000 BepnnH-Xemn/A. MeHapmHH

MOJATBEPXJIEHUE COOTBETCTBHS

Ne [1C-1002A

Topropoe HaHMEHOBaHHE

3okapauc® 30

(rpyNITHPOBOYHOE HIH XHMHUYECKOE)

Me}KﬂyHapo,aﬂoe HenaTeHTOBaHHOE HAMMEHOBAHHC
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Homep cepHH (apTHH): 1002A
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['osieH 10 01.03.2024
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yKa3aHHeM CTajliil MPOM3BO/ICTBA) MboHiopekdaepHHr  JIOMKHCTHKC — SHI

Cepaucus C.p.JI, Uramus, Via Campo di
Pile - 67100 L' Aquila (AQ), Italy
BoinyckawmMii KOHTPOJIb KavecTBa-
A.MeHapHHH MbHiobeK4YepHHT
Jlowkuctuke sHn Cepsucuz  C.p.JI)
Wramus, Via Campo di Pile - 67100
L'Aquila (AQ), Italy

HoMep H 1aTa perHcTPallMOHHOTO Y0CTOBEPEHUA

JIC-000777 ot 23.08.2010
Iara nepeodnpmiuenus 08.05.2020

Homep M 1aTa HOPMaTHBHOM IOKYMCHTAlHH

JIC-000777-080520

HaumecHOBaHHE 41 azpec
PETHCTPAIHOHHOTO YIOCTOBEPEHHS

OrpaHHYEHHOM
"BepnuH-XeMu/A.

O0611ecTBO ¢
OTBETCTBEHHOCTBIO
Menapunu", Poccus
TpecHeHckas HabepexHas, 1.10

JepxKaTes

HacTosmuil JOKYMEHT NOATBEPKAACT:

-NAHHBIH JIEKAPCTBEHHBIH IpernapaT COOTBCTCTBYCT 61-®3 «O06 oOpallleHHH JIeKapCTBEHHBIX

CPEICTB. ..»,
-cepus JIEKapCTBEHHOrO IMperapara COOTBETCTBYET TpeGOBaHUAM, YCTAHOBJICHHBIM IIPH €TO
rocy1apcTBEHHOMN pErUCTPaLHH

=
Npunny == Coxonos BJI. ~ 15.09.2021
(rmoAamuch) (nara )
fi/Xemu/ A. MeHapHHH»

000 “BepnuH-XeMu/A. MeHapuHn”

tOpuandeckuia agpec: Poceun, 123317, 1. Mocksa, MpecHeHckas HabepexHas, A. 10
MouTossin agpec: Poccus, 123317, r. Mocksa, lNpecHexckan HabepexHasn, a4. 10
TenedoH: +7 (495) 785-01-00, dakc: +7 (495) 785-01-01, e-mail: info@b-c.ru




A. MENARINI MANUFACTURING LOGI
WWW.

MNpopykT:

Koa:
Ne cepum:

[arta U3roToBrneHus:

[ara ucreueHun cpoka
ropHOCTH:
[ara Bbinycka cepuu:

HopmatusHan
[OKYMeHTauus:
[eicTBylOWee BeWeCcTBO:
MpoussoauTens
OeNCTBYOWero BeWecTsa:
Obrem cepumn
(konu4ecTBO):

McnbiTaHue

Onucaxwve

MoanuHHOCTE (BAXX)
3ogheHonpun

CpeaHnan macca
OAHOPOAHOCTL MO Macce

[MoTeps B Macce npu
BbICYLUWBAHUM
PacnanaeMocTb
PacrtsopeHnue

PoactBeHHble NPUMECH
(BIXX):

-5Q 26,333

- 6eH3olHan kucnoTa

-5Q 26,874

- cymma
UABHTUULUPOBAHBIX
npumecei

- nioBan eauHuIHanA
HeuwaeHTuuuupoBaHHan
npuMect

- cymMma
HenaeHRTUULUPOBAaHbIX
npumecei
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A. MENARINI

MANUFACTURIN

epTUPUKAT aHanusa

3okapanc®30

TaBneTku, NokpsIThle nNneHouHoi obonoukoit, 30 Mr
F134850

1002A

24/04/2021

0372024

28/06/2021
NC-000777- 080520

3ocheHonpun Kkanbuws
«Jlyaokumuka C.n.A», Utanus

20.040

Mpenenbl

Mpoaonrosarele Ta6neTku, NOKPLITEIE NNEHOUHOR
oBonoukoit, Genoro UgeTa ¢ ABYCTOPOHHEN PUCKOH
ANA AEeNeHus.

Bpems YAepXWBaHUA OCHOBHOrO nuka Ha
XpOMAaTorpammMe UCnbITYeMOro pacTeopa AoMmKHO
COOTBETCTBOBATL BPEMEHW YABPKUBAHUS
OCHOBHOrO NWKa Ha xpomarorpamme CTaHAapTHOro
pacreopa 3odieHonpuna,

208.0mr+7.5%

18/20 He Gonee + 7.5 %

2/20 ve Gonee £ 15 %

He Gonee 5,0 %

He Gonee 10 MuUH
He meHee 75 % (Q)
Jyepes 45 M1H

aocheHonpuna Kanbuyua

He Gonee 0.2 %
He Gonee 0.2 %
He Bonee 0.2 %

He Gonee 0.3 %

He Gonee 0.2 %

He 6onee 0.3 %

DICCI, 37 - 50143 FIRENZE /

LOGISTICS AND SERVICES

PeaynbTaThbl

Mpoponrosatbie TabneTky,
NOKPbITLIE NNEHOYHO
oBonoykoit, Genoro usera ¢
ABYCTOPOHHE PUCKOR ANA
AeneHns,

CooTseTcrayer

205.3 mr
CooteeTcTByeT
20%

3 MuH
101 %

0.0%
0.0 %
0.0%

0.0%

0.0%

0.0%

CO - SEDE LEGALE: VIA ROSOLINO PILO 4 - 60131 FIRENZE - TEL, 439 056 66801 - FAX 439 065 582771
DICE FISCALE, PARTITA IVA E REGISTRO IMPRESE FIRENZE 05006670482

VIA CAMPO DI PILE - 67100 L'AQUILA

- 60131 FIRENZE - P.1. 00395270481

SOCIETA SOGGETYA ALL'ATTIVIT,

l’b‘nllm MALESCI - Firenze, F.LALMA. - Firenze, CODIFI - Firenze, A. MENARINI FARMACEUTICA INTERNAZIONALE - Firenze, A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE - Firenze, A.
ENARINI MANUFACTURING LOGISTICS AND SERVICES - Firenze, L'Aﬂullu. @ Plsa, MENARINI RICERCHE - Flrenze e Pomezla, MENARINI BIOTECH - Pomezla, GUIDOTTI - Pisa, LUSOFARMACO -
Milano, LUSOCHIMICA - Pisa @ Lomagna {Lecco), POMEZIA ENGINEERING & FINANCE SERVICES - Pomezla, LODICHEM - Firenze e Casaletlo Lodiglano (LO), VAXYNETHIC - Rapolano Terme (sh), A
MENARINI NEWTECH - Firenze, RELIFE ITALIA - Firenze, RELIFE - Firenze.
HM%LBANIA . Tirana, ARGENTINA - Buonos Alres, ARMENIA - Yerevan, AUSTRALIA @ NUOVA ZELANDA - Sydnay, AUSTRIA - Vienna, AZERBAIGIAN - Baku, BELGIO - Bruxelles, BIELORUSSIA -
Insk, BOSNIA-ERZEGOVINA - Sarajevo, BULGARIA - Sofla, CINA - Pechino @ Sh al, COREA DEL SUD - Seul e Yo COSTARICA - San Jose', CROAZIA - 2aaabna, DANIMARCA - mranha a
EL SALVADOR - San Salvador, ESTONIA - Tallinn, FILIPPINE - Manlla, FINLANDIA - Helsinki, FRANCIA - Parigl, GEORGIA - Tbilisi, GERMANIA - Berlino e Dresda, GRECIA - Alene, GUATEMALA -
del Gualemala, HONDURAS - Te! uclgalga. HONG KONG - Honf Kong, INDIA - Ahmedabad, Mumbal @ Nuova Delhl, INDONESIA - Bekasl e Jakaria, IRLANDA - Dublino e Shannon, KAZAKISTAN - Almaly,
KIRGHIZISTAN - Bishkek, LETTONIA - Riga, LITUANIA - Vilnius, USSEMBURGO - Lussemburgo, MALESIA - Kuala Lum%ur MESSICO - Cilia’ del Messico, MOLDAVIA - Ghisinau, MONTENEGRO - P ica,
NICARAGUA - Managua, OLANDA - Amslerdam, PANAMA - Panama, POLONIA - Varsavia, PORTOGALLO - Lisbona, Al GNO UNITO - Londra, REPUBBLICA CEGA - Praga, ROMANIA - Bucares!, RUSSIA -
Mosca, SERBIA - Belgrado, SINGAPORE - Singapore, SLOVAGCHIA - Bralislava, SLOVENIA - Lublana, SPAGNA - Barceliona, SUD AFRICA" Bryansion, SVIZZERA - Zurigo, TAILANDIA - Bangkok, TAIWAN
- Talpel, TURCHIA - Istanbul, TURKMENISTAN - Ashgabal, UCRAINA - Kiev, UNGHERIA - Budapesl, UZBEKISTAN - Tashkent, VIETNAM - Hanol @ Ho Chi Minh.
Dlagnostica; AUSTRIA - Vienna, BELGIO - Zaveniem, FRANCIA - Parigi, GERMANIA - Berlino, GRECIA « Alene, ITALIA - Firenze, OLANDA - Valkenswaard, PORTOGALLO - Lisbona, REGNO UNITO - Londra,

Mod. 01720211
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A. MENARINI

MANUFACTURING LOGISTICS AND SERVICES

MukpoGuonoruyeckas

uucrara:
- OBuwee 4yucno aapobHeix < 10% KOE/r 0 KOE/r
MUKPOOPraHuamos
- OBuwee uucno < 102 KOE/r 0 KOE/r
JAPOMOKEBBIX W NNECHEBbIX
rpuboe
- Escherichia coli Otcytereues 11 CootBeTcTBYeT
OAHOPOAHOCTE AoaupoBanuna  lMapameTp npuemnemoctu AnA 10 eAnHAL 4.0
A03upoBanus < 15.0;
MapameTtp npuemnemocti ansa 30 eauHuy
AoaupoBanuna < 15.0 1 HK 0AHa U3 EAUHULL
Jo3upoBaHus He meHee 0.75M n He Bonee 1,25M
KonuyecTeerHoe Ot 28.5 mr o 31.5 Mr 3odeHonpyuna KanoUus B 29.3 mr
onpeaeneHue (BOMX) Tabnetke (95 % - 105 % OT 3aABNEHHOro
COAEepXKaHua)
YnakoBka
Mo 14 TabneTok B KOHTYPHOI AYeiikosoit ynakoeke (Bnuctep) U3 CooteercreyeT
MBX/NBAX/donkrv anoMuHUEBOMA,
Mo 2 GnucTepa ¢ MHCTPYKUUeH No NPUMEHEHWI0 npenapara B
KapTOHHOI navke,
MapkupoBKa

1) NepBuUYHan ynakoBKa NeKapcTBeHHOro npenapara

Ha 6 TEPE HA PYCCKOM A3blKe YKa3bIBAIOT:

- TOprosoe HauMeHoBaHue npenapara ¢ npeaynpeauTensHon 3okapauc®30
mapkuposkoit ®
- NeKapcTBEHHYI0 hopMy TabneTku, NoKpbITbIE NAeHoYHol oBonoukod
- HAUMEHOBaHWe AeHCTBYIOLLEro BeLLecTsa 3otheHonpun Kansyua
- AO3WUPOBKY 30 mr
- norotun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue) BERLIN-CHEMIE
MENARINI
- Ne cepuu: 1002A
- «TOAEH A0...» ' 03/2024
- HEBUAWNMBIA 3HAK 3aLLMTbI umeeTcs

2) Bropu4Has ynakoBKa nexapcTeBeHHOro npenapara

Ha kapToHHo# navke Ha PYCCKOM fA3blKe YKa3blBaKoT.

- HaUMEHoBaHWe UPMbI-NPOUIBOANTENA, CTPAHY A. MeHaputu Maniodexkueputr JIOAKUCTUKS 3HA
Cepsucua C.p.n., Utanus

- noroTun «BERLIN-CHEMIE/MENARINI» (Ha natuHuue) BERLIN-CHEMIE
MENARINI

- TOProBOe HaWMeHoBaHWe npenapara ¢ npeaynpeauTensHOR 3okapanc®30

mapkuposkon ®

- MEXAYHAPOAHOE HEeNaTeHTOBAHHOE HaUMeHoBaHue 3odheHonpun

- nekapcTBEHHYI0 (hopMy TaBneTku, NOKPbITHIE NNeHoYHON oBonouko

- A03NPOBKY 30 mr ‘

- konuyectso TabneTok B ynakoske 28 TaBNeToK NOKPLITLIX NNeHOYHOH 0BoNouKoRA

A. MENARINI MANUFACTURING LOGISTICS AND SERVICES 8.1.l, SOCIETA’ CON SOCIO UNICO - SEDE LEGALE: VIA ROSOLINO PILO 4 - 60131 FIRENZE - TEL. +39 055 66801 - FAX 430 056 682771
WWW.MENARINLIT - CAPITALE SOCIALE € 42,650.000,00 |.V, - CODICE FISCALE, PARTITA IVA E REGISTRO IMPRESE FIRENZE 05006670482
STABIUMENTkDI PRODUZIONE: VIA SETTE SANTI, 3 - 50131 FIRENZE / VIA DI SCANDICCI, 37 - 60143 FIRENZE / VIA CAMPO DI PILE - 67100 L'AQUILA
SOCIETA SOGGETTA ALUATTIVITA DI DIREZIONE E COORDINAMENTO DI A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE S.R.L. - VIA SETTE SANTI, 3 - 60131 FIRENZE - P.J. 00395270481

Italla; MALESCI - Firenze, F.LA.M.A. - Firenze, CODIF| - Flrenze, A. MENARINI FARMACEUTICA INTERNAZIONALE - Flrenze, A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE - Flrenze, A.
MENARINI MANUFACTURING LOGISTICS AND SERVICES - Flrenze, L'Aqulla e Pisa, MENARINI RICERCHE - Firenze o Pomezla, MENARINI BIOTECH - Pomezla, GUIDOTTI - Pisa, LUSOFARMACO -
Milano, LUSOCHIMICA - Pisa e Lomagna (Lecco), POMEZIA ENGINEERING & FINANCE SERVIGES - Pomezia, LODICHEM - Firenze @ Casaletto Lodiglano (LO), VAXYNETHIG - Rapolano Temme (S1), A.
MENARINI NEWTECH - Flrenze, RELIFE ITALIA - Firenze, RELIFE - Flrenze,
+ ALBANIA - Tirana, ARGENTINA - Buenos Alres, ARMENIA - Yerevan, AUSTRALIA @ NUOVA ZELANDA - Sydney, AUSTRIA - Vienna, AZERBAIGIAN - Baku, BELGIO - Bruxelles, BIELORUSSIA -
nsk, BOSNIA-ERZEGOVINA - Sarajevo, BULGARIA - Sofla, CINA - Pechino e Shm;ﬁm. COREA DEL SUD - Seul & Yon%In, COQSTARICA - SBan Jose', CROAZIA - inaubm, DANIMARCA - Copenhagen,
EL SALVADOR - San Salvador, ESTONIA - Talinn, FILIPPINE - Manlla, FINLANDIA - Halsinkl, FRANCIA - Parlgl. GEORGIA - Toilisl, GERMANIA - Berlino e Dresda, GRECIA - Atene, GUATEMALA - Cilta
del Gualemala, HONDURAS - Tegucigalpa, HONG KONG - Hong Kong, INDIA - Ahmedabad, MumbaZ e Nuova Delhl, INDONESIA - Bekas| e Jakarta, JRLANDA - Dublino @ Shannon, KAZAKISTAN - Almaty,
KIRGHIZISTAN - Bishkek, LETTONIA - Hﬁ;a. LITUANIA - Vilnlus, LUSSEMBURGO - Lussemburgo, MALESIA - Kuala Lumpur, MESSICO - Cllla’ del Messico, MOLDAVIA - Chisinau, MONTENEGRO - Podgorica,
NICARAGUA - Managua, OLANDA - Amslerdam, PANAMA - Panama, POLONIA - Varsavia, PORTOGALLO - Lisbona, REGNO UNITO - Londra, REPUBBLICA CECA - Praga, ROMANIA - Bucarest. RUSSIA -
Mosca, SERBIA - Belgrado, SINGAPORE - Singapore, SLOVACCHIA - Bralislava SLOVENIA - Lublana, SPAGNA - Barcellona, SUD AFRICA - Bryanston, SVIZZERA - Zurlgo, TAILANDIA - Bangkok. TAIWAN
« Talpel, TURCHIA - Islanbul, TURKMENISTAN - Ashgabat, UCRAINA - Klev, UNGHERIA - Budapes!, UZBEKISTAN - Talhkcni. VIETNAM - Hanol @ Ho Chi Minh.
Plagnestica; AUSTRIA - Vienna, BELGIO - Zaventem, FRANCIA - Parigl, GERMANIA - Berlino, GRECIA - Atene, ITALIA - Firenze, OLANDA - Valkenswaard, PORTOGALLO - Lisbona, REGNO UNITO - Lendra,

hod, 01/2021-1
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MANUFACTURING LOGISTICS AND SERVICES

-HaWMeHOoBaHWe U CoAlepKaHue AeicTayioliero BelyecTea B
oaHow TabneTke

- «COAEPXUT NaKTo3bl MOHOrUAPaT»

- cnocob npuMeHeHns

- YCNOBUA XpaHeHUA

- «CobnioAaTh WHCTPYKLMIO N0 NPUMEHEHUIO Npenapara, koTopas
HaxXoAUTCA BHYTPW YNakoBKW»

-«JlexapcTBeHHLIN Npenapar XxpaHuTe B HEAOCTYNHOM ANA AeTel
mecre!»

= PErucTpaLUuoHHbIiA Homep

- YCNOBUWA OTNYycKa

- «[lnA neyeHUs apTepuantbHoR FUNEPTEHIUK U OCTPOro UHapKTa
muokapaa»

- HOmMep cepun

- A@Ty U3rOTOBNEHUA

- «rogeH Ao...»

- WTPUX-KOA

- HEBUWAWMbIIA 3HAK 3aLLNTI

- NPOU3BOACTBEHHBIN K04

- 3TUKETKA KOHTPONA NEPBOro BCKPLITUA

- cpeAcTBa MAEHTUgUKALMK CUCTEMBI MOHWTOPUHIE ABWKEHUA
neKapcTBEHHBIX NpenaparTos

XpaHeHwe

CpoK rogHocTH

B 1 tabnetke, nokpblToil nneHouHoi oGonovkoi,
coaepxutca 30 Mr aocheHoNpUNa KanbLumus
(skeuBanenTHO 28,7 Mr 3odpeHonpuna)

yKazaHo

[ins npuema BHYTpPb

XpaHuTb npu Temneparype He ebiwe 25°C.
yKasaHo

ykasaHo

NC-000777
OTnyckaloT no peuenty.
yKa3aHo

1002A
24/04/2021
03/2024
umeeTca
umeeTtca
UMeeTcA

He UMeeTcA
umeerca

Mpu Temneparype He Boiwe 25 °C.

Jropa

Ceprucpukar: BolleykasaHHas cepus oTeevaeT TpeGoBaHUAM HOPMaTUBHOW AOKYMEHTaLMK.

Aksuna 1'.’ st]. yATY4

YnonHomoueHHog/n

Mpou3BoaCTBEfiH

«Menarini M. L. & S»

nowjagka Akeuna

A. MENARINI MANUFACTURING LOGISTICS AND SERVICES s.r.l. - SOCIETA' CON SOCIO UNICO - SEDE LEGALE: VIA ROSOLINO PILO 4 - 50131 FIRENZE - TEL. +39 056 56801 - FAX +30 055 582771
WWW.MENARINLIT - CAPITALE SOCIALE € 42.650.000,00 |.V, - CODICE FISCALE, PAHTITA IVA E REGISTRO tMPﬂESE FCHENZE 05008970482
STABILIMENT| DI PRODUZIONE: VIA SETTE SANTI, 3 - 50131 FIRENZE / VIA DI SCANDICCI, 37 - 50143 FIRENZE / VIA CAM - 67100 L'AQUILA
SOCIETA SOGGETTA ALUATTIVITA DI DIREZIONE E COORDINAMENTO DI A, MENARINI INDUSTRIE FARMACEUTICHE RIUNITE S.R.L. - VIA BETTE SAN'H 3- 50131 FIRENZE - P.I. 00395270481

Azlende del Gruppo Menarin|
; MALESCI - Firenze, F.LA.M.A, - Flrenze, CODIFI - Flrenze, A. MENARINI FARMACEUTICA INTERNAZIONALE - Firenze, A. MENARINI INDUSTRIE FARMACEUTICHE RIUNITE - Firenze, A.

ENARINI MANUFACTURING LOGISTICS AND SERVICES - Firenze, L'Aquila @ Fisa, MENARINI RICERCHE - Firenze e Pomezla, MENARIN| BIOTECH - Pomezla, GUIDOTTI - Plsa, LUSOFARMACO -
Milano, LUSOCHIMICA - Pisa e Lomagna (Lecco), POMEZIA ENG!NéEFI G & FINANCE SERVICES - Pomezia, LODICHEM - Firenze e Casaletio Lodiglano (LO), VAXYNETHIG - - Rapolano Terme (SI).
MENARINI NEWTECH - Firenze, RELIFE ITALIA - Firenze, RELIFE - Flrenze.

naig. BANIA - Tirana, ARGENTINA - Buenos Alres, ARMENIA - Yerevan, AUS!RAUAO NUOVA ZELANDA - Sydney, AUSTRIA - Vienna, AZERBAIGIAN - Baku, BELGIO - Bruxelles, BIELORUSSIA -
Minsk, BOSNIA-ERZEGOVINA - Sarajevo, BULGARIA - Solla CINA - Pechino e Sh al, COREA DEL SUD - Seul @ Yongln. COSTARICA - San Jose', CROAZIA - Zn abria, DANIMARCA - Mmmag?ﬂ
EL BALVADOR - san Salvador, ESTI 1A - Tallinn, FILIPPINE - Manlla. FINLANDIA - el!lnld FRANCIA - Parlgl, GEORGIA - Tbilisl, GERMANIA - Berlnolbfudl GRECIA - Alene, GUATE la
del Guatemala, HONDURAS - Teguclgalpa, HONG KONG - HonE lNDIA Ahmedabad, Mwnbn"la Nuova alhl. INDONESIA - Bekllildnkana, IRLANDA - Dubﬂno.snmmn. KAZAKISTAN - Almaty,
KIRGHIZISTAN - Blshkek LETTONIA - Riga, LITUANIA - Vilnlus, LUSS MBURGO - Lussembur , MALESIA - Kuala Lumpur, MESSICO - Citta' del Messico, MOLDAVIA - Chisinau, MONTENEGRO - Fodg orica,
NICARAGUA - Managua, OLANDA k!’ns orf.fam. PANAMA - Panamn. POLONIA - Varsavia, TOGALLO Lisbona, R NDUNITO Lomn REPUBBLICA CECA - Praga, ROMANIA - Bucaresl, RUSSIA -
Mosca, SERBIA - Belgrado, SINGAPORE - Singapore, SLOVACCHIA - Bralislava, SLOVENIA - Lublana, SPAGNA - Barcellona, SUD AFRICA - ngemlon SVIZZEHA « 2urigo, TAILANDIA - Btngkoﬁ. TAIWAN
-Talpal, TURCHIA - Islanbul, TURKMENISTAN - Ashgabal, UCRAINA - Kiev, UNGHERIA - Budapesl, UZBEKISTAN - Tashkeni, VIETNAM - Hanol ¢ Ho Chl M
Dlagnestica; AUSTRIA - Vienna, BELGIO - Zavenlem, FRANCIA - Parigl, GERMANIA - Berlino, GRECIA - Alene, ITALIA - Firenze, OLANDA - Valkenswaard, FOHTOGALLO Lisbona, REGNO UNITO - Londra,

Mod, 01720211



