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Tai liéu théng tin thuéc

Dolo-Neurobion®
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~ Phan trén khung diing Dolo - Neurobion - Ty 18:1:4; KT khung dting Dolo - Neurobion: 80x100cm

Tai liéu théng tin thudc

__ Dolo-Neurobion®

& GIAMCAC CON DAU LIEN QUAN DEN
VIEM DAY THAN KINH

& GIAMDAU SAU CHAN THUONG
GIAM PAU KHOP

Dolo-Neurobion® =

Neurotropic vitamins + NSAID

’ 1 HIEHE

FULLY THE LEAFLET / ¢ h =

P?mﬂg;m!mcu Tox1 ic cogted I‘MERCK
1

e -‘ C cogted

. = HG GHi 1







Phan dudi khung diing Dolo - Neurobion - Ty 18:1:4; KT khung dting Dolo - Neurobion: 80x100cm
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~ Thudcban theo dan. Bocky té hudng dan sit dung truckhi diing. Déxa tam tay tré em. Théng bdon . 2SR aReE
eo don. Dockyta dan st du thidung. ay tré em. Thong bdo ngay chobacsihodcdugesinhimgtacdungkhong

mong mudn gap phai khi it dung thudc. THANH PHAN: M3i vién nén bao tan trong rudt chiia: Didofenac natri: 50 mg; Pynd% HCl: SO?ng{Tg:Ial;iginnlm ot
50 mg; Cyanocobalamin (vitamin B12): 1, TADUGC: Bt cellulose, magnesi stearat, silicon dioxid dang keo, natri carboxy methyl cellulose, talc lactose, cellulosevitinh
e eudagt - 30D, ity vt poceau 4R oke 1 1625, tan o dcon nuctn it DANG BAD GHE - QUY CACH DONG GO: v 10vinnén
bao tan trong rugt. CHIDINH: Lam giam cac con dau trong cac trung hap sau: Bau khap, thip khep; Dau lién quan dén viém day than kinh, dau day than kinh;
Bausa chan thuong,hau phdu;Bau ciptinh trong sin phu khoa,tai il hongya rng ham mat. LIEU LUONG VA CACH DUNG: Nguilan: uang 1vien 31an mi ngay
Uting cavién ma khting nhai vgi mot t chét long, 16t ht |2 sau bia an. Liéu ti da khuyén cdo a 3 vién (tuang duong véi 150 ma diclofenac) moi ngay. Khong cin diéu
chinh liéu & bénh nhan cao tui, bénh nhan thifa can hoac bénh nhan suy than hodcsuy gan nhe dén trung binh. Thudc khong duoc khuyén cdo cho tré em dudi 12 tudi

do ham Iutgng diclofenac cao, Thi gian diégl tri: N6i chung, thoi gian diéu trj d6i véi con dau hdn hop cap tinh 1a 3 dén 10 ngay. Khuyén cdo thai gian diéu tri cang ngdn
cang tdt. Bénh nhan véi con dau hGin hop dai déng hoacman tinh cé thé dugc diétitrong tho gian dai hon da trén danh gia y khoa. CHONG CHi DINH: Qua man vdi
bt ky hoat chit hoac té dug nao clia thudc; Tén b co thét phé quain, hen, viem mii hoc ndi mé day sau khi diéu tri bang thudc chéng viém khong steroid (NSAID)
trudc dd; Loét da day ta trang cap tinh hodc chdy mau da day ruot hodic co tién stf cc banh nay; Xudt huyét ndo cip hoac bat ky xudt huyét nang khdc; Sy than nang (do
thanh théi eatinin < 30 mi/pht); Suy gan ngng (ning 4 ALT/AST > 30 n iéihan trén clamiicbinh thiéng); Suytim sung huyét daxicdinh (40 II-V theo phan b
chiic nang clia HaiTim Iftew\'ork (NYHA), bénh tim thiéu mau cuc bd nng, bénh ddng mach ngoai bién va/hoac bénh mach mau nao nang; Phu it c6 thai; Tré em dui
12tudi do ham Iuong diclofenac cao. ¢ HBAO VATHAN TRONGB{( BIET KHI SU DUNG: Trong khi diéu tri biing didofenac, loét, chdy méu hodc thiing da day rut

6 thé xdy rama khdng ¢ dau hiéu cinh bio tddc. Nguy canay c thé ang én khi ding liéu ao hon hodc thai gan diéu tr dai hon, cing nhu @ nhiing bénh nhan cao
tuol. Pachiét }han trong khi diing DOLO-NEUROBION dong thii vai cic thudc khac lam tang nguy co loét hodc chay mdu (vi du corticosteroid, thudc chdng dong) (xem
phanTuong taEthu6r.). bénh nhan bi bénh tim mach, diclofenac c thé qay it dich hodic phi. Viéc diéu tri didofenac, dc biét & 1iéu = 100 mg/ngay va dai han, 6 thé

lién quan vdi tang nguy o bién ¢ huyét khdi dong mach nhu nhéi méu co tim hoac d6t quy. Khuyén cao theo dai dc biét va nhimg bénh nhan co yéu 16 nquy o tim
mach (vidu tang huyét ép, tang lipid mdu, bénh dai thao duon va hiit thudc14) chi nén sit dung DOLO-NEUROBION sau khi can nhdc can than. (I bénh nhén bi mdt nud,
didofenaclam tang nguy co dactinh trén than. Do do, trénh dé finh trang mét nuGc & nhiing bénh nhan diéu tri bang DOLO-NEUROBION. Khuyén cdo than trong ddc biét
dpénh npan_ suy t!lan nh; hugctmng binh. Nén than trong khi diing DOLO-NEUROBION & bénh nhan suy gan nhe hodc trung binh. Gic phdn ting da nghiém trong cothé

xdy ra,‘ﬂac‘tzaet khi bét‘ 4 diéu tri.\i vy, chi duoc diing diclofenac & nhiing bénh nhan rdi loan porphyrin gin doan cép tinh hay lupus ban 0 hé théng sau khi can nhdc

can _than gita lgiichva nguy 0. Trong y van bénh than kinh da dugcma ta khi diing lau dai (6-12 thang) liéu trung binh hng ngay hon 50 mg pyridoxine. Vi vay, dé nghi
phj:ll theo dm’ghmmg xuyén khi diéu trilau dai. DOLO-NEUROBION chifa lactose, do d6 khong kh &n cdosifdung dnhiing bénh nhan khong dung nap galactosedi truyen
hiém gap, thiéu hut Lapp lactase hodc kém hap thu glucose-galactose. TUONG TAC CUA THUGC VO CAC THUGC I(HE(VA CACLOAI TUONG TAC KHAC: Téc dung clia
L-dopa co thé suy giam khi st dung ddng ths vdi pyridoxine. Thudc ddi khéng pyridoxin nhuisoniazid, cycloserin, penicillamin, hydralazin cd thé lam gidm hiéu qua cla
vitamin B6 (pyridoxin). Stt dung lau dai thucloi tiew quai nhu furosemid c6 thé dy nhanh sirthai trirva do 46 lam gidm ndng do vitamin B1 (thiamin). Diing ddng thai

véi cic thudcchdng vim khong steroid (NSAID) khéc, glucocorticoid, thudc i ché két tap tiéu ciu hoacthudic tc ché'ti hap thu serotonin c6 thé lam tang nquy coloétva
chay mau da day rudt. Didofenac c thé lam tang hiéu qua clia céc thudc tc ché két tap tiéu ciu hodc thudc chang dong nhu warfarin. Diclofenac cd thé lam tang nang

do ctia digoxin, phenytoin, lithium, thudc i tiéu qit kali hodc methotrexat trong huyét thanh. Diclofenac c thé lam tang déc tinh cia cidosporin doi vdi than. Diclofenac

c6 thé am giam hiéu qua clia thudc oi tiéu hodc thudc ching tang huyét ap. Cac thudc chifa probenecid hodc sulfinpyrazon o thé kéo dai sur bai tiét cia diclofenac. PHU

N O THAI- CHO CON BU: Kha néng sinh san: Sit dung diclofenac c thé lam suy giam kha nang sinh san & nitva khong khuyén cdo st dung & phu nitc6 y dinh mang
thai. 0 nhiing phu ni gdp khé khan trong viéc thu thai hodc nhimg phu nir dang dudc kiém tra v sinh, nén cdn nhdc viéc ngiing dung vién nén diclofenackali. Phu nit

¢6 thai: Sukét hop thiamin, pyridoxin va cyanocobalamin da khong gdy ra bt ky tac dung gay quai thai va gdy doc cho phoi & thé va chudt cong. Khong 6 bao cdo nao

vé tic dung gdy qudi thai lién quan & nqudi. Gac drlieu tién [am sang ciing nhu 1am sang tiép tuc phan anh sufan toan cia vitamin B1, B6 va B12 trong thai ky mang thai.
Diclofenac da duoc chiing minh [a tic ché st 1am t6 va phit trién clia phoi & chudt cdng. Khi diing vao cudi thai ky, diclofenac ciing c6 thé gay déng sdm dng dong mach.
Diclofenac ¢ thé gay bénh cho phoi. Do d6, khong duoc s dung DOLO-NEUROBION trong ths ki mang thai. Cho con bid: Thiamin, pyridoxin va cyanocobalamin duoc

bai tiét vao sita me, nhung chuia o nguy co qua liéu doi vdi tré nhd. Diclofenac da dugc tim thay trong siia me véi Iuigng nhé. Do 6, DOLO-NEUROBION chi dugc khuyén

co sitdung & phu ni¥cho con bii néu viéc diéu tri b&ng thudc chding viém khong steroid (NSAID) chac chin 1a can thiet. TRCDUNG KHONG MONG MUON: Vi hau hét cic

,

técdung khong mong mudh dugc dua trén béo cdo tf phdt hau mai, khong phdi ludn ludn ¢6 thé udc tinh tén sudt chinh xac. Cac dinh nghta sau day ap dung ddi véi
thuat ngif tan suat dugc sit dung: Rdt thutng gdp = 1/10; Thudng gdp = 1/100, < 1/10; ft gdp = 1/1.000, < 1/100; Hiéim gdp = 1/10.000, < 1/1.000; Rt hiém gp
<1/10.000, bao gém nhiing trubng hop riéng |&; Tdn sudt khdng ro: khong thé udc tinh tir cac difliéu hién c6. Rdi loan mdu va hé bach huyét: Rt hiém gap: Gidm tieu
ciu, gidm bach cau, thiu mau tan huyét, thiéu mdu bt san, mat bach ciu hat. @i loan hé mién dich: Tin sudt khang ro: Mgt s6 phan ting qua man, nhif ra ma hoi,
nhip tim nhanh hosc phan ing da véi ngiia va ndi mé day. Hiém gap: Mot 6 phan ting qua man, nhu ha huyét &p, phi, phdn ting phan vé. Roi loan tam than: Hiém

’

gdp: Mt dinh hu6ng, métng, kich thich tam than. R&i loan hé than kinh: dn sudt khong rd: Chéng mat, 1d lan, nhiic dau, mét moi. Hiém gdip: Di cam, r6i loan 0 nhay
cam, i loan tri nho. Réi loan mét: Hiém gdp: Ri loan thi gidc. Réiloan tai va mé dao: Hiém gap: U tai. Rai loan trén tim: in sudt khdng ré: U dich, pho, tang huyét
ap, bién c6 huyét khoi dong mach nhunhdi mau cotim hoac dat quy, dic biét ¢bénh nhan ding liéu ao diclofenac (> 100 mg/ngay) trong thi gian dai (xem phan Than
trong khisidung). Réiloan tiéu hoa: fdn sudt khdng ro: Dau bung, budn nén, non, tiéu chay, kho tiéu, day hai, chanan, viém dai trang thiéu mau cucbd. ftgdp Dot cap
clia viém loét dai trang hodc bénh Crohn, viém lgi va miéng, t6n thuong thuc quan, viém ui, tao bon. Hiém gap: Loét, xudt huyét, thing da day-rudt, rdiloan vi gic. Roi
loan gan mat: fin sudt khdng ré: Tang nong g men gan (ALAT, ASAT), t6n thuong t& bao gan, dac biét khi diéu tri dai han, viém gan cd hodc khong cd vang da. Roiloan
da va mé duai da: Rdt hiém gdp: Ban ¢ mun nudc, cham, hong ban da dang, hi chiing Stevens-Johnson, hoai tif biéu bi nhiém dc, viem da trc vay, rung toc, phan
{ing nhay cm vdi &nh sdng, ban xudt huyét. R6i loan than va tiét niéu: Hiém gdp: Tiéu mdu, protein niéu, suy than cap. Tan sudt khdng ro: Sacniéu ("nudc tieu hoi da",
yuat hién trong 8 gior dau tién sau khi dung va thutng khdi trong vong 48 git). ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC: Cic tic dung khong
mong mudn nhuf chéng mét, mét mdi va rdi loan thi gidc co thé xay ra sau khi duing thudc ching viém khdng steroid (NSAID). Néu bi anh huging, bénh nhan khong nén
I4i xe hodc van hanh may méc. QUA LIEU: Qua liéu hodc tinh c@ udng phai: Triéu chifng va Biéu tr (thudc gidi doc). Khong o truing hop qud liéu nao vdi thiamin hoac
vitamin B12 da dugc bao cao. Bénh than kinh cdm giac va cc hdi chiing bénh than kinh cim gidc khdc co thé xay ra khi duing pyridoxol [iéu cao dai han sé cai thién dan
dan khi ngiing diéu triva cudi cing c6 thé hdi phuc hoan toan. Trong truong hap ngd dac diclofenac c3p tinh, nén tién hanh diéu tri triéu chiing va diéu tri ho tro. Khong
cd phutong phap diéu tri cu thé nao cho bénh cinh nay. Cac bién phap sau day can duoc thuc hién: rifa da day va ding than hoat tinh. Nén dung cac phuong phép‘hu trg
détranh bi ha huyét ap, suy than, co giat, kich thich dutng tiéu héa, va tic ché hd hap. Tich ac theo doi dé c6 bién phap it trikip thi. HAN DUNG: 36 thang ké tingay
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<in xuit. BAO QUAN: Béo quan & noi kho réo, nhiét do dudi 30°C. SAN XUAT BOI: PT. Merck Tbk. JI. TB. Simatupang no. 8, Pasar Rebo, Jakarta 13760, indonesia.
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