PE3IOME IIVIAHY YIIPABJIIHHA PUSUKAMMU
JJISA JJIKAPCBKOI'O 3ACOBY

MOBI®QJIEKC® JEKC, po3uuH ajs in’exuiid, 50 mr/2 mu
(MHH: Jexcketonpoden)

Le pestome mnany ympasninas pusukamu (ITYP) mis mikapeskoro 3aco0y MOBI®JIEKC® JIEKC,
pO34MH 11 1H €Ki, SO Mr/2 M.

B IIYP neranpHO ommcaHi Ba)JIMBI PU3MKH I[HOTO JIIKAPCHKOTO 3aco0y, crocodu MiHIMi3ammii mmux
pU3MKIB Ta SKUM 4YWHOM Oyjae OTpuMaHO Ouiblie iH(popMalii Mpo pU3NKKM Ta HEBU3HAYECHI JIaHHI
(BincyTHs iH(oOpMartis).

[HCTpYKIIIS 71T MEAMYHOTO 3acTocyBaHHs Jikapcbkoro 3aco0y MOBI®JIEKC® JIEKC, po3uun mms
0’ ek, 50 Mr/2 mit Hajae BaXXITUBY 1HPOpMAIIiF0, HEOOXiTHY CIeIlialicTaM CUCTEMU OXOPOHH 37I0POB’sI
Ta Malie€HTaM JUIsl HaJISKHOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y.

I. JIIKAPCHKHI 3ACIB TA META HOT'O 3ACTOCYBAHHS

MOBI®JIEKC® JHEKC, po3unH mia in’ekmii, 50 Mr/2 M1 CXBaJCHUH I CUMNMOMAMUYHOZO
JIKY8AHHA 20Cmpoeo OO0 cepeoHboi ma 6UCOKOI IHMEHCUBHOCMI V 8UNAOKAX, KOAU NepopaibHe
3aCMOCY8aAHHS TIKAPCLKO20 3AC00Y HeOOYilbHe, HANPUKIA0, Npu NicIA0nepayitiHux 00X, HUPKOBUX
Konikax ma 607110 y nonepeky, (Jikapcbka ¢popMa — po34HH I 1H'€KITiH), (MOBHUH Mepesik MOKa3aHb
JB. B [HCTPYKIIIT ISl METMYHOTO 3aCTOCYBAHHS).

et mikapchbKuii 3aci0 MICTHTH IEKCKETONPO(DEH SIK JIIF0Uy PEUOBHHY 13aCTOCOBYETHCS Yy (OPMi pO3UUHY
Ut 1H'exmii 50 mMr/mo.

II. PUBUKH, TIOB'SI3AHI 3 TIKAPCBKUM 3ACOBOM, TA 3AXO/I1 1010 MIHIMI3AIIILI
ABO MOJIAJIBIIIOI XAPAKTEPUCTUKHA PU3UKIB

Baxnusi pusuku a1 gikapeskoro 3acody MOBIDJIEKC® JEKC, po3uun mns 16’ ek, 50 mMr/2 mo,
pa3oM i3 3axoJaMu Ui MiHIMi3alii UX PU3UKIB, a TaKOX 3alpOIOHOBaHI JOCTI/DKEHHS 3 METOIO
[JIMOIIIOTO BUBYCHHS TAKUX PU3HMKIB HABEICHI HUKUE.

3axoau 3 MiHIMI3allil pusukiB, BusBaeHux g MOBIOJIEKC® JIEKC, po3uun ans 16’ exmii, 50 mr/2

MJI, BKJIIOYAIOTh:

e Cneuudiuny iHpopmarlio, Taka sIK 3aCTEPEKEHHS, 3amoODKHI 3aX0AM Ta pPEeKOMEeHAamii II0A0
HAJIE)KHOTO 3aCTOCYBaHHS, BUKJIAJIEHI B THCTPYKIIIi JJI1 MEIUYHOTO 3aCTOCYBAHHS JJIS TMAIIE€HTIB 1
MEINYHUX CIIELIaTICTIB;

e BaxumBi pekoMeH 1allii Ha MapKyBaHHI YITAKOBKH JIKapChKOTO 3ac00Y;

e 3aTBep/KEHHI PO3MIp YIIaKOBKH — KIIBKICTB JIIKAPCHKOT0 3ac00y B yMaKOBII 0OpaHa JUIsl TOTO, 110
3a0e3MeYnTH HOro NMpaBUIbHE BUKOPUCTAHHS;

e [lpaBoBmii craryc JKapchbKOTro 3aco0y — KaTeropis BIAMYCKY JIKapChKOTO 3aco0y IMaIlieHTy
(Hampukiag, 3a peuentom abo 6e3 perenty), Moke JOTIOMOITH MiHIMI3yBaTH PU3HKH, IOB’s3aHi 13
3aCTOCYBaHHSM Ipenapary.

Bci i 3ax0111 pa3oM MpeICcTaBIsIOTh COO0K0 pYMUHHI 3aX00U 3 MIHIMI3ayil pu3uKis.

Kpim BHIE3a3HaYeHUX 3aXO0/iB, TPOBOAUTHCS MOCTIHHMNA 30ip 1 peryisipHuil aHami3 iHdopmamii mpo
noOivHi peaxiiii, B TOMy 4Hcii B Mexkax omiaioBaHHs PO3b, 3 MeToro HeraiiHoi peaizallii 3ax0/iB y pasi
BUHHUKHEHHS TIOTpeOu. Taki 3aX0u SBISIIOTH COO0I0 pymunHi 3axo0u 3 papmaxkonacisioy.



11.A Ilepenik saxcnusux pusuxie ma iocymuvoi ingpopmauii

Baxxnusi pusuku nikapeskoro 3acody MOBIDJIEKC® JIEKC, po3unn s in’ekniit, 50 Mr/2 mim — e
PHU3HKH, SIKI TOTPEOYIOTh CIEMiaIbHUX 3aXOJiB 3 YIPABIIHHS U1 TOJAIBIIOTO JOCTIIHKEHHS a0o
MiHIMi3aIlii pU3UKiB, 00 JKapChKi 3ac00M MOHA 0yJI0 O€3MEeYHO MPU3HAYATH TalliEHTaM.

BaxxnmuBi pu3nku MOYKHA PO3ITTUTH HA 1IeHTH(IKOBaHI Ta MOTEHITIHAHI.

InenTndikoBaHUMHN pU3HKaMH € TMpoOJeMH, HIOJ0 SKUX ICHYIOTh JOCTaTHI JIOKa3uW 3B'SI3KY 3
3acTocyBaHH:M Jikapchkoro 3aco0y MOBIDJIEKC® JEKC, po3unn mis i’ ek, 50 mr/2 mir.

[ToTeHiliHI pU3UKK — 11€ TPOOJIEMHU, JIJIS IKMX MOKJITMBHIA 3B'S130K 13 3aCTOCYBAaHHSM I[LOTO JIIKAPCHKOTO
3aco0y Ha OCHOBI HasBHUX JaHMX, ajie [IeH 3B'A30K IIe HE € BCTAHOBJIICHUM 1 MOTpeOye MOAAIBIIOT
OLIIHKH.

Bincyrns indopmartist — e iHpopmartis 3 6e3meku JiKkapchbKoro 3acoly, sika Ha JaHUN 9ac BiACYTHS, 1
SKy TOTpiOHO 3i0patu.

BaxxnuBi i1eHTH(DIKOBaHI pU3HKH Bincythi
BaxxnuBi moTeHIiHI pU3HKH Bincytni
Bincyrus indopmaris BincyTtas

11. B Pe3rome sariciugux pu3uKxie

Basicnueuii ioenmugpikosanuii pusuk, nomeHyitinuil pusuk avo eiocymns ingpopmauin: Hemae

Jlokazu 3B'A3Ky pHU3MKY 13 3acTocyBaHHsAM | He 3acTocoByeThCs
JIKapChKOTo 3ac00y
@aKkTOpU PU3UKY Ta TPYIH PUSHKY He 3acrocoByetbes
3axo/iu 3 MiHIMi3aIlil pU3UKIB He 3acTocoByeThcst

11.C Ilichapeecmpauyiitnuii naan po3eumky

11.C.1 Jlocnioocenns, axi € ymosamu 01 OMPUMAHHS PeECMPayiliHo20 ROC8i04eHH s

BiacyTHi nocmimkeHHs, aKi € yMoBaMu a00 0CoOIMBUM 3000B’ I3aHHSIM ISl OTPUMAHHS PEECTPAIIITHOTO
nocBigueHHs Jgikapcbkoro 3aco0y MOBIDJIEKC® NEKC, po3unH s 16’ ek, S0 mr/2 mr.

11.C.2 Inwi 0ocniodcennss 8 pamkax nicasapeecmpayiiino2o niauy po36umKy

BincyTHi BUMOTH 1100 IPOBEACHHS JOCTIKEHB Jlikapchkoro 3acooy MOBIDJIEKC® JIEKC, po3unn
s 10 exiii, 50 mr/2 mo.



