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FEXALAR-180

"lc déu hi¢u luu y va Khuyén céo:
Doc kJ lueong dén sir dung trude khi dimg.

Dé xa tam tay (ré ent.
Théng bdo ngay cho bie s hodc diege sy nhitng lde dung khéng mong mubn gdp phdi khi sir
dung thuoc.

1. Thanh phiin cong thire thude: Mai vién nén bao phim chira:

Thanh phin hogt chit : Fexofenadin hydroclorid 130mg

Thanh phéin td dwge: Lactose monohydrate, microcrystalline cellulose powder, PVP K 30
(Povidone), crospovidone (Polyplasdone XL10), sodium starch glycolate (type A), purified tale,
colloidal anhydrous silica (Aerosil-200), croscarmellose sodium (Vivasol), magnesium stearate,
hypromellose 15 cps (HPMC E15), PEG 6000 (macrogol 6000), titanium dioxide.

2. Dang bao ché

Dang bao ché: Vién nén bao phim.

M6 ta diic diém thube: Vién nén dai bao phim mau triing, hai mt khum, nhan ca hai mit.

3. Chidinh

Viém mili dj Gng: Fexalar-180 duge chi dinh dé didu (i viem mii di Gng theo ma & ngudi lén
v tré em tir 12 wdi wo 1én.

May day vé cin man tinh: Fexalar-180 duge chi dinh dé didu tri cac bidu hién ngoai da khong

bién chimg ctia may day v6 cin man linh & ngudi 16n va tré em tir 12 woi trg 1én. Thuoc lam
giam ngira va sd lugng dat may day mot cach dang ké.

4. Litu dimg— Céch dimg

Li¢u dimg

Ngudi I6n va tré em tr 12 tudi trér 1én: Lidu khuyén ding cia Fexalar-1801a 1 vién mdi ngay.
Ngudri suy thin: Lidu khéi dau duge khuyén ding 1a 1 vién fexofenadin 60mg moi ngay.
Ngudi suy gan: Khong cén diéu chinh liéu.

Nguoi cao tudi: Khéng cn didu chinh liéu; ngogi trir ¢6 suy giam chitc ning than.

Cich duang

Thube dung dudng ubng véi nude va trude bira in. Khong ubng thude voi nuée hoa qua (nhur
cam, budi, tdo),

5. Chéng chi dinh

Qua mén v6i hoat chét hozic bét k¥ thanh phén ndo cia thube.

6. Canh bdo va thin trong khi dung thudc

Ciling nhu hau hét cac thude méi, dit lidu han ché & ngudi cao tudi, bénh nhén suy thén, suy gan,
nén ding thube thin trong & nhitng doi twong dic biét nay.

~ yogt A 5 & 4 A i m - P = £
Bénh nhin co tién sir hofic dang mac phai bénh ly tim mach nén duoce canh béo rang cdc thude

khang histamin 6 lién quan dén cée phan (g khéng mong muén nhur mach nhanh va hdi hop.
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A - P A A 2 . A . A - i
Bénh nhdn ¢é van dé vé di truyCn hiem gap khong dung nap galactose, thicu hut Lapp lactase
hoiic kém hip thu glucose-galactose khdng nén dung thude nay.

7. Sirdung thube cho phu nit ¢6 thai va cho con bit

St dung thuée cho phy nir ¢6 thai: Dit li¢u ding thude cho phu nit mang thai khong day du,
Céc nghién ctru trén dong vét khéng cho thay tac hai tryc tiép hodic gidn tiép 1én thai ky, sy phat
trién phoi thai/bao thai, qué trinh sinh sdn hofic sy phét trién sau sinh. Khéng nén ding thudc
trong thai ky ndu khang that sy cin thiét.

Sii dung thude cho phy nit cho con bii: Khéng c6 dit liéu vé ham lugng thude trong sifa me sau
khi ding thude. Tuy nhién, khi dung fexofenadin & phy nir dang cho con bu cho théy thudc duge
tiét vio stra me. Vi véy, khong khuyeén cdo dung thuée cho phy nit dang cho con b.

8, Anh hwéng ciia thudc 1én kha ning lai xe, viin hinh may moc

Dua trén nhitng dit lidu duge dong hoc va cic phan tng bat loi duge bdo cdo, fexofenadin
hydroclorid khong anh hudng dén kha ndng lai xe va vin hanh may méc, Trong cac th nghiém,
fexofenadin hydroclorid khéng co tac dyng c6 ¥ nghia [én h¢ than kinh trung vong. Diéu niy co
-~ . A ~ X g . ~ A . A ' e “a A
nghia 1a bénh nhén c6 the lai xe hodc thye hign nhimng cong viée can syr tap trung, Tuy nhién, dé
xdc dinh tinh nhay cam & nhimg nguoi c6 phan ng bét thuong do6i véi thubc, cin phai thir dép
(g timg cé thé trude khi lai xe hoiic thwe hién nhig hanh ddng phire tap.
9. Twong tic, twong ky, ciia thude
Twong tic:
Fexofenadin khong duge chuyén hoa sinh hoc qua gan va vi vily sé khong twong tdc vdi cic
thube khée duge chuyén héa qua gan. Su dung dong thoi fexofenadin hydroclorid véi
erythromycin hodic ketoconazol cho thay ting nong do fexofenadin trong huyét twong 1én 2 — 3
lan, Nhiing thay dbi nay khong lién quan den bat ky tac dung nao Ién khoang QT va khéng lién
quan dén viée céc tac dung khong mong mudn ting khi ding thuoc riéng I€.
Cac nghién ciru trén dong vit cho thfly n{"ing dd fexofenadin trong huyét tuong tang sau khi ding
dong thoi voi erythromycin hofic ketoconazol do tiing hip thu dudmg tiéu hoa va gidm su bai tiét
qua mét hodc bai tiét qua hé tiéu hoa.
Khéng ghi nhén tvong tac gifta fexofenadin va omeprazol. Tuy nhién, ding cic thube khang acid
¢6 chira nhom va magnesi hydroxid trude khi ubng fexofenadin hydroclorid 15 phit lam giam
sinh khé dung, chu yéu do sir gin két & bng tidu héa, Nén ding fexofenadin hydroclorid cach cic
thude khéng acid chira nhém va magnesi hydroxid 2 gio.

Twong ky:
Do khéng cé cic nghién citu vé tinh trong ky ctia thudc, khong tron lan thude nay véi cde thuoc
khac.

10, T#e dyung khong mong muén ciia thude

Tihn sufit duoe ap dung: Rt thuong gip >1/10; thuong gip >1/100 va <1/10; it gap >1/1.000 va
<1/100; hiém gip >1/10.000 va <1/1.000; rat hiém giip <1/10.000; khéng rd (chua xdc dinh duge
tan sudt theo dit lidu hign co).

e £ A £ r A A J A , 3 A *a A
Trong m&i nhém tn sudt, tdc dung khéng mong mudn dugc sép xep theo mire d6 giam dan.

P61 v6i ngudi 16m, cac tdc dyng khdng mong mudn dwge ghi nhin trong céc thir nghigm lam
sang voi ti 18 tuong ty khi ding placebo:

Réi loan hé thén kinh

sy N b A - ¢ w
I'hudng glip: dau dau, budn ngu, chong mit,
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R8I logn hé tiéu héa

Thudng gip: ndn,

Réi loan todan than va tai chd

it gip: mét moi.

Péi véi ngudi ldn, cac tac dung khéng mong mudn duoe ghi nhin trong céc nghién ctu sau luvu

hanh nhu sau, tén sudt khong rd (khéng thé thiét lap tir dir ligu hign co):

Rii logn hé mién dich: Céc phan (g qua mAn vai biéu hién nhu phit mach, thit ngue, khé tho,
do bimg va phan vé toan thén,

Réi loan tdm thin: Mét ngd, lo ling, 16 loan gific ngt hodc dc mong,

R&i logn tim: Nhip nhanh, loan nhip,

RGi loan hé tiéu héa: Tiéu chiy,

R Toan da va mo duwdi da: ban do, may day, ngla.

Ciéc phan ting bét loi nghi ngd

B#o cdo che phan g bét loi nghi ngd sau khi lua hanh thude rit quan trong vi cho phép tiép tuc

theo d6i sy cén bing loi ich/nguy co cla mot duge phiim. Céc chuyén gia y t& duge yéu ciu bao
cho cac phan img bt lgi co lién quan.

11, Qud litu va cdch xiv tri

Chéng mit, buén ngt, mét moi va kho miéng di duge ghi nhin trong cac trudong hop qua liéu,
Lidu don 16n dén 800 mg va cde licu Ién den 690 mg x 2 lan/ngay trong | thang hofic 240 mg x 1
lAn/ngdy trong | ndm & ngudi tinh nguyén khoe manh khong ghi nhn tac dung khong mong

F3 ) A . . v " A . = A ~
mudn déng ké so véi dimg gia duge. Lidu dung nap toi da van chua duoc thict Idp.

~ ~ & ¢ g A . A A . o A A A A X .
Nén cfin nhéc cdc didu tri chuan dé loai bo phén thude chua dwoc hip thu. Khuyén cdo diéu fr1
friu chimg va diéu i ho trg. Tham phin mdu khong c6 hiéu qua loai trir fexofenadin
hydroclorid khoi mau.

12. Pic tinh dwge lye hoe
Nhém duge ly: Khang histamin diing toan than va mi ATC: RO6AX26.

Co ché tde dung: Fexofenadin hydroclorid 1a mot khang histamin H1 khéng gay bubn ngu.
Fexofenadin la chét chuyén héa b hoat tinh duwrge hoc cia terfenadin.

Hi¢u qua va an todn lim sang

Cic nghién ciru phan g sung va do do histamin & ngudi sau khi ubng fe{cofcnadin 1 hodc 2
lidu/ngay cho thay téc dyng khdng histamin bat diu trong vong 1 gio, dat nong dd tbi da sau 6
gid va ko dai trong 24 giv. Khong 6 dit liéu dung nap d6i voi nhitng téc dung ndy sau khi dung
thubc 28 ngay. DA ghi nhan mdi lién quan gifta lidu ding va tic dyng & khoang lidu uong tix 10

£ A P : ‘ . . 3 . A A A .
mg den 130 mg. DPo6i véi hoat tinh khang histamin, can lidu thép nhat 130 mg de dat duge tac
dung 6n dinh kéo dai trong khoang hon 24 gid.

(fe ché t6i da & da dbi voi cée ving sung va do hon 80%.

Khéng cd sw khac bi¢t co ¥ nghta trén khoang QT duoc ghi nhan & bgnh nhan viém miii di g
theo mia duge diéu tri véi Fexofenadin hydroclorid I€n dén 240 mg x 2 lAn/ngay trong 2 tudn
khi so voi gia duge. Ciing khdng cb sy thay doi c6 y nghia trén khoang QT & ngudi khoe manh
sir dung fexofenadin hydroclorid 1én dén 60 mg x 2 lAn/ngdy trong 6 thing, 400 mg x 2 lan/ngay
trong 6,5 ngdy va 240 mg x 1 ldn/ngay trong 1 ném, khi so v6i gia duge. Fexofenadin & liéu cao
hon 32 14n ndng db diéu trj & ngudi khong cb anh huong 1én kénh K+ lién quan tai cyre 1€ bao co
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tum.

Fexofenadin hydroclorid (5-10 mg/kg dudmg udng) te ché khéng nguyén giy co tl‘lﬁt phé quan &
chudt nhay cdm va tre ché sy gidi phong histamin tir té bao mast mang bung ¢ nong dd siéu fr}
lidu (10-100 pM).

13. Diic tinh dwge ding hoc

HAp thu

Fexofenadin hydroclorid duge hap thu nhanh sau khi ubng, Tmax dat duge sau khi ding thude
khoang 1-3 gi¢. Gid tri Cmax trung binh khoang 427 ng/ml sau khi ding mdt licu 180 mg x |

lan/ngdy.

Phéin b

Fexofenadin gin két 60-70% véi protein huyét twong.
Chuyién héa sinh hge va thai triv

Fexofenadin chuyén héa khong dang ké (qua gan hogc khdng qua gan) va la chét chinh duge xdc
dinh trong nuéc ticu va trong phén clia dong vét va con nguoi. Nong do fexofenadin trong huyét

I

tuong gidm theo cép sb nhin véi nira doi khoéng tir 11 dén 15 gidr sau khi ding da lidu. Duge
dong hoc cta liéu don va da liéu fexofenadin tuyén tinh khi ubng dén 120 mg x 2 lan/ngay. Mot
lidu 240 mg x 2 lin/ngdy ¢6 dién tich dudi dudmg cong o pha én dinh ting nhe (8,8%) cho thay
sy tuyén tinh thue té khi ding khoang lidu 40 mg va 240 mg héing ngdy. Thai trir chi yéu qua
mit, 10% liéu udng duge bai tiét dudi dang khéng ddi qua nude tiéu.

14. Quy cich déng gbi: Hop 3 vix 10 vién.

15. Pitu kién bio quin: Bao quan & nhiét d khong qud 30°C.

Han dimg: 36 thiang ké tir ngay sén xuét.

Tiéu chuin chit lwgng ciia thude: USP.

16. Tén, dia chi co s& sin xuiit thude

XL LABORATORIES PRIVATE LIMITED

E-1223, Phase 1 Extn. (Ghatal), RIICO Industrial Area, Bhiwadi, Rajasthan, 301019, An Db.
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