NEPENIK

Hopatok 2

no Haka3y MiHicTtepcTBa OXOpOHM
3p0poB’s YkpaiHu «[po aepxaBHY
peecTpauito (nepepeecTpadito)
nikapcbKkux 3acob6iB (MeanyHMUx
iMyHoGionoriyHux npenapariB) Ta
BHeCeHHs 3MiH [0 peecTpauinHuX
marepianis»

BiA Ne

NMEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEOUYHUX IMYHOBIOJIOINYHUX MPEMAPATIB), SKI
BHOCATbLCA OO OEPXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

Ne n/n | Hasea nikapcbkoz2o ®Popma sunycky 3asieHuk KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymoeu Peknamye Homep peecmpauitiHo2o
3acoby (nikapcbka ¢gpopma, 3asieHUKa 8UpPO6HUKa npoyedypa eidnycky aHHs1 noceidyeHHs
ynakoeka)
1. BOJNbTAPEH® nnacTtump "CK KoHcbtomep LLiBenuapin BupoGHuk M3, Anorwis/ nepepeecTpauisi Ha bes nionseae UA/9383/03/01
NNACTWUP 24 TpaHcaepMarbHUi Xenckep C.A. nepBUHHE Ipeuis HEeoBMeXeHW TepMiH peuenma
roguHun 15 mr, no 2 abo 5 nakyBaHHs,
nnacTupis B nakeTi, KOHTPOnb AKOCTI, MepioanyHicTb NogaHHA
no 1 abo 2 naketn y BTOPUHHE perynsipHo
KapTOHHiiA KopoobLi nakyBaHHs1, BUMYCK OHOBINIOBAHOIO 3BITY 3
cepii: JomxuH 6esneku, BignoBiaHo A0
Isky-Kako Ko., Mopsiaky 3aificHeHHs
JItA., AnoHis; chapmakoHarnsgy,
BTopuHHe 3aTBEPKEHOro Hakasom
nakyBaHHs1, BUMYCK MiHicTepcTBa OXOPOHU
cepii: PAMAP 300poB’st YkpaiHu Big 27
A.B.E. - 3ABO[ rpyaHs 2006 poky Ne
ABJIOH 48-n KM 898, 3apeecTpoBaHoOro B
JEPXABHOI MinicTepcTai tocTuLi
OOPOIN A®IHW - Ykpainu 29 ciuHa 2007
JIAMIA, peuis poky 3a Ne 73/13340 (y

pefakuii Hakasy
MiHicTepcTBa 0XOpPOHU
3p0poB'st YKpaihu Big 26




"3acTocyBaHHs y nepioq
BariTHocTi abo
rogyBaHHs rpyaar”,

2 [IponosxkenHs noxarka 2
Ne n/n | Ha3ea nikapcbko20 Popma sunycky 3asieHuK Kpaina Bupo6Huk Kpaina Peecmpauyitina Ymoeu Peknamye Homep peecmpauitino2o
3acoby (nikapcbka ¢ghopma, 3asieHUKa eupobHuUKa npoyedypa eidnycky aHHs1 noceid4yeHHs1
ynakoeka)
BepecHsi 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HavYeHnMmn y
nepiognYHOCTI NoAaHHA
perynapHux 3siTis 3
6e3neku.
2. BOJIbTAPEH® nnacTtmp "CK KoHcbtomep LLiBenuapia BupobHuk M3, Anonisa/ nepepeecTpauis Ha bes niénseae UA/9383/03/02
MNINACTUP 24 TpaHcaepmanbHuiA Xenckep C.A. nepBuHHE Ipeuis HeobMeXeHNI TEPMIH peuenma
roavHu 30 mr; no 2 abo 5 nakyBaHHs,
nnacTupiB B nakeTi, KOHTPOnb SKOCTI, MepioanyHicTb NnogaHHs
no 1 abo 2 naketn y BTOPVHHE perynsipHo
KapTOHHIN kopobui nakyBaHHs1, BUMYCK OHOBINIOBAHOIO 3BITY 3
cepii: JomkuH 6e3neku, BiANoBigHO A0
Isky-Kako Ko., INopsaky 3AiINCHEHHS
N1A., AnoHis; capmakoHarnsgy,
BTopuHHe 3aTBEP/PKEHOro Haka3om
nakyBaHHs, BUMYCK MiHicTepcTBa OXOpPOHU
cepii: PAMAP 300poB’s YkpaiHu Big 27
A.B.E. - 3ABO[ rpyaHs 2006 poky Ne
ABJIOH 48-in KM 898, 3apeecTpoBaHOro B
OEP>KABHOI MinicTepcTai tocTuuii
OOPOI' A®IHN - Ykpainu 29 ciyns 2007
JIAMIA, peuis poky 3a Ne 73/13340 (y
peaakuii Hakasy
MiHicTepcTBa 0XOpOHU
300poB's Ykpaiu Big 26
BepecHsi 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HavYeHnMmn y
nepioAnYHOCTI NoAaHHA
perynsipHux 3BiTiB 3
6e3neku.
3. BIMPIB NOPOLLIOK ANs Wawep IpnaHgis BUMYCK cepii: Ipnangis MepepeecTpauisa Ha 3a He UA/15706/01/01
PO3YMHY Anst dPapmacbloTikana LWariep HeobMeXeHU TepMiH. peuernmom nidnszae
iHysin, mo 400 Of, Ipnangisa Nimiteq PapmacbloTikana OHoBneHo iHgopmalLliito
1 conakoH 3 Ipnangis Nimiten B iHCTPYKUiT Ans
MOPOLLIKOM Y MeAnYHOro
KapTOHHIN kopobui 3aCTOCYBaHHsI
nikapcbKkoro 3acoby y
posainax
"®apmakonoriyHi
BnactmBocTi",
"OcobnusocTi
3acTocyBaHHs",




3

IIponoBsxeHHs noaaTka 2

Ne n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

Peecmpauyitina
npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs

Homep peecmpauitiHozo
noceidyeHHs

"Cnoci6 3acTocyBaHHS
Ta go3un" (yTouHeHa
iHpopmaLisa 3 6e3nekn
3acTocyBaHHs), "Oitn"
(yTouHeHa iHdopMmaLlis 3
6e3neku),
"MepenosyBaHHs",
"MobiyHi peakuii”
BianosiaHo Ao
iHdbopmaLii ctocoBHO
6esneku, sika 3a3HaveHa
B MaTepianax
peecTpauiiHoro AoChE.
MepioanyHicTb NogaHHA
perynsipHo
OHOBIIOBAHOTIO 3BITY 3
6e3neku, BiANoBiaHoO A0
INopsaky 3AiNCHEHHS
dapmakoHarnagy,
3aTBEPPKEHOrO Haka3om
MiHicTepcTBa OXOpOHM
3n0poB’s YkpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTBi rocTuuji
Ykpainu 29 ciyHa 2007
poky 3a Ne 73/13340 (y
peaakuii Hakasy
MiHicTepcTBa 0XOpOHU
300poB's Ykpaiu Big 26
BepecHsi 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HavYeHnMmn y
nepioAnYHOCTI NoAaHHA
perynsipHux 3BiTiB 3
6esneku.

NIMEHAA-N

cynoauTopii
BariHanbHi, no 7
Cyno3unTopiiB y
6nicTepi; no 1
6nictepy y
KOMMNeKTi 3 7
Hananb4yHUKaMu
0[HOPa3oBoro
BUKOPUCTaHHSA Yy
KapTOHHii kopobLi

yoprna
MEOWLINH INAY
CAH. BE
TIIXK. AL

TypeuuunHa

yoprna
MEOMLMH INAY
CAH. BE TIIXK.
ALl

TypeyunHa

nepepeecTpauisi Ha
HeoBMeEXeHNI TEPMIH

OHoBneHo iHhopmaLito
B IHCTPYKLIT Anst
Mean4HOro
3aCTOCYBaHHs
nikapcbkoro 3acoby
BiAnoBiaHo Ao
pedepeHTHOrO
nikapcbKoro 3acoby
(Heo-MNeHoTpaH® dopTe

3a
peuernmom

He
nidnsieae

UA/15946/01/01




4

IIponoBsxeHHs noaaTka 2

Ne n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

Peecmpauyitina
npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs

Homep peecmpauitiHozo
noceidyeHHs

J1, cynosuTopii
BariHanbHi) y posginax
"®apmakonoriyHi
BrlacTuBOCTI",
"B3aemogis 3 iHW1Mun
nikapcbkvmm 3acobamm
abo iHwWi Buau
B3aemogin",
"OcobnueocTi
3acTocyBaHHs",
"3acTocyBaHHA y nepioa
BariTHocTi abo
rogyBaHHs rpyaa”
(yTOYHEHHS! iH(hopMmalLlii),
"3aaTHicTb BNNMBaTU Ha
LWIBMAKICTb peakuii npu
KepyBaHHI
aBToTpaHcnopTom abo
iHWKXMK MexaHismamun",
"Cnocib 3acTocyBaHHsi
Ta nosun",
"MepenosyBaHHsA" Ta
"Mo6iyHi peakuii".

MepioanyHicTb NnogaHHs
perynsipHo
OHOBIIOBAHOIO 3BITY 3
6e3neku, BiANoBigHO A0
INopsiaky 3AiINCHEHHS
apmakoHarnaay,
3aTBEPPKEHOrO HaKa3oMm
MiHicTepcTBa OXOPOHU
300poB’s YkpaiHu Big 27
rpyaHs 2006 poky Ne
898, 3apeecTpoBaHOro B
MinicTepcTsi tocTuuii
Ykpainu 29 ciyns 2007
poky 3a Ne 73/13340 (y
peaakuii Haka3sy
MiHicTepcTBa 0XOpOHU
300poB's Ykpaiu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTL: 3riAHO
3i cTpokamu,
3a3Ha4YeHUMK y
nepioAnYHOCTI NoAaHHs
perynspHux 3BiTiB 3
6e3neku.

MEMAHTUHY

NOPOLLOK

etepo Opar3

IHgis

eTepo Opar3

IHAia

nepepeecTtpauis Ha

He

UA/15854/01/01




5

IIponoBsxeHHs noaaTka 2

Ne n/n

Hasea nikapcbko20
3acoby

Popma sunycky
(nikapcbka ¢popma,
ynakoeka)

3asieHuK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHuUKa

Peecmpauyitina
npoyedypa

Ymoeu
eidnycky

Peknamye
aHHs

Homep peecmpauitiHozo
noceidyeHHs

rigpoxnoprna

(cybeTaHuin) y
NOABINHNX
nonieTuneHoBmx
naketax ons
chapmaLeBTUHHOro
3acTOCyBaHHS

NimiTen

NimiTen

HeoBMeXeHuii TEpMiH

nionsizae

NMAPALEETAMOIJ

MOPOLLIOK
KpucTaniyHum
(cybcTaHuin) y
noaBiNHMX
(nonieTuneHosux /
noninponineHoBmx
nneTeHnx) Mikax
abo y noABiviHMX
nonieTuneHoBmx
nakeTtax ans
chapmaLeBTUHHOro
3aCTOCYBaHHs

MpAT "Nekxim-
XapkiB"

YkpaiHa

Xeben LisixeH
(Fpyn)
dapmacbtoTikan
Ko., IlTa.

Kutan

nepepeecTpawist Ha
HeoBMeEXeHNI TEPMIH

He
nidnsieae

UA/16230/01/01

TPEHTAJI® 400 MI'

TabneTku, BKpUTI
06010HKOl0,
nNponoHroeaHoi aii
no 400 mr; Ne 20
(10x2): no 10
TabneTtok y bnicTepi;
no 2 6nictepu B
KapTOHHI kopoobui

TOB "CaHodi-
ABeHTic YkpaiHa"

YkpaiHa

3enTiBa Mpansit
Nimiteq

IHaia

nepepeecTpawist Ha
HeobMeXeHNI TEPMIH

OHoBReHo iHgopmalLiito
y posginax
"®apmakonoriyHi
BNacTuBoCTI",
"MpoTunoka3saHHs",
"Ocob6nueocTi
3acTocyBaHHs",
"3acTocyBaHHs y nepioq
BariTHocTi abo
rogyBaHHs rpyaato”,
"MobiyHi peakuii”
iHCTPYKUIT Ans
MeanYHOro
3aCTOCYBaHHs
nikapcbkoro 3acoby
BiQMNOBIAHO O
maTtepianis
peecTpauiiHoro AoChE.

MepioanyHicTb NogaHHsA
perynsipHo
OHOBIOBAHOIO 3BiTY 3
6esneku, BignoBiaHo Ao
INopsaaky 3AiNCHEHHS
dapmakoHarnsgy,
3aTBEPPKEHOrO Haka3om
MiHicTepcTBa OXOpOHM
300poB’st Ykpainu Big 27

3a
peuerimom

He
nidnsieae

UA/9232/03/01




898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaakuii Hakasy
MiHicTepcTBa OXOpOHU
3a0poB'a YkpaiHu Big 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpOKamu,
3a3HaYeHUMHU y
nepioANYHOCTI NOAAHHA
perynsapHux 3BiTis 3
6e3neku.

i i il
rpyaHs 2006 poky Ne

B.o. leHepanbHoOro avpekropa Aiupekropary
dapmaueBTUYHOro 3abesaneyeHHs

IBaH 3AIBOPHUX




