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Té hwéng dan sir dung

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

Mé ta

Thube mé Quantopic 0,03%: 10g thubéc m& Quantopic 0,03% chira 3mg tacrolimus dudi
dang tacrolimus monohydrate (0,03%), 20g thube m& Quantopic 0,03% chira Bmg tacrolimus
dudi dang tacrolimus monchyrate (0,03%).

T4 duge: Triacetin, Sap ong, Vaselin

L

e
Tinh chét: l'\.l‘ 7
Cac ddc tinh dugre lire hoc: /
tac dung va hiéu gua I hoo:

Hién nay, co ché tac dyng chinh xac cia Tacrolimus dbi véi cham thé tang chura duoc xac
dinh. Tacrolimus cho thdy ¢ (c ché calcineurin. Tiép d6 1& duding truyén phy thude calel
trong viéc sao cheép va tgng hop cac cytokine nhu Interleukin (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 cla qua
tﬂgh hoat ho# t& bao T. ¥ nghia lam sang cla céc tac ddng nay & cham thé tang chura dugc
bial.

Két qud tir cdc nghién ciu ldm sang irén bénh nhén.

B4 tién hanh 3 thir nghiém 1am sang pha I, ngdu nhién, da trung tam, hai ian mo, kiém
soat ta duge 48 danh gia thufic me tacrelimus khi diu trf bénh nhan bj viém da dj kng mirc
a6 ir vira dén naing,

M6t nghién ctru nhi khoa trén 351 bénh nhi tir 2 @én 15 tudi va 2 nghién clru trén nguedi 16m
(tir 16 dén 79 tudi) gbm 632 bénh nhan, Ty 1& 77% Ia phu nlr va 27% la ngui da den. 58%
bénh nhan & mire do vira va c6 dién lich trung binh co thé (BSA: bedy surface area) bi tan
thurong 13 46%. Trén 80% bénh nhan bi viém da di (rng trén ving mat va/hodc cb. Trong cac
nhgidn ciru ndi trén, bénh nhan Guoc si dung thube mi tacrolimus 0,03% hodc tacrolimus
0,1%, hodc hén hop ta droc cla thude mé, str dung hail 18n méi ngay cho bénh nhén e 10 -
100% dién tich trung binh cor thé bi thuong tdn va Giéu tri trong 12 tuan.

- Trong nghi&n ciru nhi khoa, 1 1& ¢é § nghta (p<0.001) bénh nhi dat duwc sy ¢ai thign dén
it nhat 13 90% disa trén danh gia thng quat clia bac ST vé dap g 1am sang trong nhom diéu
tri v&rl thudc me tacralimus 0,03% so v&i nhém sir dyng hén hop ta duge thuée m&. Nhung
¢4 bang ching day du rang thudc md tacrolimus 0,1% co hiéu qua hon thube me tacrolimus
0,03%.

- Trong <& hai nghign ciru lam sang trén nguéni I6n, ty 1@ ¢6 § nghia (p<0,001) bénh nhan
dal duge st cai thién it nhét 14 90% dira trén danh gid téng quét cla bac s vé dap (rng 1am
sang trong nhém didu tri voi thubc m& tacrolimus 0,03% va nhém st dung thubc m&
tacrolimus 0,1% so voi nhom sir dung hén hop ta duge thude mé. Thube mi tacrolimus 0,1%
¢t higu lue 16n hon thube mé tacrolimus 0,03%. Su khac biét vé hiéu luc gitra thubc me
tacrolimus D,1% va 0,03% d&c bigt rd rang & nhirng bénh nhan ngudi I6n viém da ning,
ngurén I co dién tich bi tdn thuong I va bénh nhan da den.

hE&T‘P I&bldan irng cho méi nhdm bénh nhan didu trj duec trinh bay trong bang dudi day theo
nhom tudi,

Danh gia téng o o
quat cua Bac si
vé d4p trng 1dm Nghién civu trén bénh nhi Nghién ciru trén bénh nhan nguri Ién
sang {2 tudi dén 15 tudl)
(% céi thién) B -
| Ta dwore Tacrolimus Téa 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%) 2110% | 20(10%)
z00% 8(7%) 42 (36%) 14 (T%) 58 (28%) 77 (37%)
270% 18 (16%) 65 (56%) 30 (14%) 97 (46%) | 117 (56%)
z 50% 31 (27%) ] 85 (73%) 42 (20%) 130 (62%) l 152 (73%)
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{Mghin ciru trén hai nhém bénh nhan ngudi lon dugc thiét ké nhr nhau, nén két qua cia 2
nghién cdu nay 43 duoc gop lai).

Ca sur khac biét co ¥ nghTa thong ké vé ty 1& bénh nhan nauwdi Ién o ¢l thién 2 90% ngay
tan thir nhél dieu tri véi thubc mé& tacrolimus 0,1% va & tudn digu tr thir 3 vai thude mor
tacrolimus 0,03%. Sy khac biét c6 y nghla théng ké v& tj 18 bénh nhi c6 cdi thién dén = 90% &
tuan digy tri thir 2 341 véi nhirng bénh nhi didu tri bing thudc m tacrolimus 0,03% '

- O bénh nhan ngudi Ion cai thign = 80% vao cudi dot didu trj, trong d6 35% nhirng bénh
nhan nay dwoc dieu 1 voi thudc mé tacrolimus 0,03% va 41% nhirng bénh nhan dugce diéu
tri v&iéhu&c mé& tacrolimus 0,1%. Tinh trang cai thién bj st gidm sau 2 tuan ké tir khi két thic
dot didu tri

- O bénh nhi dwoc cal thign = 90%, 54% bénh nhi duoc didu tn véi thube md tacrolimus
0,03% 6 tinh trang cai thign bj sut gidm sau 2 tulin k& W khi két thic dot didu trj Do khdng
theo déi fiép bénh nhan dai hon 2 tuln sau khi k&l thuc didu i, nén khéng biét co thém bao
nhiéu bénh nhan co tinh trang sat gidm tink trang cai thién bénh sau théi gian 2 tudn ké Ll khi
két thic dot didu tri _

Ca hai nhém bénh nhan ngudi lgn va bénh nhi dwec didu trj bing thubc m& tacralimus
0,03%, 1y 1& cai thién lén hon so véi nhom diéu tri bAng hdn hop ta duge (p<0,001) dugc xem
xét va danh gia két qua thieo ty 1& dién tich co thé bi tén thueng va cac tridu chirng. ngira, phi
né, rf nudre, trdc vay va lichen hoa,

iy~
D liéu an todn tién lam sang: Ll"t P
Kha nang qay dot bién ¢
Cac xé&t nghiém ca in vitro va in vivo khdng chi ra nguy co gay déc tinh gen cla tacrolimus
Kha ning gay ung thu

Trong mdt nghién ciru 24 thang vé kha ndng gay ung thir da cda thubc md tacrolimus voi
lidu d&n 0,1% khong thAy cé xuat hign cac khbi u & da. Tuy nhién, khi cd sir phoi nhiém hé
thdng & ndng 4 cao hon s& cd nguy cor g8y t8ng ty 18 u bach huyél (lymphoma),

Trong nghién ciu 52 tudn vé kha nang gay ung thu do liép xic voi anh sang. Théi gian
trung binh khéi phét u da gidm di & chutt bach tang khong cb 16ng sau khi didu tri tai chd kéo
dai voi thubc mé tacrolimus = 0,1%, ddng théi phoi nhiém véi bic xa tia tor ngoai (UV) (digu
trj 40 tudn va sau 46 theo dbi tiép 12 twin).

Béc tinh trén Kha ndng sinh sén
Chura tien hanh cac nghién clru vé ddc tinh trén kKhd nang sinh san khi ding tacrolimus bdi

tal ché, Trong cac nghién clu cla tacrolimus dang udng, doc tinh trén thai/phdl tha) duge ghi
nhan trén thd va chudt, nhwng chi & lidu gy Aoc tinh, rd rét trén ddng vat dang mang thai

Cdc ddc tinh dwoe dong hoc:
1

4p th

ng hét nhimg bénh nhan cham thé tang (nguéi Iém va tré em) dugc dibu tr bAng thube m
tacrolimus khi ding lidu don hoac libu 2p lai (0,03 - 0,1%) déu cé ndng do trong mau < 2
ng/ml.

Chi dinh diédu tlg:

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

Nén ding thudc mé tacrolimus cho nhimg bénh nhan khéng dap (ng hodic khéng dung nap
v cac didgu tri théng thudng,

Chéng chi djnh:

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

- Tré em duwdi 2 tudi

Nhirng Iwu y dac biét va canh bao khi sir dung thudc:

Bé&nh nhan bj cham thé tang thudng d& méc cac bénh nhiém tring da. Néu ¢ sy hign dign
clia mét nhidm triing da trén 1am sang. nén can nhic nguy co va lpi fch clia vige sir dung
thudc m& tacrolimus
Mac dii chura thiét fap duge méi quan hé nhan qud, mét sé hiém cac trwdng hop co thé gap
bénh ly ac tinh bao gbm céc bénh Iy Ac tinh cUa da va bach huyét da dugc béo céo & bénh
nhan dung thudc md tacrelimus. Treng thei gian sir dung thube mé tacrelimus, nén han ché
su tiép xdc cha da vél anh sang ty nhién hodc 4nh sang nhan tao. Thudc mé tacrolimus
dugce ding trén da ma khéng Bj hit bai quin 4o
Khéng nén sl dung thubc m¥ tacrolimus cho wing da bi tdn thong vi noi d6 ¢6 khd nang
l4m ting hép thu tacrolimus vao hé théng. Vi du: héi chirmg Netherton, banh vay ca, chimg do
da toan than hoac bénh thai ghép (Graft Versus Host) da. Khéng ding béi & ving miéng: Ba
cd bdo cdo vé sy gia ting ndng @9 thudc trong mau sau khi ding thube mé tacralimus cho
nhing trudng horp néu trén trong nhirng nghign clru hdu mal,

N&u céc diu higu, cic triéu chirng cua cham thé tang khong duoc cdi thign, nén can nhic
cac phac dd didu tri lidp tuc. Chura thidt 14p d& an toan va higu qua cla thudc mé tacrolimus
ding tai chd & ré em dudi 2 wbi.
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Twong tac véi cac thude khic, céc dang twong tac khac:

Thudc m& tacrolimus duoc ding béi tai chd trén da. Viéc s dung dbng théi voi cac ché
phadm khac dung trén da va véi ligu phap didu tri bang tia W ngoai chira duoe nghién oo,
Nén tranh st dung déng théi thube mé tacrolimus véi ligu phap didu tri véi UVA, UVB hodc
két hop voi psoralen (PUVA),

St dung cho phu nii ¢6 thai va cho con bu:

Viée sir dung thube md tacrolimus chua dugc nghign clru trén phy ni¥ ¢ thai Thubc mo
tacrolimus chi nén ding trong théi ky mang thal néu thay lgi Ich cao hen nguy co.

Tacrolimus dwoc bai tiét vac sra me sau khi ding dudng toan than. Nén than trong khi sir
dung thude mé tacrolimus trong thei Ky cho con b,

Tac déng cua thudce khilai xe va vn hanh may mée:
Khong anh hudng

Lidu lwgng va eéch dung:
B0l mot dén hal lan méi ngay tai cae viing da bj tdn thueng, C4 thé dung thube md tacralimus
& bat ki ving nao clia co thé, ké cd mal, cb va nhing viing da &b nép nhan trlr niém mac,
Can diéu trj lign tue cho dén khi c4¢ dAu hidu hoac tridu chirng bénh bién mat, M3i dot didu tr
lién tuc khéng qua 6 tudn, thevi gian ngélcguéng gitra hal dot diéu trj 12 2 ludn. N&u khdng thay
trigu chimg cal thign sau 6 tudn didu tr, cin phai kham lai d& x4c dinh chin doan
Thubc mé tacrolimus 0,03% ding cho ngudi Im va tré em tir 2 ludi tré 16n.
Khéng khuyén c4o ding thude mé tacrolimus cho tré dudi 2 tud, :
Khéng khuyén cao ding thube mé tacrolimus dai han. |Lt"

Sau moi ldn sk dung thude phdi ddy kin ndp tuyp. f.-t /

Téac dung khéng meng muén:

Cac phan tmg phu duéi day (thuat nglr quy két * hodc twong duong) sé dg& xem xet it ké:
‘ Cic roi loan chung va tinh trang tai vj tri | Viém da tai vj trl dung thu

ding thuée: Ban 45 tai vj irl dong thude
Kich (rng tai vi tri ding thube
Phi né tai vj tri ding thube®
Bau tai vi trl ding thude

Dj cam tai vi trl dung thude
Ngira tai vi trl ding thube
Phan (g tai vi tri ding thude
Nong tai v| iri diing thude

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

Nhigém tring da bat k& nguyén nhan cu thé nao |

nhung khdng bi gi¢l han bdl cham bol nhiém
herpes, viém nang léng. herpes simplex [herpes
mdi), nhiém virus Herpes, ban mun nuéc dang thuy
d4u Kaposi *

Bang nghién ciru thém: Tang mirc d& hap thu thubc * (xem phan luu y dac
biét va cdnh bdo khi sir dung thudc)

Rdi loan chuyén hoa va dinh dwéng: Khéng dung nap ethanol.

Réi loan hé théng than kinh: Cam giac rat béng

L Tang cdm gisc

R&I loan td chirc da va dwéi da: Mun trimg c&°
Naira
Rosacea®

Nhirng phan Urng ngoai ¥ dugc ligt ké & trén d3 duoc theo dai trong sudt qua trinh lam thir
nghiém lam sang va sau khi duge sir dung trén thi trudng (*: ghi nhan sau khi si dyng trén
thi trrdng).

Théng bdo cho bac si nhimg téc dung khong mong mudn gip phéi khi s dung thube

Sitr dung qua lidu:
Kéhang 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:
Bdo quan nol khé rao, tranh anh sang, nhigt 46 khong qua 30°C.

Han diang:

36 thang ké tir ngay san xuét.
Khéng ding thubc da qua han st dung ghi trén nhin



