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30pOB’sl YKpaiHu
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PeecTpaniiine mocBigueHHst
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3MIHU BHECEHO
Haxka3 MinicTepcTBa 0XOpOHHU
310pOB’st YKpaiHu
05.03.2021 Ne 399

IHCTPYKIIA
JJISI MEAUYHOT0 32CTOCYBAHHSA JiKapPChKOro 3aco0y

T-Cent®
(T-Sept®)

Cknao:

diroua peyosuna: OSH3UIAMIHY T1IPOXIIOPHI,;

1 Mi1 po3unHy MicTUTh 1,5 Mr 6eH3uIaMiHy TiAPOXIOPULY;

donomidicHi  pewosunu: MeTwinaparigpokcudenzoar (E  218), wHaTpito 1muKIamar, HaTpiio
rizpokapOonar, riiueput, noiicopbat 80, eranon 96 %, apomar M’STH TepleBoi, kucaoTa pochopHa
KOHIICHTPOBaHa, BOJIa OYHIICHA.

Jlikapcbka ¢popma. Crpeit 111 pOTOBOI MOPOKHUHU, PO3UHH.
OcHosHi Qi3uko-XimiuHi éracmugocmi: IPo30puit 0€30apBHUI PO3UYNH 13 XapaKTEPHUM 3aITaxoM.

dapmakoTepaneBTHYHA Tpyna. 3acodu s 3acTOCyBaHHS y cTomartojorii. [Hmn 3acobum s

MICIIEBOTO 3aCTOCYBaHHS Y IOPOXKHUHI POTA.
Koz ATX AO1A DO2.

Dapmakonoziuni eracmueocmi.

Dapmaroounamika.

bensunamin — HectepoigHuit npotuzananpHui mpernapat (HII3II) 31 3HebomoBambHUMH Ta
IPOTHEKCYIaTUBHIMH BJIACTUBOCTSIMHU.

VY mporeci KIHIYHHX TOCHIKEHb OyJo IMOKa3aHo, 10 OeH3uaaMiH e()EeKTUBHUN ISl TOJICTIICHHS
CHUMIITOMIB, SIKHMH CYIPOBOJUKYIOTHCS JIOKQJII30BaHI MOJPa3HIOBAJIbHI MATOJIOTIYHI TPOLIECH B
poToBiii mopokHuHI Ta TiHOTHI. KpiM Toro, OeH3uIaMiH UYMHHUTH MNPOTH3AMaIbHY Ta MICHEBY
3HEOOJIOBANIbHY [1if0, BHUSBISE MICLEBUN aHecTe3ylounid e(eKT Ha CIM30BY OOOJIOHKY POTOBOi
MOPOKHHUHHU.

Dapmaxokinemuxa.

®dakTt abcopOIIii Yepe3 CIM30By 000JOHKY POTOBOI MOPOKHUHHU Ta TJIOTKH OyB TIOBEJCHUN HASBHICTIO
BUMIPIOBAaHUX KUIBKOCTEHW OCH3UIaMiHy B Tu1a3Mi KpoBi Jtoauau. OTHAK IIbOTO HEAOCTATHHO ISl TOTO,
1100 BUSIBIIATH OYyIb-SIKU CUCTEMHHUH (hapMaKoJIOTIYHUHN e(eKT.

Exckpertist BiOyBaeTbCsl TOJOBHUM YMHOM 13 CEYCIO, MEPEBAKHO Y (POopMi HEAKTMBHUX METa0OJIITIB
a00 KOH IOrOBaHUX CIOJIYK.



[Ipu miciieBOMY 3aCTOCYBaHHI JOCATAETHCA HAKOMWYEHHs €(EKTHBHOI KOHIICHTpaIlli OCH3UIaMiHy B
3aMaJIcHuX TKAaHWHAX 3aBSKH MOTO 3aTHOCTI MPOHUKATH KPi3hb CIM30BY 00OJIOHKY.

KuainiuHi xapakrepucTukm.

Ilokazannsa.

CuMnToMaTHuHE JIIKYBaHHS MOAPA3HEHH 1 3alaJeHHsl POTOTJIOTKH; OOJII0, 3yMOBIIEHOTO TiHTIBITOM,
CTOMAaTHUTOM, (PapPUHTITOM; Y CTOMATOJIOTI] MiciIs eKCTpakuii 3yda abo 3 MpodiJaKTHYHOIO METOIO.

Ilpomunokaszanna.
[limBuIeHa 9yTAUBICTH 10 A1I0Y0T peYOBHHHU 200 /10 1HIIMX KOMITOHEHTIB Mperapary.

B3aemooia 3 inwmumu nikapcoKumu 3acobamu ma inuwii 6UOU 83a€Mo0iil.
JlociKeHHS 3 BUBUEHHS B3a€MO/Ii1 HE TIPOBOIUITHCS.

Ocobaueocmi 3acmocy8anns.

YHHMKAaTH KOHTAKTy 3 O4MMa.

VY neskux Mali€HTIB BUPA3KHU CIM30BOI OOOJOHKH LIIK/TIOTKH MOXYTh OyTH 3yMOBIIEHI CEpHO3ZHUMHU
NATOJIOTIYHUMH TpoliecaMu. Y 3B 53Ky 3 IIUM TMAalll€HTH, y SKUX CHUMITOMH TOCWUJIMIKCA a0o He
3MEHIIWJIUCS TPOTIAroM 3 AHIB ab0 y SKUX MiABUIIMIACS TEMIlepaTypa Tija YW BUHUKIM 1HIII
CHUMIITOMH, TIOBUHHI 3BEPHYTHCS 332 KOHCYJIBTAIIIEIO JO TepameBTa ab0 CTOMATOJOora y BiJMOBIIHUX
BUIIAKaX.

3acTocyBaHHS Tpenapary MOK€ BHKJIMKATH PO3BUTOK ajeprii. [lpy BHHHKHEHHI TaKUX CHMIITOMIB
HEOOXITHO MPUITMHUTH 3aCTOCYBAHHS MpenapaTy i MPOKOHCYIBTYBATHUCS 3 JIIKAPEM OO0 BiAMOBIIHOT
Teparnii.

He pexkomeHnyeTbcsi  3acTOCOBYBaTH  OCH3MAAaMIH  TAllieHTaM 13 TINEPUYYTIMBICTIO  JI0
arneTWICAIIMIOBOT KUCIOTH a0o mo inmmx HII3II.

3acTocyBaHHs IIpenapary MOXKe BUKJIIMKATH OPOHXOCMAa3M y MaIll€HTIB, XBOPUX Ha OpOHXIaIbHY acTMY
a00 3 OpOHXIaJBbHOIO acTMOI0 B aHaMHe3l. TakuxX MaIi€eHTiB MOTPIOHO OOOB’SI3KOBO MpO IIe
MOTIEPEAUTH.

T-Cent® mictuTh MeTnnaparigpokcudensoar (E 218), sxuif MoXe CIPHYMHHTH alepriufi peakiiii
(TakoX 1 BiAIaTIeH1 peaxilii), piko — OpOHXOCTIA3M.

Leit mikapcbkuii 3aci6 Mae y cBoemy ckiaai 81,40 Mr eTusoBoro cnupty Ha 1 M, 10 €KBiBaJIE€HTHO
13,84 mr na 0,17 mi (Ha ogHe po3nwiieHHs crpero). Kinbkicts cnupty Ha oane posnuienHs (0,17 mur)
JTAHOTO JIIKapChKOro 3aco0y BiamoBinae meHm Hixk 0,4 mi muBa abo 0,2 M BuHA. HeBennka KibKIiCTh
AJIKOTOJIIO B IIbOMY Mpernapari He Oyie MOMITHO BIJIMBATH Ha Talli€HTA.

[Ipenapar mictuth MeHmie 1 MMonb HaTpito (23 mr) Ha ogHe po3nuieHHs (0,17 mir), TOOTO MPAaKTHYHO
BUIbHHI BiJ HATPIIO.

Jlnst ciopTCMEHIB: 3aCTOCYBaHHSI JIIKAPCHKHUX 3ac00iB, IO MICTATh €THWJIOBHM CIHUPT, MOXE JaBaTH
MO3UTUBHUN pe3yabTaT AaHTHAOMIHTOBOTO TECTY, BpaxOBYIOYM MeEXi, BCTAaHOBIEHI JEIKUMHU
CIIOPTUBHUMHU (esiepartisimu.

3acmocysanus y nepiod gacimuocmi abo 200y8anHs 2pyooro.

JloTenep HeMae HAJIGKHUX JOCTYMHUX JaHHUX II0JI0 3aCTOCYBaHHS OCH3UAaMIHy BariTHUM KiHKaM abo
JKIHKaM, SIKi TOAYIOTh TPYJI0. 3IaTHICTh IILOTO 3aC00y MPOHUKATH B TPYJTHE MOJIOKO HE BHBYAJIACH.
JlaHux noCHiDKeHb Ha TBapHUHAX HEAOCTATHHO JJISI TOTO, MO0 3poOUTH OyIbh-SKi BUCHOBKH MO0
BIUTMBY IIOTO 3aC00Y y MepioJl BariTHOCTI @00 roayBaHHs Tpyaar0. [[oTeHIIHHWN PU3UK TSl JTFOUHA
HEBITOMUH.

He cnix 3actocoByBaTu npenapat y nepiof BariTHOCT1 abo ToAyBaHHS TPYIIIO.



30amuicmv enausamu Ha WEUOKICMb peaxyii npu Kepy8aHHi asMOMPAHCHOPMOM abo IHWUMU
MexXarnizmamu.

[Ipu 3acTocyBaHHI B PEKOMEHJOBAHHMX J03aX JIKAPCHKUIM 3aci0 HE YWMHUTH HIAKOTO BIUIMBY Ha
3IaTHICTh KEPYBATH aBTOTPAHCIIOPTOM a00 1HIIMMH MEXaHI3MaMH.

Cnoci6 3acmocysannsa ma 0o3u.

[Ipu HaTHCKaHHI HAa TIOMIY YTBOPIOETHCS aepo30ib, KOTpUH MicTuTh 1 mo3y copeto — 0,17 mu, mo
BignoBigae 0,255 mr OeH3UAAMIHY T1IPOXIOPHIY.

[Tepen 3acTocyBaHHSM HEOOXITHO MPABHIIHBHO PO3TAIIYBATH PO3MUIIOBATBHUN MPUCTPIN IS CIIPEIO:
1) posramryBaTd PO3MHIIOBAIBHUAN MPHUCTPIH Y TOPU3OHTAILHOMY IOJOXKCHHI 10 BiJHOIICHHIO 10
¢akona (auB. Puc. 1);

2) SKIIO JIKApChKUH 3aci0 BHKOPHUCTOBYETHCS TEPIIMNA pa3, CIiJ HATUCHYTH Ha PO3MIIIOBATBHUN
NPUCTPIA BETUKUM a00 BKa3iBHUM MalbLEM, YTPUMYIOUH (PJIAKOH y BEPTHUKAIBHOMY IOJIOKEHHI J0
MOSIBU JTIKAPCHKOTO 3ac00Y;

3) HampaBUTH KiHELb PO3MUIIOBAILHOIO MPUCTPOIO B POTOBY MOPOKHUHY 1 HATUCHYTH Ha MPHUCTPiit
3Bepxy (auB. Puc. 2)

Puc. 1 Puc. 2

Jlo3yeanns
Jlopocaum: 4-8 po3nuieHs 2-6 pasiB Ha 100y.
Hitsam (6-12 pokiB): 4 po3nuieHHs 2-6 pa3iB Ha 100Yy.

Hitsim (4-6 pokiB): 1 po3snuacHHS Ha KOKHI 4 KT MacH Tija, 0 MaKCHMAJIbHOT JO3H, €KBIiBaJIEHTHOI 4
pO3MIITIOBAHHAM 2-6 pa3iB Ha J100Y.

He nepeBuiyBatu peKOMEeH/I0BaHi JO3yBaHHS.

imu.

[Ipenapar MOXHA 3aCTOCOBYBATH JIITSAM BIKOM BiJ] 4 POKiB.

Ilepeoo3ysanns.

Jlume y pa3i BUMAaIKOBOrO MpUHOMY BENHKOI 103U OeH3umaminy (>300 Mr) MOKJIMBa 1HTOKCHKAITIS
OpraHizmy.

Cumrnromamu, OB’ SI3aHUMHU 3 TIEPEI03YBAHHIM BHACTIOK 3aCTOCYBaHHS OCH3UIAMIiHY, € IMEPEBAKHO
CUMOTOMU 3 OOKY NITYHKOBO-KHIIIKOBOTO TPAKTy Ta CHUMITOMH 3 OOKY IICHTPaIbHOI HEPBOBOI
cucremu. HaiinommupeHimi cuMnToMu 3 OOKY HUTYHKOBO-KHIIKOBOTO TPAaKTy — HYJOTa, ONIOBaHHA,
Oib y JKMBOTI Ta 3amajieHHs cTpaBoxony. CumMnToMu 3 OOKy IIEHTpaJbHOI HEPBOBOi CHCTEMHU
BKJTFOYAIOTh 3alIaMOPOYCHHS, TATIOIMHAIII1, 30y/I)KEHHSI, 3HEPBOBAHICTH 1 APATIBJIUBICTb.

[Ipu rocTpoMy mepeAo3yBaHHI MOXIJIMBE JIMILIE CHMITOMATUYHE JIIKyBaHHS. 3a mMallleHTaMu
HEOOXITHUM peTeIbHUN HarJsgA, TaKoX IMOTpiOHE TMpU3HAYCHHS MIATPUMYIOYOTO JIIKyBaHHS.
Heo0ximHO miaATpUMyBaTH aIcKBaTHY TiIpaTalliio.



Iloo6iuni peakuii.

BceepennHi KoXHOi 4acTOTHOI rpynu HeOakaHi eeKTH 3a3Ha4yeHl y TOPSAIKY 3MEHIICHHS iXHBOT
CEpHO3HOCTI.

Heb6axani peaxii kimacuikoBaHi 3a 4aCTOTOIO IXHBOT'O BUHUKHEHHS: Ay»e dacTo (> 1/10); gacTto (Bifg
>1/100 mo < 1/10); mewacro (Bix > 1/1000 mo < 1/100); pimko (Bim > 1/10000 mo < 1/1000); myxe
pinko (<1/10000); wactora HeBioMa (He MOKe OyTH OI[IHEHA HAa OCHOBI JOCTYITHUX JAHUX ).

3 00Ky WIYHKOBO-KUWKOB020 MPAKMYy. piOKO — BIAUYYTTS MEUIHHS y POTi, CYXICTh Y POTi; yacmoma
Hegi0oomMa — TimecTe3is POTOBOI MOPOKHUHH, HYJIO0Ta, ONIOBaHHA, HAOpsSK Ta 3MiHA KOJBbOPY SI3UKA,
3MiHa CMaKy.

3 60Ky imyHHOI cucmemu: yacmoma Hesidoma — aHA(PIIAKTHYHA PEAKITis, PEAKIlisl TIMePIyTIUBOCTI.

3 boky pecnipamopnoi cucmemu, epyoOHOI KIimKu ma cepedoCminus: O0ydice pioKo —IIapUHTOCIIa3M;
yacmoma Hesiooma — OPOHXOCIIA3M.

3 6oky wkipu ma niOWKIpHOI KIIMKOBUHU: Heuacmo — (GOTOUYTIUBICTh; Oydce piOKo —
AHT10OHEBPOTUYHUN HAOPSIK; yacmoma Hegidoma — BUCUTIAHHS, CBEPO1K, KPOITUB’ sTHKA.

3 6oxy Hepsosoi cucmemu: yacmoma HegioomMa — 3alIaMOPOUYCHHS, TOJIOBHUH OLITb.

T-Cent® MiCTUTH METHITIAPATiAPOKCUOEH30aT, KU MOXKE CIPUYMHUTH AJepriui peakiii (Takoxk i
BiJlTaJICH] peaKIlii).

Tepmin npuoamnocmi.
3 poKH.

YmoBu 30epiranns.
30epiraty B OpUriHANBHIN YIaKoBIi MpH Temneparypi He Buie 25 °C.
30epiratu B HEIOCTYITHOMY JUISl TiTEH MICIIi.

YnakoBka.
I[To 30 mu cripero y dhakoHi 3 MPUCTPOEM ISt po3MiuTFoBaHHs, Ne 1 y KapTOoHHI#M KOPOOITi.

Kareropis Binmycky.
bes peuenra.

BupoOHuk.
ICN Polfa Rzeszow S.A.
A#CiEHn Ionbda XKemrys Ec.Ei.

Micune3Haxo/:KeHHsI BAPOOHUKA Ta aJpeca Micls MPOBAJIKEeHHS Oro AislJIbHOCTI.
2, Byi. [Tmemucinona, 35-959 Kemys, [Tonbmia.
2 Przemyslowa Street, 35-959 Rzeszow, Poland.

3asiBHUK.

Awmaxca JIT/I.
Amaxa LTD.

Micne3Haxoa:KeHHS 3aABHUKA.
31 Jxou Icnin Crpir, Jlounon SW1P 4FE, Benuka bpuranisi.
31 John Islip Street, London SW1P 4FE, United Kingdom.

JlaTa ocTaHHBLOTO Meperysmy.
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