IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

APT'ETT cupen

(ARGETT spray)

Cknao:
ditoua pevosuHa: diclofenac sodium;
1 r po3uuHy MicTUTh AUKIOGeHaKy HaTpio 40 Mr;

0onomidcHi peyosuHU: CIIUPT i30MPOIIiIOBUM; acKOPOiImanbMiTaT; IPOMIiIEHTIiKOIb; BOJa
OYUIIEeHa; OJIisl M'SITH MepPIEeBoi; HaTpito aurigpodocdar, murimpat; HaTpito rigpodocdar,
mofeKarimpaT; IMHATPio emeTaT (TpUIOH B); NenuTuH; eTaHo 0€3BOMHUM.

JIikapcbka ¢opma. Cripeil HalKipHUM, PO3YUH.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: TPO30PUM PO3YKH 30JI0THCTO-KOBTOTO KOJILOPY i3 3amaxoMm
i30MPOIIiNIOBOT0 CIUPTY Ta M’SATHU MIEPIIEBOI.

dapMakoTepaneBTHYHA rpyna. 3aco0u, 1110 3aCTOCOBYIOTLCS MICI[EBO ¥ pa3i cyrno6oBoro i
M’s130B0r0 O0TI0. HectepoigHi npoTu3ananbHi 3aco0u AJIs MiClIeBOT0 3aCTOCyBaHHA. [JuKnodeHaxk.
Kom ATX M02A A15.

Papmakono2iuHi e1acmueocmi.
dapmakoduHamika.

Hartpito gukinodeHak - 1le HeCTepoimHuM mpoTu3ananbaui 3acio (HI133), skuit Mae 3He60MI0BATIBHY,
IIPOTHU3AMAIbHY Ta XKapPO3HUKYBaJIbHY [il. BBaxKaloTh, 1110 3ebibIIoro MexaHi3Mm [ii mpemapary
3yMOBJIEHUM IPUTHIYEHHSM CUHTE3y MPOCTarjiaHAuHiB.

dapmakoKiHemuxka.

[Ticns HaHeceHHs Ha mKipy 1,5 T APTETT cnpeit MoXHa criocTepiraTi IBUAKUY T04aTOK afgcopouii
nukiodeHaKy, SKUit IPU3BOOUTE N0 BUMipIOBaHUX IIJTa3MOBUX PiBHIB mpubau3HO 1 HI/MIT yXKe yepe3
30 XBUJIMH, 10 MaKCUMaJIbHUX PiBHIB MpubIU3HO 3 HI/MI IpUONIU3HO Yyepe3 24 TOTUHY IiCIIs
HaHEeCeHH{ Ha ILIKIpYy.

IocsaraloTbCs CUCTEMHI KOHIIeHTpallil AukIopeHaky npubau3Ho B 50 pa3iB HUKUYe KOHI[EHTpallil, AKi
[OCATAIOThCS MiCTIg IPUNOMY BCepeIUHY €KBiBalleHTHUX KiJTbKOCTEN OUKIIOhEHAKY.



IuknodeHak iHTEHCUBHO 3B’SI3y€ThCS OiTKaMu Ij1a3Mu KpoBi (mpubnusuo 99 %).

KiiniyHi XapaKTepHUCTHKH.
Iloka3aHnHus.

MicrieBe cuMnToMaTAYHe JIiKyBaHHS G0JI0 Ta 3alajbHUX MTPOILECIB BHACTIIOK TpaBM Cyrio0iB Ta
HaABKOJIOCYTJI000BUX TKAHUH.

IIpomunoka3aHHs.

- ['imep4yyTnuBiCTh [0 AiI040l PEYOBUHU, 3€MJISTHOTO Topixa, coi abo {0 6yab-IKOi 3 HOMOMIKHUX
PEYOBHH IIpenapary.

- [TifBullleHa YyTIMUBICTH [0 alleTUJICAIIIMNIOBOI KUCIIOTH ab0 [0 iHIIMX HECTEePOITHUX
IpoTHU3ananbHuX mpemapatis (HIT3IT).

- Hananu 6poHXialbHOI acTMH, KPOIIMB'SHKa ab0 TOCTPUM PUHIT, 3yMOBJIeHI TPUHAOMOM
alleTUIICAJTIIIUIOBOL KUCIOTH a0o0 iHIINX HECTEPOINHUX TPOTU3aNalbHUX 3ac00iB B aHaMHe3I.

- 3acToCyBaHHA OiTAM Ta HifgiTkaM 10 14 pokis.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

CucremHa GiomocTynHicTh fuKIodeHaKy 3 1iei mikapcbkoi hopMu oyxKe Hu3bKa. OTXKe, pUIUK
B3a€EMO[Iil 3 iHITMMU JTiKapChKUMU IIpernapaTaMu HeBenukuil. [loemHanuy npuiioM 3 inmumu HI133
MOXK€e IIPU3BECTH [0 30iMbIIEeHHST YaCTOTH MOOIYHUX PeaKITii.

Oco06.1ueocmi 3acmocy8aHHs1.
APTETT crmpeu 3aCTOCOBYBaTHU TiJIbKU 30BHIIIHEBO.

Crnip 3amobiraTy moTpaIIgHHIO IpernapaTy B 04i Ta Ha iHII ciu30Bi 000710HKH. [IpenapaT He MOXHa
IpU¥MaTU BHYTPIMHBO. [Ipenapat peKOMeHOyeThCS HAHOCUTU TUIbKY Ha iHTaKTHI OiISHKY WIKIPH,
3amobiraloyu noTpamisHHIO Ha MopaHeHy abo iHdikoBaHy IIKipy i BigkpuTi panu. [lalieHT NOBUHEH
3anobiraTy NOTPAIISHHIO IIPSIMOT'0 COHSYHOTO CBiT/Ia Ha IIKIipY, 1100 3MEHIIUTH PU3UK
CBITJIOWYT/IMBOCTI. SIKIIO IiCJIg HaHECEHHS PO3BUHETHCS BUCUIIAHHS, JIIKYBaHHS CJIi IPUIIMHUTH.

Cnip 3 o6epexHicTio 3acTocoByBat APTETT crpet y moeqHaHHi 3 iHmmMu mepopanbaumu HIT3II,
OCKiIbKY YaCTOTa BUHUKHEHHS CUCTEMHOI 100iuHOol mil Moxke 30iIbIIUTHUC.

dxmo APTETT cripeit HAHOCUTH Ha BiTHOCHO BeNUKi OingHKM (Hampukian, moHan 600 cM? moBepxHi
Tina) abo MPOTSATOM TPUBAJIOTO Iepiony Yacy (To6To moHan 3 THXKHI), BUK/IIOUUTH MOXKIJIUBICTh



cucTeMHUX N0GiYHUX e(eKTiB He MOXKHa. Hanpukiag, 1ie mOTeHIial AJis TinepyyTInBOCTi,
acTMaTU4HUX ab0 peHanbHUX MOOIYHUX peakKiiill.

APTETT cmpei#t 3 00epeXKHICTI0O MOXKHa 3aCTOCOBYBATH XBOPUM 3 NMENTUYHOIO BUPA3K010, T€YiHKOBOIO
a00 HUPKOBOIO HEJOCTATHICTIO ab0 reMopariyHuM AiaTe30M, a TaKOX i3 3amaJbHUM 3aXBOPIOBaHHSIM
KHUIIEYHUKY, K [le OACAaHO B OKPEMUX BUIIAKaX i3 3aCTOCyBaHHSIM TOIIYHOTO JUKIIOPEHAKY.

APTETT cmpeit MiCTUTDb IIPOIIiNIEHTTIKOJIB, 1110 MOXKE CIIPUYUHUTH Y NEesSKUX MallieHTiB crabke
JIOKaJibHe IIOApa3HeHHs LWKIipH.

APTETT crmpe#t MiCTUTD OJTif0 M'SITU [I€PLEBO], IKe MOXe CIPUYNHUTHY aJIepPridHi peakiiil.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

ApexBaTHUX faHuX 000 3acTocyBaHHs APTETT crpey BariTHUM XiHKaM Ta XKiHKaM, gKi TOTyIOTh
TPYLOI0, HeMae.

[locnigKeHHSI Ha TBapHHAX IIPOAEMOHCTPYBaJIX PENPOAYKTUBHY TOKCUYHICTh. OfHAK [A0Ka3iB BIIJIUBY
nuKnoeHaKy Ha BUHUKHEHHS BaJl PO3BUTKY He crocTepiranocs. [IoTeHIiMHNY pU3UK AT JTIOOUHU
HEBiMOMU.

BaeimHicmy. TIpuiioM iHTi6iTOPiB IpOCTArTaHAMHCHHTETA3U IPOTATOM OCTAaHHBOT'O TPUMECTPY
BaTriTHOCTI MOXKe IIPU3BECTH [0:

- JIETeHEBOl 1 CcepIieBoOl TOKCUYHOCTI IIJI0fa (JIereHeBol TinepTeHsil 3 epef4aCHUM 3aKPUTTAM
apTepianbHOI TPOTOKM);

- HUPKOBOI HEJTOCTATHOCTI IIJIofa 3 olirodppexieo;
- IIPUTHIYEHHS MaTKOBHX CKOPOYEHb i MOJOBXKEHHS BariTHOCTI Ta MOJIOTiB;
- 30i/bIIIEHHST MOXKJIUBOCTI KPOBOTEYi Y MaTepi Ta IUTUHH.

OTxe, mipg yac nepiaux 6 MicsaniB BariTHOCcTi APTETT crmpeld 3aCTOCOBYBaTH HeE CITifi, 3a BUHATKOM
BUTIA[IKiB, KOJIM, Ha OYMKY JliKaps, KOPHUCTh MMEPEBUIIYE NOTEHI[IMHNY PU3KK. [Ipenapar He MOXKHa
HaHOCUTHU Ha BeJIUKY [I0BEPXHIO WIKIpU Ta IpoTAroM Tpusanoro yacy. APTETT crpeu
IIPOTUIIOKA3aHUU ITil YaC OCTaHHBOTO TPUMECTPY BariTHOCTI.

ITepiod 200ysaHHA 2pydorw. Hemae migcTas BBaXKaTH, L0 MiC/II 30BHIIHBOTO 3aCTOCYBAHHS y TPyIHE
MOJIOKO ITPOHUKHE OyIb-siKa KibKiCTh IUKITOPEHaKy, Ky MoxkHa BUMipsaTu. Ockinbku HIT3II
€KCKpeTyIThCa y rpynHe Moioko, APTETT crpelt He peKOMEHI0BaHO 3aCTOCOBYBATH XiHKaM, SKi
TOAyI0Th TPYAAI0. ATTiKalis mpemnapaTty Ha OiISHKY MOJIOUHHMX 3aJ103 XKiHOK y Iepiof] JaKTaril
IIPOTUIIOKA3aHa.

30amuicmb 8niusamu Ha weudKicmbe peakuyii npu KepyeaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

[MamieHTH, SIKi CTpaXKmaloTh 3allaMOPOYeHHSAM ab0 iHIIMMY TOPYLIIEHHSIMU 3 00Ky IIeHTPabHOI
HEpBOBOI cucTeMu mif yac npuiiomy HII3II, Big ynpaBnaiHHg aBTOM0OiEM i KOpUCTYBaHHS



MeXaHi3MaM¥ ITOBUHHI YyTPUMATHUCS, ajle TaKi CUMIITOMYU Hag3BUYaWHO MaJIOMMOBIpHi mpu
3aCTOCYBaHHI IpemnaparTiB [J1sl 30BHILITHLOT'0 3aCTOCYBaHHS.

Cnocid 3acmocyeaHHsi ma do3u.

Cnip HaHecTu HeoOXigHY KinbkicTh APTETT crpelt Ha MIKipy ypaxKeHOro Miclisi. 3ajexkHo Biff po3Mipy
HeoOXigHO 00POOUTH OBEPXHIO IKipH miissxoM 4-5 HaTHCcKaHb (prakoHa (0,8-1 r crpeto, 110 MiCTUTH
32-40 mr puknodeHakKy HaTpio). [IpenapaT HaHOCKUTH 3 pa3u Ha K00y 3 PEryIIpPHUMU iHTepBalaMu.
He cnipg nepepuiryBaTu BUIy pa3oBy 703y 1 T (5 HaTHCKaHb) mpemnapaTy. MakcuMainbHa go0oBa 03a
CTaHOBUTH 15 HaTHUCKaHb (3 T cIpelo, mo MicTuTh 120 Mr guknogeHaky HaTpil).

APTETT cmpeii crifg 06epexkHo BTUPATH B IIKIPY, Mic/Ist 40ro He0OXiqHO PETENIbHO BUMUTH PYKH,
OKpIM THX BUIIAJKIB, KOJIM BOHU € MiCl|eM JIiKyBaHHS.

Komu cumnromu (6inb i HaOPsIK) 3MEeHIIATLCS, JTIKYBaHHS MOXKHa IPUIUHUTH. He citif mpomoBKyBaTH
JiKyBaHHS JOBIIe 7 OHiB 03 KOHCYIbTAlil TiKaps. AKIIO0 MoinieHHs He HacTaHe micas 3 gHiB
JiKyBaHHS, HEOOXigHO MPOKOHCYIHTYBATHUCS 3 JIiKApeM.

Himu.

HeMae mocTaTHBO MiATBEPAXKEHUX JaHUX II0MI0 eeKTUBHOCTI Ta 6e3MeKHy MpK 3aCTOCYBaHHI HiTIM
Ta MifgiTKaM BikoM 0o 14 poxkis.

fdkmo miTsaM BikoM Bim 14 pokiB mikapchbKui 3acib moTpibHO 3aCTOCYBAaTH [OBIIE HiX 7 OHIB OIS
noJieTeHHs 00110, ab0 SKI0 CUMIITOMH 3aXBOPIOBaHHS IIOCUITIOIOTHCS, HEOOXiHO 3BEPHYTHUCS 3a
KOHCYJIbTALIIEI0 JIIKaps.

Ilepedo3yeanHs.

[1ig yac 3acTocyBaHH IIpenapaTy B peKOMeH0BaHil 1031 pU3UKY [lepefo3yBaHHs IPAKTUYHO HEMAE.
[Ipu BunagkoBoMy 3actocyBaHHi API'ETT cripeyt nepopaibHO CIIii IPOBECTUA CUMITOMaTU4YHE
JIIKyBaHHS.

ITo6iuni peakuii.
Inst orinky MOOIYHUX peakiliit 3aCTOCOBYIOTh TaKi KaTeropii:

nyxe 4dacto (= 1/10); gacro (Big = 1/100 go < 1/10); HewacTo (Big = 1/1000 mo < 1/100); moopuHOKi
(Big = 1/10000 mo < 1/1000); pimkicHai (< 1/10 000); yacToTa HeBifoMa (He MOXKHa OLIHUTH 3a
HaSIBHUMHU OAaHUMH).

3 6oky wkipu ma niOwKipHOi MKAHUHU: HEYACTO - JIeTKi Ta TUMYACOBI peakIlii MKipu y micii
HaHeCeHHs, cBepOiXk, CyXiCTh, TinmepeMmisi, BifuyTTs Me4diHHS, KOHTAaKTHUM JepMaTUT (HallpUKIIa
JI0KaJli3oBaHe BHCUIIAHHS Ha LIKipi, cBepbixK, epuTeMa, Ialyian); MOOAWHOKI - reHepasi3oBaHi MKipHi
peaxiiii, KponuB'siHKa, aHTioefeMa, poToceHcubinizallisa; pigkicHi - Oy/TbO3HUN HEePMATHT.



3 6oxy mpasHoi cucmemu: MOXKYTh BUHUKHYTH OiNlb Y JKUBOTI, UCIIETICis], TIOPYIIEHHS 3 OOKY
TPaBHOTO TPAKTY.

3 6oky OuxaabHoi cucmemu: TTOOOUHOKI - OpOHXOCIAa3M; pifKicHi - OpoHXianbHa acTMa.
3 6oky imyHHOI cucmemu: pifKicHi - anepriyni peakirii.

[ToGiynHy mito MOXKHa 3MEHIINTH, 3aCTOCOBYIOYH MiHiManbHy e(eKTUBHY 103y IJISI CaMOT0, HaCKilbK1
MO2KJIMBO, KOPOTKOTO0 KypCy JikyBaHHs. OfHaK IIifi 4Yac TPUBAJIOTO JIiKyBaHHS Ta/ab0 KOMM JTiKyIOTh
BenuKi mnoii (To6To 6inbire 600 cM?) iCHYE MOXKIUBICTh CUCTEMHUX ITOOIYHUX e(hEeKTiB.

Tepmin npudamuocmi. 3 POKH.

TepMiH NpUmaTHOCTI MiC/Is PO3KPUTTS YIIaKOBKU - 6 MiCALIB.

YmMmoBH 30epiranss.

30epiratu npu TeMiepaTypi He Buille 25 °C B opuriHaibHil ynakoBIi. 30epiratv y HEOCTYIHOMY
IJIS1 OiTed Micoi.

VYnaxoBka.

[To 12,5 T abo 25 r y (rakoHi 3 4O3yI0OUYUM IPUCTPOEM Ta 3aXUCHUM KOBIIAYKOM; 110 1 ¢iakoHy y
KapTOHHiN KOpOOIi.

Kareropis Bignycky. bes penenra.

BupoOHHK.

®ap6in Bansrpon I'm6X/Pharbil Waltrop GmbH.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCusi IPOBaIKeHHs HOro JisIbHOCTI.

Im Bippiren 25, 45731 Banstporn, HiMmewunna/Im Wirrigen 25, 45731 Waltrop, Germany.

3asiBHHUK.

Ienbra Meniken [TpomoymH3 Al'/Delta Medical Promotions AG.



Micne3HaxomXKeHHS 3asiBHHKA.

26 Otenbaxracce, [Tiopux CH-8001, IlIBeiimapisn/26 Oetenbachgasse, Zurich CH-8001, Switzerland.



