ITHCTPYKIOIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y

OUKITO®PEHAK-BIOJIA

(Diclofenac-Viola)

Cknao:
ditoya pevosuHa: ouKIoheHaK HaTpilo;
1 r remnto mictute 10 Mr guknodeHaky HaTpiio;

0ONoMIdCHI pe4osuHU: TIPOMiNEeHTIiKob, eTaHol 96 %, makporon 400, kap6omep 980, Boma
oumIrieHa, MeTuanaparigpokcudensoar (E 218).

JlikapcbKa ¢opma. I'enb.

OcHo8HI (i3uko-ximiuHi 81acmugocmi: roMoreHHuH, 6e30apBHUI, TPO30pHH ab0 3/1erKa
OIlaJIeClIOI0YUY Tellb.

dapMakoTepaneBTHYHA rpyna. 3acobu, 1[0 3aCTOCOBYIOTLCS MiCIIEBO ¥ pasi cyrio6oBoro Ta
M’s130Bor0 O00. HecTepoigHi mpoTru3ananbHi 3aco0u MicIieBoro 3acTocyBaHHs. [IuKnopeHak.

Kon ATX M02A Al5.

dapmakono2iuHi e1acmueocmi.
®apmakoduHamika.

IuknodeHak € HECTEPOITHUM MPOTH3AIAILHUM 3aC000M i3 BUPaXKEHOI0 IPOTHPEBMATHYHOIO,
3He00J1I0BaIbHOIO0, TPOTU3aIaIbHOI0 Ta XKapO3HUKYBaIbHOIO fi€l0. OCHOBHUM MeXaHi3MOM il €
npurHiyeHHs 0i0CUHTE3y NMpOoCTarjiaHAuHIB.

[Tpu 3ananeHHi, CHpUYUHEHOMY TpaBMaMu ab0 peBMaTHUYHUMU 3aXBOPIOBaHHAMY, [[uKIodeHaK-
Biona nmpu3BOAuUTE [0 3MEeHIIEeHHS 007110, HAOPSAKY TKaHKWH Ta CKOPOUEHHS IIepiofy IOHOBJIEHHS
GYHKLIN YIIKOOKEHUX CyTNI00iB, 3B'430K, CyX0KUIIb i M's13iB. KITiHIYHUMY TaHUMU OOBELEHO, 1110
HuknobeHak-Biona 3meH1ye roctpuii 6inb Bxe yepe3 1 TONUHY Micsg I0YaTKOBOTO HaHEeCeHHs. 94
% manieHTiB Manu Biaryk Ha [IukinodeHnak-Biona uepe3 2 noOu nikyBaHHS NOPIiBHAHO 3 8 %, 1110 Manu
BiATyK Ha mnaue6o. ITogonmanus 6070 Ta QYHKI[IOHAIBHUX IOPYIIEHb HOCITaoCh micnis 4 oHiB



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.

ITpomunoka3auHs. [TifBuilleHa YyTIUBICTE IO AUKIIOGEHaKY abo J0 iHIINX KOMIIOHEHTIB
npemnapaty. HasgBHiCTh B aHaMHe3i HalaiiB OpoHXianbHOI aCTMH, aHTioegeMu, KPOIuB SHKU abo
TOCTPOT0 PHHITY, 3yMOBJIEHUX ITPUMOMOM alleTUJICAIIIIIIOBOI KUCIIOTH a0 iHIIINX HECTEPOITHUX
IpoTHU3ananbHUX 3aCc00iB; OCTaHHIN TPUMECTD BariTHOCTI.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodilii.

Ockinpku cucteMHa abcop0ilis nuKIodeHaKy BHACTIIOK MiCIIeBOTO 3aCTOCYBaHHS IIperapary gyxe
HU3bKa, IMOBIPHICTh BUHUKHEHHSI B3a€MO[iX OyKe HU3bKa.



Oco6.1ueocmi 3acmocyeaHHsi.

3 06epeXKHICTI0 3aCTOCOBYBATH OJHOYACHO 3 TIEPOPATbHUMHU HECTEPOITHUMU IPOTHU3ANaIbHUMHU
3acobaMu.

IMOBipHICTh PO3BUTKY CHUCTEMHUX MMOOIUHUX e(eKTiB (IKi TPaIIsi0OThCS IIPU 3aCTOCYBAaHHS CUCTEMHUX
dopM muxnodeHaKy) Mae OyTH PO3TJISHYTa IIPU 3aCTOCYBaHHI IpenapaTty Ha OilbIl BEJTUKUX
OiNITHKaX WKipu a60 IpoTsAroM GibIl TPUBAIOT0 Yacy HiXK PeKOMEeHI0BaHO. Y TaKWX BUMlagKax Tpeba
3 00epeXHiCTI0O BUKOPUCTOBYBATH JTiIKAPChbKUH 3acib mauieHTaM, sKi MaioTh Ie4iHKOBY, HUPKOBY a60
CepleBy HEIOCTATHICTh, @ TAKOK BUPA3KOBY XBOPOOY B aKTUBHiM CcTapii.

IuknodeHak-Bioma peKOMEHIYETHCS HAHOCUTH TiTbKY Ha iHTaKTHi, HEYIIKOIXKEHI TiMTHKY IIKipH,
3amobiraloyu NOTPaIIsSHHIO Ha 3amajeHy, mopaHeHy abo indikoBany mwkKipy. Ciif yHUKATU KOHTAKTy
Ipernapary 3 OYMMa Ta CJIM30BUMHU 000JI0HKaMu. IIpernapaT He MOXKHa KOBTATH.

[Tpu nosiBi OyOb-IKUX IIKiPHUX BUCHUIIIB JIIKyBaHHS IIperapaToM IOTPiOHO MpUnuHUTU. [TUKIopeHaK-
Biona He cniif 3acTOCOBYBaTH Iifi IOBITPOHEIIPOHUKHY OKJIIO3iiiHY II0B’3KY, ajie JOIyCKaEThCs UOr0
3aCTOCYBaHHS IIiJl HEOKJIIO3iMHY OB’ 3Ky .

IukmodeHak-Biona MiCTUTh MPOMiMEHTTIKOIb, SKAM MOXEe CIPUUYNHSATH JIeTKe JI0Kali30BaHe
IIOJpa3HEeHHS IIKipH.

Yepe3 MOXKIUBICTE BUHUKHEHHS CBITJIOYYT/IMBOCTi, HEOOXiMHO YHUKATH Mil MPSIMUX COHSIYHUX
IIPOMEHIB Ta Bi3UTIB 10 COISPiI0 IPOTATOM JIiIKyBaHHS Ta 2 TUXKHI MMiC/IA IPUNIUHEHHS JTiKyBaHHS.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

KniniyHUY DOCBiA 3aCTOCYyBaHHS BariTHUM XiHKaM oOMexeHuu. fK i iHIT HecTepoinHi
mpoTu3alnanbHi 3acobu, [TukmodpeHak-Biona mpoTunokasanui mig yac III TppMecTpy BariTHOCTI y
3B’3KY 3 MOXKJ/IMBICTIO PO3BUTKY CIaOKOCTi POOOBOI AisITbHOCTI, TIOPYIIEHHS TisIbHOCTI HUPOK TIJIOfa
3 IIOMAJIbIIIUM MaJIOBOAISIM Ta/abo cepIieBo-IereHeB0l TOKCUYHOCTI 3
mepeqyacHUM 3aKpPUTTSIM apTepiaibHOI MPOTOKY Ta JIET€HEBOIO TillepTeH3i€0. 3aCTOCYBaHHS
IpernapaTy IPOTIrOM MEPIIXX ABOX TPUMECTPIB BariTHOCTI JOIYCKAETHCS TiIbKU SKIO O4YiKyBaHa
KOPUCTH IlepeBaxae MOTEHIIMHUY PU3UK I Iiofa. [Ipu npoMy KiHKaM, AKi IJIaHYIOTh BariTHICTh Ta
IIPOTATOM IEPILINX JBOX TPUMECTPIB BariTHOCTI PEKOMEHAYEThCA 3MEHIIUTH OO3YBaHHS O
MiHIMaJIbHO MOXKJIABOT'O PiBHA Ta CKOPOTUATYU TEPMiH JIIKyBaHHS.

HesimoMmo, uu guknogeHak pu 30BHIIIHROMY 3aCTOCYBaHHI BULINISAETLCS B TPYAHE MOJIOKO, TOMY
3acrocyBaHHA [JukinodeHaky-Biosa y mepiof rogyBaHHS IPYAOI0 OOMYCKAETHCS TiIbKU SKIIO
OyYiKyBaHa KOPUCTh MepeBaKa€e MOTEHLUINHUN PU3UK A1 HEMOBIATH. [Ipu HasgBHOCTI BaroMux
MiCcTaB AJIs 3aCTOCYBaHHS IpenapaTty y Iepiof rogyBaHHS I'PYOOIO0, IpernapaT He CIif HaHOCHATH Ha
MOJIOYHi 3a7103u a00 BeNMKi OiNSHKY IIKipK Ta He CJIif 3aCTOCOBYBATH Y OinbIii KinbKocTi abo
IIPOTSTOM GiJTbII TPUBAJIOTO Yacy, HiXK PEKOMEHOYETHCS.

[laHi 110710 BIIIUBY OUKIO0PEHaKy Ha (PepPTUNBHICTD TIOOUHU IPHU MOTO 30BHIIIHBOMY 3aCTOCYBaHHI
Bi[ICYTHI.



30amuicmb enaueamu Ha weudkKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o
pobomi 3 iHwumu mexaHniamamu. He BIIUBaE.

Cnoci6 3acmocyeaHHss ma do3u.
[IpemapaT npu3HaYeHUU TiJIbKU AJIS1 30BHILIHBOTO 3aCTOCYBaHHS.

Hopocnum Ta mitTam BikoMm Bif 14 pokiB [Tuknodenak-Biona 3actocoByBaTu 3-4 pa3u Ha o0y, 37erka
BTHpAIOYM y IIKipy y Micii nmokamizartii 6omt0. KinbKicTh mpemnapary, sika 3aCTOCOBYETHCS, 3aJIEXKHUTh

Bif po3Mipy ypaxKeHoi 30HU (TakK, 2-4 T, 1110 3a PO3MipoM BifiTIoBifla€ po3Mipy BUlllHi a0 BOJIOCHKOTO

ropixa, JOCTaTHLO [AJI1 HAHECEHHS Ha OUISHKY IJIOIIel0 400-800 cM?).

[Ticns ammikartril mpemapaTy HeoOXifHO BUMHUTH PYKH, OKPIM THX BUIIAAKiB, KOJIM caMe 1S OijisTHKa
MiJIarae JIiKyBaHHIO.

TpuBarnicTs Teparil 3aJeKUTh Bifl XapaKTepy 3aXBOPIOBaHHS Ta e(eKTUBHOCTI JIiKyBaHHS.

[TpemapaT He CIIif 3aCTOCOBYBATH HOBIIEe 14 [HIB MOCMiNb MIPU YIIKOIXKEeHHAX a00 peBMaTU3Mi M’SIKUX
TKaHUH Ta 21 mHs mpu 00110 apTPUTHOTO MOXOMXKEHHS, SIKIIO iHIlle He PEKOMEHI0BAHO JIIKapeM.

Heo06xigHO 3BepHYTHUCS 3a KOHCY/IbTAIIIEI0 TiKaps, IKI0 CHUMIITOMHU 3aXBOPIOBAaHHS HE 3MEHINYIOTHCS
abo MOCHUITIOIOTLCS Tics 7 OHIB JTiKyBaHHS.

[TamieHTH NMTHHOTO BiKy MOXKYThH 3aCTOCOBYBATH 3BHUYAMHI 103U JiKapChKOro 3aco0y Ojst JOpocCol
JIIOOUHU.

Himu. [JuknopeHnak-Biona He peKOMeHA0BaHUN AJI 3aCTOCYBaHHSA AiTAM BikoM 10 14 pokis. [Tpu
3aCTOCYBaHHI JTiKapchbKOTo 3aco0y miTsiM cTapiie 14 pokiB moBIne 7 OHIB ab0 SKINO CUMITOMHU
3aXBOPIOBaHHS ITOCHUITIOIOTHCS, HEOOXiTHO 3BEePHYTHCS 3@ KOHCYJIbTalli€lo TiKaps.

Ilepedo3yeanns.

[Tepenmo3yBaHHs MaJIOMMOBipHEe ¥ 3B’43Ky 3 HU3bKOI0 abcopOilieio nukioheHaky y CUCTEMHUM
KPOBOTOK IIpH MicIleBOMy 3acTocyBaHHi. [IpoTe nmobiuHi edekTu, nmomibHi 4o THX, SIKi BUHUKAIOTH NIPU
nepeno3yBaHHi TabNETOK, 1[0 MiCTATh OUK/I0(eHaK, MOXK/INBI IPU BUIIaIKOBOMY ITPOKOBTYBaHHI
mpernapary. Y 1bOMy BHIIQMKY CJIig BpaxoByBaTH, 1o 1 Ty6a mpemapaty mo 40 r ab6o mo 100 r MicTUTh
BigmoBigHO ekBiBanmeHT 0,4 r abo 1 r mukIodpeHaKy HaTpilo.

Y pasi BunmagKoBOro MPOKOBTYBaHHS IIpelapaTy Ciif OApa3y CIOPOXKHUTH LIIYHOK Ta IPUMHATH
amcop6eHT. [Toka3zaHe CHMIITOMaTUYHE JIiKyBaHHS i3 3aCTOCYBaHHSM TePaIleBTUYHUX 3aXO0iB, 1110
3aCTOCOBYIOTHCS IJIS JTiIKYBaHHS OTPYEHHS HECTEPOIMHUMH MTPOTU3aIaIbHUMU 3aco0aMu.

ITo6iuni peakuii.

Ins nikapcekoro 3aco0y [IukinodeHak-Biona crocrepiranuck HacTymHi mo0iyHi peaxiiii.



IHexuii ma ineasii
PigkicHi (<1/10000): mycTy/Ip03Hi BUCUTIAHHS.
3 boky imyHHOI cucmemu

PigkicHi (<1/10000): peakiiil rimep4yTaIuBOCTi (y TOMY YHCJIi KPOIMB'SHKA), aHTIOHEBPOTUYHUY
HaOpSK.

3 60Ky pecnipamopHoi cucmemu
Pigkicui (<1/10000): 6ponxianbHa acTMa.
3 60Ky wKipu ma cnoAy4yHUX MKAHUH

Yacri (=1/100; <1/10): BucumanHs, cBepOixK, ek3eMa, epUTEMA, IEPMATHUT, ¥ TOMY YMCITi KOHTAKTHUMN
nepMaTuT.

[Tooguuoki (=1/10000; <1/1000): 6ynb03HUYN OEePMaTHT.

PipkicHi (<1/10000): peakiii CBiTIOYyTIUBOCTI.

Y pazi BUHUKHEHHS M00IYHNX Peaklliid CIlif IPUIMHUTHU JTiKyBaHHS Ta 3BePHYTHUCS OO JIiKaps.

Tepmin npudamHocmi. 2 POKH.

YMmoBH 30epirannsi.

30epiraTtu B oOpuriHaabHi¥ yIaKOBIi IpU TeMmepaTypi He Buille 25 °C; He OOMYyCKa€EThC
3aMOpOoXKyBaHHA. 30epiraTu B HEAOCTYITHOMY AJIS OiTeX MiCIIi.

YnakoBka.

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

Kareropis Bignmycky. be3 peuenra.

Bupo6uuk. IIpAT ®apmarieBtuyHa dhabpuka «Bioma».

Micue3HaxoaKeHHsi BHAPOOHHKA Ta MOro aJpeca MiClsl IpPoBaJKeHHsI Tis/IbHOCTi.



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

3asaBHHUK. [IpAT ®apmarneBTuyHa pabpuka «Bioma».

Micne3HaxomXKeHHsI 3asiBHHKA.

Ykpaina, 69063, M. 3anopixxs, Byl1. AKkagemika AMOCOBa, 75.



