IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

HE®AJIb2KHUK
(NEFALGIC)
Cknaod:
ditoua pevosuHa: HedorraMy TiIPOXIOPHUL;
1 amnyna mictuth Hedonamy rigpoxnopuny 20 mr;

donoMidcHi peuosuHu: HaTpito gurigpodocdat, gurigpat; HaTpio rigpodocdat, gomekarigpat; Boga
OJIS iH'eKIIin.

JIikapcbka dopma. Po3uuH 11 iH'eKIin.

OcHo8Hi (pi3uko-ximMiuHi 81acmusocmi: po3opuii 6e3bapBHUY PO3UKH Oe3 3amaxy.

®dapMakoTepaneBTHUYHA I'pyna. AHaJITeTUKU Ta aHTUIIIPETUKM.

Kom ATX N02B GO06.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOduHamika.

HedanbXkuk - 11eHTpaabHUN HEHAPKOTUYHUY aHAJITeTUK, CTPYKTYPHO He CXO0XKHU Ha iHIIml
aHaANTeTUKMU.

ExcnepuMeHTasbHi HOCTiAKEHHS in Vitro BKa3yloTh Ha IIeHTPaIbHY [ii0, 10 IONATa€e B iHri0yBaHHi
3BOPOTHOTO 3aXOIUJIEHHS KaTeX0JIaMiHiB 1 CEpOTOHIHY Ha PiBHI CUHAIICIB.

HocmnigeHHS in vivo Ha TBapdHAaX II0Ka3ald aHTUHOLMIIENITUBHI BIaCTUBOCTI HedomaMmy.

HedanbkuK y KITiHIYHUX JOCTIAKEHHSIX BUSABUB IO3UTUBHUMN €(PEKT LI0J0 IMiCIsI0IepaliiHoro
TpeMTiHHS. HedanbX1UK He YMHUTD IPOTU3alalbHOi a00 aHTUIIipETUYHOI Iil, He IPUTHIYY€e AUXaHHS
Ta He BIIJIUBAE Ha MEPUCTAIbTUKY KUIIeYHUKY. HedanbKUK Ma€ aHTUXOTiHEPTiUHIE edeKT.

dapMaKoKiHemuxka.

AGcop6irist

[Ticna BBegeHHs ofHiel ;03U 20 MT BHYTPIITHBOM I30BO 4YacC JOCATHEHHS MaKCUMaIbHOl KOHILIEHTpaIlil



y cupoBartiii kposi (T,,,) cTaHoBuTH Bif 30 mo 60 xBUIMH, a MaKcuMainbHa KoHLeHTpauis (C,,.,)
CTAHOBUTH y cepenHboMy 25 Hr/mil. [lepion HamniBBUBEOEHHS CTAHOBUTH y cepenHboMy b rogud. Ilicnsa
BHYTPIITHBOBEHHOTO BBeIeHHS 03U 20 MI Iepiof HalliBBUBEIEHHS CTAHOBUTH 4 TOOUHU.

Po3znonin
3B’sa3yBaHHs 3 GiTKaMu IJ1a3Mu KPOBi CTAaHOBUTE 71-76 %.

BiorpaHcdopmaris

BioTpancdopMmaris 3HayHa, ineHTHdiKOBaHO Tpu MeTabomiTu: necmetunHedonam; Hedhomnam N-oKCup;
N-rmtokypoHig Hedonam. [JecMetunuedonam ta HedornaM N-OKCU He € KOH IOTOBaHUMHU, He
BUSBJIAIOTh @HAIT€TUYHOI aKTUBHOCTI Y AOCTIAKEHHSAX Ha TBapUHAX.

BuBenenusa

87 % BBeLmeHOl 03U BUBOOUTLCS HUPKAMHU, MeHIe 5 % BBe[eHOI 03U BUBOLUTHCS Y HE3MIHEHOMY
BUTIsAOI. MeTaboiTi, BUSIBIIEH] y cedi, CTaHOBNATh 6 %, 3 % Ta 36 % BimmoBimHO Bif [03M, BBEIEHOI
BHYTPIILIHLOBEHHO.

Kniniuni xapakKTepuCTHKH.
Iloka3zaHHA.

[Ticnsomeparrifina aHanresis y cKaafi MyJIbTUMOLAbHOI aHare3ii (HedomnaM TakKoXkK BHUSBIISE
MTO3UTHUBHY BIACTUBICTh 3amo0iraTu micisonepamiiioMy TPEMTIHHIO).

CuMrnToMaTuy4He JIiKyBaHHS TOCTPUX OOILOBUX CTaHiB (TpaBMH, 6iyb mics XipypriuHux onepartiiy,
3He00JII0BaHHS HUPKOBOI Ta ITEYiHKOBOI KOIiKH).

IIpomunoka3aHHs.
TinepuyTnuBicTh fo HedomaMy abo [0 iHIIKUX KOMIOHEHTIB ITpemnapary.
[utsauyuii Bik 10 15 poKiB, y 3B’43KY 3 BIICYTHICTIO KJIIHIYHUX AOCIIiIXKEHb.
Cymomu a6o0 iX HasiBHICTb B aHaMHe3i.
Pu3uk 3aTpuMKU cedi, 0B I3aHUM 3 YPETPOIPOCTAaTUYHUMU [TOPYLIEHHSIMU.
Pu3suk rocTporo riaykoMaTo3HOTO Halapay.

OpHoyacHe 3acTocyBaHHS iHribiTopiB MAO.

B3aemodisn 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

Cmig B3TH OO yBary, I0 3HaYHAa KilbKIiCTh JIiIKapChKUX 3aC00iB MOXKe IMOCUITIOBATH IPUTHIUEHHS
HEPBOBOI CUCTEMHU 3a PaXxyHOK agUTUBHOTO e(heKTy Ta 3HUKYBATHU YBaXKHIiCTh, a caMe: OIliaTh



(aHanreTUKH®, MPOTUKAIILOBI IIpemapaTy, 3aMicHi 3acobu [y TiKyBaHHS HapKoMaHii),
HelponenTtuku, OapbiTrypatu, 6eH3omia3eninu, HebeH30/ia3emiHOBI TpaHKBiTi3aTOpH (MempoOdamar),
CHOTBOPHI, aHTUENIPECAHTH i3 ceflaTUBHUM e(heKTOM (aMiTPUITHUIIIH, HOKCEIliH, MiaHCEPHH,
MipTa3alil, TPpUMIIpaMiH), cegaTuBHi 6710KaTOpH H,-ricTaMiHOBUX PeNenTopiB, TimoTeH3UBHI 3aco0u
IIeHTPaIbHOI Oii, 6akmodeH, Tamigomis.

Oco6.1ueocmi 3acmocyeaHHsi.

IcHye pu3uK BUHMKHEHHS 3aJIe2KHOCTI Bif npenapaTy. HedanbXuK He HaleXKUTh [0
Mop@diHomomiOHUX ITpernapaTiB Ta aHTAarOHICTiB omiaTiB. TaKUM YMHOM, IPUIIMHEHHS TiKyBaHHS
Mop@diHomomiOHMMY TIpenlapaTaMy 3a/Ie’KHUX Bifl HUX MAalli€HTiB, SKi BXKe 3aCTOCOBYIOTh HedanbKuk,
MiABUIIY€E PU3UK PO3BUTKY CUHAPOMY BimMiHu. CIiBBIAHOLIEHHS PU3UK/KOPUCTH IIPU JIiKyBaHHI
HedanpxkukoM HEOOXiTHO MOCTIHHO OLiHIOBATH.

Hedanbkuk He Cif mpu3HayaTy OIS JTiKyBaHHS XPOHIYHUX 60TbOBUX CUHIPOMIB.

Cnip 6yTr 06epeXHUM IPU IPU3HAYeHHi IpefapaTy MallieHTaM i3 MeYiHKOBO, HUPKOBOIO
He[IOCTaTHICTIO, B 3B’s13Ky 3 PU3UKOM HaKONUYEHHS, 1110 MiABUIIYE UMOBIPHICTh BUHUKHEHHS
n00iYHUX peakiit.

Crnipg OyTu 06epeXHUM IIPY IPU3HAYEHHI IIpernapary, MallieHTaM 3 IIaTOJIOTIE CepLeBO-CyIMHHOI
CHCTEeMHU, OCKiJIbKM iCHY€ UMOBIPHICTh BUHUKHEHHS TaxiKapmil.

3 orNsiny Ha aHTUXOJIiHEPriyHuY epekT nikyBaHHS HedanbKUKOM He peKOMEHIYETLCA MallieHTaM
JIITHBOTO BIKY.

Cnig yHMKaATH 3aCTOCYBAHHS aJIKOTOJII0 Ta MEAUYHUX 3ac00iB, 110 MICTSATH aJIKOT0JIb, YEPE3
TIOCUJIEHHS CeJAaTUBHOTO e(deKTYy IIPHU BKUBAHHI aJIKOTOJIIO.

Lle#t nmikapcbkui 3aci6 micTuTh MeHIIe 1 MMonb (23 Mr) HaTpilo Ha aMITyJy, TOOTO € MPAKTUYHO
«0be3HaTpieBuM». Llew mikapcekuil 3acib mictuth 40,74 Mr HaTpil0 B MaKCUMaslbHil 1031 6 amMmy7, 1110
eKBiBasieHTHO 2% Bifg pekomeHmoBaHol BOO3 MakcuManbHOI 1060BOI HOPMU CIIOKHUBAHHS HATPiO 2 T
Ha [OPOCIY JIIOOUHY.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

HeMae maHux 110710 3aCTOCYBaHHS IIpeliapaTy BariTHUM XiHKaM. [[OCIIiIXKeHHs Ha TBapUHax He
BKa3yITh Ha NPSIMUYI YU HENIPSIMUM IIKIIIUBUY BIJIUB Ha PEIPOAYKTUBHY TOKCUUYHICTh. 3 MipKyBaHb
Oe3neku He clif 3acTocoByBaTu HedanbXKuK y mepiof BariTHOCT.

Jlakrauisg. Hedomam BUAiNS€ETHCS B IPyAHE MOJIOKO B TaKil Mipi, 1[0 BIIJIUB Ha
HOBOHAPOIKEHUX/HEMOBIIAT, 1110 Tepe0yBaloTh Ha TPYOHOMY BUTOJIOBYBaHHi, € IMOBIpHUM.
HedanbkuK He CyIif 3aCTOCOBYBATH IIif Yac rogyBaHHSA I'PYOAIO0.

30amnicms eniueamu Ha weudKicmsb peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu.

CJ'IiJI BPaXOBYBaTH MOXKJIMBUH PU3UK BUHUKHEHH COHJIUBOCTI I'Ii,'[[ 4dac J'IiKYBaHHH IIperrapaToM, 1o
MOXK€e BIIJIMBATH Ha 3[aTHICTh KePYyBATH daBTOTPAHCIIOPTOM abo IIpanooBaTA 3 iHIMMMY MeXaHi3MaMH.



Cnoci6 3acmocyeaHHss ma do3u.

Tepamis moBMHHA BigmoBiTaTH iHTEHCUBHOCTI 60JILOBOTO CHHOPOMY Ta peakiiii maIieHTa.
BHympiwHboMm’s308e 8sedeHH . HedambKUK CITif BBOMUTH BHYTPIIHHOM 30B0 T60K0. Ha ofiHe
BBe[IeHHSI peKOMeHyeThCs mo3a 20 mr. [Tpu HeoOXigHOCTI BBEIEHHS MTOBTOPIOIOTh KOXKHi 6 TOOMH.
MaxkcumainbHa foboBa go3a - 120 mr.

BHympiwHbo8eHHe 88edeHHA. HedanbXKuK CIifi BBOOUTH Y BUTJISAI TPHBAIOl BHYTPIIHEOBEHHOI
iHQys3ii mpoTAroM He MeHIIe HiXK 15 XBUJIKH, MAIliEHT IOBUHEH OyTH y TOJI0KEHH] JiexKaydu, 11106
YHUKHYTHU OeIKUX I00iYHUX peakllil, TaKuX K Hy[0Ta, 3allaMOPOYeHHs, MiTauBicT. OgHOPa30Ba
mo3a Ha ofHy iH'ekito - 20 Mr. [Tpu HeoOXigHOCTI BBeIEHHS TOBTOPIOIOTH KOXKHi 4 TOOUHHU.

MaxkcumaibHa fo0oBa go3a - 120 mr.
Memoouka 8sedenHsA:

HedanbKuK MOXKHa BBOOUTH y 3BUYaHOMY po3uuHi ms iHdy3i# (0,9 % po3uyuH HaTpio xyI0pumy ado
5 % po3uuH rmoKo3n). OnTuMasbHe CIIiBBiIHOIIEHHS IIPU PO3BefieHHi - 1 amnysa npenapaty B 50 M
po3uuHy A iHdy3ii.

Kypc nikyBanus - He Ginbine 8-10 pmHiB.

Jimu. He 3aCcTOCOBYIOTH AiTAM BiKOM 0 15 POKiB.

Ilepedo3yeaHHsi.

CUMNTOMM @HTUXON1HEPriYyHOro NOXOOXEHHA: Taxikapgid, KoMa, Ccyoomu,
ranoymHauii.

JIiKyBaHHA: CAMIITOMaTU4He JIiIKyBaHHA 3 KapHiolOriYHMM Ta pecHipaTOpHUM MOHITOPHHTOM B
yMOBax CTallioHapy.

ITo6iuni peakuii.

[To6iuHi peaxiii, mPo SKi MOBiHOMIISIIIOCS, BU3HAYAIOTHCS 3a Kiacudikalliero CHCTeM-0praHiB Ta 3a
4acToToI0: Ayxke dacTo (= 1/10), gacto (= 1/100, < 1/10), HevacTo (= 1/1 000, < 1/100), pigko (=
1/10 000, < 1/1 000), nyxe pigko (< 1/10 000), HeBigoMO (YacTOTa He BU3Ha4Y€HAa 3a HasiBHUMU
OAHUMH).

3 60Ky ueHmpaabHOi Hep8oeoi cucmemMu: IyxkKe 4acTO: COHJIUBICTh; YACTO: 3allaMOPOYEeHHSTY; PimKo:
cynomu*, HEBiTOMO: KOMa.

3 boky cepus: 4acTo: Taxikapmis*, cepueOuTTs*.

3 60Ky WAYHKOBO-KUWKOB020 Mpakmy: myzXe 4acCTo: HymoTa 3 O1roBaHHAM ab0 6€3 HbOTr0; Y4acTo:
CYXiCTb y pOTi*.

3 60Ky HUPOK ma cevyosudinbHOI cucmemu: 4acTo: 3aTPUMKa Ceyi.



3 6oky iMyHHOI cucmemu: pigKo: peaktiii rimepuyTIUBOCTI, BKITI0Yal0YU KPOIIUB'THKY, HAOPSIK
KBiHke, aHainaKTUUHHUH IIOK.

3azanbHi nopyweHHA: OyXKe 4acTo: Timeprigpo3*; pinko: He3nyKaHHS; HeBimoMo: 0inb y miciri
in’eKiil.

3 6oky ncuxiku: pigko: 30ymKeHiCTh*, mIpaTiBAUBICTL*, raIOIUHALll, MEJUKAMEHTO3Ha 3aJIeKHiCTh,
3JI0BXKMBaHHS; HEBIIOMO: CIIJIyTaHiCTh CBiIOMOCTI.

*[H1Ii aTpomiHONOAiIOHI peakllil MOXYTh CIIOCTEPIraTHCS, HaBiTh AKIIO IPO HUX HIKOIU He
IIOBIIOMJIAJIOCS.

[ToBimoMIeHHS PO Mimo3pioBaHi mo6iYHi peakirii

BaxnuBo mOBiOMIISITH IIPO Mif0o3pioBaHi Mo0iyHi peakiril micis peecTpaiiil nikapcbkoro 3acoby. Le
[la€ 3MOTy IIOCTIMHO KOHTPOJIIOBATH CIIiBBIIHOILIEHHS KOPUCTL/PU3UK 3aCTOCYBaHHS JIIKAPCHKOI0
3aco0y. MeguuHUM Ta (hapMalleBTUYHUM ITpalliBHUKAM, a TaKOXK IMallieHTaM a0o iX 3aKOHHUM
IIpefCcTaBHUKAM CJIif] TIOBiOMJISITH IIPO YCi BUTIAAKHU IiT03PI0OBaHUX MOOIYHUX Peakllii Ta BiCyTHOCTI
e(eKkTUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMaTH30BaHy iHGOpMaIliliHy CUCTEMY 3
(dbapMaKoHarnsany 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin nmpugaTHOCTi. 3 POKH.

YmMmoBH 30epirannsi. 30epiratu npu TeMiepatypi He Buine 25 °C y 3axullleHOMY Bif CBiT/Ia MicCIii.

HecymicHicTsb.

He cnig 3mimyBaTu npenapat 3 iHIIKMHU JTiIKAPCHKUMHU 3aco0aMu B OOHIN €MKOCTI.

YVmakoBka. [10 2 My po3uuny B ammyi. [Io 5 ammnyn Ha mignoHi y KapTOHHIN yIaKOBII.

Kareropis Bigmycky. 3a peLenTtom.

BupoOHUK.
1. Bigmosimanpaui 3a Bunyck cepii: BIOKOJEKC, ®pa#iiis.
2. Bupo6uuntso: JIEJIb®APM TYP, ®paHiis.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIisi IPOBaAKeHHsI Tis/IbHOCTI.


https://aisf.dec.gov.ua

1.

2.

1 Asento bne3 [Tackanb, 60000 Bose, ®paHiis.

By1. [Ton JlaaxkeseH, 37170 IITAMEPEM JIE TYP, ®panmis.



