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) FOXOLEDIN
Pé xa tim tay ciia tré em
Poc ki huwong din sic dung trude khi ding - —-

Théng bio ngay cho bac si hodc dwge si nhing tic dung khong mong muo/n’gép‘ phal 2k:hl sir dyng th uoc

PHAN I : HUGNG DAN SU DUNG THUOC CHO NGUOI BENH Q*- ING TY ™G

1. Thanh phin, ham | ia thudc : ool COPHAN \g

anh phin, ham lugng cia thuoc : ! *|¢n~ XUAT. THIONG

Moi vién nén bao phim chira: \ol ouode pra
Fexofenadin hydroclorid .............c..cciviinninnn, 180 mg \ZA\DONG NAM /s
Td dhege @ Lactose monohydrat, Avicel 102, Tween 80, PVP K30, Talc; f§lll€0ﬂ dlo'(vd Primellose,
Magnesi stearat, Ethylene glycol and vinyl alcohol graft copolymer, PEG 6000, Titan dioxyd, Sunset

yellow.

/
2. M ta san phiam : Vién nén dai bao phim mau cam. mit ¢6 vach ngang, mat c¢o ky hi¢u

. Quy cdch dong géi :
Vi 10 vién, hop 3 vi, hop 6 vi va hop 10 vi
Chai 30 vién, Chai 60 vién va Chai 100 vién
4. Thube ding cho bénh gi ?
Foxoledin dugc chi dinh dung diéu tri triéu chimg trong viém mii di tmg theo miia 6 ngudi 16n va tré em
tir 12 tudi tro lén.
5. Nén dung thudc nay nhu thé nio va liéu lugng ?
Cach dung :
Ding duomg udng. Udng trude khi an.
Liéu ding : ;
Ngudi Iém va tré em tir 12 tudi trér én: Lidu khuyén cdo 180 mg mdi ngay mot lan. (\1,/
Khéng khuyén cdo ding thude cho tré dudi 12 tudi.
Nhom doi tugng dac bigt:
O ngudi cao tudi, bénh nhan suy gan hodic suy thin khong can thiét diéu chinh liéu & nhém bénh rhan nay,
6. Khi nao khong nén ding thude nay ?
Qué man cam v6i fexofenadin hoge véi bat ¢t thanh phan ndo cua thude.
7. Tic dyng khong mong mudn :
Trong cac nghién ctru lam sang c6 kiém sodt, ti 1& gip tic dung khong mong muon & nhoém ngudi bénh
dung fexofenadin twong tw nhém ding placebo. Céc tac dung khong mong mudn cta thude khong bj anh
hudng bai lidu ding, tudi, gioi va ching toc cua bénh nhén.
Thuong gap, ADR > 1/100
Thén kinh: Budn ngi, mét moi, dau dau, mat ngt, chong mat.
Tiéu héa: Budn nén, khé tidu ’
Khéc: Nhiém virus (cam, cam), dau bung kinh, nhiém khuan hé hép trén. ngtra hong, ho, sot, viém tai giita.
viém xoang, dau lung.
It gap, 1/1000< ADR< I/ 100
Than kinh: Mét ngu so hai. roi loan Qlar.. ngu, ac mong.
Tiéu hoa: Khd miéng, dau byng.
Hiém gap, ADR< 1/1000
Da: Phat ban. ndi may day, ngia.
Réi loan nhip tlm Nhip tim nhanh, danh trong nguc
Phan (ng qué man: Phu mach tirc ngue, kho tho, do bimg, choang phan vé.
Thong bao cho bdc sT nhtmg tic dung khong mong muon gap phai khi sit dung thuoc.
8. Nén tranh ding nhirmg thude hoic thye pham gi khi dang sir dung thude nay ?
Fexofenadin khong trai qua qua trinh chuyén d6i sinh hoe & gan va do dé s& khong tuong téc vdi céc thude
khdc thong qua co ché gan. Dung dong thoi fexofenadin hydroclorid véi erythromycin hodc ketoconazol
lam tang nong do fexofenadin frong huy¢ét twong nhung khong [am thay d6i khoang QT.
Nong d6 fexofenadin co thé bi ting do erythromycin, ketoconazol, verapamil, céc chit itc ché p -
glycoprotein.
Fexofenadin ¢6 thé lam ting nonﬂ dd cdn, cac chét irc ché hé TKTW, céc chat khang cholinergic.
Fexofenadin ¢d thé lam giam ndng do céc cht tre ché acetylcholinesterase (& TKTW), betahistin.
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Few:ofenadm c6 thé bj giam nong d6 béi cc chit (e ché acetylcholinesterase {0 TKTW) amphetamin, cac
chat khéng acid, nude ép qua buai, rifampicin. a0z
Khéng ¢6 su twong tic gitra fexofenadin va omeprazol. Tuy nhién, vggq‘su dur(tg,[gﬁc thudc khang acid co
chira nhom va magnesi s& lam giam hap thu fexofenadin, can phai dunfg !ilmocdgay cach nhau (khoang 2
010) SAN XUAT
9. Cin lam gi khi mot lin quén khong dung thudc ? i:; \ DUOCPHAM /5
Néu ban quén khong dung thude, hdy udng ngay khi nhé. Nhung néu Théyl gﬂm gan dén lidu ké tiép thi hay
bo qua lidu bi quén va dung liéu ké txep Khéng nén ding liéu gap doi dé bt’.’s cho, llcu bi quén.
10. Cin bao quan thube nav nhw thé nao ?
Noi kho, nhiét d¢ dudi 30°C, trénh dnh séng.
11. Nhirng diu hi¢u va tri¢u ching khi dung thude qui lidu :
Chong mat, budn ngu, mét moi va kho mi¢ng.
12. Can phai lam gi khi ding thude qua l|eu khuyén cio ?
Néu ban udng qua lidu khuyén cdo, ban can lién hé véi béc si, dugc si hodc phong cap ctru bénh vién gin
nhét ngay lap tire, dem theo céc vién thudc con lai va hdp néu c6 thé.
13. Nhirng diéu cin than trong khi ding thude nay :
Cén thén trong va diéu chinh liéu thich hop khi ding thude cho ngudi ¢o chire nang than suy giam hodc suy
gan vi ndng do thude trong huyét twong tang do nira doi thai trir kéo dai. Can than trong khi dung thude cho
ngudi cao twdi (trén 65 tudi) thuomg ¢é suy giam sinh 1y chirc nang than.
PG an toan va tinh hiéu qua cua thude & tré em dudi 6 tuol chua xac dinh dugec.
Can ngimg fexofenadin it nhat 24 — 48 gid trude khi tién hanh céc thir nghiém khéng nguyén tiém trong da.
Dung fexofenadin 1am bénh vay nén niing 1én
Tuy thude khong ¢6 dgc tinh trén tim nhu chat me terfenadin, nhung vin can phai thin trong theo doi khi
dung fexofenadin cho nguoi da ¢ nguy co tim mach hodc ¢6 khoang QT kéo dai tir trude.
Bénh nhan c6 tién st bénh tim mach can doce canh bdo ring cac thude khang histamin 1a méWuéc co

HU |_, MA

thé gdy ra cdc phan tmg phu nhu nhip tim nhanh, dénh trong ngue.
Khong ding thém céc thude khang histamin khac khi dang sir dung fexofenadin.
Vién Foxoledin ¢6 chira lactose monohydrat: Néu ban c6 ché dé kiéng mot sb loai duémg thi can thong bao
cho béc si trude khi ding thude.
Tic dong cua thude khi l4i xe va vin hanh miy méc :
Foxoledin khong anh hudng dén kha ndng lai xe hodc van hanh may méc. Tuy nhién, ban nén kiém tra chic
chan ring cac vién thude nay khong lam ban budn ngii hodc chéng mit trude khi lai xe hode van hanh may
mac.
Sir dyng cho phu nir ¢6 thai va cho con b :
Néu ban dang mang thai hodc cho con bu, hogc ¢6 ké hoach mang thai thi hiy hoi bac si hodc duge st dé
duoe tu van trude khi ding thude.
14. Khi nao can tham van bac si, dwge si ? '
Trong truémg hop qua liéu hodc gip tac dung khong mong mudn.
Khi dang ding thude khac hoge mot loai thue pham
15. Han ding cua thude : 36 thang ké tir ngay san xudt
16. Tén/biéu twgng ciia nha san xuat/nha nhip khiu /chi sé hiru gidy phép diing ky san phim :

' CONG TY CO PHAN SX - TM DUGC PHAM DONG NAM
BACAN | 8 oA, Buding 1A - KON Tan Tao, P.Tan Tac A,Q. Binh Tan - TP.HCM,
el BT.(08) 3754.1748. (08) 3754.1749; FAX: (08) 3754.1750.

17. Ngay xem xét sira dul, cap. nhat lai ngi dung to hudng dan sir dung thude :

PHAN II : HUGNG DAN SU DUNG THUOC CHO CANBQ Y TE

1. Duge lire hoc :
Nhém duge ly: Thude khang histamin
Mia ATC: RO6AX26
Fexofenadin la thude khang histamin thé hé hai, c6 tac dung ddi khang ddc hi¢u va chon loc trén thu thé HI
ngoai vi. Thude 1a mot chat chuyén hoéa c6 hoat tinh cla ter:>nadin nhung khong con ddc tinh dbi vai tim
do khong trc ché kénh kali lién quan dén su tai cuc té bao tim. Fexofenadin khong c6 tac dung déng ké doi
khdng acetylcholin, dbi khang dopamin va khéng ¢6 tic dung e ché thu thé alphal- hoac beta - adrenergic.
O lidu didu tri, lhuoc khong gy ngu hay anh huong to1 than kinh trung wong. Thudc ¢6 tac dung nhanh va
kéo dai do thude gin cham vio thu thé H1, tao thanh phirc hop bén vimg va tach ra cham. J
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2. Duge djng hoc :

W

Hap thu: Fuotenadm hydroclorid duoc hap thu nhanh chéng vao co thé sau khi uong Vi, T khoang 1-3
gi0r sau khi udng. Gid tri C,g trung binh xap xi 494 ng/ml sau khi dung liéu 180 mgm%Taxﬂngav

Phdin bo: Khoang 60 — 70% fexofenadin gan két véi protein huyét twong. /'1-:’ NG TYNCE

Chuyén héa: Fexofenadin chuyén héa khong dang ké, phin lén texofenadm‘ﬂm th@)ntrﬂng plran va nudc tiéu
cua dong vat va con ngudi. [ SAN XUAT - THUONG

rg;: trie: Thi gian ban thai trir cia thude tir 11-15 gid, thude chu yéu dao thal :J.jl:fa ph’ﬁff ’80% qua nuée tiéu
; _

Chi dinh : , O

Foxoledin duoe chi dinh dung diéu tri trigu chimg trong viém mii dji img theo mua & ngum 16m va tré em tir
12 tudi trd lén.

Chong chi dinh :

Qué man cam véi fexofenadin hodc véi bt cir thanh phan nao cua thude.

Cich dung va li¢u dung :

Cach ding :

Dung dudng uéng. nén udng trude bira an

Liéu ding :

Ngudi l6n va tré em tir 12 tudi trés 1én: Lidu khuven cdo 180 mg mdi ngay mot lan.

Khong khuyén cdo dung thude cho tré duéi 12 tudi.

Nhom ddi tuong dac bigt:

O ngudi cao tudi, bénh nhén suy gan hogc suy than khéng can thiét diéu chinh liéu & nhém bénh nhan nay.

6. Than trong khi dung thude :

Cin thén trong va dicu chinh liéu thich hop khi ding thude cho ngudi ¢6 chire néng than suy giam hodc suy
gan vi ndng do thude trong huyét twong tang do nira doi thai trir kéo dai. Can than trong khi ding thude cho
ngudi cao tudi (trén 65 tudi) thudng co suy giam sinh ly chirc nang than.

D an toan va tinh hiéu qua cua thudc & tré em dudi 6 tu01 chua xdc dinh dugc. ’\9\/

Can ngimg fexofenadin it nhat 24 — 48 gior trude khi tién hanh céc thir nghiém khang nguyén tiém trong da.
Dung fexofenadin lam bénh vay nén ning lén

Tuy thudc khong c6 doc tinh trén tim nhu chdt me terfenadin, nhung van can phai than trong theo doi khi
dung fexofenadin cho ngudi da ¢é nguy co tim mach hogc ¢6 khoang QT keo dai tir trudc.

Bénh nhan c6 tién st bénh tim mach can duoc canh bao rang céc thude khang histamin 12 mot loai thude 6
the gdy ra céc phan tmg phu nhu nhip tim nhanh, danh tréng nguc.

Can khuyén ngudi bénh khong tw dung thém thude khang histamin nao khac khi dang sir dung fexofenadin.
Trong thanh phan thuic ¢o chira cdc ta duoc:

Lactose monohydrat: B¢nh nhén mic céc roi loan di truyén hiém gip vé dung nap galactose, chimg thiéu hut
lactase Lapp hodc rdi loan hdp thu glucose — galactose khong nén sir dung thude nay.

Sunset yellow: C6 thé gdy phan (ing di img.

Tic dong cia thube khi l4i xe va vin hanh may méce :

Dua trén dugc lue hoe va bao cdo cac phan (mg phu, khong chic chin thude fexofenadin hydroclorid cé anh
huong dén kha nang lai xe hodc sir dung may moc.

Trong cdc thir nghi¢m, fexofenadin hydroclorid da dugc bao cdo khong c¢6 tic dong dang ké dén hé than Kinh
rung uong. Piéu nay ¢0 nghia 1a bénh nhin ¢6 thé 1ai xe hoac thue hién cdc cong viée doi hoi s tap
trung. Tuy nhién. dé xac dinh nhitng ngud¢i nhay cam c¢6 phan ing bét thudng voi cac san pham thude, nén
kiém tra phan @mg cuia timg ¢4 nhan trude khi 1ai xe hodc thuc hién cdc cong viée doi hoi sur tip trung cao.

Str dung cho phu nir ¢6 thai va cho con bii :

Thoi ky mang thai : Do chua ¢6 nghién ciru ddy du trén nguoi mang thai, nén chi dung fexofenadin cho phu
nir mang thai khi lgi ich cho me vugt trdi nguy co doi v6i thai nhi. )

Thoi ky cho con bu : Khong ¢o dir liéu vé viéc fexofenadin bai tiét qua stta mg. Tuy nhién, khi ding
terfenadin cho phu nir cho con bui da tim thdy fexofenadin trong sita me. Vi viy fexofenadin khéng ding cho
phu nir dang cho con bu.

| 7. Twong tic th ude :

Fexofenadin khong trai qua qué trinh chuyén ddi sinh hoc & gan va do d6 s& khong tuong tic véi cic thude
khéc thong qua co ché gan. Dung déng thoi fexofenadin hydroclorid véi erythromycin hogc ketoconazol lam
tang ndng do fexofenadin trong huyét twong nhung khéng lam thay d6i khoang QT. ' ,
Nf)rH1g d¢ fexofenadin c¢6 thé bi tang do erythromycin, ketoconazol, verapamil, cic chat &c ché p -
glycoprotein.
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' Fexofenadin c6 thé lam ting nong do con, céc chat irc ché hé TKTW, cdc chat khang cholinergic.

)

Fexofenadin c6 thé‘ lam giam nfSng do céc chat (rc ché acetylcholinesterase (¢ TKTW), betahistin.
Fexofenadin c6 the bi giam nong d¢ béi céc chét {rc ché acetylcholinesterase (¢ TKTW), amphetamin, céc
chat khang acid, nuée ép qua budi, rifampicin.

Khong c6 sy tuong téc gitra fexofenadin va omeprazol. Tuy nhién, viéc sir dung cdc thude khang acid ¢6
chira thom va magnesi s& lam giam hap thu fexofenadin, can phai ding thude nay cich nhau (khoang 2 gid).

8. Tic dung khong mong mudn :

Trong cac nghién ciru lam sang c6 kiém soat, ti 1¢ gap tac dung khong mong mudn & nhém ngudi bénh ding
fexofenadin twong tu nhém dung placebo. Céc tac dung khéng mong mudn cua thudc khong bi anh hudng bai
liéu ding, tudi, gidi va ching toc cua bénh nhan,

Thieomg gap, ADR > 1/100

Than kinh: Budn ngu, mét mai, dau dau, mét ngu, chong mit.

Tiéu héa: Budn nén, khé tiéu

Khac: Nhiém virus (cam, cim), dau bung kinh, nhiém khudn ho hap trén, ngira hong, ho, st, viém tai giira,
viém xoang, dau lung.

It gap, 1/1000< ADR< 1/100

Than kinh: Mét ngu, so hai, rbi loan gidc ngu, 4 mong.

Tiéu hoa: Khé miéng, dau bung.

Hiém gap, ADR< 1/1000

Da: Phat ban, noi may day, ngira.

R&i loan nhip tim: Nhip tim nhanh, dénh trong nguc

Phan lmg qué min: Phit mach tirc ngye, kho tha, do bimg, choang phan vé.

. Qud liu va cdch xir tri :

Triéu chung: Chong mat, buon ngu. mét moi va kho miéng da dugce bdo cdo khi ding qua liéu fexofenadin
hydroclorid. Lidu dung nap téi da cia fexofenadin hydroclorid chua duge xéc dinh. {\L/

Cach xur tri:
Sir dung cdc bién phap thong thuong dé loai b6 phan thude con chua duge hap thu & 6ng tidu héa. Diéu trj hd

tror va diéu tri triéu chimg, Tham phan méau khong loai bo duge fexofenadin hydroclorid. Khong ¢o thude giai
doc dac higu
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