MNEPENIK
NEPEPEECTPOBAHUX JNIIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONOIIYHUX MNMPEMNAPATIB), SKI
BHOCATBLCA 0O AEPXABHOIO PEECTPY NNIKAPCbKUX 3ACOBIB YKPAIHU

OopaTtok 2

[o Haka3dy MiHicTepcTBa OXOpPOHMU
340poB’a YKpaiHu

04.02.2020 Ne 236

Haszea
JNlikapcbKo20
3acoby

dopma sunycky
(nikapcbka ghopma,
ynakoeka)

3asisHUK

KpaiHna
3asieHUKa

BupobHuk

KpaiHa
eupo6HUKa

Homep
peecmpauyiliHo20
noceid4yeHHs

Peknamye
aHHs

Ymoeu
eionycky

PeecmpauitiHa npo yedypa

ACTPALIUTPO
H

NOPOLLOK A1
oparbHOro po3ymnHy
no 20 r y cawe; no
10 cawe y Kopobui 3
KapToHYy

TOB
"Actpagapm"

YkpaiHa

TOB
"Actpadapm"”

YkpaiHa

MepepeecTpaLisi Ha HeobMexeHWI 6e3 nidnsiecae UA/10402/01/01

TEPMiH. peuenma

3MiHn wopao 6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y KopoTKin
XapakTepucTuli nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLIiT Ans
MeJNYHOro 3acToCyBaHHA Ha nigcrasi
peryrnsipHo OHOBMOBAHOTO 3BiTYy 3 Ge3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3
6e3nekun 3aCcToCyBaHHs! NikapCbKOro
3acoby B nicrnsipeecTpaliiHui nepiod, abo
SIK pe3ynbTaT OLiHKM 3BiTY 3 AOCTiAXEHb,
npoBeAeHnX BiAMOBIAHO A0 nraHy
negiatpuiHux gocnimpkers (PIP) (3miHy
Y3rofi>XeHo 3 KOMMNETEHTHUM
YMOBHOBAXEHWM OpraHoMm) - 3miHu
BHECEHO [0 iHCTPYKLiT Ang MegnyHoro
3aCTOCYBaHHs NikapCbKoro 3acoby Ao
poaginis "MpoTunokasaHHa",
"OcobrmBocTi 3actocyBaHHs", "Cnoci6
3acTocyBaHHs Ta 403U" (YTOUYHEHHS)
BiZINOBIAHO 4O OHOBMEHOT iH(hopMaLii 3
Ge3nekun 3acTocyBaHHs Aitoyoi Ta
OOMOMiDKHUX PEYOB UH.
[MepiognyHiCTb NOAAHHA perynsapHo
OHOBIIOBAHOrO 3BiTY 3 6e3neku BiaNoOBIiAHO
o Mopsaaky 3aiMCHeHHS
hapmakoHarnagy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHM 300POB’si
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuin B MiHicTepcTBi tocTuuii
Ykpainm 19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHU 340pOB’'s YKpaiHu
Bif 26 BepecHs 2016 poky Ne 996),
CTaHOBMTb: 3riAHO 3i CTPOKamu,
3a3HaYeHVMU y NepiogNuYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

BEJIICA

Kpansi opanbHi no

TOB "OKI

YkpaiHa

TOB "OKMN

YkpaiHa

UA/9714/01/01

MepepeecTpalisi HA HEOBMEXEeHU TEPMIH 6e3 nidnsiecae
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3asieHuUK
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3asieHUKa

Bupo6Huk

Kpaina
eUpPO6HUKa

Peecmpayitina npo yedypa

Ymoeu
eidnycky

Peknamye
aHHsA

Howmep

peecmpauitiHo20

noceid4yeHHs1

25 mnabo 40 mny
hnakoHi 3 Npobkoto-
Kpane nbHuueto; no 1
drakoHy y nauui

"dPapmaueBTn
YyHa chabpuka"

"®apmaueBTUYHa
habpuka"

3MiHn wopao 6e3nekn/edpekTMBHOCTI Ta
hapmakoHarnagy. 3MiHa y KopoTKil
XapaKTepucTuLi nikapcbKkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLIiT Ans
MeOM4HOro 3aCTOCYBaHHS Ha MiacTaBi
peryrnsipHo OHOBMOBAHOTO 3BiTYy 3 Ge3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3
6e3nekn 3acTocyBaHHs NikapCcbKoro
3acoby B nicnspeecTpadiiHuin nepiog, abo
SIK pe3yrnbTaT OLiHKW 3BiTY 3 AOCTiAXEHb,
npoBeAeHuX BiAMOBIAHO A0 nraHy
negiaTpudHux gocnigxkeHs (PIP) (3miHy
Y3rofi>XeHo 3 KOMMNETEHTHUM
YMOBHOBAXEHWM OpraHoMm) - 3MiHu
BHECEHO A0 [HCTPpYKUiT ANg MeaudHoro
3aCTOCYBaHHs NikapCbKoro 3acoby Ao
poaginis "MpoTunokasaHHa", "Baaemopgis 3
iHLLIMMW TikapCbKuMK 3acobamm Ta i HLLi
Buau Bzaemogin", "Oco6nmBocTi
3actocyBaHHs", "lNobGivHi peakuii"
BiAMNOBIAHO 4O OHOBJEHOT i HbopMmaLii 3
Be3neku Aitoymx Ta AOMNOMIXKHOT PEeYoB MH
nikapcbkoro 3acoby.
MepiognyHiCTb NOAAHHA perynsapHo
OHOBIMOBAHOrO 3BiTY 3 6e3neku BiAnoBigHoO
o Mopsgky 34iiCHEHHS
dapmakoHarnsay, 3saTBepmKe Horo
Haka3om MiHicTepcTBa OXOPOHU 3A0POB’S
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuin B MiHicTepcTsi tocTuuii
YkpaiHu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0X0poHM 300poB’'sa YkpaiHu
Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBMTb: 3riAHO 3i CTPOKaMu,
3a3HaYeHUMU y NepioAMYHOCTI NoAaHHs!
perynsipHux 3BeiTiB 3 6e3neku.

peuenma

FEHOTPONIH®

NMOpPOLLIOK
niocpinisoBaHu Ta
PO3YMHHVK A
PO34MHY AnA iH'eKLin
no 16 MO (5,3 mr); 1
nonepeaHLo
HarnoBHeHa pydka,
wo Mictutb 1
OBOKaMepHuii
KapTpuax (nepegHs
Kamepa 3 NopOoLUKOM
Ta 3aAHs kamepa 3
PO3YMHHMKOM MO
1,14 mn (m-kpeson,

Mdpawnsep IHk.

CLA

MOBHUIN LUK
BUPOOHUL TBa,
BUMYCK Cepil:
MNdparizep
MeHtodeK4yp nHr
Bbenbria HB,
benbris;
BUPOBHMLTBO in
bulk, kOHTpO B
SIKOCTi, NepBUHHE
nakyBaHHs
BeTtep dapma-
PepTuryHr F’m6X i
Ko. KI', Himey4yuHa

Benbris/
HimeuyunHa

MepepeecTpalisi Ha HeoOMeXeHN
TEPMIiH.
3minn Il Tuny - 3miHn W ao
Ge3nekn/ecbekTUBHOCTI Ta
hapmakoHarnagy. 3MiHW y KOpOTKi
XapaKkTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLiT And
MeZNYHOro 3aCTOCyBaHHS Yy 3B’sI3Ky i3
HOBMMU OAHUMW 3 SSKOCTi, AOKIi HIMHUM K,
KNiHIYHMMW JaHUMW Ta AaHUMN 3
dapmakoHarnagy - 3MiHM BHECEHO O
IHCTPYKUiT A MEQNYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby y po3ginu
"MpoTtnnokasaHHsa", "OcobnmBoCTi

3a
peuenmom

He
nidnsiecae

UA/11798/01/01
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Ne Hasea ®dopma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina Peecmpayitina npo yedypa Ymosu Peknamye Homep
n/ niKkapcbKo20 (nikapcbka ghopma, 3asieHUKa eUpPO6HUKa eionycky aHHs peecmpauyiliHo20
n 3acoby ynakoeka) noceidyeHHs1

MaHiT (E 421), BOga 3actocyBaHHs", "NepenosyBaHHa" ,

Ans iH'exuin), y "MoGiyHi peakuii" BignosiaHo 4o

KapTOHHIil kopobuli; maTepianiB peecTpauinHoro AOChbeE.

1 nonepegHL0 [MepiognyHiCTb NOAAHHA perynsapHo

HarnoBHeHa pydka, OHOBJIOBAHOrO 3BiTY 3 6e3neku,

wo mictutb 1 BiAnoBiaHo Ao MNopsaky 34iNCHe HHA

[ABOKaMepHUi dapmakoHarnagy, 3aTBepaKeHoro

KapTpuax (nepegHs Haka3om MiHicTepcTBa OXOPOHM 300POB’si

Kamepa 3 NopoLLKOM Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,

Ta 3agHsa kamepa 3 3apeectpoBaHoro B MiHictepcTsi tocTuuii

PO3YMHHWKOM MO Ykpainu 29 ciuns 2007 poky 3a Ne

1,14 mn (M-kpe3on, 73/13340 (y pegakuii Haka3y MiHictepcTBa

maHiT (E 421), BOfa OXOPOHWM 300pOoB'A YKpaiHu Big 26 BepecHs

ANd iHexuin)), y 2016 poky Ne 996), ctaHOBMTb: 3rigHO 3i

KapTOHHI Kopobui 3i CTpPOKamW, 3a3Ha4eHUMM Y NepioanNYHOCTI

CTMKEPOM noJaHHs perynspHuxX 3BiTiB 3 6e3neku.
4. FEHOTPOMNIH® | nopoluok Mdpawzep IHK. CLA Mdbansep Benbris MepepeecTpauisi Ha HeobmexeHui 3a He UA/11798/01/02

niocpinisoBaHun Ta MeHtodbeKyyp nHr TEPMiH. peuernmom nidnsieae

PO3YMHHWK Ans Benbria HB 3miHn I Tuny - 3miHn W o

PO34nHy Ans 6e3nekn/ecbekTUBHOCTI Ta

iH ekuin no 36 MO apmakoHarnagy. 3mMiHu y KOpOTKi

(12 mr); 1 abo 5 XapaKTepucTuLi nikapcbKkoro 3acoby,

nonepeaHL0 TEKCTi MapKyBaHHs Ta iHCTPYKLUIiT Ans

HaroBHEHWX P YYOK, MeZNYHOro 3aCTOCYBaHHS Yy 3B’sI3Ky i3

wo mictatb 1 HOBUMU A@HUMW 3 AKOCTI, AOKMi HIYHUM K,

OBOKaMepHUin KNiHIYHMMW JaHMW Ta AaHUMN 3

KapTpuax (nepepHs dapmakoHarnagy - 3MiHM BHECEHO A0

Kamepa 3 NopoLUKOM IHCTPYKUiT A7 MEQWYHOIo 3aCTOCYBaHHS

Ta 3aAHsa kamepa 3 nikapcbkoro 3acoby y po3ainu

PO3YUHHWKOM MO "MpoTunokasaHHs", "OcobmBoCTi

1,13 mn (M-kpe3son, 3actocyBaHHs", "lNepenosyBaHHs" ,

maHiT (E 421), BOpa "MoGiyHi peakuii" BignosiaHo 4o

O5A iH eKUin)) KoxHa, MaTepianiB peecTpaLifiHoro JOCheE.

Y Kap TOHHi 1 kopobui; [MepiognyHiCTb NOAAHHA perynsapHo

1 abo 5 nonepenHL0 OHOBITIOBaAHOrO 3BiTYy 3 6e3neky,

HaroB HEHUX P YYOK, BiAnoBigHo Ao MNopsaky 34iNCHe HHA

Lo MicTATb 1 dapmakoHarnsay, 3aTBepKe HOro

ABOKaMepHuii Haka3om MiHicTepcTBa OXOPOHM 300POB’si

KapTpuax (nepepHs Ykpainu Big 27 rpyaHa 2006 poky Ne 898,

Kamepa 3 NopoLUKOM 3apeecTpoBaHoro B MiHictepcTsi tocTuuii

Ta 3aHsa Kamepa 3 Ykpainu 29 ciuns 2007 poky 3a Ne

PO3YMHHVKOM MO 73/13340 (y pegakuii Haka3y MiHictepcTBa

1,13 mn (M-kpe3son, OXOPOHWM 300pOB'A YKpaiHu Big 26 BepecHs

maHiT (E 421), BOAa 2016 poky Ne 996), ctaHOBMTb: 3rigHO 3i

ANS iH eKLi 1)) KOXHa, CTpPOKamW, 3a3HayeHUMM Y NepioanYHOCTI

Y Kap TOHHi 11 KOpPOOLi noAaHHs perynsapHuX 3BiTiB 3 6esneku.

3i CTUKEPOM
5. rPmnouuTPO refb HasansHui, 1 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa MepepeecTpauis Ha 5 pokiB. be3 nidnsizcae UA/12577/01/01

H PUHIC mr/rno 5ra6o 10, obmexeHo obmexeHo 3MiHn woao 6e3nekn/edekTnBHOCTI Ta peuenma
abo 151y Ty6i; no 1 BiANoOBiAarnbHi BiAgnoBigansHicTio hapmakoHarnagy. 3MiHa y KopoTKil
TYOi Y KAPTOHHIN CTHO "PapmaueBTU4Ha XapaKTepuCTULi NikapcbKoro 3acoby,
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OUKINOBEPN®

cynoawuropiino 100

YHa KOMMNaHiA
"300pOB's"

BEPNIH-XEMI

"3n0pos's”

TEKCTi MapKyBaHHs Ta iHCTPYKLiT AnA
MeANYHOro 3acToCcyBaHHs Ha nigctasi
perynsipHo OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHs 3
6esnekn 3acTocyBaHHs NMikapCbKoro
3acoby B nicrsipeecTpaliiHuin nepioa, abo
SIK pe3yrnbTaT OLiHKM 3BiTY 3 AOCTAXEHD,
npoBeAeHWX BigMoBiAHO A0 nnaHy
negiatpudHux gocnigkeHs (PIP) (3miHy
Y3rofi>KeHO 3 KOMMNETEHTHUM
YMOBHOBaXEHWM OpraHoMm) - 3miHu
BHECEHO [0 iIHCTPYKLiT ANg MeguyHoro
3aCTOCYBaHHs nikapcbKoro 3acofy y
po3ainu: "MpoTunokasaHHs", "B3aemogais 3
iHLWMMMW JikapcbkuMKn 3acobamu Ta iHLLi
Buau B3aemogin", "OcobnmBocTi
3acTocyBaHHs", "3acTocyBaHHs y nepios
BariTHOCTI abo roayBaHHs rpynato”,
"3paTHiCTb BNNMBATW Ha WBWUAKICTb
peakuii npu KepyBaHHi aBTOTPaAHCNOPTOM
abo iHWMMK mexaHiamamu®, "Cnoci6
3acTOCyBaHHs Ta 403U" (YTOUYHEHHS
iHcopmalii), "MepenosyBaHns", "MoGiyHi
peakuii" BignoBigHO 4O OHOBIEHOT
iHdbopmaLii 3 6e3neku Aito4oi pevoBUHU.
MepiognyHicTb NogaHHs perynsapHo
OHOBIIOBaHOrO 3BiTYy 3 6e3neku BiAnNoBigHO
no MNopsiaky 3aiicHeHHs
dapmakoHarnsay, 3aTBepmKe Horo
Haka3om MiHicTepcTBa OXOPOHM 340POB’st
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuin B MiHicTepcTsi tocTuuii
YkpaiHu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHM 300pOB’A YKpaiHu
Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBMTb: 3riAHO 3i CTpOKamMu,
3a3HaYeHMMU y NepioAMYHOCTI NoAaHHs!
perynspHux 3BsiTiB 3 6e3neku.

100

mr, no 5
cynosuTopiia y
6rnictepi, no 1 abo
no 2 6rictepu B
KapTOHHI KopooLi

Al

HimeudunHa

BEPNIH-XEMIAT

HimeuumnHa

MepepeecTpalisi Ha HeobMexeHNI
TEPMIiH.
3minm | Tyny - 3miHn Wwoao
Gesnekn/echekTMBHOCTI Ta
hapmakoHarnagy. 3MiHa y KOpoTKil
XapaKkTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLiT And
MeANYHOro 3acToCcyBaHHs Ha nigctasi
perynsipHo OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHs 3
6esnekn 3acTocyBaHHs NMikapCbKoro

3acoby B nicnspeecTpadinHuin nepiog, abo

3a
peuernmom

He
nidnsiecae

UA/9701/02/01
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sIK pe3yrnbTaT OLiHKM 3BiTY 3 AOCTiAXEHD,
npoBeAeHuX BigMOBIAHO A0 nnaHy
negiatpudHux gocnigpkeHs (PIP) (3miHy
Y3rof>XXeHO 3 KOMMNETEHTHUM
YMOBHOBaXe HNM OpraHoM ) 3MiHN BHECEHO
00 IHCTPYKUiT AN MegudHoro
3aCTOCyBaHHs nikapCbKoro 3acofy y
po3ainu "MpoTunokasanHsa", "B3aemogis 3
iHLMMMW JikapCbkuMKn 3acobamm Ta iHLLi
Buau B3aemofin", "Oco6nmBoCTi
3acTocyBaHHs", "3acTocyBaHHs y nepios
BariTHOCTi abo roayBaHHs rpyaoato”,
"3paTHicTe BNNMBaTU Ha LWBUAKICTb
peakuii npu KepyBaHHi aBTOTPaHCMNOPTOM
abo iHWMMK mexaHisamamu®, "Cnoci6
3acTocyBaHHs Ta 4o3u" (oo besnekn),
"Mepepno3yBaHHa", "MobivHi peakuii"
BiZANOBIZAHO 4O OHOBMEHOT iH(bopMaLii 3
Ge3neku Ait4oi peyoBHM.
Mepioan4yHicTb NoaaHHs perynsapHo
OHOBIIOBaHOrO 3BiTYy 3 6e3neku,
BiANoBiAHO Ao Mopsaky 34iNCHe HHA
hapmakoHarnagy, 3aTBepaxeHoOro
Haka3om MiHicTepcTBa OXOPOHW 3A0POB’S
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeectpoBaHoro B MiHictepcTsi tocTuuii
YkpaiHu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Haka3y MiHictepcTBa
OXOPOHW 340pOB'a YKpaiHu Big 26 BepecHs
2016 poky Ne 996), ctaHOBMTb: 3rigHO 3i
CTPOKamW, 3a3Ha4YeHUMU Y NepPioaNYHOCTI
nofaHHsi perynspHuX 3BiTiB 3 6e3neKku.

OVKNOBEPN®
50

cynosutopiino 50
Mr; o 5
cynoauTopiia y
6nictepi; no 1 abo 2
6rnictepu B
KapTOHHIN Kopooui

BEPNIH-XEMI
Al

HimeuyunHa

BEPNH-XEMIAT

HimeyumnHa

MepepeecTpaLisi HA HeobMexeHNI
TEPMiH.
3Minm | Tyny - 3mMiHu Woao
6e3nekn/ecpekTUBHOCTI Ta
hapmakoHarnagy. 3MiHa y KopoTKil
XapakTepucTuli fikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLiT Ans
MeOM4HOro 3acTOCyBaHHS Ha MiacTaBi
perynsipHoO OHOBMOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3
6e3nekun 3acTocyBaHHs NMikapCbKoro
3acoby B nicnspeecTpaLiiHui nepiog, abo
SK pe3ynbTaT OLiHKW 3BiTY 3 AOCTIAXEHb,
npoBeAeHNX BiMOBIAHO A0 NraHy
negiatpudHux gocnigpxkeHs (PIP) (3miHy
Y3rO[XKEHO 3 KOMMETEHTHUM
YMOBHOBaXE HNM OpraHoM ) 3MiHWN BHECEHO
00 IHCTPYKUiT Ans MeguyHoro
3aCTOCYBaHHS JliKapCbKOro 3acoby y

3a
peuenmom

He
nionszae

UA/9701/02/02
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po3ainu "MpoTunokasanHsa", "B3aemogis 3
iHLWMMW FikapcbKkuMmn 3acobamm Ta iHLLi
Buau B3aemogin", "OcobnmBocTi
3acTocyBaHHs", "3acTtocyBaHHs y nepiog
BariTHOCTI abo roayBaHHs rpynato”,
"3paTHicTb BNMBaTM Ha LWBUAKICTb
peakuii npu KepyBaHHi aBTOTPaHCNOPTOM
abo iHWMMK MexaHismamu”, "Cnoci6
3acTocyBaHHs Ta go3u" (oo besnekm),
"Mepepno3yBaHHs", "MobivHi peakuii"
BiZNOBIAHO 4O OHOBMEHOT iHhopMalLii 3
6e3neku Aito4Hoi peyoBHN.
[MepiognyHiCTb NoAaHHA perynsapHo
OHOBIIOBAHOrO 3BiTY 3 6e3neku,
BiAnoBiAHo Ao MNopsaky 3aiNCHe HHA
dapmakoHarnagy, 3aTBeppKe Horo
Haka3oMm MiHicTepcTBa OXOPOHM 340POB’st
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCcTumuUi T
Ykpainu 29 ciuna 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepctBa
OXOPOHU 300pOoB's YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBMUTb: 3riAHO 3i
CTpOKamW, 3a3Ha4eHUMU Y NepioaNYHOCTI
noAaHHs perynsapHux 3BiTiB 3 6e3neKku.

ONDJIA30OH®

kancynu no 50 wr;
no 7 kancyny
6rnictepi; no 1
6rictepy B
KapTOHHI KopoobLi

KPKA, o.4.,
Hoeo mecTo

CrioBeHist

KPKA, a.4., Hoeo
MeCTO

CroBeHist

MepepeecTpaLisi Ha HeOBMeEXeHWUI TEPMIH

3MiHM Wwo Ao 6esnekn/edpekTMBHOCTI Ta
hapmakoHarnagy. 3MiHW y KOpOTKi
XapaKkTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLiT And
MeANYHOTO 3aCTOCYBaHHS
reHepuuHuX/ribpuaHnx/6ionoaioHMX
rikapcbkux 3acobiB nicrs BHECEHHS Tiel
caMoi 3MiHN Ha pedepeHTHWI NpenapaT
(3miHa He noTpebye HafaHHs XOOHUX
HOBMWX [OAATKOBMX AaHWX) - 3MiHW BHECEHi
00 IHCTpYKUiT Ans Megu4Horo
3aCTOCyBaHHS MikapcbKoro 3acoby y
po3ainu "®apmakonoriyHi BnacTnBocTi",
"MokaszaHHA" (YTOYHEHHST),
"MpoTunokasaHHa" (pedarysaHHs),
"B3aemogis 3 iHWMMM nikapCbKUM K
3acobamu Ta iHWi BUauW B3aemogin”,
"Ocob6rmBoCTi 3acTocyBaHHs",
"3acTtocyBaHHs y nepioa BariTHoCTi abo
rogyBaHHs rpyaat”, "3gaTHicTe BNAvBaTK
Ha WBWMOKICTb peakuii Mpu KepyBaHHi
aBTOTPAHCMOPTOM abo iHLWMMK
mMexaHismamu' (pegaryBanHs), "Cnoci6
3acTocyBaHHs Ta gosu”, "ditn"

3a
peuenmom

He
nionsizae

UA/2527/01/01
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ITpooBkeHHs 1oaaTKa 2

Ne
n/

Haszea
niKkapcbKo20
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPO6HUKa

Peecmpayitina npo yedypa

Ymoeu
eidnycky

Peknamye
aHHsA

Howmep
peecmpauitiHo20
noceid4yeHHs1

(peparyBaHHs), "MobiyHi peakuii
BiANOBIAHO A0 iHopMaLii pedepeHTHOro
nikapcbkoro 3acoby (dudnokaH®,
kancynu, no 50 mr, 100 mr, 150 mr).
MepioanyHicTb NogaHHs perynsapHo
OHOBIOBaHOrO 3BiTYy 3 6e3neky,
BiAnoBiAHo Ao Mopsaky 34iNCHe HHA
dapmakoHarnsay, 3aTBepmKe Horo
Haka3om MiHicTepcTBa OXOpPOHM 300POB’st
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTsi tocTuuii
YkpaiHu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepctBa
OXOPOHU 300p0oB's YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamW, 3a3Ha4eHUMU Y NEPiOANYHOCTI
nofaHHs peryrnspHux 3BiTiB 3 6e3neku.

OVN®NA30H®

kancynu rno 100 mr;
no 7 kancyny
6nicTepi; no 4
6nictepu B
KapTOHHIN KopoobLi

KPKA, o.4.,
HoBo mecTo

CroBeHist

KPKA, a.ao., Hoeo
MecTo

CrioBeHis

MepepeecTpaLisi HA HeOBMeXXeHU TEPMIH

3MiHuM Wwo o 6esnekn/edpekTMBHOCTI Ta
apmakoHarnagy. 3mMiHu y KOpOTKi
XapaKkTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLIiT Ans
MeANYHOrO 3aCTOCYBaHHSA
reHepuyHNx/ribpmaHnx/Gionodio HUX
nikapCbknx 3acoBiB Micrst BHECEHHS TieT
caMoi 3MiHN Ha pedepeHTHWI nNpenapat
(3miHa He noTpebye HapaHHS XXO4HUX
HOBMX AOAATKOBMX AAHWX) - 3MiHWN BHECEHi
00 IHCTPYKUiT AN Meau4Horo
3aCTOCYBaHHS NikapCbKoro 3acoody y
po3gainu "dapmakosioriyHi BractmeocTi”,
"MokasaHHA" (YyTOYHEHHST),
"MpoTunokasaHHa" (peparyBaHHs),
"B3aemogis 3 iHLWMMU MikapCbKnMu
3acobamMu Ta iHWi BUau B3aemoaiin”,
"OcobrmBocCTi 3acToCcyBaHHS",
"3acTocyBaHHs1 y nepio BariTHocTi abo
rogyBaHHs rpyaar”, "3gaTHicTe BNvBaTK
Ha LWBMAKICTb peakuii Npu KepyBaHHi
aBTOTPAHCMOPTOM abo iHWMMKN
MexaHiamamu" (pegaryBanHs), "Cnoci6
3acTocyBaHHA Ta gosun”, "Oitun"
(peparyBaHHs), "TobivHi peakuii”
BigNOBIAHO A0 iHopMaLii pedepeHTHOro
rikapcbkoro 3acoby (OwudrokaH®,
kancynu, no 50 mr, 100 mr, 150 mr).
MepioanyHicTb NoaaHHs perynsapHo
OHOBIOBAHOTO 3BiTY 3 Be3nekw,
BiANoBiAHO Ao MNopsaky 34iNCHe HHS
capmakoHarisay, 3aTBepaKe HOro

3a
peuenmom

He
nionszae

UA/2527/01/02




ITpooBkeHHs 1oaaTKa 2

KapTOHHIil KopooLi

TEKCTi MapKyBaHHs Ta iHCTPYKLiT Ans
ME[MNYHOro 3acCTOCYBaHHS
reHepuyHuX/riopnaHnx/GionoaibHMX
nikapcbkunx 3acobiB Micna BHECEHHS TieT
caMoi 3MiHM Ha pedepeHTHWI npenapaTt
(3miHa He nNoTpebye HagaHHS XOOHUX
HOBWX AOAATKOBMX OAHMX) - 3MiHW BHECE Hi
00 iIHCTPYKUiT AN MeguiHoro
3acTOCyBaHHs nikapcbkoro 3acoby y
po3ainu "dapmako foriyHi BfacTmBocCTi",
"MMoka3aHHsa" (YTOYHEHHS1),
"MpoTunokasaHHa" (peparyBaHHs),
"B3aemogis 3 iHWMMM NiKapCbKUMU
3acobamu Ta iHLi BMaKW B3aeMogain",
"OcobrmBoCTi 3acTOCyBaHHS",
"3acTocyBaHHs y nepiod BariTHocTi abo
rogyBaHHs rpyaat”, "3aaTHicTe BNAvMBaTH
Ha LWBMAKICTb peakuii Npu KepyBaHHI
aBTOTPaAHCMOPTOM abo iHLWMMK
mexaHiamamu' (pegaryBaHHst), "Cnocib
3acTocyBaHHA Ta gosu”, "Oitu"
(peparyBaHHsi), "Mob6iyHi peakuii
BiANOBiAHO A0 iHopMaLlii pedepeHTHOro
rikapcbkoro 3acoby (OwudrokaH®,
kancynu, no 50 mr, 100 mr, 150 mr).
[MepiognyHiCTb NOAAHHA perynsapHo
OHOBIIOBAHOrO 3BiTY 3 6e3neku,
BignoBigHo Ao MNopsaky 34incHe HHA
dapmakoHarnagy, 3aTBepaKeHoro
Haka3om MiHicTepcTBa OXOPOHM 300pOB’si
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeectpoBaHoro B MiHictepcTsi tocTuuii
Ykpainm 29 civHa 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y Minictepctea
OXOPOHU 300p0oB'A YKpaiHu Bia 26 BepecHs
2016 poky Ne 996), ctaHOBMTL: 3rigHO 3i

CTpOKaMW, 3a3HAYEHUMU Y NEPiOgNYHOCTI

8
Ne Hasea ®dopma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina Peecmpayitina npo yedypa Ymosu Peknamye Homep
n/ niKkapcbKo20 (nikapcbka ghopma, 3asieHUKa eUpPO6HUKa eionycky aHHs peecmpauyiliHo20
n 3acoby ynakoeka) noceidyeHHs1
Haka3om MiHicTepcTBa OXOPOHW 3A0POB’S
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTsi tocTuuii
YkpaiHu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHictepctBa
OXOPOHW 300pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), ctaHOBMTb: 3rigHO 3i
CTPOKamW, 3a3Ha4YeHUMU Y NepPioaNYHOCTI
nodaHHsi peryrnspHuX 3BiTiB 3 6e3neku.
10. | AUPIIA3BOH® kancynu no 150 mr; KPKA, o.4., CroBeHist KPKA, a.4., Hoeo CrioBeHist MepepeecTpalisi Ha HeobmeXxeHWU TepmiH | Ne 1 - 6e3 Ne 71— UA/2527/01/03
no1,2a6o 4 HoBo mecTto MecTo peuenma; nionsieae;
kancynu y 6nicrtepi; 3MiHu wo Ao 6esnekn/edpeKkTnBHOCTI Ta Ne 2, Ne 4 - Ne 2, Ne 4
no 1 Gnictepy B hapmakoHarnagy. 3MiHu y KOpoTKi 3a — He
XapakTepucTuli nikapcbkoro 3acoby, peuenmom nidnsizae
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ITpooBkeHHs 1oaaTKa 2

Howmep

Ne
n/

Hasea
niKkapcbKo20

®dopma sunycky
(nikapcbka ghopma,

3asieHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPO6HUKa

Peecmpayitina npo yedypa

Ymoeu
eidnycky

Peknamye
aHHsA

peecmpauitiHo20
noceid4yeHHs1

3acoby

ynakoeka)

noJaHHs perynsipHuX 3BiTiB 3 6e3neku.

He

UA/14445/01/01

11.

KETOMPO®EH

NMOPOLLIOK
(cybcTaHuis) B
MilLKaXx noaBifHUX
nonieTune HoBUX
Ans BUpoGHMUTBa
HeCTepurbHMX

MAT "®apmak”

YkpaiHa

Couieta ltaniaHa
MegiujiHani
CkaHaicci cpn (C.1

M.C. cpn)

Itanis

MepepeecTpauisi Ha HeobmexeHui
TEPMiH.

nionsizae

nidnsiecae

UA/2647/01/01

12.

JIEBOMEKOJ1b

nikapCbknx opm
Ma3b Mo 25r,40ry
Tybi; o 1 TyGi y

nayui

AT
"[y6HMpapm"

YkpaiHa

AT "Ny6Hudbapm"

YkpaiHa

MepepeecTpaLisi Ha HeOBMEXeHWUIA TEPMIH

3MiHuM Wwo Ao 6esnekn/edpeKkTMBHOCTI Ta
hapmakoHarnagy. 3MiHa y KopoTKil
XapaKkTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLiT And
MEeANYHOro 3acToCcyBaHHs Ha nigctasi
perynspHoO OHOBIOBAHOTO 3BiTy 3 6e3neku
nikapcbkoro 3acoby, abo gocnigxeHs 3
6esnekn 3acTocyBaHHs NMikapCbKoro
3acoby B nicrsipeecTpaliiHuin nepioa, abo
SIK pe3yrnbTaT OUiHKU 3BiTY 3 AOCNiOXEeHb,
npoBeAeHNX BigMoBiAHO A0 nraHy
negiatpudHux gocnigkeHs (PIP) (3miHy
Y3rofi>KeHO 3 KOMMNETEHTHUM
YMOBHOBaXEHWM OpraHoMm ) - 3miHu
BHECEHO A0 [HCTpyKUii Ang MeaudHoro
3aCTOCyBaHHs NikapcbKoro 3acoby Ao
po3ainy "B3aemogisi 3 iHWMMK
nikapcbknumu 3acobamu Ta iHLWi BUAK
B3aeMopin" BiANOBIAHO AO OHOBMEHOT
iHdbopMmalii 3 6e3nekun 3acTocyBaHHs
[it0Y40 T peYOBUHN.
[MepiognyHiCTb NOAAHHA perynsapHo
OHOBJIIOBAHOrO 3BiTY 3 6e3neku,
BignoBigHo Ao MNopsaky 34iNcHe HHA
hapmakoHarnagy, 3aTBepaxKe Horo
Haka3om MiHicTepcTBa OXOPOHM 300pPOB’si
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTsi tocTuuii
Ykpainu 29 ciuna 2007 poky 3a Ne
73/13340 (y pegakuii Haka3y MiHictepcTBa
OXOPOHMU 300p0B'st YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBMWTb: 3rigHO 3i
CTpOKamW, 3a3Ha4eHUMU Y NepioanYHoCTI
noJaHHs perynsapHux 3BiTiB 3 6e3neku.

be3
peuenma

bes

nionszae

UA/14267/01/01

13.

JIIHEKC®

Kancynu TBepai, no
32 kancynum y
dnakoHi; no 1
drakoHy B
KapTOHHI Kopobui;
no 8 kancyny

CaHpgos
dapmacbioTika
n3p.g.

CroBeHis

Jlek
dapmaueBTHYHa
KoMMaHis a.4.
(BPOGHUMUTBO in
bulk, nakyBaHHs;
BUMYCK cepii)

CrioBeHist

MepepeecTpauisi Ha Heobme XeHuiA
TEPMIiH.
[MepiognyHiCTb NOAAHHA perynsapHo
OHOBMOBAHOrO 3BiTY 3 6e3neku BignoBiaHO
o Mopsaky 3aiMCHeHHA
cbapmakoHarnsay, 3aTBepmpKe Horo

peuenma

Haka3om MiHicTepcTBa OXOPOHM 300POB’si

6rnicTepi; no 2, abo
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ITpooBkeHHs 1oaaTKa 2

Ne
n/

Haszea
niKkapcbKo20
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPO6HUKa

Peecmpayitina npo yedypa

Ymoeu
eidnycky

Peknamye
aHHsA

Howmep
peecmpauitiHo20
noceid4yeHHs1

no 4; abo no 6
GricTtepiB y
KapTOHHIil KopooLi

Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeectpoBaHuin B MiHicTepcTBi tocTuuii
YkpaiHu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y penakuii Hakasy
MiHicTepcTBa 0XOpoHM 300p0oB’a YkpaiHu
BiA 26 BepecHs 2016 poky Ne 996),
CTaHOBMTL: 3riAHO 3i CTPOKaMu,
3a3HaYeHVMU y NepiognYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neKku.

14.

MAKCIIPA

TabneTKku, BKPUTI
niBKOBOIO
oboroHkoto, no 50
mr, no 1 abo no 4
Tabretkn y brictepi;
no 1 6rictepy y
KapTOHHIil Kopooui

dapmMaueBT4
HWU 3aBOf,
"MOJIb®APM
A" C.A.

Monbuwg

dapmaueBTUIHUIA
3aBoj
"MONb®APMA"
C.A.

Monbuwa

MepepeecTpalisi Ha HeobMeXeHNI
TEPMIH.
3MiHu wo Ao 6esnekn/edpekTnBHOCTI Ta
hapmakoHarnagy. 3MiHW y KOpOTKi
XapakTepucTuLi nikapcbKkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLiT Ans
MeOMYHOro 3aCTOCYBaHHs
reHepuyHuX/riopuaHnx/GionoaibHMX
nikapcbkunx 3acobiB Micna BHECEHHS Tiel
caMoi 3MiHM Ha pedepeHTHWI npenapaTt
(3miHa He nNoTpebye HaJaHHS XOOHUX
HOBWX A40OOATKOBUX AAHMWX) - 3MiHN
BHECEHO [0 iIHCTPYKLiT AnS MegnyHoro
3aCTOCYBaHHs NikapCbKoro 3acoby Ao
po3ainie " dapmakorioriyHi BfacTmBocTi”,
"MMoka3saHHa" (pegaryBaHHs TEKCTY),
"MpoTunokasaHHa", "B3aemogisa 3 iHWuMKn
nikapcbknmu 3acobamu Ta iHLWi BUAK
B3aemopin", "OcobnmBocTi 3acTocyBaHHs",
"Cnocib 3actocyBaHHs Ta fo3u", "Io6iyHi
peakuii" BignosigHo Ao iHdopmauii
pedepeHTHOro nikapcbkoro 3acoby
(BIATPA®, Tabrie Tku, BKpUTI NIiBKOBOHO
o6ornoHkoto, no 50 mr abo 100 wr).
[MepiognyHICTb NOAAHHA perynsapHo
OHOBJIIOBaHOrO 3BiTY 3 6e3neku,
BignoBigHo Ao MNopsaky 34iNCHe HHA
apmakoHarnagy, 3aTBepaxKe Horo
Haka3oMm MiHicTepcTBa OXOPOHM 300POB’s
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTsi tocTuuii
Ykpainu 29 ciuna 2007 poky 3a Ne
73/13340 (y pegakuii Haka3y MiHictepcTBa
OXOPOHM 300pOB'st YKpaiHv Bif 26 BepecHs
2016 poky Ne 996), cTaHOBMWTb: 3rigHO 3i
CTpOKamW, 3a3Ha4eHUMU Y NepioanYHOCTI
noJaHHs perynsapHux 3BiTiB 3 6e3neku.

3a
peuenmom

He
nidnsiecae

UA/14262/01/01

15.

MAKCIIPA

TabreTky, BKPUTI
nJiBKOBOKO
obornoHkoto, no 100
mr; no 1 abo no 4
TabneTkn y 6nictepi;

®dapmaueBTmy
HWU 3aBO[,
"MOJIb®APM
A" C.A.

Monbuwga

dapmaueBTUIHUA
3aBof
"MONb®APMA"
C.A.

Mombuwga

MepepeecTpauisi Ha Heobme XeHuiA
TEPMiH.
3MiHM Wo o 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy. 3MiHW y KOpOTKi
XapakTepucTui fikapcbkoro 3acoby,

3a
peuenmom

He
nionsizae

UA/14262/01/02
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ITpooBkeHHs 1oaaTKa 2

Howmep

Ne
n/

Hasea
niKkapcbKo20

®dopma sunycky
(nikapcbka ghopma,

3asieHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPO6HUKa

Peecmpayitina npo yedypa

Ymoeu
eidnycky

Peknamye
aHHsA

peecmpauitiHo20
noceid4yeHHs1

3acoby

ynakoeka)

no 1 6nicrepyy
KapTOHHI KopoobLi

TEKCTi MapKyBaHHs Ta iHCTPYKLiT AnA
MeANYHOTO 3aCTOCYBaHHS
reHepuuHuX/ribpuaHnx/6ionoaioHMX
nikapcbkux 3acobiB nicns BHECEHHS TieT
caMoi 3MiHN Ha pedepeHTHWI NpenapaT
(3miHa He noTpebye HaJaHHs XOOHUX
HOBWX [OOATKOBUX AAHMX) - 3MiHW
BHECEHO [0 iIHCTPYKLiT Ang MeguyHoro
3acTocyBaHHS nMikapcbKoro 3acoby Ao
po3ainis "®apmakonoriyHi BfacTnBocTi",
"MokasaHHa" (peparyBaHHs TEKCTY),
"MpoTunokasaHHsa", "B3aemogis 3 iHWMMK
nikapcbknumu 3acobamu Ta iHLWi BUAK
B3aemogin", "OcobnmBocCTi 3acTocyBaHHA",
"Cnoci6 3acTocyBaHHsa Ta go3u”, "MNobiyHi
peakuii" BignosigHo Ao iHdopMauii
pedepeHTHOro nikapcbkoro 3acobdy
(BIATPA®, TabrneTku, BKpUTI NIIBKOBOIO
o6ornoHkoto, no 50 mr abo 100 mr).
MepioanyHicTb NoaaHHs perynsapHo
OHOBIOBAHOTO 3BiTY 3 Be3nekw,
BiANoBiaHO Ao MNopsaky 34iNCHe HHA
chapmakoHarnsiay, 3aTBepmpKe Horo
Haka3om MiHicTepcTBa OXOPOHU 3A0POB’S
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTsi tocTuuii
YkpaiHu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pegakuii Haka3y MiHictepcTBa
OXOPOHW 340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), ctaHOBMTb: 3rigHO 3i
CTPOKamW, 3a3Ha4YeHUMU Y NePioaNYHOCTI
nofaHHs peryrnspHux 3BiTiB 3 6e3neku.

3a

He

UA/14296/01/01

16.

MOKCUBAP

TabreTku, BKpUTI
nniBKOBOKO
o6oroHkoto, o 400
mr o 10 TabneTok y
6rnictepi; no 1
6nictepy B
KapTOHHI KopoobLi

AypobiHoo
dapma Jltg

IHpis

AypobiHoo ®apma
Nimiteq — OHIT VII

IHAis

MepepeecTpaLisi HA HeOBMeXXeHU TEPMIH

3MiHn wopao 6e3nekn/edhekTMBHOCTI Ta
apmakoHarnagy. 3mMiHu y KOpOTKi
XapaKkTepucTuLi fikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLIiT Ans
MeANYHOrO 3aCTOCYBaHHSA
reHepuyHNx/ribpmaHmx/Gionodio HUX
nikapCbknx 3acoBiB Micrsi BHECEHHS TieT
caMoi 3MiHN Ha pedepeHTHWI nNpenapat
(3miHa He noTpebye HafaHHS XXO4HUX
HOBWX JOAATKOBMX AaHUX) - 3MiHU BHECEHI
00 IHCTPYKUiT AN Meau4Horo
3aCTOCYBaHHS NikapCbKoro 3acoby y
po3ainu "dapmakoioriyHi BractmeocTi”,
"MokazaHHs"(YTOYHEHHS),
"MpoTunokasaHhs", "OcobnmBocCTi
3acTocyBaHHs", "3acTocyBaHHs y nepios

peuenmom

BariTHOCTi abo rogyBaHHs rpyaar”,

nionszae




12 ITpooBkeHHs 1oaaTKa 2
Ne Hasea ®dopma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina Peecmpayitina npo yedypa Ymosu Peknamye Homep
n/ niKkapcbKo20 (nikapcbka ghopma, 3asieHUKa eUpPO6HUKa eionycky aHHs peecmpauyiliHo20
n 3acoby ynakoeka) noceidyeHHs1
"3paTHicTb BNNvMBaTW Ha LB UAKICTb
peakuii Npu kepyBaHHi aBTOTPaHCNIOPTOM
abo iHWMMK MexaHiamamu", "Cnocit
3acTOCyBaHHA Ta 4osun",
"Mepeno3yBaHHsa", "MobivHi peakuii™
BiANOBIAHO A0 iHdopMmaLii pecdbepeHTHOro
nikapcbkoro 3acoby (ABEJTOKC®,
Tabretkn, BkpuTi 0600HKO0, No 400 mr).
Mepiogn4HiCTe NogaHHA perynspHo
OHOBIMOBAHOIO 3BiTY 3 6e3neku BiAnoBigHo
o Mopsaaky 3aiNCHeHHS
dapmakoHarnsay, 3saTBepmKe Horo
Haka3om MiHicTepcTBa OXOPOHM 300POB’st
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeectpoBaHuin B MiHicTepcTBi tocTuuii
YkpaiHu 19 rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa 0XOpOHM 300pOB’A YkpaiHu
Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBMTb: 3riAHO 3i CTPOKaMu,
3a3HaYeHMMU y NepioaMYHOCTI NoAaHHs!
perynspHux 3BeiTiB 3 6e3neku.
17. | NEPTOBEPIC® | nopollok Ta Apec Tpenginr | Lsenuapis Mepk CepoHo Lsenuapis MepepeecTpauis Ha HeobmexeHui 3a He UA/10624/01/01
PO3YMHHWK AN C.A. C.A., BiggineHHs y TEPMiH. peuenmom nionsizae
pPO34nHy And M. O6OHH MepiognyHicTb NogaHHs perynsapHo
iH'ekuin; 1 abo 3 OHOBIIOBAHOrO 3BiTYy 3 6e3neku,
hrakoHu 3 BiAMoBiaHo Ao MNopsaky 3AiNCHeHHS
NOPOLLKOM Y hapmakoHarnagy, 3aTBepaxeHoro
komnnekTi 3 1 abo 3 Haka3om MiHicTepcTBa OXOPOHU 3A0POB’S
drakoHamu 3 1 mn Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
pO3uMHHKKa (BoOa 3apeecTpoBaHoro B MiHictepcTsi tocTuuii
ans iH'ekuin) y Ykpainm 29 civHa 2007 poky 3a Ne
KOHTYPHIl 73/13340 (y pegakuii Haka3y MiHictepcTBa
YapyHKOBIN OXOPOHW 380pOB'A YKpaiHu Big 26 BepecHs
ynakosuj; no 1 2016 poky Ne 996), ctaHOBMTb: 3rigHO 3i
KOHTYpPHIl CTPOKamW, 3a3Ha4YeHUMU Y NepPiogNYHOCTI
YapyHKOBI ynakoBLyi nodaHHsi perynsapHuX 3BiTiB 3 6e3neku.
B Kopobuj; 5
rakoHiB 3
MOPOLLKOM Y
KOMNiekTi 3 5
dnakoHamu 3 1 mn
pO34MHHKKa (BOAa
And iH'ekuin) y
KOHTYpPHIN
YapyHKOBIN
ynakoBLi; no 2
KOHTYPHi YapyHKOBI
YNaKOBKM B KOPOOUi
18. | NPONO®OnN emyrbcig ans PpeseHiyc HimeyyunHa PpeseHiyc Kabi ABCTpis MepepeecTpaLisi Ha HeobMeXeHNI 3a He UA/1922/01/01
®PE3EHIYC iH'eKkuin abo iHdy3in, Kabi ABcTpis 'm6X TEPMiH. peuenmom nionsizae
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ITpooBkeHHs 1oaaTKa 2

Ne
n/

Haszea
niKkapcbKo20
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPO6HUKa

Peecmpayitina npo yedypa

Ymoeu
eidnycky

Peknamye
aHHsA

Howmep

peecmpauitiHo20

noceid4yeHHs1

10 mr/mnno 20 mnB
amnyni; no 5 amnyn
Y Kap TOHHi 1 kKOpooLyi;
no 50 Mn y priakoHi;
no 1 cprakoHy B
KapTOHHI kopobLi

LOonunang
MEX

3MiHKM Wwo o 6esnekn/edpekTnBHOCTI Ta
hapmakoHarnagy. 3MiHu y KOpOTKil
XapaKTepucTuLi nikapcbKkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLIiT Ans
MeZNYHOro 3aCTOCYBaHHS y 3B’S3KY i3
HOBUMU AAHUMW 3 KOCTI, AOKIi HIYHUM K,
KIi HIYHMM Y JaHUMUK Ta JaHVMA 3
dapmakoHarnsgy - 3miHM BHeCeHo Ao
iHCTP YKL i 4NA MEQUYHOro 3acToCyBaHHS!
rikapcbkoro 3acoby y po3ainu
"®apMako foriyHi BnacTuBOCTI" (YTOYHEHHS
iHcpopmalii), "MpoTunokasaHHs",
"B3aemogis 3 iHWMMM nikapCbKUM K
3acobamu Ta iHLWi BMAW B3aeMogin",
"Ocob6rmBocCTi 3acTocyBaHHs",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rofyBaHHs rpynato" (yToUHE HHSI
iHcpopmaLii), "3aaTHicTb BNNMBaTK Ha
WBUAKICTb peakuii npu KepyBaHHI
aBTOTPaHCMOPTOM abo iHWMMK
MexaHiamamu" (YyTouHe HHS iHdopmaLii),
"Cnoci6 3acTocyBaHHs Ta fo3u"
(yTOYHEHHs iHdbopmaLii),
"Mepeno3yBaHHs", "MobivHi peakuii”
BiANOBIAHO 4O MaTepianiB peecTpaLifiHoro
[OCbE.

[MepiognyHiCTb NOAAHHA perynsapHo
OHOBIIOBAHOrO 3BiTYy 3 6e3neku,
BiAnoBigHo Ao MNopsaky 34incHe HHA
hapmakoHarnagy, 3aTBepaKeHoro
Haka3om MiHicTepcTBa OXOPOHM 300POB’si
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi roCcTuUi i
Ykpainm 29 civHa 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MinictepctBa
OXOPOHU 300pOoB'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), ctaHOBMTb: 3rigHO 3i
CTpOKamW, 3a3Ha4YeHUMU Y NepioanYHoCTI
nodaHHsi perynspHuX 3BiTiB 3 6e3neku.

19.

CHUHEPINEH

NOPOLLOK AN
PO34MHy A
iHpysin, 1 prakoH
(06°emom 30 mn abo
100 mn) 3 NOPOLLKOM
Y Kap TOHHi 1 kopobui

CaH
dapmacboTuK
an lHgacTpis
NimiTeq

IHpis

CaH
dapmacbioTukan
lHpacTpi3 Nlimiten

IHAis

nepepeecTpaLisi Ha HeobMeXxe HWUA TEpMiH

3MiHu Wwo Ao 6esnekn/edpeKkTnBHOCTI Ta
hapmakoHarnagy. 3MiHu y KOpoTKi
XapaKTepucTuLi nikapcbKkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLiT Ans
MeOMYHOro 3aCTOCYBaHHS
reHepuyHuX/riopuaHmnx/Gionoai6HMX
nikapcbkunx 3acobiB Micna BHECEHHS TieT
caMoi 3MiHM Ha pedepeHTHWI npenapaTt
(3miHa He nNoTpebye HagaHHS XOOHUX
HOBMX JOAATKOBUX AaHUX) - 3MiHK

3a
peuernmom

He
nidnsiecae

UA/9191/01/01
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Kpaina

ITpooBkeHHs 1oaaTKa 2

Peecmpayitina npo yedypa

Ymoeu

Peknamye
aHHsA

Howmep
peecmpauitiHo20

Ne

Hasea

n/ JNlikapcbKo20

®dopma sunycky
(nikapcbka ghopma,

3asieHuUK

Kpaina
3asieHUKa

Bupo6Huk

eUpPO6HUKa

BHECEHO [0 iIHCTPYKLiT ANg MeguyHoro

eidnycky

noceid4yeHHs1

3acoby

ynakoeka)

A. MeHapiHi

Itanis

3aCTOCYBaHHs NikapCbKoro 3acoby Ao
po3ainiB "MNokasaHHa" (YTOYHE HHSA
dopmyrnoBaHHst), "MpoTunokasaHHs",
"B3aemogis 3 iHLWMMM MikapCbKnMu
3acobamMu Ta iHWi Buau B3aemoain’”,
"OcobrmBocTi 3acTocyBaHHs",
"3acTocyBaHHs1 y nepioa BaritHocTi abo
rogyBaHHs rpyaar”, "3gaTHicTe BNvBaTK
Ha WBWMAKICTb peakLii Npu kepyBaHHI
aBTOTPaHCNOPTOM abo iHWMMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta
nosun", "MoGiyHi peakuii" BignosigHo oo
iHopmaUii pecbepeHTHOro nikapcbkoro
3acoby (TIEHAM®, nopoLwok Ang po3yYnHy
Ans iHpysin).
[MepiognyHiCTb NoAaHHA perynsapHo
OHOBIIIOBAHOrO 3BiTY 3 6e3neku,
BiAnoBigHo Ao MNopsaky 34iNCHe HHA
apmakoHarnagy, 3aTBepaxe Horo
Haka3oM MiHicTepcTBa OXOPOHU 340POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTBi tocTumuii
YkpaiHu 29 ciuna 2007 poky 3a Ne
73/13340 (y pegakuii Haka3y MiHictepcTBa
OXOPOHU 300poB's YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBMWTb: 3rigHO 3i
CTpoKamW, 3a3Ha4eHUMU Y NepioaNYHOCTI
noAaHHs perynspHuX 3BiTiB 3 6e3neku.
MepepeecTpalisi, Ha HeobMexe HWiA

3a

He
nionsizae

UA/2540/03/01

20.

TPUDAC® 10
AMMNYIN

PO34NH ANA iH'EKLi A,
10 Mr/2 Mmnno 2 mn
B amnyni, no 5
amnyn y Kopooui

MeHapiHi
IHTepHewoHan
OnepenwoHc

JTtokcembypr
C.A.

ITrokcembypr

MaHydakTypiHr
NoricTikc eHa
Cepsicec C.p.J1.

TEPMiH.
3MiHn Il Tuny - 3miHK W o
6e3nekn/ecpekTUBHOCTI Ta
hapmakoHarnagy. 3mMiHu y KOpOTKi
XapakTepucTuli nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLUIiT Ans
MeJNYHOro 3acTOCYBaHHS Yy 3B’sI3Ky i3
HOBUMU AAHUMW 3 AKOCTI, AOKMi HIYHUMK,
KM HIYHUM Y JaHUMUY Ta JaHUMN 3

dapmakoHarnagy - 3miHM BHeCeHo A0
IHCTPYKLiT AN MeAMYHOro 3aCToCyBaHHs
rikapcbKoro 3acoby Ao po3painis:
"®apMako roriyHi BnacTuBOCTi" (YTOYHEHHS

iHcpopmaLii), "B3aemogis 3 iHWmMmMun
nikapcbkumuy 3acobamm abo iHLL BUaK
B3aemogin", "OcobnuBocTi 3acTocyBaHHsA",
"3paTHiCTb BNNMMBATW Ha WBWUAKICTb
peakuii npu KepyBaHHi aBTOTPaHCMNOPTOM
abo iHWMMK MexaHiamamu®, "Cnocit
3acTOCYBaHHA Ta 403U" (YTOYHEHHS

peuernmom

iHdbopmauii), "OiTn"(yToYHE HHS
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Kpaina

ITpooBkeHHs 1oaaTKa 2

Peecmpayitina npo yedypa

Ymoeu

Peknamye

Howmep

Ne
n/

Hasea
niKkapcbKo20

®dopma sunycky
(nikapcbka ghopma,

3asieHuUK

Kpaina
3asieHUKa

Bupo6Huk

eUpPO6HUKa

eidnycky

aHHS

peecmpauitiHo20
noceid4yeHHs1

3acoby

ynakoeka)

OXOPOHWM 300pOoB'A YKpaiHu Big 26 BepecHs

iHpopmaLii), "MepenosyBaHusa", "MobiyHi
peakuil" BignosigHo Ao maTepianis
peecTpauiiHOro 4oChE.
[MepiognyHiCTb NOAAHHA perynsapHo
OHOBJIOBAHOrO 3BiTY 3 6e3neku,
BiAnoBiaHo Ao MNopsaky 34iNCHe HHA
dapmakoHarnagy, 3aTBepaKeHoro
Haka3om MiHicTepcTBa OXOPOHM 300POB’si
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeectpoBaHoro B MiHictepcTsi tocTuuii
Ykpainu 29 ciuns 2007 poky 3a Ne
73/13340 (y pegakuii Haka3y MiHictepcTBa

2016 poky Ne 996), ctaHOBMTb: 3rigHO 3i
CTpOKamW, 3a3Ha4eHUMU Y NepioanYHOCTI
noJaHHs perynspHuxX 3BiTiB 3 6e3neku.

nionszae

UA/3128/01/01

21.

AOPOCNNX 3
MAJITMHOBUM
CMAKOM

®EPBEKC AA

NOPOLLOK AN
OparbHOro Po34mHy,
8 calle y KapTOHHIN
KopooLi

YMNCA CAC

PpaHuis

YMNCA CAC

®paHuis

MepepeecTpauisi Ha HeobMeXeHUi TepMiH

3MiHM Wo 1o 6e3neku/edeKkTMBHOCTI Ta
hapmakoHarnagy. 3MiHW y KOpOTKi
XapakTepucTuLi rikapcbkoro 3acoby,
TEKCTi MapKyBaHHs Ta iHCTPYKLiT And
MeOMYHOro 3aCTOCYBaHHS Yy 3B’A3KY i3
HOBUMMW JAHUMM 3 AKOCTi, AOKM HIYHUM W,
KNiHIYHMMW JaHUMW Ta AaHUMN 3
dapmakoHarnagy - 3MiH1M BHeCeHo A0
iHCTPYKUiT A1 MEQWYHOIO 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu
"®apmakoTepaneBTudHa rpyna”
(yTo4HeHHs iHdopmaLii),"dapmakororivHi
BracTmBOCTI" (YTOYHEHHs iHpopmalLlii),
"MpoTunokasaHHa", "B3aemogisa 3 iHWuMmn
nikapcbkvMu 3acobamu Ta iHLWi BUAK
B3aemopiin", "OcobnmBocTi 3acTocyBaHHs",
"3paTHicTb BNNvMBaTW Ha LB UAKICTb
peakuii Npu kepyBaHHi aBTOTPaHCNIOPTOM
abo iHWMMK MexaHi3MamMu" (YyTOYHEHHS!
iHbopmaLii), "MepenosysaHns", "MobiyHi
peakuii" BignosigHo oo matepianis
peecTpauiiHOro 4ockeE.
[MepiognyHiCTb NoAaHHA perynsapHo
OHOBIIOBAHOrO 3BiTY 3 6e3neku,
BiAnoBiAHo Ao MopsaKy 3AiNCHe HHA
hapmakoHarnagy, 3aTBepaxKe Horo
Haka3om MiHicTepcTBa OXOPOHM 300POB’st
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi toCcTumuUi i
Ykpainu 29 ciynsa 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepctBa
OXOPOHU 300pOoB's YKpaiHu Big 26 BepecHs

2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i

be3s

peuenma




16 ITpooBkeHHs 1oaaTKa 2
Ne Hasea ®dopma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina Peecmpayitina npo yedypa Ymosu Peknamye Homep
n/ niKkapcbKo20 (nikapcbka ghopma, 3asieHUKa eUpPO6HUKa eionycky aHHs peecmpauyiliHo20
n 3acoby ynakoeka) noceidyeHHs1
CTpOKamW, 3a3HaYeHUMU Y NePioANYHOCTI
nofaHHsi perynsipHUX 3BiTiB 3 6e3neKku.
22. | ®INCTUM® PO34MH ANS iH'eKLi TOB "3 YkpaiHa BMPOBHMLTBO, YkpaiHa MepepeecTpauis Ha HeobmexeHui 3a He UA/14300/01/01
0,3 mr (30 mnHMO/1 "BIOPAPMA" nepBUHHE Ta TEPMiH. peuenmom nidnsizae
mn), no 1 mn (30 BTOPUHHE 3MiHM Wo o 6e3nekn/edeKTMBHOCTI Ta
mnH MO) (0,3 mr) nakyBaHHs1, BUMYCK apmakoHarnagy. 3miHa y KOpoTki
abono 1,6 mn (48 cepiv: XapaKTepucTuLi nikapcbKkoro 3acoby,
mrH MO) (0,48 mr) y TOB "®3 TEKCTi MapKyBaHHs Ta iHCTPYKLUIiT Ans
nonepeaHLo0 "BIO®APMA" MeAMYHOro 3acTOCyBaHHS Ha MiacTaBi
HarnoB HEHOMY perynsipHo OHOBMOBAHOrO 3BiTy 3 6e3neku
wnpwuui; no 1 nikapcbkoro 3acoby, abo gocnigxeHb 3
nonepeaHLo 6e3nekun 3aCToCyBaHHs! NikapCbKOro
HarnoBHEHOMY 3acoby B nicrsipeecTpaliiHuin nepiod, abo
wnpuuy y énicrepi; AK pe3yrnbTaT OLiHKM 3BiTy 3 AOCTIAXEHb,
no 1 6rictepy y npoBeAeHuX BigMoBiAHO A0 nraHy
nayui 3 KApTOHy negiatpudHux gocnigpkeHs (PIP) (3miHy
Y3rofi>XeHO 3 KOMMNETEHTHUM
YMOBHOBAXEHWM OPraHoMm ) - 3MiHu
BHECEHO [0 iHCTPYKLiT Ang MeguyHoro
3aCTOCyBaHHS NikapCbKOro 3acoby y
po3gain "OcobnmBocTi 3acTocyBaHHsA" Ta 4O
KOPOTKOI XapaKTepuCTVKKN y po3ain
"Ocob6nmBi 3acTepeXeHHs1 Ta 3anobixHi
3axom npu 3actocyBaHH" BiANoBiAHO 4O
OHOBMeHoT iHpopmalLii 3 6e3neku airumnx
Ta AOMOMIDKHUX PEYOBWH.
MepiognyHiCTb NOAaHHA perynsapHo
OHOBIIOBAHOTO 3BiTY 3 6e3neku,
BiAnoBiaHo Ao MNopsaky 34incHe HHA
hapmakoHarnagy, 3aTBepaxeHoro
Hakasom MiHicTepcTBa OXOPOHU 3A0POB’S
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeectpoBaHoro B MiHictepcTsi tocTuuii
Ykpainm 29 ciyHa 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MinictepctBa
OXOPOHU 300pOoB'A YKpaiHu Bi 26 BepecHs
2016 poky Ne 996), ctaHOBMTb: 3rigHO 3i
CTpOKamW, 3a3Ha4YeHUMU Y NepPioanYHOCTI
nodaHHsi perynspHuX 3BiTiB 3 6e3neku.
23. | ®ITONENATON | 36ip, 0501y MpAT YkpaiHa MpAT "NikTpasun” YkpaiHa MepepeecTpauis Ha HeobmexeHui bes nidnseae UA/14509/01/01
navkax 3 BHYTPiLLHIM "NikTpasun" TEPMIiH. peuenma
naketom; no 1,5ry
dinbTp-nakeTi; no [MepiognyHiCTb NOAAHHA perynsapHo
20 dinbTp-nakeTiB y OHOBITIOBaHOrO 3BiTY 3 6e3neku,
navui; no 1,5ry BiAnoBigHo Ao MNopsaky 34iNCHe HHA
GinbTp-nakeTi; no dapmakoHarnagy, 3aTBepaKe Horo
20 inbTp-nakeTiB y Haka3om MiHicTepcTBa OXOPOHM 300POB’si
nayuj 3 BHYTPILLHIM Ykpainu Big 27 rpyansa 2006 poky Ne 898,
nakeTom 3apeectpoBaHoro B MiHictepcTsi tocTuuii
Ykpainm 29 ciuHa 2007 poky 3a Ne
73/13340 (y pegakuii Haka3y MiHictepcTBa
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ITpooBkeHHs 1oaaTKa 2

Ne
n/

Haszea
niKkapcbKo20
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eUpPO6HUKa

Peecmpayitina npo yedypa

Ymoeu
eidnycky

Peknamye
aHHsA

Howmep
peecmpauitiHo20
noceid4yeHHs1

OXOPOHU 300pOoB's YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBMTb: 3rigHO 3i
CTpOKamW, 3a3Ha4eHUMU Y NePiOANYHOCTI
nofaHHs peryrnspHux 3BiTiB 3 6e3neku.

24.

®ITOCEOAH

36ipno1,5ry
inbTp-nakeTi; No
20 dinbTp-nakeTiB y
navui; no 1,5ry
dinbTp-nakeTi; no
20 ginbTp nakeTiB y
navi 3 BHYTPILLHIM
nakeTom

MpAT
"NikTpasun"

YkpaiHa

MpAT "NikTpasu"

YkpaiHa

MepepeecTpaLisi Ha HeobMexeHN
TEePMiH.
3MiHuM Wwo o 6esnekn/edpekTMBHOCTI Ta
apmakoHarnagy. 3miHa y KOpoTKi
XapaKkTepucTuLi nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta iHCTPYKLIiT Ans
MeANYHOro 3acToCcyBaHHs Ha nigctasi
peryrnsipHo OHOBIOBAHOTO 3BiTy 3 6e3nekn
nikapcbkoro 3acoby, abo gocnigxeHb 3
6e3nekun 3aCcToCyBaHHs NikapCbKOro
3acoby B nicrsipeecTpauiiHui nepiod, abo
SIK pe3yrnbTaT OLiHKM 3BiTY 3 AOCTIAXEHD,
npoBeAeHWX BigMNOBIAHO A0 nnaHy
negiatpudHux gocnigkeHs (PIP) (3miHy
Y3rofi>XeHO 3 KOMMNETEHTHUM
YMOBHOBAXXEHWM OPraHoMm) - 3miHu
BHECEHO A0 [HCTpyKUii Ang MegudHoro
3aCTOCYBaHHs NikapCbKoro 3acoby Ao
po3aginie: "MpoTunokasaHHa", "B3aemogis 3
iHLWMMMW JikapCbkuMmn 3acobamm Ta iHLLi
Buau B3aemogin', "lMepenosyBaHHs",
"Mo6iyHi peakuil BignosigHo 4O
OHOBreHoT iHdopMmalLlii 3 6eaneku
3aCTOCYBaHHS Ail04MX PEYOB UH.
MepioanyHiCTb NoAaHHS perynsapHo
OHOBIIOBAHOrO 3BiTYy 3 6e3neku,
BiANoBiaHo Ao MNopsaky 34iNCHe HHs
hapmakoHarnagy, 3aTBepaxe Horo
Hakasom MiHicTepcTBa OXOPOHU 340POB’S
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTsi tocTuuii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepctBa
OXOPOHW 300pOB'st YKpaiHM Big 26 BepecHs
2016 poky Ne 996), ctaHOBMTb: 3rigHO 3i
CTPOKaMW, 3a3Ha4eHUMU Y NepPiogNYHOCTI
nodaHHsi perynspHuX 3BiTiB 3 6e3neku.

be3
peuenma

nionsizae

UA/14454/01/01

25.

ONYUMHAP® N

Ma3sb no 15 r y Tyoi;
no 1 Ty6i B
KapTOHHIil KopooLi

TOB «BAYLU
XEJC»

YkpaiHa

®dapm3aBog
Enbca A.T.

Monbua

MepepeecTpaLisi Ha HeobMexeHNI
TEPMIiH.

[MepiognyHiCTb NOAAHHA perynsapHo
OHOBIIOBaHOrO 3BiTYy 3 6e3neku,
BiAnoBigHo Ao MNopsaky 34iNCHe HHA
dapmakoHarnagy, 3aTBepaKe Horo
Haka3om MiHicTepcTBa OXOPOHM 300POB’si
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHictepcTBi tocTumuii

3a
peuenmom

He
nidnsiecae

UA/2879/01/01
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ITpooBkeHHs 1oaaTKa 2

Ne Hasea ®dopma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina Peecmpayitina npo yedypa Ymosu Peknamye Homep
n/ niKkapcbKo20 (nikapcbka ghopma, 3asieHUKa eUpPO6HUKa eionycky aHHs peecmpauyiliHo20
n 3acoby ynakoeka) noceidyeHHs1
Ykpainu 29 ciuna 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHW 300POB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), ctaHOBMTb: 3rigHO 3i
CTpoKamW, 3a3Ha4eHUMU Y NePiOANYHOCTI
noAaHHs perynspHux 3BiTiB 3 6e3neku.
26. | ®YPA3ONIAOH | tabretknno 0,05 r MAT YkpaiHa MAT "MoHdapm" YkpaiHa MepepeecTpaList HA HeoBMeKeHWI 3a He UA/3834/01/01
no 20 TabreTok y "MoHdapm" TEPMiH. peuenmom nidnsizae
6rnictepi; no 1 abo 5,
abo 10 brictepiB y MepioanyHicTb NogaHHs perynsapHo
nauyui 3 KapToHy OHOBIIOBaHOrO 3BiTYy 3 6e3neku,
BiANoBiAHO Ao MNopsaky 34iNCHe HHsA
hapmakoHarnagy, 3aTBepaxeHoro
Hakasom MiHicTepcTBa OXOPOHU 3A0POB’S
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeectpoBaHoro B MiHictepcTsi tocTuuii
Ykpainu 29 ciuHs 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHictepctBa
OXOpOHM 300pOB'st YKpaiHv Bif 26 BepecHs
2016 poky Ne 996), ctaHOBMTb: 3rigHO 3i
CTpPOKamW, 3a3Ha4eHUMU Y NepPioaNYHOCTI
noJaHHsi peryrnspHuX 3BiTiB 3 6e3neku.
27. | ULUTPONAK® - Tabretku; no 6 MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha HeobmexeHui Ne 6, Ne Ne 6, Ne UA/3002/01/01
ODAPHULUA TabrneTok y "®apmaueBTn "®apmaueBTu4Ha TEPMiH. 10 - 6e3 10 -
KOHTYPHI YHa dipma dipma "OapHmusa" 3miHu wopAo 6e3nekn/edeKTMBHOCTI Ta peuenma; | nionszae;
YapyHKOBIN "OapHuua” hapmakoHarnagy. 3MiHa y KopoTkil Ne 6x4 - Ne 6x4 —
ynakosLi, no 4 XapakTepucTuli nikapcbkoro 3acoby, 3a He
KOHTYPHi Yap YHKOBI TEKCTi MapKyBaHHsA Ta iHCTPYKLiT Ans peuenmo nidnsiecae
yMakoBKM B MayLj; no MeANYHOro 3acTOCyBaHHA Ha nigcrasi M

6 abo 10 TabneTok y
KOHTYPHI
YapyHKOBIN
ynakosuj, no 1
KOHTYpPHIl
YapyHKOBIN ynakoBLi
B navuj; no 6
TabreTok y
KOHTYPHUX
YapyHKOBUX
ynakoBkax; no 10
TabreTtok y
KOHTYPHUX
YapyHKOBUX
yrnakoBKax

peryrnsipHo OHOBMOBAHOTO 3BITYy 3 6Ge3neku
nikapcbkoro 3acoby, abo gocnigxeHb 3
6e3nekn 3acTocyBaHHs NikapCcbKoro
3aco0y B nicnapeecTpadiiHui nepiog, abo
SIK pe3yrnbTaT OLiHKM 3BiTY 3 AOCTiAXEHD,
npoBeAeHnX BianoBiAHO A0 NfaHy
negiaTpudHux gocnigpxkeHs (PIP) (3miHy
Y3rofi>XXeHo 3 KOMMNETEHTHUM
YMOBHOBaXEHWM OpraHom) -
3MiH1 BHeceHo Ao IHCTpykuii Anst
MEZMNYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby Ao po3ainis: « Papmako roriyHi
BIIACTMBOCTI» (YTOUYHEHHS),
"MpoTunokasaHHs", "OcobnmBi 3axoan
6esneku", "B3aemogia 3 iHWUMM
rikapcbkumuy 3acobamm abo iHLL BUaK
B3aemopiin", "Cnocib 3acTocyBaHHs Ta
po3n", "Mepepo3syBaHHs","MoGiyHi peakuii”
BiZINOBIZHO O OHOBMEHOT iHbopMalLii 3
6e3nekn 3acTocyBaHHs fik040T pe4OBUHMU.
Mepioan4HicTb NoAaHHs perynsapHo
OHOBJIOBAHOIO 3BiTY 3 6€3Mneku BignoBigHO




19 ITpooBkeHHs 1oaaTKa 2
Ne Haszea ®dopma sunycky 3asieHuUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Howmep
n/ niKkapcbKo20 (nikapcbka ghopma, 3asieHUKa eUpPO6HUKa eionycky aHHs peecmpauyiliHo20
n 3acoby ynakoeka) noceid4yeHHs

o Mopsaky 34iMCHEHHA
hapmakoHarnagy, 3aTBepaxeHoro
Haka3om MiHicTepcTBa OXOPOHU 3A0POB’S
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuin B MiHicTepcTBi tocTuuii
Ykpainm 19 rpygHsa 2016 poky 3a Ne
1649/29779 (y pemakuii Hakasy
MiHicTepcTBa 0X0pOoHM 300poB’s YKpaiHn
Bif 26 BepecHsi 2016 poky Ne 996),
CTaHOBMTb: 3riAHO 3i CTPOKamu,
3a3HaYeHUMU y NepioAMYHOCTI NoAaHHs!
perynspHux 3BiTiB 3 6e3nekun.

HavyanbHuUK BigAainy 3 nutaHb papmMaueBTUYHOI

AianbHocTi [lenapTamMeHTy peanisaudii noniTuK

T.M. IlackoBCbKkumn
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