TO THONG TIN cHO BENH NHAN

SILYGAMMA 150 mg

1. Tén san pham: Silygamma®
2. Mé ta san pham:
vién bao mau trdng, hai mat 16, nhan béng

3. Thanh phan cia thuéc:

Hoat chat: Cao kho dugc chiét xuat tu qua
cuc gai (35-40:1 methanol) tuong duong voi
150 mg silymarin, tinh theo silibinin
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Ta dugc: Natri Croscarmellose, polyvidone,
talc, magnesi stearate, higher-chain partial
glycerides, shellac, calci carbonate, gom
Arabic, tinh bét ngo, macrogol 6000, glycerol
85%, polysorbate 80, montan glycol wax,
lactose, cellulose vi tinh thé, colloidal silicium
dioxide, saccharose, Titan dioxide (E 171)

4. Ham luong cua thuéc:

mot vién bao Silygamma* ¢6 chira 150mg
Silymarin

5. Thuéc dung cho bénh gi?

Dung hé trg diéu tri bénh viém gan man tinh,
X0 gan va tén thuong gan do nhiém doc.

Khong dung trong diéu trj nhiém déc cap tinh,

6. Nén dung thuéc nay nhu thé nao va liéu
luong?

Nguai l6n va thiéu nién ti 12 tudi tré lén uéng
ngay 2 Ian, mdi Ian 1 vién véi lugng nudc visa
du (khoang 1 ly) trudc hoac trong bira an trir
khi ¢6 cac chi dinh khac.

Bénh nhan nén tuan tha theo khuyén cdo sau:

Bac si diéu tri quyét dinh thai gian diéu tri. Phai
théng bao cho Bac si néu cac phan ung khong
mong muén xuat hién dai dang.

7. Khinao khéng nén dung thudc nay?

Silygamma® chéng chi dinh déi vai truéng
hap ¢6 tién st man cam véi qua Cuc gai (milk
thistle) hodc vdi cac cdy thudc ho Cic hoac vai
bat cr thanh phan nao cta thudc.

8. Tac dung khéng mong muén:

Giéng nhu cac thuée khac, Silygamma® cing
6 cac tac dung khong mong muén.

Su phan loai cac tac dung phu khéng mong
muén dya trén dif liéu tan sudt sau:

Rat thuong gap (21/10)

Thuong gap (=1/100 tgi <1/10)

It gap (=1/1.000 tdi < 1/100)

Hiém (21/10.000 tdi < 1/1.000)

Rat hiém (< 1/10.000), bao gém cac trudng hop
riéng biét.

Cac van dé vé tiéu hoa, vi du nhu hiém gap tac
dung phu tdy x6 nhe khi sif dung thuéc.

Cac phan Ung qua man nhu néi mé day hay
hiém thd rat hiém gap.

Néu phat hién ¢6 cac biéu hién khéng mong
mudn chua dugc liét ké trong ta thong tin nay,
vui long thong bao cho bac si hodc duoc si.

Cacbién phap xif ly khi cé tac dung khéng
mong muén?

Néu gap phai cac tac dung khong mong muén
ké trén, hay lién hé bac si dé dugc xem xét muc
do6 nghiém trong va c6 cac bién phap diéu tri
can thiét. Ngung sif dung Silygamma® néu
xay ra phan (ing qua man voi thuéc.

9. Nén tranh ding nhifng thudc hoac thuc
pham gi khi dang sir dung thuéc nay?

Sirdung Silygamma" véi thuéc khac

Silymarin lam gidm hoat tinh ctia enzyme
CYP3A4 in vitro.
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NEu si dung Silymarin cung vdi cac thude
chuyén hoa bai enzyme CYP3A4 thi ¢6 thé sé
1am thay déi duac dong hoc cia cac thuée dé

:\( anh hudng ca cac isoenzymes khic trong
€ théng enzyme cytochrome P450 cang phai
dugc xem xét.

Nhing nghién ciu cu thé trén thubc
Sllygamma“ chua duoc bao cao.

Tuy nhién, nén theo doi khi st dung dong thai
Silygamma“ vai cac thudc ¢6 dac tinh nhu
trén,

Sirdung Silygamma  vai thuc pham va dé
uéng

Thong bao vdi bac si nhing loai thuéc ban
da hodc dang s dung gdn diy, ké ci thube
khong ké don, vi khong thé loai trif sy tuang
tac thubc xdy ra do dnh hudng trén hé théng
enzyme gan lam thoai hoa cac tac nhan la.

10.C4n lam gi khi mét 1dn quén khong dung
thuéc?

Khéng dung gap doi liéu luang dé bu liéu
quén uéng. Tiép tuc dung Silygamma® vai
liéu tuong ty nhu trugc day vao dung gio quy
dinh théng thudng va c6 gdng dung thuéc
déu dan trong thai gian téi.

11.Cén bao quan thudc nay nhu thénao?

Dé xa tam tay tré em!

Ngay hét han dugc in trén viva trén hop.
Khéng si dung san pham sau ngay hét han!
Bdo quan & nhiét d6 dudi 30°C, trong bao bl
g6c va tranh anh sang.

12.Nhirng d&u higu va triéu ching khi duing
thudc qua li

Cho dén nay chua quan sat thdy triéu ching
nhiém déc.

Cac phan tng khéng mong muén dugc mé ta
c6 thé xuat hién & mic d6 nghiém trong hon
khi bi qua liéu.

13.Cén phai lam gi khi duing thudc qua liéu
khuyén cdo

Néu c6 nghi ngd da sir dung qua liéu
Silygamma®, hay lién hé bac si.

14.Tén chii s& hitu gidy phép dang ky san
pham

Wérwag Pharma GmbH & Co. KG
Calwer Str. 7, D-71034 Boblingen, Buc
Dién thoai: 07031/6204-0

Fax: 07031/6204-31

e-mail: info@woerwagpharma.com

15.Nhifng diéu can than trong khi ding
thudc nay:

Song song vai viéc diéu tri bdng thudc phai
trinh xa cac nguyén nhan gdy tén thuong gan
(rugu). Phai thong bao cho bac si cac trudng
hop vang da (su bién déi mau da tif vang nhat
dén dam, trong trdng mat c6 mau vang).

Thudc nay cé chifa lactose. Chi dung
silygammadsau khi thong bao vai bac si
trong trudng hop ban khong dung nap vdi
mét s6 loai dudng.

16.Khi nao can tham van bac si:
Khi ban can thém thong tin xin hoi y kién bac
si.

Khi triéu chiing dién bién xau hoac khong cai
thién.

17.Ngay xem xét sira ddi lai t& thong tin cho
bénh nhan: 07/2011
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PHARMA
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