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BILOMAG

(Cao kho 1a Ginkgo biloba 80 mg, vién nang ctrng)

CANH BAO:
Doc ky huéng dan sir dung trude khi sir dung. 01-91¢
Néu can thém théng tin, xin hoi y kién bdc si. ‘ NIP 118-00-09-700
Xin thong bao cho bac si i biét cdc tde dung ngoai y xay ra tr ong qud trinh sir dung thuoc.

Dé thudc ngoai tam véi cua tré.

Khéng diing thuéc di qua han sir dung.

£ ZDROVIT sp. z 0.0.
a re‘z:.:«',rva, ul. Nocznickiego 31
tel. 569 8200, 569 8201, fax 835 15 57

THANH PHAN:
MJi vién nang ciimg c6 chira:
Thanh phin Tiou chudn | © o lwomg/
vién

Hoat chit
Cao kho 14 Ginkgo biloba Ph. Eur. 80,0 mg
[duéi dang Ginkgonis extractum siccum raffinatum et
quantificatum (39,6-49,5 : 1); dung moi chiét xuit: ethanol
50% tt/tt; ta dugc lam cao khd: silic keo khan 1%]
Td duoc
Lactose monohydrat Ph. Eur. 201,5 mg
Cellulose vi tinh thé silic hoa Tiéu chuan 100,0 mg
(98% cellulose vi tinh thé, 2% silic hydrophobic keo) CO SO
Magnesi stearat Ph. Eur. 2,5mg
Vo6 nang
V6 nang cing gelatin ¢& s6 17, thin va nip nang mau vang Tiéu chuan 1 nang
(gelatin, ta dugc quinolin vang (E104), sit oxid vang (E172), CO SO
titan oxid (E171)).

DUQC LUC HQC :

Hoat chat chinh trong cao kho 14 Ginkgo biloba 1a Ginkgo flanonol glycosid toan phan co tac
dung diéu hoa van mach trén toan bd mach mau: dong mach, mao mach, tinh mach. Tac dung
phu thudc véo liéu luong va thay déi tiy theo tinh chét, duong kinh va nguon gbc mo clia mach
méu va tuy theo cua truong luc va tinh trang cua thanh mach, kich thich sy tiét EDRF tir ni mo.
Chiét xut cua 14 Ginkgo biloba chbng lai su co thit dong mach, gay gidn tiéu dong mach va

nguoc lai 1am co tinh mach, diéu hoa do gidn tinh mach dp tGng v6i cic thay dbi tu thé, giam »27%

tinh thAm qua do cia mao mach va ting cudng sirc bén mao nuach.

Chiét xut cua 1a Ginkgo biloba chéng phit mach & ndo 1dn ngoai bién, che chd hang rao mau -
ndo va mau - vong mac.

DUQC PONG HOQC :

Hap thu:

Céac nghién ctru trén nguoi cho thay, sinh kha dung cua ginkgolide A, ginkgolide B va bilobalide
1an luot 1a 80, 88 va 79% sau khi sir dung mét liéu 120 mg trong diéu kién nhin an. Sau khi an,
sinh kha dung ctia ba hop chét trén khong thay dbi, ngoai trir thoi gian dé dat nong do dinh trong
mau thi kéo dai hon. Nong d6 dinh trong mau bién d6i tir 16,5 - 33,3 ng/ml & ché d9 nhin an va
sau khi an la tr 11,5 — 21,1 ng/ml.

O ngudi, flavonol glycosides (50-300 mg) dugc hép thu & rudt véi nong do dinh trong huyét
tuong dat dugc trong vong 2 dén 3 gio. Thoi gian ban thai cua flavonol glycosides 1a khoang 2-4
gio.

Phan phor

O nguoi, khi str dung lidu 240 mg cao kho 14 Ginkgo biloba, c6 su thay dbi trong dién ndo tdm
d6 (giam hoat dong ctia ndo séng cham va gia tang hoat dong alpha) trong vong 3 gio, diéu nay




cho thdy thubc da dwoc hép thu ddy du va da vuot qua hang rao mau ndo. Sau khi tiém tinh
mach ginkgolide B vai héu 12 mg/kg, ndng do thube tap trung nhléu ¢ cac md nhu gan, tim,
thén, da day, ta trang, véi ndng 5 16n hon khoang 1,5 1an 50 V6i ndng 9 trong huyét tuong &
tAt ca cac thoi diém, va gan 1a noi thudc tap trung véi ndng d6 cao nhat. Ty 18 lién két véi
proteln cua ginkgolide B 1a khoang 17-21%.
Chuyén héa:
Khéng phat hién acid phenylacetic hodc acid phenylproplomc trong nudc tiéu, didu nay chimng
to rang flavonoid duogc chuyen hoa rong rai hon & ngudi. Chit chuyén héa chu yéu 1a acid
benzoic & dang tw do hay két hop.
O liéu lugng st dung trong céc nghién ciru duge dong hoc (21-1000mg), quercetin da dugc tim
thay trong huyét twong & dang methyl sulphat hogc la dang lién hop vdi acid glucuronic. Liéu
thdp cua quercetin duoc methyl héa nhiéu hon so véi liéu cao. 'Qua trinh thuy phén glycosidase
c6 xtc tac 1a mot giai doan quan trong day tién trong viéc hdp thu & dudng rudt cua glycosid
flavonoid. Aglycones khong chi dugc hé.p thu nhanh chéng ma con nhanh chuyén héa thanh
chit lién hop pha II va sau d6 s& duge hép thu trd lai vao long da day. Vi vdy glycosidases va
cac vi khudn dudng rudt, cac enzyme pha II dong vai tr0 quan trong trong viéc quyét dinh
flavonoid dwoc hép thu qua dudng rudt va tai hap thu.
Thai trie:
Sau khi st dung liéu 120 mg, thoi gian béan thai trung binh 14 trong khoang 9,5 — 10,6 gid déi
v6i ginkgolide B va 3,2 — 4,5 gio di véi ginkgolide A va bilobalide. Sau khi tiém tinh mach,
thoi gian ban thai cua ginkgolide A va bilobalide 1a twong dwong so véi khi sir dung bing duong
ubng, trong khi gikgolide B ¢6 thoi gian ban thai ngan hon. Su bai tiét qua nuéc tiéu cua
ginkgolides A, ginkgolides B va bilobalide chiém tuong tng 1a 74%, 41% va 31% trong tinh
trang nhin &n.
Quercetin c6 thoi gian ban thai twong ddi dai 1a khoang 11 — 28 gid.
CHI PINH:
Thubc nay duoc chi dinh chi yéu trong diéu trj réi loan tudn hoan mau néio va ngoai bién
e Suy tudn hoan ndo cAp va man tinh, giam chu ¥ tip trung, giam tri nhé, mét tri do xo cling
mach mau néo.
e R&i loan tudn hoan méu va than kinh & tai: 1 tai, chong mit.
e RGi loan tudn hoan mau va than kinh & mét: bénh vdng mac do tiéu dudng, thodi héa hoang
diém & tudi gia.
e R&i loan tudn hoan méu ngoai bién va than kinh: cac bénh tic nghé&n dong mach ngoai bién,
khap khiéng cach hdi, té cong chan tay.
Bénh Raynaud.
LIEU LUQNG VA CACH DUNG:
Thuocdungduonguong
Ngueoi I6m (trén 18 tuoz)
- Tri nh¢ kém va cac van dé vé tap trung: 1 vién/lan, 2-3 1an/ngay (160-240 mg/ngay cao kho 14
ginkgo biloba), ubng trong bita an.
- Réi loan tudn hoan ‘ngoai bién (hoi chung khap khiéng cach hdi): 2 vién/lan, 1-3 lan/ngay
(160-480 mg/ngay), uong khi &n.
- Chong mat: 1 v1en/1an 2-3 1an/ngay (160-240 mg/ngay), udng trong bita in.
- U tai va céc rdi loan thinh giac: 1 vién/lan, 2-3 lan/ngay (160-240 mg/ngay), ubng trong bita
an.
- Bénh Raynaud: 1 vién/lan, 4 lan/ngay (320 mg), uong khi an.
Thudc bit dau cé tac dung sau khi bit dau uong 4 tuan.
Pé dat hiéu qua hoan toan cua Bilomag can diéu tri tir 8-12 tun.
Tré em va vi thanh nién (dudi 18 tuéi):
Chua c6 du thdong tin vé d6 an toan va hiéu qua cua thudc véi tré va thanh thiéu nién, do vay
khong dung cho nhiing dbi tugng nay.
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Khi dung thudc véi lidu cao hon lidu khuyén c4o hoic dung lau dai, cin phai tham khao y kién
cua béc si.

CHONG CHI PINH

Man cam véi cao kho 14 Ginkgo biloba hogc 1a v6i bat ctr thanh phan nao cua thude.

Khi dang diéu tri v6i thude chdng d6ng méu nhu heparin va cac din xuét cua né, cac din xut
cua coumarin (warfarin, acenocoumatol).

Bénh nhan kho dong madu, do cao khé 14 Ginkgo biloba c6 thé 1am tang thoi gian ddng mau.
KHUYEN CAO VA THAN TRONG

Khong st dung Bilomag ma khong tham vén ¥ kién ctia béc si néu nhu:

- Bénh nhan bi chiy mau hoic 1a réi loan déng mau

- Bénh nhén dang st dung cac thudc phong nglra cuc mau dong, nhu asplrm clopidogrel,
dipyridamol, ticlopidin. Vi st dung cung v6i cac thude nay c6 thé 1am ting thoi gian dong méu.
Trong vong 36 gid trude céc tiéu phiu hodc 1a phiu thuat nha khoa béi vi thudc ¢ thé lam tdng
nguy co chay mau.

Thubc c6 chira lactose monohydrat, can lién hé véi bac st néu ban d3 dugc chudn doan 12 khong
dung nap véi dudng.

PHU NU CO THAI VA CHO CON BU:

Chua c6 nghién ctru day du va dugc kiém soét tot trén phu nir mang thai hodc nudi con bu.
Khoéng dung cho nhém a6i tuong nay.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:

Bilomag ¢6 thé gay chong mit, do do khong nén 14i xe hay van hanh mdy moéc khi st dung
thude.

TUONG TAC THUOC:

Str dung Bilomag va mdt s loai thudc khac c6 thé gdy tuong tac.

Khoéng sir dung Bilomag & nhung bénh nhén dugc diéu tri bang thudc phong ngira dong mau,
chang han nhu heparin va céc dan xuét coumarin (warfarin, acenocoumarol).

Trong truong hop dang st dung céc thudc sau thi cAn tham van ¥ kién ciia bac st vi c6 thé diéu
chinh liéu luong:

- Thudc chéng tidu cdu nhu clopidogrel, ticlopidin, acid acetylsalicylic (vi du: aspirin,
polopiryna), dipyridamol.

- Mot s0 thuc pham c6 thé lam tang nguy co chdy mdu nhu t6i hodc nhan sam.

- Trazodon (thubc chong trdm cam).

- Omeprazol va cac thude khéc trong nhém nay, nhu 1a cac thude e ché bom proton (dugc st
dung dé diéu tri hyperacidity va loét da day té trang).

- N1fed1p1n (thuoc ha huyét 4p va diéu tri tim mach).

- Thubdc loi tiéu thiazid, (vi du hydroclorothiazid).

- Tipranavir (tc ché protease khong peptidic trong chi dinh két hop diéu tri khang virus HIV-1)
Luu y rang céac loai thudc nay co thé dugc biét dén dudi cac tén thuong mai khac nhau. Do QO
lu6n than trong kiém tra bao vi va huéng dan kém theo dé biét hoat chit chinh hodc nhém thudc
dang diéu tri 1 gi.

Bllomag nén dugc uéng cung vdi bita an.

TAC DUNG KHONG MONG MUON

N6i chung ginkgo duge dung nap tét, tuy nhién van c6 mot sé tac dung khong mong mubn xay
ra:

- H1em gép (= 1/1000 dén <1/100): dau bung, budn ndn, tdo bon, tiéu chay, dau dau, rbi loan
glac ngu, danh tréng nguc, chéng mit, lo ling, phan Umg di img da (ngra, phat ban).

- R4t hiém (<1/10000): c4c triéu chimg lién quan dén chay mau dot ngdt. Mot s6 truong hop ca
biét ¢ su hinh thanh khéi mau tu dudi mang cimg, ¢6 thé 1a do sir dung cao khd Ginkgo trong
thoi gian dai (2 ndm). Tac dung phu nay c6 thé xdy ra thuong xuyén hon ¢ nhiing bénh nhén
dang ding ca thube Kkhang tiéu cau hodc thudc chdng dong mau nhu aspirin hogc warfarin.

QUA LIEU VA XU TRI KHI QUA LIEU:

Chura ¢6 béo cdo vé qua liédu.

VIT s
Nocznic
N1, fax 8
09-700






Cén c6 bién phap hd tro triéu chimg kip thoi.

BAO QUAN:

Béo quan ¢ nhiét 46 dudi 30°C.

Béo quan trong bao bi nguyén gbc, tranh im.
TIEU CHUAN CHAT LUQNG:

Tiéu chuén co s&

HAN DUNG:

36 thang ké tir ngay san xuét.

S6 16 san xuét (Lot No.), ngay san xuit (Mfg. Date), han dung (Exp. Date): xin xem trén nhédn
hop va vi.

DANG BAO CHE VA QUI CACH PONG GOI:
Hop chura 6 vi x 10 vién nang cing.

San xuét tai Ba Lan boi:
NATUR PRODUKT PHARMA SP. Z 0.0.
07-300 Ostréw Mazowiecka, Ul. Podstoczysko 30, Poland.

€ ZDROVIT sp. zo.0.
01-918 Warszawa, ul. Nocznickiego 31
tel. 569 8200, 569 8201, fax 835 15 57

NIP 118-00-09-700 *
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