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HUONG DAN SU DUNG THUOC

Fexofenadin.SP 60

A 2 &
Dé xa tam tay tré em.

Doc kp hwdng dan sii dung triede ki dimng.

1. THANH PHAN CONG THU'C THUOC:
Thanh phan hoat chat: Fexofenadine hydrochloride 60 mg
Thanh phcfn (4 duge: lactose monohydrate, maize starch, microcrystalline cellulose 102,
hypromellose 606, sodium lauryl sulfate, croscarmellose sodium, tale, magnesium slearale,
hypromellose 615, polyethylene glycol 6000, titanium dioxide, sunset yellow lake.

2. DANG BAO CHE: Vién nén bao phim.
Mb té san pham: Vién nén dai bao phim mau cam.

3. CHi DINH:
Fexofenadin. SP 60 duoce chi dinh lam giam cac triéu chirg viém mii di tng cho nguoi 1on va tré
em trén 12 tudi.

4. CACH DUNG, LIEU DUNG:

*

< Cdch diing:

- Thub6e ding dudng uéng. Udng nguyén vién vdi lugng nude vira du.
s Liéu dang:

Negwoi lon va tré em tir 12 tudi tré lén:

60 mg x 2 lan/ngay, khi cin thiét.

Cac nhom bénh nhan dic biét:

Khéng can didu chinh liéu & nguoi cao tudi hodc bénh nhan suy gan hogc than.

5. CHONG CHI PINH:
Qua man voéi fexofenadine, terfenadine hoidc voi bat ctr thanh ]thm nao cia thude.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Suy thén: Khong cAn diéu chinh lidu & bénh nhan suy thén.

- Suy gan: Khong cén diéu chinh lidu & bénh nhén suy gan.

- Ngudi cao tudi: Khong cin diéu chinh liéu & nguoi cao tudi.

- Tré em: Tinh an toan va hiéu qua cua fexolenadine hydrochloride chua dugce thiét 1ap trong didu tri
viém mii di tmg & tré em dudi 2 tudi va may day vé cin man tinh ¢ tré dudi 6 thang tudi.

% Ta duge:

- Thude nay cé chira dudi | mmol (23mg) natri trong mdi don vi phan lidu, vé co ban dugce xem nhu

*khoéng chira natri”.
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Thude ¢o chira lactose, khéong nén ding thude ndy cho bénh nhan méc cac roi loan di truyén hiém
gip vé khong dung nap galactose, thiéu hut lactase hoiic roi loan h'fip thu glucose — galactose.
Thude nay ¢6 chita mau azo ¢6 thé giy cic phan img di img.

SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON BU:

Thai ki mang thai: Dc tinh sinh san cia fexolenadine & dong vat duge danh gia thong qua phoi
nhiém terfenadine. Chua ghi nhin bang chimg gy quai thai trong cdc nghién ctru vé kha ning
sinh san & dong vt (chudt va tho) khi ding terfenadine véi lidu ubng 1én dén
300 mg/kg/ngay trong subt quéa trinh hinh thanh co quan, tuong Gng véi mie phoi nhiém
fexofenadine toan than cao gdp 4 ldn va 32 lan so véi du doan trong str dung lam sang. Giam
trong lugng va ti 1¢ séng s6t & chudt con duge quan sat thiy khi ding terfenadine voi liéu udng tix
150 mg/kg/ngdy trér 1én trong sudt qué trinh mang thai va cho con b,

Chura ¢6 nghién ciru vé viée phoi nhiém fexofenadine hoiic terfenadine & phu nit ¢é thai.

Khong nén dung thude khang histamine ¢ phu nir mang thai, fexolenadine chi duge dung khi lgi
ich cho me vuot trdi nguy co cho con.

Thoi ky cho con bi: Fexofenadine khong dugce khuyén cdo st dung cho phy ntt dang cho con bi
trlr khi, theo danh gia ctia béc si, loi fch tiém 4n déi vai bénh nhin vuot xa nguy co tiém an dbi
vGi tré so sinh. Chua ¢o div liéu vé ham lugng fexofenadine trong sita me. Tuy nhién, khi dung
terfenadine & phu nit dang cho con b, fexofenadine dugce tim thiy ¢6 trong sira me.

Phoi nhiém fexofenadine va terfenadine & chudt thong qua viée st dung terfenadine voi lidu
150 va 300 mg/kg/ngay trong sudt thai ky va cho con bt (tuong (mg v6i mire phoi nhiém toan
than (AUC) cao hon khoang 3 va 6 lan so v6i dy doan trong st dung 1am sang) lam giam kha
ndng ting cdn va ti 1¢ séng s6t cia chudt con. Nguy co twong dbi cua nhiing tac dung nay tir
terfenadine hodc fexofenadine van chua duge biét rd. Chua rd tac dung déi voi chudt con chi tiép
xtc vai fexofenadine trong thoi ky cho con bu.

Kha ndang sinh san: Trong cac nghién clru vé kha nang sinh san & chudt, da quan sat lhﬁy sy gidm
sb luong cy phdi va tang ti 18 mét sau khi cdy phéi lién quan dén lidu luong khi ding
terfenadine duong udng tuong (mg véi liéu bang hodc 1an hon 150 mg/kg; cac liéu nay tao ra gia
trj AUC cua fexofenadine trong huyét tuong tuong img bang hodc Ién hon ba l1an gia tr diéu tri &
nguoi (dya trén liéu fexofenadine hydrochloride 60 mg x 2 lin/ ngay).

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

Tuy fexofenadine it gay budn ngu, nhung van can than trong khi 14i xe hodc didu khién may moc.
TUONG TAC, TUONG KY CUA THUOC:

Twong tic ciia thude:

Fexofenadine chuyén hod qua gan khong dang ké, nén khé ¢6 kha ning twong tic voi cic thude

khac chuyén hoa & gan.
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Duoe dong hoc cia fexofenadine hydrochloride va pseudoephedrine khong bi anh hudng khi
dimg dong thoi,

Dung déng thdi fexofenadine va&i erythromyein hodc ketoconazole lam ting nong  dd
fexofenadine trong huyét twong 1én 2 - 3 lan. Céc thay déi ndy khong danh hudng dén khoang QT
va khong lién quan dén bit ky su gia tang tac dung khong mong mudn nao so vai ding don 1é.
Fexofenadine khong anh huédng dén duoe déng hoce ctia erythromycein hodc ketoconazole.

Céhc nghién ctru trén dong vat da quan sat thay sy gia ting nong do fexofenadine trong huyét
tuong khi ding déng thei erythromyein hodic ketoconazole, 1a do tiang hép thu qua dudng tiéu
hoa va giam bai tiét qua mat hodc giam dich tiét dudng tiéu hoa.

Khéng thiy co tuong téc gifta fexofenadine va omeprazole. Tuy nhién, st dyng thude khang acid
¢6 chira nhém va magie hydroxyd 15 phit trudge khi sir dung fexofenadine hydrochloride lam
giam sinh kha dung, rit ¢6 thé Ia do su gin két & dudmg tiéu hoa. Do do, nén dung fexofenadine

cach xa 2 gio doi vaoi cae thude khang acid ¢6 chira nhém va magnesi hydroxyd.

r
~

Twong ky cia thude: Do khong co cic nghién ciu vé tinh (wong ky cta thude, khéng trén 1in
thude ndy vadi cac thude khac.

TAC DUNG KHHONG MONG MUON CUA THUOC (ADR):

Fexofenadine hydrochloride thudng duge dung nap tot. Trong cac thir nghiém co dbi chimg gia
duoe dbi vai viem miii di tmg theo mua va bénh nhan ndi may day (v phat man tinh, cdc tac dung
khong mong mubn twong duong nhau & bénh nhén duoc diéu tri bang fexofenadine va gia duge.
Céc tac dung khong mong mudn phé bién nhit duge bdo cdo trong cac thir nghiém 1am sang co
dbi chimg la dau ddu, mét moi, chéng mat hodc budn ngi va budn nén. Khong ¢ xu huéng rd
rang vé lidu lién quan dén cic tac dung khong mong mudn.

Trong céc bao cdo ctia thir nghidm c6 kiém soat lién quan dén viém miii dj img theo mua va may
day tu phat man tinh, ti 1¢ mac bénh dudi 1% va twong ty nhu gia duge, va hiém khi dugc bao
cdo trong qua trinh sir dung thude khi dua ra thj trudng bao gdm: mét moi, mat ngu, cing thing
va r6i loan gide ngu hodc chimg so hii. Trong mét s6 trudng hop hiém hoi dugce bdo cdo: phat
ban, may day, ngtra va phan img qua man véi cac biéu hién nhu phi mach, tire nguc, khé thé, do
birng mat va phan v¢ toan than.

Trong céc nghién ctu ¢6 dbi chimg véi gia duge vé may day man tinh vo cin, céc tic dung
khéng mong mudn duge bdo cdo 1a twong tu nhu cdc tic dung khong mong mudn trong céc
nghién ctru ¢6 dbi chimg véi gia duge vé viém miii di img theo mua. Trong cdc thir nghi¢m co
doi chimg véi gia dugce lién quan dén viém mii di img theo mia ¢ tré em (6-11 tudi), cac tac
dung khong mong mudn tuong ty nhu céc tac dung khdng mong mudn duge quan sat thdy trong

s T - A s o~ e , A * -:l 3 A
céc thir nghiém vé viém mii di img theo muia tir 12 tudi tré 1én.
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Trong céc thi nghiém 14m sang ¢6 kiém sodt & bénh nhi Lir 6 thang dén 5 tudi, chua thiy ¢ tac

dung khéng mong mudn bét ngd nao khi didu tri bing fexofenadine hydrochloride.

Thong bdo ngay cho bdc st hogc dwgc si khi gip cic tic dung khéng mong mudn nhie trén khi

ste dung thuée hodic bio cdo cic phin irng cé hgi ciia thudc vé Trung tam Théng tin thudc va
Theo dai phin ting cé hai ciia thudce (ADR) Quic Gia.

11. QUA LIEU VA CACH XU TRi:

- Tri¢u chitng: Chua ¢6 kinh nghiém 1am sang vé qua liéu fexofenadine. Liéu duy nhat i da
duge thir nghiém (rong cac thir nghi¢ém lam sang la 800 mg & séu ddi twong khée manh. Trong
mdt nghién ciru da lidu, lidu 690 mg mdi 12 gier rong 28,5 ngdy duge dung cho ba dbi tugng
khoe manh va trong mét nghién ciru khace vai 40 dbi tugng, lidu 400 mg mdi 12 gio duge ding
trong 6,5 ngay. Khong c¢é tdc dung khong mong muén co y nghia lam sang nao duoc bao cédo
trong cac nghién ciru nay.

- Xit tri: Nén xem xét dung cdc bién phap chudn dé loai bo luong thube nao con chua duge hép
thu & dudng tiéu hod. Nén diéu tri hd tro va diéu tri triéu chimg. Tham phéan mau khéng thé loai
bo duoc fexofenadine ra khoi mau mot cach hi¢u qua.

12. DAC TINH DUQC LUC HOC:

- Nhém duge ly: Thude khang histamine khac ding toan thén.

- Ma ATC: RO6AX26
Tac dung khang histamine cta fexofenadine da duge chitng minh & dong vét in vitro va in vivo.
Viée cho chudt ubng fexofenadine cho thiy fexolenadine lam giam phét ban trén da do histamine
gdy ra phu thudc vao lidu, In vitro, fexofenadine va terfenadine ddi khang véi tac dung co bop

cnia histamine ¢ hoi trang cta chudt, Trong mé hinh nay, fexofenadine duge phat hién la chat doi

khang histamine chon loc hon terfenadine.

Fexofenadine (rc ché co thét phé quan do khang nguyén gy ra & chudt nhay cam va & lidu cao
(>100 l4n liéu cin thiét cho hoat dong khang histamine), (rc ché giai phéng histamine (U & bao
mast ¢ phic mac cua chudt. O thi nghiém trén déng vat, khdng quan sat lhéy tac dung chen thu
thé khang cholinergic hodc alpha-1-adrenergic. Cac nghién ctru phén bd md c6 gin nhan
phong xa & chudt chi ra rf;mg fexofenadine khéng qua dugc hang rao mau nao.

Fexofenadine khong lién quan dang ké dén cdc bat thuong trén ECG. Céc nghién ciru da chi ra
rang fexolenadine khong anh huong dén dién thé hoat dong hodc dong dién kénh ion (IK, ICa,
INa) & ca té bao co tim chudt va chuodt so sinh. Fexofenadine kém hi¢u qua hon terfenadine
583 lan trong viéc chdm chin kénh kalium tir tim nguoi. Ngoai ra, lidu fexofenadine cao gﬁp
10 l4n lidu terfenadine gdy kéo dai khoang QTC, khéng kéo dai khoang QTC & tho bi gy mé va

cho con tinh.
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13. PAC TINH DUQC DONG HOQC:

- Hap thu: Sau khi udng, thude hép thu nhanh véo co thé, véi Tma khoang 1-3 gidy. Sau khi ubng
mét liéu duy nhét 60 mg & ngudi tinh nguyén khoé manh, fexofenadine hydrochloride duroce hép
thu nhanh, v&i Cumax trung binh la 209 ng/mlL. Sau khi uéng liéu duy nhit 120 mg va 180 mg
fexofenadine hydrochloride, gid ri Cpg trung binh lin lugt la khoang 427 ng/mL va
494 ng/mlL.,

Sinh kha dung tuyét déi sau khi dung lexofenadine hydrochloride duoc wde tinh la 33%. Khi
dung ddng thei vai thire an, khéng ¢6 tde dung dang ké déi voi sy hip thu fexofenadine
hydrochloride.

Duge dong hoc don lidu va dung nhiéu liéu cua fexolenadine 1a tuyén tinh déi véi liéu uéng lén
dén 120 mg x 2 lan/ngay. Liéu 240 mg x 2 lan/ngay, ting hon mot chut (8,8%) so véi dién tich
dudi duong cong ¢ trang thai 6n dinh, cho thly duoe dong hoe cua fexofenadine 14 tuyén tinh &
lidu hang ngay tir 40 mg dén 240 mg.

- Phén bé: Ti 1¢ lién két v6i protein huyét twong cua thude 1a 60 — 70%.

- Chuyén héa va thii trir: Fexofenadine rat it bi chuyén héa. Sau khi ubng mot licu 60 mg duge
danh dau phong xa, khoang 80% va 11% long lidu [14C]-fexofenadine duge bai tiét qua phan va
nude tidu twong mg.

Nong do fexolenadine trong huyét twong giam theo cip sé nhan véi thoi gian ban thai trung binh
tir 14 dén 15 gir sau khi ding nhidu liéu.

dé
Duge dong hoc cia fexofenadine & bénh nhan viém mii di ¢ng theo mua tuong ty nhu & nhmrf;g/\’r
CONGT\

CO PHA!
Cac nghién ctru chi ra ring nir gidi co thé phoi nhiém vai nong dé thube trong huyet tuong L‘TBCSPH}'

nguoi khée manh.

hon & nam gi6i; tuy nhién, khéng c6 dau hiéu nao cho thdy bat ky su khéc biét nao vé hiéu (]l\ﬁ\

A

" . H A\
hodc tAn sudt gip cac tac dung khong mong mudn duge bio cdo. <Lc D

Ngudi cao tudi, bénh nhan suy gan va bénh nhén c¢6 bénh tim phoi nhiém vdi fexofenadine khi
dung terfenadine khong cho théy su khac bidt dang ké v& mit thong ké cac thong s duge dong
hoc ctia fexofenadine so véi nhitng ngudi khoe manh. Mac di nong dé dinh trong huyét tuong va
thoi gian ban thai tang lan lugt 68% va 15% & ngudi cao tudi va 1an lugt 54% va 19% & bénh
nhén suy than, bit k& mc dd cta bénh, nong do ndy nay nim trong pham vi ndng dd trong huyét
twong duge chimg minh 1a ¢é thé dung nap duge trong céc thir nghiém ngin han vé lidu luong.

Dugc dong hoc cta fexofenadine & tré em va nguoi 16n tuong tu nhau, bao 2dm Tmax, dO thanh
thai (dwoc hiéu chinh theo dién tich bé mat co thé), T va thé tich phéan b, vi fexofenadine trai
qua qué trinh chuyén héa khong dang ké, v6i 80% liéu duge dao thai qua phan dudi dang khong
chuyén qua. Nguoc lai, céc thube dbi khang thu thé 1, khac, duge chuyén héa ¢ gan qua

cytochrome P450, thoi gian ban thai & tré em thudng ngan hon & nguoi 16n.
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O (ré em, céc nghién ctru cho lhﬁy fexofenadine 30 mg hoic 60 mg ¢ ché tinh (rang noi may day
va bing phit do histamine trong vong 1 dén 2 gid, véi ca hai lidu déu tao ra tac dyng tc ché
tuong tur.

14, QUY CACH DONG GOI:
Vi Al - PVC (Nhém-Polyvinyl clorid): Hop 03 vi x 10 vién, hdp 10 vi x 10 vién, hop 50 vi x 10 vién.
Vi Al — Al (Nhom-Nhom): Hop 03 vi x 10 vién, hdp 10 vi x 10 vién.
Chai HDPE: Chai 100 vién, chai 200 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Diéu kién bio quin: Noi kho rdo, tranh anh sang, nhiét dé khéng qué 30 °C.
Han ding ciia thuée: 36 thang ké tir ngay san xuat, 03 thang sau khi mé nép chai.
Tiéu chuan chit hegng: Tiéu chuan co so.

16. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

o,
P
7 PHARM
CONG TY CO PHAN DUQC S. PHARM
Dudng D1 La G, Khu cong nghiép An Nghiép., Xa An Hiép, Huyén Chéau Thanh,
Tinh Soc Trang, Viét Nam.

Sée Tring, ngay .8 thang 03 nam 2024

Pai di¢n hop phap cia co sé ding ky
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