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Thanh phan: M3i vién Rar
Silymarin (tinh theo silybirtig
(Extractum Fructus Silybi mafhag 1))-4%6
TAOIIG s L G vd 1 vién
Chi dinh, chéng chi djnh, lidu diing, cich diing va cac théng tin khac:
Xem t& hwéng dan sir dung thube.

Tiéu chudn: TCCS. SPK:

Bao quan: Noi khé, nhiét d6 khéng qua 30°C, tranh 4nh sang.

Dé xa tam tay cia tré em, doc ki hudéng dén st dung trude khi ding.

Co s sdn xudt: Nha mdy sdn xudt thubc Déng dugc - Cong ty cé phén Dugc- Vt tuy t& Thanh Héa
L6 4-5-6 khu cong nghiép Tay Bic Ga, phuang B6ng Tho, thanh phd Thanh Héa, tinh Thanh Héa
BT: 0237 3737888 - Hotline: 1800 8140
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Silymarin (tinh theo silybin, HPLC)
(dudi dang Cao khé qua cay milk thistle
(Extractum Fructus Silybi mariani siccum),

L6 SX/ Lot No.:
NSX/ Mfg. date:
HD/ Exp. date:
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Hop: (100 x 50 X 68) mm
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LEMAGAZ

Silymarin (caculated as silybin, HPLC)
(as Dry Milk thistle fruit extract
(Extractum Fructus Silybi mariani siccum),

WHO-GMP

BOX 2 BLIS. x 10 CAPS.

WHO-GMP

Silymarin (caculated as silybin, HPLC)

(as Dry Milk thistle fruit extract

(Extractumn Fructus Silybi mariani siccum)) 1

BOX 2 BLIS. x 10 CAPS.
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Thanh phén: Méi vién nang cien
Silymarin (tinh theo silybin, HPLC)

b L e el e S vd 1 vién
Chi dinh, chéng chi dinh, lidu diing, cach diing va cac thong tin khac:
Xem t& hwéng dan st dung thudc.

Tiéu chudn: TCCS. SBK:

Bao quén: Noi khd, nhiét d6 khéng qua 30°C, tranh anh sang.

Dé xa tdm tay caa tré em, doc ky hutng dén st dung trude khi ding.

Co'sésan xudt: Nha méy san xudt thude Déng duge - Cong ty 8 phén Dugc-Vat tu y té Thanh Héa
L8 4-5-6 khu céng nghiép Tay Bic Ga, phuéng Ddng Tho, thanh phé Thanh Héa, tinh Thanh Héa
DT: 0237 3737888 - Hotline: 1800 8140

WHO-GMP

LEMAGAZ

Silymarin (tinh theo silybin, HPLC)
(dudi dang Cao khé qua cay milk thistle
(Extractum Fructus Silybi mariani siccum)

Lo SX/ Lot No.:
NSX/ Mfg. date:
HD/ Exp. date:
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WHO-GMP

LEMAGAZ

Silymarin (caculated as silybin, HPLC)
(as Dry Milk thistle fruit extract
(Extractum Fructus Silybi mariani siccum),

BOX § BLIS. x 10 CAPS.

WHO-GMP

Silymarin (caculated as silybin, HPLC)

(as Dry Milk thistle fruit extract

(Extractum Fructus Silybi mariani siccum)) 1

BOX 5 BLIS. x 10 CAPS.
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Silymarin (tinh theo silybin, HRK
(Extractum Fructus Silybi maria
T QPG i nlvan i oot
Chi dinh, chéng chi dinh, lidu ding,
Xem t& hwéng dan st dung thubc.

Tiéu chudn: TCCS. SPK:

Bao quan: Noi khd, nhiét @6 khéng qué 30°C, tranh anh sang.
Dé xa tdm tay cua tré em, doc ki huéng dén st dung trude khi ding.

Co's&f san xudt: Nha méy san xudt thudc Déng dugc - Cong ty ¢6 phan Dugc - Vit tu'y té Thanh Héa
L6 4-5-6 khu cong nghiép Téy Bic Ga, phuémg Déng Tho, thanh phd Thanh Héa, tinh Thanh Héa
BT: 0237 3737888 - Hotline: 1800 8140
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WHO-GMP

LEMAGAZ

Silymarin (caculated as silybin, HPLC)
(as Dry Milk thistle fruit extract
(Extractum Fructus Silybi mariani siccum),

BOX 10 BLIS. x 10 CAPS.

WHO-GMP

Silymarin (caculated as silybin, HPLC)

(as Dry Milk thistle fruit extract

(Extractum Fructus Silybi mariani siccum)) 1

BOX 10 BLIS. x 10 CAPS.
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TO HUOGNG DAN SU DUNG THUOC
1. Tén thue: LEMAGAZ
2. Cic diu hi¢u lwu y va khuyén cdo khi dung thudc
Dé xa tam tay tré em
Doc kj hudng dan sic dung trueée khi ding
3. Thanh phan cong thite thude: Cho 1 vién:

Thanh phin hoat chiit

Silymarin (tinh theo silybin, HPLC) 150 mg
(dudi dang Cao kho qua cay milk thistle (Extractum Fructus Silybi mariani siccum))

Thanh phan td dwoc

Methyl paraben (Nipagin), Propyl paraben (Nipasol), Colloidal Silicon
Dioxide, Pregelatinized Starch (Eragel), Magnesium stearate, V6 nang sb 0
(gelatin, sodium lauryl sulfate, titanium dioxide, FD&C Red No.40, quinoline
yellow, FD&C Blue No.1)

4. Dang bao ché

Vua dua 1vién

- Dang bao ché: Vién nang cing

- M6 ta san phdm: Vién nang ctmg mau nau, bén trong chtra ¢dm thude mau nau vang dén nau
5. Chi dinh

Diéu tri c4c ton thuong chuyén héa do doc t6, dic biét 1 cac ton thuong c6 dic diém 1a peroxy hoa
manh, vi du nhwr c4c tén thuong do uéng ruou lau dai va sir dung thude gdy doc cho gan, b¢nh gan

nhiém m&, viém gan do rugu va xo gan

6. Cach dung va liéu dung

Céch dung:

Ubng sau bita an.

Liéu dung:

Ngueoi lon

Cép tinh:

Ubng 1 vién x 3 1an/ngay, trong 4 — 6 tun
Duy tri:

Ubng 1 vién x 2 1an/ngay, trir khi ¢6 chi dinh khéc.
Iréem

Chua c6 sin dit liéu cho nhém tudi nay.

Str dung ¢ nguoi cao tudi

Khéng c¢6 huéng dan cu thé nao duoc mo ta cho nhém tudi nay.

7. Chong chi dinh

Qua mAn v6i hoat chét hodc v&i bat ky ta dugce nao dugc liét ké trong phén 3.
8. Canh b#o va than trong khi dung thudc

Viée sir dung thudc trong thoi gian dai, nén co sy theo di ctia bac si.

Chua c¢6 dir liéu 1am sang v€ sy an toan khi st dung & tré em.
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Thudc ¢6 chira methyl paraben (Nipagin), propyl paraben (Nipasol), c6 thé gdy phan tng di
tng (c6 thé di tmg mudn).

9. Sit dung cho phu nir ¢6 thai va cho con bu

Phu ni¥ co thai

Céc nghién ciru trén dong vat khong cho thdy tic dong co hai truc tiép hodc gian tiép vé doc
tinh sinh san (xem Dir liéu an toan tién 1am sang & phan 14). Tuy nhién, vi chua c6 nghién
ctru nao ¢ phu nit ¢6 thai, va khi cac nghién ciru vé doc tinh sinh san trén dong vat khong phai
lic nao cling dép vmg dy doan & ngudi, do d6 khong nén dung thude nay trong thoi ky mang
thai trir khi tinh trang 14m sang ctia ngudi me can diéu tri bang silymarin.

Phu nir cho con bu

Chua 1 liéu silymarin ho#ic cic chat chuyén héa ciia né cé duge bai tiét vao sira me hay
khong. Do d6, khong thé loai trir nguy co & tré so sinh.

10. Anh hwdng cia thude 1én kha ning lii xe, vin hanh may maéc

Anh huédng cia silymarin dén kha nang lai xe va van hanh may mac la khong c6 hoac khong
dang ké.

11. Twong tic, twong ky cia thude

Twong tic thudce

Chua ghi nhéan, chwra ¢ nghién ctru trong tic thude nao duoc thyc hién.

Twong ky

Do khdng c6 céc nghién ciru vé tinh twong ky cuia thude, khong tron 1an thudc nay véi cac
thude khac.

12. Téac dung khéng mong mudn

Tén suét xut hién céc tdc dung phu duoc phan loai nhu sau:

Rét thuong gap: > 1/10

Thudng gip: > 1/100 dén < 1/10

ft gap: > 1/1.000 dén< 1/100

Hiém gap: > 1/10.000 d&n< 1/1.000

Rét hiém gap: < 1/10.000

Khéng 5 (tin sudt khong thé dugc wdc tinh tir dit liéu c6 sin).

Réi loan hé thé'ng mién dich:

R4t hiém gap: phan tng di tng.

Réi loan tiéu héa:

it gap: dau da day, tiéu chay.

Bdo cdo tdc dung phu ciia thudc

Viée béo céo cac tac dung khong mong mudn sau khi thude dugce phé duyét 1a rit quan trong.
N6 cho phép tiép tuc theo ddi danh gié loi ich/rii ro ciia thude. Cac chuyén gia cham séc strc
khoe duge yéu ciu béo céo bit ky tac dung khéng mong mudn nao téi:

Trung tdm DI &ADR Quéc gia

13 - 15 Lé Thanh Téng, Ha Noi

Website: www.canhgiacduoc.org.vn

ANE
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13. Qua lidu va cach xi tri

Théng tin lién quan c6 thé dén qua liéu silymarin con han ché. Trong trudmg hop du.ng qua
lidu, c6 thé thay budn ndn, tiéu chay, kho tidu, ddy hoi, dau bung hodc cam giac no va chan
an.

Khong c6 thudce giai doc cho qua lidu. Cin didu tri triéu chimg va didu tri hd tro.

14. Déc tinh dwgc lre hoc

Nhém dugc 1y: Thude diéu tri bénh gan

Ma ATC: AOSBAO3

Silymarin cho thiy tic dung déi khéng chéng lai cdc tic nhan gdy doc cho gan: doc td
stinkhorn va a-amanitin tir phé‘m xanh ctia nAm Amanita phalloides, lanthanides, carbon
tetrachloride, galactosamine, thioacetamide va virus FV3 gdy ddc cho gan & dong vat mau
lanh.

Hiéu qua diéu tri cua silymarin dua trén hai co ché: thir nhét, silymarin 1am thay dbi ciu truc
clia mang ngoai té bao gan, ngin can su xdm nhap cta cac chit doc hai gan vao té biao. Thu
hai, silymarin kich thich hoat dong ctia nucleolar polymerase A, lam ting tdng hop protein
ribosom. Bang cach nay, né s& kich thich kha ning tai tao cac té bao gan va kich thich su
phuc hdi tai tao cua gan.

Dit li¢u an toan tién lam sang

Dic tinh cip

Silymarin khéng gay doc trén chudt cdng va chudt nhét sau mot 1an sir dung, do d6 LD50 ¢6
thé duoc ding > 2000 mg/kg.

Déc tinh man

Trong c4c nghién ctru dai han kéo dai 12 thang, chudt va ché duoge sir dung t6i da 2500 hodc
1200 mg silymarin/kg mdi ngay. Ca két qua chi sb xét nghiém sinh hoa va bénh 1y déu khong
cho thdy bét ky tac dung doc hai nao.

Doc tinh sinh sin

Céc nghién ctru vé kha ning sinh san & chudt va tho va cac nghién ctru v& doc tinh trude va
sau khi sinh cho thdy khong c6 tic dung phu nao & cac giai doan sinh san khéc nhau (liéu téi
da da thir nghiém: 2500 mg/kg).

Silymarin da khéng dugc chitng minh 1a gy quai thai.

Tinh giy dt bién

Céc thir nghiém in vitro va in vivo trén silymarin déu am tinh.

Tdc dung gdy ung thw

Céc nghién ctru invivo thich hop & loai gam nhim da khong duoc thuc hién.

15. Pac tinh dwoc dong hoc

Trong sb bon dong phan chinh cia silymarin, silibinin 1a mét trong dé thuong dugc sir dung
lam hop chit co ban trong cac nghién ciru duge déng hoc. Pic tinh duge déng hoc, dic biét 1a
lién quan dén céc con duong chuyén héa va thai trir, vé co ban I3 tuong tu trong céc thi
nghiém trén ngudi va dong vat.

Hap thu:

ot o SR



https://trungtamthuoc.com/

Sau khi udng, su hép thu thép, dat ndng do tdi da trong huyét tuong sau 4 dén 6 gio & ca dong
vat va nguoi.
Phdn b6:
Silibinin va cac thanh phan khic cua silymarin nhanh chong két hop voi sulfate va acid
glucuronic khi ching di qua gan, dén huyét tuong va mat. Thude tap trung trong mat, noi co
thé tim thdy ndng d¢ twong duong 80% tdng liéu ding. Nhitng phat hién nay cho thdy ring
mét phan 16n silibinin duge hip thu s& bj loai bé khoi hé tudn hoan trong 14n dau tién né di
qua gan, la co quan dich.
Chuyén héa va thdi trir
Thoi gian béan thai cla silymarin 1a 6 dén 8 gio. Thudc dugc thai trir cha yéu qua mat va &
mutc d6 thap hon nhiéu trong nude tiéu.
16. Quy cach déng géi
Hop 2 vi x 10 vién; Hop 5 vi x 10 vién; Hop 10 vi x 10 vién
17. Piéu kién bio quan, han ding, tiéu chuin chit lwong cia thude
- Diéu kién bio quan: Noi khé, nhiét do khong qua 30°C, tranh 4nh séng.
- Han dung: 36 théang ké tir ngay san xuét.
- Tiéu chudn chét luong: TCCS.
18. Tén, dia chi co sé san xuét thube
Nhi may sin xuat thude dong dwoe
CONG TY CO PHAN DUQC - VAT TU Y TE THANH HOA
L6 4-5-6, khu cong nghiép Tay Béc Ga, phuong Dong Tho, thanh phd Thanh Hoa.
tinh Thanh Hoa

Ngay. Z,( thang 9. nam 2025
GIAM POC /445
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