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Trang 2/ 6
Hueéng dan sir dung thudc
Vién nén bao phim APIFEXO
Vién nén bao phim APIFEXO 60
Vién nén bao phim APIFEXO 120
Vién nén bao phim APIFEXO 180

“Doc kj hudng dan sir dung truée khi diing”
“Dé xa tam tay tré em”
THANH PHAN VA HAM LUONG
Thanh phén trong 1 vién APIFEXO:
1. APIFEXO 60

- Thanh phén dugc chat:

Fexofenadin ByArOelotil ... ......curemeormumsmnsmmssrrmummmasteerssmosasassboemsrs s s oo msisrissss 60 mg

Thanh phén ta duoc:

Lactose monohydrat 200, croscarmellose natri, tinh bot tién hd hoa, cellulose vi tinh thé 102, magnesi
shearate; Opasey AINIE TUBNIIR .. ..o iuivmncanbiiindanios shoniiomiiascss s s S i i s vira du 1 vién.

2. APIFEXO 120

- Thanh phén duoc chét:
Bexofenadin BYATOCIORIL ...« cuuvwrsssrabisnsmmsmsssinsssssssasns sirdssons s esntobdiasenintaisastasssnsisssedsisisashinsnissds 120 mg

Thanh phan ta dugc:

Lactose monohydrat 200, croscarmellose natri, tinh bot tién hd héa, cellulose vi tinh thé 102, magnesi
stearate, opadry AMB IEPHIC. ... imnmnuinuiinsinsmassswriesnansease VaGR] vien,

3. APIFEXO 180

- Thanh phan dugc chit:

Fexafenadin Bydioclonid .......cvnnaiummannnnisamissisis s 1800

- Thanh phan ta duoc:

Lactose monohydrat 200, croscarmellose natri, tinh bt tién ho hoa, cellulose vi tinh thé 102, magnesi
stearate, opadry AMB II PINK........cooiiiriiniiiriniiiiecnteet e e sieset e ssessssessasasesaesessesens vira du 1 vién.

DANG BAO CHE
1. APIFEXO 60
Vién nén tron bao phim, mau héng, mot mét tron, mot méat cé vach ngang
2. APIFEXO 120
Vién nén dai bao phim, mau héng, mot mat tron, mot mat co chir APL
3. APIFEXO 180

Vién nén dai bao phim, mau hong, mét mdt tron, mét mét c6 vach ngang.
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Trane 3/6

CHi PINH
Vién nén bao phim APIFEXO dugc chi dinh:
- Giam céc triéu ching cua bénh viém mii di ing theo mua & nguoéi 16n va tré em tir 6 tudi tro 1én.

Céc triéu ching duoc diéu tri hidu qua la hat hoi, chay miii, ngira miii/vom miéng/cé hong, ngira
mat/chay nudc mat/do mat.

Piéu tri cac triéu chimg ngoai da khéong bién chimg cua bénh noi mé day v6 can man tinh & nguoi
16n va tré em tr 6 tudi tro 1én. Thude lam giam dang ké cam giac nglra va s lugng me day.
LIEU BUNG, CACH DUNG
Liéu ding :
Nguoi lon va tré em 12 tuéi tré lén:
Viém miii dj 1ng va triéu chimg may day man tinh : 60 mg x 2 1an/ ngay hodc 180 mg, udng 1 lan/
ngay.
Nguoi lon va tré em 12 tuéi tré lén bi suy thin va nguoi gia:
- Bit déu uéng 60 mg/ 1dn, ngay 1 lan. Piéu chinh lidu theo chirc ning ciia than.
Tré em dudi 12 tuoi: Khong khuyén céo sir dung
Cach dung :
Thudc ding dudng ubng, khong ubng véi nuée hoa qua.
Théi diém udng khong phu thude vao bira in.
Khéng 6 yéu cau dac biét vé xir Iy thube sau khi sir dung.
CHONG CHI PINH
Qué man véi fexofenadin, terfenadin hodc véi bit cir thanh ph:?m nao caa thude.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Mac du kinh nghiém lam sang noi cl\‘mng khﬁqg cho thay su khac biét nao vé déap ng voi thude
gitra bénh nhén 16n tudi va tré tudi, can luu y rang fexofenadin dugce dao thai dang ké qua than va
nguy co bi tac dung phu nghiém trong c6 thé tang lén & nhiing bénh nhén bi suy than. Béi vi nhing

bénh nhén l6n tudi c6 thé bi suy giam chirc nang thén, viéc kiém tra chirc ning than c6 thé hitu ich
v can than trong khi lia chon lidu dung cho cac bénh nhan nay.

Tinh an toan va hiéu qua cua fexofenadin hydroclorid chua dugc xac dinh & tré em dudi 6 tudi.

- Mac du fexofenadin khong co tac dung gay dgc trén tim nhu terfenadin, nhung fexofenadin c6 lién
quan dén viéc tang khoang QTc, ngat xiu va loan nhip tim thét trén it nhit mot bénh nhan c6 nguy
co tim mach trude do.

- Bénh nhén dung cac ché pham 6 chira fexofenadin hydroclorid phdi hop voi pseudoephedrin
hydroclorid can dugc huéng din chi ding thudc theo don cia béc si va khong vugt qua liéu quy
dinh. Bénh nhan khéng nén tu ¥ sir dung céc thude khang histamin khac hodc cac thudc théng mii.
Néu lo ling, chéng mat, hodc budn ngu xdy ra trong khi diéu tri, bénh nhan nén ngung su dung
thude & dang phdi hop va héi ¥ kién béc si.

Cén ngimg fexofenadin it nhat 24 — 48 gior trudc khi tién hanh céc thir nghiém khang nguyén tiém
trong da.

Dung fexofenadin lam bénh vay nén nang lén.
SUD! UNG TRUOC CHO PHL NU CO THAI VA CHO CON BU

Phu nitr cé thai :
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= = Trang 4/6
ong co dir liéu vé sur dung fexofenadin hydroclorid trén phu nir ¢6 thai, chi nén dung néu loi ich
Vuot troi so véi nguy co. '

Phu nir cho con b :
Hién tai van chua co nhitng nghién ctru day du va duogc kiem soat vé viée dung fexofenadin trong

thoi ky cho con bu & ngudi va do nhiéu thude dugc tiét vao sita me, nén than trong khi dung
fexofenadin & phu nit cho con b va nén ngung cho con b hodc ngung thude.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Can cir vao dac tinh dugc luc hoc va céc phan img phu da dugc béo céo thi fexofenadin hydroclorid it
¢6 kha ndng anh huong 1én kha nang 14i xe va van hanh may méc. Nhirng thir nghlcm khach quan cho
thay fexofenadin khong c6 nhiing anh hudng déng ké trén chirc ning cia hé thin kinh trung wong.
Piéu nay co nghia 1a bénh nhan c6 thé lai xe hodc 1am céc cdng viéc doi hoi sy tap trung. Tuy nhién,

dé phét hién nhiing ngudi min cim c6 phan {mg bét thuong véi thude, nén kiém tra dap rng ca nhéan
trude khi lai xe hodc thuc hién céc cong viéc phic tap.

TUONG TAC THUOC
- Thuéc khang nam, khéng khudn (ketoconazol, erythromycin): Khong co tac dung phu hodc sy thay
d6i khoang QT nao quan trong trén lam sang dugc bao cao sau khl ding dong thoi erythromycin
hodc ketoconazol véi fexofenadin. Nhén thay c6 su gia ting ndng do fexofenadin trong huyét
tuong trong cac nghién ciru vé tuong tac thube. Dir kién tir nhing nghién ctu in vitro va in vivo &
dong vat cho thiy erythromycin va ketoconazol lam ting su hap thu ca fexofenadin khi ding déng

thoi, c6 thé do anh hudng lén co ché cia hé théng van chuyén nhu p-glycoprotein. Fexofenadin
khéng lam thay déi duoc dong hoc cua erythromycin hodc ketoconazol.

Thuéc khéng acid: Cac thudc khang acid ¢6 chira nhém va magnesi hydroxyd lam glarn hip thu
fexofenadin. Vi thé, khong nén ding fexofenadin va céc thuéc khéng acid chira nhom va magnesi
gin nhau.

- Fexofenadin c6 thé 1am ting ndng do con, cac chét an thin h¢ TKTW céc chét khang cholinergic.

- Fexofenadin c6 thé 1am giam ndng d cic chit e ché acetylcholine-esterase (& TKTW), betahistin.
Fexofenadin c¢6 thé bj giam ndng d bdi cac chat wc ché acetylcholine-esterase (6 TKTW),
amphetamin, cac chat khang acid, nudc ép qua buoi, rifampin.

TAC DUNG KHONG MONG MUON CUA THUOC

Trong céc nghién ctru 1dm sang c6 kiém soat, ty 1é gip tac dung khong mong mubn ¢ nhém ngudi
bénh dung fexofenadin tuong tu nhoém dung placebo. Céc tac dung khéng mong mudn cia thube
khong bi anh hwong bai liéu ding, tudi, gidi va ching toc cia bénh nhan.

Thuong gap, ADR > 1/100

Thén kinh: Budn ngt, mét moi, dau dau, mat ngy, chong mat.

Tiéu hoa: Buon non, kho tiéu.

Khac: Dé bi nhiém virus (carn cim), dau bung trong ky kinh nguyét, dé bi nhiém khuan ho hap
trén, ngira hong, ho, s6t, viém tai gitra, viém xoang, dau lung.

It gap, 1/1000 < ADR < 1/100

Than kinh: So hai, roi loan gidc ngu, ac mong.
Tiéu hoa: Kho miéng, dau bung.

Hiém gap, ADR < 1/1000:

Da: Ban, may day, ngua.

Plidn ing qua man: Pht mach, tire ngue, kho thg, do bing, choang phan vé.
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QUA LIEU VA CACH XU TRI
Qua lidu:
Céc thong tin hién c¢6 vé dde tinh chp cua fexofenadin & ngudi rit gi6i han; tuy nhién, choéng véng,
buon ngl va khé miéng dd dugc bao cdo. Liéu duy nhit fexofenadin hydroclorid dén 800 mg va

lidu fexofenadin hydroclorid 690 mg, ngay 2 lan trong 1 thang hodc 240 mg, ngay | lan trong 1
nam da dugc dung nap tot & ngudoi 16m.

Cach xir tri:

- Sur dung cic bi¢n phdp thong thuong dé loai bo phan thudc con chwa dwoc hip thu & éng tidu hoa.
Diéu tri h trg va diéu tri triéu ching.

- Thém phan méu lam giam ndng d6 thubc trong mau khong dang ké (1.7%). Khong cé thude giai
doc dic hiéu.

PAC TINH DUGC LUC HQC
Nhém dugc ly: Khdng Histamin thé hé 2, @oi khdng thu thé H,
Ma ATC: RO64X26

Fexofenadin 1a thude khang histamin thé hé hai, c6 tic dung déi khang dic hidu va chon loc trén thu
thé H, ngoai vi. Thudc 1a mot chit chuyén héa cé hoat tinh cua terfenadin, ciing canh tranh voi
histamin tai céc thu thé H; & dudng tiéu héa, mach mau va duong ho hip, nhung khong con doc tinh
vai tim do khéng e ché kénh kali lién quan dén sy tai cuc té bao co tim. Fexofenadin khéng co tac
dung dang ké ddi khang acetylcholin, d6i khéang dopamin va khong c6 tic dung tuc ché thu thé alpha,
hodc beta-adrenergic. O liéu diéu tri, thube khéng gay ngu hay anh hudng dén than kinh trung uong.
Thubc c6 tac dung nhanh va kéo dai do thudc gin chim vao thu thé H,, tao thanh phirc hop bén viing
va tach ra cham.

PAC TINH DUGC PONG HQC

Hap thu

Thude hap thu khi ding dudng uéng va bit dau phat huy tac dung sau khi uong 60 phut. Nong do
dinh trong méu dat duoc sau 2 — 3 gi¢. Thic an giau chit béo 1am gidm ndng d¢ dinh trong huyét
twong khoang 17% va kéo dai thoi gian dat néng do dinh cta thude (dén khoang 4 gid). Tac dung
khang Histamin kéo dai hon 12 gio.

Phén bo:

Ty 1¢ lién két v6i protein huyet twong cua thude 1a 60 — 70%, chu yéu béi albumin va alpha,-acid
glycoprotein. Khéng ro thude c6 qua nhau thai hoidc bai tiét vao stta me hay khong, nhung khi ding
terfenadin dd phat hién dugc fexofenadin 1a chat chuyén héa cua terfenadin trong sita me.
Fexofenadin khéng qua hang rao méau — nio.

- Chuyén héa:

Fexofenadin rat it bi chuyén hoa (khoang 5%, chi yéu & niém mac rudt). Chi co khoang 0,5 — 1,5%
duoc chuyen hoa o gan nho hé enzym cytochrom Pysq thanh chat khong co hoat tinh). Khoang 3.5%
licu fexofenadin chuyen hoéa qua pha II (khong lién quan dén hé enzym cytochrom Pm) thanh dan
chat methyl este. Chat chuyen héa nay chi thay & trong phan nén c6 thé c6 su tham gia cua cac vi
khudn dudng rudt vao chuyén hoa nay.

- Thai tru:
Nira doi thai trir cta fexofenadin khoang 14,4 gi0, kéo dai hon (31 - 72%) & ngudi suy than. Thube
thai trir chii yéu qua phén (xap xi 80%) va nudc tiéu (11 — 12%) dudi dang khéng doi.
Duge dong hoc 6 nguoi suy than:

Cle 41 — 80 ml/ phiit: Nong dé dinh cao hon 87%, nira déi thai trir dai hon 59%.

/&)

() o —
. z <

(6

\2\

e



Trang 6/ 6

Cl, 11 — 40 ml/ phit: Nong d6 dinh cao hon 111%, nira doi thai trir dai hon 72%.
QUY CACH PONG GOI
- Hop 2 vix 10 vién nén bao phim.
- Hop 3 vi x 10 vién nén bao phim.
Hép 10 vi x 10 vién nén bao phim.
PIKU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG THUOC
- Piéu ki¢n bio quin:
Pé thude noi kho rao, tranh anh sang, xa tam tay cua tré em.
Béo quan thudc & nhiét 6 dudi 30°C.
- Han dung:
36 thang ké tir ngdy san XUt
- Tiéu chudn chit lugng ciia thude: BP 2016.
CO SO SAN XUAT
Cong ty C6 phan Dugc APIMED
- Dia chi tru s& : 263/9 Ly Thudng Kiét, Phuong 15, Quan 11, thanh phé Ho Chi Minh

- Pia chi nha may : Pudng N1, cum cong nghi¢p Phu Thanh - Vinh Thanh, xa Vinh Thanh, huyén

Nhon Trach, tinh Déng Nai .

TUQ.CUC TRU{}NG
PTRUGNG PHONG
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