o Jeadie JS b Lalalis Jundsy o sleo o oS 2o (e ¥) ALolS joly i) M) s *
RETRESA

ggliis aleye A Lgorinds oSs @ A palidl pisdsns «

00l 50 0deass plasiul Bae

ool atpel sty 151 o) gud) ¥ ey alee¥ s @3 15] i e aobind A 230l 5955 ol s
oy Lo ad J15 Lo 23l jfpeanl GLS 15 condall 50 323 Jrsw

gy aogll dpbt 50 281 paldl eipdsas plasio!

ol LS ABLe 595w Bl by Jolis salyel Bally oleys Jolis oo ddgyre S¥L> a>e3 ¥
$"dlozdl dusld U sy

S gl a5 s Gl Bptll ol o] dlotay Juast ol p0sdeass oo Baly Aoy sl ¢ 03]
gl e

100ldl pOyedeess e Aoy JIS plass

sliall el b ALl ey Jobisg pasil diles ol giedeaad oo dey> Jolis ploss 2131 ¢
il &yl asges) diclas doys AL ¥

oty st plasiianl ddeS Joo 5] Altaad o ol G B3] aradl of chaaido Sl

talozd! utdl ,U¥I L Lot

US sl 0 553 @ oy dwaits BT ey ol 55 ol pysdenss plasiul dus¥l S Jo =
¥ 3pdic JS o Dl o 28T e 355 ad) as dadld dusils 00

oo *
¥l 3pdic US o Al I Sy Lo e 5535 ad) dadld dusils Bl

P RTRTSRERC T Uy B

il ULt 0 LS5 lats gyts yal dusilom, Ul

(i 5Ll sy Eloadly iy peall) Lsfs i+

g2l patatly Sy daig ylres) sl dunbans dlud! Jad o)l *

it ¥ pe E3UY1

ad dloione duwils ;U1 1 Sl ol . Jasaall o o ge Bianall sy daila U1 ) 2liad GLS 15
eI sl Gudo e Byilis el UHI e BLY Liayl LLiSe Byl 0da b dyall
Egyptian Pharmaceutical Vigilance Center
E-mail:pv.center@eda.mohealth.gov.eg

Marcyrl Pharmaceutical Industry E-mail:Marcyrl.PV@gmail.com

il 18 plasiiiwt dodtan Joo cloglall oo 50 sedes b aebiny o] 5-Se Lol JU¥1 oo ELYT
olydl 50yadaass plasiianl Bds diinS -0

il LS e b aspte dops To 5aai ¥ Byl dapa b 0ol eiypdgass daion

Lkl Jsliiag yoas e faazs oolydl p0sedees Jadou®

retes g3 kel Lo pgall dudlall o, slgiil any poldl peysdgass plasiol oo il st
gl 138 5s gy 5 ] dsSlall slgil Fu s

0 paliill dnisS 5 asall Jlal il sblas) o gl il slee b duga¥l o palsS ¥
Al diles e selus Gy sulazll i gLy digllas 225 @f G2l duga¥l

HOPWRS [RPRWPYe PO JUTI S e |

obia S1
cdilie pol,dl mas £1 Ssdees ®
iAle st ilie poyd US

oo £+ Liglogn €Ll Gl duads tilledll Bibe
¥l . jas¥enSins) 5aaSY puysd e 1.6 g aslaws T (3didlisSiis e 41 Jolas

s Lo oy Sali JlassllsS |, Bl Lis elloaw or¥limuss,Soa lll ool 5938Y 1dllad it slae
snSl SE2 poi uil 1500 J525,S0s slensrss papliinw prasiils , pyussad jolloo,lSave,S
5 E177 aas¥ S pgaites E172 o apas

tialas polydl @ae At pusdees

e st ilie poyd S

om0 A+ LislugnSiadl oS duadls tilledll Bko

(s2¥oler 3ai¥Sins) Gs3S¥ i3 £ L = 0.8 g arang Sl pyidligCio £M1E= 1 Joles
e 0y Sabean JlassllyS 3l LS jelliw o¥liusss,Sen ) ool jp2S¥ Idllei pot dlyo
D a3l 1807 o gl el s o S5sans i poasniile posgas jolloa LS ans,S
L eSS il i

taganll

Lialsls 3y dalie palydl dydie @ dayd S5 Jaild T gl 1 gl ) Ghe 923 0938 dule

Ll
auilgad! wlebivall J,uS)lo “M\/"

i = ygurd| disas Mareyrl

< * L/ **

= 5 9= 9

dilio yalyd) @ae £-

dalas jold) eoo A

Glagles e 533k LY ool psdens plasiul 3 el b ilies bl 0ds Belyd wny
il 3in b e 88 LoS gl conlall b 0 adusy  LaS poldl b plasiil o2+

53] 30 Lglelod b s 4B Bl Bis e Bl e

Byaaiull o) leslell pe auis Al daboy S 1] Jaradl of dlido Jlute

Lol pud Al U¥ SLe Ly Gutas, ling . Jasall o eleto sl il U1 ol cdasX 03]
Ll il il 5,8l s b

eledny st bl ¥ aey Tl ol Ll goui e el pa s ¥ cuiS 5] -

$5yudiidl 0in r' L
pasians Lasdy polydl 50)sdgass 38 Lo -)

ol otysdenss plasiial Jud addyas con Lo =

ool sigad plasiinl diknS -7

Aozl LSl LY o Lo -t

oaldl ypdsas plasiul lads 4048 -0

Sleglell po Layeis dalell Sligioe -1

$paiuins Loady palydl idysdsess 90 Lo =)

bl Gg¥l pe palydl ouisdsns Lsly saSidl hyl dds Lo geiam palidl pUsdees
il 2 ¥ g Sl Bag Babijg yeally dadll dadload] albedf SUllasal (i pasiiaug
toalydl 50)sdeass plasiiwl Jud aliyte sty Lo -f

10lydl 50)edeess plasianl pas casy

Asyall) pisticell g3 ¥ SUsSl oo sl o) Lelu sanSidl dhgl dodd Lol liad plS 13) +

(6 oz b

et it o

1ol Yy Sl pdedd!

2 p0lydl pedenss plasiad Jub Jao o closals I} St ooy

Sgol paseis caigll pudi by (D plas 5 JIS) Gl eluiel jud slastil St plS 6] ¢
el gt

(gpadl) Sl o ilas ciS e

LA AUl dayl o) W M daslp dudoa) balasscuse

L] dagsl o palyil 5ypigass plasnisd yasl) (iyadlif) PRETTR ST

ol Sl pasd 3ilyS pas o las cuiS

ool 50seass plasial lrgaw 31355 pale¥l SulS 15 tlads ] Sasdl co

Sondallly Jlak¥

Liallly JUIS ol 50ssdens plasial Selss sl anss ¥s*

1l dagol 2o polydl Gy edeess plasiianl
MJ,‘MIJG,‘?M&,WHJP‘L_,:‘é‘(a.i.:.m.;:.'-{!i! acad! gl clisalo yusl =
s & 58 o) 5 gl s denss darks ddusg Gy painii G2l drga ¥l Jaly 15y 5] dipdd
S Y Buga¥l p30

2050 st By Jud ol s dgass pasiius ¥ =

peliaall @15 clianis o) (bulisly 5 e Sarmind JUU i ) il Balins dugsl pasiiins cusSe
Donsgyarsnl] pod bl all o s priy avand chobusthaw Jaiaals JorssanslS JUU easw Sle) digasdt
(oblganustal

Lol b 335 dld] gt oo pads I $ob b 2L e 53l 20 ol 5ssdsesd plasials paags ¥
daandall doli)lly Jod!

deraidall Aol l) Jalass ol Sabs 955 a3 ol sdias diaidall delin, Il gopds ol Sals S 03]
woalydl ssiens plasiunl Jub Harall o dloo pdizul

il alis i s ad Lgly s Siudl whuiiius plasial of ole lwhadl jas, dls Jles
plasiul pazs peldl aidl zal) Jedl 528 S ol pysdens plasial pazs puady Ui
{2 pald) p6,5dses

oo Lingly uilS cliulys spg pak camisns det ool Gl sl pal,dl o) sdsass plasiuls puat ¥
X ol p¥1 ol b 5yds oolyil 5G)edsass LS 5] Lo gyall pu2

o IOE plasauty Baluadl

s A S s 85 g 8Ll e Bpadll Lo oolyd) o5 edgass ;b e duilS Sl gl 0S5
LYY Jad i g 8Ll Balids U prea sy obS 15l s g linds

5eSeldl g 33501 e godoms paldl 00t

oo iles iy dalps Lo i€ 5] s o psbibisll aay Jada Galdl oyt plasiil ey o
ol Sl gasd Gl pac

200 0039dgasd plasiianl dadas -F

Tl e lall L6 o a2 LeS o) plialf ain 6 eiaga 88 LeS palyil oadsas plasiunl @2y =
1a5lis G @ 5] asallgf sl

Leags irn (palydl 7)) Ealall alpil @ons £+ o0sderss o0 sl iy ly el L sl et =
Liogs ira (ciaaig poyd) dalall solydl mos Ar 50)sdsass (0 prl] iyl ol Ly opl) dep 1=
el ansg rlall 3 Lisgs (550 palydl s deas Jolid o2 of s

Spudallly JUAbYI b plasu =

oeialylly JLtMI 5ol o5)sdeass plasiiaw¥ o2lss gl anes ¥

taaSly A g0 =

S ) LS g b s e Tgilay pedd) i)l f“ leydl b cleds gl anes ¥

100l 50yedeass plasiionl iy =

i Garbs 52 polhdl sl ish e

oy e @il gl Siliuns oy pol, ¥ Jolis @ ¥ o




TEBOFORTIN

SUMMARY OF PRODUCT CHARACTERISTICS (SmPC)

(Yhls information js intended for us
% &%&UUWEDKIH A PROD usj;lx.hialthpm(wlgmls)

2,PHARMACEUTICAL FO
Him Coated‘l’ablit <RAN

3.QUALITATIVE AND QU

Ginkgo Biloba Leaves Extract 40 mg
Laﬁ%ﬁame ;.Gln':(Lgo biloba L
Mandardization; NUT 22% and NMT 27%of flavonoids, Cal

And it contains NL7 5.4% and NMT 12% of terpe:e lacctuom R emanl g
Solvent : Acetone 60% or Water and Ethanol -
Partused ; Leaves

Batio.50:1

4,CUINICAL PARTICULARS

4,1-Therapeutic Indications: '

« For the symptomatic treatment of brain-organic mental performance deficits as part
of ':n overall g:enzeutlc concept for dementia syndromes with the main symptoms:

« Memory disorders, concentration diso: mood,

ringing In the ears, headaches. e o
+The primary target group includes patients with dementia syndrome in
primary degenerative dementia, vascular. dementia and mixed forms of both.
*The individual response to the medication cannot be predicted.

SITION - —

L

- Before treatment with ginkgo extract is started, it should be clarified -

whether the symptoms of the disease are not due to a

that needs to be specifically treated. o e e
+ Extension of the pain-free walking distance in peripheral arterial occusive
disease in stage Il according to FONTAINE (intermittent claudication) as part
of physical-therapeutic measures, in particular walking training.

+Vertigo of vascular and involutive genesis. Adjuvant therapy for tinnitus of
vascular and Involutional origin.
4.2-Posology and method of administration;

A-Route of administration: For oral use

B-Rec ‘dose and

Dementia Syndrome:Adults over the age of 18 take 1-2 film-coated tablets 3
times a day (corresponding to 40 to 80 'mg ginkgo extract 3 times a day),

namely 1 - 2 film-coated tablets in the moming, at noon and in the evening. anlacvense-in: .

Peripheral ‘arterial disea i i o tinnitus:

Adults over 18 years of age take 1 film-coated tablet 3 times a day
(equivalent to 40 mg ginkgo_extract 3 times a day), 1 film-coated tablet
morning, noon and evening, or 2 film coated tablets 2 times a day (equivalent
to 80 mg 2 times a day). mg ginkgo extract), namely 2 film-coated tablets in the
morning and evening.

Type of application; ) )

Do not take the film-coated tablets lying down.The film-coated tablets are
swallowed whole with some liquid (preferably a glass of drinking water). It
can be taken independently of meals : \

Tebofortin is not intended for usein persons under the age of 18
C-Duration of treatment

Dementia_Syndrome; ‘ .

The treatment should last at least 8 weeks. there is no improvement in the symptoms
after 3 months or If the symptoms of the disease worsen, the doctor must check
whether the continuation of the treatment Is still justified.

Peripheral Arterial Disease;

The Iimprovement In walking distance performance requires a treatment
period of at least 6 weeks.

Vertigo; Use for longer than 6-8 weeks does notbring any therapeutic benefits.
Tinnitus: Adjuvant therapy should include a period of at least 12 weeks gen.
If there Is no success after 6 months, this is no longer to be expected even
after longer treatment :

4.3-Contraindications:. ’

Hypersensitivity to ginkgo biloba extracts or or any other excipient In section 6.1
PMMY \

44-Special w. d H

arnings and precautions for use: \
Precautionary measures for the application

There are no adequate studies on the use of Tebofortin [n children and
adolescents. Tebofortin should therefore not be used in children and adolescents
under the age of 18. If you have a pathologically increased tendency to bleed
(haemorrhagic diathesis) orif you are being treated with anticoagulant drugs
at the same time, this drug should only be used after consulting a doctor.
As there Is some evidence that ginkgo-containing preparations could
Increase the tendency to bleed, this drug should be discontinued before an
operation as a precaution.

In the Instructions for use, the patient is advised of the following: “Please
inform your doctor In good time If you have taken Tebofortin, so that he
can declde how to proceed.

it cannot be ruled out that taking ginkgo preparations In epileptics may
encourage the occurrence of further selzures. It Is discussed that this could
be related o the 4-Omethylpyridoxine content.

The patient Is therefore Informed of the following In the instructlons for use:
“f you are known to suffer from selzures {epllepsy), please consult your
doctor before taking Tebofortin ° Patlents with rare hereditary problems of
galactose Intolerance, lactase deficlency or glucose-galactose malabsorption
should not take this medicine

-keep out of reach of children

-used under medical supervision

3.5-Interaction with other medicinal prod ' ion;
If this drug s taken at the same Umf as a:m °"d'°‘§’f§£3§??§gf3m%%
mon, warfarin, copidogrel, acetylsalicylic acid and other non-steroidal
anth-inflammatory drugs), an increase in their effect cannot be ruled out.
As with all drugs, an influence on the metabolism of various other drugs via
?noc':rﬂome P4£3M, -1A2, -2C19 cannot be ruled out for Tebofortin, which
uence potency and/or duration of effect of
:’.eﬂlere are n:‘:dequate studies on this. PG g coreie
patient is therefore informed of the following in the instructi
“Therefore, please consult your doctor or phann'a?:ist.' ——
~4.6-Fertility, pregnancy and factation:
Since there are individual indications that preparations containi in
could increase the tendency to bleed, this medicinal product shounl?i 3°tkg:
taken during pregnancy.This medicine should not be used during breast-feed-
ing as there are no adequate studies available. It s not known whether the
components of the extract are excreted in breast milk.

4,7 bili d .
Mﬁﬂgm_m_ﬂwmgm.

4.8-Undesirable effects:

The evaluation of side effects is based on the followin uency |

very often: more than 1 patient to 10 abeqRencristomtior
often: 1 to 10 treated in 100

Occasionaliy:1 to 10 out of 1,000 people treated

Rarely: 1 to 10 out of 10,000 people treated

-It is not possible to provide refiable information on the frequency of side

“— effects that have becomeknown when taking medicnes containing Ginkgo

biloba, as these side effects have become known through individual reports
from patients, doctors or pharmacists. Afterwards, the following side_effects

could occur when tgkin? this medicine;
- Bleeding can occur In individual organs, espedially if anticoagulants such as

phenprocoumon, acetylsalicylic acid or other non-steroidal antiinflammatory

drugs are taken at the same time. Allergic shock can occur in hypersensitive

people; In addition, allergic skin reactions (reddening of the skin, skin swelling,

itching) can occur. = !

1N pati i t11-

following:

"If you are affected by any of the above side effects, do not take Tebofortin

again and contact your doctor immediately so that he can decide on the

degree of severity and any necessary measures” ’

- There may also be slight gastrointestinal complaints, headaches, dizziness or
existing dizziness—symptoms.

The patient is informed of the following n the leafletits:

"Please tell your doctor or pharmacist if any of these side effects get serious”
Reporting suspected side effects

Post-authorisation reporting of suspected adverse reactions s Important. It
ena:!es continuous monitoring of the enefit/risk ratio of the medicinal
product.

4.9-Overdose;
Signs of intoxication are not known to date.
In the Instructions for use, the patient is informed of the following: “The side
effects listed below may occur more frequently if you have taken a larger
amount of Tebofortin . Please notify your doctor. He can decide on any
measures that may be necessary”
Specific antidotes for intoxication are not known.

-~ Treatment should be based on the dinical picture.
5-PHARMACOLOGICAL PROPERTIES ;
A- Pharmacodynamic properties: Not applicable
8- Pharmacokintetic properties: Not applicable
C- Preclinical safety data: Not required.
6-PHARMACEUTICAL PARTICULARS:
Inactive Ingredients: lactose monohydrate, Microcrystalline cellulose, Maire
starch, Silicacolloidal anhydrous, Croscarmeilose sodium and Magnesium
stearate.
Tablet Coat Hyperomellose {viscocity 5 mpas}, Macrogol 1500, Anti-foaming
agents SE 2, Iron oxide hydrate E172, Titanium dioxide E171 and Talc.
6.2-Sheif life

3 years
6.3-Storage conditions ) ,
Store at temperature not exceeding 30°C in a dry place

6.4-Nature & content of container
Carton box contains 1,2 or 3 {AL/transparent PVC) strips, each of 10 film coated
tablets and an inner leaflet

No speclal advice.

-Marketing authorisation h:
Marcyrl Pharmaceutical Industries
Address: EF-Obour city - block 20005.
Telephone: (+2) 02 44892641 - 42-43
Fax (+2) 02 44892650
£-mail:marcyrl@marcyrl.com
8- Marketing authorisation ; 123H/2022
9-Date of first authorlsation; 26-12-2013
10- Date of revision of the text ; 14-04-2022



Hossam Reda
The patient is therefore informed of the following in the instructions for use: "Therefore, please consult your doctor or pharmacist."

Hossam Reda
If this drug is taken at the same time as anticoagulant drugs (eg. phenprocou- mon, warfarin, clopidogrel, acetylsalicylic acid and other non steroidal anti-inflammatory drugs), an increase in their effect cannot be ruled out.


