ATRA. SU ph6i.h.qp gifa h6atri

liqu v6i ATRA ldm tdng-thdi gian i6ng vd ldm giim nguy co t6i phrlt khi so s6nh vdi h6a trl liQu dcrn thuan.

OiCu tri duy tri Uing AinA v6n cdn <ling dugc nghiCn criu, tuy nhi6n hiQn tuqng kh6ng il6p tmg v6i ATRA

d5 dugc biio c5o trong s6 nhftng b6nh nhdi tluqc diCu trl duy tri bang ATRA <ton thuAn'

5. Li6u luqng vi c6ch dirng . -.! - l
ibrglie, t arg igay td +Smg/m7aign tich bd m4t co th6.dugc chia ldm hai li6u bang nhau dugc khuy6n c6o

cho ICnh nnan Ui AFl, sir dling theo dudng u6ng^. M6i li6u ndy tuong ducrng v6i 8 vi6n nang danh.cho ngudi

i; iilkh;y6; ;;';,heiG lieu aimg/m"'diQn tich b€-mit 
"o 

tne cho benh nhi trtr khi xu6t hiQn c6c

a?, nfe., riru'"a AO" rr"fr. Ca. aaJUiet can ntic gidm li6u cho tr6 bi nhric dAu kh6ng ki6m so6t dugc.

ry
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ViQc iliAu tri n6n ti6p tpc trong 3O-90 ngdy cho di5n khi <l4t dugc hiQu qut hodn todn.

Do thi6u nt t g th6ng tin cniliet trong trudng hqp suy gan val hoflc suy th{n, n6n gidm 1i6u xu6ng 25mglm2

diQn tich bC mat co th'5 d€ dim b6o an todn.

Sau khi tt5t ttrfc dqt dieu tri tdn c6ng, cin phdi Uat AAu ctng c5 ngay bang h6a tri li6u bao g6m anthracyclin vd

cytosin arabinosid; vi dU 3 <Iqt dieu tri c6ch nhau 5 <tlin 6 tuan.

ti,5u ntru thu <lugchiQu'qu6 <li6u trl ciri vdi ATRA don thuAn, khdng cAn ph6i <ti6u chinh li€u cta ATRA ni5u

ATRA duo. c dirng ptrOi h-o,p vdi h6a tri liQu.

Chua x6c dinh dugc 6nh huong cria thric dn l6n dQ khd dpng sinh hgc cria ATRA. Vi sinh khd dpng cta c6c

retinoid <lugc bii5t ld tdng l6n klii c6 m{t ctra thric [n, cho n6n ATRA dugc khuyi5n c6o dirng trong bta dn ho{c

ngay sau bta 5n.

$;.rf,Tti*t Xt:* dinh 6 nhfrng bQnh nh6n bl qurr min v6i ArRA hay v6i u6t t<y thdnh phAn ndo cira

thu6c.
ATRA li ch6t gdy qu6i thai. Do v4y, thuiic bi ch6ng chi <Iinh dtng cho php nt c6 thai vd cho con bri (xem

phAn Phg nt c6 thai vi cho con bri).
bnOng .iri ainf, sri dgng phOi hqp ATRA v6i vd vitamin A (xem phAn Tuong t6c thui5c).

7. Thfn trgng
Trong c6c thir nghiQm l6m sing, hay gip tinh tr4ng tdng bpch cdu (75oh), d6i khi kdm theo "hQi chfmg acid

retinoic" (RAS). RAS dugc biio c6o d nhi6u bQnh nhAn APL (tdi 25oh trong mQt s6 thri nghiQm l6m sing) sft

dpng ATRA.
H.6i"chung ndy dugc <Lac trtmg b0i c5c triQu chimg sl5t, kh6 th0, suy h6 h6p c6p, th6m nhi6m phOi, giam huy6t

ap, tran dicn mang ph6i vd mlng tim, pht, tdng 
"an,.sry 

gan, thQn vd suy nhi6u t4ng. HQi chtmg RAS thuong

ai tem v6i tinh trpng tdng bpch ciu vi c6 th€ gdy chi5t ngudi.
OOi uOi nhirng UQnfinnan Ui Uenfr tdng b4ch 

"au 
Uri ri, dpng ATRA don thuAn, hQi chungRAS c6 th6 ngln

,gta Uing caJtr.ptrOi hqp anthracyctlne git nguy6n li6u cirng vdi ATRA v6i li6u dga vdo s6 luqng bqch cdu.

Phuong ph6p tli6u tri hiQn nay dugc khuy€n c5o nhu sau:

Didu ti nguy f6p tirccho nhirng bQnh nhAn c6 s6 luqng b4ch cAu > 5 x 10e/l vdo hic chAn do6n ho{c b6t ki'ltrc
ndo c6 sp ph6i hop ATRA v6i h6a tri liQu.

nnOi hqp t Ou rri'tieu gif nguyCn li€u vdi ATRA cho nhirng bQnh nh6n c6 s5 lugng b4ch cAu < 5 x 10e/l vdo

ngdy 0 ctia dqt diAu trivOi Afna vd n6u sti luqng bqch cAu-tdng l6n:- 
> 6 x 10e/l vao b6t cri hic ndo k6 tir ngdy di€u trl thf I d6n ngdy tht 6

val ho{c > I 0 x 1 oell vio b6t k} 16c nio tr} ngdy diAu tri thf 7 <Ii5n ngiy thf l0
val ho{c > 15 x lOe/l vdo b6t k} hic nao ttr ngdy tli6u tri thf I I dr5n ngdy 28

Oieu trl Ui.g dexamethasone (l0mg m5i tZ giO.irorg thdi gian t6i da le 3 ngdy ho[c cho d6n khi cii thiQn

dugc cic triQu chung) n6u bQnh nhdn c6 nhirng d6u hieu s6m cria hQi chung ndy-

Trong trudng hqp hqi chimg RAS 0 mrlc <tQ irung binh ho4c n{ng, n€n cdn nh6c ngtmg t4m thdi viQc tli6u tri

Bf ifil$;fc m4ch (cd tinh m4ch vd tlQng m4ch) c6 the lien quan <li5nt6t kj,co quan niro, trong th6ng diAu

triAA:" ilCn. Vi v4y, n6n cdn nhic dieu tri pl',Oi t qp Vesanoid vd c6c thudc chl5ng phdn gidi fibrinogen, nhu ld

acid tranexamic, acid aminocaproic ho{c aprotinin (xem phdn Tucrng t6c thu6c)'

;iRA;;6 ;il ** 6p lyc trong sq/ blnh nao gia u. ViQc ding <lOng thdi vdi c6c thudc ilugc bit5t ld gdy

t6ng rip tUc t.ong sqf be"h ndo gif u nhu ld tetracyclin c6 thtl ldm t[ng nguy co tinh tr4ng ndy (xem phdn

Tuong t6c thu6c).
Chi nEn dtng ATRA cho nhirng bQnh nhdn APL dudi sq theo d6i ch4t che cira b6c sI c6 kinh nghiQm trong

vi6c <tidu tri bQnh m6u/ ung thu.
C6c biQn ptap aie, tri h6-trq khSc thfch hgp cho bQnh nhdn bi APL, nhu phdng ngira chiy m6u.vd.di6u tri

,fri6* irtng, .4, A"q" duy tri trong thdi gian Aieu tri bdng tretinoin. CAn theo d6i thuong xuy€n c6c th6ng s6

ve nuy6t ho. c, tinn trqng <l6ng m6u, ch{rc n6ng gan, vd triglycerid vd cholesterol' 
-. }.

fhA nang iai xe va vAi nan[ m6y m6c c6 the bi anh hudng 6 nhfrng bQnh nhdn clugc di6u tri v6i ATRA, d4c

biet khi nhirng bQnhnhdn ndy.bi ch6ng mdt hoic dau ddu. . , , ^.- - r,-,-LDtng progest"eron li6u cqc th6p (vienir6nh thai) c6 th6 ld bien ph6p trrinh thai kh6ng thich hgp trong khi <li6u

tri v6i ATRA.

8. T6c ilQng l6n khi nflng l6i xe vir v$n hirnh miy m6c
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KhA n[ng 16i xe vd v{n hdnh m6y m6c c6 the bi inh hudng d nhirng bQnh nh6n ilu-o. c <litiu trl v6i ATRA, tl6c

biet khi 
"hrrg 

bQnh nhdn ndy bi ch6ng m{t holc <tau <IAu.

9. Phg nii c6 thai, cho con brt
NCn cdn nh6c c6c biQn phSp liQt k€ dudi tl6y vi c6 li6n quan di5n mric dQ n{ng cria bQnh vd sg c6p thi6t cria

viQc <li6u tri.

PhrT nt cd thaiz ATRA li thudc g0y quii thai. N6 dugc ch6ng chi tlinh cho phg nt c6.thai vi nhtng phg nfr

cO ine cO thai trong khi ilang Ai6u tii ho[c trong vdng I th6ng dAu sau khi ngirng thu5c, trir khi do mric <tQ

n4ng cria bQnh vd.U .6p thii5l cria tli6u tri cldi hOi pnai sri aqng efRA mi b6 qua nguy co giy b6t thuong cho

thai. Nguy co gdy di tat d trd so sinh v6 ctng 
"uo 

nt5., nhirng bd m9 trong thEi.gian mang thai dugc diAu tri

bing e-Tna, cf,odt'liAu dirng thi5 ndo vd thdi gian diAu tri bao l6u. Chi <Iugc tIi6u tri bdng ATRA cho nhirng

bQn[ nhdn nir trong lfa tu6i sinh d6 ni5u th6a m6n dugc c6c diAu kiQn sau:

3 BQnh nh6n tluoc th6ng brlo vd nhfrng t6c h4i n6u c6 thai trong thdi gian tli6u tri ho{c trong vdng I thrlng

dAu sau khi ngung ATRA.
I Bpnh nhan phai ch6p nhAn c6c biQn ph6p tr5nh thai b6t buQc. Di6u tOi cAn thi6t le nhilng phq nfr c6 kh6

ndng mang thai dugc ili6u tri bing ATRA phii sridpng c6c biQn ph6p tr6nh thai hiQu quA trong thdi gian

diAu tri vir trong vdng mQt th6ng sau khi ngirng thu6c. .

i l Phei ldm c5c teit tfrt ttrai hnng ihang trong thdi gian di6u tri.
Cho dt thgc hiQn nhirng biQn ph6p than trgng ndy, ni5u xiy ra c6 thai trong thdi.gian di6u trl bing ATRA ho4c

trong vdng I th6ng ruu khi ng*g thuOc, thi nguy co di d4ng nqng cho thai ld rit cao, tlac biQt khi ATRA dugc

dirng trong 3 th6ng ddu cria thdi ky thai ngh6n.

Phu nic cho con bu:Phtingirng cho con b[ khi bat dAu di6u tri bing ATRA.

10. Tfc dgng kh6ng mo.ng mudn
CAn th6ng Uao"cfro Uac-sy t6t [y tac dqng phu ndo c6 li€n quan <li5n viQc. dtrng thu5c.

Nhirng tdc dr,rng kh6ng mong mu6n hay g4p ntr6t O bQntr nhan dugc <IiAu tri,bAne.ATRA vdi li6u khuy6n c6o

gO* 
"ac 

d6u hiQu cria trQi chimg qu6li6u vitamin A, vi ATRA cfrng c6 c6c tinh ch6t nhu c6c retinoid khrlc

bi€u hi€n ffAn da: kh6 da, Uan Ob vd ph6t ban, ngfa, ra nhitiu md h6i, rung t6c, l6et sinh dpc vd hQi chung

Sweet dugc b6o c6o mQt c6ch khdng thuong xuy6n. N6t hdng ban ctng hir5m khi dugc b6o c5o.

NiAm mgc: vi6m m6i, kh6 miQng, mti, k6t m4c vir ni6m mqc c6c vtng kh6c, c6 ho{c kh6ng c6 hQi chtmg

vi6m.
ii- ria" kinh trung wong: daudAu, tf,ng rlp lyc trong sq/ bQnh n6o gi6 u (chri yiSu d trd em), s5t, run rAy, ch6ng

mdt,lSn lQn, lo lling, trAm cdm, di cdm, mdt ngt, mQt m6i'

H€ thdn kinh - gidc quan: r6i 1o4n nghe vd nhin.

i4 ,o-*n*g-tlop:-aauxuong, dau nggc. Vi6m co cflnghii5mkhi.du-o. c b6o c6o.

Eudng tiau h6a: butin n6n, n6n,.dau bpng, t6o b6n, ia ch6y, m6t c6m giiic ngon miQng, vi6m tpy.

n1i tiqn cdc ch[rc ndng chuydn h6a, gan vd thqn: t[ng triglycerid huyiit thanh, cholesterol, transaminase

(ALAT, ASAT), creatinin. Thinh thoing ciic trudng hgp t[ng calcim6u c0ng dugc b6o c6o.

UC nA n,ip, kh6 thd, suy h6 h6p, tran dich ming ph6i, hQi chtrng gi6ng hen'

iC ti* iqch: loqn nhip tim, AO Uung'm{t, ptt . MQt vdi trudmg hqp t6c m4ch (tTnh m4ch vi dQng m4ch) d

nnieu vi tii (vi au tai ui6n m4ch m6u neo, nh6i m6u co tim, nhiii m5u thQn) tl6 tlugc b6o c6o mQt c6ch kh6ng

thulng xuy0n (xem phAn Thpn trqng).
ui *ir,ri6c mpcn ctng hi6m t<tri duqc b6o c6o. Hi6m g{p c6c trudng hqp tdng bqch c6u uabazo c6 kdm ho{c

kh6ng kdm theo cntmftang histamine m6u triQu chunl,'phan lon inhring bQnh nhdn c6 bi6n thc hit5m cria

bQnh APL tli kdm v6i sU biet h6a b4ch cAu uabazo.

id, ,o quo, khdc: Yi€mm4ch, phdn 16n c6 li€n quan dtin da cflnghiiim khi dugc b6o c5o'

a;;ildl;;;; h"y66til;i3, trl ph6i dua vdo sq <l6nh gia lqiich cira viQc di6u tri so vdi mric tlQ n[ng cta

cdct6c dpng Phu'
HOi .rr*g lcidietinoic d bQnh nhdn bi APL: C6c d6u hiQu, h6i chrme Ya""hgq 

bi6u hiQnctra hQi chimg nguv

iri[rr rjvlru^! nhu c6c biQn phSp phdng ngira vd diAu tri <16 tlugc md ti d tr6n (xem ph6n Thdn trqng)'

Tinh gay qu6i ihai: xem phAn Phgnii c6 thai vir cho con b['
HiQn nay chua c6 "hi;lliilil';d "ri" 

,-t isng tretinoin cho trd 9m. 
Da c6 mQt s6 b6o c6o cho uii5t e0c tintr

cria tretinoin tlng l6n khi dirng cho tr6 em, d{c biet la t[ng tj' lQ b! bQnh ndo gid u.

11. Tucrng tfc thu6c
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Vi ATRA dugc chuy6n h6a nhd hQ th6ng P450 cria gan, cho n6n c6 nhi6u khd ning c6c th6ng sti dugc tlQng

hgc se bi thay aOi O ntrimg bQnh nhdn su dpng tt6ng thdi c6c thu6c c6 t6c dpng kich thfch ho[c ric cnii nq

th6ng enzym ndy. C6c thuiSc nhin chung c6 t6c dgng kich thfch cdc enzyme P450 bao gdm rifamipicin,
glucocorticoid, phenobarbital vd pentobarbital. C5c thu6c nhin chung c6 t6c dpng tc chi5 enrym P450 bao

g6m ketoconazol, cimetidil ..ylroTy.cin,.verapamil, diltiazem vd cyclosporin. Chua c6 tdi liQu nio gqi :i
rdng viQc st dgng d6ng thdi vdi c6c thu6c ndy l4i ldm tdng hay giim hiQu qui ho{c <lQc tinh cta ATRA. C[ng
kh6ng c6 tdi liQu n6i vO kha n6ng tuong t5c v6 m4t dugc il6ng hgc giila ATRA vd daunorubicin vd AraC.

Cac lhuijc chiing phdn gidi fibirrgei nhu acid tranexamii, acid aminocaproic vd aprotinin: Hi6m gqp c4c

trudng hgp c6 Uiiin,cfrung tac mach c6 th6 d6n iliSn tt vong d nhting bQnh nhdn <1i6u.trl ddng thoi c5c thu6c

ATRA vdi c6c thutSc ch6ng phdn gi6i fibrinogen. Do vQy, nOn th{n trgng khi ditng <ldng thdi ATRA vdi c6c

thu6c niy (xem phdn Thfln trgng).
Cdc thu6c'duqc' bii* tdm tdng ip luc nAi sp/ b€nh ndo gid u nhu tetracycline: ATRA c6 th6 gdy tang rip lqc

nQi sg/ bQnh nao gid u. Dtng ctng ATRA vdi c5c thu6c dugc bi6t tam t[ng 6p lyc nQi s9/ bQnh n6o gi6 u cflng

c6 thi5 lam ting nguy co bQnh ndy (xem phAn Thgn trgng).
Cdc phiii hqpihuiic bi chiing chi dinh (xem phAn Ch6ng chi <linh)

Vitamin A: Cing nhu cdc retinoid kh5c, kh6ng du-o. c dtng ph6i hqp ATRA v6i vitamin A vi c5c triQu chimg

qu6li6u vitamin A c6 th6 bi n{ng th6m.

12. Qud tidu
Trong trudng hqp qu6 li6u v6i ATRA, c6 th6 xu6t hiQn c5c d6u hiQu c6 the h6i phgc cria tinh tr4ng r6i 1o4n

thira vitamin A (nhric <lAu, butin n6n, n6n, c6c triQu chimg da vd ni6m m4c). Li6u khuy6n c6o cho nhirng bQnh

nhdn bi bQnh b4ch cAu c5p th6 ti6n triy bdo ld l/4 1i6u tl5i da dugc dung n4p d nhtng bQnh nhdn c6 khtii u tt4c

vd thSp hon li6u tiii tla ctugc dung n4p d trd em.

Kh6ng c6 biQn ph6p <li0u tri clpc hiQu trong trudng fSp qua lidu, tuy nhi6n, <li6u quan trqng ld bQnh nhAn ph6i

dugc tli6u trltrong clon vi chdm s6c <14c biqt v6 huyet hqc.

13. Cdc luu f tl{c biQt
a. Hgn dilng
Hqn dtng cria thu6c ld 3 ndm kC tir ngdy sdn xudt.

b. Diiu kiPn bdo qudn
Lg: GiO n6p l9 rtuo. c van ch4t; tr6nh 6nh sring; kh6ng bio qudn d nhiet d0 tren 30"C.

firOng auqc su dung tiru6c sau khi htit han (-EXp) iluqc ghi b€n ngoii hQp thutic.

14. Dqng tl6ng g6i
vi6n nang m6[n torng d6ng trong 19 thtry tinh c6 mdu h6 ph5ch. L9 c6 100 vi6n.

Dqc ky hu6ng d5n SU xln h6i v kii5n b5c sl.

Luu hdnh th6ng03l2007

Sin xu6t cho F.Hoffmann-La Roche Ltd, Basel, Thpy s!.

bdi: Catalent Germany Eberbach GmbH
Gammelsbacher Strasse 2, 69 412 Eberbach, Drlc.

DiQn tho4i: 49 6271 8402 Fax: 49 6271 8437 00

D6ng g6i bdi F. Hoffmann-La Roche Ltd'
Wurmisweg, CH-4303 Kaiseraugst, Thuy S!
DiQn tho4i: 41 61 688 9505 Fax: 41 61 688 1271
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