AlM

YTBEPXKJEHO
IIpuxa3 MunucrepcTaa
3ApPaBOOXPaHeHUs] YKPaAUHbI
14.12.2015 Ne 853
PerucrpanmnonHoe y10cToBepenue
Ne UA/3550/01/01

WHCTPYKUUA
no MegULMHCKOMY NMPUMEHEHUIO JIeKapCTBEHHOro cpeacTsa

FENATODUT

Cocras:
oeticmsyiowjue eeujecmea: 1 ¢punprp-maker (1,5 r)
COZIEPIKUT CMECh JIEKAPCTBEHHOIO PACTHTEILHOIO

CBIPBSI:
(haconu CTBOPOK IIOZI0B

(Phaseoli fructus (sine semine)) .. ...... 180 mr,
O/lyBaH4YMKa JIEKAPCTBEHHOTO KOPHEH

(Taraxaci officinalis radix) . . .......... 180 mr,

GeccMepTHHKA TTECYaHOTO [BETKOB
(Helichrysi arenarii flos)
IIMIIOBHKKA TIIOI0B
(Rosae pseudo-fructus) ... ............ 180 mr,
KYKYPY3bl CTOJIONKOB C PbUIbLAMH

(Zeae maydis styli cum stigmatis) ... ... 165 wr,
HOroTkoB 1iBeTKoB (Calendulae flos) . . . . .. 165 wr,
rajieru JIeKapCTBEHHON TPaBbl

(Galegae herba) .................... 150 wr,
kpanuBbl nuctbeB (Urticae folium) . ... . .. 150 mr,
PacTOPOIILIH II0J0B

(Silybi mariani fructus) .............. 150 mr.

JlekapcTBennas ¢popma. Coop.

OcHogHble (u3uKo-XuMU4ecKue ceolcmed: CMech
KYCOUYKOB Pa3NYHONW (HOPMBI CEpOBATO-3EIEHOTO
L[BETa C KOPHYHEBATO-KPACHBIMH, KEITBIMH U Oe-
JIBIMH BKJIFOUSHUSIMH. 3arax MpUsTHBIN.

(I)apMaKOTepaneBTuquKaﬂ prl’ll’[a.

Cpez[c‘rBa, npnMeH;{eMme l'lpl/[ 3360HeBaHI/I${X rneye-
HHU U XKECJITYCBBIBOAALIIUX ﬂyTeﬁ.

Kox ATX A0S.

Dapmaxonozuueckue ceoicmad.
Dapmaroounamuxa.

T'EITATO®UT cnocoOcTByeT BOCCTAHOBIICHHUIO
KJIICTOK NIe4YeHH (TeraToUTOB), YIIy4lIaeT aHTUTOK-
CHYECKYIO (ByHKIUIO TTEUCHH, yCHINBACT JKEIIeO0T-
JIeTICHHE, CHIDKACT TOHYC SKeTYHOTO ITy3bIPST U Kell-
YEBBIBOJAIINX ITyTeH, MOBBIIIAET KOHICHTPAIHIO
XKEJYHBIX KUCJIOT M YMEHBIIAeT KOHILEHTPAIHIO
XOJIECTEepHHA. YMEPEHHO CHOCOOCTBYET CHIKCHHIO
YPOBHSI caxapa B KpOBH.

Kimnuyeckne XapaKTepHCTHKH.

Ilokazanus. B cocraBe KOMIUIEKCHOH Teparnuu 3a-
OoNeBaHUI MMEYCHH U IHKEMUCBBIBOMIMIMX IyTeH
(XpOHUYECKHUH I'eraThT, XPOHUYECKUI XOJICIUCTHUT,
XOJIAHTHT, IUCKUHE3US JKETUCBBIBOASIIMX Ty TEH MO
TUIMOTOHUYECKOMY THITY); B COCTABE KOMIIICKCHOI
TEpanuy caxapHoro nuadera.

IIpomusonoxazanus. AprepHanbHasi TUIICPTCH3US
III c1., 0OTypanOHHAs JKENTyXa, JKeTIHOKaMCHHAsT
0oJIe3Hb ¢ HajaMureM KaMHeill Oonee 10 MM B aua-
METpe, MOHWKEHHBI YpPOBEHb caxapa B KpOBH,
OCTpBIil BUPYCHBIH renarut, TpomMOoduedur, Imo-
BBILIIEHHAs] CBEPTHIBAEMOCTb KPOBM, OCTpbIE OT-
paBJIEHUs. PA3JIMYHOM ATHOJIOTMHU; TOBBILIEHHAS
YyBCTBUTEJIBHOCTh K KaKMM-ITHOO KOMIIOHEHTaM
mpenapara WiIM JpYyrMM pacTeHUsM cemelicTpa
actpoBbix (Compositae/Asteraceae).

Ocoovle mepovl He3onacnocmu. Cnenyer ¢ OCTO-
POXXHOCTBIO MPUMEHSTH OOJIBHBIM C SI3BEHHOIT 00-
JIC3HBIO JKENYAKa M JIBEHA/AATHICPCTHON KHIIKA
B CTQ/(¥ 0OOCTPEHHSI, UPPO30OM IICYCHH, OCTPHIM
TeNaTHTOM, OCTPBIM XOJICLHCTHTOM M OCTPBIM ITaH-
KPEaTUTOM; C XPOHHYECKHIM ITAHKPEaTHTOM WIIH JH-
TEPOKOJIUTOM B (paze 000CTpeHHsI.

Bzaumoodeiicmeue ¢ opyzumu nekapcmeeHHbIMU
cpeocmeamu u opyzue Guobl 63aUMOOeliCmEuil.
He ycranosieHo.

Ocobennocmu npumenenus.

Ipumenenue 6 nepuod bepemeHHoCHu UIU Kopmie-
Husl epyobio. JlaHHBIE OTHOCUTEIIBHO O€30IIaCHOCTH
1 3¢ (GEeKTUBHOCTH NIPUMEHEHHS IIperapara B IepH-
o 6epeMEHHOCTH HJIH KOPMIICHUS IPYABI0 OTCYT-
CTBYIOT, II09TOMY €r0 He CJIeAyeT Ha3Ha4yaTh B OTOT
TIEPUOJI.

Cnocobnocmb 61usAmb HA CKOPOCMb peakyuu npu
ynpasnenuy agmompancnopmom uni Opysumu me-
xanuzmamu. Ilpenapar He BIUsET Ha CHOCOOHOCTh
YIPaBIATH aBTOTPAHCIIOPTOM MU PaboTaTh ¢ Apy-
TMMH MEXaHU3MaMH, HO MAI[HEHTaM C CyLIECTBYIO-
IMUMU BECTUOYIAPHBIMH HApyIICHHUSIMU CIIEIyeT
COOIONATh OCTOPOJKHOCTD JIO BBISICHEHHS] HH/IHBH-
JlyallbHOH peakiuu.

Cnocod npumenenus u 003vl. 2 GUILTP-NaKeTa 3a-
JUTh 150 M KMITATKA, HACTOSTh B 3aKPBITON 1ocy/ie
B TeUeHHE 15 MUHYT.

B3pocnbiM 1 etsimM ¢ 7 €T NpUHUMAaTh B TEIUIOM
Buze no 150 mu 3a 20-30 mMuHyT 10 exbl 3 pasa
B CYTKH.

JUINTENbHOCTD TIPUMEHEHNS YCTaHABIMBACT BpPad.
OOBIYHO KypC JICUCHHUSI HE IMPEBBIACT 4 HE/EIb.
IIpr HEOOXOAMMOCTH IO HA3HAYCHHIO Bpada Kypc
JICYCHHS MOXKHO IIOBTOPHTb.

Jlemu. Ilpenapar IpOTUBOIIOKA3aH JETSIM 10 7 JIET.

Ilepedo3uposka. Bo3MOXHO ycUIeHHE MTPOSIBIECHUI
MOOOYHBIX peaKLUi.

Ilo6ounvie peaxyuu. llpernapar 0OBIYHO XOPOILIO
nepeHocuTest marueHtamu.  OfHAKO, yYHTBIBAS
MHOTOKOMITOHEHTHBIH COCTaB Mperapara, B OTACIb-
HBIX CIIydYasx, KaK HPaBUIIO, IPH MHANBULYaTbHOMN
TUMEPYyBCTBUTEIBHOCTH K KaKOMY-THOO KOMIIO-
HEHTY Ipernapara WM IIPH HapyIICHHH PEKOMEH-
JIOBAaHHOTO PEXHMa IpPHEMa BO3MOKHO PA3BUTHE
TaKHX HOOOUHBIX PeaKIHii:

€O CIMOPOHBL NUWEBAPUMETHOL CUCTEMb. TOIIHO-
Ta, PBOTA, AUCIIECTICUS, H3)KOTa, JISTKAsl THApes;

€O CMOPOHbL ObIXAMENbHOU CUCHEMbL: OJIBIIIKA;

€O CMOPOHbL MOUEBbIOETUMENbHOU CUCHIEMbL: YCH-
JICHUE JIYype3a;

€O CMOPOHbI KOJHCU: AIUIEPTUYECKHUE PEAKIIHH, B TOM
4HCIIC 3yJ1, THIICPEMHs], OTEK KOXKH;

Opyeue. yCUIICHUE CYIIECTBYIOIINX BECTUOYIIPHBIX
HapyIICHUH.

B ciiydae mosiBIeHHST KaKHX-TMOO HETaTHBHBIX pe-
aKIMH He0OX0AMMO 00OPATUTHCS K Bpady.

Cpok 200nocmu. 2 Toyia. He npuMeHSI T 0 Ciie OKOH-
YaHUsI CPOKA TOAHOCTH, YKa3aHHOTO Ha YITAaKOBKE.

YeaoBusi XxpaHenusi. B opuruHaibpHOH ymnakoBke
npu temmneparype He Bbiue 25 °C ¥ HEJOCTYyITHOM
JUISL IETe MecTe.

VYnakoska. [1o 1,5 r B ¢punsrp-naxere Ne 20.

Kareropust ornycka. bes peuenra.

Hpoussoautens. OO0 «HayuHO-TpOU3BOACTBEH-
Has (apmareBTdeckas kommnanus « M.

MecToHaxoxkIeHHEe NPOM3BOAUTENISA U €ro aapec
MeCTa OCYIECTBJICHUS JeATeJbHOCTH. YKpauHa,
61091, XapbkoBckast 0011, T. XapbKoOB, yiI. XapbKoB-
CKUX AUBU3NH, 20 TUT. «A-5».

Jlara nociegHero nepecmorpa. 14.12.2015.



AlM

3ATBEPIKEHO
Haxka3 MinictepcTBa
OXOPOHH 310pPOB’s1 YKpaiHu
14.12.2015 Ne 853
Peectpauiiine nocBinueHHst
Ne UA/3550/01/01

IHCTPYKLUIA
AN MeAUYHOro 3aCTOCYBaHHS JlikapCcbKOro 3acody

FTENATO®DIT

Cknao:

oiroui pevosunu: 1 Gpinsrp-naker (1,5 r) MicTUTB Cy-
MIII JTIKapChKOi POCIMHHOT CHPOBHHHU:

KBAacCOJIi CTYJIOK TIOJIB

(Phaseoli fructus (sine semine)) ........ 180 mr,
Ky/b0abu J1ikapchKOi KOPEeHiB
(Taraxaci officinalis radix) . .. ......... 180 wr,

LIMHMHY TiIIIAHOTO KBITOK
(Helichrysi arenarii flos)
LIUIIIAHA TUI01B
(Rosae pseudo-fructus) . . ............. 180 mr,
KyKYPY/3U CTOBITYHKIB 3 IPHAMOYKAMHU

(Zeae maydis styli cum stigmatis) ... ... 165 wr,
Harigok kBitok (Calendulae flos) ........ 165 wr,
raJIern JTiKapChKol TpaBn

(Galegae herba) . ................... 150 wr,
kponusu qucts (Urticae folium) . . ... . ... 150 wmr,
PO3TOPOITIII TJIOIIB

(Silybi mariani fructus) .............. 150 mr.

Jlikapcbka gopma. 30ip.

OcHOBHI i3UKO-XIMIUHI 61ACMUBOCHI: CYMITII IIMa-
TOYKIB Pi3HOI (OPMH CIpyBaTO-3€JICHOTO KOIBOPY
3 KOPUYHIOBATO-YEPBOHUMH, JKOBTHMH 1 OiTMMH
BKJIFOYEHHAMHU. 3anax NpHUeEMHUM.

dapmakoTepaneBTHYHA rpyna.

3acobw, 10 3aCTOCOBYIOTHCS MPH 3aXBOPIOBAHHSIX
MEYiHKU Ta )KOBYOBHUBITHUX IIIAXIB.

Kox ATX A05.

Dapmaxonoziuni enacmusocmi.
Dapmaroounamika.

T'EITATO®IT crpusie BiIHOBIEHHIO KIIITUH MEYiH-
KU (TeNaToLUTIB), MOMIMIIYe aHTUTOKCHYHY (DYHK-
L0 MEeYiHKU, MOCHIIIOE JKOBYOBUIUICHHS, 3HIKYE
TOHYC JKOBYHOTO MiXypa i JKOBYOBUBIJTHUX IILISIXIB,
ITIBHIIlY€ KOHIEHTPAIIIIO )KOBYHUX KHCIIOT 1 3MEH-
IIye KOHIEHTpaLiio Xosnecrepuny. [lomipHo cripusie
3HIDKCHHIO PIBHS LyKPY B KPOBI.

Kainiuni xapakrepucrukm.

Ilokazanns. Y ckiaji KOMIUIEKCHOI Tepartii 3aXBo-
PIOBaHb MEYIHKH Ta JKOBYOBHUBITHUX LUIAXIB (Xpo-
HIYHU TeTaTUT, XPOHIYHUN XOJCLHUCTHT, XOJIaHTIT,
JICKiHE3Is >KOBYOBMBIJIHMX IUIAXIiB 3a TillOTOHIY-
HUM THIIOM); Y CKJIa/li KOMIUIEKCHOI Tepamii IyKpo-
BOTO jiabery.

Ipomunokasanns. Aprepianpha rineprensis 111 ct.,
00TypariifHa )KOBTSAHUILIS, )KOBYHOKAM siHa XBOpoOa
3 HasABHICTIO KaMeHIiB Oimpmre 10 MM y miamerpi,
3HIDKEHUH PiBEHb IYKPY B KPOBi, TOCTPHI Bipyc-
HHUI Tenartut, TpoMOoduIeOiT, MmigBUIEHE 3rOpTaH-
HSl KPOBi, TOCTPI OTPY€EHHs Pi3HOI eTioynorii; mia-
BUIIEHA UYyTIUBICTE OO OyIb-SIKHX KOMIIOHEHTIB
npenapary abo iHIIUX POCIMH POJMHH alCTPOBUX
(Compositae/Asteraceae).

Ocoonuei 3axo0u 6e3neku. Ciin 3 00EpEKHICTIO 3a-
CTOCOBYBATH XBOPUM Ha BUPA3KOBY XBOPOOY IIUTYH-
Ka Ta JBaHAIUATHNAIOI KHUIIKH Yy cTauil 3arocr-
PEHHsI, P03 TIEUYIHKH, TOCTPU T'eIaTHT, TOCTPUI
XOJICLUCTHUT TA TOCTPUI MAHKPEATUT; HA XPOHIYHUI
[IAHKPEATUT a00 EHTEPOKOMIT y (ha3i 3aroCTPeHHsI.

B3aemooia 3 inwumu nikapcokumu 3acooamu ma
inwi 6uou é3aemodiit. He BCTaHOBIIEHO.

Ocoobnugocmi 3acmocy8anns.

3acmocysanns y nepioo eacimmuocmi abo 200ysan-
na epyooro. Jlani mono Oesnexu Ta eheKTHBHOCTI
3aCTOCYBaHHS Mpernapary y Mepiof BariTHOCTi abo
TOAyBaHHs TPYATIO BIACYTHI, TOMy HOro He ciin
[PHU3HAYATH Y il IIepioz.

30amuicmy enaueamu na weUOKICMb pearkyii npu
KePYBAHHI A8MOMPAHCROPMOM ab0 THWUMU Me-
xanizmamu. Ilpermapar He BIUIMBa€ Ha 3/1ATHICTb
KepyBaTH aBTOTPAHCIIOPTOM ab0 MpaIfoBaTH 3 iH-
IIMMH MEXaHI3MaMH, aJie TaLi€eHTaM 3 ICHYIOYHMHI
BeCTHOYISIPHIME HOPYLICHHSMH CIIiJ{ ZOTPUMYBa-
THCSI 00EPEKHOCTI JI0 3'CyBaHHS iHIMBIIyalbHOI
peaxuii.

Cnocio 3acmocysanna ma 003u. 2 (HinbTp-nakeT
3anut 150 M1 OKpoITy, HACTOATH Y 3aKPUTOMY IO-
cyni npotsrom 15 XBuiMH.

JlopociuM Ta IiTSM BikoM Bij 7 pOKiB IpHiiMarH
y Teromy Bursiai mo 150 mut 3a 20-30 XBHIHH 10
imu 3 pasu Ha 100y.

TpuBaiicTh 3aCTOCYBaHHs BH3HAYa€ Jikap. 3a3BH-
4aif Kypc JTiKyBaHHS He mepeBuinye 4 TxHis. [Ipu
HEeOOXiJHOCTI 32 MPH3HAYCHHSM JHKapsi Kype JKy-
BaHHS MOXKHA [TOBTOPUTH.

Jlimu. Tlpenapar npoTUIIOKa3aHUH AIiTSAM BIKOM 0
7 poKiB.

Iepedosysannsn. MoxinBe 10CHICHHS IPOSIBIB MO-
OIUHMX peaKIii.

Ilo6iuni peaxuyii. Tlpenapar 3a3Bu4ail no0pe re-
peHocuThesl manieHTamu. OpHAK, BpaxoByrodd Oa-
TaTOKOMIIOHCHTHHMI CKJIaJ Ipernapary, B OKPeMHX
BUITA/IKAX, SIK IPABHJIO, IIPH 1HMBITyalbHIH rinep-
Yy TIMBOCTI JI0 OyAb-SKOr0 KOMIIOHEHTA Mperapary
a00 mpu MOpYIICHHI PEKOMEHIOBAHOIO DPEKHMY
MPUAOMY MOXJIMBHH PO3BUTOK TaKHX MMOOIYHUX
peaxuiii:

3 60Ky mpaeHoi cucmemu: HynoTa, OJIIOBaHHS, THC-
TIeTICis], Tedis, JIeTKa aiapes;

3 OOKY OuUXanbHOI cucmemu: 3aIUIIKa;

3 00Ky ceuo8uUOLIbHOI cucmemu. TIOCUIICHHS 1lype3y;
3 OOKy wiKipu: aNepriuHi peakuii, y ToMy 4ucii
cBepOiXk, rinepemisi, HaOPSK LIKipH;
inwii: TIOCWICHHS  1CHYIOYHX
HOPYIICHB.

VY Bumajaky mosiBH Oyab-SKNX HETAaTHBHUX PEaKIlii
HEOOXiJHO 3BEPHYTHCS JI0 JIKapsI.

BECTUOYISIPHUX

Tepmin npuoamnocmi. 2 poxu. He 3acrocoByBaru
ITicyIs 3aBepIICHHS TEPMiHY NIPUIATHOCTI, 3a3Hade-
HOT'O Ha yMaKOBIIi.

‘YMmoBu 36epiranusi. B opurinaneHiil ynakosui npu
Temreparypi He Buiie 25 °C Ta HeZOCTYITHOMY JUIS
JiTel MicIi.

Ynakoska. ITo 1,5 vy dinsrp-nmakeri Ne 20.

Kareropis Biamycky. be3 peuenra.

Bupoonuk. TOB «Haykoso-BrpoGHi4a papmares-
TU4YHA KommaHis «EVM».

Micue3Haxo/:keHHs BUPOOHUKA Ta Horo ajapeca
Micus NpoBa/KeHHs AislibHOCTI. YKpaiHa, 61091,
XapkiBcbka 0011., M. XapkiB, Byll. XapKiBCbKUX JTH-
Bi3ii, 20 IIiT. «A-5».

Jara ocranuboro neperusiay. 14.12.2015.



