Ckaan:

nitouya peyoBuHa: diclofenac sodium;

1 r po3unHyY MICTHUTH TUKIOhEeHaKy HaTpito 40 mr;

JOTIOMIXKHI pEYOBUHHM: CUPT 130MPOMIIOBHUI; aCKOPOUINANbMITAT; MPOIICHTIKOJb;

BOJIa OYHIIEHA; OJIisi M ATH MepleBoi; HaTpito auriapodocdar, quriapar; Hatpito rigpodocdar,
JOJIeKariipaT; AMHATPIIO efeTaT (TPIWIOH b); TeUTHH; eTaHo)I OE3BOTHUN.

Jlikapcbka gopma
Crpeli HaIIKipHUNA, PO3YHH.

OcHoBHI (pi3UKO-XIMIYHI BJIACTUBOCTI: MTPO30PHUIA POZUMH 30JIOTUCTO-)KOBTOT'O KOJILOPY 13 3a11aXOM
130MPOIIJIOBOTO CIIUPTY Ta M SATH MEPIIEBOI.

dapmakoTepaneBTHYHA Ipymna
3acobu, 110 3aCTOCOBYIOTHCS MICIIEBO Y pasi cyriio00oBoro i M’si30Boro 6omo. Hecrepoinni
MIPOTHU3AIAIBHI 3aCO0H IS MICIIEBOTO 3acTocyBaHHs. JJukinodenak.

dapmakoJIoriyHi BJIaCTHBOCTI

dapmakoguHaMIKa.

Harpito auxiiodenak — e Hectepoinauii nporusananbauii 3aci6 (HI133), sxuii mae
3HE0O0II0BAJIbHY, IPOTHU3AIAJIbHY Ta KaPO3HUKYBAJIbHY [ii.

BBaxaroTp, 1110 34€01UTBIIOT0 MeXaHi3M Jii mpenapaTy 3yMOBICHHI IPUTHIYCHHSIM CHHTE3Y
IIPOCTArJIaH/AHHIB.

dapmaKOKiHETHKA.

[Ticnsa nanecenns Ha mikipy 1,5 1 APTETT cropeit MokHa criocTepiraty MBHAKUN TTOYAaTOK
azacopOuii qukinodeHaky, sKuii IpU3BOIUTH 10 BUMIPIOBAaHUX IJIa3MOBHUX PIBHIB MPpHOIU3HO 1
HI/MJ yxe yepe3 30 XBHIINH, 10 MAaKCUMaJIbHUX PIBHIB MPUOJIN3HO 3 HI/MII puOIu3HO yepes 24
TOJIMHU TICJII HAHECEHHSI Ha MIKIPY.

JlocsraroThCsl CUCTEMHI KOHIEHTpauii JuknodeHaky npudan3Ho B 50 pa3iB HIKYE KOHIIEHTpaLliH,
SIK1 IOCSITAIOTHCS MICIIsl IPUIOMY BCEPEIMHY €KBIBAJIECHTHUX KUIBKOCTEH TUKIOPEHAKY.
JluknodeHak iIHTEHCUBHO 3B’ SI3YEThCS OLTKaMU MJIa3MU KpoBi (pubnu3Ho 99 %).

Kuainiuni xapakrepucTuku

IToxa3zaHHs.

MicuieBe cMMITOMAaTHYHE JIIKYBaHHS OOJIIO Ta 3aMajibHUX MPOIIECIB BHACTIOK TPaBM CYIJIO0IB Ta
HaBKOJIOCYTJIO00OBHUX TKAHUH.

Iporunoka3anus

— l'inepuyTnuBicTh 10 AiF0Y0i PEUOBUHH, 3€MIITHOTO TOpixa, coi a0 10 Oyab-sIKO1 3 JOMOMIKHUX
pedoBuH npenaparty. [liBuIeHa 9y TIMBICTh 10 allETUIICATIIIAIOBOT KUCIOTH a0 10 1HIIHMX
HECTepOiHUX MpoTu3ananpHux npenapatis (HII3IT).

— Hamanm 6ponxianbHOT acTMH, KpOITUB’ THKa a00 TOCTPUN PHUHIT, 3yMOBIIEHI TPUHOMOM
alleTUICATIIMIIOBOT KUCIOTH a00 1HIIMX HECTEPOINHUX MPOTU3ANaTbHUX 3aC001B B aHaMHe3i.

— 3acTocyBaHHS JIITSM Ta MiATITKaM 10 14 pokiB.

B3aemogis 3 iHIIMMY JTiKapChKUMHU 3ac00aMU Ta 1HIII BUIU B3a€MOIIN.

CucremHa 01040CTYNHICTh JUKIO(EHAKY 3 1€l JTIKapchbKoi (opMu Ayxke Hu3bKa. OTxe, pU3UK
B3a€MO/Ii1 3 IHIIMMHU JIIKapChbKUMHU NpenapaTamMu HeBenukuil. [loeqnannii npuiiom 3 inmmmu HIT33
MO>K€ TPU3BECTH /10 30UIBIIEHHS YaCTOTHU MOOIYHUX PEaKIiil.

Ocob6muBOCTI 3aCTOCYBaHHS

API'ETT cnpeii 3aCTOCOBYBAaTH TiIbKH 30BHIIIHBO.

Crin 3amoGiraTvl MOTpAIUISTHHIO TIpenapary B 04i Ta Ha iHIII ¢iu30B1 00omoHkH. [Ipenapart He
MO>KHA NMPUIMaTH BHYTpIilHbO. [Ipernapar peKoMeH1yeThCsl HAHOCUTH TUJIbKU HA IHTaKTHI JUISHKA
IIKipH, 3a1o0iraroyu NOTPAIUITHHIO HA TTOpaHeHy a0o iH(iKoBaHy MIKipy 1 BIAKpuTI paHu. [lamieHT
MOBHHEH 3aM00iraTi MOTPAIUITHHIO MPSMOT0 COHSYHOTO CBITJa HA LIKIPY, 1100 3MEHIINUTH PU3UK



CBITJIOUYTJIMBOCTI. SIKIIIO MiC/Isi HAHECEHHS PO3BUHETHCSI BUCUTIAHHS, JTIKYBAHHS CJI1] IPUITHHUTH.
Cuain 3 o6epexHictio 3actocoByBati API'ETT crnipelt y nmoeHaHH1 3 iHIIUMH MTEPOPaTbHUMU
HII3II, ockiIbKM YacTOTa BUHHKHEHHS CHCTEMHOI ITO0IYHOT Aii MOXKe 301IbIIUTHCS.

SAxmo APTETT cnpeli HaHOCHTH Ha BiIHOCHO BEIUKI TUISTHKY (Harpukia, monan 600 cm2
MOBEPXHI T1JIa) a00 MPOTITOM TPUBAJIOTO MEPioy Yacy (ToOTO moHad 3 THXKHI1), BUKIIOUNTH
MOJKJTUBICTh CUCTEMHHX MOOIYHUX eEeKTiB HEe MOXKHA. Hampukia, 1ie moTeH i 1is
TiIepYyTIMBOCTI, ACTMATHYHHUX a00 PEHATBHUX MOOIYHUX PEaKIIii.

APTETT cnpeti 3 06epeXHICTIO MOKHA 3aCTOCOBYBATH XBOPUM 3 TIEITHYHOIO BUPA3KOIO,
MEYIHKOBOIO 200 HUPKOBOIO HEJIOCTATHICTIO 200 reMOpariyHuM J1iaTe30M, a TAaKOXK 13 3arNalbHUM
3aXBOPIOBAHHIM KHILIEUYHUKY, 5K I OIMMCAHO B OKPEMHUX BUIA/IKAX 13 3aCTOCYBAHHSIM TOIIYHOTO
TUKIIO(EHAKY.

API'ETT cnpeit MiCTUTB NPOIIJICHIIIIKOIb, 110 MOXKE CIIPUYUHUTH Y JISIKUX MAIli€HTIB clladKe
JIOKaJIbHE MOIPa3HEHHS IKIPH.

API'ETT cnpeit MiCTUTB OJIit0 M’SITH NIEPLIEBOI, SIKE MOXKe CIIPUYMHHUTH aJIepriuHi peakiii.
3acTocyBaHHA y Mepio BariTHOCTI a00 TOAyBaHHS TPYIIIO.

AnexBatHux nanux mono 3actocyBanHs APIETT crnpeii BariTHUM XKiHKaM Ta jKiHKaM, sIKi
TOYIOTh TPYIII0, HEMAE.

JlocimipkeHHs Ha TBapruHAX MPOJIEMOHCTPYBAII PENPOAYKTUBHY TOKCHYHICTh. OTHAK T0Ka3iB
BIUTUBY JIUKIO(QEHAKY Ha BUHUKHEHHS BaJ] PO3BUTKY He criocTepiranocs. [loTeHuiiuuii pusuk amns
JIIOJTUHY HE B1JIOMUIA.

BarituicTs. [IpuitoM iHTiO61TOPIB MpOCTArJaHIMHCUHTETA3H MPOTATOM OCTAaHHBOT'O TPUMECTPY
BariTHOCTI MOKE€ TIPU3BECTH JI0:

— JIGTEHEBOI 1 CepIIeBOi TOKCUYHOCTI I1J10/1a (JIETeHEBOI TinepTeH3ii 3 mepeI4acCHUM 3aKPUTTIM
apTepiaabHOI MPOTOKM);

— HUPKOBOI HEJAOCTATHOCTI TJI0J1a 3 OJiropeHiero;

— MPUTHIYEHHSI MATKOBUX CKOPOYEHb 1 ITOIOBKEHHS BariTHOCTI Ta MOJIOTIB;

— 30UIBIIEHHS] MOXKJIMBOCTI KPOBOTEY1 y MaTepi Ta TUTHHU.

Otxe, mijg yac nepmux 6 micsiB BaritHocTi APTETT cnpeii 3actocoByBatu He Ciijl, 32 BUHITKOM
BUIIAJIKiB, KOJIHM, HA AYMKY JliKaps, KOPUCTh MEPEBUILY€E MOTeHIiHMI pu3uk. [Ipenapar He MokHa
HAaHOCHUTH Ha BEJIMKY MTOBEPXHIO MIKipH Ta mpoTsirom Tpusaioro yacy. APIETT cnpeit
MPOTUIIOKA3aHUH M1/ YaC OCTAaHHHOTO TPUMECTPY BariTHOCTI.

[Tepiox romyBanns rpyaato. Hemae mijcraB BBaXkaTH, IO MICIs 30BHIMIHBOTO 3aCTOCYBAHHS Y
IpyJIHE MOJIOKO MTPOHUKHE OYy/b-sIKa KUIBKICTh AUKIO(EHaKY, IKy MOXKHA BUMIPATH. OCKIJIbKU
HII3II exckperyrotbes y rpyaHe monoko, APIETT cripeit He pekoMeH10BaHO 3aCTOCOBYBaTH
KIHKaM, K1 TOAYIOTh TPyAI0. AIUTiKallis npenapaTy Ha JUISHKY MOJIOYHHUX 3aJ103 KIHOK y Mepioj
JaKTalii IpoTUIIOKa3aHa.

3/1aTHICT BIUIMBATH HA MIBUJKICTh pEaKIii MpH KepyBaHHI aBTOTPAHCIIOPTOM a00 1HIIUMHU
MeXaHi3MaMHu.

[TamienTH, SK1 CTpaX1al0Th 3alIaMOPOYEHHSIM 200 IHITUMU MOPYLIEHHSIMH 3 00Ky LIEHTPaJIbHOT
HepBoBoi cucteMu mij yac npuiiomy HII3IL, Big ynpaBiiHHA aBTOMOOLTIEM 1 KOPUCTYBaHHS
MeXxaHi13MaMU MOBUHHI yTPUMATHCS, ajie TaKl CUMIITOMH Ha/I3BUYaiiHO MaJIOWMOBIPHI Npu
3aCTOCYBaHHI IIPeNaparTiB AJs 30BHIIITHBOTO 3aCTOCYBaHHS.

Croci0 3acTocyBaHHS Ta J03U

Cain nHanectu HeoOxinny KinbkicTe APIETT cripeii Ha mikipy ypaskeHOro miciist. 3ajeKHO Bif
po3Mipy HEOOXiTHO 0OpOOUTH MOBEPXHIO MIKipH NULIXOM 4-5 HaTtuckaHb ¢akona (0,8—1 T crpeto,
o mMictuth 32-40 mr auknodenaky Hatpito). [Ipenapar HaHOCUTH 3 pa3u Ha 100y 3 peryIspHUMU
iHTepBazamu. He ciij mepeBuIryBaTH BUILY pa3oBy 103y | T (5 HATHUCKaHb) Mpenapary.
MaxkcumanbHa 1000Ba 1032 CTAaHOBHUTH 15 HaTHCKaHb (3 T crpero, mo MicTuTh 120 Mr
nukiopenaky Hatpito). APTETT cnpeii ciig o6epekHO BTUpaATH B IIKIPY, MICII 40TO HEOOX1THO
peTenbHO BUMHUTHU PYKH, OKPIM THX BUIAJIKIB, KOJIM BOHHU € MicIeM JiKyBaHHs. Komu cumnromu
(6151 1 HAOPSIK) 3MEHIIATHCS, JIIKYBAaHHS MOKHA MPUMMHUTH. He ¢l mpo10BXKyBaTH JIiKyBaHHS
noBuie 7 THIB 06€3 KOHCYNbTAIl JIiKaps. SIKIIo MOINIIeHHs He HAacTaHe Micis 3 THIB JIIKyBaHHS,



HEOOX1THO TPOKOHCYJIBTYBATHCS 3 JIIKapeM.

Jitu.

Hemae noctatHbo miaATBEpKEHUX TAaHUX 100 €PEKTUBHOCTI Ta OE3MEKHU MPH 3aCTOCYBAHHI TITSIM
Ta MTITKaM BikoM 710 14 pokiB.

SAxmo miTsam BikoM Bif 14 pokiB JTiKapChbKHi 3aci0 MOTPiOHO 3aCTOCYBATH JIOBIIE HIXK 7 AHIB JUIs
MOJIETIIICHHS 00JII0, 200 SIKIIIO0 CUMIITOMH 3aXBOPIOBAHHSI IIOCUITIOIOTHCS, HEOOX1THO 3BEPHYTHCS 32
KOHCYJIbTAIIIEIO JIIKAPSI.

Ilepeno3syBanns

[1ix gac 3acTocyBaHHS Ipenapary B PEKOMEH0BaHIN 031 pU3UKY MTepeI03yBaHHS ITPAKTUIHO
Hemae. [Ipu BunagkoBomy 3actocyBanHi APCETT crpeit mepopaibHO Citiji IPOBECTH
CUMITTOMATUYHE JIIKyBaHHSI.

IMo6iuni peakuii

J1Jis OIiHKY OOIYHHX PEaKIIiii 3aCTOCOBYIOTh TakKi Kateropii: myxe yacto (> 1/10); yacto (Big >
1/100 o < 1/10); mewacro (Big > 1/1000 mo < 1/100); mooxunoki (Bix > 1/10000 mo < 1/1000);

piakicHi (< 1/10 000); wacToTa HeBigOMa (HE MOYKHA OLIIHUTH 38 HAIBHUMH JaHUMH ).

3 OOKy IIKipH Ta MiAMKIPHOT TKAHWHU: HEYACTO — JIETKI Ta TAMYACOBI peakiii MKipu y micii
HaHECEHHsI, CBEpOIXK, CyXiCTb, TilIepeMis, BITUYTTS IMEUIHHS, KOHTAKTHUH AEpMATUT (HAITPUKJIIA]
JIOKaJIi30BaHe BUCHUITAHHS Ha MIKipi, CBEpOIXK, epUTEMa, MaITyJIn ); MOOAMHOK]I — FeHepasi3oBaHi
HIKIpHI peakiii, KpomnuB’ aHKa, aHrioenema, (porToceHcnoimizanis; piiKicHI — OyIbO3HMIA JepMaTHT.

3 60Ky TpaBHOI CUCTEMH: MOXKYTh BUHUKHYTH O1JIb Y )KHBOTI, AUCIIETICIS, TOPYIIEHHS 3 OOKY
TPaBHOTO TPAKTY.

3 00Ky qUXambHOI CUCTEMU: TTOOAMHOKI — OpPOHXOCIIa3M; piaKiCHI — OpOHXiallbHa acTMa.

3 00Ky IMYHHOi CHUCTEMHU: P1JIKICHI — aJIepTiyHi peaKIii.

[ToGiyHy 11it0 MOKHA 3MEHIINTH, 3aCTOCOBYIOUN MiHIMaJIbHY €EeKTUBHY 103y IJIsl CaMOTO,
HACKUIBKU MOXKJIMBO, KOPOTKOI'O Kypcy JiKyBaHHs. OHaK M1 yac TPUBAJIOrO JIKyBaHHS Ta/abo
KOJIM JIIKYIOTh BeJHKI 1o (To0To Gutbie 600 cM2) icHye MOXKITUBICTh CUCTEMHHUX MOOIYHUX
e(eKTIB.

Tepmin npupaTHoCTi

3 poxu.

TepMmiH NpUIATHOCTI MICHST PO3KPUTTS YIAKOBKH — 6 MICSIIIIB.

YMmoBu 36epiranus

30epiratu mpu Temrneparypi He Buuie 25 °C B opUriHaibHIN YIAKOBIII.

306epiraTy y HEIOCTYITHOMY TSI IIT€H MicCIIi.

Ynakoska

ITo 12,5 r a60o 25 r y ¢uiakoHi 3 103yI0OUUM MPUCTPOEM Ta 3aXMCHUM KOBIIAUYKOM; 110 1 ¢utakoHy y
KapTOHHINA KOPOOITi.

Kareropis Binnmycky

bes penenra.

Bupoonnk

®ap6in Banerpon ['M6X/Pharbil Waltrop GmbH.

Micue3Haxo/KeHHs! BAPOOHHUKA Ta ajipeca MIcCIsl TPOBAKEHHs HOTO TisSUTbHOCTI.

Im Bippiren 25, 45731 Banstpon, Himeuunna/Im Wirrigen 25, 45731 Waltrop, Germany.
3asaBHUK

Henpra Meniken [Ipomoyma3z Al'/Delta Medical Promotions AG.

Micue3HaxoaKeHHs 3asiIBHUKA

26 Orenbaxracce, [{ropux CH-8001, [Beitnapisn/26 Oetenbachgasse, Zurich CH-8001,
Switzerland.



