DopaTtok 2

po Haka3y MiHicTepcTBa OXOpPOHM
3p0poB’a YKkpaiHm

21.02.2017 Ne 169

NEPENIK
NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJIOINYHUX NPEMAPATIB), AKI BHOCATbLCA 10

OEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

Ne Haszea ®Popma sunycky 3asieHUK KpaiHa Bupob6Huk Kpaina Peecmpauitina npoyedypa Ymoeu Peknam Homep
n/n JNiKapcbKo20 eidnycky yeaHHs1 | peecmpauyiliHo2
3acoby 0 noceid4yeHHs
1. AOEHOPM Kancynu 3 MAT YkpaiHa NAT YkpaiHa nepepeecTpadisi Ha HeobMmexeHuin TepMiH; 3MiHn | 3a He UA/6709/01/01
MoaundikoBaHNM "KniBCbkui "KniBCbkuii TMny - 3MiHK Wwopao 6esnekn/edeKTMBHOCTI Ta peuenmom nionszae
BUBINbHEHHSIM, BiTaMiHHWUN BiTaMiHHUN dapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTuui
TBepai no 0,4 Mr no 3aeoa” 3aBoa” nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLii
10 kancyn 6nicTepi; 0N MeQUYHOro 3aCTOCyBaHHSA Ha niacTa.i
no 3 6nictepu y perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nayui nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCcbKoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pedynbTat
OLHKM 3BITY 3 JOCHiAKEHb, NPOBEAEHNX BiNoBIigHO
[0 nnaHy neaiatpuyHmx gocnimpkens (PIP) (iHwi
3MiHM) - 3MiHM BHECEHO A0 IHCTPYKUiT ANA Mean4yHoro
3acToCyBaHHsi Npenapary 4o po3ginis
"®apmakonoriyHi BnacTmBocTi" (YTOYHEHHS
iHdopmauii), "Cnocib 3acTocyBaHHs Ta go3un"
(yTouHeHHs iHdopmaLii), "MobiuHi peakuii”,
"MepepnosyBaHHs", "OcobnuBocTi 3acTocyBaHHA"
BiZNOBIQHO 10 OHOBMEHOI iHhopMmaLlii 3 6e3neku
[it0Y0i pevyoBMHM "TamMCynosunHy rigpoxnopua”.
MepioanyHiCTb NoAaHHS perynspHO OHOBIIOBAHOIO
3BiTYy 3 6e3neku BianosigHo Ao Mopsaky 34incHeHHs
Harnsay 3a nobivyHMMK peakLisiMy NikapCbKnx
3acobiB, 4O3BONEHNX 4O MEANYHOIO 3aCTOCYBaHHS,
3aTBepgkeHoro Hakasom MOS3 Big 27 rpygHs 2006
poky Ne898, 3apeecTtpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainu 29 ciyng 2007 poky 3a Ne73/13340,
CTaHOBUTb: BifgNoOBIgHO A0 NepioANYHOCTI CKNagaHHs
perynspHo OHOBIOBaHOrO 3BIiTy 3 6e3neku
nikapcbKkoro 3acoby, [03BONEHOr0 A0 MEAUYHOTO
3aCTOCYBaHHs!, Ha LIEHTPanbHOMY piBHi.
2. AINMNPA30ONAM NMOPOLLIOK TOB YkpaiHa Jerk IHais nepepeecTpauis Ha HeobMexeHu TepMiH - He UA/12562/01/01
KpucTaniyHum "XapkiBcbke Kewmikans lMBT. nionsizae
(cybeTaHuis) B apmaueBTmy Nro.
noaBiNHNX He
nonieTuneHoBumx niagNpUEMCTBO
naketax gns "3g0opoB's
hapmaLeBTU4HOro Hapoay"
3aCTOCYBaHHS
3. ACIHIC® Kpanni oparbHi no Pixapg ABCTpis Pixapg ABCTpis nepepeecTpaLis Ha HeOBMEXEHUI TEPMIH; 6e3 nionsizae UA/6406/01/01




[IponoBxeHHs gonarka 2

Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymoeu Peknam Homep
n/n JNiKapcbKo20 eionycky yeaHHs1 | peecmpauyiliHo2
3acoby 0 noceidyeHHs1
20 mn, abo no 50 BitTHep Al BitTHep Al 3MiHu | TUny - 3miHKn Wwopo 6e3nekn/ePekTMBHOCTI Ta peuenma

mn, abo no 100 mn y
dnakoHax-
KpanenbHuusax; no 1
donakoHy B
KapTOHHIN ynakoBLi

dapmakoHarnsay. BeegeHHst abo 3miHn go
y3aranbHeHVX AaHnX Npo cucteMy hapmakoHarnsgy
(BEOEHHS y3aranbHeHNX 4aHWUX Npo CUCTeMy
dapmakoHarnsgy, 3aMiHa ynoBHOBaXeHoi ocobu,
BiANOBIganbHOI 3a 3aiicCHEHHs dhapmakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnaay 3asiBHuKa Ans
3AiACHEHHS hapmakoHarnsgy B YkpaiHi, KLLO BoHa
BiAMiHHa Big yNnoBHOBaxeHOi 0cobu, BianoBigansHoi
3a 3[iMCHeHHs hapmakoHarnagy (BKoYvaym
KOHTaKTHi AaHi) Ta/abo 3mMiHM y po3MilLleHHi MacTep-
anna cuctemu dpapmakoHarnagy) (3miHa agpecu
macTep-canna); 3minu | Tuny - 3miHu Woao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy. 3miHa y
KOPOTKili XapaKTepuCTuLi NikapCbKoro 3acody, TeKCTi
MapKyBaHHS! Ta iHCTPYKUiT ANA MEANYHOro
3acTocyBaHHS Ha NiAcTaBi perynsipHo OHOBIHOBAHOIO
3BiTYy 3 6e3neku nikapcbkoro 3acoby, abo gocniaxeHb
3 6e3nekn 3acTocyBaHHS Nikapcbkoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sik pesynbtat
OLiHKM 3BITY 3 JOCHiAKEHb, NPOBEAEHUX BigNoBIigHO
A0 nnaHy neaiaTpuyHmx gocnigpkers (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM
opraHom) ((3miHn BHeCeHO A0 iHCTpYKUii Ans
MeAMYHOro 3aCTOCyBaHHS MpenapaTy 40 po3ainis
"®apmakonoriyHi BnactuBocTi" (BuganeHa
iHpopMmaLlis peknamHoro xapakrepy),
«MpoTtunokasaHHsa», «B3aemopgisa 3 iHWKMK
nikapcbknuMu 3acobamu Ta iHLWi BUAY B3aEMOAin»,
«3acTocyBaHHs B nepiof BariTHOCTi abo rogyBaHHs
rpyaato», «OcobnmMBOCTi 3aCTOCYBaHHS», «34aTHICTb
BMMMBATU Ha WBUAKICTb peakuii Npu kepyBaHHS
aBTOTpPaHCMOpTOM abo iHLWMMKU MexaHi3Mamuy,
«[MoBiyHi peakuii» BiANOBIAHO A0 MaTepianis
peecTpaLiiHOro 4OChbE)

30608B’s13aHHSA Npy BuAadi peecTpauinHoro
MOCBIAYEHHS iICHYIOTb — HaAaHHS AeTanbHOro onucy
CUCTEMU YNpaBMiHHA pU3VMKaMKn y BUrMSAI nnaHy
ynpasniHHs pusnkamu go 30.10.2017 BignoBigHo go
nignyHkty 1.13 nyHkTy 1 gogatky 15 go Mopsiaky
NPOBEAEHHS eKCnepTu3un peecTpauiiHnx martepianis
Ha nikapcbki 3acobu, Wo NofalTbCa Ha AepXaBHY
peecTpaLiio (nepepeecTpalLiio), a TakoX ekcnepTuan
mMaTepianis Npo BHECEHHS 3MiH 4O peecTpauinHnX
marepianis NpoTarom Aii peecTpauinHoro
nocBigYeHHs1, 3aTBepaxeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big
23.07.2015 Ne 460).
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Ne
n/n

Hasea
nikapcbKo20
3acoby

®Popma sunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npouyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpauitiHo2
0 noceid4YeHHs

MepioanyHiCTb NOAAHHA perynspHO OHOBIIOBAHOIO
3BiTy 3 B6e3neku BianosigHo Ao Mopsaky 34iRcHEHHS
Harnsgy 3a nobiYHMMK peaKLisiMy NikapCbKnx
3acobiB, 4O3BONEHNX 4O MEAUYHOIO 3aCTOCYBaHHS,
3aTBepgkeHoro Hakasom MOS3 Big 27 rpygHs 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTai
tocTuuii Ykpainu 29 ciyns 2007 poky 3a Ne73/13340,
CTaHOBWUTL: BIANOBIAHO A0 NEPIOANYHOCTI CKagaHHA
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbKkoro 3acoby, [03BONEHOrO A0 MEAUYHOIO
3aCTOCYBaHHs!, Ha LIeHTpanbHOMY PiBHi.

A®NYBIH®

Kpanni oparnbHi no
20 mn abo 50 mn,
abo no 100 mny
nakoHax-
KpanenbH1usax; no 1
dnakoHy B
KapTOHHIN ynakoBLji

Pixapa
BittHep Al

ABCTpis

Pixapa
BitTHep A’

ABcTpis

MepepeecTpauisi Ha HeobMexeHW TepMiH; 3MiHu |
Tmny - 3MiHK Wwopo 6esnekn/edekTMBHOCTI Ta
dapmakoHarnsigy. BeegeHHst abo 3miHu go
y3aranbHeHVX AaHnX Npo cucteMy bapmMakoHarnagy
(BEeAeHHS y3aranbHEHUX AaHWX MPO cucTemy
dapmakoHarnsgy, 3aMiHa ynoBHoBaxeHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHSA hapMakoHarnsay;
KOHTaKTHOI 0cObM 3 hapMakoHarnsigy 3asiBHuUKa Ansi
3AicCHeHHs hapmakoHarnsagy B YKpaiHi, KO BOHa
BigMiHHa Bi yNOBHOBaXeHOI ocobu, BignosiganeHoi
3a 3[iMCHeHHA dhapmakoHarnagy (BKoYvaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darina cuctemu chapmakoHarnsgy) - 3miHa agpecu
po3milLieHHs mavicTep-danny; 3miHu | Tuny - 3miHn
wopno 6e3nekn/edeKTUBHOCTI Ta chapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLL NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPYKLUii aAns
MeAMYHOro 3acTOCyBaHHS Ha NiAcTasi perynspHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neku Nikapcbkoro 3acoby,
abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpauiiHuin nepion,
abo sk pe3ynbTaT OLUiHKM 3BIiTY 3 AOCNIOXKEHb,
NpOBeAEHNX BiAMNOBIAHO 4O NnaHy negiatpuyHnx
pocnimkeHb (PIP) (iHwi 3MiHK) - 3MiHM BHeceHo a0
IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHSA npenaparty
Ao posginis "Crnocib 3actocyBaHHsa Ta gosun"
(yTOYHeHHs1 fo3yBaHHs), "MobivHi peakuii”,
"3actocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyaa”, "Oitn" (6yno - AiTAM 3 HAPOMPKEHHS, cTano -
[iTam Bikom Big 2 pokiB), "OcobnmeocTi
3acTtocyBaHHs", "B3aemogis 3 iHWMMM nikapCbKUmn
3acobamu abo iHwWi Buan Bzaemopin" BignosigHo Ao
OHOBMEHOT iHhopMaLlii 3 6e3nekun Ailoumx pevoBUH.

30608B’s13aHHSA Npy BuAadi peecTpauinHoro
NOCBIAYEHHS ICHYIOTb — HajaHHs AeTanbHOro onucy
CUCTEMMU YNPaBIiHHA pU3nKaMu y BUrNSAI NnaHy
ynpasniHHsa pusnkamu go 30.10.2017 BignoBigHoO go

be3
peuenma

nidnsieae

UA/1952/02/01
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Ne
n/n

Hasea
nikapcbKo20
3acoby

®Popma sunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npouyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpauitiHo2
0 noceid4YeHHs

nignyHkTy 1.13 nyHkty 1 gopatky 15 go MNopsaky
NpoBeAEeHHSA eKCnepTM3n peecTpauinHnx matepianis
Ha nikapcbki 3acobu, Wo nofalTbCsa Ha AepXKaBHY
peecTpauiio (nepepeecTpadiio), a TaKoX eKCrnepTuan
MaTepianis Npo BHECEHHS 3MiH 0O peecTpauinHnX
mMaTepianis NPoTAroM Aii peecTpauinHoro
nocBiayeHHs1, 3aTBepaxeHoro Hakasom MOS3 Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big
23.07.2015 Ne 460).

MepioanyHiCTb NOAAHHA perynsapHO OHOBIIOBAHOIO
3BiTy 3 6e3neku BianosigHo Ao Mopsaky 34incHeHHs
Harnsgy 3a nobiYHMMK peaKLisiMy NikapCbKnx
3acobiB, 4O3BONEHUX A0 MEOUYHOrO 3aCTOCYBaHHS,
3aTBepgkeHoro Hakasom MOS3 Big 27 rpygHs 2006
poky Ne898, sapeectpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainu 29 ciyng 2007 poky 3a Ne73/13340,
CTaHOBWUTL: BIAMNOBIAHO A0 NEPIOANYHOCTI CKNagaHHS
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbKkoro 3acoby, 4O3BONEHOro 40 MeAUYHOro
3aCTOCYBaHHs!, Ha LIeHTPanbHOMY PiBHI.

BPOHXOPUN®

cvpon no 100 mny
dnakoHax Ne 1

[hxeHom
BioTek MBT.
NnTo.

IHaisa

[hxeHom
BioTek lMBT.
JTo.

IHais

nepepeecTpadis Ha 5 pokiB y 3B 3Ky i3 3aKiHYEHHAM
TEepMiHy Aii peecTpauiniHOro NocBigyYeHHst; 3MiHum |
Tuny: 3miHa Ha3Bu Ta/abo agpecu 3asiBHUKa
(BnacHuka peecTpauliiHOro NocBiAYEHHS), BrACHUK
peecTpaLiiHOro NOCBiA4YeHHS He 3MiHMBCS). 3MiHu |
Tuny: 3miHa Ha3Bu Ta/abo MicLe3HaXoOKEHHS
BMPOGHMKa rOTOBOrO Nikapcbkoro 3acoby, — 3miHa
OPUANYHOT agpecy BUpOOHMKa Ha akTUYHy agpecy
BUPOGHMKa, MicLie BUPOBHULITBA HE 3MIHUMOCH. 3MiHU
| Tuny: 3miHa meToay BUNpoGyBaHb rOTOBOrO
nikapcbKkoro 3acoby (He3HayHa 3MiHa 3aTBEPKEHOrO
mMeToay BUNpobyBaHb), — HE3HAYHI 3MiHU Ta
YTOYHEHHS 10 METOAUK BUNPOOyBaHHS 3a
posginamu: «l'yctuHa», «KinbkicHe BU3HaYEHHS»,
po3gin «MikpobionoriyHa YMcToTa» NpMBEOEHO Y
BiANOBIQHICTb A0 BUMOT 4it040Oro BUaaHHs
€sponevicbkoi Papmakonei. 3miHum | Tny: 3miHa
cneumdikauii roToBoro nikapcbkoro 3acoby
(BOMOBHEHHST HOBOIO MOKa3HKKa SKOCTi), BBeaeHHs
nokasHuka "CynyTHi OMiLLKW", Ta NOKa3HWKa
«KinbkicHe BU3Ha4YeHHS Ha MOMEHT BUMYCKY»:
«KinbkicHe Bu3HaveHHsi. CanbbyTamon.
PeHinedpuHy rigpoxnopug. bpomrekmHy
rigpoxnopua» Ha piBHi (£5%);«KinbkicHe
BMU3HauYeHHs. HaTpito MeTunrinpokcnbeHsoat. Hatpito
nponinrigpokcmbeHsoar.» Ha piBHi (+10%). 3MiHu |
Tuny: 3miHa kogy ATC, 3MiHM BHECEHO A0 iIHCTPYKLiT

3a
peuenmom

He
nidnsieae

UA/7422/01/01
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Ne
n/n

Hasea
nikapcbKo20
3acoby

®Popma sunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npouyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpauitiHo2
0 noceid4YeHHs

AN MeguyHoro 3acTocyBaHHS npenaparty 4o po3giny
"®apmakoTepaneBTuyHa rpyna”. [lo 3aTBepaKeHHst
pPEKOMEHAYETBCS IHCTPYKLiA ANs MeQuyHoro
3aCcTOCyBaHHS npenapaTy 3 3MiHeHUM Bi4MNOBIAHO 40
MiXkHapogHoro knacudikatopa BOO3
(http://www.whocc.no/atc_ddd_index/) kogom ATC:
6yno — RO3C C52**, ctano — RO3A K04. 3miHu |
Tuny: [lonoBHeHHst abo 3aMiHa KOMNMEKTyUMX Ans
BMMIipIOBaHHs 031 abo BBEAEHHS MiKapCbKoro
3acoby, Siki He € YaCTMHO NEPBUHHOI yNaKkoBKK (3a
BVHSITKOM CneincepiB AN 4030BaHUX iHransTopis),
[lonoBHEHHS yNakoBKM MiPHUM KOBMAYkoM. 3MiHu |
Tuny: Jlikapcbki 3acobun. 3MiHn Jo iCHyo40i cuctemm
dapmakoHarnsgy, sik 3a3Ha4eHo B Onuci cuctemu
dapmakoHarnsgy (3miHa ynoBHoBaXKeHoi ocobu,
BignoBiganbHoi 3a papmMakoHarnsag). CynyTHst 3amiHa:
Nikapcbki 3acobu. 3miHn o icHyto4oT cuctemm
dapmakoHarnsgy, sik 3a3Ha4eHo B Onuci cuctemu
dapmakoHarnsgy (3mMiHa B KOHTAKTHUX JaHUX
ynoBHOBaxeHoi ocobwu, BignoBifanbHoi 3a
dapmakoHarnsig), 3minu | Tuny: 3miHum 3 skocTi.
[oToBWIn nikapcekui 3aci6. Onuc Ta cknag (iHwi
3MiHW) (MPUBEAEHHSI HA3B JOMOMKHUX PEYOBUH Y
Bi4NOBIgHICTb 4O MaTepianiB BUpoOHUKa, 3MiH 4O
SIKICHOrO Ta KiNbKiCHOTO CKragy OOMOMIKHUX PEYOBUH
He Bigbynocs)

BOJA ANA
IH'EKLIN

PO3YMHHWK ANS
napeHTepanbHoro
3acTocyBaHHs in
bulk: no 10 mny
KOHTeViHepax
ogHoao3oBmxx Ne
600 abo Ne 1500

TOB "HOpis-
dapm"

YkpaiHa

TOB "tOpis-
Papm"

YkpaiHa

nepepeecTpaLis Ha HeoBMeXeHUI TEPMIH;
MepioanyHiCTb NoAaHHS perynsapHO OHOBITIOBAHOIO
3BiTy 3 6e3neku BianosigHo Ao Mopsaky 34iNcHEeHHs
Harnsigy 3a NobiYHMMK peakLisiMy NikapCbKnx
3acobiB, LO3BONEHUX A0 MEOUYHOTO 3aCTOCYBaHHS,
3aTBepgkeHoro Hakasom MOS3 Big 27 rpygHs 2006
poky Ne898, sapeectpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainu 29 ciyng 2007 poky 3a Ne73/13340,
CTaHOBUTbL: Bif4NOBIAHO A0 NepioANYHOCTI CKNagaHHs
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbKoro 3acoby, 4O3BOMNEHOro 40 MeAUYHOTo
3aCTOCYBaHHs!, Ha LIeHTPanbHOMY piBHi.

He
nidnsieae

UA/15054/01/01

BO[A ANs
IH'EKLIN

PO3YMHHWK Ans
napeHTepansLHoro
3acTocyBaHHs No
100 mn, abo no 200

mn, abo no 400 mny

NNALWKaX CKNSHUX,
no 100 mn, abo no

200 mn, abo no 250
mn, abo no 400 mn,
abo no 500 mn, abo
no 1000 mn, abo no

TOB "tOpis-
dapm"

YkpaiHa

TOB "tOpis-
Papm"

YkpaiHa

nepepeecTpaLis Ha HeobMeXeHn TEpPMiH;
MepioanyHicTb NoAaHHS perynspHO OHOBIIOBAHOIO
3BiTYy 3 6e3neku BianosigHo Ao Mopsiaky 3aiNncHeHHs
Harnsay 3a nobiYHMMK peakLisMy NikapCbKnx
3acobiB, [O3BONEHUX 40 MEOUYHOTO 3aCTOCYBaHHS,
3aTBepakeHoro Hakasom MOS3 Big 27 rpyaHs 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciuHst 2007 poky 3a Ne73/13340,
CTaHOBUTbL: Bi4NOBIgHO A0 NepioaNYHOCTI CKNagaHHs
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbKoro 3acoby, 4O3BOMEHOro A0 MEAUYHOro

be3
peuenma

nionsieae

UA/5625/01/01
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Ne
n/n

Hasea
nikapcbKo20
3acoby

®Popma sunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npouyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpauitiHo2
0 noceid4YeHHs

2000 mn, abo no
3000 mn, abo no
5000 mny
KOHTeWHepax
noniMepHux; no 2
mn abo no 5mny
KOHTeWHepi
04HOO030BOMY; MO
10 KOHTENHepIB Yy
nadui 3 KapToHy; No
10 mn a6o no 20 mn
Yy KOHTENHepi
0QHOA030BOMY; MO 5
KOHTerHepiB y nayui
3 KapTOHY

3aCTOCYBaHHS, Ha LIEHTPanbHOMY piBHI.

FEHTOC®

Kpanni oparnbHi no
20 mn, a6o no 50
mr, abo no 100 mn y
nakoHax-
KpanenbH1usx; no 1
hbnakoHy B
KapTOHHIN ynakoBLji

Pixapa
bittHep Al

ABcTpis

Pixapa
BitTHep Al

ABCTpis

nepepeecTtpadis Ha HeobMexeHun TepMiH; 3miHn |
TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnagy. BeegeHHsa abo 3amiHm oo
y3aranbHeHUX AaHux Npo cuctemy papmakoHarnsgy
(BeAeHHs y3aranbHEHUX AaHuX NPo cucTemy
cbapmakoHarnsigy, 3MiHa ynoBHOBaXkeHoi ocobu,
BigNoBiganbHoI 3a 34iMCHEHHSA chapMakoHarnsay;
KOHTaKTHOI 0cobu 3 hapmakoHarnsay 3asiBHvKa onsi
3AicCHeHHs hapmakoHarnsagy B YKpaiHi, KO BOHa
BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosiganeHoi
3a 3[iCHeHHs hapmakoHarnsgy (Bkrovauym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
darna cuctemn papmakoHarnsgy); 3minm | Tuny -
3miHu wopo 6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT
ONst MEAMYHOro 3aCTOCYBaHHS Ha niacTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn
3acTocyBaHHS NikapcbKoro 3acofdy B
nicnsipeecTpauinHuii nepiof, abo sk pedynbTaT
OLLiHKM 3BITY 3 JOCNIOKEHb, NPOBEAEHNX BigMNOBIgHO
[0 nnaHy neaiatpuyHux gocnigxeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YMOBHOBaXEHNM
opraHom) -
3MiHU BHeCeHO A0 IHCTPYKUiT AN MeauyHoro
3acTOCyBaHHs Npenapary 4o po3ginis
«MpoTtunokasaHHsa», «OcobnMBOCTI 3aCTOCYBaHHS»,
«B3aemopis 3 iHWKMMU NikapcbkuMu 3acobamm Ta iHLLi
BMON B3aEMOLiN», «3acTocyBaHHs y nepioa
BariTHOCTi abo rogyBaHHs rpyaaoy, «ditny»
(peparyBaHHsi TeKCTy), «34aTHICTb BNAMBaTK Ha
LWBMAKICTb peakuii Npun kepyBaHi aBTOTPaHCNOPTOM
abo iHWWMK MexaHisMaMuy» BiAnNoBiAHO A0

bes3
peuenma

He
nidnsieae

UA/1971/02/01




[IponoBxeHHs gonarka 2

Ne
n/n

Hasea
nikapcbKo20
3acoby

®Popma sunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npouyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep

peecmpauitiHo2
0 noceid4YeHHs

iHdbopmaii ctocoBHO Be3neku nikapcbkoro 3acoby.

3060B’s13aHHSA Npy BUAAYi peecTpaLiitHoro
NOCBIAYEHHS ICHYIOTb — HaAaHHSA AeTanbHOro onucy
CUCTEMMU YNPaBIiHHA pU3nKamu y BUrMSAAI nnaHy
ynpasniHHsa puamkamn go 30.10.2017 BignosigHo o
nignyHkTy 1.13 nyHkty 1 gopatky 15 go Mopsaky
NpoBeAEeHHSA eKCnepTM3n peecTpauinHnx matepianis
Ha nikapcbki 3acobu, Wo nofalTbCs Ha AepXKaBHY
peecTpauiio (nepepeecTpadiio), a TaKoX eKcrnepTuaun
MaTepianis Npo BHECEHHS 3MiH 0O peecTpauinHnX
mMaTepianis NPoTAroM Aji peecTpauinHoro
NnocBiaYeHHs, 3aTBepapkeHoro Hakasom MOS3 Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big
23.07.2015 Ne 460).

MepioanyHiCTb NOAAHHS perynspHO OHOBIIOBAHOIO
3BiTYy 3 6e3neku BignosigHo Ao Mopsaky 34iNcHeHHs
Harnsgy 3a nobiYHMMK peakLisiMy NikapCbKnx
3acobiB, 4O3BONEHUX A0 MEOUYHOIO 3aCTOCYBaHHS,
3aTBepgkeHoro Hakasom MOS3 Big 27 rpygHs 2006
poky Ne898, sapeectpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainu 29 ciyng 2007 poky 3a Ne73/13340,
CTaHOBWUTL: BIAMNOBIAHO A0 NEPIOANYHOCTI CKNagaHHS
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbKoro 3acoby, 403BOMEHOro 40 MeaUYHOro
3aCTOCYBaHHs!, Ha LIeHTpanbHOMY piBHi.

FMYTAMIHOBA
KUCNOTA

TabneTku, BKpUTI
obornoHkoto, no 250
mr, no 10 TabneTok
y bnictepax; no 10
TabneTtok y 6nicrepi,
no 3 6nictepu y
navuj

MAT
"KuiBcbkui
BiTaMiHHWUN

3asoa”

YkpaiHa

NAT
"KniBCcbkun
BiTaMiHHUN

3aBoa”

YkpaiHa

nepepeecTtpadis Ha 5 pokiB y 3B'I3Ky 3 3aKiHYEHHAM
TEPMiHy Aii peecTpaLiiHOro NoCBiAYEHHS;
MepiognyHicTb NogaHHs perynsipHO OHOBOBAHOIO
3BiTYy 3 6e3neku BianosigHo Ao Mopsaky 34incHeHHs
Harnsay 3a nobivyHMMK peakLisMu NiKapCbKnx
3acobiB, 4O3BONEHNX 4O MEAUYHOIO 3aCTOCYBaHHS,
3aTBepgkeHoro Hakasom MOS3 Big 27 rpygHs 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainu 29 ciyHst 2007 poky 3a Ne73/13340,
CTaHOBUTbL: Bif4NOBIAHO A0 NepioANYHOCTI CKNagaHHs
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, f03BONEHOr0 A0 MEAUYHOIO
3aCTOCYBaHHs!, Ha LIeHTPanbHOMY pPiBHi.

be3
peuenma

nidnsieae

UA/6723/01/01

10.

OEKAMETOKCHUH

MOPOLLIOK
(cybeTaHuis) y
nonieTuneHoBmxX
MilLiKkax ans
BMPOGHMLTBA
CTEpUIbHUX Ta
HEeCTEPUIbHUX
nikapcbkux goopm

ToBapwucTtBo 3
o6MmexeHo
BignoBiganbHi
CTHO
"OAPMXIM"

YkpaiHa

ToBapwucTtBo 3
obMexeHo
BiAnoBiganbHi
CTHO
"OAPMXIM"

YkpaiHa

nepepeecTpauis Ha HeobMeXxeHu TepMiH

He
nidnsieae

UA/12128/01/01

11.

OEKCA-
FEHTAMIUWH

Kpanni o4Hi no 5 mn
y donakoHi-

YPCA®APM
ApuHanmitten

Himeyuunna

YPCA®APM
ApuHanmitten

Himeyunna

nepepeecTpaLis Ha HeobMeXeHW TEPMIH;
3MmiHun | TMny - 3MiHu Wwopo 6e3nekn/edpeKTUBHOCTI Ta

3a

peuernmom

He
nionsieae

UA/5562/01/01




[IponoBxeHHs gonarka 2

Ne
n/n

Hasea
nikapcbKo20
3acoby

®Popma sunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npouyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpauitiHo2
0 noceid4YeHHs

KpanensHuui; no 1
donakoHy-
KpanenbHuui y
KapTOHHiN Kopobui

b MMGX

b MGX

apmakoHarnsay. 3miHa y KopoTKi xapakrepuctuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLT
ONst MEQMYHOro 3aCTOCYBaHHS Ha nigcrasi
perynsipHoO OHOBIOBaHOrO 3BIiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NnikapcbKoro 3acody B
nicnapeecTpauinHuii nepiog, abo sik pesynbTaT
OLiHKM 3BITY 3 JOCHIMKEHb, NPOBEAEHUX BiANOBIgHO
00 nnaHy neaiatpuyHmx gocnigpkeHs (PIP) (iHwi
3MiHW).
3MiHM BHeceHO A0 IHCTPYKUii ANS MeanYHOro
3acToCyBaHHs Npenapary 4o po3ginis
"®dapmakonoriyHi BnacTMBocTi" (BHECEHI YTOYHEHHS,
SIKi cTOCY0TbCS 6E3NeYHOro 3acToCyBaHHs),
"B3aemogisi 3 iHWMMM nikapcbkumy 3acobamm Ta iHLi
Buam B3aemogin”, "OcobnmBocTi 3acTocyBaHHS",
"Mo6iyHi peakuii" BignoBigHO iHdopMaLii CTOCOBHO
6e3neku QitoUnx pe4oBUMH fikapcbkoro 3acoby.

MepiognyHicTb NogaHHs perynsipHo OHOBIOBAHOIO
3BiTy 3 6e3neku BianosigHo Ao Mopsaky 34incHeHHs
Harnsay 3a nobivyHMMK peakLisasMu NikapCbKnx
3acobiB, 4O3BONEHNX 4O MEANYHOrO 3aCTOCYBaHHS,
3aTBepgkeHoro Hakasom MOS3 Big 27 rpygHs 2006
poky Ne898, sapeectpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainu 29 ciyHs 2007 poky 3a Ne73/13340,
CTaHOBUTb: Bif4NOBIAHO A0 NepioANYHOCTI CKNagaHHs
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, 03BONEHOr0 A0 MEANYHOIO
3aCTOCYBaHHs!, Ha LIeHTPanbHOMY piBHi.

12.

OIABITEK NA 2,5
%

pO34uH Ans
nepuToHeasnbHoOro
aianisy no 2000 mn
abo 2500 mn y
KOHTerHepax
noniMepHnx

TOB "tOpis-
dapm”

YkpaiHa

TOB "tOpis-
dapm”

Ykpaina

nepepeecTpaLis Ha HeobMeXeHU TEPMIH;
3MiHu | TUny - 3miHun Wwopo 6e3nekn/edekTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
ANs MeAMYHOro 3acTOCyBaHHS Ha niAcTasi
perynspHO OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3aCTOCYBaHHS fikapcbKoro 3acoby B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
OLLiHKM 3BITY 3 JOCHNIOKEHb, NPOBEAEHUX BigNoOBIgHO
[0 nnaHy negiatpuyHmx gocnigxkeHs (PIP) (3miHy
Y3rOXXEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
OpraHom)
3MiHU BHECEHO A0 IHCTPYKLUii AN MeauyHoro
3acTocyBaHHSA nNpenapaTy 40 po3ainis
«MpoTtunokasaHHsA», «B3aemopgis 3 iHWKMK
nikapcbkMu 3acobamu Ta iHLWi BUAY B3aeEMOAiny,
«OcobnmBoCTi 3acToCcyBaHHs», «3acToCyBaHHS y
nepioz BariTHOCTi abo rogyBaHHs TPYAAKY,

3a
peuernmom

He
nidnsieae

UA/11876/01/02




9 [TponoBxeHnHs moxarka 2
Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymoeu Peknam Homep
n/n JNiKapcbKo20 eionycky yeaHHs1 | peecmpauyiliHo2
3acoby 0 noceidyeHHs1
«[Mepepno3syBaHHs», «[MobiuHi peakuii» BignosigHo Ao
iH(bopMaLii cTOCOBHO 6e3neku aitounx pevoBuH
nikapcbkoro 3acoby.
MepiognyHicTb NogaHHs perynsipHO OHOBIOBAHOIO
3BiTy 3 6e3neku BianosigHo Ao Mopsaky 34incHeHHs
Harnsay 3a nobiYHMMK peakuisiMm NikapcbKux
3acobiB, 4O3BONEHNX A0 MEANYHOro 3aCTOCYBaHHS,
3aTBepgkeHoro Hakasom MOS3 Big 27 rpygHs 2006
poky Ne898, 3apeecTtposaHoro B MiHicTepcTai
tocTuuii Ykpainu 29 ciyns 2007 poky 3a Ne73/13340,
CTaHOBWUTL: BIAMNOBIAHO A0 NEPIOANYHOCTI CKNagaHHs
perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, f03BONEHOro A0 MEAUYHOTO
3aCTOCYBaHHs!, Ha LIeHTPanbHOMY piBHi.
13. OIALUEPEIH NMOPOLLIOK MAT YkpaiHa Awmi IHgis nepepeecTtpauis Ha HeobMexeHU TepMiH - He UA/12504/01/01
(cybeTaHuis) y "KniBcbkuii INandcaieHcia nionsizae
nakeTax noABiiHMX BiTaMiHHUN MeT. N14.
nonieTuneHoBmxX 3asof"
Ans BupobHuuTBa
HeCTepUnbHNX
nikapcbknx dopm
14. EBKANINTA HacTonka, no 25 mn MpAT YkpaiHa MpAT YkpaiHa nepepeecTpadisi Ha HeobMmexeHuin TepMiH; 3MiHn | bes nionsizae UA/6526/01/01
HACTOMKA y donakoHi; no 1 dapmaueBTny dapmaueBTny TMny - 3MiHK Wwopao 6esnekn/edeKTMBHOCTI Ta peuenma
hbnakoHy B navui 3 Ha dpabpuka Ha dpabpuka dapmakoHarnsaay. 3miHa y KopoTKii xapakrepucTuui
KapToHy; no 25 mn'y "Biona" "Biona" nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLT

dnakoHax

0N MeQUYHOro 3aCTOCYBaHHSA Ha niacTa.i
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCcbKoro 3acody B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLiHKM 3BITY 3 JOCRiAKEeHb, NPOBEAEHUX BigNoBigHO
00 nnaHy neaiaTpuyHmx gocnigxkeHs (PIP) (3miHy
Y3ro4XKeHO 3 KOMMETEHTHUM YNIOBHOBaXEHUM
opraHom)
3MiHV BHECEHO [0 iHCTPYKLUii ANst MEANYHOTO
3acTocyBaHHsA npenaparty o po3sginis "OcobnmeocTi
3actocyBaHHs", "MobiyHi peakuii” BignosigHoO oo
OHOBIIEHOI iHchopmaLii 3 6esnekn Aikoyoi pe4oBUHM
"HacToNKM NUCTs eBkanintTa".

MepioanyHicTb NoAaHHsS perynspHO OHOBIIOBAHOIO
3BiTy 3 Bbe3neku BianoBigHo Ao Mopsaky 3aiNCHeHHS
Harnsigy 3a NobiYHMMK peakLisiMy NikapCbKnx
3acobiB, JO3BONEHNX 4O MEANYHOrO 3aCTOCYBaHHS,
3aTBepakeHoro Hakazom MO3 Big 27 rpyaHsa 2006
poky Ne898, sapeectpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainu 29 ciuHst 2007 poky 3a Ne73/13340,
CTaHOBUTb: BigNOBIAHO A0 NEePiOANYHOCTI CKNagaHHs
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[IponoBxeHHs gonarka 2

Ne
n/n

Hasea
nikapcbKo20
3acoby

®Popma sunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npouyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpauitiHo2
0 noceid4YeHHs

perynspHo OHOBMIOBAHOTO 3BiTY 3 6eaneku
nikapcbkoro 3acoby, 403BONEHOMO A0 MEANYHOTO
3aCTOCYBaHHS, Ha LEEHTpanbHOMY PiBHI.

15.

EKCUMIAN M
MAPONOCHOH

eMyrnbCis HaLLKipHa,
20 mr/mn no 200 mn
y donakoHi; no 1
hbnakoHy B
KOPTOHHIN kopo6Lyj;
no 500 mny
hnakoHi

langepma CA

LLsenuapi
a

LLnipir ®apma
Al

LLiBeviuapis

nepepeecTpauis Ha HeoBMeXeHWA TePMiH;
3MiHu | TUNYy - 3miHun Wwopo 6esnekv/edekTMBHOCTI Ta
apmakoHarnsay. 3miHa y KopoTKii xapakrepuctuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
ONst MEQMYHOro 3aCTOCYBaHHSA Ha nigcrasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimkeHb 3 6e3neku
3acTocyBaHHS nikapcbKoro 3acody B
nicnapeecTpauinHuii nepiog, abo sik pesynbTaT
OLLiHKM 3BiTY 3 JOCNIOKEHb, NPOBEAEHNX BiMNOBIgHO
[0 nnaHy negiatpuyHux gocnigxkeHs (PIP) (3miHy
Y3ro4XKEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom). 3MiHM BHECEHO A0 iHCTPYKLii Ans
MeAMYHOro 3aCTOCyBaHHs MpenapaTy 4o po3ainis
"OcobnueocTi 3acTtocyBaHHs", "lMpoTunokasaHHs",
"MoGiuHi peakuii”, "Oitn" (6yno - aitn 3 6 micauis,
cTano - 4itm 3 12 micsauis) BiANoOBiAHO 4O OHOBMEHOI
iHopMaUii 3 6e3neku gjlo4oi pe4oBUHN "cevoBUHN"
Ta MaTepianiB peecTpauiiHoro 4OChke.
3060B’s13aHHSA Npy BUAaYi peecTpaLiiHoro
NOCBIQYEHHS! iCHYOTb — HaaHHs AOMOBHEHHS [0
ormnsay kniHivHmMx gadmx go 30.10.2017, BignosigHo
0o nignyHkTy 2.3 nyHKTY 2 gogatky 15 go Mopsaky
NpOBEeAEHHS eKCnepTu3mn peectpauiiHnx martepianis
Ha nikapcbki 3acobu, Wo NofalTbCa Ha AepXaBHY
peecTpauito (nepepeecTpalLiio), a TaKoX eKCnepTnsun
mMaTepianis Npo BHECEHHS 3MiH 40 peecTpauiHux
marepianis NpoTarom Aii peectpauinHoro
noceigYeHHs1, 3aTBepaxeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pepakuii Hakazy MOS3 Big
23.07.2015 Ne 460).

MepiognyHicTb NogaHHs perynsipHo OHOBOBAHOIO
3BiTYy 3 6e3neku BianosigHo Ao Mopsaky 34incHeHHs
Harnsay 3a nobivyHMMK peakLisMy NikapCbKnx
3acobiB, 4O3BONEHNX 4O MEAUYHOIO 3aCTOCYBaHHS,
3aTBepgkeHoro Hakasom MOS3 Big 27 rpygHs 2006
poky Ne898, sapeectpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainu 29 ciuHs 2007 poky 3a Ne73/13340,
CTaHOBUTb: BifgNoOBIgHO A0 NepioaNYHOCTI CKNagaHHs
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, 03BONEHOr0 A0 MEAUYHOIO
3aCTOCYBaHHs!, Ha LIEHTPanbHOMY piBHi.

be3
peuenma

nidnsieae

UA/11920/01/01

16.

IMATUHIBY
ME3UNAT

MOPOLLIOK
(cybeTaHuis) B
noaBsivHNX
nonieTuIeHoBMX

How Na6c
MNBT. NTA.

IHaia

How Jlabc
MBT. NTA.

IHaisa

nepepeecrtpauis Ha HeobMexeHu TepMiH

He
nidnsieae

UA/12407/01/01




11 [IponoBxeHHs gonarka 2
Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymoeu Peknam Homep
n/n JNiKapcbKo20 eionycky yeaHHs1 | peecmpauyiliHo2
3acoby 0 noceidyeHHs1

nakeTtax ans
hapmaLeBTUHHOrO
3aCcTOCyBaHHS!

17. KENIH MOPOLLIOK MAT YkpaiHa Kopnopauis 3 Kutan nepepeecTpaLlisi Ha HeOBMEXeHWN TepMiH - He UA/12409/01/01
KpucTaniyHuim "Kuismegnpen MiXXHapogHoro nidnsieae
(cybeTaHuis) y apat” E€KOHOMIKO-
nonieTuneHoBmx TEXHIYHOTrO
MillKkax ans cniBpoGITHULT
hapmaLeBTU4HOro Ba "YawiHa
3aCTOCYBaHHSA Li3sHcy"

18. KIMABAM NMOPOLLOK Anst Ankem IHais Ankem IHais nepepeecTpaLis Ha HeOOMEXeHWIN TEPMIH; 3a He UA/4469/02/01
opanbHOI cycneHasii, JlabopaTtopis JlabopaTopis 3MiHu | TUny - 3miHun Wwopo 6e3nekn/edPekTMBHOCTI Ta |  peyenmom nidnseae
125 mr/31,25 mrB 5 Iita INto dapmakoHarnsaay. 3miHa y KopoTKii xapakTepucTuui

mn, 1 donakoH 3
NOPOLLIKOM B
KapTOHHIN ynakoBLji

nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLT
0N MeQUYHOro 3aCTOCyBaHHS Ha niacTa.i
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn
3acTocyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLiHKM 3BITY 3 JOCNIAKEHb, NPOBEAEHUX BigNoBigHO
A0 nnaHy neaiaTpuyHmx gocnigpxkers (PIP) (3miHy
Y3ro4XKEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHoMm). 3MiHM BHECEHO [0 iHCTPYKUii Ans
MeAMYHOro 3aCTOCyBaHHS MpenapaTy 40 po3ainis
"OcobnueocTi 3acTtocyBaHHsA", "lMobivHi peakuii”,
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamm abo
iHWi BUOM B3aeMogAin" BiAnoBigHO 4O OHOBMNEHOI
iHcpopmaii 3 6e3nekn Ajirounx peyoBuH
"amokcuumniHy TpurigpaTty, KnasynaHaTy Kanito".
30608B’s13aHHSA Npy BuAadi peecTpauinHoro
NOCBIAYEHHS iICHYIOTb — HA4AHHSA AeTanbHOro onucy
CUCTEMMU YNPaBIiHHA pU3nKaMun y BUrNSAI NnaHy
yrpaBriHHA pu3vKaMu Ta LOMOBHEHHSA 0 ornsaay
KniHiYHUX aaHnx oo 30.10.2017 signosigHo Ao
nignyHkTy 1.13 NnyHKTY 1, NiANYHKTY 2.3 NYHKTY 2
popatky 15 o MNopsigky NpoBeeHHs ekcnepTman
peecTpaLiiHNX MaTepiarniB Ha Nikapcbki 3acobwu, Lo
noaarTbCs Ha AepXXaBHY peecTpaLito
(nepepeecTpaliio), a Takox ekcnepTusn matepianis
NpO BHECEHHS 3MiH 0 peecTpauiiHiX MmaTepianis
NPOTArom Aji peecTpauinHoro NoceiaYeHHs,
3aTBepakeHoro Hakazom MO3 Big 26.08.2005 Ne 426
(y pepakuii Hakasy MOS Big 23.07.2015 Ne 460).
MepiognyHicTb NogaHHs perynsipHo OHOBHOBAHOIO
3BiTy 3 Bbe3neku BianoBigHo Ao Mopsaky 3aiNCHeHHS
Harnsay 3a nobiYyHMMK peakLisiMy NikapCbKnx
3acobiB, 4O3BONEHNX 4O MEAUYHOIO 3aCTOCYBaHHS,
3aTBepgkeHoro Hakasom MOS3 Big 27 rpyaHs 2006
poky Ne898, sapeectpoBaHoro B MiHicTepcTBi
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[IponoBxeHHs gonarka 2

Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymoeu Peknam Homep

n/n JNiKapcbKo20 eionycky yeaHHs1 | peecmpauyiliHo2

3acoby 0 noceidyeHHs1
tocTuuii Ykpainu 29 ciyns 2007 poky 3a Ne73/13340,
CTaHOBWUTL: BIAMNOBIAHO A0 NEPIOANYHOCTI CKNnagaHHsS
perynspHO OHOBIOBAHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, 403BONEHOro 40 MeANYHOro
3aCTOCYBaHHS, Ha LIEeHTpanbHOMY PiBHi.

19. NAU® 600 TabneTku, BKpUTI LWranrepsanb | HimeuunHa BUPOOBHWK, HimeyunHa nepepeecTpauis Ha 5 pokiB y 3B'A3Ky 3 3aKiHYEHHAM bes nidnseae | UA/11352/01/01
NniBKOBOO il BiAnoBiganbH Aii peecTpauiiHoro noceigyeHHs; 3miHu | Tuny - peuenma
060noHKoto, Mo 612 ApuHanmitTen WA 3a BUNYCK [oToBMI nikapcbkuin 3aci6. BupobHuuTBo. 3amiHa
mr Ne 20 (20x1), Ne bBepk MM6X cepii: abo BBeAeHHs [0AaTKOBOI AiNbHUL BUpOOHULTBA
60 (20x3), Ne 100 LWranrepsanb Ans YyactuHu abo BCbOro BUPOGHUYOro npoLecy
(20x5) y bnictepax a roTOBOrO flikapcbKoro 3acoby (ainbHuUs, Ha sKin

ApuHanmitten npoBoanTbcsi byab-siki BUpoOHWUYI cTagii, 3a
bBepk MM6X, BVHSATKOM BWMYCKY CEPIl, KOHTPOMIO SKOCTI,
HimeyvuunHa; NepBMHHOTO Ta BTOPUHHOIO NakyBaHHSA, ANs

BMPOGHMK, HecTepubHUX Nikapcbkux 3acobiB) - BBegeHHs
BignoBiganbH BUpobHuka Krnoke ®apma-Cepgic M'mbx, HimeuunHa
ui 3a (BpOBHUK, BigNOBIganbHUIA 332 BUPOBHULITBO

BUPOOHMLTBO nikapcbkoi POpMM Ta KOHTPOIb B NPOLECI
nikapcbkoil BMPOGHMLTBA). 3MiHM | TUNY - FOTOBMI MikapcbKui

dopmu Ta 3aci6. BupobHuuteo. 3amiHa abo BBegeHHS
KOHTPOIb B [04aTKOBOI AiNbHULI BUPpOOHMUTBA AN YacTuHU abo
npoueci BCbOro BUPOBHMYOro NpoLiecy roToBOro fikapCcbKoro

BMPOGHMLTBA: 3acoby (iHwi 3miHK) - BBeaeHHs BupobHuka Knoke

Knoke ®apma- BepnakyHrc-Cepsic M6X, HimewyunHa (BUpobHmK

Cepsic 'mM6X, BiAMOBiAANbHUIA 3a NaKyBaHHS MikapcbKoro 3acoby Ta
HimeuuuHa; KOHTPOMb B NPOLECi NaKyBaHHs), Ta siK HACMi4oK

BMPOGHMUK, 3a3Ha4YeHHs1 BUPOOHNYMX PyHKLiA Ans
BignoBiganbH 3aTBEepaKEHOro BMpobHuka LTarrepeanbg
1 3a ApuHainmittenbepk M'm6X, HimeuunHa (BUPOBHMK,
nakyBaHHs BignoBiganbHUiA 3a Bunyck cepii). 3MiHn | Tuny -
nikapcbkoro AfMiHicTpaTMBHI 3MiHK. 3MiHa HaNMeHyBaHHs Ta/abo
3acoby Ta aapecu Micusi NPoBaKEHHS AiSNbHOCTI
KOHTPOIb B BMPOOHWKa/imnopTepa roToBoro nikapcbkoro 3acoby,
npoueci BKIIOMAK04M AinbHULI BUNYCKY cepii abo micLe
nakyBaHHs: NpoBeAeHHsI KOHTPOIIO SKOCTI. (BiSNbHICTb, 3a AKY
Knoke BiAMNOBigae BUPOOHMK/iMNopTEp, BKNOYAKUN BUMYCK
BepnakyHrc- cepin). 3miHu | TUNY - 3MiHK 3 gKocTi. FoToBUIA

Cepsic 'M6X, nikapcbkuii 3aci6. CtabinbHicTb. 3MiHa y TepMiHax

HimeuunHa npuaaTHocTi abo ymoBax 36epiraHHsi roTOBOro

nikapcbkoro 3acoby (3MeHLUEHHS TEPMiHY
npuaaTHOCTI FOTOBOro Nikapcbkoro 3acoby) - Ans
TOProBOi YNaKOBKM. (3aTBEPOXKEHO: 3 pOKY,
3anpornoHoBaHo: 2 poku). HagaHo niaTBepmKeHHs
3aTBEPKEHMX 3MiH B KpaiHi BUpOOHMKa. 3MiHu | Tuny
- 3MiHu 3 sKkocTi. FoToBUIA Nikapcbkuii 3aci6.
KoHTponb rotoBoro nikapcbkoro 3acoby (iHLui 3MiHW).
Po3gin «MikpobionoriyHa YuctoTa» npmBeaeHo y
BiANOBIAHICTb 40 BMMOrO Aitodoro BuaaHHa €0.
3miHu | TMny - 3miHK 3 AkocTi. FoToBUIA NiKapCbKUi
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Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymoeu Peknam Homep
n/n JNiKapcbKo20 eionycky yeaHHs1 | peecmpauyiliHo2
3acoby 0 noceidyeHHs1
3aci6. Onuc Ta cknag (iHwi 3miHu) - MpuBegeHHs
Ha3BW Ait040i PEYOBMHM 4O BUMOT 3aranbHoi cTaTTi
«EkcTpakTny
20. JTAU® 900 TabneTku, BKpUTI LWranrepsanb | HimeuunHa BUPOBHWK, HimeuunHa | nepepeecTpauist Ha 5 pokiB y 3B A3KY i3 3aKiHYEHHSAM bes nidnseae | UA/11352/01/02
nniBKOBOK il BignoBiganbH TepMiHy Aii peecTpauinHOro NoCBigYeHHS; peuenma
obonoHkoto, no 900 ApuHanmitten WA 3a BUNYCK 3Minu | TUny - FoToBWI NikapcbKuii 3acib.
mr Ne 20 (20x1), Ne bBepk MMB6X cepii: Bupo6HuuTBO. 3amiHa abo BBEAEHHS 0AaTKOBOI
60 (20x3), Ne 100 LLtanrepsansb OinbHUUI BUpOBHULTBA Anst YacTUHU abo BCbOro
(20x5) y bnictepax a BMPOOHMYOro npoLecy rotToBoro nikapcbkoro 3acoby
ApuHanmitTen (minbHUUS, Ha sKiN NpoBOASATLCS OyAb-ski BUPOGHMYI
bBepk MM6X, cTafii, 332 BUHATKOM BUMYCKY Cepii, KOHTPOIO AKOCTI,
HimeyvuunHa; NepBMHHOTO Ta BTOPUHHOIO NaKyBaHHS, ANS
BMPOGHMK, HecTepurbHMX Nikapcbkux 3acobis). BBeaeHHs
BignosigansH BupobHuka Knoke ®apma-Cepsic M'Mbx, HimeuyunHa
1 3a (BMpOBHKK, BiAMOBIAANBEHUIA 38 BUPOOHULITBO
BMPOBHMLTBO nikapcbkoi hopMuM Ta KOHTPOSb B MPOLECI
nikapcbKoi BMPOGHMUTBA).
dopmun Ta 3miHu | Tvny - FoToBUIA Nikapcbkuii 3acio.
KOHTPOMb B BupobHuuTBO. 3amiHa abo BBegeHHS OOaTKOBOI
npoueci AiNbHULI BUPOGHMLTBA ANS YacTMHM abo BCbOro
BUpPOBHMUTBA: BUPOBHMYOro npoLecy roToBoro nikapcbkoro 3acoby
Knoke ®apma- (iHWi 3MiHW).
Cepsic 'M6X, BBeneHHs BupobHuka Knoke BepnakyHrc-Cepsic
HimeyuuHa; MM6X, HimevunHa (BUpoGHWK BignoBigansHuii 3a
BMPOGHMK, nakyBaHHs NikapCbKoro 3acoby Ta KOHTPOrb B
BignoBsiganbH npoLeci NakyBaHHs), Ta sik HACMiAOK 3a3HaYeHHs
1N 3a BMPOGHMYMX (DYHKUIN ONsi 3aTBEPAXKEHOTO
nakyBaHHs BMpoGHuKa LTanrepsansg ApuHanMiTTeNnsBepK
nikapcbKoro 'm6X, HimeuyunHa (BupobHuk, BignoBigansHuii 3a
3acoby Ta BUMNYCK cepil).
KOHTPOIb B 3Minn | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
npoueci HaliMeHyBaHHA Ta/abo agpecu micusa NPoBagXeHHSs
nakyBaHHs: AifnNbHOCTI BUpoGHUKa/iMnopTepa roToBoro
Knoke nikapcbKoro 3acoby, BKNOYAYM AiNbHULL BUMYCKY
BepnakyHrc- cepii abo micLe NpoBeAeHHS KOHTPOMI SIKOCTi.
Cepsic 'M6X, (misnbHicTb, 3a sy Bignoeiaae BUpobHUK/imnopTep,
HimeyunHa BKJTHO4AK0UM BUMYCK CEPii).
3miHu | TNy - 3miHK 3 sikocTi. FoTOBMIA NiKapCbKUiA
3aci6. KoHTponb rotoBoro nikapcbkoro 3acoby (iHLwi
3MiHK).
Po3zgin «MikpobionoriyHa YuctoTa» npmBeaeHo y
BiANOBIAHICTb 4O BMMOIO Ailo4oro BuaaHHs €0.
3miHu | TMny - 3miHKM 3 AkocTi. FoToBUIA NiKapCbKUiA
3aci6. Onuc Ta cknag (iHwi 3miHw).
MpuBeaeHHs Ha3BK gjito4oi pevyoBMHN 40 BUMOT
3aranbHoi ctatTi «EkcTpakTuy
21. NIHE3O0NIA MOPOLLIOK How Jla6bc IHAis How Jla6bec IHAis nepepeecTtpadis Ha HeOBMeXeHUIA TEPMIH - He UA/12411/01/01
(cybeTaHuis) y MnBT. NTA. MNBT. NTA. nionsizae
noAaBiNHNX
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Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymoeu Peknam Homep
n/n JNiKapcbKo20 eionycky yeaHHs1 | peecmpauyiliHo2
3acoby 0 noceidyeHHs1
nonieTuneHoBmx
naketax ans
BUpPOBHMLTBA
CTEPUIbHUX Ta
HeCcTepUnbHUX
nikapcbknx opm
22. NIONEPAMIAY MOPOLLIOK MAT YkpaiHa Cicpasitop ITanisa nepepeecTpaLlisi Ha HEOBMEXEHHUIN TEPMIH - He UA/5774/01/01
riapoxnorua (cybcTaHuis) y "KviBmegnpen C.p.JL nionsezae
nakeTax noABifiHMX apat”
nonieTuneHoBmx
ans
hapmaLeBTU4HOro
3aCTOCYBaHHS
23. HIKOPETTE® 3l rymka >xyBarnbHa MakHin Ab LLseuis MakHin Ab LLseuis nepepeecTpadisi Ha HeobMmexeHuin TepMiH; 3MiHn | bes nionsizae UA/8921/01/02
CMAKOM nikyBarnbHa no 4 mr, Tmny - 3MiHM Wwopao 6e3nekn/edeKkTMBHOCTI Ta peuenma
CBIKUX no 15 rymok dapmakoHarnsaay. 3miHa y KopoTKii xapakrepucTuui
®PYKTIB XKyBarnbHUX Yy nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUi
6nictepi; no 2 0N MeQUYHOro 3aCTOCyBaHHS Ha niacTa.i
6nictepu B perynspHO OHOBIOBaHOrO 3BiTy 3 6e3nekn
KapTOHHIN ynakoBLi nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLiHKM 3BITY 3 JOCHIAKEHb, NPOBEAEHNX BifNoOBIgHO
00 nnaHy neaiatpuyHmx gocnimpkens (PIP) (iHwi
3MiHM) - 3MiHM BHECEHO A0 IHCTPYKUiT ANA Mean4yHoro
3acTocyBaHHsi npenaparty Ao posginis "lMobivHi
peakuii”, "3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpyaal” BignoBigHoO Ao maTtepianis
peecTpaLiiHoro 4oCbeE.
MepioanyHiCTb NOAaHHS perynspHO OHOBIIOBAHOIO
3BiTYy 3 6e3neku BianosigHo Ao Mopsaky 34iNncCHEeHHs
Harnsay 3a nobivyHMMK peakLissMu NiKapCbKnx
3acobiB, 4O3BONEHNX 4O MEANYHOIO 3aCTOCYBaHHS,
3aTBepgkeHoro Hakasom MOS3 Big 27 rpygHs 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTai
tocTuuii Ykpainu 29 ciyng 2007 poky 3a Ne73/13340,
CTaHOBUTbL: Bif4NOBIAHO A0 NepioANYHOCTI CKNagaHHs
perynspHoO OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbKkoro 3acoby, [03BONEHOr0 A0 MEAUYHOTO
3aCTOCYBaHHs!, Ha LIEHTPanbHOMY piBHi.
24. HIKOPETTE® 3l rymka >xyBanbHa MakHin Ab LBeuis MakHin Ab LBeuis nepepeecTtpadist Ha HeobmexeHuin TepMiH; 3miHn | bes nionsieae UA/8921/01/01
CMAKOM nikyBasnbHa no 2 mr, TMny - 3MiHuM Wwopao 6e3nekn/edpekTMBHOCTI Ta peuenma
CBDKUX no 15 rymok apmakoHarnagy. 3MiHa y KopoTKili xapakTepucTuLi
DPYKTIB XyBanbHUX y nikapcbKoro 3acoby, TEKCTi MapKyBaHHSI Ta iHCTPYKLT
6nictepi; no 2 0N MeQUYHOro 3aCTOCyBaHHSA Ha niacTa.i
Gnictepu B perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
KapTOHHIN ynakoBLi nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3nekn
3acTOCyBaHHS NiKapCcbKoro 3acody B




15

[IponoBxeHHs gonarka 2

Ne
n/n

Hasea
nikapcbKo20
3acoby

®Popma sunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npouyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpauitiHo2
0 noceid4YeHHs

nicnapeecTpauinHuii nepiog, abo sik pesynbTaT
OLiHKM 3BITY 3 JOCHIMKEHb, NPOBEAEHUX BiANOBIAHO
00 nnaHy neaiatpuyHmx gocnigpkeHs (PIP) (iHwi
3MiHW) - 3MiHM BHECEHO A0 IHCTPYKUiT ANnA Mean4Horo
3acTocyBaHHsi npenaparty Ao po3ginis "lNobivHi
peakuii”, "3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpyaat” BignoBigHoO Ao maTtepianis
peecTpauinHoro ochbeE.

MepioanyHiCTb NOAAHHA perynsapHO OHOBIIOBAHOIO
3BiTy 3 6e3neku BianosigHo Ao Mopsaky 34incHeHHs
Harnsgy 3a nobiYHMMK peaKLisiMy NiKapCbKUX
3acobiB, 4O3BONEHUX A0 MEOUYHOrO 3aCTOCYBaHHS,
3aTBepgkeHoro Hakasom MOS3 Big 27 rpygHs 2006
poky Ne898, sapeectpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainu 29 ciyng 2007 poky 3a Ne73/13340,
CTaHOBWUTL: BIAMNOBIAHO A0 NEPIOANYHOCTI CKNagaHHS
perynsipHo OHOBIOBaHOrO 3BIiTy 3 6e3neku
nikapcbKkoro 3acoby, 403BOMEHOro 40 MEAUYHOTro
3aCTOCYBaHHs!, Ha LIeHTPanbHOMY piBHi.

25.

NYMNAH®

Kpanni opanbHi no
20 mn, abo no 50
mn, abo no 100 mn'y
dnakoHax-
KpanenbHuusax; no 1
dnakoHy y
KapTOHHIN ynakoBLi

Pixapa
BittHep Al

ABcTpis

Pixapa
BittHep Al

ABCTpis

nepepeecTpauis Ha HeobMeXeHn TEPMIH;
3MiHn | TUny - 3miHK Wwopao 6esnekn/edekTMBHOCTI Ta
dapmakoHarnsigy. BeegeHHst abo 3miHn go
y3aranbHeHNX AaHvX Npo cucTemy hapmakoHarnsgy
(BEeAeHHSs y3aranbHEHUX AaHWX MPO cucTemy
dapmakoHarnsgy, 3aMiHa ynoBHoBaxeHoi ocobu,
BignoBiganbHoI 3a 34iNCHEHHS hapMakoHarnsay;
KOHTaKTHOI 0CO0M 3 hapMakoHarnsigy 3asiBHUKa Ansi
3AicCHeHHs hapmakoHarnsagy B YKpaiHi, SKLLO BOHa
BiAMiHHa Big ynoBHOBaxeHOi 0cobu, BianoBiganbHoi
3a 3[iNCHeHHA dhapmakoHarnsgy (BKrovaym
KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-
anna cuctemu chapmakoHarnsgy).
3miHa agpecu mactep-caiina. 3miHa agpecu
KOHTaKTHOI 0cobu B YkpaiHi, ynoBHOBaXXeHHOi 0cobu
3asBHMKa ANs 34iNCHeHHs bapmakoHarnsgy.
3MmiHun | Tuny - 3miHm Wwopo 6e3nekn/edpeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLT
ONst MEAMYHOro 3aCTOCYBaHHA Ha nigcrasi
perynsipHO OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NnikapcbKoro 3acody B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
OLiHKM 3BITY 3 JOCHiAKEHb, NPOBEAEHUX BigNoBigHO
[0 nnaHy negiatpnyHux gocnimkers (PIP) (3miny
Y3rOXXEHO 3 KOMMETEHTHUM YNOBHOBaXEHUM
opraHom).
3MiHV BHECEHO [0 iHCTPYKLUii ANns MeanyHoro

bes3
peuenma

nidnsieae

UA/1973/02/01
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Bupo6Huk

Kpaina

Peecmpauyitina npouyedypa
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yeaHHs1

Homep
peecmpauitiHo2
0 noceid4YeHHs

3acTOCyBaHHS Npenapary 4o posginis
"®apmakonoriyHi BnacTmBocTi" (YTOYHEHHS
dopmyntoBaHHs), "lNpoTunokasaHHs", "Baaemogis 3
iHLWIKXMKM nikapcbkuMK 3acobamu Ta iHWi BUam
B3aemogin", "OcobnmBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo rogyBaHHs
rpyaato”, "3gaTtHicTb BIAMBaTK Ha WUBMAKICTb peakuii
npu KepyBaHHi aBToTpaHcnopTom abo poboTi 3
iHWK1MK mexaHismamun®, "Cnocib 3acTocyBaHHSA Ta
posun”, "Oitn" (6yno: MpenapaTt npu3HayaoTb AiTAM
Big 5 pokiB; cTano: 3acTocyBaHHs npenapaTty
MymnaH® kpanni opanbHi 4iTsm Bikom A0 12 pokiB He
PEKOMEHAYETLCA Yepe3 HEAOCTATHIO KiNMbKICTb AaHUX.
3acTocyBaHHs npenapaty [ymnaH® kpanni opanbHi
AiTaM BikoM Bif 12 pokiB He pekoMeHAYeTbCS Npu
TaKkunx TepaneBTUYHMX NOKa3aHHAX SK cepLeBa
HeJoCTaTHICTb, apTepianbHa rinepTeHsia Ta iwemMivyHa
xBopoba cepLsi Yepe3 HeoCTaTHIO KiNbKICTb AaHUX),
"Mepeno3yBaHHs", "MobivHi peakuii” wWoao 6esneku
BiANOBIAHO A0 MaTepianiB peecTpauiiHoOro 4oChE.

30608B’s13aHHSA NpY BMAadi peecTpauinHoro
MOCBIAYEHHS iICHYIOTb — HaAaHHS AeTanbHOro onucy
CUCTEMU YNPaBMiHHA pU3VKaMK1 y BUTMISAI nnaHy
ynpasniHHa puamkamn go 30.10.2017 signosigHo o
nignyHkTy 1.13 nyHkTy 1 gogatky 15 go Mopsiaky
NpOBEeAEHHS eKCnepTu3n peecTpauiiHnx martepianis
Ha nikapcbki 3acobu, Wo NofalTbCa Ha AepXaBHY
peecTpaLiio (nepepeecTpalLiio), a TakoX ekcnepTuan
mMaTepianis NPo BHECEHHS 3MiH 40 peecTpauiHux
marepianis NpoTarom Aii peectpauinHoro
nocBigYeHHs1, 3aTBepaxeHoro Hakazom MOS Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big
23.07.2015 Ne 460).

MepioanyHICTb NOAAHHS PerynsipHO OHOBIOBAHOMO
3BiTYy 3 6e3neku BignosigHo Ao Mopsaky 34iNCHEeHHs
Harnsay 3a nobivyHMMK peakLisMy NikapCbKnx
3aco6iB, 4O3BOMEHNX A0 MEANYHOrO 3aCTOCYBaHHS,
3aTBepgkeHoro Hakasom MOS Big 27 rpygHs 2006
poky Ne898, sapeectpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainu 29 ciuHst 2007 poky 3a Ne73/13340,
CTaHOBUTb: Bi4NOBIgHO A0 NepioANYHOCTI CKNagaHHs
perynspHo OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, 403BONEHOro 40 MeANYHOro
3aCTOCYBaHHS, Ha LIeHTpanbHOMY PiBHi.

26.

PABEMPA301
HATPIIO

MOPOLLIOK
(cybeTaHuis) B
noaBsivHNX
nonieTuIeHoBMX

How Na6c
MNBT. NTA.

IHaia

How Jla6bc
MBT. NTA.

IHaisa

nepepeecrtpauis Ha HeobMexeHn TepMiH

He
nidnsieae

UA/12408/01/01
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Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymoeu Peknam Homep
n/n JNiKapcbKo20 eionycky yeaHHs1 | peecmpauyiliHo2
3acoby 0 noceidyeHHs1
naketax Ans
BUpPOBHMLTBA
CTepunbHUX Ta
HeCTepunbHUX
nikapcbkux popm
27. PEJIEHLUA™ MOPOLLOK ANs "makcoCmiTKn Benuka "makco PpaHuis/ nepepeecTpaLlisi Ha HeoBMeXeHW TepMiH; 3MiHu |l 3a He UA/5370/01/01
iHransauin, anH Exkcnopt BputaHis Bennkom ABcTpanis Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta peuenmom nidnszae
[030BaHui No 5 mr B Jlimiten MpoaakLwH, dapmakoHarnsgy. 3MiHu y KOpoTKil xapakTepucTuui
poTtagucky (5 ®paHuis; nikapcbKkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
poTagmckis 3 4-ma makcoCmiTKn ANs MEAMYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBMMM
YapyHKamMu, KOXHa 3 ANH LOaHMMK 3 SKOCTI, AOKMIHIMHUMU, KIiIHIYHUMW AaHUMK
SAKMX MICTUTb OfHY ABcTpanis Ta AaHvmu 3 chbapmakoHarnsagy - 3MiHM BHECEHO A0
003y nikapCbKoro Mry Ntg, IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS npenapary
3acoby, y ABcTpanis po posginis "OcobnueocTi 3acTocyBaHHs", "Cnocib
NnacTyKOBI KOpoOLUi 3acTocyBaHHS Ta Jo3n" (pegaryBaHHs iHdopmadii),
y KOMMNAeKTi 3 "Mob6ivni peakuii" BiANOBIAHO A0 KOPOTKOI
[nckxanepom y XapaKTepuCTUKK npenapary Ta BUCHOBKa
KapTOHHiIN kopobLyi) KOHCYrbTaTMBHO-eKCMepTHOI rpynn "MpoTuMikpobHi,
aHTUrenbMIiHTHI Ta MPOTUBIPYCHI NiKapcbki 3acobu”.
MepioanyHiCTb NOAAHHS perynspHO OHOBIIOBAHOIO
3BiTy 3 6e3nekw BignoBigHo Ao Mopsaaky 3AINCHEHHS
Harnsgy 3a nobiYHMMK peakLisiMy NikapCbKnx
3aco6iB, 4O3BOMEHNX A0 MEANYHOTO 3aCTOCYBaHHS,
3aTBepakeHoro Hakazom MO3 Big 27 rpyaHsa 2006
poky Ne898, sapeectpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainu 29 ciuHst 2007 poky 3a Ne73/13340,
CTaHOBUTbL: BiAMNOBIAHO A0 NEPIOANYHOCTI CKNagaHHs
perynsipHO OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, A03BONEHOro 40 MeANYHOro
3aCTOCYBaHHS!, Ha LIEHTPanbHOMY PiBHi.
28. CEHAOEKCWUH Tabnetku no 70 mr; MNAT YkpaiHa MAT YkpaiHa nepepeecTtpadis Ha HEOOMEXEHHWI TEPMIH be3 He UA/5432/01/01
no 10 Tabnetok y "Ny6Hndbapm" "INy6Hndbapm" 3060B’'s13aHHA Npy BUAAYI peecTpaLinHoro peuenma nidnsieae

Gnictepax

NMOCBIQYEHHS! ICHYIOTb - HaJaHHS AeTarnbHOro onucy
CUCTEMMU YNPaBIiHHA pU3nKaMun y BUrNsAI NnaHy
ynpaBniHHS py3nkamMu Ta JOMOBHEHHS 4O ornsay

KniHiYHUX aaHnx go 30.10.2017 signosigHo Ao
nignyHkTy 1.13 nyHKTY 1, NiANYHKTY 2.3 NYHKTY 2
popatky 15 o MNopsiaky npoBeeHHs ekcnepTman
peecTpaLiiHNX MaTepiarniB Ha fnikapcbki 3acobwu, Lo
noaarTbCsl Ha AepXXaBHY peecTpaLito

(nepepeecTpalilo), a TaKoX eKcnepTn3n mMatepiarnis

NpO BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis
NPOTArom Aji peecTpauinHoro NocBiaYeHHs,
3aTBepakeHoro Hakazom MO3 Big 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHicTb NogaHHs perynsipHo OHOBOBAHOIO
3BiTYy 3 6e3neku BianosigHo Ao Mopsiaky 34iNnCHEeHHs
Harnsgy 3a NobiYHMMK peakLisiMy NiKapCbKnxX




18 [IponoBxeHHs gonarka 2
Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymoeu Peknam Homep
n/n JNiKapcbKo20 eionycky yeaHHs1 | peecmpauyiliHo2
3acoby 0 noceidyeHHs1
3aco6iB, A4O3BOMNEHNX 40 MEONYHOTO 3aCTOCYBaHHS,
3aTBepgkeHoro Hakasom MOS3 Big 27 rpygHs 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTai
tocTuuii Ykpainum 29 ciuna 2007 poky 3a Ne73/13340,
CTaHOBWUTL: BIAMNOBIAHO A0 NEPIOANYHOCTI CKNagaHHs
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, 403BONEHOro 40 MeANYHOro
3aCTOCYBaHHs!, Ha LIeHTpanbHOMY PiBHi.

29. YHA3UH® MOPOLLIOK AN Mdpansep IHk. CLUA cTepunbHe ITanis/Ano nepepeecTpauis Ha HeobMexeHWi TepMiH; 3miHu | 3a He UA/5992/01/01
pPO34mnHy Ans HarnoBHEHHS, Hist TMny - 3MiHK Woao Gesnekn/edekTUBHOCTI Ta peuenmom nidnsieae
iH'ekuin, 1 donakoH 3 nakyBaHHs, dapmakoHarnsay. BeegeHHst abo 3miHn go
nopotukom no 0,75 KOHTpOIb y3aranbHeHVX AaHnX nNpo cuctemy hapmakoHarnsgy
Y KapTOHHIN AKOCTI, BUMYCK (BEAeHHS y3aranbHEHUX AaHWX MPO cucTemy
ynakoBLji cepii: dapmakoHarnsgy, 3aMiHa ynoBHoBaXeHoi ocobu,

XaynT ®apma BiANOBIAANbLHOI 3a 3AiNCHEHHS dbapmakoHarnsay;
Nartina C.p.n., KOHTaKTHOI 0cobu 3 hapmakoHarnsaay 3asiBHvKa Ans
ITanis; 3AicCHeHHs hapmakoHarnsagy B YKpaiHi, KO BOHa
BUPOOHMLTBO BigMiHHa Bi yNOBHOBaXeHOI 0cobu, BignosigansHoi
CTepUnbHOi 3a 3[iNCHeHHA dapmakoHarnsgy (BKovaym
cymMiLui KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLeHHi MacTep-
cynbbakramy danna cuctemu papmakoHarnagy; 3minum Il tuny -
HaTpito Ta 3miHu wopao 6esnekn/edekTMBHOCTI Ta
aMniyunniny dapmakoHarnsgy. 3miHu y KOpoTKil xapakTepucTuui
HaTpito: nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLiT
Mdpansep ONst MEAUYHOrO 3aCTOCYBaHHS Y 3B’A3KY i3 HOBMMM
mo6an LOaHUMK 3 SKOCTI, AOKMIHIMHUMU, KIIHIYHUMK AaHUMK
Cennnan Ta AaHvMu 3 hapmakoHarnsay - 3MiHM BHECEHO [0
[xanaH IHk. IHCTPYKLUIT NS MeAMYHOro 3aCTOCYBaHHS npenapary
Haros MNMnaHT, 0o posginis "lMpoTunokasaHHs", "Baaemogis 3
AnoHia iHLWIMMKM nikapcbkuMK 3acobamu Ta iHWi Buam
B3aemogin”, "OcobnmeocTi 3actocyBaHHs", "lNMobiyHi
peakuii” BignoBigHO A0 OHOBMEHOI iHpopmaLii
MaTepianis peecTpauiiHoro 4OCbE Ta BUCHOBKY
KOHCYrbTaTUBHO-eKCMepTHOI rpynn "MpoTuMikpobHi,
aHTUrenbMIiHTHI Ta NPOTUBIPYCHI Nikapcbki 3acobu".
MepioanyHiCTb NoAaHHS perynspHO OHOBIIOBAHOIO
3BiTYy 3 6e3neku BianosigHo Ao Mopsaky 34iNncCHEeHHs
Harnsigy 3a NobiYHMMK peakLisiMy NikapCbKnx
3acobiB, 4O3BONEHNX 4O MEANYHOrO 3aCTOCYBaHHS,
3aTBepakeHoro Hakasom MOS3 Big 27 rpyaHs 2006
poky Ne898, 3apeectpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainm 29 ciuHst 2007 poky 3a Ne73/13340,
CTaHOBUTb: Bif4NoOBIgHO A0 NepioANYHOCTI CKNagaHHs
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbKkoro 3acoby, [03BONEHOr0 A0 MEAUNYHOTO
3aCTOCYBaHHs!, Ha LIeHTparnbHOMY piBHi.

30. YHA3UH® MOPOLLIOK ANsi Mcpanzep IHk. CLUA cTepunbHe ITanis/Ano nepepeecTpauist Ha HeobmexeHuin TepMiH; 3miHu | 3a He UA/5992/01/02

pPO34MHY Ans HarnoBHEHHS, Hist TMny - 3MiHK Wwopao 6esnekn/edekTUBHOCTI Ta peuyenmom nionszae
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[IponoBxeHHs gonarka 2

Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymoeu Peknam Homep
n/n JNiKapcbKo20 eionycky yeaHHs1 | peecmpauyiliHo2
3acoby 0 noceidyeHHs1
iH'ekuin, 1 dpnakoH 3 nakyBaHHs, hapmakoHarnsay. BeegeHHst abo 3miHu go
nopowkom no 1,5ry KOHTpOIb y3aranbHeHVX AaHnX Npo cucteMy hapmakoHarnsgy
KapTOHHiIl ynakoBLi SIKOCTIi, BUMNYCK (BeAeHHs y3aranbHeHUX AaHuX Npo cucTemy
cepii: hapmakoHarnsagy, amiHa ynoBHoOBaxeHoi ocobu,
XaynT ®apma BiANOBIAanbHOI 3a 3AiiCHEHHs dhapmakoHarnsay;
JlaTina C.p.n., KOHTaKTHOI 0cobu 3 hapmakoHarnsgy 3asiBHvKa onsi
ITanis; 3AiNCHEHHSA hapmakoHarnsgy B YKpaiHi, SKLLO BOHa
BUPOBHMLTBO BiAMiHHa Big yNnoBHOBaXeHOi 0cobu, BianoBigansHoi
CTepuInbHoi 3a 3[iCHeHHs dhapmakoHarnsgy (BKrovaym
CyMiLui KOHTaKTHi AaHi) Ta/abo 3MiHM y po3MilLieHHi MacTep-
cynbbakrtamy danna cuctemu papmakoHarnagy; 3minum Il uny -
HaTpito Ta 3MiHM Wwopo 6e3nekn/eddekTUBHOCTI Ta
amniumniny apmakoHarnsaay. 3MiHW y KOPOTKili XapakTepucTui
HaTpito: nikapcbKkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLT
Mdpanzep ONst MEAUYHOrO 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMU
'nmo6an OAHUMW 3 SKOCTI, OKNIHIYHUMU, KNIHIMHUMKW JaHUMN
Cennnan Ta AaHvMu 3 hapmakoHarnsgy - 3MiHM BHECEHO A0
[>xanaH [Hk. IHCTPYKUIT ANS MeAMYHOro 3aCTOCYBaHHS npenaparty
Haros lMnaHT, Ao posginis "lMNpoTunokasanHs", "Baaemogais 3
AnoHia iHLWMMM nikapcbknumm 3acobamm Ta iHWi BUAn
B3aemogin”, "OcobnmeocTi 3acTtocyBaHHs", "lMobiyHi
peakuii" BiANOBIAHO 40 OHOBMNEHOI iIHbopMaLii
mMaTepianis peecTpauiiHoro 4OCbE Ta BUCHOBKY
KOHCYIbTaTUBHO-eKCnepTHOI rpynn "MpoTuMikpo6HiI,
aHTUrenbMIiHTHI Ta MPOTUBIPYCHI NiKapcbki 3acobu”.
MepiognyHicTb NogaHHs perynsipHO OHOBOBAHOIO
3BiTy 3 6e3neku BianoBigHO Ao Mopsaky 3AiNCHEHHS
Harnsigy 3a NobiYHMMK peakLisiMy NikapCbKnx
3acobiB, 4O3BONEHNX 4O MEAUYHOIO 3aCTOCYBaHHS,
3aTBepakeHoro Hakazom MO3 Big 27 rpyaHsa 2006
poky Ne898, sapeectpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainu 29 ciyHst 2007 poky 3a Ne73/13340,
CTaHOBUTbL: BiAMNOBIAHO A0 NEPIOANYHOCTI CKNagaHHs
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, 03BONEHOr0 A0 MEAUYHOTO
3aCTOCYBaHHS, Ha LIEHTPanbHOMY piBHi.

31. YHA3UH® MOPOLLIOK ANst Mdpanzep IHk. CLUA cTepunbHe ITanis/Ano nepepeecTpauis Ha HeobmexeHuin TepMiH; 3miHu | 3a He UA/5992/01/03
pO34uHy aAns HamnoBHEHHS, Hist TMny - 3MiHK Wwopao 6e3nekn/edekTUBHOCTI Ta peuenmom | nidnseae
iH'ekuin, 1 donakoH 3 nakyBaHHs, dapmakoHarnagy. BeegeHHs abo 3miHn oo
nopotukom no 3,0 ry KOHTpOrb y3aranbHeHVX AaHnX Npo cucteMy dpapmMakoHarnsay
KapTOHHIl ynakoBLi SIKOCTI, BUMNYCK (BeAeHHs y3aranbHEHUX JaHUX NPO cUcTemy

cepii: dapmakoHarnsay, 3MiHa ynoBHOBaXeHOi ocobw,
Xaynt ®apma BignoBiganbHoI 3a 34iNCHEHHS chapMakoHarnsay;
NartiHa C.p.n., KOHTaKTHOI 0cobu 3 hapmMakoHarnsay 3asiBHVKa Ansi
ITanis; 3AiicHeHHs bapmakoHarnsigy B YkpaiHi, SKLLO BOHA
BUPOGHULTBO BiAMiHHA Big ynoBHOBaxeHOi ocobu, BianosiganbHoi
CTepUnbHOI 3a 3[iCHeHHs hapmakoHarnsay (Bkrovaum
cyMmiLi KOHTaKTHi faHi) Ta/abo 3MiHM y po3MilLleHHi MacTep-




20 [IponoBxeHHs gonarka 2
Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymoeu Peknam Homep
n/n JNiKapcbKo20 eionycky yeaHHs1 | peecmpauyiliHo2
3acoby 0 noceidyeHHs1
cynbbakramy danna cuctemu papmakoHarnagy; 3minum Il tuny -
HaTpito Ta 3MiHM wono 6e3nekn/eddekTUBHOCTI Ta
aMniyuniny dapmakoHarnsgy. 3miHu y KOpoTKil xapakTepucTuli
HaTpito: nikapcbkoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
Mdpaizep ONst MEAUYHOrO 3aCTOCYBaHHS y 3B’A3KY i3 HOBUMMU
'mo6an LOaHMMK 3 SKOCTI, AOKMIHIMHUMW, KIiHIYHUMW JaHUMK
Cennnan Ta AaHvmu 3 chbapmakoHarnsagy - 3MiHM BHECEHO A0
[xanaH IHk. IHCTPYKUIT ANS MeAMYHOro 3acTocyBaHHSA npenapaTty
Haros MNMnaHT, 0o po3sginis "lMpoTunokasaHHs", "B3aemopis 3
AnoHia iHLWIKXMKM nikapcbkuMK 3acobamu Ta iHWi BUAm
B3aemogin”, "OcobnmeocTi 3acTtocyBaHHs", "lMobiyHi
peakuii" BignoBigHO 4O OHOBMEHOI iHhopmaLii
MaTtepianis peecTpauiiHoro 4OCbe Ta BUCHOBKY
KOHCYIbTaTUBHO-eKCcnepTHOI rpynn "MpoTuMikpo6Hi,
aHTUrenbMiHTHI Ta MPOTUBIPYCHI Nikapcbki 3acobu".
MepiognyHicTb NogaHHs perynsipHo OHOBIOBAHOIO
3BiTYy 3 6e3neku BignosigHo Ao Mopsaky 34incHeHHs
Harnsay 3a nobivyHMMK peakLisMu NiKapCbKnx
3acobiB, 4O3BONEHNX 4O MEANYHOro 3aCTOCYBaHHS,
3aTBepgkeHoro Hakasom MOS3 Big 27 rpygHs 2006
poky Ne898, sapeectpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainu 29 ciyHs 2007 poky 3a Ne73/13340,
CTaHOBUTL: BIAMNOBIAHO A0 NEPIOANYHOCTI CKNagaHHS
perynsipHo OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, f03BONEHOr0 40 MEAUYHOIO
3aCTOCYBaHHs!, Ha LIeHTPanbHOMY piBHi.
32. dOJIEBA Tabnetku no 1 mr, MAT YkpaiHa MAT YkpaiHa nepepeecTtpadist Ha HeobMmexeHun TepMiH; 3MiHn | be3 nidnsieae UA/6692/01/01
KUCIOTA no 10 TabneTok y "KniBcbkui "KuiBcbkuii Tuny - 3MiHn Wwopao 6e3nekn/edekTMBHOCTI Ta peuenma
6nictepi, no 3 BiTaMiHHWUIA BiTaMiHHWUIA dapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTui
6nictepu B nayui; no 3asop" 3aBof" nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT

10 TabneTtok y
6nictepax

ONst MEAMYHOro 3aCTOCYBaHHS Ha niacTasi
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapcbKoro 3acofdy B
nicnsipeecTpauinHuii nepiof, abo sk pedynbTaT
OLLiHKM 3BITY 3 JOCNIOKEHb, NPOBEAEHNX BigMNOBIgHO
[0 nnaHy negiatpuyHux gocnigxeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMETEHTHUM YMOBHOBaXEHNM
opraHom) - (3MiH1 BHeceHo [0 iHCTpyKUii Ans
MeAMYHOro 3aCTOCYBaHHs MpenapaTy 40 po3ainis
"®apmakonoriyHi BnacTmBocTi" (YTOUHEHHSI
iHdpopmauii), "MpoTtunokasaHHs", "B3aemogis 3
iHLWIMMKM nikapcbkuMK 3acobamu Ta iHWi Buam
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHSA
rpyanr” (YTOYHEHHS hOpMYnoBaHHs),
"Mepeno3yBaHHs", "Mob6iyHi peakuii" BianoBigHoO Ao
iHdbopMmalLii woao 6esnekun fito4oi pevyoBrHN
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Ne
n/n

Hasea
nikapcbKo20
3acoby

®Popma sunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npouyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpauitiHo2
0 noceid4YeHHs

"tpboniesa kucnora")

MepiognyHicTb NogaHHs perynspHO OHOBIOBAHOIO
3BiTy 3 6e3neku BianosigHo Ao Mopsaaky 3AiINCHEHHSs
Harnsgy 3a nobiYHMMK peaKLisiMy NikapCbKnx
3acobiB, 4O3BONEHNX 4O MEAUYHOrO 3aCTOCYBaHHS,
3aTBepakeHoro Hakazom MO3 Big 27 rpyaHsa 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainu 29 ciyns 2007 poky 3a Ne73/13340,
CTaHOBUTb: Bi4NOBIAHO A0 NepPioANYHOCTI CKNagaHHs
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, f03BONEHOr0 A0 MEAUYHOIO
3aCTOCYBaHHS, Ha LIEHTPanbHOMY pPiBHi.

33.

XOHOPA-CUNA®

mMa3b 5 % no30ry
Ty6i; no 1 Ty6i B
nayui

MAT "dapmak”

YkpaiHa

NAT
"®apmak”

YkpaiHa

nepepeecTpaLis Ha HeOBMeXeHWIn TEPMIH;
3Minn | TUny - 3miHK Wwopo 6esnekn/edekTMBHOCTI Ta
dapmakoHarnsaay. 3miHa y KopoTKili xapakrepucTuui
nikapcbkoro 3acoby, TEKCTi MapKyBaHHsI Ta iHCTPYKLT
0N MeQUYHOro 3aCTOCyBaHHSA Ha niacTa.i
perynspHoO OHOBIOBaHOrO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnimxeHb 3 6e3neku
3acTocyBaHHS NikapCcbKoro 3acoby B
nicnspeecTpauinHuii nepiof, abo sk pedynbtat
OLiHKM 3BITY 3 JOCNiAKEHb, NPOBEAEHNX BigNoBigHO
[0 nNnaHy negiatpuyHmx gocnigxkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM YMOBHOBaXEHNM
opraHom).
3MiHUN BHECEeHO A0 IHCTPYKLUii NS MeauyHoro
3acTocyBaHHsA npenaparty o po3sginis "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y nepiod BariTHOCTI
abo rogyBaHHs rpyaar”, "Mobivni peakuii”
BigNoBigHO 0 iHopmaLii woao 6e3nekn gitoyoi
pPEeYOBUHU "XOHAPOITUHY Cynbdat", Masb.
30608B’s13aHHsA Npy BuAadi peecTpauiinHoro
NOCBIAYEHHS ICHYIOTb — HaAaHHS AeTanbHOro onucy
CUCTEMU YNpaBMiHHA pU3VMKaMK1 y BUTMISAI NnaHy
ynpaeniHHA pusnKamu Ta OMNOBHEHHS A0 ornsay
KniHiYHUX aaHnx go 30.10.2017 signoBigHo Ao
nignyHkTy 1.13 NnyHKTY 1, NiANYHKTY 2.3 NYHKTY 2
popatky 15 go MNopsaky npoBegeHHs ekcnepTuan
peecTpaLiiHNX MaTepiarniB Ha Nikapcbki 3acobwu, Lo
nodatoTbCs Ha AepXXaBHy peecTpaLiiio
(nepepeecTpalilo), a Takox ekcnepTuan MaTtepianis
NpO BHECEHHS 3MiH 40 peecTpauiiHiX maTepianis
NPOTArom Aji peecTpauinHoro NocBiaYeHHs,
3aTBepakeHoro Hakasom MOS3 Big 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepioanyHICTb NOAAHHS PerynsipHo OHOBMIOBAHOMO
3BiTYy 3 6e3neku BianosigHo Ao Mopsiaky 3aiNCHEeHHs
Harnsgy 3a nobiYHMMK peakLisiMy NiKapCbKnxX

be3
peuenma

nidnsieae

UA/6033/01/01
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Ne
n/n

Hasea
nikapcbKo20
3acoby

®Popma sunycky

3asieHUK

Kpaina

Bupo6Huk

Kpaina

Peecmpauyitina npouyedypa

Ymoeu
eionycky

Peknam
yeaHHs1

Homep
peecmpauitiHo2
0 noceid4YeHHs

3acobiB, 4O3BOMEHNX 4O MEAUYHOIO 3aCTOCYBaHHS,

3aTBepgkeHoro Hakasom MOS3 Big 27 rpygHs 2006
poky Ne898, 3apeecTpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainu 29 ciyns 2007 poky 3a Ne73/13340,
CTaHOBWUTL: BIAMNOBIAHO A0 NEPIOANYHOCTI CKNagaHHs
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbKkoro 3acoby, [03BONEHOrO 40 MEAUYHOIO
3aCTOCYBaHHs!, Ha LIeHTpanbHOMY PiBHi.

34.

UENb T

Tabnetku, no 50
TabneTok y
KOHTENHepI
noninponineHoBoMmy,
no 1 KoHTelHepy y
KopobLUi 3 KapToHY

Bionoriwe
XannbmitTTenb
Xeenb 'M6X

Himevuunna

Bionoriwe
XannbmiTTenb
Xeenb 'M6X

Himeuumna

nepepeecTpaLisi Ha HEOOMEXEHUI TEPMIH
3060B’3aHHS Npy BUAadi peectpauinHoro
NOCBIQYEHHS! iICHYE — HaAaHHS [OMOBHEHHS [0
omnsay kniHivHmx gadmx go 30.10.2017, BignosigHo
Ao nianyHkTy 2.3 nyHKTy 2 goaatky 15 go Mopsaky
NpoBeAEHHSA eKCNepTM3n peecTpauinHmnx marepianis
Ha nikapcbki 3acobu, Wo NofalTbCa Ha AepXaBHY
peecTpaLiio (nepepeecTpadiio), a TaKoX eKCrnepTuan
MaTepianis Npo BHECEHHS 3MiH OO peecTpauinHnX
marepianis NpoTArom Aii peecTpauinHoro
NnocBiaYeHHs, 3aTBepapkeHoro Hakasom MOS3 Big
26.08.2005 Ne 426 (y pepakuii Hakazy MO3 Big
23.07.2015 Ne 460). MNepioanyHicTb nogaHHS
perynsipHoO OHOBIOBAHOTO 3BiTYy 3 6e3neku
BignosigHo Ao MNMopsaaky 3AiicHeHHs Harnsgy 3a
noGivyHMMM peakuisiMun nikapcbkux 3acobis,
[03BONEHUX A0 MEONYHOTO 3aCTOCYBaHHS,
3aTBepgkeHoro Hakasom MOS3 Big 27 rpygHs 2006
poky Ne898, sapeectpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainu 29 ciyng 2007 poky 3a Ne73/13340,
CTaHOBUTbL: Bif4NOBIAHO A0 NepioANYHOCTI CKNagaHHs
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbKkoro 3acoby, [03BONEHOr0 A0 MEANYHOTO
3aCTOCYBaHHs!, Ha LIeHTpanbHOMY piBHi.

be3
peuenma

nidnsieae

UA/0020/02/01

35.

LIMTPAMOH Y

TabneTkn, no 6
Tabnetok y
6nictepax; no 6
Tabnetok y 6nicrepi,
no 10 6nicTepiB y
nayui; no 10
Tabnetok y
6nictepax; no 10
TabneTok y 6nictepi,
no 10 6nicTepiB y
nayui

NAT
"Iy6Hnbapm"

YkpaiHa

NAT
"JTy6Hndpapm"

Ykpaina

nepepeecTpaLis Ha HeOOMeXeHUIn TEPMIH; 3MiHu |
TMny - 3MiHM Wwopao 6e3nekn/edpekTMBHOCTI Ta
dapmakoHarnsgy. 3miHa y KopoTkili xapakTepucTui
nikapcbKoro 3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLT
0N MeQUYHOro 3aCTOCyBaHHSA Ha niacTa.i
perynsipHo OHOBIOBaHOrO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnimpkeHb 3 6e3nekn
3acTocyBaHHS NikapcbKoro 3acody B
nicnsipeecTpauinHuii nepiog, abo sk pesynbTat
OLLiHKM 3BITYy 3 JOCHNIOKEHb, NPOBEAEHNX BigNOBIgHO
[0 nnaHy negiatpnyHux gocnimkers (PIP) (3miny
Y3rOKEHO 3 KOMMETEHTHUM YNOBHOBaXXEHNM
opraHom) - 3MiHN BHECEHO [0 IHCTPYKLUIi Ans
MEeOUYHOro 3aCTOCyBaHHSA npenapaTy 4O po3ainis
«MpoTrnokasaHHs», «OcobnMBOCTI 3aCTOCYBaHHS,
«OcobnuBei 3axoaun 6e3nekny, «3acTocyBaHHs B
nepiog BariTHOCTi abo rogyBaHHs rpyaay, «oGiyHi

bes
peuenma:
Ne 6, Ne10.
3a
peuenmom:
Ne 60
(6x10), Ne
100 (10x10)

Ne 6, Ne
10 -
nidnsieae
; Ne 60,
Ne 100 —
He
nidnsieae
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Ne Haszea ®Popma sunycky 3asieHuUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npouyedypa Ymoeu Peknam Homep
n/n JNiKapcbKo20 eionycky yeaHHs1 | peecmpauyiliHo2
3acoby 0 noceidyeHHs1

peakuii», «epenosyBaHHsi», «B3aemogais 3 iHWUMMK
nikapcbknumy 3acobamu Ta iHLWi BUAK B3aeMOin»
BiZNOBIgHO [0 iHbopMaLii CTOCOBHO Ge3nekun airymnx
PEYOBMH fikapcbkoro 3acoby.

3060B’s13aHHSA Npy BUAAYi peecTpaLiiHoro
NOCBIAYEHHS ICHYIOTb — HaAaHHSA AeTanbHOro onucy
CUCTEMMU YNPaBIiHHA pU3nKaMuy y BUrMSAAi NnaHy
ynpaBniHHS pU3nKamu Ta OMOBHEHHS 4O ornsgy
KniHiYHMX gannx go 30.10.2017 signosigHo oo
nignyHkty 1.13 nyHkTYy 1, NigNYHKTY 2.3 NyHKTY 2
popatky 15 go MNopsiaky NpoBeAeHHS eKcrepTusmn
peecTpauiiH1X MaTepiarniB Ha Jikapcbki 3acobwu, LWo
noaarTbCs Ha AepXXaBHY peecTpauito
(nepepeecTpalilo), a TakoX ekcnepTnan Matepianis
NpO BHECEHHS 3MiH A0 peecTpauiiHixX maTtepianis
NPOTArom Aii peecTpauiiHoro NocBia4YeHHS,
3aTBepakeHoro Hakazom MO3 Big 26.08.2005 Ne 426
(y pepakuii Hakazy MO3 Big 23.07.2015 Ne 460).
MepiognyHicTb NogaHHs perynsipHO OHOBIHOBAHOMO
3BiTy 3 6e3neku BianosigHo Ao Mopsaky 34incHeHHs
Harnsay 3a nobivyHMMK peakLisasMu NikapCbKnx
3acobiB, 4O3BONEHNX 4O MEANYHOrO 3aCTOCYBaHHS,
3aTBepgkeHoro Hakasom MOS3 Big 27 rpygHs 2006
poky Ne898, sapeectpoBaHoro B MiHicTepcTBi
tocTuuii Ykpainu 29 ciyns 2007 poky 3a Ne73/13340,
CTaHOBUTb: Bif4NOBIAHO A0 NepioANYHOCTI CKNagaHHs
perynsipHo OHOBIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, 03BONEHOr0 A0 MEAUYHOIO
3aCTOCYBaHHs!, Ha LIeHTPanbHOMY piBHi.

HavanbHuK YnpaBniHHA chapmaueBTUYHOI
AIANbHOCTI Ta AKOCTi papmMaueBTUYHOI NpoAayKLuil

T.M. JlackoBCbKuu




