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ALLERSTAT 180

[THANH PHAN]

Mai vién nén bao phim chira: Duge chit: Fexofenadin Hydrochlorid 180mg

Td duge: Cellulose vi tinh thé (avicel pH101), lactose, polyvinyl pyrrolidon (PVP K-30),
croscarmellose natri, tinh bot ngd, natri lauryl sulphat, Cellulose vi tinh thé (avicel pH102), magié
stearat, talc, Opadry ndu 85G86605.

[DUQC LUC HOC]
Nhém duge ly: khang histamin dung toan than, md ATC RO6AX26

Fexofenadin Hydrochlorid 1a thude khéng histamin H; khong gy budn ngi. Fexofenadin 13 chét
chuyén héa c6 tac dung dirgce 1y cua Terfenadine.

Céc nghién ctru v& ban do va may day do histamin & nguoi sau khi ding lidu dom va diing 02 140/
ngay v6i Fexofenadin Hydrochlorid cho thdy rang hiéu qua khang histamin ctia thude dat duge sau
1 gidy, dat tbi da trong vong 6 gidr va kéo dai 24 gio. Khong ¢6 bang chimg v& dung nap thuoc v
tdc sau 28 ngay sir dung. Mbi lién quan lidu ddp img giira liéu 10mg v&i 130 mg duong udng da
dwoc chimg minh. Theo m6 hinh hoat déng khang histamin nay da chimg 16 rang lidu >130mg
theo yéu cau de dat duge hiéu qua thich hop duy tri trong khoang 24 gi¢. Uc ché ban dé va nbi
may day & da ti da hon 80%.

Khéng c6 sur khic bidt dang ké vé khoang QT di dugc quan sat thiy & nhiing bénh nhén viém
mili di ing theo miia diing Fexofenadin Hydrochlorid véi lidu 240mg 2 1an/ngay trong vong 2 tun
sau khi so sanh véi gia duge. Ngoai ra khdng ¢6 sir thay dbi dang ké vé khoang QT, di duoc quan
sat thiy nhimg ngusi khoée manh sir dung Fexofenadin Hydrochlorid véi liéu 60mg 2 1an/ngay
trong vong 6 thang, 400mg 2 lin/ngay trong vong 6,5 ngay va 240mg lleu don trong vong ! niam
khi so sdnh véi gia duge. Fexofenadin véi ndng do gép 32 14n so véi ndng do diéu tri & ngudi
khong lam chdm hoat ddng déng mé kénh K+ trén tim. ,j}
Fexofenadin Hydrochlorid (5-10 mg/kg dudmg udng) tre ché su co thit phe quan gdy ra boi khang =
nguyén & chudt lang nhay cam va fc ché giai phong histamin & trén ndng d6 diéu tri (10-100pM)

tir & bao mast phiic mac.

[DUQC LUC HQCQC) ) ) .
Fexofenadin Hydrochlorid hap thu nhanh theo duomg uong véi Tmax khoang 1,3 gi¢r sau khi ding.
Gid tr] Cpax trung binh x4p xi 494ng/ml khi ubng véi liéu 180 mg 1 lan/ngay.

60-70% Fexofenadin lién két véi protein huyét tuong. Fexofenadin chuyén héa khéng dang ké (&
gan hodc ngoai gan) vi né 1a thanh phan chinh duy nhét xac diph duoe trong nude tiéu va phan &
nguot va dong vat. Nong d6 Fexofenadin trong huyét tuong giam theo ham s6 mii bic 2 voi thei
gian ban thai thay d6i tir 11 dén 15 gidr sau khi ding da liéu. Duge déng hoc Fexofenadin vé don
va da lidu tuyén tinh véi lidu 120mg 2 lan/ngay dung duong ubng. Lidu 240mg 2 lanfngay lam
tang ti 1€ (8,8%) AUC ¢ trang thar én dinh, cho thiy rang duge dong hoc Fexofenadin tuyén tinh
trong khodng 1idu 40mg téi 240mg/ngay. Buong bai t1et chinh qua mit trong khi d6 dén 10% lidu
duoc bai tiét dusi dang khong chuyén héa qua nude tiéu.

[CHI DPINH]
Thude 1am giam cac trién chimg lién quan véi ndi may day tu phat man tinh.

[LIEU LUQONG VA CACH DUNG]

Nguwdi trugng thanh
Lidu khuyén cdo ciia Fexofenadin Hydrochlorid & nguai trudng thanh 180mg 1 lan/ngay trudce khi

an.
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Fexofenadin 12 mét chét chuyén hoa c6 hoat tinh duge ly cia Terfenadin.

Tré em

Tré em > 12 tui

Liéu khuyén cdo cua Fexofenadin Hydrochlorid & tré em > 12 tudi 14 180mg 1 1in/ngay trirge khi
an.

Tré em < 12 tuoi

Tinh hiéu qua va an toan ctia Fexofenadin hydrochlorid khéng duge nghién cim & tré em < 12 tudi

Truwong hop diic biét
Cac nghlen ctru trén nhém cd rii ro cao (ngudi gid, ngudi suy gan hodc suy than) cho thiy khéng
can thiét phai diéu chinh liéu fexofenadin hydrochlorid & nhimg bénh nhén nay.

[CHONG CHI DINH]: Qua min véi duoc chit hay bét ¢t thanh phin nao clia thube.

[CANH BAO VA THAN TRQNG]
Nhur hau hét cdc thude méi chi c¢é dir liéu han ché trén bénh nhin Iém tudi, ngusi suy gan hode suy
than Fexofenadin Hydrochlorid nén diing thén trong vi nhém bénh nhan ddc biét nay.

Bénh nhén cé tién s hodc dang méc bénh tim mach nén duge canh bao rang thube khang
histamine nhu mft nhém thude ¢6 lién quan dén nhimg tac dung bat lgi nhr tim dép nhanh va hoi
hdp (xemn phan TDKMM).

[TUGNG TAC VOI CAC THUOC VA DANG BAO CHE KHAC]

Fexofenadin khéng chuyén hoa sinh hoa & gan nén khdng tuong tac véi nhitng thude chuyén hoa
qua gan. St dung dbng thoi Fexofenadin Hydrochlorid v6i erythromycin hay ketoconazol s& lam
ting néng do Fexofenadin trong huyét tuong 2-3 1an. Nhimg thay d6i d6 khéng kém theo bit ki
anh hudng nao Ién khoang QT va khong lién quan v&i bat ki s gia ting phan ung bit loi nao so
v6i khi ding thude don lé.

Cac nghién ctu trén dong vat chi ra rdng ting ndng d6 thudc Fexofenadin trong huyét twong khi
ding ddng théi véi erythromyein hay ketoconazol, dudmg nhu do ting hip thu & dudmg tidu héa va
giam thai trlr qua mat hay bai tiét & da day — rudt.

Khéng co tuong tac gifra Fexofenadin va Omeprazole duge quan sat thdy. Tuy nhién dung thube
khang acid chira nhém va magié hydroxid dang gel 15 phut truée khi udng Fexofenadin
Hydrochlorid 14 nguyén nhén lam giam sinh kha dung, rit c6 thé do lién két trong dudmg tidu héa.
Nén sir dung Fexofenadin Hydrochlorid cach thube khang acid chita nhém va magié hydroxid
khoang 2 gid.

[PHU NU CO THAI VA CHO CON BU]

Phu ni¥ co thai

Khéng cé dit lidu ddy du vé viée sit dung Fexofenadin Hydrochlorid & phu nit mang thal Cac dit
liéu han ché khi nghién ciru trén déng vét khong cho thiy téc hai tnrc tiép hodc gidn tiép lién quan
dén anh hudng téi phu nit mang thai, su phat trién clia phdi/ bao thai, sinh @ hodc phat trién sau
khi sinh. Fexofenadin Hydrochlorid khéng nén sit dung ¢ thén ki mang thai, trir khi thue sy can
thiét.

Phu nit cho con bu

Khéng ¢6 dit liéu nao tim thiy Fexofenadin Hydrochlorid trong sita me sau khi dung thube. Tuy
nhién khi ding terfenadine & phu nit cho con bii Fexofenadin duge tim thay trong sita me. Do d6
khuyén cdo khdng nén ding Fexofenadin Hydrochlorid trong thoi ki cho con bit.

[ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC]
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Theo tinh chat duge luc hoc va bao cdo céc phan tmg c6 hai duorng nhu Fexofenadin
Hydrochloride khong anh huong t6i nguoi lai xe va van hanh may méc. O cac thi nghiém khach
quan cho thiy Fexofenadin Hydrochloride khong gay anh hu'orng dang ké dén chirc nang hé than
kmh trung wong. Piéu nay nghla 1a bénh nhén dung thude c6 thé 14i xe hay thuc hién cong vige
can do tap trung cao. Tuy nhién dé xac dinh nhimg nguoi nhay cam (nhimg ngudi c6 phan tng bt
thuong v6i thude) khuyén khich kiém tra dép img timg trudmg hop cu thé trude khi lai xe hodc
thuc hién cac cong viée phirc tap.

[TAC DUNG KHONG MONG MUON]

O nguoi trucmg thanh, nhiing tac dung khéng mong mudn sau diy da dwoc bao cao trong cac thu
nghiém lam sang, twong dwong vai viée st dung gia duoc:

R6i loan hé than kinh : Phd bién(>1/100 dén <1/10): dau diu, budn ngy, chéng mat.
Réi logn hé tiéu héa: Phd bién(>1/100 dén <1/10):budn nén.
R6i loan toan than va noi dimmg: Phd bién(>1/100 dén <1/10): mét méi.

O ngudi trudng thanh, nhfmg tac dung khong mong mudn sau day da dugc bao céo khi theo ddi
luru hanh trén thi truomg. Tan sb xay ra da khong dugc biét dén (khong thé udce tinh tir nhimg dit

liéu c6 sin). \
R6i logn hé mién dich:Phan tmg qua min véi cac bidu hién nhu phu mach, tic nguc, khé thé, do =
bimg va choang phan vé. /
Réi loan tdm than:Mét ngt, cing thing, rdi loan gidc ngi hodc gép ¢ mong

Roi loan tim mach:Nhip tim nhanh, danh tréng nguc 4/%/

Réi loan tiéu héa:Tiéu chay

Roi logn da va mé dudi da: Phat ban, ndi may day, ngira

Théng bdo cho bdc si cdc tdc dung khong mong muon gip phdi khi si dung thuoc

[QUA LIEU]

Chéng mat, mét moéi, budn nga va kho miéng dd dugc bdo cdo khi dung qua liéu Fexofenadine
Hydrochloride. Liéu don 1én t6i 800mg va liéu 690 mg x 2 lam’ngéy trong vong 1 thang hoc liéu
240 mg x 1 1An/ngay trong vong 1 nam da duoc ding cho cac dbi tugng khoe manh, khong c6 su

phét trién cac phan tng bat lgi ¢6 ¥ nghia ldm sang so voi gia duge. Liéu dung nap ti da ciia
Fexofenadin Hydrochloride chua dugc thiét lap.

Céac bién phap théng thudng nén dugce cén nhic dé loai phan thuc chua duge hap thu. Khuyén
céo diéu tri ho trg va didu tri triéu chimg. Théim tich mau loai bo Fexofenadin Hydrochloride tir
mau khéng dang ké.

[TRINH BAY]: Hop 1 vi chira 10 vién nén bao phim.
[HAN DUNG]: 24 thang, ké tir ngay san xut

[BAO QUAN]J: Béo quan duéi 30°C. Tranh 4m va 4nh sang.
[TIEU CHUAN]: Nha san xuat

Dé thuéc xa tim vdi ciia tré em

Poc ki hwéng din sic dung trueéce khi ding

Thuéc mzy chi diing theo sw ké don ciia thdy thubc
Néu cin thong tin, xin héi y kién bdc st PHO CUC TRUSNG

SAN XUAT BOI: @ gﬁu QE!!I.CJA% Nguyin Vin Chank
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