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3ATBEPÅXEHO
1--1a1€a3 MiHicTepcTBa oxoponn

3AOPOB'q Yl€paiHH
31.10.2019 2205
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IHCTPYKUISI
AJIH Meantmoro 3aCTOCYBaHHf1 JliKaPCbKOro 3ac06y

HIPAHTEJI
(PYRANTEL POLPHARMA)

CwtaÖ.•

Düoqa peqoguua: IlipaHTen•,
5 MJI cycneH3ii MiCTHTb IlipaHTeJIY (y BHrJIAÅi nipameny naMoaTY) — 250 Mr;
DonoMi%Hi peqogunu.• HaTpiyo 6eH30aT (E 211); I-laTpi10 KapMeJ103a; cop6iTY P03HHH, 1110 He Kpucrra.J1i3y€Tbc51
(E 420); rniuepvrw, a-moMiHi10-MarHi10 CHJ1iKaT; 110J1icop6aT 80; r10J1iBiHinr1ip0J1iÅ0H•, apoMaTH3aTop
a6pHKOCOBHM (apoMaTHHHi pet10BHHH, CIIHPT i30nponiJ10BHä, eTaHOJ1 96 %); CHMeTHKOH eMYJ1bCiw, KHCJIOTa
JIHMOHHa, M0HoriÅpaT•, HaTpi10 riAp0Kcvrm•, Bona oqmuel-ra.

JIiKapcbKa (b01)Ma. CycneH3i51 opaJ1bHa.
OcH06Hi d)i3wco-xiMiqui gnacmugocmi: CBiTJIO-)KOBTOro KOJIbOPY cycneH3i51 3 xapaKTepHHM 3anaxoM. Moxe
6YTH P03ÅineHHHHa pizucuM map Ta ocaÅ, 51Ki IlicJ151 CTPY'11.1YBaHHS1 CTaHOBJISITb 0ÅHopiAHY cycneH3iro.

(DapMaK0TepaneBT11t1Ha rpyna. AHTHreJ1bMiHTHi 3ac06H.

ATX P02C col.

Øapmmconoeiqni gnacmugocmi.
(Dap,vtajcoöuna.uüca.
flipaHTeJ1 e 11POTHreJ1bMiHTHHM3ac060M. AKTHBHHM npoTH Enterobius vermicularis, Ascaris
lubricoides, Ancylostoma duodenale Ta Necator americanus. IlipaHTeJ1 11PH3BOÅHTb no Heüpo-
M'S130BOi 6JIOKaÅH, napaJ1i3Y10qu rej1bMiHTiB, BHaCJ1iÄ01C yoro BOHH BHBOASITbC% IUJIHXOM KH111KOBOi

nePHCTaJ1bTHKH pa30M 3 KUIOBHMH MacaMH. IlipaHTeJ1 e aKTHBHHM IIPOTH HYTJIUBHX
CTaTeB03piJIHX Ta CTaTeBOHe3PiJIHX(I)OPM reJ1bMiHTiB. He BFIJIHBae Ha JIHHHHKH reJ1bMiHTiB, LAO MirpY10Tb

qepe3 TKaHHHH.
Øap1taR0Riuemwca.
KM111KOBa pe30p6ui51 c HH3bK010. FIicJ151 npenapaTY rlJIUMaTHt1Hi KOHLIeHTpauii e AY)1€e

HH3bKHMH (0,05-0,13 MKI'/MJI) Ta Åocqra10TbC% IIPOT}II'OM 1-3 roÅHH. Ao 93 % npenaparry BHBOÅHTbC51 y
He3MiHHOMYBHI'J1%Åi3 KUIOBHMH MacaMH. MeH111e 7 % BH51BJ151CTbC51 y ceqi y He3MiHeHOMYBHrJ1%Åi Ta y
MeTa60J1i30BaHiü(l)0PMi.

RJIiHit1Hi xapaKrepncTHKH.
Ilo,rcuannn.

EHTep06i03, acKapHÅ03, aHKiJIOCTOM03.

Tlpomunol<tuannn.
IliABHLLteHa iHÅHBiAYU1bHaHYTJIHBiCTbno nipaHTeny a60 AO 6YÅb-51KHXiHLLIHX KOM110HeHTiB npenaparry.
OÅHoqacyre 3aCTOCYBaHHfl 3 ninepa3HH0M.
YHHIQTVI 3aCTOCYBa1-1HS1 IlipaHTeJIY IliÅ qac MiacTeHiirpaBic.

B3aentoDiH 3 intuuntuniKapCbKtwvtu 3acoöaM11 ma imui cubu 63ac»toDiü.
Moxe IliÅBHL11YBaTHpiBeHb Teod)iJ1iHY y 11JIUMi KPOBi.OAHoqacHe 3aCTOCYBaHH51 ninep HHY aJ1bMYeAiro
nipaHTeJIY.

N? 427.81g9fifi'IJ



Oc06nugocmi 3acmocyeaHHH.
He06xiAH0 3 06epOKHicTY0 npH3HaqaTu nopymeHHi (bymcuii neqiHKH (THMqaCOBO niÅBMLuye piBeHb
acnapariH0B0i aMiH0Tpmc(bepa-3H). He06xiAHOCTi 110Tpi6H0 3MeHILIHTH Å03Y.
I-IPH JliKYBaHHiHe nompi6H0 3aCTOCOBYBaTH npoHocHi 3ac06M.

eHTep06i03i flipaHTeJ1110J1b(bapMa peKOMeHmy€TbCA npH3Haqarrn BCiM I-IJIeHarv1 ciM'i.
qepe3 14 AHiB TlicJ151 npHii0MY npenapaTY He06xiAH0 HPOMTH Jla60paTopHHii napa3MT0J10riHHHM KOHTPOJ1b.
AJI}1 3a1106iraHHH 110BTOPHoro 3apaxceHHH peKOMeHAOBaHe qiTKe Aorrpvnram-l% npaBHJ1 oc06mcrroi ririeym:
npoB0ÅHTH Ll-xoneHHHä TyaneT nepiaHU1bH0i AiJ1%HKH, HVICTHTH Hirri KiJ1bKa pa3iB Ha A06y. ÅiTflM He06xiÅH0
KOPOTKO 06pi3aTk1 Hirri. PeryJ1%pH0 MiHHTV1 HH)KHIO 6iJIH3HYTa IlixaMY. 3an06iraTH p03qicYBaHH10
nepiaHaJ1bH0i ÅiJ1flHKH.
He06xiÅH0 3 06ep0KHicT10 npH3HaqaTH nauieHTaM, 51Ki OTPHMYIOTb HerlOBHOUiHHe xapHYBaHHH, a60
nauieHTaM 3 ay-lervfieyo.

JliKapcbKMii 3aci6 MiCTMTb cop6iTY P03HHH, TOMY Moro He cniÅ 3aCT0COBYBarrn XBOPVIM i3 piÅKicH0K)
cnaÅKOBOK) HenepeHOCHMicTY0 (bpyKT03H. Cop6iTY p03t1HH MO)IC CHPHHHHHTVI JlerKHM nocna6J110BaJ1bHVfii
ed)eKT.

I-leü JliKaPCbKHM3aci6 MiCTHTb Mel-IL11e 1 MMOJ1b (23 ME)/Å03Y HaTpiro, T06TO npa1<TWIH0 BiJ1bHVIM BiÅ HaTpi10.
JliKaPCbKHii3aci6 MiCTHTb HeBeJIHKY KiJ1bKiCTb eTaH0JIY (Ull<oromo), MeH111e 100 Mr/Å03Y.

3acmocygaunn y nepioö gaeimuocmi a60 eoöygauunapyDD10.
Baeimnicmb.
B eyccnePHMeHTaJ1bHHXAOCJ1iÅ)1CHH51X Ha TBapHHax BICUiBKH Ha TepaToreHHHü ed)eKT npenaparry BimcyTHi.
OAHaK, 3Baxa1-oqn Ha BiACYTHiCTbKOHTPOJ1bOBaHHX AOCJ1iÄ)1CHb 1110Å0 3aCTOCYBaHH% IlipaHTeJIY y nepi0Å
BariTHOCTi a60 roÅYBaHH51 rpymro, 11PH3HaqeHHfl npenapaTY B ueünepion He peKOMeHny€TbC51. JIiKYBaHHfl
rlper1apaT0M y nepi0Å BariTHocTi MO)KJIHBe TiJ1bKV1 y pa3i KpaMHb0i He06xiÅHOCTi Ta, HKIUO, Ha AYMKY Jlilcapq,
KOPHCTb ÅJ151 MaTepi nepeBH1uye TIOTeHuiüHYHe6e3neKY 11J10Åa.
IlepioD aoöygcmunepyöö10.
He IIPOBOÅHJIH HiHKHX AOCJ1iÅ)1CHb, 51Ki 6 BHBHUIH 11POHHKHeHHS1JliKaPCbKoro3ac06y y rpyÅHe MOJIOKO, TOMY
npenapaT He CJ1iÅ3aCTOCOBYBaTH y nepi0Å EOÅYBaHHS1 rpymro. Y pa3i He06xiÅHOCTi JliKYBaHHHnpenapaT0M
flipaHTeJ1 110J1b(bapMa )KiHKaM, HKi roÅYK)Tb Herv10BJIH rpymo, He06xiÅH0 rpYAHe roÅYBaHH%.

3Danmicmb gnuugamu ua utcuDRicmb peajcuii npu KepygaHHi agmompcmcnopmo,M a60 iHtuuuuu Mexaui3Mauuu.
He IIPOBOÅHJIVI AOCJ1iÅ)1CHb 1110210 BIIJIHBY npenapaTY Ha 3ÅaTHiCTb repyBaTH aBTOM06iJ1eM a60 Ha p060TY 3

iH111HMH MexaHi3MaMH. Y pa3i BHHHICHeHH51 3anaMopoqeHH51, COHJIHBOCTi, CJ1a6KOCTi, raJ1i01ÅHHaqiü 3

ne30pi€HTaui€10, CJ1iÅ Bin KepYBaHHfl TPaHC110PTHHMH 3ac06aMH a60 P060TH 3 iH111HMV1
MaillHHaMV1 i CKJ1aÅHHMV1 MexaHi3MaMH.

Cnociö 3acmocyeaHHH ma 00311.
nepopaJ1bH0, Him qac a60 IliCJ1% iÅH.
5 MJI cycneH3ii MiCT%Tb 250 Mr IlipaHTeJIY.
Ilepel( 3aCTOCYBaHH%M 360BTYBaTHno OTPHMaHH51 0AHopiÅH0i cycneH3ii.

mopocnux e AOUiJ1bHHM 3aCTOCYBaHHS1 IlipaHTeJIY y d)0PMi Ta6neTOK, ajie y Bl,mamcy HeMO)KJIHBOCTi
Ta6J1eTOK CJ1iA 3aCTOCOBYBaTVfnpenapaT y BHPJ151ÅicycneH3ii.

Acwpuö03 ma eumep06i03
enmep06i03i, acrcapuD03i cepeÅH51 Å03a CTaHOBViTb 10-12 Mr/Kr Macm Tilla 0ÅHopa30B0, T06TO:
Airrmvl3 Mac010 Tina Bin 10 Kr — 2,5 MJI cycneH3ii Ha 10 Kr Macq TiJ1a 0ÅHopa30Bo•,
AOPOCJIHM i3 Macoro TiJ1a AO 75 Kr — 15 MJI cycneH3ii OÅHOPUOBO•,

AOPOCJIHM i3 Mac010 Tina r10Hm 75 1-cr — 20 MJI cyc11eH3ii OAHOPUOBO.
Y BH11aÅKY eHTep06i03Y 110BHoro 11036ameHH51 Bin napa3HTiB He06xiÅHi CYBOPiriri€HiHHi 3aX0ÅH
BCix qneHiB POAHHH. YHHKHeHH}1 HOBTOPHOFO peKOMeHmy€TbCH 11PHMH51TViTIOBTOPHY
Å03Y qepe3 3 TVI)KHi IliCJIH nonepeÅHboro 11pHM0MY.

AHRinocmOM03, cnpuqunenuü Ancylostoma duodenale a60 Necator americanus
YIPHamcinocmoM03i y pa3i T"KICOi iHBa3ii a60 B eHneMiqHux '30Hax 11PH3HaqaTH y Å03i 20 Ä06y 3a
1-2 IIPMMOMHnporrqroM 2-3 ÅHiB, T06TO:
— IliTmv1 3 Mac010 Tina Bim10 Kr — 5 MJI Ha 10 Kr Macq TiJ1a Ha A06y;
— ÅOPOCJIHM 3 Mac010 Tina mo 75 Kr — 30 MJI Ha Å06y;
— AOPOCJIHM 3 Mac010 Tina 110HaL1 75 Kr — 40 MJI Ha n06y.



Y BH11aAKY 3apa)1ceHHHAncylostoma duodenale (LAO BHHVIKae y HeerueMiHHHX 30Hax) MO)1€e 6YTH ÅOCTaTHbO
A03H 10 Mr/Kr Macq Tilla 0ÅHopa30B0.
Ao ynaKOBKH ÅOÅa€TbCH MiPKa(5 MJI) 3 110ÅiJIKaMH.

Åimu.
FIPH3HaqaTH AiT%M3 Mac010 Tina 6iJ1b111e 10 Kr.

HepeD03ygaHHR.
IIPH nepeÅ03YBaHHi npenapaTY MO)KYTb HPO%BJIHTHCH Tayci CHMIITOMH: nopylllem-l% 30py, Ae30pi€HTaqi51 y
npocTopi, 3anaMopoqeHHH, BTpaTa CBiÅOMOCTi a60 3anaMopoqeHH% 3MiHi IIOJIO)ICHHH Tina, IliTJIHBiCTb,
Bizwyrrrq BTOMH a60 3araJ1bHa CJ1a6KiCTb, apHTMiq, M'%30BHM CHUM, TpeMop i M'H30Ba CJ1a6KiCTb;
BHCHOICHHH, acd)iKci51 (YTpYAHe1-1e A1,rxaHHH, BTpaTa CBiÅOMOCTi); HYÅOTa, 6J110BaHH51, BiÅCYTHiCTbaneTHTY,
CllaCTW-1HHM 6iJ1b y )KHBOTi, miapen, rOJIOBHHM 6iJ1b, COHJIHBiCTb a60 6e3COHHH, 36YA)1CHHH, L11KiPHi
BHcunaHHH, ypaxeHHH neqiHKH.
JliKYBaHHH
CneuiaJ1bHi aHTHAOTH BiÅCYTHi. Y BM11aÅKY nepeÅ03YBaHH51 He06xiAH0 npoBecTH CMMI-1TOMa•rw-1He Ta
IliÅTpHMY10qe JliKYBaHHH(paHHe rlPOMHBaHH% LIMYHKa, 3a6e3neqeHH51 npoxiÅHocTi AHXU1bHHX MIJIAXiB,

niÅTPHMKaapTepiaJ1bHoro THCKY).

1106it1Hipecucqit.
IIPH 11PHäOMinpenapaTY y Jli1CYBaJ1bHHXÅ03ax B 0KpeMmxBH11aÅ1<ax MO)KJIHBi P03nanu:
3 60K)' opeaui6 UMYHR060-RUUIR06080 mpcucmy: I-IYÅOTa, 6J110BaHH%, nopY111eHHH aneTHTY, 6iJ1b y )KHBOTi,
Aiapeq, 3anop, TeHe3MW,
3 60RY nepgogoi cucme»tu: roj10BHHV1 6iJ1b, 3anaMopoqeHHH, 6e3COHHH, COHJIHBiCTb, raJ110L(HHauii 3
me30pieHTaui€10, napecTe3i51, aTaKcisr,

3 60RYuucipu ma niDu1Ripuoi R.uinucoguuu.• KP011HB'SIHKa, 111KiPHiBHcmnaHHn•,
eenam06iJ1iapni powtaöu•. 3HmxeHH51 a60 THMqaCOBe IliÅBV11UeHHHpiBHH neqiHK0Bmx TpaHcaMiHa3•,
3 60jcy opeaui6 cnyxy ma pignogaau.• nopY111eHH51 cnyxy;
intui: rinepTepMi%, 3aKJ1meHiCTbHoca, IlopY111eHH%30py, acTeHifl, CJ1a6KiCTb, IliÅBH11xeHaBTOMJ110BaHiCTb.
MO)KJIHBe BHHHKHeHH% pearcuiü rinepLIYTJIHBocTi.

TepntiH npuöamnocmi.
3 POKH.

YMOBH 36epiraH11H.

36epiraTH B opuriHaJ1bHiü ynaK0BL1i Tervmepamypi He BVILUe 250C. 36epiraTH y Micuqx, HenocTym-1HX ÅJ151
miTeü.
Flicnq BiÅKPHTT%(l)J1aKOHa 36epiraTH 3i IUiJ1bHOgaycpHT010 KPHIIIKOIO npoTflE0M 21 A06n.
JIiKapcbKHM 3aci6 He CJ1iÅ 3aCTOCOBYBaTV1 FliCJ151 3aKiHqeHHfl TepMiHY rrpvmaTHocTi, BKa3aHoro Ha ynaKOBL1i.

YnaKOBKa.
CKJIHHi (l)J1aKOHH TeMHOro KOJIbOPY no 15 MJI i3 110J1ieTHJ1eHOB010 KPHIIIKOIO, 3mcpyqy€Tbcfl, Ta
rapaHTiäHHM KiJ1b1_xeM.
110 1 (l)J1aKOHY 3 MiPK0103 110ÅiJIKaMV1B KaPTOHHiäKOP06ui.

KaTeropiH BimnycKY.
Be3 peue11Ta.

Bnp06HHK.
(bapMaueBTHt1HHü 3aBOÅ "EIOJIbØAPMA" C.A. /
Pharmaceutical Works POLPHARMA S.A.

Micue3HaxonmeHHH BHp06HHRa Ta anpeca Micllfl npoB'aA*AWHHH üoro AiHJ1bHOCTi.
BimaiJ1 MenaHa B CepaÅ3i, BYJI. BJ1aÅHCJ1aBa J10KeT1€a 1 0, 98-200 CepaÅ3, FIOJ1b11_xa/
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