IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

Tantym Bepne®

®,

(Tantum Verde

Cknao:
ditoua pevyosuHa: 6eH3UOAMIHY TiTPOXIOPHUL;
1 mbOOSHUK MiCTUTE: OeH3UOAMIHY TimpoxyIopuay 3 MT (IO eKBiBaJIeHTHO 2,68 Mr 6eH3ugaMiHy);

donomidcHi peyoguHu: izoMansT (E 953); acnaptam (E 951); meBoMeHTOIT; KMUCIOTa IUMOHHA,
MOHOTifIpaT; apoOMaTU3aTOP JUMOHHUM; apOMaTH3aTOP M ATHUM; XiHONMiHOBUY KOBTUM (E 104);
inmurotun (E 132).

JlikapcbKa ¢popma. JIbOOTHUKH.

OcHosHi (i3uko-xiMiyHi 81acmusocmi: 3eeHi TbOASHUKY KBagpaTHOI ¢hopMu i3 3arnmubaeHHIM
IIoCcepearHi, 3 XapaKTEPHUM M’ STHO-TMMOHHUM CMaKOM; TbOOSHUKY He MTOBUHHI TPUMATHUCS
napadiHoBaHOrO anepy (g IaKyBaHHS y CTiKax).

dapMakoTepaneBTHYHA rpyna. 3aco0w, 110 BIUIMBAIOTh Ha PECIipaTOPHY cucTeMy. 3acobu, 1o
3aCTOCOBYIOThCSI IIPY 3aXBOPIOBaHHSX ropia. IHIII IpemnapaTH, 1[0 3aCTOCOBYIOTLCS MIPH
3aXBOPIOBAHHSAX ropna. beH3umamiH.

Kom ATX R02A X03.

®apmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

Kniniuyni mocmigkeHHS MOKa3yi0Th, 110 OeH3ugaMiH eheKTUBHUY IIPY JTiKyBaHHI MoApa3HIOBaIbHUX
IIPOLIEeCiB ¥ POTOBiY MOPOXKHUHI Ta riaoTui. KpiM Toro, 6eH3uagaMiH YHHUTH IOMipHY MiCIIEBY
aHeCTe3yHyuy [Iif.

Y 7-merHoMy 6araToeHTPOBOMY, PaHAOMi30BAHOMY, BITKPUTOMY, KOHTPOJIbOBaHOMY (a3u [V
MOCTiXKeHH] He MeHIIO0i e(eKTUBHOCTI MOPiBHANMM ePeKTUBHICTS i 6e3neky 0,3 % 0poMyKO3HOTO
cupeto 6eH3UgaMiHY TiIPOXJIOPUAY Ta JIbOASHUKIB, 10 MIiCTSATh 3 MI OeH3UaMiHy TigpOXI0pUny, y
363 mamienTiB i3 roctpuM 6oj1eM y Topii. OCHOBHOIO METOIO JOCiIXKeHHS OyI0 OIliHUTHI
eekTuBHiCTH OeH3KWOAMIHY TiIpoXI0pUAYy (B MiKapchKiil popMi cripero Ta NTHOOSHUKIB) OIS



moJierienHs 60110 B ropii yepes3 2 xBununau (T2) micis mpuiioMy pa3oBoil 103U (TbOASHUK 3 MT
npoTu 4 po3nuieHs OeH3upaminy) 3a mkanoo STRRS (7-6anbHa 11Kata OL[iHKY MOJIETIIEHHS 600 B
ropumi).

BTOpUHHOIO METO0 NOCTiXKEeHHs 0yJ10 OLiHUTH epeKTUBHICTh OeH3UaMiHy TigpoxIopuny (B
niKapchKil ¢hopMi cripero Ta TbOASHUKIB) [1s MMojIerineHHs 600 B ropii yepes 1 xpununy (T1) micns
BBEIeHHS OOHOPA30BOl 003U 3a gonoMoroo mkanu STRRS.

Cmocrepiranocs IprHaWMHi JIeTKe MmojerieHHs 0010 (oriHKa 3a mkano STRRS > 1) gepes 1
XBUJIMHY IIiCJIg ITIOBHOTO PO3YMHEHHS TbOOSHUKA (CepenHiil yac po3unHeHHsd 9,12 xBununan) y 87 %
TallieHTiB Ta Yyepe3 2 XxBUNUHY - V 91 % manienTis. [loMipHe moserineHHs 607110 (OI[iHKa 3a LIKaI0i0
STRRS > 3) cnocTepiranmocs yepe3 15 xBunuH y 6113pK0 83 % manienTiB. Takoxk crocTepiramocs
TIOKpAIlleHHST YTPYOHEHOT0 KOBTAHHS Ta 3MEHINEeHHs BiguyTTs HabpskiocTi. [TokpaleHHsS
YTPYAHEHOTO KOBTAHHS Ta 3MeHIIeHHs HaOPsKy ropa CIocTepiranocs yepes 5 XBUIKH MiCIIsT
IIOBHOTO PO3YMHEHHS JIbOISTHUKA (CepenHiil yac po3unHeHHs 9,12 XBUNMMHU) BiiIOBigHO Ha 22 % Ta
25 %, moka3HuKY 000X IUX IapaMeTpiB mocsranu 42 % yepes 2 rOOWHH.

[Tpodins Ge3mexu GeH3UAAMIHY MigTBEPOKEHO.
dapmakoKiHemuxka.

®akT abcopOiii yuepe3 cau30By 000JIOHKY POTOBOI MOPOKHUHY Ta TJIOTKH OYB JOBEOEHUM HASIBHICTIO
BHUMipIOBaHUX KibKOCTeM OeH3umaMiHy B m1a3mi KpoBi mogunu. [Ipubnu3Ho yepe3 2 TOOWHY Mics
IPUNOMY THOASHUKA 3 MI' MaKCHMabHa KOHIIeHTpallisg 6eH3ugaMiny B IJa3Mi KpoBi CTaHOBUTE 37,8
Hr/MI11, a 3HaYeHHsT AUC - 367 ur/mn*ron. OpHaK I1i KOHIIEHTpAaIlil 3aHa[TO HU3bKi, 11100 CIIPaBIISTH
CHUCTEMHi hapMaKooriuHi epekTu.

Exckpernis BinOyBa€eThCsl TOJIOBHUM YMHOM i3 cedelo, IepeBaxkHO y PopMi HeaKTUBHUX MeTa0O0IiTiB
ab0 KOH'IOTOBAHUX CIIOJIYK.

Byno nokasaHo, 110 IIpX MiCIleBOMY 3aCTOCyBaHHi Bif0yBaeThCa KyMyslisd OeH3uoaMiHy B
3alajieHuX TKaHWHAX, e JOCATaloThCsl e(eKTUBHI KOHIIEHTPallil 3aBAIKY K0T0 3MaTHOCTI IPOHUKATH
Kpi3b emniTesiajabHy BUCTLIKY.

KniniuyHi XxapaKTepHCTHKH.

ITokazanuns. CuMnToMaTU4He JIiKyBaHHS 00110, TOOpPa3HeHb i 3amaieHb POTOTJIOTKH.

IIpomunoka3aHHsi.

[TinBuIleHa YyTNUBICTH [0 [il040l PEYOBUHU a0 [0 iHIIKX KOMIIOHEHTIB JTiKapchKOro 3aco0y.

B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu é3aemoditi.

HocmimkeHHs B3aEMO/Iii He TPOBOIUIIHCS.



Oco06.1ue8ocmi 3acmocyeaHHsi.

He pekoMeHOyeTbCS 3aCTOCOBYBaTH O€H3UAaMiH IallieHTaM 3 TiepuyTIuBiCTIO 10
aleTHIICAJIIIAIIOBOI KMCIOTH a0 iHIMX HeCTePOigHUX IPOTU3anaabHuX npenapatis (HII3TII).

Y marienTis 3 6poHXiaTbHOI0 aCTMOI0, Y TOMY YHCJIi B aHaMHe3i, IperapaT MoXe CIIPOBOKYBaTH
BUHUKHEHHSs OpoHXocma3My. TakuM mallieHTaM JiKapchbKul 3acib CIIil 3aCTOCOBYBaTH 3
00epexkKHICTIO.

YV mesiKvX MaIlieHTiB BUPA3KU CJIM30BOI 000JIOHKK POTOTJIOTKYA MOXKYThH OyTH 3yMOBJIEHI CEPHO3HUMHU
IIATOJIOTiYHUMMU TIPOIlecaMu. Y 3B’SI3KY 3 LM TAI[iEHTH, Y SIKUX CHMIITOMH ITOCUIUINCS a0o He
3MEHIIUKCA IPOTAToM 3 OHIB ab0 y SKUX IiIBUILIUIACS TeMIepaTypa Tijla Ui BUHUKIIY iHII
CUMIITOMY, MalOTh 3BEPHYTUCS 3a KOHCYJIbTALi€I0 OO0 IiKaps (CTomMaTonora).

Lle#t nixapcbkuil 3acib MiCTUTE acliapTaM, IKUH € JXepesioM CUHTe3y deHinanaxiny. Bin moxe Oytu
Hebe3eYHUM [IJI MalliEHTIB 3 GeHINKeTOHYpi€0.

Lle#t mikapchbKu# 3acib MiCTUTh i30MasbT, TOMY He CIIifl 3aCTOCOBYBaTH MOTO MallieHTaM 3 PiAKiCHUMHI
CITaIKOBUMU 3aXBOPIOBAaHHSIMH, TTOB’I3aHUMU 3 HEIIEPEHOCUMICTIO PPYKTO3H.

Lle#t mikapchbKuy 3acib MiCTUTh apoMaTH3aTOP M'SITHUM, IKUU y CBOIO Yepry MiCTUTh O€H3UI0BUM
CIIUPT, UUTPOHENO0, D-TiMOHEH, eBreHO0JI, TepaHior, TiHaMI0o0J, Ki MOXKYyTh BUKIUKATH ajlepriuHi
peaxiiil.

Lle#t mikapcbkui 3acib MiCTUTh apoMaTH3aTOP TUMOHHUM, SKUU Y CBOIO YePTry MiCTUTh OEH3UIOBUH
CIIUPT, UUTPaIb, UUTPOHENOJ, D-NiMOHEH, repaHio, TiHano00J, sKi MOXKYyTb BUKJIUKATH ajlepPridyHi
peaktii. Takoxk OyTunboBanui rimpokcuanizon (E 320), 110 BXOOUTH [0 CKJIaAy TUMOHHOTO
apoMaTH3aTopa MOXKe CIIPUYMHUTYU MiCIeBi MIKipHi peakiril (Halmpukiiad, KOHTAaKTHUM IepMaTuT) abo
TTOIPa3HEHHS 04Yel Ta CIM30BUX 000JIOHOK.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
Barirsicte

Knixiuni maHi momo 3acTocyBaHHA JiKapchKoro 3acoby TanTyM Beppe®, TbOmsHUKHY, Tif 9ac
BariTHOCTI BifICYTHi.

Y TpeThOMYy TPUMECTPi BaTriTHOCTI CUCTEMHE 3aCTOCYBaHHS iHTi6iTOPiB MpoCTarjaHgUHCUHTETA3U
MOXKe CIIpUYUHUTU CePLIEBO-JIeTeHeBY Ta HUPKOBY TOKCUYHICTH Y Iyiofa. HanpukiHni BariTHOCTI
MOXKJIMBe NTOOBXKEHHS Yacy KPOBOTeUi K y MaTepi, Tak 1 B HOBOHaPOAKEHOr 0, a TAKOXK 3aTPUMKa
TIOYaTKY I10JIOT0BOI AisITBHOCTI.

HeBimomo, yu MOXkKe CHUCTEMHA €KCITO3UIlis JTiKapChKoro 3acoby TaHTyM Beppe®, NTbOOSHUKIB, SKa
BHMHUKAE TIiCJIST MiCIIeBOTO 3aCTOCYBaHHS, HETAaTUBHO BIJIMBATH Ha eMOPiOH/ILTif.

Y 3B’S13Ky 3 IUM JIbOOSHUKY TaHTYyM Beppe® He cnif 3aCTOCOBYBATH IIif] YaC BariTHOCTI, 3a BUHATKOM
BUIIQIKiB, KOJIX 3aCTOCYBAHHS BBaXKa€ThCS KIiHIYHO 0OI'PYHTOBaHUM. Y pa3si 3aCTOCyBaHHS [03a
IIOBUHHA OyTH SKOMOTa HUXKUOI0, a TPUBAIICTh JIiIKyBaHHS — MiHIMalbHOI.

T'ongyBaHHd TPYANI0



Hapa3si HeMa€ HanexKHUX JOCTYIHUX JaHUX IIOA0 3aCTOCYBaHHSA OeH3umaMiHy XKiHKaM, SKi TOTyI0Th
rpynno. 3MaTHICTh HBOTO 3aco0y MPOHUKATHU B IPYOHE MOJIOKO He BuBYasnacs. [laHi mocmimkeHb Ha
TBapUHaX HEIOCTATHI [ TOTO, 1100 3p0OUTH BUCHOBKHY IIIOM0 BIIJIUBY ITOT'0 3aC00y Ha JTaKTallilo.
BigcyTHi maHi Ipo NOTEHLIMHUY PU3UK V IIepiof rogyBaHHSA rpyanro. He ciig 3acTocoByBaTH
nmikapcbKu# 3acid TaHTyM Bepne® y Iepiof TogyBaHHS I'PYLIIO.

30amHicmb eniueamu Ha weudKicms peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHiamamu.

[Tpu 3acToCyBaHHI B peKOMEHOBAaHUX [[03aX JIiIKapChKUM 3acid He BIIMBa€ ab0 Ma€ He3HAYHUM
BIIJIUB Ha 3[IaTHICTh KEPYBATH TPAHCIIOPTHUMM 3acobaMu Ta MpallfoBaTH 3 MeXaHi3MaMH.

Cnocid 3acmocyeaHHss ma do3u.

JIbOOSHUKMY CJIif IOBUIBHO PO3CMOKTYBATU B POTL.

Ilopocni Ta miTé BiKOM Bifj 6 POKiB: 0 1 NHOASHUKY 3 pa3u Ha OEHb.
He crig mpoKOBTyBaTH NbOASHUKY. He Cilig po3:K0BYyBaTH JIbOOIHUKM.

Kypc nikyBaHHSI Ma€ He TIEPEBUIITYBATH 7 [IHIB.

Himu. Lo nikapcbKy (popMy 3aCTOCOBYIOTH OiTSIM BiKOM Bifl 6 POKiB.

IiTu BikoMm 6-11 pOKiB 3aCTOCOBYIOTH IIeY JTiKAapChKUY 3aci mim HArIsgoM TOPOCIUX.

Ilepedo3yeanHs.
He 6yno noBimomieHs MO0 Nepero3yBaHHs OeH3ugaMiHy IIpY MiCI[eBOMY 3aCTOCYBaHHI.

Opnnaxk BimoMmo, 1m0 6eH3uAaMiH IpU MOTPAIUISIHHI BCEpEeUHY Y BeNUKil [03i (1110 y coTHI pa3iB
IIepeBUIIYE MOXKIIUBI MO3H i€l miKapchKoi hopMu), 0COOIUBO V [iTel, MOXKe BUKIIUKATU 30yIKEeHHS,
Cy@OMH, TPEMOD, HYNOTY, MigBUIIEHY IITNUBICTE, aTakciio, 6/10BaHHS. Take rocTpe nepeno3yBaHHs
noTpebye HeralHOT0 MPOMKBaHHS IIJTyHKA, TIKyBaHHS BOIHO-€JIEKTPOJIITHUX ITOPYIIEHD Ta
CHMIITOMATUYHOTIO JIIKyBaHHS, afeKBaTHOI rigparartii.

Io6iuni peakuii.

HebaxaHi peakii KnacudikoBaHi 3a 4aCTOTOI0 BUHUKHEHHS TaKUM YMHOM: TyXkKe dacTo (= 1/10);
yacTo (Bim = 1/100 mo < 1/10); HewacTo (Bim = 1/1000 mo < 1/100); pigko (Big = 1/10 000 mo

< 1/1000); my=xe pigko (<1/10 000); yacToTa HeBigoMa (He Moxke OyTH OIliHEHa Ha OCHOBi OCTYITHUX
OAHUX).



3 6oxy mpasHoi cucmemu - pifKo: BiT4yTTs MEYiHHS B POTi, CYXiCTh ¥ POTi; YaCTOTa HEBimOMa:
rinecTesis pOTOBOL TOPOXKHUHM.

3 6oky iMyHHOI cucmemu - PimKoO: peakilis TinmepuyyTaAUBOCTI; YacTOTa HeBimoMa: aHadimakTUYHA
peaktis.

3 60Ky pecnipamopHoi cucmemu, 2py0HOI KAimKu ma cepedocmiHHA - TyXKe PidKo: TapHHTOCIIa3M.

3 60Ky wkipu ma nidwKipHOi KAiMKOBUHU - HeYaCTO: GOTOYYTIUBICTh; IyXkKe PigKo:
AQHTiIOHEBPOTHUYHMH HAOPSIK.

ITogidomaeHHs npo nido3prosaHi nobiuHi peakuii.

[ToBimomieHHS mpo Mo6iuHi peakilil micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HaAYEHHS.
Lle nae 3MOry IpOBOAUTHA MOHITOPUHT CHIiBBiIHOIIEHHS KOPUCThH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
niKapchbKOro 3acoby. MeguuyHuM Ta ¢apMalleBTUYHUM IIpalliBHUKAM, a TaKOX IallieHTam abo ix
3aKOHHUM IIpeCTaBHUKAM CJIif] TIOBiOMJISITH TIPO YCi BUITAAKHU Ii03PI0OBaHUX IMOOIYHUX Peakllii Ta
BificyTHOCTI e(peKTHUBHOCTI TiKapCchKOro 3aco0y yepe3 ABTOMaTH30BaHy iHGOpPMaIliliHy CUCTEMY 3

(dapMaKoHarnsaay 3a nocuiaHHAM: https://aisf.dec.gov.ua

Tepmin npudamuocmi. 4 Poxu.

YmMmoBH 30epiranns.

30epiraTu mpemnapar npu Temmeparypi He Buire 25°C. [IpenapaT HeoOXigHO 36epirat B
OpUTiHaIbHIM YIAaKOBII 7S 3aXUCTY Bifl BOJIOTH (OJ1s TaKyBaHHS y CTikax). 306epiratu y
He[OCTYIIHOMY [JIS OiTe’ MICLii.

YnakoBka. KoxXeH Tb0ISHMK 3aropHyTHi B napadidoBanuii mamip 3 HagnucoM “TANTUM VERDE®”,
10 nropsHMKIB POPMYIOTH CTiK, SIKUM 3aTOPHYTHN B 0OTOPTKY 3 MOJIieTUIeHY/anepy/anoMiHieBol
¢domnbru. [To 2 abo 3 CTiKM BMIIIyIOTh ¥ KQPTOHHY IIAYKy Pa30M 3 iHCTPYKI€I0 I MEOUYHOTO
3acTtocyBaHHS. AGo nrogsgHuKY yrnakoBaHi y [IBX/TIE/TIBIX-amoMinieBoMy OmicTtepi, mo 10
ThOASHUKIB Y 61ticTepi. ITo 2 abo 3 6ricTepu y KapTOHHIN maylli pa3oM 3 iHCTPYKII€IO AJIT MEAUYHOTO
3aCTOCYBaHHS.

Kareropis Bignycky. bes penenrTa.

BupooHuK

Azienpe Kimike PiyniTe Anxenini ®pangyecko A.K.P.A.®. C.ii.A. (BignoBiganbHNU 3a KOHTPOJIb SKOCTI
Ta BUIIYCK cepil);



IIII AT (BigmoBimanmbHUM 3a BUPOOHUIITBO HEPO3(acoBaHOI MPOAYKIIii, TEPBUHHE Ta BTOPUHHE
MaKyBaHHS).

Micine3HaxokKeHHsI BHPOOHHKA Ta aJpeca MicClsi MpPOBaIXKeHHsI HOr0 TisIbHOCTI
Bia Bekkio men ITiHokkio, 22 - 60131 AukoHa (AH), Itanis;

BauxogmTtpace 21, 5504, Otmap3iures, [lIBeiinapis.

3asiBHHUK

Aszienpe Kimike PiyniTe Auxkenini ®paHuecko A.K.P.A.®. C..A.

Micne3HaxomKeHHs 3asiBHHKa

Biane Amemnis, 70 - 00181 Pum (PM), Itamis.



