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1. Tén thudc: FASTDINE

* 2. Thanh phin: M3i vién nén bao phim chira: [ COPHAN
Fexofenadin hydroclorid..................... 180 mg budc PHAN
_ Ta duge vira AU 1 vién \ >
(Ta dwoc gém: Microcrystalline cellulose, crospovidon, copovidon, ma ; bot

talc, opadry white).

3. Dang bao ché: Vién nén bao phim.

4. Dic tinh dwge lye hoc, dwoe dong hoc
- Duoc luc hoc

Fexofenadin 1a thubc khéng histamin thé hé hai, c6 tic dung déi khang dac hiéu va chon
loc trén thu thé H, ngoai vi. Thubc 1a mét chét chuyén héa c6 hoat tinh cua terfenadin,
cling canh tranh véi cdce thu thé H, & dudng tiéu héa, mach méu va dudng ho hip, nhung
khong con doc tinh dbi véi tim do khéng e ché kénh kali lién quan dén sy tai cuc té bao
co tim. Fexofenadin khéng co tic dung dang ké dbi khang acetylcholin, doi Khéng
dopamin va khong ¢¢ tac dyng trc ché thu thé alpha, hodc beta-adrenergic. O ligu diéu tri,
thube khdng gy budn ngu hay anh huéng dén than kinh trung uong. Thube c6 te dung
nhanh va kéo dai do thudc gin chdm vao thu thé H, tao thanh phirc hop bén virng va tach
ra chim.

- Dwoc dong hoc

+ Hap thu: Thude hip thu tt khi ding dudng udng va bt dau phat huy tac dung sau khi
ubng 60 phat. Nong do dinh trong méau dat dugc sau 2 - 3 gi¢. Thirc an gidu chqt béo lam
giam nong dd dinh trong huyét tuong khodng 17% va kéo dai thoi gian dat nbng a6 dinh
cua thude (den khodng 4 git). Tac dung khang histamin kéo dai hon 12 gio.
+ Phdn bé: Ty 18 lién két véi protein huyet twrong ctia thude 1a 60 - 709
albumin va alpha, - acid glycoprotein. Thé tich phén bé la 5,4 - 5,8 livkg. Khéng 13 thude
c6 qua nhau thai hodc bai tiét vao sita me hay khong, nhung khi dung terfenadin da phat
hién duoc fexofenadin la chét chuyén hoa clia terfenadin trong sira me. Fexofenadin khong
qua hang rao mau - nfo.

s Chuyen hoa: Xap xi 5% liéu ding cia thude duge chuyén hoa. Khoang 0,5 - 1,5% duogc
chuyén héa ¢ gan nho hé lhong enzym cytochrom Pysg thanh chat khéng co hoat tinh.
3,3% duge chuyén hoa thanh dan chét methyl este, chi yéu nhd hé vi khudn rudt.

+ Thai triv: Thoi gian ban thai cia fexofenadin khoang 14,4 gidy, kéo dai hon (31 - 72%) &
ngudi suy than. Thudc thai trir chil yéu qua phén (xAp xi 80%) va nudc tidu (11 - 12%)
dudi dang khong doi.

Duwoc ddng hoc ¢ ngurdi suy than:

Cl 41 - 80ml/phut: nong dd dinh cao hon 87%, ntra doi thai trir dai hon 59%.

Cl, 11 - 40ml/phut: nong do dinh cao hon 111%, ntra d01 thai trir dai hon 72%.

Cl. < 10ml/phit (& ngudi dang thure hién thdm phén): ndng dd dinh cao hon 82% va nira
doi thai trir dai hon 31% so voi ngudi khoe manh.

Loai b bang tham phan mau khéng hiéu qua.

5. Quy cich déng gbi

Hop 1 vi x 10 vién nén bao phim. Kém theo to hudng din str dung bén trong hop.

6. Chi dinh, liéu dung, cich dung v chéng chi dinh

* Chi dinh: Fexofenadin dugc chi dinh dung diéu tri triéu ching trong viém miii di ang
theo mua, may day man tinh vé cin & ngurdi 16n va tre em trén 12 tudi.

* Liéu lwong va cdach ding:

Cich diang: Thubc dung dudng ubng. Khong udng véi nude hoa qud.
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Liéu ding:
Liéu thong thudng cho ngudi 16n va tré em tir 12 tudi wd 1&n: 180 mg (1

ding theo sy chi dn ciia bac s¥.
* Chong chi dinh

Qud man véi fexofenadin, terfenadin hode voi bt cir thanh phi’m nao cua‘ghy
7. Thin trong
Tuy fexofenadin it gdy budn ngt, nhung van can than trong khi 1ai xe hodc diéuKhien mdy
moc doi hoi phai tinh tdo.

Cén thén trong va diéu chinh lidu thich hop khi diing thude cho ngudi ¢ chire ning than
suy giam vi nong dd thude trong huyét tuong ting do ntra doi thai trir kéo dai. Cén thén
trong khi dung thudc cho ngudi cao tudi (trén 65 tudi) thudng cé suy giam sinh ly chirc
ndng thén,

Cén ngimg fexolenadin it nhit 24 - 48 gid trwée khi tién hanh cac thir nghiém khéng
nguyén tiém trong da.

Dung fexofenadin lam bénh vy nén nang lén.

* Thoi ky mang thai: Do chua cé nghién ciru ddy du trén ngudi mang thai, nén chi ding
fexofenadin cho phu nit mang thai khi lgi ich cho me vuot tri nguy co d6i vé6i thai nhi.

* Thoi kp cho con bit: Khong rd thude c bai tiét qua sira hay khong, vi viy cdn than
trong khi dung fexofenadin cho phy nir dang cho con b.

* Tdac dong cua th udc khi ldi xe hodc viin hanh mdy mée: Than trong khi sir dung.

8. Twong tic thude

Erythromyein va ketoconazol lam tang ndng do fexofenadin trong huyét twrong nhung
khéng lam thay déi khoéng QT.
Nong do fexofenadin co thé bi tang do erythromycin, ketoconazol, verapamil,
ché p-glycoprotein.
Khéng dung ddng thoi fexofenadin vai cac thude khang acid chira nhém, m
lam giam hép thu fexofenadin. Duing cach nhau it nhét 2 gid.

Fexofenadin c6 thé lam tang ndng do cbn, cdc chit an thin hé than kinh trung uong, cac
chat khang cholinergic. .
Fexofenadin co thé lam gidm ndng do cac chét e ché acetylcholinesterase (& than kinh
trung uong), betahistin.

Fexofenadin c6 thé bi giam ndng do bai cac chat tic ché acetylcholinesterase (& than kinh
trung uong), amphetamin, cac chét khang acid, nudc ép qua budi, rifampin.

Tuong ky: Nuée hoa qua (cam, budi, tdo) cé thé lam giam sinh kha dung cua fexofenadin
toi 36%. Tranh ding fexotenadin voi ¢dn ethylic (rugu) vi lam ting nguy co an thin (ng).
9. Tic dung khong mong muén caa thude ]

Céc tdc dung khdng mong mubn ctia thude khéng bi anh hudng bédi lidu dung, tudi, gidi va
chiing td¢ cua bénh nhan.

Thuong gdp, 1/100 SADR <1/10

Than kinh: Budn ngu, mét moi, dau dau, mat ngl, chong mat.

Tiéu héa: Budn ndn, kho tiéu. _

Khac: Nhidm virus (cdm, cam), dau bung trong ky kinh nguyét, dé& bi nhiém khudn ho hﬁp
rén, ngra hong, ho, sbt, viém tai gifta, viém xoang, dau lung,

it géip, 171000 < ADR < 1/100

Than kinh: So hai, réi loan gidc ngu, 4c mng,

Tiéu héa: Khd miéng, dau bung.

cac chat y

1 vi s€
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Hiém gap, 1/10.000 < ADR < 171000
Da: Ban, may day, ngtra.
Phén (g qua mén: Phi mach, tire nguec, kho thd, dé birng, choing pha
10. Qua licu va cach xir tri .
Qua lidu: T hong tin vé doc tinh ce’ip cua fexofenadin ¢con han ché. Tuy
chong mit, khé miéng da dugc bao cao. =
Xur tri qua heu Str dung céc bién phap théng thuong dé loai bo phén thude con chua
dugc hip thu & 6ng tiéu hoa. BILU tri hd tro va diéu tri triéu ching.
Thém phin médu 1am giam ndng dd thudc trong mau khong dang ké (1,7%). Khong co
thude giai doe dic higu.
11.Céc ddu hiéu cin luu y va l{lulyen cdo:
* Ly p: Khi thiy vién thude bi am mdc, nit v, chuyen mau, nhan thude in sé 16 SX, HD
mo...hay ca cac biéu hién nghi ngd khac phai dem thude t6i hoi lai noi ban hodc noi sén
xuéit theo dia chi trong don.
12. Di¢u kién bio quin va han ding
- Bdo qudn: Noi khd, nhiét 46 dudi 30°C.
- Han ding: 24 thang ké tir ngay san xuit. Khong dwge dung thude di qua han dung.
13. Tén, dia chi cua co s¢' san xuit
Tén co s6 sin xuiit: CONG TY CO PHAN DUQC PHAM HA TAY
Pia chi: T6 dan phd sé 4 - La Khé - Ha Dong - TP. Ha Noi

DT: 04.33522204 FAX: 04.33522203

DT: 04.33824685  FAX:(04.33829054
Hotline: 04.33522525 :
14. Npgay xem xét siva ddi, eip nhét Iai ndi dung huéng din siv dy uodc
Ngay....... thang........ 115, s (R,

/" CONG TY
[ COPHAN
>+ DUOC PHAM
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1. Tén thube: FASTDINE
2. Khuyén cdo
“Poc ky hudng dan su dung trude khi dung”
“Pé xa tim tay tré em” :
*“Théng bdo ngay cho bic s§ hodic duge si nhitng tdc dung khong mong n¥
st dung thude”
3. Thanh phan, him luwong
Mai vién nén bao phim chira:
Fexofenadin hydroclorid...........c......... 180 mg
_ PHAUge R Gl s | vién
(Td dwgc gom.: Microcrystalline celiulose, crospovidon, copovidon, magnesi stearat, bot
tale, opadry white).
4. Mo ta san phim
Vién nén bao phim hinh thuén dai, mau tring hodc tring ngd, mit vién nhin, thanh va
canh vién lanh lan.
S. Quy cich dong goi
Hop 1 vi x 10 vién nén bao phim. Kém theo t& hudng din st dung bén trong hép.
6. Thudc ding cho bénh gi?
Fexofenadin duoc chi dinh dung diéu trj triéu chimng trong viém mii di ing the a, may
day man tinh v6 cin & ngudi 16n va tré em trén 12 tudi.
7. Nén dang thude nay nhuw thé niao va liéu legng?
Cich ding: Thube dun g duong uéng. Khong ubng véi nude hoa qua.
Liéu ding:
Liéu thong thudng cho ngudi 1én va tré em tir 12 tudi try 1én: 180 mg (1 vién), udng 1 lan
mdi ngdy trude bira an.
V6i ngudi gia, ngudi suy thin: Ding dang bao ché ¢é ham luong khéc cho phi hop hodc
dung theo sy chi din cia bac sy.
8. Khi nao khong nén ding thude nay?
Qua man voi fexofenadin, Lerfcnadin hoiic v&i bét cir thanh phén nao cia thude
9. Tdc dung khéng mong muén (ADR)
Nhu tdt ¢ cac thude khae, thube co thé gy ra cde tic dung khong mong mudn, tuy nhién,
khong phai ai cung gap phai.
Céc tac dung khdng mong mudn cua thude khdng bi dnh hudng bai lidu dung, tudi, gidi va
chung toc cua bénh nhin.
Thitong gdp (cé thé anh hieéng dén 1 trong 10 nguoi):
Thén kinh: Budn ngt, mét méi, dau dau, mat ngt, chéng mat.
Tiéu héa: Bubn non, kho tiéu.
Khac: Nhiém virus (cam, cim), dau bung trong ky kinh nguyét, d& bi nhiém khudn hé hip
trén, nglra hong, ho, sot, viém tai gidia, viém xoang, dau lung.
it gap (co thé anh meong dén 1 trong 100 nguoi):
Than kinh: So hi, rdi loan gidc ngu, 4c mong.
Tiéu hoa: Khé miéng, dau bung.
Hiém gap (co thé anh hudng dén | trong 1000 nguoi):
Da: Ban, may day, ngira.
Phan tng qua man: Phu mach, toe ngure, kho tho, do6 birng, chodng phan vé.
Néu c6 bét cir tac dung khéng mong mudn nao ctia thude tré nén nghiém trong, hodc tic
dung khong mong mudn khdng duoc liét ké trén diy, hlly ndi véi bace sy hodc duge si cua
ban.
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hoac gla ting cdc tac dung khong mong mudn.

Erythromycin va ketoconazol lam ting ndng dé fexofenadin tron u' g

khdng lam thay déi khoang QT.

Nong dd fexofenadin ¢6 thé bi ting do erythromycin, ketoconazol, vek§

ché p- glycoprotein.

Khong dong dong thoi fexofenadin vai cac thude khang acid chira nhém, magnesi vi s&

lam gidm hip thu fexofenadin. Diing cach nhau it nhét 2 gid.

Fexofenadin ¢6 thé lam ting ndng dd cbn, cdc chét an thdn hé than kinh trung wong, cic

chit khang cholinergic.

Fexofenadin ¢6 thé lam gidm ndng do céc chét tic ché acetylcholinesterase (& than kinh

trung wong), betahistin.

Fexofenadin co thé bi giam nong d6 boi cac chét tre ché acetylcholinesterase (& thén kinh

trung wong), amphetamin, céc chiit khéng acid, mrée ép qua budi, rifampin.

Tuong ky: Nude hoa qué (cam, budi, tao) cd thé lam gidm sinh kha dung cva fexofenadin

téi 36%. Tranh dung [exolenadin véi con ethylic (rrgu) vi lam tang nguy co an thén (ngt).

Hay viét mot danh sich nhitng thuée ban dang dung (bao gém thude duge ké don, khong

ké don va thuc pham chice ning) va cho bac sy hodc duoc si clia ban xem. Khéng dugc tyr

y dong thude, ngung hodc thay di liéu luong cua thube ma khong cé su cho phép cia bic

sy

11.Céin lam gi khi mdt 1an quén khéng ding thude?

Bé sung liéu ngay khi nhé ra. Tuy nhién, néu thoi gian gidn cach voi lidy i co qud

ngin thi bd qua lidu da quén va tiép tyc lich dung thude. Khong ding lidu pdp doi dé bu

cho liéu da bi bo 18.

12. Cén bfo quén thubdc nay nhuw thé nao?

Gifr thube trong hop kin, ngoai tam voi cia tré em. Bao quan noi kho, nhiét ¢ dudi 30°C.

13. Nhirng dau higu va tri¢u chirng khi dung thude qui lidu?

Théng tin vé& doc tinh cép cua fexofenadin con han ché. Tuy nhién, budn ngu, chéng mit,

khé miéng da duge béo céo.

14. Cin phai lam gi khi diung thude qua licu l{huyen cao?

Su dung cdc bién phap thong thuong dé loai bd phan thude con chua duge hap thu & éng

tiéu hoa. Didu trj ho tro va dueu tri triéu chlrng

Tham phan mau lam giam ndng do thude trong mau khong ding ké (1,7%). Khong ¢6

thude giai doc déc 1 higu.

15. Nhirng diéu cin thin trong khi diung thuoc nay?

Tuy lexofenadin it géy budn ngt, nhung van cén thén trong khi l4i xe hodic diéu khién méy

moc doi héi phai tinh tao.

Cin thén trong va diéu chinh liéu thich hop khi dung thubc cho ngudi c6 chire nédng than

suy giam vi ndng do thude trong huyet trong ting do ntra doi thai trlr kéo dai. Cén than

trong khi dung thude cho ngudi cao twdi (trén 65 tudi) thudng cé suy gidm sinh Iy chirc

ndng thin.

Cén ngimg fexofenadin it nhit 24 - 48 gid trude khi tién hanh cdc tht nghiém khang

nguyén tiém trong da.

Dung fexofenadin lam bénh viy nén ning lén.

* Thoi ky mang thai: Do chua ¢6 nghién ciru day du trén nguoi mang thai, nén chi ding

rexof&:nddm cho phu nir mang thai khi lgi ich cho me vurgt tri nguy co d6i voi thai nhi.
Thoi ky cho con bii: Khong 0 thude c6 bai tiét qua sira hay khong, vi véy cén thén

trong khi dung fexofenadin cho phy nit dang cho con bu.

* Tac dong cuia thude khi ldi xe hodc viin hanlh mdy méc: Than trong khi str dung.

o

NG
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16. l{hj nao cin tham vin bic sy, dwoce si?
- Khi can thém théng tin vé thuée.

- Khi thdy nhitng tac dung khong mong mudn gip phai khi str dung thud

- Khi ding thudc ma thay triéu chirg cia bénh khong thuyén giam.

17. Han ding ciia thude:
- Han diing: 24 thang ké tir ngay san xual Khong dwge diing thube da qui handing.

* Luu y: Khi thdy vién thude bi &m méc, nit va, chuycn mau, nhan thudc in s6 16 SX, HD
mo...hay co cac biéu hién nghi ngo khac phai dem thude téi hoi lai noi ban hoiic noi sén

xudt theo dia chi trong don.
18, Tén, dia chi, b|eu twgng cia nha sin xuiit
Tén co'sé sin xuit: CONG TY CO PHAN DUQC PHAM HA TAY
Dia chi: T6 dan phd s6 4, P. La Khé, Q. Ha Pong, TP. Ha Néi
DT: 0433522204 FAX: 04.33522203
DT: 04.33824685 IFAX:04.33829054
Hotline: 04.33522525

E;'hﬂlﬂf'ti”“
19. Ngay xem xét stra doi, cip nhit lai néi dung huéng din siv du
Ngay...... thang........ nam..........
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