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TO HUONG DAN SU DUNG
. SUNMESACOL
VIEN BAO TAN TRONG RUQT MESALAMIN 400 MG

THUOC NAY PUQC BAN THEO PON CUA THAY THUOC.
POC KY HUONG DAN TRUGC KHI DUNG. NEU CAN THEM THONG TIN XIN HOI Y
KIEN BAC SY. PE THUOC TRANH XA TAM TAY TRE EM.

Thanh phin: M3i vién bao tan trong rudt chira:

Hoat chit: Mesalamin USP 400mg

Ta duge: Calcium hydrogen phosphat, Tinh bt ngé, Cellulose vi tinh thé, Hypromellose K-
4M, Povidone K-90 (Kollidone), Bot Talc tinh khiét, Colloidal anhydrous silica, Sodium
starch glycolate (Type - A) (PH 5,5-7.5), Methacrylic acid copolymer (Type - C) (Eudragit L
100-55), Methacrylic acid copolymer (Type - B) (Eudragit S 100), Dibutyl phthalat, Titanium
dioxide (Anatase), Mau do oxit sit, Macrogol (6000) (Flakes form).

Dwge lue hoc

5-amino salicylic acid (mesalamin) dugc diing trong viém loét dai trang cp tinh va dé diéu trj

duy tri. Mesalamm la mdt chit rc ché yéu cyclooxygenase. Mesalamin tic ché tong horp/%
Prostaglandin & té bao co tron dudng rudt.

Cac leucotriene dugce tao thanh tir con duéng lipogenase ciing gop phén trong bénh sinh ciia
viém loét dai trang va Mesalamin 1a mot chat wc ché cua lipoxygenase. Vi thé giai phéng
leukotriene, dac biét LTR4, va su giai phong cta acid hydroxyicosatetraenoic (HETE) bj (rc
ché bai Mesalamin.

Céc tac dong khac cia Mesalamin la (a) gidi han su di chuyén cia thue bao vao md viém; (b)
hoat dong nhu 1a chit don dep cac gbe doc tu do; (c) trén dai trang ciia chudt thue nghiém, e
ché dén mirc co ban va tang tao thanh oxy phan Ung do deoxycholate (d) tre ché tong hop yéu
t6 hoat héa tiéu cdu; (e) trc ché qua trinh oxy hoa acid béo niém mac.

Duge djng hoc:

Vién nén Sunmesacol dugc bao phim chu yéu la acrylic lam cham gjai phéng Mesalamin cho
t61 khi thube dén doan cudi cna hoi trang hodc xa hon nira. Diéu nay cting cho thay trong cac
nghién ciru trén ngudi c6 theo ddi bang x-quang hodc chit danh déu trong huyét thanh. C6
khoang 28% Mesalamin trong vién sunmesacol duoc hip thu sau khi uéng va phan con lai
cho tac ddng tai chd va bai tiét qua phan. Su hip thu cia Mesalamin tuong tu trong lic bung
no hodc déi. Mesalamin dugce hép thu s& dugc acetyl nhanh chong trong niém mac thanh rudt
va do gan. Thude duoc bai 1iét chit yéu qua than dudi dang N-acetyl-aminosalicylic acid.

Chi dinh diéu tri:

Trong diéu tri viém loét dai trang cdp tinh mic dd nhe dén trung binh va trong duy tri tinh
trang lui bénh viém loét dai trang.

Piéu trj viém hdi tring trong hénh Crohn giai doan dang hoat déng va giai doan duy tri.

Liéu hrong va cach dung:

Diéu tri cdp: 6 vién/ngay, chia lidu, diéu tri ddng thoi voi corticosteroid khi ¢6 chi dinh 14m
sang. . ; .

Diéu tri duy tri: liéu khuyén cao 3-6 vién/ngay, chia liéu hoic theo chi dinh cha bac si,
Trudme hop déc biét:

Tré em: Tinh an toan va hi¢u qua chua dugc thiét 1ap hoan toan trén nhém tudi ny.



Ngudi cao tudi: do bénh nhan cao tudi c6 nhiéu kha nang bj suy giam chitc ning than, nén
than trong khi ké toa thubc nay. Tat ca cac bénh nhén dugce khuyen cdo phai dugc danh gia
chire nang thén trude khi bat dau st dung mesalamin va trong thoi gian diéu tri. Cén thén
trong kiém soat chit ch& sd luong té bao mau trong khi diéu tri.

Chéng chi dinh:

Chdng chi dinh Sunmesacol trén cic bénh nhén dwoc biét co qua mén véi mesalamin, bat ky
thanh phén nao _cua thude, hodc salicylat. Sunmesacol khong dugc khuyén dung cho nhimng
ngudi cé qua man v&i bit ky thanh phan nao ciia thude trong ky cudi cia thai k¥, tang khuynh
hudng xuat huyet do thubc ma c6 thé lam giam do pH cta phén xa rudt non hoiic rudt gia.

Canh bio dic bi¢t va than trong khi dang thude:

Vi d6c tinh than c6 lién quan lidu trén dong vit thuc nghiém nén céc ché phém mesalamin
khong duge khuyén dung cho céc bénh nhin cé bénh than hodc giam chuc ndng thén.
Sunmesacol 1a mét aminosalicylat, va cac triéu chimg cta doe tinh do salicylat cling co thé
xay ra nhu: chéng mit, 1 tai, dau dau, 1a 14n, budn ngu, v md hoi, tang thong khi, 6i va tiéu
chay. Tinh trang nhiém dbc ning do salicylate co thé dua dén mat can bing dién giai va pH

mau, tang nhiét do va mét nudc. ,f/'/(éé{

Twong tic véi cic thude khac:

Chua 13 céc twong tac nguy hiém co thé cé. Tuy nhién, tinh trang di hoa lactulose do vi ‘S’
khuén va céc tac nhan lién quan tao ra cac acid hiru co lam giam pH dich rudt ¢ dai trang va
vi thé trc ché qua trinh rd cia Eudragit S. Vi vay khéng nén ding déng thoi Sunmesacol voi
céc ché phdm phéng thich cham phu thude do pH khac.

Phu nir mang thai va dang cho con bu:

Phén loai nhém B “
Céc nghién ctru trén sinh san da dugce thuc hién trén chudt thuc nghiém & lidu 1én dén 1000
mg/kg/ngay (5900 mg/M?) va trén tho thuc nghiém & lidu 800 mg/kg/ngay (6856 mg/M?) va
khéng cho thiy bing ching nao vé sinh quéi thai hay nguy hai cho phdi do mesalamin. Tuy
nhién khéng cé va khong du cac nghién ciru ¢ kiém chimg tt trén phu nir ¢6 thai. Vi céc
nghién ciru trén sinh san cta dong vét khong luén luén tién doan duge dap vmg trén ngudi nén
Sunmesacol nén duge dung trong khi ¢ thai chi khi that can thiét.

Mesalamin qua duge hang rao nhau thai.

Mot lugng nho mesalamin duge phén ph01 trong sita me va nudce 6i ctia phu nir mang thai khi
diéu trj véi mesalamin. Khi diéu trj véi sulfasalazine & liéu tuong duong véi mesalamin 1 B
g/ngay, 0,02 pg/mL — 0,08 pg/mL va mét s6 hrong nhé mesalamin da do duoc trong nuée 6
va sita me, tuong (mg. N-acetylmesalamin, véi luong 0,07 pg/ml - 0,77 pg/ml va 1,13 pg/ml -
3,44 pg/ml, da duogc nhén théy trong cling cac chét dich nay, tvong tmg.

Thén trong khi dung Sunmesacol trén phu nit dang cho con bi.

Tac djng cia thude khi l4i xe va van hanh may méc:

Khéng l4i xe va tham gia cac cong viéc nguy hiém cho téi khi xac dinh duoc thude ¢6 tac
dong nhu thé nao.

Tac dung ngoai y:



Trong mot nghién ciru 14m sang két hop, trén 2100 bénh nhan viém loét dai trang hodc bénh
Crohn duoc diéu tri béng mesalamin. Nhin chung, didu tri bing mesalamin duroc dung nap tht.
Céc tac dung phu thudng gap nhat 14 tiéu chay, dau ddu, budn nén, dau bung, khé tiéu, 6i va
phat ban. Trong 2 nghién ctru 1am sang c6 kiém chimg véi gia dugc trén 600 bénh nhéan viém
loét dai trang, céc tac dung phu it thdy hon trén nhém bénh nhan duoc diéu tri mesalamin so
v&i gia duge va khong lién quan liéu. Céc triéu chimg xay ra >1% la tiéu chay, dau déu, budn
ndn, dau bung, tiéu mau (tiéu chay phan mau), phat ban, kho tiéu, sdt, kich thich truc trang,
budn ndn va ndn, triéu chimg niing 1én cta viém loét dai trang, mun triung ca. Trong céc triéu
chimg niy, nén va budn non thudmg xdy ra nhat trong nhom bénh nhén duge diéu tri bang
mesalamin. Ngung diéu tri do céc tac dung phu thudng gap hon trong nhom ding gia duge so
v&i nhém bénh nhén duoc diéu tri béng mesalamin. Cdc xét nghiém cén lam sang khéng cho
thiy khuynh huéng bét thudmg clia cac xét nghiém nao, bao gdm do cac chirc nang huyét hoc,
chire ndng gan va chirc nang than.

Théng bio cho bae s§ nhitng tic dung khéng mong mudn gip phai khi st dung.

Qua liéu:

Liéu uéng duy nhét ctia mesalamin 1én dén 5 g/kg trén heo thuc n_ghié_‘:m hodc liéu tiém tinh
mach duy nhdt ciia mesalamin 920 mg/kg trén chudt thuc nghiém déu khong gy to vong.

Khéng cé kinh nghiém lam sang khi ding qua liéu mesalamin. Sunmesacol 1a mot

aminosalicylat, va cac triéu chimg cua doc tinh do salicylate ciing c6 thé xay ra nhu: chong
mit, U tai, dau dau, 10 13n, budn ngu, va md héi, tang théng khi, 61 va tiéu chay. Tinh trang
nhiem doc nang do salicylat cé thé dia dén mét can bang dién giai va pH mau, tang nhiét do
va mét nude. Vi mesalamin 1a mot aminosalicylat nén diéu tri chuin cho nh1em ddc salicylate
c6 thé ¢6 loi trong trudmg hop qua lidu cip. Diéu tri nay co the bao gom ngin khong cho
thude hip thu vao dlrong tiéu hoa bang cach gy non va néu can phai bom rira da day. Mit
cdn bang dich va dién giai ¢6 thé didu chinh bing truyén tinh mach dich truyén thich hop.
Phai theo ddi chitc ning than diy du.

Han ding: 4 ndm ké tir ngay san xuit

Piic diém lwu y khi bao quan thude : Bao quan noi kho rédo, dudi 30°C, tranh anh sang.
Quy cach dong goéi: Hop 5 vi x 10 vién bao tan trong rudt

Tiéu chuén: Nha san xuit

Théng tin nha sin xuat

Sun Pharmaceutical Industries Ltd.
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