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VINSALAMIN 400

Thudc nay chi ding theo don thude
Pé xa tAm tay tré em

Poc k§ hwéng din sit dung trwée khi ding

1. Thanh phén céng thitc ciia thude:
Cho mdt vién:
Thanh phdn dugc chdt: MESALAMIN .............c.vvvieeeireieesieiseniss e 400 mg

Thémh phan té duoc: Lactose monohydrat, tinh bot ngd, natri starch glycolat, PVP - K30, talc,
magnesi stearat, Eudragit L - 100, Eudragit S - 100, PEG 6000, titan dioxid, vang tartrazin, do
EEVTITOSIIL , cosnnes svsar smmsnussrpsnsversesrrssssersyvssummrnossmosasmsnonsonms sosmsanonson ymbr s irsis 44543 54 SETHEFHSA.15 vira du 1 vién

2. Dang bao ché:

Dang bao ché: Vién nén bao tan trong rudt. ‘

Hinh thic: Vién nén bao phim mau hdng, hinh try, hai mit nhan, thanh va canh vién lanh lan.
3. Chi dinh:

- Diéu tri viém loét dai truc trang chay mau: Piéu tri dot cdp muc dd nhe dén trung binh va didu
tri duy tri.

- Diéu tri bénh Crohn: Pidu tri duy tri.

4. Liéu ding - cich ding:

Cich ding: Ubng ca vién, khong duoc nhai, ubng trong bita an.

Khong c6 yéu cau dic biét v& xir Iy thude sau khi sir dung.

Liéu dimng:

- Diéu tri tdn cong viém loét dai truc trang:

Nguoi I6n: 2,4 - 4,8 g (6 - 12 vién) mdi ngdy, chia 1am nhiéu lan.

Lidu dung nén dugc diéu chinh tiy theo d4p tng diéu tri.

Thoi gian didu tri khuyén cdo tir 4 - 8 tudn.

Tré em tir 6 tudi tré 1én va thanh thiéu nién:

Liéu dung duoc x4c dinh trén ting bénh nhan, thuong bét dau véi 1idu 30 - 50 mg/kg/ngay chia
lam nhiéu lan.

Liéu i da: 75 mg/kg/ngay chia lam nhiéu lan.

Téng lidu khong vuot qua 4 g/ngay.

Liéu dugc khuyén ding cho tré em: Duéi 40 kg dung ntta lidu ngudi 16m, tir 40 kg trér 1én dung
licu nguoi 16n (khong qué 4 g/ngay).

- Diéu tri duy tri viém loét dai tryc trang:

Ngwoi Iom: 1,6 - 2,4 g (4 - 6 vién) mdi ngdy, dung mot 1an hodc chia 1am nhiéu lan.
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Pc dinh trén tirng bénh nhén, thuong bét dau véi lidu 15 - 30 mg/kg/ngay chia
*
any, //

Lleu duorc k}myen dung cho tré em: Duéi 40 kg ding nira lidu ngudi 16n, tir 40 kg tré 1én ding
lidu nguoi 16n (khong qué 2 g/ngay).

- Diéu tri duy tri bénh Crohn:

Nguoi I6n: 2,4 g (6 vién) mdi ngay.

Tré em tir 6 tuoi tré lén:

Liéu dung duoc xé4c dinh trén timg bénh nhén, thudng bt dAu véi liéu 15 - 30 mg/kg/ngay chia
lam nhiéu lan.

Téng liéu khong duge vuot qua 2 g/ngay.

Liéu duoc khuyén ding cho tré em: Dudi 40 kg dung nira lidu nguoi 16m, tir 40 kg trd 1én ding
v6i lidu nguoi 16n (khdng qua 2 g/ngay).

5. Chong chi dinh:

- Tién sir qua mén véi céc salicylat hay bt ky thanh phdn ndo ctia thude hogc man cam voi
sulfasalazin. ‘

- Suy than nidng (GFR <20 ml/phut).

- Bénh ly ¢6 xu hudng chay mau hodc dung ddng thoi véi thube chong dong.

- Tré em dudi 2 tudi.

- Loét da day tién trién.

6. Cianh bao va thin trong khi dung thude:

- Pa c6 bdo céo v& roi loan tao mau nghiém trong trong khi ding mesalamin nhung rat hiém
gip. Cén theo doi vé huyét hoc, néu ngudi bénh ¢ chay mau khong rd nguyén nhén, c6 cac vét
bam tim, ban xuét huyét, thiéu mau, sot hozc viém hong. Nén nging thudc néu c6 dau hiéu tang
nhay cam hodc neu co ia chay.

- Thén trong v&i ngudi gia, nguoi suy gan, suy than nhe dén trung binh, loét dudng tiéu hoa.
Can theo ddi chirc ning than trudce va sau khi dicu tri bang mesalamin.

Cdnh bao td duwoc:

- Thubc ¢6 chira lactose, bénh nhan bi réi loan di truyén hiém gip nhu khong dung nap
galactose, thiéu hut lactase hoan toan hodc kém hap thu glucose-galactose khong nén dung
thudc nay.

- Thubc nay c6 chita dudi 1 mmol (23 mg) natri trong mdi vién nén bao phim, vé co ban dugc
xem nhu “khéng chira natri”.

- Thuébc c6 chira vang tartrazin, c6 thé gay cdc phan tng di ing.

7. Sit dung thudc cho phu nit ¢6 thai va cho con bu:

St dung thudc cho phu nit cé thai:

Thén trong khi dung cho ngudi mang thai va chi dung khi loi ich hon hén nguy co ¢ thé xay
ra. Chua c6 tu lidu vé kha ning gy qudi thai cua thudc, nhung c6 mot luong mesalamin rat
thdp di qua nhau thai.

St dung thuéc cho phy nit cho con bi:
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([ Thﬁﬁ L[ropgkltl ,n\ " thoi ky con bt va chi ding khi 1¢i ich hon hén nguy co c6 thé xay ra. Da c6
= g hay & tré nhung chi c6 mot lugng khong déng k& thude di vao sita. Can theo

Thuoc c6 the gdy cac tac dung khong mong mudn nhu nhirc ddu, mét mai, chong mat. Khong
14i xe, van hanh may mo6c hay lam viéc trén cao khi gép tdc dung khong mong mubn cia thude.

9. Twong tac, twong ky thude:

Twong tdc thudc:

- Dung ddng thoi v6i sulfasalazin dang ubng c6 thé gay tang nguy co doc voi than.

- P4 c6 thong bao tang thoi gian prothrombin ¢ ngudi bénh dang dung warfarin.

- Dung mesalamin ¢ nhiing bénh nhan dung céc thude doc voi than (NSAID) ¢6 thé ting nguy
co doc voi than.

- Trénh ding dong thoi véi cac thube 1am giam ndng do acid da day, chat ddi khang Ha, chat
rc ché bom proton vi tac dung cua mesalamin c6 thé bi giam.

- Mesalamin lam ting tdc dung va ting ddc tinh cta azathioprin mercaptopurin do tc ché
chuyén hoa.

- Mesalamin c6 thé 1am ting tic dung ctia véc xin phong thiy dau.

- Mesalamin c6 thé lam giam tac dung ctia glucosid tim.

- Khong nén dung ddng thoi mesalamin véi lactulose va cac chét tuong tu do ¢6 thé lam giam
pH va ngén nglra giai phong mesalamin.

- Mesalamin c¢6 thé lam cham su bai tiét methotrexat va ¢6 thé gdy déi khang téc dung cua
probenecid va sulfinpyrazon.

- Mesalamin ¢6 thé lam giam tac dung loi tiéu ctia furosemid va spironolacton va c¢é thé anh
huong dén hoat dong cua rifampicin.

- Mesalamin lam tidng tac dung ha duong huyét ctia nhom sulfonylurea.

Twong ky thuéc:

Chua c6 thong tin.

10. T4c dung khéng mong mudn cia thudc (ADR):

Tan sb xuét hién mot vai ADR néi chung it hon so véi ubng sulfasalazin (tién chét cua
mesalamin). Cac ADR thudng gip nhit 1a ia chay, buon ndn, nhtc dau, ty 16 mdi loai khoang
2 - 3 % trong sd ngudi bénh duogc diéu tri.

Thwong gap, ADR > 1/100

- Toan than: Nhirc dau, mét moi, suy nhuoc, chéng mit, sot.

- Tiéu hoa: {a chay, budn ndn, ndn, dau bung, lam ting tridu ching cta viém dai trang, ¢ hoti,
tao bon, kho tiéu.

- Da: May day, phat ban, ngtra, mun triing c4.

- H6 hép: Viém hong, ho.

Hiém gdp, ADR < 1/1000

- Méu: Giam bach ciu, giam bach cAu hat, thiéu mau bat san, mét bach cau hat, giam bach clu
trung tinh, giam tiéu cau va roi loan tao mau.
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@d/'xudng Dau khép, chudt rat, dau lung.
- Thén kinh: Bénh than kinh, cht yéu tac dong dén chan.
- Tiét niéu: Viém thén, hoi chimg than hu.
- Nbi tiét va chuyén hoa: Tang triglycerid.
- Phan g khéc: Rung toc, viém tuy, hoi chimg khong dung nap mesalamin.
Huwéng din cach xir tri ADR:
Ngtmg diéu tri néu c6 ddu hiéu hodc nghi nge ri loan tao méu.
Viée bdo cdo tac dung khong mong mudn sau khi thube dugc cAp phép luu hanh rat quan trong,
gitip tiép tuc theo ddi loi ich va nguy co khi st dung thudc. Nhén vién y t€ can béao cdo bat ky
tac dung khong mong mubn nao ciia thude theo hé thdng béo céo Qubc gia.
“Thong bdo ngay cho bdc sy hodc dwoc sy

nhitng phdn ikng co hai gdp phdi khi siv dung thuoc”
11. Qua lidu va cich xit tri:
Qua4 lidu: Chua c6 thong tin.
Xt tri: Khong c6 thude giai doc ddc hiéu, ¢ thé tiém truyén tinh mach cac chét dién giai dé
tang loi tiéu. Tich cuc theo doi dé c6 bién phap xir tri kip thoi.
12. Pic tinh dwge lue hoc:
Ma ATC: AO7TEC02

Mesalamin (mesalazin) (Acid 5 - aminosalicylic, 5 - ASA) dugc xem la thanh phan c6 hoat tinh
clia sulfasalazin. Thudc c6 tac dung chdng viém tai dudng tiéu héa. Do dap Gng viém thuong
phuc tap, co ché tac dung chinh xac ctia mesalamin chua dugc biét 13, nhung hinh nhu thube
tac dung tai chd hon 14 tac dung toan than. Khong gidng véi céc salicylat, mesalamin khong bi
chuyén hoa thanh acid salicylic dé c6 tac dung duoc ly. Mesalamin trc ché cyclooxygenase, 1am
giam tao thanh prostaglandin trong dai trang. Nho véy, thudc c6 tac dung e ché tai chd chéng
lai viéc san xudt cac chét chuyén héa ctia acid arachidonic, cac chét nay ting & nhitng nguoi bi
viém rudt man tinh. Cac ché phdm ctia mesalamin c6 thé ¢6 tac dung tot voi nguoi bénh nhay
cam voi sulfasalazin.

13. Dic tinh dwge dong hoc:

- Khoang 25 + 10 % mesalamin giai phong duoc hép thu khi udng. Su phan b thube trong cac
md va dich co thé chua duge mé ta mot cach day di. Thoi gian ban thai trong huyét twong ctia
mesalamin khoang 40 phut va 40 - 50 % lién két v6i protein huyét tuong.

- Thé tich phén bd khoang 18 lit.

- Su chuyén héa ctia mesalamin van chua dugc chimg minh mot cach 13 rang. Phén duoc hip
thu hdu nhu bi acetyl héa hoan toan & thanh rudt va gan thanh acid N - acetyl - 5 -
aminosalicylic; mesalamin va acid N - acetyl - 5 - aminosalicylic cling c6 thé két hop véi acid
glucuronic. Thoi gian dat ndng do dinh trong huyét tuong tir 4 - 12 gio. Céc chét éhuyén héa
da acetyl hoa cé thoi gian ban thai trong huyét twong khoang 70 phut va khoang 80 % lién két
v6i protetin huyét twong. Sau khi ubng, mesalamin qua dugc hang rao nhau thai nhung chi véi
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6e manh, khoang 20 % lidu da ubng duoc thai trir & than, chi yéu dudi dang acid
- aminosalicylic va mot lugng it qua phan.

Hop 3 vi x 10 vién.
Hop 10 vi x 10 vién.
15. Diéu kién bao quén, han ding, tiéu chuin chit lwong:
Diéu kién bdo qudn: Noi kho rao, nhiét do duadi 30 °C, tranh anh sang.
Han ditng: 36 thang ké tir ngdy san xuét
Tiéu chuén chit lwong: TCCS
16. Tén, dia chi co s& san xuét:
CONG TY CO PHAN DUGC PHAM VINH PHUC
S6 777, Pudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc
DT: 02113 861233 Fax: 02113 862774
Dia chi nha may: Thon Miu Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc



