MEPENIK
NMEPEPEECTPOBAHUX JIIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOINYHUX NMPENAPATIB), AKI BHOCATbLCA

DopaTtok 2
po Haka3y MiHicTepcTBa OXOpOHU
3popoB’s YkpaiHu «[po gepxaBHy

peecTpauilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX

iMyHoGionoriyHux npenapariB) Ta
BHeCEeHHS 3MiH [0 peecTpauinHuX
MaTepianis»
Big 16.03.2022 Ne 492

00 OEPXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

Haszea
JliKapcbko20
3acoby

dopma eunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHukK

Kpaina
3asieHUKa

Bupo6Huk

KpaiHa
eupo6HuKa

PeecmpauyitiHa npoyedypa

Ymosu
eidnycky

Peknamye
aHHs

Homep
peecmpauiliHo2o
noceid4yeHHs

AKBA®EPPOI

cupon 10 mr/mn; no
125 mn y 6aHuj; no 1
6aHLi 3 cuponom
pasoMm 3 MipHUM
CTakaH4YMKOM y
navui 3 KapToHy

MpAT
"TexHonor"

YkpaiHa

MpAT "TexHonor"

YkpaiHa

MepepeecTpalis Ha HEOOMEXEHUIN TEPMIH.
OHoBReHo iHopMalLito B iHCTPYKUiT ans
MEAMNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y posginax: "®apmakonoriyHi
BnactusocTi", "lMpoTmnokasaHHs",
"Ocob6nuBocTi 3acTocyBaHHS",
"BacTocyBaHHs1 y nepio BariTHocTi abo
rogysaHHs rpyaato”, "MepenosysaHHA",
"Mo6iyHi peakuii" BianoBiaHO Ao iHopmaLii
LLOA0 MEAMYHOIO 3aCTOCYyBaHHS
pedepeHTHOro nikapcbkoro 3acoby
(MANbTOPEP®, cupon).
[MepiognyHicTb NogaHHA perynspHo
OHOBOBaHOrO 3BiTYy 3 6e3neku, BiANOBIAHO
0o MNopsagky 3aiicHeHHs dhapMakoHarnagy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340pPOB’s YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuHs 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa OXOpOHM 300pOB'A YKpaiHu Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3rifHoO 3i CTpOKaMu, 3a3HavYeHnMU y
nepioANYHOCTI MOAaHHS PerynsapHuX 3BiTiB 3
Ge3neku.

3a
peuernmom

He
nidnsicae

UA/16285/01/01

AMNETUCTUM

cuponno 125ry
donakoHi; no 1
dnakoHy 3 MipHUM
CTaKaH4YMKOM B
KopobLi 3 KapTOHY

Bpounascbke
nianpYeEMCTBO
nikapcbknx
Tpas
"r'EPBAMOJb
"AT

MNonblia

BUPOGHMLUTBO 3a
NOBHUM LIMKIOM 6e3
BUnNycka cepii:
Bpounascbke
nianpveMcTBO
nikapcbkux Tpas
"lep6anonb" AT,
Monbla;

MonbLa

nepepeecTtpadis Ha HeOBMeXeHUIA TEPMIH
OHoBneHo iHdopmalito B IHCTpyKLii ans
MeAMYHOro 3aCTOCYBaHHS! NikapCbKoro
3acoby y po3ainax "®apmakonorivHi
BnacTMBocCTi" (YTOYHEHHS iHcbopmaLii),
"Moka3aHHs" (YTOUYHEHHS iHdopmaLii),
"MpoTunokasaHHs", "Baaemopais 3 iHWMMK
nikapcbkumm 3acobamu Ta iHWi BUugm

6e3
peuenma

Mionsieae

UA/16160/01/01




iHWKMK MexaHismamn”, "lMNepeno3yBaHHs",

"Mobiuni peakuii" BignosiaHo go iHgopmadii
pedepeHTHOro fnikapcbkoro 3acoby

(MAPKAIH, posunH ans iH'ekuiit, 5 mr/mn).

MepioanyHiCTb NogaHHs perynsipHo
OHOBOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO
oo MNopagky 3aifcHeHHs dhapMakoHarnagy,

3aTBepakeHoro Hakasom MiHicTepcTBa

2 [TponoBkeHHs 1oaaTka 2
Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Peknamye Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa sionycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs
BUMYCK Cepii: B3aemogin", "OcobnuneocTi 3acTocyBaHHs",
Bpounascbke "3acTocyBaHHsi y nepiof BariTHocTi abo
nignpUeMcTBO rogyBaHHs rpyaat” (yTouHeHHs iHbopmalii),
nikapCcbKux Tpas "Cnoci6 3acTtocyBaHHsi Ta 403UN" (YTOYHEHHS
"rEPBAMMOJb" AT, iHdopmauii), "Oitn" (YTOYHEHHs iHdopmaLii),
Monblwa "Mo6ivHi peakuii" BignoBigHO 40 MaTepianis
peecTpauinHoro OChbe.
MepioanyHicTb NogaHHs perynspHo
OHOBIIOBAHOIO 3BiTy 3 6e3neku, BiAnoBigHO
0o Mopagky 30iMcHeHHs dhapmakoHarnsaay,
3aTBepAkeHoro Hakasom MiHicTepcTea
OXOPOHU 340pOB’st YKpaiHW Bifg 27 rpyaHs
2006 poky Ne 898, sapeecTpoBaHoro B
MiHicTepcTsi tocTudii Ykpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa OXOpPOHU 300pOB'A YKpaiHu Big,
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTpOKamu, 3a3Ha4YeHUMM y
nepioanYHOCTI NOJAHHS PerynsapHux 3BiTiB 3
6esnekw.
3. BEH3UWOAMIHY | nopoLuok CninbHe YkpaiHa (BMPOGHMLITBO IHais nepepeecTpadis Ha HeobMexeHun TepMiH - He UA/16527/01/01
rigPOXINOPUL | (cybeTtaHuis)y YKpaiHCbKO- HaniBnNpogykTy) nidnsicae
NoABINHMX icnaHcbke KEOAP IXKAHAHI
nonieTMneHoBmnx nignpueMcTBo XEMMNACT
Millkax ans "Cnepko MNBT.TA., IHais;
hapmaLeBTU4HOro Ykpaina" (BMpOBHMLTBO Ta
3acTocyBaHHS KOHTPOrb, BUMYCK
cepii)
LleHTayp
dapmacbioTikana
MNeT. Il1a., IHAis
4. BYNIHEKATH- PO34UH ANS iH eKuin, My6niyne Ykpaina My6nivHe YkpaiHa nepepeecTpauis Ha HeobMeXeHU TEPMIH 3a He UA/16019/01/01
I30OBAP 5 mr/mn, no 5 mn B akuioHepHe akuioHepHe OHoBnMeHo iHdopMaLito B iHCTPYKUiT Ans peuenmom nidnsizae
amnyni; no 5 amnyn TOBapUCTBO TOBapUCTBO MELMNYHOro 3aCTOCYBaHHS NikapCbKOro
B Kaceri; no 2 "HaykoBo- "HaykoBo- 3acoby y posainax "®apmakonorivHi
KaceTu B nayui BUPOGHWYMIA BUPOGHUYMIA LLEHTP BnactmBocTi", "MNoka3aHHa" (YTOYHEHHS
LeHTp "BopLuariBcbkui iHcpopmalii), "B3aemogis 3 iHWKMK
"Bopuiariscbk Ximiko- nikapcbknMu 3acobamu Ta iHWi Buan
WA XimiKo- dapmaueBTUYHUI B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
dapmaueBTuy 3aBoa" "3paTHiCTb BNNMBATU Ha LWIBMAKICTL peakuil
HWI 3aBoa” npu KepyBaHHi aBTOTpaHcnopTom abo




3

[TponoBkeHHs 1oaaTka 2

no 1 abo 2 6nictepu
B KapTOHHII kopobui

ONst MEAMYHOrO 3aCTOCYBaHHS y po3ginax
"OcobnuBocTi 3acTocyBaHHs",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
roflyBaHHs rpyaar” (yTouHeHHs iHdopmaldii),
"3paTHiCTb BINUBATU Ha LWBMAKICTL peakuil
npu KepyBaHHi aBTOTpaHcnopTom abo
iHLUMMK MexaHisMaMun" (YTOYHEHHS

Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Peknamye Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa sionycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs
OXOPOHM 300pOB’st YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, sapeecTpoBaHoOro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XopoHu 300poB'a YKpainn Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamu, 3a3HaYeHnMm y
nepioANYHOCTI MOAAHHSA PerynsapH1X 3BiTiB 3
6esneku.
5. BUHOY3A niocpinizat ans O-p Pegai'c IHAis O-p Pegpi'c IHpis nepepeecTpauis Ha HeobMexeHWn TepMiH 3a He UA/16042/01/01
PO34uHy Ans JTabopatopic TNa6bopaTopic Ilta OHoBReHo iHdopMmaLito B iHCTPYKUIT Ans peuyenmom nidnszae
iH ekuin no 100 mr; 1 N1 (Brpo6Huuui Bigain MELMYHOro 3acTOCyBaHHS NiKapCbKOro
hnakoH 3 -7) 3acoby y po3sginax "lNokasaHHa", "3gaTHicTb
nioginizatom y BMNMBATW Ha WBMAKICTb peakuii npu
KapTOHHiIN kopoOLi KepyBaHHi aBTOTpaHCNOPTOM abo iHW1MK
MexaHismamu", "Cnocib 3actocyBaHHsA Ta
po3un”, "MobivHi peakuii” BigNoBIgHO OO
iHcbopMaLii pedhepeHTHOro nikapcbKoro
3acoby (VIDAZA® 100 mg powder for
injection, B YkpaiHi He 3apeecTpoBaHum).
[NepiognyHiCTb NogaHHA perynsipHo
OHOBJOBAHOIO 3BiTy 3 6e3neku, BiAnoBiaHO
0o MNopsagky 3aifcHeHHs dhapMakoHarnagy,
3aTBepakeHoro Hakasom MiHictepcTBa
OXOPOHU 340POB’s YKpaiHu Bif 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XopoHM 300poB'a YKpaiHn Big
26 BepecHs1 2016 poky Ne 996), cTaHOBUTL:
3rigHO 3i CTpOKamu, 3a3Ha4YeHUMM y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6e3neku.
6. rNIUEPUHY po3uuH (cybecTaHuist) | ToBapucTso 3 YkpaiHa OIPAPMA ITanis nepepeecTtpadisi Ha HeOOMeXeHUIA TEPMIH - He UA/16500/01/01
TPUHITPAT y antoMiHieBnx abo obmexeHo PPAHYIC nidnszae
PO341H 5% B MeTaneBux GaHkax BignoBsiaanbHi
ETAHOII ans CTHO
hapmaLeBTUYHOro "NocnigHun
3acTocyBaHHs 3aBof
"rHunc"
7. EHTEPOXEPMI | kancynu; Ne 12, Ne TOB "Onenna YkpaiHa CaHodpi C.p.n. ITanis nepepeecTtpadis Ha HeoOMeXeHU TEPMIH bes nidnsizae UA/4234/02/01
HA® 24 (12x2): no 12 Xenckea OHoBneHo iHbopMaLlito 3 6e3nekn peuenma
kancyn y 6nicrepi; YkpaiHa" 3aCTOCYBaHHSI [il0401 PEYOBUHU B IHCTPYKUIT
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[TponoBkeHHs 1oaaTka 2

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

Bupo6bHuk

Kpaina
eupobHUKa

PeecmpauitiHa npoyedypa

Ymoeu
sionycky

Peknamye
aHHs1

Homep
peecmpauiliHo2o
noceid4yeHHs

iHdopMauii) Ta "MoBiyHi peakuii” BignoBigHO
A0 maTepianis peecTpauinHoro JOCkLE.
[NepiognyHiCTb NogaHHA perynspHo
OHOBIIOBAHOIO 3BiTy 3 6e3neku, BiAnoBigHO
oo MNopsagky 3aiicHeHHs dhapMakoHarnagy,
3aTBepakeHoro Hakasom MiHictepcTBa
OXOPOHU 300pOB’st YKpaiHW Big 27 rpyaHs
2006 poky Ne 898, sapeecTpoBaHoOro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XxopoHu 300poB'a YkpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHo 3i CTpOKamu, 3a3Ha4YeHUMM y
nepioANYHOCTI MOAaHHSA PErynsapHuX 3BiTiB 3
6e3neku.

WNUrPUKC®

Tabnetku no 20 mr;
no 25 rabnetok y
6nicTepi; no 2 abo
no 4 Gnictepu B
navui 3 KapToHy

AT "T'pingekc"

JartBia

AT "Tpingekc"

JartBis

MepepeecTpalis Ha HEOOMEXEHWIN TEPMIH.
OHoBReHo iHdopMmaLito B iHCTPYKUIT Ans
MeAMNYHOro 3aCTOCYBaHHS NikapCbKoro
3acoby BianoBiaAHO 0 pedepeHTHOro
nikapcbkoro 3acoby (HerpomignH®,
Tabnetku no 20 mr) y po3gini "MoGiyvHi
peakuii".

MepioanyHicTb NogaHHs perynspHo
OHOBOBaHOrO 3BiTYy 3 6e3neku, BiANOBIAHO
o MNopsagky 3aificHeHHs dhapMakoHarnagy,
3aTBepakeHoro Hakasom MiHicTepcTBa
OXOPOHU 340pPOB’s YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuii Ykpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MiHicTepcTBa 0XOpoHM 340pOB'A YKpaiHu Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rifHO 3i CTpPOKaMM, 3a3HavYeHNMU y
nepiognYHOCTI MoAAaHHA perynspHUX 3BiTiB 3
6esneku.

3a
peuenmom

He
nionsieae

UA/16096/01/01

NEB3IPIH

TabneTku, BKpUTI
NniBKOBOO
oboroHkot, no 5 mr
no 10 TabneTok y
6nictepi; no 1 abo 3
onictepn y
KapTOHHiIl kopobui

Mera
ITandpcanencis
(ABcTpanis)
Mri Ita.

ABcTpanis

[eTepo [1ab63
Timiten

IHgia

nepepeecTpaLis Ha HeoOBMeXeHUI TEPMIH.
OHoBnMeHo iHdopMaLito B iHCTPYKUIiT Ans
MELMNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ainax "®apmakonorivHi
BnactmBocTi", "MNMoka3aHHa" (YTOYHEHHS
iHdbopmalii), "B3aemogis 3 iHwmmun
nikapcbkuMu 3acobamu Ta iHWi BUuau
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHSA y nepioa BariTHOCTi abo
rogyBaHHs rpyaar”, "Cnocib 3actocyBaHHs
Ta posn", "MepenosyBaHHs”, "MobivHi
peakuii” BignoBigHo Ao iHpopmauii
pecbepeHTHOro nikapcbkoro 3acoby (Xyzal 5
mg tablets, B YkpaiHi He 3apeecTpoBaHuit).
MepiognyHiCTb NogaHHS perynsipHo

be3
peuenma

nidnsicae

UA/15776/01/01




5 [TponoBkeHHs 1oaaTka 2
Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Peknamye Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa sionycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs
OHOBIIOBAHOIO 3BiTy 3 6e3neku, BiAnoBigHO
oo MNopagky 3aiicHeHHs dhapMakoHarnsagy,
3aTBepakeHoro Hakasom MiHictepcTBa
OXOPOHU 300pOB’st YKpaiHu Bifg 27 rpyaHs
2006 poky Ne 898, sapeecTpoBaHoOro B
MiHicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y pegakuii Hakasy
MinicTepcTBa 0XopoHu 300poB'a YkpaiHn Big
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKamu, 3a3HaYeHnMm y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6e3neku.
10. | NIEBOMEHTON | nopoLuok TOB "oK YkpaiHa Apopa Apomartikc IHais MepepeecTpalisi Ha HEOOMEXEHUI TePMIH - He UA/16167/01/01
KpucTanivyHmn "BIOTEK" Met. Jita. nidnsezae
(cybeTaHuin) y
noaBivHNX
nonieTuneHoBmxX
Millkax ans
hapmaLeBTU4HOIO
3acToCcyBaHHs
11. | NEPKAHIgUMNI NOpOLLOK leTepo [par3 IHAis [eTtepo [Opar3 IHgia nepepeecTpadis Ha HeobMexeHWn TepMiH - He UA/15959/01/01
HY (cybecTaHuisa) y Timiteq Nimiten nidnszae
rigPoOXNoPULO | nogginHux
FEMITIOPAT nonieTMneHoBnx
naketax, Lo
BKNajaloTbCs y
TLMB naketu, ans
hapmaLeBTU4HOro
3acTocyBaHHS
12. | NIHE3ONIQ TabneTku, BKPUTI KPKA, o.4., CnoBeHis BUPOGHMLUTBO "in CnoBeHis MepepeecTpaLis Ha HEOOMEXEHWI TEPMIH. 3a He UA/16130/01/01
KPKA NniBKOBOIO HoBo mecTO bulk", nepBuHHe Ta OHOBMEHo iHhopMaLito B iHCTPYKLUii aAnst peuenmom nidnseae

o6onoHkoto, no 600
mr no 10 TabneTok y
onictepi, no 1
6nictepy B
KapTOHHiI kopobui

BTOPWHHE
nakyBaHHs,
KOHTpOMb cepii Ta
BUNYCK cepii:
KPKA, a.4a., Hoso
mecTto, CnoBeHis;
KOHTPONb Cepii:
KPKA, a.4a., Hoso
mecTto, CrnoBeHis

MELMNYHOro 3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ainax "MokasaHHs",
"MpoTunokasanHs", "Baaemopisa 3 iHWMMKn
nikapcbkumm 3acobamu Ta iHWi B1uam
B3aemogin", "OcobnmeocTi 3acTocyBaHHs"
"Mo6iyHi peakuii" BiaNoBigHO Jo iHopmaLii
00 MEAMYHOrO 3aCTOCYBaHHS
pecepeHTHOro nikapcbkoro 3acoby
(BNBOKC, TabneTku, BKpUTI MiBKOBOIO
060roHKOH).

[MepiognyHicTb NogaHHsA perynspHo
OHOBJIOBAHOrO 3BiTy 3 6e3neku, BianoBiaHO
o Mopsagky 3aiicHeHHs dapmakoHarnsgy,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Bi 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MinicTepcTsi tocTuuii Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa 0OXOpOHM 340pOB'A YKpaiHu Big




6 [TponoBkeHHs qoaaTka 2
Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Peknamye Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa sionycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3rigHO 3i CTPOKaMW, 3a3HaYeHNMM y
nepioguYHOCTI NOSAHHS PerynsapHuX 3BiTiB 3
6esneku.
13. | IOCAPTAH MOPOLLIOK TOB "KYCYM Ykpaina Bacynxa ®apma IHAisa nepepeecTpaLlisi Ha HEOBMEXEHW TePMiH - He UA/16317/01/01
KANIKO (cybeTaHuin) y OAPM" XeM NimiTeq, nidnsicae
noaBiNHNX
nonieTnneHoBmx
naketax Ans
dapmaLeBTUYHOro
3aCTOCYBaHHS
14. | MIOPIATIKYM- Kpanni o4Hi 5 mr/mn dapma HimeuumH dapma LUTynbH HimeuyunHa nepepeecTpadis Ha HeobMexeHW TepMiH 3a He UA/15635/01/01
LWTYNbH Ny no 0,4 mn y Tro6umK- WrynbH FTMEX a meX OHOBMEHO iHhopMaLiito B iIHCTPYKUii Anst peuenmom nidnseae
KpanenbHuuj; no 5 MeOMYHOro 3aCTOCyBaHHS NiKapCbKoro
TIOOUK-KpanesnbHUb, 3acoby B po3ginax "lMNpoTunokasaHHsA",
3'eHaHNX y 6nok; "3acTocyBaHHSA y nepioa BariTHOCTi abo
no 1 6noky (Ne5) B rogyBaHHs rpyaar” (yTouHeHHs iHdopmaldii),
antoMiHieBin "Mepeno3syBaHHs" BIANOBIAHO 40 iHdbopmaUii
ynakosLi abo no 6 CTOCOBHO 6e3neku, ska 3a3HayeHa B
onokiB ( Ne30 koxHi mMaTtepianax peecTpauiiHoro 4OCbe Ta
2 6noku B PO3LUMPEHO TEKCTOBY YaCTUHY Ha3BM
antoMiHieBin apmakoTepaneBTU4HOI FPynu 3rigHoO 3
ynakoBLi) abo no 12 MixkHapoaHuM knacudgikatopom BOO3 6e3
6noki (Ne 60 KoxHi 3MiHu kogy ATX 'y posaini
2 6nokun B "®apmakoTepaneBTuyHa rpyna. Kog ATX".
antoMiHieBin MepioanyHicTb NogaHHs perynspHo
ynakoBuj) y OHOBOBaHOrO 3BiTYy 3 6e3neku, BiANOBIgHO
KapTOHHIN nayui; no o lMopsaaky 3aiicHeHHs dapmakoHarnsgy,
0,4 mn y THOOMK- 3aTBepaKeHoro Hakasom MiHicTepcTBa
KpanenbHuuj; no 5 OXOPOHU 340pPOB’s YKpaiHu Big 27 rpyaHs
THOOUK- 2006 poky Ne 898, 3apeecTpoBaHoro B
KpanesnbHuLb, MinicTepcTsi tocTuuii Ykpainum 29 ciuns 2007
3'egHaHuX y 6rok; poky 3a Ne 73/13340 (y pegakuii Hakasy
no 12 6nokis (Ne 60 MiHicTepcTBa OXOpOHM 300pOB's YKpaiHu Big
KOXHi 2 6rnokun B 26 BepecHs 2016 poky Ne 996), cTaHOBUTL:
arntoMmiHiesin 3riHO 3i CTPOKaMW, 3a3HaYEHUMUN Y
ynakoBuj) y nepioanNYHOCTI MOAAHHA perynspHuX 3BiTiB 3
KapTOHHIN nayvi; no besneku.
5 KapTOHHMX NaYvoK B
Tepmonnisui
15. | HA®TUDIHY MOPOLLIOK MpAT YkpaiHa YyHuiH XyanoHT Kutan nepepeecTtpauis Ha HeobMeXeHu TEPMIH - He UA/16368/01/01
FIAPOXNOPUA | kpucTaniyHuii "TexHonor" LLleHxem nionsieae
(cybeTaHuin) y dapwmacktoTikan Ko.,
nonieTuneHoBmx Iro.
nakeTtax ans
hapmaLeBTU4HOro
3aCTOCYBaHHS
16. | OKCMMETA30 | nopotuok CninbHe YkpaiHa CiTilkc IHAis nepepeecTtpadis Ha HeOBMeXeHUI TEPMIH - He UA/16537/01/01
NIHY KpucTaniyHmn YKPaiHCbKO- NawidcanHens MeT. nidnsizae
riAPOXNOPUA | (cyberaHuis) y icnaHcbke JIto.
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Peknamye Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa sionycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs
noaBiNHNX nignpueMcTBo
nonieTuneHoBmx "Cnepko
MilLKax ons YkpaiHa"
hapmaLeBTUHHOrO
3aCTOCYBaHHS
17. | MIPUOOKCAJIIb | nopoLuok ToBapucTBO 3 YkpaiHa ToBapucTBo 3 YkpaiHa nepepeecTpais Ha HeobMexeHWn TepMiH - He UA/16505/01/01
-5-®OCOHAT (cybeTaHuis) y obmexeHo obmexeHoto nidnsizae
MilLKax 3 BignoBsiganbHi BignoBiganbHICTO
nonieTuneHoBoi cTio "®APMXIM"
nnisku ans "OAPMXIM"
hapmaLeBTU4HOro
3acTOCyBaHHsI
18. | NPErABAIIH MOPOLLIOK XIKAT IHAis XIKAIN NIMITEAQ IHAisa lMepepeecTpauist Ha HeOOMEXEHWI TEPMIH - He UA/16465/01/01
(cybeTaHuin) y NIMITEL nidnseae
naketax noaginHMx
nonieTuneHoBmxX
ans
hapmaLeBTU4HOIO
3aCTOCYBaHHS
19. | PUBACTUIMIH | nopotuok ToBapwucTso 3 Ykpaina IHTepkbiom, C.A. Icnanis nepepeecTpauis Ha HeobMeXeHU TEpMiH - He UA/16154/01/01
Y TAPTPAT (cybeTaHuin) y [04aTKOBOK nidnsicae
nakeTax i3 nnieku BignoBiganbHi
nonieTuneHoBoi Ansi CTHO
dhapmMaueBTU4HOro "IHTEPXIM"
3aCTOCYBaHHS
20. | CEHAOEKCUH- | TabneTku no 140 wr; AT YkpaiHa AT "Nly6Hnchapm” YkpaiHa nepepeecTpawisi Ha HeOBGMEXeHW TepMiH Ne 10, Ne 20 | Ne 10, Ne UA/16128/01/01
DOPTE no 10 TabneTok y "Ny6Hnbapm” OrosrieHo iHopmaLlito B IHCTPYKLIT Ans - 6e3 20—
Gricrepi; o 2 260 et sacroc e e sacoty s | poyenma; | nidnseac;
10 6J'_||CTep|B y pJ'IiKipCbKI/IM?/I 3acobamu Ta i;-iLUi BUAM gaaemoniﬁ", Ne 100 - 3a Ne 100 -
nayui; no 10 "Cnoci6 3acTocyBaHHS Ta 031" (YTOUYHEHHS peuenmom He
Tabnetok y Gnictepi iHcbopmalii), "MepenoaysanHst”, "MobiuHi peakuii” nidnsizae
BiANOBIAHO 10 OHOBIEHOI iHdopMaLii 3 6eanekn
3acTOCyBaHHS fitl040i PeYOBUHMU.
MepiognyHicTb NoaaHHA perynsapHO OHOBMIOBAHOIO
3BiTYy 3 6eaneku, BignosigHo o Mopsiaky
3iNcHeHHs hbapmMakoHarnaay, 3aTBepaXKeHoro
Haka3oM MiHicTepcTBa 0XOpoHU 340poB’s YkpaiHu
Bif 27 rpyaHst 2006 poky Ne 898, 3apeecTpoBaHoro
B MiHicTepcTsi tocTuuii Ykpainm 29 ciuHs 2007 poky
3a Ne 73/13340 (y penakuii Haka3dy MiHicTepctBa
OXOPOHM 300poB's YKpaiHu Big 26 BepecHst 2016
poky Ne 996), ctaHOBUTb: 3rifHO 3i CTpokamum,
3a3HayYeHUMN y NepioANYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.
21. | CUMETUKOH Kpanni opanbHi, 40 ToBapwucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa nepepeecTpaLis Ha HeOGMEXEHNN TEPMIH 3a He UA/16197/01/01
mr/mn, no 30 mny oBMeKeHo o6MeXeHo OHoBneHo iHdopmaLiio y P‘03F\iﬂax peuenmom nidnsizae
dnakoHi; no 1 BigMoBiganbHi BignoBiganbHicTiO "®apmakoTepanesThyHa rpyna’(yTouHeHHs
nakoHy y kopobui 3 CTHO "dapMaLeBTUYHa iHcpopmaulii), cbapM_?Kc'J'nonqm BracTvBocCTi
" f " " (yTouHeHHst iHdpopmaLii), "MokasaHHsA"(YTOUHEHHS
KapToHy dapmaLesTy ®ipma "BepTekc”, iHbopmalii), "MpoTunokasaHHs”, "Baaemogis 3
yHa cbipma YkpaiHa iHLWUMM NikapcbKMK 3acobamm Ta iHWi BUan
"BepTekc" (BUPOBHMLTBO 3 B3aemogiit", "OcobMBOCTi 3aCTOCyBaHHS",

npoaykuii in bulk

"3acTocyBaHHs y nepioa BariTHOCTi abo rogyBaHHs
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauitiHa npoyedypa Ymoeu Peknamye Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa sionycky aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceid4yeHHs
ToBapucTea 3 rpyaao” (yTouHeHHs iHcpopmauii), "3gaTHicTb
0BMEXeHOo BMMBATW Ha WBMAKICTb peakLii Npyu KepyBaHHi
Bi,D,rlOBi,D,aﬂbHiCTK) . aBTO'I"'paHCI'IOpTOM.BGO IHLLIVII.\{I'VI . )
"bapmaLesTIIHa MexaHisMamu (yTque:iHﬂ |H¢)opmqu||), CI'IOCHI.G
. 3acTocyBaHHs Ta 403U"(YTOYHEHHS iHbopmallii),
koMnaHis "[iTW"(yTOuHEHHS! iHdbopmaLlii), "Mepeno3yBaHHs",
"3popos's”, "MoGiuHi peakuii" iIHCTPYKUIii ANS Mean4Horo
Ykpaina) 3acTOCYBaHHS Nikapcbkoro 3acoby BiAnoBiaHo 4o
OHoBMeHoi iHhopmauii Wwoao 6esneku
3acToCyBaHHS Ail040T PEYOBUHU.
MepioguyHicTb NogaHHsA perynspHO OHOBMIOBAHOIO
3BiTYy 3 6e3neku, BignosigHo o Mopsiaky
34iicHeHHa bapmakoHarnsay, 3aTBEpPAXEHOro
HakasoM MiHicTepcTBa OXOPOHU 340POB’St YKpaiHu
Big 27 rpyaHa 2006 poky Ne 898, 3apeectpoBaHoro
B MiHicTepcTBi tocTuuii Ykpainu 29 ciyHsi 2007 poky
3a Ne 73/13340 (y pegakuii Haka3y MiHicTepctBa
OXOPOHM 330pOB'st YKpaiHu Bif 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHMU y nepiognyHOCTI NogaHHA
perynsipHux 3BiTiB 3 6e3neku.
22. | TENMICAPTAH | kpucTaniyHui TOB "KYCYM Ykpaina Bacynxa ®apma IHAisa nepepeecTpais Ha HeobMeXeHU TEPMiH - He UA/16321/01/01
NMOPOLLIOK OAPM" Xewm JlimiTen nionsieae
(cybeTaHuin) y
noaBiNHMX
nonieTuneHoBmx
Millkax ans
hapmaLeBTU4HOro
3aCTOCYBaHHSA
23. | LIAHOKOBAIA | kpuctaniyHum ToBapucTBO 3 YkpaiHa tOUCIH Kutan MepepeecTpalisi HA HEOOMEXEHUI TEPMIH - He UA/16178/01/01
MIH nopoLlok abo obmexeHo BIOTEKHONOXKI nidnsizae
Kpuctanm BignoBsiaanbHi (FPYM) KO., NTH
(cybcTaHuis) y cTIO
nonieTuneHoBmx "dapmaLeBTu
nakeTtax ons YHa KOMNaHis
hapmaLeBTU4HOro "3popos's"
3acTOCyBaHHS

B.o. I'enepajabHoro nupexropa Iupexropary
papmaneBTHYHOIO 3a0e3MeYeHHS

Isan 3A/IBOPHUX




