IHCTPYKIIA

IJIsI MEIHYHOT 0 3aCTOCYBaHHsI JIIKapCHLKOT0 3aC0o0y

APT'ETT cnpeu

(ARGETT spray)

Cknao:
Oitoua peuosuna: diclofenac sodium;
1 r po3uuHy MicTUTE OUKIT0(MeHaKy HaTpito 40 Mmr;

donomidicHi pevoguHu: CIIMPT i30IMPOIiIOBUH; acKOpOinanbMiTaT; IPOMIiIeHT IiKOIIb; BoAa
OYHINEeHa; OJIisI M’SITU MEePIeBOl; HaTpito gurigpodocdat, ourigpatT; HaTpio rimpodocdar,
momeKarifpaT; guHaTpio emeTat (TpuiioH b); MenuTHH; eTaHO O€3BOMHUM.

JIikapcbka ¢opma. Cripell HalKipHUM, PO3YUH.

OcHogHi (izuko-ximiuHi 81acmugocmi: IPO30PUU PO3YUH 30JIOTUCTO-KOBTOT0 KOJILOPY i3
3araxoM i30IPOIIiIOBOT0 CIUPTY Ta M’SITH IIE€PLEBOI.

dapMakoTepaneBTHYHA rpyna. 3acodu, 1110 3aCTOCOBYIOTLCS MICI[EBO ¥ pa3i cyrno6oBoro i
M’s130Bor0 O0TI0. HectepoigHi mpoTu3anasnbHi 3aco0u AJIs MiClIeBOT0 3aCTOCyBaHHA. [JuKnodeHaxk.
Kom ATX M02A A15.

dPapmakonoziuHi e1acmueocmi.
dapmakoOuHamika.

Hartpiio gukmodeHak - 1ie HeCTepoigHuit mpoTtu3ananbuui 3aci6 (HI133), skuit Mae
3He00II0BaIbHY, IPOTH3allabHy Ta XXapO3HUKYBaJbHY [il. BBaXkaioTh, 110 371e6ibLIIOTO
MeXaHi3M [fil mpenapaTy 3yMOBJIEHUN IPUTHIYEeHHIM CUHTE3Y IIPOCTarlaHguHIB.

dapmakoKiHemuxka.

[Ticnst HaHeceHHs Ha mKipy 1,5 r APTETT cnpeit MOXHa CIIOCTepiraTu MBUOKUY IOYAaTOK
agcopOiril guknodeHaky, IKUM IPU3BOAUTH OO0 BUMIpIOBaHUX I1JITa3MOBUX PiBHIB MPUOIU3HO
1 ur/Mn yxe 4epe3 30 XBUNKH, [0 MaKCUMaIbHUX PiBHIB MPHUOIN3HO 3 HT/MJI IPUOIU3HO
yepe3 24 roguHY IIiC/IA HaHECEHHS Ha IIKipy.



IocsararThCad CHCTEMHI KOHIIeHTpalil guKimodeHaky npubnu3no B 50 pa3iB HUXKYe
KOHIIeHTpAl[i}, IKi OCATal0ThCA MIiCIIS IPUUOMY BCEPEeNUHY €KBiBaJIeHTHUX KiJIBKOCTEeHN
OUKI0(heHaKy.

IuknodeHak iIHTEHCUBHO 3B’I3y€ThCs OiNkaMu 1a3Mu KpoBi (mpubnusno 99 %).
KitiHiuHi XapaKTepHuCTHKH.
Iloka3zaHHA.

MicneBe cuMnToMaTU4HeE JIiKyBaHHS 00JII0 Ta 3allaJbHUX MPOIECIB BHACIAOK TpaBM
cyrno6iB Ta HaBKOJIOCYTr1000BUX TKAHUH.

IIpomunoka3aHHs.

- linepuyTnuBICTD IO Hif040i PEYOBHMHHU, 3eMJISTHOT'0 TOpixa, coi abo mo 6ymb-sKoi 3 JOTIOMiKHUX
PEUYOBHH IIpenapary.

- [TigBullleHa YYTIUBICTH 0 alleTUJICAIIIMIOBOI KUCIIOTH ab0 [0 iHIIUX HEeCTEPOITHUX
poTu3ananbHux mpemnapatis (HIT3IT).

- Hamagu 6poHxiambHOI aCTMU, KPOTIUB'STHKA a00 rOCTpUM PUHIT, 3yMOBIEHI TPUHOMOM
aleTUIICAIIIIAIIOBOI KMCIOTH ab0 iHIMX HEeCTePOITHUX IPOTU3aNalbHUX 3ac00iB B aHaMHe3i.

- 3acToCcyBaHHA [OIiTAM Ta MifgiTkaM [0 14 pokis.

- TpeTin TpuMecCTp BariTHOCTI.

B3aemodia 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

CucrteMHa 6iomocTynHicTh mUKITOpeHaKY 3 i€l mikapcbkoi popmu myxke HU3bKa. OTXKE,
PU3UK B3a€EMO{Iil 3 iHIITMMHU JTiKapChKUMHU IIperiapaTaMyu HeBenuKui. [ToeqHaHWM IPUNOM 3
inmumu HIT33 Moxke mpu3BecTH [0 30i/IblIeHHS YacTOTH IMOOIYHUX peakKIlil.

Oco6 1ueocmi 3acmocyeaHHs1.
APTETT cnpen 3aCTOCOBYBaTHU TiIBKY 30BHIIIHEO.

Cnip 3amobiraTy MOTPaIUISHHIO ITperapaTy B O4i Ta Ha iHII ciu3oBi o0onoHKY. [Ipenapart He
MOXXHa IpUUMaTy BHYTPIHLO. [IpenapaT peKOMeHyeThCSA HAaHOCUTHU TiJIbKY Ha IHTAKTHI
OiNSHKY WIKipH, 3ano0iraroyy MOTPaIISHHIO Ha TopaHeHy abo iHdiKoBaHy MIKipy i BigKPHUTi
panu. [TamieHT MoBMHEH 3an0biraTy MOTPAIUISHHIO IIPSIMOT0 COHSIYHOT'O CBiT/Ia Ha IIKipy,
11100 3MEHIIUTH PU3UK CBITIIOUYTIUBOCTI. SKIIO MicIsgs HaHECEeHHS PO3BUHETHCS BUCUIIAHHS,
JIIKyBaHHS CIIi[ IPUIIAHUTH.

Cnip 3 o6epexHnicTio 3acTocoByBaTé APTETT cmpeit y moegHaHHi 3 iHIIMMU ITePOpPabHUMU



HII3II, ocKiJIbKY 4aCTOTa BUHUKHEHHS CUCTEMHOI IT00iYHOl mil MOxKe 30iTbIIUTHAC.

Axmo APTETT cripeii HaHOCUTH Ha BiTHOCHO BeNUKI OUIAHKY (Hanpukiaf, noHafd 600 cm?
IIOBEPXHi Tina) abo MPOTSATOM TPUBAJIOTO Mepiody 4acy (ToO0TO moHan 3 THUXKHI), BUKITIOUUTH
MOXKJIMBICTh CUCTEMHUX ITOOIYHUX edeKTiB He MOXKHa. Hampukmap, 1e moTeHIian ais
TinepyyTNUBOCTi, aCTMATUUYHUX a00 peHaIbHUX MOGIYHUX peakilil.

APTETT cmpe#t 3 00epekHIiCTI0O MOXKHA 3aCTOCOBYBAaTH XBOPHUM 3 ITENITUYHOI0 BUPA3KOIo,
Ne4iHKOBOI0 a0 HUPKOBOIO HENOCTAaTHICTIO ab0 reMopariyHuM fiaTe3oM, a TaKoX i3
3anajgbHUM 3aXBOPIOBAHHSAM KUIIEYHUKY, K L€ OIMCAHO B OKPEMUX BUMAJKaXx i3
3aCTOCYBaHHSM TOIIYHOTO JUKJIO(EHAKY.

APTETT crmpe#t MiCTUTh IPOIINEHTIIIKOIIb, 1[0 MOXKE CIPUYMHUTH y JesSIKUX Malli€HTiB cliabke
JIOKaJIbHE MOJApPa3HeHHs IKIpH.

APTETT cnpeli MiCTUTH OJIif0 M’SITH II€PIIEBO], IKe MOXKe CIPUUYMHUTY aJepriyHi peakiiii.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

ApexBaTHUX faHUX om0 3actocyBaHHsA APTETT cnpeii BariTHUM XiHKaM Ta XiHKaM, AKi
TONYIOTh IPYLAI0, HEMAE.

HocnigXKeHHs Ha TBapUHaX IPOIEeMOHCTPYBaJIU PENPOLYKTUBHY TOKCUYHICTh. OgHaK N0Ka3iB
BIIJIUBY OUKIO(eHaKy Ha BUHUKHEHHS Bafl PO3BUTKY He crocTepiranocs. [ToTeHIinHuM
PU3UK [JIS TIOOUHY HEBIJOMUU.

BazimHicmpy.

Kniniuni gani moao 3actocyBanHs nikapchkoro 3aco0y APTETT cmpeii y mepioi BariTHOCTI
BificyTHI. HaBiTh AKIIO CUCTEMHA [Iil € HUXKYOIK IIOPIBHAHO 3 TaKOI0 [IPU I1I€POPaAIbHOMY
3aCTOCYBaHHi, HEBIMOMO, U MOXkKe CUCTEeMHa [Iis nikapchkoro 3aco0y APTETT cmpei,
IOCSATHYTa ITiC/IsT MiClIeBOTO 3aCTOCYBaHHs, OyTH IIKifIKUBOIO AJist eMOpioHa/mmona. ITig gac
IIePIIOTo Ta APYroro TpuMecTpiB BaritHocTi APTETT crpelt He ciif 3acTOCOBYyBaTH 6€3
HaraabHOI TOTPeOu. Y pa3i 3acTOCyBaHHS [103a MOBUHHA OYTH SKOMOTa HUXKYOI0, a
TPUBAJIICTS JIIKYBAHHS - IKOMOTra KOPOTIIOK.

[Tig yac TpPeThbOT0 TPUMECTPY BaATriTHOCTI CHCTEMHE 3aCTOCYBaHHS iHTi0iTOPIB CHHTE3Y
npocTrarjaifuHis, BKiaodaouyu APTETT cipey, MoXe COIPUYMHUTHU CEpLIEBO-JIETEHEBY Ta
HUPKOBY TOKCUYHICTH Yy 1ytofa. Ha mi3HixX TepMiHax BariTHOCTI MOXke BUHUKHYTHU TpHBasa
KPOBOTeYa K y XKIiHKH, TaK 1 y IIJI0fa, a TAaKOXK CIIOCTEPIraTucs 3aTpUMKa POF0BOL
nisimpHOCTL. Tomy APT'ETT criped mpoTUIIOKa3aHUU IMifl 4aC OCTaHHbBOI'O TPUMECTPY
BariTHOCTI (OuB. po3min «IIpoTUIIOKa3aHHS»).

ITepiod 200ysaHHs 2py000.

HewMae mifgctaB BBaXkKaTH, IO IIiC/IA 30BHIMIHBOIO 3aCTOCYBAaHHS Y IPYAHE MOJIOKO IIPOHUKHE
Oymb-siKa KinbKicTh guKnodeHaky, sKy MoxHa BuMipsaTu. Ockinbku HII3I1 eKCKpeTyioThCs y
rpynHe Monioko, APTETT cnpeli He peKOMEH0BaHO 3aCTOCOBYBATH XKiHKaM, sIKi TOAYIOTh



rpynOio. Antikallis mpenapaTy Ha JiITHKY MOJIOYHHUX 3aJ103 XKiHOK Y Iepiof] JaKTallil
IIPOTUIIOKA3aHa.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

[TaieHTy, gKi cCTpaXkaaTh 3alaMOPOYEHHSIM a00 iHIIMMY OPYIIEHHSIME 3 OOKY
IIeHTpaIbHOI HEPBOBOI cucTeMu mif yac npuiiomy HII3II, Big ynpaBniHHS aBTOMOGineM i
KOPUCTYBaHHS MeXaHi3MaMU IIOBUHHI yTPUMATUCH, ajle TaKi CAMIITOMYU Hag3BUYalHO
MaJIOMMOBIpHI IIpX 3aCTOCYBaHHI IIpenapaTiB [Jisg 30BHIIIHLOTO 3aCTOCYBaHHSA.

Cnocid 3acmocyeaHHsi ma do3u.

Cnipm HaHecTH HeoOximHY KinbkicTs APTETT crpeit Ha IIKipy ypazKeHoro Miciisi. 3anexHo Bif
po3Mipy HeoOximHO 00POOUTH MOBEPXHIO IIKipH MITITX0M 4-5 HaTUCKaHb ¢aakoHa (0,8-1 1
crpelo, o MicTuTh 32-40 Mr guknodeHaky HaTpiio). [IpenapaTt HaHOCKUTH 3 pa3u Ha 00y 3
perynsipHUMY iHTepBanaMmu. He ciif mepeBuiyBaTé BUllly pa3oBy fo3y 1 I (5 HaTUCKaHb)
mpenapaTy. MakcuMasibHa 0o00Ba 103a CTAHOBUTH 15 HAaTHCKaHb (3 T CIIpelo, 10 MiCTUTh
120 Mr guknodeHaky HaTpilo).

APTETT cmpeii cnig 00epexkHO BTUPATH B LIKipYy, MiC/Is 40T0 HEOOXiMHO PETENTbHO BUMHUTH
PYKH, OKPiM TUX BUIIQ[KiB, KOJIX BOHU € MICLIEM JIIKyBaHHS.

Konu cumntomu (6inb i HAOPSK) 3MEHIIAThCS, TIKYBaHHS MOXHa NPUMUHUTH. He ciifg
IIPOMIOBXKYBATH JIiKyBaHHS [IOBIIE 7 OHIB 0€3 KOHCY/bTallil Jlikaps. fAKII0 IOiNiIeHHs He
HacTaHe Iicns 3 gHiB NTiKyBaHHS, HEOOXIMHO MPOKOHCYIbTYBATUCS 3 JIiIKApeM.

Himu.

HeMae mocTaTHbLO MATBEPIKEHUX JaHUX 11010 e(peKTUBHOCTI Ta 6e3MeKU MPH 3aCTOCYBaHHI
OiTSM Ta MifjIiTKaM BikoM 10 14 pokis.

fAkmo pitsaM BikoM Bifm 14 pokiB nmikapchkui 3acid moTpiGHO 3acTOCyBaTU HOBILIE HiX 7 OHIB
[1J1s TIOJIeTIIeHHS 00710, a00 SKIO CUMIITOMY 3aXBOPIOBAHHS IOCUTIIOIOTHCS, HEOOXITHO
3BEPHYTUCS 3a KOHCYJIbTAIlI€I0 JIiKaps.

Ilepedo3yeanns.

[Tig yac 3acToCyBaHHS IpelnapaTy B peKOMEH0BaHil 1031 PU3UKY IIepefo3yBaHHs
npakTU4HO HeMae. [Ipu BunagkoBoMmy 3actocyBanHi API'ETT crpeu nepopaibHO CIIif
IIPOBECTU CUMIITOMAaTAYHe JIIKYBaHHS.



ITobiuni peakuii.
II71s1 oIiHKY MOOIYHUX peakIliii 3aCTOCOBYIOTh TaKi KaTeropii:

nyxe gacto (= 1/10); gacto (Big = 1/100 go < 1/10); HewacTo (Big = 1/1000 mo < 1/100);
nmooauHOKi (Big = 1/10000 mo < 1/1000); pigkicHi (< 1/10 000); yacToTa HeBifoMa (He MOXKHa
OIIIHMUTH 34 HASIBHUMU JaHUMH).

3 60Ky wKipu ma nidwkipHoi mKkaHuHu: HEYaCTO - JIETKi Ta TUMYACOBi peakilil MKipX y MicCIi
HaHEeCEeHHS, CBep0ixK, CyXiCTh, rinepemis, BifUyTTs MediHHS, KOHTAKTHUN OEPMaTUT
(HampuKaj JTI0Kajli30BaHe BUCUIIAHHS Ha IIKipi, cBepbix, epuTeMa, amysiu); MOOJUHOKI -
reHepasi3oBaHi IIKipHI peakIlii, KponmuB'THKaA, aHTioemeMa, ¢poToceHcubimizarist; pigkicHi -
OyTbO3HUYU OEepPMaTHUT.

3 60Ky mpasHoi cucmemu: MOXKYTb BUHUKHYTH Oiib Y JKMBOTi, DUCIIETICis, TOPYIIEHHS 3 OOKY
TPaBHOI'O TPAKTY.

3 60Ky duxaavHoi cucmemu: TIOOMUHOKI - OGPOHX0CIIa3M; pimKicHi - OpoHXianbHa acTMa.
3 60Ky imyHHOI cucmemu: PiOKICHI - anepriyxi peaxkiiil.

[ToOiyHy Mit0 MOXKHa 3MEHIINUTH, 3aCTOCOBYIOYM MiHiMalbHy e(eKTUBHY 103y [JIS CaMoro,
HAaCKIJIbKY MOXKJIUBO, KOPOTKOI'0 KypCy JiKyBaHHd. OfHaK i Yac TPUBAJIOTO JIiIKyBaHHS
Ta/abo KONM HiKyITh BeJUKi ol (To6to 6inbiie 600 cmM?) iCHYe MOXKIUBICTh CUCTEMHUX
mo0iyHUX ePeKTiB.

Tepmin npudamHocmi. 3 POKU.

TepMiH IPUAATHOCTI MMIiCII PO3KPUTTS YIIAKOBKY - 6 MICALB.

YMoBu 30epiranHs.

30epiraTu npu TeMnepaTypi He Bulille 25 °C B opuriHaibHill ymakosii. 30epiratu y
HEe[OCTYIITHOMY [JISl JiTel MicCLi.

YnakoBka.

[To 12,5 T ab6o 25 r y ¢nakoHi 3 fO3YI0YUM IPUCTPOEM Ta 3aXUCHUM KOBIIAYKOM; 110 1
(b1aKoHYy Y KapTOHHIi#M KOpOoOT1Ii.

Kareropis Bignmycky. be3 penenra.



BupoOHHK.

®ap6in BanpTpomn 'M6X/Pharbil Waltrop GmbH.

Micue3HaxoaKeHHsI BHPOOHHKA Ta aJipeca Miclisi IpoBadXKeHHsI HOr'0 Jisi/IbHOCTI.

Im Bippiren 25, 45731 Banstpon, Himeuunna/Im Wirrigen 25, 45731 Waltrop, Germany.

3asIBHHUK.

Henbra Mepmiken [Ipomoymn3 Al'/Delta Medical Promotions AG.

MiCIJ,'e3I-IaXOJ],'}KeHHﬂ 3adABHHKa.

26 Ortenbaxracce, Liropux CH-8001, [IBeitnapis/ 26 Oetenbachgasse, Zurich CH-8001,
Switzerland.



