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Bé xa tdm tay cia tré em.

Bloc ki hudng dan st dung trude khi ding.

1. THANH PHAN, HAM LUONG CUA THUOC

MGi vién nén bao phim chia;

Hoat chat: Fexofenadin hydroclorid ............ 120 mg

Ta dugc: Cellulose vi tinh the, lactose monohydrat, natri croscarmelose, povidon K30, natri docusat, magnesi
stearat, hydroxypropyl methyleellulose (6086, 615), polyethylen glycol 6000, titan dioxyd, talc.

2. DANG BAO CHE: Vién nén bao phim

3. CHi DINH
Thudc duot chi dinh & ngui Idn va tré em tir 12 tudi trd |én dé gidm cac triéu ching lién quan dén viém mii
di ing theo mia.
4. CACH DUNG VA LIEU DUNG
CACH DUNG: Udng nguyén vién ciing véi nudic. Thii diém udng thude khing phu thubc vao biia an. Khdng
udng thudc vdi nudc hoa qua.
LIEU LUONG:
o Nouiti Jdim v tré em tir 12 tudi tréfén: Ligu khuyén cdo déi vai nguéi 1dn 13 120mgx 11an/ngay (ubng ngay
1vién x 1 lan/ngay) trude bia an.
o Iré em dudi 12 tudi- Chisa co di dif liéu vé an toan - hidu qua cla thudc khi st dung cho tré dudi 12 tudi,
« Bénh nhén cao tudi, nguai suy than, suy gan: Khag cdn diéu chinh liéu & nhiing bénh nhan nay.
5. CHONG CHi DINH
Mguoi bénh c6 tién sif i ting/qué min vdi hoat chat hodc cdc thanh phan nao clia thudc.
6.CANH BAO VA THAN TRONG KHI DUNG THUOC
» Can than trong va diéu chinh ligu thich hop khi diing thudc cho nguai cé chirc nang thén suy giamvi ndng
a6 thudc trong huyt téang tang do niia dai thai trir kéo dai. Cin than trong khi ding thudc cho nqudi
cao tudi (trén 65 tudi) thuiing ¢d suy gidm sinh Iy chiic nang than.
« B0 an toan va tinh hiéu qua clia thudc & tré em dudi 12 tudi chua xéc dinh duge,
» Can ngling fexofenadin it nhat 24-48 giis trudc khi tién hanh cac thif nghiém khang nguyén tiém trong
da. Ding fexofenadin lam bénh vay nén nang Ién,
= Bénh nhan ¢6 tién sit bénh tim mach hodc dang bj bénh tim mach nén dwoc cinh bdo rang thudc khang
histamin ¢6 lién quan dén cc phan ing phu nhy nhip tim nhanh va dénh trang nguc.
= Thudccé chifa lactose va do dé khang nén diing cho nhifng hénh nhan cd vén dé di truyén hiém gap nhu:
thﬁng dung nap galactose, thidu hyt lactase ning hodc kém hap thu glucose-galactose.
7.5U DUNG THUGC CHO PHU NU' CO THAI VA CHO CON BU
Thdi ky mang thai
Chua c6 nghién ciu ddy 40 trén ngusi mang thai, nén chi ding fexofenadin cho phy nif mang thai khi lgi ich
cho me vugt trdi nguy co d6i vai thai nhi.
Théi ky cho con bii
Khang 1o thudc cd bai tiét qua sita hay khong dis ring chua thiy téc dung khdng mong mudn & tré sorsinh khi
ba me cho con bii dung fexofenadin, vi vay cin thin trang khi diing fexofenadin cho phy nit dang cho con ba.
8. ANH HUGNG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Thude it gdy budn ngd, nhung van can than trong khi 14i xe v van hanh may méc dbi hoi phai tinh tdo,
9. TUONG TAC, TUONG KY CUA THUGC
Erythromycin va ketaconazol lam ting nong d4 fexofenadin trong huyét tigng nhung khong lam thay ddi
khodng OT. Nong ¢4 fexofenadin cd the bj tang do erythromyein, ketoconazol, verapamil, cic chdt tic ché
p-glycoprotein,
Khang ding dang thii vdi cc thudc khang acid chita nhém, magnest vi sé lam gidm hap thu fexofenadin,
Fexofenadin 6 thé lam tang néing 49 cin, cic chit an than hé TKTW, cde chdt khang cholinergic.
Fexofenadin cd the lam gidm ndng 46 cic chit acetylcholinesterase (G TKTW), betahistin,
Fexafenadin cd the bi giam ndng d b cac chit e ché acetylcholinesterase (GTKTW), amphetamin, cic dhil

R Thud bdn theo don




https://nhathuocngocanh.com/ et
khang acid, nuac ép qua buai, rifampin.

Twgng ky: Nudc hoa qud (cam, budi, tdo) co thé lam gidm sinh kha dung cia fexofenadin tdi 36%. Tranh ding
fexofenadin vai con ethylic (ruou) vi lam tang nguy co an than (ngu).

10. TACDUNG KHONG MONG MUON

Cac tac dung khong mong mudn cda thudc khdng bi anh hudng béi liéu ding, tudi, gidl, ching tac
cua benh nhan,

Theeng gdp, ADR > 1/100: Thin kinh: Budn ngl, mét moi, dau dau, mat ngl, chéng mat. Tiéu hoa: Budn non,
kha tieu. Khdc: Dé bi nhiém virus (cam, cim), dau bung trong ky kinh nguyét, dé bi nhiém khuan ho hap trén,
nyta hong, ho, sot, viem tai gilla, viém xoang, dau lung.

it gdp, 1/1000 < ADR < 1/100: Than kinh: S hai, réi loan gidc ngd, ¢ méng. Tiéu héa: Kha miéng, dau bung.
Hiém gdp, ADR < 1/1000: Da: Ban, may day, ngla. Phdn tng qua man: Phit mach, tdc ngut, khid thd, dé birmg,
choang phan ve.

Huong dan cach xi tri ADR;

ADR cua thudc thubmg nhe, chi 2,2% nguigi bénh phai ngiing thudc do ADR clia thude

11. QUA LIEU VA CACH XU TRI

Triéu ching: Thang tin vé dac tinh cap cla fexofenadin con han ché. Tuy nhién budn ngd, chdng mat, kha
mieng da duoe bao cdo.

Cach xir tri: 51 dung cdc bién phap thang thuang dé loai bo phan thudc con chua duac hap thu @ éng tidu
héa. Diéu tri ho teg va diéu tri trigu chiing. Tham phan mau lam gidm néng d6 thudc trong mau khéng ding
ke (1,7%). Khéing ¢ thudc gidi doc dac higu.

12. DACTINH DUCC LUCHOC

Fexofenadin 1a thudc khdng histamin thé hé hai, ¢d tac dung doi khang dac hiéu va chon loc trén thy thé
H.ngoai vi. Thudc la mét ¢hat chuyen hoa ¢ hoat tinh cua terfenadin, cing canh tranh véi histamin tai cac
thu thé Hi § duang tiéu haa, mach mau va dudng ho hap, nhung khiing con doc tinh ddi véi tim do khang
e ché kenh kali lign quan dén sy tai cuc té bao cd tim. Fexofenadin khéng cd téc dung dang ke di khéng
acetylcholin, 48 khang dopamin va khong 6 tc dung licché thy thé alpha hodc beta adrenergic. O liéu diéu
tri, thude khong gay ngl hay anh hudang dén than kinh trung vong. Thubic ¢6 tac dung nhanh va kéo dai do
thude gan cham vao thu thé H, tao thanh phifc hop bén ving va tach ra cham.

13. DACTINH DUOC a@uﬁ HOC
Thudc hap thu tat khi ding dudng udng va bat dau phidt huy tic dung sau khi udng 60 phut. Nong dé dinh
trong mdu dat duoc sau 2-3 git. Thic dn giau chat béo lam giam néng dé dinh trong huyét tuong khodng
17% va kéo dai thai gian dat ndng d¢ dinh cda thudc (dén khodng 4 gitr). Tac dung khang histamin kéo dai
hon 12 gitr T 16 lién két véi protein huyét tuong cda thudc 1 60-709%, chi yéu véi albumin va alphal-acid
glycoprotein. Fexofenadin khang qua hang rao mau-nao. Fexofenadin rat it bi chuyén héa (khoang 5%, chi
yéu & niém mac rudt. Chi c6 khodng 0,5 - 1,5% duoc chuyén hoa & gan nha he enzym cytochrom P450 thanh
chdt khong co hoat tinh). Khodng 3,5% liéu fexofenadin chuyén héa qua pha Il (khdng lién quan dén hé
enzym cytochrom P450) thanh dan chat methyl este. Chat chuyén hoa nay chi thay trong phan nén c6 thé c6
sif tham gia ctia cdc vi khudn dudng rudt vao chuyén hoa nay, Nia dii thai tri ciia fexofenadin khodng 14,4
gid, kéo dai hon (31 - 72%) & ngudi suy than. Thude thai trir chi yéu qua phan (xdp xi 80%) va nudc tidy (M
-12%) dudi dang khdng doi.
Dirgc dong hoc & ngu'ad suy than
Cler 41 - 80ml/phat: Ndng d6 dinh cao hon 87%, nia dai thai trir dai hon 599,
Cler 17 - 40mi/phiit; Nong d6 dinh cao han 111%, nifa doi thai trir dai hon 729%.
Cler < 10ml/phit (& ngudi dang thuc hién tham phan): Nong dd dinh cao hon 82%, nita dai thai trir dai
31% so vdi ngudi khde manh.
14.QUI CACH PONG GOI
Hop 1vi (alu-alu) x 10 vién. Hop 3 vi, 10 vi, 20 vi (PYC-nhdm) % 10 vién nén bao phim.
15. BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LugNG CUATHUGC:
« Bao quan: Noi kho mat, nhiét d6 dudi 30°C, trdnh dnh sing,

- Han diing: 36 thang ké tif ngay san xudt.
» Tiéu chudn chét luong: Tiéu chudn oo 56,

16, TEN DIA CH CUA €0 SG SAN XUAT THUOC:
CONG TY €O PHAN DUOC PHAM ClU LONG
Bia chi: 56 150, Buirng 14/9, Phuding 5, Thanh pha Vinh Long, linh Vink Long
Dién thoai: 0270 3822533 Fax: 0270 38221729
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