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Liu dung la 10mg (1 vién)/lan/ngay, 0 the uong cung thuc an hogc khong
Doi vai ngudi cao tudi %
Than lrzng khi dung Rupafin cho nguai cao tudi (xem myc Thﬁn lrong) . g "ol
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Khong Khuyén céo str dung vién nén Rupatadin 10 mg cho tré em du(h 12 tudi. Tré em tir 6 den ll tudi duge khuyén cdo sir dung Rupatadin Img/ml dang dung drch nong
hénh nhdn suy gan hodc suy than:

Do c ua 6 kinh nﬁbncm am sang dung thude trén cdc bénh nhén suy giam chircnang gan hogic than, hign khong khuyén céo sirdung vién nén Rupatadin 10
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/Dj an toan trén tim khi sir dung Rupatadin da dygc danb, gia chi tiét trong nghién ciu QT/QTc. Khi Rupaladm (7 mie llcu Jca 161 IO lan heu dxeu tri
khongnﬁmy1 ra bat ky thay doi nao trén dién tim do va do 6, khong gy anh huopg Ién sy an toan cilia um nhign, <an thén trgng khi ding Rupatadin cho
bénh dady yge xéc d|nh ¢ khoani T kéo dai, bénh "nhan giam kali huyet khong dleu chinh dugc, benh phin loan ip wn nen trién nhu loan nhip
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< 'Vi Vién nén Rupatadin 10 mg c6 chira lactose mono zdrale ; khdng nén chi dinh thude fiay cho c@c bénh nhankh ng dung mp galacwse dodi 1myen‘h|em
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Cac nghién ciru vé tuong tac mai duoc tién hanh & ngum trrong thanh va thiéu nién (trcn 12 tubi) véiviennén Rupaladm IOmg slee A L2 0l
Tuomg tdc vai ketoconazole hodc ervthromycin:
Sir dung dong thoi Rupatadin 20mg va ketoconazole-hoge erythromycin lam téng néng dd1rong huyét thanh.ciia Rupatadm 1én tﬁn luqt 1a 10 lan vé khéang
2 dén 3 1an. Khong nén phoi hop Rupatadin v6i céc thude:ndy cling nhu nhimg chat {rc ché isozyme CYP3A4khéc. i . -
- Tuong tdc véi mege buoi:
: l;hx uong thude dong thoi véi nude buai ép, ndng do trong huyét thanh cia Rupatadin tang 1én 3,5 Jan. Khong nén udng Rupaﬁn dong thm v(h nugg budi.
- Tuong tac vir
Sau khi udng rugu, mol Jiéu Rupatadin 10mg tag ra céc t4c dung phy trong mgL. 0 thir, nghiém trén 4han kinh vén dgng nhung khong c6 sy k khac bl;t déng
ke 50 v6i tac dung phu khi chi dung rugu, Mot lieu 20meg s¢ lam tang c4c tac hai khi uong uou. it iR 1t L
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Giong nhu cdc thuoc khang histamine khac, khong loai trir cac tuong téc clia Bupaladm v61 cac (l)upc gmm dau jrung uang PO :
- Tueong tdc vii edc thuoc statin:
Tinh trang tang creatinine phosphokinase (CPK) khong kém theg triéy chimg bénh hiém khi dugc bdo cdo trong cdc thir nghlﬁr)n lam sang véi Rupawdjin
"Hién van chua biét vé nguy co taong téc v6i'céc statin ma mot so thuoc: trong d duqc chuycn hoa b(n 1soenzymé cytochromc 450 CYP A4 v:vay can
 thn trong khi sif dung ong thoi Rupuladm V6i céc'thuoc statin.- * p -
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%% mot so dif hﬂ‘ an, che vésird ng Rupatadin cho phu nir ¢0 thai. Nghlén clru trén dong vét khong cho thﬁy cAc tAe hai trire tle C gidn uép lén ph\mﬁ
¢0 thai; 1én sy phat men ciia thai nhi,1én.quérinh sinh no hay sw phét trién cia wé so.sinh. Nhumg can thén trgng, tranh'ding Rupaladl i dang mang thai, .
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Rupatadin duge a;uel Qua sita dTng 4. Hién chua bleLRupaladm 6 bai net qua siva me hay khong. Cén quyet dmh nglmg cho con buvhoac ngimg/trénh diing
Rupatadin uong dieu 1rj dya Uen 01, |ch cua-vige cho tré bi va lgi |ch ciia yiéedjdu trj ohp ngudi mg. ’ ,‘. RTINS V7 B
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Rupal g %: uong lénkha ning lai xe va van hanh,may méc. Tuy nhién, c’ﬁn th;m trong neu su dv,mgﬂhuoc lr‘uuc khi Iz’n e hogc v{m\hénH\
may moc cho den khl nhimg phén (mg riéng biét va1 Rupatadin cta nguoi b¢nh dugc the hign. ‘
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Rupptadu}: 5) Olmg a duge dung cho trén 2025 bénh nhén trugmg thanh va uueu nién trong céc nghién citu 1am sang, 120 trong 5o, ,né di nmg sir clupg Rupa;adm
trong it nhat 1 nam.
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Iém céc phan ;;lhu quan 4t dugc trong céc thir nghiém lam sang c6 mire nhe dén trung binh v thucmg khong él hglmg dneu tg
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Thing bao cho bdc si cdc tic dyng khéng mong mudn gip phii khi sie dung thuse
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Nhom dicu tri duge ly: khdng histamine tac dyng toan thén. ER———
Ma ATC: R06A X28 23t

Rupatadin 12 thudc khéng histamine thé h¢ hai, doi khéng histamine tdc dung kéo dai, hoat tinh'doi khang chon loc trén thy thé H1 ngoai vi, Mt s0°chaf chujen
hoa cda nd (nhu desloratadine va chat chuyén héa hydroxyl) van con hoat tinh khang histamine va ¢d the s& gop phan vao téc dung toan phan cua thuoc. "
Trong c4¢ nghich cifu in'vitro, -Ruyi)atddin‘(‘y nong g cgo'uc che sy ket tap cua'té bao mast gy ra boi edc kich thich mién dich va khong mién dich; ciing nhur
§§y gidi phf;mg cytokine, dic biét 1a TNFa trong céc'té bao mast va ¢ac monocyte. Phat hien 1am sang tir-céc s6 liéu thyc nghiém theo ddi dirge van con can
Qe Xac nhan, 1 0 Domisbie cllas Jesn: W0 noitnioskineh sl e e nedi e )il s F TR | P eifstile €l A
Céc thir nghiém lam sang trén nhﬁni ngudi tinh nguﬁén (n=375) va cac’bénh nhan (n=2650) bi viém mfiidj img va ndi may day tu phat man tinh cho'thay khi
dung Rupatadin ¢ licu tir 2-100 mg khong quan sat thay anh huong dang ké trén dién tim do. o ok ; ! : g 5 by .0
Do Sac iem sinh 1y bénh co ban a nhir nhau, dong thoi, b¢nh nhan man tinh ¢6 thé de'dang phye hoi vé sau; ngudi {a dd si dung chimg noi may day tu Ehét'
man tinh lam md hinh nghién ctru 1am sang, bat ké nguyén nhan gay bénh. Vi sy giai phong histamine 1 yéu t0 gay ndi may.day nén Rupatadin dugc cho la ¢o
téc dung lam giam triéu chimg trong céic tinh trang noi may day khac cling nhu tinh trang noi may. day tw phat man tinh theo cac huéng dan 14m sang. . >
Trong mot thir nghiém lam sang co doi chimg trén bénh nhén noi may day tu pht man tinh, Rupatadin c6 tc dung lam giam ngua sau 4 tudn diey m,(ggg’un
ngira khi ding Rupatadin la 5%%, s0 v6i khi.dung gia duoc la 44,9%{_ va giam s0 lugng trung binh bénhynhan bi ngta, do da khi ding Rupatadin fa 54,3%va

Khi diing gia duge [339,7%.
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Rupatadin dugc hap thu nhanh chéng sau khi uong, Thoi gian dat nong do thude toi da trong mau trung binh khoang 0,75 gi¢r sau khi uong, Gid tri nong 4o
thudc t0i da trong méu trung binh 14 2,6 ng/ml sau khi upng mot liey don 10mg va 4,6 ng/ml kﬁi uong lieu don 20mg. Dugce dong hoc cua Rupatadin ty 1€ firyén
tinh voi licu frong mirc ligu tlr 10 den'40mg. Sau khi uong 10me/lan/ngay trong 7 ngay, gid trj nong d¢ thuoc 0] da trong mau Cmax trung binh 1a 3,8 ng/ml.
Nong d6 thude trong huyét twong &am theo ham mi ai voi thot gian ban thai 1a 5,9 gi0.'Ty le Rupatadin lién ket voi protein huyét trong 14 98,5-99%. *
Hign van chira ¢6 dirliéu vé sinh kha dung tuyét ddi cia Rupatadin do Rupatadin chira dugc chi dinh theo-dudng tiém tinh mach trén nguoi. X ‘
Anh hong cua thic dn N L e s
Thie &n lam ting mic tiép xuc toan than (dién tich dirdi duong cong, AUC) vgi Rupatadin ktoéng 23%: Mc tiép xiic voi mot tron'% céc’chat chuyén hoa co
hoat tjnh cua thudc va véi chét chuyén héa chinh khong ¢6 hoat tinh hau phu gion nhau (giam khoang 5% doi voi ¢hat chuyén hoa c6 hoat tinh va giam’khoéng.
3% ddiv6i chag chuyén hoa khong cd hoat tinh). Thot gian can dé dat dén nong do Rupatadin cao nhat trong huyet-twong (tmax) cham-ai-1 gio. Nong d¢'cao
nhéttrong huyét twong (Cmax)khong bi anh hudng bai thire &n. Nhimg su khac biét nay khdng c6 ¥ nghia 1am sang, tine e AlEunny ab e Groudose
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Trong mot nghién clru vé thai trir thudc & ngudi (40 mg 14C-Ru§atadin), 34,6% lugng chat danh dau phong xa dugc tim thay trong nude.tieu, con trong phan
14.60,9.% 0,cdc mau thu duge sau 7 ngay. Rupatadin khi duoc ding theo, dutmg uong bi chuyen,hda dang ke trde khi vao tuan hoan' méau. Lugng hogt cht
khéng bj bién doi-dugc tim thay trong phan va nudc tiéu 13 khong dang ké. N%ﬁa‘ la-Rupatadin gan nhu by chuyénhoa hoan toan. Cac-nghién clru chuyén hda
in vitro trén t€ bdo gan ngudi chi ra rang Rupatadin chi yéu dugce chuyén hoa boi Cytocrom P450 (CYP 3A4).. .« . . 7 3 Fep i

Duoc dong hoc trén cdc nhém bénh nhan dc biét . ) Tttt Y a8 ek vinino s sathicann 1
Trong mot nghién ctu trén nguoi tinh nguyén khoe manh dé so sanh ket qué gitta nguoi tré tudi va ngudi cao tudi, gia tri dién tich dudi-dudng cong va nong
d0 thudc t6i da trong méu ctia Rupatadin ¢.nguoi cao tudi In hon so véi nguoi tré tudi. Dieu nay cd the do & nguoi cao tudi, chuyeén hoa lan dau qua gan giam.
Nguoi ta khong quan sat duoc sy khac biét nay khi phan tich voi nhjing chat chuyén héa khag cua thuog. Thoi gian bén thai trung binh ciia Rupatadin 6 ngudi
cao tudi va ngudi tre tpoi tuong tmg 1a 8,7 gio va 5,9 gio, Nhimg ket qua nay ciia Rupatadin v4 céc chat chuyen héa khong tao ra khac biét cd yfhghfa Ve mat
1am sang nén ¢ Vtihél,‘két‘flu;iry}hiéu f:lnh liégkhi dung %iéd 10'mg cho nguroi cao tudi la khong can thiet. il i AR S e vesas il
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Chura,¢0 truong hgp qua liéu ndo duge bao cao. Trong mot nghién cju vé tinh an toan cla Rupatadin, khi dung liéu 100mg/ ngéy trong 6 ngay, thudc yan dung
ngp t0t. Phan ymg phy hay gp nhat la buon ngd. Néu khong may nuot phai mgt lugng thuoc qué 16, can diu tr tri¢u chimg dong thdi tién hanh céc biénphap
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Bao quan ¢ nhi¢f d dudi 30°C. _

Bao quan vi thuoc trong hop carton dé tranh dnh sang. :
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