IHCTPYKLIA 3ATBEPIXEHO

[Nl MeAMYHOTO 3aCTOCYBaHHs NiKapcbKOro 3acoby Hakas Minicrepctaa oxopotu
30poB'sA Ykpaiiu

BAKTONIK 30.10.2023 Ne 1866

PeecTtpaLiiiHe nocBigyYeHHs

(BACTOPIC®) Ne UA/17049/01/01

Cknad:

ditoya peyosuHa: MynipoLH (mupirocin);

1 rmasi MicTUTb 20 Mr MynipOLIMHY;

donomixxHi peyosuHu: nonieTuneHrnikonb 3350, nonietunenrnikons 400.

Nikapcbka dopma. Masb.
OcHogHi ghizuko-ximiyHi enacmusocmi: Ma3b Bif 6inoro Ao Maiixe 6inoro konbopy.

®apmakoTepaneBTUYHa rpyna. AHTUGIOTVKM ANs MiCLIEBOrO 3acToCyBaHHs. MynipoLyH.
Kop ATX DOBA X09.

®apmakonoziyHi emacmueocmi.

MynipounH — aHTUbakTepianbHWiA 3acid AN MICLEBOr0 3acTOCyBaHHS, aKTMBHMIA LIOAO MIKPOOPraHiamie, siki
BUKINMKaKOTb BiNbLUICTb IHEKLiRHINX 3aXBOPIOBAHD LLKIPK, cepes skux Staphylococcus aureus, BKMHOYA0UN METULMIIH-
PE3NCTEHTHI LUTaMU, iHLI CTadinokoku Ta CTpenTokoku. lMpenapaT TakoX akTUBHMIA LWOAO A0 rpaMHeraTMBHUX
MikpoopraHiamiB, Takvx sik Escherichia colita Haemophilus influenzae.

MynipourH € cunbHUM iHribiTopom cuHTe3y GakTepianbHoro npoteiHy Ta PHK wnsxom npurHivyeHHs isonenuun-
TpaHcdep-PHK-cuHTeTa3m.

®apmakokiHemuka.

Micns micyeBoro 3actocyBaHHst Masi bakTonik MynipoUmH MiHiManbHo abcopOyeTbest CUCTEMHO, @ Ta KinbKiCTb, LIO
abcopbyeTbes, WBMAKO MeTabonisyeTbcs 40 MikpobionoriyHo HeakTMBHOrO MeTaboniTy MOHIEBOI KMCNOTH.
TMPOHMKHEHHS MyNipoLMHY Y rMOLLI enigepMarbHi Ta AepmasibHi Lapy LWKipK 3BinbLUyeTbCs Ha NOLUKOMKEHNX LiNsHKaX
LUKipK Ta Mg OKIHO3iNHUMM NOB'A3KaMK.

KniHiyHi xapakTepucTmkm.

Moka3aHHs.

MicLiee nikyBaHHs 6akTepianbHIX iHEKLiN WKipy, Hanpuknag iMneTuro, onikynity, dypyHKYNbO3y, CIPUYUHEHNX
YYTAMBYMMM [0 i MyNipOLMHY MiKpoOpraHiamamm.

lMpomunoka3aHHs.
linepyyTnuBiCTb 10 MyNipoLmHY abo 0 OyAb-SKOro iHLIOM0 KOMNOHEHTA Nikapcbkoro 3acoby.
[aHa nikapcbka hopma He NpusHayeHa 415 0(hTanbMOMONYHOro Ta iHTpaHa3anbHOro 3aCTOCYBaHHS.

B3aemodis 3 iHwumu nikapcbkumu 3acobamu ma iHwi eudu e3aemo0itl.
B3aemopiit 3 iHLWMMK nikapcbkuMu 3acobamu He BUSIBNEHO.

Ocobnusocmi 3acmocyeaHHsl.
Peakuji 2inepyymmnusocmi
Y pasi BUHWUKHEHHS peakLii rinepyyTnmnBocTi abo TSKKMX MiCLeBMX peakLiit 3 BOKy LUKipW npu 3acToCyBaHHi Masi
NiKyBaHHS CNig NPUNUHATY, LINSHKY LUKIPY NPOMUTY BOAOK NS BULANEHHS 3anuLLKIB Masi Ta NPU3HAYNTM BignoBIaHY
Tepanito.
McesdomembpaHo3Huli Konim
Ak i npy nikyBaHHi iHLWMMK aHTMOAKTEpianbHAMK NpenapaTtamu, Tpusarne 3acToCyBaHHS MyMipOLMHY MOXe NpU3BOANTH
[0 HAaAMIPHOTO POCTY HEYYTIIMBUX MIKDOOPraHi3MiB.
Mpu 3acTocyBaHHi aHTUOIOTUKIB MOXNMBUI PO3BUTOK NCEBLOMEMOPAHO3HOMO KOMITY, CTYMiHb TSHKKOCTI KOO MOXe
KonueaTtucs Big nerkoi hopmu A0 CTaHy, Hebe3neyHoro Ans XuUTTs. TOMy BaXNnWBO PO3IMSHYTA MOXMUBICTb TaKoro
AiarHo3y y nauieHTiB, y IKNX BUHVMKaE Aiapes nif vac abo nicns 3acTocyBaHHs aHTUBIOTHKIB. X0o4a iMOBIPHICTb PO3BUTKY
[aHoro siBNLLA Npy MiCLIEBOMY 3aCTOCYBaHHI MyMipOLMHY MEHLUA, Y BUNaAKy BUHWUKHEHHS TPMBANOi YM BUPaXEHOT
piapei abo cnasmiB y XMBOTi NikyBaHHS CIig HEranHo NPUNMHUTY Ta NPOBECTM 10AaTKOBE 0BCTEXEHHS NaLjieHTa.
Hupkosa HedocmamHicmb
MonieTUneHrnikonb MoXe BCMOKTYBATUCA 3 BiKPUTIX paH abo Yepes YLLKOMKeHi AiNsHKM LUKIpW Ta eKckpeTyBaTmues
HUpKamun. FAK i iHWi Ma3i Ha OCHOBI MonieTuneHrnikonto, bakTonik He cnig 3acTocoByBaT B YMOBAX MiBMLLEHOTO
BCMOKTYBaHHS NOMIETUNEHTNIKOMI0, 0COBNMBO NPY MOMIPHIA Ta TSKKil HUPKOBIM HELOCTATHOCTI.
Masb bakmonik He MOXHa 3acmocosysamu:

- AN NiKyBaHHS 3aXBOPIOBaHb O4en;

-iHTpaHasarbHo;

-y NOEAHaHHI 3 kKaTeTepamu;

-y [iNSHLi KaTeTepu3aLlii LeHTpanbHUX BEH.
Bunadkose nompansisiHHs npenapamy 6 ovi
Cnig yHukaTV noTpannsHHs npenapaty B ovi. FAKLO Lie Tpanunock, odi Chifg peTenbHo NPOMIUTY BOZOK0 A0 NOBHOMO
BUAANEHHS 3aNLLKIB Ma3i.

3acmocysatHs y nepiod eaecimHocmi abo 200yeaHHs 2pyddio.

Bazimnuicms. JocnimkerHs MynipoLuHy Ha TBapuHax He BUSIBUNW O3HAK LUKIANMBOrO BNAMBY Ha nnig. KniHiuHi gawi
L4OA0 3aCTOCYBaHHS Masi i3 MynipoLMHOM Mid Yac BariTHOCTI BiACYTHI. Ma3b bakTonik cnig 3actocoByBath nig vac
BariTHOCTI NLLE TOA, KoMK NMOTeHLiliHa KOpUCTb ANst MaTepi byae nepeBaxaTii MOXMMBIN PU3NK 415 NNOAaA.

[Mepiod 200ysaHHs 2pyddro. [laHnX LLOA0 eKCKpeLjii MynipoLuMHy Y rpyaHe MOMOKO NpW AOro MICLEBOMY 3acTOCYBaHHI
Hemae. Mpu HeobXiLHOCTI MOXIMBE MiKyBaHHS Ma33to TPILYWH COCKIB MOMOYHMX 3ano3, OfHaK nepes rogyBaHHAM
BUTUHW X CNif, peTenbHO NPOMUTH.

®epmurnbHicmb. [JaHuX LWOAO0 BAMBY MYNIPOLMHY Ha epTUMbHICTL Mtoaei Hemae. [ocnimkeHHs Ha TBapyHax He

BWSIBUIV BNNMBY HA (DEPTUIBHICT.
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30amuicmsb ennugamu Ha weudKicmb peakyii npu KepysaHHi agmompaHcnopmom abo iHWUMU MexaHi3mamu.
YogHux nobivHMX peakyii, ski 6 HeraTMBHO BMMMBaNM Ha 3AATHICTb KEpYBaTW aBTOTPaAHCMOpTOM abo ynpaensTh
iHLIMMW MEeXaHi3MamMu, He BUSIBIEHO.

Cnoci6 3acmocyeaHHst ma 003u.

Hopocni, AiTv Ta nauieHT NiTHLOTO Biky

Ma3b y HeBenmKil KinbKOCTi CRiA HAHOCUT Ha YpaXeHi AiNsHKM Lkipn 2-3 pasu Ha AoBy npoTsrom nepiogy fo 10 AHiB,
3anexHo Bif BiANOBIL Ha NikyBaHHS.

Ha 0bpobneHy ma3ato AinsHKy LWKipy MOXHa HaknaaaTv oB's3ky.

[NeviHkoBa HEOCTATHICTb

Kopekujst 4031 He noTpibHa.

HupkoBa HeoCTaTHICTb

[uB. po3gin «OcobnmMBOCTI 3aCTOCYBAHHSY.

JliTHiN Bik

O6MexeHb y 3acToCyBaHHI HeMae, SIKWO TiMbKW Mig Yac NikyBaHHS He BUHWKAKOTb YMOBW AN BCMOKTYBaHHS
nonieTUNEHNIKONIO, Lo BXOAMUTL A0 cknagy Masi baktonik, i He 3'SBNATLCS 03HaKW MOMIPHOT aBo TSKKOT HUPKOBOT
HEA0CTATHOCTI.

JNikapcbkuii 3acib NprU3HaYeHnin 4ns 30BHILLHBOTO 3aCTOCYBaHHS.

MMicns HaHeCeHHs Npenapary Ha LLKipy Cnig peTenbHO BUMUTH PYKN.

He 3millyBaT Masb 3 iHWMMW NpenapaTami, TOMYy LU0 MpU po3BeAEHHI Ma3di 3MeHLLYeTbCs ii aHTubakTepianbHa
aKTMBHICTb Ta MOXe BTpayaTucs cTabinbHICTb MynipoLMHY B Mai.

Masb, Wo 3anuwwunacs B Tybi nicns 3akiHYeHHs NikyBaHHS, HeOOXiAHO yTUNi3yBaTH.

Aimu.
3acToCOoBYHOTb AiTAM BiKOM Bif 2 MicsILiB.

MepedosysaHHs.

Cumnmomu. TokcuuHicTb Masi Baktonik ayxe Hwsbka. [OCBig WOAO CAMNTOMIB NEpeso3yBaHHS MynipouuHy
0BMEXeEHNIA.

TlikysaHHs1. Y pasi nepefo3yBaHHs Npu MiCLEBOMY 3aCTOCYBaHHi Masi abo BMNazKoBOMY ii MPOKOBTYBaHHI crieLmdiuHe
nikyBaHHS BACYTHE. [okasaHa cumnTomMaTyHa Tepanisi Ta BifnoBIAHMIA MOHITOPUHT CTaHy NaLjieHTa.

Y pasi NpoKOBTYBaHHSA BENWKOI KiNbKOCTi Ma3i Crlif peTenbHO KOHTPOMoBATW (hYHKLi0 HUPOK Y NALEHTIB i3 HUPKOBOIO
HEeJoCTaTHICTHO, BPAaXOBYHUM MOXIMBY NOBIYHY Aito NONIETUNEHTIKONIO.

Mo6iyHi peakuyii.

MobiyHi peakyji knacudikoBaHo 3a OpraHamm i cUCTEMamu Ta 4acTOTOK BUHUKHEHHS. YacToTa BUHUKHEHHS NOBIYHNX
edeKTiB BU3HAYAETLCS TakuM YMHOM: Ayxe YacTo (> 1/10), yacto (> 1/100, < 1/10), Hewacto (> 1/1000, < 1/100), pigko
(>1/10000, < 1/1000), Zye pigko (< 1/10000, BknOYAKOHM NOOLNHOKI BUNAZKM).

3 6oky imyHHOI cucmemu:

[yxe pigko: cuCTeMHi aneprivHi peakuii, BKMoYalouy aHadinakcito, reHepaniaoBaHi BUCWNM, KPOMWB'AHKY Ta
QHriOHEBPOTUYHMIA HABPSIK.

3 60Ky wkipu ma NiOWKIPHUX MKaHUH:

Yacro: BiguyTTs NeYiHHS Y 4iNsHLi HAaHECEHHS Ma3i, ek3eMa.

HeuacTo: cBepbix, eputema, Binb Ta CyXiCTb LUKIPKU Y AiNSHUi HaHeCeHHs Maai. LLIKipHi peakuii nigBMLLEHOT Yy TANBOCTI:
BUCWNAHHSI, NOCUNEHHS ekcyaLi, NpUnyxnicTb Y MiCLi HAHECEHHS Ma3i, KOHTAKTHWUA JepMaTwT.

3 6oky Hepsosoi cucmemu: roNOBHUI biflb, 3aNaMOPOYEHHS.

3 60Ky mpagHo20 mpakmy: HyaoTa, abaomiHanbHuiA Ginb, BUPa3koBUI CTOMATHT.

[oBigomneHHs npo nigo3ptoaHi nobiuHi peakwii. MoBigomneHHs npo nobiyxi peakuii nicns peecTpauii Nikapcbkoro
3acoby Mae Benvke 3HaqeHHsl. Lie fae amory npoBoanTY MOHITOPWHT CMIBBIZHOLLEHHS KOPUCTL/PU3NK NPY 3aCTOCYBaHHI
LibOro nikapcbkoro 3acoby. MegnyHum Ta hapmaLeBTUYHAM NpaLiBHUKaM, a Takox nauieHTam abo iXHiM 3aKOHHUM
npeAcTaBHUKaM Crif NOBIAOMMATYA NPO YCi BUNAAKW Mif03pioBaHUX MoBiYHMX peaKuili Ta BifCYTHOCTI edeKTUBHOCTI
nikapcbkoro 3acoby 4yepe3 ABTOMaTU30BaHy iHopmaLiiiHy cuctemy 3 hapmakoHarnsgy 3a NoCUMaHHsAM:
https://aisf.dec.gov.ua.

TepmiH npudamuocmi.
2 poKu.

YmoB# 36epiraHHs.
36epirati B opuriHanbHii ynakosLi npu Temnepatypi He Butye 25 °C.
36epiratny HegocTynHoMy Ans AiTen Micy.

YnakoBka.
Mo 151 ma3i B antomiHieBii Ty6i. 1o 1 Tybi y KapTOHHIN ynakoBLi.

Kateropisi Bignycky.
3apevenTom.

BupoGHuk.
KYCYM XENTXKEP NMBT NTA/
KUSUM HEALTHCARE PVT LTD.

30256706000503A

Micue3HaxomkeHHs BUpOOHMKA Ta aapeca MicLs NPOBaXeHHs Oro AifnbHOCT.
CIM-289 (A), PIIKO Inpactpian apea, Yonanki, bxisagi, ict. Ansap (PamxactaH), IHais/
SP-289 (A), RIICO Industrial area, Chopanki, Bhiwadi, Dist. Alwar (Rajasthan), India.
[araoctaHHboro nepernsgy. 30.10.2023.
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