Thong tin danh cho cdn bd y t&

DESRATEL

THANH PHAN
M&i vién nén bao phim chia:
Desloratadin ......ccoeuene. S Mg

T4 dugc: Cellulose vi tinh thé, croscarmellose natri, lactose monohydrat, povidon, magnesi
stearat, talc, silicon dioxyd, HPMC E6, titan dioxyd, PEG 4000, polysorbat 80, brilliant blue,
quinolin yellow, diu thiu dAu.

Dang bao ché&: Vién nén bao phim.

i

Mo ta san phadm: Vién nén tron, bao phim mau xanh nhat, mdt mit c6 dap logo ¥, mit
kia c6 dap gach ngang.

Quy cach dong géi: Hop 3 vi x 10 vién.
Hop 10 vi x 10 vién.

PAC TINH DUGC LUC HOC:

Nhém dugc 1y: Thudc khdng histamin H1, ma ATC: RO6AX27.

Desloratadin 12 chdt chuyén héa chinh c6 tic dung ciia loratadin - mot thudc khang histamin
ba vong thé hé 2, it ¢6 tdc dung c ché€ than kinh trung wong hon thé hé 1. Desloratadin c6
tdc dung kéo dai va khong gay budn nga.

Khi nghién citu in vitro, desloratadin cho khd ning chong di tng. D6 1a do sy dc ché gidi
phéng cdc cytokin tién viém nhu IL-4, IL-6, IL-8 va IL-13 tir t€ bao bach cau 4i kiém/ t&
bao mast va tc ch€ sy két dinh ctia phan tlf chdt P-selectin 1&én cdc t&€ bao ndi mod. Co ché
nay van dang dudc quan s4t trén 1am sang.

Thudc c6 tic dung khang chon loc thu thé H; ngoai bién, lam gidm kéo dai triéu chitng cla
di Gng, nhu: viém miii di ¢ng, may day. Desloratadin c¢6 thé diing mdt minh hoiic phdi hop
véi mot thudc chéng xung huyé&t nhu pseudoephedrin sulfat.

PAC TINH DUGC PONG HOQC:

Hap thu: Desloratadin xudt hién trong huy&t tuong sau 30 phit st dung. Desloratadin dudc
hap thu véi ndng do t8i da dat dugc sau khodng 3 gid; thdi gian ban thdi khodng 27 gi. Mitc
do tich liiy ctia desloratadin phl hgp vdéi thdi gian ban thai clia desloratadin (khoang 27 gid)
va tan sudt sit dung 12 1 14n/ ngay. Sinh kh4 dung cla desloratadin ty 1& thuin véi liéu dung
trong pham vi 5 mg - 20 mg.

Phéin bo: Desloratadin gin két trung binh vé6i protein huy€t tuong (83 - 87%). Khong c6 bing
chitng cho thdy tich lily thudc trén 1Am sang sau khi sit dung li¢u 1 1an/ngay (5 - 20 mg) trong
vong 14 ngay.

Chuyén hoa: Cac enzym chuyén héa desloratadin chua duge x4c dinh, do d6 khong thé loai
trir khd niing tuong tac vé6i cdc thudc khdc. Desloratadin khong tc ché€ CYP3A4 in vivo, va in
vitro cho thy thudc khdng trc ché CYP2D6. Desloratadin khong phai 13 c¢d chit hay chat tc
ch€ clia P-glycoprotein.

Thdi trir: Thoi gian ban thdi trung binh clia desloratadin 1a 27 gid. Desloratadin va cdc chat
chuyén héa dudc thai trir qua nudc ti€u va phan.
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Bénh nhén suy thin:

Dugc dong cua desloratadin ¢ bénh nhin suy thin man tinh dugc so sanh v6i nhém chitng
khée manh khi nghién citu st dung don lidu va da liéu. G nghién ctu don liéu, phoi nhidém
vdi desloratadin cao gap 2 1dn & nhém bénh nhin suy thin man tinh nhe va 2,5 1an & nhém
bénh nhan suy thin man tinh trung binh so véi nhém ching khée manh. Trong nghién cttu da
liéu, trang thai &n dinh dat dugc sau ngay thi 11, mic dd phdi nhiém ting 1én 1,5 1an & bénh
nhan suy thdn man tinh nhe va 2,5 1an & bénh nhan suy thdn man tinh trung binh, so véi
nhém ching. G cd hai nghién cifu, thay d8i vé mdc do phdi nhim (AUC va Cma) cla
desloratadin va 3-hydroxydesloratadin khong 1am thay ddi tinh an toan trén IAm sang.

CHI PINH:
Viém mii di ing.
May day man tinh vo cén.

LIEU DUNG - CACH DUNG:

Liéu ding:

Nguoi Ion va tré em tir 12 tudi trd 1én: Udng 1 vién (5 mg), mot 1an mdi ngay.

Viém miii di ¢ng khong lién tuc (triéu chifng xui't hién dudi 4 ngdy mdi tuan hoic dudi 4
tuan) nén dudc theo ddi dua trén ddnh gid bénh st clia bénh nhin va nén ngiing diéu tri sau
khi triéu chitng dudc khic phuc va st dung lai khi bénh xudt hién tr lai.

Trong viém miii di Gng dai ding (triéu ching xuit hién trén 4 ngay mdi tuan hoic trén 4
tuan), c6 thé ti€p tuc diéu tri ddi vi bénh nhan trong giai doan phoi nhiém vdi tdc nhan giy
di ing.

Dang vién nén khong khuyén cdo sit dung cho tré em duéi 6 tudi.

Dit liéu 1am sang cho bénh nhan tudi tir 12 d&€n 17 tudi con han ché. An toan va hiéu qua
ctia desloratadin cho tré em dudi 12 tudi chua dudc nghién citu.

D61 tuong dic biét:

Bénh nhin suy gan, suy thin: Li€u ding cia desloratadin dudc khuyé&n cdo 1a 5 mg, udng
cach ngay.

Cach dung:

DESRATEL dudc st dung dudng udng, mot 1an mdi ngay, khong bi dnh hudng bdi thitc dn.

CHONG CHI PINH:
Main cdm v&i desloratadin, loratadin, hoic bAt ¢t thinh phin nio cia thudc.

CAC TRUGNG HGP THAN TRONG KHI DUNG THUOC:

Khi st dung desloratadin, bénh nhan cé thé bi ciac phin tng qua min nhu sdc phan vé (khé
thd, kho kheé, pht mach), ngra ngdy, phdt ban, may day...

Qud liéu va nhiém doc (bao gdm ca ti¥ vong) di dudc bio cdo & tré nhd dudi 2 tudi dung cic
ché& pham khong ké don chita thudc khang histamin, gidm ho, long d5m va chdng xung huyé&t
mili don thudn hozc phdi hgp dé gidm céc triéu chitng clia dudng ho hip trén. Ciing chua c6
bing chiing cho thdy hiéu qua 16 rang clia cdc ch€ phdm nay & dd tudi dudi 2 tudi va liéu
thich hgp ciing chua dugc cong bd. Vi vy, nén than trong khi ding céc thudc khong ké don
(don thuan hoic phdi hgp) chira thudc khdng histamin, gidm ho, long ddm va chong xung
huyét miii d€ gidm ho, gidm triéu chiing cdm ctim cho tré duéi 2 tudi.

Mic di hi€m gip ngli ga & cdc thudc khdng histamin th& hé 2 hon thé hé 1, song c6 thé xuit
hién & mot s6 bénh nhan, do d6 phdi than trong ddi vdi nhitng ngudi 14i xe hodc van hanh
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mdy. Udng rugu ciing nén trdnh trong khi dung thudc.

DPo6i khi c6 nhitng bdo cdo vé co giat xudt hién & nhitng bénh nhin diung thudc khing
histamin, do d6 ciing cAn than trong khi diing desloratadin cho nhitng bénh nhin c6 tién st
dong kinh.

Desloratadin thdi trit qua thin dudi dang chat chuyén héa con hoat tinh, do dé can luu y
gidm liéu trén bénh nhin suy than. Tudng tu, ciing can gidm liéu desloratadin trén bénh
nhan suy gan.

DESRATEL c6 chita lactose monohydrat, b&énh nhan bi rdi loan dung nap galactose, thi€u
hut Lapp lactase hoic rdi loan hp thu glucose-galactose khong nén st dung.

St dung cho phu ni¥ ¢é thai va cho con bi:

Thoi ky mang thai

Mic du cdc nghién cttu trén dong vat cho thdy desloratadin khong giy qudi thai, song ciing
nén than trong khi dung desloratadin cho phu n&t mang thai.

Thoi ky cho con bui

Desloratadin qua dugc sita me, vi th€ khong khuyén cdo st dung desloratadin cho phu nit
dang cho con bui.

Anh huéng ciia thudc doi véi cong viée (ngudi van hanh mdy méc, dang l4i tu xe, ngudi
lam vi€c trén cao va cac trudng hop khéc):

Trong cdc tht nghiém 1am sang, desloratadin khong dnh hudng hodc c¢6 dnh hudng nhe trén
kha ning 14i xe vd vin hinh mdy méc. Hiu hét cdc bénh nhin khdng bi budn ngl. Tuy
nhién, do ddp tng clia mdi c4 nhan khdc nhau, khuyé&n cdo bénh nhan khong nén thuc hién
cdc cong viéc can tap trung cao dd nhu ldi xe hodc van hanh may mdc, cho d&€n khi x4dc dinh
chic chin ddp ¢ng cia minh.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUGNG TAC
KHAC:

Desloratadin 1am ting nong d6 va ting tic dung clia rugu, thudc khang cholin, thudc tc ch&
than kinh trung wong, thudc e ché& chon loc thu hdi serotonin.

Nong d6 va tic dung clia desloratadin c6 thé ting 1én bdi droperidol, hydroxyzin, chat tc
ché& P-glycoprotein, pramlintid.

Desloratadin 1am gidm ndng d6 va gidm tdc dung cla thudc tc ché acetylcholinesterase,
benzylpeniciloyl polylysin, betahistin, amphetamin, thudc cdm tng P-glycoprotein.

Thitc dn khong 4nh hudng dén sinh kha dung ctia desloratadin.

C6 tiém ning tuong tic dudc dong hoc clia desloratadin vdi cdc thudc 4nh hudng dén enzym
chuyén héa & microsom gan nhu azithromycin, cimetidin, erythromycin, fluoxetin,
ketoconazol. Tuy nhién, khong c6 nhitng thay d6i quan trong nao vé ECG ciing nhu triéu
chitng 1am sing, thay ddi chiic ning song, hay tic dung khong mong muén nao dugc ghi
nhan.

TAC DUNG KHONG MONG MUON:
Thuong gap, 1/100 < ADR < 10/100
Than kinh: Nhitc dau.

Ti€u héa: Khd miéng.

Toan thin: Mét mdi.

Sinh duc: Pau bung kinh.
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Rat hiém gdp, ADR < 1/10000

TAm than: Ao gidc.

Than kinh: Chéng mit, Id md, mit ngd, tAm 1y hi€u dong thdi qu4, co giat.
Tim mach: Tim nhanh, hoi hop.

Tiéu héa: Pau bung, budn ndn, ndn, khé tiéu, tiéu chay.

Gan mat: Tdng enzym gan, tdng bilirubin, viém gan.

Toan than: Phdn tng qud man (nhu s6¢c phdn vé, phit mach, khé thd, ngita ngdy, ban dé va
may day).

Co xuong khép: Nhic gan.

Khong ro

Tim mach: Kéo dai khoang QT.

Gan mat: Vang da.

Da: Nhay cdm dnh sang.

Toan than: Suy nhudgc.

QUA LIEU - XU TRI:

Chua phat hién ra nhitng thay ddi 1am sang dang k& khi dung desloratadin tdi liéu 45
mg/ngay (gap 9 1an liéu diéu tri).

Trong trudng hop qud liéu, diéu tri nhu cdc bién phéap diéu tri thong thudng khic, bao gdm
gidm hap thu va diéu tri triéu chitng. Desloratadin khong dudc dao thii bing dudng thim
phan phiic mac.

Han dung ctia thudc: 36 thing k€ tir ngdy sdn xuat.

San xuat tai: .

CONG TY CO PHAN DUGC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Pudng D17, Khu Cong nghiép My Phudc 1, Phudng Théi Hoa, Thi xa B&n Cit,
Tinh Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

Ngay xem xét sita d6i, cAp nhat lai ndi dung huéng din si dung thudc: 25/09/2017
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