IIJIAH YITPABJIIHHS PUSUKAMMU

YACTHHA VI Bepcin 3.0 DLP: 30/11/2024

Diclofenac (topical formulation)

YACTHUHA VI. PE3IOME IIVIAHY YIIPABJIIHHA PUSUKAMU

Pe3ome niiany ynpasJ/iiHHS pU3MKaMM VISl JIIKAPCHKOTO0 3ac00y
JIKJIOCEU®®,
eMYJIbCITHMH IeJib /ISl 30BHIIIHBOIO0 3acTocyBaHuda 1,16 %
(Ouknogenax)

Ile pestome muany ynpasiminas pusukamu (ITYP) mis mikapeskoro 3acoby (JI3) Mikioceiid®,
eMyJIbCiiiHMIi TeJIb IS 30BHIHBOro 3acrocyBanns 1,16 % (dikiaoceiid®).

VY ITYP mictuthcs netanpHa iHdopMarllis npo BakiuBi pu3uku JI3 Ta 3axonu moao ix MiHimizarii.
Takox HaaHO peKOMEHAAIIT 11010 OTPUMAaHHA OUIBIIOT KUTBKOCTI iH(OpMaIllii PO PU3HKHU Ta BIICYTHIO
inopmariro 3 6e3neku 3acrocyBanns JI3 Jikaoceinp®.

B imcrpykuii mis memuunoro 3acrocyBanus (IM3) JI3 Jikaoceidip® wmictuthes HeoOXimHa
iH(hOopMallig UIst METUYHUX MPAIIBHUKIB Ta Malll€HTIB MO0 HOro 3aCTOCYBAaHHS.

[adopmartisi mpo HOBI BakIMBI MpoOiieMu 3 Oe3meKH ado 3MiHHM HIOAO BXKE BiIOMHX mpobiieM Oyne
BKIO4YeHa B HOBi Bepcii ITYP JI3 Jlikmoceiid®.

I. JIKAPCHKHM 3ACIB TA JJIS1 YOI'O BIH 3ACTOCOBYETHCH

JI3 I[iKJIOCCﬁd)® 3apeECTPOBAHUM IS 3aCTOCYBAHHS 32 TAKUM ITOKa3aHHIM ()II/IB. HI/I)K‘IG)Z

Micyege nikysanus 6onio ma 3ananenus cyenodie, m’a3ie, 36 30K ma CyX0HCUb
peemMamuino20 abo mpasmMamudHo20 NOX0ONCEHHS.

Binbiie inpopmauii npo JI3 Hdikaoceiip® wmictutbes B IM3, sKy MOKHA 3HaiiTH Ha CalTi
«JlepkaBHOTO peecTpy JIKAPChKUX 3aC001B YKpaiHm».

II.  PA3UKH, ITIOB’SI3AHI I3 3ACTOCYBAHHSM JIIKAPCBKOI'O 3ACOBY, TA
3AXO0/IA 3 IX MIHIMIBALII ABO ITOJAJIBIIIOI XAPAKTEPUCTUKH

BaxxmBuX pU3HMKiB Ta BificyTHBOI iHpopmarii 1us JI3 dikaoceitd® He BUsBIEHO.

3axonamu 3 MiHiMizanii pusukis (3MP) s JI3 MOXKyTh OYTH:

e iH(popmania B IM3 (3acrepexxeHHs, 3amo0DKHI 3aX0AW, MOPaaW IIOAO MPaBUIBHOTO
3aCTOCYBaHHA TOLIO);

e iH(popmMmarlisg Ha ynakosii JI3;

e PO3Mip YIaKkOBKH, TOOTO KiTbKICTh JI3 B ymakoBiii.

Pazowm 111 3axo/1u CTaHOBIATH pymunHi 3MP.

HonatkoBo a0 nux pyTuHHUX 3MP 6e3nepepBHO BifOyBaeThcs mpolec 300py, 0OpoOKH Ta aHATI3y
iHdopMarrii mpo BUNAAKK MOOIYHUX PEAKITid, 10 TA€ MOKIIUBICTh HETAHO BXKUTH BiJIMTOBITHUX 3aXO0/IIB.
L1i 3aX0/11 CTAHOBIIATH PYMUHHY OIANbHICIb 3 PAPMAKOHATADY.

ILLA. TEPEJIK BAXKJIMBUX PU3UKIB TA BIICYTHbOI IH®OPMAIII

BaknuBUX pU3HKIB Ta BiacyTHBOI indopmanii ms JI3 dikaoceiidp® He BuABIECHO.
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BaxuBi pu3UKU — 1€ pU3MKH, JJIS SIKUX HEOOXITHI CrelianbHi 3aX0H LI00 YNPaBIiHHS HUMHU 3
METOIO TMOJAIBIIOr0 BUBYEHHS a00 MiHIMi3amii ajisg Oe3MeYHOro 3acTOCYBaHHS Ipemnapary. Bakiusi
PU3UKK MOXYTh OyTH BifHeceHi 10 KaTeropii imeHTudikoBaHMX ab0 MOTEHUIHHUX. loenmudghikosani
pu3uKuy — 11e IpoOIeMu, JUTsl SKUX HasBHI JOCTATHI JIOKa3M 1X 3B 53Ky i3 3actocyBaHHsM JI3. [lomenyitini
pusuKu — 11e mpoOIeMH, TS SKUX 3B’ 30K 13 3acToCyBaHHIM JI3 € MOKITUBUM (HA OCHOB1 HAsIBHUX JIAHUX ),
OJIHAK BiH ITI€ HE € BCTAHOBJICHUM 1 TOTPeOYy€e MOAANBINOT OIIHKH. BiocymHus ingpopmayis — 1ie iHpopmarris
3 Oesmneku JI3, sika Ha CHOTOMHI BIJCYTHS, ajie sIKy MOTPiOHO 310paTH (HanpuKiaa, Ipu JOBIOTPUBATIOMY
3actocyBaHHi JI3).

Tabmums.  IlepeJsik BaxJIMBHUX pU3MKIB Ta BiICyTHBOI iH(opMairii.

Baxausi BiacyrtHi.
inenTndikoBani puznku

Baxiusi BincyTHi.
MOTEeHUWiHHI pU3UKH

Bincyrus BincyTHs.
ingopmanis

IL.Lb. PE3IOME BAKJ/IMBUX PU3UKIB

Hemae BaxMBHX iJeHTH(IKOBAHUX PHU3HKIB, BAXJIMBUX IMOTEHIIMHUX PHU3UKIB ab0 BiICYyTHHOI
inpopmaii s JI3 Jdikaocein®.

IL.B. IIJIAH HICJISPEECTPAIINHOI O PO3BUTKY

II.B.1. [locJia:KeHHs, 10 € YMOBAMHU OTPUMAHHSA Pe€CTPALiHHOIO MOCBiIYeHHS

Hemae nocnimkens, 0 € yMOBaMU OTPUMaHHS peECTPAIIfHOrO MOCBITYEHHS a00 creuu(iuyHuMU
30008’ s3aHHsIMH 3asBHUKA u1st JI3 Jlikiroceii®.

II.B.2.  Inmi gocaiizkeHHs! B IUIAHI MiCAAPEECTPANIITHOTO PO3BUTKY

He BuMaraetbes nposeeHns gociiukens 1is JI3 dikaoceiid®.
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