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Chi dinh, cach dul‘lg, chéng chi d]n va cac thong tin khac:
Xem trnng tér hwéing dén s dung thube kém theo.

Tiéu chuan: TCCS.

SPK:

Bao quan: Noi khd, nhiét d§ khong quéa 30°C, tranh anh séng.
Dé xa tAm tay cla tré em, doc ki hudng dan st dung trude khi ding.

. Casésdn xudt: Nha méy sdn xudt thudc Bong dugc - Céng ty ¢8 phdn Dugc - Vit twry té Thanh Héa
L& 4-5-6, khu céng nghiép Tay Bic Ga, phuting Béng Tho, thanh phé Thanh Héa, tinh Thanh Héa
BT: 0237 3737888 - Hotline: 1800 8140

HOP 2 VI x 10 VIEN WHO-GMP

TENOPITA

Silymarin (tinh theo silybin, HPLC) (dudi dang
Cao khé qua cay milk thistle (Extractum Fructus
Silybi mariani siccum)) 200 mg
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Thanh phén: Méi vién nan, 4

Silymarin (tinh theo silybin, HPE ‘w.ﬁ qua cay milk
thistle (Extractum Fructus Silybi mataaLs <reeen-200 Mg
Taduoc............ cov@ 1 vién

Chi dinh, c&ch dung, chéng chi dinh va cac théng tin khac:
Xem trong t& hwéng dan sir dyung thudc kem theo.

Tiéu chuan: TCCS.

SDK:

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

Dé xa tdm tay cua tré em, doc ki huéng dan st dung trurde khi dang.

Co's6 sdn xudt: Nha méy sén xudt thusc Déng dugc - Cong ty ¢6 phén Duge - Vat tuy té Thanh Héa
L6 4-5-6, khu céng nghiép Téy BAc Ga, phudng Dong Tho, thanh phd Thanh Héa, tinh Thanh Héa
DT: 0237 3737888 - Hotline: 1800 8140
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Silymarin (tinh theo silybin, HPLC) (difdi dang
Cao khé qua cdy milk thistle (Extractum Fructus
Silybi mariani siccum)) 200 mg
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NSX/ Mfg. date:
HD/ Exp. date:
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Hop: (100 x 50 x 68) mm
Vi: (96 x 66) mm
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Silybi mariani siccum)) 200 mg

thistle (Extractum Fructus Silybi mariani siccumy))..
Chi dinh, cach diing, chéng chi dinh va cac théng tin khac:
Xem trong t& huéng dan st dung thudc kém theo.

Tiéu chudn: TCCS.

SBK:

Bdo quan: Noi khd, nhiét 3§ khong qua 30°C, tranh anh sang.

Dé xa tdm tay cla tré em, doc ky hudng dén st dung trurée khi dung.

Ca s san xudt: Nha may san xudt thudc Déng dugc - Cong ty <6 phén Dugc - Vat tuy té Thanh Héa
L6 4-5-6, khu céng nghiép Tay Bac Ga, phuding Pang Tho, thanh phé Thanh Héa, tinh Thanh Héa
BT: 0237 3737888 - Hotline: 1800 8140
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Silymarin (tinh theo silybin, HPLC) (duci dang
Cao khé gua cay milk thistle (Extractum Fructus

WHO-GMP
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TG HUGNG DAN SU DUNG THUOC
1. Tén thudc: TENOPITA
2. Céic ddu hi¢u lwu ¥ va khuyén cdo khi dung thude
Dé xa tam tay tré em
Doc ky huong dén sir dung trudc khi dung
3. Thanh phin céng thirc thude: Cho 1 vién:

\ - =+
Thanh phan hoat chiit
Silymarin (tinh theo silybin, HPLC) (duéi dang Cao kho qua cay milk thistle 200
(Extractum Fructus Silybi mariani siccum)) 08
Thanh phén ta dwoc
Methyl paraben (Nipagin), Propyl paraben (Nipasol), Colloidal Silicon 7
Dioxide, Magnesium stearate, V6 nang so 0 (gelatin, sodium lauryl sulfate, Viradu 1 vién
titanium dioxide, FD&C Red No.40, quinoline yellow, FD&C Blue No.1)
4. Dang bao ché

- Dang bao ché: Vién nang cung

- Mb ta san pham: Vién nang cimg mau nau, bén trong chira cHm thudc mau nau vang dén nau.
5. Chi dinh

Bénh gan cAp tinh, dau nhu mo gan. B& trg trong bénh gan man tinh va tinh trang gan nhifm m&
va tién xo gan. |
6. Céich dung va liéu dung

Cidch diang:

DPudng ubng, ubng sau bita an.

Liéu ding:

Liéu trinh tAn cong kéo dai 4 - 6 tuAn: 1 vién x 2 l4n/ngay, sau bita &n hodc theo don thube

Lidu trinh duy tri, c6 thé tiép tuc trong mot thoi gian dai: 1 vién x 1 lan/ngay sau bita dn hodic
theo don thudc

7. Chéng chi dinh

- Qué man v6i hoat chat hogc véi bét ky té duge nao ciia thudc.

- Tinh trang téc ngh&n co hoc duong mat.

8. Canh bdo va than trong khi ding thudc

- Khéng c6 trudong hop nghién hay 1¢ thude nao dugc biét dén.

- Khdng c6 bién phép phong ngira dac biét ndo dugc yéu céu khi str dung.

- Thudc ¢6 chita methyl paraben (Nipagin), propyl paraben (Nipasol), ¢6 thé gay phan tmg di
{ing (c6 thé di tmg mudn).

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

Thubc khong co tac dung gy quai thai; tuy nhién, khuyén céo khong sir dung trong thoi ky
mang thai trir nhitng truong hop thue sw cén thiét.

10. Anh hwdng ciia thubc 1én kha ning 14i xe, vin hanh mdy méc

Tenopita khéng c6 hodc anh huoéng khong déng ké& dén kha nang lai xe hodc van hanh may moc.
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11. Twong tic, twong Ky, ciia thude

Twong tic thude

Khong phat hién twong tac véi céc loai thudce khac mic du dd quan sat thdy silymarin lam giam
hoat dong cua cytochrome P450, UDP-glucurunosyltransferase (UGT) va lam giam hoat dong
cua P-gp.

Twong ky

Do khéng c6 céc nghién ctru vé tinh twong ky ciia thudc, khong tron 14n thube nay véi 'céc thudc
khéc.

12. T4c dung khong mong mudn

Silymarin thudng duge dung nap tdt. Téc dung nhuén trang, loi tiéu va dau diu déi khi da duoc
béo cao.

- v r A A > A
Bio cido tic dung khong mong muon cia thuoc

Viée béo céo céc tac dung khdng mong mubn sau khi thube duge phé duyét 1a rat quan trong. NoO
cho phép tiép tuc theo ddi danh gia loi ich/ rii ro cua thude. Céc chuyén gia cham soc stc khoe
duoc yéu ciu béo cdo bét ky tac dung khdng mong mudn nio t6i:

Trung tAm DI &ADR Quéc gia

13 - 15 Lé Thanh Téng, Ha N&i

Website: www.canhgiacduoc.org.vn

13. Qua lidu va cach xi tri

Khéng c6 truomg hop qua liéu di duoc béo cdo

14. Pic tinh dwge Iwe hoc

Nhom dugc ly: Thubc diéu trj bénh gan

Mi ATC: A0OSBAO3

Tenopita cung cip cac hoat dong chdng ddc va kich thich gan rd rét bang cach lam én dinh trén
mang té bao gan va trén mang bén trong clia cdc bao quan té bao chat, khoi phuc cac cau tric da
bi thay d6i va dua cac chic ning dic trung ciia ching tro lai binh thuong.

15. Pic tinh dwge dong hoc

Céc nghién ctru duoc dong hoc da chi ra rang thube duoc hap thu t6t qua duong udng va su hap
thu ty 18 thuan véi lidu dung. Thai trir qua bé than rat thap, cha yéu qua duong mat (80-90% licu
dung) voi su tdn tai ctia tudn hoan rudt. Thuc té, ndng dd cao nhit duoc tim thiy trong gan va
méu, & mirc do khiém t6n & cac co quan khéc. Sau khi dung lap lai, bai tiét qua mat dat trang thai
6n dinh vao cudi ngay thi hai, do d6 loai trir hién tuong tich tu.

16. Quy cich 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 dung, tiéu chuiin chit lwgng cia thube

- Piu kién bao quan: Noi kho, nhiét d6 khong quéa 30°C, trdnh 4nh séng.

- Han diing: 36 thang k& tir ngdy san xuét.

- Tiéu chuén chit lugng: TCCS.
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18. Tén, dia chi co' s& san xuit thude
Nha may sin xuét thudc déng dwoce -
CONG TY CO PHAN DUQC - VAT TU Y TE THANH HOA
L6 4-5-6, khu cong nghiép Ty Bic Ga, phuong Pong Tho, thanh phé Thanh Hoa,
tinh Thanh Hoa
Dién thoai: 0237 3737888 - Hotline: 1800 8140




