NEPENIK

Dopatok 2

po Haka3sy MiHictepcTBa 0XOpOHM
300poB’a YKpaiHu

07.02.2018 Ne 213

NEPEPEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIONOTNYHUX MPENAPATIB), AKI BHOCATLCA OO
AEPXXABHOIO PEECTPY NIKAPCbKUX 3ACOBIB YKPAIHU

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢popma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

PeecmpauitiHa npoyedypa Ymosu

eidnycky

Peknamye
aHHs

Homep
peecmpayiliHo2o
noceid4yeHHs1

ANEPIK

Tabnetkn no 10 mr, no 7
abo no 30 TabneTok y
6nictepi; no 1 6nictepy
B KapTOHHII kopobui

lOHina6, I

CLIA

TOB OC
dapmadis

Monblua

MepepeecTpauis Ha be3
HeobMeXeHU TEPMIH. peuenma

nidnszae UA/7560/01/01

MepiognyHicTb NnogaHHA
perynsipHo OHOBIIIOBAHOrO 3BITY 3
6esneku BignosigHo Ao Mopsaky

3AiNcHeHHA bapmakoHarnsgy,
3aTBEPKEHOrO Hakas3oM
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTtpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO
3i CTpOKamu, 3a3HavyeHnMmn y
nepiogu4HoCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.

AMAPUN®

Tabnetkun no 2 mr Ne30
(15x2): no 15 Tabnetok
y bricTepi; no 2
onictepun B KQpTOHHIW
kopoobui

TOB "CaHodpi-

ABeHTiC YKpaiHa"

YkpaiHa

CAHOOI
C.NA.

ITanis

MepepeecTpauis Ha 3a He
HeobMexeHui TepMiH. 3miHu |l peuenmom nidnseae
Tuny - 3MiHM Wwoao
6e3nekn/ecpekTMBHOCTI Ta
dapmakoHarnagy. 3miHn y
KOPOTKIl XapakTepucTuui
nikapcbkoro 3acofy, TeKCTi
MapKyBaHHS Ta iHCTPYKUii Ans
MEAUYHOrO 3aCTOCYBaHHS Y
3B’A3KY i3 HOBUMMW AaHVMU 3
AKOCTI, AOKMIHIMHUMU, KNiHIYHUMN
OaHVMU Ta JaHUMK 3
dapmakoHarnsaay - 3miHn
BHeceHo A0 IHCTpykuii gns
MEAUYHOrO 3aCTOCyBaHHS
nikapcbkoro 3acoby no po3ginis
"MpoTunokasaHHs", "B3aemogais 3
iHLWKMMK nikapcbkumu 3acobamm
Ta iHWi BUan B3aemogain",
"OcobnuBOCTi 3aCcTOCyBaHHS",

UA/7389/01/01
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[Iponosxkenns noaarka 2

n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢popma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

PeecmpauitiHa npoyedypa

Ymosu
eidnycky

Peknamye
aHHs

Homep

peecmpayiliHo2o

noceid4yeHHs

AMAPUN®

"3acTocyBaHHs y nepioq
BariTHocTi abo rogyBaHHS
rpyaar”, "MepenosyBaHHA",
"Mo6iuHi peakuii”, "Oitn"
BignoBigHO Ao iHchopmauii
CTOCOBHO Oe3neku, ska
3a3HayeHa B maTtepianax
peeCTpaLinHOro 4OCheE.

MepiognyHicTb NogaHHA
perynsipHoO OHOBMIOBAHOTO 3BiTY 3
6e3neku BignosigHo o Mopsaaky

3AiNcHeHHA bapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTudii Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTL: 3riAHO
3i CTpOKamu, 3a3HavYeHnMmn y
nepioguYHoOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.

Tabnetku no 3 mr Ne30
(15x2): no 15 Tabnetok
y bricTepi; no 2
GnicTepu B KAPTOHHIN
kopoobui

TOB "CaHodi-
ABeHTiC YKpaiHa"

YkpaiHa

CAHO®!I
C.IM.A.

ITanis

MepepeecTpauis Ha
HeobMexeHui TepMiH. 3miHu |l
Tuny - 3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. 3miHn y
KOPOTKIl XapakTepucTuui
nikapcbkoro 3acofy, TeKCTi
MapKyBaHHS Ta iHCTPYKUii Ans
MEAUYHOrO 3aCTOCYBaHHS Y
3B’A3KY i3 HOBUMMW AaHVMU 3
SAKOCTI, AOKMIHIMHUMU, KNiHIYHUMN
AaHUMKW Ta faHUMK 3
dapmakoHarnsaay - 3miHn
BHeCeHo A0 IHCTpykuii gns
MEAUYHOrO 3aCTOCyBaHHS
nikapcbkoro 3acoby no po3gainis
"MpoTunokasaHHs", "B3aemogais 3
iHLLMMK nikapcbkumu 3acobamm
Ta iHWi BUan B3aemogain",
"OcobnuBOCTi 3aCcTOCyBaHHS",

3a
peuyenmom

He
nidénsieae

UA/7389/01/02
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[Iponosxkenns noaarka 2

n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢popma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

PeecmpauitiHa npoyedypa

Ymosu
eidnycky

Peknamye
aHHs

Homep

peecmpayiliHo2o

noceid4yeHHs

AMAPUN®

"3acTocyBaHHs y nepioq
BariTHocTi abo rogyBaHHS
rpyaar”, "MepenosyBaHHA",
"Mo6iuHi peakuii”, "Oitn"
BignoBigHO Ao iHchopmauii
CTOCOBHO Oe3neku, ska
3a3HayeHa B maTtepianax
peeCTpaLinHOro 4OCheE.

MepiognyHicTb NogaHHA
perynsipHoO OHOBMIOBAHOTO 3BiTY 3
6e3neku BignosigHo o Mopsaaky

3AiNcHeHHA bapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTudii Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTL: 3rigHO
3i CTpOKamu, 3a3HavYeHnMmn y
nepioguyYHoOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.

Tabnetku no 4 mr Ne30
(15x2): no 15 Tabnetok
y bricTepi; no 2
GnicTepu B KAPTOHHIN
kopoobui

TOB "CaHodi-
ABeHTiC YKpaiHa"

YkpaiHa

CAHO®!I
C.IM.A.

ITanis

MepepeecTpauis Ha
HeobMexeHui TepMiH. 3miHu |l
Tuny - 3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. 3miHn y
KOPOTKIl XapakTepucTui
nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii Ans
MeAUYHOrO 3aCTOCYBaHHS Y
3B’A3KY i3 HOBUMMW JaHVUMU 3
AKOCTI, AOKMIHIMHUMU, KNiHIYHUMN
AaHUMKW Ta AaHUMK 3
dapmakoHarnsaay - 3miHn
BHeCeHo A0 IHCTpykuii gns
MEANYHOrO 3aCTOCYBaHHS
nikapcbkoro 3acoby no po3gainis
"MpoTunokasaHHs", "B3aemogais 3
iHLLMMK nikapcbkummn 3acobamm
Ta iHWi BUan B3aemogain",
"OcobnuBOCTi 3aCcTOCyBaHHS",

3a
peuyenmom

He
nidénsieae

UA/7389/01/03
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Ne

Ha3ea nikapcbko20 ®dopma sunycky 3aseHuk Kpaina Bupob6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknamye Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky aHHS peecmpayiliHo2o
ynakoeka) noceidYyeHHs1
"3acTocyBaHHs y nepioq
BariTHocTi abo rogyBaHHS
rpyaar”, "MNepenosyBaHHA",
"Mo6iuHi peakuii”, "Oitn"
BignoBigHO Ao iHchopmauii
CTOCOBHO Oe3neku, ska
3a3HayeHa B maTtepianax
peeCTpaLinHOro 4OCheE.
MepiognyHicTb NogaHHA
perynsipHO OHOBJIOBAHOIO 3BiTY 3
6e3neku BignosigHo o Mopsaaky
3AiNcHeHHA bapmakoHarnsgy,
3aTBEPKEHOrO HAaKa3oM
MiHicTepcTBa OXOpOHM 300POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTudii Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTL: 3riAHO
3i CTpOKamu, 3a3HavYeHnMmn y
nepioguYHoOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.
5. AMIAKY PO34UH pO34uH Ansi MpAT YkpaiHa MpAT YkpaiHa MepepeecTpadis Ha 6es nidnsizae UA/0138/01/01
10% 30BHILUHBOrO dapmaueBTMyHa dapmauesTuy HeobMeXxeHui TepMiH peuenma
3actocyBaHHs 10 % no abpuka "Biona" Ha (habpuka
40 mn y pnakoHax; no "Biona"
40 mn y dpnakoHi; no 1
hnakoHy B nauui 3
kapToHy; no 100 mn y
donakoHax
6. AHA®EPOH Tabnetku no 20 TOB "Marepia YkpaiHa BUPOOHMUTBO Pocircbka MepepeecTpauis Ha bes nionszae UA/7756/01/01
onTAYUnN TabneTok y 6nictepi; no Mepguka-YkpaiHa" 3a MNOBHUM depnepauisi/ HeoBMeXeHUIA TEPMIH. peuenma
1 6nicTepy y KapTOHHIM LIUKITOM: JlutBa
Kopobui TOB "HB® MepiognyHicTb NogaHHSA
"MATEPIA perynsipHO OHOBIOBAHOrO 3BIiTY 3
MEOVKA 6e3neku BignosigHo Ao Mopsiaky
xonguHr, 30iCHeHHs hapmakoHarnagy,
Pocilicbka 3aTBEPOKEHOro Hakasom
depnepadis; MiHicTepcTBa OXOPOHU 300pOB’SA
nepBuHHa Ta Ykpainu Big 27 rpyaHs 2006 poky
BTOPUHHA Ne 898, 3apeecTtpoBaHuii B
ynakoBkKa, MinicTepcTsi tocTuuii YkpaiHm 19
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[Iponosxkenns noaarka 2

Ne Ha3ea nikapcbko20 ®dopma sunycky 3aseHuk Kpaina Bupob6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknamye Homep
n/n 3acoby (nikapcbka ¢popma, 3asieHUKa 8UPO6HUKa eidnycky aHHs1 peecmpauyitiHo2o
ynakoeka) noceidYyeHHs1
BUNpPoBYyBaHHS rpyaHsa 2016 poky 3a Ne
KOHTpOMto 1649/29779 (y pepakuii Hakasy
SAKOCTI, A03BIN MiHicTepcTBa OXOpPOHY 300pOB’A
Ha BUMYCK Ykpainu Big 26 BepecHs 2016
cepii: poky Ne 996), cTaHOBUTb: 3rigHO
3AT 3i CTpoKamu, 3a3HavyeHnMmn y
CaHToHika, nepiogu4HoOCTi NogaHHA
JlntBa perynsipHux 3BiTiB 3 6e3neku.
7. BOM-BEHIE MA3b | masbno25ry MpAT YkpaiHa MpAT YkpaiHa MepepeecTpadis Ha bes nidnsizae UA/7622/01/01
KOHTelHepax dapmaueBTnyHa dapmaneBTuy HeobmeXeHu TepMiH. 3MiHu | peuenma
nnactmacosux; no 20ry | dabpuka "Biona" Ha cpabpuka TMny - 3MiHK Wwopao
Ty6ax; no 20 r y Ty6i, no "Biona" 6e3nekn/edekTMBHOCTI Ta

1 Ty6i y nayui 3 kapToHy

hapmakoHarnsgy. 3miHa y
KOPOTKIl XapakTepucTuui
nikapcbkoro 3acofy, TEeKCTi
MapKyBaHHs Ta iHCTPYKLii Ans
MEAMYHOrOo 3aCTOCyBaHHS Ha
nigcTasi perynsipHo
OHOBIIIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigxeHb 3 6esneku
3aCTOCYBaHHSA NiKapCbKoro
3acoby B nicnapeecTpauiiHnin
nepiof, abo sik pesynbTaT OLiHKM
3BiTY 3 AOCNiAXeHb, NPOBEAEHNX
BiANoBIgHO A0 NnaHy
negiatpnyHux gocnigxeHs (PIP)
(3MiHy y3romxeHo 3
KOMMNETEHTHVM YNOBHOBaXXEHUM
opraHom) - 3MiHVM BHECEHO A0
IHCTpYKUiT ANa MeanyHoro
3aCTOCyBaHHS NiKapCbKoro
3acoby go po3ginis
"MpoTunokasaHHs", "B3aemogisi 3
iHLLMMK nikapcbkumn 3acobamm
Ta iHWi BUan B3aemoain",
"OcobnuBocTi 3acTocyBaHHA",
"Mo6iyHi peakuii" BignoBigHoO A0
OHOBIEeHoI iHpopmalii 3 6esneku
Lito40i Ta LONOMiIXKHUX PEYOBUH
nikapcbkoro 3acoby

MepioanyHicTb NogaHHA
perynsipHoO OHOBOBAHOrO 3BIiTY 3
6e3neku BignosigHo Ao Mopsiaky
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n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢popma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

PeecmpauitiHa npoyedypa

Ymosu
eidnycky

Peknamye
aHHs

Homep

peecmpayiliHo2o

noceid4yeHHs

3AircHeHHA bapmakoHarnsay,
3aTBEpPOKEHOrO HaKka3oM
MiHicTepcTBa OXOPOHY 300pOB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuuii YkpaiHn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTB: 3rigHO
3i CTpoKamu, 3a3HaYeHUMU Y
nepiogu4HoOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.

UA/7867/01/01

FNHEKOXEEJb

Kpanni opaneHi no 30 mn
Y CKNSAHOMY PNaKoHi-
KpanenbHuui; no 1
dnakoHy-KpanenbHuui B
KOpoO6LUi 3 KapTOHY

Bionoriwe
XannbmitTenb
Xeenb M'm6X

Himeyuunna

bionoriwe
Xannbmittenb
Xeenb 'M6X

Himeyuunna

MepepeecTpauis Ha
HeobmexeHun TepMiH. 3miHu |
Tuny - 3MiHn Wwopao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsigy. BeegeHHst abo
3MiHW OO0 y3aranbHeHUX AaHuX
npo cuctemy dapmMakoHarnagy
(BBEAEHHSA y3aranbHEHNX AaHUX
npo cuctemy dapmakoHarnagy,
3MiHa YNoBHOBaXeHOi ocobu,
BiANOBiganbHOI 3a 3AiINCHEHHS
hapmakoHarnsgy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHMKaA ONS 30INCHEHHS
dapmakoHarnsay B YKpaiHi, aKwo
BOHa BigMiHHA Bif
yMNOBHOBaXeHOI ocobu,
BiANOBiganNbHOI 3a 3A4iNCHEHHS
hapmakoHarnsgy (BKro4anoym
KOHTaKTHi aaHi) Ta/abo 3miHu y
po3MmilLieHHI macTep-danna
cucTeMu dhapmakoHarmsay) -
3MiHa KOHTaKTHUX AaHWX
YNOBHOBaXeHOoi 0cobun 3asBHUKa

MepioanyHicTb NogaHHA
perynsipHoO OHOBJIOBAHOrO 3BiTY 3
6e3neku BignosigHo Ao MNopsaaky

3AicHeHHA bapmakoHarnsgy,
3aTBEPIKEHOro0 Haka3om
MiHicTepcTBa OXOPOHM 300pPOB’A

Ykpainu Big 27 rpyaHa 2006 poky

bes
peuenma

niénsieae




7 [Iponosxkenns noaarka 2
Ne Ha3ea nikapcbko20 ®dopma sunycky 3aseHuk Kpaina Bupob6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknamye Homep
n/n 3acoby (nikapcbka ¢popma, 3asieHUKa 8UPO6HUKa eidnycky aHHs1 peecmpauyitiHo2o
ynakoeka) noceidYyeHHs1
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuuii Ykpainn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTbL: 3rigHO
3i CTpoKamu, 3a3HavyeHnMmn y
nepioguYHOCTI NogaHHSA
perynsipHux 3BiTiB 3 6e3neku.
9. rMIUEPUH pO34MH Ans MPAT YkpaiHa MPAT YkpaiHa MepepeecTpauisi Ha 5 pokiB. bes nionszae UA/8363/01/01
30BHiLLHBOIO "®ITODPAPM" "OITOPAPM" peuenma
3acTtocyBaHHs 85% no MepiognyHicTb NogaHHA
25 r y donakoHax perynsipHo OHOBMIOBAHOTO 3BiTY 3
6e3neku BignosigHo Ao Mopsiaky
3aincHeHHA bapmakoHarnsgy,
3aTBEPOKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM 300pOB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTtpoBaHuii B
MinicTepcTsi tocTuuii YkpaiHn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHY 300pOB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHnMm y
nepiogu4HoCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.
10. EHANANPUNY MOPOLLIOK KpUCTanivHWi MpAT YkpaiHa HKesnr KuTai MepepeecTpadis Ha - He UA/8963/01/01
MAJINEAT (cybeTaHuisn) y naketax "®apmaLeBTnyHa YaHrmiHr HeobMeXxeHui TepMiH nidnsizae
NOABINHMX dipma "OapHuus” damec toTikan
nonieTuneHoBux Ans Ko., JlTa.
dapmaueBTU4HOro
3acTocyBaHHS
11. ETUNOBUU EDIP piavHa (cybcTaHuis) y ToBapucTso 3 YkpaiHa ToBapucTso 3 YkpaiHa MepepeecTpadis Ha - He UA/12775/01/01
a- nonieTMNeHoBmX obmexeHo obmexeHo HeobMeXxeHui TepMiH nionsizae
BEPOMI3OBAJIEPIA | kaHicTpax ans BignoBiganbsHicTo BignoBiganbHi
HOBOI KUCNOTH BUPOBHMLTBA "®APMXIM" cTio
HeCTepPUnbHUX "GAPMXIM"
niKkapcbkux goopm
12. IHOANMAMIA MOPOLLIOK (CyBcTaHUist) y My6niyHe YkpaiHa Jlabopatopi ITanis MepepeecTpadis Ha - He UA/7307/01/01
NOABINHMX akuioHepHe Anxemia HEOOMEXEHUIN TEPMIH nidnsieae
nonieTuIeHoBMX TOBapuUCTBO C.p.n.
naketax gns "HaykoBo-
hapMaueBTUYHOTO BUPOGHMYUI




8 IIponosxeHHs qoaaTka 2
Ne Ha3ea nikapcbko20 ®dopma sunycky 3aseHuk Kpaina Bupob6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknamye Homep
n/n 3acoby (nikapcbka ¢popma, 3asieHUKa 8UPO6HUKa eidnycky aHHs1 peecmpauyitiHo2o
ynakoeka) noceidYyeHHs1
3aCTOCYBaHHS LieHTp
"BopLuariBcbkuii
XimiKo-
dapmaueBTUYHUN
3aBoa"
13. JNIEBOMILETUHY PO3YUH HaLLKIpHUIA, MPAT YkpaiHa MPAT YkpaiHa MepepeecTpadis Ha bes nidnsizae UA/8046/02/01
PO34UH cnuptosun 0,25 % no 25 "®ITOPAPM" "®ITOPAPM" HeobMeXeHWI TePMiH. peuenma
CMUPTOBUN My donakoHax
0,25% MepiognyHicTb NogaHHA
perynsipHo OHOBIIIOBAHOrO 3BiTY 3
6esneku BignosigHo Ao Mopsaky
3AincHeHHA bapmakoHarnsgy,
3aTBEpPAKEHOro Haka3oM
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHictepcTsi tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamu, 3a3HaYeHMU Yy
nepioguyYHoOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.
14. ni3aunHonePun 10 Tabnetkn, 10 mr/12,5 wmr, KPKA-®APMA Xopsaris Bupo6HuK, Xopsaris/ MepepeecTpauis Ha 3a He UA/12685/01/01
HIT KPKA no 14 tabnetok y .0.0. BignosiganbHu CnoBeHis HeobmexeHun TepMiH. 3miHu | peuenmom nionsieae
6nictepi; no 1, 2 abo 4 " 3a Tuny - 3MiHN Woao
GnicTepun y KapTOHHIn BUPOBHMUTBO 6e3nekn/eceKkTMBHOCTI Ta
kopobui; no 10 TabneTok «in bulk», hapmakoHarnsigy. 3miHu y
y 6ricTepi; no 2, 3 abo 6 NnepBUHHY Ta KOPOTKil XapakTepucTuLi
6nicTepiB y KapTOHHIN BTOPUHHY nikapcbkoro 3acoby, TeKCTi
kopoobui yMaKoBKY, MapKyBaHHS Ta iHCTPYKUii Ans
KOHTpOMb Ta MeANYHOro 3acTOCyBaHHS
BWNYCK cepii: reHepuyHUX/ribpuaHnx/6ionoaioH
KPKA-®APMA nX nikapcbkux 3acobis nicnsi
n.o.o., BHECEHHS TiEl camMoi 3MiHK Ha
Xopsaris; pedepeHTHUIN Npenapar (3miHa
BrpobHwk, He noTpebye HaJaHHs XXOAHMX
BiAnoBigansHW HOBMWX AOAATKOBUX AaHMX) -
1 3a BANYCK 3MiHN BHECEHO [0 IHCTPYKLUIi Y
cepii: po3ainu: "®apmakonoriyHi
KPKA, a.4., BnactumeocTi", "MpoTunokasaHHs",
HoBo mecrTo, "B3aemogis 3 iHWnMm
CnoBeHisi nikapcbknumun 3acobamu Ta iHLWi

Buan B3aemogin”, "OcobnusocTi
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[Iponosxkenns noaarka 2

Ne Ha3ea nikapcbko20 ®dopma sunycky 3aseHuk Kpaina Bupob6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknamye Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky aHHS peecmpayiliHo2o
ynakoeka) noceidYyeHHs1

3acTocyBaHHs", "3acTocyBaHHs y
nepiof BariTHocTi abo rogyBaHHS
rpyaar”, "3gaTtHicTb BNNuBaTK Ha
LWBUAKICTb peakuii Npu kepyBaHHi
aBTOTPaHCNOpPTOM abo iHWKMK
MexaHiamamu", "Cnoci6
3acTocyBaHHs Ta Josun",
"MepepnosyBaHHA", "MMobiuHI
peakuii” 3rigHo 3 iHhopmalieto
OO0 MEAMYHOIO 3aCTOCYBaHHS
pedepeHTHOrO NikapCbKOro
3acoby ( Zestoretic 20, tablet, He
3apeecTpoBaHuii B YkpaiHi).
3MiHu | TMny - 3MiHK Wwopo
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsigy. 3miHa y
KOPOTKil XapaKTepucTuLi
nikapcbkoro 3aco0y, TeKCTi
MapKyBaHHSA Ta iHCTPYKUiT Ans
MEAMYHOIO 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo
AocnimkeHb 3 besnekn
3aCTOCYyBaHHS NikapCbKOro
3acoby B nicnapeecTpauiiinmn
nepion, abo sk pe3ynbTaT OLiHKM
3BIiTY 3 AOCHiAXeHb, MpoBeAeHUX
BiANOBIOHO 0 NnaHy
negiatpuyHmx gocnimkerns (PIP)
(3MiHy y3romkeHo 3
KOMMNETEHTHVM YNOBHOBaXXEHUM
opraHom) - 3MiHVM BHECEHO [0
iHCTPYKLUIi y po3ginu:
"MpoTunokasaHHs", "B3aemogisi 3
iHLLMMK nikapcbkummn 3acobamu
Ta iHWi BUan B3aemogin",
"OcobnueocTi 3acTocyBaHHS"
BiANOBIQHO 4O OHOBMEHOI
iHdbopMalii 3 6e3nekm gjroyoi
PEYOBUHU.

MepioanyHicTb NogaHHA
perynsipHoO OHOBIOBAHOrO 3BiTY 3
6e3neku BignosigHo Ao Mopsiaky

34iNcHeHHA bapmakoHarnsay,




10 IIponosxeHHs qoaaTka 2
Ne Ha3ea nikapcbko20 ®dopma sunycky 3aseHuk Kpaina Bupob6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknamye Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky aHHS peecmpayiliHo2o
ynakoeka) noceidYyeHHs1
3aTBEPOKEHOTO HAaKa3oM
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTtpoBaHuii B
MinicTepcTsi tocTuuii YkpaiHn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3HaYeHUMU Y
nepioguYHOCTI MogaHHSA
perynsipHux 3BiTiB 3 6e3neku.
15. ni3nHonPun 20 Tabnetkn, 20 mr/12,5 wmr, KPKA-®PAPMA Xopsaris Bupo6HuK, Xopsaris/ MepepeecTpauis Ha 3a He UA/12685/01/02
HIM KPKA no 14 tabnetok y .0.0. BignosiganbHu CnoBeHis HeobmexeHun TepMiH. 3miHu | peuenmom nionsieae
6nictepi; no 1, 2 abo 4 " 3a TUny - 3MiHn Wwoao
GnicTepun y KapTOHHIn BUPOOHMLUTBO 6e3nekn/ecpeKkTMBHOCTI Ta
kopobui; no 10 TabneTok «in bulk», hapmakoHarnsigy. 3miHu y
y 6nicTepi; no 2, 3 abo 6 NepBUHHY Ta KOPOTKil XapakTepucTuLi
6nicTepiB y KapTOHHIN BTOPUHHY nikapcbkoro 3acoby, TeKCTi
kopoobui yMaKoBKY, MapKyBaHHSA Ta iHCTPYKUii Ans
KOHTpOrnb Ta MEeAMNYHOrO 3aCTOCYBaHHsI
BWNYCK cepii: reHepuyHMX/ribpuaHnx/6ionoaioH
KPKA-®APMA nX nikapcbkux 3acobis nicnsi
n.o.o., BHECEHHS TiEl camMoi 3MiHN Ha
Xopgaris; pedepeHTHUIN Npenapar (3miHa
Bupo6Huk, He noTpebye HagaHHs XOoaHMX
BignoBiganbHU HOBWX JOAATKOBUX A@HUX) -
1 3a BANYCK 3MiHN BHECEHO [0 IHCTPYKLUIi Y
cepii: po3ainu: "®apmakonoriyHi
KPKA, a.a., BnactmeocTi", "MpoTunokasaHHs",
HoBso mecrTo, "B3aemogis 3 iHWnMm
CnoBeHis nikapcbknMmn 3acobamu Ta iHLWi

Buan B3aemogin”, "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHOCTi abo roayBaHHs
rpyaato”, "3paTHicTb BNnuBaTtu Ha
LUBMAKICTb peakLii Mpy KepyBaHHi
aBTOTPaHCNopTOM abo iHWKMMK
MexaHiamamu", "Cnocio
3acTOCyBaHHA Ta Jo3mn",
"MepepnosyBaHHs", "MoGiYHI
peakuii" 3rigHo 3 iHopmalLlieto
LLOAO MEANYHOrO 3aCTOCYBaHHSA
pedepPEeHTHOrO NikapCbKOro
3acoby ( Zestoretic 20, tablet, He
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[Iponosxkenns noaarka 2

Ne Ha3ea nikapcbko20 ®dopma sunycky 3aseHuk Kpaina Bupob6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknamye Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky aHHS peecmpayiliHo2o
ynakoeka) noceidYyeHHs1

3apeecTpoBaHui B YKpaiHi).
3miHu | Tvny - 3miHn wopo
6e3nekn/eddekTMBHOCTI Ta
dapmakoHarnagy. 3miHa y
KOPOTKIl XapakTepucTuui
nikapcbkoro 3acofy, TeKCTi
MapKyBaHHS Ta iHCTPYKUii Ans
MEAMYHOro 3aCTOCyBaHHS Ha
nigcrasi perynspHo
OHOBIIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo
OocnimkeHb 3 6esneku
3aCTOCYBaHHS MikapCbKoro
3acoby B nicnsapeecTpauiiinimn
nepion, abo sk pe3ynbTaT OLiHKM
3BiTY 3 AOCHiAXeHb, MPoBeAEeHUX
BiNOBIgHO [0 NnaHy
nepiatpnyHux gocnigxeHs (PIP)
(3MiHy y3rogpkeHo 3
KOMMNETEHTHVM YNOBHOBaXXEHUM
opraHom) - 3MiHVM BHECEHO [0
iHCTPYKLUIi y po3ainu:
"MpoTunokasaHHs", "Baaemogisi 3
iHLLMMK nikapcbkumu 3acobamm
Ta iHWi BUAn B3aemoqin",
"OcobnueocTi 3acTocyBaHHS"
BiANOBIQHO 4O OHOBMEHOI
iHdbopMalii 3 6e3neku gjroyoi
PEYOBUHM.

MepioanyHicTb NogaHHA
perynsipHoO OHOBIHOBAHOrO 3BiTYy 3
6e3neku BignosigHo Ao MNopsaaky

3AiNcCHeHHA bapmakoHarnsay,
3aTBEPAKEHOro HaKkasoM
MiHicTepcTBa OXOPOHYM 300pOB’A
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinictepcTsi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300pOB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamu, 3a3HavYeHnMmn y
nepiogu4HoCTi NogaHHA
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[Iponosxkenns noaarka 2

Ne Ha3ea nikapcbko20 ®dopma sunycky 3aseHuk Kpaina Bupob6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknamye Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky aHHS peecmpayiliHo2o
ynakoeka) noceidYyeHHs1
perynsipHux 3BiTiB 3 6e3neku.
16. NMAHKPEA3UM TabneTtku MpAT "TexHonor" YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha - He UA/12620/01/01
KMLLKOBOPO34MHHI in "TexHonor" HEeOoOMeEXeHUIA TEPMIH. nidnseae
bulk: no 4000 TabneTtok MepiognyHicTb NnogaHHA
y KOHTenHepax perynsipHo OHOBIIOBAHOrO 3BiTY 3
nnacTMacoBux 6e3neku BignosigHo Ao Mopsiaky
3AiNcHeHHA bapmakoHarnsay,
3aTBEPAKEHOro Hakas3om
MiHicTepcTBa OXOPOHY 300pOB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuuii YkpaiHn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHY 300pOB’SA
Ykpainu Big 26 BepecHst 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamu, 3a3HaveHMn y
nepiogu4HoOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku
17. NAHKPEA3UM TabneTku MpAT "TexHonor" YkpaiHa MpAT YkpaiHa MepepeecTpadis Ha bes nidnsizae UA/8550/01/01
KMLLKOBOPO34MHHI o 10 "TexHonor" HeobmexeHun TepMiH. 3miHu | peuenma

TabneTok y 6nictepi; no
2 abo no 5 Gnictepis y
nadui 3 KapToOHy

Tuny - 3MiHM Wwopao
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnagy. 3miHa y

KOPOTKIl XapakTepucTuui
nikapcbkoro 3acofy, TEeKCTi
MapKyBaHHSA Ta iHCTPYKUii Ans
MeAMNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOBIIOBAHOIO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigxeHb 3 6esneku
3aCTOCYBaHHS MikapCbKoro
3acoby B nicnapeecTpauiiinin
nepiof, abo sik pe3ynbTaT OLiHKM
3BiTY 3 AOCHiAXeHb, MPoBeAEeHUX
BiNOBIgHO A0 NnaHy
negiatpnyHux gocnigxeHs (PIP)

(3MiHy y3rogpkeHo 3

KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom) - 3MiHVM BHECEHO A0
iHCTPYKLUii ANa Megu4Horo
3aCTOCYBaHHS NiKapCbKoro
3acoby go posginis "lMNokasaHHa"
(BUNYy4EeHO NOKa3aHHs -
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[Iponosxkenns noaarka 2

n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢popma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

PeecmpauitiHa npoyedypa

Ymosu
eidnycky

Peknamye
aHHs

Homep
peecmpayiliHo2o
noceidYyeHHs1

MykoBicumaos), "OcobnmeocTi
3acTocyBaHHS",
"Mepeno3yBaHHs", "MobiYHi
peakuii" BignoBigHO 40 OHOBMEHOI
iHdbopmalii 3 6e3nekun girumnx
pPEYOBUH

MepiognyHicTb NogaHHSA
perynsipHo OHOBMIOBAHOTO 3BiTY 3
6e3neku BignosigHo Ao Mopsaky

3[iCHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOPOHM 300pOB’SA
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuuii YkpaiHn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHY 300pOB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTL: 3riAHO
3i CTpOKamu, 3a3HaYeHMn Yy
nepioguYHOCTi NogaHHSA
perynsipHux 3BiTiB 3 6e3neku

18.

NEPUIO
CTPYYKOBOIoO
HACTOMUKA

HacTomnka no 50 mny
bnakoHax CKNsiHux abo
noniMmepHnx

NPAT
"OITOGAPM"

YkpaiHa

NPAT
"OITOGAPM"

YkpaiHa

MepepeecTpauis Ha
HEOOMEXEHUIN TEPMIH.

MepiognyHicTb NogaHHA
perynsipHo OHOBIIHOBAHOIO 3BiTY 3
6e3neku BignosigHo Ao Mopsiaky

3AincHeHHA bapmakoHarnsgy,
3aTBEPKEHOrO HaKka3oM
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamu, 3a3HavyeHnMmn y
nepioguy4HoOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.

bes
peuenma

niénsieae

UA/8260/01/01

19.

NIPUOOKCUHY
rigpoxmnoprup -

po34nH ans iH'ekuin, 50
mr/mn, no 1 mn B

ToBapucTBo 3
obmexeHo

YkpaiHa

ToBapucTtBo 3
obmexeHo

YkpaiHa

MepepeecTpauis Ha
HeobMexeHWn TepMiH. 3miHu |

3a
peyenmom

He
nidnsieae

UA/8736/01/01
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[Iponosxkenns noaarka 2

n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢popma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

PeecmpauitiHa npoyedypa

Ymosu
eidnycky

Peknamye
aHHs

Homep

peecmpayiliHo2o

noceid4yeHHs

300POB’A

amnyni; no 10 amnyn y
KapTOHHiI kopobLi 3
neperopoakamu; no 1
M B amnyni; no 5
amnyn y 6nictepi; no 2
onictepun B KQpTOHHI
kopobui; no 1 mn B
amnyni; no 10 amnyn y
6nictepi; no 1 6nictepy
B KapTOHHII kopobui

BiANoBiganbHicTIO
"PapmaLeBTuyHa
KOMMaHis
"3popos'a"

BiAgnoBiganbHi
CTHO
"PapmaneBTn
YHa KOMMaHis
"3popos'a”

TMny - 3MiHK Wwopao
6e3nekn/ecpeKkTMBHOCTI Ta
dapmakoHarnagy. 3miHa y

KOPOTKI XapakTepucTuui
nikapcbkoro 3acofy, TeKCTi
MapKyBaHHs Ta iHCTPYKLii Ans
MEeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBIIIOBAHOrO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo
AocnimkeHb 3 6esneku
3aCTOCyBaHHS NiKapCbKoro
3acoby B nicnsapeecTpauiiHunin
nepion, abo sk pe3ynbTaT OLiHKM
3BiTY 3 AOCHIKEHb, NPOBEAEHUX
BiANoOBIgHO A0 NnaHy
nepiatpnyHux gocnigxeHs (PIP)

(3miHy y3romkeHo 3

KOMMETEHTHUM YNOBHOBaXEHUM
opraHom) - 3MiHVM BHECEHO [0
iHCTPYKLUIii Ans Megu4Horo
3acTOCyBaHHS NikapCbKOro
3acoby no po3ainy "MobiyHi
peakuii" BignoBigHO 4O OHOBMEHOI
iHpopmalii 3 6e3neku gitovoi
PEYOBUHN.

MepioanyHicTb NogaHHA
perynsipHoO OHOBMIOBAHOTO 3BiTY 3
6esneku BignoeiaHo o MNopsaaky

34iicHeHHs dhapmakoHarnagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM 300pOB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuuii Ykpainu 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 300pOB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i cTpoKamu, 3a3HavYeHnMmn y
nepiognYHoOCTi NogaHHs
perynsipHux 3BiTiB 3 6e3neku.

20.

PO34MH
MEHTOJY B

pO3uuH (cybCcTaHuis) y
nsrax metanesux, abo

[epxaBHe
nignprMemMcTBo

YkpaiHa

[epxaBHe
nigNpUeEMCTBO

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHu TepMiH

He
nidnsieae

UA/7849/01/01




15 IIponosxeHHs qoaaTka 2
Ne Ha3ea nikapcbko20 ®dopma sunycky 3aseHuk Kpaina Bupob6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknamye Homep
n/n 3acoby (nikapcbka ¢popma, 3asieHUKa 8UPO6HUKa eidnycky aHHs1 peecmpauyitiHo2o
ynakoeka) noceidYyeHHs1
MEHTUNIOBOMY 6oukax i3 HepkaBitoyoi "3aBop, XiMiYHUX "3aBop
E®IPI KUCITOTU ctani, abo y peakTusis" XiMi4HUX
I3OBAJIEPIAHOBO | nonietuneHoBux HaykoBo- peakTtusis"
) KOHTeliHepax, Ans TEXHONOMYHOrO Haykogo-
dapmaLeBTUYHOro Komnnekcy TEXHOMNOriYHOr
3acTocyBaHHS "lHcTUTyT O KOMMneKcy
MOHOKpucTanis" "lHCTUTYT
HaujioHanbHoT MOHOKpUCTani
akagemii Hayk B"
Ykpainu" HauioHanbHoi
akagemii Hayk
YkpaiHn"
21. PYTALUULO TabneTku xyBarbHi No KPKA, a.a., HoBo CnoBeHis BignosiganbHu CnoBeHis MepepeecTpadis Ha be3 nionsieae UA/6649/01/01
500 mr, no 10 TabneTok MecTo " 3a HeobMeXeHU TEPMIH. peuenma
y 6ricTepi, no 2 abo no BUPOGHULTBO
6 6nicTepiB B kKApTOHHiIl "in bulk”, MepiognyHicTb NnogaHHA
KopobLi NepBUHHY perynsipHo OHOBIIIOBAHOrO 3BiTY 3
yMaKoBKY, 6e3neku BignosigHo Ao Mopsiaky
BTOPUHHY 3AircHeHHA bapmakoHarnsgy,
yNaKoBKy, 3aTBEPKEHOrO Hakas3oMm
KOHTpOrb Ta MiHicTepcTBa OXOPOHM 300pOB’SA
BUNYCK cepii: Ykpainu Big 27 rpyaHa 2006 poky
KPKA, o.4., Ne 898, 3apeecTpoBaHuii B
HoBo mecTo, MinicTepcTsi tocTuuii YkpaiHn 19
CnoBeHis; rpyaHs 2016 poky 3a Ne
BignosigansHM 1649/29779 (y pepakuii Hakasy
" 3a MiHicTepcTBa OXOPOHYM 300pOB’A
BUPOGHMLITBO Ykpainu Big 26 BepecHs 2016
"in bulk", poky Ne 996), cTaHOBUTL: 3riAHO
NepBUHHY 3i CTpOKamu, 3a3HaveHUMn y
yNaKoBKy, nepioanNYHOCTi NoAaHHs
BTOPUHHY perynsipHux 3BiTiB 3 6e3neku.
yNaKoBKY:
KPKA, a.4.,
Hoso mecrTo,
CnoBeHist
22. CODOPU HacTolika no 40 mn y MPAT YkpaiHa MPAT YkpaiHa MepepeecTpadis Ha bes nidnsizae UA/8445/01/01
$|I'IOHCIV:>KO'I' nakoHax "PITOPAPM" "®ITOPAPM" HeobMexXeHW TEpPMIH. peuenma
HACTOUKA

MepiognyHicTb NnogaHHA
perynsipHo OHOBIIOBAHOrO 3BiTY 3
6e3neku BignosigHo Ao Mopsiaky

3AiNcHeHHA bapmakoHarnsgy,
3aTBEPAKEHOrO Hakas3oMm
MiHicTepcTBa OXOPOHM 300pOB’A
Ykpainu Big 27 rpyaHa 2006 poky




16 IIponosxeHHs qoaaTka 2
Ne Ha3ea nikapcbko20 ®dopma sunycky 3aseHuk Kpaina Bupob6Huk Kpaina PeecmpauitiHa npoyedypa Ymosu Peknamye Homep
n/n 3acoby (nikapcbka ¢hopma, 3asieHUKa eupobHuKa sionycky aHHS peecmpayiliHo2o
ynakoeka) noceidYyeHHs1
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuuii Ykpainn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTbL: 3rigHO
3i CTpOKamu, 3a3HayeHnMmn y
nepioguYHOCTI NogaHHSA
perynsipHux 3BiTiB 3 6Ge3neku.
23. ®IAMIAES MENb renbno 20 r, 30 r, abo OpraHocwuH Narid IHais EHK 106 IHgis MepepeecTpauis Ha bes nionszae UA/12794/01/01
40 r B namiHoBaHil Ty6i; | CaeHcus IBT. JITA. ETikana HeobmexeHun TepMiH. 3miHu | peuenma
no 1 Ty6i B KAapTOHHiIlA MpawvsiT TMny - 3MiHK Wwopao
Kopobui Nimiteq 6e3nekn/ecpeKkTMBHOCTI Ta

dapmakoHarnagy. 3miHa y
KOPOTKIl XapakTepucTuui
nikapcbkoro 3acofy, TeKCTi
MapKyBaHHS Ta iHCTPYKUii Ans
MeANYHOro 3aCTOCyBaHHS Ha
nigcrasi perynspHo
OHOBIIOBAHOIO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo
OocnimkeHb 3 6esneku
3aCTOCYBaHHS MikapCbKoro
3acoby B nicnapeecTpauiiHunin
nepiog, abo sk pe3ynbTaT OLiHKM
3BIiTY 3 AOCHiAXeHb, NpoBeAeHUX
BiAMNoBIgHO A0 NnaHy
nepiaTpnyHux gocnigxeHs (PIP)
(3miHy y3ropeHo 3
KOMMNETEHTHVM YNOBHOBaXXEHUM
opraHom) - 3MiHV BHECEHO [0
iHCTPYKLUIii Ans MeguyHoro
3aCTOCYBaHHS MikapCbKoro
3acoby y po3ginu:
"®apmakonoriyHi BnacTMBoCTi"
(iHchopmauist 3 6e3nekw),
"MpoTunokasaHHs", "B3aemogisi 3
iHLLMMK nikapcbkummn 3acobamm
Ta iHWi BUAn B3aemoqin",
"Mo6iyHi peakuii" BignosigHoO Ao
OHOBMEHOI iHdopMaLlii 3 6e3neku
Li040T peyvoBMHM.

MepiognyHicTb NogaHHA
perynsipHoO OHOBIMOBAHOIO 3BiTY 3
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[Iponosxkenns noaarka 2

n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢popma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

PeecmpauitiHa npoyedypa

Ymosu
eidnycky

Peknamye
aHHs

Homep
peecmpayiliHo2o
noceidYyeHHs1

6e3neku BignosigHo Ao Mopsiaky
3AiMCHEHHSA hapmakoHarnsay,
3aTBEPOKEHOTO HaKa3oM
MiHicTepcTBa OXOpPOHM 300pOB’A
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuuii YkpaiHn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300pOB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i cTpoKkamu, 3a3Ha4eHnMm y
nepioguYHOCTI NogaHHSA
perynsipHux 3BiTiB 3 6e3neku.

24,

LUMTPAMOH B

TabneTku no 6 a6o 10
TabneTok y ctpunax; rno
6 abo 10 TabneTtok y
Gnictepax; no 6
TabneTok y cTpuni; no 2
abo 10 cTpunis y nayui 3
KapToHy; no 10
TabneTok y cTpuni; no 2
abo 10 cTpunis y nayui 3
KapToHy; Mo 6 TabneTok
y 6nicTepi; no 2 abo 10
GnicTepiB y nayui 3
KapToHy; no 10
TabneTok y 6nictepi; no
2 abo 10 6nicTepi y
nadui 3 KapToHy

NAT "MoHdapm"

YkpaiHa

NAT
"MoHdpapm"

YkpaiHa

MepepeecTpauis Ha
HeobmeXeHu TepMiH. 3MiHu |
TMny - 3MiHK Wwopao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKI XapakTepucTui
nikapcbkoro 3acofy, TEeKCTi
MapKyBaHHs Ta iHCTPYKLii Ans
MEAMYHOrOo 3acTOCyBaHHS Ha
nigcTasi perynsipHo
OHOBIIIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigxeHb 3 6esneku
3aCTOCYBaHHS NiKapCbKoro
3acoby B nicnsapeecTpauiiHunin
nepiof, abo sik pesynbTaT OLiHKM
3BiTY 3 AOCHIKEHb, NPOBEAEHUX
BiNOBIgHO A0 NnaHy
negiatpnyHux gocnigxeHs (PIP)
(3MiHy y3romxeHo 3
KOMMETEHTHVM YNOBHOBaXXEHUM
opraHom) - 3MiHV1 BHECEHO A0
iHCTPYKLIii Ans MeguyHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby go po3ginis
"MpoTunokasaHHs", "B3aemogisi 3
iHLLMMK nikapcbkummn 3acobamm
Ta iHWi BUan B3aemoain”,
"OcobnuBocTi 3acTocyBaHHA",
"Cnocobu 3acTocyBaHHA Ta
nosun", "MNepegosysaHHs",

bes
peuenma

nidénsieae

UA/7359/01/01
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[Iponosxkenns noaarka 2

n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢popma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

PeecmpauitiHa npoyedypa

Ymosu
eidnycky

Peknamye
aHHs

Homep
peecmpayiliHo2o
noceidYyeHHs1

"Mo6iuHi peakuii" BignosiaHo oo
OHOBIEHOI iHhopmalii 3 6esneku
Lit0YMX pe4OBUH.

MepiognyHicTb NogaHHSA
perynsipHo OHOBIIOBAHOrO 3BiTY 3
6e3neku BignosigHo Ao Mopsiaky

3[iCHeHHs hapmakoHarnagy,
3aTBEPOKEHOr0 Haka3om
MiHicTepcTBa OXOPOHYU 300pOB’SA
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuuii YkpaiHn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300pOB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamu, 3a3HaYeHMn Yy
nepioguYHOCTI MogaHHSA
perynsipHux 3BiTiB 3 6e3neku.

25.

UMUHY
NILLAHOIO
KBITKU

KBiTKM (CybcTaHuis) y
MilLIKax, TIOKax Ans
BMPOGHMUTBA
HeCTepUnbHNX
nikapcbkux goopm

MpAT "lliktpasn"

YkpaiHa

MpAT
"NikTpasun"

YkpaiHa

MepepeecTpauis Ha
HEOOMEXEHUIN TEPMIH

He
nidnsieae

UA/8895/01/01

26.

LLUNYHKOBWW 3BIP

36ip no 1,5 ry ginbTp-
nakeTi; no 25 cinbTp-
nakeTiB y nayuj; no 50 r
y naketax; no 50 ry
nakeTtax 3 nniBku B nayui

NAT
"Ny6HUpapm"

YkpaiHa

NAT
"Ny6H1chapm"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHWI TEPMIH.

MepiognyHicTb NnogaHHA
perynsipHo OHOBIIIOBAHOrO 3BiTY 3
6e3neku BignosigHo Ao Mopsaky

3AincHeHHA bapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oM
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTtpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamu, 3a3HavyeHnMmn y
nepiogu4HoOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.

bes
peuenma

nidénsieae

UA/12584/01/01
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