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https://trungtamth %ﬁ&mﬂn sit dyng trirdic kii ding. Néu cdn thém thing tin xin hdi § kién bic sp. Dé

tay iré em.

Legydev 3 mg
Vién nén bao phim
Desloratadin § mg/vién

Thanh phin:

MG vién nén bao phim c& chira:

- Hogt chat: Desloratadin 5 mg.

- T dhigre:
+ Léi vién: Calei hydro phosphat dihydrat, tinh bot, celulose vi tinh the (PH 102), tale,
natri steary| fumarat.
+ Bao phim: Opadry 11 32K20782 mau xanh.

Bie tinh dwge lye hoe: .

Nhom duge Iy diéu tri: Céc thude khing histamin khic ding toan thin.
ME ATC: ROBAX2T.

Desloratadin & mét thuée déi khang histamin tic dung kt:n dii, khdng giy an thin vi&i hoat tinh
ddi khing manh v chon lge thy thé Hy ngoai vi. Sau khi uunl.,, desloratadin fre ché chon lge céc
thy the histamin H; ngogi vi do thudc bj ngin cin khing di vio hg thin kinh trung weng.
Desloratadin dﬁ durpe ::]'lung minh 1 cd dic tinh n:lmng dj (g trong cic nghidén ¢l in vitre, Bjc
tinh niy bao gom (e ché gml thng cic ::.-'t-n]-.m tien viém nhur [L-4, IL-6, 1L-8 v [L-13 tir duimg
biobach céiu di kidm & ngudi uunj:, nhur ire ché bicu hu;n v:ua phén ol két dinh P-selectin trén cic
té bao nji mo. ¥ nghia lim sng cia cic dic tinh ndy vin cin duoe Iv:I'LE.m.i dinh.

Trong m:‘}t thir nghm?,'m lim sang sir dyng da lidu desloratatine v ligu 1én tai 20 my duge ding
hang ngay trong 14 ngay, khdng ghi nhiin inh hudng trén tim mach ndo ¢d ¥ neghin I!|u.1n|=_ ké hodc
lim sang. Trong mdt thir nghi¢m duge 1y 1am sang trong dé desloratadin duge ding vi lidu 45
mg hdng ngiy (coo gup 9 lin ligu thung thuomg) Lrnng 10 ngw khung quan st !ha:.r hign tugng
kéo dai khodng QTe (Khodng thii gian tir séng dén song T trén dign tim do).

}{hung ghi nhiin thay doi co } ngliﬁa lam sang néo vé nong 46 desloratadin trong huyét tromg trong
cac thir nghiém twong tae thude sir dung da licu ketoconazol va ervihromycin.

Desloratadin khéng thim nhéip vao hé thin kinh trung wong. Trong cde thir nghiém lim séng di
chimg, & mire liéu dé nghj 5§ me hang ngay, ty 1€ ngu ga & nhém ding thudc khnnh can hon 50 v
nhu:-m -:Ilhng gid dugre, Desloratadin liéu don 7,5 mg mdi ngay khdng anh hudng dén chire ning tim
thin vin ding trong cac thir nghiém ldm sang. Trong mit nghién i ldm séng sir dung don lidu
cho nguii Iém, desloratadin 5 mg khéng anh hudmg dén cie két qua ddnh gid hoat ddng bay nhu
ting budn ngl hoje cde thao e liégn guan 1:|:::|1 hoat déng bay.

Trong cée thir nghiém duwee I¥ lim sing, udng desloratadin ciing vai nurge khing [am ting tac
dung lam gigm nfing hrt: hoat ding cha rugu hojic H‘u.‘ﬁ-ng lam ting budn ngi. Khéng phit hién thay
sy khic bigt ding ké nao trong cic két qui danh gla tim thin vin dong gitra nhdm s dung
desloratadin v&i nhom ding gia dwge khi wong ciing véi rugu hofic khing.

Trong mot thir nghiém dwge 1y lim sing, u-ﬁng desloratadin ciing vai rrgu khing dnh hudmg dén
tic dyng lam gidm ndng lee hoat dong coa nrgu.

U bénh nhin viém mii dj (mg. desloratadin ¢6 higu qua trong v i&c lam me cdc triéu E'|'|LI11E_ nhir
hdt haoi, n:h&:,' nwrde mii va ngira, nghgt mii cling nhu ngira miit, chay nude mat, 4o mét vi ngu.-:
vom migng. Desloratadin kiém sodt hiéu qua cic wriéu chimg trong 24 g.u.r ]hl..u r.|_.-¢ clia vién nén
desloratadin chuwra dwrge chl.'mg minh rd ring trong cic thir nghié¢m trén 467 i
thidu nién tir 12 dén 17 tudi,
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httpS Htrungta mtm@g ﬂ&m{un logi thank viém midi dj fmg theo miia va qusnh nim, cé thé ph"ﬁl loai 1.-||:|'r1 mii di
(mg thinh viém mdi dj ong theo dot va viém mii dj ong dai d:mg m:, theo thisi gian biéu hién triéy
chimg, Viém midi dj ing theo dgt dwge djnh nghia Iﬁ tinh trang viém mii di img ¢b bidu hign trigu
chimg duwdi 4 npay mii tuidn hojie kéo dai dudi 4 Iuan "r'lcm miii dj img dai ding durge dinh nghia
1a tinh trang bidu hién trigu u:hirng tir 4 ngay trd lén mdi win hojc kéo ddi trén 4 tudin,

Desloratadin cd h:f,‘u qua trong viéc lim gidam nhg tinh trang viém miii 4:|| img theo mia, thé hign
ua tuf:n g diém so dinh guﬁ chat lugng cudc suf‘rng khi bj viém mii-viém két mac, Mire d cdi thign
tdt nhét duge ghi nhin & cde vin 4 thire té va cdc hoat ding hiang ngay bi han ché bi cde trigu

chimg.
Miy day tiy phit man tinh 83 duge nghién cliu nhu mét méd hinh lim sing cda tinh trang may day

do co ché henh sinh tromg ty nhau bat ké nguvén nhin gdy bénh, v do bcrlll nhan miéc bénh man
tanI cd the tuyeén chon dé ding hon. Do phin img gidi phnﬁng histamin 13 yéu td nguyén nhin cia
tit cd cdic tinh tegng may day, desloratadin duge cho 14 cé higu qua trong vige gidm nhg trigu
chimg trong cdc tinh trgng may day khac ngodi may day 1 phdt mgn tinh, nhu khuyln ¢ao trong
cic hudng ddn 1am stng.

Trong hai thir nghidm lim sang c6 doi chimg kéo dai 6 tuin dwge tién hinh trén bénh nhin bj I11‘1].
day tyr p-hat mian tinh, d:—slnrat.ndm ot higu qui trong viée lam giam ngika, gidm Kich thuoe va 51:;
lugmg nét méay day tai thei diém két thile lidu ddu tién. Trong moi thir nghigém, higu qua cia thllm:
duge duy tri trong khodng thii gian 24 gilr gitta cdc lidw, Twong tr nhwr cée thir nghiém vi thudic
khang histamin khae rong diéu trj may day ty phit man tinh, ty I nhd bénh nhin duge xac dinh 1
khong dip img v&i thude khang histamin bi loai trir khoi ngh'u':n ciru. Tinh trpng cdi thign trigu
chimg ngira trén 50% dur,n: ghi nhén trén 55% bénh nhén didu wj bing desloratadin so vai 19% o
nhém ding gia dwge. Diéu tri bing desloratadin cling lim gidm ed vt anh hwimg dén gide ngh vi
céc hoat ddng ban ngdy sir dyng thang 4 diém dé dénh gia.

Bae tinh dwye diing hoe:

Jrumg:
- Hap i )
Desloratadin dgt ndng 49 ¢ thé phit hign duwge trong huyét twong trong vang 30 phit sau khi sk
dyng. D-e.slnrma-l;lm durge hap thu tét v nnng dé dinh dat duoe sau khodng 3 gid; thdd gian bdin
thii pha cuni la khoing 27 g, Mire d§ tich lay desloratadin phis hap v thin gian ban thii ¢ia
thuéc (khodng 27 gidd) vi ché 43 lidu nghy mit . Sinh khi dyng cia desloratadin ty 12 vai licu
ding m:mg khodng lidu tr 5 mg dén 20 mg.
- Phn bi: _
Desloratadin gin két & mirc d trung binh (83%-87%) vdi protein huyét twong. Chua cé bing
-n:hl_'mg vE tich liiy thude trén ldm sang khi ding ché dé ligu ngay mdt lin (5 mg dén 20 mg) trong
14 ngay.
Trong mgt thir nghigm lim sdng so sinh dnh hudmg coa dje diém nhin khiu hoe cia b¢nh nhin
viém mii dj tmg theo mia, 4".-‘& bénh nhiin dat néng dé d:sluratsdln can hom. T+ 1€ nay cb thé thay
d5i theo :.rﬂu th chiing tic. F-.nng d-:;u dinh -I:!IJ:-:I desloratadin cao l-:'-"F' oiin 3 Lin Lai thiri dicm khodng 7
giér véi thiri gian ban thii pha cudi la gdn 89 gide Dir ligu vé dd an 1o0dn & nhimg dbi wong nay
khéng co sir khic biét so véi quin thé chung,
- C.I’m}'r.r: hea:
Enz}'m chju tedch nhiém cho chuyén hoa clha desloratadin vian chua duge xdc dinh. Do dé, I-:hcl-n_g,
thé hodn wan logi trir mdt sd twrong tic vai clic thubc khic. Cic nghién clu i vive vii cic thudc
irc ché dic higu CYP3IA4 va CYP2D6 cho thiy cac enzym nay kKhong dnh hLmngdcn n:hu:.-i.n hia
desloratadin con cde nghién ciru in vitro cho thay desloratadin khing e che CYP3A4 hodc
CYP2D6 ciing nhur kKhing phii co chat hay chit (re ché P-glycoprotein,
- Thai trir: _
Trong mit thir nghiém sir dgng don lide 7,5 mg desloratadin, khing phat hién thiy anh huding cia
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https://trungtamthuee 8 @i%/sing gidu chit béo, nhidu nang lrong) dén dio thii desloratadin, Trong mat nghién
ciru khde, nuwde ép budi khéng dnh hudmg dén thai trir thude.

Chi djnh diéu tri:
Desloratadin duge chi djnh cho ngwi 16m v thidu nidn tir 12 twdi trd 1&n dé lam gidm cic tridu

chimg lién quan dén:
- Viém mii dj ong (xem mue Bdc tinh duge Iye hog),
- May day (xem myc Bje tinh duge lyre hpe),

L||:u Im;mg va chch dimg:

nién {12 imoi tre lém):
LJ a ngl'll cia desloratadin 14 | vién, ngay | ln.
Viégm miii dj img timg dot (bidu hign tridu I:hirng dungn 4 nga:w'tu.m hodic dudi 4 win) cin duge
kiém sodt theo tién sir bénh cida bénh nhin, nén ngimg didu trj sau khi hét tridu chimg va sir dung
thude trir Igi khi trigu chimg tai phat. V& viém mii dj ing dai ding (biéu hign triéu chimg ur 4
ngay tr lén moi wan hoje trén 4 wwedn), o thé dicu tef 1ién tye trong cde giai doan phoi nhiem dj
nguyén.
Bénk nhicin -
M&i chi e6 Kinh nghiém han ché tr thir nghiém lim séng vé hidu qud cia vige sir dyng
desloratadin & thidu nién tir 12 dén 17 wdi (xem mue Tac dung khing mong mudn vi Dic tinh
durge lyc hoc). _
Dd an todn va hiéu qua cia vién nén bao phim desloratadin & tré em dudi 12 tudi chura duge chimg
minh. Chura cb dir lidu.

Céch dimg: :
Ding theo dudmg wong,.
Cé thé ubng thude trong hode ngodi bia in.

Chdng chi djnh:
Quéd min véi desloratadin hofic bit ki thanh phin ndo cia thube.

Nhirmg canh bao ddc bigt va thin trong khi s dyng:

Higu qua vl & an todn cia vién ru:n d-r:ﬁlc:rﬂtadm ir trit em durdi 12 tudi chua dm.n: chimg minh.
Bénh nhan mic cic bénh di I!ru:rl:n hi¢m ghp |-:I11:|ng dung ngp galactose, thicu enzym lap lactase
hodc réi loan hup thu glucose-galactose kKhing nén sk dung thudc ndy.

Trong trudmg hop suy thijn njng, ciin thiin trong khi sir dyng desloratadin,

Thanh phdn vién nén desloratadin cd chira lactose monohydrat, Cin lwa ¥ -::h.n dicu nay khi sir
dung cho bénh nhin mic bénh d4i thdo duimg, Bénh nhan méc cdc bénh di truyén hidém gap khing
dung nap galactose, thiéu enzym lap lactase hode i logn hap thu glucose-galactose khéng nén 51':
dung thudc nay.

Twomg tae vii cie th pie khde vi cde dang tromg tie khie:

Chua phat hign th.a.}' tiromg tac co :r nghia lim 5:3|1g vim desloratadin khi s dung cumng VT
erythromycin hodc ketoconazol.

Trong mit thir nghiém dwoe 1¥ 1im sing, uong desloratadin cling vé&i rgu khéng anh hudng dén
tac dyng lam giam niing luc hoat ddng cia rurou.

Desloratadin tromg tde vii cde thude twinh thai diing theo duimg u-ﬂng. Da db, nén dp dung cac
bién phap tranh thai thay thé khde cd hidu qud trong qua trinh s dung desloratadin,

Str dung cho phy nir ed thai va cho con ba:
Khuven cao cfing: .
Philn logi mire df dnh hirimg dén thai: Nhim C,

VWL



https://trungtamthweocue@iny/s rdi marng thaivirdnh thai:

Desloratadin tuong I:zn:. v cdc thude trinh thai diong dwimg uéng. Do 4, nén dp dung cic bién
phép trénh thai thay the khac ¢6 hifu qua trong qua trinh sir dung desloratadin.

Phu nit oo thai )

Mt lugng 1m dir 1idu wén phy nir mang thai (hon 1.000 truedmg hop) khing cho thiy kha niing
ghy dj tit hodc giy dic vii lhm."lnt so sinh cia desloratadin. Cde nghién ci trén ding vit khing
cho thﬁy tic dung giy hai true tifp hay gidn tidp nde dbi véi sinh sin. Nhar mét bién ]:I['Ifll:l phing
ngira, nén tranh s dung desloratadin trong thai ki.

Phu nit cho con bi: _

Desloratadin 48 duge phét hign & tré so sinh/nhd nhi bi me md ngudi me ding thuse, Chia rd dnh
huﬁlng cila desloratadin trén tré so sinh/nhi nhi. Phai quyét djnh ngimg ¢ho con bl hofic ngimg
diéu tr| hﬁng desloratadin dya trén cdn nhic lgi ich cia vige bi me dii voi tré va lot ich cua Ll1uuL
ddi vi ngudi me.

Anh buedme dén khd ndne sink sdn;

Chura cb dir lidu vé anh hudémg cia th udc dén khi niing sinh san & nam gidi va nir gidi.

Anh hwing dén khi nfing ldi xe va viin hinh may moe:

Chua gh: nhan dnh hudng ndo cla d-.':ilamtadln dén khi nﬂng l3i xe va vin hanh miy moe. Tuy
nhién, cin théng bao cho bénh nhin bide rﬂng mét si rit hiém nguii bénh gip phii tinh trang ngi
ad khi dang ding thude, eb thé énh hurémg dén kha ning lai xe hodic vin hanh mdy mde.

Tihe dljmgll-:hﬂng mong muiin:

Téom tat ve do an todn:

Trong cic thir nghi¢m lim sdng vai cic chi dinh bao gbm viém mili dj img -.m may day tr phat
man tinh, khi ding liéu dé nghi 3 mg hing |1g.a:.f, cac e dung khéing mong mudn duge ehi nhiin &
nhém sir dyng desloratadin cao hon 3% so v&i nhom ding gid duge. Cée e dyng béit Igi hay gip
nhit d3 duoc ghi nhan la mé mai (1,2%), khd miéng (0,8%) vi dauw diu (0,6%).

Bénh nhin nhi:

Trong mdt thir nghigm lim sing trén 578 thidu nién tir 12 dén 17 tudi, bién cd bat lgi hay zip nhit
ld dau diu xuit hign & 5,9% bénh nhin diéu tri bing desloratadin va 6,9% bénh nhin ding gid

dm;n:

it o
Tan sudt phin (mg I:nal. I:;n khi ding desloratadin trong cic I;hl.‘r nghiém lim sang durge 5h| nhin i
cao hon so véi ding gid duge. Cle tie dung khing mong mucn I'.h;-:lc 1|:,I1.| nhin trong qua trinh theo
dii sau khi thude duoe Iwu hinh dwoe 1idt ké dudi day. Céc mire Lin sudl durge dinh nghia nhur sau:
Rat hay gip (= 1/10), hay Ldp (= 17100 dén < 1/10), it gip (= 1/1.000 dén < 1/100), hiem gip (>
1/10.000 dén < 1/1.000), it hiém gdp (< 1/10,000), chua rd tan sudt (chua the wic lrgmg durge Lin
suit i dir lidgu hién cd).
Ri loan tim rf.ru’n:
Riit hiém piip: Ao gidc.
Rl logr h§ thie kinh:
Hay gip: Ban diu. _ _
Rét hiém gap: Chong mit, ngh gi, mit ngd, cudmg wm thin viin djng, ding kinh,
Rii lean tim: )
Riit higm giip: Nhip tim nhanh, trong ngye.
Chura rd tén sudt: Kéo dai dogn QT.
Rii logn tiéu ha:
Hay g@p Khi miéng.
Rt hiem gip: Pau bung, budn nén, nén, khd tidu, tiéu chay.

Réf logn gan mdi:
Rét hiem gdp: Ting men gan, ting bilirubin, viém gan.

f .r#v:ﬁrﬁl--"'
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https://trungtamth %ﬁ-ﬁ%‘!’uﬁlr Ving da.
Rl logn da vi md dudi da:
Chura 1 tan sudt; Nhay cam vai dnh sdng,
Réi | og:m‘xu‘uﬂg vid b fién ki
Riit hidm gip: Dau co.
Rii lopn todn thin va phian teng tai vi ted s dung:
Hay glip: Mét mai.
Riit hicm gdp: Cac phan (mg qud min (nhu phin v, phit mach, khé thér, ngita, phat ban vi miy
day.
Chura 8 thn sudt: Suy nhuge. _
Bénh nhin nhi: Céc tie dyng khing mong mucn khic d3 duge bao céo sau khi thude duge leu
hanh & bénh nhin nhi véi tin suit chia 6 bao gém kéo dai doan QT, logn nhip tim va chim nhip
tim.
Thing bdo cho bdc s7 bar ki) tde dung kirbng mong mudn nie pip phii ki s dung thude.

n
Qui liéu vil xir tri: -
Cic bien cd bét bgi lién quan dén qua lidu ghi nhin trong r.|u.1 trinh sir dung sau Khi thube durge T ™|
quigh turomg ty nhur khi diing ede mire lidu didu tr] nhimg mire 48 anh hidmg c6 thé lan hon., & II|
Bigu tri: Y

Khi xdy ra qui li¢u, cin cin nhic dp dung cac bign plﬂp l]:Lr-;‘Jﬂg, quy dé loai ba phin thude chua:
hap thu ra khéi cor thé, K]'ll:.t_'g'én cho diduy ir] tricu chung v hd tro.

Desloratadin khing dugc Imfn khdi tudin hodin qua thim phén mau. Chira rd thim phéin ming byng
cd gitip logi bd thude khoi tein hoan hay khing,

|E[§u chime: Trong mdt nghién cire ldm sang sir dyng da liu desloratadin 15 45 mg (gap 9 lin
ligu diew trj), khong ghi nhin inh huidng lién quan nao treén 1dm sdng.

E':I'lh nhin nhi; Cac bien ¢d bit lgi lién gquan dén qud liéu ghi nhin treng qud trinh sir dung sau khi
thudc dwge luu hinh owong tr nher khi ding cde mire ligu diéu trj nhung mire 4 dnh huedng co thé
lén homn.

Twong ky:
Khing dp dung.

Han ding:
24 thang ké tir ngay san xudt.

Bao quin:
Bao quan duwdi 30°C, & noi khd rio v thodng mdt.

Phng gii

Hip 2 vi x 10 vién, TUQ.CUC TRUONG
P.TRUDING PHONG

Sdn xuit tai Thi Nhi Ky bii: P Tl Yior W

DEVA HOLDING A8, bam Ahd Vin Hand

Cerkezkoy Organize Sanayi Bolgesi, Karaagac Mah., Ataturk Cad. No: 32 Kapakli/Tekirdag -
TURKEY (Thd Mhi K¥)



