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JEKCAMETA3O0OH KPKA,
TabsaeTkn nmo 20 mr, mo 40 mr, nmo 10 Tadserox y OJicrepi; mo 1, 2 ado 3 Gaicrepu
Yy KapTOHHii KOpoO1i
MixxHapoiHa HeTTaTeHTOBaHA Ha3Ba: JICKCaMETa30H

Yacruna VI: Pe3rome miiany ynpasJiiHHA pU3HKAMH

Pe3ome nuiany ynpasiinnsa pusukavu i IEKCAMETA30OH KPKA

e ornsan mnany ynpasninas pusukamu (ITYP) mogo [lekcamerazon KPKA, tadnerku. Lei [TYP
neraiizye iHpopMarlrito mpo Baxiusi pusnkn [lexcamerazon KPKA, TabneTku, Ta oris Toro, sK
OyJie OTpuMyBaTHUCS OLUIbIIE BIIOMOCTEH PO PU3HKHU Ta HEBU3HAUEHICTH 1HPOpMaIlii (BIACYTHICTh
iHpopmanii) npo [lexcamerazon KPKA, tabnerku.

Kopotka xapakrtepuctuka inikapcbkoro 3aco0y (KXJI3) Jlexcamerazon KPKA, Ttabnerku, Ta
THCTPYKIIisS 3 HOT0 METUYHOTO 3aCTOCYBAHHS HAJa€ HEOOXITHY 1H(POPMAIIIO MTpaIliBHUKAM OXOPOHHU
3JI0POB’sI Ta MAaIliEHTAM PO Te, K ciija npuiiMatu lekcamerazon KPKA, tabierku.

Hogi BaxJIMBI MUTaHHS 200 3MIHM JI0 TIOTOYHUX IMUTaHb BKIIIOUATUMYThCS B oHOBIIeHUH [TYP om0
JHexcamerazon KPKA, Tabnerku.

I. Jlikapcbkuii 3aci0 Ta ii0ro 3acTOCyBaHHS

Hexcamerazon KPKA, rtabnmerku, BupoOHmurBa KPKA mnpusHaueHwil ans JiKyBaHHS HaOpsKy
TOJIOBHOTO MO3KY™, IIOKY™, TSDKKMX IIKIPHUX 3aXBOPIOBAHB™, ayTOIMyHHHX PO3J1a/1iB*, aKTUBHOTO
PEBMATOITHOTO apTPUTY™, TSHKKI 1H(EKIIT™, A7 NaliaTUBHOTO JIIKYBaHHS MyXJIMH 1 MpoQuIaKTHKa
OJfOBaHHs, JIiKyBaHHsS KOpoHaBipycHoi xBopoOu (COVID-19)* (muB. KXJI3/iHcTpykuito s
MEIUYHOTO 3aCTOCYBaHHS sl TOBHOTO MepesiiKa MoKa3aHb).

Bin micTuth AKTUBHY PCUOBUHY JCKCAMETA30H Ta HpHﬁMa€TBCH IepopajaIbHOTO.
* [Ti036imuutl 1ikapcbKull 3acid 3a OAHUMU NOKA3AHHAMU HE GUKOPUCMOBYEMbCSL 8 YKPAiHi.

I1. Pu3zukmn, nos’s3aHi 3 JikapcbKUM 3ac000M Ta Jii, HANpaBJIeHi HA 3MEHIIEHHA Ta BUSIBJICHHS
Mai0yTHIX PU3UKIB

Hwxue omucano BaxmuBi pusuku Jlekcamerazon KPKA, TtaGnetku, Ta HaBeneHO 3axoau 3
MiHIMi3aIlil UX PU3HKIB 1 JOCTIIKEHHS, K1 MPOMOHYIOThCA JIJIs OUTBII AETaIbHOTO O3HAWOMIICHHS
3 pusukamu 3actocyBanHs Jlekcamerazon KPKA, tabnerku.

MosxnuBi 3ax0/1u 3 MiHIMi3alii i1eHTH(IKOBAHUX PU3UKIB:

e HaJgaHHSA TMAallieHTaM Ta MEIWYHUM [pamiBHUKaM iHQopMaIii mpo 0cOOIMUBOCTI
3aCTOCYBaHHS, TaKi K MONEPEHKEHHS, 3a001H1 3aX0/I1 Ta peKOMEHIAIli1 00 HaJIeKHOTO
BUKOPHUCTAHHS, OTIMCAHI B IHCTPYKIII1 JIIsl METUYHOTO 3acTocyBaHHs Ta KXJI3;

e HaJaHHS BAXXIUBUX PEKOMEH/AIlIN III0JI0 HAJEKHOT YIIAKOBKH Mpemnapary;

® 3aTBEp/UKCHHUH PO3MIp YMAaKOBKHU: KUIBKICTH JIKAapChbKOro IMpemnapaTty B OJHIN YIaKOBIII
Miai0paHo TaKUM YUHOM, 11100 3a0€3MeUnTH MOro HaJIe)KHE BUKOPUCTAHHS;

® TOPSJIOK BIMYCKY JIIKAPCHKOTO 3ac00Y: CcrociO ofep)aHHs JIKapChKOTo 3aco0y MalieHTam
(HampuKJaj, peuenTypHuil/6e3peienTypHUil BIAIMYCK) MOKE TOOMOI'TH MIHIMI3yBaTH HOTro
PU3UKH.

Vi 111 3aX0U € pyMmuHHUMU 3aX00aMU 3 MIHIMI3ayii PU3UKY.

OxpiM 1ux 3axofiB, Oe3nepepBHO 30upaeThes iH(pOpMaIlisl Mpo MOOIUHI peakiii, sKa pPeryaspHO
aHaTI3yeThCs, abK 3a HEOOX1AHOCTI MOXHA OyJI0 BXKUTH HeralHuX 3axo/iB. L{i 3axoau € pymunnumu
3axooamu 3 papmaxkoransioy.



Axmo BaxmBa iH(oOpMaIris, sika MOXKe BIUTMHYTH Ha Oe3nedHe 3actocyBaHHs Jlekcamerazon KPKA
JOCTYITHA, BOHA BKa3aHa y po3aim «BiacyTHs iHhopMalis» HIKYE.

I1. A Iepenik BaxIMBUX PU3HMKIB Ta BiICyTHbOI iH(opManii

Baxnusi pusuku Jlekcamerazon KPKA — 1e pusuku, siki moTpeOyroTh CIeliaJbHUX 3aXOiB 3
YIOpaBIiHHSA PHU3UKAMH 331 X MNOJAJBIIOrO BHUBYEHHA a0o0 MiHIMi3alii MEBHOTO PHU3HKY
JKAapChKOTO IMpenapary uig Horo 06e3ne4HOoro <3acTOCOBYBaHHS™> <mpuiiomy>. Baxiupi pu3uku
MOXYTh BBaXaTUCS iIeHTU(]IKOBaHUMH a00 MOTCHUIWHUMH. IneHTH(]iKOBaHI pU3MKH — 1€
BCTAHOBJICHI PU3UKH, 1TOB’s13aHi 3 BUkopuctanusaMm JI3 Jlekcamerazon KPKA, [ToTentilini pu3nku —
1€ PU3UKH, CTOCOBHO SIKMX 3B 530K 13 3aCTOCYBAaHHSM LIbOTO JIIKAPCHKOTO MpEenapaTy MOKIMBUI Ha
OCHOBI1 HasIBHHX JIaHUX, aJie BiH III¢ He OyB BCTAHOBJICHUH 1 MOTPEOY€ MOAAIBINOT OIHKU. BiacyTHs
iH(popMmaris — 1e iHdopmalist moa0 O6e3MeKu JTIKapChKOro Mmpemnapary, sKoi Hapa3i HeJOCTaTHBO,
ToMY 11 HeoOXiHO 310paTh (HAIPUKJIIA, MO0 JOBIOTPUBAJIOTO 3aCTOCYBaHHS 3ac00y);

ITepenik BaXIUBHX 11eHTH(HIKOBAaHI PU3MKH Ta BiACYTHHOI iHGopMaIii
Baxuusi inenTudikoBani He 3acTocoByeTtbes
PH3UKH:

BaxnuBi noteHmiini pusuku:  He 3acTocoByeThCs
Bincyrus indopmartis: besneka 3actocyBanHs namienTam > 70 pokiB Ta 4aCTKOBO >
80 pokiB (mokazanus KOBIJI-19)

besneka 3acTocyBanHs BariTHUM kiHKa (mokazanas KOBI/I-
19)

11.B Oznao earxcnuseux pusukie

BincyTns indopmartis: besneka 3actocyBanHs maiieHTam > 70 pokiB Ta 4acTkoBo > 80 poKiB
(mokazannst KOBIJI-19)

3axooamu 3 minimizayii 3axou 3 MiHIMI3aLli PU3HKY:

DPUSUKY 3anpononoBanuil 3micT y KXJI3/iHcTpykuii 11 MeIUuYHOTO
3aCTOCYBaHHsA y po3ain «dapmakoanHamikay

JlonaTkoBi 3ax0/iu 3 MiHIMI3allil pU3HKIB:
He 3acTtocoBano

Biacytast indopmaitisi: besneka 3actocyBanHs BariTHUM JkiHka (mokaszanHs KOBIJI-19)
3axooamu 3 minimizayii 3axonu 3 MiHIMi3aIlil pU3HKY:

DUSUKY 3anpononoBanuil 3mict y KXJI3/iHcTpykuii 11 MeIUYHOTO
3aCTOCYBaHHS PO3/Al «3aCTOCYBaHHS y MepioJl BariTHOCTI
a0o TOqyBaHHS TPYIII0»

JlomaTtkoBi 3ax0/u 3 MiHIMI3aIlli pU3UKIB:
He 3acTocoBano

11.C IThan nocm-peccmpayiiitnozo po3eumky

I1.C.1 JocainxeHHs1, IKi € yMOBaMH VIl peecTpaii JikapchbKoro 3acody

HochimxenHs, ki Mornu OyTH yMOBaMHU JJIsl peecTpallii JiKapchbKoro 3aco0y abo crerniaibHUMH
3000B’s3aHHsAME KoMmITaHii oo [excametazon KPKA, TabneTku, He MPOBOIUIHCS.

I1.C.2 Inmi qocaaixkeHHs B IUIaHI MOCT-PEECTPALIHHOIO PO3BUTKY
Hemae nHeobOximHocTi y iHmux gociimpkeHHsx Jlekcamerazon KPKA, tabnms.



