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2.Nhén hép 10 vi x 10 vién
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DANAPHA

PHARMACEUTICAL J5C

Telfadin Danapha 30 ODT .*.

Fexotenadin hydroclorid 30 mg

HOP 10 Vi X 10 VIEN NEN PHAN TAN TRONG MIENG

Tiéu chudin chél lugeg: TCCS
SPK:

Thanh phdn: Cho 1 vién nén phan tan frong miéng

Fexofenadin hydroClornid ... 0 mg
T QUGE VO AU 1o e s isgsssserissssisssinsmmissssssisissrasiin 1 vién
Chi dinh, Lidu ding - Cach ding, Chéng chi dinh va
Cac théng tin khac

Xem trong t& hudng dan st dung thudc kem theo.
Bdo quan

Ndi khé thoang, franh anh sang. nhiét dé khéng qud 30 °C.
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DE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

NSX:
LsX:

HD:
(Hoac xemn dudi day hop)
Co 58 5an xudt

CONG TY CO PHAN DUUC DANAPHA
253 Diing Si Thanh Khé, P. Thanh Khé Tay, Q. Thanh Khé,
TP. Da Nang, Viét Nam

Telfadin
Danapha 30 ODT

Fexolenadin hydroclorid 30 mg
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3.Nhan hép 6 vix 10 vién

DANAPHA

PHARMACEUTICAL J5C

Telfadin Danapha 30 0DT ..

Fexofenadin hydroclorid 30 mg

HOP 6 Vi X 10 VIEN NEN PHAN TAN TRONG MIENG

Tidu chudn chdl lugng: TCCS
SPK:

Thénh phén: Cho 1 vién nén phan tén trong migng
Fexofenadin hydroclorld s 304MY
Té duge vira dl .. 1vién

Chi dinh, Liéu dung Cuch diing, Chéng chl :I]nh va Cac théng
tin khéc

Xem trong 16 hudng dén st dung thudc kém theo.

Bdo quan

Noi khé thodng. trénh anh sang, nhiét dé khong qua 30 °C.
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CONG TY C0 PHAN DUUC DANAPHA “S*
253 Diing Si Thanh Khé, P. Thanh khé Tay, Q. Thanh khé, HD:

TP.Da Ning, Viét Nam (Hodac xem dudi day hop)

Telfadin

Fexofenadin hydroclorid 30 mg
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Yoo DA

DANAPHA

PHARMACEUTICAL JSC

Telfadin Danapha 30 0DT .= .

Fexofenadin hydroclorid 30 mg

HOP 5 Vi X 10 VIEN NEN PHAN TAN TRONG MIENG i'

Tigu chudn chét lugng; TCCS
SBK:

Théanh phdn: Cho 1 vién nén phan fan trong miéng
Fexofenadin hydroclorid 30 mg

TG dugc vita ad , -1 wvign
Chi dinh, Liéu diing - Cach diing, Chéng chi dinh va Céac théng fin khac
Xem trong 18 hudng dan st dung thudc kém theo.

Bdo qudn
MNdi khd thoang, tranh dnh sang, nhigt dg khong qud 30 °C.
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DE XA TAM TAY TRE EM
POC K¥ HUGNG DAN SU DUNG TRUSC KHI DUNG
Cd s& san xudt
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CONG TY CO PHAN DUUC DANAPHA
253 Diing 57 Thanh Khé, P. Thanh Khé Tay, Q. Thanh khe, ~ HD:

NSX: "
TP. D& Nang, Viet Nam (Hodic xem dudi day hop)

Telfadin
Danapha 30 0DT

Fexofenadin hydroclorid 30 mg
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5.Nhan hép 3 vix 10 vién

DANAPHA

PHARMACEUTICAL SC
Y Elaiona st 2|

Telfadin Danapha 30/0DT .% .

‘ Fexofenadin hydroclorid 30 mg

HOP 3 Vi X 10 VIEN NEN PHAN TAN TRONG MIENG

Tiéu chudn chét ludng: TCCS

Thénh phén: Cho 1 vién nén phéan 1an frong migng

Fexofenadin hydroclorid s D MG
Ta dude vita 80 ......... o 1 vign
Bdo quan

Ndi khé tho@ng, tranh anh sang, nhigt d khong
qua 30°C.
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Chi dinh, Liéu ding - Cach diing, Chang chi
dinh va Cac théng tin khéc

¥ern frong 6 huding ddn sl dung thudc kém theo.
DE XA TAM TAY TRE EM

DOC KY HUGNG DAN 5UDUNG TRUGC KHI DUNG
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Telfadin Danapha 30 QDT

Cd <3 san xudt
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CONG TY CO PHAN DUUC DANAPHA
253 Diing Si Thanh Khé, P. Thanh Khé Tay, Q. Thanh Khé,

TP.B2 Nang, Viét Nam

(Hodce xem dudi day hop)

Fexolenadin hydroclorid 30 mg
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Telfadin Danapha 30 ODT .°
¥ PP
Fexofenadin hydroclorid 30 mg
HOP 2 Vi X 10 VIEN NEN PHAN TAN TRONG MIENG
. Tiéu chudn chét lugng: TCCS
I"\\ SPK:
|
Tllénnpll_lﬁn:cmlvié\nénphdnfcm Bdo quan Chi dinh, Liéu ding - Cach ding,
ord 19ena Nl ¥ thong Iranh Gnh séng,  Chang chi dinhvé Céc théng tin khéc
Fexofenodin nydroclond ........ 30 M3 it a5 khéng qui 30°C. Yerm trong 18 huing dfin sirdung thusc ki fheo.
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Fexofenadin hydroclorid 30 mg

Telfadin Danapha 30 0DT

TP. Ba Ning, Viét Nam HD:
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POC K¥ HUGNG DAN SU DUNG CONGTYCOP DUUC DANAPHA sy,
TRUGC KHI DONG 253 Dilng 51 Thanh Khé, P. Thanh KN Tay, 0. Thanh Kbé,
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7.Nhan hép 1 vix 10 vién

| DANAPHA

PHARMACEUTICAL JSC

Telfadin Danapha 30 0DT .*,.

Fexofenadin hydroclorid 30 mg

HOP 1 Vi X 10 VIEN NEN PHAN TAN TRONG MIENG {
S4s

Tidu chudn chat lugng: TCCS

[ Thainh phéin: Crio 1 vian nén phéntan  Béo quén Chi dinh, Lidu diing - Céch diing, |
trong migng 4h thoang, trénh Gnn Chéng chi dinhvé Cac théng tin khéc |
Fexolenadin hydrociond ........... a0 mg N[’,]_ _lh '"_ g, ehi_q A ; |

5 Tk nhiét d& khdng qud 30°C. Xern trong 16 huding odn sl dung thuéc kém heo. |
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Teltadin Danapha 30 0DT
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DUNG TRUGC KHI DUNG 753 Ding 51 Thanh K, I, Thanh Khé Ty, 0. Thank thé,
TP, B3 Ning, Vit Nam H ‘ |

L

Pa Néng, Ngay ..A%.... Théng .A%..... Nam 2024

AM-ROC DIEU HANH




TELFADIN DANAPHA 30 ODT

Poc ky hwéng din sir dung truwde khi ding - Pé xa tim tay tré em
TEN THUOC: Telfadin Danapha 30 ODT
THANH PHAN - HAM LUQNG: Mbi vién nén phan tan trong miéng chira
Thanh phan hoat chit
Pemaionnd My I po ol d. v mismsimiimemmslssmsss mmma 30 mg
(twong tmg voi fexofenadin 28 mg)
Thanh phin ta dwoe
Microcrystalline cellulose, pregelatinized starch (maize), sucralose, neohesperidin
dihydrochalcone, mannitol, croscarmellose natri, acid citric khan, magnesi stearat,
light anhydrous silicic acid, huong cam.
DANG BAO CHE: Vién nén tron, mau trzing, hai mit nhén, canh va thanh vién lanh lan.
CHI PINH
Lam giam céc triéu chirng lién quan dén viém miii di ing theo mua & tré em tir 6 tudi
dén 11 tubi.
Piéu trj cdc biéu hién ngoai da khéng bién chimg ctia bénh may day vé can man tinh &
tré em tlr 6 tudi dén 11 tudi.
LIEU DUNG - CACH DUNG
Liéu diing
Tré em tir 6 tuoi dén 11 tudi: 1 vién (30 mg) x 2 lan/ngay.
Tré em dudi 6 tudi: Hicu qua cua fexofenadin hydroclorid chwa dugc thiét 1ap & tré
em dudi 6 tudi.
Doi twong diic biét
Tinh an toan va hi¢u qua cia fexofenadin hydroclorid & tré em suy than hoic suy gan
chira duoc thiét lap.
Cac nghién ctru duge thyc hign & nguoi 16n trong cdc nhém nguy co dic biét (bénh
nhan suy thin ho3c suy gan) chi ra rang khong can thiét phai diéu chinh lidu
fexofenadin hydroclorid & ngudi 16n.
Cach dung: Sir dung khi bung d6i, ngdm nguyén vién trong miéng, khong dwoc nhai,
nudt cung nude hoge khong. Khong xé vi thude cho dén thoi diém sir dung.
CHONG CHI PINH
Qué man véi fexofenadin hydroclorid hodic bt ky thanh phin nio ctia thubc.
CANH BAO VA THAN TRONG KHI DUNG THUOC
Chua xdc dinh dugc tinh an toan va hiéu qua cta fexofenadin hydroclorid & tré em suy

than hogc suy gan. Can than trong khi dung thudc & nhitng bénh nhén nay.




Bénh nhan 6 tién sir hodc dang mic cdc bénh tim mach nén dugc canh bio rang,
thudc khang histamin c6 lién quan dén cac tac dung phu nhu nhip tim nhanh, d4nh
trong nguc.

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir mang thai

Tdc dung gdy qudi thai

- Khéng ¢6 bing chimg vé kha nang gay quai thai & chudt hodc thé khi udng
terfenadin vdri liéu lén t6i 300 mg/kg (dén dén phori nhiém fexofenadin 1£m luot 1a

ngay ¢ nguoila 180 mg fexofenadin hydroclorid dua trén so sanh AUC).

- O chusdt, . khong quan st thdy tac dung khéng mong mudn va tac dung gdy quai thai trong
thoi ky mang thai khi dung fexofenadin hydroclorid v&i lidu ubng lén t6i 3730 mg/kg (din
dén phoi nhiém fexofenadin cao g4p khoang 15 14n so véi mire phoi nhiém & liéu ubng i
da duoc khuyén nghi hang ngay & nguoi la 180 mg fexofenadin hydroclorid dva trén so
sanh AUC).

- Chua c6 nghién ctru ddy du va duoc kidm soat t6t & phu nit mang thai. Chi nén sir dung
fexofenadin hydroclorid trong thoi ki mang thai néu loi ich mang lai 16n hon nguy co tiém
an ddi véi thai nhi.

Tdc dung khong gay qudi thai: Sy giam ting can va ty 1 song sot lién quan dén lidu da
dugc quan sét thay & chudt tiép xuc véi lidu udng 150 mg/kg terfenadin (din dén mirc phoi
nhiém fexofenadin cao gap khoang 3 1dn mirc phoi nhiém & lidu uong t6i da dugc khuyén
nghi hing ngay ¢ nguoi 1a 180 mg fexofenadin hydroclorid dua trén so sanh AUC).

Phu nir cho con bi

Khong rd fexofenadin c6 bai tiét qua sira me hay khong. Khong c6 nghién ctru diy da
va ¢6 kiém soat viée str dung thubc & phu nir dang cho con bu. Vi vay, khuyén céo nén
than trong khi st dung fexofenadin cho phu nir dang cho con bu.

ANH HUONG CUATHUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Fexofenadin hydroclorid it gy anh hudng dén kha nang ldi xe hodc vén hanh may
moc. Tuy nhién, dé xac dinh cac déi tuong co phan tng bt thuong véi thude, nén
kiém tra phan tmg truée khi 14i xe hogc van hanh may méc,

TUONG TAC, TUONG KY CUA THUOC

Nghién cttu twong tac chi duge thue hién ¢ ngudi 1on.

Fexofenadin khong bi chuyén hoa lan dau tai gan, do d6 thude khéng tuong tic véi
céc san pham khac thong qua co ché chuyén héa cia gan.

Sir dung dong thoi fexofenadin hydroclorid véi erythromycin hodc ketoconazol 1am
tang nong do fexofenadin trong huyét twong 2 - 3 1n, tuy nhién diéu nay khong anh
hudng dén khoang QT va khong lam tang tac dung phu so véi st dung thude riéng 1¢.
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Cac nghién ctru trén dong vat da chi ra ring sy gia tang nong do fexofenadin trong
huyét tuong dugc quan sat thiy sau khi dung dong thoi erythromycin hoic
ketoconazol, duong nhu 1a do ting hép thu qua duong tiéu hoa va giam bai tiét mat
hogc bai tiét qua dudng tiéu hoa.

Khéng quan s4t thdy tuong tc gitta fexofenadin hydroclorid va omeprazol.

Str dung céc thubc khang acid c6 chita nhom va magnesi hydroxyd (dang gel) 15 phat
trude fexofenadin 1am giam sinh kha dung ciia fexofenadin, do 1am giam hép thu qua
dudng ti€u hoa. Vi vdy nén sir dung céc thude nay cach nhau trén 2 gid.

Nude trai cay (budi, cam, tdo) c6 thé 1am giam sinh kha dung ctia fexofenadin t6i 36 %.
TAC DUNG KHONG MONG MUON

Mot sb tac dung khong mong muén duoc liét ké dudi day co thé giam cudng do, tén
suét khi tiép tuc str dung thudc va thuong khong can phai nging diéu tri. Céc tac dung
khong mong mudn duoc liét ké & bang dudi ddy, duoc phan loai theo céc hé co quan trong
co thé va theo thtr tu tdn sudt: R4t thuong gap (ADR > 1/10), thudng gip
(17100 < ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém gip
(1/10000 < ADR < 1/1000), rat hiém gip (ADR < 1/10000), chua biét (khong thé wéc
tinh tir dit liéu c6 sin).

Trong céac thir nghlcm lam sang c6 dbi chimg & tré em tr 6 dén 11 tudi, tac dung
| khéng mong muén duogc béo cio phd bién nhét c6 thé lién quan d¢én fexofenadin
hydroclorid 14 dau déau.

Trong céc thir nghiém 14m sang c6 doi chimg & 845 tré em tir 6 thang dén 5 tudi bi
viém mii di ung, 415 tré dugc sir dung 15 mg hodc 30 mg fexofenadin hydroclorid
va 430 tré duge st dung gia dugc. Khong thy tac dung khoéng mong muén & tré em
dugc diéu tri bing fexofenadin va hd so tac dung khéng mong muén twong ty nhu &
tré 16n hon va nguoi 16n.

O nguoi Ion, cdc tdc dung khong mong muébn sau day da dwgc bdo cdo trong cdc
thit nghiém lim sang, véi 1y I¢ twong tw nhw dwoc quan sdt thiy véi gii duwpc

Phan loai h¢ co quan Tén suat Tac dung khéng mong muén
Réi loan hé than kinh Thuong gap | Nhirc dau, budn ngt, chéng mat
Réi loan tiéu héa Thudong gap | Budn nén
Céc rdi loan chung va tinh , _

; 5 It gap Mét moi
trang co dia

O nguoi lén, cdc tdic dung khong mong mubn sau day da dirgc bdo cdo trong qud
trinh giam sat sau lwu hanh

Phan loai hé co quan Tén suét Tac dung khéng mong muon

Phan (mg qua man véi cac biéu hién
R6i loan hé mién dich Chura biét nhu phtt mach, tire ngye, kho thé, do

birng va soc phan vé toan than
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Réi loan tAm thin Chuabiér | M2 n&h lo ling, 15i logn gide ngi
hoéc ac mong (paroniria)
Réi loan tim mach Chura biét Nhip tim nhanh, dénh tréng nguc
R&i loan tiéu hoa Chua biét Tiéu chay
Réi loan da va mé dudi da Chuabiét | Phat ban, may day, ngtra
Théong bdo ngay cho Bic si cdc tic dung khong mong muén ma ban gap phdai khi
ding thuéc.
QUA LIEU VA CACH XU TRi
Triéu chirng

Chéng mat, budn ngl, mét méi va khd miéng da duge béo cdo khi dung qua liéu
fexofenadin hydroclorid.

Liéu Ién dén 60 mg x 2 lan/ngay trong hai tudn da dugc str dung cho tré em; Liéu duy
nhét [én dén 800 mg va liéu 1én dén 690 mg x 2 lan/ngay trong 1 thang hodc 240 mg x
1 lan/ngay trong 1 nam da duge sir dung cho ngudi 16n khoe manh ma khong thiy bat
ky tac dung phu nao déng ké vé& mit 1am sang so vdi gia duoc. Lidu lugng dung nap
toi da clia fexofenadin hydroclorid chua dugc thiét 14p.

Xir tri

Khong c6 thude giai doc dic hicu. Sir dung céc bién phéap thong thuong dé loai bo
thudc chwa hip thu qua duong tidu hoa. Pidu tri triéu ching va hd trg. Loc mau lam
giam ndng do fexofenadin trong mau khong déng ké (1,7 %).

DUQC LUC HOC

Nhém dwge ly: Thube khang histamin thé hé 2, déi khang thu thé H,

Ma ATC: RO6AX26

Co ché hoat dong

Fexofenadin Ia thudc khang histamin thé hé 2, ¢6 tac dung dbi khang dic hiéu va chon
loc trén thy thé H;, khong gay budn ngu. Fexofenadin 14 chat chuyén hoa c6 hoat tinh
duge ly cua terfenadin nhung khong con dc tinh déi véi tim do khéng tre ché kénh
kali lién quan dén sy tdi cuc té bao co tim. Fexofenadin khong c6 tic dung dang ké
dbi khang acetylcholin, dbi khang dopamin va khong c6 tic dung wc ché thu thé
alphai-adrenergic, hodc beta-adrenergic. O liéu diéu tri, thudc khong gdy ngii hay anh
huéng dén thn kinh trung wong. Thudc ¢6 tc dung nhanh va kéo dai do thudc gin
cham vao thu thé H; tao thanh phtrc hop bén vitng va tach ra chim.

DUQC PONG HQC

Hip thu

Fexofenadin hydroclorid dugc hép thu nhanh chéng vao co thé sau khi ubng. Néng do
dinh trong huyét twong (Cuax) dat duge sau khoang 1 - 3 gio. O tré em, gid tri Cpax
trung binh la khoang 128 ng/mL sau khi uéng liéu duy nhét 30 mg.
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Liéu 30 mg x 2 lan/ngdy & tré em cho thay AUC trong duong véi lidu 120 mg x
1 1an/ngay & ngudi lon.

Phén b

O ngudi 16n, sau khi udng fexofenadin lién két véi protein huyét trong khoang 60 - 70 %.
Chuyén hoa

Fexofenadin it bi chuyén héa (¢ gan hoic khéng qua gan), do chi tim thay chinh n6
trong nudc tiéu va phan & ngudi va dong vat.

Thai trir

Nong d6 trong huyét twong cta fexofenadin giam theo cip sb nhan voi thoi gian ban
thai, dao dong tir 11 dén 15 gid. Thude thai trir chu yéu qua phén va khoang 10 % liéu
dugc théi trir qua nuéc tiéu dudi dang khéng déi.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Khéng dung thudc qua han ghi trén hop, hoidc thube c6 nghi ngd vé chat luong clia
thudc nhu: Vién bj u6t, bj bién mau.

Doc kj huéng din siv dung thuéc truée khi ding. Muon biét thém thong tin, xin
hdy héi Bdc si hodc Dwoc si.

QUY CACH PONG GOI

Hop 1,2,3,5, 6,10 vi x 10 vién, c6 kém to huéng dan sir dung.

PIEU KIEN BAO QUAN

Noi kho thoang, tranh anh sang, nhiét do khong qua 30 °C.

HAN DUNG: 36 thing ké tir ngay san xut.

TIEU CHUAN CHAT LUQNG: TCCS
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Co 56 sin xuit
CONG TY CO PHAN DUQC DANAPHA
253 Diing Si Thanh Khé, P. Thanh Khé T4y, Q. Thanh Khé, TP. Pa Ning, Viét Nam
Tel: 0236.3760130/0236.3760131
Fax: 0236.3760127 Email: info@danapha.com
Va phén phéi trén toan quéc




