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Onsi Me4U4HOro 3acToCyBaHHA NikapCcbKoro 3acody Haka3 MinictepcTBa oxopoHu

300poB's Ykpailu
23.03.2021 Ne 548
PeectpauiiiHe nocBigueHHs

n O ¢n AT I n® Ne UA/7643/01/01

3MIHU BHECEHO

(LO F LATI L®) Haka3 MinictepcTBa 0X0poHU
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Cknad:

Oitoyi pevosuHu: nonepamigy rigpoxnopug (loperamide hydrochloride), cumetukoH (simethicone);

1 TabneTka MicTUTb Nonepamigy rigpoxnopuay 2 Mr, CUMEeTUKOHY 125 mr;

00ONOMIXHI Pe4OBUHU: LiEMNono3a MIKpoKpUCTaniyHa, antoMiHil-MarHito cunikat, nakTo3u MOHOTIAPAT, KanbLyjto rigpodocdar,
KpemHito fiokcup konoigHuii 6e3sopHuit, nosigoH K-30, kucnoTa cTeapwHOBa, HaTpito KpockapMmernosa, MOKpUTTS
Opadry |1 85G52482 x0BTuit: cvpT NONIBiHINOBWIA, Tanbk, TUTaHy giokewa (E 171), nonieTuneHrnikoni, neLuTH, 3anisa okeug
XOBTWiA (E 172).

TNikapcbka chopma. TabneTku, BKpUTi 060MOHKOH.
OcHogHi ¢izuko-ximiyHi emacmugocmi: kancynonomibHi TabneTku, BKpUTI 0BOMOHKOI0 XOBTOTO KOMbOPY, 3 PO3MOAINLYO
pU1CKOLO 3 0HOTO GOKY.

®dapmakoTepaneBTUYHa rpyna.
AHTupjapeitHi npenapaty; 3acoby, Lo 3aCTOCOBYIOTbCS NS NiKyBaHHS iH(EKLiiHO-3anarnbHNX 3aXBOPIOBaHb KMLLEYHMKY.
3acobu, Lo NpUrHIYYHTL NEPUCTanbTUKY (aHTUNepUCTanbTUYHi). flonepamig, kombiHauii. Kon ATXAQ7D A53.

®apmakonoziyHi enacmusocmi.

®apmakoOuHamika.

TNodhratin® e kKOMBIHOBaHIM NPENAPaTOM, L0 MOEAHYE ABa NikapChki 3acoB1: NonepaMmifly riapoXnopua Ta CUMETUKOH.
Mexaniam i nonepamigy rigpoxnopuay.

TNonepamigy rigpoxnopug 38'A3yETbCS 3 OMiATHUMM PeLienTopamu KWLIKOBOI CTiHkM. BHacMigok ubOro npurHivyeTbes
BMBINbHEHHS aLETUNXONiHY Ta NpOCTarnaHAnHiB, 3HVXYI4M Y Takuil cnoci NponynbCUBHY NepucTanbTUKy Ta 36inbLuyoym
4ac NPOXOKEHHS BMICTY Yepe3 TPaBHMIA TPaKT, @ TaKoX 3AaTHICTb CTiHKM KULLEYHWUKY A0 abcopbLii piauHm Ta enekTponiTis.
Nonepamigy rinpoxnopua 36inbLuye TOHYC aHanbHOTO CAIHKTEPA, 3HUXKYKUM TUM CaMIM HETPUMAHHS KaroBuX Mac Ta Mo3uBm
10 fedekadii.

MexaHiam Aii CUMETUKOHY.

CHMETHKOH € HETOKCUYHOIO IHEPTHOI0 MOBEPXHEBO-AKTMBHOIO CMIOMYKOI0, LLIO MaE NiHOracuibHi BNacTUBOCTI, i TOMY nonerLuye
CUMNTOMY, NMOB'A3aHi 3 iapeeto, y TOMy Y1CTi METeopK3M, abLoMiHanbH AMCKOMAOPT, 3ayTTs Ta cnasmu. CUMETUKOH — Lie
pigKUiA AUMETWKOH, aKTWBOBAHWA TOHKOAMCMEPCHUM [HIOKCMOOM KPEMHi0 [4Nsi MOCWNEHHs BRAcTMBOCTEN MiHOracHuka
CHMIKOHY.

GapmakokiHemuka.

Tlonepawmigy rigpoxnopua.

Abcopbuis: binblua YacTiHa nonepamigy, NPUIAHATOrO nepopanbHo, abcopbyeTbes 3 KWLWEYHWKY, ane B pe3ynbTari
iHTEHCUBHOrO MeTaBboni3my NepLLOro MPOXOAKEHHS CMCTEMHA BI0AOCTYNHICTL CTaHOBMTL NpnBanaHo nuwe 0,3 %.

Poanopin: pesynbtat AocnifpkeHb 3 po3noAiny nonepamigy Y LypiB NokasylTb BUCOKY adiHHICTb BiBHOCHO CTiHKM
KWLLIEYHWKY 3 EPEBAXHIM 3B'sI3yBaHHSIM 3 peLienTopamy N03A0BXHbOrO Lapy M'si30B0i 060M0HKN. 3B's3yBaHHS Nonepamiay
3 Binkamu cTaHoBUTb 95 %, rONOBHUM YMHOM 3 anbbymiHoM. [lokniHiuHi AaHi nokasany, Wo nonepamig € cybetpatom P-
rnikonpoTeiHy.

MeTtaboniam: nionepamif maixe NOBHICTIO eKCTparyeTbCs NEYiHKo0, Ae BiH NepeBaxHO MeTaboni3yeThes, KOH'tOryeTbest Ta
eKckpeTyeTbest 3 xoBYl. OkucHe N-meMmeTuryBaHHs € OCHOBHUM METabomiyHUM LMsSXOM nonepamifdy, Lied npouec
onocepeaKoBaHUi ronoBHAM YiHOM i3ocbopmamn  CYP3A4 ta CYP2C8. BHacnifok Lboro Ayxe iHTEHCUBHOTO edekTy
NePLLOro MPOXOAKEHHS Yepes NMeYiHKy KOHLEHTPaLLi He3MiHeHoro nikapcbkoro 3acoby y nnaami KpoBi 3anuLaloTbes Ayxe
HU3BKNMM.

Enimiauis: nepion HaniBBMBEeHHs nonepamigy y nogeit ctaHoBuTb npubnusHo 11 roguH 3 gianadoHom 9-14 roguH.
EkckpeLjist HeamiHeHOro nonepamigy Ta ioro MeTaboniTie BinOyBaeThCs B OCHOBHOMY 3 Kariom.

[avieHTn anTa40ro Biky: hapMaKoKiHETUYHIX AOCTiMXeHb NoNyNALii navieHTiB AUTS4Oro Biky He MpoBoavnK. OYiKkyeTbCs, Lo
(bapmakokiHeTU4Ha noBefiHKa nonepamify Ta B3aeMogii Nikapcbkix 3acobiB 3 nonepamigom byayTb aHanorivHi TMM, LWo
CriocTepiratoTbCs y AOPOCHMX.

CHMETMKOH.

CVMETUKOH y (hi3ionoriyHOMy i XiMiYHOMY BIHOLLEHHI € iHEPTHOK PEYOBMHOI, BiH He abcopbyeTbes i BUBOAUTLCS Y
He3MiHeHOMY BUMMSAAI NiCs NPOXOLKEHHS Yepes TPaBHUIA TPaKT.

KniHi4Hi xapakTepucTuku.

Moka3aHHs1.

CvmnToMaTUYHe nikyBaHHs rocTpoi Aiapei y Jopocnux Ta AiTei Bikom BiAl 12 pokiB, LLO CynpoBOmKyeTbCS abaoMiHanbHIM
[QMCKOMOPTOM, BKITI0Ya0um 3AyTTS, CnacTuyHi 6onii meTeopuam.

lpomunoka3aHHsi.
TNodbnarin® npoTvnokasaHmii:
- nauieHTaMm 3 NiABMLLEHOH YYTNMBICTIO 10 Nonepamigy rigpoxnopuay, CUMETUKOHy abo 0 Byab-sKOro 3 KOMMOHEHTIB
nikapcbkoro 3acoby;
- LitamBikom 0 12 pokis;
- nayieHTam 3 roCTpOK AN3EHTEPIE, L0 XapaKTepuayeTbCs HAsBHICTIO KPOBI Y BUMOPOXHEHHSX Ta MiABMLLEHO
TeMnepaTypoio Tina;
- naujieHTam 3 rocTpMM BUPa3KOBIM KOMITOM;
- nauieHTam 3 nceBgoMeMOpaHO3HM KOSTITOM, MOB'A3aHUM i3 3aCTOCYBaHHAM aHTUBIOTUKIB LUMPOKOro CnekTpa Ai;
- naujeHtam 3 bakTepianbHUM EHTEPOKOMITOM, CMPUYMHEHUM MiKpoopraHiamamin poau Salmonella, Shigella Ta
Campylobacter,
- MaLjieHTam 3 KULLKOBO HENPOXifHICTI0 ab0 0BCTPYKTUBHIMM 3aXBOPIOBAHHAMM TPABHOTO TPAKTY.
TNodbnatin® B3arani He crig 3aCTOCOBYBATH, AKILO TPEBa YHUKHYTV MPUTHIYEHHS NEPUCTANBTVKA Yepes PUUK BUHVKHEHHS
3HaYHMX YCKNaHEHb, BKIOHAKUY KILLKOBY HEMPOXIAHICTb, MErakonoH Ta TOKCUYHI MerakomoH.
HeobxifHO HeraitHo NPUNMHITY NPUItOM Npenaparty, SKLO PO3BMBAETLCS 3aNop, 3AYTTS kMBOTa a0 KMLLIKOBA HEMPOXIAHICTb.

B3aemodis 3 iHwuMu nikapcbKumu 3acobamu ma iHwi eudu e3aemo0itl.

Baaemopii, nos's3ai 3 nonepamigy rigpoxnopuaom.

[NoBigoMnsinocs npo BUNaaki B3aeMogii 3 NikapcbkuMu npenapaTamu, WO MaloTb NoAibHI hapmakonoriyHi BRacTUBOCTi.
Nikapcbki npenapaty, Lo MatoTb NPUrHiYyBanbHY Ajlo Ha LieHTpanbHy HEPBOBY CUCTEMY, HE 3aCTOCOBYBATU OAHOYACHO 3
npuitomom Mocnatiny® mitsm.

[okniHiuHi gani nokasanw, wWwo nonepamig € cyberpatom P-rnikonpoteiy. OgHovacHe npusHaveHHst nonepamigy (B A03i
16 mr) pa3om 3 iHriGiTopamu P-rnikonpoTeiHy (XiHiguH, pUuToHaBip) Npr3BOAMMO 4O MiABWULLEHHS PiBHS Nonepamigy y nnaami
kpoBi B 2-3 pasn. KniHiyHa 3HauyLlicTb 3a3HayeHoi (hapMaKOKIHETUYHOI B3aeMOfji Mpu 3acTocyBaHHi nonepamigy B
PeKoMeHf0BaHwX jo3ax HeBiAoMa.

CynyTHe 3acToCyBaHHs nonepamigy (4 Mr ogHopa3soBo) Ta itpakoHasony, iribiTopy CYP3A4 ta P-rnikonpoTeiHy npussoaumno
1o 3-4-pa3oBoro 36irbLUEHHs! KOHLEHTpaLiit nonepamigy y nnasmi Kposi. Y LboMy X AocnigkeHHi iHribitop CYP2C8
remcpibposun niaBuiLyBaB BMIiCT nonepamigy npubnusHo y 2 pasu. KombiHoBaHe 3acTocyBaHHs iTpakoHasony Ta
remcpibposuny npru3soauno 4o 4-pa3oBoro 30inbLueHHs MaKCUManbHOro BMICTY nonepamizy y nnaami kposi Ta 13-pa3oBoro
36inbLUeHHs 3aranbHoi ekcroauLii y nnaami kposi. Lie nigsuLeHHs He Byno nos'si3aHe 3 BMMBOM Ha LIEHTpanbHY HEPBOBY
cuctemy (LIHC), wwo Bu3Hayanocs 3a 40MOMOrok NcUXOMOTOPHUX TECTIB (TO6TO Cy6'eKTMBHA COHMMBICTb Ta TECT Ha 3aMiHy
L{chpoBMX CUMBOSTIB).

CynyTHe 3acTocyBaHHs nonepamigy (16 Mr oaHopa3oBo) Ta keTokoHasony, iHribitopy CYP3A4 i P-rnikonpoteity, npussoauno
10 5-pa3oBoro NiABMLLEHHS KOHLLEHTpaLii nonepamigy y nnasmi kposi. Lie niasuieHHst He 6yno nos's3aHe 3i 36inbLUeHHsM
thapmakoamHaMivHIX echekTis, L0 BU3HAYAN0CA 32 AONOMOrOL0 MyninoMeTpii.

CynyTHe nikyBaHHS AECMONPECUHOM ANS NepopanbHOr0 3acTOCYBaHHS MPWU3BOAMNO A0 3-pasoBOro  MiABMLLEHHS
KOHLIEHTpaLlii AECMONPECHHY Y Nna3Mi KpOBi, IMOBIPHO BHACIOK MOBIMbHILLOT MOTOPMKY LLIMYHKOBO-KULLKOBOTO TPAKTY.
OuikyeTbes, Lo nikapcbki 3ac06u 3 aHanoriYHMMM hapMakonoriHHUMI BNACTUBOCTSIMI MOXYTb NOCUIIOBATM Ajto nonepamigy,
a nikapcbki 3acobu, Lo MPUCKOPHOKOTL MPOXOKEHHS! iXXi Y LLIMYHKOBO-KULLIKOBOMY TPaKTi, MOXYTb 3HUXKYBATM 10r0 Ajt0.
B3aemopii, noB's3aHi 3 CUMETUKOHOM.

NeBOTUPOKCMH MOXe 3B'A3yBaTCA 3 CUMETUKOHOM. ABCOPOLIiS NIEBOTUPOKCUHY Y KULLEYHMKY MOXe ByTi mopyLueHa npu
0[IHOYACHOMY NPUITOMi 3 CUMETUKOHOM.

Oco6nueocmi3acmocysaHHs.

NikyBaHHs Aiapei nonepamigy rifpoxmnopyuaoM Ta CUMETUKOHOM HOCUTL CUMNTOMATUYHMIA XapaKTep. SAKLLO MOXHA BU3HAUUTH
€Tionorito 3aXBOPIOBaHHS, TO N0 MOXIMBOCTI CAlif NPOBOAUTY CnieLdiyHe NiKyBaHHS.

[ezidpamauis ma ducbanaHc enekmponimig

Y xBopux 3 Aiapeeto, ocobnmo npw ii Tskkomy nepebiry, a Takox y AiTelt, ocnabnernx nauieHTiB NiTHLOTO Biky MOXe
BUHUKHYTW AerinpaTaList Ta aucbanaHc enekTponiTie. Y Takux BUNazkax BaXn1BUM TepaneBTUYHUM 3aX0L0M € BBELEHHS!
BiANOBIAHOT KiNbKOCT PiAWHY Ta BiHOBNEHHS GanaHcy enekTponiTie.

3acTocyBaHHs nikapcbkoro 3acoby He 3aMiHIOE BBEAEHHS BIMOBIAHOI KiNbKOCTI piguHM Ta BigHOBREHHs GanmaHcy
€NeKTPOnITIB.

Ockinbku cTilika fjiapes MOXe CBIgUMTW MPO MOTEHLIAHO Cepiio3Hilli cTaHw, Nikapcbkuil 3acib He crig 3acTocoByBaTH
TPWBanWi Yac, Nokv NpuumnHa aiapei He byae gocnimkeHa.

[Mpu rocTpit Aiapei, konu He crnocTepiraeTbCs KNiHiYHe NOMINIEHHS NPOTAroM 48 rofyH, 3acToCyBaHHst NikapcbKoro 3acoby
TNodbnarin® cnig NPUNHUTY | 3BEPHYTMCA [0 NiKapS.

3abopoHSIETLCS 3aCTOCYBaHHS fonepaMifly Y CuTyaLisix, KOnW CRifl YHUKaTX MPUTHIYEHHS! NEPUCTanbTUKW Yepe3 puank
Cepio3HNX HaCNiAKiB, TaKUX K MErakoSIOH | TOKCUYHNIA METaKoroH.

MayjeHmu i3 cuHOpomom Habymoeo imyHodegpiyumy (CHIL)

Mavientamis CHIL, siki npuitmatoTs Nlocnatin® npu aiapei, He0BXiAHO HEralHO NPUNMHUTY NiKyBaHHS NPy MOSBI NEpLLMX 03HaK
3AYTTA XMBOTA. ICHYIOTb OKpeMi MOBIAOMIEHHS MPO BUNAAKW KMLLKOBOI HENpOXIBHOCTI 3 MiABULYEHUM PU3MKOM MOSIBM
TOKCUYHOTO MerakonoHy y naljieHTi, xsopux Ha CHI[, 3 iHcbekuiiHUMM KomiTamu Sk BipycHoro, Tak i BakTepianbHoro
MOXO/PKEHHS, NPV NikyBaHHi onepamify riapoxnopuaom.

[MauieHmu i3 nopyLweHHsM yHKUT neYiHKu

GapMaKoKIHETUYHI AaHi OO NaLlieHTB 3 NOPYLIEHHAM (yHKLii NeviHkv BiaCyTHI — TakuM naujeHtam Jlodnartin® cnig
3aCTOCOBYBATH 3 06EPEXHICTIO Yepes yNoBiNbHEHHS MeTaboni3aMy NepLLOro NpoxomkeHHs. Liei nikapcbkuii 3acié HeobxigHo 3
00epexHicTio npu3HayaT XBOPUM 3 MOPYLUEHHSM (OYHKLT MeviHkW, OCKiNbkW BiH MOXE MPWU3BECTM O BiJHOCHOTO
nepefo3yBaHHs, WO MOXe CMPUYMHUTM ToKcuuHe ypaxeHHs LIHC. MMauieHTam 3 TSkKkuM nopyLueHHsM hyHKLT neyiHku
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TNodonarin® crig 3acTOCOBYBAT Mify MEAMYHM HarnAaoM. JlikapChKi npenapaTy, Lo NOLOBKYHTh YaC NPOXOMKEHHS, MOXYTh
MPU3BECTI A0 PO3BUTKY TOKCMYHOMO MEraKomOHY Y NaLlieHTiB Liiei rpynu.

MauieHmu i3 nopyLIeHHSIM QYHKUiT HUPOK

3Baxatoum Ha Te, Lo nonepamia obpe metabonisyeTbes i MeTaboniti abo He3MiHeHa peyoBMHa BUBOASATLCA 3 dhekanisamu,
3a3B1yalt He NOTPIBHO KopUrysaTi 403y Npenapary Jlocdnatin® Ans naUieHTia 3 NOPyLLIEHHAM yYHKLT HUPOK.

MepedosysaHHsi

B mexax aianasoHy TepaneBTUYHIX KOHLIEHTPALLii lonepamif 3a3Bu4ail He CMPUUMHSE BUPaXEHi KapAionoriyHi yCKnaaHEeHH.
Arie npu CyTTEBOMY NEPEBULLIEHHI LiNX 3Ha4eHb (Maixe y 47 pasiB) crnocTepiranics kap4ionorivHi ycknagHeHHs: NpUrHiYeHHs
kaniesoro (hERG) Ta HaTpieBOro noTokiB i apuTMii Ha TBAapUHHUX MOAENsX in vivo Ta in vitro.

lMoBigomnsnocs npo cepLei sBMLLA, BKIKYaOuM nponoHralito iHTepany QT, komnnekcy QRS Ta torsades de pointes y
38'A3Ky 3 Nepepo3yBaHHaM. [leski Bunagku Oynu netanbHumn  (auB. poadin «[lepenosyBanHsy). MepenosyBaHHs Moxe
BUSABMTU HasiBHWUA cHAPOM bpyraga. MNavjieHTam He cnig nepeBuLLYyBaTh peKOMeHA0BaHY 403y Ta TPUBANICTb MiKyBaHHS.
3noBxuBaHHs nonepamigoM abo HernpaBurbHe WMOr0 3acTocyBaHHsl K OMioigHOrO 3aMiHHMka Gyno ommcaHo y ocib i3
ONiOiIHOI0 3aNeXHICTHO.

Nikapcbkwii 3aci6 Modnatin® cnia 3acTOCoBYBATUCS 3 0BEPEXKHICTIO NALIEHTaM i3 NOPYLLEHHAMI OYHKLT HUPOK 60 NeviHKkN
yepe3 puank HaKOMMYEHHS Ta TOKCMYHOCTI (MeTabonivHmil aunaos).

JlonomixHi peyosuHru

Ockinbkv nikapcbkii 3acib MICTUTb NakTo3y, MOro He CMif 3aCTOCOBYBATM NALliEHTaM i3 PiAKICHMMM CnaakoBiMm (opmamm
HenepeHOCMMOCTI ranakToau, HeAoCTaTHICTIO NakTasn abo CMHAPOMOM ManbabcopbLyii rKo3K-ranakTosn.

3acmocyeaHHs y nepiod eazimHocmi abo 200ysaHHs 2pyddo.

He pekomeHayeTbCA NpuiMaTK Lieit nikapcbkuii 3aci6 y nepio BaritHocTi abo rogyBaHHs rpyaAio, B TOMY YUCTi Yepes pusmk
HaKOMMYeHHs! Ta TOKCUYHOCTi (MeTaboniyHmil aumpo3). Y 38'A3Ky 3 LM BariTHUM XKiHKaM i XiHkam, siki roayroTb AUTUHY TPYAAI0,
Cnii NOPEKOMEHYBaTW 3BEPHYTICS 1O CBOTO Nikapsi Ans O4epXaHHs BigMOBiAHOrO NikyBaHHS.

3damuicmb ennueamu Ha wieudkicmb peakyii npu kepyeaHHi asmompaxcnopmom a6o iHWuMuU MexaHi3Mamu.
Mig Yac nikysaHHa npenapaTtoM Crif yTPUMYBATUCS Bif, KepyBaHHS TPaHCMOPTHUMMW 3acobamu 4 poboTh 3 iHWMMK
MexaHismamu.

Cnocib 3acmocyeaHHs ma do3u.

TabneTku KOBTATM LinvMu, 3an1Baroyy BOLOK.

[Lopocri.

MoyaTkoBa A03a CTaHOBWTL 2 TabneTkv 0HOPa3oBo, Aani npuimaTi no 1 TabneTui nicns KoxHoro akTy fedekadii, ane He
Binblue 4 Tabnetok Ha Ao6y. TpuBanicTb 3acToCyBaHHs — He BinbLue 2 Ai6.

Limu eikom gid 12 0o 18 pokis.

MoyaTkoBa 4o3a — 1 TabneTka 0aHOPa30Bo, Aani npuitMaTyt no 1 TabneTwi nicns KoXHOro akTy Aedekadii, ane He GinbLue 4
Tabnetok Ha fo6y. TpueanicTb 3acTocyBaHHs — He BinbLue 2 fi6.

MauieHmu nimHB020 8IKY.

Mpw nikyBaHHi naLjieHTiB NiTHHOrO BiKY KOpeKLjist 4031 He NoTpibHa.

[opyweHHs yHKUIT HUPOK.

He noTpibHa kopekwjist 1031 ANst NALiEHTIB 3 NOPYLLIEHHSM (YHKLT HUPOK.

[MopywerHs GyHKUiT neviHKu.

Xoua dhapmakoKiHETUYHI AaHi Npo Aito Npenapaty y nauieHTiB 3 nopyLueHHsAM yHKUii nediHku BIiACYTHI, TakuM nauieHTam
noTpi6Ho npuaHadaty Mochnarin® 3 0BepexHIicTIo Yepes YNoBiNbHEHHs Y HUX MeTaBomiaMy NepLIOro MPOXOMKEHHS (AVB.
po3pin «OcobnmBOCTi 3aCTOCYBaHHS»).

Aimu.
He 3acTocoByBaTty fiTsim Bikom 10 12 pokiB.

MepedosysaHHsi.

Cumnmomu.

Mpu nepepo3yBaHHi (BKMIOYaYN Nepefo3yBaHHs, 3yMOBMIEHe MOPYLUIEHHAM (YHKLi NEYiHKW) MOXNMBE MPUrHIYEHHS
LieHTpanbHOi HEPBOBOI CMCTEMU (CTYMOP, MOPYLUEHHS KOOPAWHALLi PyXiB, COHMMBICTb, Mi03, MABULLEHHS TOHYCYy M'A3iB,
NPUTHIYEHHS AUXaHHS), cyXicTb Yy poTi, abmomiHanbHWA auckomdopT, HyaoTa, GriioBaHHs, 3amop, 3aTpumka cedi Ta
napaniTyHa K1LLIKOBa HEMPOXIAHICTb.

[LiTv Ta naujieHT 3 NopyLIEHHAM YHKLUT neviHkn MOXyTb ByTy Ginblu YyTnveumn fo Bnmvey Ha LIHC. Y fiteit npurHiverHs
LieHTPasbHOT HEPBOBOI CUCTEMM MOXE BUHMKATH YaCTILLE.

Y ocib, siKi nepeBuULMIM PEKOMEHAO0BAHI 031 nonepamigy, criocTepiranucs CepLeBi NOPYLUEHHS!, Taki K MOJOBXEHHS
intepsany QT Ta komnnekcy QRS, nipyeTHa Taxikapais (forsades de pointes), iHLi CepioaHi LLMYHOYKOBI apuTMii, 3ynnHka
CEpLS Ta HENPUTOMHICTb.

Y ocib, siki CBIROMO BXVBanV BUCOKI 4031 nonepamigy (Bifomo npo BxvBaHHs 403 Bif 40 o 792 Mr Ha AoBy), cnocTepiranucs
3yNuHKa cepusi, cuHkone. Takox Bynu 3achikcoBaHi netanbHi Bunagku. Mepeno3yBaHHs MoXe NPOSIBUTY HasiBHWI CUHAPOM
Bpyraga.

TlikysaHHs.

Y BUNaaKy nepefo3yBaHHs NavieHTy Crig HeraHo 3BepHyTICS 40 Nikaps.

Y pasi nepeo3yBaHHsl Crlif po3noyaTi MOHITOpUHr iHTepaany QT.

[py BUHUKHEHHI CMMNTOMIB Nepejo3yBaHHs NaLieHTy Crif BBECTW Sk aHTUOT HanokcoH. Ockinbku nepio HaniBB1BEAEHHS
nonepamigy 6inbLumii, Hix nepiof HaniBBUBEAEHHS HANOKCOHY (Big 1 40 3 roAnH), MOXe 3HafobUTIUCS 4OAATKOBE BBELEHHS
HarnokcoHy. HeobxigHui Ljinono6oBuii MOHITOPUHT hyHKLT AuxaHHS. 3a cTaHOM nauieHTa HeobXigHO YBaXHO CnocTepiraTi He
MeHLUe 48 roauH Ans BUSIBNEHHS MOXIIMBOTO npurHiyeHHs LIHC.

Mo6iyHi peakuil.

[ins OLiHK1 4acTOTI BUHWKHEHHS MOBI4YHMX peaKLiiii BUKOpPUCTOBYIOTb Taky knacudikaljito: ayxe vacto (= 1/10), yacto (= 1/100
i<1/10), HewacTo (= 1/1000 i < 1/100), pigko (= 1/10000 i < 1/1000), ye pigko (< 1/10000), BKNKOYAKOUM NOOZNHOKI BUNASKM,
HeBIOMO (4acTOTy He MOXHa OLHWTY Ha NiACTaBi HAsIBHWX [aHX).

3 60Ky imyHHOI cucmemu:

Pigko: peakuii rinep4yTnnBoCTi, aHacinakT4Hi peakwyii, BKMoYao4y aHadinakTUYHMI LLOK, aHadinakToiaHi peakuii.

3 60Ky wiipu ma niOWKipHOT KITIMKOBUHU:

HeyacTo: BUCMNaHHS Ha LLKIpi.

Pinko: kponus'sHka, cBepbiX, aHrioHeBPOTUYHUIA HABPsIK, HABPsK 0BNMYYs, HaBbpPsK S3uka Ta yTpyAHeHe AuxaHHs, BynbosHi
Bucunu (y T.4. CuHppom CtiBeHca — [)XOHCOHa, MynbTU(hOPMHA epuUTeMa, TOKCUYHIA enifepManbHIiA HEKPOria).

3 60Ky mpasHo20 mpakmy:

Yacro: HygoTa.

Heuacro: cyxicTb y poTi, 3anop, 6inb y 1BOTI, ACKOMOPT Y KMUBOTI, GNItOBaHHS, AVCNENCISl, METEOPU3M.

Pigko: MerakonoH (BKMOYaK4M TOKCUYHMIA MErakoMOH), KMLIKOBA HEMPOXIAHICTb (BKMOYaloun napanituyiHy KULKOBY
HenpoXiaHICTb), BiAYYTTS PO3TATHEHHS X1BOTA.

HeBigomo: rocTpuit naHkpeaTuT.

3 60Ky Hepeosoi cucmemu:

YacTo: ronoBHui binb, Aucres3ist (3viHa CMakoBOrO BiguyTTS).

HeyacTo: COHNMBICTb, 3aMamMOpOYeHHs.

Pinko: npurHiyeHHs cBigoMocTi, BTpaTta CBiOMOCTI, CTYNop, rinepToHyC, NOPYLLEHHS KOOpAMHALYii.

3 6oky ceyosudinbHoi cucmemu:

Pigko: 3aTpumka ceui.

360Ky opaaHis 30py:

Pigko: mioa.

BaeanbHiposnadu:

Heuacro: acTeHis.

Pigko: nigsuLieHa BTOMMIOBAHICTb.

[oBifoMAEHHs NPO Nif03ptoBaHi NOGIYHI peakLii.

lMoBigomnerHst npo nobiuni peakyii nicns peecTpalii nikapcbkoro 3acoby Mae Benvke 3HaueHHs. Lie fae amory npoBoguT
MOHITOPUHT CMIBBIAHOLLEHHSI KOPUCTL/PU3VK NPY 3aCTOCYBaHHI LIbOro fikapcbkoro 3acoby. MeanyHum ta hapmaLeBTU4YHUM
npauiBHIKaM, a Takox nauieHTam abo ixHiM 3aKOHHUM NpeaCcTaBHUKaM Crig NOBIAOMMSTY NPO YCi BUNAAKM Mifo3proBaHNX
noBiYHMX peakLiit Ta BifCYTHOCTI echeKTUBHOCTI Nikapcbkoro 3acoby yepe3 ABTOMATM30BaHy iHpopMaLliiiHy cuctemy 3
thapmakoHarnsy 3a nocunaxHam: https:/aisf.dec.gov.ua.

TepmiH npudamHocmi. 3 pokn.

YMoBM 36epiraHHs.
3Bepirati npu Temnepatypi He BuLLe 25 °C B opuriHanbHiil ynakosLy.
36epiraTity HeLOCTYNHOMY NS ZiTE MiCLi.

YnakoBka.

Mo 10 Tabnetoky 6nictepi, no 1 6ricTepy y kKapTOHHIl yNnakoBLyj.

Mo 10 TabreToky cTpuni, N0 1 CTPUNY y KaPTOHHIN yNaKoBL.

Mo 10 Tabnetoky Gnictepi, no 1 6nicTepy y kapToHHil ynakosLy, no 10 ynakoBOK y kKapTOHHiIl kopobLj.
Mo 10 TabneToky cTpuni, no 1 CTpUNy y KapTOHHii ynakoBLyi, no 10 ynakoBOK y KapTOHHiil KopoOuji.

Mo 10 Tabnetoky 6nictepi, no 10 GnicTepis y kApTOHHilh ynakoBLj.

Kateropis Bignycky.

Bespeventa:

Mo 10 Tabnetoky 6nictepi, no 1 6ricTepy y KapTOHHIM ynakoBLyj.

Mo 10 TabneToky cTpuni, Mo 1 CTPUMY Y KAPTOHHIN YNaKOoBLY.

3apeuentom:

Mo 10 Tabretoky 6nictepi, no 1 6ricTepy y kapTOHHil ynakosL, no 10 ynakoBOK y KapTOHHiIl kopobLj.
Mo 10 TabneTtoky cTpuni, no 1 CTpUMy y KapTOHHIi ynakoBLi, no 10 ynakoBOK y KapTOHHiil KopooLji.

Mo 10 Tabnetoky bnictepi, no 10 GnicTepis y KAPTOHHI ynakoBLi.

Bupo6HuK.
KYCYMXENTXKEP MBTNTA/
KUSUMHEALTHCARE PVTLTD.
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Micue3HaxomkeHHs BUPpoGHMKa Ta agpeca MicLsl NpoBaKeHHs Oro AiNbHOCTI.
CM-289 (A), PIIKO Ingactpian apea, YonaHki, bxisagi, [ict. Ansap (PamkactaH), Ingis /
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.
[ara octaHHboro nepernsgy. 21.06.2023.
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