DESLORATADIN ODT §

“Bé xa tém tay tré em
Boc ki hudng dén s dung trude khi dong

Thank phin cang thize thubc: MEivién nén phan tan trong migng chiva:

Thanh phén dwee chit: Desloratadi 5mg

Thanh phén ta duoe: Amino methacrylate copolymer, mannitol, natri starch glyeolat, crospovidon, hvong irdi cay, oxy
53t 6, acid citric monochydrat, natri bicarbonat, sucralose, sellulose vi tinh thé, sific dioxyd keo khan, talc, magnesi
stearat,

Dang baa ché

Vién nén phdn tan trong miéng.

WM& ta: Vign nén hinh by, mau do nhat16m §6m, thanh, canh vién linhian.

ng theo mita & bénh nhan tr 2 twdi rérlén,
ng quanh nam & banh nhan tiy & thang tudi trd lén.

- 5idm tridu chidng trong bénh vigm mai
Céach déng, lieuding

+ Cach dung: Thube o6 thé uéng ciing hodc khaing cing véi blra an, Dt thudc 16n edi va 88 cho vien thubc ri ra trede
khi nubt. 4 thé ubng hodc khdng udng véi nwee, Udng thudc ngay khi boc vign thudc ra khdivi.

+Liudong:

Nguei tén va 1ré em tr 12 tubitrd [8n: Smg/1an/ ngay.

Tvé e tiy 6 3én 11 tudt: 2,5 mg /13n / ngay, nén diing vién voi ham iging phil hop.

Tré em duéi 6 tudi: Khuyén cao ting dang bao ché khac phi hop vii tré.

Bénh nhan suy gan hodc suy than: Lidu khuyén cao: Bmg, ubng cach ngay. Chura oo dik gy vé lidu ding cho ¢ suy
gan hodc suy than.

Ngwir cao tudi: Cae nghlén ol 1m sang khdng o6 a0 s6 fugng nguoi tham gia e 65 tudi trér 1en 48 xac dinh sy khac
1 v Gap (brig clla NgL cao ki so v nguedr tré, Nhin chung, than trang khi chon lidu cho ngud cao tudi do thuemg
o6 suy gidm chire nang gan, than, tim, mac nhidu banh vé str dung déng thol nhidu thubc.

Chéng chidinh

Qud man voi dasioratadin, loratadin hoae véi bat ki hanh phan nas ol thude,

Canh bao vathin treng khi diing thude

B3 o6 bao canv phin tag qua man {bao gdm phit ban, ngira, may day, phil, khé thd') va phan (g phan v& khi ubng
destoratadin, N&U xut hign caciéu ching irén, nglrng ding desloratadin va didu i thay thé thich hop.

Sir dung thube cho phunik c6 thai va cho conbd

- Thevi ky mang thai:

Desloratadin kharg gay 8¢ tinh trén phéi thai chubt & lidu 1én dén 48 mgfkgingay va trén phdi thal thd & lidu 16n dén 60
me/kaingdy. Trong mot nghién ciru don 18, 55 luong trirg khang 1am th ting va s6 gng trimg tam 1, hink thanh thai
gidgm déng chi ¥ & chudt v It 24 ma/kgingay, D4 cé bao cAc vé cho so sinh nhe can va phan tng cham & fidu 9
malkgingay trér 18n. Desloratadin khéng Anh hudng dén str phat tién ciia ché con & lidu 3 mo/kgingay. Tuy nhién,
chua £ nighién et:u Gy a0 va kidm soalat vé st dung desloratadin trén phy nir cé that. Do cac nghién civu vé sinh
s&n trén ddng val x:@:nnu:m (e néo cng diy doan duoc nh huding trén ngudi, destoratadin chi nén siv dung frén phu
niF mang thal khi can thit.

-Thaiky che con bi: .

Besloraladin qua dlge sta me. Vivay, cn can nhic gita loi ich clia thube 451 vd] ba me va nguy co trén tré b me, dé
dwa ra quyétdinh nglng udng destoratadin ho@cngiang ehe con ba.

Anh bwéng cha thude 1&n kha niing 131 xe va van banh may moc

Dura trén cac thir nghiém tam sang, thude khéng cé anh huémg hodic khéng anh hirdng ding k& 18 khé nang 14i xe va
van hanh mdy moc. Bénh nhéan oo thé gap phdi tink trang ngt ga. Tuy nhién, do sy khac hibt gitva cac ca thé trong am_u
(xng v&| thube, khuyén cae bénh nhan khdng 18i xe hodc van hanh may mdc cho téi khi biét 1o dép g cha chinh ho 66
varithude,

Fwongtac, twong ky ciiathudc

* Tuong tac cia thudc:

- Thuéc (rc ché cytochrom P450 2A4: Trong cac nghién ot 1am sang ¢4 481 ching st dung dbng the desloratadin vl
ketoconazol, ms;g.o,.nmomp azithramycin, néng 64 destoratadin va 3 hydroxy desioratadin trong huydt tuang Eng lén
nhirng khéng cd thay ddilam sanglién quan.

- Fluoxelir: Trong c4c nghién ot 1am sang cb dé ching, sir dung 8dng thet desioratadin va fluoxetin (thube 0s ché tai
nap thu shon lac serotonin lam ting ndng d6 desloratadin va 3 hydroxy desloratadin trong huyét frong nhung khang
o6 thay ddilam sang lién quan.

- Cimetidin: Trong cac nghién ciku 1am séng co ddi chitng, st dung dbng thei desloratadin va cimetidin (hude khang
histamin H2) am t&ng néhg 46 desloratadin va 3 hydraxy destoratadin trong huyé! trang nhung khong co thay 4&ilam
sang fign quan.

*Tuerng ky otia thubc: Do khdng 66 céc nghign ciru vé tiah fwang ky cla thude, khéng trén Hin thudc nay voi cac thube
khae,

Tae dung khéng mong mudn cha thude

-Thieng gap, V100<ADR < 1/10:

R&l{oan hé than kinh: Nhivc dau,

Rt loan hé tigu hda; Khé migng.

Réi loan chung: Mét mi
- Réthiémgap, ADR < 1/10000:

Rdiloan tam thar: Ao gisc.

Réiloan hé than kinh; Chéng mat, ngli ga, mAtngu, ting déng, co gist.

Rdi loan tim: Nhip tim nhanh, danh trdng nguc.

Réiloan tidu hda: Pau bung, budn ndn, ndn, kho tisu, tiéu chay.

Réitoan gan mat: Tang men gan, téng bilirubin, vigm gan.

Réi loan co xuong khépva cac mb 1n két Bau co.

Ré&t ioan chung: Phan ng qué man (phan vé, phi mach, khd thi...).

- Thn suét khong rd (khong xacdinh dwoctrén div ligu hién cd):

Rétloan chuyén héa va dinh dudmg: Tang thém &n.

RAiJogn tam than: Hanh vi bitthirong, gay sy

Réiloan tim; Kéo dai khoang QT.

Réiloan gan mat: Vangda,

Réiloan coxrong khop va cAc md i4n két: Nhay cam anh séng.

Réiloanchung: Suy nhugc, lang can,

- Huwéng dén cach x{ tri tac dung khdng mong miubn:

Ngleng thudc va didutr thay thé néu can. .

Thong bao cho bac s§ hodic durgre 8§ nhilng tac dung khdng mang mudn gap phai khi st dung thube.

Qud libu va cachxirtri

- QU l1du: Cae the dyng bt g lien quan dén qua lldu twong ty nhir séc tdc dung bét ig & lidu didu trf, nhung mire 46 ¢6
thé pang hon. Trong trén mit thir nghiém 14m sang nhidu lisu, vi iy desloratadin 45mg {gép 9 tn béu thuang dung),
khéng quan sat dugc cac irigu chivng Hm aéng lign quan.

- Cdch X0 trl: Trong treomg hop qué fidu, xem xét cac bign phép 04 loal bd desioratadin chura duge hap thu trong da
day. Didu tri b Irg va didu tr tridu chimg néu cén. Khéng loai duge desioratadin bing thém phéin mau, khdng 16 co loai
duge desloratadin béng thdm phan mang bung khéng.

Bactinh dwes lwe hoo
Nhom dugej: thube khang
Coché hoai déng
Desloratadin 1 thudo khing histamin, It cé tac dung trc ché thén kinh trung wong, co tac dung kéo dai viri hoat tinh
khang chon lgo receptor H1 ngog 1. Sau khi ubng, desloratadin khdng chon lgc receptor HT ngoal bign do
desloratadin khé tham nhap vao hé thin kinh trunguwong.
Desloratadin 83 duoc chirng minh o6 dac tinh chdng di img tr cac nghién clry in vitro, bao gbm: lro ché suy gl phong
caie eytokin idn vidm nhw 1L-4, IL-6, [L-8 v& IL-13 £ té bao mast clia ngudi, oiing nhir (s ché sw biéu hién cta P-
selectin trén té bao ndi mac. Sy lién quan lam sang clia nhirng quan sat nay van dang duo'c xés nhan.

Higu quétam sang va antoan

Trong mat thir nghiém lam sang da liéu, ding 20 mg desloratadin / ngay trong 14 ngay, khang thiy b tac dung 1n tim
mach lién quan Gén thing k& hoac m sang. Trong mat thir nghiém dugc ly |am sang stk dung ibu 46 mg desloratadin/

ngay {gap 9 14n ibu lim sang) irong 10 ngéy, khing thay kéo dai kheang QTc.

Khiong oo thay d8i lizn quan dén 1am sang v& ndng 48 trong huydl eong cia desloratadin duge quan st trong ods the
nghiém teong tac véi ketoconazo! va erythromycinda Bu.

Desloratadin khé tham nhép vao hé than kinh trung wang. Trong céc thiv nghiém 1am sang co kiém sodt, véi lidu
khuyén cao a5 mg / ngay, Iy 1& ngd ga twong dweng so voi gia dupc. Desloratadin ding voi ligu don 7,5 mg / ngay,
khiing dnh huéng dén wc Hign tam than van dong trong céc thiy nghiém im sang. Trong mdt nghign ciu don figu
Gurcre thpc hien & ngudt lon, desloratadin 5 mg khong anh huéng dén giot han chuln ofia quy trinh bay, bao gbm
khang lam tiing mire 86 cila corm budn ngi chil guan hodc khdng anh hwdng dén cée bai thp ien quan dén bay.

Trong cac thix nghism dugc Iy lam sang, phéi hop desloratadin vl regu khong lam ting téc dung 1am giam kha néng
haat dng cla rou 6én nguw uéng hoic tang buén ngé. Khéng cd sy khac bigt dang ké 42 duoc tim thay trong cac

kit qud thir nghidm tam than gitsa nhém desloratadin va nhom gia duge, sho di ding desloratadin mt mink hodc voi
wou. .

& nhizng bénh rhan bi viem mii d (ng, destoratadin c6 higu qud trong vige lam gidm cac trigu ching nhie hét hoi, chay
nirde mii va ngire, cling nhw nglra mat, chdy nudc mat va dd mét, nalra vom migng. Desloratadin Kigm soat trieu
ching hiéu qué trong 24 gidr.

Tréem

Higu qua cia deslorata
171wdi
B3¢ tinh duge dgng hoo

Hapthu

Hang 38 desloratadin trang Auybt trong co1hé xulithign trong vang 30 phit sau khi udng.

Desloratadin dugc hap thi tt, thi gian dat ndng a6 t5i da khoang 3 gitr; thoi gian ban thal pha cudi 12 khoang 27 gitr.
Mire 09 Lich 1y ciia desloratadin phll hop véi thv gian ban thii ca desloratadin (khodng 27 gid) vé tan suit dang
thudc méi ngay mét lan. Sinh kha dyng cla desloratadin ty 18 voiliéd trong khoang tr 5 mg dan 20 mg.

Trong mét thir nghiém dure d8ng hoc trén guan thé bénh ahan o6 die dism nhan khiu hpetuong dureng voi quén thé
viém mii dj img theo miia ndi chung, 4% 86! trong dat dwec ndng 40 desloratadin cac hon. T 18 ndy cb thé thay adi
iy theo dan tae. Nbng dd desloratadin 18 da cao hon khoéng 3 14n trong r:Omnm 7 gi& v&i thovi gian ban thai pha cudl
khodng 89 gitr. Ho soran toan cisa nhing 841 tugmg nay khong khde bigt so véi guan thé chung.

Phan bd

Desloratadin 1167 két vai protein huyét trang khodng 83% - B7%. Khéng 5 biing chizng vé sy tich 1By thudc c6 kén
quan Mm: 1am séng sau khi dung litu desloraladin hang ngay {5 mgdén 20 mg) trong 14 ngay.

Chuyénhoa

Enzym chju trach nhigm chuyén hoa desioratadin chura duoe xac dinh va do 45, mét sé twong tac véi clc thude khie
khéng thé loai triz hoan toan. Desloratadin khong e ché CYP3A4 in vivo va cac nghién civ in vitro 88 chl ra rang
desloratadin khang e ché CYP2D6 va khong phaila chat ndn cling khdng phaila chit ie ché P-glycoprotein.

Thaitely

Trong mdt thiv nghiém don lidu, st dung fibu 7,5 mg desioratadin, thiyc phdm {blra séng nhiéu eht béo, nhidu calo)
khong &nh huéng Jén vide stk dung desloratadin. Trang mél nghién ciru khéc, nude ép budi khong anh hudng dén
chuyén hoa thai tnr desloratadin.

Bénhnhansuythan

Duee d6ng hoe clia desloratadin & bénh nhan suy than man tinh {CRI) duge so séinh wi cac @i lrgng khde manh
trong mét nghién ciru dom Bbu va Mot nghién olu da Hu. Trong nghign ol don lidu, mikc @8 phoi nhigm v
desloratadin cao hon twong (rng khodng 2 va 2,5 1n & nhiing ngwdi eé CRinhe dén trung binh v ndng, sovéi ngw
khée manh. Trong nghign ciru d2 lidy, trang thai 8n dinh 62 dat duoc sau ngay th 11, va so véicac a6i twgmg khoe
manh, mire 68 phot nhidm voi desloratadin cao han ~ 1,5 ln & nhiing nguai co CRI ahe @én trung binh va cao hon ~
2,5 lan & nhing ngudi cé CRI ndng. Trong cé hai nghién ¢y, nhirng thay ddi vd phot nhidm (AUC va C max ) cla
desloratadin va 3-hydroxydesloratadin khéng lién quandén lam séng.

Quy cach d6ng gét N

Hop 6% 10 vign, Kém theo 1 hurdng dn st dung bén irong hop.

Biéu kién bao quan, han dang, tidu chudn chét ivong thude

&n bao quan: Noi khd, nhigtdd khong qua 30°C

- Han diing: 24 thang k& i ngy san xudt,

-Tigu chuan chatlwgng thube: TCCS.

F&n, dia chi clia co s& sén xuat

Tén cosd san xuat: CONG TY CO PHAN DUGC PHAM ME DI SUN

Bia chi: 56521, khu phé An L, phudng Hoa Lyl, thi xa Bén Cat, finh Binh Duang

S6 dién thoai: 0274 3589 036 Séiax: 0274 3580 297

[

tamin - thudc khang H1, maATC: ROGA X27

chira dwgc chivng minh rd réng trong 63 thie nghidm véi bérh nhan vithanh nign tr 12 dén




