SATBEPJIDKEHO
Haxa3z MinicrepcTsa oxopoHu
3a0poB’s Ykpaian
01.08.2018 Ne 1422
Peecrpaniiine noceiTaenHs
Ne UA/8082/01/02

3MIHN BHECEHO
Haxka3 MinictepcTBa oxopoHn
3n0poB's YKpainu
oy 205/Ne AFLG

THCTPYKUIA
JJISI METHIHOIO 32CTOCYBAHHSA JIKAPCHKOT0 32C00y

®JIFOJITEK
(FLUDITEC)

Cknao:

Oitoua pevosuna: xapbomucrein (carbocisteine);

1 M1 cupony 5% micturs 50 Mr KapGonucTEiRy;

oonomioicHi pevosunu: THiNEpHH, MeTunmaparigpoxcubemsoar (E 218), caxaposa, OapBHEK
opamxeBo-xoBTHd S (E 110), Gapeux mnareHtoBanmit cuuiii V (E 131), apomarmsarop
KapaMeJeBUH, HaTPiIO TIAPOKCU, BOJIA OUHIIEHA.

Jixapeska dopma. Cupor.
Ocnosni pizuxo-ximiuni eracmueocmi: Tpo3opa pilEHa GIiI0-3€I€HOT0 KOJBOPY 3 KOPHUHEBHUM
BIATIHKOM i3 3aI1aXoM Kapamelr.

dapMmakoTepaneBTHYHA rPyma.
3aco0m, fKi 3aCTOCOBYIOTH NPH Kanuli Ta 3acTyJHUX 3aXBOPIOBaHHAX. MyKOIITHYHI 3aco6m.
KapOouucrein. Kog ATX R0O5C B03.

DapmaKono2iuHi e1acmueocmi,
Dapmarxoounamika.
Kapbonucrein BnnmBac Ha reneBy a3y ciamsy IWXIGHHX OUIAXIB: NUISXOM PO3PUBY
IUCYNbGIMHAX MICTKIB TIIIKONPOTEIHIB COPUYHHAEC DPO3PIIKEHHA HAAMIPHO B'S3KOTO CEKPETY
OpOHXiB, IO CIIPHSE BUBEACHHIO MOKPOTHHHSI.

Myxkoperynaropauit edext xapOoIUcTeiHy IOB'S3aHMN 3 aKTHBALICIO ClaloBOi TpaHc(epasd —
(hepMeHTy KEeNMXOHOMIOHWK KIITHH ciu30B0i 000ioHKH Opomxis. KapGomucrein Hopmanizye
KibKiCHE CIIIBBIIHONICHHS KHUCIMX Ta HENTpalbHEX ClaJoMyNHHIB OGPOHXIalbHOIO CEKpeTy,
BiIHOBIIIOE HOTO B’S3KICTH T €MACTHYHICTD. AKTHBI3ye ifbHICTH MHIOTIMBOIO EINTENio i
HOKpantye MyKomumapHui kiipenc. Cuopusie pereneparii ¢nm3oBoi OOOIOHKH JUXAIBLHHX
IUIAX1B, HOpMaIi3ye ii crpyKTypy, 3MEHINY€ TinepIrasito KeJuXonoAiOHUX KIITHH i, K HAacIimoK,
3MCHIIYE IPOAYKYBaHHA CIOH3y. BigHOBIIOE cekpeuito iMyHOJOMIYHO aKTHBHOTO IgA
(cnenuignuil 3aXKUCT) i KiTBKICTh CYyIb(TiAPHMIBHAX TPyl KOMIIOHEHTIB Cn3y (Hecmemudidnuii
3aXMCT). BuaBnse npoTmsananbHul edexT 3a paxyHOK KiHIHIHriOyoo4oi aKkTHBHOCTI
CiaJIOMyIMHIB, IO MIPH3BOAUTS 0 3MCHINEHHS HAOPAKY i GpoHX006CTPyKIIii.

Dapmarokinemuxa.

Ilpn npuiioMi BHYTpIMHBO KapOOIMCTETH NIBUAKO BCMOKTYEThCA. Ilik KOHIGHTpamii akTHBHOL
PEYOBHHHU B IJIa3Mi KPOBI JIOCATaeThCS Yepe3 2 rofuHu. BioJocTymHicTh Hu3bKa — Menine Hix 10 %
BBEJIEHOI 03K — BHACIIIOK iHTEHCHBHOTO MeTab0Ii3MY B [Ty HKOBO-KHIITKOBOMY TPaKTi Ta eexTy
IIEPUIOTO IIPOXOKEHHsA dYepe3 nedinky. Kapbomumcreln Ta HOTo MeETaOOJITH BHBOJITHCA B
OCHOBHOMY HUpKamu. llepios mamiBBHBe e HHS[C T H3b
Y3rogxeHo 3 Mmatepianamu

PeecTpaLiMHOro 1ocke




Kniniuni xapakrepucTuKu.

Hokazanna.

JlikyBaHHS CHMITOMIB HOpPYIICHb OPOHXialIBHOT ceKpenii Ta BHBEACHHS MOKPOTHHHS, 0COOJIHMBO
IpU TOCTPHX OpOHXONETEHEBMX 3aXBOPIOBAHHSX, HAMPHKIA] IPH TOCTPOMYy OpOHXITI; IIpH
3arOCTPEHHAX XPOHIYHMX 3aXBOPIOBAHbL JMXAJLHOI CHCTEMH Yy JOPOCIMX Ta AiTel BikoM Bix 15
POKIB.

Ipomunokazauua.
I 'imepuyTnuBICTh JI0 AKTHBHOI PEUOBUHH 200 10 OYAb-SIKOI 3 JOIIOMIXHHUX PEUOBUH (IHB.

po3z it «OcobIMBOCTI 3aCTOCYBAHHY ).
* IlenTryHa BUpa3Ka UUTyHKA Ta JBaHAALATHNAIO] KMIIKH y IIEPiOJ 3arOCTPEHHSI.

B3aemooia 3 inmumu aiKapcoKumu 3acobamu ma iHuii 6uou 63acmooiil.

V uepiox sixyBanns OmomiTeKOM He CIILJl 3aCTOCOBYBATH IMPOTHKAIIIBOBI 3ac00M Ta 3ac00H, 1110
IPUTHIYYIOTh OpoHXiambHy cekperiro. Lled nikapcobkumit 3aci6  uimBmimmye e(CKTHBHICTDH
TTIOKOKOPTHKOINHOI (B3aeMHO) Ta aHTHOaKTepianbHOI Tepamii. 3acTOCOBYBaTH 3 00CPEKHICTIO
DalienTam, SKi TpUHMaroTh JIiKH, IT[0 MOXXYTh CIPUYMHUTH 1Ty HKOBO-KHIIKOBY KPOBOTEHY.

Ocobaueocmi 3acmocy6anHA.

OcoOaHBi 3acTEpeKEHHS

IIpo/lyKTHUBHUH Kaimens — e QyHIAMEHTAIBHAN MeXanizM 3aXUCTy OpOHXOJIETEHEBOI CHCTEMH 1
K Takui IpHUrHidyBaTHCS He MOBHHEH., HepamioHanbHOIO € KOMOiHAIs IMiKapchkuX 3ac00iB, AKi
MoaubiKyIoTh OpOHXiaNnbHy CEKpelilo, i3 3aco0amu, IO NPUTHIYyIOTH Kamenb, i/abo
PEUOBHHAMH, 1[0 3HWKYIOTH CEKPEIIito (TpyIia aTpoIiny ).

3anmo0ixHI 3aX0/TH IIPH 3aCTOCYBaHH]

V pasi mopymeHns 3 GOKy NLIYHKOBO-KMIIKOBOTO TpakTy (6inb y DUIYHKY, HyHoTa, ONIOBAMHI,
Jiiapest) no3y moTpiOHO 3MEHIIHTH.

ITpenapart citifi 3aCTOCOBYBATH 3 00EPEKHICTIO MAIliEHTaM MOXIIIOTO BIiKY, MAIIEHTAaM 3 BUPA3KOBOIO
XBOPODOIO IITYyHKA a00 JBAaHAMIATHIIANOl KUIIKA B aHaMHe3i a0 THM, XTO JOJATKOBO MPHAMAE
miKapehki 3aco6y, AKi MOXYTh CIPHYMHMTH IUTyHKOBO-KUIIKOBY KpOBOTedy. [IpH BMHMKHEHHI
MUTYHKOBO-KHIITKOBOI KPOBOTEY1 JIKYBAHHS CIIiJl IPUITHHHTH.

Jlixapeekuif 3aci6 MicTHTB caxapo3y. Moro 3acTocyBaHms He peKOMEHIYETHCS XBOPHM 3 PIIKiCHOIO
CIIAZIKOBOIO HEIIEPEHOCHMICTIO (PPYKTO3H, TIIOKO30-TaaKTO3HOK Maikabcopbiieo abo caxapo3o-
izoMansTO3HOIO HegocTaThicTO. el mikapewkmit 3aci6 mictuth 5,25 T caxaposu B 15 M cuporry.
Lle Maec 6yTH OpHiHSTE IO YBarK IalieHTaM 3 IyKPOBUM AiabeToM.

et nikapcpkumii mpemapar MicTath 100 Mr HaTpito B 15 MiI cupolry, IO GKBiBaleHTHO 5 Yo Bl
MaKCHMANLHOI J0O0BOT 7031 2 T IS IOPOCIHX, fKa pekoMennoBada BOO3.

Ileit nikapchkuit 3aci6 mictuThs MeTwrimaparigpokcutensoar (E 218), sxuit Moxe OyTH NPUIUHOIO
anmeprignol peaxmil (MOYKIMBO, Bi/IaIeHO y 9aci).

Lleit mixapchkmii 3aci6 MicTHTh GapBHHK OpamkeBO-XOBTHH S (E 110), axwii MOXe BHKIMKATH
aJleprivHi peakuii.

3acmocysanns y nepiod éazimnocmi abo 200Y8anHA 2py00io.

IIpu pmociimkenHi Ha TBapHHAX TepaTOTeHHUX e(QeKTiB He BHABJIEHO. BijcyTHicTh
TepaToreHHHX e(eKTiB y TBapui O3Ha4Ya€, m0 i y JTIOAMHH HISKHX BajJ PO3BUTKY HE
O9iKyETHCS.

IIpy pmocilijskeHHI HA TBAapHHAX TepaTOreHHWX edexTiB He BHABIEHO. BiacyTHiCTH
TEPAaTOreHHUX e(eKTiB y TBapWH oO3Hadae, IO i y JIOOWHH HISKHX BaJ PO3BUTKY HE
OMIKY€ETHCS.

Hemae HOCTaTHBO JAHWX IOXO KIIH{YHOTO 3aCTOCYBAHHS KapOoIcTelHy BariTHUM XkiHkam. OTxKe,
KapOOmMCTEIH He PEKOMEH IOBAHO 3aCTOCOBYBATH IiJI Yac BaTiTHOCTI.

IY3ron>KeHo 3 maTepianamu
h PeECTPaLiMHOTO A0Che




Hemae manmx momo IIPOHEKHEHHS XapOonucteiny B TPynHe Monoko. Takum ymiom, TOYyBaHHS
TPYAIIO i wac sactocysanms KapOOLHCTeTHY He peKOMeH ToRao.

30ammicmey ennusamu nq W6UOKicmy peaxyii npu xepysamui asmompancnopmom abo inuumy
Mexauizmamu,
He Brmgac,

Cnocib sacmocyeanns mq oo3u.

IS TOPOCIINX TA JITEHN BIKOM BIJ] 15 POKIB.

[lo3ysanmg

Ho3syBansanit CTaKaHtnK, HANOBHEHHIL 10 BiaMiTRY 15 MJ, MiCTUTB 750 Mr kapbonucreiny.
Ipuitmaty 1 nosy (15 mi) 3 pasu ua 100y, nepeBaxmo Mixc IIpuHdoMaMu ki,

Tpusaricrs nikysanms mae OyTH KOpoTKOIO i He MoBHHHA ICPEBUITYBATH 5 HIB.

Crioci6 3aCTOCYBaHHS

s By TpiMmEBOrO 3aCTOCYBaHHsI,

Limu.
Ipenapar 3aCTOCOBYIOTH JITSIM BIKOM Bix 15 poxis.
JlixyBanns miteii CITiZT IPOBOAMTH LT HArJISTIOM JiKaps,

Hepeoosysanns,
Cumnmomu: 6ims Yy HUIyHKY, Hy10Ta, Tiapes,
Jikyeanns: cuvmuromarmyna Teparris.

Hob6iuni pearyi,

- Mosxisi aeprivui mwkiphi peaxitii, Taki s CBEpOIXK, epuTeMaTo3He BUCHIIAHHS, KPOLUB SIHKA T3
AHTIOHEBPOTHYHMI HaOpsIK.

- Byno sagixcosano JIeKiTbKa BUMaKiB (ikcoaroro BHCHIY,

- Moxumsi posnamy Tpasnenus (Gine y LTYHKY, HyZnoTa, OJIOBaHHs:, Aiapest) (muB. possmi
«OcobmuBocti 34CTOCYBaHHS» ).

- IlnynkoBo-kumxosa KpoBoTeHa (us. po3uin « Ocobnusocti 3aCTOCYBaHHS ).

- Hoinomnsmocs 1IPO TIOOXMHOKI BHManKku 6Yi503H0r0 ACPMATATY, Taki sk cuuapom CTiBeHca —
xoHcoHa Ta MYJIBTH(QOPMHA eprTeMa.

Tepmin npuoamnocmi, 2 POKH.
He s3acrocosysaru Ipermapar Iicis 3akiHdenmyg TEPMIHY HpUIaTHOCTI, 3a3HAYEHOr0 Ha
YIIaKOBIIi,

YMmoBu 36epiranns.
36epiraty B opurinasHii YIaKoBOi nipn TeMIeparypi e sume 25 °C g HEHOCTYITHOMY I niTelt
Micr.

Ynaxogka,
Diraxom, mo MicTaTs 125 Moy CHDOILY, 3 T03yBaNbHAM CTAKAHIHKOM Y KapTOHHIH ynaKosii,

Kareropis Bianycky. Bes penenra.

Bupotunx,
Iunorepa Ilys3i, ®panmis/Innothera Chouzy, France.

Pro Pene HlanTepo, HTysi-crop-Cic, Bamoap-crop-Gie41 +56, - bpanmis/Rue

Chouzy-sur-Cisse, Valloire-sur-Cisse, 41 150, Francy/3romxeHo 3 Matepianamu
PEECTPALIHOrO 40CkE




3asBHUK.,
JIaboparopis [nmorex IHTepHaCLfIOHaJIL, Opannis/Laboratoire Innotech International, France.

Micuesnaxoz(meHHﬂ 3asiBHHKA,

22 apento Apicrig Bpiitan, 94 110 Apxelt, Opanuin/22 avenue Aristide Briand, 94 110 Arcuelil,
France.

Hara octanunoro nepersmy. Z//
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YarofeHo 3 maTepianamu
peecTpauUitHOro AoCkE






