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|[HCTPYKLIT i3 3aCTOCYBaHHS

CTepubHWIA B'A3KMI1 PO34MH AJIS IHTPajepMasbHOro 3actocyBaHHs Pluryal konTtyp JIIJOKATH
Criarn:
MepexpecHO3LWNTUI rianypoHaT HaTpito 25 Mr Ha Ma (mg/ml) i3 0,3%-M nifokaiHy rigpoxnopuaom.
DocdaTHui Bydep pH 6,7-7,3 y LOCTATHIN KINLKOCTI, X10pWA HATPIO.

One:

3acib npescTasnfe COB0K CTEPUILHUI, B'S3KOENACTUYHIA, NPO30PUIA, GE3KO/I0POBUIA, I30TOHIUHWI, FOMOreHI30BaHI iH EKLINHIA reNesnil IMNaHTaT,
L0 NifAAETLCA BI0NOMYHOMY PO3Nagy, B NONepeAHb0 HANOBHEHOMY LLMPUL.

3aci6 MICTUTb NepexpecHO3WNTUI rianypoHaT HaTpito (TH), oTpumaHwii i3 GakTepiit Streptococcus equi, NpuBEAEHWI 40 KOHLEHTPaLi 25 Mr Ha M
(mg/ml) y disionoriuromy Gydepi 3 0,3%-M nigokainy rigpox1opuaom.

JipokaiHy rigpoxnopua rpae AONOMIKHY POb A1 3HUKEHHS GO Bif, IH'EKLLT B LUKIPY.

Y KOXKHi KOPOBLLi MICTUTBLCS OAMH NONEPEAHbO HANOBHEHMI WnpuLy 3 1,0 Mn (M) renesoro iMnnaHTaTy, ABi OAHOPA30Bi CTEPWIIBHI FO/IKM PO3MIPOM
27 G % (0,5 MM (mm) x 12,7 MM (mm)) aroiiMa Ta IHCTPYKLS 3 BUKOPUCTaHHS.

3 30BHILLHBOI CTOPOHY YNaKOBKM PO3MILLIEHA ETUKETKA, Jie 3a3Ha4eHO HOMep NapTii, CepiiHMi HOMep Ta YHIKaNbHWIA ifeHTUdIKaTOp.

LLto eTUKeTKy C/1ig, BIZOKPEMUTH Ta HaHECTW Ha none «patient label» (eTnkeTka nauienTa) Ha kapTui «implant card» (kapTka iMnnaHTaTa) B KiHUj
IHCTPYKLT i3 33CTOCYBaHHA.

KapTiy iMnnaHTaTa HeO6XIAHO BUAATY NALJEHTY, W06 3a6€3Ne4nTI MOXMBICTL KOHTPOIO.

MonepeHbO 3aN0BHEHMIA LUNPULL ABNSE COBOIO CTEPU/BbHMIN Bap'ep reNeBoro iMNAaHTaTy.

[0/1Ka CTEPUNIBYETLCA B KOHTEMHEDI, LLO SBNSE COBOI0 CTEPUbHWIA Bap'ep.

oxkazamms:

MpucTpiit npusHadeHnit Ans kopekuii aediunTy 06'eMy cepeHbOi 30HM 0B6ANYYS NOMIPHOMO Ta TAXKKOrO CTYNEHIO B BUAWYHIN AINAHL I AINAHL
BE/IMKOrO KyTHLOTO 3y6a, nepeHemMe/ialbHiit 061acTi oKW Ta y NiABMANYHIN 061acTi

MpucTpit cnif, BBOAWTM LASXOM IIMGOKOT NiAWKipHOT Ta (abo) cynpanepiocTanbHOT iH'eKLLT.

[pusnavenns:
MpUcTpin NpusHadeHo 415 BIAHOBAEHHS 06'eMy 06MYYS 3 METOR KopeKLT AedilnTy 06'eMy cepeaHbol 30HM 06MYYS MOMIPHOTO Ta THXKOrO
CTYNeHo 15 NikyBaHHA O3HaK CTapiHHS.

HpOTIIHORaS&HH}IZ
3aci6 3a60pOHEHO BUKOPUCTOBYBATH 415
- NaLeHTIB, CXMNLHIX A0 GOPMYBaHHA riNepTpodiuHIX py6LiB, MOpyLIEHHAMM NirMeHTaLii 360 YyTMBICTIO 40 KENOIAHNX YTBOPEHS;
— MaLlieHTiB, AKi MatOTb aBTOIMYHHI 3aXBOPHOBAHHS B aHaMHe3i a60 NPOXOAATh IMyHOTepanio;
— MaLJEHTIB i3 BiAOMOIO rinepyyTMBICTIO A0 ria/lypOHOBOI KUCOTH, NiA0KaIHY Tapoxaopuay abo MiCUEBKX aHECTETUKIB aMifHOIO TUMYy;
— MALJEHTIB, AKMM paHile Gy BCTAHOBEHI NepMaHeHTHI inepn y AiNsHKY 06pobKu;
BariTHUX a60 XIHOK, AKi FOAYIOTh rPyAbMI;
- naujeHTis BikoM A0 18 pokis.
be3 koHcynbTaLi 3 nikapeM 3acib He cnig, 3acTocoByBaTH A4 JiKyBaHHA NaLEHTIB, AKi NPUItMatoTb aHTUKoarysHTK abo iHribiTopu arperavi
TPOMBOLWMTIB (HANPUKNAZ, aLeTUACANILMAOBY KUCAOTY).
3aci6 3a60poHEHO 3aCTOCOBYBATH Ha AINAHKAX i3 LWKIPHAMM, 3anaabHiMM Ta/abo iHdeKUHMMM Npouecamm (Hanprinaz, akHe, reprnecomM abo
HWUMY).
3aci6 3a60pOHEHO 3aCTOCOBYBATH B KOMIMJIEKC] 3 /1a3ePHOLO Tepanieto, XiMiYHUM niniHrom, Aepmabpasieio abo MesoTepanieto

3aCTCpCH{CHHH MI0JI0 3aCTOCYyBaHHA:

LIM NPpUCTPOEM NOBUHHI KOPUCTYBATUCA NILLIE NIKaPI, AKi NPOMLLAW CNeljanbHe HaBYaHHs 3 NPOBEAEHHS IHEKLLI binepy.
Ha uyT/auey WKIpy MOXHa nonepeHL0 NPUKNEITU 3HEGOIOKUMIN NACTUP a60 HAHECTU KPEM.
[Micns 3aCToCyBaHHA WINPWL, 3a/MLLIOK 3aCOBy Ta FOAKY CAif, yTUAI3yBaTU B CrieLiabHOMY KOHTeHEDI.

Heba:xani modiuni eperrir:

Jikap NOBMHEH NOBIAOMWUTM NALLEHTY NMPO MOXMBI NOGIYHI peakuii Ta/abo BUNaAKN HECYMICHOCTI, sKi NOB'S3aHi 3 iIMNAaHTaLi€e Lporo 3acoby i
MOXYTb BUHWUKHYTW 0fpa3y abo Yepes NpOMKOK Hacy.

MobiuHi edekTr, OTPUMaHI B pe3ysTaTi KAIHIYHKMX AOCNIAXKEHD Ta NOCTMAPKETUHIOBOMO CNOCTEPEXKEHHS, Byn Takumi: 6inb 8 061aCTi 06144,
NOYEPBOHIHHSA, FPaHyYNLOMM, iHAyPaLs, GakTepianbHi iHbeKLT, HabpAKY, 3ananeHHs; B MiCL BBEEHHA CNOCTEPIraanca NoxXoA04aHHs, 3MiHa KONbopy
(nenirMenTaLis), remMaToMa, YTBOPEHHS BY3/MKIB (i3 3ananeHHam abo 6e3 Heoro), 6ib, cBep6iX, HaBPAK.

Kpim Toro, npu 3acTocyBaHHi NoaiGHx NikapcbKiix 3aco6is cnocTepiranncs Taki NoAii Ta peakuji i po3risfanmch Sk NOTEHUHI pU3nki A9
3aCTOCYBaHHSA NPUCTPOIO (MOBIYHI ABMLLIA NPUHANMHI 63 NiJO3p Ha MPUYMHHO-HAC/IAKOBI 3B'A3KM 3 MPUCTPOEM He NepesiveHi):

2]6&\_\9 aHr.\OHEBDOTMWHM\;\ H2]6[J5H<, NOTOBLLEHHA abo YUWLNbHEHHA LWKIPKW, KPOBOTEYA, YTBOPEHHA CUHLLIB, BU]H\/TTS! NeYIHHA, BIAYYTTA ,CLV\CKUMQ)OUT\/.
Habpsak, epuTema, 3aTBep/liHHA, PeakTuBaLlia BipyCy repnecy, rnepyyTMBiCTb/anepris, CKynyeHHs iIMNaaHTaTy B MicUi iH'eKUl, BUAUMICTb iMNNaHTaTy,
nofpasHeHHs, ceepOi, MapMypOoBUIA Bi3ePYHOK Ha LLKIPI Nicns BUNaakoBoi apTepianbHol eM60oAisaLi, HAbPAK y BUAWYHIN AINAHL, 3MILLEeHHA
iMNNaHTaTy, HEKPO3 Yepe3 NOLLKOAXKEHH: CyAMH, OHIMIHHA, NapecTesis, ok/to3ia apTepii ciTkieku, capkoinos py6uis, cknepomikceaema
(reHepanizoeaHa), TeneaHriekTasis, 60M0HICTb, BACKYAIT, Ba30CMa3M, Ba3oBara/ibHa peakuia nig vac iH'ekuji, BTpaTa 30py Yepes oktosito apTepii
CITKIBKM. Y MOOAMHOKUX BUMaAKax Micas iH'exuii Ginepy Moxke BUHMKATK peakTuBaujs BipyCy reprecy, crpuymHeHa 6e3nocepeHim NMoLwKoIKEHHIM
HEeVPOHHVIX aKCOHIB ro/1kolo abo 06POBKOI0 TKaHMHM Ta 3ana/ibHOI0 PeaKLIieto NicNs iH'eKLyji.

PosLuapysaHHs cybeninepmanbHoi NNOLLUMHW BHACNIAOK BiIONOAIBHOMO BBEAEHHS FONKU MOXKE NIABULLMTY PU3MK NOABK MICLIEBKX NOBIYHMX ABMLL,
PosmilLieHHs dinepy ayr>ke 6a13bKO [0 NOBEPXHI aB0 MOro HePIBHOMIPHWIA PO3MNOLAIN MOXE NPU3BECTU A0 YTBOPEHHS BUAMMIX BAIANX BY3MKIB Ha
LUKIpI. TaKMM YMHOM, BaXMBO BPaTV A0 YBAru Lii MOXIMBI YCKNAAHEHHS.

[MaujeHTV NOBUHHI AKHAMLLBM/LLIE MOBIAOMAAT NiKapa NPO BUHUKHEHHS OY/Ab-AKVX 3aMa/IbHVX PeaKLLiid, AKi TpMBatOTb GiflbLue 0AHOMO TWXKHS, 360
ByAb-AKNIA THLWMI BTOPUHHWIA eDEKT.

Jlikapto cnif, NPoBOANUTY BIANOBIAHY TEPANiio LyxX NOBIYHWUX peaKLyiit

Mpo Byab-sKi NobiuHi peakLii, NoB'A3aHi 3 iH'ekLielo 3acoby, cig NOBIAOMAATI ANCTPUE'IOTOPY Ta/abo BUPOBHUKY.

Mertomka 3actocyBamms:

3aci6 HeobXiAHO BBOAUTH iH'EKLIIEID B NPOAE3UHbIKOBAHY, 3A0POBY LUKIPY, Ha kil HEMAE 03HaK 3amaneHHs.

MeTozuKa 3aCTOCYBaHHS € OCHOBOIO 15 YCMILUHOTO J1iKyBaHHS.

3aci6 cnig NoBiIbHO BBOAUTH 3a AOMOMOTOI0 FONIKK po3Mipom 27 G % aoima (BXoamTh Y KOMIMAEKT i3 WNpMLEM), 3aCTOCOBYIOHM BIANOBIAHY iH'EKLIAHY
METOLMKY.

3aMmicTb yBefeHHs BeNMKIX 06'EMIB Mij, Yac OAHOMO CEaHCy PEKOMEHA0BAHO NPOBOAMTU iH'EKLLT MEHLLIOro 06'eMy NpoTArom ABOX abo Binblue ceaHcis.
BeepaeHa KinbKicTb 3anexaTuMe 8ig, AedilnTy 06'eMy, aKuMIA NOTPIBHO CKOPUryBaTK, Ta AINSHKK, IKY NOTPIGHO 06pobUTI.

MakcumansHa fo3a ctaHoeuTs 10 M (ml) Ha ceaHc Tepanii. He pekomenayeTscs BBoauTy Ginblue 20 Ma (ml) Ha nawieHTa Ha pik.

Micns iH'exkuii Nikap MoXKe 3pOBUTU NEMKUIA Macaxk 33118 PIBHOMIPHOTO PO3noAiny 3acoby.

MauieHTOBI CNif, 3aNMWNTUCA B KNIHIL Ha eKinbka XBAMVH NICAs iH'€KUi, WO BYACHO BUABMTY 361IAHIHHS, CNpUYMHEHe OKNIo3iElo apTepiit.
TpuBanicTb edeKTy 3aN0BHEHHA NPUCTPOIO CTAHOBUTL NPUGAU3HO 12 Micauis

[onepejxenns:

lMNepes, 3aCTOCyBaHHAM NepesipTe LNICHICTL LWNPKLA Ta TePMIH NPUAATHOCTI.

He cnip, BUKOPUCTOBYBaTH Npenapar, kLo Npobka y GaicTepi 3HsTa abo 3MileHa.

TMoku WwnpuL 36epiraeTsecs y repMeTUHHO 3aMakoBaHOMY BUPOGHUKOM GAICTEp], rapaHTyEeTbCs CTEPUIbHICTS re/IeBOro IMMN1aHTaTa BCcepeanHi
HEYLIKOAYKEHOTO LUNPULA. He BUKOPUCTOBYIITE rONKy B Pasi NOLIKOAXKEHHS KOHTelHepa

He BrkopucToByliTe Byap-aKi iHLLI roKK abo WNPUUM 3aMiCTb TUX, AKi HaAaHO BUPOBHMKOM.

3abopoHeHo 06pobAATM Ta 3rMHATK FO/IKY. 3aB60POHAETLCS MOBTOPHE BUKOPWUCTaHHS ro/IkM abo wnpuua.

BuKopucTaHHs LbOro 3acoby BApYre CTBOPIOE PU3MK iHDIKYBaHHS NaLEHTIB abo KOPUCTYBaYIB.

Akuo ronka kaniépom 27 G % proiima (0,5 Mm (mm) x 12,7 MM (mm)) 3akynopunacs, He 36i1bLyInTe HATUCK Ha MAYHXep WNpKLa, a NPUNuHITe
TH'eEKLLO Ta 3aMiHITb roNKy.

Hemae »oqHnx KNiHIYHUX AaHKX (LoA0 edeKTUBHOCTI it NePeHOCMMOCTI) CTOCOBHO iH'eKLLi LbOro 3acoby B AINAHKM, Y AKi BBOAUAMCA Byab-aKi iHWI
dinepu abo 6OTYNIHIUHWI TOKCKH. He BBOALTE 3aCi6 Yy KDOBOHOCHI CYANHM, KICTKM, CYXOXUNS, 3B'93KK, HEPBM ab0 M's3u. He BBoabTe 3acif y POAMMKN.
He npoBoabTe HaAMIpHY KOpPeKLto.

MaujeHTam cnig, NopaanTh He HAHOCUTIN MaKishk NPOTAroM 12 roAnH NiCAs IH'EKLLT, @ TAKOX YHUKATV TPUBANOro nepebyBaHHs Mif, COHAYHUM CBITAOM i
YABTPAhIONETOBUM BUNPOMIHIOBAHHSM, BiABIAYBATU CayHy aB0 N1a3HIO NPOTArOM OAHOMO TWXKHS MICAS TH'EKLLT

LLLo6 YHUKHY T MOXAMBOrO PU3MKY 3MiILLLEHHS 3acoBy, NaLieHTy cnig NopaauTu He MacaxkyBaTu 06pobeH: AiNAHKM NPOTArOM AeKiNbKa AHIB Nicns
H'eKUT.

[ianypoHaT HaTpiko HECYMICHWI i3 HETBEPTUHHUMM CNOSTYKaMI aMOHItO, 30KPEMa 3 PO34UHAMI X10pKAY BEH3a/IKOHIH.

Tomy HEOBXiAHO He AOMYCKAaTWU KOHTAKTY 3aCo0y i3 UMMM PEHOBMHaMM aB0 MEANYHMMM XiPYPriYHUMM IHCTPYMEHTAMM, AKi 3 HUIMWU KOHTaKTyBau.
IMNNAHTOBAHMI1 B'A3KOENACTMHHIIA relb Ge3nedHmit Npu nepeGyBaHHi B MarHiTHO-Pe30HaHCHOMY CepeoBuLL.

3a60POHSETLCS BUKOPUCTAHHSA FO/IKM Ta NONEpPeAHbO HANOBHEHOT CUCTEMM LUNPULLB Y MArHITHO-PE30HAHCHOMY CEePeOBMLL

30epirans:

3acib cnig 36epirati 3a Temnepatypun 2-25 °C / 36-77 °F y cyxomy Micui B opuriHassHoMy 6icTepi Ta ynakoBLi i1 3aX1LLATK Bif, BNAMBY CBIT/A,
BMCOKMX Ta HU3bKIWX TEMNepaTyp.
BukopucToByiiTe 3 06EPEXHICTHO.
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[HCTPYRILT 1010 MPABIIIBHONO MOBOJIKEHHS i3 3ac000M:

Tpumaiite NloepiBcbkuMit ananTep, Ak nokasaHo Ha puc. @. LLLo6 3HATM KoBNauoK, 06epeskHo ckpyTiTs @ | NOTArHITH ioro @.

BUKOHaHHS LiVIX BKa3IBOK AONOMOXKeE 3ano6irTi yTBOPEHHIO NOBITpaHMX Gyb6aluok. TpumaliTe Wnpuu, Sk nokasaqo Ha puc. @. BiakpuiiTe ynakosky
Ta HagiiHo nin‘eaHaliTe ronky @ (He BUKOPUCTOBYIATE THLLI FONKM).

I

HapiiHo 3adikcyiiTe rofky, NoBepHyBLUM Ti 33 roAMHHIKOBOK CTPiNKolo @.
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[MoscHenHs Mi'il{HH]]O;lHIIX CHMBOTIB:

A 01: Yearat
02: 3sepritocn o incTpykuii 3
excnayaTauii
T 03 3axwwaiire sig sonoru

11: Homep napri

12: crepunizosaro napoto

173: crepunisosatio etunenokcuaom

25°C .
suc,ﬂ’ 04: OGmexennn TemnepatypHoro Prefilled Syringe| 14 Crepunshuit omropasosii wnpwy
pesxumy
N -
’\/T< 05: 36epiraiite 8 saxuuieHomy sig Needle 15: crepunsha opHopasosa ronka
/.\\ CCOHAYHOrO CBITNa Micui e

06: He BuKkopucTosysaTh, sikio

16: BuposHm
YNaKoBKa MOLIKOAYKEHa P

07: He nignsrae nosTopHomy
BUKOPHCTaHHIO

® ]
® d
08: He crepunisysaru sapyre 18: Vuikansumit inenrudixarop
P4

17: pava eupo6ruuTea

09: He micTuts natexcy 19: nosiakosuit Homep

10: nava sakinuenn repminy

" 20): Cepiiinmii Homep
npuaaTHoCTI
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