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Composition: Each film coated tablet contains: Desloratadine 5 mg.

Excipients: See package insert.

Indications, Contra-Indications, Posology and Administration, Warnings and Precautions

for Use, Undesirable effects: See package insert.
Storage: Store below 30°C, in a dry and cool place.
KEEP OUT OF REACH OF CHILDREN.

Read carefully the package insert leaflet before use.

2 Blisters x 10 Tablets

Legydev 5 mg
Film Coated Tablets
Desloratadine 5 mg

kém theo.

SPK: XX-XXXX-XX. Hoat chét: Desloratadin 5 mg/vién. Quy cach déng
g6i: Hop 2 vi x 10 vién nén bao phim. S5 16 SX, NSX, va han ding xem:
“BIN, "MFG" va "EXP” trén bao bi. Bao quan dudi 30°C, & noi khé rdo
va thoang mét. Chi dinh, chéng chi dinh, cach ding, lidu diing, tac dung
khéng mong mudn va cac ddu higu cin Ieu ¥ Xem trong tér huémg din
sir dung. Cac thong tin khéc @& nghj xem trong t& hurémg dén st dyng

Dé xa tAm tay tré em. Doc k§ hwéng din sir dung trweée khi ding.

San xuét tai Thd NhT Ky béri:

DEVA HOLDING A.S.

Cerkezkoy Organize Sanayi Bolgesi, Karaagac Mah.,
Ataturk Cad. No: 32 Kapakli/Tekirdag - TURKEY (Thé
Nhi Ky)
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Doc kj huwéng din si dung truwdc khi ding. Néu cin thém thong tin xin héi j kién bdc sj. Dé

thudc ngodi tam tay tré em.

Legydev S mg
Vién nén bao phim
Desloratadin 5 mg/vién

Thanh phén:

M0i vién nén bao phim cé chia:

- Hoat chat: Desloratadin 5 mg.

- Ta diwrge:
+ L&i vién: Calci hydro phosphat dihydrat, tinh bét, celulose vi tinh thé (PH 102), talc,
natri stearyl fumarat.
+ Bao phim: Opadry 11 32K20782 mau xanh.

Dac tinh dwge lyc hoc:

Nhém duge 1y diéu tri: Céc thude khang histamin khéc dung toan than.
Ma ATC: RO6AX27.

Desloratadin 1a mét thude dbi khang histamin tdc dung kéo dai, khong gdy an than vé&i hoat tinh
ddi khang manh va chon loc thu thé Hi ngoai vi. Sau khi udng, desloratadin trc ché chon loc cac
thu thé histamin H; ngoai vi do thudc bi ngin can khong di vao hé than kinh trung uong.
Desloratadin di dugc ching minh la c6 dic tinh chdng di tmg trong céc nghién ctu in vitro. Dic
tinh ndy bao gom (¢ ché giai phéng cac cytokin tién viém nhu IL-4, IL-6, IL-8 va IL-13 tir dudng
bao/bach cau i kiém & ngudi ciing nhu tre ché bidu hién cua phan tir két dinh P-selectin trén cac
té bio ndi mo. Y nghia 1am sang cta cac dic tinh nay van cdn duoc khing dinh.

Trong mét thir nghiém 1am sang sir dung da liéu desloratatine véi lidu 1én t6i 20 mg duoc dung
hang ngdy trong 14 ngdy, khéng ghi nhan anh huéng trén tim mach nao ¢d y nghia thdng ké hoic
lam sang. Trong mot thtr nghiém duge ly 1am sang trong do desloratadin duoc dung voi licu 45
mg hang ngay (cao gip 9 lan lidu thong thudng) trong 10 ngay, khong quan sat thdy hién tugng
kéo dai khoang QTc (khoang thoi gian tir song Q den song T trén dién tdm do).

Khéng ghi nhén thay ddi ¢6 y nghia ldm sing nao vé ndng dé desloratadin trong huyét tuong trong
cac thir nghiém tuong tac thude sir dung da liéu ketoconazol va erythromyein.

Desloratadin khong thdm nhap vao hé than kinh trung wong. Trong céc thir nghiém lam sang ddi
chimg, & muc liéu dé nghi 5 mg hang ngay, ty 18 ngd ga & nhém dung thube khdng cao hon so véi
nhém dung gia dugc. Desloratadin liéu don 7,5 mg mdi ngay khdng anh hudng dén chic ning tim
thdn vén d(‘)ng trong cac thir nghiém lam sang. Trong mét nghién ctru ldm sang su dung don liéu
cho ngudi 16n, desloratadin 5 mg khong anh hudng dén céc két qua danh gia hoat dong bay nhu
tang budn ngi hoic cac thao tac lién quan den hoat dong bay.

Trong céc thir nghiém duoc ly 1am sang, udng desloratadin cting véi rugu khéng lam ting tic
dung lam giam néng luc hoat dong ciia rugu hodic khéng lam ting budn ngti. Khéng phét hién thay
su khac biét dang ké nao trong cac két qua danh gla tdm than vdn dong gitra nhém sur dung
desloratadin v&i nhém diuing gia duge khi udng cliing véi rugu hodc khong.

Trong mét thir nghiém dugc ly 1dm sang, udng desloratadin cling véi rugu khong anh hudng dén
tac dung lam giam nang luc hoat dong clia rugu.

O bénh nhén viém mii dj ing, desloratadin ¢6 hiéu qua trong viée lam giam céc triéu ching nhu
hit hoi, chay nudc miii va ngua, nghet mili cling nhu ngtra mét, chay nudc mét, do mét va ngta
vom miéng. Desloratadin kiém sodt hiéu qua cac triéu ching trong 24 gio. Hi¢u qua cta vién nén
desloratadin chua dugc chimg minh rd rang trong céc thir nghi¢m trén ¢ \’J ?
thiéu nién tir 12 dén 17 tudi.




Ngoai vigc phan loai thanh viém mii di ng theo mua va quanh ndm, ¢6 thé phan loai viém mi di
{rng thanh viém mii di ing theo dot va viém miii di ing dai dang thy theo thoi gian biéu hién tridu
chimg. Viém miii di ung theo dot dugc dinh nghia la tinh trang viém mii di img ¢ biéu hién triéu
chimg dudi 4 ngdy moi tudn hosc kéo dai dudi 4 tuan Viém mili di (mg dai ding dugc dinh nghia
a tinh trang biéu hién trigu ching tir 4 ngay tr&r 1én mdi tudn hodc kéo dai trén 4 tuan,

Desloratadin c6 hi¢u qua trong viéc lam giam nhe tinh trang viém miii di Gmg theo miia, thé hién
qua tong diém sb danh gia chét luong cudce song khi bi viém mii-viém két mac. Murc do cai thién
tét nhat duoc ghi nhin & céc van dé thuc té va cac hoat dong hang ngay bi han ché boi céc tridu
ching.

May day tu phat man tinh d& dugc nghién cru nhu mot mé hinh lam sang ctia tinh trang may day
do co ché bénh sinh tuong tu nhau bét ké& nguyén nhan gy bénh, va do b¢nh nhén mac bénh man
tinh ¢6 thé tuyén chon dé& dang hon. Do phan (ing giai phéng histamin la yéu t& nguyén nhan clia
tt ca cac tinh trang may day, desloratadin dugc cho 1a ¢6 hiéu qua trong viée giam nhe tri¢u
ching trong céc tinh trang may day khéac ngoai may day tu phat man tinh, nhu khuyén cdo trong
céc hudéng dan 1dm sang.

Trong hai thir nghiém lam sang c6 ddi chimg kéo dai 6 tudn duoc tién hanh trén bénh nhin b may
day tu phat man tinh, desloratadin c6 hiéu qua trong viée lam giam ngira, giam kich thude va sb
lugng nbt may day tai thoi diém két thic lidu dau tién. _Trong moi thir nghiém, hiéu qua cia thude
duogc duy tri trong khoang thoi gian 24 gio gilia cac lidu. Tuong tu nhu cac thir nghiém véi thude
khéng histamin khac trong diéu tri may day tu phat man tinh, ty 1& nho bénh nhén duoc xéc dinh 12
khong dap tmg véi thude khang histamin bi loai trir khoi nghlcn ctru. Tinh trang cai thién tricu
chitng ngira trén 50% duoc ghi nhan trén 55% bénh nhin diéu tri bing desloratadin so voi 19% ¢
nhém dung gia dugc. Diéu tri bing desloratadin cling lam giam rd rét anh hudng dén gidc nga va
cac hoat ddng ban ngay str dung thang 4 diém dé danh gia.

Dic tinh duwgce dong hoc:

Cac ddc tinh chung:

- Hdp thu:

Desloratadin dat ndng do cé thé phat hién duoc trong huyét tuong trong vong 30 phat sau khi si
dung. Desloratadin dugc hép thu tt véi ndng do dinh dat duoc sau khoang 3 gio; thoi gian ban
thai pha cudi 1a khoang 27 gio. Muc do tich liiy desloratadin pht hop véi thoi gian ban thai cua
thude (khoang 27 gio) va ché dd lidu ngay mot 1an. Sinh kha dung ctia desloratadin ty 1¢ véi licu
dung trong khoang lidu tir 5 mg dén 20 mg.

- Phén bé:

Desloratadin gin két & mic do trung binh (83%-87%) VGi protein huyet twong. Chua cé bing
chimg vé tich ldly thude trén ldm sang khi dung ché do lidu ngay mot lan (5 mg dén 20 mg) trong
14 ngay.

Trong mdt thir nghi€ém 1am sang so sanh anh hudng cua dic diém nhan khau hoc ciia bénh nhén
viém mili di tmg theo mua, 4% bénh nhan dat ndng do desloratadin cao hon. Ty 1¢ nay c6 thé thay
dbi theo yéu td chiing toc. Nong do dinh cua desloratadin cao gdp gin 3 1an tai thoi diém khodng 7
gi® voi thoi gian ban thai pha cum la gin 89 gio. Dt liéu vé do an toan & nhiing ddi tuong nay
khong ¢6 su khac biét so voi quan thé chung.

- Chuyén hoa:

Enzym chiu trach nhiém cho chuyén héa ca desloratadin van chua dugc xac dinh. Do do, khong
thé hoan toan loai trir mét sb twong tac véi cac thude khac. Cac nghién ctru in vivo véi cac thude
tre ché dic hidu CYP3A4 va CYP2D6 cho thdy céc enzym nay khong anh hudng dén chuyén hoa
desloratadin con cac nghién clru in vitro cho thdy desloratadin khong (rc ché CYP3A4 hoic
CYP2D6 ciing nhu khong phai co chat hay chat trc ché P-glycoprotein.

- Thai trie:

Trong mot thir nghiém st dung don lidu 7,5 mg desloratadin, khéng phat hién thdy anh huong clia
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thirc #n (bita sdng giau chét béo, nhiéu ning lugng) dén dao thai desloratadin. Trong mot nghién
ctru khac, nudce ép budi khong anh hudng dén thai trir thudc.

Chi dinh diéu tri:

Desloratadin duge chi dinh cho ngudi 16n va thiéu nién tir 12 tudi trd 1én dé lam giam céc triéu
chimg lién quan dén:

- Viém mii di ing (xem muc Pic tinh duge luc hoc).

- May day (xem muc DPdic tinh duge lyc hoc).

Liéu lrgng va cach ding:

Nguoi I6n va thiéu nién (12 tudi tré lén):

Liéu dé nghi cua desloratadin 14 1 vién, ngay 1 lan.

Viém miii di ung ting dot (biéu hién tridu ching dudi 4 ngay/tudn hodc dudi 4 tuan) cdn duoc
kiém soat theo tién sir bénh ctia bénh nhan, nén ngiing diéu tri sau khi hét triéu chimg va st dung
thude trdr lai khi triéu ching tai phat. Vi viém mii di ang dai déng (biéu hién triéu chimg tur 4
ngay tré 1én mai tuan hodc trén 4 tudn), cé thé diéu tri lién tuc trong céc giai doan phoi nhiém di
nguyén.

Bénh nhdn nhi:

M¢éi chi ¢6 kinh nghlem han ché tir thir nghiém lam sang vé hiéu qua cta viée st dung
desloratadin & thiéu nién tir 12 dén 17 tudi (xem muc Téc dung khong mong mudn va Dic tinh
dugc luc hoc).

D6 an toan va hidu qua cta vién nén bao phim desloratadin & tré em dudi 12 tudi chua duge ching
minh. Chua ¢o6 dir ligu.

Cach ding:

Dung theo dudng udng.

C6 thé udng thude trong hodic ngoai bita an.

Chdng chi dinh:
Qua man vai desloratadin hodc bat ky thanh phan nao cta thude.

Nhirng canh bao diic biét va thin trong khi sir dung

Hi€u qua va do an toan ctia vién nén desloratadin ¢ tré em dudi 12 tudi chua dugce chimg minh,
Bénh nhan mac cac bénh di truyén hiém gip khong dung nap galactose, thiéu enzym lap lactase
hozc rbi loan hap thu glucose- galactose khéng nén str dung thudc nay.

Trong truong hop suy thdn néng, can than trong khi stir dung desloratadin.

Thanh phén vién nén desloratadin ¢é chira lactose monohydrat. Can luu y dén diéu nay khi sur
dung cho bénh nhan méic bénh déi thdo duong. Bénh nhan mic céc bénh di truyén hiém gip khong
dung nap galactose, thiéu enzym lap lactase hodc rdi loan hip thu glucose-galactose khong nén sir
dung thubc nay.

Twong tac véi cac thube khic va cic dang twong tic khie:

Chua phét hién thdy tuong tic c6 y nghia lam sang véi desloratadin khi sir dung ciing véi
erythromycin hodc ketoconazol.

Trong mot thir nghiém duoc ly 1am sang, udng desloratadin cling v6i ruou khdng anh huéng dén
tac dung lam giam niing luc hoat dong clia rugu.

Desloratadin tuong téc véi cac thudc tranh thai ding theo dudng udng. Do dé, nén dp dung cac
bién phép tranh thai thay thé khac ¢4 hiéu qua trong qua trinh sir dung desloratadin.

Swr dung cho phu nir ¢6 thai va cho con bi:
Khivén cdo chung:
Phan loai mirc do anh huong dén thai: Nhom C.
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Phu nit trong d6 tudi mang thai/tranh thai:

Desloratadin tuong téc véi cac thude tranh thai ding dudng udng. Do dé, nén 4p dung cdc bién
phép tranh thai thay thé khac c6 hi¢u qua trong qua trinh st dung desloratadin.

Phu nit o thai:

Mot lugng 16n dir liéu trén phy nir mang thai (hon 1.000 truong hop) khéng cho thdy kha ning
gdy di tat hodc gdy doc vdi thai/tré so sinh cia desloratadin. Cdc nghién ciu trén dong vat khong
cho thiy tac dung gay hai truc tiép hay gian tiép nao dbi vai sinh san. Nhu mot bién phép phong
ngtra, nén tranh str dung desloratadin trong thai ky.

Phu nit cho con b

Desloratadin da dugc phat hi¢n ¢ tré so sinh/nhii nhi bi me¢ ma ngudi me dung thudc. Chua rd anh
hudng cia desloratadin trén tré so sinh/nhii nhi. Phai quyét dinh ngimg cho con ba hoic nglmg
diéu tri bang desloratadin dua trén can nhic loi ich ctia viéc bt me ddi véi té va loi ich cua thude
d6i v6i ngudi me.

Anh hwéng dén kha nang sinh san:

Chua c6 dir liéu v& anh hudng cta thude dén kha ning sinh san & nam gi6i va nit gi6i.

Anh huéng dén kha ning lai xe va vin hanh may moc:

Chua ghi nhén anh hudng nao cia desloratadin den kha néng lai xe va van hanh may moc. Tuy
nhién, can thong bio cho bénh nhan biét rang mot sb rt hiém ngudi bénh gip phai tinh trang ngu
ga khi dang dung thude, ¢6 thé anh hudng dén kha ning 1ai xe hodc van hanh mdy méc.

Téc dung khong mong mudn:

Tém tit vé dé an toan:

Trong céc thir nghiém 1am sang véi cac chi dinh bao gdm viém miii di (ng va may day tu phat
man tinh, khi dung liéu d& nghi 5 mg hang noay, céc tac dung khong mong mudn duge ghi nhin &
nhém sir dung desloratadin cao hon 3% so v6i nhém ding gia duge. Cac tac dung bat loi hay giip
nhéit di duoc ghi nhan [a mét moi (1,2%), kho miéng (0,8%) va dau déu (0,6%).

Bénh nhén nhi:

Trong mot thir nghi€ém lam sang trén 578 thiéu nién tir 12 dén 17 tudi, bién b bat loi hay gdp nhat
[a dau diu xuit hién & 5,9% bénh nhén diéu tri bang desloratadin va 6,9% bénh nhédn dung gia
duoe.

Cac phan (g bit loi:

Tén suét phan (g bét loi khi ding desloratadin trong céc thtr nghiém 1am sang duge ghi nhin la
cao hon so v6i dung gia duge. Céc tic dung khéng mong mudn khéc ghi nhin trong qua trinh theo
dai sau khi thude duoc luu hanh duge lidt ké dudi day. Céc mic tin suit duge dinh nghta nhu sau:
Rét hay gap (= 1/10), hay gap (= 1/100 dén < 1/10), it gap (= 1/1.000 dén < 1/100), hiém gip (=
1/10.000 dén < 1/1.000), rit hiém gip (< 1/10.000), chua rd tin suat (chua thé ude luong duoc tan
sut tir dir liéu hién co).

Réi loan tam than:

R4t hiém giip: Ao giic.

R&i loan hé than kinh:

Hay giip: Pau dau.

Rét hiém gip: Chong mat, ngl ga, mét ngu, cuong tdm than vén dong, dong kinh,

Réi loan tim:

Rét hiém gap: Nhip tim nhanh, trong nguc.

Chua 1 tan suit: Kéo dai doan QT.

Réi logn tiéu héa:

Hay gép: Kho miéng.

R4t hiém gip: Pau bung, budn ndn, ndn, khé tiéu, tiéu chay.

Réi logn gan mdt:

Rét hiém gip: Tang men gan, ting bilirubin, viém gan.
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Chua r8 tin suét: Vang da.

Roi logn da va mé duwdi da:

Chua 5 tAn sudt: Nhay cam vdi 4nh séng.

Réi logn co xwong va mé lién két:

Rét hiém giip: Pau co.

Réi logn toan thén va phdn ting tai vi tri siv dung:

Hay gép: Mét moi.

Rét hiém gip: Cac phan tmg qui min (nhu phan vé, phi mach, kho the, ngla, phat ban va may
day.

Chura r3 tan sudt: Suy nhugc.

Bénh nhin nhi: Céc tdc dung khong mong muon khic dd dugc biao cdo sau khi thude duge luu
hanh & bénh nhan nhi véi tan suit chua 13 bao gdm kéo dai doan QT, loan nhip tim va chdm nhip
tim.

Théng bdo cho bdc sy bt ky tic dung khéng mong mudn naio gdp phdi khi sir dung thubc.

N\
Qus liéu va Xir tri: ; )\\\
Cac bién cb bt loi lién quan dén qua lidu ghi nhén trong qua trinh sir dung sau khi thude duoe luu ‘
hanh tuong tu nhu khi ding cac mirc lidu diéu tri nhung mirc do anh hudng ¢6 thé 16n hon. ffﬁ./:i
Diéu tri: \/

Khi xay ra quéa liéu, cAn can nhic ap dung céc bién phap thuong quy dé loai bé phan thube chua”

hip thu ra khoi co thé. Khuyén céo dleu tri triéu chimg va hé tro.

Desloratadin khong duoc logi khoi tudn hoan qua thAm phan méu. Chua r& thim phan mang bung

c6 gitip loai bo thude khoi tudn hoan hay khong.

Triéu chimg: Trong mot nghién clru 1am sang st dung da liéu desloratadin t6i 45 mg (gdp 9 lan

lidu diéu tri), khéng ghi nhan anh hudng lién quan ndo trén lam sang.

Bénh nhan nhi: Cac bién cd bat lgi lién quan dén qu4 licu ghi nhan trong qua trinh str dung sau khi
thuée duge luu hanh tuong tu nhu khi ding cdc mirc lidu didu tri nhung muc do anh hudng co thé

16n hon.

Twong ky:
Khéng ap dung.

Han dung:
24 thang ké tir ngay san xuat.

Bdo quan:
Béo quéan dud6i 30°C, ¢ noi kho réo va thoang mat.

Dong goi: .
Hop 2 vix 10 vién. TUQ.CUC TRUJNG

P.TRUGNG PHONG ]
Sén xudt tai Thd Nhi Ky boi: SPham Ghi Vin Hand
DEVA HOLDING A.S. ‘ PR
Cerkezkoy Organize Sanayi Bolgesi, Karaagac Mah., Ataturk Cad. No: 32 Kapakli/Tekirdag -
TURKEY (Thé Nhi K3)
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