[Tnan ynpaBiiHHS pU3UKaMH Bepcis 1.0 Bix 03.08.2023
HEOTCAH-1000, moporox JUISL PO3YHHY JUISL 1"'ex1iit mo 1000 mr
XAOMA XEJIC KEAP ITPAUBET JIIMITEJL (XXKIL), Iamis

Pe3roMe miiaHy ynpasJliHHA PU3HKAMM VIS JIKapChKOro 3acoly

HEOTCAH-1000,
IMopomok ais po3unny ajs in’exuiit, 1000 mr
uegenim

Lle € pestome miany ynpasiinasa pusukamu s JI3 HEOTCAH-1000, nmopomiok
1 po3unny i 10 ekiid. Y IIYP neramizoBani BaximBi pusuku HEOTCAH-
1000, 3axoau 3 X MiHIMI3alli, IJISXH OTPUMAHHS PO3LIUPEHO1 1H(POpMaIlii 100
PHU3UKIB LeeniMy Ta 11010 PU3HKIB, OB’ A3aHUX 3 BICYTHICTIO 1H(OpMaIIii.
KopoTka xapakrepucTuka JiKapchKkoro 3acoOy Ta [HCTpykuis Ajii MEAHUYHOTO
3aCTOCYBaHHS TIpemnapary MICTITh HEOOXIMHY Il MEIUYHUX TMPaIliBHUKIB Ta
naiieHTiB iHpopMmariiro 1mojo 3actocyBanast HEOTCAH-1000.

VY pasi orpuManHi HOBOI iH(popMallii a6o 3miHu motounoi iHGopmarti [TYP ps
HEOTCAH-1000 Oyae oHOBEHO.

I. Jlikapcbkuii 3aci0 Ta cdepa ioro 3acToCyBaHHs
HEOTCAH-1000 mMae HacTymHI MOKa3aHHS:

Lopocani.

- IHdexkii, cnpuyruHEeH1 YyTJIMBOIO JI0 JIIKAPCHKOTO 3ac00y MIKpPOQIOpOIO:

- JUXaJIbHMX LUISIXIB, Y TOMY YHCIII THEBMOHIs, OPOHXIT;

- IIKIpU Ta MAMIKIPHOT KIIITKOBUHU;

- iHTpaabjoMiHaJIbHI 1H(EKIi, y TOMY 4YHCII TEPUTOHIT Ta I1HQEKIl
’KOBUOBHBIIHHX IIJIIXI1B;

- 1H(}eKI1ii CeUOBMBIIHUX NUISXIB, Y TOMY YHCII MIE€TOHEPPHUT;

- TIHEKOJIOTIYHI;

- CENTHUIeMis.

- EmMmnipuyna Teparis nami€eHTiB 13 HEUTPONEHIYHOIO rapsSyKoIo.

- IlpodinakTtuka miciasonepaliiHUX YCKJIAJHEHb B 1HTPaaOJIOMIHAIBHIN
XIpyprii.
Jlimu.

- IIaeBmoHis;

- 1H(eKuii CeYOBUBIAHUX IIISAXIB, Y TOMY YUCIHI M€T0HEPPUT;

- 1H(eKIIi mKIpH Ta TAIKIPHOT KIITKOBUHH;

- CENTHUIIEMIs;

- eMIipuYHa Teparis MamieHTIB 13 HEUTPOIIEHIYHOIO rapsuKo¥o;

- OakTpiadbHUN MEHIHTIT.

(mokazaHHs MOBHICTIO TUB. Y KOpOTKiil XapakTepuCTHIll JIIKAPCHKOTO 3ac00Y).
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Jiro4yor0  pedyoBMHOIO  mpemapary € 1edeniMy  TiapoXJopun TUISt
BHYTPIIIHBOBEHHOTO 200 BHYTPIHBOM S30BOTO 3aCTOCYBaHHSI.

I1. Pu3uku, noB’s3aHi 3 MeIMYHUM 3aCTOCYBAHHSM Ipenapary, Ta 3aX0Au 1JIA
ix MiHiMi3anii 200 MOAAIBLIIOT0 BUBYECHHS

Baxxmmsi puzukn HEOTCAH-1000 pa3om 13 3axogaMu 3 MiHIMI3allii ITUX PU3HKIB
Ta MPOIOHOBAHI JIOCTIIXKEHHS, III0 MAIOTh Ha METI OTPUMAaHHS JOJIaTKOBUX JaHUX
oo pusukiB HEOTCAH-1000, okpecneni Hux4e.

3axonamu 3 MiHIMIi3alli pU3HKIB JIJIS1 IPOAYKTY MOXYTh OyTH:

e IHdopmarris 1mOI0 3acTepe’keHb, 3aMOODKHMX 3aXOJ1B, PEKOMEHAAIlN 13
3aCTOCYBaHHS IIpenaparty Juisl MEAMYHUX MPalliBHUKIB Ta MAI[I€EHTIB HaBeeHa
y KOPOTKIA XapaKTEPUCTHUINl Ta THCTPYKIII JJIsi MEIUYHOTO 3aCTOCYBaHHS
npenapary.

e BaxnuBi mopaau 1010 3aCTOCYBaHHS 3a3Hau€H1 Ha YITAKOBIll IIpenapary.

e 3aTBep/KE€Ha KUIBKICTh Mpernapary B yHakoBLl (KUIBKICTh MpernapaTry B
oOpaHiii ynakoBlIl1) 3a0e3neuye npaBUJIbHE CIIOKUBAHHSA MIpenapary.

e Kareropis Biamycky mpemapary — croci0 MNOTpaIuIsiHHS mperapaTry g0
naiieHTa (3a peuentom abo 6e3 perernra) MOKe JOMOMOTTH MiHIMI3yBaTH
PUBUKH.

VY CyKymHOCTI 111 3aX0/I1 CKJIAJal0Th PYTUHHI 3aX0/IU 3 MiHIMI3allii pU3HKIB.
Jlo1aTKOBO A0 IIMX 3aX0/11B MPOBOAUTHCS MOCTIHHUHN 301p Ta aHaui3 iHPopMalii mpo
no6iuHi peakiii, BkiItoyaoun oimiHky y PO3b, mis Ttoro mob 3a HEOOXigHOCTI
MOHa OyJ10 3aCTOCYBAaTH TEPMIHOBI 3axo/1u. L1 3aX0/11 CKIaqar0Th pyTUHHI 3aX0/11
3 (papmMakoHarssay.

BaxnuBa iHpopmariis, o0 MOXE MaTH BIUIMB Ha O0€3MeKy 3acTOCyBaHHS
HEOTCAH-1000 Ta € mie HEIOCTYNMHOIO, 3a3HayeHa HIKYE SK BIJICYTHS
1HbOpMAIlis.

II.A Tlepesik Baxk/JIMBHX PHU3HUKIB Ta PHU3UKIB, MOB’A3aHMX 3 BiICYTHbHOIO
indopmarmiero.

Baxnusi pusuku HEOTCAH-1000 — pu3suku, 1110 noTpedyroTh 0COOIMBUX 3aXO0/I1B
3 yIpaBJIiHH, CIPSIMOBAHUX Ha MOJAJIbIIE JOCIKeHHS a0 MiHIMI3aIliio iX, Mpu
IILOMY IIpemnapaT Moke OyTr 0e31MeuHO 3aCTOCOBAaHUH NalrlieHTaMu. BaxxmnBi pu3uku
MOXYTh OyTH 11eHTHU(}IKOBaHUMHU a00 MOTeHIIHHUMH. [neHTudikoBaHUMU €
PU3UKH, WIOJO SKUX ICHYE JIOCTaTHBO JOKa3iB 3B’A3KYy 13 3aCTOCYBAaHHSIM
HEOTCAH-1000. [ToTeHIitHuMy € pu3uKy, IS SKAX ICHYIOTh JTaH1 MO0 3B’ SI3KY
13 3aCTOCYBaHHSIM Ipenaparty, aje Ieil 3B 430K Il He BCTAHOBICHUI 1 moTpedye
noaanbiioi omiHku. Jlo BiACYTHBOI 1H(GOpMAIIil BITHOCATHCS PU3UKH, IIOJO0 SKUX
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JaHi 3 Oe3MeKu BIJACYTHI Ta MawTh OyTH 310paHi (HampuKIaa MpU TPUBAJIOMY
3aCTOCYBaHHI Mperapary).

Pestome nipobiiem 3 6e3nexu

Baxxnugi inenTudikoBani | Peakiii rinepuyTinuBocTI Ha nedemniM, Oyab-aKi
PU3HKHU JOTOMDKHI peYOBHHH, 1HIII 11e(atocopuHu a60
Oera-1aKTamHi areHTH (Hanpukazn,

MOHOOAKTaMH Ta KapOareHeMH )

AlMI03 Ta rinepKagiemMis

EMmipuyne niKyBaHHS I€SIKUX THITIB 1H(EKIIii

3pocTaHHs PU3UKY HEHPOTOKCHYHOCTI Ta TSIKKI
noOiyHl peakilii 3 HUPKOBOIO HEIOCTATHICTIO
(0coONMMBO 'y TMAli€HTIB MOXWJIOTO BIKY 3
HUPKOBOIO HEJIOCTATHICTIO)

Hanmipauii picT HEUyTIMBUX MIKpOOPTaHi3MiB

OnHouacHe 3aCTOCYBaHHS NETILOBUX
JIYpPETUKIB 200 aMIHOTJIIKO3U/I1B

Peakuii rimep4yTiMBOCTI Ha 1HIII JIKapChKI
3acoou

ActMa abo anepriyHui giate3 B aHaMHE31

BB Ha glarHOCTUYHI TECTH

OpnHouacHe 3aCTOCYBaHHS 3
0aKkTepiOCTAaTUUHUMU aHTUO10THKAMU

BaxxnuBi moTeHtiiiHi pusuky | BigcyTHi

Bincytns indopmarris 3acTocyBaHHs 1edeniMy I yac BariTHOCTI

3acTocyBaHHs niedeniMy Imij yac JaKTarii

3actocyBaHHs 1edeniMy giTIM BIKOM J0 2
MICSI{IB
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Lle#t mpoaykT HE Mae mpoOieM Oe3MeKH, 0 BUMArarmTh JOJATKOBUX 3aXOiB 3
MiHIMI3aIlli pU3HKIB.
[TutanHs Oe3MeKu HaJIeKHUM YMHOM BUCBITJICHO B iH(OpMaIii Ipo MPOaYKT.

I1.b Pe3roMe BasKJIMBHX PU3HKIB

[Hdopmartis 3 6e3nexu npemnapary BiAmnoBiaae iHdopmarliii 3 0e3neku peQepeHTHOTO
JKapChKOTo 3ac00y.

I1.B Ili1an micasipeecTpaniiiHOro po3BUTKY

Hocnimxenns 6e3nexu 111 HEOTCAH-1000 He BUMararoThCs.

I1.B.1 locaigskeHHs, AKI € YMOBAMM BHIA4i Pe€CTPALIHHOIO MOCBIAYeHHS
Jocmimkenns 1u1s HEOTCAH-1000 He BumaraioThes.

I1.B.2 Tnmi gocaiakeHHs y IUIaHI MiCJASPeECTPaliliHOTO PO3BUTKY

Hocmimkenns n1as HEOTCAH-1000 e BumararoThes.
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