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Rx Thuéc bdn theo don

ROCIMUS

Thudc ma Tacrolimus 0,1% w/w va 0,03% w/w

Thanh phén:
ROCIMUS 0,1% w/w chita:
P T T ST - 0,1% wiw
ROCIMUS 0,03% w/w chita:
gy T SR Rt 0,03% wiw
Td dugc: Propylene carbonate, paraffin rdn, paraffine 16ng, sdp ong tring, paraffin mém mau tring.
Mo ta:

Thu6éc md mau tring min, khdng c6 san.
Rocimus 0,03% va 0,1% chita Tacrolimus c6 tdc dung c ch€ mi€n dich. Tacrolimus thu§c nhém macrolide
lactone, dudc phén 14p tir Streptomyces tsukubaensis. Sdn phdm chi 4€ diing ngoai da.

Dugc lyc hoc

Co ch€ tdc dung clia Tacrolimus trén bénh chim thé tang chua dugc bi€t. Tuy nhién, Tacrolimus da dudc
chitng minh 13 ¢6 tdc dung @c ché& hoat ho4 t&€ bao lympho T biing cdch gdn két v6i protein ndi bao, FKBP
— 12. Sau d6, tao thanh phic hgp Tacrolimus-FKBP-12, calcium, calmodulin, va calcineurin va ¢ ch& hoat
tinh khit phospho cia calcineurin. T4c ddng ndy ngin dephosphoryl hod va ngin chuyén vi y€u t& nhin
clia c4c t€ bdo T hoat hod (NF-AT), mdt thinh phin trong nhén t€ bao c6 tdc dung khdi xuéng viéc sao ma
gen tdng hgp lymphokines (nhu interleukin 2, gamma interferon). Tacrolimus ciing &c ché€ sao md gen tong
hop IL-3, IL-4, IL-5, GM-CSF, va TNF-(Alpha), tit cd nhitng y&€u t6 ndy déu tham gia vao qué trinh hoat
hod t€ bao T giai doan ddu. Ngoai ra, Tacrolimus cdn cé tdc dung c ch€ sy phéng thich nhifng chit trung
gian giy viém tir dudng bao da (skin mast cells) va bach cdu 4i kiém (basophil).

Cac dic tinh dugc déng hoc ,

Nghién cfu trén ngudi cho thdy Tacrolimus khéng d& hdp thu khi bdi trén da khoé manh (khéng bi ton
thuong). Tuy nhién, khi bdi trén da bi phdng hay bi tén thudng thudc dugc hip thu véi lugng vira di dé c6
tdc dung tai chd. Tacrolimus dugc chuyén héa & gan qua hé cytochrom P4503A4 va thdi tri hoan toan qua
mat.

Dit liéu 14m sang cho thdy ndng 49 Tacrolimus trong tuin hoan sau khi ding ngoai da 1a thdp va khi do
dugc chi thdy thodng qua. :

Tacrolimus khéng tich liy & cdc mé trong co thé khi diéu tri ngoai da trong thJi gian dai.

Khi ding Tacrolimus todn thin, mit dugc xem 12 dudng dio thdi chinh v4i 4§ thanh thdi toan phén 12
2,251/gid va thdi gian bén thii khodng 40 gid. Tacrolimus dugc chuyé&n hod & gan qua CYP450 3A4. Hién
nay, di c6 8 chit chuyén héa in vitro dudc x4c dinh, trong d6 ch&t chuyén héa 13-O-demethylated c6 bi€u
hién in vitro vugt trdi. Tuy nhién, tdc dung dugc 1y thip, chi khodng 6,4% so v8i Tacrolimus. K&t qué
nghién cifu invitro trén da ngudi cho thiy, khéng c6 biing chiftng vé sy chuyén ho4 ciia Tacrolimus tai da.
Nghién citu chinh thitc vé sy tuong tdc clia thudc bdi ngoai da véi thuSc md Tacrolimus chua dugc ti€n
hanh. ThuSc khéng chuyé&n héa & da do viy khéng c6 khi niing tuong tdc chuyén héa duéi da 4nh hudng
t8i tdc dung cia thudc.

Chi dinh diéu trij:

Rocimus dugc chi dinh cho diéu tri bénh cham thé tang (Viém da cd dia). Ngodi ra, Rocimus con dugc chi
dinh diéu tri nhitng bénh ngoai da c6 lién quan d€n y&u t§ mién dich, bao gdm: chim ban tay, viém da ti€p
xiic, viém da mi mit, lichen phdng in mdn (erosive lichen planus), ban dé do min cdm vdi steroid, viém
da mi hoai thu (pyoderma gangrenosum), dao thdi cd quan ghép.

Chéng chi dinh
Min cdm vdi thudc thudc nhém macrolide, vdi tacrolimus hodc véi bat ki thanh phdn nio cia thudc.

Nhitng Iuu ¥ diic biét va canh bdo khi sit dyng thudc

Chua c6 ddnh gid vé viéc sif dung thuSc m3 Tacrolimus & tré em dudi 2 tudi.

Viéc phoi bay da du6i 4nh sdng mit trdi nén han ch€ t6i da va viéc sit dung d4nh sdng cyc tim (UV) tif nha
tfm ning, viéc diéu tri bing UVB hay UVA k&t hgp véi psoralens (PUVA) nén trdnh trong thdi gian diéu
tri bling thu6c ma Tacrolimus. B4c s nén khuyé&n bénh nhin ding cdc bién phép trdnh ning thich hgp, nhu
han ch€ t8i da thdi gian ti€p xic vdi 4nh ning, ding c4c sdn phim chéng ning va che phii da véi trang
phuc thich hgp. Khong ding kem dudng 4m & ciing vi tri trong vong 2 gid ddu sau khi bdi thubc md
Tacrolimus. Viéc ding ddng thdi v8i cdc ch€ phdm ngoai da khdc chua dugc ddnh gid. Khéng c6 kinh
nghiém vé viéc ding ddng thdi véi cic steroid todn thin hay cic thudc tc ch€ mién dich khéc.

Tinh an toan va hiéu qui ctia thudc m3 Tacrolimus trén bénh chim thé tang c6 nhi€ém tring l1dm sang chua -
dudc d4dnh gid. Do d6, trudc khi bit ddu diéu tri v8i thudc m3d Tacrolimus, cdc nhi€ém tring 1dm sang tai vi
tri t8n thuong nén dugc diéu tri khdi. Bénh nhin bi cham thé trang d& phit sinh cdc nhiém tring da ndng.
Piéu tri vdi tacrolimus c6 thé 1am ting nguy cd nhiém khudn virus herpes. Khi bi cdc nhi€m tring nay, nén
c6 sy ddnh gid giita nguy cd va 1gi ich cida viéc ding tacrolimus.

Sau 4 nim diéu tri, hiéu qua &c ch€ mién dich tai chd (c6 thé din d€n nhi€m tring hodc u 4c tinh § da)
chua dugc biét dén.

Cén thén trong khi ding, trdnh d€ thufc ti€p xic v6i mdt va niém mac. N€u khong may bdi vao nhitng
viing ndy, nén lau sach thu6c hoin toan ho#c n¥a sach véi nuéc.

Viéc ésﬁ’ dung thu§c md tacrolimus trén phin da bi bit kin chua dugc nghién citu. Viéc bing kin khéng dugc
khuyén cédo. : :

Tlédng tw nhy céc loai thudc bdi ngoai da khic, bénh nhin nén nia tay sau khi bdi thudc néu tay khéng cdn
diéu tri. ,

Tacrolimus chuyén héa chii y€u § gan va mic di ndng 46 thudc trong méu 12 thip khi bbi ngoii da, thudc
md Tacrolimus vin nén dugc diing thin trong cho bénh nhin suy gan. P an todn ciia thuéc md tacrolimus
chua duge xdc dinh d bénh nhin bi ching ban dd toan thén.
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Tuong tdc véi cdc thube khdc, cdc dang tuong tdc khdc

Chua c6 nghién cttu chinh thic vé su tuong tdc clia cdc thudc bdi ngodi da vdi thuc md tacrolimus. Thudc
kllilbng %[luyén héa & da do viy khong c6 kha ning tuong tdc chuyén héa dudi da dnh hudng tdi téc dung
cua thube.

Khé niing tuong tic gilta viéc tiém chiing va bdi thudc md tacrolimus chua dugc nghién cttu. Do nguy cd
tiém tang ciia sy thdt bai khi tiém chlng, viéc tiém chiing nén dugc thyc hién true khi bt ddu diéu tri hay
trong thdi gian ngung diéu tri v6i mot khodng cdch 14 ngay giita 1dn bdi tacrolimus cudi va ngdy tiém
ching. Trong trudng hgp tiém chiing bing vaccine sdng gidm ddc Irc, khodng cdch thdi gian ndy nén kéo
dai 1én 28 ngdy hodc nén xem xét viéc dung vaccine thay thé.

S& dyng cho phy nit cé thai va cho con bi:

Viéc ding Tacrolimus trén phu nif c6 thai chua dugc nghién cttu ddy did va c6 ki€m soét. Tacrolimus qua
dugc hang rao nhau thai va c6 thé bai ti€t vao sita me. Mic di c4c 8 liéu 14m sang cho thdy viéc phai
nhiém toan thin do ding thuéc md tacrolimus 13 thip, chi ding thuSc m3 Tacrolimus cho phu nif c6 thai
va cho con bi khi Igi ich mang lai cho me thét sy cao hon nguy co ¢6 thé xay ra cho thai nhi va nhii nhi.

Ngudi gia:
Nghién citu 1dm sang giai doan III § 25 b&énh nhén trén 65 tudi cho thdy, tdc dung phu gip phdi khi diing
thuSc md tacrolimus & nhitng bénh nhén niy twong ty & ngudi trudng thanh.

Téc dung khéng mong mudn ciia thufc

Téc dung kh6ng mong muén nghi ngd c6 lién quan d€n diéu tri dugc liét ké dudi diy theo hé théng co
quan. Tén suit dugc x4c dinh theo mic d6 rd't thudng gip (> 1/10), thudng gip (>1/100, < 1/10) va hi€m
gép (> 1/1000, < 1/100).

Céc rfi loan chung vi tinh trang tai vi trf ding thudc:

R4t thudng giip: néng va ngla tai vi trf ding thubc.

Thudng gip: Néng, ban dd, dau, kich tng, di cdm, ph4t ban tai vi trf ding thudc.

Nhi€m tring va k¥ sinh triing:

Thudng gip: nhiém virus herpes (viém da do herpes simplex [cham bdi nhi®m herpes], loét lanh [herpes
mdi], ban mun nudc dang thily ddu Kaposi).

Céc r8i loan & da vd m6 du6i da:

Thudng gip: viém nang 16ng, ngita.

Hi€m gip: myn tring c4.

Thudng gip: Di cdm, r8i loan cdm gidc (ting cdm gidc, cAm gidc néng rat).

Céc réi loan vé chuyén héa va %ml_n dudng:

Thudng gip: Khdng dung nap cOn (46 mit hodc kich ¢ng da sau khi ding 46 uéng c6 cbn).
Théng bdo cho bdc si cdc tdc dung khéng mong mudn gdp phdi khi si dung thudc

Sit dyng qu4 lidu:

R4t khé xdy ra qué li€u khi ding thufc ngoai da.

N&u nudt phdi, c6 thé sit dung cdc bién phép diéu tri hd trg. C4c bién phép ndy bao gdm cd kiém tra céc
d&u hiéu sinh t6n va quan sét tinh trang 14m sing.

Liéu lutgng va cdch ding

Ngudi lén: Thudc m3 Tacrolimus 0,03% va 0,1%

B6i m{t 16p mdng thubc md tacrolimus 0,03% hodc 0,1% 1&én viing da bij t6n thuong hai 14n/ ngdy va xoa
bép nhe. Viéc di€u trj nén dugce ti€p tuc thém 1 tudin sau khi h&t dfu hiéu va triéu chitng cia bénh cham
thé tang.

Thudc m3 Tacrolimus c6 thé dung trén bit cit phdn ndo cla co thé, k€ cd & mit, c8 va c4c ving n€p gdp,
ngoai trif trén ni€ém mac.

P9 an toan khi sit dyng thuéc md tacrolimus trén phin da bi bit kin chua dugc ddnh gi4, tuy nhién céch
ding ndy c6 thé 1am ting mitc 46 phoi nhi€m todn thin. Khéng nén bodi thudc m3 Tacrolimus trén phin da
bi bit kin.

Tré em: Dung Tacrolimus 0,03%

Bdi mt 16p mdng thuSc ma tacrolimus 0,03% trén viing da bj tén thuong hai 1dn mdt ngdy va xoa bép nhe.
Viéc diéu tri nén dugc ti€p tuc thém mot tudn sau khi hét ddu hiéu va triéu ching bénh. P an toan khi sit
dung thudc m3 tacrolimus trén phén da bi bit kin chua dugc ddnh gi4, tuy nhién cdch ding ndy c6 thé 1am
ting mic 6 phoi nhiém todn thin. Khéng nén bdi thudc md Tacrolimus trén phin da bj bit kin.

Bao quan: Dudi 25°C & ndi khé maét, tranh 4nh sdng va &m.
Han diung: 2 nim k€ ti¥ ngay sdn xuét.
Quy céch dong goi: Tuyp S5g,10g

Luuy:

Poc ki hudng din sit dung trude khi ding

Né&u cin thém théng tin, xin vui 1dng hdi ¥ ki€n béc si
Thudc nay chi ding theo don cia Béc si

Khong ding thufc qué han sit dung

Trdnh xa tim tay tré em

San xuit cho:
MEGA LIFESCIENCES (AUSTRALIA) PTY. LTD.
Pia chi: (ACN 076 713 392) Victoria 3175, Australia

Séan xuét boi:
THE MADRAS PHARMACEUTICALS.
bia chi: No.137-B, Old Mahabalipuram Road, Karapakkam, Chennai-600 096, India.




