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SAMARIN 140 SA
{Silymarin 140 mg) (Si

Berlin

Manutactured by
Berlin Pharmaceutical Industry Ca., Lid., Thailand

B

SAMARIN 140 SAMARIN 140
(SHlymarin 140 mg) (Silymarin 140 mg)

Badin ~ Bedin

Manufactured by
Berfin Pharmaceutical industry Co., Lid., Thailand

SAMARIN 140 SAMARIN 140
(Silymarin 140 mg) (Silymarin 140 mg)

Bedin  Berdin

Manutactured by
Berfin Pharmaceufical Industry Co., Lid., Thailand

SAMARIN 140 SAMARIN 140
{Silymarin 140mg)  (Silymarin 140 mg)
Berlin Berlin
Manufacturad by
Barlin Pharmaceutical Industry Co.. Lid., Thailand

SAMARIN 140 SAMARIN 140
(Sitymarin 140 mg) (Sitymarin 140 mg)

Berdin ~ Bedin
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Samarin 140

S OF[ Wivupg

Reg. No/SBK: XX-XXX-XX Co sé déng ky/ MA holder:

|

! : . Pharmaceuticals Inc.

| B4 quan dui 30°C trong bao bi kin m“ ooy o SO

| Pé xa thm tay cla tré em. Michigan 48084, My

|  Doc ky hwrémg dén sir dung trrée khi diing. importerNha nhip khéu

| anufactured Céng ty TNHH Mét thanh vién Vimedimex Binh Duong
I hw&mm S6 18 L1-2 VSIP I, Buémg sb 3, KCN Viét

| 222 Romklao Road, Klongsampravet, Latkrabang, Nam-Singapore 2, Thi Ddu Mét, tinh Binh Duong

|

Bangkok 10520, Thai Lan

Sdmarin ]40 Hop 3 vix 10 ién nén bao phim

Xin doc trong & hurémg dén sir dung kém theo.
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- Thanh H

% ! MBi vién chira Silymarin 140 mg chiét xu#t tir hat cic gai

-. | (Siybum mananum)

— ]

N | Chidinh, chéng chi inh, liku ding, cach ding, =t
~ thén trong va céc théng tin khac:

S

@PrARADIGM Milk Thistle
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Thanh phin:
1431 wien chira Silymarin 140 mg chidt xudt 1l nt cdc gai
(Silybum marianum)

Chi @jnh, chéing chi dinh, b ding, céch ding,
thin trong va cic théng tin khac:

Xin dlo¢ trong t hurdng ddn s dung kém thec.
Bdo quin dud| 30°C trong bao bl kin.

84 xa thm tay cia tré em.
8oc k§ hudng dbn sir dyng trude khi ding.

Rieg. No/BBK: XX-00KX

Hp 26 vi x 10 vién nén bao phim

Inc.
2500 W, Big Beaver Road, Sutte 550, Troy, Michigan 48084, M§

Imporer/Nna nhap kndu

€80g ty THHH M3t thanh vidn Vimedimex Binh Duang
58 18 L1-2 VSIP I, Duting 84 3. KCN Vst

Thit Diu M, tinh Binh Duong

54 18 5X/Batch No.
NSXMIg. Date:
HD/Exp Date:

Samarf?z_'__]fg

Samarin 140

25 x 10 Coated Tablets

Milk Thistle

Samarin' 140

Composition:
Eoch bl cortaine Siymarin 140 mg exracied
#om seacs of Wik Triate (Sipbum mariemum)

Martsctaes oy
Berin Prarmaceutical industry Ca., Lid.
222 Romides Roed,
Lancusasg. Bangesk 50520, Trasan
Ingicanions, ComraRICHOnS, oG,

ssminatraton, pracautons and

other information

Presse 194411 arcoesd package neert
St batowr 30 11 welhcosed contane’
Kot o o @rarADIGM
Aoa e insiructions pefors ke,
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SAMARIN [E oo

Vién nén bao phim silymarin S\TAIl THAR!

Tén sian phim AN
Samarin 70, Samarin 140 NS

Thanh phin

Samarin 70:

M&i vién chira silymarin 70 mg chiét ).uat tir hat clic gal (Silybum marianum).
T4 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:

Mdi vién chira silymarin 70 mg chiét xudt tir hat cic 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.

M@ ta sian phim

Vién nén bao phim dung dé ubng

Samarin 70: vién nén bao phim tron, hai mit 16i, mau niu, ¢é chit B70 & mot mét.

Samarin 140: vién nén bao phim, tron, hai mat 16i, mau hdng hoi nau, c6 chir B140 & mét
mit.

Dic tinh duge lye va duge dong hoc (-DT

Co ché tac dung

Silymarin, 1a mot flavonoid duge chiét xudt tir hat cdy clc gai (Sf!ybum marianum) va thuc
chat silymarin [a mét hén hop cua ba ho‘p chit: silibinin, silydianin va silychristin. Silymarin
¢d tic dung bao vé gan chong lai héa chét, viém nhiém va cdc ddc té tir m6i trudng. N6 6
hoat tinh chong oxy hoa, chéng viém gan va xo gan.

Nhd& vao cau trie phenolic nén cic f‘lavonmd (trong do c6 silymarin) cd hoat tinh chong oxy
héa rat tdt. Ngoai ra, né con ¢6 kha nang on dinh mang té bao.

Silymarin trung hoa cac gée tu do va 6 hoat tinh chéng oxy hoa. Pay duge xem 13 co ché
chinh glai thich tac dung bao vé gan cia silymarin. Silymarm bao vé gan bing cich bién dbi
mang té bao gan dé giam sy xadm nhap cua cic doc t6 vao té bao gan va khoa cic vi tri két
hop véi doc to. Silymarin anh huong I&n mang té bao, ngén chan dong xam nhép cua cac doc
t6 vao té bao nhu amanitin va phalloidin cung nhu sur thét thoét céc thanh phan té bao (cdc
transammase kali) ra moi truong bén ngoai. Su dn dinh mang té bao dugc tro gidp bing kha
niing chdng peroxid hoa ctia silymarin lién quan dén viéc trung hoa cac gde tu do. Tir d6, chu
trinh peroxid hoa hp:d gdy ton thuong mang té bao bi gian doan.

Silymarin lam tang nong dd glutathion ndi bao, la chat cin thiét trong céc hé théng giai doc
trong té bao gan.

Silymarin (rc ché qué trinh peroxid hoa lipid cua té bao gan, microsom va mang hong cau;
dong thoi lam ting qué lrmh tong hop protein thong qua viée kich thich cdc ribosom ARN va
tang kha nang ti tao cua té bao gan. Hon niva, silymarin lam ting téng hop ARN ribosom
bang cach kich thich hoat tinh enzym ARN- po!vmcrase I trong nhan.

SH luong cac ribosom tang Ién lam thong tin di truyén dugc giai ma véi tin suat cao hon.
Diéu nay din dén tang sinh tong hop cdc chat chirc nang (cnzym) Hiéu qua diéu tri cla
silymarin trén 1am sang duoc phan dnh thong qua sy giam nong do cac men gan trong thanh
va binh thuong hoa céc protein huyét tuong.

‘4 N\ o, ALt



Silymarin con c¢6 kha ng:ﬁéné{fyndrq chngmzncn Tac dung khéng

viém nay hiru ich trong diéu tri X0 gan.
Silymarin dugc sir dung trong diéu tri nhiéu bénh gan nhu suy chirc ning va hoai tir thodi
héa. Céc thir nghiém |am sang ghi nhédn silymarin ¢6 kha ning cai thién chirc ning gan.

Duge dong hoc

Silymarin khong tan trong nudc, hap thu kém qua dudng tiéu héa. O ngudi, ti 1¢ hip thu tir
rudt, cdn c(r vao sy thai trlr qua than va dudng mit, 1a khoang 20 — 40% khi dung Samarin
140 mg liéu duy nhédt. DS hép thu nhanh tai thoi diém mat duoc bai tiét nhiéu nhat & ngudi
thir nghiém vao khoang tir 2 -4 gio. Sau khi dung céac lidu diéu tri lap lai (Samarin 140 mg x 3
Iam’ngay) nong dd silibinin trong mét ghi nhan dugc khong thay dbi so véi trudng hop ding
liéu duy nhét. Diéu nay cho thdy silibinin khong tich liiy trong co thé.

Néng do dinh trong huyét ‘tuong dat duge trong vong 4 — 6 gio.

Sllymarm dao thai chi yéu qua mat (> 80% lugng hép thu) va lugng it hon qua nude tiéu.
Théi gian ban thai khoang tir 6 — 8 gio. Silymarin va cac hop chét khac cua silymarin két hop
nhanh chéng véi sulphat va glucorunic tai gan. Cdc dang phm hop nay s& duqc chuyén dén
huyét twong va mét, khoang 80% tong liéu ding. Nhimng chit chuyén hoa tim thiy trong mat
la dang sulphat va glucorunic.

Chi dinh

- Viém gan cép tinh va man tinh.

- Xo gan

- Gan nhiém m& khong do rugu %
- Viém gan do nhiém khuén

- Bénh gan do ruou
- Ion thuong gan do nhiém doc chuyén héa (sy xam nhép chét béo vao gan), nhiém ddc tir
nam, carbon tetrachlorid.

-

Liéu dung

Bao vé gan: 420 mg/ ngay chia thanh 3 lin/ngdy trong vong 6 — 8 tuan, sau dé duy tri liéu
280 mg/ngay.

Nhiém ddc tir ndm: 33mg/kg/ngay.

Dudng dung

Pudng ubng

Chéng chi dinh

Bénh nhan ducrc biét bi qua man cam vdi silymarin hodc bét cir thanh phin nao ctia thude.
Khong khuyen cdo dung cho phu nir ¢6 thai va cho con bi do thiéu s6 liéu an toan.

Viém tac mat.

Canh bdo va thin trong

Doc k¥ huwdng diin sir dung trude khi dung. Pé biét thém thong tin, xin hoi ¥ kién bdc si.
S|lymarm e ché cytochrom P450 2C9 va cymchrom P450 3A4; trong céc nghién clu trén
ngudi cho thdy silymarin khong anh hudng dén duoc dong hoc cua indinavir. Silymarin ¢6
thé 1am giam dudmg huyét & bénh nhin xo gan va dai thao duong.

Tuwong tic véi nhirng thude khic
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Metronidazol: Sir dung phoi hO‘p metronidazol va silymarin lam%ng rd rét su dao thai
metronidazol va giam ro rét su tlep xtac vdft metronidazol mét cach déng ké. Trong trudng
hop can thiét sir dung phdi hop, cén ting liéu metronidazol.

Phu nir ¢6 thai va cho con bu
Nhimg béng chimg khoa hoc vé tinh an toan khi str dung cho phu nir cé thai va cho con ba
van chua c6 sin, khong khuyén céo sir dung cho phu nir mang thai va cho con bu.

Cic tic dung khong mong muon

Silymarin thutmg dung nap tot. Pa ¢ céc bdo cdo vé cic tdc dung khdng mong mudn clia
thude nhu budn nén, nhirc diu, tiéu chéy, khé tiéu, ddy hoi, chuéng bung hay dau bung va
chén dn. C6 thé xay ra phan (mg di (ng véi silymarin.

Thong bso cho bac si nhirng tic dung khéng mong mudn xdy ra trong qué trinh sir
dung thude.

Qua licu va céch xir tri

Thong tin vé qué lidu sulymarm con giéi han, Cach xur tri la diéu tri triéu ching va hd trg
chirc ning. Chua ¢ bao cdo vé doc tinh cap sau khi ding qua liéu silymarin. Rira da day rudt
thuong khong khuyén cdo ngoai trir trudng hop uéng mét lugng 16n hodc dung chung vdi
chét doc khic.

Bio quan

Bao quan dudi 30 °C trong bao bi kin.

Pé thude xa tim tay tré em.

Khong sir dung thudc sau ngay hét han ghi trén bao bi.

Han ding (J)T
24 thang ké tir ngay san Xudt

-

Dang bao ché va qui cich dfmg g0i
Vién nén bao phlm diing 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 xuat
BERLIN PHARMACEUTICAL INDUSTRY CO., LTD.
222 Romklao Road, Klongsampravet, Latkrabang, Bangkok 10520, Thdi Lan
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