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Nh6n hgp vi6n Vinsalamin 500. KIch thrJdc: 130 mm X 70 mm X 30 mm.

Nhdn tr6n vl thu6c(9.5 x 6.2)cm
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mudn, cic lh0n0 tln khdc: Xem td hffng dln sil dung.

Noi kho rdo, nhiet d0 dr6i 300c, tr6nh 6nh s6ng.

TCCS.

G0ng thtlc:
Mesa|amin......................................500 mg
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NQi dung td hudng ddn sft dltng viAn Vinsalamin 500 cho cdn bQ y d

€8Wd
DUqC PHAM

TOn thu6c:

VINSALAMIN 5OO

Thhnh

Cho 1

Duqc 500 mg
Td duqc:

Eudragit

ng6, natri starch glycolat, PVP - K30, talc, magnesi stearat,

L - 100, S - 100, PEG 6000, Titan dioxid, vdng tartrazin, iI6 oxid siq vd..1 vi0n.

D?ng bio ch6: Vi0n ndn bao tan trong ruQt

Quy cfch rl6ng g6i:

HQp 3 vi x l0 viOn.

HQp 10 vi x 10 vi6n.

Duqc lgc hgc:

Md ATC: A07EC02

Mesalamin (mesalazin) (Acid 5 - aminosalicylic, 5 - ASA) dugc xem h thenh ph6n c6 ho4t tinh

cria sulfasalazin. Thu6c c6tbc dgng ch6ng vi6m t4i duong tiOu h6a. Do it6p img vi6m thuong phtc
t4p, co chti t6c dung chfnh x6c cta mesalamin chua dugc bii5t 16, nhrmg hinh nhu thut5c tric dr,mg

tai ch5 hcvn li tac dpng toan thdn. Kh6ng gi6ng voi c6c salicylat, mesalamin kh6ng bi chuyEn h6a

thenh acid salicylic dti c6 tac dpng dugc lf. Mesalamin rtc chi5 cyclooxygenase, ld,rn gi6m t4o thanh

prostaglandin trong d4i trang. Nhd vfy, thui5c c6 tic dgng rlc chti t+i ch6 chdng lai vipc san xu6t

c6c ch6t chuytin h6a cua acid arachidonic, c6c ch6t niy tlng o nhting nguoi bivi6m ruQt m4n tinh.

C6c chti phAm cta mesalamin c6 thO c6 t6c dgng t6t voi ngucri bQnh nhay cim vcri sulfasalazin

Dugc dQng hgc:

Khoang 25 L lO o/o mesalamin gi6i ph6ng duqc h6p thu khi u6ng. Sy ph6n UO ttru6c

vd dich co th6 chua dugc md ta mQt c6ch d6y <hi. Thcri gian ban thai trong huy6t

mesalamin khoang 40 phrit vi 40 - 50% li6n ki5t vdi protein huytit tuong.

th6 tich phan bO khoang 18 lit.

Sg chuyOn h6a cria mesalamin vdn chua duo. c chimg minh mQt c6ch 16 ring. PhAn thu

hAu nhu b! acetyl h6a hoan toan d thanh ruQt vi gan thanh acid N-acetyl-5-aminosalicylic;

mesalamin vi acid N-acetyl-5-aminosalicylic ctng c6 thO kiSt hgtp v6i acid glucuronic. Thoi gian

i14t n6ng dO dinh trong huyiSt tuorg tt 4 - 12 giir. Cdc chit chuyiSn h6a <16 acetyl h6a c6 thoi gian

b6n thai trong huy6t tuong khoang 70 phtt vd khoang 80 % li6n tet voi protetin huylSt tuong. Sau

khi u6ng, mesalamin qua dugc hang rio nhau thai nhung chi voi mQt luqng k*r6ng <tang k6; luqng

thu6c phan b6 vio sfia cting r6t nho. Sau k'hi uting mesalamin O ngucri ltvn kh6e mqnh, khoang 20

% li6u d5 uiSng itugc thii tru d than, cht yi5u du6i d4ng acid N-acetyl-5-aminosalicylic vi mQt

lugng it qua phen.

Chi illnh:
Vi0m lo6t tt4i tryc trdng chiy m6u; benh Crohn.

Lidu dtng - cich ding:
Cdch dilng.'U6ng ci viOn, kh6ng dugc nhai.
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dilng:

Ngudi lon:

Chta vi6m lo6t

Li6u knoi

ruan.

Li6u duy tri:
Trd em:

Chiia vi6m lo6t

T16 emtu 5 - 15 tu6i: 15 -2omg/kg ltoi aa I g),3lAn/ngdy. T16 emtu 15 - 18 tu6i: I -2g,
2lAn/ngdy ho{c t6ng [Au hnng ngdy c6 thiS dugc chia lim 3 len.

Di6u tri duy tri vi6m lo6t <tei trang vd bQnh Crohn:

Trd em tt 5 - 15 tu6i: l0 mg/kg (t6i Aa 500 mg), 2 - 316n/ngiy. T16 em tir 15 - 18 tuOi: Z g/hr,,

I Dn/ngny.

Ch6ng chi tlinh:
Ti0n sri qu6 m6n voi c6c salicylat hay bdt ki thanh phdn ndo cta thuiSc holc m6n cd.rn voi
sulfasalazin.

Suy thfn nfirg, suy gan n{ng.

Hgp m6n vi, tic ruQt.

B6t thuong vO d6ng m6u.

T16 em duoi 2 tu6i.

Cic trudmg hgp th$n trgng khi dtng thu6c:

DE c6 b6o c6o ve lo4n t4o m6u nghiCm trgng trong khi dung mesalamin nhung r6t trii5m gip. Can

theo d6i vC truy6t hgc, n6u nguoi bQnh c6 chdy m6u kh6ng 16 nguy6n nhen, c6 c6c vtit bAm tim,
ban xu6t huy6t, thi6u m6u, s6t ho4c vi6m hgng. NOn ngtrng thu6c niSu c6 d6u hieu ttuig nh4y ctm
ho{c n6u c6 ia chiy.
Thfn trgng voi ngudi gii, ngudi suy gan, suy th{n nhg <ti5n trung binh, lodt duong ti6u h6a. Cdn

theo d6i chrlc n[ng thfln trudc vi sau khi tti6u tri b6ng mesalamin.

Trong c6ng thric c6 lactose, thfn trgng voi bQnh nhdn kh6ng dung n4p galactose do di truy6n, k6m

h6p thu glucose - galactose ho{c thii5u Lapp lactase.

Phy nfr cd thai:

Th6n trqng khi dung cho ngudi mang thai vd chi dung khi lqr ich hon han nguy co c6 thti xiy ra.

Chua c6 tu lieu ve Ura nlng g6y quii thai cria thu6c, nhrmg c6 mQt lugng mesalamin r6t th6p di

qua nhau thai

Phqt nfr cho con brt:

Thfn trgng trong thdi ky con bri vi chi dung khi lqi ich hon h6n nguy co c6 th6 xAy ra. E6 c6 b6o

c6o gdy ti6u chdy d trd nhtmg chi c6 mQt luqng kh6ng ctting ke thutic tli vio sta. Cin theo d6i tinh

tr4ng ti6u chdy o tr6.

NgnN v|n hdnh mdy mdc, itang ldi tdu xe, ngrdi ldm viQc fiAn cao vd crtc trudng hqp khric:

Thu6c c6 th€ gdy cic tlc dgng kh6ng mong mu6n nhu nhtlc dAu, mQt mdi, ch6ng m{t. Kh6ng l6i

xe, v{n hanh m6y m6c hay lim viQc tr6n cao khi g[p tac dgng kh6ng mong mu6n cria thu6c.

Tuong t6c thu6c:

, tti6u tri trong 6 tuan hof;c 2,5 - 4,5 g,l lfur/ngiy trong 8
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c6 PHAry

Ding
Dd c6

Dtng

thdi sulfasalazin d4ng co gdy tdng nguy co <IQc v6i th4n.

gian prothrombin d ngudi bQnh dang dirng warfarin.

nhAn dung c6c thu5c dQc vcri than NSAID) c6 th6 tang nguy co

i10c

bom

Trrinh thudc lnm giAm n6ng <tQ acid d4 ddy, ch6t Aril tcnang Hz, ch6t ric chti

mesalamin c6 th6 bi giam.

Mesalamin

h6a.

dqng vi t6ng dQc tinh cta ch6t ch6ng ung thu thiopurin do ric chi5 chuy€n

Mesalamin c6 th6 hm tnng t6c dgng cria vic xin phdng thriy dfu.
Mesalamin c6 th6 hm ginm tdc dgng cta glucosid tim.

Tdc dgng kh6ng mong mu6n (ADR):

TAn sO xu6t hign mQt vii ADR n6i chung it hon so voi ut5ng sulfasalazin (ti6n ch6t cta
mesalamin). C6c ADR thudrng gip nh6t h ia chiy, bu6n n6n, nhric dAu, tl lE m5i lo4i ktoang 2 - 3

YottongsO nguoi bQnh duqc <ti6u tri.

Thudng g(p, ADR> 1/100

Toin th6n: Nhrlc dAu, mQt m6i, suy nhugc, ch6ng m{t, si5t.

Ti0u h6a: ia chiy, bu6n n6n, n6n, dau bUng, lim ting triQu chimg cria vi6m d4i trang, g hoi, tiio

b6n, kh6 ti6u.

Da: Miy day, ph6t ban, ngta, mgn tnmg c6.

H6 h6p: Vi€m hgng, ho.

Hidm g(p, ADR < 1/1000

M6u: Giim b4ch cAu, giim b4ch cAu h4t, thitiu m6u b6t san, m6t bach cAu h4t, gi6m b4ch ciu trung

tinh, gi6m ti6u cAu vi r6i lo4n t4o m6u.

Tuen hoan: Vi0m co tim, vi6m ming ngoi,i tim.

Da: Nhpy cim vdi anh s6ng.

Gan: T[ng transaminase, viOm gan.

Co xuong: Dau khdp, chuQt rut, dau ltmg.

fnan Untr: Benh than kinh, chri yiSu tac dQng di5n chAn.

Tii5t niQu: Vi6m then, hQi chimg thQn hu.

NQi titit vi chuyiSn h6a: TIng triglycerid.

Phnn tmg ktr6c: Rpng t6c, vi€m tUy, hQi chimg kh6ng dung n4p mesalamin.

Hudrng dfin c6ch xfr tri ADR:

Ngrmg tti€u tri ntiu c6 d6u hiQu hoflc nghi ngd c6 logr t4o m6u.

"Thilng bdo ngay cho bdc si hortc drgc s7 nhfrng tdc dpng

khilng mong mudn grtp phdi khi sft dltng thudc"

Qui li]u vi cich xfr tri:
Kh6ng c6 thu6c gini dQc tl[c hiQu, c6 th6 tiOm truyAn tinh m4ch c6c ch6t <liQn gini d0 tang lqi ti6u

C6c ddu hiQu cAn luu f vi khuy6n c6o:

"Thu6c niy chi dtng theo tlon cfra bic s?'

"D6 xa tAm tay trd em"

"Dgc lcf hu6mg df,n sr? dgng tru0c khi ding"
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MC Linh - P. Khai Quang - TP. Vinh YCn - Tinh Vinh Phric

ET:02113 861233 Fax:02113 862774

Dia chi nhd m6y: Th6n M4u Th6ng - P. I(hai Quang - TP. Vinh YOn - Tinh Vinh Phitc

Ngiy xem x6t sria d6i, cfp nh$t l4i nQi dung hufng din sfr dgng thuSc: Ngny/thrlng/ndm

tr6nh 6nh sang.ki0n 16o, nhiQt ttQ duoi

san xu6t

TY CO PHAN DIJOC PHAM VINH PHUC
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td hrdng ddn sft dltng viAn Vinsalamin 500 cho ngudi bQnh

DUQC PHAM

VINH PHUC
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VINSALAMIN 5OO

udc ndy cht dilng theo tton ctia btic si"

"Dd xa tdm tuy trd em"

"D,pc k! hrhng ddn s,h dltng trwtfc khi dilng"

"Thdng bdo ngay cho bric si hofic dwqc sI nhfrng tdc dltng khhng mong mudn

gfip ph,fi khi sft dttng thudc"
Thinh phin, him lugng cria thudc

Cho 1vi6n:

Duqc chiit:Mesalamin 500 mg

Td daqc: Lactose, tinh bQt ng6, natri starch glycolat, PVP - K30, talc, magnesi stearat,

Eudragit L - 100, Eudragit S - 100, PEG 6000, Titan dioxid, vdng tartrazin,do oxid sit vd ..1 vi0n

M6 tA sin phim
D4ng bdo ch6: Vi0n n6n bao tan trong ruQt

Hinh thric: Vi6n n6n bao phim, miu h6ng, hinh caplet, c6 khia tr6n viOn, thanh vd canh vi6n ldnh

lan.

Quy cfch tl6ng g6i

HQp 3 vi x 10 vi€n.

HQp 10 vi x 10 vi6n.

Thu6c dtng cho bQnh gi

Vi6m lo6t d4i trgc trd,ng chAy m6u; benh Crohn

NGn dirng thu5c niry nhu th6 niro vir fidu lugrg
Cdch dilng.'Udng cA viOn, kh6ng dugc nhai.

Liiu dilng:

Ngudi lon:

Chfia vi6m lo6t d4i trdng:

Li6u khoi dAu: 0,5 - I gilan, 3 l6n/ngiy, diAu tritrong 6 tuAn ho4c 2,5 - 4,5 g, I lAn/ngdy trong 8

tudn.

Li6u duy tri: 0,5 g/lAn, u6ng 3 lAr/ngdy.

Tr,i em:

Chira vi6m lo6t d4i tring c6p:

T16 emttr 5 - 15 tu6i: 15 -20mglkg1tOi aa 1 g),3lAr/ngdy. T16 emtir 15 - 18 tu6i: l -2 g,

216,n/ngiLy ho4c t6ng liAu hang ngdy c6 th6 dugc chia ldm 3 lan.

DiAu tri duy tri vi6m lo6t d4i trang vn bQnh Crohn:

T16emtt5 - 15 tu6i: 10 me/kgltOi aa500mg), 2-3ldn/ngdy. T16 emttr 15 - 18 tu6i:2 gll6,n,

I lAr/ngny.

Khi nio kh6ng n6n dtng thu6c niry

-. 
I I

r ren su qua man v6i c6c salicylat hay b6t ky thanh ph6n ndo cua thu6c ho{c m6n cdm v6i

'i
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sulfasalazin.

Suy thfn
Hgp m6n

B6t

T16 em

Tfc dgng

Tdn s6 xu6t ADR n6i chung it hon so voi u6ng sulfasalazin (ti6n ch6t cta
mesalamin). c6c ADR thudmg g4p nh6t ld ia ch6y, budn n6n, nhtlc ctAu, tj, lQ m6i lo4i k:hoang

2 - 3 %trong sti ngudi bQnh duqc <ti6u tri.
Thudng gfip, ADR> I/100
Toan thdn: Nhtc dAu, mQt m6i, suy nhugc, ch6ng m{t, s6t.

Ti6u h6a: ia chiy, budn n6n, ndn, dau bprg, ldm t6ng triQu chimg cria viOm d4i trang, g hoi, trio
b6n, kh6 ti6u.

Da: Miy day, ph6t ban, ngria, mgn tr(mg c6.

H6 hAp: Vi6m hgng, ho.

Hidm gfip, ADR < t/1000
M6u: Giim bpch cAu, giAm bpch ciu h4t, thi6u m6u b6t san, m6t bech cAu h4t, giim b4ch cAu

trung tfnh, ginm titiu cAu vi r6i lo4n t4o m6u.

Tu6n hoan: Vi0m co tim, viOm mdng ngoii tim.

Da: Nh4y cdm vdi 6nh s6ng.

Gan: T6ng transaminase, vi6m gan.

Co xuong: Eau khdp, chuQt rut, dau ltmg.

Tnan Untr: Benh thAn kinh, chti y6u tric dQng di5n ch6n.

Titit niQu: Vi€m than, hQi chimg then hu.

NOi ti6t vi chuyiSn h6a: T[ng triglycerid.

Phdn tmg kh6c: Rpng t6c, vi6m tgy, hQi chimg kh6ng dung npp mesalamin.

Hu6mg dfin cfch xr? tri ADR:

Ngrmg <li6u tri ni5u c6 d6u hiQu ho{c nghi ngd c6 lo4n t4o m6u

NOn trinh dtrng nhiimg thu6c hofc thgc phAm gi khi dang sri dgng thu5c niy
Dung ddng thdi vdi sulfasalazin d4ng ui5ng c6 the gay teng nguy co dQc voi th6n.

Dd c6 th6ng b6o tturg thoi gian prothrombin d nguoi bQnh <lang dtng warfarin.

Dung mesalamin o nhttng benh nhan dtug c6c thutic <IQc voi than NSAID) c6 the tang nguy co

dQc voi th$n.

Tr6nh dung d6ng thoi voi c6c thutic hm gidm n6ng dQ acid d4 diy, ch6t aOi nrang Hz, ch6t tlc

chti bom proton vi t6c dpng cia mesalamin c6 th6 bi giam.

Mesalamin lim tlng tric dpng vi ttrng ttQc tinh cria ch6t ch6ng ung thu thiopurin do ric ch6 chuy,in

h6a.

Mesalamin c6 th6 ldm tdng t6c dpng cria vic xin phdng thriy dau.

Mesalamin c6 th6 hm ginm tac dgng cira glucosid tim..

Cin lim gi khi mQt tAn qu6n kh6ng dtng thu6c

Khi qu6n dung thu6c, fidu titip theo dugc dung nhu trong chi ttinh. IftOng dung t6ng liOu khi qu6n

t
)

t
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dtng

Cin b6o q th6 nto
Noi kh6 tranh 6nh sang

khi dtng thu6c qui li6uNhfrng

Chua c6

CAn phni

Kh6ng c6

qui lidu khuydn c6o

hiQu, c6 thO ti6m truy6n tinh mach c6c ch6t diQn gini dC tang lqi tiCu

Nhfmg dilu cAn thin trgng khi dtng thudc niy
DE c6 b6o c6o vC lo4n teo m6u nghiOm trgng trong khi dung mesalamin nhrmg r6t hitim gip. Can

theo d6i vd huylit hgc, n6u nguoi bQnh c6 chiy m6u kh6ng rO nguy€n nhan, c6 circ vtit bAm tim,
ban xu6t huylSt, thi6u m6u, s6t ho{c vi6m hgng. NOn ngtng thudc ntiu c6 d6u higu tlng nh4y cim
hoflc niSu c6 ia chdy.

Thfn trgng v<ri ngudi gid, ngudi suy gan, suy th4n nhe di5n trung binh, lo6t <tudrng ti6u h6a. Cdn

theo d6i chrlc nfuig th6n tru6c vi sau khi <tiOu trl btug mesalamin.

Trong c6ng thrtc c6 lactose, th{n trpng voi bQnh nh6n kh6ng dung n4p galactose do di truy6n,

k6m h6p thu glucose - galactose ho{c thiilu Lapp lactase.

Phqt nt cd thai:

Than trqng khi dung cho nguoi mang thai vi chi dung khi lqr ich hon han nguy co c6 thi5 xiy ra.

Chua c6 tu fieu vC t*ra nfurg gdy qu6i thai ctra thu6c, nhurg c6 mQt lugng mesalamin r6t th6p di

qua nhau thai

Phqt nft cho con brt:

Thdn trqng trong thoi k, con bri vd chi dung khi lqi ich hcrn hen nguy co c6 th6 xdy ra. Dd c6 b6o

c6o gdy ti6u chiy 0 tr6 nhrmg chi c6 mQt lugrrg kh6ng ttang kC thu6c di vio sfra. Cdn theo ddi

tinh tr4ng ti6u chiy o tr6.

Ngndi vQn hdnh mdy mdc, ilang ldi tdu xe, ngril ldm viQc fiAn cao vd ctic trrdng h,yp khric:

Thut5c c6 th6 gdy cdc t6c dpng kh6ng mong m,r6n nhu nhric dAu, mQt m6i, ch6ng m{t. Kh6ng l6i

xe, vfn hanh m6y m6c hay lim viQc trOn cao khi g{p t6c dgng kh6ng mong mu6n cria thu6c

Khi nio cAn tham vdn bic sI, dugc si

Khi gflp cictirc dung kh6ng mong mu6n cria thu6c, cdn tham v6n bac si dugc si.

"N6u cin thOm th6ng tin xin h6i f ki5n bic si ho$c dugc s?'

Hgn dtrng cria thu6c

36 thring k6 fi ngny san xu6t

TGn, dla chi cria co s& sin xuit
cONc rY c0 PHAN DUqc PHAM viNH PHUC

S6lll Dudmg Me Linh - P. Khai Quang - TP. Vinh YOn - Tinh Vinh Phirc

DT:02113 861233 Fax:02113 862774

Dla chi nhi m6y: Th6n M4u Th6ng - P. Khai Quang - TP. Vinh YOn - Tinh Vinh Phric

Ngiy xem x6t nh$t lqi nQi dung hu6mg dfin sfr dgng thu5c: Ngey/th6ng/nem
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