Ritpsdivieras comverag thuéc
FEDCERINE

Dé xa tam tay tré em
Poc ky huong dan st dung truée khi dung
Théng bao ngay cho bac si hoac dwoc si nhiing tac dung
khéng mong mudn gép phai khi str dung thubc

TEN THUOC: FEDCERINE B

THANH PHAN CONG THU'C THUOC: Méi vién nén bao phim tan trong rudt chira:
BEENATITT, | Lo s s R R A AR S S wss e o 500 mg
Ta duoc: Cellulose vi tinh thé, PVP K30, Talc, Magnesi stearat, Opadry
03B28796 white, Opadry enteric white (94 series).

DANG BAO CHE: Vién nén bao phim tan trong ruét.

CHIDINH:

Dleu tri dot cap va diéu tri duy tri sy thuyén giam bénh viém loét dai trang.

CACHDUNG -LIEU DUNG:

Liéu lwong:

Nguroi I6m trudng thanh va ngudi cao tubi:

Tly theo tinh trang 1am sang trong tirng treédng hop, lidu khuyén cao sir dung
hang ngay nhw sau:

Diéu tri dot cép tinh cGa viém loét dai trang 1-2vién/lanx 3 lan!ngay

Diéu trj duy tri sy thuyén giam cla viém loét dai trang: 1 vién/lan x 3 1an/ngay.
Tréem:

Khoéng str dung thuoc chotréem dwm 6 tudi.

Tréemtrén 6 tubi:

Dot cap tinh cla viém loét dai trang Bbuwoc xac dinh tuy theo the trang, v6i liéu
trung binh 30 50 mg/kg/ngay. Lidu tbi da 75 mg/kg/ngay Téng lidu khéng duoc
vuotqua téng liéu cho ngu’0’| Ién dwo'c khuyén cao.

Diéu trj duy tr| sy thuyen glam ctia viém loét dai trang: Puoc xac dlnh tuy theo dbi
twong cu thé, bat dau védi lieu trung binh 15-30 mg/kg/ngay Tong lieu khéng
du=o'c vuot qua tong liéucho ngu'é'l lon dwo'c kh uyen cao.

Liéu khuyen cao VO’I tré co can nang dén 40 kg la liéu bang % so vai lieu str dung
cho nguwéi lén, va lidu gibng nhuw str dung cho nguéri I6n véi tré trén 40 kg.

Cach dung

Nén su dung FEDCER]NE vao budi sang, budi trwa va budi tdi trudrc bira &n 1
gidr. Uong ca vién thudc véi mét lwong lén nuéc, khéng nha| khong bé vién.
Khuyén cao cac bénh nhan st dung FEDCERINE dung liéu va déu dan, trong ca
tru’dng hop didu tri dot cép tinh cla viém loét dai trang va diéu tri thuyén giam clia
viém loét dai trang.

Dbi voi trucng ho’p diéu tri thuyén gidm cla viém loét dai trang: Liéu sir dung
thu’o’ng giam xuong con15g rnesalazmlngay (v&i ngudi trwdng thanh va tré &
do tudi day thi co6 can nang trén 40 kg) va 0,75 g mesalazin/ngay (v&i tré nho va
tré & do tudi day thi dwdi 40 kg).

CHONG CHIBINH
Bénh nhan co tién sir di (’ng véi salicylat.

Bénhnhan suy gan nang hoac suythan nang
Bénh nhan dj trng v&i bat cirthanh phan nao ctia thudc.

CANHBAO VA THAN TRONG KHIDUNG THUOC:

R0| loan tao mau nghlem trong da dwoc bao cao khl s dung mesalazin & tan
suat hiém gap. Can thuc hién kiém tra huyet ht;)c néu bénh nhan c6 chay mau
khong ro nguyen nhan, bAm tlm ban xuét huyet thiéu mau, sot ho?c dau hong.
Piéu tri nén dwoc dirng lai néu cé nghi ngd hodc cé bang chirng vé réi loan tao
rnau

Hau hét bénh nhan khéng dung nap hodc man cam vai sulphasalazm co thédung
mesalazin ma khéng c6 nguy co phan ng twong tu. Tuy nhién, can than trong
khi diéu trj trong trwéng ho'p bénh nhan bj dj (rng véi sulphasalazin (nguy co bi di
rng voi sahcylat) Thantrong & nhwng bé&nh nhan cé chirc nang gan suy giam.
Mesalazin can duoc sir dung hét stre than trong & bénh nhan suy than nhe dén
trung binh.

Benh nhan dung mesalazin theo duéng udng nén duoc theo d0| chure nang than.
Kiém tra nong dd creatinin huyét thanh do truée khi bat dau diéu tri, moi 3 thang
trong nam dau tién, sau dé moi 6 thang trong 4 ndm tiép theo va mdi nam sau do.
Nén nguwng diéu tri bang mesalazin neu chirc nang than bi suy glam

Neu mot bénh nhan c6 tinh trang mat nwoc trong khi didu trj v mesalazin, cac
chat dlen gidi binh thwéng va can béng chét 16ng nén dugc phuc héi cang som
cang tét.

Mesalazin gay ra Phan ung qua man tim (viém co tim va viém mang ngoal tim )da
duwoc bao céo 6 otan suat hiém gap. Nén nglrng diing thubc néu nghi ngé hoéc co
bang chung vé phan (rng nay.

V&i cac bénh nhan bj bénh phdi, d4c biét 1a hen phé quan, can theo dbi chat ché
trong qua trinh diéu tri.

SU'DUNG THUOC CHO PHY NI* THO'1 KY MANG THAI VA CHO CON BU:
Mesalazin nén dwoc str dung than trong & phu nir mang than va phu nd cho con
bu va chi sty dung khi lgi ich viot qua nguy co cé thé, theo y kién cua cac bac sT.
Mesalazin qua dugc hang rao nhau thai, nhung cac dir liéu han ché vé str dun
thubc & phu no mang thai khéng cho phép danh gia cac tac dung phu co thé.
Khéng cb tac dung gay quai thai da dwoc ghi nhan trong cac nghién ctru & dong
vat.

Céc rbi loan mau (glam bach cau, gidm tiéu cau, thiéu mau) da dwgc bao cao
trong namtré so smh cua cac ba me duoc didu tri bang mesalazin.

Pa co bao cao vé mdt sb tredrng ho'p suy than & tré so sinh cé me ubng liéu cao
mesalazin (2-4g) kéo dai khi mang thai.

Nghién ctru trén dong vat cho thay, st dung mesalazin dwdong uong khong gay
hai truc tiép hodc gian tiép toi cac trudng hop mang thai, sy phat trién cia phoi
thai, thai nhiva tré nho sau sinh.

Chi str dung thu6c FEDCERINE & phu ni¥ c6 thai va cho con bu trong truérng hop
lgi ich mang lai l&n hon nguy co'.

ANHHUONG CUATHUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Khong anh hwdng hodc anh hwdng khéng dang ké tdi kha nang lai xe va van hanh
may moc.

TUONG TAC, TWONG KY CUATHUOC:

Viéc sirdung dong thoi mesalazm v6&i cac tac nhan gay doc cho than da biét khac
chang han nhw cac thubc chong viém khong steroid NSAID va azathioprin, c6 thé
lam tang nguy co gay dgc voithan.

Dung ddng théi vcn mesalazin véi azathioprin hodc 6-mercaptopurin c6 thé lam
tang nguy co gay ri loan tao mau.

Co bang chwng cho rang sir dung mesalazin ¢6 thé lam gidm hoat tinh chdng
déng mau cta warfarin.

TAC DUNG KHONG MONG MUON CUATHUOC

St dung mesalazm co thé lién quan v&i viéc tram trong them cac triéu chirng cla
viem dai trang & nhitng bénh nhan trwdc do da co van dé twong ty voi
sulphasalazin.

Thuofng gap, ADR>1/100

R0| loan tJeu héa: Bubn nén, nén, tleu chay dau bung

Réiloan vé da: Phat ban (bao gém ndi mé day va phat ban hong ban).

R0| loan chung: Pau dau.

Hiém gap 1/100>ADR > 1/1000

Cac roi loan mau Giam bach cau (leucopenia), glam bach cau trung tlnh
(neulropenla) mét bach cAu hat (agranulocytosis), thiéu mau bét san, gidm tiéu
cau.

R&iloan hé than kinh: Bénh ly than kinh ngoai bién.

R6iloan tim mach: Viém co tim, viém mang ngoaitim.

Réiloan hd hap Cac phan (rng di trng ph0| (bao gom khé thé, ho, viém phé nang,
tang bach cAu eosin phéi, tham nhiém phdi, viém phdi).

Rbi loan tiéu hoa: Viém tuy, tang amylase.

- Gan: Réi loan chirc nang gan va nhiém déc gan (bao gém viém gan, xo gan, suy

gan).

" Tiét niéu, smh duc: Bat thu’o’ngzchu’c nang than (ke ca viém than k&, hdi chirng

than hw), rdi loan sac té nwoctiéu.

Da va mo lién két: Phan (rng twong tw nhw lupus ban do.

Réat h.'em gap, ADR < 1/1000

Cac rdi loan mau: Bénh thiéu mau, I, tang bach cau eosin (nhw 1a mot phan ctia mét
phan rng di (rng) va glam toan thé huyét cau.

Gan: Tang men gan va bilirubin.

R0| loan vé da: Chirng rung téc co thé hoi phuc, phan trng da béng nudc bao gbm
hong ban da dang va hdi chirng Stevens-Johnson.

ROi loan co Xuong: Pau co, dau khop.

Phan (rng di (’ng: Phan tng qua man, sbt do thuébe.

QUA LIEU VA CACH XU TRI:

Co rat it d liéu bao cao vé cac trudng hop qua hﬂu (VI du, tru=0’ng hop st dung
liu cao mesalazine véi muc dich tu tr), chwa thay c6 bao cdo doc tinh vé than
hoacgan

Khong c6 thudc giai doc dac hiéu trong trudng hop qua lidu. Diéu tri triéu chirng
va hé trg' cho bénh nhan.

CACDAU HIEU 'CANLUUYVAKHUYEN CAO:

Dangbao che Vién nén bao phim tan trong rugt. Khéng nhai hoac nghién vé vién
trudre khi nuot.

PAC TINH DUQ'C LU’C HOC:
Nhém duoc ly: Chéat chong viém dwdng rudt.
MaATC: AO7EC02
Co ché chéng viém cua mesalazin (acid 5- aminosalicylic, 5-ASA) chua duqc
nghién clru ré rang. Két qua tir dw liéu in-vitro cho thay, mesalazin (rc ché
lipoxygenase, dong thoi lam glam nong do prostaglandln trong mem mac rudt.
Mesalazin hoat ddng nhu mét chéat thu hoi cac goc tw do tlr cac ho'p chat oxy phan

F

rng trong co' the. Thuoc c6 tac dung chong viém dudng tleu hda. Str dung
mesalazm ducng uong cotac dung tal chéhonla tac dung chéng viém toan than.
Do vay, yéu td quyei dinh hiéu qua chong viém la nong dd mesalazin tai vi tri viém.
Sinh kha dung cla mesalazm khong ti 1& v&i hiéu qua diéu tri, ma chi lién quan toi
an toan khi str dyng thude.

DAC TINH DUQC DONG HOC:

Nhu'ng déac diém duwoc d'gng hoccua mesalazm

Hap thu: Mesalazin dwoc hap thu cao nhat doan dAu rudt non va thap nhat & cudi
rudt non. Mesalazin kém hap thu 0 daitrang.

Chuyén héa: Mesalazin chuyén héa buéc 1 & gan nhé chu trinh gan-ruét tao
thanh N—acetyl 5—am|nosallcyllc khong co hoat tinh ducrc ly (N-Ac-5-ASA). Mot
s6 phan (rng acetyl hoa cling co thé xay ra nho vi khuan dai trang. Tilé mesalazin
va N-Ac-5-ASAlién két véi protem huyéttuvong lan lwotla 43% va 78%.

Thai trir: Mesalazin va chat chuyén hoa cua né duoc dao thai cht yéu qua phan
va than (khoang 20-50%) phu thudc vao dang bao che duwéng dung,.. va mét
phan nhé qua dudng mat. Thal trir qua than chl yéu la dang N-Ac-5-ASA.
Khoang 1% mesalazin duoc tiét vao sira me duéi dang N-Ac-5-ASA.

Déi véivién nén bao phlm tantrong rudt:

Hap thu: G|a| héng mesalazin tir vién nén bao phim tan trong rudt sau 3-4 gio
dung thudc. Nong dé dinh trong huyét tvong dat dwoc sau 5 gio. O lidu diing 3 x
500 mg/ngay, nong do mesalazin la 3,0£1,6 ug/ml va N-Ac-5-ASA la 3,411,6
ug/ml trong trang thai on dinh.

Phan bé: Két hop cac nghién ctru duwgc dong Iwe hoc, sau 3-4 gié dung thube &
hoi trang, va dau dai trang sau 4-5 gi¢. Tong thoi gian cla thubc trong dai trang 13
17 gio.

Thai trir: Tilé mesalazin va chat chuyén héa ctia né N-Ac- 5-ASAtha| trir qua than
sau 24 gio khi dung da liéu (3x 500 mglngaytrong 2ngay dauva1x 500 mg/ngay,
cling chinh la ngay kiém tra) 1a 60%. 10% mesalazin dung dwéng udng thai trir
dang khéng chuyen hoéa.

QUY CACHDONG GOI:

Hop 10 vix 10 vién.
Hop 3vix 10 vién.
Chai 30 vién.
Chai60 vién.

Chai 100 vién.

BAO QUAN:

Bao quan trong bao bi km tranh am, tranh anh sang, & nhiétdo khéng qua 30°C.

HAN DUNG: 36 thang ké tir ngay san xuét.
TIEU CHUAN: TCCS.

Cong ty Co Phan Dwoc Pham ME DI SUN
521 An Loi, Hoa Loi, Bén Cat, Binh Duong
BT (0274) 3589 036 - Fax: (0274) 3589 297
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