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Thinh phdn: M6i chai 60 ml sk6 thu& c6

ch[a:

Desbratadin.*-.-.*-....*- 30 mg

T6 dr.l5:....-..*...-...-.*.............,. vtn ttri

chlt{nh:
- Oiiu tri ldm giim ck triCu chring cua viem

m0i di ung ntxr h5t hoi, sd m0i, ngria m0i,

ngrja, chiiy nr.r6c mlt ve 06 m6t n$n trqng

virho.
- 0i6u ri lam giem ciic trieu chrhg cl]a may

day man tinh.

ch5o9 cH dlnh va c5c th&g tln khSc:

Xem trong tdhudng din sridqrq.

slnrlnurr*u.
mc fi flfrtc iltt cl ufi6 tilfrc n uit6.

@nrrrrrf-t@

OclU

nPo
Sir0 Deslomtadin 0,5 mg/ml

Li6udtng- cdchdarng:

- Tre em tir 6 thiing - t 1 ttriing tudi: Udnq

m6i l5n 2mt (lmg Desloratadin), dnng 1

16n/ngdy.

- T16 em tt 1-5 tudi: Udng m6i l6n 2,5m1

(1,25 mg Desloratadin), dtrng 'l l6n /ngiy.
- TrA em ttr 6- l 1 tu6i: Udng mdi t6n s,omt

(2,5 mg Desloratadin), dirng 1 len /ngey.

- Nguoi lon vir trA tran t 2 tudi: udng m6i l6n

lOml(5mg Desloratadin), di,ng 'l ldn /ngdy.

V6i bQnh nh6n suy gan hoNc suy thQn, li6u

dtrq cua Desloratadin ttr.ryc khuy6n ciio lir

1oml sird thudc (5mq oesloratadin), udng

c6ch ngiy.

86oquln:
Oi nol tm riio, nhi$t d0 kh&rg quii 30"C.

ra.rh6nfts5ngtnf,t{tr
IlerchuCndrrtlrryE:Tccs

50( (Reg.No):

Sir0 Desloratadin 0,5 mg/ml

I I

Co sd s6n xudt:

core il GP rrugc yIYI Eir DU0IG
102, phd Chi 1a09, P.Nguyen Trai, TP Hai Dudng,
tlnh Hai Duong
DT: 02203.842398 * Fax: 02203.853848

2. Nhin chai:

Sd l0 sx
5X

T5drrw: vrbdt
chldinh:
' Oi6u tri lim qiiln cik trteu chrE cta v6m mii di

urg nhu XEt hoi, sd m0i, nEb trrol r'grra, chey Rtr
m&vad6 rdt rEUa tmg vi tlo.

- Di& trilsn giem c5c trieu dI1n9 cG rley day man

thh.
ol&rgdd0inh, lldu&ng-c5drd&lgvacicth&rg
rh lh6c )emtrmg tdhLdng d&' ildJfE.
Blo qu&r: Od noi kh6 r&, nha aro ldrorE qtB 30"c,

trd.$5rhsiing t\rc tifu,
IEurtu&rdlCthryllETccs
SSt (Reg.no):
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HUONG nAN STI DUNG

TOn thuiic: TIPO

DOc k! htrong ddn sr dUng truoc khi ditng. E€ xa tim tay tre em.

1. Thinh phAn cdng thrlc thu(ic:

2. D4ng biro ch : Sir6 Dung dich trong, mau cam, mui thom, vi ngot, sau hoi dang

3. Chi tlinh:

- Ei6u tri ldm gihm cdc triQu chring cria viOrn mfri d! ring nhu: hit hoi, sd mfri, ngua mfri,

ngfa, ch6y nu6c mit va do mit, ngria hong vd ho.

- Di0u tri ldm giam cac triQu chring cua mdy day man tinh.

4. Circh dtng, liiiu dtng:

4.1. Liiu ttilng:

- T16 em tu 6 th6ng - I I thdng tu6i: U6ng m5l tAn 2ml (1mg Desloratadin), dung I lAn/ngdy.

- T16 em tt l-5 tuOi: U6ng m5i tAn 2,5m1(1,25 mg Desloratadin), dung I lAn /ngdy.

- T16 ern tu 6-l I tu6i: U6ng m6i tAn 5,0rnl (2,5 mgDesloratadin), dung 1 lAn /ngdy.

- Nguoi l6n vd tre tren 12 tu6i: U6ng m6i tAn 10ml (5mg Desloratadin), dtng I lAn /ngay.

Vdi bqnh nh6n suy gan ho4c suy th6n, li6u dung cria Desloratadin dugc khuy6n c6o ld l0rnl

sir6 thu5c (5mg Desloratadin), u6ng crich ngdy.

4.2. Cdch dilng:

- Dung thu6c theo duong u6ng.

5. Chting chi ilinh:

- Nguoi m6n cAm v6i desloratadin, loratadin ho[c b6t cri thdnh phAn ndo cua thu6c.

- PhSi hgp vdi khSng histamin kh6c.

6. Cinh b6o vir thfn trgng khi dtng thuiic:

- Thfln trong khi st'dqng Desloratadin d0 giarn ho, giam triQu chring cim c0m cho trd nho

duoi 2 tu6i. Khi si' dpng phAi tudn thu dfng theo lidu khuy6n cao

- Thfln trong khi dung desloratadin cho nhirng bQnh nhdn co tidn sir dQng kinh.
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Thrinh phfin hogt chfu: Hdm luqng

Desloratadin 30 mg

Thdnh phAn ili tlrqc: Dinatri EDTA, Propylene glycol, Dung dich

sorbitol 700%, Natri acetat, Acid citric khan, Eudng trdng, Nipagin,

Nipasol, mdu Ponceau 4R, Nudc tinh khi6t

Vua dri I vi6n

{
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- Desloratdin thii tru qua th4n dudi dang ch6t chuy6n h6a con hoat tinh, do tl6 cAn luu 1i

giam liAu tr6n bgnh nhdn suy thdn. Tuong tU, cfrng cAn gi6rn liOu desloratadin trOn bQnh

nh6n suy gan.

A'
- Tr6nh u6ng ruou khi dung thu6c.

- Thdn trong o bQnh nh6n bAt dung npp vdi duong.

- Than trong khi su dung thu6c cho nguoi l6i xe vh vdn hdnh m6y rn6c do thu6c c6 th6 gdy

dau d6u, chong mat, ngri gd.

7. Sfr dqng thuiic cho phq nir c6 thai vir cho con bri:

- Than trong khi dung thudc cho php n[ co thai.

- Desloratadin qua duoc sira me, vi th6 kh6ng khuytin cao sri dr;ng cho php nir dang cho

con bri.

8. Anh hu6'ng cta thu6c lOn khi ning l6i xe, vfln hhnh m6y m6c:

- Th4n trong cho nguoi liii xe, v4n hdnh m6y m6c vi thu5c c6 thO gAy rlau dAu, ch6ng mdt,

ngfi gd.

9. Tuong trlc thu5c, tuong ky cria thu6c

9.1. Tu'o'ng tdc thuilc

Desloratadin ldm tang n6ng dQ va tang tac dung cria rugu, thu6c kh6ng cholin, thu6c uc

cn6 tftW, thudc fc ch6 chon loc thu h6i serotonin.

N6ng d0 vd t6c dpng cria desloratadin c6 th6 tdng l6n bOi droperidol, hydroxyzin, ch6t ric

chtl P-glycoprotein, pramlintid.

Desloratadin ldrn giim ndng d0 vd gidm t6c dung cua thu6c fc ch6 acetylcholinesterase,

benzylpeniciloyl polylysin, betahistin, amphetarnin, thu6c cam ung P-glycoprotein.

Thric dn kh6ng Anh hucrng d6n sinh khd dpng cua desloratadin.

C6 ti0m n[ng tuon g titc dugc dQng hoc cria desloratadin v6i c6c thu6c 6nh huong d6n

enzym chuy6n h6a o microsom gan nhu azithrornycin, cimetidin, erythromycin, fluoxetin,

ketoconazol. Tuy nhi€n kh6ng c6 nhirng thay d6i quan trong ndo vA ECG cflng nhu triQu

chring ldm sirng, thay d6i chric nf,ng s6ng hay t6c dqng phu ndo duoc ghi nhqn.

9.2. Twong ky. cia thudc

Do kh6ng co c6c nghiOn cfu vd tinh tuong ky cria thu6c, kh6ng trQn l6n thudc ndy vdi c6c

thu6c kh6c.

10. T6c dqng khdng mong mu5n ciia thu6c:

Rar thudng gQp @DR > 10/100).' Dau dAu.
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Thudng gQp (l/100 < ADR < 10/100)

- Mgt m6i, ng0 gd, chong m[t.

- Eau bpng kinh.

- KhO miOng, bu6n n6n, kh6 ti6u.

- Eau co.

- Vi0m hAu hqng.

11. Qu6 lidu vdr cfch xfr tri:

ll.l. Quti liiu:
Chua ph6t hiQn ra nhirng thay d6i ldm sang d6ng k0 khi dung desloratadin t6i li6u

45mglngity (tfc 90ml dung dich thu6c - eAp 9 lAn li6u di6u tri).

11.2. X[c tri:

Di6u tri nhu c6c biQn ph6p di6u trf th6ng thudng khiic, bao gdm gi6m h6p thu vd diOu trf

triQu chring. Desloratadin kh6ng dugc ddo th6i bing duong thAm phdn phric mac.

12. Dlc tinh du'g'c lrlc hgc

Nhdm duq'c ly:Kh6ng histarnin Hr

Md ATC,. RO6AX27

Drqc ty vd co chd fic dqmg:

Desloratadin ld ch6t chuytin h6a chinh c6 tdc dqng cria loratadin - mQt thu6c kh6ng histamin

3 vong th6 h9 2, it co tac dpng uc ch6 TKTW hon th6 h0 l. Thu6 c co tttc dpng kh6ng chon

lgc thp th6 Hr ngo4i bi6n, ldm giam k6o dai triQu chfng cua di ung. nhu: vi6m mfri dl &ng,

mdy day.

13. D4c tinh dugc tlQng hgc

Thoi gian bat dAu tiic dpng: I gid, thoi gian d4t dinh t6c dqng: 3 gio, duy tri t6c dpng trong

24 gid. Chuy6n hoa o gan thdnh ch6t chuy6n hoa co hopt tinh ld 3-hydroxydesloratadin

(chua 16 qua enzym d4c hiQu ndo), th6i tru theo con ducrng li0n hqp v6i acid glucuronic.

Ty le gin vdi protein huytit tuong cria desloratadin ld 82-87%. crira 3-hydroxydesloratadin

la 85-89%. O li0u didu trf, desloratadin kh6ng 6nh huong hoic kh6ng b! 6nh huong bdi h9

thdng enzym chuy6n h6a CYP d gan. Thoi gian bdn thii ld27 gid. Thii trtr qua nu6c ti6u

vd qua phdn (dudi d4ng ch6t chuy0n hoa).

14. Quy crich d6ng g6i:

HQp I chai x 60 ml. Kem c6c dong vd huong dAn srh'dung

15. Di6u kign bio quin, h4n dtng, tiOu chuin ch6t lugng clia thu6c:
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- Diiu ki€n bdo quan;Noi kh6 16o, nhi6t dQ kh6ng qu6 30oC, tranh 6nh s6ng truc ti6p.

- Hqn ditng; 36 thingt<ti ttr ngdy san xu6t.

- TiAu chuan chat ltrqng. '|CCS

16. TGn, tlia chi ciia ccr sri sin xu6

C6NC TY CO VTYT IIAI DU,ONG

D/c: Sd 102, PhiS Chi Ldng, Phudng Nguydn Triii, TP. Hiri Drong, tinh Hdi Dtong

DT 02203842398 Fax : 0220.3853848

TUQ.CUC TNUdNC

P.TRUdNG PHONG
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