&R 1. Tén thuoc:

RoyalGSV

&R 2.Thanh phan: M&i 1mlsiro chira:
Desloratadin. ::...:ssssssmrsans 0,5mg
TAH PO WP O i e 1ml

(T4 dwoc gom: Natri citrat, acid citric, gdm arabic,
glycerin, nipagin, nipasol, natri saccarin, duong
trang, tinh dau cam, tartrazin, nuoc tinh khiét,

ethanol 96°).
R 3.Dang bao ché: Siro

* 4.Dac tinh dwoc e hoc, dwwgre dong hoc:
4.1. Dwoc lyee hoc:

Desloratadin |a chét chuyén hoa chinh co tac
dung cua loratadin - mét thuoc khang histamin ba
vong thé hé 2, it ¢ tac dung trc ché than kinh
trung wong hon thé hé 1. Thudc coé tac dung
khang chon loc thu thé H, ngoai bién, lam giam
kéo dai triéu chirng cua di trng, nhu: viém mdi di

rng, may day.
4.2. Dwoc dong hoc:

- Hap thu: Théi gian bat dau tac dung: 1 gid, thoi
gian dat dinh tac dung: 3 gi®, duy tri tdc dung

trong 24 gi(‘r.

- Phan bé: Ty |1é gan véi protein huyét twong la

82-87%, cua 3- hydroxydesloratadm la 85-89%.

- Chuyen hoa dwoc chuyén hoéa & gan thanh
chat chuyén hoéa cé hoat tinh la 3-
hydroxydesloratadin. O liéu diéu tri, desloratadin
khong anh huéng hodc khéng bi anh huéng béi

hé thdng enzym chuyen h6aCYP & G gan.

- Thai trlr: Thoi gian ban thai la 27 gio, thai triy
theo con duwdng lién hop véi acid glucuronic.
Thai trir qua nwérc tiéu va qua phan (dudi dang

chat chuyén hoa)

5. Quy cach déng goi:
Hop 1 1o x 60ml siro.

&R 6. Chidinh, lieu dung, cach dung va chong chi

dinh:

6.1. Chidinh:
-Viém maiding
-May day
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6.2. Liéu lwong vacachding:

Udng cung hodc khdng cung bira an.

Trétr 1 dén 5tuo; 2,5ml(1,25 mg)f1 lan/ngay
Tré tir6 dén 11 tudi: 5 ml(2,5mg)/1 Ianfngay
Nguoi Ién va thanh thiéu nién (212 tuéi): uéng 10
ml (5 mg)/1lan/ngay

Do chwa co6 day du dir liéu an toan va hiéu qua
cua desloratadin 0,5mg/ml str dung cho tré duéi
1 tudi nén thudc khong khuyén cao s dung cho
tré dudi 1 tudi.

6.3. Chéng chidinh: '

Quéa man véi hoat chat hodc véi bat ky thanh
phan nao cla thudc.

Tré em du6i 1 tudi

&R 7. Thantrong:

-0 tré em dwoi 2 tudi, viéc chan doan viéem mdi di
(rng rat khé khan dé phan biét véi cac thé viem
mi di (’ng khéac, do d6 can phai xét xem co sy
nhiém tring dwéong hd hap trén hay khéng, tién
str ciia bénh nhan va sir dung cac xét nghiém
thich hop.

- Chwa c6 day du di liéu vé dé an toan khi st
dung cho tré dui 1 tubi.

- Trong trwdng hop suy than nang, dung dich
uong desloratadin nén dwoc st dung than trong.
-San pham thuoc nay co chira ta dugc:

Buong tréng San pham cé chira 504mg du’cvng
trang/ml, can than trong cho cac bénh nhan tiéu
dwong, ngudi khong dung nap dwoc mot sé loai
duodng.

Ethanol 96°: San pham c6 chira mét lwgng nhd
ethanol 96°(dwéi 100mg/ liéu)

Tartrazin: Cé thé gay ra cac phan (ng di ’ng.

*Strdung cho phunir cé thaivachoconbui:
-Trong thai ky: Chidung néu nhu that sy can thiét
-Thoi ky cho con bu: Desloratadin di qua stra me,
vi thé can quyét dinh ngung cho con bu me hay
ngwng dung thuoc dwa trén tam quan trong cla
thubc ddi voi me

*Tac dong cua thuoc khi lai xe hodc van hanh
may moc: Thudc co thé co cac tac dung khong
mong mudn nhw dau dau, chéng mat can than
trong khi str dung cho ngu¢i lai xe hoac van hanh
may moc.



R 8.Twongtac thuéc:

- Lam tang ndng dé va tang tac dung cla ruou,
thude khang cholln thubc trc ché than kinh trung
wong, thudc trc ché chon loc thu hdi serotonin.

- Néng dd va tac dung cla desloratadin cé thé
tang I&n bdi droperidol, hydroxyzin, chét (rc ché
P-glycoprotein, pramlintid.

- Desloratadin lam giam nong dé va giam tac
dung cla thubc &rc ché acetylcholinesterase,
benzylpeniciloyl polylysin, betahistin,
amphetamin, thuéc cam (rng P-glycoprotein.

- Thirc an khéng anh hudng dén sinh kha dung
cuadesloratadin.

-K 9.Tac dung khéng mong muén cua thuéc:

Réat hay gép (ADR 2 1/10), thudng gap (1/1 00 <
ADR<=1/10), itgap (1/1000<ADR < 1I100), hiém
gép (ADR = 1/1000), rat hiém gap (ADR =
1/10.000).

Co quan Tan suat Tac dung khéng
mong muon khi
str dung
desloratadin

Roi loan tam Rt hiém Ao giac

than

Réi loan hé Thuong gap Dau dau

than kinh Thudng gap (tré Mét ngU

em <2 tudi) Chong mét, budn
Rét hiém ngu, mét ngu, tang
déng, co giat.

Roi loan tim Rt hiém Nhip tim nhanh,

Chura biét danh trong ngurc
QT kéo dai
Roi loan hé tiéu | Thudng gdp Khé miéng
héa Thuong gap (tré | a chay
em < 2 tudi) Dau bung, nén,
RAt hiém budn nén, kho tiéu,
tiéu chay.

Roi loan gan Rat hiém Tang men gan,
tang bilirubin, viém

Chua biét gan
Vang da

Roiloandava | Chua biét Nhay cam vai anh

dwdi da sang

Roi loan co Rat hiem Nhirc gan

xwong khép va

cac mé lién két

Roi loan toan Thudng gp Mét méi

than Thuwdng g3p (tré | Sot

em < 2 tudi) Phan (ng qué man
R4t hiém (séc phan vé, phu

mach, kho the....)
Chura biét Suy nhuwroc
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&R 10. Qua liéu va cach xir tri:

- Qua liéu:

Céc tac dung khdng mong muon lién quan dén
qua liéu twong tw nhu & liéu diéu tri nhung &
murc do cao hon.

- Cach xu tri:

Trong tru’crng hop qua liéu, dung cac bién phap
co ban dé loai hoat chat dwoc hap thu. Biu tri
tridu chirng va hd tro dwoc khuyén cao.

&R 11.Cac dau hiéu can lwu y va khuyén cao:

Chuwa c6 bao cao

R 12. Piéu kién bao quan va han dung:

- Bdo quan: Noi kho, nhiét 4o du6i 30°C.

- Han dung: 36 thang ke tlr ngay san xuét.
Khong dwee dung thuoc da qua hgn dang.
*Luu y Khi thay thudc bi van duc, sé 16 SX,
HD m& hay cé cac biéu hién nghi ngé khac
phai dem thudc téi héi lai noi ban hodc noi san
xuat theo dia chi trong don.

&R 13. Tén, dia chi cua co s& san xuét:

Tén co’s& san xuat : CONG TY CO PHAN
DUQOC PHAM HA TAY

Dia chi: T6 dan phd s6 4 - La Khé - Ha bong -
TP. Ha Noi

PT: 024.33522203 FAX: 024.33522203

K14, Ngay xem xét stra ddi, cap nhat lai noi

dung hwéng dan str dung thudc:
Ngay 06 thang 02 nam 2017




