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BOY TE MAU NHAN SAN PHAM
CUC QUAN LY DUGC

PA PHE DUYET
Lan ddu: 08/ A0 01

1.%h@p:

PO

Thanh phén: M3i chai 60 ml sird thudc cé

71PO

Liéuding- cachdung:

chira: - Tré em tlr 6 théng - 11 thang tudi: Udng
Desloratadin ... .. 30MQ méi 1n 2ml (1mg Desloratadin), dung 1
L1 1. SO viradd 13n/ngay.

Chidinh: - Tré em tir 1-5 tudi: USng mbi 13n 2,5ml

- Diéu trj 1am gidm cac tridu ching cla viém (1,25 mg Desloratadin), ding 1 1an /ngay.
mii dj tng nhu: hat hoi, s8 mii, ngira mdi, - Tré em tir6-11 tudi: UBng mbi 13n 5,0ml
ngia, chdy nudc mat va dé mit, ngra hong (2,5 mg Desloratadin), dung 1 1an /ngay.

vaho. Sird Desloratadin 0,5 mg/ml - Ngudi I6n va trd trén 12 tudi: Usng mdi Ian Sird Desloratadin 0,5mg/ml /
- Diéu trj Iam gidm cac triéu chimg clia may 10ml (5mg Desloratadin), ding 118n /ngay.

day mantinh. - V6i bénh nhan suy gan hodc suy than, liéu
Chang chi dinh va cac thng tinkhac: e ﬁ diing clia Desloratadin dugc khuyén cdo 13
Xem trong t& huéng dan sirdyng. V 10ml sird thudc (Smg Desloratadin), uéng
DEXATAM TAY TREEM. cachngay.
DOCKY HUONG DAN SUDUNG TRUGC KH! DUNG. Bdoqun:
D8 noi khd rao, nhigt d§ khdng qué 30°C,
trénh dnh séng tryc tiép.
Tiéuchudn chatlugng: TCCS
G)HDPHARMA'
| since 1061 4
€056 58n xudt:
CONG TY CP DUQC VTYT HAI DUONG DK (Reg.No):
102, phd Chi Lang, P.Nguy&n Trai, TP Hai Duong, 610 sx (L'%Noo);
tinh H3i Duong
DT:02203.842398 * Fax: 02203.853848

DUCC VAT TU | »
vy TE

2. Nhan chai:

Chi dinh:

- Didu rj 13m gidm c3c triéu ching clia viem mdi dj
iing nhuz Ht hai, S8 i, ngda ml, ngua, chy nuse
-iéu i im gidm cc triéu ching clia may day man
P

3 TY CP DUGC VIYT HAI DUONG

'DEXA TAM TAY TRE EM - DOCKY HUONG DAN SUDUNG TRUDC KHI DUNG.
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HUONG DAN SU DUNG
Tén thuée: TIPO
Doc ky hudng dan sir dung trueée khi ding. Dé xa tam tay tre em.

1. Thanh phén cong thire thudc:

Thanh phan hoat chit: Ham lugng

Desloratadin 30 mg

Thanh phin td dwec: Dinatri EDTA, Propylene glycol, Dung dich | Vira du 1 vién
sorbitol 70%, Natri acetat, Acid citric khan, Puong trang, Nipagin,

Nipasol, mau Ponceau 4R, Nudc tinh khiét

2. Dang bao ché: Sird thude. Dung dich trong, mau cam, mui thom, vi ngot, sau hoi dang.
3. Chi dinh:

- Diéu tri lam giam céc triéu ching cua viém mii di tng nhu: hat hoi, s mili, ngira mii,
ngtra, chay nu¢e mat va do mat, ngira hong va ho.

- Dicu tri lam giam céc tri¢u chirng cua may day man tinh.

4. Cach ding, liéu dung:
4.1. Liéu diing:

- Tré em tir 6 thang - 11 thang tudi: Udng mdi 1an 2ml (1mg Desloratadin), dung 1 lan/ngay. <
- Tré em tir 1-5 tudi: Udng mdi lan 2,5ml (1,25 mg Desloratadin), dung 1 lan /ngay.
- Tré em tir 6-11 tudi: U6ng mdi lan 5,0ml (2.5 mg Desloratadin), dung 1 lan /ngay. \y
- Ngudi 16n va tré trén 12 tudi: Udng mdi lan 10ml (5mg Desloratadin), dung 1 lan /ngay. /{’

Ny

Véi bénh nhan suy gan hodc suy than, liéu dung cta Desloratadin dugc khuyén céo 1a 10ml
sird thudc (5mg Desloratadin), udng cach ngay.

4. 2. Cdach dung:

- Dung thudc theo dudng udng.

5. Chong chi dinh:

Ngudi man cam voi desloratadin, loratadin hodc bat ctr thanh phan nao cua thuoc.

Phéi hop v6i khang histamin khéc.

6. Canh bao va than trong khi dung thude:
- Than trong khi sir dung Desloratadin dé giam ho, giam triéu chirmg cam cum cho tré nho
du6i 2 tudi. Khi str dung phai tuan thu dung theo liéu khuyén cdo

- Thén trong khi dung desloratadin cho nhirng bénh nhén ¢6 tién str dong kinh.
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- Desloratdin thai trir qua than dudi dang chat chuyén hoa con hoat tinh, do d6 can luu y
giam liéu trén bénh nhén suy than. Tuong tu, ciing can giam liéu desloratadin trén bénh
nhan suy gan.

- Tranh udng rugu khi ding thudc.

- Than trong & bénh nhan bit dung nap véi duong.

- Than trong khi str dung thude cho nguoi 1ai xe va van hanh méay méc do thude co thé gy
dau dau, chong mat, ngu ga.

7. Sit dung thudc cho phu nir ¢6 thai va cho con bi:

- Thén trong khi dung thude cho phu nir ¢6 thai.

- Desloratadin qua duge sita me, vi thé khong khuyén cdo st dung cho phu nit dang cho
con bu.

8. Anh huwong cia thude 1én kha niang lai xe, van hanh may moéc:

- Than trong cho ngudi lai xe, van hanh may moc vi thude co thé gdy dau dau, chong mit,
ngu ga.

9. Twong tac thude, twong ky cia thude

9.1. Twong tic thuéc

Desloratadin lam tang nong do va tang tac dung ctia ruou, thude khang cholin, thude trc
ché TKTW, thude tre ché chon loc thu hdi serotonin.

Nong do va tac dung ctia desloratadin c6 thé tang 1én bai droperidol, hydroxyzin, chat wrc
ché P-glycoprotein, pramlintid.

Desloratadin lam giam nong do va giam tac dung cta thude e ché acetylcholinesterase,
benzylpeniciloyl polylysin, betahistin, amphetamin, thuc cam tmg P-glycoprotein.

Thire an khong anh huéng dén sinh kha dung cta desloratadin.

C6 tiém nang tuong tac dugc dong hoc cua desloratadin véi cac thude anh huong dén
enzym chuyén hoa & microsom gan nhu azithromycin, cimetidin, erythromyein, fluoxetin,
ketoconazol. Tuy nhién khong c6 nhing thay d6i quan trong nao vé ECG ciing nhu triéu
chimg 1am sang, thay doi chirc nang song hay tac dung phu nao duoc ghi nhan.

9.2. Twong ky ciia thuéc

Do khong c6 cac nghién ctru vé tinh tuong ky cta thude, khong tron 1an thude nay véi cac
thude khac.

10. Tac dung khong mong mubn cia thude:

Rdt thuwong gap (ADR > 10/100): Dau dau.
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Thwong gap (1/100 < ADR < 10/100)

- M¢ét moi, ngu ga, chong mat.

- Dau bung kinh.

- Kho miéng, budn non, kho tiéu.

- bau co.

- Viém hau hong.

11. Qua4 liéu va cach xir tri:

11.1. Qud liéu:

Chua phat hién ra nhitng thay doi lam sang déng ké khi ding desloratadin t6i liéu
45mg/ngay (tre 90ml dung dich thude — gap 9 lan liéu diéu tri).

11.2. X tri:

Piéu tri nhu céc bién phap diéu tri thong thuong khac, bao gdbm giam hap thu va diéu tri
triéu chimg. Desloratadin khong duoc dao thai bing duong thim phan phic mac.

12. Dic tinh dwge lue hoc

Nhom dwoc ly: Khang histamin H

Ma ATC: RO6AX27

Duegce Iy va co ché tdc dung:

Desloratadin 14 chit chuyén hoa chinh ¢6 tac dung ctia loratadin - mot thude khang histamin
3 vong thé hé 2, it ¢o tac dung e ché TKTW hon thé hé 1. Thude ¢6 tac dung khang chon
loc thu thé H, ngoai bién, lam giam kéo dai tri¢u chirng cia di ing, nhu: viém miui di ing,
may day.

13. Diac tinh duwge dong hoc

Thoi gian bét dau tac dung: 1 gio, thoi gian dat dinh tac dung: 3 gio, duy tri tic dung trong
24 gio. Chuyén hoa & gan thanh chat chuyén héa c¢6 hoat tinh la 3-hydroxydesloratadin
(chua rd qua enzym dac hiéu nao), thai trr theo con duong lién hop vai acid glucuronic.
Ty 1& gin véi protein huyét tuong cua desloratadin la 82-87%, ctia 3-hydroxydesloratadin
14 85-89%. O liéu diéu tri, desloratadin khong anh hudng hoac khong bi anh huong bai hé
thong enzym chuyén hoa CYP & gan. Thoi gian ban thai 1a 27 gio. Thai trir qua nudre tiéu
va qua phan (dudi dang chét chuyén hoa).

14. Quy cach dong goi:

Hop 1 chai x 60 ml. Kém cbe dong va huéng din sir dung

15. Diéu kién bao quan, han dung, tiéu chuan chat lwgng cia thuoc:

L\

X
»
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- Diéu kién bdo quan: Noi kho rao, nhiét do khong qua 30°C, tranh anh sang truc tiép.
- Han dimg: 36 thang ké tir ngay san xut.
- Tiéu chudn chat lwong: TCCS

16. Tén, dia chi cta co s& san xuat 2
1.5/Cone
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CONG TY CO PHAN DUFOC VTYT HAI DUONG
P/c: S6 102, Phé Chi Ling, Phuwong Nguyén Trai, TP. Hai Dwong, tinh Hii Duwong
DT: 02203842398  Fax: 0220.3853848
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