NMEPEPEECTPOBAHUX JIIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJIOINYHUX NMPEMNAPATIB), AKI

NEPENIK

DopaTtok 2

po Haka3y MiHictepcTBa oxopoHuM
3popoB’s YkpaiHu «lMpo gepxaBHy
peecTpauito (nepepeecTpadito)
nikapcbKnx 3acobiB (Megu4HNX

iMyHoGionoriyHux npenapariB) Ta
BHECEeHHS 3MiH [0 peecTpauinHuX
MaTepianis»
Big 20 xxoBTHA 2021 poky Ne 2272

BHOCATLCSA OO0 OEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Peknam Homep
n/ JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky | yeaHHs1 | peecmpauiliHo2o
n 3acoby ynakoeka) noceifd4yeHHs1
1. | ACITANOKC TabneTkn BKPUTI AypobiHgo IHAis AypobiHgo ®apwma Jlimiteq IHAisA nepepeecTpauis Ha HeobMexXeHun TepMiH 3a He UA/11661/01/01
NNiBKOBOO dapwma g - FOHiIT Il OHoBMeHo iHhopMalLito B iIHCTPYKUii ans | peuenmom | nidnsizae
obonoHkoto no 10 MeANYHOro 3aCTOCYBaHHS NikapCbKoro
Mr, o 7 TabneTok y 3acoby y posginax "lNpoTunokasaHHs",
6nictepi, no 4 "OcobnueocTi 3acTocyBaHHNA",
Gnictepu B "3acTocyBaHHs y nepiog BariTHocTi abo
KapTOHHIN kopobLi rogyBaHHsi rpyaar”, "Cnocio
3acTocyBaHHsA Ta go3un", "MobiyHi peakuii”
BignoBigHo A0 iHbopMmaLii pedepeHTHOro
nikapcbkoro 3acoby Linnpanekc,
TabneTkun, BKPUTI MNiBKOBOIO 0BOMOHKOIO.
MepioAnyHICTb NOAAHHA perynspHo
OHOBIIHOBAHOIO 3BIiTy 3 6e3neku,
BignosigHo Ao MNopaaky 3AiNCHEHHS
hapmakoHarnsgy, saTBepaKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU 300POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciyHa 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpOoKamu, 3a3Ha4YeHUMN Y NepPiOANYHOCTI
nodaHHs perynsipHux 3siTiB 3 6esneku
2. ACITAINOKC TabneTkn BKPUTI AypobiHgo IHAis AypobiHgo ®apma JlimiTeq IHAisa nepepeecTpauis Ha HeobMexXeHui TepMiH 3a He UA/11661/01/02
NniBKOBOI ®dapwma ITa - lOHiT I OHoBneHo iHbopMaLlito B iIHCTPYKLii Ans | peuerimom | nidnsizae
obonoHkoto no 20 MeANYHOrOo 3aCTOCYBaHHS NikapCbKoro
Mr; o 7 TabneTok y 3acoby y po3sginax "lNpoTunokasaHHs",
6nicTepi, no 2 "OcobnuBocTi 3acTocyBaHHS",
Gnictepu y "3acTocyBaHHs y nepiog BariTHOCTi abo
KapTOHHiIl kopobui rogyBaHHs rpyaar”, "Crocio
3acTocyBaHHs Ta go3un", "MobivHi peakuii”
BignoBigHO o iHopMaLii pedepeHTHoro




2

[TponoBkeHHs 1oaarka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aionycky

Peknam
yeaHHs1

Homep

peecmpauiliHo2o

noceid4yeHHs1

nikapcbkoro 3acoby Linnpanekc,
TabneTku, BKPUTiI MNiBKOBOK OGOMOHKO0.
MepiognyHiCTb NoAaHHA perynspHo
OHOBOBAHOTO 3BITYy 3 6e3neku,
BignosigHo o MNopaaky 34iNCHEHHS
hapmakoHarnsigy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHM 340POB’st
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainn 29 ciynsa 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 380pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3Ha4Ye€HUMN Y NePiOANYHOCTI
NofaHHs perynsipHux 3BiTiB 3 6e3neku

AYPOKCOH

MOPOLLIOK ANst
PO34MHYy AN iH'eKuin
abo iHdysin no 500
mr, no 1 onakoHy y
navui 3 KapToHy

Aypo6iHgo
dapwma JlTg

IHAis

AypobiHgo ®apma 14

IHAis

nepepeecTpadisi Ha HeobMeXxeHUIn TEPMIH
OHoBneHo iHopMaLito B iIHCTPYKLii Ans
MeAMYHOrO 3aCTOCYBaHHSI NikapCbKoro
3acoby y posaginax "lNokasaHHsA"
(yTouHeHHs iHdopmaldii), "Cnocid
3acTocyBaHHs Ta go3un", "MobiyHi peakuii”
BiANOBIAHO A0 iHbopMaLii pedepeHTHOoro
nikapcekoro 3acoby (Rocephin 1 g Powder
for solution for injection or infusion, B
YkpaiHi He 3apeecTpoBaHuii).
MepioanyHicTb NoAaHHA perynsipHo
OHOBIOBAHOrO 3BITYy 3 6e3neku,
BignosigHo Ao MNMopaaky 3AiNCHeHHs
apmakoHarnsay, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’s
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainn 29 ciyna 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHM 300p0B'A YKpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4YeHUMU Y NepioANYHOCTI
NoAAaHHS perynspHuX 3BiTiB 3 6e3neku.

3a
peuenmom

He
nidnsieae

UA/11624/01/01

AYPOKCOH

NOPOLLOK Ans
PO34MHY Ans iH'eKuin
abo iHdysin no 1000
Mr no 1 donakoHy y
naJui 3 KapToHy

AypobiHgo
®dapwma ITa

IHAis

AypobiHgo ®apma 14

IHAis

nepepeecTpawis Ha HeobMexXeHU TEPMiH
OHoBneHo iHopMaLlito B iIHCTPYKLii Ans
MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3ainax "MokasaHHs"
(yTOuHeHHs iHdopmaldii), "Cnoci6
3acTocyBaHHs Ta go3un", "MobiyHi peakuii”
BignoBigHo Ao iHbopMaLii pedepeHTHOro
nikapcbkoro 3acoby (Rocephin 1 g Powder
for solution for injection or infusion, B
YKpaiHi He 3apeecTpoBaHuiA).
MepiognyHiCTb NOAaHHA perynspHo
OHOBIOBAHOTO 3BITYy 3 6e3neku,
BignosigHo o MNopaaky 34iNCHeHHs

3a
peuenmom

He
nidnsieae

UA/11624/01/02
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[TponoBkeHHs 1oaarka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aionycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

hapmakoHarnsigy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOpPOHU 300POB’A
Ykpainu Big 27 rpyaHst 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciyna 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepctBa
OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4YeHUMN Y NepiOANYHOCTI
nofaHHs perynsipHux 3BiTiB 3 6e3nekw.

AYPOKCOH

NOPOLLOK AN
PO34YMHY ANS iH'eKUin
abo iHdysin no 2000
Mr no 1 cdonakoHy y
naJdui 3 KApTOHY

AypobiHao
dapwma JITg

IHAis

AypobiHgo ®apma It

IHAis

nepepeecTpaLis Ha HeobMeXeHU TEPMIH
OHoBReHo iHhopMalLito B iIHCTPYKLii ons
MEeAMYHOrO 3aCTOCYBaHHSI NikapCbKoro
3acoby y posginax "lNoka3aHHsA"
(yTOuHeHHs iHdopmalii), "Crocio
3acTocyBaHHsA Ta go3un", "MobiyHi peakuii”
BiAMNOBIAHO A0 iHbopMmaLii pedepeHTHoro
nikapcbkoro 3acoby (Rocephin 1 g Powder
for solution for injection or infusion, B
YKpaiHi He 3apeecTpoBaHum).
[MepioanyHiCTb NoAaHHA perynsipHo
OHOBIOBAHOrO 3BIiTYy 3 6e3neku,
BignoBigHo o MNopsaaky 34iNCHEHHS
hapmakoHarnsigy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM 300POB’st
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainn 29 ciyna 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHUMN Y NepPiOANYHOCTI
nofaHHs perynsipHux 3BiTiB 3 6e3neku.

3a
peuenmom

He
nidnsieae

UA/11624/01/03

BNnoriP-3

PO34MH OparnbHWiA,
0,5 mr/mn no 60 mn
abo 120 mny
dnakoHi, no 1
hnakoHy pasom 3
MiPHOIO FTOXXEYKOHO
(Ha 2,5 mn abo 5
MIT) B KQPTOHHIM
navuj

Benyno, nikn
Ta KOCMeTwKa,
a.an.

Xopsaris

BMPOGHWK rOTOBOrO
nikapcbKkoro 3acoby,
nepBUHHE, BTOPUHHE

naKyBaHHs:

DOAMAP A.B.E., Ipeuis;

BiANoOBiganbHUI 3a
BTOPWHHE NaKyBaHHS,
BUWMYCK Cepil:
Benyno, nikv Ta

KOCMeTuKa, A4.4a., Xopsaris

peuisi/
Xopsgarisi

nepepeecTpawis Ha HeobMexXeHU TEPMiH
OHoBneHo iHbopMmaLlito B iIHCTPYKLii Ans
MeANYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y posainax: "®apmakonorivHi
BnactumeocTi", "poTunokasaHHs",
"B3aemogis 3 iHW1MK fikapCbKUMun
3acobamu Ta iHWi BUan B3aemopiin",
"OcobnuBocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpyaatw”, "3aaTHicTe BNnvBaTtu
Ha LWBMAKICTb peakLii Mpy KepyBaHHi
aBTOTpaHCMopToM abo iHWKMK
mexaHiamamu", "0itn" (yTOUHEeHHSs
iHopMmauii), "MobivHi peakuii” BignosigHO
[0 iHdopMauii Woao MegnuyHoro
3acTocyBaHHsA pedepeHTHOro NikapcbKoro
3acoby (Aerius ® oral solution, 0,5mg/ml,
He 3apeecTpoBaHui B YKpaiHi).

6e3
peuenma

nidnsieae

UA/15359/02/01
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[TponoBkeHHs 1oaarka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aionycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

MepiognyHiCTb NoAaHHA perynsipHo
OHOBIOBAHOrO 3BIiTYy 3 6e3neku,
BianosigHo Ao Nopsaaky 34incHeHHN
hapmakoHarnsigy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOpPOHU 300POB’A
Ykpainu Big 27 rpyaHst 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciyna 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 380pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4YeHUMN Y NepiOANYHOCTI
nofaHHs perynsipHux 3BiTiB 3 6e3neku.

E3OMEMNPA30
JI-®APMEKC

niodpinizat ans
pO34uHy ans

iH eKUin Ta iHdy3in
40 wr, no 40 mry
dnakoHi; no 1
dnakoHy y nayui

TOB
"®APMEKC
reymn"

YkpaiHa

TOB "®APMEKC I'PYI"

YkpaiHa

nepepeecTpadis Ha HeOOMeXeHWIN TEPMIH
OHoBMeHo iHhopMalLito B iIHCTPYKLiT ons
MEeAMYHOrO 3aCTOCYBaHHS! NikapCbKoro
3acoby y posginax:
"dapmakoTepaneBTnyHa rpyna”
(YyTOYHEHHs Ha3Bu),"®apMakonoriyHi
BnacTtusocTi", "B3aemogis 3 iHwummn
nikapcbknumu 3acobamu Ta iHWi BUan
B3aemogin", "OcobnueocTi 3actocyBaHHA",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpyaar”, "3gaTHicTb BNvMBaTtu
Ha LWBKWAKICTb peakLuii Npu KepyBaHHi
aBTOTPaHCNOpPTOM abo iHWKMK
mexaHiamamu", "MobiyHi peakuii”
BignoBigHoO Ao iHopmaii Wwoao
MeAMNYHOro 3aCTOCyBaHHsi pedpepeHTHOro
nikapcbkoro 3acoby (Hekciym, nopoLuok
ONs po34nHy Ans iH'ekuin Ta iHdysin no 40
Mr y doriakoHax).
MepioAnyHiCTb NOAAHHA perynspHo
OHOBIOBAHOrO 3BITYy 3 6e3neku,
BignoBigHo o MNMopaaky 34iNCHEHHS
hapmakoHarnsigy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHU 300POB’s
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainn 29 ciynsa 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHUMN Y NepPiOANYHOCTI
nofaHHs perynsipHux 3BiTiB 3 6e3neku.

3a
peuenmom

He
nidnsieae

UA/15738/01/01

EK3UDIH®

TabneTku no 250 wmr,
no 4 Tabnetkny
6nicTepi, no 4
Gnictepu B
KapTOHHiIN kopobui

[-p Pepai'c
JlabopaTtopic
N1

IHAis

O-p Pepnpi'c Nabopatopic
Timiten

IHAis

nepepeecTpaLis Ha HeobMeXeHU TEPMiH
OHoBReHo iHhopMalLito B iHCTPYKLii Ans
MEAMYHOrO 3aCTOCYBaHHsI NikapCbKoro
3acoby y posainax "®apmakonoriyHi
BnactmeocTi", "poTunokasaHHs",
"B3aemogisi 3 iHW1MK NikapCbKUMM

3a
peuernmom

He
nionsieae

UA/4720/02/01
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[TponoBkeHHs 1oaarka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aionycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

3acobamu Ta iHWi BUan B3aemopiin",
"OcobnuBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHsi rpyaar”, "3gaTHicTb BNnvMBaTtu
Ha LWBMAKICTb peakLii Npy KepyBaHHI
aBTOTpaHCNopToM abo iHWKMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta
nosn", "MepepnosyBanHs", "MobiuHi
peakuii” BignosigHo 4o iHbopmaLii
pedepeHTHOro fikapcbKkoro 3acoby
(NAMIBNN®, TabneTku no 250 mr)
MepiognyHiCTb NoAaHHA perynsipHo
OHOBIOBAHOrO 3BITYy 3 6e3neku,
BignoBigHo o MNopaaky 34iNCHEHHS
hapmakoHarnsigy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM 300POB’st
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainn 29 ciyna 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 300pOoB'A YKpaiHu Bif, 26 BepecHsA
2016 poky Ne 996), cTaHOBWTb: 3riAHO 3i
CTpOKamu, 3a3Ha4YeHUMN Y NEePiOANYHOCTI
nofaHHs perynsipHux 3BiTiB 3 6e3neku.

ECKY3AH®
JIOHI

Kancynu
NPOSIOHroBaHoI Aii
no 50 wmr; no 10
kancyn y 6nicrepi;
no 3, abo no 6, abo
no 9 Gnictepis y
KapTOHHiIl kopobuyj;
no 30 kancyny
6nicTepi; no 1, abo
no 2, abo no 3
Gnictepny
KapTOHHiI kopobui

Ecnapma
m6X

Himeyunna

BUPOGHMLTBO in bulk,
KOHTPOMb Cepii:
Temmnep Ipenang
TimiTen, Ipnaxgis;
NnepBUHHE Ta BTOPUHHE
nakyBaHHs:
OpareHodapm AnoTekep
Miownb MeX, HimeyunHa;
nepBUHHE Ta BTOPUHHE
nakyBaHHs:

Csicc Kenc 'moX,
Himeuumnna;
BUNYCK cepii:
Ecnapma 'm6X,
Himeuumnna;
BTOPVHHE NaKyBaHHS:
ecnapma ®apma Cepsices
M6X, Himeyunna

Ipnangis/
Himevumna

nepepeecTpadisi Ha HeobMeXxeHUIn TePMiH
OHoBneHo iHcbopMmallito y posaini
"Ocobnusi 3axoamn 6e3nekun” iHCTPYKUiT
ANs MEeAMYHOro 3aCTOCyBaHHS
nikapcbkoro 3acoby woao 6eaneku
3acTOCyBaHHS Ait040l pe4OBUHN.
MepioAnyHICTb NOAAHHA perynspHo
OHOBIIIOBAHOIO 3BIiTy 3 6e3neku,
BignosigHo Ao MNopaaky 3AiNCHEHHS
hapmakoHarnsgy, 3saTBepaKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU 300POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciyHa 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBWTB: 3rigHO 3i
CTpOKaMW, 3a3Ha4YeHNMU Y NePiOANYHOCTI
nofaHHsi perynsipHux 3eiTie 3 6e3neku.

6e3
peuenma

nidnsieae

UA/15249/01/01

10.

3EPLIUM

Tabnetku
racTpoOpe3nCTEHTHI
no 20 mr; no 7
TabneTtok y 6nicrepi;
no 4 6nictepu y
KapTOHHI kopobui

Mera
ITandpcanencis
(ABcTpanis)
i Nt

ABcTpanis

[eTepo J1ab3 Nimiteq

IHAis

nepepeecTpalis Ha 5 pokis
OHoBneHo iHopMaLlito B iIHCTPYKLii Ans
MEANYHOrOo 3aCTOCYBaHHS NikapCbKoro
3acoby y posginax: "®apmakonorivHi
BnacTmBocTi", "MNoka3aHHs" (YyTOYHEHHS
iHcpopmalii), "MpoTrnokasaHHs",
"B3aemogis 3 iHWMMKN NikapCbKMn
3acobamu Ta iHLWi BUaW B3aemopin",

3a
peuenmom

He
nidnsieae

UA/14835/01/01
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[TponoBkeHHs 1oaarka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aionycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

"OcobnmBocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHsi rpyaar”, "3gaTHicTb BNnvMBaTtu
Ha LWBWAKICTb peakLii Npu KkepyBaHHI
aBTOTPaAHCNOPTOM abo iHLWMMK
MexaHiamamu", "Cnocib 3acTtocyBaHHs Ta
nosun", "Oitn " (yTouHeHHs iHdopmalLii),
"MepenosyBaHHs", "Mob6iyHi peakuii”
BignoBigHo Ao iHcbopmalii Wwoao
MeAMYHOro 3acToCyBaHHsi pecpepeHTHOro
nikapcbkoro 3acoby (HEKCIYM, Tabnetku,
BKPUTI MIiBKOBOIO OGOSOHKOHD).
[MepioanyHicTb NoAaHHA perynsipHo
OHOBIIOBAHOIO 3BIiTy 3 6e3neku,
BignosigHo Ao MNopsaaky 34incHeHHN
hapmakoHarnsigy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOpPOHU 300POB’A
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainu 29 ciyHa 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepctBa
OXOPOHU 300pOoB'A YKpaiHu Bif 26 BepecHsA
2016 poky Ne 996), cTaHOBUTB: 3rigHO 3i
CTpoKamu, 3a3Ha4YeHUMN Y NepioANYHOCTI
nofaHHs perynsipHux 3BiTiB 3 6e3neku.

11.

3EPLIUM

TabneTku
racTpope3vCTeHTHi
no 40 mr; no 7
TabneTtok y bnicrepi;
no 4 6nictepu y
KapTOHHiI kopobui

Mera
ITandpcanencis
(ABcTpanis)
i Nt

ABcTpanis

[eTepo J1ab3 Jlimiteq

IHAisA

nepepeecTpadist Ha 5 pokis
OHoBneHo iHbopMaLlito B iHCTPYKLii Ans
MeANYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ginax: "®apmakonorivHi
BnacTtmocTi", "MNoka3aHHs" (YyTOYHEHHS
iHcpopmalii), "MpoTrnokasaHHs",
"B3aemogisi 3 iHWMMK NikapCbKUMMm
3acobamu Ta iHWi BUan B3aemopiin",
"OcobnuBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rofyBaHHs rpyaatw”, "3aaTHicTe BnnmMBaTh
Ha WBKWAKICTb peakLii Npu KepyBaHHI
aBTOTPAHCNOPTOM abo iHWKMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta
nosun", "Oitn " (yTouHeHHs iHdopmallii),
"Mepeno3yBaHHs", "MobGiyHi peakuii”
BignoBigHo Ao iHopmalii Wwoao
MeANYHOro 3acTOCyBaHHS pedepeHTHOro
nikapcbkoro 3acoby (HEKCIYM, Tabnetku,
BKPWTI NMiBKOBOK OGOMOHKOM).
MepiognyHiCTb NOAaHHA perynspHo
OHOBIOBAHOTO 3BITYy 3 6e3neku,
BignosigHo Ao MNopaaky 34iNCHeHHS
chapmakoHarnsgy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU 300POB’SA
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,

3a
peuenmom

He
nidnsieae

UA/14835/01/02




7 [TponoBkeHHs 1oaarka 2
Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/ JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky | yeaHHs1 | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
3apeecTpoBaHoro B MiHicTepcTsi toctuuii
Ykpainu 29 ciyHa 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepctBa
OXOPOHU 380pOoB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4yeHUMN Y NepiOANYHOCTI
nofaHHs perynsipHux 3BiTiB 3 6e3neku.
12. | IPUHOTEKAHY | KoHueHTpaT Ans MpuBaTHe Ykpaina Keiny ®apmaueyTikan Kurtan nepepeecTpauisi Ha HeOBMeXeHW TepMiH - He UA/15592/01/01
riQPOXINOPUL | posunHy ans akuioHepHe (XamHaHb) Ko., ITa. [MepiognyHiCTb NOgaHHNA perynspHo nionsieae
iHdy3in, 20 mr/mnm; in TOBapuCTBO OHOBJOBAHOIO 3BIiTy 3 6e3neku,
bulk Ne40: no 2 mny "TNekxim- BignoBigHo o MNopaaky 34iNCHEHHS
conakoHi, no 1 Xapkis" thapmakoHarnagy, 3aTBepaokeHoro
dnakoHy y Haka3oM MiHicTepcTBa OXOPOHM 340POB’st
3anobixHin Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
NNacTUKOBIN 3apeecTtpoBaHoro B MiHicTepcTBi tocTuuii
kopobui, no 4 Ykpainn 29 ciyna 2007 poky 3a Ne
3anobixHi KOpobkn B 73/13340 (y pepakuii Haka3y MiHicTepcTBa
nayui, no 10 nayok B OXOPOHU 300pOoB'A YKpaiHu Bif, 26 BepecHs
kopo6ui; in bulk 2016 poky Ne 996), cTaHOBWTb: 3riAHO 3i
Ne32: no 5 mny CTpOKamu, 3a3Ha4Ye€HUMN Y NePiOANYHOCTI
dnakoHi, no 1 nofaHHs perynsipHux 3BiTie 3 6e3neku.
dnakoHy y
3anobikHin
NNacTMKOBIN
kopobui, no 2
3anobixHi KOpobkn B
nayui, no 16 nayok B
Kkopooui
13. | KAHE®POH® H | kpanni opanbHi, no BioHopuka CE | HimeuumnH BioHopuka CE HimeyunHa nepepeecTpauis Ha HeobMexXeHun TepMiH bes nionszae UA/4708/01/01
100 mn y cpnakoHi 3i a OHoBneHo iHopMaLito B IHCTpyKLUii ans peuenma

CKna 3 J03YHUMM
KpanenbHuM
npucTpoem; no 1
hnakoHy B kopobLi
3 KapTOHY

MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
3acoby y po3aginax "lNpoTunokasaHHs" ,
"B3aemogis 3 iHW1MK fikapCbKUMMn
3acobamu Ta iHWi BUau B3aemopiin",
"OcobnuBocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
roflyBaHHs rpyaa" (yTOYHEHHS
iHdopmauii), "Cnocib 3acTocyBaHHA Ta
[o3n" (yTouHeHHst iHdopmalii), "MobivHi
peakuii" BignoBsigHo 4o maTepianis
peecTpaLinHOro 4OChE.
MepiognyHiCTb NOAaHHA perynspHo
OHOBINIOBAHOIO 3BiTYy 3 6e3neku,
BignoBigHo o MNMopaaky 34iCHEHHS
hapmakoHarnsgy, 3aTBepa4KeHoro
Haka3oM MiHicTepcTBa OXOPOHM 340POB’s
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainn 29 ciunsa 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHst
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[TponoBkeHHs 1oaarka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aionycky

Peknam
yeaHHs1

Homep

peecmpauiliHo2o

noceid4yeHHs1

2016 poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHUMN Y NEePIOANYHOCTI
nofaHHs perynsipHux 3BiTiB 3 6e3nekw.

14.

KAHE®POH® H

TabneTku, BKpUTI
obonoHkoto, no 20
TabneTtok y 6nicrepi;
no 3 bnictepu B
KapTOHHiN kopobui

BioHopuka CE

Hime4uuH
a

BioHopuka CE

Himeuumna

nepepeecTpaLis Ha HeobMeXeHU TEPMiH
OHoBneHo iHbopMaLlito y posainax
"3acTocyBaHHs y nepiog BariTHoCTi abo
rogyBaHHs rpyaa” (yTouHEeHHSs
iHdpopmauii), "Cnoci6 3acTocyBaHHs Ta
[03un"(yTouHeHHs iHdopmaii), "Mo6iyHi
peakuii" iIHCTpyKUii 4na mean4Horo
3acTocyBaHHs fnikapcbkoro 3acoby
BiNOBIOHO 4O OHOBMEHOI iHchopmaLii
Lwono 6e3nekn 3acTocyBaHHS Ait0UNX
PEYOBUH.

[MepioanyHiCTb NoAaHHA perynsipHo
OHOBIOBAHOrO 3BITYy 3 6e3neku,
BignoBigHo o MNopaaky 34iNCHEHHS
hapmakoHarnsigy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM 300POB’st
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainn 29 ciyna 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 300pOoB'A YKpaiHu Bif, 26 BepecHsA
2016 poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3Ha4Ye€HUMN Y NePiOANYHOCTI
nofaHHs perynsipHux 3BiTiB 3 6e3neku.

be3
peuenma

nidnsieae

UA/4708/02/01

15.

KAPLOITAB® IC
>DITO

TabneTkun, BKpUTI
NniBKOBOIO
obornoHkoto no 10
Tabnetok y bnicrepi;
no 1 6nictepy B
navuj

ToBapucTBO 3
[08aTKOBOK
BignoBsiganbHi
CTHo
"IHTEPXIM"

YkpaiHa

ToBapucTBo 3

[o0aTKoBOK

BignoBiganbHIiCcTIO

"IHTEPXIM"

YkpaiHa

nepepeecTpadis Ha HeOOMeXeHWIn TEPMIH
BHeceHo oHOBrEHy iHbopMmaLiito B
IHCTpYKUito ANA MEANYHOTO 3aCTOCYBaHHS
nikapcbKkoro 3acoby o po3ainis
"MpoTunokasaHHs", "OcobnmeocCTi
3actocyBaHHs", "0iTn" (yTOUHEHHS
dopmynioBaHHS), "MepenosyBaHHs",
"Mo6ivHi peakuii” BignoBigHoO 00
OHOBIeHoT iHdopmaLlii 3 6e3neku
3aCTOCYBaHHS Ail0YMX PEYOBUH
nikapcbkoro 3acoby.
MepioAnyHICTb NOAAHHA perynspHo
OHOBIIOBaHOIO 3BiTYy 3 6e3neky,
BignoBigHo o MNMopaaky 34iACHEHHS
chapmakoHarnsgy, 3aTBepa4KeHoro
Haka3oM MiHicTepcTBa OXOPOHM 300POB’s
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainn 29 ciunsa 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHUMN Y NepPiOANYHOCTI
nofaHHsi perynsipHux 3eiTie 3 6e3neku.

be3
peuenma

nionsieae

UA/15572/01/01




9 [TponoBkeHHs goaaTKa 2
Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/ JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky | yeaHHs1 | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
16. | HIKOTUHAMIAO KpucTanivyHuim MpAT YkpaiHa Awmcan Kem lNMpaneeTt IHgis nepepeecTpadis Ha HeobMeXxeHuIn TEPMIH - He UA/16124/01/01
(HIALUMHAMIO) | nopoLuok "TexHonor" Timiteq nidnszae
(cybeTaHuin) y
noaBiNHNX
nonieTuneHoBmx
MilKkax gns
hapmaLeBTU4HOrO
3aCTOCYBaHHS
17. | PEHHI® BE3 TabneTku xyBanbHi Bariep LLseviLapi Henbcapm Maapg PdpaHuis nepepeecTpadis Ha HeobMeXxeHUIn TEPMiH be3 nidnsieae UA/6025/01/01
LUYKPY 3 M'STHUM CMaKom; KoHcbtomep a OHoBReHo iHhopMalLito B iIHCTPYKLiT Ans peuenma
no 6 TabneTok y Kep AI' MeAMNYHOro 3aCTOCYBaHHS NikapCbKoro
6nicTepi; no 2 abo 4 3acoby B po3ginax "Bsaemogis 3 iHWumun
Gnictepu B nikapcbknumu 3acobamu Ta iHWi BUAn
KapTOHHIN kopobuyj; B3aemogin", "OcobnueocTi 3acTocyBaHHA",
no 12 tabnetok y "3acTocyBaHHs y nepiog BariTHocTi abo
Gnictepi 3 rogyBaHHsi rpyaa” (YTOYHEHHs!
nepdopatdieto; o 1 iHdpopmalii) BignosigHoO Ao maTepianis
abo 2 Gnictepu B peecTpauiiHoro 4ocbe Ta HagaHo
KapTOHHiIN kopoOLi PO3LLIMPEHY Ha3BY
apmakoTepaneBTU4HOI FPynu 3rigHo 3
MiXXHapoaHUM knacudgikatopom BOO3 y
po3aini "dapmakoTepaneBTUYHa rpyna.
Kog ATX" 6e3 3miHun kogy ATX.
[MepioanyHiCTb NoAaHHA perynsipHo
OHOBIOBAHOrO 3BITYy 3 6e3neku,
BignoBigHo o MNopaaky 34iNCHEHHS
hapmakoHarnsigy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHU 300POB’s
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainn 29 ciynsa 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHUMN Y NePiOANYHOCTI
nofaHHs perynsipHux 3BiTie 3 6e3neku.
18. | PELUITA-10 TabneTku, BKpUTI Inka IHAgis Inka NaBopatopis Jlimiteq IHAgis nepepeecTpauis Ha HeobMexXeHU TEPMiH 3a He UA/15158/01/02
NniBKOBOIO JlabopaTtopis OHoBReHo iHhopMaLito B iIHCTPYKUii ona | peuyenmom | nidnseae
obornoHkoto no 10 Nimiten MeONYHOro 3aCToCyBaHHS NikapcbKoro

Mmr, no 14 TabneTok
y GnicTepi, no 2
Gnictepu y
KapTOHHIN nayui

3acoby y po3ainax "lMpoTunokasaHHs",
"B3aemogis 3 iHWK1MKN NikapcbKMu
3acobamu Ta iHWi BUau B3aemopiin",
"OcobnuBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpyaat”, "MobivnHi peakuii”
BigMNoBigHO 4O OHOBEHOI iHpopmaLii 3
©e3neku itoyoi Ta JONOMIKHOT PEYOBUH.
MepiognyHiCTb NOAaHHA perynspHo
OHOBIOBAHOrO 3BITYy 3 6e3neku,
BignoBigHo o MNMopaaky 34iCHEHHS
hapmakoHarnsiay, 3aTBepaXXeHoro
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[TponoBkeHHs 1oaarka 2

Ymosu

Peknam

Homep

Ne
n/

Hasea
JliKapCcbKO20

Popma sunycky
(nikapcbka ¢ghopma,

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

aionycky

yeaHHs

peecmpauiliHo2o
noceid4yeHHs1

3acoby

ynakoeka)

Haka3oM MiHicTepcTBa OXOPOHM 340POB’st
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainn 29 ciuynsa 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 380pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHUMN Y NEePIOANYHOCTI
nofaHHs perynsipHux 3BiTiB 3 6e3nekw.

3a

He

UA/15158/01/03

19.

PEUITA-20

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto no 20
mr; no 14 TabneTok
y 6nictepi, no 2
Gnictepn y
KapTOHHIN navui

Inka
JlabopaTopis
Nimiten

IHAis

Inka JlTabopaTopis JlimiTen

IHAis

nepepeecTpadis Ha HeobMeXxeHUIn TEpMiH
OHoBneHo iHbopMaLito B iIHCTPYKLii Ans
MeAMYHOrO 3aCTOCYBaHHS NiKapCbKoro
3acoby y posaginax "lNpoTunokasaHHs",
"B3aemogisi 3 iHW1MK NikapCbKUMM
3acobamu Ta iHWi BUan B3aemopin",
"OcobnuBocTi 3acTocyBaHHNA",
"3acTocyBaHHs y nepioa BariTHOCTi abo
rogyBaHHs rpygato”, "MobiyHi peakuii”
BiANOBIAHO A0 OHOBNEHOI iHdbopMaLii 3
6e3neku fjtoyoi Ta JONOMIKHOI PEYOBUH.
[MepioanyHiCTb NoAaHHA perynsipHo
OHOBIOBAHOrO 3BIiTYy 3 6e3neku,
BignoBigHo o MNopaaky 34iNCHEHHS
hapmakoHarnsigy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM 300POB’st
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainn 29 ciyna 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHUMN Y NepPiOANYHOCTI
nofaHHs perynsipHux 3BiTiB 3 6e3neku.

peuenmom

3a

nidnsieae

He

UA/15158/01/01

20.

PEUITA-5

TabneTku, BKpUTI
NniBKOBOKO
06oroHKoto no 5 mr,
no 14 tabnetoky
6nictepi, no 2
Gnictepu y
KapTOHHIN nayui

Inka
JlabopaTtopis
Nimiten

IHAis

Inka NaBopatopis Jlimiteq

IHAis

nepepeecTpawis Ha HeobMexXeHU TEPMiH
OHoBneHo iHbopMaLlito B iIHCTPYKLii Ans
MeANYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ainax "lMpoTunokasaHHs",
"B3aemogisi 3 iHW1MK NikapCbKUMM
3acobamu Ta iHWi BUan B3aemopiin",
"OcobnuBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaat”, "MobidHi peakuii”
BigMNoBigHO 4O OHOBMEHOI iHdpopmaLii 3
©e3neku itoyoi Ta JONOMIKHOT PEYOBUH.
MepiognyHiCTb NOAaHHA perynspHo
OHOBINIOBAHOIO 3BiTYy 3 6e3neku,
BignoBigHo o MNMopaaky 34iCHEHHS
chapmakoHarnsgy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOPOHM 340POB’s
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,

3apeecTpoBaHoro B MiHicTepcTsi toctuuii

peuenmom

nionsieae
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[TponoBkeHHs 1oaarka 2

Ne
n/

Hasea
JliKapCcbKO20
3acoby

Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymosu
aionycky

Peknam
yeaHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs1

Ykpainn 29 ciynsa 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHU 380pOoB'A YKpaiHu Big 26 BepecHs

2016 poky Ne 996), cTaHOBWTb: 3riAHO 3i
CTpOKamu, 3a3HavYeHUMN Y NEePiOANYHOCTI
nofaHHs perynsipHux 3BiTiB 3 6e3nekw.

21.

PO3YBACTAT
WH KPKA

TabneTku, BKpUTI
NniBKOBOIO
ob6onoHkoto, no 15
mr, no 10 TabneTok
y 6nictepi; no 3, 6
abo 9 GnicTepiB y
KapTOHHiI kopooLi

KPKA, a.4.,
HoBo mecTo

CnoBeHis

KPKA, a.a., HoBo mecTto

CnoBeHisi

nepepeecTpaLis Ha HeobMeXeHU TEPMIH
OHoBneHo iHbopMaLito B iIHCTPYKLii Ans
MeAMYHOro 3aCTOCYBaHHSI NiKapCbKoro
3acoby y poaginax "®apmakonoriyHi
BnacTtueocTi", "MNokasaHHs" (YyTOYHEHHS
iHdbopmalii), "MpoTunokasaHHs",
"B3aemogis 3 iHWNUMK NiKapCbKUMKN
3acobamu Ta iHWi BUAn B3aemogiin",
"OcobnuBocTi 3acTocyBaHHNA",
"3acTocyBaHHs y nepiog BariTHocTi abo
rogyBaHHs rpyaar”, "Crocio
3acTocyBaHHsA Ta go3un”, "Oitn" (yTouHeHHs
iHdopMauii), "MobivHi peakuii" BignosigHO
[0 OHOBIIEHOI iHcbopMmaLiii pedepeHTHoro
nikapcbkoro 3acoby (Kpectop, Tabnetku,
BKpUTI NniBkoBoto o6onoHkoto, no 5 mr, 10
mr, 20 mr a6o 40 wmr).
[MepioanyHiCTb NoAaHHA perynsipHo
OHOBIOBAHOrO 3BITYy 3 6e3neku,
BignoBigHo o MNopaaky 34iNCHEHHS
hapmakoHarnsigy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM 300POB’S
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainn 29 ciynsa 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHUMN Y NePiOANYHOCTI
nofaHHs perynsipHux 3BiTie 3 6e3neku.

3a
peuenmom

He
nidnsieae

UA/14745/01/01

22.

PO3YBACTAT
WH KPKA

TabneTku, BKpUTI
NniBKOBOO
obornoHkoto, no 30
mr; no 10 TabneTok
y 6nictepi; no 3, 6
abo 9 6nicTepiB y
KapTOHHiIl kopobui

KPKA, a.4.,
HoBo mecTo

CnogBeHisi

KPKA, a.a., HoBo mecto

CnogBeHisi

nepepeecTpauis Ha HeobMexXeHU TEPMiH
OHoBneHo iHbopMmaLito B iIHCTPYKLii Ans
MeANYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby y po3ainax "®apmakonoriyHi
BnacTtmocTi", "MNoka3aHHs" (YyTOYHEHHS
iHcpopmalii), "MpoTnnokasaHHs",
"B3aemogisi 3 iHW1MK fikapCbKuMun
3acobamu Ta iHWi BUan B3aemopin",
"OcobnuBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaar”, "Crocio
3acTocyBaHHs Ta go3un", "Oitn" (yToYHEeHHs
iHdpopmaii), "Mobivni peakuii" BignosiaHoO
[0 OHOBIEHOI iHbopmaLii pedepeHTHOro
nikapcbkoro 3acoby (Kpectop, TabneTku,

3a
peuenmom

He
nidnsieae

UA/14745/01/02




12 [TponoBkeHHs 1oaarka 2
Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/ JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky | yeaHHs1 | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
BKpUTI NniBkoBOtO 060noHKoto, no 5 mr, 10
mr, 20 mr abo 40 wmr).
[MepioanyHiCTb NoAaHHA perynsipHo
OHOBOBAHOTO 3BITYy 3 6e3neku,
BignosigHo o MNopaaky 34iNCHEHHS
apmakoHarnsigy, 3aTBepaxeHoro
Haka3oM MiHicTepcTBa OXOPOHM 340POB’st
Ykpainu Big 27 rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainn 29 ciynsa 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MiHicTepcTBa
OXOPOHU 380pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBWTb: 3riAHO 3i
CTpOKamu, 3a3Ha4Ye€HUMN Y NePiOANYHOCTI
nofaHHs perynsipHux 3BiTiB 3 6e3neku.
23. | COPBEHTOrE reflb opanbHuUiA No ToBapucTBo 3 YkpaiHa ToBapucTBO 3 06MEXEHOD YkpaiHa nepepeecTpadisi Ha HeobMeXxeHUIn TEPMIH 6e3 nidnsieae UA/15901/01/01
nb 0,7r/r;mo200ry obmexeHo BiANoOBIganbHiCcTIO OHoBneHo iHdopMauiio B IHCTPyKLUii Ans peuenma
Ty6i; no 1 Ty6i y BignosiganbHi «®apmaueBTnyHa cipma MEANYHOro 3aCTOCYBaHHS NiKapCbKOro
KopobLi 3 KapToHy; CTi0 «Beptekc», YkpaiHa 3acoby y posginax
no 15 r y cawe; no "®apmaneBTn (BMPOBOHMLTBO 3 MPOAYKLUi "®apmakoTepaneBTuyHa rpyna"
20 cawe y kopobui 3 YHa chipma in bulk ToBapucTea 3 (yTO4HeHHs iHdopmalii), "Crocio
KapTOHY "BepTtekc" obMexeHo 3acTocyBaHHsA Ta Jo3un" (YTOYHEHHSsI
BiANOBIgANbHICTIO iHdbopMaUlii) BigNoBigHO 4O OHOBMEHOT
«dapmaueBTnyHa iHcpopmalii 3 6e3nekun 3acTocyBaHHs
KOMMaHisi «340poB'sy, [itoY0l peyoBUHN.
Ykpaina) MepioanyHicTb NoAaHHA perynsipHo
OHOBIOBAHOrO 3BITYy 3 6e3neku,
BignosigHo Ao MNopaaky 3AiNCHEHHS
apmakoHarnsay, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHU 340POB’s
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainn 29 ciyna 2007 poky 3a Ne
73/13340 (y pepakuii Haka3y MiHicTepcTBa
OXOPOHM 300p0B'A YkpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i
CTpoKamu, 3a3Ha4YeHUMU Y NepPioANYHOCTI
NoAAaHHS perynspHuX 3BiTiB 3 6e3neku.
24. | CNUPT PO3YUH HaLLKIpHUIA, nn "Kinacpdp" YkpaiHa M "Kinagpdp" YkpaiHa nepepeecTpawis Ha HeobMexXeHU TEPMiH bes nionsizae UA/15714/01/01
KAM®OPHUH cnupToBut 10 %, no peuyenma
40 mn y prnakoHax
25. | TOPACEMIA, MOPOLLIOK MpAT YkpaiHa XYBEW BIOKO3 XEWNEH Kurai nepepeecTpaLis Ha HeobMexXeHUi TEPMiH - He UA/15894/01/01
BE3BOOHUA (cybcTaHuis) y "®apmaneBTn ®APMACBIOTIKAN KO., nionszae
(MIKPOHI3OBA | noagifiHuX YyHa dipma nTa.
HUN) nonieTuneHoBumx "OapHuus”
naketax ans
hapmaLeBTU4HOro
3acTocyBaHHs
26. | XIKOHUUN kancynu no 250 mr, KPKA, a.4., CnoBeHis BianosigansHWi 3a ABcTpisi/ nepepeecTpauis Ha HeoObMeXeHUI TEPMIH. 3a He UA/2896/02/01
no 8 kancyny HoBo mecTO BMpobHMUTBO "in bulk", IHgis/ OHoBneHo iHhopMauito B IHCTpYKLUiT Ana | peyenmom | nidnsieae
GnicTepi, no 2 NepBUHHY YNaKoBKY, CnoBeHis MeOW4YHOro 3aCToCyBaHHS NiKapcbkoro
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/ JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky | yeaHHs1 | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1
Gnictepn y BTOPUHHY YMaKOBKY: 3acoby y posginax
KapTOHHiN kopobui CaHpo3 'M6X, ABcTpis; "®apmakoTepaneBTuyHa rpyna"
BignoBigansHuUi 3a (yTOYHEeHHs iHdopmaLii),
BUpobHMUTBO "in bulk", "MpoTunokasaHHs", "OcobnuneocTi
nepBrYHHE NaKyBaHHS, 3acTocyBaHHs", "3acTocyBaHHs y nepiof
BTOPWHHE NaKyBaHHS: BariTHocTi abo rogyBaHHs
lOHivem JlabopaTtopiec rpyoao” (yTodHeHHs iHdopmalii), "
Nimitea, IHais; 3p4aTHICTb BNNMBATUK Ha LUBUAKICTb peakuii
BignoBsiganbHWn 3a npv KepyBaHHi aBTOTpaHCNopToM abo
KOHTpOrb cepii, 403BiN Ha iHWKWMK MexaHismamun", "lMNepeno3yBaHHSA",
BUMYCK cepii: "Mo6iuHi peakuii" BignoBigHo oo
KPKA, a.a., HoBo mecTo, OHOBIEHOI iHhopMmalii 3 6e3neku
CnogeHis; 3aCTOCYBaHHSA Aito40i PEHOBUHN.
BignoBiganbHuMi 3a MepiognyHICTb NOAAHHSA perynspHo
KOHTPO~b cepii: OHOBJOBAHOIO 3BTy 3 6e3neku,
KPKA, ao.a. Hoso mecTo, BignoBsigHo Ao MNopsaaky 34incHeHHsN
CnoseHis dapmakoHarnsgy, 3aTBepaXeHoro
Haka3oM MiHicTepcTBa OXOPOHM 300POB’st
Ykpainu Big 27 rpyaHa 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainn 29 ciyna 2007 poky 3a Ne
73/13340 (y pepakuii Hakasy MinicTepctBa
OXOPOHM 300p0B'A YkpaiHu Bif 26 BepecHs
2016 poky Ne 996), cTaHOBWTb: 3riAHO 3i
CTpoKamu, 3a3Ha4yeHUMU Y NepioANYHOCTI
NOAAHHS perynspHux 3BiTiB 3 6e3neku.
27. | XIKOHUUN kancynu no 500 wmr; KPKA, a.4., CnoBeHis BianosiganbHUiA 3a AscTpis/ nepepeecTtpauis Ha HeoBMeXeHUI TEPMIH. 3a He UA/2896/02/02
no 8 kancyny HoBo mecTO BMPOGHMUTBO "in bulk", IHgis/ OHoBneHo iHdopMmaLito B IHCTpyKUii anst | peuenmom | nidnsizae
6nictepi, no 2 NepBUHHY YMNaKoBKy, CnoBeHis MeAMNYHOro 3aCTOCYBaHHS NiKapCbKoro
Gnictepun y BTOPUHHY YMaKOBKY:
KapTOHHiI kopobui

CaHpos 'M6X, ABcTpist;
BignoBigansHWi 3a
BMPOGHMUTBO "in bulk",
NepBUHHE NaKyBaHHS,
BTOPVHHE NaKyBaHHS:
FOHiuem IabopaTopiec
Nimiten, IHAis;
BignoBiganbHWi 3a
KOHTpOrb cepil, A03BiN Ha
BUMYCK cepii:
KPKA, a.a., HoBo mecTo,
CrnoBeHis;
BiANoBiganbHUI 3a
KOHTPOMb Cepii:
KPKA, a.a. Hoso mecTo,
CnoseHis

3acoby y posginax
"®papmakoTepaneBTuyHa rpyna"
(yTOYHeHHs iHdopmallii),
"MpoTtunokasaHHs", "OcobnmeocTi
3acTocyBaHHs1", "3acTocyBaHHs y nepiof
BariTHoCTi abo rogyBaHHsi
rpyaar” (yTouHeHHs iHdpopmallii), "
3paTHICTb BNNMBATU Ha LUBUAKICTb peakLii
npu KepyBaHHi aBTOTpaHcnopTom abo
iHWKMK mexaHismamu", "lNMepenosyBaHHA",
"Mo6iuHi peakuii” BignosigHo oo
OHOBIeHOT iHdopmaLii 3 6e3neku
3aCTOCYBaHHS Ait040l pe4OBUHN.
MepiognyHiCTb NOAaHHA perynspHo
OHOBIOBAHOTO 3BIiTYy 3 6e3neku,
BignosigHo Ao MNopaaky 34iNCHeHHS
hapmakoHarnsgy, 3aTBepaKeHoro
Haka3oM MiHicTepcTBa OXOpPOHU 300POB’A
Ykpainu Big 27 rpyaHs 2006 poky Ne 898,
3apeecTpoBaHoro B MiHicTepcTsi tocTuuii
Ykpainu 29 ciyHa 2007 poky 3a Ne

73/13340 (y pegakuii Haka3y MiHicTepcTBa
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Ne Haszea Popma sunycky 3aseHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknam Homep
n/ JNlikapcbKo20 (nikapcbka ¢hopma, 3asi8HUKa eupobHUKa eionycky | yeaHHs1 | peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs1

OXOPOHU 380pOB'A YKpaiHu Big 26 BepecHs
2016 poky Ne 996), cTaHOBUTb: 3rigHO 3i

CTpoKamu, 3a3Ha4yeHUMN Y NepiOANYHOCTI
nofaHHs perynsipHux 3BiTiB 3 6e3neku.

B.o. N'eHepanbHOro aoupekropa [iupekroparty
chapmaueBTUYHOIO 3abe3neyYeHHs

IBan SAIBOPHUX




