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T& hwéong dan st dung

Ru:Thude ban theo don GMP - WHO
< Thude mé diing ngoai QUANTOPIC 0,03%

M& ta

Thube mé Quantopic 0,03%: 10g thubc m& Quantopic 0,03% chira 3mg tacrolimus dudi
dang tacrolimus monghydrate (0,03%), 20g thude m& Quantopic 0,03% chira 6mg tacrolimus
dudi dang tacrolimus monohyrate (0,03%).

Ta duge. Triacetin, Sap ong, Vaselin

Tinh chét: ;Lkl‘f

Céc ddc tinh dugre le hoc:
tac dung va hiéu qua lre hoc:
Hign nay, co ché tac dyng chinh xac cda Tacrolimus dbi véi cham thé tang chira duotc xac

dinh Tacrolimus cho thay c& tc ché calcineurin, Tigp d6 |3 dwéing truyen phu thude calcl
trong viéc sao cheép va :gng hop cac cytokine nhu Interieukin (IL-2, IL-3, IL-4, IL-5 va cac
phan bao nhu GM-CSF, TNF-a va IFN-y), nhiing chat tham gia vao giai doan sdm clia qua
tﬂgh hoat ho# té bao T. ¥ nghia ldm sang cla céc tac ddng nay & cham thé tang chua dugc
biat.

Két qua tir céc nghién ctru lam séng trén bénh nhén;

©4 tién hanh 3 thir nghiém 1am sang pha I, ngdu nhién, da trung tam, hai i&n ma, kiém
sodt ta duoe dé danh gia thude m tacrolimus khi diéu tr| bénh nhan bj viém da dj 'ng mirc
dé ir vira dén naing,

Mat nghién ciru nhi khoa trén 351 bénh nhi tir 2 @én 15 wéi va 2 nghién clu trén ngudi 16
(tir 16 dén 79 tudi) gbm 632 bénh nhan. Ty 1& 77% la phu nlr va 27% la ngudi da den. 58%
bénh nhan & mirc d vira va cb dign tich trung binh co thé (BSA: body surface area) bi ton
thurong I3 46%. Trén 80% bénh nhan bi viém da di (rng trén ving mat va/hodc cb. Trong cac
nhgign ctru ndi trén, bénh nhan duge sk dung thude miv tacrolimus 0,03% hodc tacrolimus
0,1%, hodc hén hop ta dwoc cla thube mé, sir dung hai lAn méi ngay cho bénh nhan i 10 -
100% dién tich trung binh cor thé bi thuong ton va Giéu tri trong 12 tuan.

- Trong nghi&n ciru nhi khoa, 1y 18 ¢é § nghta (p<0,001) bénh nhi dat dugc sy ¢ai thign dén
it nhat 14 90% diga trén danh gia thng quat clia bac s7 vé dap g Iam sang trang nhém diéu
tri v&rl thudc me tacralimus 0,03% so véi nhém sir dung hbn hop ta duge thude mé. Nhung
ot b%{hg ching @4y di rang thudc mér tacrolimus 0,1% co hiéu qua hon thube m tacrolimus
0,03%.

- Trong <& hai nghign ciru l4m sang trén ngudi I6n, ty [& ¢ § nghia (p<0,001) bénh nhan
dial duge s cai thién it nhét 13 90% dira trén danh gid thng quat cla bac sTvé dap kg 1am
sang trong nhom didu tri voi thubc md tacrolimus 0,03% va nhém st dung thubc m&
tacrolimus 0,1% so v&i nhom s dung hdn hop ta duge thude mé. Thube md tacrolimus 0,1%
co hidu luc Ién hon thude mé tacrolimus 0,03%. Sy khac biét vé higu luc gitra thude me
tacrolimus 0,1% va 0,03% ddc bi¢t rd rang & nhirng bénh nhén ngudi Ién viem da nang,
ngurdi 16m co dién tich bi tdn thuong Iom va bénh nhan da den,

-Ty l&b dap (rng cho mdi nhom banh nhan digu tr duec trinh bay trong bang dudi ddy theo
nhdm ol

Panh gia téng

quat cua Béc si
vé dap Gng 1am | Nghién civu trén bénh nhi Nghién civu trén bénh nhan nguéi 16
sang {2 tudi dén 15 tudi)
| (%hcaithign) | - o -
| Ta dwge Tacrolimus Ta dugc Tacrolimus | Tacrolimus
N=116 0,03% N=212 0,03% 0,1%
l N=117 | N=221 N=209
100% 4 (3%) 14 (12%) 2(1%) 21(10% | 20(10%)
>90% 8 (7%) 42 (36%) 14 (7%) 58 (26%) 77 (37%)
270% 18 (16%) 65 (56%) 30 (14%5) 97 (46%) | 117 (56%)

250% ‘ 31 (27%) 85 (73%) 42 (20%) 130 (62%) | 152 (T3%)
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{Nghi2n ciru trén hai nhém bénh nhan ngudi lom dwoc thidt ké nhu nhau, nén két qué cha 2
nghién ciu nay 43 duge gdp lai).

Co sur khac biét oo ¥ nghTa thong ké vé ty 1& bénh nha&n nguwdi Ién cb cai thién 2 90% ngay
tan thir nhét dieu tri véi thubc mé& tacrolimus 0,1% va & tudn digu tr thir 3 voi thude mdr
tacrolimus 0,03%. Syr khac biét c6 y nghla théng ké v& ty 18 bénh nhi c6 cdi thién dén = 90% &

. tuan digy tri thir 2 3di véi nhing bénh nhi didu tri béng thudc mé tacrolimus 0,03%

- O bénh nhan ngudi Ion cai thién = 80% vao cubi dot didu trj, trong do 35% nhirng bénh
nhan nay dwoc digu 1r vl thude mi tacrolimus 0,03% va 41% nhivng bénh nhan dugc diéu
tri v&iéhu&c mé& tacrolimus 0,1%. Tinh trang c&i thién bf sit gidm sau 2 tuan ké tr khi két thac
dot dieu In

- O bénh nhi duee cai thign = 90%, 54% bénh nhi duoc digu tn véi thube mé tacrolimus
0,03% c6 tinh trang cai thién bf sut gidm sau 2 tudn k& 10 khi két thic dot didu tri Do khéng
theo déi tiép bénh nhan dai hon 2 tulin sau khi k&t thic didu 1, nén khéng biét co thém bao
nhi&u bénh nhan ca tinh frang sat gidm tink trang cai thién bénh sau théi gian 2 tuén ké (& khi
két thic dot didu tr, ,

Ca hai nhém bénh nhan ngudi lgn va bénh nhi dwoc didu trj bing thubc m& tacrolimus
0,03%, 1y 1 cai thién lém hon so véi nhém diéu tri bdng hdén hop ta duge (p<0,001) dugc xem
x&1 va danh gia két qua theo ty 1& dién tich co thé bi tbn thueng va cac frigu chirng: ngira, phi
né, fi nude, troc vay va lichen héa.

N
D liéu an toan tién 14m sang: L‘-‘L /
Kha nang aqay dot bign
Céac xét nghidm cad in vitro va in vive khdng chi ra nguy co gay dée tinh gen cla tacralimus
Kha ning gay ung thur

Trong mdt nghién clru 24 thang vé kha ndng gay ung thu da clia thubc md tacrolimus véi
lidu d8n 0,1% khong thay cé xuat hién cac khoi u & da. Tuy nhién, khi cd sir phoi nhiém hé
théng & néng dd cao hon sé ci nguy cor gay tang ty 18 u bach huyét (lymphoma),

Trong nghién ciu 52 tudn vé kha nang gy ung thu do fiép xdc véi anh sang. Thei gian
trung binh khéi phat u da gidm di & chudt bach tang khong c6 16ng sau khi didu tri Lai chd kéo
dai véi thude mé tacrolimus 2 0,1%, ddng théi phoi nhiém véi bic xa tia tor ngoai (UV) (digu
tri 40 tudn va sau d6 theo dbi tidp 12 twin).

Béc tinh trén kha ndng sinh sén
Chwa tien hanh cac nghién ciru vé dbc tinh trén kha nang sinh san khi ding tacrolimus bdl

tai chd. Trong cac nghién cléu cla tacrolimus dang udng, doc tinh trén thai/phdr tha) duge ghi
nhan trén thd va chudt, nhwng chi & lidu gy d6c tinh, rd rét trén ddng vat dang mang thai

Cdc dac tinh dwge dong hoc:

Hap th )

ng hét nhirng bénh nhan cham thé tang (ngudi 16n va tré em) dugc didu tri bing thube m&
tacrolimus khi ding lidu don ho#c lidu I2p lai (0,03 - 0,1%) déu cb ndng d0 trong mau < 2
ng/ml.

Chi dinh diédu tg:

Diéu tri cham thé tang (viém da thé tang).

Né&n ding thudc m& tacrolimus cho nhiing bénh nhan khong Gap (g ho#ic khéng dung nap
v&i cac didu tri théng thudng.

Chéng chi djnh:

- Qua man voi bat cir thanh phan nao cda thude.

- Tré em dudi 2 tudi

Nhirng Iwu ¥ dic biét va canh béo khi st dyung thude:

B&nh nhan bj cham thé tang thudng d& méc cac bénh nhigm tring da. Néu ¢ sy hign dién
clia mét nhidm triing da trén 1dm sang, nén cAn nhic nguy co va lgi fch clia vige sir dung
thude ma tacrolimus
Mac di chura thiét ap dwge méi quan hé nhan qud, mél s6 hiém cac trvdng hop ca thé gap
bénh Iy ac tinh bao abm céc bénh Iy 4c tinh cla da va bach huyét da dugc bao cao & bénh
nhan dung thubc mé tacrelimus. Treng théi gian sir dung thude mé tacrelimus, nén han ché
sy tiép xdc cla da vél anh sang Wy nhién hodc 4nh sang nhan tac. Thudc md tacrolimus
dugc ding trén da ma khéng bi hit bai quén 4o.

Khéng nén st dung thubc m& tacrolimus cho wing da bi tdn thuong vi noi d6 ¢6 khd nang
I4m tang hép thu tacrolimus vao hé théng. Vi du héi chimg Netherton, b&nh vay ca, chirng do
da todn than hodc bénh thai ghép (Graft Versus Host) da. Khong ding bdi & vung miéng: Ba
cd bao cdo vé sy gia ting ndng @9 thudc trong mau sau khi ding thubc mé tacralimus cho
nhiing trudrng horp néu trén trong nhirng nghign ciru hdu mal.

N&u cac diu higu, cac tridu chirng cla cham thé tang khang duoc cdi thign, nén can nhic
cac phac dd didu tri liép tuc. Chura thidt 14p 48 an todn va higu qua cla thudc mé tacrolimus
ding tai chd & tré em dudi 2 twbi.
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Twong tac véi cac thube khic, cic dang tirong tac khac:

Thudc m& tacrolimus duoc ding béi tai chd trén da. Viéc sir dung dbng théi voi cac ché
phdm khac dung trén da va véi ligu phap didu tri bang lia i ngoai chira duoc nghign oo,
Mén tranh st dung déng thei thude mé tacrolimus voi lidu phap didu tri véi UVA, UVE hodc
két hop voi psoralen (PUVA),

St dyng cho phu ni¥ ¢6 thai va cho con bu:

Viée sir dung thube m& tacrolimus chua duge nghign clru trén phy ni¥ ¢ thai. Thubc mo
tacrolimus chi nén diing trong théri ky mang thal néu thay lei Ich cao hen nguy co.

Tacrolimus duee bai tiét vao stra me sau khi ding dudng toan than. M&n than trong khi sir
dung thude mé tacrolimus trong thei ky cho con b,

Tée déng cua thude khi 13i xe va van hanh may méc:
Khéng anh hudng

Lidu lwgng va céch dung:

BaI mot @&n hai 1an mbi ngay tai cac viing da bi tdn thuong. C6 thé dung thube m# tacrolimus

& bat ky ving ndo clia co thé, ké ca mat, od va nhirng ving da cé nép nhan trir niém mac,

Can diéu trj lign tue cho dén khi c4¢ dau hidu hoic tridu chirng bénh bién mat. M3i dot didu tr

lién tuc khéng qua 6 tuan, thei gian ngét quang gilra hal dot didu tri 1a 2 ludn. Néu khdng thay

trigu chirng cai thign sau 6 tudn didu 17, cAn phai kham lai & xac dinh chan doan

Thudc mé tacrolimus 0,03% ding cho ngudi I6n va tré em tir 2 tuéi tr fén.

Khéng khuyén cdo ding thube mé tacrolimus cho tré dudi 2 tudi i

Khéng khuyén cao ding thube mé tacrolimus dai han. L't F ]
Sun moi ldn sk dung thude phai ddy kin ndp tuyp. f.-t /

Tac dyng khéng meng muén:
Cac phan omg phu dudi day (thudt nglr quy két * hodc twong duong) sé duoc xem xét lidt ké:
Cac roi lo

:c“ chung va tinh trang tai vj tri | Viém da tai vi tri dling thude

‘ diing thuéde: Ban 46 tai vi tri ding thudc
Kich tng tai vi tri ding thudc
Phi né tai vij tri ding thube®
Dau tai v trl dling thude

Df cam tai vj trl ding thude
Ngira tai vi trl ding thube
Phdn (rng tai vi tri diing thude
Wong tai v| iri ding thude

""Nhi&m vi khudn va ky sinh tring:

Whiém tring da bat k& nguyén nhan cu thé nao
nhung khdng bi gigl han bdl cham bdl nhidm
herpes, viém nang léng. herpes simplex [herpes
mbi], nhiém virus Herpes, ban mun nude dang thuy
dau Kaposi *

Bang nghién cdu thém:

Tang mic d& hap thu thubc * (xem phan luu y dac

biét va canh bao khi sir dung thubc)

Ra&i loan chuyén hoa va dinh dwédnag: Khéng dung nap ethanol,
Réi loan hé théng than kinh: Cam giac rat béng
s Tang cdm giac
R&I loan td chirc da va dwéi da: Mun trimg ca*
Ngira
Rosacea®

Nhirng phan rng ngoai ¥ dugc liét ké & trén d3 duwoc theo déi trong sudt qua trinh lam thir
nghiém lam sang va sau khi duge sir dung trén thi trwdng (*: ghi nhan sau khi si dyng trén
thj trrdrng).

Thong bdo cho bac sy nhing tic dung khong mong mudn gdp phai khi st dung thude

Str dyng qua lidu:

Kilong c6 bao cdo vé cac phan Ung phy lién quan dén vide sir dung thudc mé tacrolimus qua
ligu.

Piku kign bao quan khi bdo quén:
Béo quan noi khé rao, tranh anh sang, nhigt 6 khong qua 30°C.

Han ding:

36 thang ké tir ngay san xuét.
Khéng ding thubc da qué han s dung ghi trén nhan
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Trinh bay:
Thude m& Quantopic 0,03%: Hop 1 tuyp 10g; Hop 1 tuyp 20g.

Boc kj huéng dan swr dung trwée khi dung. Néu can thém théng tin, xin héi y kién bac

sy.
Thube nay chi ding theo sw ké don cua thay thudc.

Trénh xa tam tay tré em. /UJ"/

S&n xuét bdi: Cong ty C6 phan Dwoc phdm Quang Binh
Dia chi: 46 Buwong Hiu Nghj, phuwdng Béc Ly, TP. Béng Héi, Quang Binh, Viet Nam.

N%éy 13 thang 1 ném 2016
Congty C phﬁ 1 Dirgre phdm Quang Binh
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