Each hard capsule contains: 80 ma dry extract of Girkgo leaf (Ginkgo biloba L.}, in which
containing Ginkgo flavone glycoside 16,72 - 22,68 mg, Bilobalide 1,98 - 2.69 mg and Ginkgalidas

A B C213-286mg.

5 tra-i ion and Other information: see the package insert.
Storage: Store below 30°C, in original package, protect fram moisture.

Quality specification: In House.

Carefully read the package insert before use.

Keep out of reach of children.

Manufacturar: 5.C, SLAVIA PHARM S.R.L.

B-dul Theodor Pallady nr. 44C, sector 3, cod 032266, Bucuresti - Romania.
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Rx Thuéc k& don. Vién nang cirng Geliot”. Hop 2 vi x 10 vién nang cling. Mai vién nang cing cé
chira 80 mg cao khé Ia bach qua (Ginkgo biloha L.), trong do cé chira Ginkgo flavone glycoside
16,72 - 2268 mg, Bilobalide 1,98 - 2,69 mg va Ginkgolides A, B, C 2,13 - 286 mg. SDK:
XXX KHXXXKKKK. Chi dinh, cach ding, chong chi dinh va cac thdng lin khac: xem trong té hurdng
dan st dung thudc kém theo. S5 16 SX, NSX, HD: xem “Batch No.”, ‘Mfg. Date’, "Exp. Date" trén
bao bi. Bao quén thudc & nhigt da dwdi 30°C, trong bao bi gde, tranh &m. Tidu chuan chét lugng:
Mha san xuil Dé xa tim tay tré em. Boc kI huéng din siv dung trwrd'c khi ding. San xuat tai
Romania bi: $.C. SLAVIA PHARM S.R.L., B-dul Theodaor Pallady nr. 44C, sector 3, cod 032266,
Bucuresti-Romania. DNNK: ........

Rx Prescription only

‘ ®
GOL'OT 80 mg

80 mg dry extract of Ginkgo leaf (Ginkgo biloba L.)

For oral use

Batch No.:

Mfg. Date: dd mm yy

Exp. Date: dd mm yy




Each hard capsule contains: 80 mg dry extract of Ginkgo leaf (Ginkga biloba L), in which
containing Ginkgo flavone glycoside 16,72 - 22,68 mg, Bilobalide 1,98 - 2,69 mg and Ginkgolides
A B C213-2886mg.

Indication, Admini ion, Contra-indication and Other information: see the package inserl.
Storage: Store below 30°C, in original package, protect from meisturs.

Quality specification’ In Housa

Carefully read the package insert before use.

Keep out of reach of children.

Manufacturer: S.C. SLAVIA PHARM S.R.L.

B-dul Theodor Pallady nr. 44C, sector 3, cod 032266, Bucurasti - Romania
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Rx Thubc ké don. Vién nang cirng Goliot®. Hip 3 vi x 10 vién nang cing. Wi vign nang cing co
chira 80 ma cao khé la bach qua (Ginkgo biloba L.), trong d6 b chua Ginkga flavone glycoside
16,72 - 2268 ma, Bilobalide 1,98 - 269 mg va Ginkgalides A, B, C 2,13 - 286 mg. SBK:
KOO, Chi dinh, cach ding, chéing chi dinh va cac thing fin khac: xem trong 1& huéng
dan eiv dung thube kém theo. S5 16 SX, NSX. HD: xem “Batch No.”. ‘Mfg, Date”, “Exp. Date” trén
bao bi. Baoquan thude & nhiét d dudi 30°C, trong bao bl gbc, tranh am. Tiéu chuén chit luong:
tha san xuAt. Dé xa tim tay tré em. Doc ki hwéng dan sir dung tredre khi dung. San xuét tal
Romania boi: S.C. SLAVIA PHARM S.R.L., B-dul Theodor Pallady nr, 44C, sector 3, cod 032268,
Bucuresti - Romania. DNNK: ........

Rx Prescription only

» o
GOLIOT 80 mg

80 mg dry extract of Ginkgo leaf (Ginkgo biloba L.)

For oral use

30 s

Mfg. Date: dd mm yy
Exp. Date: dd mm yy

Batch No.:
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Rx Prescription only

» ®
GOLIOT 80 mg

80 mg dry extract of Ginkgo leaf
(Ginkgo biloba L.)

For oral use .
‘® slavia pharm

12 Blisters x 10 Hard capsules

Rx Thudc ké don. Vién nang ctrng Goliot',
Hap 12 vi x 10 vién nang clmg. Moi vién
nang cung cé chiva 80 mg cac kho la bach
qua {Ginkgo biloba L.), trong d6 cd chira
Ginkgo flavone glycoside 16,72 - 22,68 mg,
Bilobalide 1,98 - 2,69 mg va Ginkgolides A,
B,C2,13-2,86mg.

ElS ¢ 66646606658

Chi dinh, cach ding, chéng chi dinh va cac
1héng tin khac: xem trong 1o huong dan so
dung thudc kem theo. S0 16 SX, NSX, HD:
xem “Batch No.", “Mfg. Date", “Exp. Date”
trén bao bi. Bao quan thudc & nhiét do dudi
300C, trang baa bi gée, tranh Am. Tiéu chuan
chat lugng: Nha san xual, Dé xa tam tay tré
em. Doc ki hwéng dén st dung truede khi
dang.

San xudl tai Romania bii: S.C. SLAVIA
PHARM S.R.L.. B-dul Theodor Pallady nr.
44C, sector 3, cod 032266, Bucuresli -
Romania.

DNMK: ........

Rx Prescription only

> ®
GO LIOT 80 mg

80 mg dry extract of Ginkgo leaf
(Ginkgo biloba L.)

For oral use
‘® slavia pharm

Batch No.:
Mfg. Date: dd mm yy
Exp. Date: dd mm yy

12 Blisters x 10 Hard capsul_as_

‘@ slavia pharm

Each hard capsule contains: 80 mg dry
extract of Ginkgo leal (Ginkge biloba L), in
which corlaining Ginkgo flavone glycoside
16,72 - 22,58 ma, Bilobalide 1,28 - 2 69 mg and
Ginkgolides A, B, C2,13-2,86 mg.
Indication, Administration, Contra-
indieation and Other information: seo the
package insert.

Storage: Store below 30°C. in original
package, protect from maisture.

Quality specification: InHouse.

Carefully read the package insert before
use.

Keep out of reach of children.

Manufaciurer: S.C. SLAVIAPHARM 5.R.L.
B-dul Theador Pallady nr. 44C, sector 3, cod
032266, Bucuresti - Romania.

Barcode
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GOLIOT®
Vién nang cirng chira 80 mg cao khé 14 bach qua

Thubc nay chi diing theo don thubc. Dé xa tém tay tré em. Doc ky huéng dén sir dung truée
khi diing,

1. Tén thuoc: Goliot®

2. Thanh phan: M3i vién nang cimg cé chia:

- Thanh phan hoat chdt: 80 mg cao khd 14 bach qua (Ginkgo biloba L.), Ginkgo flavone
glycoside 16,72 - 22,68 mg, Bilobalide 1,98 - 2,69 mg va Ginkgolides A, B, C 2,13 - 2,86
mg.

- Thanh phan td duge: Cellulose vi tinh thé PH 101, lactose monohydrat, silica khan dang
keo, talc, magnesi stearat.

3. Dang bao ché:
- M6 ta san phdm: Vién nang gelatin cimg c& sé 2, thin nang mau dé duc, nap nang mau
xanh da troi duc, bén trong chira bdt mau nau nhat dén nau dam.

4. Chi dinh

- Thube dugc chi dinh trong diéu trj trigu chimg suy tudin hoan ndo trong ching sa st tri tué
vOi cég tridu chiing chu yéu: rdi loan tri nhd, gidm chd ¥ tap trung, chéng mat, 1 tai, dau dau,
D6i twong chit yéu la cac bénh nhén suy gidm tri nhé trong chimg sa sit tri tué nguyén phat,
chiing sa sut trf tu¢ do mach méu va sa st tri tué hdn hop.

- Chimg di c4ch hdi (khép khiéng cach hdi) & giai doan II theo phan loai ciia Rene Fontain
trong bénh tic nghén dong mach ngoai bién, dung két hop véi cdc bién phap vat 1y tri liéu,
déc biét trong thoi gian tap di bd.

- Ri loan tufn hoan méu va than kinh & tai: 0 tai, chong miit.

5. Liéu dung, cich ding

Li¢u ding:

Noudi trén 18 tudi

Chitng sa sut tri tué:

Ubdng 1 vién/ 1an, 2-3 14n mdi ngay.

Téc nghén dong mach ngoai bién, chéng mdt, i tai:

Ubng 1 vién/ Ian, 2 1an mbi ngay.

Khéng dung thude cho ngudi < 18 tudi.

Thoi gian diéu tri:

Ching sa st tri tué:

Thoi gian diéu tri phai kéo dai it nhat 8 tudn. Néu cac tri€u ching khong cai thién sau 3 thang
hodc c4c triéu ching ctia bénh ting 1én, cin héi ¥ kién bac sy dé kiém tra xem c6 nén tiép tuc
diéu tri v6i thude.
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Téc nghén déng mach ngoai bién:
Dé cai thién quing dudng di by cia bénh nhan cin kéo dai thdi gian diéu trj trong it nhét 6

A

tuan.

Chéng mat:

Kéo dai thoi gian didu tri hon 6-8 tudn khong c6 loi v& mat didu tri.

Phai diéu tr kéo dai trong it nhdt 12 tudn. Néu sau 6 thang khong cai thién triéu chimg cia
bénh thi phai xem xét thay dbi liéu phap diéu tri.

Cach ding:

Nudt ca vién thudc véi mot luong nude vira da va ubng thudc sau bita an.

Ubng thude vao budi sang, chidu va t6i néu ding 3 lan/ngay. Udng thudc vao budi sang va tbi
néu dung 2 1an/ngay.

Néu bénh nhén quén udng mét liéu thudc, thi nén udng liéu thube da quén ngay khi nhd ra.
Néu gén t6i thoi gian udng lidu tiép theo, hdy b qua liéu quén ding, va udng lidu tiép theo
nhu binh thudng. Khéng udng cung lac 2 lidu.

Khong c6 yéu cdu gi dic biét vé viée xir 1y thude sau khi sir dung.

6. Chéng chi dinh
Quéa man voi chiét xut 14 bach qua hodc véi bét ky thanh phz"in t4 duge nao cta thube.
Phu nif ¢6 thai, ngudi dang xuét huyét hozic c6 nguy co xuat huyét.

7. Canh bdo va théin trong khi ding thudc

Khéng thé dy doan duoc sy dép tmg cia timg c4 nhan dbi véi thube.

Truée khi bdt ddu diéu tri véi thube, phai chic chén 1a céc triéu chimg bénh 1y méc phai
khong dua trén mot bénh 1y sén c6 phai cin dén tri lidu dic hiéu.

Néu bi chéng mit va 1 tai thuong xuyén phai hoi y kién bac s¥. Trong truong hop dot ngdt
suy gidm thinh gi4c hodc bi diéc, cin dén béc sy ngay dé dugce tu vén.

Chua c6 day du dir lidu v& do an toan va hiéu qua cta thube trén ngudi < 18 tudi, nén khong
chi dinh diing thuéc cho déi tuong nay.

Ddi véi nhitng bénh nhan méic céc bénh ly tang nguy co chay mau (bénh Iy xuét huyét), ciing
nhu dang dung cac thude chdng déng mau, phai tham khao y kién bac sy truée khi ding chiét
Xudt tir 14 bach qua.

P ¢6 béo cdo thude ¢ chira chiét xuit tir 14 bach qua c¢6 thé 1am ting nguy co chiy maéu,
phai ngimg ding thudc trude khi tién hanh phiu thuat. Can thong béo cho béc sy duge biét
néu dang diing cc thude ¢6 chira chiét xudt tir 14 bach qua dé dua ra quyét dinh phi hop khi
tién hanh phu thuat.

Déi voi nhimg bénh nhan bi dong kinh hogc dang ding céc thude chéng dong kinh, viéc ding
c4e thude c6 chira chidt xuét tir 14 bach qua c6 thé 13 nguyén nhan din dén khoi phét céc con
dong kinh tiép theo. Anh hudng ndy c¢6 thé lién quan dén chét 4'-O-methylpyridoxin. Cén
tham khéo y kién bac s trude khi dung thube cho bénh nhan bi dong kinh.

Thubc cé chira lactose monohydrat, nén khong ding thuc nay cho cdc bénh nhan méc cic
bénh di truyén hiém gip nhu hién tuong khong dung nap galactose, thidu hut men Lapp
lactase hodc kém hap thu glucose-galactose.
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8. Sir dung thudc cho phu nir cé thai va cho con bi

- Phu nit ¢6 thai: céc thude c6 chira chiét xudt tir 14 bach qua c6 thé gay kéo dai thoi gian chay
mau, do d6 khong ding thude cho phu nit ¢é thai (xem muc 6).

- Phu nit cho con b: khéng dung thube cho phy nir cho con b do chua ¢6 dit liéu nghién ciru
day da vé viée str dung thude trén déi tuong ndy. Chua rd céc thanh phan trong cao chiét cé
bai tiét qua sita me hay khong.

9. Anh huéng 18n kha niing 14i xe, van hanh may méc
Chua c6 bing chimg vé anh hudng cia thudc 1én kha nang lai xe, van hanh may méc.

10. Twong tic, twong ky cia thude

e Tuong téc:
Khi ding dong thdi véi cac thube c6 chira chiét xudt tir 14 bach qua c6 thé anh huéng t6i tac
dung cua céc thube chéng dong méu (nhu: phenprocoumon, warfarin) hogic cac thuée chéng
két tap tidu clu (nhu: clopidogrel, acid acetylsalicylic va cac thubc chéng viém khong steroid
(NSAID) khéc).
Viéc dung két hop vé6i cac thude chuyén hoa qua hé théng cytochrom P450-3A4, -1A2, -
2C19 c6 thé anh huéng dén hidu qua va/hodc thoi gian tic dung ctia cac thubc ding ddng
thoi, diéu ndy 1a khong thé loai trir. Chua c6 sin cac nghién ciru ddy di vé& anh hudng nay.

* Tuong ky: do khong c6 cac nghién ciru vé tinh twong ky cta thudc, khéng tron 14n
thude nay véi céc thude khac.

11. Tac dung khong mong mudn

- C6 thé gay chiy mau & c4c co quan, dic biét khi diing ddng thdi véi cae thue chéng déng
mau nhu: phenprocoumon, acid acetylsalicylic va c4c thuéec NSAID khac (xem muc 10). Sde
phén vé ¢6 thé xuét hién & nhimg bénh nhan qui min véi thube. Ngoai ra, c6 thé xuét hién
cac phan ing di img trén da (nhu: ban do, phat ban ngira).

Néu giip phai bt ky tac dung khong mong mudn & trén, cAn ngimg sir dung thudc va khong
dung lai thubc, phai thong bdo ngay cho bac sy dé dénh gia muc dd nghiém trong cua cac
phén ng c6 hai va c6 bién phap can thiép cin thiét.

- Réi loan tidu héa nhe, nhitc diu, chéng mit hodc 1am ning thém tinh trang chéng mit cling
c6 thé xay ra.

Thong bao ngay cho bac s§ hodc duge sy nhitng phan tng c6 hai gip phai khi st dung thube.

12. Qua4 lidu va cach xir tri

- Triéu chimg: khong c6 dir liu vé sir dung thude qua lidu, khong dung qué lidu chi dinh cia
thude.

Néu dung thubc qué lidu, cée tac dung khong mong mubn c6 thé xuét hién r& hon. Phai thong
b4o ngay cho béc s§ dé c6 bién phap xir tri kip thoi.

- Xt tri: tich cuc theo ddi dé c6 bién phép xir trf kip thoi.

13. Dic tinh dwoc lwe hoc
Nhém duge 1y: Thube didu tri ching sa sut tri tué khac. M3 ATC: N06DX02.
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Trong céc nghién ciru trén ddng vat voi chiét xudt duge chudn hoa EGb 761® chita trong
thude, di chitng minh céc tac dung duge 1y dudi day:

Gitp tang kha ning chiu dung tinh trang thiéu 0Xy cua Ccac té bao, dic biét 12 t& bao mé nio, -

trc ché s tién trién ciia tinh trang phit nfo do chén thuong hogc nhidm dgc va thic ddy qud
trinh héi phuc ctia céc € bao, giam phi hoang diém va ton thuong t bao vong mac, ttc ché
sw giam s lugng thu thé muscarinic cholin va alpha-2-adrenergic lién quan dén tudi tac, ciing
nhu ting sy hdp thu cholin & ving hai ma (hdi hai ma), tdng tri nhé va kha ning ghi nhé, thic
déy phyc hdi céc rbi loan thiang bing, thiic ddy tudn hoan mau, nhét 1a & khu vuc vi tudn
hoan, céi thién tinh chat luu bién hoc chia mau, e ché san xudt gbe tu do (cac flavonoid), dbi
khang véi PAF (yéu t6 kich hoat tidu cAu) (cac ginkgolid), tdc dung bao vé té bao thin kinh
(ginkgolid A va B, bilobalid).

Pa dugc chimg minh trén ngudi cc dic tinh bao vé céc té bao trong tinh trang thiéu oxy,
thiic ddy tuan hoan méu, dac biét 1a & khu vue vi tudn hoan va cai thién tinh chét lwu bién hoc
clia mau.

14. Pic tinh dwgee dong hoe

O nguoi, sinh kha dung ctia chiét xudt duoc chudn héa EGb 761® chira trong thudc trén té bao
ndo da dugc ching minh trén dién ndo dd thong qua anh huong phu thudc vao lidu déi véi
hoat ddng dién cuia ndo.

Sau khi uéng 80 mg chiét xut bach qua, sinh kha dung tuyét déi duge ghi nhan & ngudi dbi
véi céc terpen lacton (ginkgolid A, ginkgolid B va bilobalid) 1a rdt cao, 98% déi véi
ginkgolid A, 79% déi véi ginkgolid B va 72% déi véi bilobalid. Néng d6 téi da trong huyét
tuong 1a 15 ng/ml d6i voi ginkgolid A, 4 ng/ml déi véi ginkgolid B va khoang 12 ng/ml déi
voi bilobalid; thoi gian béan thai 1a 3,9 gio (ginkgolid A), 7 gi¢ (ginkgolid B) va 3,2 gid
(bilobalid).

Kha ning lién két véi protein huyét twong (trong mau & nguoi) 12 43% ddi voi ginkgolid A,
47% dbi v6i ginkgolid B va 67% dbi vdi bilobalid.

Trén chugt, sau khi ubng chiét xuit EGb 761® dugc danh ddu phong xa 'C, ty 1¢ hép thu
duge béo céo 1a 60%. Nong do tdi da do duoc trong huyét tuong sau 1,5 gio, thoi gian bén
thai 14 4,5 gi¢. Nong do trong huyét tuong tang trd lai sau 12 gi¢ cho thdy thude c6 tudn hoan
gan rudt.

15. Quy cach déng géi

Hop 2 vix 10 vién nang cing.
Hop 3 vi x 10 vién nang cing.
Hép 12 vi x 10 vién nang cung.

16. Pidu kién bio quan
Béo quan thude & nhiét dd dudi 30°C, trong bao bi gbe, tranh dm.

17. Han dung
36 thang ké tir ngay san xuét.

18. Tiéu chuin chit lwgng
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Nha san xuét.

19. Tén, dia chi ciia co sé san xuét thude
S.C. SLAVIA PHARM S.R.L.

B-dul Theodor Pallady nr. 44C, sector 3, cod 032266, Bucuresti - Romania.
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