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SILYGAMMA®

Dé xa tam tay tré em
Poc ky hudng dan sif dung trude khi diing

THANH PHAN CONG THUC THUGC:

M8i vién bao dudng chia:

Thanh phdn dugc chét: Cao khé dugc chiét xudt ti
qua clc gai (35-40:1 methanol) tuong duong vdi
150 mg silymarin, tinh theo silibinin

Thanh phdn td dugc: Lactose, cellulose vi tinh thé,
colloidal silicium dioxid, natri croscarmeliose type A,
polyvidon K 30, talc, magnesi stearat, high chain
partial glycerides, shellac, saccharose, calci carbonat,
gom Arabic, tinh bot ngé, titan dioxid (E 171),
macrogol 6000, glycerol 85%, polysorbat 80,
montan glycol wax

DANG BAO CHE:
Vién bao dudng hinh tron, mau trang, 16i hai mat.

CHI DINH:

H® trg diéu tri bénh viém gan man tinh, xo gan va
t8n thuong gan do nhiém doc.

Khéng dung trong diéu trj nhiém doc cdp tinh.

CACH DUNG VA LIEU DUNG:

Ngudi I6n va thigu nién ti 12 tudi tr& 18n udng ngay
2 1&n, m6ilan 1 vién véi lugng nudce vira da (khoang
1 ly) truGc hodc trong bira &n trir khi cé cac chi dinh
khac.

Bénh nhén nén tuan thd theo khuyén céo sau:

Bac s7 diéu trj quyét dinh thoi gian diéu tri. Phai
thdng bédo cho Béc st néu cac phan dng khéng
mong mudn xuat hién dai déng.

CHONG CHi DINH:

Silygamma® chéng chi dinh déi véi trudng hgp ¢
tién sir man cadm véi qua Clc gai (milk thistle) hoac
v&i cac cay thudc ho Clc hodc véi bt ci thanh phan
nao clia thude.

CANH BAO VA THAN TRONG KHI DUNG THUGC:
Nh{ing bénh nhan khéng dung nap galactose do di
truyén dang hiém, thiéu hut lactase hogc kém hap
thu glucose-galactose khéng nén dung Silygamma®.
Song song vdi viéc diéu tri bang thudc phai tranh xa
c&c nguyén nhan gy tdn thuong gan (rugu).

Phai thong bao cho bac sy cac trudng hgp vang da
(sy bién d8i mau da tir vang nhat dén dam, trong
trdng mat ¢6 mau vang).

Khéng cé nhirng nghién ciru day du trén tré em.

Do d6 Silygamma® khong dugc st dung cho tré em
nhé hon 12 tubi.

$U DYUNG THUGC CHO PHU NU €O THAI VA CHO
CONBU:

Phu nif ¢6 thai:

Khéng diing Silygamma® cho phu ni ¢6 thai.

Phu nit cho con bii:
Khéng dung Sitygamma® cho phu nif cho con bd do
thiéu cac nghién citu thich hgp.

ANH HUOGNG cUA THUGC LEN KHA NANG LAI XE,
VAN HANH MAY MOC:
Khéng anh hudng

TUONG TAC THUGC:

Silymarin fam gidm hoat tinh ctla enzyme CYP3A4
in vitro.

Néu sir dung Silymarin cling véi cac thudc chuyén
héa bai enzyme CYP3A4 thi ¢6 thé sé lam thay ddi
dugc dong hoc cdia cac thudc dé.

Su anh hudng cla cacisoenzymes khéc trong hé
théng enzyme cytochrome P450 cling phai dugc
xem xét.

Nhiing nghién ctu cy thé trén thudc chua dugc bao
c40. Tuy nhién, nén theo déi khi s&t dung déng thoi
véi cac thudc cd dic tinh nhu trén,

TUONG KY:
Do khéng cd cac nghién cu vé tinh tuong ky clia
thudc, khong trén 13n thudc nay véi cac thude khac.

TAC DUNG KHONG MONG MUON:

Giéng nhu cac thudc khéc, Silygamma® cling ¢ cac
tac dung khéng mong mudn.

Su phan loai cac tac dung khéng mong muén dua
trén dii liéu tan sudt sau:

Rat thuding gap (= 1/10)

Thudng gap (= 1/100 dén < 1/10) —
ftgdp (= 1/1.000 dén < 1/100)

Hiém (= 1/10.000 dén < 1/1.000) —
R&t hi€m (< 1/10.000), bao gém céc

trudng hgp riéng biét.

Cac van dé vé tiéu héa, vi du nhu hiém gdp tac dung
tdy x8 nhe khi st dung thudc.

Cac phan ing qua man nhu ndi may day hay kho tha
rdt hiém gap.

QUA LIEU VA CACH XU TRI:
a) Triéu ching nhiém déc
Cho dén nay chua quan séat thdy triéu ching nay.
Cac phan tng khéng mong mudn dugc mo ta &
trén cé thé xay ra véi muc d6 nghiém trong hon.
b) Diéu tri nhiém doc
Chua c6 phuang phdp gidi ddc dac hiéu. Diéu tri
triéu ching dugce khuyén céo.

PAC TINH DUGC LUC HOC:

Nhém diéu tri dugc hoc: thudc chdng oxy héa
Ma ATC: AO5BAO03

Tac dung chéng déc cha Silymarin dugc khing
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dinh trong nhiéu mé hinh thir nghiém tén thuong
gan trén stc vat, vi du st dung chat gay doc

nhu phalloidin va amanitin, lanthanides, carbon
tetrachloride, galactosamin, thicacetamide, cling
nhu virus ngoai nhiét FVs gay doc gan.

Dua trén cac dac tinh ndi trdi va cadc mé hinh kiém
tra thuc nghiém trén in vitro va in vivo, silymarin
¢6 hoat tinh chéng oxy hda va hoat déng nhu

mdt bay thu gorn cac géc tu do. Bdng cach nay,
qua trinfr bénh hoc do su peroxide hoa lipid - chju
trach nhiém trong su pha hly mang té€ bao, sé bj
giédn doan hay ngan chian. Bén canh do, silymarin
sé kich thich sy téng hgp protein va binh thudng
héa sy chuyén hoa phospholipid & cac té€ bao gan
bi t8n thuong trudc d6. Tém lai, két qud 1a mang té
bao dugc 8n dinh va hién tugng mat di cac thanh
phan hoa tan cta t& bac gan (nhu cdc enzyme
transaminase) sé bj tc ché va ngdn chin.

Silymarin sé tic ché cac chét gay déc cho gan (nhu
cac chét doc gay chét t€ bao) ngay khi cac chit nay
di vao t& bao.

Silymarin lam gia tdng sy téng hgp protein dya trén
sy kich thich hoat tinh cda RNA polymerase-1 ngay
tai nhan t&€ bao dan dén gia tang sy hinh thanh cla
ribosome RNA, Do d6, su téng hgp nhiing phan ti
protein cau tric va chic ndng (enzyme) dudc gia
tang. Tom lai, kha nang phuc héi va tai tao clia gan
dugc gia tang.

DAC TINH DUGC BONG HOC:

Silymarin la hdn hgp cac silibinin, silidianin,
silichristin va mot sé dan chat flavonol khac chiét
xudt tir qua Ctc gai. Sau khi h8p thu qua dudng
tiéu hoa, thanh phan chinh cla silymarin I3 silibinin
bi dao thai dén hon 80% trong mét dudi dang
sulphate va lién hop glucoronide. Khodng 10% liéu
st dung di vao vong tuan hoan gan - rudt do vay
ham lugng t6i da trong mau dat dugc tuong déi
thap. Thai gian ban thai 12 6,3 gi®. Khéng co su tich
1y silibinin. Sy bai tiét silibinin dat trang thai can
bing khi dung liéu 13p lai tré nhdt vao ngay

tha 2.

VNr. 04-0123-00 / 602055 / VN

QUY CACH PONG GOI:
Vi-25 vién bao dudng. Hop 4 vi

BDIEU KIEN BAO QUAN:
Bao quan dudi 30°C, trong bao bi gdc,
tranh anh sang.

HAN DUNG:
36 thang k& ti ngay san xuét

TIEU CHUAN CHAT LUGNG:
TCCS

€O SO SAN XUAT:
Dragenopharm Apotheker Plischl GmbH
GolistraBe 1, 84529 Tittmoning, Ptic

CHU SO HUU GIAY PHEP LUU HANH SAN PHAM:

Woérwag Pharma GmbH & Co. KG
Flugfeld-Allee 24, 71034 Boblingen, Duc

148 x 210 mm / 8pt / PC 23065
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