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NHAN PHU:

y

WDesloramdine NORMON 5 mg film-coated
tablets. Duong ding: Udng. Thanh phidn: Mai vién nén
bao phim chira 5 mg Desloratadin. Chi dinh, liéu ding,
cdch diing, chéng chi dinh va cac thong tin khic: Xem to
hudng dan str dung trong hop. Quy cich déng géi: Hop 2
vi X 10 vién nén bao phim/vi. Pi¢u kién bio quin: Bao
quan trong bao bi kin, tranh am, tranh anh sang, & nhiét do
du6i 30°C. Tiéu chudn: Tiéu chuin co so. Sé 16 SX, NSX,
HD: Xem Batch, MD, EXP. trén vo hop. Sin xuit tai Tay
Ban Nha béi: LABORATORIOS NORMON, S.A (Dia
chi: Ronda de Valdecarrizo, 6 — 28760 Tres Cantos (Madrid),
Tay Ban Nha).
Xudt xir: Tdy Ban Nha
bé thube trdnh xa tam tay tré em.

Doc ky huéng dan sir dung truée khi dung.
SbK:
DNNK.:
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(Desloratadin 5 mg)

“Dé xa tam tay tré em
Poc ky hwdng dan st dung truede khi ditng”

1. THANH PHAN:

Mai vién nén bao phim chira:

Thanh phan hoat chét: Desloratadin .....................cccoenn.. 5,00 mg

Thanh phin td duge: Lactose khan, cellulose vi tinh thé, calci hydrophosphat khan,
hydroxypropyl cellulose thay thé bic thdp., magnesi stearat, keo silica khan, methyl
hydropropyl cellulose, titan dioxyd, tale, indigo carmin aluminum lake E132, macrogol 6000
2. DANG BAO CHE:

Dang bao ché: Vién nén bao phim

Mo ta dang bao ché: Vién nén bao phim hinh tron, hai mat 161, mau xanh.

3. CHI DINH:

Thude duoc chi dinh & ngudi 16n va tré em tir 12 tudi tro 1én dé giam cac tridéu chimg di ing t
rong cac truong hop sau:

- Viém miui di ing.

- Mé day.

4. CACH DUNG, LIEU DUNG:

Liéu lugng

Ngudi 1on va tré em trén 12 toi: 1 vién/ngay

An toan va hiéu qua cua desloratadin dang vién nén bao phim & tré em duéi 12 tudi chwa duoc
xac dinh. Khong co dir liéu co san.

Viém miii dj img khong lién tye (céc tri¢u chimg xudt hién dudi 4 ngay mdi tuin hodc dudi 4
tuan) nén duoc diéu tri theo danh gia vé tién sir bénh cta bénh nhan va ¢6 thé ngimg diéu tri
sau khi cac triéu chimg bién mét hodc tai stt dung khi triéu chimg xuét hién tré lai. Trong viém
miii di ing kéo dai (cac triéu chimg xuét hién 4 ngay tro 1én mdi tuan va trong hon 4 tuan), co
thé diéu tri kéo dai cho bénh nhin trong thoi gian méc di ing.

Bénh nhin suy gan hoac suy than: Ding 1 vién cach ngay.

Cich sii dung: Ding dudng uéng, Co thé udng ciing hodc khéng vai thire dn.

5. CHONG CHI PINH

Co tién st man cam vai desloratadin, voi bat cir thanh phan nao ctia thude hodc loratadin.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Hiéu qua va an toan cua desloratadin cho tré dudi 12 tudi van chira duge xac dinh.
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tpng khi dung desloratadin trong truomg hop suy than ning.

ding thude cho bénh nhan cé nhimg van dé vé di truyén lién quan dén khong dung

g¢fose, khiém khuyét men dung nap lactase hodc r6i loan hip thu glucose - galactose.

: U’\JG THUOC CHO PHU NU CO THAI VA CHO CON BU:

Sit dung thude cho phu niv ¢é thai:

Chua ¢6 danh gia mire d¢ an toan cua desloratadin sir dung theo dudng dung ngoai d6i véi phu

nir ¢6 thai. Chi sir dung desloratadin trong thoi ky mang thai khi that su cén thiét.

Str dung thuéc cho phu nit cho con bii:

Desloratadin qua sira me, vi vay nén quyét dinh ngung cho con bu hodc ngimg st dung

desloratadin sau khi can nhac tam quan trong cta thude ddi voi ngudi me.

8. ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC:

Thudc khéng gdy anh huéng nguy hiém. Hau hét moi nguoi khong bi buén ngti. Tuy nhién, do c6

su khac bigt vé phan tmg véi tét ca cac san phém thudc, bénh nhan duoc khuyén céo khong nén

tham gia vao cic hoat dong can sy tinh tdo, nhu l4i xe hodc sir dung may mac, cho dén khi ho biét

1o phan (mg riéng véi timg san phim thude. Ngodi ra, bénh nhéan cling cin biét rd céc téc dung

khong mong mudn xay ra trén hé than kinh ¢6 thé anh hudm g dén kha nan g lai xe va van hanh may

moc . nhu dau dau (thuomg g8p), a0 gidc, chéng mit, budn ngl, mat ngu, tim than hiéu dong théi

qua, co gidt (rat hiém giip).

9. TUONG TAC, TUONG KY CUA THUOC

Tuong tic ciia thudce:

Tranh sur dung desloratadin von:

- Céc thude tac dong dén men gan

- Tuong téc duge dong 6 thé xdy ra (ting ndng d6 cua desloratadin va chat chuyén hoa c6 hoat
tinh) khi dung desloratadin ddng thoi véi thude tac dong dén men gan (nhu azithromycin,
cimetidin, erythromycin, fluoxetin, ketoconazol). Khéng co nhiimg thay ddi lam sang quan
trong trén dién tam do hoac trén nhimng thir nghiém danh gid, ddu hiéu nguy hiém hay vé téc
dung ngoai y.

- Nudc budi khéng lam thay dbi duge dong hoe cua desloratadin,

Tuong ky ciia thuoc: Do khong ¢6 cac nghién ciu vé tinh twong ky ctia thude, khong tron 1an

thude nay vai céc thude khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC



an kinh: Pau dau.

Tiéu hoa: Kho miéng

Anh huong chung: Mét moi

- It ggp, 1/1000 < ADR < 1/100

Chua thay ¢6 bdo céo

- Hiém gap, ADR < 1/1 000

Chua thiy ¢6 bdo cdo

- Rit hiém gap, ADR < 1/10 000

Thén kinh: Ao gide, chong mat, budn ngl, mat ngu, tim than hiéu dong thai qua, co giat
Tuan hoan: Nhip tim nhanh, dnh tréng ngure.

Tiéu hoa: Pau bung, buén nén, nén, khé tiéu, tiéu chay

Gan, mat: Tang ndng do cac enzym gan, tang billirubin, viém gan.

Co xuong khép: Pau co.

Anh huong chung: Phan tng qua man (nhu séc phan v¢, phi mach, kho thé, ngira, phat ban
va ndi mé day)

- Chua rd tan sudt:

Réi loan chuyén hoa va dinh dudng: Tang khau vi

R6i loan tdm thin: Hanh vi bat thuong, gy han

Tudn hoan: QT kéo daj

Gan mat: Vang da

Réi logn da va mé dudi da: Nhay cam anh séing

Anh huéng chung: Suy nhuoc

Tham do: Can nang ting

11. QUA LIEU VA CACH XU TRi

Trong truong hop qua liéu, xem xét nhimng bién phap chudn dé loai bé phan hoat cht chua
dugc hap thu. Khuyén cdo diéu tri tricu chimg va diéu tri hd tro.

Dua trén nhimg thir nghiém 1am sang khi dung liéu Ién dén 45 mg desloratadin (gép 9 lan liéu
ding), khong quan sat thay nhimg tac dung lam sang c6 lién quan. Desloratadin khong bi loai
trir biing thim tdch mau nhung chua biét co bj loai trir qua tham tédch mang bung khong, 12.



yFatadin Ia mot plperldm tac dung khang H1 chon loc, kéo dai va khong gdy ngu.
Desioratadm lam glam nhitng téc dong trén thu thé H1 & co phé quan min, mao mach va co
tron dudng tiéu hoa, gdm gidn mach, co thit phé quén, ting tinh thaim thanh mach mau, dau,
ngia va co thit co tron duong tiéu héa. Desloratadin duge str dung dé giam nhe céc triéu chimg
di tmg

13. PAC TINH DUQC PONG HOQC

Hidp thu: Sau khoang 30 pht sir dung thudc, cé thé phat hién thiy desloratadin trong huyét
twong. Desloratadin dat néng d6 tdi da sau 3 ¢id dung thude, thai gian ban huy 27 gio.

Phdn bé: Khoang 83-87% desloratadin lién két véi protein huyét tuong.

Chuyén héa: Chua xac dinh rd enzym chuyén hoa desloratadin. Desloratadin khong ¢ ché
enzym CYP3A4 va CYP2D6.

Thai triv: Desloratadin thai trir qua phan va nudc tiéu.

Duoc dpng hoe trén doi twong dic bigt:

Dugc dong hoc cua desloratadin trén bénh nhidn suy thin man tinh duoe so sanh véi cac doi
tugng khoe manh trong mot nghién ctru don liéu va mat nghién ciru da lidu. Trong nghién ciru
don liéu, mic d phoi nhiém véi desloratadie & nhiing bénh nhan suy thin man mic do nhe
dén trung binh va muc dé néng cao hon khoang 2 - 2,5 1an so véi ngudi khoe manh. Trong
nghién ciru da liéu, trang thdi n dinh dat duoc sau ngay tha 11, mic dd phoi nhiém véi
desloratadin & nhitng bénh nhan suy than man muc d6 nhe dén trung binh cao hon 1.5 1an va
o nhimg b¢nh nhan suy than man mire d6 ning cao hon 2,5 lan so voi cac dbi tuong khoe manh.
14. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC

Khong co.
15. QUY CACH PONG GOI
Hop 2 vi x 10 vién nén bao phim/vi,
16. BAO QUAN
Bao quén trong bao bi kin, tranh am, tranh dnh sang, & nhiét do duéi 30°C
17. HAN DUNG
24 thang ké tir ngay san xudt.
18. TIEU CHUAN CHAT LUQNG: TCCS
19. TEN, PIA CHI, BIEU TUQNG (NEU CO) CUA CO SO SAN XUAT
Nha san xudt
Laboratorios Normon S.A.

Dia chi: Ronda de Valdecarrizo, 6 — 28760 Tres Cantos (Madrid), TAy Ban Nha



