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Reg. No/SDK: XX-XXX-XX
Baéo quan dudi 30°C trong bao bi kin.

Co s& dang ky/ MA holder:
Paradigm Pharmaceuticals Inc.
2600 W. Big Beaver Road, Suite 550, Troy,

1
| Dén&nhye:ahuicm. Michigan 48084, My
hwémg i dung treéc khi ding.
) B0 b o0 e Importer/Nha nhap khau
Manufactured by/San xuét bi: Céng ty TNHH Mdt thanh vién Vimedimex Binh Duong
| Berlin Pharmaceutical Industry Co., Ltd. S6 18 L1-2 VSIP Il, Buong s 3, KCN Viét Nam-Singapore 2,
l 222 Romkiao Road, Klongsampravet, Latkrabang, Thi Dau Mét, tinh Binh Duong

Hop 3 vi x 10 vién nén bao phim

Thanh phan:
Mbi vién chira Silymarin 70 mg chiét xuét tir hat cic gai
(Silybum marianum)

Chi djnh, chéng chi djnh, liéu ding, cach ding,

than trong va cac théng tin khac:
Xin doc trong t& hwéng dén sir dung kém theo.

@rAarADIGM Milk Thistle
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Samartm 70

(Stlymarin 70 mg)

Size : 90 x 36 x 54 mm.
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SAMARIN 70

(Silymarin 70 mg)

Manufactured by
Berlin Pharmaceutical Industry Co., Ltd., Thailand

SAMARIN 70

(Silymarin 70 mg)

Berlin Berlin

Manufactured by
Beriin Pharmaceutical Industry Co., Ltd , Thailand

SAMARIN 70 SAMARIN 70

(Silymarin 70 mg) (Silymarin 70 mg)

Manufactured by
Berfin Pharmaceutical Industry Co., Ltd , Thailand

SAMARIN 70 SAMARIN 70

(Silymarin 70 mg) (Silymarin 70 mg)

Berlin Berlin

Manufactured by
Berlin Pharmaceutical Industry Co., Ltd, Thaland

SAMARIN 70 SAMARIN 70

(Silymarin 70 mg) (Silymarin 70 mg)
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Vién nén bao phlm(fSB ,IP] :ﬁl n}t: r:’l’hﬂ
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Tén san phim :s if
Samarin 70, Samarin 140 \ “3 CHi MINH /\/

\l\\ \/ ’/

L P
Thanh phin S~

Samarin 70:

M3i vién chita silymarin 70 mg chiét xuat tir hat cuc gai (Silybum marianum).

Ta duge: Lactose monohydrat phun sdy, cellulose vi tinh thé, natri starch glycolat, magnesi
stearat, butylated hydroxytoluen, opadry brown (85G56726), hydroxypropyl methylcellulose

(hypromellose 15), propylen glycol, titan dioxid, talc.

Samarin 140:

M3i vién chira silymarin 70 mg chiét xuat tir hat cuc gai (Silybum marianum).

Ta duge: Lactose monohydrat phun sdy, cellulose vi tinh thé, natri starch glycolat, magnesi
stearat, butylated hydroxytoluen, opadry brown (85G56726), hydroxypropyl methylcellulose
(hypromellose 15), propylen glycol, titan dioxid, talc.

M3 ti san phim

Vién nén bao phim ding dé uéng

Samarin 70: vién nén bao phim tron, hai mét 16i, mau nau, c6 chit B70 & mot mat.

Samarin 140: vién nén bao phim, tron, hai mit 161, mau héng hoi nau, ¢6 chit B140 & mot
mat.

Dic tinh dwoc lue va dwge dong hoc (.DT

Co ché tac dung -

Silymarin, la mét flavonoid dugc chiét xuét tir hat cay cuc gai (Silybum marianum) va thuc
chat silymarin 1a mot hén hop cua ba hop cht: silibinin, silydianin va sﬂychrlstm Silymarin
c6 tac dung bao vé gan chong lai hoa chat, viém nhidm va céc doc t6 tir moi truong. N6 ¢6
hoat tinh chong oxy hoa, chdng viém gan va xo gan.

Nh¢ vao céu trac phenolic nén céc flavonoid (trong d6 ¢6 silymarin) ¢6 hoat tinh chéng oxy
hoa rat tot. Ngoai ra, né con ¢6 kha ning 6n dinh mang té bao.

Silymarin trung hoa cac gbc tu do va c6 hoat tinh chéng oxy hoa. Pay dugc xem 1a co ché
chinh giai thich tac dung bao v¢€ gan cua silymarin. Silymarin bao v¢ gan bing cach bién dbi
mang té bao gan dé giam su xam nhdp cua cac doc t vao té bao gan va khoa cac vi tri két
hop vé6i doc td. Silymarin anh huong 1én mang té bao, ngan chan dong xam nhap cua cac doc
t vao té bao nhu amanitin va phalloidin ciing nhu su thét thoat cic thanh phan té bao (cac
transaminase, kali) ra moi truong bén ngoai. Su 4n dinh mang té bao dugc tro gitp bang kha
niang chng peroxid hoa cua silymarin lién quan dén viée trung hoa cac gde tu do. Tir d6, chu
trinh peroxid hoa lipid gay tén thuong mang té bao bi gian doan.

Silymarin lam tang nong d9 glutathion ndi bao, la chat can thiét trong cac hé thong giai doc
trong t& bao gan.

Silymarin trc ché qua trinh peroxid hoa lipid cua té bao gan, microsom va mang hdng cu;
ddng thoi lam tang qua trinh téng hop protein thong qua viéc kich thich cac ribosom ARN va
tang kha nang tai tao cua té bao gan. Hon nita, silymarin lam ting tong hop ARN ribosom
bang cach kich thich hoat tinh enzym ARN- polymerase I trong nhan.

SH luong cdc ribosom ting 1én lam thong tin di truyén dugc giai ma voi tan sudt cao hon.
Diéu nay din dén ting sinh téng hop cic chat chic nang (enzym). Hi¢u qua didu tri cua
silymarin trén 1dm sang dugc phan anh thong qua su giam nong do cac men gan trong thanh
va binh thuong hda céac protein huyét tuong.
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Silymarin con c¢6 kha nang khang viém do trc ché su tong hop leukotrien. Tac dung khang
viém nay hitu ich trong diéu tri xo gan.

Silymarin dugc sir dung trong diéu tri nhiéu bénh gan nhu suy chirc ndng va hoai tir thoai
héa. Céc thir nghiém lam sang ghi nhan silymarin c6 kha nang cai thién chirc nang gan.

Duwoc dong hoc

Silymarin khong tan trong nudc, hip thu kém qua dudng tiéu hoa. O ngudi, ti 16 hdp thu tir
rudt, cdn ctr vao su thai trir qua than va duong mat, 1a khoang 20 — 40% khi dung Samarin
140 mg lidu duy nhét. D6 hép thu nhanh tai thoi diém mét dugc bai tiét nhidu nhét & nguoi
thir nghiém vao khoang tir 2 -4 gi¢. Sau khi dung céc lidu diéu tri 1ap lai (Samarin 140 mg x 3
lan/ngay) nong do silibinin trong mét ghi nhén dugc khong thay do6i so voi truong hop dung
liéu duy nhat. Didu nay cho théy silibinin khong tich lily trong co thé.

Nong do dinh trong huyét tuong dat duoc trong vong 4 — 6 gio.

Silymarin dao thai chu yéu qua mat (> 80% lugng hap thu) va lugng it hon qua nudc tiéu.
Thoi gian ban thai khoang tir 6 — 8 gio. Silymarin va cac hop chit khac cua silymarin két hop
nhanh chéng véi sulphat va glucorunic tai gan. Cac dang phdi hop nay s& dugc chuyén dén
huyét tuong va mat, khoang 80% tong liéu dung. Nhimng chit chuyén hoa tim thdy trong mat
la dang sulphat va glucorunic.

Chi dinh

- Viém gan cip tinh va man tinh.

- X0 gan

- Gan nhiém m& khong do rugu (D‘f
- Viém gan do nhim khudn ~
- Bénh gan do ruou

- Ton thuong gan do nhiém ddc chuyén hoa (sw xdm nhép chit béo vao gan), nhiém doc tir
nam, carbon tetrachlorid.

Liéu dung
Bao vé gan: 420 mg/ ngay chia thanh 3 ldn/ngay trong vong 6 — 8 tuan, sau d6 duy tri liéu

280 mg/ngay.

Nhiém ddc tir ndm: 33mg/kg/ngay.
Pudng dung

Puong udng

Chéng chi dinh
Bénh nhan dugc biét bi qua min cam véi silymarin hodc bat ctr thanh phan nao ctia thudc.

Khong khuyen c4o dung cho phu nir ¢6 thai va cho con bu do thiéu s liéu an toan.
Viém tic mét.

Canh bdo va than trong
Poc k§j hwéng din st dung trude khi dung. P& biét thém thong tin, xin héi y kién béc si.

Sllymarm trc ché cytochrom P450 2C9 va cytochrom P450 3A4; trong cac nghién cuu trén
ngudi cho thy silymarin khong anh huong dén duoc dong hoc cia indinavir. Silymarin ¢
thé lam giam duong huyét & bénh nhén xo gan va dai thdo duong.

Twong tac véi nhirng thudc khic

67/6’//

{ PH
N H



https://nhathuocngocanh.com/



Metronidazol: Str dung phbi hop metronidazol va silymarin lam ting ro rét sy dao thai
metronidazol va giam rd rét sy tlep xtc véi metronidazol mot cach dang ké. Trong trudng
hop cén thiét sir dung phdi hop, cin ting lidu metronidazol.

Phu nir ¢6 thai va cho con bu
Nhiing bing chimg khoa hoc vé tinh an toan khi st dung cho phu nit c6 thai va cho con bu
van chua c6 san, khong khuyén cdo str dung cho phu nit mang thai va cho con bu.

Cic tac dung khong mong mudn

Silymarin thuong dung nap t6t. Pa ¢6 cac bao céo vé cac tic dung khong mong mudn cua
thudc nhu budn nén, nhic dau, tiéu chay, kho tiéu, day hoi, chudng bung hay dau bung va
chén an. C6 thé xay ra phan g di tng v6i silymarin.

Théng bio cho bic si nhirng tic dung khéng mong mudn xiy ra trong qua trinh sir
dung thudc.

Qua lidu va cach xir tri

Théng tin vé qué liéu silymarin con gidi han. Cach xu tri 1a diéu tri triéu chung va hd trg
chire nang. Chua c6 bao cdo vé doc tinh cdp sau khi ~dung qua lidu silymarin. Rira da day rudt
thuong khong khuyén céo ngoai trir truong hop udng mét lugng 16n hodc ding chung véi
chét doc khac.

Bdo quén

Bao quan dudi 30 °C trong bao bi kin. @1
Pé thude xa thm tay tré em. it
Khong sir dung thudc sau ngay hét han ghi trén bao bi. \\ \

Han dung )
24 thang ké tlr ngay san Xuét "y

Dang bao ché va qui cach dong goi
Vién nén bao phim ding dé udng.
Hop 3 vi x 10 vién.

Hop 10 vi x 10 vién.

Hop 25 vi x 10 vién.

Tén va dia chi nha sin Xuit
BERLIN PHARMACEUTICAL INDUSTRY CO., LTD.
222 Romklao Road, Klongsampravet, Latkrabang, Bangkok 10520, Thai Lan

TUQ. CUC TRUONG
P.TRUONG PHONG

Fén . A v ’? /\/
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