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THANH PHAN: Mai vién nang cling chura:

Acitretin: 25mg DE XA TAM TAY TRE EM

Ta duoc vd 1 vién. DOC KY HPONG DAN S’ DUNG
CHI DINH, LIEU DUNG - CACH DUNG, TRUGC KHI DUNG
CHONG CHi BINH VA CAC THONG TIN
KHAC: ) ) S616 SX:

Xin doc trong t& hudng dan st dung thuoc. NSX:dd/mm/yyyy  HD:dd/mmlyyyy
BAO QUAN:

Noi khoé mat, tranh anh sang, nhiét 46 dwoi

o

Céng ty C6 Phan Dwoc Pham ME DI SUN

. S6 521, KP. An Loi, P. Hoa Loi, TX. Bén Cat,
TIEU CHUAN: TCCS IT]EDIQ T. Binh Duong i '
SBK: DT: (0650) 3589 036 - FAX: (0650) 3589 297

MeDISUN

Hop 03 vi x 10 vién nang clrng

COMPOSITION: Each capsul contains:
X 1L 25 mg
INDICATION, DOSAGE-USAGE,

KEEP OUT THE REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTION

CONTRAINDICATED, SIDE-EFFECTS AND BEFORE USE
OTHER INFORMATIONS:
Please read the leaflet in the box.
STORAGE:
Dry place, protected from light, temperature Phar tical Joint Stock Cx
below 30°C. mE[]IgUn gu.sgt?n Loi gelgrll)bomoo:. HoaLoiWards,
3:;3(EIFICATIONS' Menufdatirer TEL: (legg)n 3589 036 - FAX: (0650) 3589 297
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MebISun

TO THONG TIN CHO CAN BO Y TE Rx thudc bdn theo don

FELLAINI

Thanh phin: M&i vién nang cling chira:

ABTIBEIEY +vvoento0s s sibiionsmnmmsisiminnd 535 55 85555553 55 5§ 5555 550 5 POOREREEANESSE 5 §4 11§ 4EPERSNREHAIY 25 mg

T4 duoc: Tinh bot mi, PVP K30, Magnesi stearat, vd 1 vién nang cting s 3 mau tring nau.

Dang bao ché: Vién nang cling

Quy cach dong g6i: Hop 03 vi x 10 vién

Duwoc lue hoc:

Acitretin 12 mot retinoid va 1a mot chat chuyén hoa cua etretinat. Co ché tac dung chinh xac cua
thudc chua duoc biét.

Déi voi bénh vay nén, cac nghién clru goi y rang acitretin anh huong t6i dap ing mién dich, ting
sinh té bao biéu bi va qué trinh tong hop glycoprotein cta da. Dic biét, acitretin giup binh thuong
héa qua trinh dic biét hoa té bao, lam mong 16p simg & biéu bi do lam giam tdc d6 tang sinh cua té
bao sung.

Duwgc dong hoc

Hép thu:

Sau khi udng, ndng do thudc tdi da trong mau dat dugc sau sau 1 — 5 gid. Sinh kha dung dat tir 60 —
70%, nhung thay dbi nhidu giita cic c4 nhan (36-95%), sinh kha dung ciia acitretin tang khi udng
ciing bira an (72%). Sauk hi ubng hang ngay trong 2 thang véi liéu 50 mg/ngay, trang thai on dinh
dat duoc trong vong 7 ngay dbi véi acitretin va 10 ngay ddi véi chét chuyén héa truc tiép, isome 13-
cis-acitretin.

Phan bé:

Acitretin rit ua m& va d& dang vao cac mé. Acitretin gén vao protein huyét twong trén 99%, chi yéu
vao albumin, mot ti 18 thap 1a lipoprotein. Acitretin qua nhau thai va vao sita me.
Chuyén hoa:

Thubc chuyén hoéa thanh cac chédt ¢é hoat tinh 14 13-cis-acitretin va mot it 14 etretinat, tuy nhién
etretinat chi dugc phét hién thdy trong huyét thanh ctia mdt sé ngudi bénh dung acitretii ubng
rugu s& 1am tang ti 1& chuyén héa acitretin thanh etretinat, ké ca sau khi ngudi bénh da ngirng thude.
Thai trur:

Thoi gian ban thai cua acitretin khoang 49 gio, cua 13-cis-acitretin la 63 gio, etretinat c6 thoi gian
ban thai 120 ngay, luc d6 c¢6 thé du trit trong cac té bao m& trong nhiéu thang va ca trong vai nam.
Ca acitretin va chat chuyén héa 13-cis-acitretin thai trir qua mat va nudc tiéu dudi dang lién hop.
Chi dinh

- Bénh vay nén ning trén dién rong, khong d& sau khi da dung céc liéu phap diéu tri khac.

- Bénh vay nén mun mu gan ban chan ban tay.

- Céc bénh ngoai da c6 r6i loan diéu hoa chét simg nhu bénh vay c4 bim sinh.

- Bénh Darier (chirng di strng nang 16ng).

Chdéng chi dinh

- Qua mAn vdi acitretin hodc céc dan chét retinoid khéc.

- Suy gan hodc suy than néng.




- Tang lipid huyét.

- Phu nir mang thai hoéc cho con bu.

- Phu nit trong d6 tudi sinh dé ma khong str dung bién phap tranh thai hiéu qua.

- Ubng ruou trong thoi gian dung thudc va 2 thang sau khi da nging thudc: Didu nay ap dung cho
nguoi bénh nit trong do tudi sinh dé vi nguy co gdy di tat dbi voi thai nhi.

- Khéng phdi hop véi tetracycline va methotrexat.

Liéu ding va cach dung:

Céch dung: Thubc dugc ubng vao bira dn hoic udng cing véi sira.

Liéu ding:

Ngudi lon:

- Bénh vay nén nang: Lidu khoi dau thong thudng 1 vién x 1 1an/ngay (c6 thé cho phép tdi 2
vién/lan/ngay), dung trong 2 — 4 tuan. Lidu hang ngay sau d6 dugc didu chinh tiy vao dap
ing 1am sang clia ngudi bénh va tac dung khong mong mudn gip phai. Két qua tdi uwu
thuong dat dugc véi liéu 1 —2 vién/ngay, ding thém 6 — 8 tudn. Mot vai ngudi bénh cin phai
tang t6i toi da 3 vién/ngay.

- Bénh Darier va bénh vay ca: Udng 1 — 2 vién/ngay (khong vuot qua 2 vién/ngay). Dot diéu
tri kéo dai trén 3 thang.

Vi bét ctr chi dinh nao, khong dung thudc kéo dai hon 6 thang.
Trudng hop tai phat, diéu tri nhu ban dau.
Tré em:

- Khong str dung acitretin cho tré em. Tuy nhién, trong truong hop thét can thiét c6 thé dung
acitretin nhung phai c6 su theo ddi chit ché cua thay thudc.

- Tir 12 tudi — 18 tudi: Lidu khoi dau 1 vién/lan/ngay, trong 2 — 4 tuan, sau d6 diéu chinh lidu
tly theo sy ddp Gng cta ngudi bénh, lidu tiép theo thuong l1a 1 — 2 vién/ngay, tdi da 3
vién/ngay trong thoi gian ngan khi diéu tri bénh vay nén hoic bénh vay ca.

- Tré dudi 12 tudi theo su chi dan cta thay thudc.

Ngudi cao tudi: Liéu thong thuong ciia ngudi 16n.
Hoic theo chi dan cua thay thude.
Twong tic thude

- Db udng chira cdn (ethanol): Lam ting ti 1& chuyén hoa acitretin thanh atretin
c6 hoat tinh, tich Iiiy kéo dai trong co thé, [am ting nguy co sinh quéi thai & phu n#&’str dung
acitretin. |

- Cyclosporin: Etretinat lam giam chuyén hoa cyclosporine va cac chét chuyén hoa cua thube
nay qua hé théng cytochrom Pysp, acitretin c6 thé ¢é tac dung tuong tu vi vay 6 thé can

giam liéu cyclosporine.

- Glyburid: Acitretin c6 thé 1am tang thai trir glucose, c6 thé can diéu chinh liéu cua glyburid.

- Céc thube gay doc véi gan, dic biét 1a methotrexat: Lam ting doc tinh voi gan, khong dung
dong thoi.

- Hydantoin: Acitretin ¢6 thé ddy hydantoin ra khoi lién két protein huyét twong lam ting ty 18
thude & dang tu do, cin hiéu chinh liéu hydantoin.

- Thudc tranh thai dudng udng chira progestin don doc: Acitretin lam giam hiéu qua tranh thai.
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o MEDICUN
Céc chat dan retinoid khéac dung dudng toan than (etretinat, isotretionin, tretionin) hodc
ngoai da (adapalen, tretionin), vitamin A: gdy céc triéu ching qua liéu vitamin A.

Tetracyclin ding duong udng: Tang ap luc ndi so. Chdng chi dinh ding dong thoi.

Théan trong: 7 7
Acitretin gay quai thai manh. Véi phu nit trong do tudi sinh dé, viéc ké don acitretin chi c¢6 the dét ra
néu ngudi bénh c6 du nhing diéu kién sau day:

Mic bénh ning va nhat thiét phai dung acitretin.

C6 kha nang nhan thirc duge tAm quan trong clia nguy co gdy quai thai cta thudc va tuan thu
céc than trong trong st dung thude.

C6 két qua thai 4m tinh trong vong 1 tuan trudc khi bat dau diéu tri, bit dau diéu trj vao ngay
thir 2 hodc thr 3 ctia chu ky kinh nguyét tiép theo. Hang thang phai 1am lai xét nghiém thir
thai.

Str dung phuong phép tranh thai hiéu qua lién tuc it nhét 1 thang truéc khi bt dau, trong khi
diéu tri va sudt 3 nam sau khi nglmg diéu tri bing acitretin.

Khéng ubng ruou trong sudt thoi gian ding thude va 2 thang sau khi da ngimg thude.

Triéu chimg ctia bénh vay nén doi khi c6 thé ning hon ltic bat dau diéu tri. C6 thé phai sau 2
— 3 thang diing thuc méi c6 higu qua tdi da.

Cén cén nhéc loi ich/ nguy co khi sir dung acitretin cho nguoi bénh di thao duong, nguoi
bénh c6 tién str viém tuy, nguoi bénh suy than hoic suy gan ning.

Ngudi bénh khong duge hién méau trong khi diéu tri va 3 nam sau khi ngimg diéu tri bing
acitretin, nhat 1 cho phu nir mang thai va phu nit trong d¢ tudi sinh dé vi nguy co quai thai.
Cén theo d&i chirc ning gan trudc khi bit déu diéu tri, 2-4 tuan 1 lan trong 2 thang dau, sau
d6 3 thang 1 1an. Néu két qua cao hon 2 14n gid tri binh thudng, can kiém tra lai transaminase
sau 8 ngay. Néu két qua xét nghiém chirc ning gan van khong tré vé binh thudng, cin ngimg
acitretin. Can tim nguyén nhén va theo ddi chirc ning gan trong 3 thang.

Cén theo d&i déu din cholesterol toan phan va triglyceride khi diéu tri thoi gian dai va ngudi
¢6 nguy co cao (nghién rugu, béo phi, ddi thao dudng, rdi loan chuyén héa m&). Véi ngudi
dang diéu bang acitretin, cir mdi 1 — 2 tuln trong 2 thang dau, sau dé ctr mdi 3 thang 1 lan
theo d&i ndng do lipid huyét twong. Néu cac chi s6 nay ting, can diéu chinh ché do an, ding
thudc ha lipid huyét va giam lidu acitretin.
Thudc anh huéng kha ning dung nap glucose (dung nap tdt hodc x4u gl
ky kiém tra glucose huyét ctia ngudi bénh, nhit 1a & ngudi dai thao due
sulfamid ha glucose huyét.

Néu diéu trj kéo dai véi acitretin, can theo dai dinh ky rdi loan ¢6 héa xuong,

Thudc c6 thé gay déng sém dau xuong, do vdy véi tré em khong khuyén cdo dung acitretin,
chi diing cho tré em khi céc thudc khéc khong hiéu qua va phai dinh ky kiém tra X quang
xwong, bao gdbm ca dau gdi.

Tranh ra ning nhiéu va tranh stir dung dén chiéu manh trong khi ding acitretin vi céc din
chat retinoid lam ting tac dung cta tia tir ngoai.

Tranh dung dong thoi vé6i cac khang sinh nhém cyclin, 1idu cao vitamin A (trén 4000-5000
don vi mdi ngay) va céc tiéu siing.

can dinh
g dang dung
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o ~ MEDISUN
- Acitretin chi dugc dung nhu mot bién phap di€u tri cuoi cung, khi cac thudc khéac khong co
tac dung.

Phu nir ¢6 thai va cho con bu:
Thoi ki mang thai:
Acitretin gdy quai thai & ngudi, do vy 1a mot thudc chdng chi dinh tuyét dbi cho phu nit mang thai.
Can dam bao chéc chin ngudi bénh khong mang thai trude khi bat diu diéu tri bing acitretin (lam
xét nghiém c6 thai trong vong 1 tuan trudc khi dung thude va dinh ky hang thang trong qua trinh
diéu tri. Nguoi bénh bat ddu diéu trj vao ngay thir 2 hoic 3 ctia chu ky kinh nguyét). Nhiing phu nit
diéu tri bing acitretin (ké ca nhitng ngudi c6 tién sir vo sinh) can tranh mang thai it nhit 1 thang
trude khi diéu tri, trong khi diéu tri va 3 nam sau khi ngimg thuée.
Thoi ki cho con bi:
Vi thudc vao duoc sita me, acitretin khong duoc khuyén ding & phu nit cho con ba. Khéng cho tré
bl me it nht trong thoi gian 3 nam sau khi di ngirng thudc vi acitretin c6 thé gay tac dung bét loi &
tré bu me.
Téc dong l1én kha ning lai xe va van hanh may méc:
Thudc 1am giam kha ning 14i xe va van hanh may méc do c6 thé giy chong mit, giam kha nang
nhin nhét 13 vé chiéu téi.
Qua liéu va xir tri :
Triéu ching: Giéng nhu ngd doc vitamin A: ngd ga, ting &p luc ndi so (dau dau nang kéo dai, budn
non, ndn), kich thich, ngtra.
Xir tri: Str dung céc bién phép thong thuong dé loai bé phan thude con chua dugc hip thu & dng tidu
héa trong vong 2 gid sau khi ngudi bénh udng thude trong trudng hop qué lidu cp. Ngimg thude &
nhitng ngudi bénh dang diing thude véi lidu didu tri nhung c6 triéu chimg qué liéu. Theo di ting ap
luc so néo.
Tac dung khong mong mudn
Trong c4c nghién ctru 1am sang vdi acitretin, ti 1é ngudi bénh gip cac tac dung bat loi 14 98%.
Rét hay gap, ADR > 1/100
Than kinh trung vong: ting cam giac.
Da: Viém mdi, rung toc, bong tréc da, kho da, ri loan mong, ngtra, ban dd, teo da, da dinh nhop
viém quanh méng.
Noi tiét va chuyén héa: Ting cholesterol huyét, tang triglyceride huyét, giam HDL,\&" osphor,
tang kali huyét, tang natri huyét, ting/giam magnesi huyét, ting glucose huyét thanh, giam glucose
huyét thanh.
Tiéu héa: Kho miéng
Huyét hoc: Tang hdng cau ludi, giam hematocrit, giam hemoglobin, ting/giam bach cu, tdng
haptoglobin, ting bach cau trung tinh.
Gan: Téang céc xét nghiém chirc ning gan, ting phosphatase kiém, tang bilirubin.
Than kinh co — xwong: Di cam, chimg dau khép, rung minh, ting creatin phosphokinase, day xuong
song tién trién.
Mit: Kho mét.
Than: Tang acid uric, aceton niéu, huyét niéu, h6ng cau niéu.

AT-1



H6 hap: Viém miii, chdy mau cam. -
Thuong gap, 1/100 < ADR < 10/100

Tim mach: D6 mét, phu.

TKTW: Dau dau, dau, trim cam, mat ngu, ngu ga, mét moi.

Da — niém mac: C6 mui khé chiu, thay ddi thé téc, viém da, ban dang vay nén, tang tiét ho moi, ban
Xuét huyét, u hat sinh mu, tdng tiét chat nhon, loét, nit da, sam da, chay méu cam, chdy mau miii,
rung toc.

Noi tiét va chuyén héa: Giam kali, phosphor, natri; ting/giam calci, clorid.

Tiéu héa: Chay mau chan riang, viém loi, tang tiét nudc bot, viém miéng, khat nudc, loét miéng, dau
bung, ia chay, non, roi loan vi gidc, chan an, tang them an, rdi loan chue nang ludi.

Gan: Tang bilirubin toan phan.

Than kinh co — xuong: Viém khép, dau lung, tang truong luc, dau co, dau xuong, day xuong khép
ngoai vi, chiing liét Bell.

Mit: Nhin mo, viém mi mét, viém két mac, quéng ga, s¢ 4nh sang, dau mét, rung long may hoic
long mi, nhin d6i, duc thuy tinh thé, kho gidc mac, viém mang két hop.

Tai: Pau tai, u tai.

Théan: Tang BUN (nitrogen ure mau), ting creatinin, dai thao dudng, protein niéu.

Ho6 hép: viém xoang.

it gap, ADR < 1/100

Lo 4u, tdng thoi gian chdy mau, dau nguc, xo gan, chay mau két mac, ching xanh tim, diéc, nhin
ddi, hoa mét chéng mit, dai kho, eczema, viém thuc quan, s6t, viém da day, viém ludi, tdng san
ring, d6i mau téc, rdi loan chirc nang gan, chay mau, viém gan, chirng tang sirng, rdm long, giam
cam giac, nglra mat vang da, chimg khi hu, ngudi kho chiu do nhiém Candida, bénh co, néng nay,
viém day than kinh, viém tuy, phi gai thi, thiéu mau cuc bd ngoai vi, nhay cam vdi anh sang, gia u
ndo, bénh cling da, mong da, day xuong sdng, dot quy, mét vi giac, huyét khéi tic mach.

Huéng din cach xir tri ADR:

Céc ADR phd bién do tac dung rong va hoi phuc duoc ciia thude dbi v6i bidu md (nhu kh6 méi, nut
né mép...) thuong hét.

Phai lam xét nghiém chirc nang gan cta ngudi bénh hang tudn néu két qua bat thuong. Ngirng thudce
néu tinh trang tré nén x4u hon. An kiéng chat béo, khong udng ruou, giam can co thé gitp giai
quyét ching tang lipid va HDL huyét. Ngimg thuéc néu ndng do lipid hodc lipoprotdin bat t
kéo dai.
Céan dung thudc va kiém tra mit néu ngudi bénh bi giam thi luc. Néu nguoi bénh uét hién nhiing
triéu chirng sém ctia gia u nio (dau dau ning kéo dai, ndn va budn non, nhin ma, giam thi luc) can
ngirng thudc ngay va kiém tra & chuyén khoa than kinh.

Thong bdo véi bac sy cac tac dung khong mong mudn gip phai khi ding thudc.

Bdo quén: Noi kho thodng, nhiét do dudi 30°C, tranh 4nh sang.

Han dung: 36 thang ké tir ngay san xuét.

Khong dung qua thoi han ghi trén bao bi.

Tiéu chuin: TCCS s6 0650-035-2016

Ngay xem xét sira ddi, cip nhit laii ndi dung hwéng din sir dung thude: dd/mm/yyyy




Logo cong ty: menisun
Nha san xuét: Cong ty C6 Phan Duge Pham ME DI SUN

Dia chi nha san xuit: S 521, Khu phi 01, Phuong Hoa Loi, Thi xa Bén Cat, tinh Binh Duong.
Dién thoai: 0650 3589036 — Fax: 0650 3589297




TO THONG TIN CHO BENH NHAN Rx thudc bdn theo do

FELLAINI
Doc kj hwéng din siv dung trudc khi ding
Dé xa tim tay tré em
“Thong bdo ngay cho bdc sj hodc dugc sy nhiing tdc dung khéng mong muén gdp phii khi siv
dung thubc”

Tén thu6c: FELLAINI
Thanh phan, ham lwong ciia thude:

M5i vién nang cting c6 chira:
10 MR coernmns. . B A 538 ARG EAAS  AE.005
T4 dugc: Tinh bot mi, PVP K30, Magnesi stearat, vd 1 vién nang ctings8 3

M3 ta san pham: Vién nang cting hinh tru, bén trong chira bot thube mau tring.

Quy cach dong goi: Hop 03 vi x 10 vién.

Thude ding cho bénh gi

- Bénh vay nén ning trén dién rong, khong d& sau khi da dung céc liéu phap diéu trj khac.
- Bénh vay nén mun mii gan ban chan ban tay.

- C4c bénh ngoai da c6 réi loan diéu hoa chét simg nhu bénh vay ¢4 bdm sinh.

- Bénh Darier (chiing di stirng nang 16ng).

Nén ding thudc nay nhw thé nio va liéu lwong

Céch dung: Thude dugc udng véo bira an hodc ubng ciing véi sita.
Liéu dung:
Ngudi 16n:

- Bénh vay nén ning: Lidu khoi dau thong thuong 1 vién x 1 lan/ngay (c6 thé cho phép t6i 2
vién/lan/ngdy), ding trong 2 — 4 tuln. Lidu hang ngdy sau d6 duoc diéu chinh tiiy vao dap
ing ldm sang cla ngudi bénh va tac dung khong mong mubn gip phai. Két qua téi wu
thuong dat duoc véi lidu 1 — 2 vién/ngay, dung thém 6 — 8 tudn. Mot vai ngudi bénh can phai
tang t6i tdi da 3 vién/ngay.

- Bénh Darier va bénh vay c4: Udng 1 — 2 vién/ngay (khéng vuot qua 2 vién/ngay) . Dot diéu
tri kéo dai trén 3 thang.

Vi bat cir chi dinh nao, khong dung thude kéo dai hon 6 thang.
Trudng hop tai phét, diéu tri nhu ban dau.
Tré em:

- Khéng sir dung acitretin cho tré em. Tuy nhién, trong trudng hop that can thiét c6 thé ding

acitretin nhung phai c6 su theo d&i chit ch& cua thiy thube.
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- Tu 12 tudi — 18 tudi: Licu khdi dau 1 vién/lan/ngay, trong 2 — 4 tuan, sau d6 diéu chinh liéu
tuy theo sy dap Ung clia ngudi bénh, lidu tiép theo thuong 1a 1 — 2 vién/ngay, tdi da 3
vién/ngay trong thoi gian ngén khi diéu tri bénh vay nén hodc bénh vdy ca.

- Tré duéi 12 tudi theo su chi dan cua thay thube.

Ngudi cao tudi: Liéu thong thudng clia ngudi 16n.
Hoic theo chi dan ciia thay thudc.
Khi nao khong nén ding thudc nay

- Qua man véi acitretin hoic cac dan chat retinoid khéc.

- Suy gan hodc suy than ning.

- Tang lipid huyét.

- Phu nit mang thai hodc cho con bu.

- Phu nit trong d6 tudi sinh dé ma khong sir dung bién phép tranh thai
- Ubng ruou trong thoi gian ding thude va 2 thang sau khi da ngimg
ngudi bénh nit trong d6 tudi sinh dé vi nguy co gdy di tat di véi thai nhi.
- Khéng phdi hop vdi tetracycline va methotrexat.
Tac dung khong mong mubn

S/ Pidu nay ap dung cho

Trong c4c nghién ctru 14m sang véi acitretin, ti 1& ngudi bénh gip céc tac dung bat loi 1a 98%.

Rat hay gap, ADR > 1/100

Thén kinh trung wong: ting cam giac.

Da: Viém mbi, rung téc, bong tréc da, kho da, rdi loan mong, nglra, ban do, teo da, da dinh nhdp,
viém quanh mdng.

Noi tiét va chuyén héa: Tang cholesterol huyét, ting triglyceride huyét, giam HDL, tang phosphor,
tang kali huyét, ting natri huyét, ting/giam magnesi huyét, ting glucose huyét thanh, giam glucose
huyét thanh.

Tiéu hdéa: Kho miéng

Huyét hoc: Tang hong cau ludi, giam hematocrit, giam hemoglobin, ting/giam bach cu, tang
haptoglobin, ting bach cau trung tinh.

Gan: Tang cic xét nghiém chirc ning gan, ting phosphatase kiém, tang bilirubin.

Thén kinh co — xuong: Di cam, ching dau khép, rung minh, tang creatin phosphokinase, day xuong
sdng tién trién.

Mit: Kho mit.

Thén: Téng acid uric, aceton niéu, huyét niéu, h@)ng cau niéu.

Ho6 hép: Viém mili, chay mau cam.

Thuong gap, 1/100 < ADR < 10/100

Tim mach: D6 mat, phu.

TKTW: Pau d4u, dau, trdm cam, mat ngu, ngu ga, mét moi.

Da — niém mac: Cé mui khé chiu, thay déi thé téc, viém da, ban dang vay nén, tang tiét ho méi, ban
Xuét huyét, u hat sinh mu, ting tiét chat nhon, loét, nut da, sam da, chdy méu cam, chay mau miii,
rung toc.

Noi tiét va chuyén hoa: Giam kali, phosphor, natri; tang/giam calci, clorid.

U’/A\
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Tiéu hoa: Chay méau chan rang, viém lgi, tang tiét nudc bot, viém miéng, khat nudc, loét miéng, dau
bung, ia chay, non, rdi loan vi giac, chan an, tang them &n, rdi loan churc nang ludi.
Gan: Ting bilirubin toan phan.
Than kinh co — xuong: Viém khép, dau lung, tang truong luc, dau co, dau xwong, day xwong khép
ngoai vi, chirng liét Bell.
Mit: Nhin mo, viém mi mét, viém két mac, quang ga, so anh sang, dau mit, rung long may hodc
long mi, nhin d6i, duc thiy tinh thé, kho gidc mac, viém mang két hop.
Tai: Pau tai, u tai. =
Théan: Tang BUN (nitrogen ure mau), tdng creatinin, dai thao dudng, protein niéu. -
Ho6 hép: viém xoang.
ft gap, ADR < 1/100
Lo 4u, tang thoi gian chay mau, dau nguc, xo gan, chay mau két mac, chiing xanh ti
d6i, hoa mét chdéng mat, dai khd, eczema, viém thuc quan, s6t, viém da day,\viém Jdai, tang san
ring, ddi mau téc, rdi loan chirc ning gan, chay mau, viém gan, chiing tang simg, rAm long, giam 04
cam gidc, ngira mat vang da, chimg khi hu, ngudi khé chiu do nhiém Candida, bénh co, néng nay,
viém day than kinh, viém tuy, phi gai thi, thiéu mau cuc bd ngoai vi, nhay cam v&i anh sang, gid u
ndo, bénh cirng da, mdng da, day xuong séng, dot quy, mat vi giac, huyét khéi tc mach.
Huéng din cach xir tri ADR:
Céc ADR phd bién do tac dung rong va hdi phuc dugc ciia thube dbi v6i biéu mé (nhu khd moi, nit
né mép...) thudng hét.
Phai lam xét nghiém chtic ning gan cua nguoi bénh hang tuan néu két qua bat thuong. Ngirng thude
néu tinh trang tré nén xau hon. An kiéng chét béo, khong uéng ruou, giam can ¢ thé giup giai
quyét chimg tang lipid va HDL huyét. Ngimg thubc néu ndng db lipid hodc lipoprotein bat thuong
kéo dai.
Cén dung thudc va kiém tra méit néu nguoi bénh bi gidm thi luc. Néu nguoi bénh xuét hién nhiing
triéu chimg sém ciia gia u no (dau dau ning kéo dai, nén va budn ndn, nhin md, giam thi luc) can
ngimg thubc ngay va kiém tra & chuyén khoa than kinh.

* diéc, nhin

Thong bdo ngay cho bdc sy nhitng tic dung khong mong mubn gdp phii khi sir dung thubc.
Nén tranh dung nhirng thuoc hoac thwe pham gi khi dang sir dung thuoc nay? Z
- Db ubng chira con ( ethanol): Lam ting ti 1& chuyén héa acitretin thanh atretinat 1a mot chat p
c6 hoat tinh, tich liiy kéo dai trong co thé, [am ting nguy co sinh quai thai & phu nit str dung
acitretin.
- Cyclosporin: Etretinat lam giam chuyén héa cyclosporine va cac chét chuyén héa cua thuce
ndy qua hé théng cytochrom Pysp, acitretin c6 thé c6 tac dung tuong tu vi véy c6 thé can
giam lidu cyclosporine.
- Glyburid: Acitretin c6 thé 1am ting thai trir glucose, c6 thé can diéu chinh lidu cia glyburid.
- Céc thubc gy doc vai gan, dic biét 1a methotrexat: Lam tang doc tinh vai gan, khong dung
dong thoi.
- Hydantoin: Acitretin ¢6 thé day hydantoin ra khoi lién két protein huyét tuong lam ting ty 1&
thube & dang tu do, can hiéu chinh lidu hydantoin.
- Thubc tranh thai dudng udng chira progestin don ddc: Acitretin lam giam hiéu qua tranh thai.
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- Cac chat dan retinoid khac dung dudng toan than (etretinat, isotretionin, tretionin) hodc
ngoai da (adapalen, tretionin), vitamin A: gy céc triéu chimg qua lidu vitamin A.
- Tetracyclin dung dudng udng: Tang ap luc ndi so. Chdng chi dinh dung ddng thoi.
Cin lam gi khi mdt lan quén khong ding thude
Dung lidu d6 ngay khi nhé ra. Tuy nhién néu da gén t6i gid udng lidu tiép theo thi hiy bo qua liéu

d6 va tiép tuc lich trinh ding thude theo huéng dan. Khong dung lidu gdp do6i dé bu cho lidu di bo

16.
Cén bao quan thudc nay nhw thé nao 34
Thudc nén dugc bao quan & noi khé thoang, nhiét do dudi 30°C, tranh anh sang. 5
Nhitng diu hiéu va triéu chirng khi ding thudc qua liéu PH,
Gibng nhu ngd ddc vitamin A: ngl ga, ting ap luc ndi so (dau dau ning kéo dai, budn ndn, non), A
kich thich, ngtra. s
Cin lam gi khi ding thude qua liéu lghuyén a0 ) ) T
Sur dung céc bién phap thong thudng de loai bo phan thudc con chua duge hap th —
trong vong 2 gid sau khi ngudi bénh ubng thude trong truong hop qua lidu cip. Nging t
nhiing ngudi bénh dang dung thudc véi lidu diéu tri nhung c6 tridu chimg qué liéu| Theo dbi ting ap
luc so néo. i
Nhiing diéu than trong khi ding thubc nay
Thén trong
Than trong
Acitretin gdy quai thai manh. Vi phu nir trong d6 tudi sinh dé, viéc ké don acitretin chi c6 thé dit ra
néu ngudi bénh c6 di nhimng diéu kién sau day:
- Mic bénh ning va nhit thiét phai dung acitretin.
- C6 kha ning nhan thirc dugc tdm quan trong clia nguy co gdy quai thai cia thudc va tuén th
céc than trong trong sir dung thude.
- C6 két qua thai am tinh trong vong 1 tudn trudc khi bt dau didu tri, bat dau diéu tri vao ngay
thir 2 hoic thir 3 ctia chu ky kinh nguyét tiép theo. Hang thang phai 1am lai xét nghiém thur ;
thai. ‘
- Str dung phuong phap tranh thai hidu qua lién tuc it nhat 1 thang trude khi bét dau, trong khi \

diéu tri va sudt 3 nim sau khi ngimg diéu tri bing acitretin.

- Khong udng rugu trong sudt thoi gian ding thude va 2 thang sau khi di ngimg thude.

- Triéu chimg ctia bénh vay nén doi khi c6 thé nang hon luc bat dau diéu tri. C6 thé phai sau 2
— 3 thang dung thubc mdi ¢6 hidu qua tdi da.

- Can cén nhéc loi ich/ nguy co khi sir dung acitretin cho nguoi bénh dai thao dudng, nguoi
bénh c6 tién sir viém tuy, ngudi bénh suy than hodc suy gan ning.

- Ngudi bénh khong duge hién méau trong khi diéu tri va 3 nam sau khi ngimg diéu trj bang
acitretin, nht 1 cho phu nitf mang thai va phu nir trong do tudi sinh dé vi nguy co quai thai.

- Cén theo ddi chirc ning gan trude khi bit dau diéu tri, 2-4 tudn 1 14n trong 2 thang ddu, sau
d6 3 thang 1 1an. Néu két qua cao hon 2 14n gia tri binh thudng, cin kiém tra lai transaminase
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sau 8 ngay. Néu két qua xét nghiém chirc ning gan van khong tré vé binh thuong, cin ngimg
acitretin. C4n tim nguyén nhan va theo ddi chirc ning gan trong 3 thang.

- Céan theo doi déu dan cholesterol toan phan va triglyceride khi diéu tri thoi gian dai va ngudi
cd nguy co cao (nghién rugu, béo phi, dai thao dudng, rdi loan chuyén héa md). Véi nguoi
dang diéu bang acitretin, cr m&i 1 — 2 tuln trong 2 thang dAu, sau d6 ctr mdi 3 thang 1 lin
theo doi ndng do lipid huyét twong. Néu céc chi s6 nay ting, cn didu chinh ché do an, dung
thudc ha lipid huyét va giam liéu acitretin.

- Thudc anh hudng kha ning dung nap glucose (dung nap tdt hoic xu glucose) nén cin dinh

ky kiém tra glucose huyét ctia ngudi bénh, nhit 13 & ngudi dai thio dudong dang dung %
sulfamid ha glucose huyét. “(\\(

- Néu diu tri kéo dai v6i acitretin, cin theo dai dinh ky rdi loan ¢ hoa xuong,

- Thudc c6 thé gay déng sém dau xwong, do vay véi tré em khong khuyén céo dung acitretin,
chi ding cho tré em khi cac thudc khac khong hiéu qua va phai dinh ky kiém tra X quang ’
xuong, bao gdbm ca dau gbi.

- Tranh ra ning nhiéu va tranh str dung dén chiéu manh trong khi ding acitretin vi ¢c dan
chét retinoid lam ting tac dung cia tia tir ngoai.

- Trénh ding ddng thoi véi cac khang sinh nhém cyclin, lidu cao vitamin 4000-5000
don vi mdi ngay) va cac tiéu simg.

- Acitretin chi dugc ding nhu mot bién phap didu tri cubi ciing, khi cac thupc khac khong co
tac dung. ‘

Phu nit c6 thai

Thoi ki mang thai : ) ‘ )

Acitretin gdy quéi thai & nguoi, do vay 1a mot thuoc chong chi dinh tuyét d6i cho phu nir mang thai.
Cén dam bao chic chin ngudi bénh khong mang thai trudce khi bit ddu diéu tri bang acitretin (lam
xét nghiém c6 thai trong vong 1 tudn trude khi ding thude va dinh ky hang thang trong qua trinh
diéu tri. Ngudi bénh bét dau diéu tri vao ngay thir 2 hoidc 3 ciia chu ky kinh nguyét). Nhiing phu nit
diéu tri bang acitretin (ké ca nhiing ngudi c6 tién st v sinh) cin tranh mang thai it nhit 1 thang
trudce khi diéu tri, trong khi diéu trj va 3 nam sau khi ngimg thuéc.

Thoi ki cho con bu:

Vi thube vao duoc sita me, acitretin khong duge khuyén ding & phu nit cho con bii. Khéng cho tré

bt me it nhét trong thdi gian 3 nam sau khi da nglmg thube vi acitretin c6 thé gay tac dung bét loi &
tré bu me.

Tdc dung lén khd ndng ldi xe va vin hanh mdy moc

Thude 1am gidm kha ning 14i xe va van hanh may méc do c6 thé gy chéng mat, gidm kha nang
nhin nhat 14 vé chiéu t6i.

Khi nio cin tham van bac s§, dwogc sy

Tham van bac s§, duoc sy trong truong hgp mac cac bénh nhu suy than, suy gan & ngudi suy tim
man, co that phé quéan trudc khi sir dung thude. Thong béo ngay cho bac s§ hodc dugc sy nhitng tac

dung khéng mong mubn gip phai khi sir dung thudc.
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