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STORAGE: Store in a dry place, below 30 °C,
protect from light.

Dometin® 5mg

HAp 3 vi x 10 vign nén bao phim

GMP-WHO Box of 3 blisters x 10 film-coated tablets

DOMESCO

CHi BINH, LIEU LUJNG & CACH DUNG,
CHONG CHI BINH, TUONG TAC THUGC, TAC
DYNG KHONG MONG MUGN VA NHONG BIEU
CAN LUU ¥: Xin doc trong 1 husng din sif dung,

g g .8k
£ & §§3¢:§
Ezs cEF2Es
e E= T— bl OB
= SE — 5
7’5’% Qg = 5.
I —
=8 32 B 53 ¢
'Sug g p— §§:E§“
ST EE =—— .%figg
s E m% —— EEE“EE

- £E sdsics

= 3 =§§g§§

= i £2%585

INDICATIONS, DOSAGE AND
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TO HUONG DAN SU DUNG THUOC

DOMETIN® 5 mg

THANH PHAN: Mdi vién nén bao phim chira

s IEBIOEREARIIL .......compmmsnm s s o ey s e s s fbs i b A AR S (RN T TR S5mg |
- Ta duoc: Starch 1500, Dicalci phosphat khan, Microcrystallin cellulose PH102. Talc, Colloidal |

silicon dioxid A200, Eudragit E100, Polyethylen glycol 6000, Titan dioxid, mau Brilliant blue lake.
DANG BAO CHE: Vién nén bao phim.
QUI CACH PONG GOI:
Hop 1, 3 vix 10 vién.
CHI PINH:
Lam giam cac triéu chimg c6 lién quan dén:
- Viém mii di img
- May day tu phat man tinh
LIEU LUQONG VA CACH Dl NG: Dung UOHE
Nguoi lon va tré em trén 12 tudi: 5 mg x 1 lan/ngay
Liéu khoi dau cho nguoi lém suy gan hodc suy than: 5 mg dung céch ngay.
CHONG CHI DINH:
- Qua man voi desloratadin hogc loratadin hay bét ky thanh phan nao cua thude.
THAN TRONG KHI SU DUNG:
- Hiéu qua va an toan cua desloratadin cho tré em duéi 12 tudi van chua duoc xac dinh.
- Than trong dung desloratadin trong truong hgp suy than nang.
- Rat hiém mot vai truong hop thude gay chong mat, diéu nay ¢6 thé anh huong kha nang lai xe va
van hanh lTld) moc.
PHU NU CO THAI VA CHO CON BU: ﬂLL;
- Phu nit ¢6 thai: Chi st dung desloratadin trong thoi ky mang thai khi can thiét.
- Phu nir cho con bi: Desloratadin qua sta me, vi vy nguoi me nén ngung dung desloratadin hoac
ngumg cho con bu sau khi can nhéc tdm quan trong cua viée dung thude diéu tri.
ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Trong nghién ciru dé danh gia kha nang ldi xe va van hanh may moc o bénh nhan dung desloratadin,
khong xay ra truong hop nao nguy hiém. Rat hiém mot vai truomg hop thude gay chong mat, diéu nay
¢6 thé anh huomg kha nang lai xe va van hanh may moc. Vi vay. nén than trong khi li xe va van hanh
may mac.
TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC:
- Cac thube tac dong dén men gan: Tuong tac duge dong c6 thé xay ra (tang ndng do cta desloratadin
va chit chuyén hoa c6 hoat tinh) khi dung desloratadin dong thoi véi thude tac dong dén men gan
(nhu azithromycin, cimetidin, erythromyein, fluoxetin, ketoconazol). Khong c¢é nhimg thay doi 1am
sang quan trong trén dién tim dd hodc trén nhing thir nghiém danh gia. dau hiéu nguy hiém hay vé
tac dung ngoai y.
- Nude buoi: Nude buoi khong lam thay doi duge dong hoc cua desloratadin.
TAC DUNG KHONG MONG MUON
Tom tdt vé théng tin an toan:
Trong cac th nghiém lam sang vé chi dinh bao g,ém ca viém mui di ung va noi may day tu phat man
tinh, & liéu khuyén céo 5 mg/ngay, tac dung khong mong mubn cta desloratadin da dugc bao cao voi
3 % bénh nhan cao hon mirc diéu trj bang gia dugc. Tac dung khong mong mudn thudng gip 1a mét
moi (1.2 %), kho miéng (0.8 %) va nhuc dau (0,6 %).
Tre em
Trong mot thu nghiém 1am sang vdi 578 bénh nhén thanh thiéu nién. tir 12 dén 17 woi. tac dung
khong mong mudn thuong gip nhét 1a dau dau; ¢ khoang 5,9 % bénh nhan dugce diéu tri bang
desloratadin va 6,9 % bénh nhéan dung gia duoc.
Céc tdc dung khéng mong muon:
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Tan sudt lam sang cua tac dung khong mong mudn duoc bao cao hon so véi gia duoc va tac dung
khong mong muén khac duogc bao cio trong qué trinh str dung dugc bdo cédo sau:

Rét tercmg, gap (= 1/10), thuong gap (= 1/100 dén < 1/10), it gap (> 1/1.000 dén < 1/100), hiém gap
(> 1/10.000 dén < 1/1.000 ), rat hiém gap (< 1/10.000) va khong dugc biét dén (khong thé uéc lugng
ttr dir liéu co san).

H¢ thing co quan Tan suat Tic dung khéng mong muédn
R6i loan tam than Rét hiém gap Ao giic.
R&i loan hé thong than kinh Thuong gap Pau dau. ‘

Rat hiem gap Chong mat, buén ngu. mat ngu. tam than
'van dong thai qua, co giat.

Réi loan tim mach ‘Rét hiém ¢ gap Nhlp tim nhanh, danh tréng nguc.

Khont_ biét dén 'Kéo dai khoang QT.

R loan tiéu hoa Ter(mg gap Khé miéng.

Rat hiém gap Dau bung. budn non, non, kho tiéu. ti¢u
chay.

R6i loan gan mat Rat hiém gap Téang men gan, tang bilirubin, viém gan.

Khong biét dén V'mg da.

Roi loan da va mo dudi da Khong blct dcn Nhav cam anh sang
R6i loan co xuwong khép vamé lien  Rét hiém g gdp ‘Dau co.

két

R&i loan chung Thuong gap Mét moi.

Rat hiém gap Phan tng qua man (nhu soéc phan vé,
pht mach. kho tho. ngira, phat ban. may
day).

Khong biét dén Suy nhugec.

Tré em

khong rd bao gom kéo dai QT, loan nhip tim va nhip tim cham.

Thong bao cho bac si nhitng téc dung khong mong mudn gip phai khi st dung thude. ﬂw\

QUA LIEU VA CACH XU TRi:

- Trong truong hop qua lidu, xem xét nhimg bi¢n phap chuén dé loai bo phan hoat chét chua duge hip
thu. Khuyén céo diéu tri triéu chimg va diéu tri hd tro.

_ bang tham tach mau nhung chua biét ¢ bi loai trir qua tham tach mang bung khong.
DUQC LUC HOC:

histamin 3 vong ¢6 tac dung kéo dai. Thude ¢6 téac dung déi khang chon loc déc hi¢u trén thy thé H; o
ngoai bién. Bing chimg thuc nghiém cho thiy desloratadin ngan chin su phong thich histamin tir té
bao mast cua nguoi. Do desloratadin khé qua hang rao mau ndo, nén thuéc khong gay tac dung budn
ngu khi sir dung liéu 5 mg mdi ngay.

DUQC PONG HOQC:

- Hap thu: Sau khi udng desloratadin 5 mg/ngay trong 10 ngay trén nguoi tinh nguyén khoe ‘manbh,
thoi gian trung binh dé dat ndng do thude tdi da trong huyét twong (T khoang 3 gi¢r va ndng do
dinh trung binh trong huyet tuong dat trang thai on dinh (Cya) 12 4 ng/ml va dién tich dudi duongr
cong vé I]Oi]L_ do - thot gian (AUC) la 56.9 ng.gio/ml. Thie an va nude budi khong anh huong dén
sinh kha dung (C,,.x va AUC) cua desloratadin.

- Phdn bo: Desloratadin va 3-hydroxydesloratadin gan két véi protein huyét twong lan luot 1a 82-87%
va 85 — 89 %. Su gin két vao protein cua desloratadin va 3-hydroxydesloratadin khong thay doi trén
nhting bénh nhan suy giam chirc nang than.

| - Chuyén héa: Desloratadin (mot chat chuyén hoa chinh cua loratadin) dugc chuyén héa manh thanh

Tac dung khong mong mudn khac duge bdo céo trong qua trinh diéu tri & bénh nhi vdi mot tan so |
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Desloratadin 1a chat chuyén hoa descarboethoxy ¢6 hoat tinh cua loratadin va 1a mot thudce khang 1

V1E

[
- Dua trén nhimg thur nghiém lam sang khi dung lieu lén dén 45 mg desloratadin (gp 9 lan liéu QMESC’

dung), khong quan sat thdy nhimg tac dung lam sang co lién quan. Desloratadin khong bi loai trit 4yy- 18
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" | chat chuyén hoa co hoat tinh 3-hydroxydesloratadin, sau do s& bi glucuronid hoa. Cic enzym chuyén

hoa desloratadin thanh 3-hydroxydesloratadin chua dugc xac dinh.

- Thai trie: Thoi gian ban thai trung binh cua desloratadin khoang 27 gio. Céc gia tri Cpa va AUC

tang ti 1¢ theo liéu uéng duy nhat trong khoang tir 5 — 20 mg. |
Murc do tich lily sau 14 ngay dung thude twong g véi thoi gian ban thai va tan sd liéu ding.

BAO QUAN Noi kho, nhiét do duoi 30 °C, tranh anh sang

HAN DUNG: 36 thang ké tir ngay san xut.

POC KY HUONG DAN SU DUNG TRUOC KHI DUNG @,l"/

NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SI. }‘ :

DPE XA TAM TAY TRE EM. ] |

NHA SAN XUAT VA PHAN PHOI |

\‘t CONG TY CO PHAN XUAT NHAP KHAU Y TE DOMESCO
Dia chi: SO 66. Qude 10 30. Phuong My Phu, TP Cao Lanh., Tinh Ddng Thap |
RO Dién thoai: 067. 3851950 o N

TP Cao Lanh ngay thing nam 20]5
U8 NG GIAM BOC/
: cuu & Phit trién”

an Thanh Phong

TUQ.CUC TRUONG
p TRUONG PHONG

Qé Mink Hing



