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BPoc ky huomg dén si dung trudc khi ding.
Néu can thém théng tin, xin héi y kién thdy thuéc.
Chi diing thuéc nay theo su ké don cua thay thuéc.

Dé xa tam tay tré em.

NEOCILOR SYRUP

THANH PHAN

M3i 5 ml si rd chira:

Hoat chiit:

Desloratadin 2,5 mg

T4 dugce: Pudng, dung dich sorbitol 70%, glycerin, natri benzoat, axit citric monohydrat,
natri citrat, dinatri edetat, huong chanh, huong cam, mau 46 qua mam x8i, nuéc tinh
khiét.

DUQC LUC HQC/ DUQC PONG HQC

Durge lyre hoe :

Desloratadin 12 mt chét khdng histamin 3 vong c6 téc dung kéo dai véi tic déng khéng
histamin chon loc trén thy thé H,. $§ ligu vé sy véi gin thy thé cho thdy & ndng d 2-
3mg/ml (7nanomol), desloratadin thé hién tuong tic dién hinh v6i thy thé H; & ngudi.
Desloratadin {rc ché sy giai phong histamin tir c4c dudng bao trong thir nghiém in vitro.
Desloratidin c6 téc dong kéo dai va khong giy budn ngu do n6 khong dé di qua hang rao
méu nio.

Dugc djng hoc:

Hiip thu:

Desloratadin dugc hép thu tét véi nﬁng d6 cao nhét dat dugc sau 3 gio. Dign tich dudi
dudmg cong (AUC) 1a 56,9ng.gid/ml va ndng do dinh trong huyét twong trung binh &
trang thdi 6n dinh vao khoang 4ng/ml. Sinh kha dung cua desloratadin ti 1¢ thudn véi liéu
dung trong khoang tir Smg dén 20mg. e
Chuyén héa: :
Desloratadin dugc chuyén héa hiu hét thanh chit chuyén héa chinh 1a 3-
Hydroxydesloratadin, sau d6 tham gia vao phan img Glucorinat héa.

Phin bé:

Desloratadin va 3 — Hydroxydesloratadin 1dn lugt géin két véi protein huyét twong 82-
87% va 85-89%.

Thai trir:

Thoi gian bén thai trung binh cia desloratadin 1a 27 gio. B¢ tich liy sau 14 ngay sir dyng.
phi hop véi théi gian bén thai va tin sb sir dung.

i twgng dic bigt:

Bénh nhén suy thgn: O bénh nhan suy thin nhe dén trung binh, ndng d¢ Cpax trung binh
va gié trj AUC ting lén tuong img khoing 1,2 va 1,9, so v6i ngui binh thudng. O bénh
nhén suy thin ning hay nhimg ngudi phy thuc vao thim phén mau, Cyax va gid trj AUC
ting 1én twong img xdp xi 1,7 va 2,5 lin. Desloratadin va 3-Hydroxydesloratadin ft bj thai
trir khi thAm phan m4u. Nén diéu chinh liéu d6i v&i bénh nhén suy thin.

Suy gan: Bénh nhan suy gan, khong ké dén mirc 46 ningnhc, Aucungxﬁp xi 2,4 lin
50 véi ngudi binh thuong. DG thanh thai khi ding duong ubng c6 thé do duge & binh
nhén suy gan nhe, trung binh, va ning twong img 12 37%, 36% va 28% so v&i ngudi binh
thuéng. Ciing ghi nhiin sy ting thi gian béan thai trung binh & bénh nhén suy gan. Nén
diéu chinh liéu d6i véi bénh nhin suy gan.

CHI PINH

Viém miii dj img theo mua:

Neocilor siro duge chi dinh dé gidm céc trigu chimg lién quan dén mili hojc khong lién
quan dén mili ctia bénh viém mii dj img theo mba. :
Viém mii di img quanh nim: —
Neocilor siro dugc chi dinh dé giam nhe céc tri¢u chimg lién quan dén miii hodc khong
lién quan dén mii ctia bénh viém mili dj img quanh nim.

Bénh may day mén tinh ty phét:

Neaocilor siro dugc chi dinh dé giam trigu chimg ngira, gidm s lugng ph4t ban ngoai da.
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LIEU PE NGH]

Thude nay chi ding theo sy ké don ciia thiy thude.

- Tré tir 6 thang — 11 théng: 1 mg desloratadin/ 2,0 ml/ 1 ngay.

- Trétir 12 thdng - S tudi: 1,25 mg desloratadin/ 2,5 ml (thia ca phé)/ 1 ngay.

- Trénr6tdi-11wdi: 2,5 mg desloratadin/ Sml (2 thia ca phé)/ 1 ngdy.

- Ngudi 16m va tré tir 12 tudi trér 1én: 5 mg desloratadin/ 10 ml (4 thia c2 phé)/ 1 ngay.

- Bénh nhén suy than hodc suy gan: trén bénh nhén suy thin hoic suy gan liéu khéi déu
khuyén diing 12 5 mg/ 10ml (4 thia ca phé)/ céich ngy dya trén cdc thong s dugc
dong hoc.

- Diing trong hodc sau bira dn.

CHONG CHI PINH
Desloratadin chéng chi dinh trén bé¢nh nhén mén cim hojc c6 phan img déic bi¢t v6i
desloratadin, v6i loratadin hoic bt ky t4 dugc n2o cua thude.

CAC CANH BAO VA THAN TRONG

Hiéu qua v an toan cia NEOCILOR Syrup trén tré em dudi 6 thang tudi chua dugc xéc
lip. Trong trudmg hop suy thin ning, desloratadin c6 thé dugc sir dung thin trong. Bénh
nhan gip vén dé di truyén khong dung nap galactose, bénh nhan thiéu men lactase hofic
hép thu glucose-galactose kém khong nén diing thudc nay.

Sir dung & phu nir ¢6 thai va cho con bu.

Phy nir ¢6 thai: Chua c6 nhimg nghién ciu ddy di va dugc kiém sodt tot khi sir dung
desloratadin trén phy nir c6 thai. Khong nén ding desloratadin trong thai ky trir khi lgi
fch didu trj mong dgi cho ngudi me vuot trdi nhitmg nguy co c6 thé xiy ra ddi véi thai
nhi.

Phu nir cho con bi: Desloratadin c6 thé qua sira me, do d6, cén quyét dinh ¢6 nén ngung
thudc trong thai gian cho con bd hay khong, cin lwu § vé tim quan trong cia thubc cho
ngudi me.

Téc djng lén khi niing l4i xe va vin hanh mdy méc.

Trong nghién ciru 1am sang vé kha nding I4i xe, khong c6 truong hop xéu nao xay ra &
bénh nhan sir dung desloratadin. Tuy nhién, bénh nhan cin dwoc théng béo vé nhimg
triéu chimg hiém gdp nhu budn ngu, diéu nay c6 thé anh huong dén kha ning 14i xe vén
hanh m4y méc. T B

TUONG TAC VOI CAC THUOC KHAC _
Khéng c6 trong téc ldm sang ndo dugc ghi nhan trong cdc thir nghiém lién quan,dén
tuong tdc thube giira desloratadin khi ding chung véi erythromycin hodc ketoconazol.
Trong thir nghi¢m duge 1§-1am sang, dung chung desloratadin véi rugu cho l.hﬁy thude
khong 1am ting cuomg téc dung (rc ché clia nrgu trén hé than kinh.

TAC DUNG KHONG MONG MUON )

- Nhin chung desloratadin dugc dung nap tét. Nhitng phan (mg phu thudmg thiy dugc
ghi nhin trong sudt thoi gian diéu trj bﬁng desloratadin 12: mét moi, nhirc diu, kho miéng.
- Céc phan img hiém gip khac: Hoa mét, budn ngi, mit ngi, mach nhanh, dénh trong
nguc, dau bung, budn ndn, non, khé tiéu, tiéu chay, ting men gan, ting bilirubin, viém
gan, dau co, phan (mg qui min (phan v, phdt mach, khé thé, ngira, ban d6 va ndi mé
day).

Théng béo cho bdc sy nhimg tdc dung khéng mong muédn gdp phii khi diing thuée.

QUA LIEU VA CACH XU LY

Trong trudng hop qué liéu, cin ding nhimg phuong phép chudn dé loai bé hoat chét chua
¢6 hap thu. C6 thé diéu trj trigu chimg va diéu tri hd trg. Dya trén thir nghiém lim sang
da liéu, trong d6 sir dung mot lugng desloratadin 1&n dén 45mg (gép 9 1an liéu diéu trj),
khong c6 hiu qua 1am sing nao dugc ghi nhin. Desloratadin khong bj thai trir khi thim
phén mau, chwa biét rd thude ¢6 bj thai trir khi thim phan mang bung hay khong.

BAO QUAN: Béo quan noi khd, mat, dudi 30°C. Trénh 4nh séng.

HAN DUNG: 60 thing ké tir ngay san xuit.

PONG GOI: Hop c6 1 chai chira 50ml si ro.

TIEU CHUAN CHAT LUQNG: Nha Sin Xuit.

San xuét boi:
INCEPTA PHARMACEUTICALS LTD.
Dija chi: Dewan Idris Road, Zirabo, Savar, Dhaka, Bangladesh.
DT: +880-2-7708502-6 Fax: +880-2-7708507
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