IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

BEP/TITIOH® 600 KAMCY A
(BERLITHION® 600 CAPSULES)

Cknag:

AitoYa peyoBmHa: TIOKTOBA KMC/O0Ta;

1 Kancynam’aKa MiCTUTb TIOKTOBOT KucnoTu 600 mr;

[OMOMI>KHI PEYOBUHW: TBEPANIA XXNP, TPUTMTILEPUAN CepeHbOro NaHLora;

060/10HKa Kancynn: copbiTy po3umH, Lo He Kpuctanisyetbes, 70 % (E 420); rniuepuH (85 %); xenatuH; TutaHy giokeug (E 171); kapmiHHWIA nak (E 120).

JlikapcbKa thopma. Karncynm m’ski.
OcHoBHI (hi3MKO-XIMiYHI BNaCTUBOCTI: M’AKa XenaTUHOBA MOLOBXEHa Karncy/ia poXKeBoro Ko/bopy, L0 MICTUTL YKOBTY MacTonogioHy macy.

dapmakoTepaneBTUYHa rpyna.
IHLWI 3ac06u, LLI0 BNIMBAKOTL HA CUCTEMY TpaB/ieHHSA Ta MeTabo/liuHi NpoLecy.
Kog ATX A16A XO0L1.

dapmMakosoriyHi BNacTmBOCTI.

PapmakognHamika.

TiokTOBa K1CNOTa — Lie NofibHa [0 BiTaMiHIB PeYOBMHA, KA YTBOPKETLCA B OPraHi3mi i BUKOHYE (DYHKLiHO KOPEPMEHTY NPY OKWUC/OB/IbHOMY LeKapOOKCUTYBaHHI
a-KeToKMcnoT. CrpnynHeHa LyKpoBUM LiabeToM rinepriikeMis NpU3BOAMTL A0 BIAKIAAAHHSA T/IFOKO3M HA MATPUYHUX NPOTETHAX KPOBOHOCHWX CYAWH Ta YTBOPEHHS
TaK 3BaHUX KiHUEBMX NPOAYKTIB MPOrpecytoyoro rniko3unoBaHHA. Lieid npouec npu3BoAnTb A0 3MEHLUEHHS eHOHEeBPa/lbHOrO KPOBOTOKY Ta €HOHeBPaslbHOI
rinokcii/ilemii, Wo nos’d3aHo 3 MiABULLEHNM YTBOPEHHSIM BiJlbHUX KUCHEBUX paAvKanis, fKi MOLIKOMLKYHOTb NepudepuyHi HepBu. TakoX 6yno Big3HavyeHo
36iJHEHHS Y NepuepnUHMX HepBax TaKoro aHTUOKCUAAHTY, SIK FNyTaTioH.

Y [ocnifpKeHHAX Ha Llypax TIOKTOBa KMCNOTa BNAMBaia Ha 6ioXiMiuHWIA Npouec, CNPUYUHEHWIA LYKPOBUM [iabeToM, AKuUIA ByB CNPOBOKOBaHWUIA CTPENTO30LMHOM,
1|0 3MeHLUYBaI0 YTBOPEHHS KiHLEBMX NPOAYKTIB MPOrpecytoyoro rniko3unBaHHS, NOKpallyBaio eHAOHeBpasibHUIA KPOBOTIK, NiABMULLYBano (i3ionoriyHniA BMICT
aHTMOKCUAAHTY TNYTaTiOHY, KW Aie B ypaKeHOMY fiabeTMYHUM MPoLecoM HepBi, NOAIGHO A0 Ail aHTMOKCUMAAHTY CTOCOBHO BiflbHUX KUCHEBUX pafgukaniB. Taki
edekT cBiguaTh MPO 34aTHICTb TIOKTOBOI KUCMOTW MOKpallyBaTh (PYHKLiHO nepudepuyHnX HepsiB. Lle CTOCYeTbCA CEHCOPHMX MOpyLUeHb Npu AiabeTuyHiin
noniHemponarii, Ki MOXYTb NPOSBAATUCA Y BUMNAAI AM3ECTe3iin i napecTesiid, TakMx, Hanpuknag, SK BiguyTTa neyiHHA, 6ifb, BiAYyTTA OHIMIHHS ab0 MOB3aHHS
MYpaLLIOK.

Y 1995 poui 6yno nposefeHO 6araToLeHTPOBe NaLebOKOHTPOIbOBaHE LOCNIIKEHHA eEeKTMBHOCTI 3aCTOCYBaHHS TIOKTOBOI KMCNOTWU A5 CUMMTOMATUYHOIO
NiKyBaHHS AiabeTUYHOT noniHeponarii, B AKOMY 6y/10 OTPUMAHO AaHi Npo CNpUATANBUIA BNMB TIOKTOBOI KMCNOTK Ha TaKi AOCNiAXyBaHi CUMMTOMU, SK BigvyTTs
neyiHHA, napecTesil, Bi4UyTTa OHIMIHHA Ta 6iflb.

PapmakoKiHe TuKa.

[icns nepopasibHOro 3aCcTOCYBaHHA TIOKTOBA KMC/OTa LUBMAKO abcopbyeTbes. Y pesynbTaTi 3HaYHOro npecucTeMHOro MeTaboniamy abcontoTHa 6i0f0CTyNHICTb



(NOPIBHAHO i3 BHYTPILUHLOBEHHUM BBELEHHAM) TIOKTOBOI KMUC/IOTH, L0 NPUAMAETLCA BCEPEAMHY, CTaHOBUTL NpM6an3HO 20 %. YHacnifoK WBUAKOro posnoginy y
TKaHWHax nepiof HaniBpo3nafgy TIOKTOBOI KWCMOTW Yy Nna3mi KPOBI CTaHOBMTb NPUO6/IM3HO 25 XBWAWMH. BifgHocHa 6i040CTYMHICTb TIOKTOBOI KWCMOTU Mpw
nepopasibHOMY 3aCTOCYBaHHI TBEPAMX NIKAPCbKUX (hOPM CTaHOBWTL NoHag 60 % nponopuiiHo 40 NUTHOMO Po34MHy. MakcumMasibHa KOHLUEHTpaLis y nnasmi KpoBi —
NpUGAN3HO 4 MKr/Mn — 6yna BUMIpsHa Npru6am3HO Yepe3 30 XBUAUH MiCNs NepopasibHOro 3actocyBaHHA 600 M TIOKTOBOI KACNOTU. B eKcnepumeHTax Ha TBapvHax
(Lwypw, cobakn) 3a 4ONOMOroH PafioakTUBHOI MITKM BAANOCS BUSBUTU NepeBaXkHe BMBeAEHHS HMpKamu (80 — 90 %), a came — y popmi MeTaboniTiB. Y NOANHN B
Ceyi TaKOX BUABNAETLCA NINLLE HE3HAYHA KiJIbKICTb BUBEAEHOT IHTAKTHOI pe4yoBUHW. bBioTpaHcgopmaLis BigbyBaeTbCs, FOIOBHUM YMHOM, 3@ PaxyHOK OKUC/HOBAHHSA
60K0BOro naHytora (B-okncneHHs) Ta/abo LWASXOM S-MeTUOBaHHA BIAMOBIAHMX TiONIB.

TIOKTOBa KMCNOTa B3aEMOZIE in Vitro 3 iIOHHUMK KOMMaekcamn MeTasniB (Hanpuknag 3 uyucniatuHom). TIOKTOBa KWUCoTa YTBOPHE BAXXKOPO3UMHHI KOMM/EKCHI
CMOJYKW 3 MOJIEKY/TAMU LIYKPY .

KniHiYHI XapaKTepUCTUKN.
lNoka3aHHS.
MapecTesii Npun giabeTUYHIN noniHeponarii.

MpOTUMNOKA3aHHS.
MigBuLIeHa YyTMBICTb 10 TIOKTOBOT KNCNOTY a60 A0 BY/1b-IKOF0iHLLIOr0 KOMMOHEHTa NliKapcbKoro 3aco6y.

B3aemogis 3 iHLUMMM NiKapCbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOZIN.

EEKTUBHICTb LIMCMINATUHY 3HUXKYETHCS MPY 0AHOYACHOMY NiKyBaHHi NlikapcbKnumM 3aco6om BepniTioH® 600 kancynu.

(Hanpuknag 3 Xxap4yoBMMU fob6aBKamu, LLLO MICTATb 3a/1i30, MarHii, 6o 3 MONOYHUMY NMPOLYKTaMU, OCKIfIbKM BOHW MICTATb KasibLiid). AKLLO 3aranbHy J060BY 403y
nikapcbKoro 3acoby BepniTion® 600 Kancynu 3acTocoByBaTy 3a 30 XBUMMH 10 CHifJaHKY, TO Xap4oBi 06aBKW, LU0 MICTATb 3a/1i30 Ta MarHiii, MoXKHa nNpuiiMaTii BAeHb
abo BBeyepi.

Mo)kiBe NOCUNEHHS T/IOKO303HMXKYBa/IbHOT AiT IHCYNiHY ab0 nepopanbHUX MNpoTUaiabeTMyHMX 3aco6iB, TOMY, 0CO6/MBO Ha MOYaTKOBIM CTafii NiKyBaHHA
TIOKTOBOK KMC/IOTOK), NOKa3aHWIA PeTeNbHUIA KOHTPO/b PiBHS [/IFOKO3M B KPOBI. 15 YHUKHEHHS CUMMTOMIB FiNOrnikeMii B OKPEMUX BUNaAKaxX MOXE BUHUKHYTH
HeOOXIAHICTb Y 3HVKEHHI 031 iHCYNiHY ab0 NepopanbHOro NpoTMAiabeTMUHOro 3acooy.

PerynsipHe BXXWBaHHA a/IKOT0/IbHUX HAroIB € 3HAYHUM (PAKTOPOM PU3UKY PO3BUTKY Ta NPOrpecyBaHHs KNiHIYHOI KapTUHM Helponartii i, TaKUM YMHOM, TaKOoX MOXe
MepeLlKoapKaT eIeKTUBHOCTI NliKyBaHHs NliKapcbKuM 3aco6oM BepniTion® 600 kancynu. Tomy nauieHTam 3 [AiabeTuyHOK MoniHeiponaTielo HacTiliHO
PEKOMEH/YETLCA BiAMOBUTMCA Bif MPUIAOMY a/IKOronto. Lie TaKoXX CTOCYETbLCA NepiojiB, KON Tepanisi He MPOBOANTLCS.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

C0N0OBHWI YMHHUK e(eKTUBHOIO NiKyBaHHA [fiabeTUyHOT noniHelponaTii — ONTUManbHa KOpPeKLis PiBHS LYKPY B KPOBI XBOPOro. Ha noyatky niKyBaHHA
noniHeponarii yepe3 pereHepauiiHi NPOLECH MOXNMBE KOPOTKOYACHE MOCUMNEHHS MapecTesiii 3 BiAUYyTTAM MOB3aHHA MypalloK. [pu 3acTocyBaHHI TiOKTOBOT
KMCNOTWN Yy XBOPUX Ha LYKPOBMIA fiabeT Heo6XiAHWI YacTUIA KOHTPO/Ib PIBHA T/1FOKO3M B KPOBI. B 0KpeMux BUnagkax HeobxifHO 3MEHLUMTY J03W NPOTUAIA0ETUYHNX
NiKapcbKMX 3aco6iB, 06 3ano6irT pO3BUTKY Trinornikemii.

BepniTion® 600 Kancynm MiCTUTb COpP6ITON, TOMY 1Or0 HE CAijJ, 3aCTOCOBYBATY XBOPUM i3 TakUM PiAKICHUM CMaJKOBKM 3aXBOPHOBAHHAM, K HenepeHOCUMICTb



(hpyKTO3M.
MoBigoOMNANOCL NMPO OAMH BUMAAOK ayTOIMYHHOro iHcyniHoBoro cuHapoMy (AIC) nig yac nikyBaHHA TIOKTOBOK KUC/OTOK. MauieHTV i3 MeBHMM FeHOTUMOM

BifHOCHO HLA (crucTema NtOACHKUX NENKoLMTapHUX aHTUreHiB), Hanpuknag anensmm HLA-DRB1*04:06 Ta HLA-DRB1*04:03, 6i/blu CXWUnbHi 40 po3suTky AlC
npy NikyBaHHI TIOKTOBOK Kucnototo. Anens HLA-DRB1*04:03 (cniBBigHOLWEHHS BiAHOCHO MOX/MBOI CXunbHOCTI A0 AIC — 1,6) nepeBaXXHO NMOLUMPEHWIA cepef
npeACTaBHUKIB €BPOMEOIAHOI pacu, Kpim TOro, po3noBctomkeHicTb Yy IMiBaeHHIN €Bponi 6inblia, HX Yy TiBHIYHIA. Anens HLA-DRB1*04:06 (cniBBigHOLLEHHS
BIJHOCHO MOX/IMBOT CxubHOCTI Jo AIC — 56,6) nepeBaxxHO NOLUMpeHWA cepef nauieHTiB AnoHii Ta Kopel. Cnig 6patu Lo yBarn MOX/MBICTb po3BUTKY AIC y
nauieHTIB, SKi 3aCTOCOBYHOTb TIOKTOBY KMCMOTY, NpY AUdepeHLiioBaHOMY fiarHo3i CNOHTaHHOI rinornikemii (aue. po3ain «Mo6iyHi peakLii»).

3acTocyBaHHA y nepiog BarimTHOCTI abo rogyBaHHsA rpyaato.

PepTUNbHICTb.

JocnifyKeHHS LWOA0 TOKCUYHOIO BM/IMBY Ha PENPOAYKTUBHY PYHKLIKO He BUABWMIO HIAKUX AOKA3IB BMANBY Ha (DepTUSILHICTb.

BariTHICTb.

BepniTioH® 600 Kancynm cnig 3acToCoBYBATU Nif, Yac BariTHOCTI NMLLE NiCNS PeTeNbHOT OLiHKM CMiBBiAHOLLEHHS KOPUCTL/PU3MK.

NakTauis.

[aHnX npo NPOHVMKHEHHS TIOKTOBOI KMUC/IOTK YK Ti MeTaboniTiB y rpygHe MOIOKO HeMae. HeobXiAHO MPUAHATY PilleHHSs LWOAO NPUMWUHEHHS TOAYBaHHSA rPYLAA Ym
MPUMNMHEHHS 3aCTOCYBaHHs NiKapcbKoro 3acoby bepniTion® 600 Kancynu i3 ypaxyBaHHAM KOPUCTI Bifj FOAyBaHHS rpyaato Ans AUTUHW Ta KOPWUCTI Big Tepanii ans
XIHKW.

30aTHICTb BNIMBATU Ha LUBMAKICTb peakLii Npy KepyBaHHI aBTOTPAHCNOPTOM abo iHLWINUMM MeXaHi3mamu.

IMig yac nikyBaHHSI HEOOXIAHO AOTPUMYBATUCA 06EPEXHOCTI MPU KepyBaHHI aBTOTPAHCNOPTOM, Po60Ti 3 IHWMMK MexaHi3MaMn abo 3aHATTI IHLWMMKW NOTEeHUiHO
Hebe3neYHMMM BUAaMM LisNIbHOCTI, WO BMMaratoTb MigBULLEHOT yBaru i LWBMAKOCTI NMCMXOMOTOPHUX peakuild, Yyepe3 MOX/MBICTb BUHUKHEHHSI TakKUX MOGIYHMX
peakLii, K rinornikemis, 3anaMopoYeHHs Ta NOPYLLEHHS 30pY.

Cnocib 3acTocyBaHHA Ta [03Mu.

Jopocni.

fosun

[o60oBa f03a CTaHOBUTL 1 Kancyny NikapcbKoro 3acoby BEpﬂiTiOHo 600 kancynu (Lo ekBiBaseHTHO 600 M TIOKTOBOI KUCNOTK), SIKY CAif NPUAMAaTK SK 0fHOPa30BY
[03y nNpr6an3Ho 3a 30 XBUIMH [0 NEepLLOro BXMBaHHA iXi. Mpy IHTEHCUMBHUX NapecTesifixX MOXHa PO3NoYnMHaTK NiKyBaHHSA i3 3aCTOCYBaHHAM iH(Y3iHOT Tepanii
TIOKTOBOHO KMC/IOTOHO.

Cnocib 3acTocyBaHHA

Kancynu nikapcbkoro 3acoby BepniTioH© 600 kancynu cnif npuitMaTi HaTlle, KOBTaHuM LMK Ta 3anvBatouu [OCTATHLOK KifbKICTIO PiavHM. OgHOYacHUiA
NPUIAOM Ki MOXKe YTPYAHIOBATM BCMOKTYBAaHHS, TOMY NalieHTam, A1 SKUX XapakTepHUA TPUBAIMA Yac CMOPOXKHEHHS LUIYHKA, 0COOAMBO BaXK/IMBO, W06
NniKapcbKuiA 3acib 3acToCOBYBaBCS 3a MIBrOAVMHN A0 CHifaHKy. OCKifnbKK AiabeTnyHa NoniHenponaTia € XPOHIYHMM 3aXBOPHOBaHHSAM, JOBrOTpMBaia Tepanis MoXe
Oy TV HeoOXiaHOH. OCHOBOO NiKyBaHHSA AiabeTUUYHOT NoniHenponartii € ONTUMaNbHWUIA AiabeTUYHWNIA KOHTPO/b.

aiTn.
BepniTioHO 600 Kancynv He NpU3HaYeHUIA 19 NiKyBaHHA AiTei Ta NigNiTKIB Yepes BiACYTHICTb AOCBIAY KNIHIUHOrO 3aCTOCYBaHHS.



NepenosyBaHHS.

Mpn nepeao3yBaHHI MOXYTb BUMHUKATW HyAOTa, 6/10BaHHS Ta rofoBHWIA 6inb. Micns BunagkoBoro npuiiomy abo npu cnpobi camory6cTsa i3 nepopasibHUM
3aCTOCyBaHHAM TIOKTOBOT KMC/OTK y go3ax Big 10 r go 40 r y kom6iHauil 3 a/ikorosieM Crnoctepiraincs 3HauHi iHTOKCUKaUiT, y AeAKnX BUMagkKax 3 fieTalbHUM
HacnigkoM. Ha noyaTKoBOMY eTani K/iHiYHa KapTuHa IHTOKCMKaLil MOXe MPosiBNATUCA MCMXOMOTOPHUM 36YMKEHHSM ab0 MOPYLUEHHSAM CBIZOMOCTI i 3a3BUYai
CYNPOBOMKYETLCS NOAANBLUNMM BUHUKHEHHSAM reHepanizoBaHUX CyOM Ta PO3BMTKOM fakToaumaosy. KpiMm uboro, K Hacnifkyv iHTOKCUKaLii BUCOKAMU [03aMU
TIOKTOBOT KMCNOTWU Gynv OnucaHi rinorfikemis, WOk, paégomionis, remonis, CUHAPOM AMCEMIHOBAHOMO BHYTPILIHLOCYAVNHHOIO 3ropTaHHSA KPOBI, MPUTHIYEHHS
AISNbHOCTI KICTKOBOIO MO3KY Ta NnoiopraHHa HeJoCTaTHICTb.

NikyBaHHs. HaBiTb NiLLie Npu Nigo3pi Ha CUbHY IHTOKCKKALLiHO NiKapcbKuM 3aco6om bepniTioH® 600 Kancynu (Hanpuknag npuitom noHag 10 kancyn no 600 Mr 41
Aaopocnunx abo aosv noHagd 50 Mr/Kr macy Tina gnsa AiTeld) nokasaHa HeraiHa rocnitanisauis Ta BXXUBaHHS 3ax0AiB BigNOBIAHO 40 3araflbHUX NPUHLMNIB NiKyBaHHS
OTPYEHb (HanpuKnag, iHAYKLis 6/110BaHHA, MPOMMBaHHSA LUYHKa, MPUIAOM aKTUBOBaHOI O BYTi/NA TOLLO). JTiKyBaHHA reHepanizoBaHUX Cy0M, NakToaumao3y Ta iHWnx
HacniAKiB IHTOKCKKaLT, L0 3arpOXyHOTb XXUTTHO, Mae Oy TV OPIEHTOBAHO Ha MPUHLMMM Cy4acHOT IHTEHCMBHOT Tepanii Ta NPOBOAUTUCA CUMNTOMATUYHO. Ha CbOroAHi
He NiATBEPAXKEHO A0LINBHOCTI 3aCTOCYBaHHA remogianisy, remonepysii abo MeToAiB (inbTpauil y pamkax JOpcoBaHOr0 BUBEAEHHS TIOKTOBOI KUC/IOTH.

Mo6iyHI peakuii.
[N oUiHKM YacToTK NOBIYHMX ABULL, BY/10 BUKOPUCTAHO TaKy Knacudgikauito:
Aayxe yacto: 3 1/10;

yacTo: 3 1/100 - < 1/10;
HeyacTo: 3 1/1000 - < 1/100;
pigKo: 3 1/10000 - < 1/1000;

AyXe pigko: < 1/10000;

HeBiOMO: HEMOX/IMBO OLIHNTY Ha OCHOBI HasABHUX JaHUX.

MMopyLUeHHS 3 6OKY iIMYHHOT CUCTEMMW.

Ly>Ke pifKo: anepriyHi peakLii, y TOMYy YMCAI LLKIPHI BUCMNAaHHSA, KPONUB’iHKa (YPTUKapPHI BUCUNaHHS), CBEPOIX, YTPYAHEHE ANXAHHS.
HeBifoMO: ayTOiMyHHWIA iHCYNIHOBUIA CUHAPOM (AMB. Po34in «Oco6/IMBOCTI 3aCTOCYBaHHSA»), EK3eMa.
MopyLUeHHs 06MiHY PeYOBUH Ta XKUBNEHHS.

[y>e pifKo: rinornikemis.

MopyLUeHHs 3 60Ky HEpPBOBOT CUCTEMMU.

YacTo: 3anamopoYeHHs.

[y>xe pigKo: aucressis, ronoBHWI 6ifb, rineprigpos.

MopyLUeHHs 3 6OKY opraHis 30py.

[y>xe pifiKo: NopyLLEHHS 30Dy .

MMopyLUeHHs 3 60Ky TPaBHOro TPaKTYy.

YacTo: HypoTa.

[y>xe pifiKo: 61t0BaHHS, raCTPOIHTECTUHAbHWUIA BiNb, fiapes.

3arasibHi posnaau.
[y>Xe pifKo: 3HMKEHHS PIBHA NHOKO3U B KPOBI, WO MOB’A3aHe i3 MOKPALLEeHHSAM 3aCBOEHHS T/IOKO3W. CMMNTOMM, MOAIGHI 4O rinornikemMiyHMX: 3anamMopOYeHHs,



MiTANBICTb, FONOBHWI Giflb Ta NOPYLLUEHHS 30pY.

MoBifoMNEHHS NPO Mifo3ptoBaHi NOGIYHI peakLil.

MMoBifOMMEHHA NPO NifO3proBaHi MOGIYHI peakuil nicns peecTpauii NiKapCbKOro 3acoby € BaxnveuMMW. Lle fae 3Mory npofoBXKyBaTW CMOCTEPEXEHHA 3a
CMNiBBIAHOLLEHHAM KOPUCTL/PU3NK NiKapcbkoro 3acoby. [0 npauiBHUKIB rasy3i OXOPOHW 3[40POB’A 3BEPTatOTbCA 3 MPOXaHHAM MOBIAOMAATM MNPO 6yab-AKi
nifo3ptoBaHi NOGIYHI peakLii.

TepMiH NpuaaTHOCTI.
3 POKMW.

YMoBW 36epiraHHs.
36epiratv Npu TemnepaTypi He BuLe 25 °C.
36epiratv y HeOCTYMHOMY AN AiTel MiCLi.

YnakoBKa.
15 kancyny 6nictepi; no 1 a6o no 2 6nicTepn y KapTOHHI KOPooLi;
10 kancyny 6nictepi; no 3 6icTepy y KapPTOHHI KOpooL,i.

KaTeropis Bignycky.
3a peuenTom.

Bupo6HMK.
BEP/TIH-XEMI AT.

Micue3HaxomkeHHS BUPOOHMKaA Ta agpeca MicLsi NPoBagKeHHS A0ro 4isiNIbHOCTI.
I"niHikep Ber 125, 12489 bepniH, HimeuunHa.



