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Manufacturer {San xudt bon)
Famea

*0 rue Bauché Thomas

43007 Angers Cedex - Frarge
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Rx Thuéc ban theo dem

pivalone 1%
tixocortol |

Nasal suspension |
Hén dich xit mai 1%

Composition
| (Thanh phin)
Tixocortol
pivalate........lg
Excipient 5.q
100g suspension
(Ta duge vira dit......
100 g han dich)
Nasal suspension
Shake before use 1) ml bottle
{Lac chai thude trude khi dang) (Hap | chai 10 ml)

READ CARFFULLY

THE LEAFLET REFORE LISE
KEEP LT OF REACH OF
CHILDREN

Store below 30°C
Bio qudn dudi 30°C,

POC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG

| i

o,

NASAL ROUTE
(Dung dudémg yhiii)

Chi dinh, ching chi dinh,
céch diing, cde diu higu
Iutu §:

Xin xem k¥ t&f hudng dan
sif dung.
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Campasition
Tieocomol pivalate |
Exciplentsg. .. ...
Masal suspension 10mi borde - M,
Keep out of reach of children
List W : only on prescnption

Manufactures Famea —y
49007 Angers Cede - Frane)
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I.PD Title Tixocortol pivalate
Country Vietnam. LPD date 13 Dec 2012
Reference CDS wversion 2 0. Reterence CDS Date (03 Dec 2012

PIVALONE"

CANH BAO PAC BIET:

Khéng ding qua liéu da duoc chi dinh

Doc ky hudng dan sur dung trudce khi ding

Hay tham khao y kién bac sy dé c6 thém thong tin

Hay thong bao cho bac s§ néu xay ra bat ky tac dung phu nao
Khong sur dung thube da qua han

Dé xa tam tay tré em

1. TEN SAN PHAM
Hn dich xit miii PIVALONE 1%

(]

THANH PHAN DINH LUQNG VA PINH TiNH
Tixocortol pivalate 1 %.

3. DANG BAO CHE
Hon dich xit mili

4, PAC TINH LAM SANG
4.1.  Chidinh dicu tri

Cac bénh viém va di img 0 vung miii hong: viém mii di img, viém mii sung huyét cap va

man tinh, viém muii van mach.
4.2 Liéu ding va phwong phap su dung : \(\ /

Léc chai thubc truge khi st dung. Xit 1-2 1an vao m&i bén mai, 24 JaMmot ngay.

Hudéng dan st dung:

1) Lac manh chai thudc trudc moi lan su
dung. Mo nap bao vé.

2) Xit thu 4 dén 5 phat trude 1an xit dau
tién va trong qua trinh diéu tri. %“\__

3) Dat dau xit theo phuong thang ding
vao miii va an manh vao van. Pong lai ;
nap bao vé sau moi lan su dung. =

Chi y: Phai tuan thi theo cac budc. Pung bao gio ¢ gang sira lai dau xit.

4.3.  Chéngchidinh '
- Tién su dj ing vai thude
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LPD Title Tixocortal pivalate
Country. Vietnam. LPD date 13 Dec 2012
Reference CDS version 2.0 Reference D% Date 03 Dec 2012

4.4

4.6

4.7

4.8

4.9

4.10

5.1

- Chay mau cam,

- Xuat hién nhiém nim hoac vi rat trong qua trinh diéu tri va co biéu hién bm nhiém nang
tai chd. ”‘z,?.
K
Canh bao va than trong dac biét khi sir dung \ ©
Dung thude sau khi d xi mii hoc lam sach mii. ' 8

Trong truong hop ¢o cac ddu hiéu nhiém khuén toan thén, can can nhéc dleu tri bamg

Twong tic voi cac thude khac va cac dang twong tac khac
Khong ¢6 bao cao vé tuong tac thude vai tixocortol,

Kha ning sinh sén, phu nir ¢6 thai va thoi ky cho con bi

Vé nguyén tac chung, ban luén nén hoi y kién bac si hoac duoc si ciia ban trude khi dung
bat ky loai thude nao néu dang c6 thai hodc trong thai ky cho con bu.

Theo nghién ctru vé doc tinh 1én kha nang sinh san su o chudt cng cho thay, tixocortol
khong c6 anh huong dén kha nang sinh san va khong gdy quai thai. Doc tinh dén sur phat
trién trude khi sinh bao gdm rui ro say thai tang nhe sau khi bam phoi va giam trong luogng
cua thai nhi. Khong ¢6 tac dung co hai dén su phat trién sau khi sinh.

Chi dugc sur dung thude nay trong thoi ky mang thai va cho con ba sau khi danh gia than
trong ty 1€ giita loi ich cho ba me va nguy hiém cho thai nhi.

Anh hudng trén kha ning ldi xe va vian hanh may méc
Thudc nay khong lam giam kha nang lai xe hodc sur dung may moc.

Tac dung khong mong muodn
Bing cac phan rng bit loi /
Hé co quan Tan sb chu‘a dwge biét (kh&@ﬁl

doan tir sb liéu hién ca)
R&i loan hé mién dich Man cam *
Réi loan da va mé dudi da Phi mach*
Réi loan ho hép. 16ng nguc va trung that Kho niém mac mili *
_ Bau mii 1
Réi loan chung va tai noi dung thude Phi mat *

E Cac phan (rng nay s& mét khi ngung diéu Ir: |
| ¥ C6 thé xuat hién khi bat dau dieu tri.

Qua liéu
Khong co truong hop qua liéu tixocortol nao dugce biét dén.

Lam dung va phu thude thude
Tixocortol khéng c6 kha nang gay lam dung hoac phu thudc thube.

CAC PAC TINH DUQC LY HQOC

Cac diac tinh duge lwe hoc:

Corticosteroid téc dung tai chd: chdng di tmg, khang viém.

Tixocortol pivalate 1a mt corticosteroid khong c6 bat ky tac dung toan than nao. Thudc c6
tac dung tai chd cia cic corticosteroid 1ién quan nhung khong c6 bat ky tac dung nao ngoai
tac dung tai noi dung thudc.
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LPD Tule Tixocorol prvalale
Country” Vietnam: LPD date 13 Dec 2012
Reference CDS version 2 0 Reference CDS Date: 03 Dec 2012

6.2

6.3

6.4.

Xit 130 lan liéu diéu tri mdi ngay 6 nguoi khong dan i bét ky tac

dung toan than nao cua glucocorticoid.

PIVALONE 1%- hdn dich xit miii dugc hap thu théng qua cac té bao biéu ma tiét nhay o
niém mac mili boi nhu dong cua cac pili bé mat té bao.

Cac dac tinh dwoe dong hoe

Cac nghién chu tién hanh trén dong vat va nguoi cho thay tixocortol pivalate chuyén hoa
cuc nhanh, diéu nay giai thich cho thudc khong co cac tac dong toan than .

Tixocortol pivalate duoc hap thu tdt qua duong udng; tuy nhién, ngay ca khi udng |
luong 1on (2 g). chi cé cac chat chuyen héa khdng co hoat tinh. khong cé Iac dung
glucocorticoid duge tim thay trong tuan hoan. Piéu nay la do toc do phan huy rat nhanh
cua tixocortol pivalate. chu véu ¢ gan.

Dir liéu an toan tién lim sang:

Nghién ciu doc tinh chung o chudt cong va cac dong vat linh truong khong phai con ngudi
da khong xac dinh bat ky moi nguy co dac biét nao.

Tixocortol khong gay dit doan nhiém sac thé trong cac té bao lympho o ngudi va khong co
dap ung trong thu nghiém nhan sinh san in vivo o chudt. Kha nang gay ung thu cua
tixocorto!l chua duoc danh gia.

CAC PAC TINH DUQC HOC

Danh muec ta duge o
Cetylpyridinium chlorid, alcol benzyl, natri chlorid, natri dihydrogen pho\spnhl\dmydrat
dung dich natri hydroxid. nudc cat vira du 100 g

{ /

Tuwong ky,
Khong co tuong ky.

Thai han sir dung
36 thang ké tir ngay san xuat.

Than trong dic biét khi biao quan
Bao quan dugi 30°C.

Tinh chat va dung lrgng cua bao bi dong goi
Hop | lo xit bang nhya 10 mL.

Tiéu chuin thude thanh pham: Nha san xuét
Nha sin xuit: FARMEA, 10 rue Bouche- Thumals -49007 Angers Cedex 01-France
*Thuong hiéu da dang ky.

PHO CUC TRUONG

: l}rrxyek Vin %@a;faﬁ
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