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Box of 6 blisters x 10 hard capsules

capsules, hard

Ginkgo biloba leaf dry extract 120 mg

60 capsules, hard
Oral use

(L8 KRKN m

Improves memory

y
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! Bilobil intense is a herbal medicinal product that is recommended for symptomatic relief: |

| - m dasturbanues of braln perfuswn and function (syndrome of dementia in pnmanq
1 ia or in @ mixed form of both) manifested

|  as decline in memory and intellectual capacity, vertigo, tinnitus, indisposition,
1
I
1
|

headache and sleep disorders, I

* in neurosensory disturbances such as dizziness/vertigo and tinnitus, :
« ininitial disturbances of blood perfusion of the extremities, I
+ in visual acuity and visual eld disturbances of vascular origin. i
1

. ! Thanh phan: M6| vién nang cung chira: 120 mg cao kho 1a Ginkgo Biloba g
Chi dmh Chéng chi dinh, Liéu dung va cach dung, Than trong, Twong tac |
|  thudc,Tac dung khéng mong muén: Xin xem t& hwéng dan sir dyng kém theo:
. . Bao quan: O nhigt 40 khong qua 30°C, trong hop kin dé trénh &m.
Ll
| De xa tam tay tré em. Doc ky hwéng dan siv d\mg trwdre khi ding. |
| Céc théng tin khac xin xem t& hwéng dan sir dung kém theo. H
, Nha san xué‘l |
1
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| Hép 6 vi x 10 vién nang clrng

Bilobil

intense 120,

capsules, hard
Ginkgo biloba leaf dry extract 120 mg
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60 capsules, hard
Oral use

Improves memorny (T4 KRKN

Each hard capsule contains 120 mg of extract (as dry extract, rened and quantied)
from Ginkgo biloba L., fohum (Glnkgo leaf) (35-67:1), eorrespondmg to:

+ 26.4to 32.4 mg of d as avone gly
+ 3.36 to 4.08 mg of ginkgolides A B, C and
+ 3.12to 3.84 mg of bilobalide.

Read the package leaet before use.

Do not store above 30 °C.

Store in the original package in order to protect from moisture.
Medicinal product not subject to medical prescription.

1
!
|
1
|
'
| Keep out of the reach and sight of children.
'
|
'
!
|
1
|
1

Manufacturer: KRKA, d.d, Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, Slovenia
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Hudng dan sir dung thuée cho can bé Vv 1é

1. TEN THUOC: Bilobil Intense 120 mg capsules, hard

2. THANH PHAN CAU TAO CUA THUOC:

Méi vién nang cing chira:

Hoat chdt: Cao kho 1a Gingko Biloba: 120 mg tuong Ung voi:

- 26,4 dén 32,4 mg flavon glycosid.

- 3,36 dén 4,08 mg ginkgolid A, B, C

- 3,12 dén 3,84 mg bilobalid.

Td duoc: Lactose monohydrat 198 mg, tinh bot ngé 90 mg, talc 24 mg, silic keo khan
6 mg, magnesium stearat 6 mg, vo nang.

3. DANG BAO CHE: Vién nang cling

4. QUY CACH PONG GOI1

10 vién x 6 vi/hop

5. CHI PINH, LIEU DUNG, CACH DUNG, CHONG CHI PINH KZ&
CHI PINH / o
Vién nang Bilobil Intense 120 mg capsules, hard 1a mot thudc tir duge liéu duoe dung
dé diéu tri cac triéu ching:

- Réi loan tudn hoan mau ndo va chirc nang ndo (hdi chimg sa sut tri tué trong sa sut trf
tué do thoai hoa tién phat, sa st tri tué do mach mau hoac dang hon hop cuia ca hai) véi
cac biéu hién nhu: suy giam tri nh¢d va nang luc tri tué, chong mat, u tai, kho ¢, dau dau
va rbi loan gidc ngi,

- Réi loan than kinh cam giac nhu chong mat/ hoa mat, U tai,

- Réi loan luu thong mau & tir chi,

- Réi loan thi luc va tam nhin can nguyén do thiéu mau.

LIEU LUQONG VA CACH DUNG

- Réi loan tuan hoan mau ndo va chirc nang nao (hdi chung sa sut tri tu¢ trong sa sut tri
tué do thoai hoa tién phat, sa sut tri tu¢ do mach mau hoac dang hdn hop cua ca hai):
Ubng 1 vién, mdi ngay 2 1an vao budi sang va tbi.

- Réi loan than kinh cam giac nhu chong mat/ hoa mat, U tai: Udng 1 vién, mdi ngay 1
hoac 2 14n, vao budi sang va/hodc budi tdi.

- Réi loan lwu thong méu 6 tir chi: Udng 1 vién, mdi ngay 1 hoac 2 lan, vao budi sang
va/hodc budi 6i.

- Réi loan thi luc va tim nhin can nguyén do thiéu mau: Ubng 1 vién, mdi ngay | hoac

2 lan, vao budi sang va/hoac buoi toi.
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Ubng thube véi nude va khong can phai chu V t6i bita in. Cac dau hiéu déu tién cua su
cai thién bénh thuong duoc quan sat thdy sau mot thang. Dé c6 hi¢u qua lau dai, dac
biét 1a cho ngudi cao tudi, bénh nhan dugc khuyén cdo nén dung thude it nhét ba thang.
Sau ba thang, bac s§ hoac dugc sy sé tu vén vé su can thiét cta viéc tiép tuc diéu tri.
Khong dung vién nang Bilobil Intense 120 mg capsules, hard cho tré em vi dir liéu vé
do an toan cua viéc su dung thude cho tré em con han ché.

CHONG CHI DINH

Qué man véi bét cir thanh phan nao cua thude.

6. THAN TRONG KHI DUNG THUOC

Trude khi bat dau diéu tri véi Bilobil Intense 120 mg capsules, hard, phai chic chin
rang cac tridu ching dugc dé cap khong phai do mét bénh tiém 4n khac gay nén ma can
phai diéu tri dac hiéu.

Ngimng dung thuc néu xay ra phan tng qua man.

Bénh nhan phai noi cho bac sy biét trude khi phau thuat néu ho dang dung vién nang
Bilobil Intense 120 mg capsules, hard.

Bénh nhan c6 chiéu hudng chay mau tu phat bat thuong (xuit huyét tang) va bénh nhan
dang diéu tri véi cac thude chéng ddong mau can tham khao y kién bac sy trude khi bat

dau diéu tri voi Bilobil Intense 120 mg capsules, hard. /

/

Bilobil Intense 120 mg capsules, hard chita lactose. Bénh nhan c6 cac van dé di truyén
hiém gap vé khong dung nap galactose, thiéu hut Lapp lactase thi khong nén dung thudc
nay.

Swr dung cho phu nir ¢é thai va cho con bu

Khong dung Bilobil Intense 120 mg capsules, hard cho phu nir ¢6 thai va cho con bu
do con thiéu cac dir liéu vé d6 an toan khi sir dung trong thdi ky mang thai va cho con
bu.

Anh hwéng dén kha ning 14i xe va van hanh may méc

Khong ¢6 bao cao vé anh hudng ciia thudc dén kha nang l4i xe va van hanh mdy méc.
7. TUONG TAC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC
Cac nghién cuu su tuong tac thuc méi chi duge thuc hién & nguoi 16n

Khong nén sir dung dong thoi Bilobil Intense 120 mg capsules, hard voi cac thude sau
day:

- Cac thubc chéng déng mau (nhu thudc chéng dong mau coumarin, acid
acetylsalicylic va cac loai thudc chéng viém khong steroid khac). Dung dong thoi cac

thude nay c6 thé din dén tang nguy co chay méu do kéo dai thoi gian dong méu.



Can ¢6 su quan tdm dic biét khi sir dung dong thoi Bilobil Intense 120 mg capsules,
hard véi cac thude sau day:

- Céc thubc chong dong kinh (nhu valproat, phenytoin). Diéu tri ddng thoi c6 thé lam
giam ngudng co gidt va tang kha nang co giat dong kinh. Cac tht nghiém in vitro cho
thdy cao kho 14 Ginkgo lam tang dang ké qud trinh trao dbi chat cia thude chéng dong
kinh dugc chuyén héa qua cac enzym CYP2C. Can than trong khi diéu tri déng thoi véi
Bilobil Intense 120 mg capsules, hard.

- Céc thude dwge chuyén héa qua hé enzym cytochrom P450. Dua vao két qua cua
c4c nghién ctru khac vé su twong tac cua cao ginkgo v&i hé enzym cytochrom P450 (co
thé trc ché hoac gdy cam {tng mot s6 isoenzym), trong tac cla cao gingko vdi cac thude
khac dugc chuyén héa qua hé enzym nay khong thé duoc loai trir hoan toan.

8. TAC DUNG KHONG MONG MUON

Nhu tat ca céc thude, Bilobil Intense 120 mg capsules. hard c6 thé gay ra tic dung phu,
mac du khong phai bénh nhan nao cling gip phai.

- Rét phd bién (21/10)

:/\A?j - Thuong gap (>1/100 to <1/10)
ON¢

oy - It gap (21/1,000 to <1/100) ZX[&
JC PH - Hiém gap (21/10,000 to <1/1,000)

!E'T B‘ , , /
U v - Rat hiém gap (<1/10,000)

e - Khong dugc biét dén (khong thé udce tinh duge tir cac di lidu c6 sin)

=

Trong mdi nhém tan s6, tac dung khong mong mudn duge trinh bay theo tha tu muc
d6 nghiém trong giam dan.

Néu c6 tac dung khéng mong muén nao tré 1én nang hon, hodc phat hién ra cac phan
ttng phu nao khong dugc liét ké trong to thong tin nay, can thong béo véi bac sy hoac

dugc s§ cua ban.

Rét hiém gap
Roi loan hé than kinh Pau dau
R6i loan tiéu héa R6i loan tiéu héa
R&i loan mach Xuat huyét tiéu hoa*

Xuat huyét nao*

Xuét huyét mat*

Ro6i loan hé mién dich Phan (g qua man (ngira, man do, sung da)

* Tang kha nang xay ra tac dung phu trong truong hop diéu tri dong thoi véi thude
chdng dong.

Théng bao cho bac si nhirng tac dung khong mong muon gap phai khi su dung thuoc.
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9. QUA LIEU VA CACH XU TRI

Chua c6 truong hop qua lidu nao dugc ghi nhan. Chua cé bao cao vé ngd doc & ngudi
khi ding mét lugng xéac dinh cao khoé 14 bach qua. Co thé xay ra ngd doc néu uémg mot
luong 16n hat ginkgo hoac cao ginkgo khong tinh khiét.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Khong co

11. PIEU KIEN BAO QUAN, HAN DUNG CUA THUOC

PIEU KIEN BAO QUAN: Bao quan ¢ nhiét do khong qua 30°C, trong hop kin dé
tranh am.

HAN DUNG: 36 thang ké tir ngay san xuat.

12. TEN VA PIA CHI CUA CO SO SAN XUAT

KRKA, D.D., NOVO MESTO

Smarjeéka cesta 6, 8501 Novo mesto, Slovenia

13. NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUONG DAN SU

DUNG THUOC: /Zé://



Hudne dan su dung thuée cho nguwotl bénh
1. TEN THUOC: Bilobil Intense 120 mg capsules, hard
2. KHUYEN CAO

Doc k¥ huéng dan sir dung trude khi diung

Pé xa tim tay tré em

Théng bao ngay cho bac si hoac duge sy nhirng tac dung khong mong mudn gap phai

khi sir dung thude.

3. THANH PHAN, HAM LUQNG CUA THUOC:

MGéi vién nang cing chira:

Hoat chdt: Cao kho 14 Gingko Biloba: 120 mg tuong Uung voéi:

- 26,4 dén 32,4 mg flavon glycosid.

- 3,36 dén 4,08 mg ginkgolid A, B, C

- 3,12 dén 3,84 mg bilobalid.

Ta duoc: Lactose monohydrat 198 mg, tinh bot ng6é 90 mg, talc 24 mg, silic keo khan

6 mg, magnesium stearat 6 mg, vé nang.

4. MO TA SAN PHAM /(/(0
DANG BAO CHE: Vién nang cimng e
MO TA: Vién nang mau nau bén trong chira bot mau nau sam hoac nhat va cac hat nho

sAm mau.

5. QUY CACH PONG GOI:

10 vién x 6 vi/hQp

6. THUOC DUNG CHO BENH Gi

Vién nang Bilobil Intense 120 mg capsules, hard 1a mdt thude tir dugce liéu dugc dung

dé diéu trj cac triéu chimg:

- Réi loan tuan hoan mau néo va chirc ning nio (hdi ching sa sit tri tué trong sa sut tri
tué do thoai hoa tién phat, sa sut tri tu¢ do mach hoac dang hon hgp cua ca hai) véi cac
biéu hién nhu: suy giam tri nhd va nang luc tri tu¢, chong mat, u tai, kho ¢, dau dau va
rbi loan gidc ngu,

- Réi loan théan kinh cam giac nhu chéng mat/ hoa mat, U tai,

- Réi loan Iuu thong mau & tr chi.

- Réi loan thi luc va tam nhin can nguyén do thiéu méu.

7. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG

- Réi loan tuan hoan mau ndo va chirc ning nio (hdi ching sa sut tri tué trong sa sut tri
tué do thoai héa tién phat, sa st tri tué do mach hodc dang hdn hop cua ca hai): Uéng

1 vién, moi ngay 2 lan vao budi sang va toi.



- Réi loan than kinh cam giac nhu chong mat/ hoa mat, U tai: Ubng 1 vién, mdi ngay |
hozc 2 lan, vao bubi sang va/hoac budi toi.

- Réi loan luwu thong mau & tir chi: Udng 1 vién, mdi ngay 1 hodc 2 lan, vao bubi sang
va/hodc budi toi.

- Réi loan thi luc va tAm nhin cin nguyén do thiéu mau: Udng 1 vién, mdi ngay 1 hoac
2 1an, vao budi sang va/hoac budi toi.

Udng thube vi nude va khong can phai chil v t6i bita an. Cac du hiéu dau tién cia su
cai thién bénh thuong dugc quan sat théy sau mot thang. Dé ¢o hiéu qua lau dai, dac
biét 1a cho ngudi cao tudi, bénh nhan dwoc khuyén cao nén ding thude it nhét ba thang.
Sau ba thang, bac s¥ hoac duogc sy sé tu vén vé su can thiét cua viée tiép tuc diéu tri.
8. KHI NAO KHONG NEN DUNG THUOC NAY

Qué man v&i bét cir thanh phan nao cia thude.

Khong dung Bilobil Intense 120 mg capsules, hard cho phu nit ¢é thai va cho con bu

do con thiéu cac dir liéu vé d6 an toan khi sir dung trong thdi ky mang thai va cho con

__'\-\\ ba.

301, 5

; Khong dung vién nang Bilobil Intense 120 mg capsules, hard cho tré em vi dir liéu vé

”‘j?“ d6 an toan cta viée st dung thude cho tré em con han ché. @
HAM - , . . :

)Y T 9. TAC DUNG KHONG MONG MUON /
WE_‘T Nhu tt ca cac thude, Bilobil Intense 120 mg capsules, hard c6 thé gay ra tic dung phuy,

9 mic du khong phai bénh nhan nao ciing gap phai.

- Rét phé bién (>1/10)

- Thuong gap (=1/100 to <1/10)

- It gap (=1/1,000 to <1/100)

- Hiém gap (21/10,000 to <1/1,000)

- Rét hiém gap (<1/10,000)

- Khéng dugc biét dén (khong thé udc tinh duge tir cac dir liéu cd sén)

Trong mdi nhém tan sb, tac dung khéng mong mudn duoc trinh bay theo thir tuy murc
d6 nghiém trong giam dan.

Néu ¢6 tac dung khong mong mudn nao tré 1én nang hon, hoac phat hién ra cac phan
rng phu nao khong dugc liét ké trong to thong tin nay, can thong bao véi bac sy hoac

duoc s§ cua ban.

R4t hiém gap

R&i loan hé than kinh Dau dau

Réi loan tiéu hda RO1 loan tiéu hoa

R&i loan mach Xuat huyét tiéu hoa* J

Ny RpiiA e oy
sy B4 e L 4



CXQ\\

QO
O O,
5, "

Xuat huyét nao*

Xuat huyét mat*

R61 loan hé mién dich Phan g qu man (ngira, man do. sung da)

* Tang kha nang xay ra tac dung phu trong trudng hop diéu tri déng thoi vé6i thude
chéng dong.
Théng bdo cho bdc st nhitng tac dung khong mong muon gap phai khi su dung thuéc.

10. NEN TRANH DUNG NHUNG THUOC HOAC THUC PHAM GI KHI PANG
SU DUNG THUOC NAY

Can bao cho bac si hoic duoc s cac thude dang dung va da ding gan day.

Céc nghién ctru sy tuong tac thude mdi chi duge thuc hién & nguoi lon

Khéng nén st dung dong thai Bilobil Intense 120 mg capsules, hard véi cac thude sau
day:

- Céc thudc chéng déng méu (nhu thude chéng déng mau coumarin, acid
acetylsalicylic va cac loai thuc chong viém khong steroid khéac). Dung dong thai cac
thude nay c6 thé dan dén tang nguy co éhéy mau do kéo dai thoi gian dong mau.

Cén c¢6 su quan tam dac biét khi s dung dong thoi Bilobil Intense 120 mg capsules,

hard véi cac thude sau day: L

- Céc thudc chong déng kinh (nhu valproat, phenytoin). Diéu tri dong thoi c6 thé lam
giam ngudng co giat va tang kha nang co giat dong kinh. Cac thu nghiém in vitro cho
thay cao khé 14 Ginkgo lam ting dang ké qua trinh trao ddi chat ctia thuée chéng dong
kinh dugc chuyén héa qua cac enzym CYP2C. Cén than trong khi diéu tri ddng thoi véi
Bilobil Intense 120 mg capsules, hard.

- Céc thude dwge chuyén héa qua hé enzym cytochrom P450. Dya vao két qua cia
cac nghién curu khac vé su tuong tac clia cao ginkgo véi hé enzym cytochrom P450 (co
thé trc ché hodc gay cam (mg mot s6 isoenzym), tuong tac cia cao gingko véi cac thudc
khac dugc chuyén héa qua hé enzym nay khong thé duoc loai trir hoan toan.

Chua ¢6 béo cdo vé anh hudng cia thire dn va nude ubng dén thudc. Khong nén udng
thuéc bang san pham co chita con.

11. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC

Khong nén dung liéu gap doi dé bu cho mét 1an quén ubng thudc.

Dung thude ngay sau khi nhé ra. Néu thoi gian uéng gan voi lidu ké tiép thi nén bo qua
lidu da quén.

12. CAN BAO QUAN THUOC NAY NHU THE NAO

Bao quan ¢ nhiét d6 khong qué 30°C, trong hdp kin dé tranh am.

13. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

/



Chua c6 truong hop qua liéu nao duoc ghi nhan. Chua c6 béo cdo vé ngd doc ¢ nguoi
khi dung mét lugng xéc dinh cao khoé 14 bach qua. Co thé xay ra ngd doc néu uéng mot
lugng 16n hat ginkgo ho#c cao ginkgo khong tinh khiét.

14. CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU

Str dung céc bién phap hd tro va diéu tri triéu ching néu xay ra qué liéu.

15. NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY

Trude khi bat dau diéu tri véi Bilobil Intense 120 mg capsules, hard, phai chic chin
rang cac triéu ching duoc dé cap khong phai do mot bénh tiém 4n khac gdy nén ma can
phai diéu tri dac hiéu.

Nging dung thudc néu xay ra phan ing qua man.

Bénh nhan phai néi cho bac sy biét trude khi phau thuat néu ho dang dung vién nang
Bilobil Intense 120 mg capsules, hard.

Bénh nhan c6 chiéu hudng chay mau tu phat bt thuong (xuét huyét tang) va bénh nhén
dang diéu tri v6i cac thube chéng dong mau cin tham khao v kién bac sy trude khi bt
dau diéu tri véi Bilobil Intense 120 mg capsules, hard.

Bilobil Intense 120 mg capsules, hard chira lactose. Bénh nhan c6 cac van dé di truyén

hiém gap vé khong dung nap galactose, thiéu hut Lapp lactase thi khong nén ding thudc

ndy. /[ /@
Asih hudnedén Khi nioe 16 xe vi vin ok mivmndes _—

Khong ¢ bao cao vé anh hudng cua thudc dén kha nang lai xe va van hanh méy moc.

16. KHI NAO CAN THAM VAN BAC SY, DUQC ST

Tham vén bac sy va duge s§ khi dung ciing véi cac thude khac, gap cac triéu ching qua
liéu va phan tmg qua man.

Néu can thém thong tin xin hoi y kién bac sy hodc dugc si.

17. HANN DUNG CUA THUOC

36 thang ké tir ngay san XUuat.

18. TEN, PIA CHI, BIEU TUQONG (NEU CO) CUA CO SO SAN XUAT THUOC
KRKA, D.D., NOVO MESTO

Smarjeska cesta 6, 8501 Novo mesto, Slovenia
19. NGAY XEM XET SUA POI, CAP NHAT
DUNG THUOC

NOI DUNG HUONG DAN SU

TUQ.CUC TRUONG
PTRUONG pHONG

: “Dfam T Viim Hanh



