Pe3rome miiany ynpasJliHHSA PU3HKAMHM IS JIKApCHKOro 3aco0y
TPUAYKTAH MB
Ta0JIeTKHM, BKPHUTI IJIIBKOBOIO 000JI0HKO10, 3 MOAU(PiKOBAHUM BUBIJILHEHHSAM, 10 35 Mr
(mpumemasuoun ouziopoxnopuo)

L{e kopoTkuii onuc miany ynpasmiaas puzukamu (ITYP) ns JI3 TPUAYKTAH MB, tabnetku
BKPUTI IUIIBKOBOIO 00OJIOHKOIO, 3 MOM(ikoBaHUM BUBUIbHEHHAM. [1YP neranpHO onucye BaxInBi
pusuky, oB’s3aHi 3 JI3 TPUJIYKTAH MB, sk MokHa MiHIMI3yBaTH I1i pU3UKH Ta K Oye OTpPUMAaHO
J0JaTKOBY iH(opMarito mpo pu3mkM Ta BiacyTHIO iHdopMmarito npenapary TPUIYKTAH MB.

IacTpykmiss nns meamunoro 3acrocyBanHs JI3 TPUJAYKTAH MB, MIiCTUTh BaKIHUBY
iHpopMamio UIT MEAMYHUX MPAIiBHUKIB 1 MAIIEHTIB NP0 Te, SK CIiJ 3aCTOCOBYBATH Iperapar
TPUAYKTAH MB.

I. Jlikapcbkuii 3aci0 Ta 1)1 40ro BiH 3aCTOCOBYEThCS

JI3, TPUAYKTAH MB, TabmeTku BKpHTI ILTIBKOBOIO OOOJIOHKOIO, 3 MOAU(]IKOBAaHUM
BHUBUIBHEHHSIM 3aCTOCOBYIOTH JIJIS:

- CUMPIMOMAMUYHO20 JIIKYBAHHS OOPOCIUX NAYIEHMIE 3 CMAOINbHOI0 CIEHOKAPOI€EI 3a YMOBU
HedoCmammuboi eghekmusHocmi abo HenepeHoCUMOCMi AHMUAHSIHATILHUX JIKAPCbKUX 3ac00i8 nepuloi
JUHIL.

II. Pu3uku, mo noB’s3aHi 3 JiKapcbKUM 3ac000M, Ta 3aX0AU MO MiHiMi3anii a0o JoxaTKOBOI
XapaKTePUCTUKHU PUNKIB
Jlo BaxXTMBUX PU3HKIB, OB’ s13aHuX 13 3actocyBanHsaM JI3 TPUJIYKTAH MB, nanexats Taki
H3HUKH:

OcHoBHI mpo6seMu 3 Oe3nexn

Baxusi ineHTH()IKOBAaHI pU3UKH: Peaxii rinepuyTiMBOCTI
BaxauBi noreHuiiiHi pusuku: He BusiBineno

BigcyTns ingopmanis: He BusiBieHo

Jlo pyTHHHUX 3aXOAiB, CIIPIMOBAHMX Ha MIHIMI3allll0 BaKJIMBUX PHU3UKIB, BracTuBuX JI3
TPUIAYKTAH MB, nanexarts:
IMo-nepme, cremianbHa iHGOpMAaIIiss a00 HITUMHU CIOBAMH — 3aXOJH IIOJ0 MIHIMI3AIlll BaKITUBUX
PU3HKIB, y BHIJISAI 3acTepeXeHb Ta TMOpaa MO0 NPaBUILHOTO BUKOPHUCTAaHHS IMpemapaTy
TPUAYKTAH MB, mo 3a3HadeHa B IHCTPYKIIi JUIsl HOTO MEIWYHOTO 3aCTOCYBAaHHS 1 aJjpecoBaHa
MarieHTaM Ta MEAMYHUM TpalliBHUKAM, a CaMe:

1. Peakitii rinep4yTiInBOCTI

Ilpomunoxazanns.
[TigBuieHa iHAMBINYyadbHA YYTIUBICTH O TPUMETA3UIMHY a00 10 OyIb-sIKOTO 3 KOMIIOHEHTIB
mpernapary.

Ilo6iuni peaxuii
3 Ooky wKipu ma niOWKIpHUX MKAHUH. YacTO — BUCHIIAHHSA, CBEpPODXK, KPONMB SHKA;, 4acTOTa
HEBiZIOMa — FOCTPUI TeHEPaTi30BaHUN €K3aHTEMAaTO3HUH MyCTYIbO3HUN BUCHII, aHT10HEBPOTUYHHUN
HaOpsK.

Ilo-apyre, KiTbKICTHh TOTOBHUX JIKAapChKUX (OpM B ymakoBii, o0 3a0e3MeunTd TpaBHIIbHE
BUKOPUCTaHHS JIKiB.

JI3 TPUAYKTAH MB Bunyckaetbcs y BUTIISAI TA0JIETOK, BKPUTHX IIJIIBKOBOIO 000JIOHKOIO,
3 Moau(iKOBaHUM BHUBUIbHEHHsIM, 10 35 Mr, Ne20 (20x1), Ne30 (10x3), Ne60 (10x6), Ne60 (20x3),
No80 (20x4) nnst 3pydHOCTI AO3yBaHHS 1 3aCTOCYBaHHs mMaiieHTamMu. PopMa BUITYCKY Tpemnapary



po3paxoBaHa SIK Ha KOPOTKHI mepion 3acTocyBaHHs (Ha Micslb) Tak 1 Ha Oe3mepepBHUIN Ta
nocininoBHUIA npuiioM (yrnakoBka Ne60, Ne80).

ITo- Tpete, mono npaBoBoro crarycy Biamycky JI3 TPUAYKTAH MB, ta 3 meroto miHimizaiii
PH3HKIB, IperapaT Ma€e CTaTyC PelenTypPHOro 1 IOBUHEH BiITYCKAEThCS 3 alITEKH JIUIIIE IO PEIEHTY
Ta JIMIIE 32 MPU3HAYCHHS JIIKaps.

Baxxnusi pusuku Biactusi JI3 TPUJYKTAH MB, He noTpeOyrOTh J0IaTKOBHX 3aXO0IIB 3 1X
MiHiMi3amii.

I1.A TlepeJiik BaJMBHUX PU3HKIB Ta BiAcyTHS iHdopmanis

BaxnuBumu pusnkamu, noB’si3aHuMH 3 3actocyBanHsiM JI3 TPUJIYKTAH MB, € pusuku,
10 OTPeOYIOTh CIEiaIbHUX 3aX0/IiB 3 YIPABIIHH PU3UKAMU IS MTOJJAIBIIOTO JOCIIKEHHS a00
MiHIMi3amil pu3uKy Ta yOe3NedyeHHS 3aCTOCYBaHHs JIIKAPCHKOro 3aco0y marmieHTamMu. BaximBi
PU3UKM MOXHa KJIAacU(IKyIOTbCcd Ha iAeHTHU(IKOBaHI, MOTEHIIHI Ta BIACYTHIO iH(OpMAaLILo.
InentudikoBani pu3nKu — 1e MpoOIEeMHU, ISl SKUX € JOCTaTHI JOKa3u 3B’SI3KY 13 3aCTOCYBaHHSIM
npemnapary. [ToTeHIiHHI PU3UKN — 1€ PU3MKH, 3B 30K SIKUX 13 3aCTOCYBAHHSAM ITiJO3PIOBAHOTO Y
BUHUKHEHHSI BXKJIMBOT'O PU3HKY JIIKAPCHKOTO 3aCO0Y MOXKIIMBUI HAa OCHOBI HASIBHUX JJAHUX, ajle el
3B’A30K IIl€é OCTaTOYHO HE JOBENCHHMH 1 MOTpedye MOJNaIbIIOi OIHKH. BiacyTHs iH(opmaris
cTocyeTbes iHGopMallii nmpo 6e3meKy JiKapchbkoro 3acoly, sSika Ha JaHUW MOMEHT BIICYTHS 1 SKY
HEOoOXiHO 310paTH.

OcHoBHI Mpo6.JeMu 3 0e3neKu

Baxnusi inenTudikoBani pusuku: Peakuii rinepuyTIuBOCTI
BaxauBi noreHuiiiHi pusuku: He BusBneno

BigcyTns ingopmanis: He BusBneno

I1.B Pe3ome BakJIMBUX PU3HKIB

IIpodaema 3 3axoam moa0 MiHiMi3anii pu3nKy JisiIbHiCTD 3
0e3nmeKu dbapmakonarasay
Peaxmii Buecenns indopmaiiii B iHCTPYKIIIIO 175 PyTunHa OiIBHICTS 3
rinepyyTiIuBOCTI MEINYHOTI0 3aCTOCYBaHHS: (dbapmakoHarysary
Ilpomunokazanns. JlonaTkoBi 3aX0u HE

[linBumiena iHAMBIAyadbHA YYTIUBICTH [0 | IPOIIOHYIOTHCS
TpuMeTa3uauHy abo a0 Oyab-sKoro 3
KOMITOHEHTIB Mperapary.

Ilo6iuni peaxuii

3 60Ky wiKipu ma niOWKIPHUX MKAHUH. 9aCTO
— BUCHUIIaHHS, CBEpPO1XK, KPOIIMB IHKA; 4aCTOTa
HEBIJIOMa — TOCTPUH TeHEepai30BaHUI
€K3aHTeMAaTO3HUN  MYCTYJIbO3HHA  BHUCHII,
AHT10HEBPOTUYHHI HaOPSIK.

I1.C Ilnan nicasipeecTpaniiHUX J0CTiIKeHb
He 3acrocoBano.

I1.C.1. JocainkeHHnsi, AKi € yMOBaMH BHAa4i peecTPaliiHOro NOCBiI4eHH
BincyTHi nocnmikeHHs, sKi € yMOBaMHU BHJadl peecTpalifHOro MmocBiAYeHHS abo 0cOoOIMBUMU
30008’ s3arHsaMmu i JI3 TPUAYKTAH MB.

I1.C.2. Inmi pocaigskeHHs y miaHi nicasiinensiitnoi po3pooxu JI3
He 3acrocoBano.



