IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

KIIOOU®EH

(CLODIFEN)

CKkn1ao:
Oitoua peuosuna: diclofenac;
1 r remo MicTUTh AUKIIOGeHaKy HaTpio 50 mr;

0ONOMIdCHI PeUOBUHU: TITPOKCIeTUIIEII0NI03a, TPOIIiIeHTIiK0OIb, eTaHoa 96 %,
MeTunnaparigpokcubensoat (E 218), Boga ounineHa.

JlikapcbKa ¢opma. I'enb.

OcHosHi ¢i3uko-xiMiyHi 8aacmusocmi: TPO30pui, Bim 6€30apBHOTO [0 3j1eTKA XKOBTYBATOI'O BiTIHKY
refib, OMHOPIAHUIM, He MiCTUTb Oynb0alloK, 3i cTabKuUM 3armaxoM CIUPTY.

®dapMakKkoTepaneBTUYHa Irpyna.

3aco0w, 1110 3aCTOCOBYIOTHCSI MiCIleBO y pa3i cyrio6oBoro Ta M’sa30Boro 06oio. HectepoigHi
IIpoTHU3amabHi 3aco0u MiclieBoro 3actocyBanHd. [Juknodenax. Kog ATX M02A Al5.

®apmako102iuHi 8 1acmueocmi
®apmakoOuHamika.

IukmopeHak € HECTEPOINHUM IIPoTHU3ananbHuM 3aco6om (HII33) mist 30BHIMIHBOT0 3aCTOCYBaHHS
TPyIu NoXigHUX (HeHiNonToBol KUCI0TH. Mae BUpaXkKeHi MiclleBi MpoTUpeBMaTHUyHi, 3He00JII0BaIbHI Ta
IIpOoTHU3ananabHi BIaCTUBOCTI, II[0 3yMOBIEHO IPUTHIYEHHSIM CUHTE3y IPOCTarjaHOUHIB - MefiaTopiB
00J110 Ta 3amajieHHs.

[Tpu 3amanieHHi, CIpUYUHEHOMY TpaBMaMy ab0 peBMaTUYHUMHU 3aXBOPIOBAaHHSIMHU, IIpemapar
IIPU3BOAUTH 00 3MEHIIEHHs 001110, HaOPSIKY TKaHMH Ta CKOPOYEHHS Iepioay IOHOBIEHHS QyHKIIN
YIIKOMXKEeHUX Cyrio6iB, 3B’A30K, CyX0XKHUJIIb i M's3iB.

dapmakokiHemuxka.



[Ticmst MicieBOro 3aCTOCYBaHHS AUKIO(PEHaK MOBiIBHO Ta YaCTKOBO a0COPOYETHCS 3 TTOBEPXHI IMIKipH.
KinekicTe guknodeHakxy, sika BCMOKTY€EThCSI Uepe3 IMIKipy, MPONOopLiliHa [0 IJIOLI H0T0 HaHEeCeHHH i
3aJIeXKUTh SIK Bifl 3aTaJIbHOI 3aCTOCOBAHOI [O3K IIPelapaTty, TaK i Bl cTymeHs rigparamii mkipu. Horo
MaKCHUMaJibHa KOHIIEHTpallis y IIJIa3Mi KPOBIi CllocTepiraeTecsa yepe3d  6-9 roguHs. Ilicns
BHYTPIIIHBOTO 3aCTOCYBaHHS MaKCUMaJjibHa KOHIIEHTpAllisl y 11a3Mi KPOBi HOCSATAEThCS IPUOIN3HO
yepe3 1-2 ropunu. CepefHill 4ac yTpUMaHHA 104901 PEYOBUHY Y CUCTEMHIN MUPKYTIALil —
npuOIM3HO 9 TOJKH, 110 3HAYHO [IOBIIE MOPIBHAHO 3 1-2 romMHAMM IIiCIIst BHYTPIIITHBOTO
3aCTOCyBaHHS. 3B'sI3yBaHHS OuKIo(eHaKy 3 6inkaMu cTaHOBUTH 99 %.

IuknobeHaK HAKOIMUYETHCS Y LIKipi, KA CIIYT'ye pe3epByapoM, 3BiKH BiIOyBaeThCS MOCTYIIOBE
BUBIJIbHEHHSI PEUYOBUHY y IIPUIIETTIi TKaHUHU. 3BiATH OUKIIOpeHaK epeBaXKHO HaIXOAUTh ¥ OibIl
rauboKi 3amaieHi TKaHWHMU, TaKi K CyrI00H, e TPOJOBXKYE MisTH i BU3HAYAETHCS Y KOHIIEHTPAIISAX
no 20 pasiB 6inbInuX, HiXK y M1a3Mi KpOBi.

MeTabo71i3aM Ta BUBEEHHS MperapaTy Iicjsg HaHeCeHHS Ha IIKipy aHaJIoTiuHi TaKUM ITiCIs
CHCTEMHOTO0 3acToCyBaHHS. [Ticis mBHOKOT0 MeTab0i3My B IeUiHIli (TigpoKCcuioBaHHS i
3B’s13yBaHHSA 3 IJIIOKYPOHOBOIO KUCJIOTO0) ABi TPETUHU PEYOBUHU BUBOOUTHCS HUPKAMU U OfHA
TPEeTHHAa — 3 JKOBYIO.

IuknodeHak Ta “Woro MeTabomiTh BUBOASTHCS IIePEBAXKHO i3 ceuelo. 3arabHUN CUCTEMHUM
IIJIa3MOBUY KJIipeHC OUKI0o(peHaKy CTaHOBUThL 263+56 MII/XB, a KiHIIeBUH Iepio HalliBBUBEEHHS - Y
cepegHboMy 1-3 roguHuU.

[Tpu HUPKOBiK ab0 MeUiHKOBiM HEOOCTAaTHOCTI MeTab0Ii3M Ta BUBEIeHHS 3 OpraHi3My AUKIIOpeHaKy
He 3MiHIOIOTECH.

KiiniyHi xapaKTepHUCTHKH.
Iloka3anus.

Micuese mikyBaHHS 00JII0 Ta 3amajeHHs Cyrii00iB, M'g3iB, 3B'130K Ta CyX0XKUIb PEBMaTUYHOTO abo
TPaBMATUYHOTI'O ITOXOIKEHHS.

IIpomunoka3saHnus.

e IligBuINeHa YyTIUBICTh J0 guKIodpeHaky, inmux HI133 a6o mo iHIIMX KOMIIOHEHTIB IIpemnapary.

e HasBHiCTh B aHaMHe3i HamafiB 6pOHXialIbHOI aCTMU, KPOTIUB' THKY, TOCTPOTO PUHITY,
Ha3aJIbHUX IOJiMiB a60 aHTiI0HEBPOTUYHOT0 HAOPSKY, 3yMOBJIEHUX IIPUHKOMOM
alleTUIICAIIIUIIOBOL KHCIoTH abo inmux HII33.

e OcTaHHIU TPUMECTP BariTHOCTI.

e Jlutsiumi BiK 10 18 pokKis..

B3aemodisn 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

Ockinbku cucteMHa abcopO1is fukIodeHaKy BHACTILOK MiCIIeBOTO 3aCTOCYBaHHA IIpernapary gyXe
HU3bKa, IMOBIPHICTh BUHUKHEHHS B3a€MOiN IyKe HU3bKa.



Oco6 1ueocmi 3acmocyeaHHsi.

[Tpenapart ciif 3 00epeXHiCTI0 3aCTOCOBYBaTH 0OJHOYACHO 3 epopanbHuMu HIT33 uepe3 MoxiuBe
nocuieHHs HebaxkaHuX eeKTiB, 30KkpeMa cucTeMHux mobiunux edekris. [Ipemapat He ciif
3dCTOCOBYBATH OOHOYACHO 3 IHIITUMU 38.CO68.MI/I, III0 MICTATh JI[I/IKJ'IO(l)eHaK.

IMOBIpHICTh PO3BUTKY CHCTEMHUX 1OGIYHUX €(PEeKTiB IIPU MicIIeBOMY 3aCTOCyBaHHi IUKI0GEHAKY
He3Ha4Ha IOPIBHAHO i3 3aCTOCYBaHHAM MOT0 IepopaibHuX (HOpM, ane BOHA He BUK/IIOUAETLC IIPU
3aCTOCYBaHHI IIpernapaTy Ha BifHOCHO BEJIMKUX OUISHKAX IIKipU IPOTATOM TPUBAJIOro Yacy.

[Tpu nosiBi OyOb-IKUX IIKIPHUX BUCUIIAHb 3aCTOCYBaHHS IIperapary Cifl MIPpUIUHUTH.

[TpemapaT peKOMEHOYEThCSI HAHOCUTH TiIbKM Ha iHTAKTHI OiNSHKM LMIKipu, 3anobirawoyu
TIOTPAIUISHHIO Ha 3armajieHy, nopaHeHy abo indikoBany mkipy. Cril yHMKaTH KOHTAKTY IIperapary 3
Oo4YrMa Ta CIU30BUMU 00010HKaMu. [Ipenapar He MOXKHa KOBTaTH.

[Ipemapat He CJIif 3aCTOCOBYBATH IIi[l IOBITPOHEIIPOHUKHY OKJIIO3IMHY I10B A3KY, ajie OIYyCKAEThCS
10T0 3aCTOCYBaHHS IIifi HEOK/IIO3iMHY IIOB'I3KY. Y BUNAAKy PO3TATyBaHHS 3B'I30K ypaXeHY OiITHKY
MOXKHa IepeB’si3aTi OUHTOM.

He HaHOCUTH IIpelapaT Ha BiIKpuTi paHu abo iHGikoBaHY IIKipy, @ TAKOXK Ha TiNSHKU LIKipH,
ypaXeHi ek3eMo10, abo Ha CI130Bi 000IOHKH.

Yepe3 MOXKIUBICTh BAHUKHEHHS CBiTJIOYYTIMBOCTI HEOOXiZHO YHUKATH il IPSAMUX COHIYHUX
IIPOMEHIB Ta Bi3UTIB 0 COJISIPi0 IPOTATOM JIIKYBaHHS Ta 2 TUXKHI MiC/IS IPUIMHEHHS 3aCTOCYBaHHS
Ipernapary.

B okpeMux BUMNagKax MOBiIOMJISIM IPO PO3BUTOK IIJTyHKOBO-KUIIIKOBOI KPOBOTEYi Y MAIli€HTIB i3
TPUBaJIUM aHaMHEe30M 3aXBOPIOBaHHS.

[IpenapaT MiCTUTh NIPOMiNIEHTIIKOIb, IIJ0 MOXKe CIPUYMHUTY [TOAPAa3HEHHS WIKIpYU, Ta
MeTunnaparigpokcubensoat (E 218), 1m0 MoXke CIPUYMHUTY ajepriyHi peakuii (MOXIUBO
VIOBiIbHEHI).

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyodoto.

Kniniynuit 0ocBif 3acTOCyBaHHS BariTHUM XiHKaM oOMexkeHui. CUCTEMHaA [Iis AUKIIoheHaKy Ipu
MiCLIeBOMY 3aCTOCYBaHHI € HMKUYOI0 IOPIBHSAHO 3 TAKOI IIPU MOT0 EepOpasbHOMY 3aCTOCYBaHHI.
Hesigomo, yu MoXe CUCTeMHa Aisl guKiIodeHaKy Oy MiCIIeBOTO 3aCTOCYyBaHHS OYyTH IIKigINBOIO [JIs
eMmOpioHa/mnona. Ak i inmr HI133, npenapat npoTtunokalauuy mipg vac 111 TpumecTpy BariTHOCTI (TUB.
po3min «IIpoTumoKa3aHHI») V 3B'I3Ky 3 MOXKJIMBICTIO PO3BUTKY CJTaOKOCTi POOOBOI MisITBHOCTI,
TIOPYIIeHHS AiJIbHOCTI HUPOK IIJIofa 3 IMOAaIbIIuM MaJIoBOAIAM Ta/a00 ceplieBo-JereHeBol
TOKCUYHOCTI 3 mepeiyaCHUM 3aKPUTTSIM apTepialbHOI IPOTOKM Ta JIETeHEBOIo rinepreHsieio. Ha
IIi3HIX TepMiHaxX BariTHOCTI MOXKe BUHUKHYTU TpHBaJla KPOBOTeYa SK Yy MaTepi, Tak i y QUTUHY, a
TaKO0XK CIIOCTEpiraTucs 3aTpuMKa POIOBOIL OisIbHOCTI.



3acTocyBaHHA IIpenapaTy IPOTATrOM MEPIINX 4BOX TPUMECTPIB BariTHOCTI AOMYCKAETHCS, TIIbKU
SKII0 O4YiKyBaHa KOPUCTE IlepeBaXkae NOTeHUIMHUY PU3UK [71d Itofa. [Ipy nboMy XKiHKaM, gKi
IIJIaHYIOTh BariTHICTh, Ta MPOTATOM IIE€PIINX JABOX TPUMECTPIB BariTHOCTI PEKOMEHAYEThCS 3MEHILUTH
N03yBaHHA 00 MiHIMaIbHO MOXKJIMBOI'O PiBHSA Ta CKOPOTUTU TEPMIiH JIIKyBaHHS.

Pusuk nopymeHHS QyHKIil HUPOK Yy MJI0fa 3 IOAaJIbIINM OJIirorifpaMHiOHOM CIIOCTEPIraBCs Npu
3acrocyBaHHi HI133 (BKmtouatouu gukiopeHak) 3 20 - ro TUKHS BariTHOCTI.

HesimoMmo, uu BUAiINSAE€TLCS AUKIO(PEHAK IPU 30BHIIIHBOMY 3aCTOCYBaHHI B TPyAHE MOJIOKO, TOMY
3aCTOCYBaHHS IIpellapaTty y Nepiof roAyBaHHS IPYAAI0 JOIYCKA€EThCS, TIIbKY SKILIO OYiKyBaHa
KODPUCTH, Ha AYMKY JliKaps, IepeBaXae Hafl MOTEHLUIMHNM PU3UKOM [JI HEMOBJISATH.

[Ipu HasIBHOCTI BaromMux IifCTaB [JIA 3aCTOCYBaHHA [Ipenapary y Iepiof rogqyBaHHs IPYAAI0 Teflb He
CJIil HAHOCUTH Ha MOJIOYHI 3271031 ab0 BEJIUKI [iITHKY IIKipU Ta He CJIi[l 3aCTOCOBYBATH y OisbIMiii
KiTbKOCTi a00 BIIPOMIOBK OGiNbIIl TPHBAJIOTO Yacy, HiK pEKOMEHIYEThCS.

[laHi 110710 BIINIUBY OUKIO(QEHaKy Ha (PepPTUNIbHICTD JTIOOUHU IPU MOT0 30BHIIIHBOMY 3aCTOCYBaHHI
BifCyTHI.

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

He BunuBae.

Cnocib 3acmocyeaHHsi ma do3u.
Hopocai.
[Tpenapat npu3Ha4eHUU I 30BHIMIHLOr0 3aCTOCYBAHHS.

Tenb CJTif HAHOCWTH HA YpaXkeHy OiUISHKY MIKipu 3-4 pa3u Ha o0y, 371eTKa BTUPAIOYHU V IIKipy.
KinbkicTh Ipenapary, Sika 3aCTOCOBYETHCS, 3a7I€KUTh Bifl pO3Mipy ypaxeHol 30HHU (2-4 T, 110
3a po3MipoM BifIOBigae po3Mipy BUIIHi ab0 BOJIOCHKOTO ropixa, JOCTATHLO [IJIT HaHECEHHS
Ha AinsHKy nnoieto 400-800 cm).

[Ticns anmikanii mpenapaTy HeoOXifHO BUMUTH PYKU, OKPIM THX BUIIAAKiB, KO caMe Iis OilsHKa
MifJIsarae JIiKyBaHHIO.

TpuBamicTs Tepamil 3a1eKUTh Bifl XapaKTepy 3aXBOPIOBAHHS Ta e()eKTUBHOCTI JTiKyBaHHA. [Ipemapat
He CJIifl 3aCTOCOByBaTH HoBule 14 mi6 mocmink. KO CUMITOMM 3aXBOPIOBAHHS HE 3MEHIIYIOTHCS
abo mocuIoI0ThCA Ticis 7 mib miKyBaHHS, CITif 3BEPHYTUCS 3@ KOHCYIbTAIIEI0 [0 miKaps.

ITayienmu nimHb020 8iKy (noHad 65 pokis).
Taki maijieHTy He MOTPeOYyIOTh KOPUTYBAHHS NO3HU IIpernapary.
ITauieHmu 3 HUPKOBOIO HEOOCMAMHICMIO.

HeMmae HisgsKuxX mifcTaB BBaXKaTH, 110 HalliEHTH 3 HUPKOBOIO HEOCTATHICTIO MOTPEeOYIOThH



crerriasibHOTO Iigbopy mo3u abo B HUX MOXKYTh BUHUKHYTH I0OiUHI peakmii, BimMiHHi Bifg iHIIMX
Malli€HTiB.

ITauienmu 3 nevyiHK08010 HedocmamHicmio.

HeMmae HigKUX MificTaB BBaXKaTH, 110 TAlliEHTH 3 MEeYiHKOBOIO HEJOCTATHICTIO MOTPe0YI0Th
CIIelliaibHOTOo Iigbopy m03Mu.

Himu.

PekoMeHpgarii 11010 403yBaHHS Ta TepalleBTUYHI ITOKa3aHHS IIIOJ0 3aCTOCYBAHHS IIpenapary AiTaMm
BiKOM 110 18 pOKiB BifCyTHi.

ITepedo3yeaHHs.

[Tepemo3yBaHHs MaJIOMMOBipHe Yy 3B’I3KY 3 HU3bKOI0 abcopOiiieto qukioheHaKy B CHCTEMHUM
KPOBOTIK ITP¥ MiCIIeBOMY 3aCTOCYBaHHi. Y pa3i BUIIagKOBOTO IIPOKOBTYBAHHS CITi[ BpaxoByBaTH, 10 1
Ty6a mpenapary 1o 45 r MiCTUTh €KBiBaJeHT 2,25 I qUKI0heHaKy HaTPiio; IIPU LIbOMY MOXKJIUBUAU
PO3BUTOK CUCTEMHHUX IOOIYHUX PeaKIlii.

Y pasi BUnmagKoBOro MPOKOBTYBaHHS IIpelapaTy CJif oapa3y CIOPOXKHUTH LIIYHOK Ta IPUNHATH
amcop6eHT. [Toka3zaHe CHUMIITOMaTUYHE JIiKyBaHHS i3 3aCTOCYBaHHSIM TePAleBTUYHUX 3aXOiB, 110
3aCTOCOBYIOThCS IJis NiKyBaHHs oTpyeHHs HII33.

ITobiuni peakuii.

[Tpemapat 3a3Bu4ail Joope nepeHocuthcs. HeOaxkaHi peakxiiii BKII0YaOTh JIETKi TUMYACOBi peakirii
IIKipH Y MiCIli HAaHECeHH. Y PifiKiCHMX BUIafKaX MOXYTh CIIOCTEPIraTUCS alepriyHi peakiiil.

[To6iyni peaknii Kmacu}ikyOTh 3a7€KHO Bif YaCTOTH: OyxKe 4acTo: (>1/10); wacto (=1/100, <1/10);
HeyacTo (=1/1000, <1/100); pigko (=1/10000, <1/1000); myxe pigko (<1/10000); yacTtoTa HEBiTOMa
(JacToTy He MOXKHa OLIHUTH Ha OCHOBi HassBHUX NaHUX).

IHgpexuii ma iHBasii:
OyXe pigKo - MyCTYJIbO3H] BUCUIIAHHS.
3 6oky imyHHOI cucmemu:

nyxe pifKo - peakilii rimepuyyTaUBOCTI (B TOMY YHUCIIi KPOIIMB'THKA), AHTIOHEeBPOTUYHUYN HaOPSK,
3auIlKa.

3 60Ky duxaabHOI cucmemu, opaaHie 2py0HOi KaimKu ma cepedoCmiHHA:
nyXKe pimKo - OpoHxianbHa acTMa.
3 6oky wkipu ma niOwKipHOi KAIMKOBUHU:

YacTo - BUCUIIAHHS, IOYEPBOHIHHS, eK3eMa, eK3aHTeMa, epuTeMa, IEPMATUT (y TOMY YHCIIi



KOHTaKTHUM IepMaTUT), CBepOiXkK, MediHHg, 0siBa HaOPSKIB i Be3UKYy, MamyJu, MyCTY/H, TYIeHHS i
CYXiCTb IIKipH; pigKo - 6yIbO3HUM JEPMATUT; OyXKe PiOKO - peakiil CBITIOUyTIUBOCTI, BiTUyTTs
MIeYiHHA IIKIpY, TeHepali30BaHi MIKIPHI BUCUIIaHHS.

3 60Ky TPaBHOTO TPaKTy MoOiuHi peakilil BAHUKAIOTh OyKe PilKo MiC/Is MiclieBOT0 3aCTOCYBaHHS
IpenapariB, SKi MiCTSATh AUKIIODEHaK.

[Tpu 3acToCyBaHHi IpenapaTy y BUCOKUX f03ax abo 1oro HaHeCeHHi Ha BEJIUKI OiISHKY IIKipu He
MOXKHa BUKJIIOUHTH MOXKJIMBICTh BUHMKHEHHST CUCTEMHMX IIOOIYHUX PeaklIlii, a TAKOXK PeakxIlii
rinepyyTnuBOCTi y GOopMi aHTiIOHEBPOTHYHOT0 HaOPSKY, AUCITHOE.

ITosidomaeHHs npo nido3prosaHi nodbiuHi peakuii.

[ToBimomeHHs PO Migo3poBaHi moGiYHI peakiii, 1110 BUHUKIIU ITiCJII PeecTpaliii 1ikapchbKoro 3acoby,
HaJ3BUYaNHO BaxkuBi. Ile mae 3MOTy MOCTIiHO criocTepirat 3a 6amaHCoOM KOPHUCTh/PU3UK
nikapchbKoro 3aco6y. IIpalliBHUKIB CUCTEMU OXOPOHU 3[0POB’SI IIPOCSTh MOBIIOMIATH IPO OYAb-SKi
nimo3pioBaHi MoOiuHi peakilil Yepe3 HalliOHaIbHY CHUCTEMY IIOBiOMIIEHb.

Tepmin npudamHocmi.

3 poKH.

YMoBH 30epiranHsi.

36epiratu nmpu TeMepaTypi He Buine 25 °C y HeIOCTYITHOMY [JIs AiTel MicIIi.

YnakoBka.

Tens mo 45 r B amominieBux ty6ax. 1o 1 Ty6i y KapToHHIiM KOpoO1Ii.

KaTteropis Bigmycky.

bes pernernra.

BupoOHHK.
K.O. CJIABIA ®APM C.P.JL

S.C. SLAVIA PHARM S.R.L.



Micie3HaxoaKeHHsI BAPOOHHKA Ta afipeca MicCIisi MPOBAI2KeHHs HOT0 Tis/TbHOCTI.
ByneBap Teopop ITanmani Ne 44 C, cextop 3, 032266, byxapect, PymyHis.

Boulevard Theodor Pallady Ne 44 C, sector 3, 032266, Bucharest, Romania.

3asiBHHUK.
TOB «YOPJIOI MEOWILIVH», YkpaiHa.

WORLD MEDICINE, LLC, Ukraine.



