MOHUTOPHHT HEOIArONPHUATHBIX
IIPOSIBJICHUU TOCJIE UMMYHHU3AI[AN
B COOTBETCTBUU C COBPEMEHHBIMU
HOPMAaTUBHBIMHU TPECOOBAHUIMMU

[T1 «ocynapcTBeHHbINM 3KCNePTHbIW LeHTP M3 YkpaunHbi»

Bacunbesa B.A.




Hopmamuenasn oaza ocywiecmeienus
monumopunza 3a HIIIIH ¢ Ykpaune

3akoH YkpaunHbl «O nekapctBeHHbIX cpeactBax» 1996 r. (C nsMeHeHnaMn u
OOMONHEHNAMN)

3akoH YKkpauHbl «[1po 3awmTy HaceneHns ot MHEKUNOHHbIX 6onesHen» 2000
. (C UBMEHEHUSMU N OOTMONHEHUSIMN)

3akoH YkpauHbl «[1po obecneyeHne caHUTapHOro 1 anNUAeMuUoriorM4eckoro
Gnarononyuuns HaceneHuna» 1994 r. (C UIAMEHEHUSIMU N OOMNOSTHEHUSAAMM)

[Mpukasbl M3 YKpauHbi:

- 16.09.2011 Ne595 «[1po nopsgok nposeaeHns NpounakTn4eckmux npuBmMBOK B
YKpanHe 1 KOHTPOSb KayecTBa 0bopoTa MeaNLMHCKNX MMMYHOBNONOrM4yeckmux
npenapaToB »;

- 27.12.2006 Ne898 «O6 yTBEpXaeHUM nopsiaka OCyLLECTBNEHNA Haa30pa 3a
nobo4yHbIMK peakuunsimm J1C, paspelleHHbIX K MeOULIMHCKOMY NPUMEHEHMIO B
YKpanHe» ¢ USMEHEHUsIMU, BHECEHHbIMU nNpukazomMm M3 o1 29.12.2011 r. Ne1005



Kem ocyuiecme/iaemcia MOHUMOPUHS 34

HIIrnuu
Ocvr €HUE MOHUT Hra 3a
BO3JIOKEHO Ha

[ Hgl‘[/)ITaMeHT MEIUIINHCKUX
NMMVH OJIOFI/I‘I6§I{I/IX I1 ena aToOB

ggg% I/IMMgEﬁ){IE NJIAKT

CYJARGL TBEHHBIH
RE LIEHTP KpauHbD)



Hpuuuun OCyiecCmeJ/iCHUA MOHUMOPpUHZA 34

HIIrun

denapTtameHT MeaANLMNHCKUX UMMYHOOMONMOrNYeCKUX
npenapaTtoB u UMMYHONPOPUNAKTUKN npu M
«ocynapCcTBeHHbIN 3KCNEepPTHbIN _uUeHTPp M3 YKpauHbI»
nonydaeTt MHopMaLMIO NPO crnyyYau NOOOYHbIX PeaKLUn:

- OT TeppuTopmanbHbix CAC (BCe cnydan Nogo3peHUst Ha OCNOXHEHNE NI
rpynnoByto peakuuto 6es3 rocnutanmsaunm);

- pykosoautens JIMNY(ece crnyyan nogo3peHnda Ha OCITIOXKHEHME Unu
NoCTBaKUMHASIbHYO peakumio ¢ rocnmrtann3aumen nnm netanbHbIM
NCXOO0M)

Mpuka3 M3 YkpanHbl Ne595 ot 16.09.2011 .

8  OT 3aABUTENEN,

2 cneumManuncToB ¢ MEAULIMHCKUM W/uUnu dpapmaLeBTUYeCKUM
obOpasoBaHMeM BCeEX YUpeXOeHNN 30paBOOXpPaHEHUs, HE 3aBUCUMO OT
dopM COBCTBEHHOCTH;

.

W nnaHupyemcsi om nauueHmoe (MHTepakTuBHasa dopma B ctagmm
paspaboTkn ansa MABI)

] Mpuka3 M3 YkpauHbl N2898 ot 16.09.2006 r. ¢ ”3AMeHeHUAAMM BHECEHHbIMU Npuka3om oT 29.12.2011 r Ne1005



Jlna uezo neoo6xooumo nposooumev monumopune 3a HINITH
npu npUMeHeHUuUu 6aKyun?

BbiaBUTL peaKo BCTpedallwmeca peakumm B TOM
ynucne cepbesHble

CneauTb 3a YBENMMYEHMEM YaCTOTbl N3BECTHbIX
peakLun

Onpenenutb bakTopbl pucka pas3sutus MNP v
pa3paboTtaTb MepPOnNpUATUA, HanpaBneHHble Ha NX
npegynpexgeHue

BbISIBUTb cepumn, KOTopble YBENUYNBAKOT YacToTy
Pa3BUTUA peaKkynn

BbIABUTb «CUTHanbI» - permcTpauuto
HeBNaronpUATHLIX NMPOABNEHUA C 4YacTOTOWN, BbilLE
oXngaemou



Ocnoenvile memoovl NOJYYEHUA UHPOPMAUUU O
Oezonacnocmu 8aKUUH ¢ nocmpezucmpauuoHHblil nepuoo

OnepatuBHO

- OT CIEUHUAIMCTOB C MEAUIIMHCKUM O0Pa30BaHUEM BCEX YUPEKICHUM

3/]paBOOXPAHECHUS, HE3AaBUCUMO OT POPM COOCTBEHHOCTH (npuxas M3 Ne898 or
16.09.2011 r. ¢ u3BMeHEeHUsIMHU, BHECEHHBIMH TpuKa3oM oT 29.12.2011 . Ne1005);

- oT pykoBoauresnent JIITY cTtaiumoHapOB (npuxas M3 Yipaurs: Ne595 ot 16.09.2011 1. )

@8 ot tepputopuanbHbIX COC (mpuxas M3 Vipants Ne595 ot 16.09.2011 1. )

PerpocneKTUBHO

ab
S8 ot tepputopuasibHbIX COC 2 pa3a B rof (upuxasz M3 Vpaurst Ne595 ot 16.09.2011 1)

l& OT 3asIBUTEIIEU (mpuxa3z M3 Ne898 ot 16.09.2011 1. ¢ ©3MEeHEHUSIMU, BHECEHHBIMU TTpUKa3oM oT 29.12.2011 .

Nel005)



Hzmenenun ¢ penopmupoearnuu npo HIIIHU,
CO2JIACHO COBPEMEHHBIM MPEOOBAHUAM

3aaBuTtenb NHHOOPMUPYET B BUAE O4epeaHbIX OTYETOB No 6e30NacHOCTU
(PSUR) o Bcex cny4vasix, BbisiBfieHHbIX [1P (B TOM 4Yncrie cepbesHbiX) B APYrnx
CTpaHax, rae Ucnosib3oBasriCAa rpenapart (npukas M3 Ykpaursl Ne898 ot 16.09.2011 1. ¢

N3MEHEHMAMM, BHECEHHBLIMU MpuKasom ot 29.12.2011 r. Ne1005),

3anonHsietca bonee getanbHas opmMma OTYETHOCTM O 3apPErMCTPUPOBAHHbIX
HIMW (peakuun n ocrnoXxXHeHus1) 3a nonroga v rog, rae yYntblBaeTcd
KOJIN4eCTBO KIIMHNYEeCKUX nposiBrieHnun MNP (I'IpMKaa M3 YkpaunHbl Ne595 ot 16.09.2011 r.);

OneKTPOHHbIN agpec canTa, Ha KOTOPOM pasmeLlaeTcsa opulmanbHas
NHOPMaLINSA 0 3aperncTPUPOBaHHbIX PeakLUsX/OCNOXKHEHUSIX 32 OTYETHbIN
nepuo nNpu UCrnonb3oBaHUN BaKLMH, aHAaTOKCMHOB 1 anriepreHa

Ty6epKynesHoro dec.gov.ua (B pyOpUKe «perncTpaumsi U KOHTPOrb
NMMYHOBOMOMNOrMYecknx npenapaToB»)



Cneuuanuzupoeannasn IKCnepmHas OUeHKa
omuemoeg no oezonacnocmu MUBIT

B 2012 rogy nony4yeHo 27 o4yepenHbIX
oT4yeToB no besonacHoctn (PSUR) o1 8
3asiBUTENeun, n3 HUX Ha BakuuHbl — 24 oT4yeTa;

[1pn nepepernctpaunn npoaHann3npoBaHo
29 0000LLEHHbIX OTYETOB MO 6e30nacHOCTU
(PSUR) MBI, n3 Hux Ha BakuuHbI — 9

OTHETOB,



Jlna uezo Heo6x00umo npoeooums IKCHEPMHYI0 OUCHKY
omuemoe no oezonacnocmu (PSUR) na MUBII?

Ob0o0WnTL BCE HOBbLIE AAHHbIE MO
6e3onacHOCTM BaKLWH, MNOMYyYEHHbIE N3
Pa3NNYHbIX NCTOYHUKOB;

OBoOLWNTL OMNbIT NPUMEHEHNS BAKLIUH B
pa3sHbIX CTpaHax;

B cnyyae HeobxogmMmMocTu ABNSETCS
OCHOBaHMEM 1191 BHECEHNA N3MEHEHUN U
OOMOMHEHUN B UHCTPYKLMIO MO NPUMEHEHNIO
npenapaTa



IleHTakcum

0,80%

0,70%

0,60%

0,50%

0,40%

0,30%

0,20%

0,10%

0,00%

MecTHan peakywa CMNbHA A MeCcTHan peakywa ofLan peakyma cunbHa s ofLa s peakyma

@1 nonyrogme 2017 ®1 nonyrogpe 2012




NudaHpukc

1,40%

1,20%

1,00%

0,80%

0,60%

0,40%

0,20%

0,00%

MecTHan peakuma CUbHAA MecTHaR peakuma o6Lan peakuma cunbHa A oBLAR peakuyma

@31 nonyrogne 2017 B 1 nonyrogue 2012




KIIK

0,25%

0,20%

0,15%

0,10%

0,05%

0,00%

MeCTHan peakLma CUIIbHaA MeCTHaA peaKkLUma o6ujan peakuma CUIbHaA obLLa A peakuma

@1 nonyrogmne 2071 B nonyrogme 2012




I ematur B

0,12%

0,10%

0,08%

0,06%

0,04%

0,02%

0,00%

MecTHaA peakuma CUMbHAaA MeCcTHaA peakLmA 06LanA peakuma cunbHaA obLWan peakuma

@1 nonyrogmne 2071 B nonyrogme 2012




Umo Heob6xo0umo Onsi yrnyqduweHus

nocmpeaucmpayuoHHO20 Had30pa 3a
HIITnN?

1. YperynupoBaHue Bonpoca no yCTaHOBMEHWIO 3anpeTa Ha UCMOSb30BaHNe Cepun Unn cepui BakUvH, a
TaK )& CPOKOB CHATUS UX C KapaHTMHA, YTO TpebyeT HeMeaIEHHOro BHECEHUS U3BMEHEHUI B HOPMATUBHYHO
Gaasy.

2. CtaHpapTtumsaums Bcex crniydaeB 1P B COOTBETCTBUM C MEXAYHAPOAHOW TEPMUHOMOIMEN U UX
yTBEPXXAEHME COOTBETCTBYOLWMUM npuka3om M3 YkpauHsbi;

3. HanaxuaHne cuctembl penoptupoBaHus npo sce cnyyvau HIAMN:

- OT BCeX 3aFIBI/ITeJ'Iel7I/I'Ipeﬂ,CTaBMTeJ'IGVI (q3.137/o, yTBEpXaeHHas npukasom M3 YkpauHbl Ne898 ot 16.09.2011 I. ¢ M3MEHeHUsIMM,
BHECEHHbIMM nNpukasom oT 29.12.2011 1. N91005);

- OT cneunanucToB C MeaONUNHCKUM O6pa3OBaHI/IeM BCeX y‘-lpe)K,El,eHVlVl 34paBooXpaHeHnd, He 3aBUCUMO OT
CbOpM COOCTBEHHOCTU (q3.137/o, yTBEpXaeHHas npukasom M3 YkpauHbl Ne898 ot 16.09.2011 I. ¢ USMEHEHNAMM, BHECEHHBIMU MPUKA30M OT
29.12.2011 . Ne1005);

- NAUMEHTOB (MHTEPaKTUBHAs KapTa-coobLeHns);

4. TpeboBaHWs K NPaBUbHOCTM 3aNofiHEHNS rpad onepaTmMBHOro coobueHns npo HIMW B cnyyae
rocnuTanuMsaunm NpUBMTOrO B MOCTBAKUNHAIIBHOM MEPUOAE (npukas M3 Yipaursi Ne595 ot 16.09.2011 1. );

5. YcoBepLueHCTBOBaHME anekTpoHHoun 6a3bl AaHHbIx HITW, cnyyan rocnntanusaumm, kapT- coobLleHui
Ha Bce cepbesHble 1P, HecepbesHble oxngaemble [P no YkpauHe, cepbesHble HeoXngaemMble rno cTpaHam,
rae MUCrnorb3yeTcs BakuuHa;



bnarogapto 3a BHMMaHuKeE!



