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IHCTPYKLISA

ana Megu4Horo 3aCToCyBaHHA I'IiKapCbKOFO 3aco6y
VKITOOEHAK
(DICLOFENAC)

Cknao:

Oitoya pevosuHa: auknodeHak HaTpito;

1 r rento MiCTUTb AuknodeHaky HaTpito 50 mr;

OONOMiXHI ~ PeYOBUHU: Tpometamon,  makporon 400,
MeTunnaparigpokcubersoar (E 218), kapbonon Ynbtpes 21,
cnupT eTunoBuii 96 %, rilepuH, BOAA OYMLLEHa.

Nikapcbka dopma. enb.
OCcHoBHiI ¢hi3uKo-XimidHi 8Tacmugocmi: OBHOPIAHWIA renb binoro abo
marixe 6inoro konbopy.

®apmakoTepaneBTMYHa rpyna.

3acobu, L0 3aCTOCOBYHOTL MiCLIEBO MpY Cyrno6oBomy | M'si30BOMY
6onto. HecrtepoigHi npoTusananbHi  3acobu ans  micuesoro
3acTocyBaHHs. [uknodbeHak. Kog ATX M02A A15.

®apmakonoriyHi BRacTUBOCTi.

®apmakoduHamika.

[vknodeHak - HecTepoifHMiA MpoTW3ananbHuin - 3acie  ans
30BHILLHBOTO 3aCTOCYBAHHS rPYNK NOXiAHWX PEHINOLTOBOT KUCTOTH.
lpenapat Mae BMpaxeHi MiCLIEBi MPOTUPEBMATIYHI, 3He60MI0BaNbHi
Ta NpoTM3ananbHi BMACTMBOCT, IO 3YMOBMEHO MNPUTHIYEHHAM
CUHTE3y NpOCTarnaHauHie — MegiaTopie 60nto Ta 3ananeHHs.

Mpv 3ananeHHi, cnpuynHeHomy TpaBmamu abo peBMaTUYHUMM
3axBOptoBaHHAMM, [IknodeHak Npu3BoANTbL 40 3MEHLLEHHS Bortio,
Habpsiky TKAHWH Ta CKOPOYEHHS Mepiofy MOHOBMEHHS YHKLIA
YLLKOKEHWX Cyrno6is, 38'30K, CyXOXMIb | M'A3iB.
(DapmakoKiHemuka.

[knodeHak HaTpito NoBiNbHO Ta YacTKOBO abcopbyeTbCS 3 NOBEPXHI
wkipn. KinbkicTb AuknodeHaky, sika BCMOKTYETbCS Yepes LLKipY,
nponopLjiiHa A0 NNOLL 10r0 HAHECEHHS | 3aNeXUTb SIK Bif 3aranbHoT
3aCTOCOBaHOI 03N npenaparty, TaK i Big cTyneHs rigpatauii Wkipn.
MakcimanbHa KOHLeHTpaLlisl y nNnaaMi KpoBi CNOCTepiracTbes Yepes
6-9 roguH. MMicns BHYTPILWHBOTO 3aCTOCYBAHHA  MakCUManbHa
KOHUEHTpaLjist y nna3mi  KpoBi ~JocsraeTbCsi  NpubnnsHo yepes
1-2 roguHu. CepepHiit yac yTpUMaHHS Aito4oi PEYOBUHM Y CUCTEMHIl
UvpKynsidii = npubnusHo 9 roauH, WO 3Ha4YHO AOBLUE MOPIBHSHO 3
1-2 roguHamu nicnst BHYTPILLHBOTO 3aCTOCYBaHHS.

[JInknodpeHak HaKomm4yeTbCA Y LWKIpI, Sika CIyrye pe3epsyapoMm, 3BifKu
BiAOYBAETLCS NOCTYNOBE BUBINBHEHHS PEYOBIMHY Y NPUNErTTi TKAHWHU.
3BiATM AMKnodeHak nepeBaxHO HaaxoguTb Y rmMbWi 3ananeHi
TKaHUHW, Taki K cyrnobu, Ae NPOAOBXKYE AiATW | BU3HAYAETHCS Y
KoHUeHTpaisix Ao 20 paaiB BinbLunX, HiX y nnasmi Kposi.

MeTabonism Ta BUBELEHHs Npenapaty MiCnsi HAHECEHHS Ha LKipy
aHarnoriyHi TakM nicns CMCTEMHOrO 3acToCyBaHHs. [iuknodeHak Ta
ioro Metabonitv BUBOAATLCA NEPEBaXHO 3 Ceveto. 3aranbHui
CUCTEMHUIA NNA3MOBUIA KIMiPEHC AUKMOdEeHaKy cTaHoBUTL 263 + 56
MN/XB, a KiHLEBWIA Nepiof HaniBeuBESEHHs Y cepenHbomy — 1-3
rognHu. [knodeHak 38'a3yeTbes 3 Ginkamu nnaamu kposi Ha 99 %.

Micns wemuakoro Metaboniamy Yy neviHUi  (rigpoKcunioBaHHS i
3B'A3yBaHHs 3 TMIIOKYPOHOBOK KIMCMOTOW) [Bi TPETUHM PEYOBUHU
BMBOAWUTLCS HUPKaMU il OfHa TPETUHA — 3 XXOBYIO.

lMpn Hupkosiit abo neviHKoBiM HepocTaTHOCTi MeTaboniav Ta
BUBELEHHS 3 OpraHiamy AnknodeHaky He 3MiHIOTbCS.

Kniniuni xapakrepucTukm.

[Moka3aHHs.

MicLieBe nikyBaHHs 60mio Ta 3ananeHHs cyrnobis, M'a3iB, 38'A30K Ta
CYXOXWMb PeBMATU4YHOrO 860 TPaBMATUYHOTO MNOXOMKEHHSI.

IMpomunoka3aHHs.

NigBuLLEHa YyTNAMBICTb A0 AuKodeHaky abo A0 iHLLNX HECTEPOIAHUX
npoTu3ananbHux 3acobis, abo A0 iHLWMX KOMMOHEHTIB Nikapcbkoro
3acoby. HasBHICTb B aHamHesi Hanagie GpoHxianbHoi acTmu,
KPOMMB'SIHKM, TOCTPOrO PWHITY, Ha3arnbHWX MoniniB, aHrioenemu,
3yMOBEHMX 3aCTOCYBAHHSM aLeTUNCaniLMoBoi KUCIOTH abo iHLLKMX
HeCTepoifgHNX NpoTu3ananbHux 3acobis. TpeTii TPUMECTP BariTHOCTI.
[utsunii Bik.

B3aemodis 3 iHWuUMu nikapcbkuMu 3acobamu ma iHwi eudu
83aemodil.

Ockinbku cuctemHa abcopbuis AnknoceHaky BHaCNiAoK MicLEBOro
3aCTOCYBaHHS npenapaty AyXe Hu3bka, BUHUKHEHHS B3aEMOpAIi
ManoMoBipHe.

Oco61ugocmi 3acmocyeaHHsI.

3 obepexHicTio cnif 3acTocoByBaTH nMpenapat 3 nepopanbHAMK
HEeCTepoiaHUMM NpoTU3ananbHUMKM 3acobamu.

IMOBIpHICTb PO3BUTKY CUCTEMHMX NOBIYHIX EEKTIB NpU MiCLIEBOMY
3aCTOCYBaHHi AWKIOMEeHaKy € HE3HAYHOK MOPIBHSHO i3 3aCTOCYBaH-
HAM 10r0 nepopanbHux (PopM, arne BOHA He BUKMKOYAETHCH Mpu
3aCTOCyBaHHi npenapaty Ha BiHOCHO BEMUKWX AINsHKax LUKipy
BNPOAOBX TPMBAMOIO Yacy.

[penapaT pekoMeHLyeTbCs HaHOCUTMW TiNMbKW Ha iHTaKTHI AinsHKW
LuKipn, 3anobiratun NOTpannsHHIO Ha 3ananeHy, nopaxeHy abo
iHdpikoBaHy Lwkipy. Cnig yHWKaTU KOHTaKTy npenapary 3 ounma Ta
cnu3oBumn obonoHkamu. Mpenapat He 3aCTOCOBYBATH BHYTPILLHLO.
Mpu nosBi Byab-AKMX LUKIPHWX BUCUNIB NikyBaHHS [lnknodeHakom
noTpiBHO MpUNKUHUTKA. 3acToCOBYBaTM Mif MOBITPOHEMPOHUKHY
OKMIO3iliHY MOB'SI3KY He PEKOMEHAYETLCS, ane [OMycKaeTbes Horo
3aCTOCYBaHHS Nifl HEOKMTOIHY MOB'A3KY. Y BMNAAKy PO3TATHEHHS
3B'AA30K ypaXeHy AiNsHKy MOXHa neper’s3ati GUHTOM.

He HaHocuTW Ha BigkpuTi paHn abo iHdikoBaHy LUKIpy, a Takox Ha
BiNsHKI LUKIpY, YpaeHi ek3emoto, abo Ha cnuaosi 060noHKM.
Yepes MOXNMBICTb BUHUKHEHHS! CBITNOYYTNMBOCTI HEOBXIAHO YHUKATY
Oii MpsMMX COHSYHMX MPOMEHIB Ta Bi3WTIB A0 consipito nig vac
NiKyBaHHS, @ TaKOX NPOTATOM 2 TUXHIB MICASA MPUNUHEHHS NiKyBaHHS.
3acmocysatHs y nepiod sazimHocmi abo 200y8aHHs 2pydoio.
BaeimHicmb. KniHiyHi AaHi LLOA0 3aCTOCyBaHHS AWKNOgEeHaKy y nepios



BariTHOCTI BiACYTHI. HaBiTb IKLLO CUCTEMHA AiSi € HIKYOI0 NOPIBHAHO
3 NepoparbHUM 3aCTOCYBaHHSM, HEBILLOMO, Y/ MOXe CUCTEMHA Ais
avknodeHaky, AoCArHyTa nicns MICLEBOro 3acTocyBaHHs, byt
wKignueoto Ans embpioHa/nnoga. Mig yac neporo Ta Apyroro
TPUMeECTPIB BariTHOCTI AWKNodeHak He cnif 3acTocoByBath 6e3
HaranbHoi notpebu. Y pasi 3actocyBaHHsl, 403a MOBUHHA OyTw
SIKOMOTa HUKYOI0, @ TPMBANICTb MiKyBaHHS — AKOMOra KOPOTLLOH.
Mig yac TpeTbOro TPUMECTPY BAriTHOCTI CUCTEMHE 3aCTOCYBaHHS
iHriGiTOpIB CMHTE3y MpOCTarnaHAMHIB, BKMKOYAOYM AMKNOdeHaK,
MOXE CMPUYUHUTI CepLieBO-NereHeBy Ta HUPKOBY TOKCWYHICTb Y
nnoga, MOpywWweHHs (yHKUii HUMPOK nnoga 3 noAarnbLUuMm
MarnoBoaasM Ta/abo po3BUTKOM CepLeBO-NereHeBoi TOKCUYHOCTI 3
nepefvacHUM 3akpuTTsIM apTepianbHOi NpOTOKW Ta NEreHeBol
rinepTensielo. Puank nopylieHHs yHKLii HUpPOK Yy nnoga 3
nofanbLlMM OnirorigpamMHioHOM CrocTepiraBcst Npy 3acTOCyBaHHi
HN33 (Bkntoyatoun auknodeHak) 3 20-ro TUXHS BariTHOCTI.

Ha ni3Hix TepMiHax BariTHOCTi MOXe BUHWKHYTM Tp1Bana kposoTeya
fK Y MaTepi, TaKk i y AWTUHW, @ TakoX CnOCTepiraTMCa 3aTpumka
popoBoi AisnbHOCTI. ToMy AvknodeHak NpoTUnokasaHuii nig yac
0CTaHHLOr0 TPUMECTPY BariTHOCTI (AKB. po3ain «MpoTUNoKasaHHsY).
HeBigomo, uM npoHuWKae auknodeHak Npu  30BHILLHBOMY
3aCTOCYBaHHi Y rpyaHe MOMOKO, TOMY 3aCTOCYBaHHS MikapCbKoro
3acoby [luknodeHak y nepiod rofysaHHs rpyaalo [OMYCKaeTbCS,
TiNbKM AKLLO OYiKyBaHa KOPUCTb, Ha AYMKY Nikaps, nepesaxae Had
MOTEHLMHUM PU3MKOM NSt HEMOBAATU. [pW HAsBHOCTI Barommx
nifcTaB Ans 3aCTOCYBaHHs npenapary Y Nepiof roaysaHHs rpyaao
reflb He CMif HAaHOCUTW Ha MOMOYHI 3ano3n abo Benuki AinaHKK
LUKipV Ta He Cnif 3acTocoByBaTy Y GinbLLiit KinbkocTi abo BNpofoBx
6inbLL TPUBANOro Yacy, HiX PEKOMEHAYETLCS.

DepmunbHicms. Hemae LOCTYMHUX AaHWX OO BNNMBY AMKIO(EHaKy
npu MICLiEBOMY 3aCTOCYBaHHi Ha (PEPTUMbHICTb MIOANHN.

30amuicmb  ennueamu Ha weudkicmb peakuyii npu KepyeaHHi
agmompaHcnopmom abo iHWumMu MexaHiamamu. He Bnnvsae.

Cnoci6 3acmocyeaHHs ma 0o3u.

[inknodbeHak 3actocoByBaTt 3-4 paau Ha goby, 3nerka BTPaK4n y
wkipy. KinbkicTb npenapaty, sika 3aCTOCOBYETHCS, 3aneXuTb Bif
PO3MIpy ypaxeHOi 30HH (Tak, 2-4 T renio, Lo 3a pO3MipOM BiANoBifae
po3mipy BULLHI @60 BONOCLKOrO ropixa, A0CTATHBO AN HAHECEHHS
Ha ginsHky nnoweto 400-800 cm2).

Micns annikauii npenapaty HeobXiGHO BUMUTW pPyKW, OKpIM TUX
BMNaAKiB, KONW Came LA AinsHka nignarae nikyBaHHio.

TpuBanicTb Tepanii 3anexuTb Bif XapakTepy 3axBOpPloBaHHs Ta
€(heKTUBHOCTI NiKyBaHHS.

lMpenapart He cnif 3acTocoyBaTth AosLue 14 AHiB nocnin..

Y pasi 3acToCyBaHHs npenapaty He 3a MpU3HAYEHHAM nikaps
HeobXiaHO 3BEPHYTUCA [0 HLOTO 3a KOHCYNbTaLlielo, AKWO micns
7 [HiB NikyBaHHs CTaH naLjieHTa He nokpaLymscs abo noripLumscs.
[avuienTy niTHBOrO Biky (BiA 65 POKiB

Hemae Hiskux nigcTaB BBaxaTW, LU0 NauieHTW NiTHLOTO BiKY
notpebyioTb cneianbHoro nigbopy Aosv abo B HUX MOXYTb
BMHWKHYTYM NOGIYHI peaKwji, BiAMiHHI Bif iHLKX NaLjieHTiB.

[avuieHTV 3 HUPKOBOIO HEAOCTATHICTIO

Hemae Hiskux nigctaB BBaxaTW, WO MNaLjeHTU 3 HUPKOBOIO
HepocTaTHicTio noTpedyioTh cneLjianbHoro nigbopy Aosu.

[avuieHTy 3 NeYiHKOBOK HELOCTATHICTIO

Hemae Hiskix nigctaB BBaxaTh, LWO NaUieHTW 3 MEYiHKOBOIO
HepocTaTHicTio noTpedyioTh cneLjianbHoro nigbopy Aosu.

Jimu. PekomeHaaLjii LLoA0 [03yBaHHS Ta TepaneBTUYHi Noka3aHHs
LOA0 3acTocyBaHHsA Npenapaty [iuknodeHak y Aiten BigcyTHi.

Mepedo3ysaHHs.

Mepeno3yBaHHs ManoiMoBipHe y 3B'A3Ky 3 HU3bKOK abcopbLlieto
[AuKnodeHaky y CUCTEMHUIA KPOBOTIK MpW MiCLLEBOMY 3aCTOCYBaHHiI.
Y pasi BUNaakoBOro NpOKOBTYBaHHS CIig, BpaxoByBaTy, Lo 1 Tyba
npenaparty no 100 r MicTUTb exBiBaneHT 1 r AuknodeHaky HaTpio;
NPY LibOMY MOXIMBUIA PO3BUTOK CUCTEMHIX MOBIYHUX peakLi.

Y pasi BMMagKoBOrO MPOKOBTYBaHHs Mpenapaty crig ogpasy
CMOPOXHUTA LUMYHOK Ta 3actocysaT aacopbeHT. [lokasaHe
CMMNTOMaTWYHE NiKyBaHHA i3 3aCTOCYBAHHAM TepaneBTUYHUX
3ax0AiB, WO Crif BUKOPUCTOBYBATW MpU OTPYEHHI HECTEPOIAHUMU
npoTu3anansHUMmM 3acobamu.

Mo6iyHi peakuyii.

[vknocbeHak 3a3suyailt fobpe nepeHocuTbes. Hebaxani peakuii
BKIIOYAIOTb ferki TMMYacoBi peakLii Ha LWKIpi y MicLi HaHECEHHS.
Y pipkicHux BUNaakax MOXyTb CNOCTepiraTMCs anepriyni peakLji.
OuiHka nOBIYHWX peakLil HaBedeHa 3a 4acToTOW MPOSBIB:
ayxe nowumpeni (= 1/10), nowmpeHi (= 1/100, < 1/10), HenowmpeHi
(= 1/1000, < 1/100), pigko nowwmpeHi (= 1/10000, < 1/1000),
AyXe pifko nowmpei (< 1/10000).

IHgbekuii ma iHgaaii: piaKiCHi — MyCcTyNbO3HI BUCUNAHHS.

3 60Ky wKipu: HEMOLUIMPEH] — BUCUNAHHS, CBEPBIX, NOYEPBOHIHHS,
ek3ema, ek3aHTeMa, epuTema, NeviHHs, nosisa Habpsikie i Beankyn,
nanynu, nycTynu, NyLeHHs | CyxXiCTb WKipY, AEPMATHT (Y TOMY YuCHi
KOHTaKTHWIA AepmMaTuT); PiaKo MowwmpeHi — Bynbo3Huit AepmaTuT;
AYXe piako noLumperi — peakwji CBITIOYYTNMBOCTI, reHepanisosaHi
LUKIPHI BUCUNAHHS, BIBYYTTS NEYiHHS WKipY.

3 60Ky iMyHHOT cucmemu: Llyxe PiaKo NOLMpeHi — peakwii nigBuLLeHOi
YyTINBOCT (y TOMY YWCi KPOMMB'SIHKA), aHTiOHEBPOTUYHMI HaBpsK
06144, 3apuLLKa.

3 boky QuxarnbHoi cucmemu: fiyxe pigko nowumpeHi — bpoHxianbHa acTma.
3 6boky mpaeHoi cucmemu noBiuHi peakwii BUHMKAKOTb JyXe pioko
nicns MicLieBOro 3acTOCYBaHHA Npenaparis, siki MICTATb AUKNOGEHaK.
MMpu 3acTocyBaHHi renio y BUCOKUX [o3ax abo AOro HaHeceHHi Ha
BENWKi AiNAHKM LUKIPY HE MOXHA BUKIKOYUTA MOXIMBICTb BUHUKHEHHS!
CUCTEMHUX MOBIYHMX peakwiii, a TakoX peakuiil rinepyyTnueocTi y
chopMi aHrioeaemm, AUCTHOE.

MosigomneHHst npo noBiyHi peakwii nicns peecTpaLi nikapcbkoro
3acoby Mae BaXNMBE 3HAYEHHS.

Lle pae 3mory npoBOAUTM MOHITOPIHI CMIBBIAHOLIEHHS KOPUCTb/
PW3KK NpW 3acToCyBaHHi LibOro Nikapcekoro 3acoby. MeanyHum Ta
bapmaLieBTMYHAM MpaLiBHAKAM, @ TakoX nauieHtam abo ix
3aKOHHWM MpefCTaBHUKaM Criig MOBIZOMASTM MO YCi BUMagku
nigosproBaHux NoBiYHMX peakwili Ta BifCYTHOCTI eeKTMBHOCTI
nikapcbkoro 3acoby yepe3 ABTOMaTM30BaHy iHopMaLliiHy cucTemy
3 (hapmakoHarnsgy 3a nocunanHsm: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 poku.

YMoBM 36epiraHHs.

36epiraTit B OpuriHanbHiit ynakosLi npu Temnepatypi He BuLe 25 °C.
36epiratv B HeAOCTYNHOMY ANs AiTeN MicLi.

YnakoBka.

Mo 40 r abo no 50 r, abo no 100 r y Tybi antomiHiesii B navwj.
Mo 40 r abo no 50 r, abo no 100 r, abo no 150 r, abo no 180 r,
abo no 200 ry Tybi namiHaTHil B nayLi abo 6e3 nauku.

Kateropis Bianycky. bes peuenra.
Bupo6Huk. MpAT dapmauestuiHa dabpuka «Bionay.

MicuesHaxomxkeHHA BUPOBHUKa Ta appeca Micus NPOBaAXKeHHA
Woro AisnbHoCTi.
Ykpaita, 69063, M. 3anopixks, Byn. Akapemika Amocosa, 75.

[ara ocTaHHboro nepernsgy. 26.03.2026 p.



