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DESLET

Desloratadin 2,5 mg/5 ml
THANH PHAN

T T '3 #
Moi lp 60 mi si rd e chira:

Hoat ehat : Desloratadin 30 mg.
Ta diegre: Propylen glycol, dung dich sorbitol 70%, natii ¢itrat dihydrat, citric acid khan, povidon I€-
30, sucralose, methyl paraben, propyl paraben, dinatri edetat, bubble gum flavor, sunset yeilow

colour, nisée tinh khiét,

DUQC LIC HOC

Nesloratadin thube nhom khang histamin, Desloratadin 14 chit chuyén hoa chi véu coa loratadin,
khing histamin H, thé hé thir 2 khong gy buén ngl. Desloratadin (re ché chon loe thy thé histamin

M1 & ngoai bién do thude hoan toan khdng thim vao hé thin kinh trung wong,

Su an todn cia si rd desloratadin di duge chimg minh trong ba thir nghiém trén tre em. Khi ding o

liéu khuyén cdo, nbng dd trong huyét tuong cia desloratadine & tré em twong ty nhur o ngudi lon. Do

dd dir ligu vé higu qua cia desloratadin dbi voi viem mii dj Gtng / mé day vo can man tinh o nguwdl '
16m ¢ thé degre suy ra cho tré em. Higu qua cia si rd desloratadin khong duge nghign el o tre om

dudi 12 tudi,

DUGC DONG HQC

Hép thu

Nong 6 trong huyét tuang desloratadin ¢6 thé duge phit hién trong vong 30 phit sau khi ubng o
ngudi 16n. Desloratadin duge hip thu tht voi ndng dd 15i da dat duge sau khodng 3 git: thai gian ban
thai pha cubi 12 khoang 27 git, Mire d9 tich |iy cia desloratadin twong tmg v thoi gian ban thai cua
thudc (khodng 27 giér) va tan sudt liéu ding. Sinh kha dung cua deslovatadin B )gAai lidu dimg trong
pham vi 5 mg dén 20 mg,

Trong mdt loat cac thir nghiém duge déng hoc va lam sang, 6% bénh nhén dat duge ndng dd
desloratadin cao hon, TV 18 chuyén héa chim & npudi 160 (6%) va tré em tir 2 dén 11 twdi (6%), 1 12
nay 1on hon & ngudi da den (18% ngudi Jém, 16% tré em) so véi ngirdi da triing (2% nguid lom, 3%
Lré em).

Trong mit nghién ciu duge ding hoc da fidu tién hanh vii dang vign & ngudi 16m khée manh, bin
bénh nhén cé chuyén hoa cham, Nhimg bénh nhin nay c6 néng do dinh cao gﬁp khodng 3 lan va dat
dige sau khi udng khodng 7 gids véi thixi gian ban thai pha cudi 14 khoang 89 gitr,
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how
- hi‘rng,
hénh nhan chuyén hoa chim, dign tich dudi dudmg cong (AUC) cao glp khodng 6 |8, ndng ¢ dinh
cao gip khaang 3-4 l4n va dat dugc sau khi wing 3-6 gid vai thai gisn ban thii pha cudi 1 Khodne
120 gi¢r, Sy hip thu thude 1 nhu nhau & ngudi 16m v tré em chuvén hoa chim khi diéu tri vai licu
phir hop lia tu &i. Tinh an toén cua thude ¢ cée bénh nhin nay khong khac so v cdc bénh nhin khie
ndi chung, Nhimg dnh huing cia desloratadin d&i vai bénh nhan chuyén héa chiim & 1é em dudi 2
tudi chura duge nghign el

Trong cic nghién eiru [idu duy nhat rigng bigt, & liu khuyén cio, dige tich dudi dutmg cong v ning
i dinh & tré'em tuong b nhir & nguesi Tom khi udng sird desloratadin viéi mt lidu S my.

Phin bb:

Desloratadin lién két vira phai véi protein huyét twong (83% - §7%), Khang ¢ bing chimg vé s tich
liiy thude & ngur 1én sau khi ding liéu mdi ngay mot fn (5 mg dén 20 mg) trong 14 ngay.

Chuvén hia:

Desloratadin dugre chll:.‘én hod manh thanh chat chuyén hod hoat déng 1 3-hydroxydesioratadin, sau
6 & b glucuronid hoa,

Cic enzyme chuyén héa desloratadin chua duge xic dinh, do d6 weng tde véi mot si thude khic
khong the duge logi teir hodn todn. Deslaratadin khdng fre ché CYPIAA, cac nghién ciw in viteo cho
thily thude khang (e ehé CYP2D6 va P-glycoprotein.

Ui gian ban thai pha cudi 4 khodng 27 gio. Thude thai telr qua nude tiéu vé phin,

Trong mét thi nghig¢m ding liéu duy nhit 7,5 mg desloratadin cho thay thite an khéng anh hutne dén
sur thii triv cia desloratadin, Trong mét nghién el khéc, nude ép budi kibng anh lurg déﬁlsgr thiai
teir el deslovatadin,

Beah nhén suy thin:

Duge ding hee cia desloratadin & bénh nhin suy thin duge so sanh vol cie A tymy khde (anl
trong nghién ci dimg mit lidu duy nhit v mét nghign cim da lidu. Trong nghién et [iéu duy nhit,
Sir I'li-'l.|.'.l thu ciia desloratadin ¢ao gip khoang 2 lan & nhimg ngudi cd mire 4§ suy thiin 10 nhe den vim
VA can gftp khoang 2.5 lin & nhirmg ngudi ¢ mire db suy thin nfing, so vii & ngudi khoe manh. Trong
nghitn ciru da lidu, trang thii 6n dinh dat duwge sau 11 ngay, va so vl nguoi khoe mank thi sie hip thu
ctia desloratadin cao gdp khoang 1.5 ln & nhimg nguwdi ¢6 mire dd suy thin tir nhe dén vira vi cao
2p khoang 2,5 1dn & nhiing ngudi ¢d mire di suy thin niing. Trong ci ai nghién ci, nhiing thay dai
v& nbng da dinh vi dign tich dudi dutmp cong eda destoratadin vi 3-hvdroxydesloratadin khong géy

anh bucmg trén |&m séng.
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CHI DINH E
Neslormadin duge ehi dinh & ngudi 160 va ted em trén | wdi dé 1im giam ede trigu ehimg lign quan:
- Vigm mii dj ing
- May day

LIEU LUQGNG VA CACH DUNG

N I6n vathanh thiéu nign 1ir 17 tubi tér lén:

Lidu khuyén cdo 1d 10m! (Smg), mdi ngdy mdt idn.

Tré em:

Hiu hét cic trutmg hop viém mii dudi 2 wdi 13 do nhidm khudn vi khong co dir [igu vé vige b teg
diéu tri viém miii nhiém khudn bing desloratadin.

Tré em tir | dén 5 wdi: 2,5 ml (1,25 mg), mdi ngay mét ln.

Pee em L 6 dén |1 1ubi: 5 m! (2,5 mg), mai ngay mot tn.

Sir an Lodn va hidu qua cia desloratadin 0,5 mg / ml & wé em dudi | wdi chia duge thiié 13p.

Dir ligu Mm sang vé hidu qua coa desloratadin & teé em tir 1 dén 11 wdi va thidu nién tr 12 8én 17
1wbi con han ché;

Cén phai theo ddi lich sir vidm mii dj img lién tee (it hon 4 ngay mdi tudn hofic it hon 4 win) cua
bénh nhin va viée didu tri cd thé ngimg loi sou khi da hét trign chimg, sau do c6 thé tiép e bit dau
didu tri khi cc triéu chimg i phit

I'rong viém mii dj {rng dai ding (trong 4 ngay hodic hom médi Wein va trong hom 4 win . \ri:jﬂ; Gitl I
lién tue e thé dirge dé nghi cho cée bénh nhiin trong cde giai dogn tliép xie vii chilt gi’tWJng

Thuée duge ding drimg udng.

Cé thé ubng cing hofic khing ciing bira dn.

CHONG CHI DINH
Deslet chéng ehi dinh & nhitng bénh nhin qua man vai desloratadin hodc bat ki thanh pltiin ndo cun

thude hode visi loratadine.

THAN TRONG

Ireem

(3 tré em dirdi 2 wéi, vige chin dodn viém mili di (mg |3 dic bigt khd khan dé phan biét vai eae dang
vigm mii kb, Clin xem xét dén kha nang nhi@m khudn dudng hé hép trén, tién si coa bénh nhiin vi

tién hanh ede xé nghiém thich hip.
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hip thu thuéc cao hon. Sy an todn cia desloratadin o tré ¢m tir 2 dén || tudi cd chuyén héa chim

eiing gibng nhir & 1 em c6 chuyén hia binh thuimg,

Mhing dnh huang dbi vl tré cim dudi 2 tudi co chuyén héa chim chua duge nghién ciru.

Phu nir co thai

Cée dir ligu trén phi nir mang thal cho théy khiéng ¢o die tinh cla thude dbi vi thai nhi, Nghidn edr
wén dong vit khang cho thiy tic hai trye tip hode gian tép dén sinh san. Tuy nhién dé dé phing chie
iguy cored the xay ta, nén trdnh vide st dung desloratadin trong khi mang thai,

Phu nit cho con bi

Deslovatadin d& duoc tim tlui_v & tre bl sire me cua phy nir diroc diti 1r. Higu qud cie desloratadin
trdn teé bit me 13 khony . Phai quyé: dinh hojic ta cho tré npimg bi mg hode [ ngimy sit dung
desloratedin cho phy nir cho cen bit, o tinh dén loi ich cia vide cho con b vi ede lol ich cia vide
digu tr1 cho ngudn me:

Anh hudme cia thude d6i véi kha nane [ai xe vA vin hanh mdy moc

Trong céc thir nghigm lam sang, desloratadin khing anh huong hode dnh huomg khing déng ki dén
kha nfing 14l xe v sir dyng miy moée, Hiu hét bénh nhan khéng bi budn nei ki ding thude, Tuy
nhién, do bénh nhan cb sy thay d6i co thi dé dip (g voi il ca cie sin phim thudc nén binh nhin
dutre khuyén khing nén tham gia vbo ede hogt dong doi hot sir tinh téo tinh 1I'|5.n, chiing har nhue B

xe hay s dyng mdy mdc, cho dén khi ho da dap Lo viE thude.

TAC DUNG KHONG MONG MUON

Tén sudit coa cic tie dung khang mang muda dirge bao cdo trong e nghidn [am sing ];,:j tae dyng
kiding mong mudn khic duoe bdo cdo san khi lou hinh thube duge it ké trong hanj_?‘ A ?
Téin sé duwe xde dinh 14 rht hay gap (21 7 10%, thietmg gip (=1 / 100 dén < 1/10) 7t gdp (=11 1000 dén

<1/ 00}, higm glp 21/ 10.008 dén <1 / 1000 ) vét hidm gdp (<1 / 10.000) va khéing duae bigt dén
{khdng thé wée tink duge W dir 1120 ¢d sfn)

Anh lrdmg teén [Tin s6 T'ic dung khéng mong muin
e e quan

Tim thiin |Rat hiem gip Ao giac

E thing thiin Thubng gdp Bau ddu

kinh trung wong | Thwdng gip (o e em it ngu
idm:'ri 2 tubi)
Rér hidm adp Ching md, bubn ngh, mét ngd, kich dang thal qua, co
gift.
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Tim mach Rit hiém gip Nhip tim nhanh; danh 1r»:':,-ng ngue
Khing duge bidt dén |Khodng QT kéo dai

Hg tiéu hoa Thirdng gap Khé migng
Thurdmg glip (¢ tré em|Tidu chiy

dirdd 2 tubiy

Rat hiém gap Pau bung, budn ndn, non, kha tidu, ticy chay
Gon mat Réi hidm gip Thng cac enzym gan, ting hilirl.:h'm:::i Em dan -

Khing duce biét dén [Vang da

Da Khing duge biét dén Nﬁw_cém dnh sédng
Cor v mé lign két 144 hidm ggp Pau gin -
Khic Thurtmg gdp Mét moi T

Thurtmg gip (010 em|Sét

durdi 2 tedi)

Rit hiém glp Phan {mg qua man (nhr s0¢ phan vé, pha mach, kho tha,

ngira, phat ban, méy day}

{Khing duge bid dén |Ching suy nhirge
] .

{*4c 1i¢ dung khong mong mudn khie duge bio cao khi luu hinh thude & wé em vér ths s kg o

buw ghm khiodng QT kéo dai, rdi loan nhip tim va nlip tin chim,

TUUNG TAC THUOC

&/

Diing erythromyein va ketoconazol diing thiri v desloratadin co thé ldm thay df)'ts chiryén hod ciia
thede trong co thé, Didu nay cb hé din dén ting ndng dé desloratadin, Néu 1|L'Jllb,-:&l1_ll thari alimg

thude ndy, cin theo ddi nghiém ngit va didu chinh lidu ndu cdn thidt.

QUA LIEU

ML 56 tridu chimg qua lidu bao ghm tim ddp nhanh, budn nga.

Trong triimg hop qui lidu, hiiy xem xét tién hénh ce bign phip loai bo phin thude chua hip thu,
Tidn hanh didy tri triéu chimg va 18 trg. Desloratadin va chat chuyén bod 3-hydrosydeslonadin o

thé dirge loai bo biing cach chay thin ahin tao.

BAO QUAN
Nao quan noi khd rdo, nhift dé dudi 30°C, wanh dnh sang.
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Thubc ndy chi ding theo don ciia thiy thudc.

Khéng dimg thube qud han sir dung.

Néu can thém théng tin, xin hoi thém  kién cda thiy thude hodc bic s.
Doc ki hirdng din siv dung tride khi dimng.
Dé trdnh xa tim tay tré en.

Théng bio cho bdc sf nhitng tdc dung khéng mong muon khi sttdiihg thioe.

DONG GOI
[dp | lox 60 ml

HAN SU DUNG

24 thang ké tir ngay san xudt.

NHA SAN XUAT
Ifroze chemical industrial (PVT) LTD.

[46/23 Korangi industrial area Karachi- Pakistan.

TUQ.CYC TRUDNG
PTRUBNG PHONG

Pham Bhi Vin Hank



