PE3IOME IIJIAHY YIIPABJIIHHS PUBUKAMMU
JJIAA JIHHKAPCBKOI'O 3ACOBY

MOBIKCUKAM®, po3uuH a4 in’ekuii, 15 mr/1,5 mu
(INN: Meloxicam)

e pestome muany ympasiinas pusukamu (IIYP) mns mikapeekoro 3acody MOBIKCUKAM®,
po3uuH ISl 1H’ €Ki, 15 mr/1,5 mo.

B ITYP neranpHO ommcaHi BaXJHMBI PU3UKH IIBOTO JIIKAPCHKOTO 3aco0y, CIIOCOOM MiHIMI3allii ITUX
PHU3UKIB Ta SIKUM YMHOM Oyze oTpuMaHO Oinblue iH(opMarii mpo pU3UKM Ta HEBU3HAYEHI JaHHI
(BimcyTHs iHGOpMAaIis).

[HCTpyKList UII MEIUYHOTO 3acTocyBaHHS Jikapchkoro 3aco0y MOBIKCUKAM®, po3uun mis
10 ek, 15 Mr/1,5 M Hamae BaxIMBY iH(GOpPMAIIi0, HEOOXIIHY CIeHialicTaM CHCTEMH OXOPOHHU
3JI0pOB’sl Ta MaIliEHTaM JUIsl HAJIEKHOT'O 3aCTOCYBAHHS JIIKAPCHKOTO 3ac00Yy.

I. JIKAPCBKHM 3ACIB TA META MOI'O 3ACTOCYBAHHS

Jlikapcekuit 3aci06 MOBIKCUKAM®, po3uuH ass iH’ €Ki, 15 mMr/1,5 Mt - po34uH CXBalICHUM IS
KOPOMKOMPUBANO20 CUMNMOMAMUYHO20 NIKV8AHHS 20CMPO20 HANAOY DPeSMAmMoiOH020 apmpumy
Ma aHKINO3UBHO20 CNOHOUNIMY, KOJU THWLI ULIAXU 3ACTOCYBAHHS HE MOJCYMb OYMU 3ACMOCOBAHI.

Lle#i mikapchkuii 3aci0 MICTUTh TaKi JiI04l PEYOBHHH SK MEIOKCUKAM 1 3aCTOCOBYETHCS Yy (Gopmi
PO3YHHY AJIs 1H EKITIH.

MenokcukaM pa3oM 13 IHIIAMHA HECTEPOiTHUMH TPOTH3ANaIbHUMHU JIIKAPCHKUMH 3aco0aMu
SBIISIETHCS TIEPIIOIO JIIHIEIO Tepartii 3a BCTAaHOBJICHUMH TTOKa3aHHSAMH JI0 3aCTOCYBAaHHS.

II. PU3UKHU, ITIOB'SAA3AHI 3 JIIKAPCBKHUM 3ACOBOM, TA 3AXOH IMOAO
MIHIMIBAIIT ABO MTOJAJIBIIIOI XAPAKTEPUCTUKU PU3UKIB

Baxxnusi pusuku uist nikapebkoro 3acody MOBIKCUKAM®, po3unn ps 10’ ekuiid, 15 mr/1,5 mi,
pa3oM i3 3axojamu JUIsl MiHIMI3aIlli IMX PU3HKIB, a TAKOXK 3alPOIIOHOBAHI JTOCIIKEHHS 3 METOIO
IHONIOrO BUBUEHHS TAKUX PU3UKIB HaBEJIEH1 HIDKUE.

3axoau 3 MiHiMi3amii pu3ukiB, BusBiaeHUX st MOBIKCUKAM®, po3unH st 10’ ek, 15 mr/1,5
MJI, BKJIFOYAIOTh:

* Cnemudiuny iHdopMaliiro, Taka SK 3aCTepEKEHHs, 3amoODKHI 3aX0JW Ta PEeKOMEHMAIlli 1100
HaJIC)KHOTO 3aCTOCYBaHHs, BUKJIA/ACHI B IHCTPYKLIi JJIT MEIUYHOTO 3aCTOCYBAHHS JUIS MAIIEHTIB 1
MEIUYHMX CIICI[IaIiCTIB;

* BaxxnuBi pekoMeHaIii Ha MapKyBaHHI YIIaKOBKH JIIKapChKOTO 3aco0y;

* 3aTBepUKEHUI PO3MIp YIIAKOBKH — KIJIBKICTH JIIKAPCHKOTO 3aCO0y B yMaKOBI oOpaHa JUIsl TOTO,
1110 3a0€3MeYNTH HOTo MpaBHIIbHE BUKOPHCTAHHS;

* IIpaBoBHil cTaryc JiKapchbKOro 3aco0y — KaTeropis BIAIYCKYy JIKapChbKOro 3aco0y Malli€HTy
(HampuKIIa;, 3a peuentoM abo 0e3 perenTy), MoKe JOMOMOTTH MIHIMI3yBaTH pU3UKH, TIOB’sI3aHi 13
3aCTOCYBaHHSAM Ipenapary.

Bci mi 3ax0au pa3oM MpeacTaBIsOTh COO0I0 pymuHHI 3aX00U 3 MIHIMIZ3ayii pusuKis.

Kpim BumieszasnadeHux 3axo/1iB, MPOBOAUTHLCS IMOCTIMHUM 301p 1 peryssapHuil aHami3 iHGopmMarii mpo
noOivyHi peakilii, B TOMy 4uCii B Mexax olfiHioBanHs PO3b, 3 MeToro HeraiiHo1 peanizaiii 3aX0/iB y
pa3i BUHUKHEHHS ToTpeOu. Taki 3aX0u SBISIOTH COOOI0 pYMUHHI 3AX00U 3 (PAPMAKOHALHAO) .



11.A Ilepenik eéaxcnusux pusukie ma eiocymmuvoi ingpopmauii

Baxnusi pusuku nikapcbkoro 3acooy MOBIKCUKAM®, po3uuH ais 10’ ek, 15 mr/1,5 M — 1e
PHU3UKH, SKI MOTPEOYIOTH CIEIiaIbHUX 3aXO0JIiB 3 YIPABIiHHS JJs MOAAIBIIOTO JOCTiIKEHHS a00
MiHIMIi3aIlii pU3HUKIB, MO0 JIIKaApPChKi 3aCO0M MOXKHA OyJ10 O€3MeYHO MpU3HAYATH MaIliEHTaM.

BaxxuBi pU3HKH MOXKHA PO3AUTUTH HA 11€HTH(IKOBaHI Ta MOTEHIIHHI.

InenTrdikoBaHUMU pHU3UKAMH € TMPOOJEMHU, MO0 SIKUX ICHYIOTh JOCTaTHI JTOKa3H 3B'SI3KYy 3
3acTocyBaHHAM Jikapchkoro 3acody MOBIKCUKAM®, po3zuns i 6’ ekuid, 15 mr/1,5 mi.

[ToTeHiliHI pU3UKA — 1€ TPOOJIEMH, IS SKUX MOMIJIMBHH 3B'SI30K 13 3aCTOCYBaHHSM IIHOTO
JKapChKOTO 3ac00y Ha OCHOBI HAassBHUX JAaHMX, ajie 1IeH 3B'SI30K I HE € BCTAHOBJICHHUM 1 MOTpeOye
[MOJANBIIOT OLIIHKH.

Biacytns iHdopmaris — 1e iHpopMmalis 3 Oe3MeKH JIKapchKOro 3acoly, sKa Ha JaHHM dYac
BIZICYTHS, 1 IKY TOTPiOHO 310patu.

BaxxnuBi i1eHTH(IKOBaH] pU3UKH BiacyThi
BaxnuBi OTEHITIHHI PU3UKU BigcyTHi
BiacyTtHs iHpopMmalris BiacyTHs

11. B Pe3tome easricnueux pusukie

Baowcnusuit idenmugpikoseanuii pusux, nomenyinuil puzux avo eiocymus ingpopmauvia: Hemae

Jlokasu 3B'sI3Ky pHU3HKY 13 3acTocyBaHHAM | He 3acTocoByeThCs
JIKapChKOro 3aco0y

DakTOpU PU3UKY Ta TPYIH PU3HKY He 3actocoByeThes

3axoau 3 MiHIMI3aIli1 pU3UKIB He 3acTocoByeThes

11.C Hichapeccmpauyiitnuii naan po3eumsy

11.C.1 Jlocnioscenns, AKi € ymMo8amu 015 OMPUMAHHI PEECMPAYIIHO20 NOCBIOYEeHH s

Hemae nocmimkens, siki € yMoBaMH a00 OCOOJUBUM 3000B’SI3aHHSAM OTPHUMAHHS PEECTPALIHHOTO
nocBigueHHs ikapcbkoro 3acooy MOBIKCUKAM®, po3uuH s 16’ ekitin, 15 mr/1,5 mi.

11.C.2 [Hwi 0ocnioscenns 6 pamkax niciapeccmpayitiHuti niaH po36UmKYy

BigcyTHi BUMOTH 1010 POBENEHHS AOCTIKEHB Jikapchkoro 3acody MOBIKCUKAM®, po3unH
I i1’ ek, 15 mr/1,5 mo.




