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Rx Thu5c k6 tlon

RESTASIS@

(Nhfi tuong nh6 mit cyclosporin) 0,05%o
V6 khu6n, kh6ng chria chdt bio quan

Thuiic niy chi dtng theo dcrn cta bdc si.
Dqc kI hu0ng d6n sfr dgng trufc khi dtng. NGu cAn th6m th6ng tin, xin h6i f ki6n bfc si.
Th6ng b6o cho brlc si nhii'ng tric dgng kh6ng mong mu6n gap phni khi sfr dgng thuiic.
O6 ttru6c xa tim tay cria tr6 em.

Td hu6ng d6n su dung

{c}t}{}rcH c}t o
it

DANG BAO CHE
Nh[ tuong nho mit don li6u, miu tring duc dCn hoi trong md, v6 khuAn.

uO rA
RESTASIS@ (Nhfi tuong nh6 m[t cyclosporin 0,O5yo) chfa ch6t ili6u chinh <t6p ung miSn dlch
t4i ch6 vdi tic dgng khrlng viOm. T0n h6a hoc cria cyclosporin ln Cyclo[[(E)-(2S,3R,4R)-3-
hydroxy-4-methyl-2-(methylamino)-6-octenoyll-L-2-aminobutyryl-N-methylglycyl-N-methyl-L-
leucyl-L-valyl-N-methyl-L-leucyl-L-alanyl-D-alanyl-N-methyl-L-leucyl-N-methyl-L-leucyl-N-
methyl-L-valyll vd c6 c6u trtic nhu sau:

Cdng th&c c6u tao:
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Cdng thric: CozHrrrNrrOrz Trqng lugng ph6n tt: 1202,6

Cyclosporin li loai bQt tring min. RESTASIS@ c6 d4ng nhff tucrng il6ng nh6t mdu tring duc d6n

trong md. E0 thAm th6u tt 230 - 320 mosmol/kg vd pH 6,5 - 8,0.
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IVI6i ML RESTASIS@ ChfA:

Thinh phin ho4t ch6t: cyclosporin O,05yo.

Thinh phin t6 du-trc: glycerin, diu thAu dAu, polysorbat 80, carbomer copolymer type A, nu6c
tinh khi6t vd natri hydroxid ae OiCu chinh pH.

DrIqc l{'rAu SANG
Duoc luc hoc:

Co chd uic dqtng:

Cyclosporin li mQt tric nh6n ric chi5 miSn dich khi dtng duong todn thdn.
A circ bQnh nh6n md sy sin sinh nudc mit duoc cho Id b! fc itl6 ao vi€m m6t li6n quan vdi vi6m
kh6 ki5rgi6c m?c, cyclosporin dang nhfl tuong dugc cho li c6 trlc ttQng tti€u hda miSn dich cuc
b0. Co ch6 chfnh x6c cta t6c ttQng niy chua tlugc bitit.

Duoc d6ns hoc:
Ndng dQ cyclosporine A trong m6u dugc dinh lugng bing s8c kf l6ng hiQu n[ng cao k1r6i phO
d4c hiQu. N6ng dQ cyclosporine trong m6u, trong tdt cb ciic m5u thunh4n dugi, sau khi nho
RESTASIS@ 0,05olo, 2ldn/ngdy o ngudi trong 12 th6ng, dAu o du6i mtc gi6i hqn 0,1 nglml.
Kh6ng ph6t hiQn sg tich lfry thu6c trong miiu trong su6t 12 thing<ti€u tr! vdi RESTASIS@.

Cfc tl6nh ei6lf,m sine:
B6n nghiOn cfu ldm sdng tlugc ki€m so6t ch[t ch6, dAy <lt, ng6u nhi6n, da trung tdm dd duoc
thgc hiQn v6i khoAng 1200 bQnh nh6n bi vi€m kh6 k6rgi6c m4c ttr trung binh cl€n n{ng.
RESTASIS@ cho thdy ldm tdng lugng nudc mit c6 f nghia th6ng k€ bang giatdng mftc lim uot
trong thri nghiQm Schirmer l6n t6i l0 mm so.v6i ch6t d6n t4i thdi di6m 6 thr{ng o c6c bQnh nh6n

dugc xem ld m6t khi n[ng sin sinh nu6c mit do vi6m mit. T6c dgng ndy dugc ghi nhdn trong
kho6ng l5% bpnh nh6n dugc ili6u tri v6i RESTASIS@ so voi khoing 5% bQnh nhdn duo. c di6u tr!
vdi ch6t d6n. Tdng sin sinh nu6c mit kh6ng duoc nh4n th6y o crlc b6nh nhAn dang dtrng thu6c
nho mit kh6ng vi€m hay su dgng nrit di€m 16. Kh6ng th6y c6 hi6n tugng t[ng nhiSm khuAn hay
nhiSm n6m o mit khi dirng RESTASIS@.

6
7""

vfl
I

\J
5I
IA

JCHi DINH
RESTASIS@ dugc chi <l!nh ldm tdng sdn sinh nu6c mdt o nhirng bQnh nh6n dugc xem le mat kha

ndng sin sinh nudc mit do vi6m mit li6n quan vdi vi6m kh6 k6t-gi69 mAc. Tlng sdn sinh nu6c
mdt-khOng duoc nhdn th6y o c6c bQnh nhdn dang dirng thui5c nho mit kh6ng vi6m hay su dung

nfit diem lc.

LIEU LI,qNG VA CACH DUNG
Thu6c nh6 mit.
Xoay ngugc 6ng thu6c tlon li6u vdi lAn <16 t4o dugc nhfr tuong tr6ng dgc tl6ng nh6t tru6c khi su

dgng. Nh6 mQt gigt RESTASIS@ vio m6i milt,zlAn m6i ngdy, c6ch khodng 12 gio.
ViC; kh6 t<tit - giac.mac (hQi chfng kh6 mEg ld mQt bQnh m5n tinh. B€nh nhdn cAn dugc tu v6n

kh6ng n6n ngirng di€u tri sdm.
RESiASISoc6 th6 duo. c sir dgng d6ng thoi v6i nudc m6t nhdn t4o vdi kho6ng crich 15 phfit giira

2 thu6c. NOn xoay ngugc 6ng thu6c rai lan d6 t4o dugc nhfr tuong tring dpc d6ng nh6t tru6c khi
su dpng. Vut b6 6ng thudc ngay sau khi dtrng.
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CH6NG CHi DINH
RESTASIS@ ch6ng chi tlinh O nhirng bOnh nhdn bl nhiSm trung mit ti6n tri6n vd nhirng b6nh
nh6n dd c6 hay nghi ngcr quti min c6m v6i cyclosporine hodc U6t f<y thdnh phAn ndo cria ttrioc.

cANn nAo
Di5 tr6nh nhi6m bAn ho4c kh6 ndngg6y t6n thuong m6t, kh6ng AC AAu ting thu6c cham vdo U6t ty
bd mat ndo vd tr6nh ti6p xfc vdi ;fi. 

-

RESTASIS@ chua dugc nghiCn cftu dAy dt o nhirng b€nh nhdn c6 ti€n sri vi€m gi6c mac do
herpes titi phitt.

THAN TRQNG
Chi dtng nh6 mit.

Th6ne tin cho b6nh nhin:
Nhfr tuong trong 6ng thu6c sir dung mQt lAn cho mQt,bQnh nhdn n€n dtng ngay lqp tric sau khi
mOdO nh6 m6t b6n hay cA hai b6n mit, vi luong thu6c thira n€n rlugc vrt UO ngay sau khi nh6
thu6c.

D6 tr6nh kh6 ndng gdy t6n.thuong 1nit, c6n thQn kh6ng d6 5ng thu5c cham vdo mat. Kh6ng rt6
dAu 6ng thu6c cham vdo mit hoacl6t k! bc mat nio khZc oc tralnn nni6m uan.

RESTASIS@ kh6ng n6n ding khi <tang mang kinh srlt trdng. N6u dang mang kinh srit trdng, benh
nh6n n6n thrio bo tru6c khi nho nhfl tuong.

C6 thC mang kinh trO lai khoing 15 phft sau khi nho RESTASIS@.

Khi nlne eiy unq thu, sflv al0t bi6n vir eiim khi nins sinh sin:

aE
-1
*{

'11
Hg

T

Cric nghiCn cuu vA khA ndng gdy ung thu todn th6n dd dugc tGn hdnh trdn chu6t nhit vd chu.Qt
c6ng duc vd c6i. Trong m6t nghi0n cr?u 78 tuAn o chu6t nhlt duo. c cho u6ng (theo chti dQ an) li6u
1,4 vit 16 mg/kglngdy, dd ghi nhfln bing chung c6 1i nghia th6ng k6.vd khuynh huong c0a b6nh u
tO bdo lymph6 o chu6t c6i, vd tj' lQ ung thu tti bdo gan vugt dring k6 gi6 tri du-o. c ki6m so6t o c6c
chu6t tlyc khi dirng nua li6u.

Trong 1 nghi€n ctru 24 th6ng o chuQt c6ng du-o. c cho u5ng (theo chti <10 An) lidu 0,5, 2 vd 8
mglkglngdy, u tuy6n t6 bio ti6u dio tUy.vugt quii mirc kitim so6t m6t cilch d6ng k€ o liAu th6p.
Ung thu t6 bao gan vd u tuytln t6 bao ti0u ilio tpy kh6ng li6n quan dtln liAu dtng. Li€u th6p o
chu6t nhit cao hon khoing 300 lAn vd o chu6t c6ng cao hon khoing 80 lAn (ducr. c chuAn h6a theo
diQn tfch bO mat co th6) so voi li6u dirng hdng ngiy d ngudi, hodc crlch kh6c, li6u th6p o chuOt

nh6t cao hon khodng 1.000 lAn vir o chu6t c6ng cao hcrn khoing 500 lAn so v6i li6u dtng hing
ngdy o ngucri ld mQt giot (28 pl) RESTASIS@ 0,05% nl'o2lAn/ngdy vdo m5i mit cira mQt ngudi
n4ng 60 kg (0,001 mglkglngiry), giA sri todn bQ lidiu duo. c hdp thu.

Cyclosporin khdng dugc xem li ch6t gdy <lQt bi6n gen/dQc gen trong thrlr nghiQm Ames, thir
nghiQm V79-HGPRT, tht nghiOm nhAn nh6 o chuQt nhlt vi chuQt hamster Trung Qudc, thft
nghiQm ve r6i loqn nhi6m sdc th6 d tty xucrng chuOt hamster Trung Qu6c, tht. nghiQm tinh.trang
chtit trgi o chu6t nhit vd tht nghiQm sfta chta ADN O tinh dich cfia chuQt nhit dd du-o. c didu tr!.
MQt nghiOn cfu phdn tfch trao d6i thanh nhi6m sic o cing mQt m6u (SCE - sister chromatid
exchange) gdy cdm rrng v6i cyclosporin bing c6ch dirng tr5 bdo lymphd nguoi trong c6c thft
nghiQm in vitro dd cho d6u hiQu k6t qu6 duong tinh (phuong ph6p g6y cim tug cfia SCE).

l
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Kh6ng th6y.c6 su suy gidm khA n[ng sinh s6n trong cric nghiOn cr?u O chu6t c6ng duc vd c6i
dtng li6u u5ng cyclosporin l6n di5n 15 mg/kglngdy (khoang f S.OOO lAn li6u trang ngay o ngudi
0,001 mg/k dnedy) trong 9 tuAn (chuQt dgc) vd 2 tuAn (chuQi cr{i) trudc khi giao p[$i.

- Tric
Chua c6 dir ligu dt vrec su dgng RESTASIS@ o phU nfr mang thai. H6n dich nho mit

thu todn thdn sau khi dtng t4i ch6 o mit vi viQc su dung o
d6n dtin thai bi phoi nhiSm thu5c. C6c nghiCn cr?u tr6n ddng
o li6u cao gdy dQc d6i vdi d6ng v4t mg.

cyclosporin 0,05Yo kh6ng dugc h6p
nguoi me kh6ng dugc dg ki6n ld sE

vgt tl6 cho th6y dQc tinh sinh sin chi

Tdc dqng gdy qudi thai:
Chua quan sifi thSy bing chung ve t6c dung g4y qurii thai o chu6t c5ng hay th6 dirng li6u u6ng
cyclosporin l€n dtin 300 mg/kg /ngdy trong sudt qu6 trinh hinh thdnh c6c to qrun. Lieu nay 5
chu6t ci5ng vd tho cao hon khoang 300.00b lAn so vdi li6u dirng hdng ngdy o nguoi ld mQt giqt
(2S pL) RESTASIS@ 0,05olo nh6 2 lAn/ngdy vdo m5i mit cria mQt-nguoi n4ng OO tg 1O,OO1
mg/kg/ngdy), gi6 sri toin bQ litiu duo. c h6p thu.

Ttic dqtng khdng gdy qudi thai:
Cic tirc.dgng phg dugc quan srlt th6y trong c6c nghi€n cftu sinh s6n 0 chuQt c6ng vd tho chi o c6c
mric li6u gAy tlQc cho vdt m9. Tpi li6u gdy <lQc (o chu6t ld 30 mgikelngdy vd o tho le 100
mglkg/ngiry), dung dich.cyclosporin u6ng d4t ti6u chuAn My gay dQc cho ph6i vd thai bii5u hiQn
qua mfc tdng tri vong tidn-hflu sdn vd gi6m trgng lucrng thai ki5t hqp v6i ch4m hinh thinh xuong.

Nhirng liAu ndy o chu6t c6ng cao hon 30.000 lAn vd d th6 cao hcrn 100.000 lAn so voi li6u dirng
hdng ngdy o ngudi li mQt gigt (28 pL) RESTASIS@0,05% nhb 2lAnlngdyvdo m6i mft cria m6t
ngudi n4ng 60 kg (0,001 mglkglngdy), gi6 sri todn bQ li6u duo.c h6p thu. Kh6ng quan s6t th6y
bing chung vd nhi6m ilQc ph6i thai o chuQt c6ng dtng cyclosporin li6u u6ng l6n d6n 17

mglkg/ngity hay tho dtng cyclosporin li6u u6ng l6n <ttin 30 mglkg/ngiry trong su6t quri trinh hinh
thirnh ciic co quan. .Li6u o chuQt c6ng cao hcrn khoing 17.000 lAn vd liAu o th6 cao hcrn khoing
30.000 ldn so v6i li6u dtrng hdng ngiy o nguoi.

Doi con ctia chuQt c6ng du-o. c cho u6ng cyclosporin 45 mg/kglngdy tri ngdy thf 15 c0a thai kj,
d6n ngdy 2l hQu sin, d mt?c <tQ nhi6m dQc cho chuQt mg, cho thAy mQt sg tlng tti vong hdu sdn;

li6u ndy cao hon 45.000 lAn so v6i li6u nho mit hing ngdy o ngudi (0,001 mg/kg/ngiy), gi6 su

toirn b6 li6u dugc h6p thu. Kh6ng c6 tilc dpng phg niro dugc quan siit th6y o li€u u6ng l€n d6n 15

mglkg/ngity (cao hon 15.000 lAn so voi li6u ding hdng ngdy o nguoi).

Chua c6 cric nghiOn cftu dAy dri vd du-o. c ki6m so6t tiit vC RE,STeSIS@ O phu nir c6 thai.
RESTASIS@ chi n6n dDng cho php nir c6 thai khi thflt cAn thi6t.

Phu nfr cho con bri:
Cy"l"rp".tn du". 

" 
bi6t ld c6 bdi ti6t vio sira m9 sau khi dtng duong toin thdn, nhmg sp bdi ti6t

vdo sira m9 sau khi di6u tri t4i ch5 chua duo. c nghiOn cuu. Mac dtr chua phrit hiQn dugc n6ng dQ

trong miiu sau khi dilng RESTASIS@ tai ch6, n6n th4n trong khi dtrng RESTASIS@ cho phu nir
dang nudi con b[ng sfra mg.

Dtne cho tr6 euq:

An todn vd hiQu qud cria RESTASIS@ chua dugc xilc minh O benh nhi du6i l6 tu6i

Dtng cho nsuoi giir:
Nhin chung, chua quan s6t thdy sg kh6c biQt v6 tinh an todn vd hiQu qui giffa bQnh nhdn gid vd
tre.
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TAc DQNG KHr LAr xE vA srl oUNc ruAy Moc
RESTASIS@ c6 thrs gav.nhin md tho6ni qy, gia;;tG thc Iam gi6m khi ndng t6i xe hodc v6nhdnh mriy m6c' B€nh nhan ndn cho cho tl6n khi nhin 16 tro lai t*0" tt i kii xZ hodc v6n hdnhmiiy m6c.

TIIONG TAC vol cAc rHuoc KHAC vA cAc DANG TTIoNG rAc xrrAc
Trong khi cric thutic tric ttQng di5n ss chuy6n h6a p-450 aa a1o. ufi iJsA;ut1il Jal 

"nuyr5n 
h6a

cyclosporin todn th6n, phoi nhiSm todn thdn cta RESTASI5o'(nhfr tuoi'g'nho mdt cyclosporin)
la toi tnicu. vi vpy, khong ch6c c6 tuong tiic ndo xhy rag6a tr,ioc*nil 1n"#iliiosts, v6i c6c
thu6c dirng tluong todn th6n.

C6 it th6ng tin vA su tuong tirc giiracrlc thu6c nho mit khr{c khi sri dung cDng v6i thu6c nho m6t
cyclosporin.

QUA LIEU
Kh6ng chic c6 xiy ra qu6liAu toin thin sau khi dtng RESTASIS@ nh6 mft.
Do n6ng dQ.cyclosporine h6p thu todn thAn ld th6p sau khi dtrng RESTASIS@ nhd mit, vi thi5

kh6ng dU ki6n xiy ra sU nhiSm dQc todn thdn do qu6 li6u khi dirng RESTASIS@ nh6 m6t o ngudi.

516

PHAN UNc rHg
Ph6n ung php thuong gdp nh6t sau khi dtng RESTASIS@ ld n6ng rfi mftt (7o/o). Cr{c ph6n ung
phg khric duoc b6o cito tt l-5o/o bQnh nhdn bao g6m:

Riit loqn h€ thin kinh
Thuong g4p: Nhric tlAu.
It g4p: Ch6ng m4t.

Riii loqn mat
Rdt thuong g5p: N6ng r6tmfut.
Thuong.gpp: Kfch {B mit, cdm girlc c6 di,vdt.trong mil sung huy6t mitl uct m4c, dau mit,
nhric m6t, ti6t dich mit, sg rinh sring, ngtia mit, .Ol top, thi tpc (n-hin md), kh6 mit.
it gap: Vi€m lo6t giric m4c, pht mi mit, ban d6 mi mit, tdng titit nu6c mit.

Riii toqn fiAu hda
it g6p: Bu6n n6n.

Rdi loan da vd mo duoi da
it gpp: Ban.

Mtic d0 throng gQp cluqc quy dinh nhu sau:
Rdt thuong sgp et/10), thudng gdp Q-il100, < 1/10), it gqp Q-t/l.000, <1/100), hiem gdp (zl/10.000,
<l/1.000), rdt hidm gqp (<1/10.000)

Kinh nehiGm hiu m6i:
. C6c trudng hqp hii5m gAp vO phir mach n{ng, sung mdt, srmg ludi, pht hqng vd kh6 tho (Luu y:
nhirng phin ung ndy thOm vdo bitin c6 nau m6i hiQn t4i, phin ung qu6 m6n)
. T6n thuong bC mdt cria mit (do ttC ttiu 6ng thu6c ch4m vdo m6t trong khi sri dung), smg m6t
. Cdm gi6c n6ng rrlt
. Ngfta, n6i m0 day
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QUY CACH DoNG GoI
RESTASIS@ du-o. c chr?a trong c6c 6ng tufp dtrng mdt lAn.
Vt6i Ong tuyp, ldm bing polyethylene tj' trqng th6p (LDPE) c6 th6 tfch 0,9 mL, ch{ra 0,4 mL

!!:r6c !c1trong .

HQp 30 6ng, du-o. c d6ng trong mQt khay blng polypropylene c6 ndp phri blng nh6m c6 th6 l6t ra
du-o. c.

nAo euAN
86o quAn du6i 30'C,-dO noi kh6 rrlo.

HAN DUNG
24 thingk6 tt ngdy
Kh6ng dirng thu6c

sdn xu6t.
qu6 h4n sfr dgng ghi tr6n bao bi.

SAn xu6t boi:
Allergan Sales, LLC
Waco, TX767l2,My

Ti6u chuAn thdrnh phAm: TCCS.

@ 20xx Allergan. f dt cdbin quyAn thuQc c6ng ty Allergan.
fdt ch c6c thuong hiQu ld tai sin ri6ng cria chfi s0 hiru tuong ring.

Ngdy sria eOl: leidn ngdy ph6 duyQt cua BO Y TiSl
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