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Tebonin® 120mg

Vién nén bao phim

Thanh phan:

M&i vién chira:

120 mg cao khd tir 14 Ginkgo biloba (EGb 761°) trong
duong viri 26,4-32,4 mg flavoneid (tinh dudi dang flavone
glycoside) va 6,0-8,4 mg terpene lactones (3,36-4,08 mg
ginkgolides A, B, C va 3,12-3 84 mg bilobalide) va chira it
hon 0,6 meg ginkgolic acid.

SPK: VN-XOOOK-XX

Quy cach dong géi: Hop 2 v x 15 vién.

Chi djnh, chéng chi djnh, lidu dung, cich dung, than
trong va cic thong tin khac: xin xem trong t& hudng dan
str dyng kém theo.

Bao quén: Bdo quan dudi 30° C,

Dé xa tAm tay tré em.

Boc ki hweérng din sir dung trure khi ding.

Nha nhap khiu: VIMEDIMEX BINH DUONG, Binh Drong.

Manufactured in Germany by/ San xuat tai Buc bai:
DR. WILLMAR SCHWABE GMBH & CO. KG
Willmar-Schwabe-5tr. 4

D-76227 Karlsruhe, Germany
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Tebonin®
120mg

'Dry extract from Ginkgo biloba leaves

| 20 Film-coated tablets

Manufactured in Germany by/ San xuat tai Bire bdi:
DR. WILLMAR SCHWABE GMAH & CO, KG
Willmar-Schwabe-Str, 4

D-76227 Karlsruhe, Germany
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LABEL SAMPLE

E Tebonin® dslglel

SCHWABE

Vién nén bao phim

Thanh phin:
Mbi vién chiva:
120 mg cao khd tir 1a Ginkgo biloba (EGb 761°) twong
duong vai 26,4-32,4 mg flavonoid (tinh dwéi dang flavone
glycoside) va 6,0-8,4 mg terpene lactones (3,36-4,08 mg
ginkgolides A, B, C va 3,12-3,84 mg bilobalide) va chira it
hon 0,6 meg ginkgolic acid.

SBK: VN-XXXX-XX

Quy cach déng goi: Hop 1 vix 20 vién.

Chi dinh, chong chi dinh, liéu dung, cach diing,

théan trong va cac thong tin khac: xin xem lrong t&
hwéng dan st dung kém theo.
Bao quan: Bdo quan dudi 30°C.
Pé xa tAm tay tré em.

Nha nhép khau:
VIMEDIMEX BINH DUONG, Binh Duong.

Mg /NSX:
Batch/ S6 16 SX:

Expiry/ HD:

W
7


FreeText
https://nhathuocngocanh.com/


https://nhathuocngocanh.com/

(S s,

2 -

NHAN Vi

/ Batch: Exp.: \
Tebonin® 120mg Film Tablets

EQb 781® [Standandised Ginkgo biloba extract)
Cr. Willlvar Schwalbe, Qemny

Tebonin® 120mg Film Tablets

Dry eadracd from Ginkgo biloba leaves
Dr Willimar Schwabe G & Go., Genmany

Tebonin® 120mg Film Tablets / /Q

Dry extract from Ginkgo biloba leaves :
Dr Willimar Schwabe GiiH & Co.. Gerany _/

Tebonin® 120mg Fiim Tablets
Dry extrsct from Ginkgo hiloba leaves
Dr Willmar Schevabe GrmH & Go., Germmany

Tebonin® 120mg Film Tablets

Dry extract from Ginkgo biloba leaves———
Dr Wiltiar Schwabe GrmH & Co.. Giegrgaad 43004

Tebonin® 120mg Film Jfa)
Dry extract trom Qinkgo bilobd [eve
Dr. Willriar Sclwvaby GriH & Co.

\ Teb£nin” 120mg Film
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Vién nén bao phim
Hoat chit: Cao kho tir 1a Ginkgo biloba (EGb 761%)
Thanh phén:

1 vién nén bao phim chira:

Thanh phﬁn hoat tinh dugc hoc:

Cao kho tir 14 Ginkgo biloba (35-67:1) 120 mg, tic nhén chiét xuit: acetone 60% (w/w)
Luong cao khé tir 14 Ginkgo biloba néi trén dugc xac dinh twong duong véi 26,4-32,4 mg
flavonoid (tinh dudi dang flavone glycoside) va 6,0-8,4 mg terpene lactone trong d6 c6 3,36-
4,08 mg céac ginkgolide A, B, C va 3,12-3,84 mg bilobalide va chura it hon 0,6 mcg céc acid
ginkgolic cho m&i vién nén bao phim.

Céc thanh phén khac:

Lactose monohydrate, cellulose vi tinh thé, tinh bot ngd, silicon dioxide keo, croscarmellose
sodium, magnesium stearate, hypromellose 5 mPas, hypromellose 15 mPas, macrogol 1500,

titanium dioxide E 171, iron oxide hydrate E 172, talc, antifoam emulsion SE 2.

Chi dinh:
Thudc nay dwge chi dinh chit yéu trong diéu tri rdi loan tudn hoan méu ndo va ngoai bién:
1. Suy tudn hoan ndo cip va man tinh, giam chu ¥ tip trung, giam tri nhé, mét tri do xo
cing mach mau ndo va céc tinh trang xay ra sau dot quy.
2. Réi loan tudn hoan mau va thin kinh & tai: 0 tai, chéng mit.
3. R&i loan tudn hoan mau va than kinh & mit: bénh vong mac do tidu dudng, thoai hoa
hoang diém ¢ tubi gia.
4. R&i loan tudn hoan mau ngoai bién va than kinh: cac bénh tic ngh&n dong mach ngoai
bién, khap khiéng cach hdi, té cong chén tay.
Ghi chu: Trude khi khoi ddu tri liéu véi cao Ginkgo, can xéc dinh rd 14 cac triéu chirng bénh
Iy méc phai nay khong dua trén mot bénh sin ¢6 can dén tri lidu dic hiéu.
Chéng mit va 0 tai thudong xay ra ludn cin duge thay thudc tim hiéu dé lam sang to. Trong

truong hop dot ngdt suy giam thinh giac hoic bi diéc, cin dén kham béc si ngay.


FreeText
https://nhathuocngocanh.com/


Chéng chi dinh:

Khi nao khéng duge dung Tebonin® 120 mg ?

Khong dung cac thudc chira nhiing cao chiét xuat tir 14 Ginkgo biloba néu d3 biét c6 mén cam
v&i cao Ginkgo biloba.

Ghi chii: vi chua ¢6 nhiing nghién ctru day du lién quan dén viée sir dung thanh phim niy choe

tré em, nén thude nay khdng duge ding cho tré em dudi 12 tudi.

Thén trong:
Can lieu y dén diéu thén trong nao ? AL

- ~ /L /
Khéng 6 luu y dac biét nao néu Tebonin® 120mg duge ding theo dung nhu da hudéng din.  / HC

Can luu v dén cdc ghi cht & muc "Chi dinh". i
Vi sao ban chi dimg Tebonin® 120mg sau khi da téi béc st dé nevén ?

Vi cic cao Ginkgo chua duge khao sat ddy du & trudng hop tim trang trAim cam va nhirc dau
khdng lién quan dén céc hdi chimg sa sut tei tué, Tebonin® 120 mg chi duge dung cho cic

triéu ching nay khi da luu tAm va 4p dung moi thin trong cén thiét.

Sir dung cho phuy nir c¢6 thai va trong théi ki cho con bi ¢

Céc két qua tir nhitng nghién clru thire nghiém khéng cho thdy bit ki tic hai dén bao thai cua

cao Ginkgo chira trong Tebonin® 120mg. Tuy vdy, vi kinh nghiém sir dung & ngudi chua day

du, nén can phai than trong danh gia ty 18 loi ich/ nguy cho tri liéu khi ¢6 thai. Cling chua biét

rd cic thanh phin & cao nay ¢b tiét vao sita me khéng.

Vi vdy, can than trong khi sir dung cho phu nit ¢6 thai va trong thdi ki cho con bii.

Anh hwéng 1&n kha ning 14i xe va vin hanh miy mée: \

Khéng co

Tweng tic thude:
Cé loai thude nao khde dnh huomg t6i hiéu lyc clia Tebonin® 120mg ? Khong thé loai trir

tuong tic v&i cac thube e ché si ddng mau.
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Huéng din lidu ding, cich ding va thoi gian dung:

Trir truong hop thiy thude cia ban ké don khéc di, ¢in theo dung cach diing sau diy: Ban cén
theo ding nhiing hudng din sir dung, ndu khong Tebonin® 120 mg cé thé khéng c6 hidu luc
mong doi.

Ban cdn ding bao nhiéu vé thé néo trong ngay Tebonin® 120mg ?

Ubng 1-2 vién mdi ngay.

Ban cdn udng Tebonin® 120mg nhie thé nao va khi ndo ?
Can nudt vién thude bao phim (khdng nhai) v&i mét it chit long vao mbi budi sang va tbi.

Uéng Tebonin® 120 mg khéng phu thudc vao bira an.

Ban cdn dimg Tebonin®™ 120mg trong bao ldu ?
Thoi gian didu tri phu thude vao mirc d6 ning cla cic tridu chimg va cin kéo dai it nht 8
tudn & bénh man tinh nay.

Sau thdi gian didu tri 3 thang, can xem Xét lai c6 cin diéu tri thém nita hay khéng.

Céch ding khong thich hgp va ding qué liéu:
Can lam gi néu luomg Tebonin® 120 mg dimg da qué cao (dimg qud liéu cé chii y hodc vi y) ?
Tebonin® 120 mg 14 mdt duoc phim rit d& dung nap. Do dé, cho téi nay céc triéu chimg do

ding qua lidu chira duroc ghi nhén.

Ban cén luu y gi néu ban chua dimg di Tebonin®™ 120 mg hodc ban di quén ding ?
Néu ban da quén dung Tebonin® 120 mg hodc ding khéng du lidu lwong, ban can tiép tuc

didu tri voi Tebonin® 120 mg nhur d4 ghi & phan hiréng din sir dung.

Cic tac dung bit lgi:

Téc dung bt loi nao cé thé xéy ra trong khi dimg Tebonin® 120mg ?

O nhing trudng hop rét hiém, da ghi nhén thiy rdi loan tiéu héa nhe, nhic diu hoic tac dung
ngoai da do dj img (méan do, sung, ngira) sau khi ding Tebonin® 120mg.

Xuét huyét di ghi nhan & mdt sé trudmg hop cé biét sau diéu trj dai ngay véi cac thanh phim
Ginkgo, mbi lién quan gy ra & cac chimg xuit huyét d6 véi viée sir dung cac thanh phdm

Ginkgo chira duoc x4ac nhén.

/Lctﬁg
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Can c6 bién phdp gi trong trieomg hop gdp cdc tdc dung bat loi ?

Néu bét ky nhitng tac dung bét loi ghi trén d& xay ra, ban cin dén thiy thuc dé tu vn lam
sang to xem nhing kho chiu d6 cé lién quan dén viéc ding Tebonin® 120 mg hay khéng hay
do mot nguyén nhén khac.

Théng bio cho bic si nhirng tiac dung khdng mong mudn gip phai khi sir dung thube.

Han dung: 60 thang ké tir ngay san xuat.
Han str dung duoc in trén ca hop va trén vi thubc. Khong duoc dung Tebonin® 120 mg qué

han sir dung.

Tinh chit:

Cao chiét xuit EGb 761%® da chuin luong nay 1am didu hoa céac rdi loan vé cin bing ning
luong cua nhitng té bao than kinh & ndo va bao vé nhitng té bao nay khoi tac hai do giam oxy-
méu gdy ra. Diéu nay cai thién kha ning hoat dong ciia cac té bao than kinh, din téi kha ning
tap trung dugc tdng cudng, tadm trang dugc can bﬁng hon, dung nap véi "stress" dugc ting
1&n, va tri nhé dugc tét hon.

Cao chiét xuit EGb 761® da chuin luong ciing cai thién céc tinh chit huyét dong hoc ciia méu
va gia ting mic luu luong tuldn hoan, dic biét trong ving cua vi tudn hoan. No gilp cai thién

sir cung cAp mau va oxy ciing nhu nhitng chét ning luong quan trong dén mé & nio.
Quy cach dong géi :
Hép 2 vi x 15 vién nén bao phim.

Hop 1 vi x 20 vién nén bao phim.

a
Bio quan: O nhiét d6 dudi 30°C. g}

Nha san xuét :

Dr. Willmar Schwabe GmbH & Co. KG
Willmar-Schwabe-Str. 4,
D-76227 Karlsruhe, Germany
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TO THONG TIN CHO BENH NHAN

Tac dung dwoc hoc sau day da duoc chirng minh trong cac thir nghiém trén dong vat véi cao
EGb761® da duoc dinh lwgng cé trong Tebonin® 120mg:

Thu nhén gdc tw do:

Chiét xuat thu nhan géc tu do trong co thé va (e ché sw hinh thanh clia cac lipid peroxide. Vi /(( 3
thé né bao vé& mang té bao tranh khdi nhiing chudi tdn thwong do gbe tv do sinh ra. / J

Cai thién cla nghién ctru huvét hoc:

Chiét xuat lam gidm d& nhét mau va lam tang tinh dan hdi clia té bao héng ciu, bach ciu vi
thé cai thién véng tudn hoan Ién va vong tuén hoan nhd.

Bao vé té bao:

Chiét xuét [am tang glucose va oxy cho té bao thiéu mau cuc bo, né cling 1am tang mat dé
clia chat dan truyén than kinh thu cam, nhw thu thé muscarinic, adrenergic va serotonergic.

Piéu hoa nhio mach:

Chiét xuét duy tri nhip déng mach va tinh mach bang cach kich thich sy phéng thich
catecholamine va (rc ché thoai bién, ciing véi hiéu qua thw gian déng mach théng qua viéc
san xuét prostacyclin va EDRF.

3. Thubc nay chira thanh phan gi?

Hoat chét: 1 vién nén bao phim chira cao khé tir 1a Ginkgo biloba (35-67:1) (EGb 761®) 120,0 mg,
tac nhan chiét xuat: acetone 60% (wiw).

Lwong cao khé duwgc xac dinh twong dwong véi 26,4-32,4 mg flavonoid (dwec tinh dwéi dang
flavone glycoside) va 6,0-8,4 mg terpene lactone trong do6 cé 3,36-4,08 mg cac ginkgolide A, B, C
va 3,12-3,84 mg bilobalide va chira it hon 0,6 mcg cac acid ginkgolic cho méi vién nén bao phim.

4  Ham lwong cla thudc:
120 mg
5. Thuéc diing cho bénh gi?

Thuéc nay dwoc chi dinh chi yéu trong diéu tri réi loan tudn hoan mau néo va ngoai bién

1. Suy tuln hoan nao cip va man tinh, gidm chii y tap trung, gidm tri nhé, mét tri do xo cieng
mach mau nao va cac tinh trang xay ra sau dét quy.
Réi loan tuan hoan mau va than kinh & tai: U tai, chéng mat.
Réi loan tudn hoan mau va than kinh & méat: bénh véng mac do tiéu dwdng, thoai hoa hoang
diém & tudi gia.
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4.

6.

7.

R6i loan tudn hoan mau ngoai bién va than kinh: cac bénh tic nghén déng mach ngoai bién,
khap khiéng cach hdi, té cong chan tay.

Ghi chi: Trudce khi khéi dau tri liéu vai cao Ginkgo, can xac dinh rd la cac triéu chirng bénh ly
méc phai nay khong dya trén mot bénh sén cé can dén tri liéu dic hiéu.

Chéng mat va U tai thwong xady ra ludn can dwoc thay thude tim hidu dé 1am sang td. Trong
treéng hop dot ngdt suy giam thinh giac hoac bj diéc, can dén kham bac si ngay.
Nén dung thudc nay nhw thé nao va bao nhiéu?

Trlr tredng hop thdy thudc clia ban ké don khac di, can theo ding cach dung sau day: Ban
can theo dung nhirng hwéng dén s dung néu khéng Tebonin 120mg cé thé khéng c6 hiéu
Ire mong doi.

A1

Uéng 1-2 vién mdi ngay. %[((
oF

Can nuét vién thudc bao phim (khéng nhai) véi mét it chat Idng vao mdi budi sang va téi.
Udng Tebonin® 120mg khéng phu thudc vao bira an.

Théi gian diéu tri phu thudc vao mirc dd ndng cla cac triéu chirng va can kéo dai it nhat 8
tudn & bénh man tinh nay.

Sau thoi gian diéu tri 3 thang, can xem xét lai co can diéu tri thém nira hay khong.

Khi nao khéng nén diing thubc nay?

Khong st dung thubc cé chira cao chiét |4 Ginkgo biloba trong trwéng hop duoc biét
tredc 1a qua man cdm véi cao Ginkgo biloba hay bat cr thanh phan nao cla ta dworc.

Vi chua c6 day da di liéu nén Tebonin® khéng nén ding cho tré em dwéi 12 tudi.

8. Tac dung khéng mong muén

Khéng c6 di¥ liéu ndo duoc xéac dinh vé viéc thudng xuyén xuét hién cac tac dung khong
mong mubn trong suét qua trinh diéu trj v&i thudc chira Ginkgo biloba, vi vay nhirng tac dung
khéng mong muén nay thwéng 1a tlr bao céo riéng I& clia bénh nhan, bac sy hay dwoc sy.
Theo nhing bao cao nay thi tac dung phu cé thé xay ra trong qua trinh diéu tri véi Tebonin®
120 mag.

Réi loan hé théng than kinh:

Nhirc dau.

Réi loan mach mau:

Chay mau cac co quan ndi tang riéng |é da dwoc bao cdo.
Réi loan da day ruét:

Réi loan da day ruét nhe

VO

=] =5 nv g X
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10.

11,

12.

13.

14.

Réi loan mé dwéi da va da:

Phan (rng di tPng da (man dd, swng, nglra)

Néu cé bét ky phan (ing c6 hai nao nhuw trén xay ra, ban cin dén thay thudc dé tv van, tim
hiéu nguyén nhan xem nhitng phan tng cé hai d6 co lién quan dén viéc dung Tebonin®
120mg hay do mét nguyén nhan khac.

Néu ban nhan thay bt ky phan (*ng c6 hai ndo, nhat 14 véi nhivng phan ng cé hai khéng
duoc ligt ké & t& hwong dan st dung nay, ban nén thong bao cho bac sy hodc dwoc sicla
ban biét.

Nén tranh ding nhirng thudc hoac thwc phim gi khi dang si¢ dung Tebonin®
120mg ?

Khéng loai trir khad nang twong tac véi thube chéng déng mau

Cén lam gi khi mét 1an quén khong duiing thuéc?

Néu ban da quén dung Tebonin® 120mg hoac dung khéng dd liéu lvong ban can tiép tuc
didu tri v6i Tebonin® 120mg nhw da ghi & phan hwéng dan st dung.

Cén bao quan thuéc nay nhw thé nao?

Bao quan & nhiét 46 dwei 30°C

Nhieng déu hiéu va triéu chirng khi diing thudc qua liéu

Tebonin® 120mg 1a mét dwgc pham rit dé& dung nap. Do d6, cho téi nay cac triéu chirng do
dung qua liéu chwa duoc ghi nhan cho dén hién tai.

Cén phai lam gi khi dung thudc qua liéu khuyén cao?
Tebonin® 120mg Ia mét dwoc pham rat d& dung nap. Do d6, cho téi nay cac triéu chirng do
dung qua liéu chwa dwoc ghi nhan.

Tén/biéu twong cia Nha san xuit/Nha nhap khau/Cha s& hivu gidy phép dang ky
san phdm

- Nha san xuit:

SCHWABE

Dr. Willmar Schwabe GmbH & Co. KG

Willmar — Schwabe - Str. 4, D — 76227 Karlsruhe, Germany

)
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- Nha nhap khdu: Céng ty TNHH Mét Thanh Vién Vimedimex Binh Dwong, sb 18 L1-
2, VSIP 1I, Buéng sé 3, khu cdng nghiép Viét Nam-Singapore 2, phwéng Hoa Phu, Thi
Xa Tha Dau Mét, Tinh Binh Duwong, Viét Nam.

- Cha s& hiru gidy phép diang ky san phdm: Céng ty TNHH DKSH Viét Nam, Sé 23,
Pai 16 Boc Lap, Khu coéng nghiép Viét Nam-Singapore, huyén Thuan An, tinh Binh
Dwong, Viét Nam.

15, Nhirng diéu céan than trong khi ding thuéc nay

Nhirng bao céo don 1& chi ra rdng cac san phdm chira Ginkgo cé kha ning 1am téng
khuynh hwéng chay mau. Nhi¥ng nghién ctru 1am sang khéng dwa ra dwoc bing chirng
lién quan dén déng mau.

Khéng loai trlr viec st dung nhitng sdn phdm Ginkgo thic day xdy ra con déng kinh &
nhitng bénh nhan déng kinh. Méi lién hé gira nhirng phat hién nay véi viéc st dung
thuéc van chua dwoc ching minh.

Bénh nhan khéng dung nap galactose di truyén hiém gap, thiéu hut lactase hay kém hap
thu glucose-galactose khang nén uéng Tebonin® 120mg.

Vi cac cao Ginkgo chwa dwoc diéu tra ddy du & treéng hop tam trang trdm cam va nhic
dAu khong lién quan dén cac hoi chirng sa st tri tué, Tebonin® 120mg chi duwoc dung
cho céc triéu chirng nay khi da dwoc xem xét va ap dung moi than trong cén thiét.

Cac két qua tr nhirng nghién ciru thye nghiém khdng cho thay bat ky tac hai dén bao thai
clia cao Ginkgo chuira trong Tebonin® 120mg. Tuy vay, vi kinh nghiém st dung ¢ ngudi chuwa
Gay du, nén cin phai than trong danh gia ty I& loi ich/ nguy co cho tri liéu khi ¢cé thai. Van
chuwa biét rd cac thanh phan & cao nay cé tiét vao stva me khong.

16. Khi nao can tham khao y kién clia bac s§?

Chéng mat va U tai thudng xay ra ludn can duoc thay thudce tim hiéu dé [am sang té. Trong
trwéng hop dét ngdt suy gidm thinh giac hodc bi diée, can dén kham bac si ngay.

Théi gian diéu tri phu thude vao mirc d6 nang clia céc triéu chirng va can kéo dai it nhat 8
tudn & bénh nhan man tinh. Sau théi gian diéu tri 3 thang, can xem xét lai co can didu tri
thém nira hay khéng.

Néu bét ky trong nhirng phan (*ng ¢ hai ghi trén xay ra, ban cin dén thay thudc dé tu
vén, tim hiéu nguyén nhan xem nhirng phan trng cé hai d6 cé lién quan dén viéc dung
Tebonin 120mg hay do mdt nguyén nhan khac.

Néu ban nhan thay bat ky phan (ng cé hai ndo, nhét Ia véi nhitng phan (ng ot,‘)\hal
khéng dwoc ghi & ban hwéng dan nay, ban nén théng bao cho bac s§ hodc dwoc | tc'ua

ban biét. ;ﬂﬂ. i /u/

17. Ngay xem xét lai t& hwéng dan stv dun

Ngay 18 thang 6 nam 2012

PHO CUC TRUONG

WW% Yin Chank

Ay,
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