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NHAN HOP 

Hép 03 vi x 10 vién 

Demulis 

——————— 

Thanh phan 

Mai vien chifa Desloratadin 2,5 mg. 
Dang bao ché: Vien nén phan tan treng mieng. 
Chi dinh, cach ding, chong chi dinh va cac thong 

tin khdac: Xem trong te huéng dan su dung thudc 

ker theo. 

é - 3 vix 10 vien 

San xuat tai: 

CONG TY CO PHAN DUOC PHAM THANH PHAT 

Lé CN1-6, khu céng nghiép Phti Nghia, xa 
Phu Nghia, huyén Chueng My, thanh pho Ha Noi. 

SDT: 0243.200.9142 

Bao quan. 

Noi khd, tranh anh sang, duai 30°C 

Tiéu chuan: TCCS 
®exatam tay tre em. 
Doc ky hung dan sir dung truec khi ding. 
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NHAN HOP 

Desloratadin 2.5 mg 

— vix 10 vien 

Thanh phan. 

Mai vién chiva Desloratadin 2,5 mg 
Dang bao che: Vien nén phan tan trong mieng. 

Chi dinh, cach ding, chang chi dinh va cac thong 

tin khdc: Xem trong to hu'éng dan sw dung thuoc 

kem theo. 

Bdo quan: Noi kho, trdnh anh sang, duéi 30°C. 

Tiéu chuan: TCCS. 

Oe xa faim tay tré em 

Doc ky huang dan si dung tru‘dc Khi dung. 

SDK: 

6 blisters x 10 table 

Ingredients 

Each tablet contains Desloratadine 2.5 mg. 

Dosage forms: Orodispersible tablets. 

indications, usage, contraindications and other 
information: See the enclosed instruction for use 

Storage: Atadry place, protect fram light, 

below 30°C 

Specification: In-house 

Keep out of reach of children 

Read the instruction carefully before use. 

San xuat tai 

CONG TY CO PHAN DUOC PHAM THANH PHAT 

Lé CN1-6, khu cong nghiép Phu Nghia, xa 

Phu Nghia, huyén Chuang My, thanh phé Ha Noi. 

SDT: 0.243.200.9142 

SLSX/LOT: 

NSX/MFG. 

HD/EXP: 

Manufactured by. 

THANH PHAT PHARMACEUTICAL JSC 

Lot CN1-6, Phu Nghia Industrial Zone, 
Phu Nghia Commune, Chuong My District, 

Ha Noi. 
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HUONG DAN SU DUNG 

DEMULIS 

(Vién nén phan tan trong miéng Desloratadin 2,5 mg) 

Dé xa tim tay tré em 

Doc kj hwéng dan sir dung trwéc khi ding 

THANH PHAN CONG THUC: 
Méi vién nén phan tan trong miéng chira: 
Thanh phan duge chat: Desloratadin 2,5 mg. 

Thanh phan ta duoc: Celulose vi tinh thé PH 102, tinh bét tién gelatin hoa, manitol, acid citric 

khan, sucralose, kali polacrilin, croscarmelose natri, oxyd sat dé, huong tutti frutti, magnesi 

stearat. 

DANG BAO CHE: Vién nén phan tan trong miéng. 

M6 ta: Vién nén hinh tru, mau dé nhat, hai mat nhan, canh va thanh vién lanh lan. 

CHi BINH 
Thuédc duge chi dinh 6 ngudi 1én, thanh thiéu nién tir 12 tudi tré 1én va tré em tir 6 dén 11 tudi dé 
gidm céc triéu chimg lién quan dén: 

- Viém mii di tng 

- May day. 

LIEU DUNG, CACH DUNG 
Cach ding: 

Ding duong udng, cé thé ding cing hodec khéng etng voi thie Sn, 

Dat vién thuéc trén ludi va dé thuéc tan ra truéc khi nudt, cd thé uéng cing véi nude hodc khéng. 
Ding thudc ngay sau khi mé vi. 

Liéu dimg: 

Negudi 1én va thanh thiéu nién (12 tudi tré 1én): 2 vién/lan, ngay 1 lan. 

Tré em tir 6 dén 11 tuéi: 1 vién/lan, ngay 1 Jan. 

Tinh an toan va hiéu qua cua thudc 6 tré em dudi 6 tudi chua duoc thiét lap. 

Viém mii di img khéng lién tuc (triéu chimg xuat hién < 4 ngay/tuan hode < 4 tudn) nén duge 

diéu tri pht hop dya trén danh gid tién sir bénh cia bénh nh4n va nén ngimg didu tri khi hét triéu 
ching va tai diéu tri khi tai xuat hién triéu ching. 

Trong viém mii di tng kéo dai (triéu chimg xudt hién > 4 ngay/tudn va kéo dai > 4 tuan), 6 thé 
diéu tri lién tuc trong théi gian tiép xtic véi di nguyén. 

CHONG CHi BINH 
Chéng chi dinh str dung thudc cho cdc bénh nhén qua man cam véi desloratadin, loratadin, hodc 

voi bat ky ta duge nao ctia thudéc (xem phdn thanh phan céng thive). 

CANH BAO VA THAN TRONG KHI DUNG THUOC 
Trong trudng hop suy than nang, nén than trong khi str dung thuéc. 
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Nén than trong khi ding desloratadin cho nhiing bénh nhan cé tién str bénh ly hodc gia dinh cé 

tién sir bi co gidt, d&c biat 1a tré em, vi cé thé phat trién cdc con déng kinh méi khi didu tri bang 

desloratadin. Nhan vién y té nén cAn nhac viée ngiing ding desloratadin & nhtng bénh nhan bi co 

giat trong qua trinh didu tri. 

Cac phan ting qua man bao gdm phat ban, ngtra, ndi mé day, phi né, khd the va séc phan vé da 

duoc bdo cdo sau khi ding desloratadin. Néu phan tng nhu vay xay ra, nén dig ding thudc va 

xem xét diéu tri thay thé. 

Canh bdo ta duoc: 

Thudc chita manitol cé thé cho tac dung nhuan trang nhe. 

Thudéc nay chita it hon 1 mmol natri (23 mg) trong mdi vién, ttc 1a vé co ban 1a “khéng chia 

natri”. 

SU DUNG THUOC CHO PHY NU CO THAI VA CHO CON BU 
Phu nit c6 thai 

Cc dft liéu trén phy nt mang thai cho thay khong ¢6 déc tinh cla thudc d6i véi thai nhi/tré so 

sinh. Nghién ctru trén déng vat khong cho thay tac hai true tiép hodc gian tiép dén sinh san. Tuy 

nhién, dé dé phong nguy co cé thé xay ra, nén tranh sir dung desloratadin trong khi mang thai. 

Phu nit cho con bu 

Desloratadin da dug tim th4y & tré bu stta me cia phu nt duge didu tri. Hiéu qua cia desloratadin 

trén tré bu me 1a kh6ng r6. Phai quyét dinh hoac 1a cho tré ngiing bu me hode 1a ngimg str dung 

desloratadin cho phy nt cho con bi, cé tinh dén loi ich cla viée cho con bt va cdc Igi ich cha viée 

diéu tri cho ngudi me. 

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC 
Trong cdc thir nghiém lam sang, desloratadin khéng cé hodec anh hudng khéng dang ké dén kha 

nang ldi xe va van hanh may moc. Bénh nhan can duoc thong bdo rang hau hét bénh nhan khong 

cam thay buén nga khi ding thuéc. Tuy nhién, bénh nhan c6 sy thay d6i co thé dé dap ting voi tat 
ca cac san pham thuéc, nén bénh nhan nén tranh cdc hoat dong doi héi su tinh tao vé tinh than, 

chang han nhw lai xe hoac van hanh méy méc, cho dén khi xdc dinh duoc phan tng cia ho voi 

thudc. 

TUONG TAC, TUONG KY CUA THUOC 
Khéng quan sat thdy tuong tac cé ¥ nghia lam sang trong cdc thir nghiém lam sang véi vién 

desloratadin khi ding déng thdi véi erythromycin, ketoconazol. 

Trong mot thir nghiém duge 14m sang, uéng déng thdi desloratadin cing véi rvgu khéng anh 

huéng dén tac dung lam giam hoat déng cia ruou. 

Tuong ky: Do khéng c6 cdc nghién ctru vé tinh tuong ky ctia thuéc, khong trén 14n thuéc nay véi 

cdc thuéc khac. 

TAC DUNG KHONG MONG MUON CUA THUOC 
C4c tan suat xay ra: rat thudng gap (21/10), thudng gap (21/100 va <1/10), it gap (= 1/1000 
va < 1/100), hiém gap (21/10 000 va < 1/1 000), rat hiém gap (< 1/10 000) va khong duge biét 
dén (khng thé ude luong tir dit liu s&n cd), 

Hé théng co quan Tan suat Tac dung khéng mong muén 

Réi loan chuyén héa va | Khéng duoc biét dén | Tang thém an 

dinh duéng 
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Ri loan tam than Rt hiém Ao giac 
Khéng dugc biét dén | Hanh vi bat thuong, hung hang, tam trang 

chan nan 

R6i loan hé than kinh Thuong gap Dau dau 

Rat hiém gap Chéng mat, buén ngu, mat ngu, kich déng 

thai qua, co giat 

R6i loan mat Khong dugc biét dén | Khé mat 

Bénh tim Rat hiém gap Nhip tim nhanh, danh trong ngure 

Khong duoc biét dén | Khoang QT kéo dai 

R46i loan tiéu hoa Thuong gap Kh6é miéng 

Rat hiém gap Dau bung, buén nén, nén, khé tiéu, tiéu 

chay 

Rdi loan gan mat RAt hiém gap Tang men gan, tang bilirubin, viém gan 

Khéng duoc biét dén | Vang da 
Réi loan da va m6 dudi da | Khong duge biet dén | Nhay cam anh sang 

Rdi loan co xvong va mé | Rat hiém gap Dau co 

lién két 
R6i loan chung va tinh | Thuong gap Mét moi 

trang tai ché ding thuéc | Rat hiém gap Phan tmg qué man (nhw séc phan vé, phi 
mach, khé thé, ngta, phat ban va ndi mé 

day) 

Suy nhuge 

Tré em: 

Céc tac dung khéng mong muén khac duge bdo cdo khi wu hanh thuéc 6 tré em voi tan suat 

khéng 16 bao gém khoang QT kéo dai, r6i loan nhip tim va nhip tim cham, hanh vi bat thuong va 

hung hang. 

Thong béo ngay cho bac si hodc duoc si nhitng phan tng cé hai gdp phai khi swt dung thudc. 

QUA LIEU VA CACH XU TRI 
Chua phat hién ra nhitng thay déi lam sang dang ké khi ding desloratadin téi ligu 45 mg/ngay 

(gdp 9 lan liéu didu tri). 
Trong trudng hop qua liéu, diéu tri nhw cdc bién phdp diéu tri théng thudng khdc, bao gdm giam 

hap thu va diéu tri triéu chimg. Desloratadin khéng duge dao thai bang duéng thdm phan phic 

mac, 

NHOM DUOC LY: Thudc khang histamin — chat d6i khang Hi 

MA ATC: RO6AX27 

QUY CACH DONG GOI 
H6p 3 vi x 10 vién. 

H6p 6 vi x 10 vién. 

H6p 10 vi x 10 vién. 

DIEU KIEN BAO QUAN: Noi khé, tranh anh sang, dudi 30°C. 
HAN DUNG: 36 thang ké tiv ngay san xuat. 
TIU CHUAN CHAT LUQNG: TCCS. 
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San xuAt tai: 

CONG TY CO PHAN DUGC PHAM THANH PHAT 
Lé CN1-6, khu cong nghiép Phi Nghia, x4 Pha Nghia, huyén Chuong Mf, thanh phé Ha Ndi. 
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