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Hurémg dén str dung thude
DAREQ

Desloratadin Smg - Vién nén boo phim

Dé xd 1t tay tré em
Dpe Ky hedmg din st dyng tewede ki ding

Thih phiin cong thire thude

Mai vign nén bao phim Dareq chita:

Thanl ,u!uh: hogt chdt: Desloratadin 5 mg

Thrn ;:J'mu ti ewgre: Microcrystalin celulose, mannitol, magnesi stearl,
Opadry® Blue, nude, isopropyl alcoliol,

Dang bio chié

Vién nén bao phim hinh trdn, 2 mit 161, mau xanh lam nhat,

Chi dinh didu trj

Dareq duge chi dinh & ngid 1ém vi thanh thigu nién te 12 wii (o 1én dé
lam gidim cde trigu chimg lién quan aén:

- Vigm mii dj img

- May day

Litu hiegng v edch dimgs

Lién iwgug

Neredi b vér thanh thicu nién (5 12 o wra dén)

Diing 1 vién Dareq mdi ngly.

Viém miii dj img gign dogn (cdc trigu chimg xuat hién < 4 ngiy/tuin hojic
< 4 tltﬁu) nén duge didn iri phit hgp dua trén danh gid tién sit hénh cin
bénl nhin v nén nglmg ditu tri khi hét triéu el wmg, 1 didu tei khi (41 xuit
hign trig¢u chimg.

Trong viém mii di (g dai ding (cac trign chimg xuit hi¢n > 4 ngay/wan
vi kéo dai hon 4 tudn), ¢6 thé didn e lign we wong s gian tiép xic v
di nguyén,

Beéanli pldn nhi

Kinh nghié¢m lam sing v& hiu qua khi ding desloratadin & thanh thiéu nién
1ir 12 dén 17 twdi viin con han ché,

Chua e dit ligu nghidn cir v& tinh an tin vi higu qua khi dimg vién nén
bao phim desloratadin § mg & tré em dudi 12 tudi.

Cieh ditng
Dudmg udng, cb thé ding ciing hojc khdng ciing biva an.
Ching ¢hi djnh

Quéd min véi hoat chdt, visi bat eir thinh phin nio cia thude, hode véi
loratadin,

Céinh bido v thin trong khi dimg thube

Thin trong khi ding Dareq & bénh nhin suy thin ning.

Co gidit

‘Than trong khi dimg desloratading & bénh nhin ¢é tién sir gia dinh hojc
tién sir ding thude dong kinh, dge it tré nho thudmg d& bj ddng kinh hon
khi didu tri vii desloratadine. Chuyén vién y té ¢6 thé can nhic ngung dicu
tri v6i desloratadine & bénh nhan di timg bj dong kinh khi dang dicu (.

Sir dyng cho phy niv ¢6 thai va cho con bt

Ll nir o6 thai

Chira thﬁy cic tic hai tnre liép hoic gidn liép dén dac tinh sinh san trong
ciic thir nghi¢m trén dong viit. Mt nghién ciu tién hinh trén 1000 phy nir
¢6 thai cing cho thiy khéng gay dj tat thai nhi hodic dée tinh trén bao thai/
{ré sor sinh. Bé phdng ngie, nén trénh dimg Dareq trong 1lnn ky.

Phit uir cho con bri

Desloratadin qua sita me. Clura rd dnh hurémg cia desloratadin doi vai Iré
so sinh. Vi viy nén quyét dinh ngimg cho con bii hofic ngimg s dung
Dareq sau khi céin nhic Igi ich gifra vige cho con bit v lgi fch cia thude déi
Vi ngudi me.

Kha ndtng sinh san

Clura ¢6 dir ligu vé kha nang sinh sdn cta ci nam lan nir,

Anh hirdng ctia thufic 1én khi néng 18§ xe, vin hainh médy mée

Desloratadin khéng anh ndmg hoje dnh huémg khong ding k& dén kha
ning lai xe va vin hinh miy méc. Hin hét ngudi dimg thude khdng bj
budn nga, Tuy nhién, vi kha niing dap img cia thude dbi vai Wmg cd nbin
13 khéic nhau, nén khuyén cdo bénh nhin khéng nén tham gin vio cée hoat
déng doi hai sir tinh tio, nhu [4 xe hodic van hinh méay méc cho dén khi
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biét ¢hie duge thude khdng anh hudmg dén kha nang 14 xe vii van hinh
may méc.

Tuong tic thude )

Khéng quan sit thay tuong e e y nghia lim sing voi thude desloratadin
Kkhi dimg déng thai vai erviliromyein hofic ketoconazol.

Tve ent

Chic nghién el rong tae thude chi duge thye hién & npwd lan.

Trong mdt thir nghiém duge 1y lam sang cho thﬁy uéng desloratadin edng
visi nrge kKhding 1m Eing nguy co suy yéu hdnh vi do regn. Tuy nhign, cdce
truimg hop klhiong dung nop vil say nego di duge bilo cdo (rong qui trinh
I hinh thude. Cin thin trong khi ding thude dong thisi véri ruow,

Tiie dung khing mong mudn

Tk (6t Wb ser o toions

Trong cic thir nghi¢m lim sing voi cie ehi dinh vé vitm miii di {mg va
miy day tr phat man tinh, véi lidn d& nghj § mg/giy, nhimg tac dung
khiing mong muén do dang desloratadin duge bio clo & 3% bénh nhan vi
cao hom so vii bénh nhan ding placebo. Nhimg tie dung khong mong
mudn thirimg gdp nhiit vai tin sudt eao hon placebo 1 mEt moi (1,224, khé
miéng (0,8%) vi nhitc diu (0,6%),

Eenhoohi

Trong mét thir nghigm Am sing & 578 bénh nhan vi thinh nién, or 12 dén
17 i, cie tie dyng khéng mong mudn tharémg plp nhit 1i dau diu; xay ra
¢ 5.9% binh nhan duge digu 1 bng desloratadin vi 6,9% bénh nhin ding
gia duge,

Biing ligt ké e tée dung khing mang musn

Biing dudi diy cung cdp tin sult cin cdc tde dyng khéng mong mudn duge
héio edo trang sudt qua twinh Tuo hinh thude.

Ciie tin 56 duge xde dinh 1: RAL tnrdmg gl (2 1410), thirdng g3p (2 17100
dén < 1/10), it gdp (= 1/1.000 dén < 1/100), hidm gip (= 1/10.000 dén <
171000 ), it hidm (< 1/10.000) vA clura rd (khéng thé wée tinh tr che dir
lign cé sin).

H§ cor quan Thn suft 1 rée llljllg-l:lﬁllg moni; i
“IIII‘FH
Ko lsam i thiin Ral hidm Ao gific
Chua rd Hinh vi bt thidmg,
kich déng
Roi loan hg thiin Kinh Thuémg g¢dp Pau dau
Rt hiém Chéng mil, budn ngit,
mit ngi, Eing hoat ddng
' tim thin vin ding, co
- eidil
R logn tim Rt hiém Nhanh nhip tim, dinh
tréng ngre
Chua ré Kéo dai khodng QT
| 1 logn titn hién Thirémg giip Khé miéng o
Rilt hiém au bung, budn nén,
nbn, kho tidu, uéu chay
Rbi logn gan midt Rathi¢m Tang cde men gan, ting
bilirubin, viém gan
Chuaro Ving da
| Réilogn da viv md Clura bigt Nhay edm dnh sfing
durdi da
1R lopn md lien kit Rt hi¢m Ban cor
vt mi co xuong
Réi logn chuyén héa Chua o Tang sy thém an (& teé
v dinh dudmg em)
12i logn tedin thiin va Thudmg gip Mgt méi
tai noi ding thude Rét hidm Phan tmg qué min (nhr
soe phin v¢, phin mgch,
khé thér, ngda, phit ban
vi nbi may day)
R Clura rd Suy ninrge
Cie xét nghigm Cliria 1D Thng cén (& (ré em)

Bénh nhi

Ciic 1dc dung khing mong muén khie duge bdo ¢
hinh thude & bénh nhi véi tn sudt chira 16 14 kéo dai
1im, vit nhip tim chim,

Thing bio che bie sy hoge duge s§ cie tde dyng 3
pluii ki ditng Hirde




https://trungtamthuoc.com/

Quéi Nidu va céieh xir tri

Che the dung khéng mong mudn lién quan dén qua lidu, nhur di duge bio
chio trong qué tonh lwu hinh thube, trong tr voi ligu ditu i, nhung mic
dd anh larimg e thé cao hon,

Pidu trf

Khi 6 qué litu, cin nhic dimg cic bién phap chuin dé logi bé philn hogt
chilt clur duge |I"!lp thu, Nén ditu tri rigu chiing va dicu tei ndng dér.
Desloratadin khang diege logi b bang thim phin mau. Chua o ligu co
durgre bai 16t bing thim phan phiic mae hay kliéng.

Trign chirng

Trén m@t nghién e [im sang da licu, sir dung desloratadin 1&n dén 45 ing
{cao php 9 tn lidu lam shng), di khéng quan sit thily biu hign 1dm sing
cun qui liéu,

Eénh anhi

Chc the dyng khing meng mudn lign quan dén qua liéu, nhu di dugs bio
céo trong qué 1nh I hdnh thude, trong tr vai lidu diéu tri, nhung mie
a§ fnh huémg ¢b thé eao hon,

Caie dge tinh duge 1y

Durge e hge

Nham duge 1§ Thude khing histamin - déi khing Hi, mii ATC: RO6A X27
Cor ché hogt djug

Desloratadin 1A thude khing histamin cé tae dyng kéo dii, khmg giy budn
ngu, ¢b lac dung doi khing chon loc die higu trén thy thé Hy & ngoai bidgn.
Sau khi uéng, desloratadin e ché chon lge thy hé histamin Hi & ngoai
bién do thude khé thim vio hi thdng thin kinh trung wong.

Tinh chit chéng dj tmg ciia desloratadin d& duge chimg minh qua cic
nghién et in pitre, Chilng bao gﬁm trc ché sy phing thich cic cytokin gay
viem nlar 1L-4, IL-6, IL-8 va IL-13 0 cédc 1& bo mastbasophil & ngudi,
ciing nhar e ché su bieu hién eia cde phan ur két dinh P-selectin trén ¢ic 1é
hao ndi mé. Sur lién quan lam sing clia nhitng quan st ndy vin con dang
duge xic nhiin,

Higu gud v an todn N sdug

Trong mét nghién eftu lam sing da lidu, sit dyng desloratadin 1én dén 20
mp/nghy trong 14 ngdy, khdng quan sat thiy tie déng teén tim moch ¢d ¥
nghia vé mil lam sang hoac llufmg ké. Trong mot thir nghi¢m duge 1y Km
sing diing desloratadin véi lidu 45 mg/ngay (cao glp chin lin lidu ding
trén 1Am siing) trong 10 ngdy, khéng thiy kéo dii khodng QT..

Khong quan st thiy nhimg thay dbi lam sang liégn quan dén nong do
desloratadin huyét tuang trong nhitng thir nghigm tuong tic da lidu véi
ketokonazol v eryihromycin,

Desloratadin khé thim vio hé théng 1hin kinh trung wong. Trong cdc thir
nghigm 1am sing d6i chimg, st dung lidu khuyén cio 5 mghgiy, 1y 18
budn nga khéng cao hon so véi gia dirge (placebo). Trong cdc it nghi¢m
1m sing sir dung desloratadin vai liéu 7,5 mg/ngiy khong thay inh ludng
dén hoat dong tAm thin vin dong. Trong mot nghién cinn don lidu 6 npudi
¢, desloratadin § mg khéng anh hudng dén cic dénh gia chuin mie vé
thire hign chuyén bay bao gdm giy budn nga hefic nhitng nhiém vy lign
quan dén chuyén bay.

Trong cic thit nghiém duge 1y 1Am sing, ding ddng thisi vai nrgu khong
[am tang suy yéu hinh vi do rugu hofic ting bubn ngt. Khéng thay khic
bigt dang ké v& két qua thir nghi¢m tam thin vin déng giita nhom dimg
desloratadin vi placebo, cho div ding mdt minh hede ding cling vai rugu.
@ nhitng bénh nhin viém miii dj img, desloratadin cé tic dung giam cic
tri¢u chimg nlnr hit hoi, sb miii vi ngia mi, ciing nhir ngim mdt, chay
niwede mit vA dé mit, ngira hong. Desloratadin kiém sodt rigu chimg higu
qui trong 24 gid.

Bénh uli

Higu qua cna thude desloratadin chua dirge chimg minh 16 trong cic thir
nghigm vdi tré em tir 12 dén 17 wbi,

B sung cho phén loai di c6 coa viém miii di img theo mia vi quanh nim,
¢6 thé phén loai viém miii dj img theo cach khic nhur viém mii dj g gidn
doan va viém miii dj tmg dai ding tiy theo théi gian xudt hign trigu chimg,
Viém mili dj img gidn dogn duge xée dinh khi cée tri¢u chimg xudt hign <
4 ngay/tudn hofic < 4 twin. Viem miii dj img dai ding duge xac dinh khi
ciic trigu chimg xudt hign > 4 ngdy/tudn va kéo dai hon 4 tufin,

Desloratadin o6 higu qua trong vide giam ginh nang eha viém mii dj fmg
theo mua nlwr durgre chwimg minh bai lfmg diém thim do chéit lugng cude sdng
lién quan dén vidm miii-két mac. Cai thién Iém nhdt duge ghi nhin ki cie linh
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vire lién quan dén cic vin dé thang thudmg v céc hoal dong hiing ngdy b
gioi han bai cie trign climy.

Da céd sinh 1 hénh tremg by nhau, bt k& nguyen nhén va vi cde bénh man
1inh <6 thé d& dvige chon hom nén iy day i phit man tinh di duge nghign
ciru nlur mdt thie nghi¢m K sang ddi voi bénh may day. Vide gidi phang
Distamin 12 yéu th nguyén nhan cia 13t ¢i cde bénh may day nén desloratadin
duge cho i co higu qud Fm gidm trigu chimg d6i véi cac binh may day
khdic, ngoiti miy day i phat man tinh, nhe duge kinyén nghi trong e
hrémg dan 1im sing.

Trong hai thir nghiém s tudn déi chimg-gia dirge & nhimg bénh nhan bj
may day tr phit min tinh, desloratadin ¢6 higu qua lim giam ngia, giam
Kich @ vii so lugng ban | ngiy sau khi biit ddu didu trj. & mdi thir nghigm,
hign qui ndy kéo di sudt 24 giv gita céc lidu ding. Biéu i vdi
desloratadin eiing eai thién gide ngin v hogt dgng ban ngay.

Darre dgng hge

Hip thit

6 thé phét hién ndng dé huyét lwong cua desloratadin trong vong 30 phit
ding desloratading Desloratadin dugic hdp thu 16t véi ndng do 18i da dat
duge sau khodng 3 gid, thoi gian bin (hai dogn cudi khodng 27 git. Mic
do tich ly coa desloratadin phiv hgp voi thid gian ban thii cia thube
(khodng 27 gitr) vi 1idu domg | Bnngdy. Sinh khi dung eva desloratadin 1y
1€ thuan vai litn dimg 5 mg dén 20 mg,

Trong mdt (it nghigm vé duge dong hoge, cie thong sb leén benh nhan 1
twong, ty vivi nhimg ngaedr vigm mili dj fmg theo mia noi chung, trong 4o
c6 4% déi wgng dat duge ndng 4o desloratadin cao hon. Ty 1§ niy ¢6 thé
thay déi thy theo sic e, Nang d9 desloratadin (i da eao hom glp 3 lin
vio khodng 7 gitr voi (hisi gian bén thii doan cudi kKlioang 89 gitr. Tinh an
todn cin ede dbi tugng ndy khong khic so vii din s6 noi chung.

Phiin bi

Desloratadin gan két vita phai (83% - 87%) véi protein huyét trong. Khéng
cé bing chimg ca sy tich 1y thude (rén 1im sing sau khi udng Tidu hing
ngay desloratadin (5 mg dén 20 mg) trong 14 ngay.

Clayén hiin

Chira xde dinh duge men chiu trich nhiém chyén han desloratadin, vi v
viy chua logi irir hodn todin mol vai luong tae véi cic thute khic.
Desloratadin khdng e ché CYPIA4 hodc CYP2D6 vi ciing khdng phdi 13
chiit nén hode chit @i ché P-glycopratein.

Thai trir

Trong mot nghién ciu lam simg ding 1 ligu desloratadin 7,5 mg, thirc in
(bita sang nhidu chil béo, gidu calo) khong anh huang dén duge déng hoe
ctia desloratadin, Trong mot nghién cirn khdc, khdéng thiy muedc budi dnh
huomg dén dinge dgng hoe cia desloratadin.

Béah wlidn suy thipn

Dirgre dong hoe ctia desloratading & bénh nhan suy than man tinh (CE1)
duge so sanh voi cic doi tugng khde manh trong mdt nghién cir dom ligu
va mét nghién ciru da lidu. Trong nghién cinu don lidu, mite g phoi nhidm
desloratadine & nlwmg bénh nhdn CRI nhg dén trung binh vi ning cao gAp
2 v 2,5 lAn tuong (ing so véi ngudi khod manh.

Trong nghién it da liéu, trang thai dn dinh dat duge sau ngiy 11, mite dg
phoi nhi®m desloratading & nhimg bénh nhdn CRI nhe dén trung binh vi
ning cao gip 1,5 v 2,5 lin wong ung so vai ngudi khoé manh. Trong c4
hai nghién cii, cic thay dbi vé phoi nhiém (AUC vd Cmax) cia
desloratadine vit 3-hydroxydesloratadine khang lién quan ve mit m shng.
Quy cich déng gai: Hép 3 vi x 10 vién nén bao phim

Didu ki¢n bie quan: Bio quin noi kh, & nhigt do khong qua 30°C.

Hin ding ) ) )
36 thdng ke tr ngay san xuiit. Khéng ding thude da hét han sic dung

Titu chudin chiit lwgng ciin thube: TCCS
Tén, dja chi co si sin xult

Sin xufit bi: Iberfar-Inddstrin Farmacéutica, 8.A.
Rua Consiglieri Pedroso, N.° 121-123 — Queluz de Baixo, Barcarena -
2734-501, B Biio Nh

Xufit xudng boi: Delorbis Pharmaceuticals Lid,
17 Athinon str., Ergates Industrial Arca, 20643




