Juxnogenak (20 mr/r rens) Diclofenac (20 mg/g gel) UA-RMP v1.0

Yacruna VI: Pesrome Iliany ynpapiainus pusukamu’

Pe3rome Ilnany ynpapiinas pusukamu st Oagpen® ®@opre FIAPOIEJb, rejib, 2
%

Lle pestome I[lnany ynpasninus pusukamu (IIYP) s Ongen® Dopre I'NAPOT'EJIb, rens, 2 %
(mamami — Juxnodenak). IIYP ommcye BaxumBi pusuku s JlukimodeHaky Ta 3axomd 3 ix
MiHIMI3alil, a TakoXX NUIAXM OTPHUMAHHSA OUIBIIOT KIUIBKOCTI iHGopMalii mpo pus3HMKH 1
HEBHM3HAYCHI1 MUTaHHs CTOCOBHO J/[ukiodenaky (BimcyTHs iHpopmartis).

B Iactpykmii mist meamuHoro 3actocyBaHHs (IM3)/ abo y KOpOTKiii XapaKTepUCTHIN /a0 y
JUCTKY-BKJIAJII JIIKAPCHKOTO 3ac0o0y HaJlaHO BAXKIIMBY 1H(POPMAIIIF0 MEIUYHUM TPAIIBHUKAM 1
narieHTaM CTOCOBHO TOTO, SIK HE00X1THO 3acTocoByBatH J[ukinodeHax.

BaxuuBi HOBI mpobsiemu 3 Ge3neku ado 3MiHM 70 HasBHUX OyayTh BKJIIOYEHI IPU OHOBJICHHI
ITYP nna [Iuknodenaxy.

I. Jlikapcbkmii 3aci0 i moKka3aHHs JAJI51 10T0 3aCTOCYBAHHA

Onpen® dopre 'NAPOT'EJIb npusnayenuii st JIikyBaHHsS OO0, 3amalieHHs Ta HAOPSKY TpU
IOLIKOJDKEHHI M SKHUX TKaHMH, JIOKali30BaHUX (OpMax pEeBMAaTU3My M SKHX TKaHHH,
CHUMIITOMAaTUYHOTO JIIKYBaHHSI OCTEOAPTPUTY APIOHMX ab0 cepepHix cyriodiB, M0 pO3TalIOBaHi
IIOBEPXHEBO, TaKUX K CyryioOW mnanbliB abo KoiiHHI cyriaodu (nuB. IM3 abo KOpoTKy
XapaKTEPUCTHKY, a00 JMCTOK-BKIAJKY I O3HAMOMIICHHS 3 IIOKa3aHHSAMHU MOBHICTIO). [Ipemapar
MICTUTh aKTUBHY PEUOBUHY TUKIO(PEHAK 1 3aCTOCOBYETHCS MICIIEBO.

II. Pusukn, acouiiioBaHi i3 HUM mpenaparom i 3axoam AJsi MiHiMi3anii ado
NMOAANBIIOI XaPAKTEPUCTUKH LIUX PU3UKIB

Hwxue HaBeneHo BaxkimBi pu3uku JlukinodeHaky, a TakoX 3axond Ui iX MiHIMI3aIii 1
3aMpONOHOBaH1 JOCTIHKSHHS U1 OTPUMAaHHS J0aTKOBOI iH(opMaIlii mpo pu3HKH.

3axoau 3 MiHIMI3alil PU3MKIB, 1IEHTH(IKOBAHUX IS JIIKAPCHKUX 3ac00iB, MOXYTb OyTH
HACTYITHUMU:

e Crnemmdiyna iHpopMaliss JUisi TMALIEHTIB Ta MEAWYHUX TPAIIBHUKIB, Taka sK
3aCTEPEKEHHS, 3am00DKHI 3aX0/IM 1 PEKOMEHallli MO0 HAJIEKHOTO 3aCTOCYBaHHS
BukianeHi y I[Hctpykuii s menmuHoro 3acrocyBaHHs (IM3)/ abo y KopoTkiit
XapaKTEePUCTHII JIIKAPCHKOT0 3ac00y/ab0 y JIMCTKY-BKIAAL JIIKAPCHKOTO 3aco0Y;

e BaxnuBi pekoMeH/allil Ha YIaKOBIIl JIIKapChbKOTo 3aco0y;

e 3aTBep/LKEHUN PO3MIP YIMAKOBKHM — KUIBKICTh JIIKAPCHKOTO 3ac00y B YIAKOBII
oOupaeTbes Juist 3a0e3meueHHs MPaBUIFHOTO 3aCTOCYBAaHHS JIIKAPCHKOTO 3aco0y;

e [Ilopsmok BiAmMycKy JiKapcbkoro 3aco0y — cmocid, y SKHi IJiKapchKHi 3acibd
BIJIMMYCKA€ThCs marieHTam (To0To, 0e3 peuenty ado 3a perenToM) MOXKE JTOMOMOTTH
MiHIMi3yBaTH HOro pU3KKH.

Pazom 111 3aX0/1u CTAHOBIIATH PYMUHHI 3AX00U 3 MIHIMI3ayii pusuKis.

OkpiM 1IMX 3aXOAIB MOCTIHHO 30HMpaeTbhCsl 1 MPOBOAUTHCA aHali3 iHGopMauii mpo MobiuH1
peakuii, B Tomy uncii ouiHtoBaHHs [103b (mepioguuHO OHOBIIOBAHOTO 3BITY 3 O€3MEKH), TAKUM

! Jlaumii po3tin HanaeThes y BUMISI aIalITHBHOTO MEPEKIIaly BpaXOBYKOUM BUMOTH YMHHOTO 3aKOHOIaBCTBA
VYkpainu.

TEBA (TEVA) cTopinka 132



Juxnogenak (20 mr/r rens) Diclofenac (20 mg/g gel) UA-RMP v1.0

YUHOM, 1100 Y pa3i He0OX1THOCTI MOKHA OyJIO BXKUTH HeraitHuX 3axoiB. Lli 3axoau BiTHOCATHCS
TI0 PYMUHHUX AKIMUBHOCMEU 3 (hapMaKoHaznsaoy.

I1.A Ilepenik BasJIMBHX PU3MKIB i BiICYyTHBOI iH(popManii

BaxnmuBi pusukm Ui AMKIOPEHAKYy — 1€ PU3UKH, [0 BUMArarmTh OCOOJIMBHX 3axOJiB 3
YIPaBIIHHS HUMH JJIs TOAAJIBIIOTO JOCIIKEHHS a00 MiHIMi3allii pU3uKy, Tak, 100 JiKapChbKUi
3aci0 3acTocoByBaBcs Oe3meyHO. BaknmBi pU3MKH MOXKHA PO3IUIMTH Ha ineHTH(]IKOBaHI Ta
noTeHIIIHHI. [neHTrdikoBaH1 pU3UKH — 11 TPOOIEMHU, IS AKUX 1CHYE JOCTaTHHO JTOKA31B 3B’ SI3KY
13 3acrocyBanHsaM Jlukimodenaky. [loTeHmiiHI pU3HKKH — 1€ TPOOJIEMH, JUIsl SIKUX 3B’SI30K 13
3aCTOCYBAaHHSIM IIHOTO MPENapaTy Ha OCHOBI JOCTYIMHHX JAHUX MOXUIMBHMU, MPOTE HOTO IIE HE
BCTAHOBJICHO, 1 BiH MOTpeOye MoAaNbIIoil OIiHKK. BiacyTHs iHdopmariis — e iHdopmarlis mpo
0e3MeKy JIIKapCchbKOTo 3aco0y, sika y JaHWUW 4ac BiICYTHS 1 Mae OyTH 3i0paHa (HanmpwKiIaa, Mpy
JIOBTOTPUBAJIOMY 3aCTOCYBaHHI JIIKAPCHKOTO 3aC00Y).

Hns J[luxknodenaky He BUSBICHO TIPOOIEM 3 OE3IEeKH.

I1.B Pe3rome Bak/JIMBUX PU3HKIB

[ndopmanis mpo Oe3meky y 3ampornoHoBaHii iHpopManii mpo mikapcbkuit 3acid (IM3)
BiJIIIOBiTa€ peepeHTHOMY JIIKapChKOMY 3ac00y.

I1.C IInan nicasipeecTpaniiHOro po3BUTKY

I1.C.1 JocaigaxeHHs, IO € YMOBOIO VISl PEECTPALIITHOI0 MOCBiTYCeHHS

BimcytHi mocmipkeHHS, SKi € YMOBOIO BHJIa4i PEECTPAMIMHOTO IOCBIAYEHHS a00 0cOOIUBI
3000B’s13aHHS 10JI0 TUKIO(PEHAKY.

I1.C.2 Tnmi gocaifzkeHHs B IJIaHI MicasipeecTPaniiiHOro po3BUTKY

Jns nuknodenaky He BUMAraeThCsl >KOAHUX JOCTIIKEHb.

! [lanuii po3tisl HA/IAETHCA y BUMVISA/ aJalTHBHOTO MEPEKIay BPAXOBYHOYM BUMOTH YHHHOTO 3aKOHO/ABCTBA
VYkpainu.

TEBA (TEVA) CTOpiHKa 2 3 2



