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Mau nhan hép, vi: Hop 5 vi (nhém-nhém) x 10 vién
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Mau nhan hép, vi: Hop 10 vi (nhém-PVC) x 10 vién
Ma&u nhan vi:

Mau nhan hop:
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HUONG DAN SU DUNG THUOC
1. Tén thuée: OCEDELO
2. Cac dédu hiéu hru y va khuyén céo khi ding thube:
“Dé¢ xa tam tay cua tré em”™
“Poc k¥ hudng dan st dung trude khi ding” :
“Thong bao cho bac sy hoac dugce sy nhitng tac dung khong mon _/‘phéi khi
sir dung thuoc™

3. Thanh phén céng thire thude: Mdi vién nén phan tan chira:

Thanh phéin dwgc chit Ham lwong
Desloratadin 5 mg
Ta dugc vira du 1 vién

Thanh phin ta dwgec: Crospovidon, natri starch glycolat, lactose, aspartam, colloidal
silicon dioxid, glyceryl dibehenat, vanilin.

4. Dang bao ché: Vién nén phan tan (Vién nén phan tan hinh try, mau tring, mit vién
nhin, thanh canh vién lanh lin. Phén tan trong nude tao hon dich uéng).

5. Chi dinh: St dung cho nguoi 16n va thanh thiéu nién tir 12 tudi trér 1én dé giam cac triéu
chung lién quan dén: Viém mii dj img, may day.

6. Cach ding va liéu ding:

Thube duge dung biang duong uéng. khong bi anh huéng boi thire &n. Phan tan vién thude
trong 20-30ml nuéc, ubng sau khi pha.

Ngwoi lon va tré em tir 12 tuéi tré lén: Smg/lan/ngay.

Tré em dwdi 12 tuéi: Nén lua chon dang bao ché va ham lugng khac (dung dich uéng hay
sird) cho phu hop.

Bénh nhan suy gan hodac suy than: Liéu ding dugc khuyén cdo la Smg, uéng cach ngay.
7. Chong chi dinh:

Min cam v6i bt ky thanh phan nao cta thude va loratadin.

8. Canh bo va than trong khi ding thubc:

O tré em dudi 2 tudi, viéce chan doan viém mii di tng rat kho dé phan biét véi cac thé viém
miii khac. Do do. cin phai xét xem ¢6 sy nhiém trung duong hé hap trén hay khong, tién
str cia bénh nhén va sur dung céc xét nghiém thich hgp.

Thén trong khi dung desloratadin cho nhitng bénh nhén co6 tién st dong kinh.
Desloratadin thai trir qua than dudi dang chat chuyén hoa c¢o6 hoat tinh, do do can giam liéu
trén bénh nhan suy than, suy gan.

Thudc nay ¢é chira mot lugng aspartam nén thén trong v6i nguoi mic bénh
phenylcetonurie (Phenylceton— ni¢u)

Thubc c6 chira lactose nén can than trong voi bénh nhan co van dé dung nap galactose di
truyén (hiém gip), thiéu hut men Lapp-lactase hodc kém hép thu glucose-galactose khong
nén dung thude nay.

9. Sir dung thude cho phu nir ¢6 thai va cho con bu:

- Sir dung thudc cho phu nir ¢6 thai: Cac nghién ctru trén dong vt cho thay desloratadin
khong gdy qudi thai, song cling nén than trong khi dung desloratadin cho phy nir mang thai.
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- Sir dung thudc cho phu nir dang cho con bu: Desloratadin qua ¢
khong khuyén céo sir dung desloratadin cho phu nit dang cho con bu
10. Anh hu'ong cua thuoc len kha nang lai xe, van hanh may m

11. Twong tic, twong ky ciia thude:
- Lam tang nong do va tang tac dung cta rugu, thube khang cholin, thude (re ché than kinh
trung wong, thude tre ché chon loc thu hdi serotonin.

- Nong dé va tac dung ctia desloratadin ¢ thé ting 1én béi droperidol, hydroxyzin, chét tc
ché P-glycoprotein, pramlintid.

- Desloratadin lam giam nong do va giam tac dung cta thude e ché acetylcholinesterase,
benzylpeniciloyl polylysin, betahistin, amphetamin, thuéc cam tmg P-glycoprotein.

- Thire an khong anh hudng dén sinh kha dung cta desloratadin.

- Twong ky: Do chua ¢6 nghién ciru day du vé tuong ky cta thude, nén khong tron thude
ding vadi cac thude khac.

12. Tac dung khong mong muon cua thuoc (ADR)

He €O’ quan ‘Tan suat ADR
_R01 loan tam théan " Rdt hiém gap (ADR< 1/10000) Ao giac s
ROI loan hé than ;Thu'd'ng gdap (1/100 <ADR < 1/10) Paudiu
kinh Rat hiem gap (ADR < 1/10.000)  Chéng mdt, budn ngu, mat ngu,
van dong than kinh, dong kinh

R&i loan nhip tim Rat hiém ggfp '(ADR < I/l 0000) " ‘Nhip tim nhanh danh trong nguc;
Khéng biét ty 1é Kéo dai QT
R&i loan tiéu héa | Thwong gap (1/100 < ADR < 1/10) Khé miéng
Rét hiém gép (ADR < 1/10.000)  Dau bung, budn non, nén mira,
kho tiéu, tleu chay

.R(‘)i loan mat ,Rc.i'f.hié'm gap (ADR < ]/1 0 000) %Tang nong do men gan tang
bilirubin, viém gan
Khong biét ty lé ‘Vang da
R6i loan mé dava  Khong biét 1y ¢ ‘Nhay cam

mo dudi da |
Ri loan co xuo‘ng ?Rd’t hiém gép (ADR < 1/10.000) Pau co
va mo lién két |
Réi loan chung Thieong gdp (1/100 <ADR < 1/10) Mét moi
Rét hiém géip (ADR < 1/10.000)  Phan (g qua man (nhu chimg
‘qua mén, phu mach, kho tho,

ngira, phat ban va ni mé day)
Khong biét 1y I¢ Suy nhuoc
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Truong hop ngirng str dung thude: Phan g qua man.
Thong bao ngay cho bac sy hodc duge si khi gap cac tac dung khong
khi str dung thudc hodc bao cio cac phan tmg c6 hai cia thude vé

Tong - Q. Hoan Kiém - TP. Ha Noi. Dién thoai: 024.3.9335.618: Fax:
Email: di.pvecenter@gmail.com.

13. Qua liéu va xir tri:

Triéu chirng qud liéu:

Chua phat hién ra nhing thay do6i lam sang dang ké khi dung desloratadin toi lidu 45
mg/ngay (gap 9 lan liéu diéu tri).

Céc tac dung ngoai y ¢ lién quan dén viée sir dung qua liéu twong tu nhu véi liéu diéu tri,
nhung mirc dd anh huong 6 thé 1én hon.

Xur tri:

Trong truomg hop qua liéu, hay cin nhiic cic bién phép tiéu chuin dé loai bo chat hoat tinh,
giam hap thu. Piéu trj triéu ching va hd trg.

Desloratadin khong bi loai trir bing thim tach mau; Chua rd thude c6 duge loai bo bang
tham phan phuc mac hay khong.

14. Pac tinh dwgce e hoce:

Ma ATC: RO6AX27.

Nhém duoe 1v: Thude khang histamin Hy, thé hé thi 2.

Desloratadin 1a chat chuyén hoa chinh ¢6 tac dung cua loratadin - mot thube khang histamin
ba vong thé hé 2, it ¢6 tac dung uc ché than kinh trung wong hon thé hé 1. Thudc c¢6 tac
dung khang chon loc thu thé H, ngoai bién, lam giam kéo dai tri¢u chirng cua di ing, nhu:
viém mui di irng, may day.

15. Pic tinh dwoc dong hoc:

Hap thu:

Nong do desloratadin trong huyét twong c6 thé dugc phat hién trong vong 30 phut sau khi
uong. Desloratadin dugc hap thu tot véi nong do t6i da trong huyét twong dat dugc sau
khoang 3 gio; thoi gian ban thai pha cudi cung la khoang 27 gid. Mirc do tich lay
desloratadin phit hop v6i thoi gian ban huy (khoang 27 gid) va tén suat ding mot lan mi
ngay. Sinh kha dung sinh hoc ctia desloratadin la ty 1€ véi liéu trong pham vi tr 5 mg dén
20 mg. Thic dn va nuoc buoi khong cé tac dong ddi vai sinh kha dung ctia sesloratadin
(Cmax va AUC).

Phdn bo:

Ty 1€ gan voi protein huyét tuong cta desloratadin la 82-87%, khong c6 bang ching vé sur
tich Iity thudc lién quan dén 1am sang sau khi ding thudc desloratadin mdi ngay (5 mg dén
20 mg) trong 14 ngay.

Chuyén héa:

Thude chuyén hoa & gan thanh chit chuyén héa c6 hoat tinh la 3-hydroxydesloratadin. Men
chuyén héa cua desloratadin chua duge xdc dinh, va do do6 mot sb turong tic véi cac san
phim duoc khac khong thé bi loai trir hoan toan. Desloratadin khong trc ché CYP3A4 trong
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co thé, va cac nghién clru in vitro cho thay san pham thudc khong e ché CYP2D6 va
khong phai 1a chit nén ciing nhu chét e ché P-glycoprotein.

S6 liéu thir nghiém lam sang cho thay la mét phan nho trong quan thé (khoang 7%) bénh
nhan ¢6 su giam kha ning hinh thanh 3-hydroxydesloratadin va cac chat chuyén héa cham
cua desloratadin.

Thai trie:

Thoi gian ban thai pha cudi cing la khoang 27 gio. Thai trir theo con duong lién hop véi
acid glucuronic. Thai trir qua nudc tiéu va qua phan (dudi dang chat chuyén hoa)

Bénh nhan suy than

Dugc dong hoc cua desloratadin & bénh nhan suy than man tinh (CRI) dugc so sanh v6i
céc nghién ctru don liéu va da liéu.

Trong nghién ctru liéu don liéu, so véi cac ddi tuong khoe manh thi tich lity desloratadin
gép 2 lan & nhitng bénh nhan ¢6 mirc CRI nhe dén trung binh va gip 2.5 lan & nhirng bénh
nhan co CRI nang.

Trong nghién ctru da liéu, trang thai 6n dinh dat dugc sau ngay 11 va so vai cac déi tuong
khoe manh thi tich lity desloratadin gép 1,5 ldn & nhitng bénh nhan c6 mirc CRI nhe dén
trung binh va gip 2,5 lan & nhirng bénh nhén ¢6 CRI ndng.

Trong ca hai nghién ciru, su thay ddi (AUC va Cmax) cua desloratadin va 3-
hydroxydesloratadin khong lién quan dén lam sang.

16. Qui cach dong goi:

Hop 5 vi (nhom — nhom) x 10 vién.

Hop 10 vi (nhém —PVC) x 10 vién.

17. Piéu kién bao quin, han dung, tiéu chuin chit lwong cia thube:

- Diéu kién bao quan: Noi kho, nhiét do dudi 30°C.

- Han dung: 24 thang tinh tir ngay san Xuat.
- Tiéu chuén chit lwgng: TCCS (NSX).
18. Tén va dia chi co so san xuit:

Dia chi: S$6 192 phd Puc Giang, Phuong Thug Bién, Thanh phd
Ha Noi, Viét Nam.



admin
Rectangle




