MEPEJIK
NEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIONOINYHUX NPEMNAPATIB), AKI
BHOCATbLCA OO OEPXXABHOIO PEECTPY JNIIKAPCbKUX 3ACOBIB YKPAIHU

HopaTtok 2

po Haka3sy MiHictepcTBa OXOpOHM
3n00poB’s YKpaiHu

06.04.2020 Ne 778

abo 30 miLukiB
freeflex B rpynosin
KopoO6LUi i3 kKapTOHY

Ne Hasea @Popma eunycky 3asieHuUK Kpaina Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Peknamye Homep
n/ | nikapcbko2o (nikapcbka 3asieHUKa eUpPobHUKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ¢hopma, noceid4yeHHs1
ynakoeka)
1. BANEKAPQ posuuH; in bulk: no | Tosapuctso 3 YkpaiHa TosapucTso 3 YkpaiHa MepepeecTpalis Ha HeoOMeEXeHU TEPMIH. - He UA/11172/01/01
20,0 n abo 50,0 n obmexeHoto obmexeHoto MepioAnyHiCTb MoAaHHSA perynspHo nionseae
y cTanesux BiANoOBiAanNbHi BiANOBIAANbHICTIO OHOBIIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO A0
EMHOCTAX CTIO "XapkiBCcbke Mopsaky 3aincHeHHs dhapMakoHarnagy,
"XapkiBCbke hapmaLeBTM4He 3aTBepAXeHoro HakasoMm MiHicTepcTBa OXOPOHU
apmaueBTny nianpuemMcTBo 3p0poB’s Ykpainu Big 27 rpyaHsa 2006 poky Ne
He "3n0poB's 898, 3apeecTpoBaHoro B MiHicTepcTsi tocTULi
nignpuemMcTBo Hapoay" Ykpainu 29 ciyHst 2007 poky 3a Ne 73/13340 (y
"3p0poB'sa pefakuii Hakasy MiHicTepcTBa OXOpOHMU
Hapoay" 3q0poB'a YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3rifHO 3i CTPOKaMM,
3a3Ha4YeHUMK Y NepioguyHOCTI NoAaHHs
perynsipHux 3BiTiB 3 6e3neku.
2. BONIONANT pPO34unH Ana ®peseHiyc HimeuunHa ®peseHiyc Kabi HimeyunHa MepepeecTpauis Ha HeOOMeXeHU TEPMIH. 3a He UA/14192/01/01
iHoysin; 250 mn Kabi Donunang Mv6X 3Mminu Il Tuny - 3miHn wopno peuenmom nionseae
abo no 500 mn y HOonunang 6e3nekn/edekTUBHOCTI Ta hapmakoHarnagy.
Mmiwky freeflex; 20 m6X 3MiHM Y KOPOTKill XapakTepucTuLi nikapcbkoro

3acoby, TeKCTi MapKyBaHHsI Ta iHCTPYKUii Ans
MELMWYHOrO 3aCTOCYBaHHS Y 3B'A3KY i3 HOBUMM
AaHUMW 3 KOCTI, AOKMIHIYHUMMU, KMiHIYHUMU
OaHUMU Ta AaHUMK 3 papmakoHarnsgy - 3miHu
BHECEHO A0 IHCTpyKUii Ans MeanyHoro
3acTocyBaHHs! nikapcbkoro 3acoby fo po3ainy
"IokasaHHA", a TaKoX 40 po3ainis
"®apmakoTepanesTuyHa rpyna”,
"@apmakonoriyHi BnactneocTi",
"MpotunokasanHs", "Cnocib 3acTocyBaHHs Ta
po3n", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiof BaritTHocTi abo
rogyBaHHsi rpyaar”, "MobiyHi peakuyii”, "ditn", a
TaKkoX CTBOPEeHWU po3ain "HecymicHicTb"
Bi4NOBIAHO 40 MaTepianis peecTpauinHoro
[AOCbE.

MepioanyHiCTb NOgaHHs perynspHo
OHOBIIOBAHOIO 3BITY 3 6e3neku, BiJNOBIAHO 4O
Mopsiaky 34incHeHHs dhapMakoHarnagy,
3aTBepAXeHOoro HakazoM MiHicTepcTBa OXOPOHM
3pn0poB’s Ykpainm Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTudii
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Ykpainu 29 ciyng 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU
300poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i CTpoKamu,
3a3Ha4YeHVMU Y NepioaNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

3UOMILNH®

Tabnetku, BKpUTI
obornoHkot, no
500 mrno 3
Tabnetku y
6nictepi; no 1
Gnictepy y
KapTOHHi#
ynakosLi

KYCYM
XENTXKEP
NBT NTA

IHAaia

KYCYM
XENTXKEP NBT
NTA, IHaia
abo
TOB "KYCYM
®APM", YkpaiHa

IHpis/
YkpaiHa

nepepeecTpawis Ha HeobMexXeHu TepMiH
3MiHu | TMny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKil XapaKTepuCTuLLi NikapcbKoro
3acoby, TeKCTi MapKyBaHHs Ta iHCTPYKLIi ans
MeAMYHOro 3aCTOCYBaHHA Ha niacTasi
perynsipHo OHOBIIOBAHOrO 3BiTYy 3 Ge3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6e3neku
3aCcTOCyBaHHs fikapcbkoro 3acoby B
nicnspeecTpauiiHuin nepiod, abo sk pesynbTaT
OLiHKW 3BITY 3 AOCNIOXEHb, NPOBEAEHNX
BiAMNOBIAHO A0 NNaHy negiaTpuyHMX AoCnigXeHb
(PIP) (3MiHy y3rof»xeHo 3 KOMMNETEHTHUM
YNOBHOBAXXEHVM OpraHom) - 3MiHW BHECEHO [0
IHCTPYKUIT ANS MEANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainis:
"Cknaa"(yToyHeHHs iHchopmalii Wwo A0 ABOX
Ao3yBaHb), "Jlikapcbka hopma" (yTouHEHHs!
iHcbopmaLii Wo A0 ABOX [03YBaHb),
"®apMakonoriyHi BnactuBocTi" (YTOYHEHHS
iHcbopmalii), "MokasaHHs (YTOHMHEHHS
iHcbopmaLii)", "MpoTunokasaHHs", "B3aemogis 3
iHLWKMMWK nikapcbkMK 3acobamu abo iHLWi Buan
B3aemogin", "OcobnusocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiof BaritHocTi abo
rogyBaHHsi rpyaat” (yTouHeHHs iHdopmadii),
"Cnoci6 3acTocyBaHHsi Ta 403U" (YTOYHEHHS
iHcbopmaLii Wwo fo ABox Ao3yBaHb), "MobiuHi
peakuii" BignoBigHO 4O OHOBMEHOI iHdbopMmaLii 3
6e3nekn 3acTocyBaHHS Aik040i PEYOBUHM.
MepioanyHiCTb NogaHHs perynsapHo
OHOBIIOBAHOrO 3BiTY 3 6€3Meku, BignoBiAHO A0
Mopsiaky 3aincHeHHs dhapMakoHarnagy,
3aTBepAXeHoro HakazoM MiHicTepcTBa OXOPOHM
3p0poB’s Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi OCTULiT
Ykpainum 29 ciuHs 2007 poky 3a Ne 73/13340 (y
peaakuii Hakady MiHicTepcTBa OXOPOHU
3p0poB's YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTBL: 3rigHO 3i CTpoKamum,
3a3HavYeHnMM y NepioguyYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neku.

3a
peyermom

He
nionsizae

UA/10672/01/02

3UOMILNH®

TabneTku, BKPUTI
000N0HKOW, N0

KYCYM
XENTXKEP

IHAis

KYCYM
XENTXKEP MBT

IHais/
YkpaiHa

nepepeecTpawis Ha HeobMexXeHu TepMiH

3a

peyenmom

He
nionsizae

UA/10672/01/01
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250 mr no 6 abo
no 21 tabnetui y
6nictepi; no 1
Gnictepy y
KapTOHHiW
ynakosLi

MBT NTA

NTA, IHaia
abo
TOB "KYCYM
®APM", YkpaiHa

3MiHu | TMny - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta dhapmakoHarnsay.
3MiHa y KOpOTKill XapaKTepuCTULLi NikapcbKoro
3acoby, TEKCTi MapKyBaHHs Ta iHCTPYKLIi ans
MeAMYHOro 3aCTOCYBaHHA Ha niacTasi
perynsipHo OHOBIIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3 6esnekn
3aCTOCyBaHHs fikapcbkoro 3acoby B
nicnspeecTpauiiHuin nepioa, abo sk pesynbTar
OLiHKW 3BITY 3 AOCNIOXEHb, NPOBeeHNX
BiANOBIAHO 0 NNaHy neaiaTpuyHMX AoCNigXeHb
(PIP) (3MiHy y3rof»xeHo 3 KOMMNETEHTHUM
YMNOBHOBa)XEHUM OpPraHoMm) - 3MiHW BHECEHO [0
IHCTPYKUii ANS MegUYHOro 3acTOCyBaHHs
nikapcbkoro 3acoby Ao po3ainis:
"Cknaga"(yTouHeHHs iHdopmauii Lwo 4o ABOX
no3yBaHb), "llikapcbka popma” (yTOYHEHHS
iHdbopmalii Lo A0 ABOX [03YBaHb),
"dapmakonoriyHi BnacTnBocTi" (YTOYHEHHS
iHcpopmaLii), "MokasaHHs (YTOYHEHHS
iHdpopmaLii)", "MpoTunokasaHHs", "B3aemogis 3
iHLWMMWK nikapcbkuMKM 3acobamu abo iHLWi Buan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHsi rpyaat” (yTouHeHHs iHdopmadii),
"Cnoci6 3acTocyBaHHsi Ta 403U" (YTOYHEHHS
iHcbopmaLii Wwo Ao ABOX Ao3yBaHb), "MobiuHi
peakuii" BignoBiaHO 4O OHOBMEHOI iHdbopMmaLii 3
6e3nekn 3acTocyBaHHS Ait040i PEYOBUHM.
MepioanyHiCTb NOAAHHS perynsapHo
OHOBIMIOBAHOrO 3BiTY 3 6e3Meku, BiaNoBiAHO A0
[Mopsaky 3aincHeHHs dhapMakoHarnagy,
3aTBepAXeHOro HakazoMm MiHiCTepcTBa OXOPOHM
3p0poB’s Ykpainm Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi lOCTULiT
Ykpainm 29 ciuHs 2007 poky 3a Ne 73/13340 (y
peaakuii Hakady MiHicTepcTBa OXOPOHU
3p0pos.'s YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTBL: 3rigHO 3i CTPOKaMM,
3a3HavYeHnMM y NepioguYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6Ge3neku.

KA®DETIH®

Tabnetku, no 10
TabneTok y cTpwni;
no 1 ctpuny y
KapPTOHHIN
Kopobui; no 6
TabneTok y cTpwni;
no 1 abo no 2
cTpunu y
KapTOHHiIN kopobui

ANKANOIO AL
Ckon'e

Pecny6bnika
MakenoHis

ANKANOIO AL
Ckon'e

Pecny6bnika
MakenoHis

MepepeecTpalis Ha HEOOMeEXeHWU TEPMIH.
3MiHW Woa0 6e3nekun/edeKkTUBHOCTI Ta
dapmakoHarnsigy. 3MiHa y KOpoTkin
XapakTepucTuui nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS! Ta iHCTPYKLii AN MeguyHoro
3acTocyBaHHS Ha NiacTasi perynsipHo
OHOBIIOBAHOIO 3BITY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku
3acTocyBaHHS fikapcbkoro 3acoby B

3a
peuenmom

He
nionsizae

UA/0742/01/01
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nicnspeecTpauiiHuin nepiod, abo sk pedynbTar
OLiHKW 3BITY 3 AOCHIOXEHb, NPOBEeeHNX
BiANOBIAHO A0 NNaHy neaiaTtpuyHUX AoCnigXeHb
(PIP) (3MiHy y3rofi>xeHo 3 KOMNETEHTHUM
YNOBHOBAXEHVM OpraHoMm) - 3MiHW BHECEHi 10
iHCTPYKUiT ANst MeguyYHOro 3acTocyBaHHS
nikapcbkoro 3acoby y posginu: "lMokasaHHs"
(peparyBaHHs iHdopmauii), "MpoTunokasaHHs",
"B3aemopis 3 iHWMMU nikapcbkumu 3acobamu Ta
iHWi B1an B3aemogin”, "OcobnueocTi
3acTtocyBaHHs", "34aTHICTb BNNMBaTH Ha
LIBMAKICTb peakuii Npu kepyBaHHi
aBTOTpPaHCMNoOpTOM abo iHWUMKN MexaHisamamu",
"Cnocib 3acTocyBaHHs Ta Ao3un" (iHopmalis
wopo 6e3nekn), "Oitn" (iHcbopmauis wono
6e3nekn), "MepenosysarHHs", "MobivHi peakuii”
BiANOBIAHO 4O OHOBNEHOI iHchopMmalLlii 3 6e3nekn
Lit040i Pe4OBUHN.
MepioanyHiCTb NOAAHHS perynsapHo
OHOBIIOBAHOrO 3BiTY 3 6e3Mneku, BiANOBIAHO A0
Mopsaky 3aincHeHHs dhapMakoHarnagy,
3aTBepAXeHoro HakasoM MiHicTepcTBa OXOPOHU
380poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi toCTUUii
Ykpainu 29 ciyns 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpOHU
380poB's YKpaiHu Big 26 BepecHst 2016 poky Ne
996), CTaHOBUTbL: 3rifHO 3i CTPOKaMM,
3a3Ha4YeHMU y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTis 3 6e3neku.

MATIHIO
CYNIb®AT

PO34MH ans

iH ekuin 250
Mmr/mn, no 5 mn B
amnyni, no 10
amnyn B navuj; no
5 mn B amnyni, no
100 amnyn B
nayui; no 5 mn B
amnyni, no 5
amnyn B 6nicTepi,
no 2 Gnictepu B
nayui; no 10 mn B
amnyni, no 10
amnyn B nadui; no
10 mn B amnyni,
no 100 amnyn B
navui; no 10 mn B
amnyni, no 5
amnyn B 6nicTepi,
no 2 6nictepu B

MpuBaTtHe
akuioHepHe
TOBapUCTBO

"Nekxim-
Xapkis"

YkpaiHa

MpuBaTtHe
akuioHepHe
TOBapUCTBO

"INekxim-Xapkis"

YkpaiHa

MepepeecTpalis Ha HeobMexeHW TepMiH
MepioanyHiCTb NOAAHHS perynsapHo
OHOBIMIOBAHOrO 3BiTY 3 6e3Meku, BiaNoBiAHO A0
[Mopsaky 3aincHeHHs dhapMakoHarnagy,
3aTBepAXeHOro HakazoM MiHicTepcTBa OXOPOHM
3p0poB’s Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi OCTULiT
Ykpainm 29 ciyHs 2007 poky 3a Ne 73/13340 (y
peaakuii Hakady MiHicTepcTBa OXOPOHU
3p0pos.'s YkpaiHu Big 26 BepecHst 2016 poky Ne
996), CTaHOBUTBL: 3ri4HO 3i CTpOKamu,
3a3HavYeHnMM y NepioguYHOCTI NOAaHHSA
perynsipHux 3BiTiB 3 6e3neku

3a
peuerrmom

He
nionsiecae

UA/14637/01/01
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[IpoioBxkeHHs jo1aTKa 2

OHOBINIOBAHOrO 3BITY 3 6e3neku, BiANOBIAHO A0
Mopsiaky 3aincHeHHs dhapMakoHarnagy,
3aTBepAXeHoro HakazoM MiHicTepcTBa OXOPOHM
3p0poB’s Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi FOCTMLiT
Ykpainum 29 ciuns 2007 poky 3a Ne 73/13340 (y
peaakuii Hakady MiHicTepcTBa OXOPOHU
3n0poB's Ykpainu Big 26 BepecHst 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i CTpoKamu,

Ne Hasea ®Popma sunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Peknamye Homep
n/ | nikapcbko2o (nikapcbka 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ¢hopma, noceid4yeHHs
ynakoeka)
navui
7. HYPO®EH® Tabnetku, BKpUTI PekkiTT Benuka PekkiTT BeHkizep Benuka MepepeecTpauis Ha HeOOMeEXEHU TEPMIH. be3 nionseae UA/10906/01/01
12+ obornoHkoto, No BeHkizep BputaHis Xenckep BputaHis MepioanyHiCTb NoAaHHs perynsapHo peuenma
200 mr; no 12 Xenckep IHTepHeLwHn OHOBINIOBAHOTO 3BiTY 3 6e3neku, BiANOBIAHO OO
TabneTtok y IHTepHeLwHnN Tlimiteq Mopsiaky 3aincHeHHsA dhapMmakoHarnagy,
6nictepi; no 1 abo Tlimiteq 3aTBepaKeHOoro Hakasom MiHicTepcTBa OXOpPOHU
2 brictepu B 3gopor’s Ykpainu Big 27 rpyaHsa 2006 poky Ne
KapPTOHHI kopobuji 898, 3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciyng 2007 poky 3a Ne 73/13340 (y
pepakuii Hakazy MiHicTepcTBa OXOPOHU
300poB'a YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTL: 3rigHO 3i CTpoKamu,
3a3Ha4YeHVMU Y NepioaNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.
8. OCMNAMOKC® | Tabnetku, BKpUTI CaHnpos CnoBeHis Canpos 'moX - ABcTpisi MepepeecTpauis Ha HeobMeXeHU TEPMIH. 3a He UA/3975/01/01
NNiBKOBOIO dapmacbioTika Bupo6Huya OHoBneHo iHdopMaLito y po3ginax "Baaemogisa 3 | peuenmom nionseae
060Mn0oHKO, NO n3a.An. AinbHUUA iHLUMMWK NikapCcbKkMMK 3acobamu Ta iHLWi BUAN
500 mr no 12 AHTUIHDEKLIAHI B3aemogin", "OcobnmBocTi 3acTocyBaHHsA"
TabneTtok y N3 ta XimiyHi IHCTPYKUiT AN MeAUYHOro 3acTocyBaHHS
GnicTtepi; no 1 Onepauii KyHanb nikapcbkoro 3acoby BignosigHo Ao 6e3neku
Gnictepy B (AIXO 3 3aCTOCYBaHHS [il040i peYOBUHM.
KapTOHHI kopobLi KyHanb) MepioanyHiCTb NOgaHHA perynspHo
OHOBIIOBAHOrO 3BiTY 3 6e3Mneku, BiANoBIAHO A0
Mopsaaky 34iMcHeHHa dhapMakoHarnsay,
3aTBepAXeHoro HakazoM MiHicTepcTBa OXOPOHM
3a0poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi loCTUUii
Ykpainu 29 ciyns 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU
3p0pos'a YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBUTbL: 3rifHO 3i CTPOKaMM,
3a3Ha4YeHMMU Y NePioANYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
9. OCMNAMOKC® | Tabnetku, BKpUTI CaHnpos CnoseHis CaHnpos 'moX - ABCTpisi MepepeecTpalis Ha HEOOMeXeHU TEPMIH. 3a He UA/3975/01/02
NNiBKOBOIO dapmacbioTika BupobHunya OHoBneHo iHdopMmaLito y po3ginax "Baaemogis 3 | peuenmom nionseae
obornoHkoto, 1000 n3a.no. AinbHUUS iHLWMMWK NikapcbkMK 3acobamu Ta iHWi BUAK
Mr no 6 Tabnetok AHTUIHGEKLiAHI B3aemogin", "OcobnusocTi 3acTocyBaHHs"
y 6nictepi; no 2 M3 ta XimiyHi IHCTPYKUiT 4Ns MeAUYHOro 3acTocyBaHHS
Gnictepu B Onepauii KyHanb nikapcbkoro 3acoby BianosigHoO 4o 6e3neku
KapPTOHHI kopooLyi (AIXO M3 3acToCyBaHHS Ail040i PEYOBUHN.
KyHans) MepioanyHiCTb NogaHHS perynsapHo
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Peknamye
aHHSA

Homep
peecmpauyitiHo2o
noceid4yeHHs

3a3Ha4YeHVMU Y NepioaNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

10.

NEKTONBAH
eu

cvpon no 100 mn y
dnakoHi; no 1
nakoHy pa3om 3
TOXKOIO
[03yBarnbLHOW y
nauyui 3 KapToHy

MNAT "®apmak”

YkpaiHa

MAT "®apmak”

YkpaiHa

MepepeecTpauis Ha HeobMeXeHU TEPMIH.
3MiHU Wwoao 6e3nekn/eeKTUBHOCTI Ta
hapmakoHarnagy. 3mMiHu y KopoTkin
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHS! Ta iIHCTPYKLiT ANst MeauyHoro
3aCTOCYBaHHSA
reHepu4yHUxX/riopmuaHnx/6ionoaibHMX NikapcbkUx
3acobiB nicnsi BHECEHHs Tiei camoi 3MiHM Ha
pedepeHTHUIA Npenapart (3MiHa He NnoTpebye
HafaHHS XOOHUX HOBUX JOAATKOBUX AAHUX) -
3MiHM BHECEHO [0 iHCTPYKLiT ANns MeanyHoro
3aCTOCYBaHHS Nikapcbkoro 3acoby Ao po3ainis
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHS y
nepion BariTHOCTi ab0 rogyBaHHs rpyaar”,
"Cnoci6 3acTocyBaHHs Ta fo3un", "MobivHi
peakuii" BignosigHo 40 iHdopmaLii
pedepeHTHOro nikapcbkoro 3acoby (MinictaH
cupon Big Kalusto, cupon).
[MepioanyHiCTb NOAAHHS perynsapHo
OHOBIIOBAHOrO 3BiTY 3 6e3Mneku, BiANOBIAHO A0
Mopsaaky 34incHeHHa dhapmakoHarnsay,
3aTBepAXeHoro HakasoM MiHicTepcTBa OXOPOHM
380poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi loCTUUii
Ykpainu 29 ciyns 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpOHMU
3p0poB'a YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3rifHO 3i CTPOKaMM,
3a3Ha4YeHMMU Y NepioaNYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

be3
peuenma

He
nionsizae

UA/10675/01/01

11.

PEriconic

NMOPOLLOK Ans
opanbHoro
po3ymHy no 18,9 r
y cawe; no 10
cawe y nadui 3
KapTOHY

ToBapucTso 3
[04,aTKOBOIO
BignosiganeHi
cTio
«IHTEPXIM»

YkpaiHa

ToBapucTso 3
[04aTKOBOK
BiQNOBiAanNbHICTIO
«IHTEPXIM»

YkpaiHa

nepepeecTpaLisa Ha HeobMeXeHuih TepMiH
OHoBneHo iHopMaLito B IHCTPYKLUIT Ans
MELWNYHOro 3aCTOCYBaHHS BiANOBIAHO A0
pedepeHTHOro nikapcbkoro 3acoby (PerigpoH,
MOPOLLOK 030BaHwmi1) y po3aini "OcobnmeocTi
3acTocyBaHHA".

MepioanyHiCTb NogaHHS perynsapHo
OHOBIIOBAHOrO 3BiTY 3 6e3Meku, BignoBiAHO A0
[Mopsiaky 3aincHeHHs dhapMakoHarnagy,
3aTBepAXeHoro HakazoM MiHicTepcTBa OXOPOHM
3p0poB’s Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi toCTULiT
Ykpainum 29 ciuns 2007 poky 3a Ne 73/13340 (y
peaakuii Hakady MiHicTepcTBa OXOPOHU
3p0poB's YkpaiHu Big 26 BepecHst 2016 poky Ne
996), CTaHOBWTbL: 3rigHO 3i CTpOKamu,
3a3HavYeHNMM y NepioguYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3 6e3neku.

6e3
peyenma

nionsiecae

UA/14661/01/01




7 [IpoioBxkeHHs jo1aTKa 2
Ne Hasea ®Popma sunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Peknamye Homep
n/ | nikapcbko2o (nikapcbka 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ¢hopma, noceid4yeHHs
ynakoeka)

12. | YAbTPAKAIH | posunH ans TOB "CaHodi- YkpaiHa CaHodi-ABeHTic Himeuwunna/ MepepeecTpauis Ha HeOOMeEXEeHN TEPMIH. 3a He UA/3406/01/02

®Aa-c iH'ekuin, ans ABeHTIC Lonunang M'voX, dpaHuis 3MmiHu | TUny - 3miHKn woao peuernmom nionsizae

®OPTE BMPOOHMKa YkpaiHa" HimeyunHa; 6e3nekn/edeKTUBHOCTI Ta hapmakoHarnsay.

CaHodi-ABeHTIC OENBbOAPM BBeneHHst abo 3MiHM [0 y3aranbHEeHUX OaHUX

Lonunang Tm6X,
HimevunHa,
amnynu: Ne100
(10x10): no2 mn B
amnyni; no 10
amnyn y KapTOHHIN
YapyHKOBIN
ynakosLui; no 1
KapTOHHi#
YapyHKOBIN
yrnakoBui B
KapTOHHiW
Kopobui; no 10
KapTOHHUX
KOpOBOK,
0BTArHEHUX
nniBKoto
LMdNEHOBOIO;
kapTpuaxi: Ne 100
(10x10): no 1,7 mn
y KapTpuaxi; no
10 kapTpugxis y
KapTOHHIN
YapyHKOBIN
ynakosui; no 10
KapTOHHUX
YapyHKOBUX
yrnakoBOK Y
KapTOHHIN
Kopobui; ans
BMpPOBHMKa
OENb®APM
OI>KOH, ®paHuis,
amnynu: Ne100
(5x2x10): no 2 mn
B amnyni; no 5
amnyn y
nonicTMponosin
ynakosLji; no 2
nonicTMponosi
ynakoBKu B
KapTOHHIN
kopobui; no 10
KapTOHHUX
KOpOBOK,
0BTArHEHUX

OIPKOH, ®paHuis

npo cuctemy hapmakoHarnsigy (BBeLeHHs
y3aranbHeHUX aHnx Npo cUcTeMy
hapmakoHarnsigy, aMmiHa yrnoBHOBa)eHoi ocobu,
BiANoOBiAanbHOI 3a 30iNCHEHHS
hapmakoHarnsay; KOHTakTHOi ocobu 3
(hapmakoHarnsay 3asiBHUKa s 34iNCHEHHS
hapmakoHarnagy B YkpaiHi, AKLL0 BoHa
BiAMIHHa BiA ynoBHOBaXeHOi ocobu,
BiANOBiAanNbHOI 3a 34iiCHeHHs bapMakoHarnagy
(BKIIOYAKOYM KOHTaKTHI AaHi) Ta/abo 3miHn y
po3MmiLLeHHi macTep-danna cuctemmn
apmakoHarnsay) Litoya pegakuis:
YnoBHoBaXxxeHa ocoba 3asiBHUKa, BianoBiganbHa
3a papmakoHarnag BonteHko AHTOH
["eopriioBuy. MNMponoHoBaHa peaakuis:
YnoBHoBaXxxeHa ocoba 3asBHUKA, BignosigansHa
3a papmakoHarnag, KniwmH AHTOH
MwukonanoBu4. 3mMiHa KOHTaKTHUX AaHUX
YNOBHOBaXKeHOi 0CcobM 3asiBHUMKA,
BignoBiganbHOI 3a hapmakoHarnag. 3minm |l
TMNy - 3MiHK Wwoao 6e3nekn/eeKkTUBHOCTI Ta
hapmakoHarnsigy. 3MiHW y KOpOTKil
XapakTepucTuLi nikapcbkoro 3acoby, TekcTi
MapKyBaHHs Ta iHCTPYKUil 4ns Megu4Horo
3acToCyBaHHS y 3B’513KY i3 HOBUMW AaHUMU 3
SAKOCTi, OKMIHIYHUMMU, KNIHIYHUMWU JaHUMK Ta
[aHuMK 3 papmakoHarnsay - 3MiHuM BHECEHO A0
IHCTPYKUIT AN MeAUYHOro 3acTocyBaHHS
nikapcbkoro 3acoby y posainu
"®apmakoTepaneBTuyHa rpyna" (yToYHEHHs
iHcbopmaLii), "PapmakonoriyHi BnactusocTi"
(yTo4HeHHs iHdopmauii), "MpoTunokasaHHs",
"B3aemMopis 3 iHWMMK nikapcbkumn 3acobamu Ta
iHWi B1an B3aemognin”, "OcobnusocTi
3acTocyBaHHSA", "3acTocyBaHHA Y nepiog
BariTHocTi abo rogyBaHHs rpyaar" (yTOYHEHHS
iHcbopmalii), "Cnocib 3actocyBaHHs Ta fo3un"
(yTouHeHHs iHdopmauii), "MepenosyBaHHA",
"MobivHi peakuii", a TakoX pegaroBaHo po3ainu
"Cknapg" Ta "lNMokasaHHA" BignoBiaHO Ao
MaTepianis peecTpauifiHoro goche.
MepioanyHiCTb NOgaHHs perynspHo
OHOBIIOBAHOrO 3BITY 3 6e3neku, BiJNOBIAHO 4O
Mopsiaky 34incHeHHs dhapMakoHarnagy,
3aTBepAXeHoro Haka3om MiHicTepcTBa OXOPOHU
300poB’st Ykpainu Big 27 rpyaHs 2006 poky Ne
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[IpoioBxkeHHs jo1aTKa 2

Ne Hasea ®Popma sunycky 3asieHuUK KpaiHna Bupo6bHuk Kpaina PeecmpauiiiHa npoyedypa Ymosu Peknamye Homep
n/ | nikapcbko2o (nikapcbka 3asieHUKa eupobHuUKa eidnycky aHHs1 peecmpauyitiHo2o
n 3acoby ¢hopma, noceid4yeHHs
ynakoeka)
NniBKOO 898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTuuii
LUncpreHoBoW Ykpainum 29 ciunst 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU
300poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBUTL: 3rigHO 3i CTpoKamu,
3a3Ha4YeHVMU Y NepioaMYHOCTI MOAaHHA
perynsipHux 3BiTiB 3 6e3neku.
13. | ®NIYKOHA3O0 | posuuH ans MpuBaTHe YkpaiHa MpuBaTHe YkpaiHa nepepeecTpaLlisi Ha HeOOMeXeHWn TepMiH 3a He UA/14390/01/01
n iHdpysin 0,2 % no aKuioHepHe akuioHepHe MepioanyHiCTb NoAaHHs perynsapHo peuenmom nionseae
100 mn y nnsawwi; TOBapuUCTBO TOBapuUCTBO OHOBIIOBAHOTO 3BiTY 3 6e3neku, BiANOBIAHO A0
no 1 nasawui y "IHdpysia" "IHpy3is" [Mopsaky 3aincHeHHs dhapMakoHarnagy,

navui

3aTBepKeHOro Hakasom MiHicTepcTBa OXOpPOHU
3gopoB’s Ykpainu Bif 27 rpyaHsa 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTBi tocTuuil
Ykpainu 29 ciyns 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa OXOpOHM
3q0poB'a YkpaiHu Bif 26 BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3riHO 3i CTpoKamM,
3a3Ha4YeHVMU y NepioanNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

HavyanbHUK BigAainy 3 nutaHb ¢hapmaueBTUYHOI
AianbHocTi [lenapTamMeHTy peani3auii NONiTUK

T.M. JlackoBCbKUM






