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IHCTPYKIIA
AJIS1 MEAUYHOI0 32CTOCYBAHHS JIIKAPCHKOI0 3ac00y

BPOHXOCTOII® CUPOII

Cknao:

Oiroui pewosunu: TAM’ sIHY TpaBH eKkcTpakT cyxuil (Thymi herba extractum siccum), pinkuii ekcTpakT
anrteitHoro xkopens (Althaea radicis extractum fluidum);

15 M cupony mictarts: 0,12 r TUM siHY TpaBu eKkcTpakTy cyxoro (Thymi herba extractum siccum)
(7-13:1) (excrparent: Bona), 0,83 r pimkoro excrpakty anteiiHoro kopens (Althaea radicis extractum
fluidum) (1 : 13) (excTparent: Bojaa);

O00NoOMIidICHI  peyosunu: CIK MaluHU (MICTUTh caxapo3y, TIJIIOKO3y Ta (pYyKTO3y); KCHIIT;
MaJIbTOJICKCTPUH; aKallisl; KCAHTaHOBA KaMeJlb; KUCIIOTa IMMOHHA, MOHOTiApaT; meTuimnapadeH (E 218);
nponimapaden (E 216); apomatuzaTop ManuHH (MICTHUTHh NPOMUICHINIKONb); riinepun (E 422);
caxapuH Hatpito (E 954); HeorecniepuinHy AUTiAPOXATBKOH; BOJa OYMIIICHA.

Jlikapcbka ¢opma. Cupor.
Ocnogni isuxo-ximiuni enacmugocmi. B’g43Ka, KOpUYHEBA pIUHA 13 XapaKTEPHUM 3allaxoM (TUM SHY),
JOMYCKA€THCS (PIIOKYJISALIS, IPELUMTITALS 1 TOMYTHIHHS.

dapmakoTepaneBTHYHA rpyna.
Kom0OinoBaHi npemnapaty, 1110 3aCTOCOBYIOTHCA Y pa3i KaILTIO Ta 3aCTyAHUX 3aXBOPIOBAHb.
Koxg ATX RO5C Al0.

Dapmakonoziuni e1acmueocmi.

Dapmarxoounamixa.

PociuHHI KOMMOHEHTH (TpaBa THM’SIHY Ta alTEHHHUI KOPIiHB) JKApChbKOTrO 3aco0y Halekarh 0
TpaJAuLIHHUX POCIMHHUX MpenapaTiB, IO 3aCTOCOBYIOTHCS SIK BiIXapKyBajbHI 3acO0M IpH Kallli,
OB ’13aHOMY 13 3aCTYZOI0, IEpeBaKHO MpHU AOBroTpuBaiiii tepamnii. E¢ipai omii 1 ¢paBoHOinN TpaBu
TUM’SIHY YUHSTh OpOHXONITUYHY, CEKPETONITUYHY Ta aHTUOAKTEpIadbHYy 110, 1 CIPUSIOTH IIBUIKOMY
PO3PIIPKEHHIO MOKPOTHHHS, II0 HAaKONMYWIOCh Y JUXaJIbHUX MUIAXaX, 3MEHLIYIOTh Kalllelb,
MOJIETIIYIOTh TUXaHHSI.

Jlo ckiaay aaTedHOro KOpeHs BXOJATh IMOJIicaXapuau, Ki YHHAThH [TOM SKIIYBaJIbHY, IPOTH3ANAIbHY
Ta OOBOJIIKAIOYY JiI0 1 3aCTOCOBYIOTHCS SIK 3aCOOM JIIKYBaHHS 3alajbHUX 3aXBOPIOBAHb JUXAJIbHUX
IISXIB.

HatypanbHa ocHoBa (kaMmenp) Clpusie MOBUIBHOMY BHUBUIBHEHHIO JiI0YOi PEUYOBHHH, 11O 3yMOBIIIOE
MIOCTYTIOBE 3YNUHEHHSI BUJICHHS CEKPETy CIM30BUMHU OOOJIOHKAMH, 3aBASKH YOMY 3MEHIIYETHCS
MOJIPa3HEHHS CIU30BUX OOOJOHOK 1 3yHMHUHsEThCS Kamenb. IIIBUAKO 1 MpOTAroM TpPUBAJIOro 4acy
3aXHUINAE PEIETITOPU CIM30BOT OOOJIOHKH TUXATHHUX MUISXIB BiJl TOJAPAa3HEHHS.
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Dapmaxokinemuxa.

@d1aBOHOIIM TPaBU TUM SIHY (aIlireHiH, JJIOTEOJIH) PO3IICIUIIOIOTHCS KHUIIIKOBOKO MiKpohI0poIo 1 Jo0pe
BCMOKTYIOThCS. BUBOJISITECS 3 OpraHi3My MEPEeBaXHO i3 CEYEI0 Y HE3MIHEHOMY BUIUIAI a00 y BUIJIsI
MeTaboMiITIB.

KuiniuHi XapakTepucTHKH.
Iloka3zanns.
e (CumMrIrroMaTuyHe JIiKyBaHHSI 3alaJIbHUX 3aXBOPIOBAHb ANXaJIbHUX H_IJISIXiB, 11 (0]
CYNPOBO/IKYIOThCS KalllJIeM Ta YTPYIHEHUM BUAUIEHHSM I'YCTOTO MOKPOTHHHS.
e [lonermenHs cyxoro Kamuio.

Ilpomunokazanns.

- [ligBuIeHa yyTIMBICTh 10 KOMIIOHEHTIB JIIKAPCHKOTO 3ac00y a00 1HIIUX POCIUH POIUHH I'yOOLBITHX
(Lamiaceae), a Takok 4y TJIMBICTD JIO CEJIEPH Ta MIJIKY Oepe3n (MOXKIIMBA MepeXpecHa peaKiris);

- MPOTHUIIOKA3aHO JITSIM i3 TOCTPUM CTEHO3YIOUUM JIAPUHTOTPAXeiTOM B aHAMHE31;

- IUTSYUH BIK 710 2 POKIB.

B3aemooia 3 inwumu nikapcoKumu 3acobamu ma inuwii 6UOU 83a€MOOI.

JlocimipKeHHsT B3a€EMOJIi1 HE TIPOBOHITUCH.

He pekoMeHngyeThCsl 3aCTOCOBYBATH OJHOYACHO 3 MPOTUKALLUILOBUMU 3ac00aMu (HApUKIa,
KO/IETHOM) — OCKIJIbKH MOYJINBE CKYITYCHHS MOKPOTHUHHS B TUXAJIbHUX MUIAXAX.

Ocobnueocmi 3acmocyeanns.

SIKmo mij yac JiKyBaHHS IpenapaToM IOTIPIIYEThCS CUMITOMATHKA Ta/abo 3’SBIIAIOTHCS 3a]UIIKa,
MiABUILEHHS TEMIIEPAaTypH Tila, THifHE MOKPOTHHHS, HEOOXiIHO MPOKOHCYJIBTYBAaTHCS 3 JIKApEM.
SIK10 mpoTAToM 5 THIB CUMIITOMAaTHKA 30epiraeThesi, HEOOX1THO MPOKOHCYIBTYBATHCS 3 JIIKAPEM.
TpuBanuii uu penuIMBHUN Kallleb y JITSH BIKOM BiJ 2 10 4 pOKiB BUMAara€ MeIMYHOTO JIarHOCTYBaHHS
nepe JiKyBaHHSM.

Jlikapcekuii 3acid mictuth Metuinapader (E 218) ta nponinnapaben (E 216), mo Moxe COpUYUHUTH
aJleprivHi peakuii (MOXIJINBO, YIIOBUIbHEHI).

Cik ManuHU, 10 BXOJUTH J0 CKJIaay JIKApChKOTo 3ac00y, MICTUTh caxapo3y, TIoKo3y Ta GpYyKTO3y
(3aranpHa KinmbKicTh 1ykpiB 131 mr Ha mo3y (15 mu)). Skimo y Bac BcTaHOBIEHA HEMEPEHOCHMICTh
JEsIKUX IYKpPiB, IPOKOHCYJIbTYHTECA 3 JIIKapeM, Mepll HiX NpuiMaTH e Jikapcbkuii 3aci6. [Tanienram
31 CIaJIKOBOIO HETIEPEHOCUMICTIO (PPYKTO3H HE CIiJl MPUMMAaTH JaHUM JiKapchbKui 3aci0.

Heo06xigHO BpaxoByBaTH aJUTHBHY [0 OJJHOYACHO 3aCTOCOBYBaHMX 3acO00iB, IO MICTATh (PYKTO3Y
(abo copOiT), 1 JiETHUHE BXXUBaHHS PpyKTO3H (200 copOiITy).

Jlikapchkwii 3aci6 MicTuTh 70 38,9 Mr mpormineHraikomo Ha 103y (15 mo).

BPOHXOCTOIT® CUPOII MicTuTh MeHIIe Hix 1 MMonb HaTpiro (23 MT) Ha 103y 15 M, TO6TO MOXKHA
BBaXKaTH, 1110 JIIKAPChKUI 3aC10 HE MICTUTh HATPIIO.

BcMokTyBaHHS JIIKapchbKUX 3ac001B, SIKI MPUUMAIOTHCS OJHOYACHO, MOXE CIOBUIbHIOBAaTUCS. Tomy
BPOHXOCTOIT® CHPOII He peKOMEHIyeThCS MPHIMATH BIPOAOBK Y2—1 roammm 10 abo micis
NpUAOMY 1HIIUX JTIKapChKUX 3ac00IB.

[Ticas BUKOpUCTaHHS MPOIYKTIB, 110 MICTATh 4eOpeub (TUM’SIH), CIOCTEpIiraiucs piAKICHI BUMAIKH
peaKIiif rinepuyTauBOCTi, 30KpeMa BaXKKl peakilii 3 aHrOHEBPOTUYHHUM HAOPSKOM, 33aTUILKOI0 Ta
IIOKOM, KI MOXKYTh MOTpeOyBaTH HEBiAKJIAaAHOI nonoMoru. Ilpu mepmmx o3Hakax rinepyyTIUBOCTI
JIKYBaHHS CJIiJl TPUMUHUATH (TUB. po3ain «[1o01uHi peakirii»).

[TamienTn 3 acTMor0 abo anepriyHUMH peakiisiMU B aHaMHE31 MaloTh MIJBUILEHUN PU3HUK PO3BUTKY
peakIiif rinepuyyTIuBOCTI, SIKI TAKOXK MOXYTh OyTH TSDKKMMHU (nuB. po3ain «IloOivni peakmii»). Taki
MAIlE€HTH TOBUHHI MPOKOHCYJIBTYBATUCS 3 JIIKApEM Iepe/l BUKOPUCTAHHSIM LIbOT0 JIIKApChKOTro 3ac00y.
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3acmocyeanns y nepioo eazimumocmi abo 200y8aHHsL 2pyO0k0.

Besneka 3acrocyBaHHS TiKapChKOTO 3aC00Y y IIepio/1 BariTHOCTI Ta TO{yBaHHS IPYAJII0 HE BCTAHOBIICHA,
TOMY HE PEKOMEH/IOBaHE 3aCTOCYBAHHS B IIi MEPiOJIH.

Ja#i mo10 GepTUIbHOCTI BiACYTHI.

30amuicms énausamu Ha WBUOKICMb Pearyii npu KepysanHi agmompancnopmom abo iHuumu
Mexarnizmamu.
He BcranosiieHa.

Cnocio 3acmocysannus ma 003u.

JlopociuM Ta IiTsaM BikoM Bix 12 pokiB — 15 mit koxHi 3—4 ronunu (4—6 pa3ziB Ha 100y, MaKCUMaJlbHA
no6osa no3a — 90 mu);

miTsM BikoM Bix 4 mo 12 pokiB — 7,5 mut koxH1 3—4 rogunu (4—6 pasiB Ha 100y, MakcuMaibHa 1000Ba
no3a — 45 mn);

TITSM BIKOM Bif 2 10 4 pOKIB — MIC/IsI KOHCYJBTAIIT 3 JlikapeM — 7,5 M kKoxHi 3—4 rogunu (4—6 pasis
Ha 100y, MaKCHMMaibHa 1000Ba 1032 — 45 Mi).

MipHWUii CTaKaHYHK, KA 3HAXOAUTHCS y KOPOOIIi, 3a0e31edye 3pydHe 3aCTOCYBaHHS Ta OiIBIII TOYHE
JI03yBaHHS BIAMOBITHO IO PEKOMEHI0OBaHOI JJO3H.

TpuBanicTh NiKyBaHHS HE TOBHHHA TIEPEBHINYBATH 5 IHIB, MOKIUBICTh MOAAIBIIOTO 3aCTOCYBAaHHS
BHU3HAUYAETHCS JIIKAPEM.

I[Ipu HeobxigrOCcTi BPOHXOCTOIT® CUPOIT MOXHA 3aCTOCOBYBATH TIiCiIs PO3BECHHS Y BOJI 460 y
TEIUIOMY 4Yai.

Himu.
3acTocyBaTH JIiTSIM BiJ] 2 POKiB.
He 3acTocoByBaTH 1iTM BiKOM JI0 2 POKIB Yepe3 BIACYTHICTH JIaHUX.

Ilepedo3ysanns.
CumritomMu: Hy10Ta, OJFOBaHHS, TOJIOBHUM OUTb. JIikyBaHHS: BiIMiHA ITpemapaTy, MPOMHUBAHHS ITUTYHKY.
[Tpu BUMaiKoBOMY Tepe103yBaHH1 ClIiJl 3B€PHYTHUCS J0 JiKaps.

Ho6iuni peakuii.

3BesieHa TabauI NOOIYHUX PeaKIlii

VY Tabnuui 1 HaBegeHo MOOIUHI peakllii, Mo AKi MOBIIOMIISUIOCS MTPH 3aCTOCYBaHHI JTIKapChKOTO
3ac00y 3 MOCTMapKETHHTOBOTO JIOCBITY.

ITo014Hi peakmii mepepaxoBaHi 3a CHCTEMAaMM OPraHiB Ta YaCTOTOK 3 BUKOPHUCTAHHIM HACTYITHAX

YMOB!:
Tyse qacto (>1/10), gacto (>1/100, <1/10), mewacto (>1/1000, <1/100), piaxo (=1/10 000, <1/1000),

nyxe pigko ( <1/10 000), HeBiZOMO (HEMOXKIIMBO OLIHUTH 32 HASIBHUMH JIaHUMHU ).

Tabnuus 1
Cucremu oprasis 3T1JIHO 3 [To61uH1 peakii Yacrora
MedDRA [Menuunuit
CJIOBHUK JUJISI
PEryJISATOPHOI isUTHHOCTI]
[Topymienns 3 60Ky AHadinakTuyHa peaxiis, TnepuyTIuBIiCTh He Bizomo
IMYHHOI cucTeMu (BKJIOYAIOUM aHT1OHEBPOTUYHUIN HAOPSK, 3aJUILIKY
Ta IO0K) (uB. po31ia «OcoOIMBOCTI 3aCTOCYBAHHSDY)




[opymenns 3 60Ky Hynora, GimroBanHs, aiapes, abJOMiHAIbHUN He Binomo

[IUTYHKOBO-KHUIITKOBOT nruckoM@opT, OUTb Yy )KHBOTI, IITYHKOBO-KHIITKOBI
CUCTEMH po3naau
[Topymenns 3 60oky mkipu | Bucun, kporus’stHKa, cBepO1XK He Bimomo

Ta MAMKIPHUX TKAHUH

[To61uHi peakiiii, BU3HAUYEH] K IIOPYIICHHS 3 OOKY IITyHKOBO-KUIIKOBOI CHCTEMM» Ta «IOPYIICHHS 3
OOKy LIKIpH Ta MiJIMIKIPHUX TKAHHH» TAaK0)K MOXKYTh BUHHKATH K CUMIITOMH TiII€PUyTIUBOCTI.
VY pa3i nosiBu Oyab-sIKUX HEOKAHUX PEAKIId CIIiJ] MPUITMHUTH JIIKYBaHHS Ta 3BEPHYTHUCS 10 JIKaps.

[ToBiToMIIEHHS TIPO MiI03PIOBaH1 NOOIYHI peaKiii

[ToBimomMieHHS mpo MOOIUHI peakIii mcis peecTpaiii JiKapchKoro 3aco0y Mae Benuke 3Ha4eHHS. Lle
Ja€ 3MOTY TIPOBOJWUTH MOHITOPHHI CIIiBBIJIHOIICHHS KOPHUCTH/PU3UK TIPH 3aCTOCYBaHHI IIHOTO
JKapChKOTO 3aco0y. MenuuauM Ta (hapMarieBTUYHUM TIpalliBHUKAM, a TAaKOX MHarlieHTaMm abo iXHiM
3aKOHHUM TMPEACTaBHUKAM CIIiJI MOBIIOMJISATH PO BHUMAIKH ITiI03PIOBAHUX MOOIYHUX pEaKIlid Ta
BiJICYTHOCTI €(peKTHBHOCTI JTiKapCchKoro 3aco0y 1o [epxkaBHoro ekcriepTHoro 1ieHTpy MO3 Ykpainu 3a
nocuianusaM: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi.
3 poxu.
[Ticns mepioro BiAKpUTTS 30epiratu 4 THXHI.

YmoBH 30epiranus.

30epiratu ipu Temmeparypi He Butie 25 °C. 30epiratv y HeJOCTYITHOMY JIJIS NIT€H MICITi.

30epiratd B OpUTiHANBHIN YMAaKOBLI IS 3aXUCTY BMICTY BiJ cBiTia. [licis BUKOpHUCTaHHS IIUIBHO
3aKpUTH (DIAKOH.

YnakoBka.
®dnakoH 3 KOPUYHEBOTO ckiia 1o 120 M y KapTOHHI# KOpoO1li y KOMILIEKTI 3 MIDHUM CTaKaHUHUKOM.

Kareropis Binnmycky.
bes penenra.

Bupoonuk.
Kgizga ®apma I'm6X.

Micue3Haxoa:keHHs1 BAPOOHMKA Ta HOro agpeca Micusi IPOBA’KeHHS AislIbHOCTI.
Eddinrepracce 21, 1160 Binenb, ABcTpis.

JlaTa ocTaHHbOro neperasay 26.01.2024.



