
Dé xa tdm tay tré em. 
Boe kp hudng din si dyng trudge khi dong. 
THANH PHAN CONG THUC THUdC 
Thanh phdn hoat chat 
Fenofenadin hydroctorid....... 
Thanh phan ta duge: Polacrilin potassium, D-mannitol and com starch granules, bt huong nho, aspartame, 

crospovidone, colloidal silicon dioxide, magnesium stearate, 

DANG BAO CHE: Viénnén phan tan trong migng. 
Mot san pham: Vien nén, hinh tron, mau tréng, hai mat tron, canh va thanh vidn lanh lan. 
CHI B|NH 
Diing rifting cho tré emtir6 din 11 tudi. 
Vid mii dj cing: Biutri viém mii dj dng theo mia. 

May day vé cn man tinh: Bidu tri cdc bigu hién ngoai da khing bién ching cla may day vo cin man tinh. Thude 

fam giam ngda va s6 lugng dat may day mbt cach dang ké. 

CACH DUNG, LIEU OUNG 
Cach ding 
Thudc nén ding loc byng déi va khdng nhai vién thude, Khong uoing thube vidi nutic hoa qua (nhu cam, budi, tao). 
Neén wing thutic vdi nutc Ipc. Sit dyng 1 trong 2 cdch sau: 
- Bat vidn thudc phia trén ludi dé thutic tan, saud6 cé thé nutt xuting voi nude ho&ic khing c&n nud, 
“Thode efing of thé duse ofing nquySn-vidn cing vii-autie—— 
Liéu ding 

Tré em ti6 dén 11 tudi: Ligukhuyén ding 4 1 vidn 30 mg x 2 in mbi ngay. 
Tré em bi suy than: Liu khdi ddu khuyén ding 1a 1 vién 30 mg mai ngay. 
Bénh nhi suy gan: Khong edn diéuchinh liu. 
Tinh higu qua cia fexofenadin trén tré dud 6 tuoi van chue duge xe dinh, 
Hoac the chi dan cla Thay thud. 
CHONG CHI BINH 
Chéng chi dinh tran bénh nhan cé tién sit dj ding véi bat car thanh phdn nao cia thuic. 

Khong khuyén diing cho tré dudi 6 tual vi nguy cel hie. 

CANH BAO VA THAN TRONG KHI OUNG THUOC 
Can than trong va diéu chinh lidu thich hop khi ding thude cho ngudi cb chitc nang than suy gidm vi néng 66 thudc 
‘trong huyét tuong ting do thal gian ban thai kéo dai, 
Chua cd dl ligu xe dinh duge tinh an toan va hidu qua cla fexolenadin hydroclorid 6 tré suy than hode suy gan. 

Gan than trong khi ding cho ngubi bj benh tim, vi thuge nay céthé dan.dén nhip tim nhanh hoac bat thutmng. 
B6 an ton va tinh higu qua cia fexofenadin chua duge dinh gid trén tré em dudi 6 tudi. Khbng ty y ding thém 
thutic khding histamin H1 khac khi dang sit dung fexofenadin. 
Can nung fexotenadin it nhat 24 - 48 gid true khitién hanh cae thit nghiém khang nguyén tim trong da. 

Ding fexotenadin lam bénh vay nén tng lén. 
Lin quan dén ta duge 
Aspartame: Thudic nay chia 4 mp aspartame trong mi vién. Aspartame [a mOt nguin phenylalanin. C6 thé 
cé hai néu ngudi siv dung mde bénh phenylketon nigu (PKU), mot ching roi loan di truyén higm gép, trong 
66 phenylalanin tich ty do co thé khding thé lol bd ding cach. 
si DUNG THUGC CHO PHY NU CO THAIVA CHO CONBU 
Phy nif cé thai 
Khong cé di ligu ddy di vé vide si’ dung fexofenadin hydroclorid & phy ni cd thai. Cac nghién cu han ché tran 

déng.vat khéing chi ra cic tac ding cé hai trye tiép hose pian tiép lién quan dén Anh huding dén qua trinh mang, 
thal, phat trién phdi thai, sinh con hoge phat trién sau khi sinh. Fexofenadin hydreclorid khOng nén duge sit dung 
trong khi mang thai tris khithat cdin thigt. 
Phy nif cho con bé 
Khong co bat ky di ligu nao vé thanh phdn sila me sau khi ding fexofenadin hydroclorid. Tuy nhign, khi ding 
terfenadin cho cac ba me dang cho con bi, fexofenadin da duge tim thay la of kha nang di vio sla me. Vi vay, 

fexofenadin hydrociorid khong duge khuyén edo cho cdc ba me dang cho con bd. 

Kha nang sinh san 
Khong cé di ligu nao trén con ngudi cho thdy anh huting cla fexofenadin hydroclorid di vi kha nding sinh sin a 

Novo. Trong nghién ciu d chudt, cho thay két qua khing cd anh hung dén kha nang sinh san khi digu tri bing 
fexofenadin hydroctorid. 

AnH HUGNG CUA THUGC LEN KHA NANG LAIXE VA VAN HANH MAY MOC 
Trén co sd hd so dude Ive hoe va cdc phan dng ch hgi duge bdo cdo, vitn nén fexofenadin hydrochorid ft cd kha 

nding gay anh huGing dén kha nang lal xe hode diéukhitn may moc. 
Trong cac thir nghi¢m khach quan, fexofenadin hydrociorid da dugc ching minh khong cé anh hudng ding ké dén 

ehite nang hé than kinh tring uong. Bigu nay ob nghia la bénh nhdn cé thé ty lai xe hode thyc hign cdc cing vide 
di hdl sy tap trung. Tuy nhién, dé x4 dinh nhitng nguii nhay cim 6 thé cé phan dng bat thuding val ede sin 

pham thudc, nén kiém tra dip ding cé nbdin trutic khi Idi xe hode thye hién cc cing vide phic tap cén sy tip trung 
cao. 
TUONG TAC, TUONG ky CUA THUDC 
TUONG TAc THUOC 
Cac nghién cau vé tuong tic: chi duge thyc hig & nguél kn. 

Fexofenadin khdng trai qua qué trinh chuyén hda sinh hoc & gan va do dé sé khong tuong tic vii cdc san phdm 

thudc khdc chuyén héa théng qua coché gan. 
Ding dng thi faxotenadin hydroclorid vii erythromycin hodic ketoconazol da lam tang nding nd fexofnadin trong 
huyét tuong 2 - 3 én. Nhing thay déi nay khéng kém theo bét kj anh huting nao trén khoding OT va khéng lién 
quan dén bat ky su gia tng phan dng phy nao so voi cdc san pham thudc dude sit dung don le. 
Cac nghién cau 'trén dong vat da chi ra rang co sy gia tang ndng 6 texotenadin trong huyét tung duge quan sat 
thay sau khi ding déng thai erythromycin hodc ketoconazol, lé do ting hp thu dutng tigu hoa va gidm bai tiét mat 
hoge bal tit duting tidu nda tuong dng. 

Khdng quan sat thay cé sy tong tac gia fexofenadin hydroctorid va omeprazol. Tuy nhién, viée sirdyng cdc thute 

antacid c6 chia nhom va magnesi hydroxid dang gel 15 phat trudic khi ding fexofenadin hydroclorid cd thé gay ra 
gidm sinh kha dung, rit cé thé 18 do cdc thude nhdm va magnesi hydroxid tao cdc lin két trang duding tiéu héa, 

gidm kha nding hap thu cdc chit khac. Nén udng ding fexofenadin hydroclarid céch 2 gid vdi cdc thulic cd chita 
nhdm va magnesi hydroxid hoge vdi cac thuéc antacid. 
TUUNG KY THUGE: Khing 4p dung, 
TAC DUNG KHONG MONG MUON CUA THUGC 
Hanh gid tan suat xudt hign sau da duge sii dung: Rat thudng gap(= 1/10), thuting gap (= 1/ 100 dén < 1/ 10), 
khOng thuting gap (2 1/ 1.000 dn < 1/100), higm gap (= 1/ 10.000 den < 1/ 1.000), rat hiém gap (< 1/ 10.000) va 
tan sual cdc tic dyng khong mong mutn chya dupe xac dinh (khOng thé uc tinh tan sudt ti di lieu ed sn). 
Trong mdi nhdm tn suat, cdc tac dung khong mong muén dude trinh bay theo thi ty mic 46 nghidm trong giém 
dan. Trong cae thi nghiém lim sang co déi ching & tré em ti’ 6 dén411 tudi, phan dng ngoai ¥ muén duge bao cdo 

phé bidn nhat duge nha nghién city cho | c6 thé lian quan dén fexofenadin hydroclorid 14 dau du. TY 16 dau d4u 

Telfor 30 
Fexofenadin hydroclorid 30 mg 

trong dU ligu tng hop ty cde thi nghiém lam sang 1,0% di vol benh nhan ding fexofenadin hydrociorid 30 mg 

(673 1ré) va ddl vél bénh nhan ding gid duge (700 tré). Khong o6 dil ligu an todn lim sang é tré em dupe diéu tr] 
bang fexofenadin hydroclorid trang thdi gian dai hon 2 tun, 
Trong cde thi nghiém lm sang c6 d8i ching & 845 tré em tir 6 thang dén 5 tdi bi viém mii dj ding, 415 tré duge 

sitdung 15 mg hode 30 mg fexofenadin hydreclorid (ham lugng vin nang rac lén phuong tién dinh lugng) va 430 

tr duge sit dung gid duge. Khong cd te dyng phy khéng mong muin d tré em dupe diéu tr) bang fexofenadin va hé 
sotde dung ngoal 7 tuong ty nbud tré lén hon va nguili lin. 

G nguti ln, cic tae dung khong mong muéin sau day da dug bao co trong cdc thi nghiém lam sang, voi ty Ie 
tuong ty nb ty 1¢ duge quan sat thay voi gia due: 

él loan he thdn kint 
Thuting gaip: Nhiie déu, budn ngi, chong mat. 
Réilogn tBu hoa —_ 
Thuting gap: Budn ndn 
Cae réi logn chung va trang thai phy cila ca thé 
Khong thuting gap: Mét moi. 
Gi nguti ian, ede tae dung khong mong mutn dudi day d duye bao cdo trong qua trinh gidm sat sau luy hanh. Téa 

sudt ede tae dung Khong mong mudin xay ra van chua due xd dinh (khong thé ue tinh ty di ligu cd sin): 
Adi fogn he thong mign dich 
Phan dng qué man vi cdc biéu hign nh phi mach, tic ngys, khé thd, dd bing va s6c phan vé toan than. 
Réi joan tim thin 
Mat ngii, lo du, réi loan gide ngd hode gap 4c mong! mo qua nhiéu (paroniria). 

Adi joan vé tim mach 
Nhip tim nhanh, dinh tréing nguec. 
Adi fogn tity hda 
Bénh tiéuchay. 
Aéi fogn vé da va mo audi da 
Phat ban, may day, ngda. 

Thdng bao ngay cho bac sihodc duge si nhitng phan ting cd hai gap phai khi sifdyng thutic. 

QUA LIEU VA CACH xt TRI 
Cac trigu chiing chong mat, buin ngl, mét mdi va Kho mifing da duge bdo cao khi si’ dung qua liu texofanadin 
hydroclorid, Ligu [én dén 60 mg hai tin mOi ngay trong 2 tuan d3 duge siv dung chotré em, va figu duy nhat lin déin 
800 mg va ligu lin dén 690 mg hai lén mdi ngay trong 1 thang hode 240 mg mot lin mai ngay trong 1 nam da 
due si dung cho cdc é6i tuging nui ldn khde manh ma khdng cd sy gia ting cua cdc phan ting phy bat igi ob y 
Nghia trén lam sang so-vdi gid dude, Lidu tdi da dung nap duge cita fexotenadin hydroclorid van chua dude thiét ip. 
Cac bién phap tiduchudn cdin dupe xem xét dé logi bd bat ky sdn phdm thudic nao khong dupe hp thu, Khuyén cdo 
didu tritrigu chiing va hd trg. Tham tach méu khéng loai bé higu qué fexofenadin khdi mau. 
BAC TINH DUDE Lic HOC 
Nhéim duge ii: Thode khang histamin Hi, ding toan thin. Ma ATC: ROGA X26, 
Coché hoat dong 
Fexofenadin hydroclorid 1a thudc khang histamin H1 khéing gay budin ngd. Fexofenadin la chit chuyén héa cé hoat 
tinh duge ly cila terlenadin. 

Hiégu qua lm sang va an toan 
Otré em ti 6 dén 11 tudi, tac dung de ché histamin cia fexofenadin hydrociorid trén phan ting sung va dat dd dugc 
cho la tuong duang vidi tip xc tung ty 8 ngudi In. Sy de ché phan Ging sung va dat dé do histamin gay ra duge 

quan sat thay sau 1 gid sau khi ding liu duy nhdt 30 va 60 mg fexofenadin hydroclorid. Tac dyng de ché dinh cila 

fexofenadin thuing xay ra sau 3 - 6 gid sau khi ding Nléu. 

Trong mét phan tich téng hop gdp cla ba nghién edu pha Ill mb d6i cb d6i ching voi gid duge, 6 1369 tré em bj 
viém mii dj ding theo mia ti 6 dén 11 tudi, fexofenadin hydroclorid & liu 30 mg hal ln mbi ngay t6t hon dang ké 
$0 vdi gid dupe trong vie gidm tdng diém triéu chting (p = 0,0001). Tat ca cdc trigu ching don lé bao gim $6 moi 
(p = 0.0058), hat hoi (p = 0,0001), ngday chay nuts mat mat dé (p = 0,0001), ngtia mil’ vom hong va cd hong 
(p= 0,0001) va nghet mai (p = 0,0334) duge cai tni¢n dang ké bbl fexofenadin hydrociorid. 
G tra em ti 6 dén 11 tudi, khong o6 sy khdc bigt ding ké vé OTe sau khi ding ligu tiép theo ln tdi 60 mg 
fexofenadin hydrociorid hal din mi ngay trong 2 tuén so wii gid duge. 
Khong cd su khdc bist ding ké vé khoding OTc duge quan sat thy & dditugng nguii léin va thanh thigu nién bi vim 
mii dj dng theo mia khi ding fexofenadin hydroclorid [én dé 240 mg x2 lan’ ngay trong 2 tudn khiso sinh vii gid 

dupe. Ngoai ra, khng o6 thay déi dang ké trong khodng OTe dupe quan sat thay & nhiing dot tung ngutil lin khoe 
manh due cho ding fexofenadin hydroclorid itn din 60 mg hai in mai ngay trong 6 thing, 400 mg hai lin moi 
ngay trong 6,5 ngay va 240 mg mot ldn mai ngay trang 1 nam, khi so'sanh vol gia dugc. Fexofenadin & nding 09 lén 

hon 32 in so véi nding d6 didu tri 6 dan dng khOng anh huding dén kenh K* chinh luu cham tirtim nguii. 

pAc TINH DUOC DONG HOC 
Hap thu: Fexofenadin hydroclorid duge hap thunhanh chéng vao oo thé sau khi ving, voi Tmax xay ra khoaing 1-3 
git’ sau ding lidu. 6 tré em, gid tri Cmax trung binh fa khoang 128 ng/ ml sau khi uting lidu duy nhat 30 mg 
fexofenadin hydroclorid. 
Lidu 30 mg 2 Min ngay dupe xdc dinh dé cung cp néng d6 trong huyét tucng (AUC) & ning bénh nhi, tong duong 
vidi mite dat duge d nguii lén vai ché do lidudanh cho nguii idn da duge phe duyétla 120 mg mot lin mbi ngay. 
Phan bo: Sau khi uing thudc & ngudi Gn, fexofenadin hydroclorid lin két vai protein huyét tung 6D - 70%. 
Chuyén héa va thai trit: 
Fexofenadin trai qua qua trinh chuyén hoa khong dang ké (0 gan hoac khong qua gan), vi thudc la hop chat chinh 
duy nat duge xd djnh trong nude tigu va phan cia dong vat va ngual. 
NGng 66 trong huyét tuong cia fexofenadin giam theo cdp s6 nhan voi khodng thdi gian ban thai cubi la ti 11 dén 
15 gi sau kh ding liéu nhidu lin. Duge dong hoc liu don va da liéu cila fexofenadin 1a tuyén tinh doi voi liéu uéng 

len d&n 120 mg 2 lny ngay. Liéu 240 mg 2 lan/ ngay tao ra én hon mot chit so vii mic Hing theo ty 18 (8,6%) & 
trang thal én dinh dign tich duéi duting cong, cho thay duge déng hoc cila fexofenadin thyc #8 la tuyén tinh d hong 
fiéu nay trong khoang 40 mg dén 240 mg ding hang ngay. Con dudng thai trir chil yu due cho ka qua bai tiét qua 
mal, trong khi c6 141 10% ligu wing duge thai try dudi dang khong déi qua nutc tidu. 
QUY CACH DONG GOI: Hop 2 vix 10 vien. 
HAN DUNG: 24 thang kd ti’ ngay san xual. 
BIEU KIEN BAO QUAN: Noi kh6, nhigt d6 khéing qué 30°C, tranh anh sang. 
TIEU CHUAN: TGCS. 

https://trungtamthuoc.com/


