NMEPEPEECTPOBAHUX NIIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJIOINYHUX NMPENAPATIB), AKI

NEPENIK

Oopartok 2

no Haka3sy MiHictepcTBa 0XOpOHM
3n0posB’sa YKpaiHu
30.08.2018 Ne 1572

BHOCATbLCA OO0 OEPXXABHOIO PEECTPY NIKAPCbKMX 3ACOBIB YKPAIHU

Ne Hasea nikapcbko20 @Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
1. Blconpronony nopowwok (cybcrtavuis) y | AT "MIMKo®apma" Yecbka CiHkem C.A.C. ®paHuia MepepeecTpauis Ha - He UA/13351/01/01
DOYMAPAT noaginHNX Pecnybnika HeoOMEeXeHUN TepMiH nidnsicae
nonieTUNeHOBMX MiLLKax
ans hapmaueBTUYHOro
3acTOCyBaHHSA
2. BAJIEPIAHU KOpeHeBuLa 3 MAT YkpaiHa MAT YkpaiHa MepepeecTpalis Ha bes nidnseae UA/5387/02/01
KOPEHEBULLA 3 KopeHsimu o 50 ry "Jly6Hndbapm" "Ny6Hncpapm" HeobMexeHun TepMiH peuenma
KOPEHAMMU naykax 3 BHYTPILLHIM MepioanyHicTb NnogaHHs
nakeTom perynsipHo OHOBIOBAHOIO
3BiTYy 3 6e3neku BignoBigHO
o lMopsaaky 3aicHeHHs
dapmakoHarnsay,
3aTBEpOKEHOro Haka3oM
MiHicTepcTBa 0XOpoHK
3740poB’a Ykpainu Big 27
rpyaHs 2006 poky Ne 898,
3apeecTpoBaHul B
MiHicTepcTsi tocTuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinictepcTBa
OXOPOHW 340POB’A YKpaiHu
Bi 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMN y
nepioanMYHOCTI NoAAaHHS
perynsipHux 3BiTiB 3 6e3neku.
3. | ANKNO®EHAK- Crpen HaLUKipHUA, ToBapucTBo 3 YkpaiHa ToBapucTso 3 YkpaiHa MepepeecTpadis Ha bes nidnseae UA/1539/03/01
300POB'Ad YNIbTPA po34uH, 40 mr/mn no 30 obmexeHow obMexeHow HEOOMEXEHUIN TePMiH. 3MiHN peuenma
M abo no 50 mn y BiAnoBiganbHICTIO BiAnoBiganbHIiCTO | TMny - 3MiHK Wwopo
drakoHi 3i ckna 3 "®apmMaueBTnYHa "PapmaLeBTUYHa 6e3nekn/eekTMBHOCTI Ta
KnanaHoM-HacocomM, KOMnMaHisi KOMMaHis dapmakoHarnsagy. 3miHa y
HacafKoto- "3popos's" "3popos's" KOPOTKili XapakTepucTuLi

po3nunoBayem Ta
3aXUCHUM KOBMaYKOM;
no 1 dnakoHy y Kopobui
3 KapTOHY

nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTpyKUii Ans
MeAUYHOrO 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOBJIHOBAHOrO 3BiTY 3
©e3neku nikapcbkoro 3acooy,
abo gocnimkeHb 3 6e3neku




2

[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

3aCTOCyBaHHS NiKapCbKoro
3aco0y B nicnsipeecTpauiiHnin
nepiof, abo sik pesynbTat
OLjiHKM 3BITY 3 AOCMiOXEHb,
nposeAeHnx BignoBigHO 4o
nnaHy negiaTpuyHmX
pocnimpkens (PIP) (3miny
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHVM OpraHom) -
3MiHN BHECeHI [0 IHCTPYKLUi y
po3ain "OcobnusocTi
3acTocyBaHHA" 3rigHo 3
OaHUMK LWoao 6esnekun
Lil0401 peyoBUHM.

[MepiognyHiCTb NogaHHSA
perynsipHoO OHOBIOBAHOIO
3BiTYy 3 6e3neku BignoBigHO

o lMopsaaky 3AicHeHHS

apmakoHarnsgy,
3aTBEPAKEHOro HaKa3oMm
MiHicTepcTBa 0XOpoHK

340poB’a Ykpainu Big 27

rpyaHs 2006 poky Ne 898,
3apeecTpoBaHul B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bi 26 BepecHsi 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMM y
nepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

EBKABAN® KPAMNI

kpanni, 1 mr/mn, no 10
My donakoHi, no 1
rakoHy B KapTOHHIW
ynakoBLi

Ecnapma 'mM6X

HimevuunHa

dapma
BepHirepone
mMB6X

Himeyunna

MepepeecTpauis Ha
HeobmexeHn TepMiH. 3MiHn
| Tuny - 3miHn wopo
6e3nekn/ehekTMBHOCTI Ta
dapmakoHarnagy. 3MiHu y
KOPOTKiN XapaKTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKLii Ans
MeANYHOrOo 3aCTOCYBaHHS
reHepu4HuX/ribpnaHnx/Gionoa
iBHMX nikapcbkux 3acobis
nicnsi BHECeHHs Tiel camol
3MiHM Ha pedepeHTHUN
npenapar (3MiHa He noTpebye

bes
peuenma

nidnsicae

UA/13241/01/01
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

HaZlaHHS! )XOAHUX HOBMX
[04aTKoBUX AaHNX) 3MiHK
BHECEHi A0 iHCTPYKUii y
posainu: "B3aemogis 3
iHLIUMW NiKapCbKUMM
3acobamu Ta iHWi BUan
B3aemogin", "OcobnmeocTi
3actocyBaHHs" (y T. u.
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar”), "Cnocio
3acTocyBaHHs Ta Josun",
"lMepeno3yBaHHs" BigNoBigHO
0o iHopmalii pedepeHTHOro
nikapcbkoro 3acoby
OTPWUBIH, kpanni Ha3anbHi
0,1%. YTO4HeHo HasBy
hbapmakoTepaneBTUYHOI
rpynu BignoBigHoO Ao
Knacudikaropa dapm.rpyn u
konis ATX BOOS.

MepioagnyHicTb NogaHHA
perynsipHoO OHOBIOBAHOIO
3BiTy 3 6e3neku BiANoBIAHO

oo MNopagky 3aifncHeHHs

cdapmakoHarnsgy,
3aTBEpPAKEHOro Haka3om
MiHicTepcTBa OXOPOHU

3A40poB’a Ykpainu Big 27

rpyAaHst 2006 poky Ne 898,
3apeecTpoBaHui B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y penakuii
Haka3y MiHictepcTBa
OXOPOHM 300POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMN y
nepioanMYHOCTI NogaHHS
perynsipHux 3BiTiB 3 6e3neku.

EBKABAJ® KPAMJI
anAa aITen

kpanni, 0,5 mr/mn, no 10
MA 'y dnakoHi, no 1
rakoHy B KapTOHHIW
ynakoBLi

Ecnapma 'm6X

Himeyuunna

Papma
BepHirepoge
mM6X

HimeyunHa

MepepeecTpalis Ha
HeobMexeHui TepMiH. 3MiHK
| Tuny - 3miHn Wwopo
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y
KOPOTKiN XapaKTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ansa
MeANYHOro 3aCTOCYBaHHS

bes
peuenma

He
nidnsizae

UA/13241/01/02
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

reHepu4HuX/ribpuaHnx/Gionoa
iBHMX nikapcbkux 3acobis
nicns BHECEHHS Tiei camoi
3MiHN Ha pedepeHTHUI
npenapart (3MiHa He noTpebye
HaaHHS XXOOHMX HOBUX
[04aTKOBUX AaHNX) 3MiHu
BHECEHi A0 iHCTPYKUii y
po3aginu: "Baaemopis 3
iHLLMMK NiKapCbKUMK
3acobamu Ta iHWi BUan
B3aemogin", "OcobnmBocCTi
3actocyBaHHs" (y T. u.
"3acTocyBaHHs1 y nepiog
BariTHocTi abo rogyBaHHs
rpyaat”), "Cnocio
3acTocyBaHHA Ta Josun",
"MepepnosyBaHHsA" BiANOBIAHO
0o iHdopmauii pedepeHTHOro
nikapcbkoro 3acoby
OTPWBIH, kpanni HasanbHi
0,05%. YTO4HeHo Ha3By
hapmakoTepaneBTUYHOI
rpynv BignosigHoO Ao
Knacudikatopa dapm.rpyn n
konis ATX BOOS3.

MepiognyHiCcTb NogaHHSA
perynsipHO OHOBIOBAHOIO
3BiTYy 3 6e3neku BignoBigHO

o Mopsaaky 3AiicHeHHs

cdapmakoHarnsgy,
3aTBEPAKEHOro HaKa3oMm

MiHicTepcTBa 0XOpoHM

340poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,

3apeecTpoBaHul B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu
BiA 26 BepecHsi 2016 poky Ne
996), cTaHOBWTL: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMM y
nepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

EBKABAI® CIMPEU

PO34MH Ha3anbHUw, 1
mr/mn, no 10 mny
cdrnakoHi, No 1 donakoHy
3 [103aTOPOM B

Ecnapma MmM6X

HimevuunHa

dapma
BepHirepone
mM6X

Himeuunna

MepepeecTpauis Ha
HeobmexeHu TepMiH. 3MiHM
| Tuny - 3miHn wopo
6e3nekn/edekTMBHOCTI Ta

bes
peuenma

nidnsizae

UA/13241/02/01




5 [IpogoBxeHHs noaaTka 2
Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
KapTOHHIN ynakoBLi dapmakoHarnsgy. 3miHm y

KOPOTKIN XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIii Ans
MeAMYHOro 3aCTOCYBaHHS
reHepuYHNX/ribpnaHux/6ionog
iGHMX nikapcbkux 3acobis
nicns BHECEHHS Tiei camoi
3MiHW Ha pedhepeHTHUI
npenapart (3miHa He noTpebye
HaflaHHS XOAHUX HOBMX
[0[aTKoBUX AaHNX) 3MiHK
BHECEHi A0 iHCTPYKLii y
po3aginu: "Baaemogia 3
iHLWNMK niKapCbKUMM
3acobamu Ta iHWi BUan
B3aemogin", "OcobnmBocTi
3actocyBaHHs" (y T. u.
"3acTocyBaHHs y nepiog
BariTHocTi abo rogyBaHHs
rpyaar”), "Cnocié
3acTocyBaHHA Ta Jo3un",
"MepepnosyBaHHsA" BiANOBIAHO
0o iHpopmalii pedepeHTHOro
nikapcbKkoro 3acoby
OTPUBIH, cnpei HazanbHui,
nosoBaHuii 0,1 %. YTouHeHO
Ha3By
hapmakoTepaneBTUYHOI
rpynv BignosigHo Ao
Knacudikatopa dapm.rpyn u
konis ATX BOOS3.

MepiognyHicTb NogaHHSA
perynsipHO OHOBIOBAHOIO
3BiTYy 3 6e3neku BignoBigHO
o Mopsaaky 3AicHeHHS
cdapmakoHarnsgy,
3aTBEPAKEHOro HaKa3oMm
MiHicTepcTBa 0XOpoHK
340poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHnl B
MiHicTepcTsi tocTuuii Ykpainm
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHictepcTBa
OXOPOHU 340POB’A YKpaiHu
Bi 26 BepecHsi 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i

CTPOKaMu, 3a3Ha4eHnumMmun y
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[IpogoBxeHHs noaaTka 2

Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
nepioanMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
7. E®PEPBEH TabneTku, BKPUTI CaH IHais CaH IHgis MepepeecTpauis Ha 3a He UA/8431/02/01
o6onoHkoto, no 600 wmr, dapmacbloTvkan dapmacbioTukan HEOOMEXeHUI TEPMIH. peuenmom nidnseae

no 30 Tabnetok y
dnakoHax

IHaacTpis JlimiTeq

IngacTpis Jlimitea

3MiHM wono
Ge3nekn/ehekTMBHOCTI Ta
dapmakoHarnsgy. 3miHa y
KOPOTKIN XapakTepucTuui
nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOBIIIOBAHOrO 3BiTY 3
6e3nekun nikapcbkoro 3acooy,
abo pocnigxeHb 3 6e3nekn
3aCTOCyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpauiiHnin
nepion, abo sk pesynbtat
OL}iHKM 3BITY 3 JOCNiOXKEHD,
npoBeAeHux BignoBigHO 4o
nnaHy neaiaTpuyHmX
pocnimkens (PIP) (3miny
Y3rOKEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHVM OpraHom) -
3MiHN BHECeHi 40 IHCTPYKLUIi y
posainu: "lMpoTunokasaHHs",
"B3aemogist 3 iHWummn
nikapcbknmmn 3acobamu Ta
iHWIi BMOwn B3aemoain",
"OcobnuBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog
BariTHoOCTi abo rogyBaHHs
rpyaar”, "3paTHicTb
BMMMBATU Ha LUBMAKICTb
peakuii Npun kepyBaHHi
aBToTpaHcrnopToM abo
iHWWMK MexaHismamn",
"Mob6iuHi peakuii" BignoBigHoO
o iHcopmalii Lwoao 6e3neku
L0401 pevyoBuHM.
MepiognyHiCcTb NogaHHA
perynsipHo OHOBIOBaHOIO
3BiTYy 3 6e3neku BignoBigHO
0o MNopagky 3aifncHeHHs
hapmakoHarnsay,
3aTBEPOKEHOrO HaKasom
MiHicTepcTBa OXOpPOHU
340poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHM 300POB’A YKpaiHu
Bia 26 BepecHsi 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3HavYeHNMn y
nepiogu4HOCTI NOAAaHHA
perynsipHux 3BiTiB 3 6e3neku.

KNAPUTPOMILINH-
OAPHULA

TabneTku, BKPUTI
o6ornoHkoto, no 250 mr
no 7 tabnetok y
KOHTYPHIili YapyHKOBIN
yMakoBLi; MO 2 KOHTYPHI
YapyHKOBI YNaKoBKM B
nayui

MpAT
"®apmMaueBTUYHa
dipma "JapHuua"

YkpaiHa

MpAT
"papmaLeBTUYHa
dipma "OapHnusa"

Ykpaina

MepepeecTpauis Ha
HeoOMEXeHUIN TepMiH. 3MiHN
| TMny - 3MiHun Wwono
be3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y
KOPOTKil XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MEeOUYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOBIOBAHOrO 3BITY 3
6e3neku nikapcbkoro 3acody,
abo pocnigxeHb 3 6e3nekn
3acTOoCyBaHHS NikapCbKOro
3acoby B nicnsapeecTpauiiHnin
nepiog, abo sk pesynbtat
OLjiHKM 3BITY 3 JoCHigKeHb,
npoBeAeHNX BiANOBIAHO A0
nnaHy neaiaTpuyHMX
pocnimxeHb (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOBa)XEHNM OPraHoMm) -
3MiHu BHeceHo A0 IHCTpyKuii
Ansi MeQUYHOro
3aCTOCyBaHHS NiKapCbKoro
3acoby Ao posginis
"MMpoTunokasaHHs",
"B3aemogais 3 iHwmnmn
nikapcbknumu 3acobamu Ta
iHWIi BMOwn B3aemoain",
"OcobnuneocTi 3acTocyBaHHS",
"3acTocyBaHHs1 y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "3patHicTe
BMNMBATU Ha LUBMAKICTb
peakuii Npun kepyBaHHi
aBTOTpaHcnopToM abo
iHWKUMK mexariamamun”, "Oitn"
(yTOYHEHHS iHdbopmaLyii),
"Mepeno3syBaHHs", "MoBiyHI
peakuii” , BignoBigHo 4o
OHOBJIEHOI iHhopmalii 3

3a
peuenmom

He
nidnsicae

UA/0279/01/01
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

6e3neku gito4oi pevoBUHM
nikapcbkoro 3acoby.

MepiognyHiCTb NogaHHSA
perynsipHo OHOBIOBAHOIoO
3BiTYy 3 6e3neku BignoBigHO

Ao Mopsaaky 3aicHeHHs

dapmakoHarnsay,
3aTBEpPOKEHOro Haka3oM

MiHicTepcTBa 0XOpoHK

340poB’a Ykpainu Big 27
rpyaHst 2006 poky Ne 898,

3apeecTpoBaHul B
MinicTepcTsi tocTuuii YKpainm
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bi 26 BepecHsi 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMN Yy
nepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

KNAPUTPOMILWUH-
OAPHULA

TabneTkn, BKpUTI
o6ornoHkoto, no 500 wmr,
no 7 tabnetok y
KOHTYPHI YapyHKOBIW
yNakoBLii; MO 2 KOHTYPHI
YapyHKOBi yNakoBKM B
nayui

MpAT
"®apmMaueBTUYHa
dipma "OapHuus”

YkpaiHa

MpAT
"®apmaLeBTUYHa
dipma "OapHuus”

YkpaiHa

MNepepeecTpauis Ha
HeobmexeHn TepMiH. 3MiHn
| Tuny - 3miHn wopo
6e3nekn/ehekTMBHOCTI Ta
dapmakoHarnsagy. 3miHa y
KOPOTKiN XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPyKUii Ans
MeANYHOro 3acTOCYBaHHS Ha
nigcTasi perynsapHo
OHOBIIHOBAHOrO 3BiTY 3
6e3nekun nikapcbkoro 3acoby,
abo gocnimxkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpauiiHnin
nepiogd, abo sk pesynbtart
OUjiHKM 3BITY 3 AOCTIOXEHb,
npoBeAeHNX BiANOBIAHO A0
nnaHy neaiaTpuuHMX
pocnigxeHb (PIP) (3miHy
Y3roAXXEHO 3 KOMMETEHTHUM
YNOBHOBaXX€HUM OpraHoMm) -
3MiHu BHeceHo A0 IHCTpyKuji
Ans MeanyHoro
3aCTOCYBaHHS fikapCbKoro
3acoby Ao posginis

3a
peuenmom

He
nidnseae

UA/0279/01/02
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

"MpoTunokasaHHs",
"B3aemogis 3 iHWummn
nikapcbkummn 3acobamu Ta
iHWi BMAWM B3aemogin",
"OcobnuBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "3paTHicTb
BMMMBATU Ha LWBMAKICTb
peakuii npy KepyBaHHi
aBTOTpaHcnopToM abo
iHWKMK mexaHiamamu”, "Oitn"
(yTouHeHHs iHdopmaLyi),
"Mepepno3yBanHs", "MobiyHi
peakuii" , BignosigHo 4o
OHOBMEHOI iHdopmaLii 3
6e3neku gito4oi peyoBnHU
nikapcbkoro 3acoby.

MepiognyHicTb NogaHHA
perynsipHoO OHOBIOBAHOIO
3BiTy 3 6e3neku BiANoBiaHO

oo MNopagky 3aincHEHHs

apmakoHarnsgy,
3aTBEpPAKEHOro Haka3om

MiHicTepcTBa OXOpPOHU

340poB’a Ykpainu Big 27
rpyAaHst 2006 poky Ne 898,

3apeecTpoBaHWi B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHM 300POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMN Y
nepioanMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

10.

KNAUMO®

TabneTkn, BKpUTI
NMiBKOBOIO 0BOMOHKOIO,
no 250 mr; 10 TabneTok
y 6nicTepi; no 1
GnicTepy B KapTOHHIl
KopooLi

ABGoTT
JlabopaTopia
mMBEX

Himeyuunna

A66BI C.p.n.

ITania

MepepeecTpalis Ha
HeobMexeHui TepMiH. 3MiHK
| Tuny - 3miHn Wwopo
6e3nekn/edeKkTUBHOCTI Ta
bapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHnx
[AaHuX npo cuctemy
hapmakoHarnsiay (BBeAeHHs
y3ararnbHeHVX AaHuX npo
cucTemy chapmakoHarnsagy,

3a
peuenmom

He
nidnsizae

UA/2920/03/01




[IpogoBxeHHs noaaTka 2

10
Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
3MiHa ynoBHOBaXeHoi ocobu,

BianosiganbHOI 3a
30iACHEHHS
apmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3as8BHMKA ONA 34INCHEHHS
apmakoHarnsgy B YkpaiHi,
KO BOHA BiAMiHHA Big
yNOBHOBaXeHOoi ocobu,
BiANOBIganbHOI 3a
3AiCHeHH:A bapmakoHarnsay
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
macrtep-canna cuctemm
dapmakoHarnsgy)
3MiHa KOHTaKTHUX JaHUX
KOHTaKTHOI 0cobu. 3miHu I
TMny - 3MiHM Woao
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHm y
KOPOTKIN XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MEeAMNYHOrO 3aCTOCYBaHHS Y
3B’A3KY i3 HOBMMMW JaHUMM 3
AKOCTI, AOKMIHIYHUMMU,
KMiHIYHUMW JaHUMK Ta
OaHuMK 3 hapMakoHarnagy
3MiHN BHeCeHO A0 iHCTPYKLUii
Onsi MeguyHoro
3aCTOCyBaHHS NiKapCbKoro
3acoby Ao posginis
"lMpoTunokasaHHHA",
"OcobnuBocTi 3acTocyBaHHSA",
"3acTocyBaHHs1 y nepiog
BariTHoOCTi abo rogyBaHHs
rpyAA0" (YTOUHEHHS
iHdpopmauii) BignosigHo go
MaTepianis peectpauiiHoro
[OCbE.

MepiognyHiCcTb NogaHHA
perynsipHo OHOBIOBaHOIoO
3BiTYy 3 6e3neku BignoBigHO

0o MNopagky 3aifncHeHHs

dapmakoHarnsay,
3aTBEpPOKEHOro Haka3oM
MiHicTepcTBa OXOpPOHU
3[0poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,

3apEeECcTpOoBaHuii B
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[IpogoBxeHHs noaaTka 2

Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
MinicTepcTsi tocTuuii Ykpainu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinictepcTBa
OXOPOHW 340POB’A YKpaiHu
Bia 26 BepecHsi 2016 poky Ne
996), cTaHOBUTL: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMn y
nepiogu4HOCTI NOAAaHHA
perynsipHux 3BiTiB 3 6Ge3neku.
11. KONEryc® TabneTkn, BKPUTI . XodhdhmaHH-I15 LLIseninapis BupobHuLTBO Kanapa/ MepepeecTpauis Ha 3a He UA/8616/01/01
NniBKOBOK 0GOIOHKOIO, Pow Jltg Hepo3dhacoBaHoi LLiBeviuapis/ HEOOMEXeHUI TEPMIH. peuenmom nidnseae
no 200 wmr, no 168 npoaykuii: Himewumna [MepiognyHiCTb NogaHHSA
TabneTok y prakoHi; no [aTeoH IHkK., perynspHo OHOBOBAHOMO
1 piakoHy B KapTOHHIN Kanapa; 3BiTYy 3 6e3neku BignNoBiAHO
Kopoo6ui MakyBaHHS: o lMopsaaky 3AicHeHHs
IBepc-Ji AT, dapmakoHarnagy,
LLsenuapis; 3aTBEPPKEHOro HaKasom
. XodpdmaHH-T14 MiHicTepcTBa 0XOpoHU
Pow NTa, 340poB’a Ykpainu Big 27
LLseriuapisi; rpyaHsa 2006 poky Ne 898,
BunpobyBaHHs 3apeecTpoBaHuii B
KOHTPOSIHO AKOCTI: MinicTepcTsi tocTuuii YKpainm
Pow ®apma AT, 19 rpyaHsa 2016 poky 3a Ne
Hime4uuuHa; 1649/29779 (y pepakuii
Bunyck cepii: Haka3y MiHictepcTBa
. XodhdpmaHH-I15 OXOPOHW 340POB’A YKpaiHu
Pow I1g, BiA 26 BepecHsi 2016 poky Ne
LLiseniuapis 996), cTaHOBWTL: 3rigHO 3i
CTpOKaMu, 3a3Ha4YeHUMN y
nepioanMYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
12. | NIHKOMIUWH kancynu no 250 mr, no MAT YkpaiHa MAT YkpaiHa MepepeecTpalis Ha 3a He UA/0620/01/01
10 kancyn y 6nictepi; no | "KuiBmegnpenapa "KviBmegnpenapa HeobmexeHu TepMiH. 3MiHn peuernmom nidnszae
3 Bnictepu y nayui T ™ | Tuny - 3miHn wopo

6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsagy. 3miHu y
KOPOTKiN XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHSs! Ta iHCTpyKUii Ans
MeANYHOrOo 3aCTOCYBaHHS
reHepuyHNX/ribpnaHux/6ionon
iBHMX nikapcbkux 3acobis
nicnsi BHECEHHs Tiel camol
3MiHWN Ha pedepeHTHUI
npenapar (3MiHa He noTpebye
HaAaHHS XXOOAHUX HOBUX
[04aTKOBUX AaHNX) 3MiHK
BHECEHI [0 iHCTPYKLii y
po3gin "Moka3aHHs". 3MiHn
BHECeHI A0 iHCTPYKLi ¥
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

po3ginu: "®apMakonorivHi
BNacTmBocCTi",
"MpoTmnokasaHHs",
"B3aemogais 3 iHwumn
nikapcbknumu 3acobamu Ta
iHWIi BUawn B3aemogin",
"OcobnuBocTi 3acTocyBaHHs"
(y T. u. "3acTocyBaHHs y
nepiog BaritHocTi abo
rogyBaHHs rpyaar”,
"3paTHicTb BNNMBaTh Ha
LIBUAKICTb peakuii npu
KepyBaHHi aBTOTPAHCMOPTOM
abo iHWuMK mexaHismamun"),
"Cnocib 3acTocyBaHHs Ta
po3un”, "MobivHi peakuii”
BiANOBIAHO A0 iHbopMmauii
pedepeHTHOro nikapcbKoro
3acoby JIIHKOLUMH
(kancynwu). Hassy
hbapmakoTepaneBTUYHOI
rpyny YTOYHEHO BiAMNOBIAHO
00 knacudikatopa apm.rpyn
i kogis ATX BOOS3.

MepiognyHicTb NogaHHA
perynsipHO OHOBIOBAHOIO
3BiTy 3 6e3neku BiaNoBigHO

oo MNopagky 3aifncHeHHs

cdapmakoHarnsgy,
3aTBEpPAKEHOro Haka3om
MiHicTepcTBa OXOPOHU

340poB’a Ykpainu Big 27

rpyAaHst 2006 poky Ne 898,
3apeecTpoBaHui B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHU 300POB’S YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTL: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMN y
nepioanMYHOCTI NogaHHS
perynsipHux 3BiTiB 3 6e3neku

13.

MArHIIO CYNIb®AT

NOpOLLOK Mo 25 Ty
KOHTeWHepax ; no 25 r
abo no 10 r y nakeTax

MpAT
dapmaueBTnyHa
habpuka "Biona"

YkpaiHa

MpAT
dapmaueBTU4Ha
¢abpuka "Biona"

YkpaiHa

MepepeecTpalis Ha
HeobMexeHui TepMiH. 3MiHM
| Tuny - 3miHn wopo
6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y
KOPOTKiN XapaKTepucTuui

6e3
peuenma

nionsieae

UA/0764/01/01
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

nikapcbkoro 3acoby, TeKCTi
MapKyBaHHSs! Ta iHCTpyKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOBIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo pocnimkeHb 3 6e3nekn
3acTocyBaHHS NiKapCbKoro
3acoly B nicnsipeecTpauiiHnin
nepiof, abo sik pesynbTat
OLiHKM 3BITY 3 JOCHIOKEHb,
nposeAeHnx BignoBigHO 4o
nnaHy neaiaTpuyHmMX
pocnimxkeHs (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOBAXXEHVIM OpraHom)
3MiHM BHeCeHO A0 iHCTPYyKLUii
Ans MeguyHoro
3aCTOCyBaHHS NiKapCbKoro
3acoby Ao posginy
"OcobnuBocTi 3acTocyBaHHSA"
BiANOBIAHO 4O OHOBMNEHOI
iHgopMaLii 3 6e3nekn
3acTocyBaHHS Aitoyoi
PEYOBUHN.

MepiognyHiCcTb NoAaHHA
perynspHO OHOBIIOBaHOIO
3BiTYy 3 6e3neku BignoBigHO

oo MNopagky 3aifncHeHHs

dapmakoHarnsay,
3aTBEPAKEHOro Haka3om
MiHicTepcTBa OXOPOHU
3740poB’a Ykpainu Big 27
rpyaHs 2006 poky Ne 898,
3apeecTpoBaHui B
MiHicTepcTsi tocTuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinictepcTea
OXOPOHU 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMM y
nepioanMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

14.

MAHTI

TabneTku >XyBarnbHi Nno
10 TabneTok y 6nictepi;
no 1 abo 3 6nictepuy
KapTOHHiI kopobui; no 8
TabneTtok y 6nictepi; no

lOHina6, M

CLA

TOB OC
dapmauia

MonbLla

MepepeecTpauis Ha
HeobMexeHui TepMiH. 3MiHM
| Tuny - 3miHn wopo
6e3nekn/eekTMBHOCTI Ta

dapmakoHarnsgy. 3miHa y

6e3
peuenma

nidnsizae

UA/6751/01/01




14 [IpogoBxeHHs noaaTka 2
Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
1, abo no 2, abo no 3, KOPOTKili XapakTepucTuui
abo no 4 6nictepn y
KapTOHHIl kopobui

nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS! Ta IHCTpyKUii Ans
MeOW4YHOro 3aCTOCYyBaHHs Ha
nigcTasi perynsapHo
OHOBIOBAHOTO 3BITY 3
Gesnekun nikapcbkoro 3acoby,
abo gocnimxkeHb 3 6e3neku
3acTocyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpauinHnm
nepioa, abo sik pesynbTat
OLiHKM 3BITY 3 AOCHIOKEHb,
NpoBeAEHNX Bi4NOBIAHO A0
nnaHy negiaTpuyHmX
pocnimxkeHb (PIP) (3miHy
Y3ro4XKEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHVM OpraHom) -
3MiHN BHeCeHO A0 iHCTPYyKLUii
AN MeguyHoro
3acTOoCyBaHHS NikapCbKOro
3acoby Ao posginis
"B3aemogais 3 iHwmnmn
nikapcbkumu 3acobamu Ta
iHWIi BMAwn B3aemogin",
"OcobnuBocTi 3acTocyBaHHs",
"MobiyHi peakuii"BignosigHo
[0 OHOBIeHoI iHbopmaLii 3
6e3nekn 3aCToCyBaHHSA
AitoYnx Ta JONOMIDKHUX
PEYOBUH.

MepiognyHicTb NogaHHA
perynsipHO OHOBIOBAHOIO
3BiTy 3 6e3neku BiaNoBiaHO
oo MNopagky 3aifncHeHHs
cdapmakoHarnsgy,
3aTBEpPAKEHOro Haka3om
MiHicTepcTBa OXOPOHU
340poB’a Ykpainu Big 27
rpyAHst 2006 poky Ne 898,
3apeecTpoBaHui B
MiHicTepcTsi tocTuuii Ykpainm
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHictepcTBa
OXOPOHU 300POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTL: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMN Y
nepioanMYHOCTI NOAAHHS

perynsipHux 3BiTiB 3 6e3neku.




15 [IpogoBxeHHs noaaTka 2

Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
15. | MEBIKAP IC Tabnetkn no 0,5r no 10 ToBapucTso 3 YkpaiHa ToBapuctso 3 Ykpaina MepepeecTpaLis Ha bes nidnsizae UA/8823/01/02
TabneTok y bnictepi; no [00aTKOBOO [04aTKOBOIO HeobMeXeHW TepMiH. peuenma
1 abo 2 6nictepu y BiANOBigaNbHICTIO BiANOBIgANbHICTIO MepiognyHicTb NogaHHA
nayui 3 KapToHy "IHTEPXIM" "IHTEPXIM" perynsipHo OHOBIOBAHOIO
(BUPOOHWK, 3BiTYy 3 6e3neku BignoBigHO
BigNoBiganbHUn oo MNopagky 3aifncHeHHs
3a BUNYCK cepii; dapmakoHarnsay,
BMNPOBOYBaHHSA 3aTBEPAKEHOro HaKa3oMm
KOHTPOSMIO AKOCTI MiHicTepcTBa OXOpOHU
(pi3myHi/XximMivHi, 300poB’a Ykpainu Big 27
MikpobionorivyHa rpyaHst 2006 poky Ne 898,
yucrota), 3apeecTpoBaHWi B
36epiraHHs MiHicTepcTsi tocTuuii Ykpainm
roToBOI NPOAYKLUii; 19 rpyaHsa 2016 poky 3a Ne
BUPOBHMUTBO, 1649/29779 (y pepakuii
36epiraHHs Haka3y MinicTepcTBa
(rotoBoi OXOPOHW 340POB’A YKpaiHu
npoayKuii, Bif 26 BepecHs 2016 poky Ne
CUPOBUHN Ta 996), cTaHOBUTB: 3rigHO 3i
matepianis); CTpOKaMu, 3a3Ha4eHUMM y
BMNPOOYBaHHSA nepioan4HOCTI NOAAHHSA
KOHTpOIo perynspHux 3BiTiB 3 6e3nekn
SKOCTi (Cpi3nyHi/xim
iyHi))
16. MEBIKAP IC Tabnetkn no 0,3rno 10 ToBapucTBo 3 YkpaiHa ToBapwucTtBo 3 YkpaiHa MepepeecTpalis Ha 6e3 nidnseae UA/8823/01/01
TabneTok y bnictepi; no [00aTKOBOO [04aTKOBOIO HeobMeXeHW TEPMiH. peuenma
2 6nictepu y nauyui 3 BiANoOBiganbHICTIO BiANOBiganNbHICTIO MepiognyHicTb NogaHHA
KapTOHY "IHTEPXIM" "IHTEPXIM" perynsipHo OHOBIOBAHOIO
(BUPOBHUK, 3BiTYy 3 6e3neku BignoBigHO
BigNoBiganbHUN oo MNopagky 3aifncHeHHs
3a BUMYCK cepii; dapmakoHarnsay,
BMNPOOYBaHHSA 3aTBEPAKEHOro HaKa3om
KOHTPOSIO AKOCTI MiHicTepcTBa OXOpPOHU
(iznyHi/ximivHi, 300poB’a Ykpainu Big 27
MikpobionoriyHa rpyaHsa 2006 poky Ne 898,
yucrora), 3apeecTpoBaHui B
36epiraHHs MiHicTepcTsi tocTuii Ykpainu
roToBOI NPoAYKLii; 19 rpyaHsa 2016 poky 3a Ne
BMPOGHMLTBO, 1649/29779 (y pepakuii
36epiraHHs Haka3y MinicTepcTBa
(rotoBoi OXOPOHU 340POB’A YKpaiHu
npoaykuii, Bif 26 BepecHsi 2016 poky Ne
CUPOBUHU Ta 996), cTaHOBWTB: 3rigHO 3i
matepianis); CTpOKaMu, 3a3Ha4eHUMM y
BMNPOOYBaHHSA nepioan4HOCTi NoAaHHSA
KOHTpOIo perynspHux 3BiTiB 3 6e3nekn
SIKOCTi (Cpi3nyHi/xim
iyHi))
17. HEBIPAINIH Tabnetkn no 200 mr Ne CTPAMAOC Kinp CTPAVOC IHais MepepeecTpalis Ha 5 pokiB. 3a He UA/11451/01/01
60 (60x1) y KOHTeNHepi CIAVEC NMIMITEL APKOJTAB 3MiHu | TUnYy - 3miHun Wwopo peuenmom nidnsizae
B navuj NIMITE[L 6e3nekn/edekTMBHOCTI Ta
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

capmakoHarnagy. BeegeHHs
abo 3miHM J0 y3aranbHeHnx
[AaHuX Npo cuctemy
dapmakoHarnagy (BBegeHHs
y3aranbHeHVX AaHuX nNpo
cuctemy cdhapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu,
BianosiganbHOI 3a
30iACHEHHS
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3as8BHMKaA ONA 34iNCHEHHS
dapmakoHarnsgy B YkpaiHi,
SAKLO BOHA BiAMiHHA Big
yNOBHOBaXeHOI ocobu,
BiANOBIganNbHOI 3a
3AiCHeHH:A bapmakoHarnsay
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
macrtep-carnna cuctemm
dapmakoHarnsgy)

MepioagnyHicTb NogaHHA
perynsipHoO OHOBIOBAHOIO
3BiTy 3 6e3neku BiANoBIAHO

oo MNopagky 3aifncHeHHs

cdapmakoHarnsgy,
3aTBEpPAKEHOro Haka3om
MiHicTepcTBa OXOPOHU
3A40poB’a Ykpainu Big 27
rpyAaHst 2006 poky Ne 898,
3apeecTpoBaHui B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHictepcTBa
OXOPOHM 300POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: BiQMNOBIAHO
[0 NepioANYHOCTI CKNagaHHS
perynsipHO OHOBIOBaHOIO
3BiTYy 3 6e3neku nikapcbKkoro
3acoby, 03BONEHOro A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LeHTpanbHOMY piBHI.

18.

HEBIPANIH

Tabnetkn no 200 mrin
bulk Ne1000 y
KOHTeWHepi

CTPAVIAC
CIAVIEC NIMITER,

Kinp

CTPAMOC
APKOMNAB
NIMITER

IHaisa

MepepeecTpalis Ha 5 pokiB.
3MiHu | TUnYy - 3miHun Wwopo
6e3nekn/eekTMBHOCTI Ta

apmakoHarnagy. BeegeHHs

ab0 3MiHM 80 y3aranbHeHUx
JaHuX Npo cuctemy

He
nidnsizae

UA/11452/01/01
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

hapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHnX npo
cuctemy cdhapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu,
BianosiganbHOI 3a
30iACHEHHS
apmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3as8BHMKA ONA 34INCHEHHS
apmakoHarnsgy B YkpaiHi,
SAKLWO BOHA BiAMiHHA Big
yNOBHOBaXeHOI ocobu,
BiANOBIganNbHOI 3a
3AiCHeHH:A bapmakoHarnsay
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
macrtep-carnna cuctemm
apmakoHarnsgy)

MepiognyHicTb NogaHHA
perynsipHoO OHOBIOBAHOIO
3BiTy 3 6e3neku BiANoBiaHO

oo MNopagky 3aincHEHHs

apmakoHarnsgy,
3aTBEPAKEHOro HaKka3om
MiHicTepcTBa OXOpPOHU

340poB’a Ykpainu Big 27

rpyAaHst 2006 poky Ne 898,
3apeecTpoBaHWi B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHM 300POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: BiAMNOBIAHO
[0 NepioanMYHOCTI CKnagaHHs
perynsipHO OHOBIOBAHOIO
3BiTYy 3 6e3neku nikapcbkoro
3aco0y, J03BOEHOro A0
MeAMYHOro 3aCTOCYBaHHS, Ha
LeHTpanbHOMY piBHI.

19.

HICTATUHOBA
MA3b

masb, 100000 O[i/r no
15y 1y6i; no 1 1y6i y
nayui 3 KapToHy

NAT
"JTy6Hubapm"

YkpaiHa

NAT
"INy6Hnpapm"

YkpaiHa

MepepeecTpalis Ha
HeobMexeHui TepMiH. 3MiHK
| Tuny - 3miHn Wwopo
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y
KOPOTKiN XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ansa
MeAMYHOro 3aCTOCYBaHHS Ha

3a
peuerimom

He
nidnsizae

UA/8829/01/01
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BupobHuk

Kpaina

[IpogoBxeHHs noaaTka 2

Peecmpauyitina npoyedypa

Ymosu

Peknamyes
aHHA

Homep
peecmpauyitiHo2o

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

eupobHuUKa

nigcTasi perynspHo

eionycky

noceio4yeHHs1

Benuka

KonpaH Jlimiteg

IHaisa

OHOBIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo pocnimkeHb 3 6esnekn
3acTocyBaHHS NiKapCbKoro
3aco0y B nicnspeecTpauiiHnin
nepiof, abo sik pesynbTat
OLiHKM 3BITY 3 AOCHIOKEHb,
nposeAeHnx BignoBigHO 4o
nnaHy negiaTpuyHmX
pocnimxkeHb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOBAXXEHVIM OpraHom)
3MiHN BHeCeHO A0 iHCTPYyKLUii
Ans MeguyHoro
3aCTOCyBaHHS NiKapCbKoro
3acoby Ao posginy
"OcobnunBocCTi 3acTocyBaHHA
BiANOBIAHO 4O OHOBMNEHOI
iHgopMauii 3 6e3nekn
3acTOCyBaHHS JOMOMiKHUX
PEYOBMH.

MepiognyHicTb NogaHHA
perynspHO OHOBIIIOBaHOIO
3BiTYy 3 6e3neku BignoBigHO

oo MNopagky 3aifncHeHHs

dapmakoHarnsay,
3aTBEPAKEHOro HaKa3oMm
MiHicTepcTBa OXOPOHU
3740poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHWi B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinicTepcTBa

OXOPOHW 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne

996), cTaHOBWTB: 3rigHO 3i

CTpOKaMu, 3a3Ha4eHUMM y

nepioanMYHOCTI NogaHHS
perynsipHux 3BiTiB 3 6e3neku.

MepepeecTpauis Ha 5 pokis,

3a

peuenmom nidnsezae

He

UA/12374/01/01

20.

OMENPA301
AHAHTA

Kancynm 3
MoaudpikoBaHUM
BUBINbHEHHSAM o 20 wr,
no 10 kancyn y 6nicTepi;
no 10 GnictepiB y

KapTOHHiI kopobLyi

AHaHTa Mepgikeap
1o,

BpuTaHis

3MiHu | TUnYy - 3miHKn Wwopo
6e3nekn/edheKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y
KOPOTKiN XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ansa

MeaQN4YHOro 3aCToCyBaHHA
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

reHepu4HuX/ribpuaHnx/Gionoa
iBHMX nikapcbkux 3acobis
nicns BHECEHHS Tiei camoi
3MiHN Ha pedepeHTHUI
npenapart (3MiHa He noTpebye
HafaHHS XOAHUX HOBMX
[04aTKOBUX AaHNX) 3MiHu
BHECEHO A0 iHCTPYKLUIi Ans
MeAMYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao
po3ginis "®apmakonoriyHi
BnactusocTi", "lMokaszaHHs",
"MpoTunokasaHHs",
"B3aemogis 3 iHWummn
nikapcbknumu 3acobamu Ta
iHWi BMAW B3aemogii”,
"OcobnuBocTi 3acTocyBaHHS",
"3acTocyBaHHs1 y nepiog
BariTHOCTi Ta rogyBaHHSA
rpyaar”, "3patHicTb
BMNMBATU Ha LUBMAKICTb
peakuii npu KepyBaHHi
aBToTpaHcrnopToM abo
iHWWMK MexaHiamamun",
"Cnocib 3acTtocyBaHHs Ta
nosun", "Oitn",
"Mepepno3yBanHs", "MobiyHi
peakuii " BignosigHo 8o
iHdopMaUii pedepeHTHoro
nikapcbkoro 3acoby (Ome3s
kancynu rno 20 mr).

MepiognyHicTb NogaHHA
perynspHO OHOBIIIOBaHOIO
3BiTYy 3 6e3neku BignoBigHO

oo MNopagky 3aifncHeHHs

dapmakoHarnsay,
3aTBEPAKEHOro HaKa3oMm
MiHicTepcTBa OXOpPOHU

3[40poB’a Ykpainu Big 27

rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHui B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinicTepcTBa
OXOPOHU 340POB’A YKpaiHu
Bif 26 BepecHsa 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i
CTpOKamMu, 3a3Ha4yeHUMn y
nepioanMYHOCTI NogaHHs




[IpogoBxeHHs noaaTka 2

3aCTOCyBaHHS NiKapCbKoro
3acoby B nicnapeecTpauiiinmn
nepioa, abo sik pesynbtat
OLliHKM 3BITY 3 JOCNiOXKEHD,
NpoBEeAEHNX Bi4NOBIAHO A0
nnaHy negiaTpuyHmX
pocnimkens (PIP) (3miny
Y3ro4XKEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHVM OpraHom) -
3MiHN BHeCeHO A0 iHCTPYyKLUii
Anst MeguyHoro
3acToCcyBaHHS NikapCbKoro
3acoby go posginy "Cnoci6
3aCTOCyBaHHA Ta
0031"(YTOYHEHHS! [03YBaHHS)
BiAMNOBIAHO A0 OHOBIEHOT
iHdopMauii 3 6e3neku gjiroyoi
peYoBUHM NakniTakcen Ta
MaTepianis peectpauiiHoro
[OCbE.
3MiHM Wwono
6e3nekn/ehekTMBHOCTI Ta
cbapmakoHarnagy. BeegeHHs
abo 3miHM J0 y3aranbHeHUx
[AaHuX Npo cuctemy
dapmakoHarnsay (BBeAeHHS
y3ararnbHeHVX AaHuX npo
cucTemy cdapmakoHarnsay,
3MiHa YNnoBHOBaXeHOi ocobu,
BignoBiganbHoI 3a
30iACHEHHS
dapmakoHarnsaay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3asBHMKaA ANS 30iACHEHHS
dapmakoHarnsgy B YkpaiHi,
SAKLO BOHA BiAMiHHA Bif

YNOBHOBaXeHOI ocobu,

20
Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
perynsipHux 3BiTiB 3 6e3neku.
21. MAKNITAKCEN KOHLeHTpaT 4ns EBEBE ®apma ABCTpis NOBHUI LNKI ABcTpisi/ MepepeecTpalis Ha 3a He UA/0714/01/01
"EBEBE" PO34mMHY ANs iHdy3in, 6 ec.m.6.X. Hdpr. BMPOOHMLTBA: HimeyvunHa HeoBMEXEHWN TEPMIH. peuernmom nidnsizae
mr/mn; no 5 mn (30 mr), KIr EBEBE ®apma 3MmiHu wopo
abo 16,7 mn (100 mr), ec.m.6.X. Hor. 6e3nekn/edeKTMBHOCTI Ta
abo 25 mn (150 mr), abo KI, ABcTpis; dapmakoHarnagy. 3miHa y
35 mn (210 wmr), abo 50 TECTyBaHHs: KOPOTKil XapakrepucTuui
M (300 mr) y dpriakoHi, Mnn nikapcbkoro 3acoby, TEKCTi
no 1 cnaxkoHy B Mikpobionoriwec MapKyBaHHS Ta IHCTPYKUIii Ans
KapTOHHiI kopobuyi Mptochnabop MeOU4YHOro 3aCTOCyBaHHs Ha
'M6X, ABCTpis; nigcTasi perynsapHo
TECTyBaHHS: OHOBIIOBAHOIO 3BiTY 3
Jlabop 1 + C AT, 6e3neku nikapcbkoro 3acooy,
Himeyuunna abo gocnimkeHb 3 6e3neku
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

BiANOBIganbHOI 3a
3AiCHeHHA bapmakoHarnsay
(BKITHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Yy PO3MiLLeHHI
macrtep-carnna cuctemm
dapmakoHarnsgy) - 3MiHa
KOHTaKTHUX AaHWX
yNoBHOBaXeHOoi ocobu
3as8BHMKA ONA 34INCHEHHS
dapmakoHarnsagy. 3miHa
Micu$S 3AiNCHEHHSI OCHOBHOT
DianNbHOCTI 3
apmakoHarnsagy. 3miHa
agpecu mactep-canna.
MepioagnyHicTb NogaHHA
perynspHO OHOBIIIOBaHOIO
3BiTYy 3 6e3neku BignoBigHO
oo MNopagky 3aifncHeHHs
dapmakoHarnsay,
3aTBEpPOKEHOro Haka3oM
MiHicTepcTBa OXOpOHU
340poB’a Ykpainu Big 27
rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMN y
nepioanMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

22.

PULIMHOBA OJliA

onisi no 50 mny
cdnakoHi; no 1 donakoHy
B navuj

MAT "Tanuudapm”

YkpaiHa

MAT "Tanuucapm"”

YkpaiHa

MepepeecTpauis Ha
HeobMeXxeHuin TepMiH. 3MiHM
| TMny - 3MiHK Wwopo
6e3nekn/ehekTMBHOCTI Ta
dapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ansa
MeAMNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOBIIOBAHOIO 3BiTY 3
©e3neku nikapcbkoro 3acooy,
abo gocnimxkeHb 3 6eaneku
3aCTOCYBaHHS fikapCbKoro
3acoly B nicnsapeecTpauiiHnin
nepiod, abo sk pesynbtart
OL|iHKM 3BITY 3 gocnigXeHb,

6e3
peuenma

nidnsicae

UA/9248/01/01
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

nNpoBeAEHNX BiANOBIAHO A0
nnaHy negiaTpuyHMX
pocnimxkeHb (PIP) (3miHy
Y3ro4XKeHO 3 KOMMETEHTHUM
YNOBHOBaXXEHVM OpraHom) -
3MiHN BHeCeHO A0 iHCTPYKLUii
Ansi MegUYHOro
3acTocyBaHHS NiKapCbKoro
3acoby Ao posginis
"OcobnuBocTi 3acTocyBaHHs",
"Cnocib 3acTocyBaHHs Ta
[03n" (YTOYHEHHS!
iHdopmauii) BignosigHo go
OHOBIEHOI iHGopMmaLi 3
Ge3nekun Oito4oi pevyoBUHMN.

MepioagnyHicTb NogaHHA
perynsipHo OHOBIOBAHOIO
3BiTy 3 6e3neku BiANoBiaHO

oo MNopagky 3aincHeHHs

apmakoHarnsay,
3aTBEpPAKEHOro Haka3om
MiHicTepcTBa OXOpOHU

340poB’a Ykpainu Big 27

rpyAaHst 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHU 300POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMN Y
nepioanMYHOCTI NOAAaHHS
perynsipHux 3BiTiB 3 6e3neku.

23.

CEYOBUHA

KpucTaniyHuii MOpOLLOK
(cybcTaHuis) y nakeTax
nonieTuneHoBmx Ans
dapmaLeBTUYHOro
3aCTOCyBaHHS

MpAT
"®apmMaueBTnYHa
dipma "OapHuus”

YkpaiHa

Kipx ®apma
DxieMBGIiEny

Himeyumna

nepepeectpauis Ha
HeobMexeHun TepMiH

He
nidnsicae

UA/13341/01/01

24.

TAProumao®

niodpinisat ons po3ynHy
ans iH'ekuii no 400 wmr, 1
drnakoH 3 nioginisatom
y KOMMneKTi 3 1
amnysio Po3yMHHMKa
no 3,2 mn (Boga ans
iH'EKL) B KAPTOHHIN
KopobLi

TOB "CaHodi-
ABeHTiC YKpaiHa"

YkpaiHa

CAHO®I C.IN.A.

ITania

MepepeecTpalis Ha
HeobmexeHu TepMiH. 3MiHM
| Tuny - 3miHn Wwopo
6e3nekn/edeKkTUBHOCTI Ta
bapmakoHarnsay. BeegeHHs
abo 3MiHM [0 y3aranbHeHnx
[AaHuX nNpo cuctemy
hapmakoHarnsiay (BBeeHHst
y3ararnbHeHVX AaHuX npo
cucTemy cdhapmakoHarnsiay,

3a
peuenmom

He
nionsieae

UA/9229/01/02




[IpogoBxeHHs noaaTka 2

23
Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
3MiHa ynoBHOBaXeHoi ocobu,

BianosiganbHOI 3a
30iNCHEHHS
apmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3as8BHMKA ONA 34INCHEHHS
apmakoHarnsgy B YkpaiHi,
KO BOHA BiAMiHHA Big
yNOBHOBaXeHOoi ocobu,
BiANOBIganbHOI 3a
3AiCHeHHA bapmakoHarnsay
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
macrtep-canna cuctemm
dapmakoHarnsgy) 3miHa
KOHTaKTHUX AaHWX
yNOBHOBaXeHOI ocobu,
BignoBiganbHoi Ans
34iCHEHHS
apmakoHarnsgy. 3minm Il
TMny - 3MiHM Woao
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHm y
KOPOTKI XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ansa
MEAMNYHOrO 3aCTOCYBaHHS Y
3B’A3KY i3 HOBMMMW JaHUMU 3
AKOCTI, AOKMIHIYHUMMU,
KMiHIYHUMW JaHUMK Ta
OaHuMK 3 hapmMakoHarnagy
3MiHu BHeceHo A0 IHCTpyKuii
Ansi MeQUYHOro
3aCTOCyBaHHS NiKapCbKoro
3acoby Ao posginis
"®apMakornorivHi
BnacTuBocCTi",
"MpoTunokasaHHs", "Cnocic
3acTocyBaHHs Ta Josun",
"B3aemogais 3 iHwmnmn
nikapcbknuMmu 3acobamu Ta
iHWIi BMAn B3aemonin",
"OcobnuneocTi 3acTocyBaHHS",
"Mepeno3yBaHHs", "MobiyHi
peakuii”, "Oitn" (6yno:
3acTocyBaHHs1 npenapary
HOBOHaPOKEHUM
npoTUNoKasaHe.; cTano:
Mpenapat 3acTOCoOBYETLCH Y
AiTen BiKOM Bif, 2 micsauiB.),

"3aaTHicTb BNNMBaTU Ha
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

LIBUAKICTb peakuii npu
KepyBaHHi aBTOTPaHCNOPTOM
abo iHWKUMKN MexaHiamamn"
BignoBigHo 4o iHopmauii
CTOCOBHO Ge3neku, sika
3a3HaveHa B maTepianax
peecTpauifHoro 4ocbe Ta
Y3rofpkeHa KOHCYNbTaTUBHO-
eKCnepTHO rpyro
"Heonatonoris. MNegiaTpis.
Jlikapcbki 3acobn”.

[MepiognyHiCTb NogaHHSA
perynsipHoO OHOBIOBAHOIO
3BiTYy 3 6e3neku BignoBigHO

o lMopsaaky 3aicHeHHs

apmakoHarnsgy,
3aTBEPAKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHK
340poB’a Ykpainu Big 27
rpyaHs 2006 poky Ne 898,
3apeecTpoBaHul B
MiHicTepcTsi tocTuuii YKpainm
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bi 26 BepecHsi 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMM y
nepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

25.

TPUTALIE®

Tabnetkun no 5 mr Ne 28
(14x2): no 14 Tabnetok
y 6nicTepi, no 2
GnicTepu B KapTOHHIN
KopobLi

TOB "CaHodi-
ABeHTiC YKpaiHa"

YkpaiHa

CAHO®I C.IN.A

ITania

MepepeecTpauis Ha
HeobmexeHu TepMiH. 3MiHn
Il Tvny - 3miHK wopno
6e3nekn/ehekTMBHOCTI Ta
dapmakoHarnsagy. 3miHu y
KOPOTKiN XapaKTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHSs! Ta IHCTpyKUii Ans
MeAMYHOrO 3acTOCYBaHHS Yy
3B’5A3KY i3 HOBUMM JaHUMK 3
SAKOCTI, AOKNIHIMHUMN,
KMiHIYHUMW JaHUMK Ta
AaHumMu 3 hapmakoHarnagy -
3MiHN BHECEHO A0 iHCTPYKLUii
Ans MeanyHoro
3aCTOCYBaHHS fikapCbKoro
3acoby Ao posgainis
"MpoTunokasaHHs",

"OcobnuBocTi 3acTocyBaHHs",

3a
peuernmom

He
nidnseae

UA/9141/01/02
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

"B3aemogais 3 iHwmnmun
nikapcbkummn 3acobamu Ta
iHWIi BUan B3aemogin",
"Cnocib 3acTocyBaHHs Ta
[031n"(yTouHeHHs iHcpopmallii)
BiAMNOBIQHO OO MaTepianis
peecTpauinHOro AoCheE.

MepiognyHicTb NogaHHA
perynsipHO OHOBMOBAHOMO
3BiTYy 3 6e3neku BignoBigHO

oo MNopagky 3aincHeHHs

dapmakoHarnsay,
3aTBEpOKEHOro Haka3oM
MiHicTepcTBa 0OXOpOHU

340poB’a Ykpainu Big 27

rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMN y
nepioanMYHOCTI NOAAaHHS
perynsipHux 3BiTiB 3 6e3neku.

26.

TPUTALIE®

Tabnetkn no 10 mr Ne 28
(14x2): no 14 TabneTok
y bnicTepi, no 2
GnicTepu B KapTOHHIN
KopoobLi

TOB "CaHodi-
ABeHTiC YkpaiHa"

YkpaiHa

CAHO®I C.IN.A

ITania

MepepeecTpauis Ha
HeobMeXxeHui TepMiH. 3MiHM
Il Tuny - 3miHn wopo
6e3nekn/ehekTMBHOCTI Ta
dapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ansa
MEeAMNYHOrO 3aCTOCYBaHHS Y
3B’A3KY i3 HOBMMMW JaHUMUK 3
AKOCTI, AOKMIHIYHUMMU,
KNiHIYHUMKU gaHUMK Ta
AaHumMu 3 hapmakoHarnagy -
3MiHN BHECEHO A0 iHCTPYKLUil
Ans MeQUYHOTo
3aCTOCYBaHHS MikapCbKoro
3acoby Ao posainis
"MpoTnnokasaHHs",
"OcobnuBocTi 3acTocyBaHHs",
"B3aemogist 3 iHWumMu
nikapcbknuMmun 3acobamu Ta
iHWIi BMAwn B3aemonin",
"Cnocib 3acTocyBaHHs Ta

3a
peuerimom

He
nidnsicae

UA/9141/01/03
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Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

[031"(YyTOYHEHHS iHcbopmallii)
BiAMNOBIgHO OO MaTepianis
peecTpauiiHoro 4oCLE.

MepiognyHicTb NogaHHA
perynsipHo OHOBIOBAHOIoO
3BiTYy 3 Ge3neku BignoBiaHO

oo MNopagky 3aincHeHHs

dapmakoHarnsay,
3aTBEPOAKEHOro HaKasom
MiHicTepcTBa OXOpOHU

340poB’a Ykpainu Big 27

rpyAaHst 2006 poky Ne 898,
3apeecTpoBaHuii B
MinicTepcTsi tocTuuii YKpainm
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHM 300POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHNMn y
nepiogu4HOCTI NOAAHHA
perynsipHux 3BiTiB 3 6e3neku.

27.

DITOCEO®

kancynu no 10 kancyn y
GnicTepi; no 2 6nictepu
B NauvLi 3 KApTOHY

NAT
"Ximcpapm3sasog
"YepBoHa 3ipka"

YkpaiHa

NAT
"Ximdbapm3aasog
"YepsoHa 3sipka"

Ykpaina

MepepeecTpalis Ha
HeobMexeHuin TepMiH

MepiognyHiCcTb NogaHHSA
perynsipHO OHOBIOBAHOIO
3BiTYy 3 6e3neku BignoBigHO

o Mopsaaky 3AicHeHHS

cdapmakoHarnsgy,
3aTBEPAKEHOro Haka3om
MiHicTepcTBa 0XopoHK

340poB’a Ykpainu Big 27

rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHul B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu
Bi 26 BepecHsi 2016 poky Ne
996), cTaHOBWTL: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMM y
nepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

6e3
peuenma

nionsieae

UA/7511/01/01

28.

®ITOCEOA®

kancynu in bulk Ne 1200
(no 1200 kancyn y

KoHTenHepax); Ne 3750
(10x375) (no 10 kancyn

NAT
"Ximchapmsasog
"YepBoHa 3ipka"

YkpaiHa

NAT
"Ximdbapmsasog
"YepsoHa 3ipka"

YkpaiHa

MepepeecTpauis Ha
HeobMexeHun TepMiH

MepiognyHiCTb NogaHHSA

He
nionsieae

UA/9013/01/01




27 [IpogoBxeHHs noaaTka 2
Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
y 6nicTepi; no 375 perynspHoO OHOBIMOBAHOIO
6nicTepiB y kopobui) 3BiTYy 3 6e3neku BignoBigHO
oo MNopagky 3aincHEHHs
dapmakoHarnsay,
3aTBEpPOKEHOro Haka3oM
MiHicTepcTBa OXOpOHU
340poB’a Ykpainu Big 27
rpyaHst 2006 poky Ne 898,
3apeecTpoBaHuii B
MinicTepcTsi tocTuuii Ykpainu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMN Yy
nepiogu4HOCTI NOAAHHA
perynsipHux 3BiTiB 3 6e3neku.
29. ®JTYOLUHOHIO NOPOLLIOK KpUCTanivyHuim CninbHe YkpaiHa Hbtouem CIA ITanis MepepeecTpauis Ha - He UA/13277/01/01
(cybeTaHuis) y YKpaiHCbKO- HEeOBOMEeXEeHUN TepMiH nidnseae
noaginHNx icnaHcbke
nonieTUNeHoBMX MiLKax nignprMeMcTBO
ana papmaueBTUYHOro "Cnepko YkpaiHa"
3aCTOCYBaHHA
30. | XINOTEN Tabnetku no 20 mr, no TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa MepepeecTpadis Ha 3a He UA/13322/01/01
10 TabneTok y 6nictepi; DAPM" PAPM" HeobMexeHun TepMiH peuernmom nidnsizae
no 3 6nictepu B MepiognyHicTb NogaHHSA
KapTOHHIN ynakoBLi; No perynsipHo OHOBOBAHOMO
14 TabneTok y 6nictepi; 3BiTYy 3 6e3neku BignoBiaHO
no 2, no 4 abo no 6 o Mopsaaky 3AicCHEeHHS
GnicTepiB y KapTOHHIW dapmakoHarnagy,
ynakoBLi 3aTBEPPKEHOro HaKasom
MiHicTepcTBa 0XOpoHK
340poB’a Ykpainu Big 27
rpyAaHst 2006 poky Ne 898,
3apeecTpoBaHul B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHictepcTBa
OXOPOHU 300POB’S YKpaiHu
BiA 26 BepecHsi 2016 poky Ne
996), cTaHOBWTL: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMN y
nepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
31. | XINOTEN Tabnetku no 40 wr, no TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa MepepeecTpalis Ha 3a He UA/13322/01/02
10 TabneTok y 6nicTepi; DOAPM" DAPM" HEOOMEXEHUN TepPMiH peuenmom nidnsieae

no 3 6nictepu B
KapTOHHII ynakoBLij; No

MepiognyHiCcTb NogaHHA
perynsipHoO OHOBIIIOBaHOIO




28 [IpogoBxeHHs noaaTka 2
Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
14 Tabnetok y 6nictepi; 3BiTy 3 6e3neku BiANOBIAHO
no 2, no 4 abo no 6 o Mopsagky 3aicHeHHs
BnicTepiB y KapTOHHIW dapmakoHarnagy,
ynakoBLi 3aTBEPPKEHOro HaKasom
MiHicTepcTBa OXOpOHU
340poB’a Ykpainu Big 27
rpyAaHst 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHM 300POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMU y
nepiogu4HOCTI NOAAHHA
perynsipHux 3BiTiB 3 6e3neku.
32. | XINOTEN Tabnetku no 80 wmr, no TOB "KYCYM YkpaiHa TOB "KYCYM YkpaiHa MepepeecTpalis Ha 3a He UA/13322/01/03
10 TabneTok y 6nictepi; DOAPM" DAPM" HeoOMEeXEeHUN TepMiH peuenmom nidnsicae

no 3 6nictepu B
KapTOHHIN ynakoBLi; No
14 Tabnetok y 6nictepi;
no 2, no 4 abo no 6
GnicTepiB y KApTOHHIW
ynakoBLi

[MepiognyHiCTb NogaHHSA
perynspHO OHOBIIIOBaHOIO
3BiTYy 3 6e3neku BignoBigHO

oo MNopagky 3aincHeHHs

dapmakoHarnsay,
3aTBEPAKEHOro Haka3om
MiHicTepcTBa OXOPOHU

370poB’a Ykpainu Big 27

rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHui B
MiHicTepcTsi tocTuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinictepcTBa
OXOPOHW 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMM y
nepioanMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

B.o. HayanbHUKa YnpaBniHHA ¢papmaueBTUYHOI
AIANbHOCTI Ta AKOCTi papMaueBTUYHOI NpoAayKLUil

H.B. Nyuan




