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BILOMAG

(Czo khd 1id Ginkge bileba 80) my, vién nang cing)

CANH BAO:

Doc ki hiedng dén st dung triede khi siv dung,
Néu cin thém thing tin, xin hdi v kidn bée 7. NIP 118-05-05-700 .
Xin théng béo cho bée st bidl cde (e dung ngoql ¥ xdy ra frong qud frinh swe dung thude.

BDé thudc ngodi {crm vai ciia e,

Khéng diing thude da qud han siv dyng.

THANH PHAN:
Mai vién nang cting ¢6 chia:
Thinh phin Tiéu chujn | HAm lrong/
vién

Hoat chiit 7
Cao kho 14 (mu’mu biloba - Ph. Eur. $0.0 mg
[dudi dang Ginkgoais extractum siccun raffinatunt et
quantificatum (39,6-49,5 : 1); dung méi chiét xudt: ethanol
50% tu/tt: td duge 1am cao kho: silic keo khan 19%]
Td diege | i
Lactose monohydrat B Ph. Eur. 201,5mg
Cellulose vi tinh thé silic hoa Tiéu chuan 100,0 mg
(98% cellulose vi tinh thé, 2% silic hydrophobic keo) cu sa
Mugnesi steara Ph. Eur, 2.5mg
Ve nang ]
V0 nang clmg gelatin c& s6 “17, than va nﬁp nang mau vang Tiéu chuin 1 nang
(gelatin, td duge quinolin vang (1 104), sét oxid vang (E172), co SO
titan oxid (LE171)).

pugcC LUC HOQC:

Hoat chit chinh trong cao khé 14 Ginkgo biloba 1a Ginkgo Hanonol alycosid toan phdn co tic
dung didu hoa vin mach trén toan bd mach mau: dong mach, mao mach. Imh mach. Tac dung
phu thude vio liéu lugng va thay doi tdy theo tinh Ch’it cdudmg kinh va nuuon gbe md clia mach
mdu va tly theo cla truong hue va tinh trang ctia thanh mach, kich thich s tiét fD RF tlr ng1 mo.
Chiét xudt cia 14 Ginkgo biloba chdng lad su co thil dong mach, gdy gidn tidu déng mach va
nguoce lai lam co tinh mach, didu hoa d6 gidn tinh mach ddp (mg v6i cde thay ddi tu thé, giam -
tinh tham qm dd clia mao mach va ting cudng suc bén mao mach. &
Chidt xuit cia lé Ginkgo bifoba chéng phit mach ¢ ndo ldn ngoai bién. che chd hang réo mau -
ndo va mdu - véng mac.

DUQC BONG HOQC :

Hip thu:

Céc nghién clru trén nguti cho thiy. sinh kha dung ctia ginkgolide A, ginkgolide B va bilobalide
1an Tuot & 80, 88 va 79% sau khi sir dung mot liéu 120 mg trong diéu kién nhin dn. Sau khi an.
sinh kha dung ctia ba hgp chét trén khang thay d01 ngoai trir thori gian dé dal nom y d6 dinh trong
mau thi kéo dai hon. Nonﬁ do dinh trong mau bién ddi tir 16,3 - 33,3 ng/ml & ché db nhin an va
sau khi an lawr 11.5-21,1 ng/ml.

O ngudi, flavonol wl}comdes (50-300 mg) duge hép thu & rudt véi ndng do dinh trong huyét
turong dat duge trong vong 2 dén 3 giv. Thoi gian ban thai ctia flavonol glycosides la khodng 2-4
gid.

Phan phor

O ngudi, khi sir dung lidu 240 mg cao kho 14 Ginkgo biloba, c6 su thay déi trong dién ndo tam

~

d6 (giam hoat déng cua ndo song cham va gia tang hoat dong alpha) trong vong 3 gid, didu nay
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cho thiy thube dd duge hip thu day du va di vugt qua hang rao wdu nio, Sau khi tiém tinh

mach ginkgolide B véi lidu 12 mg/kg, ndng do thube dp trung nhiéu & cdc md nhu gan, tim,

thin, da day, ta trdng, voi ndng do 1én hon khodang 1,5 ldn so véi nong dd trong huyét twong &

(At ca cdc thoi diém, va gan [3 noi thube tAp trung vai nong do cao nhét. Ty 18 lién két véi

protein clia ginkgolide B 1a khoang 17-21%.

Chuyén héa:

Khdng phat hién acid phenylacetic hofic acid phenylpropionic trong nude tiéu, diéu ndy chimg

to rang flavonoid duge chuyén héa rong rdi hon & nguoi, Chét chuyén hoa chu yéu 1a acid

benzoic & dang tir do hay két hop.

0 ’tiéu luong st dung trong cac nghién cim duge ddng hoe (21-1000mg). g nercetin dd dwge tim

théy trong huyét tvong & dang methyl sulphat hodc la dang lién hop véi acid glucuronic. Liéu

thip cia quercetin duge methyl hda nhidu hon so véi liéu cao. Qua trinh thity phén glycosidase

cé x0c thc 4 mot giai doan quan trong diy tién trong viée héip thu & dudmg rudt cua glycosid

flavanoid. Aglycones khdng chi duoc hip thu nhanh chong mé con nhanh chuyén hoa thanh

chit lién hgp pha Il va sau d6 sé duge hép thu trd lai vao long da day. Vi vy glycosidases va

cée vi khudn dudmg rudt, cic enzyme pha II dong vai wd quan trong frong vide quyét dinh

flavonoid duve hiip thu qua dudmg rudt va tas hép thu.

Thai trie:

Sau khi sir dung liéu 120 mg, théi gian ban théi trung binh la trong khoang 9.5 ~ 10,6 gi&o adi

voi ginkgolide B va 3,2 — 4,5 git ddi voi ginkgolide A va bilobalide. Sau ihi tiém tinh mach,

thoi gian bén thii cia ginkgolide A va bilobalide Ia fuong duong so véi khi sir dung bang dudmg

udng, trong khi gikgolide B ¢ thoi gian bin thai ngin hon. Sy bai tiét qua nudc tidu cia

ginkgolides A, ginkgolides B va bilobalide chiém tuong tmg 12 74%, 41% va 31% trong tinh

trang nhin an.

Quercetin c6 thoi gian bin thii wong dbi dai 1a khoang 11— 28 gid.

CHI DINH:

Thube nay duge chi dinh chu yéu trong diéu tri r6i loan tuin hodn mdu nfio vi ngoal bién

o Suy tuan hoan ndo cdp va man tinh, giam chi y tip trung, gidm tri nhd, mét tri do xo cimg
mach mdu ndo.

s ROi loan tudn hoan mdu va thin kinh & tai: U tai, chong mit,

s Réi loan tuan hoin méu v thin kinh & mét: bénh vong mac do tidu dudmg, thodi hoa hoing
diém & tudi gia.

s R&i loan tudn hodn mau ngoai bién va thin kinh: cAc bénh tic nghén dong mach ngoai bién,
Khip khiéng céch hoi, t& cong chan tay.

« Bénh Raynaud.

LIEU LUQONG VA CACH DUNG:

Thude ding duémg ubng.

Nguoi Iom (trén 18 146i):

- Tri nh& kém va céc van dé vé tip trung: 1 vién/lin, 2-3 lan/ngay (160-240 mg/ngdy cao khd 14

ginkgo biloba), uong trong bira an.

_R4i loan tudn hoan ngoai bién (hoi chimg khap khiéng cdch héi): 2 vién/lin, 1-3 lan/ngay

(160-480 mg/ngay), udng khi an.

- Chong mit: | vién/lan, 2-3 Jin/ngay (160-240 mg/ngay), ubng trong bira n.

A
~

U tai vh chc tdi loan thinh gidc: 1 vién/lan, 2-3 1an/ngdy (160-240 mg/ngdy), ubng trong bira
- Bénh Raynaud: 1 vién/ldn, 4 lan/ngay (320 mg), udng khi an.

Thudc bit ddu co tic dung sau khi bat dAu ubng 4 tudn.

Pé dat hiéu qua hodn toan cua Bilomag cin diéu tri tir 8-12 tuan.

Tré em va vi thanh nién (dudi 18 mér’):

Chua ¢ dl théng tin vé d6 an foan va hiéu qua cua thude v&i tré va thanh thiéu nién, do vy
khéng ding cho nhiimg déi tuong nay.
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Khi ding thube voi lidu cao hon liéu khuyén cdo hode dung lau dai, chn phai tham khao ¥ kién
clia béc sl.

CHONG CHI PINH

Man cim v6i cao khd 14 ¢ inkgo biloba holic 14 v6i bt cir thianh ph.m ndo cua thude.

Khi dang diéu tri véi thube chdng ddng mau nhu heparin va cde din xult clia 0o, cic dén xudt
clia coumarin (warfarin, acenocoumatol).

Bénh nhén khé dong mau, do cao khé 14 Ginkgo biloba ¢d thé lam tang thoi gian ddng mau.
KHUYEN CAO VA THAN TRONG

Khéng st dung Bilomag ma khong tham van ¥ kién ctia bac s7 néu nhu:

« Bénh nhan bi chay mau hodc 1a roi loan dong mau

- Bénh nhan dang s dung céc thude phon(T ngira cuc mau dong, nhu aspmn clopidogrel,
dipyridamol, ticlopidin. V1 sir dung cling voi cde thube nay ¢d thé [am ing thoi gian dong, matL.
Trong vong 36 gitr trude cdc tiéu phiu hodc 1a phiu thuit nha khoa bai vi thude c6 thé 1am ting
nguy co chiy mdu.

Thube 6 chira lactose monohydrat, cin Jién hé véi bac s néu ban di duge chudn dodn 1a khong
dung nap v6i dudng.

PHU NU CO THAIL VA CHO CON BU

Chua ¢6 nghién clm day di va duge kidm soat tot trén phu nit mang thai hodc nudi con b
Khéng ding cho nhom ddi tuong nay.

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

Bilomag c6 thé gy chéng mit, do d6 khéng nén lai xe hay vin hanh miy mdc khi st dung
thude.

TUONG TAC THUOC:

Sir dung Bilomag va mot s0 loai thude khéc ¢ thé gay tuong fic.

Khdng si dung Bilomag & nhimg bénh nhin dwoc diéu tri bing thude phong nglra ddng méu,
ching han nhu heparin va cde din xudt coumarin (warf arin, acenocoumarol).

Trong trudmg hop dang st dung céc thude sau thi cin tham vin ¥ kifn chia béc si vi co thé didu
chinh lidu Jugng:

- Thubc chdng tiéu cdu nhu clopidogrel, ticlopidin, acid acetylsalicylic (vi du: aspirin,
polopiryna), chpjmdamol

- Mgt so thue pham co thé lam ting nguy co chdy mau nhu toi hode nhin sam.

- Trazodon (thudc chéng traum cém).

- Omeprazol va cac thude khac trong nhém nay, nhu 1a cde th ude tre ché bom proton (duge si
dung @& diéu tri hyperacidity va loét da day td trang).

- Nifedipin (thuoc ha huyét ap va didu trf tim mach).

- Thudc loi tidu thiazid, (vi du hydroclorothiazid).

- Tipranavir (e ché protease khdng peptidic trong chi dinh két hop didu tri khang virus HIV-1)
Luu ¥ rang cac logi thube nay ¢6 thé duge biét dén dudi cic én thwong mai khdc nhau. Do dé
Ju6n thin trong kidm tra bao vi va huéng din kem theo dé biét hoat chdt chinh hodc nhém thude
dang diéu tri 13 gi.

Bilomag nén dugce uong, cling vai bira én.

TAC DUNG KHONG MONG MUON

Noi chung ginkgo dugc dung nap t6t, tuy nhién vén cé mot s6 tac dung khéng mong mudn xay
ra:

- HLem gap (= 1/1000 dén <1/100): dau bung, budn ndn, tdo bén, tiéu chiy, dau dau, roi loan
gxac ngl, dénh trdng ngue, chéng mi, lo Jing , phan tmg di ing da (ngra, phat ban).

- Rét hiém (<1/10000): cdc tridu chimg lién quan dén ¢h iy mau dot ngbt. Mot s6 truong hop ci
biét c6 sur hinh thanh khéi mdu tu duéi ming cimg, cd thé 1a do sir dung cao khd Ginkgo trong
thoi gian dai (2 ndm). Tac dung phu nay 6 thé xdy ra thuong xuyén hon & nhiing bénh nhin
dano dung ca thude khang tidu cAu hoic thude chdng déng mau nhr aspirin hodc warfarin.

QUA LIEU VA KU’ TRI KHI QUA LIEU:

Chua cé bdo cdo v& qua licu,
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Can ¢6 bién phap hd try tri¢u chimg kip thoi.

BAO QUAN:

Bio quan & nhiét d¢ dudi 30°C.

Béo quén trong bao bi nguyén gée, tranh im.
TIEU CHUAN CHAT LUQNG:

Tidu chuan co s&

HAN DUNG:

36 thang ké tir npay san xudt.

S 16 san xudit (Lot No.), ngay san xuét (Mfg. Date), han ding (Exp. Date): xin xem trén nhan
hép va vi. _

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

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

TUQ. CUC TRUGNG
P TRUONG PHONG

Nouyén Sy Jang
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