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Kolon Flavone Tablet
Poc kj huong din sir dung trueée khi ding
Néu can thém thong tin xin héi y kién bdc sy, dicgc sy.
[Tén thudc] Kolon Flavone Tablet
[Thanh phén] M3i vién thudc chira:
Hoat chdt: Cao khé 14 bach qua (Extractum folium ginkgo siccus)................ 40 mg
(twong dwong véi 9,6 mg ginkgoflavon glycosid toan phin)
Td dugc: Lactose, cellulose vi tinh thé, tinh bot ngd, low-substituted hydropropylcellulose, natri
starch glycolat, hydroxypropylcellulose, magnesi stearat, light anhydrous silicic acid,
hydroxypropylmethylcellulose 2910, diacetylated monoglycerid, titan oxid, mau xanh s 1, mau
vang so 4.
[Dang bao ché] Vién nén bao phim 1
[Quy cach déng gbi] Hop 6 vi x 10 vién -
[Die tinh dugce luce hoc]
Dich chiét cao khé la bach qua (GBE) duoc dic trung bing 24% ginkgo flavonol glycosid cho thdy tinh
trc ché su két tap tiéu ciu, va thé hién “tac dung don sach cac géc tu do”. Duong nhu né ciing tc ché su
san sinh histamin va leukotrien. N6 con thé hién kha niang trc ché su khir tac dong kiéu muscarin trén
cholinoceptor va 2- adrenoceptor. N6 ¢6 thé lam thay d6i tinh cht Iuu bién hoc ctia mau.
Cac san phém cua bach qua chau Au dugc ban duéi dang GBE 761 di thé hién tac dung kich thich trén
cac noron nhén tién dinh bén (LVN) va céc nghién cltu in- vitro va in- vivo cho thy lam ting su thu
nhan thé synap cta 5-hydroxytryptamin.
Thudc nay ciing thé hién tinh ngin chin acid ascorbic/Fe?” gdy ra sy giam tinh luu dong ctia mang thé
synap. “Su chiém giit trudc cua lipid mang noron bj gdy ra bai acid ascorbic/Fe? cung voi su giam tinh
luu dong ciia mang dén luot lam giam kha nang vén chuyén dopamin dé thu nhan dopamin®.
“Dich chiét cao kho 14 bach qua lam chdm lai su tiéu thu O, (su géng strc ho hfip) cua cac té bao bj kich
thich bang cach tc ché NADPH- oxid, enzym chiju trach nhiém cho su phan huy O, thanh O;". Két qua
la su sin sinh anion superoxid (O2) va hydrogen peroxyd (H;O») bi giam dang ké khi su kich thich
PMNs dugc thuc hién véi su c6 mit cia thude & cac n6ng do 500, 250 va 125 microgam/ml. Hon nita,
su phat sinh cac gbc hydroxyl (OH") bj giam rat nhiéu ¢ nong d6 thip 1a 15,6 microgam GBE/ml, diéu
d6 cho thdy ring dich chiét ciing c6 hoat tinh don sach gbe tu do. GBE ¢6 kha nang it nhat 1a lam giam
dang ké hoat tinh cua myeloperoxidase trong bach cu trung tinh.
[Duge dong hoc]
Trén dong vat, sau khi udng chét chiét xudt c6 danh diu carbon 14, nghién ctru vé su hip thu va phan
phdi ctia thudc cho thdy sy hdp thu nhanh va hoan toan. Su can bang phong xa vao 72 gi&r sau cho
thay su thai ra trong CO, thd ra va trong nudc tiéu.
Do phéng xa trong mau theo thdi gian 1ap nén nhitng thong s dugc dong hoc va cho thdy thoi gian
ban huy sinh hoc khoang 4 gio 30.
Dinh phong xa trong mau dat duoc sau | gior 30 cho thy sy hip thu Xay ra o phan trén cua duong
tiéu hoa.
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Nghién ciru vé su phan phéi vao mé cua phéng xa cho thdy ai luc dbi voi mit va vai loai mé hach va
than kinh, dic biét 1a ving dudi ddi, va thé van.
Sinh kha dung cua ginkgolid A dugc ghi nhén trén ngudi la 98- 100%, ginkgolid B 1a 79- 93% va
bilobalid 14 trén 70% hodc nhiéu hon.
MOt nghién ciru trén 12 ngudi tinh nguyén cho thay ring sau khi udng 1 liéu duy nhét cao bach qua
liéu 0,90 mg dén 3,36 mg trong khi bung d6i thay mic do sinh kha dung cao. Mic do nay dugc biéu
dién bang cac gia tri trung binh(+/-SD) cua hé sb sinh kha dung (Fauc) voi cac gia tri lan luot 12 0,8
(+/-0,09), 0,88 (+/-0,21) va 0,79 (+/-0,30) tuong ung voi ginkgolid A, ginkgolid B, va bilobalid.
Thirc 4n khong 1am thay déi gia tri AUC nhung lam gia ting Tmax.
LD50 ¢ chudt nhit, LD50 1a 7725 mg/kg, thudc duoc dung bang duomg udng 2 lan trong ngay. Vi
vdy, doc tinh dugc xem nhur 12 rat thap.
[Chi dinh] 2«
7. Diéu tri rdi loan tudn hoan ngoai bién (khap khiéng cach hdi). -
8. Chong mit, u tai do mach mau thoat hoa.
9. Diéu tri rbi loan hoat d6ng ndo vdi nhitng triéu chimg cua sy mat tri nhu 0 tai, nhirc du, giam
tri nhd, trdm cam hoic chéng mit.
[Liéu Iwgng va cach dung]
Réi loan tudn hoan ngoai bién, chéng mat,  tai: 1 vién/lan, udng 2 lan/ngay
R&i loan hoat ddng nio: | vién/lan x 3 lﬁn/nge‘ly. Liéu c6 thé diéu chinh tuy theo do tudi, hoic do
trim trong cua nhimg triéu ching.
Uédng trong hodc sau bira an.
[Chéng chi dinh|
Bénh nhan qua mén cam véi dich chiét cao kho 14 bach qua hodc bét cir thanh phan nao cua thudc.
Tré em dudi 12 tudi.
Ngudi dang c6 xudt huyét, rdi loan dong mau, pha cdp nhdi mau nio.
Pha nhdi mau tim cép.
Phuy nit ¢6 thai.
[Théan trong]
Bénh nhan tiéu duong cin tham khao y kién béac sy trudce khi dung.
[Tac dung khéng mong muén|
R4t hiém khi gdy rdi loan tiéu hoa nhe, trong mot vai truomg hop dic biét c6 thé di rng, réi loan tudn
hoan (giam ap luc mau, chéng mit, nhiac dau, nhip tim nhanh), mét ngu. dj ung da.
Hiém khi tha‘iy dau dau chi, kho chiu ving da day rudt, sbt, &n lanh va sdc.
Théng bdo ngay cho bdc si hodc dugc s khi gdp phii cdc tic dung phu ciia thuéc.
[Twong tic thube]
Khéong dung cao khé 14 bach qua véi thudc diéu tri dau nhirc aspirin, thudce ngira tai bién néo ticlid,
persantin.
Khong dung cung thubc chi huyét.
Khong dung cung céc thudc chéng dong kinh, tim than, chéng trAm cam.
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[Sir dung thude cho phu nir c¢6 thai va cho con bu]
Tinh an toan khi sir dung cho phu nir mang thai thi chua duoc biét. Khong nén dung Kolon Flavone
Tablet cho phu nit c6 thai.
Khong nén sir dung & phu nir cho con bu vi Kolon Flavone Tablet c6 bai tiét qua sira me hay khong thi
chua biét.
[Anh hwéng dén kha ning lii xe va van hanh may méc]
Mot vai truomg hop, tac dung phu cua thude co thé anh hudng dén kha nang I4i xe va van hanh may
méc. Do d6, can than trong khi sir dung cho cac ddi tugng nay.
[Qua liéu va xir tri]
Chua c6 ghi nhan vé sur qua liéu.
[Bao quan] Bao quan trong bao bi kin, tranh anh sang, nhiét dé dugi 30°C
[Han ding] 36 thang ké tir ngay san xuét.

PE THUOC TRANH XA TAM TAY TRE EM.

Nha san xuét

Kolon Pharmaceutical. Inc.
45, Munpyeongseo-ro 18beon-gil, Daedeok-gu, Daejeon, Han Qudc

KOLON GLOBAL CORP,

Chang—-Woon Yoon
president

L; \ 0 XJ/L’T?‘?//




https://trungtamthuoc.com/

TO THONG TIN CHO BENH NHAN
1. Tén sin phim
Kolon Flavone Tablet
2. M6 ta sin pham
Vién nén bao phim
Poéng gbi: Hop 6 vi x 10 vién
3. Thanh phén ciia thude o
Hoat chdt:
Cao kho 1a bach qua (Extractum folium ginkgo siccus)................ 40 mg
(twong duong vdi 9,6 mg ginkgoflavon glycosid toan phén)
Td duge: Lactose, cellulose vi tinh thé, tinh bot ngd, low-substituted hydropropylcellulose, natri starch
glycolat,  hydroxypropylcellulose, = magnesi  stearat, light  anhydrous silicic  acid,
hydroxypropylmethylcellulose 2910, diacetylated monoglycerid, titan oxid, mau xanh sé 1, mau vang
s6 4.
4. Thudc dang cho bénh gi?
- Diéu tri rbi loan tudn hoan ngoai bién (khap khénh cach héi).
- Chodng mit,  tai do mach mau thoai hoa.
- Diéu trj réi loan hoat déng ndo vai nhimg triéu chimg cta s mét tri nhu 0 tai, nhirc diu, giam
tri nhé, trdm cam hodc chéng mit.
5. Nén diing thudc nay nhw thé nao va liéu hirong? '_)
Réi loan tudn hoan ngoai bién, chong mit, 0 tai: 1 vién/lan, ubng 2 lan/ngay
R&i loan hoat dong ndo: 1 vién/lan x 3 lén/ngz‘ly. Liéu co thé diéu chinh tiy theo do tudi, hoic do
trdm trong cua nhimg triéu chimg.
Ubng trong hoic sau bira an.

\ %

6. Khi nao khéng nén dang thudc nay?

- Béqh nhan qua man cam vai dich chiét cao khé 14 bach qua hodc bét cir thanh phan nao cua
thuoc. ,
- Tré em dudi 12 tudi.
- Phu nir ¢6 thai. ) o ] ‘
- Nguoi dang co6 xuat huyet, roi loan dong mau, pha cap nh6i mau nio.
- Pha nh6i méau tim cap.
7. Tac dung khéng mong mudn
Rét hiém khi gay rbi loan tiéu hod nhe, trong mot vai truong hop dic biét ¢ thé dj g, ri loan tudn
hoan (giam ap luc mau, chéng mit, nhirc du, nhip tim nhanh), mét ngu, dj img da.
Hiém khi tha‘iy dau dau chi, kho chiu vung da day rudt, sdt, on lanh va séc.
Théng bdo cho bdc si nhitng tic dung khéng mong muén gap phii khi si dung thuéc.

8. Nén tranh dang nhirng thudc hoic thye pham gi khi dang sir dung thudc nay?
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Khong dung cao khd 14 bach qua véi thubc diéu tri dau nhic aspirin, thudc ngira tai bién nio ticlid,
persantin.

Khéng ding ciing thude chi huyét.

Khong ding cung cac thudc chéng dong kinh, tdm thin, chéng trdm cam.

9. Cén lam gi khi mjt lin quén khéng ding thudc?

Tiép tuc liéu véi cach dung nhu thuong 16. >
10. Cin bio quin thuéc nay nhu thé nao? \vZd

Bao quan trong bao bi kin, tranh anh sang, nhiét do dudi 30 C
11. Nhirng diu hiéu va tri¢u chirng khi diung thudc qua liéu
Chua c6 thong tin vé hién tuong qua liéu khi sit dung Kolon Flavone Tablet
12. Cén phai lam gi khi ding thuéc qua liéu khuyén cdo
Chua c6 bao cdo nio vé cac truomg hop qué lidu khi dung Kolon Flavone Tablet
13. Tén, dia chi ciia nha sin xuét
Kolon Pharmaceutical. Inc.

45, Munpyeongseo-ro 18beon-gil, Daedeok-gu, Daejeon, Han Quédc
14. Nhirng diéu cin than trong khi ding thudc nay
Khéng sir dung thude cho phu nir c6 thai va cho con bu.
15. Khi nao ciin tham vén bac sy
Tham vén bac sy néu gap phai tac dung khéng mong muén khi sir dung thudc.

16. Ngay xem xét sira doi lai tor thong tin cho bénh nhin: 08/10/2016
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