B Thuée ndy chi diing theo don thudg GMP-WHO

IMMULIMUS 0,03%

“Pé xa tam tay tré em”
“Doc ky hwéng dan sie dung trrdére khi dung

Néu can thém théng tin, xin tham khao y kién béc si’
“THUOC POC”

TEN THUOC: IMMULIMUS 0,03%

THANH PHAN CONG THU’C THUOC: MBi 1g thubc m& chira:

- Thanh phan hoat Chat: TACTONMUS: ....eeeeeeeeeeeeeeieeeeeeeeeeeeeeeeeseeeaeeeeeeen, 0,0003g.

-~ Thanh phan ta duoc: Triglycerid chubi trung binh, Sap ong vang, Petrolatum
trang, Butylated hydroxytoluen Dau khoang.

DANG BAO CHE: Thuoc m&

_ M6 ta&: Thubc m& mau vang sang, trong suot, nhéorn va dé dan méng trén da.

CHIB!NH

- Piéu tri ngan han hoac diéu tri cach quéng eczema di ungthe vira hodc thé nang
o, nhwng ngwm bénh khéng c6 nguy co tieém tang vé mien, dich khéng dap rng

v&i cac diéu trj théng thwérng, hoic khi cac phwong phap diéu tri nay khdng thich
ho'p

— —r—— i

~ Thuoc md 0,03% dé dleu tri cho tré em tr 2 — 15 tudi.

CACH DUNG LIEU DUNG:

- Dung thuéc mé O, 03% chotreemtlr 2 - 15 tudi, bdi 2 Ian/ngay Neu c6 thé cd
gang su dung thuoc mo co ham Iuo'ng thap hon hodc gidm tan suat st dung
Can tiép tuc diéu tri cho dén khi hét cac dau hleu hoac trieu chirng bénh. Neu
khong thay trieu chwng cai thlen sau 2 tuan diéu tri (& My cho phép sau 6 tuan
dieu tn) can phai kham lai dé xac dinh chan doan.

- Thuoc m& 0,03%, b0| 2 — 3 lan/tuan c6 hiéu qua ngan chan eczema nang & tré
emdén 12 thang tudi.

- Khéng nén kéo dai théi gian diéu tri tacrolimus tai ché do nguy co gay ung thu.
CHONG CHIBINH:

— Qua mén véi bt cir thanh phan nao cua thudc.

- Phu nir cho con bu, trée em dudi 2 tuou

CANHBAO VA THAN TRONG KHI DUNG THUOC:

_ Bénh nhan bj cham thé tang thwdng dé bj mac cac bénh nhiém trung da. Néu cé
sy hién dlen cua mot nhlem trung da trén 1am sang, nén can nhac nguy co va loi
ich cua viéc sur dung thudc mo' tacrolimus.

- Mac du chwa thiét lap dwoc moi quan hé nhan qua, mot so hiém cac tru’o'ng hop
co thé gap benh ly 4c tinh bao gom céac bénh ly 4c tinh ctia da va bach huyet da
du’qc bao cao ¢ bénh nhan dung thuoc mdo tacrolimus. Trong théi gian st dung
thudc mé tacrolimus, nén han ché sy tiép xtc clia da véi anh sang tw nhién hodc
anh sang nhan tao.

- Khéng nén str dung thuéc mé tacrolimus cho vung da bij ton thwong vi noi dé c6
khanangJamtanghapihu tacrolimus vao hé théng. Vi du: hdi chitng Netherton,
bénh vay ca, chung dé da toan than hodc bénh thai ghep da (Graft Versus Host)
Khong dung bdi ¢ vung mleng D3 c6 bao céo vé sy gia ting nong dd thude
trong mau sau khi dung thudc mé tacrolimus cho nhirng tru@ng hop néutrén.

- Néu khong c6 dau hiéu, cac tneu chung cua cham thé tang khdong duoc cai
thién, nén can nhac cac phac do diéu tri tlep tuc. Chuwa thiét Iap dé an toan va
hiéu qua cua thudcmé tacrollmus dung tai ch6 ¢ o tre em dudi 2 tuou

~ Tranh de thuoc mé tacrollmus tlep xtic véi mat va niém mac. Néu thuoc dinh
vao mat va mem mac, can |au va rira sach voi nwée. Khdng cho udng
tacrolimus dé diéu tri bénh vé da.

SU DYNG THUOC CHO PHY NUF THOTKY MANG THAI VA CHO CONBU:

- Su' dung thuoc & phu nir co thal Tacrollmus co thé dl vao nhau thai va dat
nong do trong nhau thai cao gap 4 1an nong do trong huyet tuo'ng baco bao cao
veé kali huyét cao va suy than & tré so sinh. Can can nhéc khi st dung thudc.

- Str dung thudc & phu ni¥ cho con bu: Tacrolimus c6 thé vao sira me. Chdng
chidinh cho con bu khi str dung tacrolimus.

ANHHUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

- Khéng anh hwdng 1én kha nang lai xe va van hanh may moc.

TUONG TAC TUONG KY CUA THUOC

-~ Cécthube anh huwong d‘en cac enzym tteu thé cla gan.

- Do tacrolimus chu yeu dwoc chuyén hoéa bang |soenzym CYP3A4 cua
cytochrom P450, nén sw dung dong thoi tacrolimus véi cac thuoc neu trén doi h0|
phai giam sat nong dd cua tacrolimus trong mau toan phan nham diéu chinh liéu
dung tacrolimus cho phu hop. Cac thudc sau day da dwoc bao cao cé thé lam
tang hodc giam n6ng do tacrolimus trong mau:

~ Cacthubc cé thé lam tang néng dd tacrolimus trong mau:

- Nhom hydroxyd-magnesi hydroxyd; bromocriptin; cloramphenicol; cimetidin;
cisaprid; clarithromycin; lotrimazol; itraconazol; ketoconazol; lanzaprazol;
methylprednisolon; metoclopramid; nefazodon; nlcardupm nlfed|p|n
omeprazol; troleandomycin; verapamil; voriconazol; cac chat &rc ché enzym
protease cua HIV. ‘

—~ Cé4c thubc c6 thé lam giam nbng dé tacrolimus trong mau:

= Carbamazepin caspofungin; phenobarbital; phenytoin; rifabutin; rifampin;
sirolimus; cay nir lang (c6 St. John's: Hypericum perforatum).

- Can sir dung tacrolimus mot cach than trong trén nhirng ngwdi c6 dung cac
thudc khang retrovirus cé thé chuyén hoéa bdi enzym CYP3A (vi du: nelfinavir,
ntonawr)

~ Céc thube du’ac chuyén héa bO’I cac enzym tiéu thé cta gan: St dung dong thoi
tacrolumus VO phenytom co thé Iam tAng nong dd phenytom trong huyet tu’dng

- Céc thubce tre ché mién dich: Rat than trong khi st dung liéu phap trc ché mién
dich két hop. Khuyen cdo khéng dwoc két hop str dung tacrolimus va sirolimus.

- Céc thubc dbc véi thgn (nhw khang sinh amunoglycos:d amphoterlcm B,
cisplastin, ganmclowr cyclosponn) Do kha ndng cdng lwc 1am suy yéu chirc
nang than can than trong Khi phOl hop.

- Céc thubc loi tiéu gitr kali: Cé thé lam tang kali huyét nghiém trong, vi vay can
phaitranh phon hop.

_ Céc véc xin: CAn Iu ¥ dén kha n3ng hé théng midn dich clia co thd ngudi bénh



str dung tacrolimus guam dap u’ng voitiem chung vac xin. Khuyen c4o can tranh
tiém chung vac xin sdng nhw vac xin s&i, quai bi, rubella, vac xin polio udng,
BCG, sot vang, thwo'ng hanTY 21a.

- Ibuprofen khi ph0| ho'p e/ tacrollmus da gay suythan ¢ 2 ngu’o'l ghép gan.

- Metronidazol c6 thé tan gap 2 lan nong do trong mau clia cyclosporin va
tacrolimus nén lam tang nong gcreatlmn huyét trong ca 2 trwdng hop.

TAC DUNG KHONG MONG MUON CUATHUOC:

- Kich trng tai cho, ngtra, cam giac rat bong.

- Trirng ¢4, hay bi Herpes simplex va Zona, viém nang Iong.

~ Viém hach bach mach.

- Nhtrc dau, birng do mat, can tranh ra nang nhiéu.

QUA LIEU VACACH XU TRI
- Khdng ¢ bao cao vé cac phan (rng phu lién quan dén viéc stir dung thubc mé&

tacrolimus qua liéu.
PAC TINHDUOQC LU’C HOC:
— Nhém dugre ly: Thudc tre ché mién dich

- MAATC:D11AHO1

- Tacrolimus la mdt macrolid gmacrolactam) chlet xuat tor Streptomyces
tsukubaensis, c6 tac dung wrc che manh mien dich glong nhw cyclosponn vé mét
dwoc ly nhwng khong lien quan dén cau truc; thudc cung co hoat tinh khang
khuan nhiwng rat han che Co ché chinh xac tac dung rc ché mién dich cla
tacrolimus chwa dworc biét ro.

~ Tacrolimus c6 tac dung wc che té bao lympho T thong qua (rc ché sy san sin
|nterleuk|n-2 Tacrolimus ¢ ché mlen dich manh gap 100 lan so Vo cyclosponn
cuing liéu lvgng. Da chung mlnh rang tacrolimus rc ché s hoat héa cac té bao
lympho T bang cach gan két véi mot proteln no! bao la FKBP-12. Phuc hqp
tacrchmus FKBP-12, ion calci, calmodulin va calcineurin dwoc tao thanh va trc
ché hoat tinh phosphatase cua calcmeunn va do do co kha nang ngan chan sy
khtr phosphoryl hdéa va chuyen doan yéu to nhanté baoclatébao T (NF-AT)
dwoc hoat hoda, mot thanh phan cta nhan té bao théng qua sw kh&i dong qua
trinh phién ma dé tao thanh cac lymphokin (vi du interleukin-2, gama interferon).
Tacrolimus ciing trc ché qua trinh phlen ma cac gen co ky hiéu IL-3, IL-4, IL-5,
GM-CSF va TNF-a, tat ca cac gen nay déu tham gua vao qua trinh hoathéa ¢ g|a|
doan ban dau cac té bao T. Thém nira, ngwo’l ta cung da chirng minh rang
tacrolimus c6 kha ndng trc ché su giai phong cac chat trung glan da duorc tao
thanh trwéc twr cac dwo'ng bao cuia da, cac bach cau ai klem va lam giam biéu
hién clia cac thu thé cé ai lwc cao doi voi IgE trén cac té bao Langerhans Tuy
tacrolimus khong ga)/ déc cho gen \ va khong tuo'ng tac tryre tiép véi DNA, thuoc .
co thé gay ton hal dén giam sat mién dich tai chd. Tacrolimus dwoc st dung dé
phong ngtra thai td chirc ghép trong ghép than, tim, gan khac gen cung loai. Can
str dung phoi hop véi cortlcostermd

— Tacrolimus ciing dworc s dung dé diéu trj bénh Crohn c6 16 do va diéu tri eczema
di tn

DAC TigNH DUQ'C DPONG HOC:

Hap thu:

- Nong dé trong huyet twong dao dong tr mirc khéng phat hién dén dwéi 20
nanogam/ml (& nguoi Icn da so du'én 5 nanogam/ml) Nhuwng ¢ tre nho boi tal
ché thuéc m& 0,1% mot1an duy nhat dé diéu tri eczema man tinh, ndng do thubc
trong huyet thanh tang cao (24 nanogam/mil). Sinh kha dung dw@i 0,5%.

Chuyén héa:

- Tacrolimus chuyen héa rat manh & gan va dwdng tiéu héa qua hé thong enzyme
oxndase truoc het ia he thong cytochrom P-450 (CYP3A4) tao thanh 8 chat
chuyen hoa (chat chuyén hoa chi yéu 1a 31-demethyl tacrolimus, c6 tac dung
giong tacrolimus in vitro)

Thai trer:

-~ Dwé'l 1% liéu dung dwgc thai trlr nguyén ven qua nwéec tiéu. Puwdng thai trir chi
véu la vao mat duéi dang hydroxyl héa. N&ra doi thai trir tir 21 — 61 gid trén
ngwdi tinh nquyén khoe manh.

QUY CACHDONG GOI:

- HOp 1 tuyp x 10g. HOp 1 tuyp X 12g. HOp 1 tuyp x 15g. HOp 1 tuyp x 20g. HOp 1
tuyp x 25g. H6p 1 tuyp x 30g.

BAO QUAN:

- Noi kho thoang, nhiét d¢ dwéi 30°C, tranh anh sang.

HAN DUNG:

- 36 thang keé tir ngay san xuat.
TIEU CHUAN: TCCS
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