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II. NHAN VI:
(S0 16 SX, han dung in phun trén vi)

A. Mit trudc B. Mit sau

Mesalamine 400mg

CONG TY TNHH MEKOPHAR
COMESAL 400
Mesalamine 400mg

CONG TY TNHH MEKOPHAR

COMESAL 400

Mesalamine 400mg

CONG TY TNHH MEKOPHAR

ST \ COMESAL 400

¢ O ® HAN ] Mesalamine 400mg

mA
/‘ "-.'.

iluon ot ek s
A ™ —
\\\I‘F-LW Mesalamine 400mg

CONG TY TNHH MEKOPHAR

COMESAL 400

Mesalamine 400mg
CONG TY TNHH MEKOPHAR
COMESAL 400

Vi tri dit s§ 16 SX va han diing

Mesalamine 400mg

CONG TY TNHH MEKOPHAR

COMESAL 400

Mesalamine 400mg

CONG TY TNHH MEKOPHAR
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TO HUONG DAN SU DUNG THUOC:

Rx
COMESAL 400

Vién nén bao phim tan trong rudt

Thudc nay chi ding theo don thude.

Pé xa tam tay tré em.

Poc k§ hudng din st dung trude khi dung.

Thinh phin, cong thire thude:

M0i vién nén bao phim tan trong rudt chira:

Thanh phin dwgc chit:

e 1 |1 T ————— 400 mg
Thanh phin td dwpe: microcrystalline cellulose 112, povidone K29/32, sodium starch glycolate
type A, talc, magnesium stearate, lactose monohydrate, methacrylic acid and methyl methacrylate
copolymer (Eudragit L-100), tale, mau oxide st do, macrogol 6000.

Dang bao ché:

- Dang bao ché: vién nén bao phim tan trong rudt.

- M5 ta san pham: vién nén tron bao phim tan trong rudt, mau dé nau, hai mit tron.

Chi dinh:

Diéu trj viém loét dai trang tlr nhe dén trung binh va diéu tri duy tri sy thuyén gidm bénh viém loét
dai trang.

Cach ding va lidu dung:

- Cich ding: nudt tron vién thude véi nude. Khong duge be, nghién hodic nhai vién thube trude
khi udng.

- Liéu ding:

Nguoi [én:

Pidu trj viém loét dai trang cép tinh: uéng 6 vién/ngdy chia lam nhidu lan, c6 thé phéi hop dong
thoi voi corticosteroid khi ¢é chi dinh l1am sang.

Pidu tri duy tri: 3 — 6 vién/ngay chia lam nhiéu lan,

Ngudi cao tudi: can than trong khi st dung thude cho bénh nhén cao tudi. Mesalamine khéng nén
str dung d8i v&i bénh nhan co6 bing chimg vé suy thén.

Tré em: hién chi c6 nhitng tai liéu gi6i han cta thude dbi véi tré em tir 6 dén 18 tudi. Lidu ding déi

voi tré em tir 6 tudi tro 1én:

Didu trj viem loét dai trang cdp tinh: dé xdc dinh cho timg truong hop riéng ¢, bit ddu vai lidu 30
— 50 mg/kg/ngay chia [am nhiéu 1an. Liéu t6i da 75 mg/kg/ngay chia lam nhidu lan. Tdng liéu
khoéng duge vugt qua 4 g/ngay (lidu tdi da dbi voi ngudi ln).

Piéu tri duy tri: dé xéc dinh cho timg truong hgp riéng 1¢, bt dau voi lidu 15 — 30 mg/kg/ngay chia
lam nhidu 1dn. Téng lidu khong dugc vuot qua 2 g/ngay (lidu khuyén céo dbi véi nguoi 16n).
Théng thuong, liéu khuyén cao dbi véi tré em 6 cén niing dén 40 kg 1a liéu bang Y so véi lidu str
dung cho ngudi [6n, va lidu gidng nhu liéu sir dung cho ngudi 16n ddi véi tré em trén 40 kg.

Chong chi dinh:

Khong ding Comesal 400 ¢ nhitng bénh nhén co tién sir dj Gmg v6i mesalamine hodic man cam véi
bat ky thanh phén nao cua thude.

Bénh nhan cé tién st di (mg véi salicylate hoiic than nhay cam véi sulphasalazine.

Bénh nhén bi suy than ndng (GFR <20 ml/phut).
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Canh b#o va thin trong khi ding thude:

Phan trng c¢6 hai nghiém trong trén da

- Nhiing phan Gmg c6 hai nghiém trong trén da (SCAR), bao g@)m héi ching Stevens-Johnson
(SIS) va hoai tur biéu md nhidm doc (TEN), da dugc bdo cdo cd lién quan khi str dung
mesalamine.

- Nén ngung sir dung mesalamine khi xuét hién cdc ddu higu va triéu ching ddu tién cta phan
{mg nghiém trong trén da, nhu phat ban da, tdn thuong bé mit da, hodic bit ky dau hiéu min
cam nao khac.

- Cén than trong khi str dung thude cho ngudi cao tudi, va tiy theo chire ning than binh thuong &
mdi bénh nhén lam chuin.

- R&i loan than: mesalamine dugc bai tiét nhanh chéng bai thdn, chu yéu dudi dang chit chuyén
héa ciia né la acid N-acetyl-5-aminosalicylic. O chudt, liéu lugng 16n mesalamine duge tiém
vao tinh mach gy nén ddc tinh trén cdu than va dng than. Can hét sirc than trong khi sir dung
mesalamine cho nhiing bénh nhan bj suy than mdc do nhe dén trung binh. Bénh nhan cén duoc
theo di chiic nang thin (do ndng do creatinin huyét thanh) trude khi bit dau diéu trj véi
mesalamine. Chirc ndng than sau dé nén dugc theo déi dinh ky trong qua trinh diéu tri, vi dy
mdi 3 thang trong nam dau tién, mdi 6 thang trong 4 nam tiép theo va hang nim sau dé, dya trén
tidn sir bénh 4n ctia m3i bénh nhén. Béc si cdn danh gia céc yéu t6 nguy co nhu céc thude ding
trude d6 va thude dung ddng thoi, thoi gian va mirc dd nghiém trong ctia bénh. Nén ngung didu
trj véi mesalamine néu chire ning than xdu di. Néu tinh trang mit nudc xay ra, can khéi phyc
can bang chat dién giai va chit 1dng cang sém cang tét.

- R&i loan tao mau nghiém trong (rit hiém) da duoc bo cdo khi diing mesalamine. Céc cudc didu
tra trén huyét hoc can dugc tién hanh néu bénh nhan xuét hién céc triéu chimg khong rd nguyén
nhan nhu xudt huyét, bdm tim, ban xudt huyét, thiéu m4u, sbt hodic viém hong. Ngung diéu tri
véi mesalamine néu thiy cé nghi ngd hosic bing chimg vé rdi loan tao mau.

- P ¢6 bdo cdo cho thdy st dung mesalamine c6 thé giy ra soi than, bao gdbm ca soi véi ham
lugng chita 100% mesalamine. Khuyén cédo dam bao cung cép du chét long trong qud trinh diéu tri.

Khéng dung nap Carbohydrate

- Bénh nhén méc céc van d& v& di truyén hiém gip nhu khéng dung nap galactose, thiéu lactase
Lapp hodc kém hép thu glucose-galactose khong nén diing thude nay.

Sir dung thudc cho phu nir ¢6 thai va cho con bi:

Phy nit ¢6 thai: Hién khong co6 thdng tin v& kha ning gdy quéi thai. Tuy nhién, mét lugng khong
dang ké mesalamine di qua nhau thai va dugc bai tiét qua sita me sau khi didu tri véi
sulphasalazine. St dung thude trong thoi ky mang thai can phai than trong va chi khi lgi ich vugt
trdi so vdi nguy co.

Phy niv cho con ba: Tranh st dung mesalamine ddi vai phy nit cho con bu trir khi that sy can thiét.

Anh hwéng ciia thude 1én kha niing 1di xe, vin hinh may mée:

Mesalamine ¢ thé giy budn nén. Néu gip phai ddu hiéu ndy, bénh nhan nén tranh 14i xe va vén

hanh may moc, hoic cac hoat dong khac yéu cau dén sy tinh tdo hoan toan.

Twong tic, twong ky ciia thude:

Twong tic cia thudc:

- Tréanh str dung ddng thoi Lactulose véi cdc chét tuong tu, vi ¢ thé din dén giam pH trong rudt
két dan dén lam e ché sy tan rd cta 16p bao phim tan trong rudt va giam kha néng giai phdng
mesalamine.

- Strdyng ddng thoi véi cdc thude gay hai cho thin nhu NSAIDs va Azathioprine, ¢6 thé lam tang

nguy co gay ra cac phan (g c6 hai cho thén.
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- Dung dong thoi cac aminosalicylate vi azathioprine hodic mercaptopurine c6 thé lam ting nguy
co giam bach céu.

Twong ky cita thubce: Do khoéng c6 céc nghién ctru vé tinh tuong ky cua thube, khéng tron 13n

thudc nay véi céc thude khc.

TAc dyng khéng mong mudn ciia thube:

- Nhitng phan ting ¢6 hai nghiém trong trén da (SCAR), bao gdm hdi ching Stevens-Johnson
(SIS) va hoai tor biéu md nhidm doc (TEN), da dugc bao cdo co lién quan khi str dung
mesalamine.

- Céc tac dung khdng mong mudn chu yéu trén duong tiéu hoa, bao gém budn nén, tiéu chay, ndn
va dau bung. Pau déu ciing di dugc béo cdo.

- D ¢6 nhiing bo cdo hiém gip vé giam bach ciu, giam bach cdu trung tinh, mat bach ciu hat,
thiu mau bat san va giam tiéu cu, rung téc, bgnh than kinh ngoai bién, viém tuy, rdi loan chirc
ndng gan va viém gan, viém co tim va viém mang ngoai tim, cdc phan (g dj ting va xo phéi,
phan tng gidng lupus ban dé va phat ban (bao gdm may day), sét do thude, viém than ké va hoi
chirng than hu khi didu trj bing mesalamine dudng udng, thuong hdi phuc khi ngung thude. Suy
than da duoc bdo cdo. DPgc tinh trén than do mesalamine nén duge nghi ngd ¢ nhitng bgnh nhén
biéu hién triéu chimg rdi loan chic ning than trong qua trinh diéu tri.

- Mesalamine rat hiém khi lién quan dén céc tridu chirng viém dai trang cép tinh, hdi ching
Stevens Johnson va hdng ban da dang.

- Céc tac dung khong mong mudn khac duge quan sat thiy khi str dung sulphasalazine nhu suy
giam s6 lugng va chiic ndng cua tinh tring, hién chua cé bao cdo ddi v6i mesalamine.

- R&i loan da va mé dudi da (khong rd tAn suét): hoi chimg Stevens-Johnson (SIS) va hoai tir biéu
md nhiém déc (TEN).

- R&i loan than va tiét niéu (khong rd tn sudt): Soi than.
Qui lidu va cach xir tris
Sau khi str dung thudc qué liéu can tién hanh rira da day, truyén chat dién giai qua duong tinh
mach dé thic ddy qué trinh bai tiét thude qua nude tiéu, va st dung céc bién phap hd tro tiéu
chuén. Hién khong co thudc giai dic tri.
bic tinh duge lye hoe, duge dong hoc:
Duege liee hoc:
Nhém duge ly: thube chéng viém dudng tiéu héa
Ma ATC: AO7EC02
Mesalamine (5-aminosalicylic acid) 14 mot trong hai thanh phan cua sulphasalazine, thanh phan
con lai 1a sulphapyridine. Sulphapyridine la nguyén nhén chu yéu giy ra céc tac dung khong mong
mudn ¢6 lién quan dén sulphasalazine, trong khi dé mesalamine 1a hoat chat dugc st dung trong
diéu tri viém loét dai trang. Co ché hoat dong clia mesalamine trong diéu trj viém loét dai tring c6
thé 1a do tac dyng trc ché ctia n6 dbi véi con dudng lipoxygenase. Leucotriene duge hinh thanh bai
con dudng lipoxygenase c¢6 lién quan dén co ché bénh sinh clia bénh viém loét dai trang.

Divgc dong hoc:

Khi dung dudng udng, mesalamine dugc hip thu d& dang tir rudt non véi mét lugng t6i thidu dé dat

dugce tac dung tai vj tri mong mudn & rudt két.

Nong dd didu trj chi c6 thé dugc tao ra bing céch uéng ché phdm dang phéng thich tri hodn hoic

phéng thich cham hogic bang ché phim dung tai chd (vi du nhu dang thude x6). Vién nén bao phim

tan trong rudt mesalamine dugc thiét ké hoa tan & pH 16n hon 7,0 thanh thude c6 hoat tinh.

P thanh thai ctia mesalamine khoi vong tudn hoan chi yéu dya vao qué trinh acetyl héa, tao thanh

axit n-acetyl-5-aminosalicylic, sau dé dugc thai trir qua loc cdu than va bai tiét tich cuc & dng than.
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Thoi gian ban thai ciia mesalamine 1a khoang mot gio.

Quy cach dong gébi:

Vi 10 vién. Hop 10 vi.

Didu kién bao quan, han ding, tidu chudn chit lwgng ciia thude:

Diéu ki¢gn bio qudn: bao quan noi kho rdo, tranh anh sang, nhiét do khong qua 30°C.
Han ding: 24 thang ké tir ngdy san xuét. Khong sir dung thude hét han dung.

Tiéu chudin chit lwgng ciia thude: TCCS.

Tén, dia chi ciia co s& sian xudt:

CONG TY TNHH MEKOPHAR ,
Lo 1-9-5, Buong D2, Khu Céng Nghé Cao, Phuong Long Thanh M§, Thanh phd Thu Birc, Thanh

phé H6 Chi Minh, Viét Nam.

16 thang 12 nam 2022
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