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eTh an theo don
2 TNHH i 1 X 7; A Je - ¥ . ey A
NG MADUGe ) = | ¥ 1ET EM hao phim tan trong ruft MITISALZ 500
\PHUC ANH Mesalamine ......c.... 500 mg
- Tuyén cdo:
o DPoc k§ huéng dan str dung trude khi dung
® Dé xa tam tay tré em
® Thong bao ngay cho bac s§ hodc duge sy nhiing tidc dung khong mong mudn gip phai
khi str dung thuoc
o Thubc nay chi ding theo don cua béc s§
THANH PHAN
MObi vién nén bao phim chira:
BABBAIAITIIG . cin s o 55 5 mwmintics 65 s 4 puGmETESS € £ 3 45 555 500 mg

T4 duge: Mannitol, croscarmellose natri, cellulose vi tinh thé (Avicel M101), hydroxypropyl
cellulose, colloidal silicon dioxyd, magnesi stearat, hypromellose 606 (HPMC 606), macrogol 400
(PEG 400), drugcoat S100, oxid sat vang, talc, titan dioxyd.

DANG BAO CHE
Vién nén thuon dai, bao phim mau vang, canh va thanh vién lanh lan.

CHI PINH
Diéu tri cac dot cép tr nhe dén trung binh cta bénh viém loét dai trang.

Diéu tri duy tri su thuyén giam ctia bénh viém loét dai trang.

LIEU DUNG, CACH DUNG

Céch dung:

Dung theo duong udng.

Nén str dung MITISALZ 500 vao budi séng, trua va t6i trude bita #n 1 gio. Udng ca vién thude voi
mot lvong 16n nude, khong nhai, khong bé vién.

Khuyén €ao cac bénh nhén st dung MITISALZ 500 dung lidu va déu dan, trong ca trudng hop diéu
tri dot cap tinh cua viém loét dai trang va diéu tri thuyén giam ctia viém loét dai trang.

Lidu dung:

- Ngwoi [6n va nguoi cao 1bi:

Tuy theo tinh trang 14m sang trong tung truong hop, liéu khuyén cdo st dung hang ngay nhu sau:

+ Didu tri dot cAp tinh ctia viém loét dai trang: 1,5-3,0 g/ ngay, chia lam 3 lan (tic 6-12 vién/ngay,
chia lam 3 lan).

+ Pidu tr1 duy tri su thuyén giam cua viém loét dai trang: 1,5 g/ ngay, chia lam 3 1an (tire 2 vién/lan,
ngay 3 lan).

- Tré em:

Khong st dung thude cho tré em dudi 6 tuoi.

Tré em tir 6 tudi tro 1én:
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+ Dot cdp tinh ctia viém loét dai trang: Duoc xdc dinh tuy theo thé trang, ! liéu {trung binh 30-50
mg/kg/ngay. Liéu t6i da 75 mg/kg/ngay. Tong lidu khong dwoc vugt qué téng lidu cho ngudi 16n
duge khuyén cdo.

+ Diéu tri duy tri sy thuyén giam cua viém loét dal trang: Dugc xéc dinh tuy theo dbi tuong cu thé,
bét dau voi liéu trung binh 15-30 mg/kg/nguoi. Té ong liéu khong duoge vuot qua tong lidu cho ngudi
16n duge khuyén céo.

+ Liéu khuyén céo:

e Tré co can nang dén 40 kg: liéu bing ¥ so voi liéu st dung cho nguoi lon

o Tré trén 40 kg: 1iéu tuong duong liéu st dung cho ngudi 16n.
- Truong hop duy tri su thuyén gidm trong bénh viém lo€t dai trang: heu st dung thuong giam
xudng con 1,5g mesalamine/ngay (voi nguoi trudng thanh va tre 6 d6 tudi ddy thi c6 can ning trén
40 kg) va con 0,75g mesalamine/ngay (v6i tré nho va tré ¢ do tudi day thi dudi 40 kg).

CHONG CHI PINH

MAn cam v6i mesalamine hodc bat ¢t thanh phin nao cia thude.
Bénh nhan c6 tién st di tmg véi salicylat.

Bénh nhéan suy gan ning, suy thin ning.

CANH BAO, THAN TRONG KHI DUNG THUOC

R61 loan tao mau nghiém trong da duoc bdo céo khi str dung mesalamine & tan suat hiém gap. Can
thue hién kiém tra huyet hoc néu bénh nhén ¢6 chay mau khong 16 nguyén nhén, bam tim, ban xudt
huyét, thleu méu, sdt hodic dau hong. Piéu tri nén dugc dung lai néu c6 nghi ngd hodc ¢6 bang
chimg vé rbi loan tao mau.

Bénh nhan c6 tién sir phan ung c6 hai v6i cac ché pham chira sulphasalazine nén dugc theo doi y té
chiit ch& khi bit dau dot d’leu tri voi me%alamme Néu ¢6 cac phan tmg khong dung nap cép tinh nhw
dau quan bung, dau bung cép tinh, s6t, nhirc ddu dir doi va phat ban, nén ngimg diéu tri ngay 1ap
tue.

Mesalamine can duge st dung hét stic than trong O bénh nhén suy than nhe dén tr ung binh.

Bénh nhén dung mesalamine theo duong udng nén duge theo doi chirc nang than. Kiém tra nong do
creatinin huyét thanh do trudce khi bit dau diéu tri, sau 2 tudn va sau d6 2-3 lin c4ch nhau 4 tuan.
Néu ket qua khong co gi bt thuong, cac xét nghiém tiép theo nén dugc thyc hién 3 thang/lan, sau
do mm 6 thang trong 4 ndm tiép theo va mdi nam sau do. Néu ¢6 céc tridu chimg bat thuong xay ra,
can tién hanh cac xét nghiém ngay [4p tirc. Nén ngung didu tri bang mesalamine néu chirc nang than
bi suy giam.

Céc truong hop séi than da dugce béo cdo khi st dung mesalamine. Khuyén céo tranh tinh trang mét
nuée trong qua trinh diéu tri, dam bao cac chét dién giai binh thuong va can bing chit long nén
duoc phuc hoi cang sém cang tHt.

Bénh nhén bi bénh phoi, dic biét la bénh hen suyén, can duoc theo doi rit cén than trong qua trinh
diéu tri. _

Théan trong duoc khuyén céo & nhitng bénh nhén bi suy giam chirc nang gan.

Phan itng ¢6 hai nghiém trong trén da: Cac phan ung c6 hai trén da nghiém trong (SCAR), bao
gdm hoi ching Stevens- Johnson (SJS) va hoai ttr biéu bi nhiém doc (TEN), da dugc bao céo lién
quan dén diéu tri bing mesalamine. Nén ngimg dung mesalamine khi xudt hién cac ddu hiéu va
triéu chimg du tién cua phan ung da nghiém trong, ching han nhu phat ban da, ton thuong niém
mac hoic bt ky du hiéu qua man nao khac.

Mesalamme gay ra phan rng qua man tim (viém co tim va viém mang ngoai tim) da dugc bao cao ¢
tn suat hiém gap. Nén ngimg dung thude néu nghi ngd hodc co bang chimg vé phan ting nay.
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PHU NU' MANG THAI VA CHO CON BU
Thai ky

Khong cé dit liéu day du vé viée su dung thudc & phu nit mang thai. Tuy nhién, dir liéu vé mot sb it
céc trudomg hop mang thai bi phoi nhiém cho thdy khong c6 tac dung phu ctia mesalamine déi voi
thai ky hodc dbi v6i stre khoe ctia thai nhi, tré so sinh.

DA ¢6 bao cao vé mot so truong hop suy than & tré so sinh ¢ me uong licu cao mesalamine (2-4 g)
kéo dai khi mang that.

Céc nghién ctru trén dong vat vé mesalamine duong ubng khong chi ra tac dung c6 hai truc tiép
hodc gian tiép ddi véi thai ky, sy phat trién ctia phoi thai, thai nhi, sinh con hodc sy phat trién sau

khi sinh.
Thudc chi nén duge st dung trong thoi ky mang thai néu lgi ich mang lai vuot trdi hon nguy co.
Cho con bii

Mesalamine dugc bai tiét vao sita me dudi dang acid N-acetyl-5- aminosalicylic va ¢ mic do thap
hon dang mesalamine chua chuyén hoa. Khong thé loai trir cac phan tng qua man nhu tiéu chay &
tré so sinh. Vi vay, thubc chi nén duoc st dung trong thoi ky cho con bt néu loi ich mang lai vuot

troi hon nguy co.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Khéng anh huong hodc anh hudng khong dang ké t6i kha nang 14i xe va van hanh may moc.

TUONG TAC VOI CAC THUGC KHAC VA CAC DANG TUONG TAC KHAC

Vige su dung dong thoi mesalamine véi cdc tdc nhan gdy doc cho thén da biét khéc, chang han nhu
cée thude chdng viém khong steroid NSAID va azathioprin, ¢6 thé lam ting nguy co giy doc voéi
than.

Ding dong thoi véi mesalamine vOi azathioprin, 6-mercaptopurin hoac hoac thioguaninea c6 thé
lam tang tac dung Uc ché tiy cua azathioprin.

C6 bang ching yéu cho thiy mesalamine c6 thé lam giam tac dung chbng dong méu cua warfarin.

TAC DUNG KHONG MONG MUON CUA THUOC:

o

—

[

B Tac dyng khéng mong mudn
Hé co quan Tiong gap It gap (21/1.000 Hiem gap £ Rdt hiém Tén sudt khong
(=1/100 dén dén <1/100) (=1/10.000 dén (<1/10.000) hys
<1/10) <1/1.000) '

Cdac roi loan Cong thirc mau bi

mau thay doéi (thi€u
mau b?lt san, mat
bach céu hat, giam
tiéu cau, giam
bach cau ftrung
tinh, gidm bach
cau, giam ti€u cau)

Réi logn hé mién Phan ng qua man

dich nhu di Gng ngoai
ban, sét do thudc,
hot chung lupus
ban do, viém dai
trang

R6i loan hé than | Pau diu Chéng mit Bénh ly than kinh

kinh ngoai bién

Réi loan tim Viém co tim,
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Téc dung khong mong muon
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HEé co quan Lheong s9p It gép (>1/1.000 Ajan gin £ Rat hiém Tén sudt khong
(=1/100 dén dén <1/100) (=1/10.000 den (<1/10.000) 5
<1/10) <1/1.000) '
viém mang ngoai
tim
RGi loan hé hap, Phan (mg di ung
long nguc va xo hoa phdi
(bao gdm khé tha,
ho, co thit phé
quan, viém phé
nang, tang bach
cAu ai toan & phdi,
tham nhiém phdi,
viém mang phdi)
Réi  loan  tiéu Pau bung, tiéu
hoa chay, kho tiéu,
ddy hoi, budn
nén, noén, viém
tuy cip
Roi logn gan Viém gan ' mdt | Viém gan
mdt
Réi loan da va Da nhay cam véi | Chirng rung téc c6 | Hoi chiing
mo duci da anh sang thé hoi phuc. Stevens-Johnson
(SJS), hoai tu
biéu bi nhiém
doc (TEN)
Roi  logn co Pau khop Dau co
xuwong
Suy giam chtic S6i than

Roi loan thdn va
tiét niéu

nang than bao gdm
viém than k& cép
tinh va man tinh,
va suy than

Roi  loan  hé
thong sinh san

S6 luwong  tinh
tring thap (c6 thé
hdi phuc)

Toan thdn

Suy nhugc, mét
moi

Xét nghiém

Thay dbi céc
théng sé chic
nang gan (tdng
transaminase va
cac thong s6 vé
U mat), thay déi
men tuy (tang
lipase va
amylase), 56
lugng bach ciu
ai toan tang

Thoéng bdo cho bdc st nhitng tdc dung khéng mong mudn gdp phdi khi sir dung thuoc.

QUA LIEU, CACH XU TRI:

Cé rat it dit liéu bao cdo vé cac trudng hop qua lieu (vi dy, truong hop st dung liéu cao mesalamine
vé1 muc dich tu tir), chua thay c¢6 bao cao doc tinh vé than hodc gan.
Khoéng co thuoc giai ddc dac hiéu trong truong hop qua licu. Diéu tri tri€u chimg va hd trg cho bénh

nhan.
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BAC TINH DUQC LUC HQC:
Nhém dwoe Iy: Thube chong viem duong rudt.
Mz ATC: AO7EC02

Co ché ctia hoat dong chdng viém ctia mesalamine (5 -Aminosalicylic acid / 5-ASA) chua dugc blet
16. Két qua tir dit ligu in-vitro cho thiy mesalamine (c ché lipoxygenase dong thoi 1am giam nong
d¢ prostaglandin trong niém mac rudt. Mesalamine hoat dong nhu mot chét thu hdi cac goc ty do tir
c4c hoat chit oxy phan ng trong co thé. Thudc co tac dung chong viém duong tiéu hoa. St dung
mesalamme duong uong co tac dung tai chd hon 1a tac dung chéng viém toan than. Do vay yéu to
quyét dinh hidu qua chbéng viém a nong dd mesalamine tai vi tri viém. Sinh kha dung cua
mesalamine khong ty 1€ vé1 hi€u qua diéu tri ma chi lién quan dén an toan khi str dung.

PAC TINH DUGC DONG HQC

Hap thu:

Su hép thu Mesalamine cao nhét & doan dau rudt non va thép nhat & cudi rudt non.

Chuyén héa:

Mesalamine dugc chuyén héa buéc 1 & gan nhd chu trinh gan — rudt tao thanh N-acetyl-5-
aminosalicylic khong c6 hoat tinh dugc 1y (N-Ac-5-ASA). Mot s6 phan tng acetyl hoa cling co thé
xdy ra nho vi khuén dai trang. Ty 1& mesalamine 1a N-Ac-5-ASA lién két voi protein huyét tuong
lan luot 14 43% va 78%.

Thai trir: Mesalamine va chét chuyen hoa ctia n6 duge dao thai chu yéu qua phan va than (khoang
20-50%) phu thudc vao dang bao ché, duong dung... va mot phan nho qua dudng mat. Thai trir qua
than chua yéu 1a dang N-Ac-5-ASA. Khoang 1% mesalamine dugc tiét vao sita me dudi dang N-Ac-

5-ASA.
Déi véi vién bao tan trong rudt

Hdp thu: Giai phéng Mesalamine tir vién bao tan trong rudt sau 3-4 gio dung thubc. Nong do dinh
trong huyét tuong dat duoc sau 5 gio. O liéu dung 3 x 500 mg/ ngay, nong do mesalamine 1a 3,0 +
1,6 ng/ ml va N-Ac-5-AS 1a 3,4 + 1,6 ng/ ml trong trang théi on dinh.

Phadn bé: Két hop \{01 nghién ctru duge dong hoc, sau 3-4 gid dung thube & hdi trang, va dau dai
trang sau 4-5 gio. Tong thoi gian cua thude trong dai trang 1a 17 gio.

Thai trie: Ty 18 mesalamine va chét chuyén hoa ctia n6 N-Ac-5-AS thai trir qua than sau 24 gio khi
dung da lidu (3 x 500 mg/ ngay, cling chinh 1a ngay kiém tra) 1a 60%. 10% mesalamine ding dudng
uong thai tror dang khong chuyén hoéa.

QUY CACH BONG GOI:

Hop 3 vi Alu—PVC, vi 10 vién nén bao phim tan trong rudt, kém to hudng dan sir dung.
Hop 6 vi Alu—PVC, vi 10 vién nén bao phim tan trong rudt, kém to hudng dan str dung.
Hop 10 vi Alu—PVC, vi 10 vién nén bao phim tan trong rudt, kém t& huéng dan sir dung.
Hop 3 vi Alu— Alu, vi 10 vién nén bao phim tan trong rut, kém t& hudng dan str dung.
Hop 6 vi Alu— Alu, vi 10 vién nén bao phim tan trong rudt, kém t& huéng dan st dung.
Hop 10 vi Alu— Alu, vi 10 vién nén bao phim tan trong rudt, kem to huéng dan st dung

PIRU KIEN BAO QUAN, HAN DUNG & TIEU CHUAN THANH PHAM
Han dung: 36 thang ké tir ngay san Xudt

Diéu kién bao quan: Noi kho rao, trdnh dnh sang, nhiét do khong qua 30°C
Tiéu chuén thanh pham: USP 43
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TEN, PIA CHI CUA CO SO SAN XUAT VA CO SO PANG KY

Co 56 sin xudt: CONG TY CO PHAN DUQC VA VAT TU'Y TE BINH THUAN
192 Nguyén Hoi, Phuong Pha Trinh, TP. Phan Thiét, Tinh Binh Thuan

Co 56 ding Iy: CONG TY TNHH THUONG MAY DUQC PHAM PHUC ANH
Tz‘ing 1, Toa nha Sabay Tower, 1A Héng Ha, Phuong 2, Quéan Téan Binh, Tp H6 Chi Minh.
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