ITHCTPYKIOIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y

OUKITO®PEHAK-BIOJIA

(Diclofenac-Viola)

Cknao:
ditoua pevosuHa: TUKIO(QeHaK HATPiio;
1 r remo mictuth 10 Mr guKopeHaKy HaTpiio;

0onomidcHI peyo8uHU: TIPOIIiJIEHTTIIKOIb, eTaHol 96 %, Mmakporon 400, kap6omep 980, Boma
ouMIlleHa, MeTumaparigpokcudensoart (E 218).

JlikapcbKka ¢opma. ['enb.

OcHosHi (i3uko-xiMiuHi 81acmusocmi: ToMoreHHuM, 6e30apBHUM, TPO30pHUi ab0 3/1erKa
OTIaJIeCLIOI0Y U TeJlb.

dapMakoTepaneBTHYHA rpyna. 3acobu, 1110 3aCTOCOBYIOTLCS MiCIIeBO ¥ pasi cyriio6oBoro ta
M’s130Boro 0o0. HecTepoigHi mpoTu3ananbHi 3aco0u MiciieBoro 3acTocyBaHHs. [IuknopeHax.

Kom ATX M02A A15.

dPapmakon02iuHi e1acmueocmi.
dapmakoduHamika.

IukmodpeHaK € HECTEPOITHUM IIPOTU3ANAIBHUM 3aC000M i3 BUPazKeHOI0 IIPOTHPEBMATUYHOIO,
3He00J1I0BaIbHOI0, TPOTU3AIaIbHO0 Ta XKaPO3HUKYBAIbHOIO fier0. OCHOBHUM MeXaHi3MoM [ii €
npurHidyeHHs 6i0CUHTE3Y MpPOCTariaHAuHIB.

[Tpu 3amaneHHi, CIPUYMHEHOMY TpaBMaMu a0 peBMaTUYHUMHU 3aXBOPIOBaHHSIMH, [IUKITOhEHaK-
Biona mpu3BOAuUTE 10 3MEHIIEHHS 007110, HAOPSAKY TKaHKWH Ta CKOPOUEHHS IIepiofly IOHOBJIEHHS
GYHKILIN YIIKOOXKEeHUX CyTI00iB, 3B'430K, CyX0KUIIb i M'sA3iB. KNiHIYHUMY TaHUMHU OOBENEHO, 1110
IuknodeHak-Biona 3MeHIIye rocTpuii 6inb BXKe yepe3 1 roguHy micis M0o4aTKOBOT'0 HaHECEeHHS. 94
% marieHTiB Manu Bigryk Ha [lukinodeHnak-Biona uepe3 2 noOu nikyBaHHS MOPiBHSHO 3 8 %, 1110 Manu
BigTyK Ha mnane6o. ITogonmanus 60710 Ta QYHKI[IOHATBHUX IOPYIIEHb HOCITaI0Ch Mics 4 nHiB



nikyBaHHS [JuknodeHak-Biona. 3aBOsKy BOIHO-CIIMPTOBiM OCHOBI IIpenapar 37ilCHIOE TaKOXK
MiClIeBOAHECTE3YI0UUY Ta 0XOJIOOKYBaIbHUN e(EKT.

dapmakokiHemuxka.

KinekicTs guknodeHakxy, sika BCMOKTY€EThCSI Uepe3 IIKipy, MPOnopliliHa [0 IO H0Tr0 HaHeCeHHS i
3aJ1eXXUTh IK Bifl 3arajbHOL 3aCTOCOBAHOI NO3Y NpemaparTy, Tak i Bif CTyIeHs rigpaTariil UIKipu.
ITicns MiciieBoro HaHeceHHs 2,5 T JluknodpeHak-Biona Ha HOBEPXHIO WKipH momeo 500 cM’ CTymiHb
abcopOiril mukmodpeHaKy CTAaHOBUTDH MPUOIN3HO 6 %. 3aCcTOCYBaHHS OKJTIO3iMHOI [TOB I3KU MIPOTATOM
10 roguH npu3BOOUTH A0 30inbIIeHHS aOcopOuii guKIoheHaKy BTpUYi.

[Ticns HanecenHs [TukmodeHak-Biona Ha mKipy cyrmo6iB KUCTI i KoniHa gukioheHaK BUSBISETLCS Y
T71a3Mi KPoBi (e #oro MakCcrManbHa KOHIeHTpalis npubnusuo y 100 pasis

MeHIIIa, HiX IIiC/Is MepopaibHOr0 MPUMOMY), Y CUHOBIaIbHi# 000IOHIII Ta CUHOBiaIbHIN pimuHi.
3B’si3yBaHHS OUKI0deHaKy 3 Oinkamu cTaHOBUTDH 99,7 %.

IukmopeHaK HAKOMIUYYETLCS Y IIKipi, SKa CIyTye pe3epByapoM, 3BiIKU BinOyBa€ThCS MOCTYIIOBE
BUBIJIbHEHHSI PEYOBUHU Y IIPUJIETTIi TKAaHWHU. 3BiOTH AUKIIOMEHaK ITepeBakHO HAJXOAUTh y OiTbII
rnuboKi 3amaieHi TKaHWHHU, TaKi K CyrjI00H, e TPOJOBXKYE MisTH i BU3HAYA€ThCS Y KOHIIEHTPAIIiAX
no 20 pagiB 6inbIINX, HiXK y M1a3Mi KPOBI.

HukmopeHak MeTab0Ii3yeTHCSA IIEPEBaKHO IIISTXOM TiIpOKCUIIOBaHHS 3 YTBOPEHHSM KilTbKOX
(heHONMbHUX MOXITHUX, [IBa 3 IKUX € (hapMaKOJIOTiYHO aKTUBHUMH, ajle 3HaYHO MEHIIOI Mipoo, HixX
nuKnodeHax.

HuxmodeHak Ta 10ro MeTaboIiTh BUBOOATLCS IIepeBaxkHO i3 cedelo. 3arajJbHUNM CUCTEMHUM
IIJIa3MOBUY KJTIipeHC OUKI0(peHaKy CTaHOBUTh 263 + 56 MII/XB, a KiHIIeBUM Iepiof HaliBBUBEOEHHS Y
cepegHbOMY - 1-3 roguHM.

[Tpu HUPKOBiK ab0 MeYiHKOBiM HEOOCTATHOCTI MeTabo0JIi3M Ta BUBEIeHHS 3 OpraHi3My OUKITIOpEeHaKY
He 3MIHIOITHCS.

Kniniuni xapakKTepuCTHKH.

IToxa3anns. MiclieBe NiKyBaHHS 00110 Ta 3alajeHHs Cyrio6iB, M's3iB, 3B’I30K Ta CyXOXKWIb
PEBMaTUYHOI0 a00 TPaBMaTUYHOI'O IIOXOMKEHHS.

ITpomunoka3anHs. ITifBuIleHa YyTIUBICTE 10 AUKITIOPEHAKY ab0 M0 iHIINX KOMIIOHEHTIB
npenapaty. HasiBHiCTh B aHaMHe3i HamafiB 6poHXialbHOI aCTMU, aHTioeeMu, KPOTIUB'THKU abo
TOCTPOT'0 PHHITY, 3yMOBJIEHUX ITPUMOMOM alleTUJICAIIIIIIOBOI KUCIIOTH ab0 iHIINX HECTEPOITHUX
IPOTU3aNabHUX 3aC00iB; TPETiM TPUMECTP BaTriTHOCTI.

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

Ockinbku cucteMHa abcopOilis nuKIodeHaKy BHACTIIOK MiCIIeBOTO 3aCTOCYBaHHS IIperapary gyxe



HU3bKa, IMOBIpHICTh BUHUKHEHHSI B3a€EMO[Iil IyKe HU3bKA.

Oco06.1ue8ocmi 3acmocyeaHHsi.

3 06epekHICTIO 3aCTOCOBYBATH OOHOYACHO 3 IIEPOPAIbHUMHU HECTEPOIIHUMHY IPOTH3aNalbHUMU
3acobamu.

IMOBipHICTh PO3BUTKY CHUCTEMHUX MMOOIYHUX e(eKTiB (IKi TPAmIsSIOThCS IIPU 3aCTOCYBAHHS CUCTEMHUX
bopM nuxnodeHaky) Mae OyTH PO3TJISHYTa IIPU 3aCTOCYBaHHI IpernapaTty Ha OilbIl BEJTUKUX
OiNITHKaX WKipu a60 mIpoTsAroM GinbIl TPUBAIOT0 Yacy HiXK PeKOMEeH0BaHO. Y TaKWX BUIlagKaX Tpeba
3 00epexkHiCTI0O BUKOPUCTOBYBATH JTiKapChKUii 3acib malfieHTaMm, siKi MaloTh Ie4iHKOBY, HUPKOBY ab0
CepIlEeBY HEIOCTATHICTh, @ TAKOXK BUPA3KOBY XBOPOOY B aKTUBHiM cTapii.

HuxmodeHak-Biona peKOMeHAYETHCS HAHOCUTH TiIbKY Ha iHTAKTHi, HEYIIKOMAXKEHI HiITHKY IIKipH,
3amobiraioyu MoTpamsHHIO Ha 3amajeHny, mopaHeHy abo indikoBany mwkipy. Ciif yHUKATU KOHTAKTy
Ipernapary 3 o4MMa Ta CJIM30BUMHU 00o0sioHKaMu. [IpemapaT He MOXKHa KOBTATH.

[Tpu mosiBi OyOb-IKUX IIKiPHUX BUCHUIIIB JIIKyBaHHS IIperapaToM IOTPiOHO MpunuHUTU. [TuKIopeHak-
Biona He ciif 3aCTOCOBYBaTH IIifi IOBITPOHENIPOHUKHY OKJIIO3iiHY IIOB’3KY, ajie JOIMyCKa€eThCS MOT0
3aCTOCYBaHHS IIi[l HEOKJIIO3iMHY IOB’3KY.

IuknodeHak-Biosa MiCTUTh IPOMiNEHTTIIKOb, IKUM MOXKe CIPUUYMHSATH JIETKe JT0Kali30BaHe
IIOpa3HEeHHS IIKipH.

Yepe3 MOXKIUBICTE BUHUKHEHHS CBITIOYYT/IMBOCTi, HEOOXiMHO YHUKATH Mil MPSIMUX COHSIYHUX
IIPOMEHIB Ta BIi3UTIB 10 COJISIPIiI0 IPOTATOM JIIKyBaHHSA Ta 2 TUXKHI [TICJII NPUIIMHEHHS JIIKyBaHHS.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHsA 2pydoto.

Kriniusni maHi mogo 3actocyBaHHs [luknodeHak-Biona y nepion BariTHOCTI BifcyTHi. HaBiTh K110
CHCTEeMHa [is € HUXKYOIO IMOPiBHSIHO 3 IepOpajibHUM 3aCTOCYBaHHSIM, HEBIZOMO, YA MOXKE CUCTEMHa
nis JuknodeHaky-Biona, gocsarayTa micis MiCleBOTO 3aCTOCYBaHHS, OYTH MIKiAJIMBOIO [1s
eMmOpioHa/moma. ITig yac mepioro Ta gpyroro TpuMecTpiB BariTHOCTi uknodeHak-Bioma He cif
3acToCoByBaTHu 0e3 HaranbHOI MOTPedu. Y pasi 3acTocyBaHHS, J03a IOBMHHA OyTH STKOMOTa HUXKYO0I0,
a TPUBAJIICTS JIIKYBaHHA - IKOMOIr'a KOPOTILIOK.

[Tig yac TPeTHOrO TPHMECTPY BaTriTHOCTiI CUCTEMHE 3aCTOCYBaHHS iHTi6iTOPiB CUHTE3Y
IIpOCTarjiaHguHiB, BKI0o4Yayu [luknodeHak-Biona, MoXKe CIpUUYMHUTH CEPLIEBO-JIETEHEBY Ta
HUPKOBY TOKCUYHICTH y IIJIOfa, IOPYILIEHHS OisIbHOCTI HUPOK IJIOAA 3 MOJAIbIIUM MaJIOBOAISAM
Ta/ab0 cepleBo-JIeTeHeBOI TOKCUYHOCTI 3 TepeqYaCHUM 3aKPHUTTSIM apTepialbHOI MPOTOKHU Ta
JIeTeHeBOIo rinepreHsie0. Ha Mmi3HiX TepMiHax BariTHOCTI MOXKe BUHUKHYTU TpUBajla KpOBOTeYa K Y
MaTepi, TaK i y JUTUHY, a TAaKOXK CIIOCTEPIraTUCs 3aTpHMKa POOBOI AisinbHOCTI. Tomy [IuknodeHak-
Biona mpoTumokasaHuUii Iif 4aC OCTaHHBOI'O TPUMECTPY BariTHOCTI (OUB. PO3Min
«IIpoTunoka3anHsa»).

HesimoMo, yu gukinodeHak pu 30BHIIIHEOMY 3aCTOCYBaHHI BULINISAETLCS B TPYAHE MOJIOKO, TOMY
3actocyBaHHS [[ukodeHaKy-Biona y mepion roqyBaHHS I'PYAAI0 OOMYCKAETHCS TiIbKHU SKIIIO
OuYiKyBaHa KOPUCTh MepeBaxKa€e MOTEHLINHUN PU3UK A1 HEMOBIATH. [Ipu HassBHOCTI BaroMux
MifCcTaB AJIs 3aCTOCYBaHHS IpenapaTty y Iepiof rogyBaHHS I'PYOOIO0, IpenapaT He CHIif HaHOCUTH Ha



MOJIOYHI 3a/103u ab0 BeIUKi [iITHKY MIKiPU Ta He CJIifl 3aCTOCOBYBATH Y OinbIIid KinbKocTi abo
IPOTSTOM GiJTbIII TPUBAJIOTO YacCy, HiXK PEKOMEHOYEThCS.

IaHi mopo BIIUBY AUKI0(pEeHaKy Ha GepTUWIbHICTE TIOOUHU IIPU MOT0 30BHIITHBOMY 3aCTOCYBaHHi
BiCyTHI.

30amuicmsb eniueamu Ha weudKicmob peakuii npu KepyeaHHi asmompaHcnopmom a6o
pooomi 3 iHwumu mexaHizmamu. He BIIIuBae.

Cnocib 3acmocyeaHHsi ma do3u.
[IpenapaT nmpr3HaUYeHUU TiIbKY AJIS 30BHIIIHBOT'O 3aCTOCYBaHHS.

IopocnuM Ta miTsiMm BikoM Bif 14 pokiB [TukmodeHak-Biona 3acTocoByBaTu 3-4 pa3u Ha o0y, 37erka
BTHpAIOuM y MIKipy y MicIi nokamizaiii 60mto. KinbKicTh penapary, siKa 3aCTOCOBYETHCS, 3aJIeXKUTh

Bif po3Mipy ypaxeHol 30HU (TakK, 2-4 T, 1110 3a PO3MipOM BifiTIoBifae po3Mipy BUIIHi a00 BOJIOCHKOTO

ropixa, JOCTaTHLO I HAaHECEHHS Ha AiIAHKY miomeio 400-800 cm?).

[Ticns ammikartril npemapaTy HeoOXifHO BUMUTH PYKH, OKPiM THX BUIIAAKiB, KOJIX caMe LS AiNIsTHKa
MifgJsarae JiKyBaHHIO.

TpuBamicTh Teparii 3a7ekuTh Bifl XapaKTepy 3aXBOPIOBAHHS Ta e(DeKTUBHOCTI JTiKyBaHHS.

[TpemapaT He CIif 3aCTOCOBYBATH AOBIIe 14 [HIB MOCHiNb MIPU YIIKOOXKEHHAX a00 peBMaTU3Mi M’ IKUX
TKaHUH Ta 21 mHs npu 60110 apTPUTHOTO MTOXOIXKEHHS, SIKIIO iHIlle He PEKOMEHI0BAHO JIiKapeM.

Heo06xigHO 3BEpHYTHUCS 3a KOHCYIbTALI€IO0 TiKaps, SIKII0 CHUMIITOMHU 3aXBOPIOBaHHS HE 3MEHINYIOThCS
ab0 MOCHUITIOIOTLCA Tics 7 OHIB JTiKyBaHHS.

[TamieHTH NMITHHOTO BiKy MOXKYThH 3aCTOCOBYBAaTH 3BMYalHi 103U JiKapchKOro 3aco0y Ojisi JOpOCol
JIIOOUHHA.

Himu. [JuknodpeHak-Biona He peKOMeHIOBaHUM A7 3aCTOCYBaHHA AiTAM BikKoM 1o 14 pokis. IIpu
3aCTOCYBaHHI JTiKapCchKOTro 3acoby miTsaMm crapiue 14 pokiB mosiie 7 OHIB a00 SKIIO CUMITOMHI
3aXBOPIOBAHHS ITOCUITIOIOTHCS, HEOOXiTHO 3BEPHYTUCS 3a KOHCY/IbTALIi€l0 JIiKaps.

IIepedo3yeaHHsi.

[Tepeno3yBaHHS MaJOMMOBipHE ¥ 3B’43Ky 3 HU3bKOI0 abcopOIieio AuKIoheHaKy Y CUCTEMHUM
KPOBOTOK IIPX MiCIIEBOMY 3acTOCyBaHHi. [IpoTe mobiuni epekTH, momibHi 10 THUX, SIKi BUHUKAIOTh IIPU
nepeno3yBaHHi TabIeTOK, 10 MiCTSATh QUKI0(EeHaK, MOXK/IUBI IIPU BUIIQJIKOBOMY ITPOKOBTYBaHHI
mpernapary. Y 1[boMy BUIIQ[IKy CJIif BpaxoByBaTH, 1o 1 TyOa mpemnapaty mo 40 r a6o mo 100 r MicTuUTh
BigmoBigHO ekBiBaneHT 0,4 T abo 1 r gukIodpeHaKy HaTpilo.

Y pasi BunagKoBOro NpOKOBTYBaHHS IIpelapaTy CiIif ofapa3y CIOPOXKHUTHY LIJIYHOK Ta IIPUUHATH
agcopOeHT. [Toka3aHe CHMIITOMaTUYHE JIiKyBaHHS i3 3aCTOCYBaHHSM TepPaIlleBTUYHUX 3aXO0iB, 1110



3aCTOCOBYIOTBCA OJIsA HiKy'BaHHSI OTPYEHHSA HeCTepOiI[HHMH IIPOTHU3aIlaJIbHUMHA 3acobamu.

ITo6iuni peakuii.

Ins nikapcekoro 3aco0y [IukinodeHak-Biona crocrepiranuchk HacTymHi mo0iyHi peaxiiii.
Ingexuii ma iHBasii

PigkicHi (<1/10000): mycTyIb03Hi BUCUTIAHHS.

3 boky imyHHOI cucmemu

PipxicHi (<1/10000): peaktii rinep4yTauBOCTi (y TOMy YHUCJIi KPONIMB IHKA), aHTIOHEBPOTUYHUN
HaOPSIK.

3 60Ky pecnipamopHoi cucmemu
Pigkicui (<1/10000): 6ponxianbHa acTMa.
3 60Ky wKipu ma cnoay4YHUX MKaHuH

YacTi (=1/100; <1/10): BucunanHs, cBepbixK, ek3eMa, epuTeMa, IePMaTUT, Y TOMY YHCJIi KOHTAaKTHUM
OepMaTHT.

[ToomunoKi (=1/10000; <1/1000): 6ynb03HUN OEPMATHT.
PigkicHi (<1/10000): peakiiii CBiTIOYyTIHUBOCTI.
Y pasi BuHUKHEeHHS MO0iYHUX peaklill CIif IPUIMHUTH JIIKyBaHHS Ta 3BEPHYTUCS M0 JTiKaps.

[ToBimoMnenHs npo mobiuHi peakilil micyis peecTparlii 1ikapchKoro 3aco0y Mae BaXK/IMBe 3HAYEHHS.
Lle mae 3MOry IpOBOAUTH MOHITOPIHT CHIiBBIHOIIEHHS KOPUCTH/PU3UK IIPYA 3aCTOCYBaHHI IILOTO
niKapchbKOro 3aco0y. MeguyHuM Ta ¢hapMalleBTUUHUM IIpalliBHUKAM, a TaKOX MallieHTam abo ix
3aKOHHUM IIpefCTaBHUKAM CJIiT TIOBiOMJISITH TIPO YCi BUTIAAKHU Iif03PI0OBaHUX IMOOIYHUX Peakllii Ta
BificCyTHOCTi e(peKTHUBHOCTI TiKapCchKOro 3aco0y yepe3 ABTOMaTH30BaHy iHGOpMalliliHy CUCTEMY 3
dhapMakoHarnsAmy 3a nmocunaHHsAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 2 POKH.

YmoBH 30epiranns.

30epiraTu B OpUTiHANBHIN YIIaKOBII Tpu TeMIepaTypi He Buille 25 °C; He ONYCKAEThCS
3aMOpoXKyBaHHs. 30epiraTu B HEAOCTYITHOMY AJIS HiTeH MicCIIi.

VYnaxoBka.

[To 40 r a6o mo 100 r y Ty6ax; mo 1 Ty6i B maui abo 6e3 maykw.



Kareropis Bignycky. bes penenTa.

Bupoonuk. [IpAT ®apmarnepTryHa pabprka «Bioma».

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOr0 aJpeca MiCIsl IPOBaIKeHHsI Tis/IbHOCTi.

Ykpaina, 69063, M. 3anopixxks, Byn. Akamemika AMocoBa, 75.

3asaBHHK. [IpAT OapmaneBTuyHa padpuka «Bioma».

Micne3HaxomXKeHHsI 3asIBHHKA.

Ykpaina, 69063, M. 3anopixxs, Byn1. AKagemMika AMOcoBa, 75.



