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IHCTPYKIIA
JJI MeIMYHOI'0 3aCTOCYBAHHS Npenapary

AMAPWIIT

(AMARYLT)
3arajbHa XapaKTepHUCTHKA:
MIMICHApPOOHA Ha36a: TIIMEIPUT;
ocnoeni pizuxo-ximiuni enacmusocmi: Amapun® 2 Mr — senenysari, JoBracti TabneTku, OGirIaHapHi 3
JIHIEIO PO3JIOMY Ha KOXXKHOMY Ootii; BepxHii mramm: NMM/JIOroTiun KOMIMaHii; HWKHIM IITaMIT: JIOTOTHII
komraHii/ NMM;
Amapun® 3 Mr — cBITIIO-KOBTI, JOBracTi TaGJeTKH, GiMIaHAPHi 3 JIHICI0 PO3IOMY Ha KOKXHOMY OOIli; BEpXHiii
mramir: NMN/JIoroTun KomMmnasii; HUKHIH TaMIL: JJorotun komiadii/ NMN;
Amapun® 4 Mr — cBiTio-OnakuTHI, J0oBracTi TabNeTKH, GiIUIAHAPHI 3 JIHIEIO PO3IOMY Ha KOKHOMY OOL;
BepxHil mramm: NMO/morotun Komrasii; HUKHINA mtamit: Jiorotun kommatii/ NMO;
Amapun® 6 Mr — opamKeBi, JIoBracTi TabneTKkH, GilTaHAPHI 3 JIHIEI0 PO3IOMY Ha KOXKHOMY OOIli; BepXHiit
mramin: NMR/morotun koMmaHii; HYKHIH IITaMIr: Jorotun kommanii/ NMR;
CKNao:
1 Tabnerka Amapuﬂ® 2 me MICTUTH TITIMENipUay 2 MT;
OONOMIDICHI peyosuHuy. JTAKTO3U MOHOTIPAT, HATPIIO0 KPOXMAIBIIIKOIAT (TUl A), moBigon 25000, memtono3a
MIKpPOKPHUCTAJIIYHa, MarHil0 cTeapar, 3aji3a okcu s)koBTui (E 172), inauro kapmin amominieBuit nak (E 132);
1 Tabnerka Amapus® 3 me MicTUTB TiTiMeENipUIy 3 MT;
O00NOMIDICHI peuosuHy. JTAKTO3H MOHOTIIPAT, HATPIF0 KPOXMAIBIMKOAT (Tun A), mosigoH 25000, memtono3a
MIKpOKpHCTaIIYHA, MarHito cTeapar, 3aiiza okcus xoBTuil (E 172);
1 Tabnerka Amapur® 4 me MicTuTh rTiMenipuIy 4 Mr;
O0ONOMOIICHI peyoBuHU. JTAKTO3W MOHOTIIPAT, HATPIFO KPOXMAIBIMKOIAT (Tun A), moBigon 25000, memtono3a
MIKpOKpHCTaIIYHa, MarHito CTeapar, iHAUro KapMiH anominieBuii nak (E 132);
1 Tabnerka Amapun® 6 me MicTUTD TiTiMenipuIy 6 Mr;
00NOMOICHT pe4o8UHYU: TAKTO3U MOHOTIIPAT, HATPiI0 KPOXMAIBITIKOIAT (TUll A), noBinoH 25000, nemtonosa
MIKpOKpHUCTaIiYHa, MarHito creapat, caHceT )koBTuil FCF amtominieBuit nak (E 110).

®opma Bunycky. Tabnerku.

®apmakoTepaneBTH4YHA rpyna. [Ipotuniabernyni 3acobu. Ilepopanphi rinormikemisytoui 3acoou. Kog ATC
A10B BI12.

®apmakosoriydi BaactuBocti. Dapmakoounamixa. IniMenipua — TEpOpPaTbHUMA  TIMOTTIKEMI3YIOUHiA
npenapar, MmoxijHe cyJib()oH1JICEYOBUHH.

BrnuB rmiMenipuiy peasnisyeTbcs HUIAXOM CTHUMYJISLIT BUBIJIBHEHHS IHCYNIHY 3 OeTa-KIITHH MiIUTYHKOBOI
3am03u. SIK 1 IHII MOXiTHI CyJb(OHUJICEYOBUHH, BIH MIABUIIYE PEAKTHBHICTh O€Ta-KIITUH MiJIUTYHKOBOT
3am03u 10 (i3I0NOrYHOI CTUMYIISAIIT Toko30t0. KpiM Toro, riiMemipuia, Tak camMo, sK 1 1HII TOXITHI
Cy/b()OHIJICEYOBUHHU, OYEBHIHO, YUHUTH BUPAKEHY EKCTPANIAHKPEATHUYHY JIIO.

BupinpHenns iHcyniHy. Cynb(hOHIICEYOBHHA PETYIIIOE CEKPEITiio 1HCYMiHY, 3akpuBatoun AT®-uyTnmBi KamieBi
KaHaJIM Ha MeMOpaHi OeTa-kIiTHHU. Take 3aKpUTTS TPU3BOIUTH N0 JETOJsApU3alii KIITHHHOI MeMOpaHu,
BHACIIJIOK YOTO BIJKPUBAIOTHCS KAIBIIEB] KaHATH ¥ J0 KIITUHU BXOJIUTH BEIMKA KUIBKICTh KaubIlito. Lle
CTUMYJIIOE€ BUBUJIbHEHHS 1HCYJIIHY IIUIIXOM €K30LUTO3Y.

I'mimenipuy i3 BUCOKOIO CIIOPITHEHICTIO MPUEAHYETHCS M0 OlTka Ha MeMmOpaHi OeTa-KIiTHH, 3B’SI3aHOTO 3
AT®-uyTnuBUM Kali€BUM KaHaJIoOM, aje He B TOMY MiCll, A0 $KOIO 3a3BUYail NPHUETHYETHCA
CyIb(OHIICEYOBUHA.

Excrpanankpearnyna akTHBHICTh. ExcTpamaHkpeatuyHa isl mMoJyisirae, 30KpeMa, B MiABHINEHHI YyTIMBOCTI
nepuepuyHuX TKaHUH J0 IHCYJIHY Ta 3MEHIIEHHI 3aXOIUICHHS 1HCYJIiHY MediHKor. [lepeHeceHHs TIoKo3u 3
KpOBl 70 MNepu(epudyHUX M S30BOI Ta KMPOBOI TKAHWH BIAOYBAa€TbCA uepe3 CHELialibHI TPaHCHOPTHI
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NpOTEiHY, JIOKATI30BaHI Ha KIITHHHINA MeMOpani. CaMe TpaHCTIOPT TIIFOKO3M JI0 IIUX TKAHWH € €TaroM, SKHA
JMITYE IIBHIKICTb 3aCBOEHHS TUIIOKO3W. [JIiMEmipuj Iy)Ke IIBUAKO 30UTBIIYE KUIBKICTh aKTHBHHX
MEPEHOCHUKIB TJIOKO3W Ha IUla3MalieMi  M’S30BUX Ta JKAPOBHX KIITUH, CTHUMYJIIOIOYH THM CaMHUM
3aXOTUICHHS TIFOKO3H.

I'mimenipun mizBuiye akTUBHICTD Gocdominasu C, cnerupivuHoi 1 ImiKo3wi-pochaTuauaiHO3UTOTy. 3 UM
Moyke OyTH MOB’s3aHE MOCUJICHHS JIIMOTeHEe3y Ta INIKOI€HE3yY, SIKE CIIOCTEPIraeThes B 130JbOBAHUX JKUPOBUX 1
M’SI30BUX KITITHHAX MM Horo miero. [miMenipua mepemko/pKae YTBOPEHHIO TIIOKO3H B TICUIHIT, 30UTBITYIOUN
BHYTPIIIHBOKIIITHHHY KOHIIEHTpAIlito PppykTo30-2,6-audocdary, sikuii, B CBOIO Uepry, iHri0ye rimoKOHEOreHes.
3aranbHi BiloMocTi. J{71s1 370poBUX Jr0eil MiHIMallbHa eeKTHBHA MepopaibHa j103a cTaHOBUTH 0,6 mr. [lis
[IIMENipuay € J10303aJIeKHOI0 Ta BIATBOprOBaHOIO. Pi3i0oriyuHa BIANOBIAb HAa I1HTEHCUBHE (i3uUyuHE
HABaHTAXXEHHS, sIKa MOJISITa€ B 3MEHILIEHHI CEKpeLi 1HCYIIIHY, 30epiraeTbes W Miciis NpUUMaHHS TIIMENIpUIy.
IcroTHOi pi3HMII B mii mpemnapary, npwuitHaToro 3a 30 xB g0 abo Oe3mocepeaHbO TMepes DKe, He
criocTepiraiocs. Y XBOpUX Ha MdiadeT OAHOKpaTHa 1000Ba J103a MOXke 3a0e3redyBaTH XOPOIIHA
METaOOJIIYHUI KOHTPOJIb TPOTATOM 24 TO/I.

Xoya TipOKCHUITIOXiHE (MeTa0oMiT IIIMENipHy) CIPUYMHSE HEBEJIMKE, ajle CTATUCTUYHO 3HAUYIIe 3HUKESHHS
PIBHSI IJIFOKO3W B CHPOBATLII KPOBI 3/I0pOBUX JIOAEH, HOr0 BHECOK Y 3arajibHy IO JIIKAPCHKOIO 3aco0y €
HE3HAYHUM.

Komo0iHoBaHa Teparmis 3 MeTQOpMIiHOM. Y OJHOMY 3 JOCHTIHKEHb IMMOKa3aHO, IO JUIS TAIIEHTIB, Y SKUX
MaKcHMalibHa J000Ba 7032 MeT(QopMiHy He 3a0e3neduyBajia TO0CTaTHHOIO0 METaO00IIYHOTO KOHTPOJIIIO, CYITyTHS
Tepartisi TIIIMETipUIOM 1€ KOHTPOJIb MOJIIIITyBaa.

KomGinoBaHa Tepamis 3 iHCYIiHOM. J[aHWX 1110710 3acTOCYBaHHS KOMOIHOBAHOI Teparlii 3 IHCYJIHOM € HebaraTo.
Jl11g marieHTiB, y SIKMX MakcHMalbHa J000Ba J03a TIIiMeripuay He 3abe3nedyBaia JOCTaTHHOTO TITIKEMIYHOTO
KOHTPOJIIO, MOKHA PO3IIOYATH CYIyTHIO TEparito iHCYTIHOM. Y JBOX JOCIIDKEHHSX OyJI0 BCTAaHOBIJICHO, IO
KOMOIHAIlS TaK caMO TOMIIMITye METaOOIIYHMA KOHTPOJb, SK 1 MOHOTEpAIlis 1HCYJIHOM, OJHAK ITijl 4Yac
KOMOIHOBAHOI Tepariii MO’KHa 3aCTOCOBYBATH HIKY1 TO3H 1HCYIIHY.

@apmarxoxinemuxa. Adcopoyis. BIOAOCTYIHICTh TIIMEMIPUAY MICIS TEePOPATLHOTO BBEACHHS € MOBHOIO.
[TpuiiMaHHs DKI HE CHPUYMHHUTH ICTOTHOTO BIJIMBY Ha aOCOpOLit0, JMIIE JEHIO0 3HMXKYEThCS ii IIBHUAKICT.
MaxkcumanibHa KOHIIEHTpalis B cupoBaTii KpoBi (Cmax) nocsiraeTbcs NpuOIM3HO uepe3 2,5 rox micis
nepopanbpHOro npuiioMy (B cepenabomy 0,3 MKr/mit 3a JIeKiTbKa TpUHMaHb T000BUX 1103 4 MT). MiXk 7103010
ta Cmax i AUC (turoma mif (hapMakOKiHETUYHOK KPUBOIO KOHIICHTpAIIisl/9ac) iCHY€ JTiHIHA 3aIe)KHICTb.
Posnooin. I'mimentipun Mae qy»e HU3bKHI 00°eM posnoaity (mpubausHo 8,8 1), sKuil HabJMKEHO JOPIBHIOE
00’eMy posmoaiuty amp0yMiHy, Mae BHUCOKHW CTYMiHb 3B’S3yBaHHsS 3 OUIKamMu KpoBi (>99%) Ta HU3BKUU
KJipeHc (mpubau3Ho 48 Mi/XB).

VY TBapuH MIiMenipu eKCKPETYEThCS 3 MOJIOKOM. [ TiMenipu MOXe MPOXOJUTH Yepes3 TUIALeHTY, ajle MOraHo
MPOXOAUTH Yepe3 remaToeHedaniaauii 6ap’ep.

biompancgopmauis ma eniminayis. CepenHiii yac HaNiBBUBEICHHS, KWW 3aJICKHUTh BiJl KOHIICHTpAIlii B
CHpOBATIIi KpOBI, 32 YMOBM 3aCTOCYBaHHs OaraTOKpaTHHMX 103 CTaHOBHUTH 5-8 roj. Ilicis npuiiManHs
BHUCOKHUX JI03 CIIOCTEPIraJIUCs JICHIO JOBIII Tep1oau HamiBBUBeACHHS. [licns 3acTocyBaHHS OJTHOKPATHOI 103U
MIYEHOTO Pai0aKTUBHOIO MITKOIO TiiMenipumay, 58 % MiTku BusABIsiIoca B cedi, a 35 % - y dekamisx. Y
HE3MIHEHOMY BUIJIAJ PEYOBHMHA JIO CE€Yi HE MOTparuisie. I3 ceuero ta (ekamisiMu BUXOIATH ABA METAOOIITH —
HaWIMOBIpHIIIIe, MPOYKTH METa00Ii3My B TieUiHIl (0CHOBHHH depMeHT — ruToxpoM P2C9): rigpokcunoxiaHe
Ta KapOokcumnoxigue. Ilicnst mpuifomy riiMenipuay BHYTPIIIHBO, KIHIEBI MEpIOAM HAIiBBUBEICHHS LUX
MeTa0oJIITIB CTAHOBHUIH 3-6 rof Ta 5-6 roj BiAIOBIIHO.

[TopiBHSAIBHMI aHali3 TOKa3aB BIICYTHICTh ICTOTHHUX BIIMIHHOCTEH y (hapMaKOKIHETHIl MiCis MpUIMAaHHS
OJTHOKPATHOT Ta 0araToKpaTHHX J103, & BapiaOeNbHICTh pe3yIbTATIB U OJTHOTO 1H¥BIIa OyJia Iy’Ke HU3BKOIO.
3HauHO1 akyMyJiIi He croctepiraiocs. dapmakokiHeTrka Oyia 1moai0HO0 B YOJIOBIKIB Ta JKIHOK, a TAKOX Y
MOJIOAMX 1 JTHIX (cTapmie 65 pokiB) marieHTiB. Jls MaLi€HTIB, y SKUX KIIPEHC KPEaTHHIHYy € HHU3bKUM,
criocTepiranacsi TEHJIEHI[Sl 3pOCTaHHS KJIIPEHCY Ta 3MEHILICHHS CEpeIHIX CHPOBATKOBHUX KOHIIEHTpAIiil
[IMenipuay, IPUYMHOO YOro €, HAHIMOBIPHIILEe, MIBHIIIA HOTO eniMiHallis BHACTIZOK TipIIOro 3B’ sI3yBaHHS 3
Outkamu. BuBeneHHs ABOX METaOONITIB  HMpPKAaMM 3MeHIIyBajocs. JlOAAaTKOBOrO pPU3MKY aKyMyJIALil
npenapary B TaKHX IMAIIEHTIB 3arajioM He OyJ10. Y IT’ATH MaiieHTiB 0e3 aiadeTy Micis ornepallii Ha )KOBYHOMY
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nporoti (hapMaKkoKiHeTHKa OyJia MOAi0HO0 10 TaKoi B 3J0POBUX OCIO.

IMoka3zaHus A1 3acTocyBaHHA. [HCyniHHe3anexxHuil 1ykpoBuii niadet Il Tury, sIKIIO piBeHb IyKPY B KPOBI
HE MO’KHA a/IeKBaTHO MiITPUMYBATH JIMLIE J1€TO0, (I3MYHUMU BIPaBaMU Ta 3H)KEHHSIM MAcH TuIa.

Crnocid 3acTocyBaHHsl Ta [03W. YCHIIIHE JIKyBaHHS dia0eTy 3aJIeKUTh BiJ JOTPUMAHHS IMAIiEHTOM
BIJIIOBITHOTO PAIiOHY XapuyyBaHHS, PEryJsIpHOI (Pi3MIHOI aKTHBHOCTI, @ TAKOX IMOCTIHHOTO KOHTPOJIIO PiBHSA
TJIIOKO3M B KpoBi Ta cedi. HemoTpuMmaHHS XBOpUM Ji€TH HE MOXe OyTH KOMIIEHCOBaHE MpPUHMaHHSIM
TabJIeTOK UM iHCYMiHY. [Ipenapar 3aCTOCOBYIOTH IOPOCTUM.

Jlo3yBaHHs 3aJI€XKUTh BiJ] pe3yJIbTaTiB aHANI31B BMICTY IJIIOKO3U B KPOBI Ta ceui.

[TouatkoBa mo3a cranoBuTh 1 Mr (1/2 TabneTku mo 2 Mr) rimmenipuay Ha 100y. SIKiio Taka jg03a 103BOJIsIE
JOCATTH KOHTPOJILOBAHOCTI 3aXBOPIOBAHHS, ii CIIijI 3aCTOCOBYBATH ISl MIITPUMYBAJIbHOT TEpartii.

SIKIIO TIIKEMIYHUE KOHTPOJIb HE € ONTHMAIbHUM, NO3YBaHHA MOTPiOHO 30umbmryBatéd A0 2, 3 uum 4 wmr
TIIIMENipyTy Ha 00y MOETaIHO (3 iHTepBajiaMu B 1-2 THKHI).

Joza, Oiubia 3a 4 Mr Ha 700y, Jae Kpamll pe3yibTaTd TUIbKM B OKPEMHMX BHMaAkax. MakcuMaibHa
peKkoMeHIoBaHa 1032 — 6 Mmr Amapuiny® Ha 100y.

SIkimo MakcuManbHa 10060Ba 1032 MeThopMiHy He 3a0e3redye JOCTaTHHOTO TIIKEMIYHOTO KOHTPOJIIO, MOKHA
PO3TOYATH CYITyTHIO TEPAITIO MAII€EHTA TITIMETIPUIOM.

JloTpuMyro4uiCh MOMEPEAHBOr0 A03yBaHHS MeT(opMiHy, MPUKHOM MIpenapary Cilif po3MovaTd 3 HHU3bKOT
71034, SIKy TOTIM MOXKHa MOCTYNOBO MiJBUIIYBaTH J0 MaKCHMaJbHOI 100OBOi JO3H, OPIEHTYIOUHCH Ha
OaxxaHuil  piBeHb MeTaOoJIYHOro KOHTpoiro. KomOiHOBaHa Tepamisi Ma€ NPOBOAUTUCA i MUIBHUM
HATJISIIOM JTKapsL.

SIkmo makcuMmalibHa J000Ba 1032 AMapwiy® He 3abe3rnedye JOCTaTHBOTO TIIKEMIYHOrO KOHTPOJIO, 3a
HEOOXIHOCTI MOKe OyTH po3moyaTta CyImyTHS Teparlisl IHCYTiHOM. JJoTpUMYyIOUnCh TIOTIEPETHBOTO JT03yBaHHS
DIMenipuay, JIKYBaHHS I1HCYJIIHOM CIJI TMOYMHATH 3 HU3BKOI /03U, SKy IOTIM MO>KHA IIiJIBUIILyBaTH,
OpIEHTYIOUMCH Ha Oa)kaHWM piBeHb MeTa0oi4HOro KOHTpouto. KomOiHOBaHa Teparisi Ma€ MMPOBOJUTHUCS MiJT
NUJIBHUM HarJIsiJIoM JIiKaps.

3a3Buuaii o1Ha 1032 AmMapwiy® Ha 100y € 10CTaTHBOIO. [i peKoMeHIyeThes NpuiiMaTH HE3a10Bro 0 YH I
Yyac CUTHOTO CHIJaHKy a0o0 — SIKIIO CHIJAaHKy HeMae€ — He3aJ0Bro mepes ado MiJ Yac MEepIIoro OCHOBHOIO
npuiiManHs ki [ToMuiaku B 3acTocyBaHHI mpemnapary, Hampukial, 3a0yBaHHS NPUUHATH YEproBy 03y
HIKOJIM HE MOYXHA BUIIPABIIATH IUIIXOM HACTYITHOTO MPUHOMY OUIBII BHCOKOI 03U. TabNeTKy Cimij KOBTaTH
HE PO3KOBYIOUH, 3aIIUBAIOYH PIAUHOIO.

SIKIIO y XBOPOTO CHOCTEPIraeThes TINOIIIKEMIYHA PEaKIlisi Ha MpUiiMaHHs npenapaTy B 1031 | Mr Ha 100y, Le
03Hayae, 10 XBOpoOa Moxe OyTH KOHTPOJIHOBaHA TUIHLKH 32 JJOTIOMOTOI0 JOTPUMAHHS JIETH.

[NoninmeHHs: KOHTPOIBOBAHOCTI J1Ia0eTy CYMPOBOKYETHCS MiIBUILEHHAM YYTJIUBOCTI JI0 1HCYIIHY, TOMY i
yac Kypcy JIIKyBaHHs ToTpeba B TIIMEMpHIl MOXKE 3MEHIITyBaTUCS. 3 METOK YHUKHEHHSI TINOTIIKEMIl CITiT
MOCTYTIOBO 3MEHIIYBaTH /103y a00 B3araji nepepBaTu Teparniro. HeoOXiqHICTh y meperyisii J03yBaHHS TaKoX
MO>K€ BUHUKHYTH, SIKIIIO B TAI[IEHTAa 3MIHIOETHCS Bara Tijla Yd CIOCiO KUTTS a0o MAitOTh 1HIN YUHHHUKH, SIKI
M1IBUIIYIOTh PU3HK TiMO- YU TIIePIiliKeMil.

Iepexi/ Bijl mepopaibHUX TiNONIIKEMIYHUX areHTiB 10 AMapuiy®,
Bin iHIIMX nepopaibHUX TIMOTTIKEMIYHUX areHTIiB 3a3BUYail MOXKHA 3IMCHUTH Tepexia 10 AMapI/IJIy®. ITix

4ac TaKOTo TIEPEXOy CIijl BPaXOBYBaTH CHITY Ta MEpIoJl HAMIBBUBEICHHS MOMEPEIHBOTO 3ac00y. Y IesKux
BHITQJIKaX, OCOOJIUBO SKIIO MPOTUAIA0CTUYHHMM TTpenapaT Ma€ JOBTHI Mepioj] HalmiBBUBEACHHS (HAPUKIIAI,
XJIOPIIPONaMifT), Tepesi MoYaTKoM HpuitMaHHs Amapuny® pexoMeHIyeThcs MOYeKaTH JeKinbka aHis. Lle
JI03BOJIUTH 3MEHIITUTH PU3HK TIMOTTIIKEMIYHUX PEAKITiii BHACIIOK aJUTUBHOT JIii IBOX arcHTIB.

PexomennoBana movatkoBa fo03a - 1 Mr rmiMenipuay Ha a00y. Sk 3a3Havanocs BUILE, 7032 MOXE OyTH

MOETAIHO 30UIbIIEHA 3 YpaXyBaHHAM pPeaKLii Ha Ipernapar.

Iepexin Bin incyminy 10 Amapuay®

VY BUHATKOBHX BHIIAJKax XBOpuUM Ha miader Il tumy, siKi OTpUMYIOTH iHCYINiH, MOXe OyTH IOKa3aHa 3amiHa
itoro na Amapui®. Takuii mepexiz CIi IPOBOAMTH TIijl MMJILHUM HATJISI0M JIKaps.
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IMo0iuna ais.

JocBin 3acTocyBanHs Amapuay® Ta iHIIMX MOXiTHMX CyJIb(OHIICEUOBUHM CBiTYUTH, IO BOHU MOXYTh
CHPUYMHSATH Taki MOOI14HI epeKTH.

HopyiiennHs 3 60Ky KpoBi Ta JiM(aTHYHOT CHCTEMU.

3pioka: TpOMOOLMTONEHIS BIJ CEPEAHBOTO [0 TSHKKOIO CTYIEHS, JICHKOINEHIs, TI'paHyJOLUTOIEHIS,
arpaHyJIOIUTO3, CPUTPOIMTOICHIS, TEMOJIITHYHA aHEMis Ta IMAHIMTOIICHIS, SIKI 3a3BHYail 3HUKAIOTH MICIIS
MPUTTUHEHHSI JIIKyBaHHSI.

IMyHHI po3naan.

Iysce pioko: anepriyHWl BacKyJIT, JIETKI peakiii MiABHUIIEHOI YyTIUBOCTI, sIKI MOXYTh PO3BHUBATUCS [0
cepiio3HuX (HopM i3 PO3BUTKOM JMCITHOE, 3HWKEHHSIM apTepiajbHOTO TUCKY, 1HOJI — IIIOKOM.

Mosxn1Ba nepexpecHa anepris i3 Cyab(pOoHIJICEYOBUHOIO, CyIb(poHaMi1aMu a00 CIIOPITHEHUMH CTHIOIyKaMHU.
[MopymenHst MeTabomi3My Ta 3aCBOEHHS NOKUBHUX PEUOBUH.

3pioka: TINOIIKEMIYHI peaktii, 0 BUHUKAIOTh 3/1€OUTBIIOT0 0/Ipa3y, MOXKYTh HA0YBaTH TSDKKUX (OpM Ta He
3aBXKIM JIETKO TMIIJAIOThCSl KOpeKili. BUHUKHEHHS IUX peakiiii 3ajleXuTh, SK 1 MiJ 4Yac IHIIMX BUIIB
TIMOTTTKEMIYHOT Teparii, Bil Cy0’€KTUBHUX YMHHUKIB, TAKHX SIK OCOOIMBOCTI XapuyBaHHS Ta 103yBaHHS.

IopyiieHns 30py.
Yepes 3MiHHU PiBHS TIIFOKO3U B KPOBI MOXKYTh BUHHUKATH TUMUYACOBI MOPYIIEHHS 30py, OCOOIMBO HA MOYATKY

JKYBaHHS.

L LTyHKOBO-KHIIIKOBI PO3JIAIH.
Iyoice pioko: Hynmota, ONIOBaHHSA, Jiapes, TUCK a00 BIAYYTTS HANOBHEHOCTI B IDIYHKY, OUTh Y JKHUBOTI, SIKi

PIZIKO MOXKYTb MTOTPeOyBaTH MPUITMHEHHS Tepartii.

[Mopy1ieHHs 3 OOKY MEYIHKK YU )KOBYHOT'O MIXypa.
Mosxe crioctepiraTics MiABUILEHHS PiBHIB ()EPMEHTIB IIEUIHKH.

Iyoice pioxo: mopyiieHHsT (PyHKIIIT IEUiHKY (HAPHUKIaA, 3acTii JKOBYI Ta YKOBTSHUIIS ), TETIATUT, SIKUHA MOXKE
IPOrpecyBaTH JI0 MEYiHKOBOI HEAOCTATHOCTI.

[MopyiieHnst 3 60Ky MIKIpY Ta MIIIKIPHOT TKAHUHU.

Peakii miABUIIIEHOT Yy TIUBOCTI — CBEpOXK, BUCHUIIKA Ta KPOIIUBHHUIIS.

Lyxce pioko: MiBUILIEHA YyTJIMBICTb IIKIPU 10 CBITJIA.

Pe3viemamu ananizis. /[ysice pioko: 3HUKEHHS KUIBKOCTI HATP1I0 B CUPOBATII KPOBI.

Iporunokazanus. AMapun® He npu3HAYEHMIT [T TIKYBaHHS 1HCYTIHO3aI€KHOTO IKpOBOTO jiadery |
TUIY, A1a0ETUYHOTO KETOAIUI03Y, 11a0ETHYHOI KOMHU, TSHKKUX (PYHKIIOHATTBHUX HUPKOBHUX a00 MEYIHKOBUX
pO3NaiB.

Amapun® He MOXHA NpH3HAYATH XBOPUM 13 TiMEPUYTIMBICTIO 10 IIiMemipuay abo 10 Oyab—SKoro
JONIOMDKHOTO 1HTPEIi€HTa, 10 BXOAUTH JI0 CKIIAIy Mpenaparty, 10 MOXiTHUX CYJIb(OHICEYOBUHU a00 IHIIMX
cynb(aHLIaMiTHUX TTpenapatiB (PU3UK PO3BUTKY PEAKIIIH TIepUIyTIMBOCTI).

3acTocyBaHHS i1 Yac BAariTHOCTI Ta B MEPI0 TOTyBAHHS TPYIUIIO.

Bazimuicme.

Pusuk, noB’s3anuii i3 niaGetom.

BinxuneHHs Bil HOpMaJbHUX pIBHIB TIFOKO3M B KpOBI IIiJi Yac BariTHOCTI MOXYTh OYTH TPHUYHUHOIO
30UIbIICHHS IMOBIPHOCTI BHUHHMKHEHHS BPODKEHHX BaJ PO3BUTKY Ta INEpUHATAIBbHOI cMepTHOCTI. Tomy
HEOOX1/IHO peTeNIbHO KOHTPOJIIOBATH KUIBKICTh TJIIOKO3U B KPOBI BariTHOI JKIHKU JJISl TOTO, 1100 YHUKHYTH
TepaToreHHoro pusuky. I1ig yac BariTHOCTI XBOPIi CiIil 3aCTOCOBYBATH 1HCYJIH. SIKIIO MallieHTKa 3aBariTHina,
iif Tpeba MOB1IOMUTH TIPO 1€ CBOEMY JIIKAPEBI.
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Pu3uk, moB’sa3aHUH 13 LTIMEMIPUIIOM.
Hemae paHmxX om0 3acTOCyBaHHS TUIIMEMIPHIY  BariTHUMM JKIHKaMH. BiAmoBimHO 10 pe3ynbTaTiB

EKCTIIEPHMEHTIB 13 TBapuWHAMH, Mpernapar Mae PEnpoAyKTUBHY TOKCHUYHICTh, IOB’s3aHy, WMOBIpHO, 3
(bapMaKoJIOri4HOO Ji€10 rTiMenipyuay (TIIOITIKEMIERO).

ToMy npoTAroM BChOTO Yacy BariTHOCTI XKIiHIII TIIMETPHU]T 32CTOCOBYBATH HE MOJKHA.

Skmio marieHTKa, siKa NMpUMae TIIMEMIpU, IUIaHy€E BariTHICTh a0o0 3aBariTHUIA, il sSIKOMOTra IIBUIIIE CII
MEePEBECTH Ha TEparliro iHCYJIIHOM.

Looveanns epvooi.
He Binomo, uu eKCKpeTyeThCs TIIMEIpU 13 MOJIOKOM JKiHKH. BiZomo, 110 BiH BUBOAUTHCS 3 MOJIOKOM Yy
nrypiB. PekoMeHy€eTbCcs MPUIIMHUTHU JIIKYBaHHS TIIIMEMIPUIOM IIiJI Yac TOAYBaHHS TPyJUII0, OCKUIBKU IHIII
TIOXiTHI CYJIb()OHIJICEUOBUHU BHUSBIISIOTHCS B TPYJTHOMY MOJIOI Ta ICHYE PU3UK BUHMKHEHHS TIMOMIKEMIil B
HOBOHAPOJKEHOTO.

Ilepeno3yBannsi. Moske MPU3BOAMWTH IO TIMOTIIKeMii, sika TpuBae Big 12 mo 72 rop, i micas HEpIIOro
TOJICTIIICHHST MOXE 3’SBISATUCS TMOBTOpPHO. CHUMITOMH MOXYTh  TPOSBHTHCS depe3 24 Toj Ticist
BCMOKTYBaHHS Tpernapary. Sk mpaBuiio, IJIsi TaKUX XBOPUX PEKOMEHAYETHCS CIIOCTEPEKCHHS B KIIHIIIL
MoXyTh BHUHUKATH HyAOTa, OJIOBaHHS Ta OUIb y HamuyepeBHil AunsHmi. [imorsikemiss 4acTo Moxke
CYNPOBO/KYBAaTUCS HEBPOJOTIYHMMU CHUMIOTOMAaMM, TaKMMHU SK HECIOKIi, TpeMop, po3iaaud 30py,
HOPYILEHHS! KOOP/AMHAILLI1, COHJIUBICTh, KOMA Ta CY/IOMH.

JlikyBaHHs moJyiirae, B TEpLIy 4epry, B MEpelKokKaHHI abcopOuii npemapaTy. s 1poro HEOOX1IHO
BUKIIMKATH ONIOBaHHS, a MOTIM BUIUTH BOAM a00 JMMOHAAy 3 aKTUBOBAHMM BYTULIAM (aJCOpOEHT) Ta
cynbdaToM Hatpiro (IpOHOCHE). SIKIIO MPUWHSATO BENHMKY KUIBKICTh TITIMEMipHAy, MOKa3aHO MPOMHUBAHHS
NUTYHKa, ICIS YOr0 — 3aCTOCYBaHHS aKTHBOBAHOTO BYTULIS Ta Cynbdary HaTpito. Y pasi TSHKKOTO
nepeso3yBaHHsl HEeoOXiJHa TOCHiTali3allis 0 BiJJIUIEHHS peaHiMalli. Slkomora IIBHIIIE Cif PO3MOYATH
BBEJCHHS TJIOKO3M: 32 HEOOXIMHOCTI — CIOYaTKy OJHOpa3oBa BHYyTpimHboBeHHa iH ekt 50 mm 50 %
po3uuHy, a OTiM — BiuBaHHA 10 % po3unHy, MOCTIHHO KOHTPOIIOIOYH PIBEHb TTIOKO3M B KpoBi. [lonanbiie
JKYBaHHS — CHMIITOMATHYHE.

Hasarouy 101MoMory INpH TiNorIiKeMii, 0COOIMBO MaleHbKUM iTAM, sKi BHIAJAKOBO NpHiiHAIM Amapun®,
03y  TIIFOKO3W, SIKa BBOJUTHCS, CJiJ] YBRXHO KOHTPOJIOBATH, MO0 YHHKHYTH MOXIHUBOTO PO3BUTKY
HeOe3MevHoi TinepriiikeMii. BaxmBo MOCTIMHO criocTepiraTé 3a piBHEM TUIFOKO3HM B KPOBI.

OcobsmmBocTi 3acTOCYBAHHS.

Amapun® HeoOximHO MpuiiMaTi He3amoBro 10 abo mix yac bki. Ko nmpuiiManHs HKi BiIOyBa€eThCs KOKHOTO
pasy B iHIMKA 4yac aboO TPOMYCKAEThCS B3arali, anﬁOM npenapary MOXe CHPHYMHUTH TIITOTJTIKEMITO.
CuUMIITOMaMH TiNOrITiKeMii MOXYTh OyTH: TOJOBHHI Olllb, CHJIBHE BiIUyTTS rojozty, HyJoTa, OJIFOBaHHS,
BTOMa, COHJIUBICTD, posiajy CHy, HECIIOKI/, arpeCUBHICTh, MOPYIICHHsI KOHICHTpAIlii, YBaKHOCTI Ta 4acy
peakiiii, iernpecisi, ne30pieHTallis, PO3Jad MOBH Ta 30Dy, a(1)a31;1 TpeMop, Mmape3, MOPYIICHHs YyTIMBOCTI,
3amaMopoYeHHs, 0e3MOpaaHICTh, BTpaTa CAMOKOHTPOJIIO, JAENipil, 1epedpanbHi CyI0MH, 3HCTPUTOMHCHHSI
@K 110 PO3BUTKY KOMH, MOBEPXHEBOTO JHMXaHHs Ta Opaaukapiii. Kle TOr0, MOXKYTh CHOCTepll“aTI/ICSI TaKi
O3HAKU aJPEHEPriYHOi 3BOPOTHOI PEryJisllii, K MOTiHHSA, JTUTKA IIKIpa, TPUBOXKHICTH, TaXiKap/is, TiIepTeHsis,
BITUYTTSI CEpLEOUTTS, CTEHOKAp/Iis i ceplieBi apuTMii.

KiiniyHa kapTHHA TSHKKOTO TIMOTIIKEMIYHOTO Hamaay MOXKe HaraJayBaTy 1HCYJIbT.

CuMnroMu Maibke 3aBXKIM MOXHA HIBUAKO IMOM’ SKIIMTH, SIKIIO HETallHO NPUMHATH BYTJIEBOAU (ILyKOD).
[Ty4Hi miaCONIOMKYBadl HE TATyTh HISIKOTO e(eKTy.

3 JOCBiMy 3aCTOCYBAaHHS 1HIMX TOXITHUX CYJIb(OHIJICEUOBHHH BiJIOMO, IO KOHTP3aXOIH CIOYATKy MOXKYTh
OyTH YCHIIIHUMH, ajie He3BAXKAIOUM Ha I1€, CAMIITOMH TiMOIIIIKeMii MOXKYTh 3 SIBJISITUCS 3HOBY.

Tspkka a00 TpuBaja TINOIMIKEMIs, SKa JIMIIE TUMYACOBO MOXKe OyTH mociabiieHa BXKHUBAaHHSIM 3BHYAHOL
KUTBKOCTI LIyKpY, TOTpeOy€e HEraitHOro MeAMKaMEHTO3HOTO JIIKYBaHHS, a 1HOZI — TOCHITai3aLlii.

dakTopamH, sIKi CIPUAIOTH BUHUKHEHHIO TIOTTIKeMii, €:

- Heba)kaHHs a0o0 (YacTile B JIITHIX NALi€HTIB) HECTIPOMOXHICTB CITIBIIPAIFOBATH 3 JIKapeM;
- HENOIAaHHsA, HEPETYIIAPHICTE a00 MPONYINEHHS IPUUMaHHA DKI, IEPIOIM TOJOLYBAHHS;
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- 3MIHU PEKUMY Xap4ayBaHHS;
- nucbananc MK (i3MYHIMHU HABAHTAKCHHSIMHU Ta CIIOKWBAHHSAM BYTJICBO/IB;
BXKHUBAHHS aJIKOTOJII0, 0COOJIMBO B MOEJHAHHI 3 POMYIIEHUMHU IIPUHOMaMH XK,
HUPKOBA HEJJOCTATHICTB;
cepiio3Ha AUCPYHKIIIS EUiHKY;
nepeo3yBanns AMapuny®;
MeBHI HEKOMIIEHCOBAH1 pO3JaJl €HAOKPUHHOI CUCTEMH, SIKI BIUIMBAIOTH Ha METa0OJIi3M BYIJIEBOAIB, a00
3BOPOTHA peryJislis Timormkemii (HAampHKIad, TEBHI NOpyHmeHHS (YHKI IIUTOMOMIOHOI 3a103u,
HeOoCTaTHICTh (DyHKUIi nepenHboi foii rinodiza abo KOpu HaJHHUPKOBUX 3al103), OJHOYACHE MpHUIIMaHHS
JISSIKMX JIIKAPChKUX 3ac00iB (IUB. «B3aeMois 3 HIIMMU JTIKAPCHKUMH 3aCO0aMI»).

JlikyBanns AmapunoM® BHMarae MmocTiHOrO CIIOCTEpEXKEHHs 3a piBHEM IVIIOKO3M B KpoBi Ta cedi. Kpim
TOT'0, PEKOMEHAYETHCSI KOHTPOJIIOBATH KUIBKICTh IIIKO3UIBOBAHOTO TEMOTIIO0IHY.

[Tin yac 3acTocyBaHHs Ipenapary HEOOXITHUHM pPEryJIspHUN KOHTPOJIb 32 (YHKIIEIO MEYIHKU Ta (HOpMYyIIor0
KpOBi (0COOJIMBO 32 KUTBKOCTSIMH JICHKOIIUTIB 1 TPOMOOITUTIB).

VY cTpecoBuX cuTyarlisx (HampHKiIaj, HEIIacHI BUTIAAKH, YPreHTHI oreparii, iH(eKIii, ski CynpoBOHKYIOThCS
rapsukor0) Moke OyTH Moka3zaHe THMYacOBe MEPEBEACHHS XBOPOIO Ha 1HCYIIH.

Hemae naHuX 10710 3acTocyBaHHsS AMapwiy® Jisl NALi€HTIB i3 TSKKMM HOPYIIEHHAM (QYHKIH MediHku abo
TUX, KOMY IOKa3aHUW [iam3. XBOpUX 13 CEpHO3HOI0 HUPKOBOK YM TEYIHKOBOIO HEJOCTAaTHICTIO CIiJ
MEePEeBECTH Ha MPUHMaHHS 1HCYIIHY.

[TamieHTam, sKi MarOTh PIAKICHY CIIQJKOBY HEMEPCHOCUMICTh TallaKTO3W, JIAKTa3HYy HEIOCTATHICTh YU
MOPYUICHHS! BCMOKTYBAHHS TITIOKO3H-TaJIaKTO3H, TPUIHMATH Il JTIKK HE MOXKHA.

Bnaus na 30amuicme Kepygamu mpaHcnopmuuMu 3acobamu abo npayoeamu 3i CKIAOHUMU MEXAHIZMAMU.
31aTHICTh 70 KOHIIGHTpAIlii Ta IIBUAKICTh peaKilii MOXXYTh 3HIDKYBAaTHUCS BHACHIJOK TIMOIIKEMIi YU
rinepriikemii a0o, HanpuKiIal, Yepe3 HoripueHHs 30py. Lle Mojke CTBOPIOBATH PU3MK Y CHTYAallisX, KOJIM Taka
3/IaTHICTb € OCOOJIMBO BaXKJIMBOIO (HANPHUKIIA[, KEPYBaHHSA aBTOMOOLIEM abo poOoTa 3 MeXaHI3MaMH).
[NamienTiB cmig 3actepiratd, MO0 BOHM HE JOMYCKAJIM PO3BUTKY B ceOe TINMOIMIKeMIl M| 4ac KepyBaHHSI
TpaHCHIOPTHUM 3aco00oM. Lle 0co0IMBO CTOCYETHCS THX OCIO, SIKi TOTaHO a00 30BCIM HE MOXKYTh PO3ITi3HABATH
B ce0e CHMITOMHU-IPOBICHUKH TIMOIJIKEMIii, Ta THX, Y KOTO HamajW Tinoriikemii € gactumu. HeoOximHo
CepHO3HO 3BAXKUTH, UM BapTO 3a TAKUX OOCTaBUH CIZaTH 3a KepMO a00 MPaLIOBaTH 3 MEXaHI3MaMHU.

B3aemonis 3 iHmmMu JJikapcbKUMH 32C00aMU.

OnnouacHe  mpuitMaHs Amapwiy® 3 NEeBHMMH JKApCHKUMU 3aC00aMM  MOXKE CIIPUUMHSTH  SIK
nocTabJeHHs, TaK 1 TOCHJICHHS TIMOTTKEeMIUHOI i TiiimMernipyy. ToMy iHIm mpenapaTy CIIix IpUHMaTH TUTBKA
3a 3roJ1010 (200 MpU3HAYECHHSAM) Jikaps. [miMenipua MeTabouizyeTbes 3a JonomMororo nutoxpomy P450 2C9
(CYP2C9). Binomo, mo BHACHIIOK OJHOYACHOTO MPHIMaHHS 1HIYKTOPIB (HAMpUKIiIaa, pudamminuay) ado
iariditopis CYP2C9 (manpuknazn, ¢uykoHa3olny) Leil wmerabomi3M MoKe 3MiHIOBaTucsa. Pesynpratu
JOCIIJDKCHHST B3aEMOJIIT in vivo TOKaszainu, mo (IyKoHa30), OJWH i3 HaicwibHImmx iHTioiTopiB CYP2C9,
30utbITYe AUC TmimMenipuy TpuOJIM3HO BIBIYI.

[Ipo icHyBaHHS HMX THUMIB B3a€MOJIN CBIMYUTH JOCBIJl 3aCTOCYBAHHS AMapI/my® Ta IHIIAX TOXIJHAX
cynbdoninceuoBrnm. [loTeHmiamisa edexTy 3HMKEHHS PIBHSI TJIFOKO3H B KPOBI, a, OTXKE, B JACIKUX BHUITAIKAX 1
TIIOMIIKEMIs, MOYKE€ BMHHMKATH B a3l OJHOYACHOTO MPHUIMaHHS 3 IIIMENIPHJIOM TaKuX Ipenaparis, SK:
¢enindyTa3oH, a3anpomna3zoH Ta okcu(eHOyTa30H, CyIb(hiHITIpa3oH, IHCYIIH Ta MepopaibHi MPOTHIIa0eTHIHI
npenepaTd, Jeski cylbQOoHaMIAW TpUBAIOl i, MeTGOPMIH, TETPAIMKIIIHU, CATIIWIATH Ta pP-aMiHO-
cayiuioBa KucioTa, iHridiropuy MAQO, aHaboniuHi CTEpoigy Ta YOJIOBIYI CTaTeBI TOPMOHH, XiHOJOHOBI
aHTHOIOTUKH, XJIOpaM(EHIKOJ, NpOOeHEeIUa, KyMapuHOBI AHTHKOATYJSHTH, MIKOHAa30J, (eHdiypamiH,
HNEeHTOKCU(UTIH (BUCOKI JI03M MapeHTepanbHO), (idpaty, TpurokBaiiH, iHriditopu AllD, daykonasomn,
(I1yOKCeTHH, aJUIOypPUHOJ, CUMIIATOIITUKH, UKIIO-, TPO- Ta 1ocdamiau.

[TocmabnenHs edexty 3HWUIKEHHS PIBHS TJIFOKO3UM B KPOBI Ta, BIAMOBITHO, 30UIBIICHHS I[LbOTO PIBHS MOXE
BiIOyBaTUCs, KOJMU XBOPHUI OJIHOYACHO MpHiIIMAaEe Taki JIKH: €CTPOTEHH Ta MPOTeCTareHu; CallypeTHUKH,
TiQ3UI0BI JIYPETHHHU; TPENapaTH, sSKi CTUMYIIOIOTH (DYHKIIIO HIMTOMOAIOHOI 3aJI03H, TIFOKOKOPTHKOIIH;
NoxiHi (heHOTia3uHy, XJIOPIPOMAa3HH; aJpeHATIH Ta CUMIIATOMIMETUKH; HIKOTMHOBA KHCIIOTa (BUCOKI JI03M)
Ta il OXi/HI; MPOHOCHI 3aco0u (JOBrOTpUBale 3aCTOCYBaHHS); (hDeHITOIH, N1a30KCHT; TIIOKAroH, 0apOiTypatu
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Ta piaMmilKH, aleTo30IaMil.
Awnrtaronictu  H2-peuentopiB, Oera-0nokatopu, KIOHIIMH Ta pE3EpHiH MOXYTh NPU3BOIUTH  SIK JO
HOTEHIIIaIi, TaK 170 mocnabaeHHs eeKTy 3HUKESHHS PIBHS IIIOKO3H B KpoBi. [1i BIUIMBOM CHMITATOJITHKIB,
TaKHuX sK OeTa-O0JIOKaTOpH, KIIOHIIMH, TyaHETH/IIH Ta PEe3epIliH, MPOSBU  aJAPEHEPTiYHOI 3BOPOTHOI peryIisiii
THOonTKeMii MOXYTh 3MEHIITYBAaTHCS a00 3HUKAaTU. B)XXUBaHHSA aJKOroMl0 MOXKE€ MOCHIIOBAaTH abo
10CJ1a0JII0BATH TIMOMIIKEMIUHY [0 rmMempI/my B Henepen6at{yBaHHH crociO.
['mimenipua 31aTeH K 30UTbLIYBAaTH, TaK 1 3MEHITYBAaTH BIUIMB MOX1THUX KyMapHHY.

YmoBu Ta TepMiH 30epiranHs. 30epiraTi B OpUriHaibHIN YIIakoBLI B HEIOCTYMHOMY JUIS JUTEH MicIi IpHU
temnepatypi He Bume 30 C (mns tabnerok 1o 2 wmr, 3 mr, 4 mr), mpu temmeparypi He Buiie 25 C (ms
TabJIETOK 10 6 MT).

Tepmin npuAaTHOCTI AJ1s1 TAOJAETOK MO 2 MT, 3 MT, 4 MI' - 3 POKH.

TepmiH MpUAATHOCTI 715t TAOJIETOK MO 6 MTI' - 2 POKH.

YMoBH Bianmycky. 3a peLenToMm.

YnakoBka. Tabierku 1o 2 mr, 3 Mr, 4 Mr, 6 Mr y KopoOiti, 1o MiCTUTh 2 Omictepu 1o 15 TabmeTok.
Bupoouuk. “Canodi-Asenric C.m.A.”, Itamis.

3asBHuk. “Canodi-Asentic Hoitunang ['M6X”, HimeuunHa.

Anpeca.

Bupobnuk. Strada Statale #17, Km 22, Stabilimento di Scoppito, I — 67019 Scoppito (L Aquilla), Italy.
Brnacuuk ToproBoi ninensii. Bruningstrasse, 50, D-65926 , Frankfurt am Main, Germany.
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