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Vién nén bao phim

ALLERPHAST 180mg

D& xa tdm tay tré em.
Doc ky hudng dan sir dyng trirde khi ding.

THANH PHAN CONG THUC THUGC:

- Thanh phdn hoat chat: Fexofenadin hydroclorid............o....ccovvvr.... 180 mg

— Thanh phén t4 dugc: Lactose, Tinh bot lda mi, Tinh bt sdn, Gelatin, Bot Talc, Magnesi stearat,
Sodium starch glycolat, Hydroxypropyl methylcellulose 606, Hydroxypropyl methyicellulose 615,
Macrogol 6000 (PEG 6000), Titan dioxyd, Mau sunset yellow lake, Mau do Erythrosine lake, Mau
brifliant blue lake... 5, SRR 171 -1 YT B

DANG BAO CHE: Vién nén bao pmm. maucam.

CHI DINH:

ALLERPHAST 180mg duge chi dinh ding didu tri tridu ching trong viém mii dj dng theo mia,

may day man tinh vd c&n & ngudi I6n va tré em trén 6 tudi.

CACH DUNG, LIEU DUNG: _

Céch diing: thudc ding dung udng. Khdng uling voi nude hoa qud. Thai diém udng thubc khong

phu thugc vao bifadn.

Liéu ding:

Viem mii df ung:

Lidu thong thuding a8 didu tri tridu chiing cho ngubii 1on va tré em trén 12 tufi 12 60 mg x 2 1&n/

ngay hodc 180 mg (1vién), 1 14n/ ngay. Liéu théng thubng cho tré em tir 2 d&n 11 tudi 13 30 mg x

2 1dn/ ngay.

May day man tinh vé can:

— Lifu thong thuding cho ngudi I6n va tré em tir 12 tudi trd 18n 12 60 mg x 2 14n/ ngdy hodc 180 mg
(1vign),1 Idn/ ngay. _ _

— Ligu cho tré em tir2 d&n 11 tudi ia 30 mg x 2 [&n/ ngay.

— Tré em tit 6 thang tdi 2 tudi: 15 mg mat I5n X 214n mﬁl ngay.

Ngudi gia va suy than: s

— Tré em tif 12 tu6i trd 18n va noubi I6n bj suy than, ngudsi gia: Bit ddu ding tir lidu 60 mg udng

1 1dn/ ngay, diéu chinh liu theo chifc ndng than.

— Tré em tit 2 d€n 11 twdi bi suy than diing 30 mg x 1 1&n/ ngay.

— Tré em ti 6 thang 161 dudi 2 tudi dung 15 mg x 1 1&n/ ngay.

Cdc d6i tfgng ddc biét:

Céc nghién clu d nhom ddi tugng ddc biét (ngudi 1an tuGi, benh nhan suy gan hodc suy thin)

chifng minh khong cdn thiét phai digu chinh liéu fexofenadin & nhing d6i tugng nay.

CHONG CHI DINH:

Qua mdn cam vdi hoat chat fexofenadin, terfenadin hodc bat ky thanh phdn nao clia thudc.

CANH BAO VA THAN TRONG KHI DUNG THUGC:

~ CGén thin trong va digu chinh liéu thich hgp khi diing thudc cho ngudi ¢6 chife niing than suy gidm
vi ndng df thudc trong huyét tuong tang do nira doi thai trir kéo dai. Cdn than trong khi ding
thudc cho ngudi cao tufi (trén 65 tudi) thuing cd suy gidm sinh Iy chifc nang than.

— B0 an toan va higu qué cla thuic & tré em dubi 6 thang tudi chua xac dinh dugc. .

~ Cén nging fexofenadin it nhat 24 — 48 gid truGe khi tign hanh cdc thir nghiém khdng nguyén
tiém trong da.

~ Diing fexofenadin lam bénh vy nén ning lén

— Bénh rihan c6 tign sir hoic dang mic bénh tim mach dugc cAnh bao thubic khdng histamin nhy 1
mot nhém thudc lién quan dén cée phan ing cd hai, gay nhip tim nhanh va danh trdng ngyc.

— Ta duge:

+ Thudc c6 chifa lactose: Bénh nhan bi di loan di truyén hiém gdp nhu khdng dung nap
galactose, thiéu hyt lactase hon toan hodc kém hdp thu glucose-galactose khong nén diing
thutic nay. :

+ N bi di (ng vdi lGa mi (trdnh nhdm Idn véi bénh Celiac), bénh nhan khong nén diing thudic nay.

+ Thudic cling c6 chifa mau sunset yeliow lake: C6 thé gay ra cdc phén dng di ting.

S0 DUNG THUBC CHO PHY N cO THAI VA CHO CON BU:

— Phy nif cd thai: Chua c6 nghién cliu ddy db tir vigc st dung fexofenadin & phy nii ¢ thai. Cic
nghién cifu trén dong vat khdng chi ra céc tac dong co hai tryc ti€p hodc gian tiép lign quan dén
c4c téc dfng doi voi thai ky, sy phat trién ciia phoi thai, sy sinh san hodc su phat trién sau sinh.
Nén chi diing fexofenadin cho phy nit mang thaikhi lgi ich cho me vugt trdi nguy co déi véi thai nhi.
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fexofenadine dugc thdy trong sia me sau khi diing terfenadin. Do dd, khong khuy€n céo diing
fexofenadin cho phy nil cho cen bi.

— Khd ndng sinh san: Chua co dif ligu ciia fexofenadin vé téc dung trén kha ndng sinh san & chudt,
véi liéu didu tri fexofenadin khdng anh huling dén kha nang sinh san.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Tuy fexofenadin it gay budn ngii, nhung van cdn than trong khi lai xe hodc diéu khién may moc
doi hoi phai tinh tao.

TUONG TAC, TUONG KY COA THUGC:

_ Fexofenadin khong qua chuyén hoa & gan, do d6 khong tuong tc véi cac thudc dugc chuyén hoa
qua gan. Ding phdi hgp fexofenadin véi erythromycin hodc ketoconazol 1am ting ndng do
fexofenadin trong huy8t tuong g&p 2 - 3 14n nhung sy gia tang nay khong lam thay ddi khodng QT,
va s0 Vil cdc thudc trén khi diing riéng I cting khdng thay tang them bat clf phén (ing c6 hai nao.

~ Cac nghién ol & dbng vat cho thdy ndng df fexofenadin téng I&n trong huyét tudng khi ding
phdi hdp vi erythromycin hodc ketoconazol, co thé 12 do ting sy hap thu 6 da day - rubt va giam
bai tiét & mat hoiic gidm bai tiét cla rudt non.

— Khong c6 bdo cdo vé tuong tac gilia fexofenadin va omeprazol. Tuy nhién, sif dung thubc khdng
axit ¢6 chila nhdm va magnesi 15 phat trudc khi diing fexofenadin lam gidm sinh kha dung cla
fexofenadin, c6 thé do lign két trong dubing tiéu hoa. Nén diing fexofenadin céch xa 2 gid dai vdi
c4c thudic khang axit cd chifa nhdm va magnesi.

~ Tuong ky clia thubc: nubc hoa qud (cam, budi, tio) c6 thé lAm gidm sinh khd dyng ctia
fexofenadin t6i 36%. Tranh diing fexofenadin véi cdn ethylic (rugu) vi tng nguy cdan thdn (ngl).

TAC DUNG KHONG MONG MUON CUA THUGC (ADR):

Céc tic dung khong mong mubn dugc phan nhém theo tdn sudt: Rat thudng gap (ADR = 1/10),
thuting gap (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100), hi€m gap (1/10000 < ADR
< 1/1000), rdt hi€m gap (ADR < 1/10000) va khong ro (khong thé udc tinh tif céc di liéu hién
co).

Trong c4c nghién clu lm sang c6 kiém soat, 1 1 gap tac dyng khéng mong mudn & nhdm ngudi
bénh diing fexofenadin tuong tif nhom diing placebo. Gc téc dung khdng mong mudn ciia thudc
khong bi anh huding bdi liéu diing, tudi, gidi va ching thc clia bgnh nhén.

- Thuéng gap:

+ Thén kinh: Budn ngil, mét mdi, dau ddu, m4t ngil, chng mét.

+ Tiuhba: BuBn ndn, kho tiéu.

+ Khac: D& bi nhiém virus (cAm, cdm), dau bung trong ky kinh nguygt, d& bj nhifm khudn
ho hap trén, ngita hong, ho, s6t, viém tai giiia, viem xoang, dau lung. '

- ltgap:

+ Thén kinh: Sg hai, rdi loan gidc ngli, 4c mpng.
+ Tiéu hda: Khd miéng, dau bung.
~ Higm gap:
+ Da: Ban, may day, ngua.
+ Phan (ing qua man: Phi mach, tifc ngyc, kho thé, do biing, chodng phan vé.
Huéng dén céch xit tri ADR
ADR ciia thuic thuting nhe, chi 2,2% ngudi bénh phéi ngirng thudc do ADR clia thuc.
Thiing bdo ngay cho bac sT nhitng tic dung
khding mong mudn gap phéi khi s dung thude.

QUA LIEU VA CACH XU TRI:

— Triéu chiing: Chéng mat, budn ngli, mét méi va kho migng dugc bdo cdo khi dung qua lidu
fexofenadin. Cho ngudsi finh nguyén khoe manh udng liéu duy nhdt fexofenadin 800 mg va lidu
udng 690 mg x 2 1n/ ngay trong 1 thang hofic 240 mg x 1 1&n/ ngay trong 1 ndm, khong gay bat
ky tic dung phy ndo dang k& trén 1am sing khi so véi gid dugc, Liéu dung nap tiii da clia
fexofenadin chua dugc thiét 1ap.

— Xi tri* Khi qué liéu, cdn c6 bién phap chudn dé loai bd bt ky lugng thubc nao khong hdp thu cén
diéu tri tridu chig v diéu tri h trg. ThAm phin mau dé loai bd fexofenadin khoi mau khong co
higu qua.

QUY CACH BONG GOI: Hop 1 vix 10 vién, hgp 3 vi x 10 vién, chai 100 vién.

PIEU KIEN BAD QUAN, HAN DUNG, TIEU CHUAN CHAT LUGNG CUA THUDC:

— Diéu kién bdo guan: Nhiét do khdng qué 30 °C, trdnh &nh séng va am.

— Han ding cia thude: 36 thang ké tir ngay san xudt.

— Tiéu chudn chat lugng: TCCS.

CONG TY CG PHAN DUGC PHAM VA SINH HOC Y TE
wesmmk L0 111-18 dubing 13, KCN Tan Binh, Q.Tan Phd, TP.HCM



