NEPENIK

Dopatok 2

po Haka3sy MiHictepcTBa 0XOpOHM
300poB’a YKpaiHu

11.01.2018 Ne 48

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

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) noceid4yeHHs1
1. 5-HOK® TabneTku, BKPUTI CaHpo3s CnoBeHis Jlek CnoBeHis MepepeecTpadis Ha 3a He UA/8295/01/01
o6onoHkoto, no 50 mr, dapmacbloTikana dapmaneBTuy HeobmeXeHu TepMiH. 3MiHu | peuenmom nidnsieae
no 50 TabneTok y a.a. Ha KoMnaHis Tuny - 3MiHn Wwopao
KOHTelHepi; no 1 a.a. 6e3nekn/edekTMBHOCTI Ta

KOHTEWHepY y KapTOHHIl
Kopobui

hapmakoHarnsgy. 3miHa y
KOPOTKIl XapakTepucTui
nikapcbkoro 3acofy, TEeKCTi
MapKyBaHHs Ta iHCTPYKLii Ans
MEAUYHOrO 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnimxeHb 3 6e3neku
3aCTOCYBaHHS NikapCbKOro
3acoby B nicnapeecTpauiiinin
nepiof, abo sik pesynbTaT OLiHKM
3BiTY 3 AOCHiAXeHb, MPoBeAEeHUX
BiNOBIgHO A0 NnaHy
negiatpnyHux gocnigxeHs (PIP)
(iHWi 3MmiHK) - 3MiHK BHeceHo OO
iHCTPYKLUIii Ans MeguyHoro
3aCTOCYyBaHHS NiKapCbKOro
3acoby go posginis "lNokasaHHa"
(iHdbopmauisa 3 6esnekn),
"OcobnuBocTi 3acTocyBaHHS",
"Mo6ivHi peakuii" BignoBigHoO A0
OHOBMEeHOT iHdopmaLlii 3 6e3neku
[it0Y0T Ta AONOMIXKHUX PEYOBUH.
3miHu | Tvny - 3miHn wWopo
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsigy. BeegeHHst abo
3MiHM 0 y3aranbHeHUX AaHnX
npo cuctemy capmakoHarnsgy
(BBEOEHHS y3aranbHeHVX AaHNX
npo cuctemy dapmakoHarnsgy,
3MiHa YNOBHOBaXXeHOi ocobu,
BiAnNoBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsigy; KOHTaKTHoOI
ocobu 3 hapmakoHarnsgy
3as8BHMKaA ANA 34iNCHEHHS
dapmakoHarnagy B YKpaiHi, AKwio
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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

BOHa BiagMiHHA Bif
yMOBHOBaXeHOoi ocobu,
BiANOBiganbHOI 3a 3AiNCHEHHS
dapmakoHarnagy (Bkrovar4mn
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-cainna
cuctemun hbapmakoHarnagy).
3MiHa KOHTaKTHUX AaHNX
yNoBHOBaXeHoi ocobun. 3miHa
KOHTaKTHMX OAHUX KOHTaKTHOI
ocobu. 3miHa micus 3A4iCHEHHS
OCHOBHOI AiiNbHOCTI 3
hapmakoHarnsigy. 3miHa agpecu
mMacTtep-cavina. 3miHa Homepa
mMacTep-canna.
MepiognyHicTb NogaHHA
perynsipHo 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 tocTuuii Ykpainm 19
rpyaHa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
YkpaiHu Big 26 sepecHa 2016
poky Ne 996), cTaHOBUTL: 3riAHO
3i CTpOKamu, 3a3HavYeHnMmn y
nepiognYHoOCTI NogaHHs
perynsipHux 3BiTiB 3 6e3neku.

AHTUIPUNIH

TabneTku Wwunyyi Ans
nitent no 10 TabneTok y
NrnacTUKOBOMY NeHani;
no 1 neHany B KapTOHHIl
nayui abo navui-
KOHBEPTI 3
NpUCTOCYBaHHAM A
niggiLLyBaHHS; No 6
TabneTok y cTpuni; no 1
abo 5 cTpunis y
KapTOHHIN nayui

TOB "BAJIEAHT
SAPMACBIOTIKA
na"

YkpaiHa

Hatyp
MpoaykT
dapma Cn. 3
o.o0.

Monbla

MepepeecTpauis Ha
HeobmexeHun TepMiH. 3miHu |
Tuny - 3MiHM Wwopao
6e3nekn/echeKkTMBHOCTI Ta
hapmakoHarnsigy. BeegeHHst abo
3MiHW [0 y3aranbHeHVX AaHnX
npo cuctemy hapmakoHarnagy
(BBEOEHHS y3aranbHEHVX AaHNX
npo cuctemy apmMakoHarnsay,
3MiHa YNnoBHOBaXeEHOI ocobu,
BiANOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsgy; KOHTakTHOI
ocobu 3 chapmakoHarnsgy
3asgBHMKA ANSA 30IACHEHHS

be3
peuyenma

nidnsieae

UA/7235/01/01
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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
dapmakoHarnagy B YKpaiHi, aKwo

nikapcbkumm 3acob6amm abo iHLwi
BUOM B3aemogin" BignosigHo oo
oHoBIeEHOT iHhopmaLlii 3 6e3neku

BOHa BiAMiHHa Bif
yMOBHOBaXeHOI ocobu,
BiANOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsgy (Bkrovaoum
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MiLLeHHi macTep-canna
cvucTeMun bapmakoHarnsagy).
3MiHa KOHTaKTHMX AaHuX
YMNOBHOBaXeHoi ocobu. 3miHa
KOHTAKTHMX OAHUX KOHTAKTHOT
ocobu. 3miHa agpecu macrtep-
darna. 3miHa agpecu
3[iNCHEHHA OCHOBHOI [isiNbHOCTi
3 hapmakoHarnagy. 3minu | Tuny
- 3MiHn wono
6e3nekn/edheKkTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKIN XapakTepucTuui
nikapcbKoro 3aco0y, TeKCTi
MapKyBaHHs! Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynsapHo
OHOBMIOBAHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo
nocnimkeHb 3 6e3nekn
3aCTOCyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpauiiHnin
nepion, abo sk pesynbTaT OLiHKM
3BIiTy 3 AOCHiIXEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negiaTpuyHmx gocnimxkerns (PIP)
(3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXEHUM
opraHom) - 3MiHVM BHECEHO [0
iHCTPYKLUii Ana Megn4Horo
3acTocyBaHHS NikapCbKOro
3acoby Ao posainis
"MpoTunokasaHHs", "MoBi4Hi
peakuii”, "MNepenosysaHHs",
"OcobnmnBocTi 3acTocyBaHHS",
"B3aemogis 3 iHWummn

Lit0YMX PEYOBUH.




4

[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

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

3aincHeHHA bapmakoHarnsgy,
3aTBEPOKEHOr0 Haka3om
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTtepcTsi 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), cTaHOBUTL: 3rigHO
3i CTpoKamu, 3a3HaYeHMU Y
nepiogu4HoOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.

AHTUTPUMNIH

TabneTku wunyyi no 10
TabneTok y
NnacTUKOBOMY NeHani;
no 1 neHany B KAPTOHHIN
nayui abo navui-
KOHBEPTI 3
NpUCTOCYBaHHAM AN
niggiLLyBaHHS; No 6
TabneTok y cTpuni; no 1
abo 5 cTpunis y
KapTOHHIN nayui

TOB "BAJIEAHT
SAPMACBIOTIKA
na"

YkpaiHa

Hatyp
MpoaykT
dapma Cn. 3
0. 0.

MonbLua

MepepeecTpauis Ha
HeobmexeHun TepMiH. 3miHu |
Tuny - 3MiHM 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 3AiNCHEHHS
hapmakoHarnsgy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHMKaA ONS 30IACHEHHS
dapmakoHarnsay B YkpaiHi, aKwo
BOHa BiAMiHHa Bif
yMNOBHOBaXeHOI ocobu,
BiANOBIAANbHOI 3a 3A4iNCHEHHS
hapmakoHarnsgy (BKro4anoym
KOHTaKTHi aaHi) Ta/abo 3miHu y
po3MmilLieHHI macTep-anna
cucTeMun dbapmakoHarnsagy).
3MiHa KOHTaKTHUX AaHWX
YMOBHOBaXeHOi ocobu. 3miHa
KOHTAKTHMX OAHUX KOHTAKTHOT
ocobu. 3miHa agpecu mactep-
danna. 3miHa agpecu
3[iNCHEHHS OCHOBHOI AisNbHOCTI
3 chapmakoHarnsgy. 3minm | Tuny

bes
peuenma

niénsieae

UA/7235/02/01
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[Iponosxkenns noaarka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

PeecmpauitiHa npoyedypa

Ymosu
sionycky

Peknamye
aHHS

Homep
peecmpauyitiHo2o
noceid4yeHHs

- 3MiHM woao
6e3nekn/ecpeKkTMBHOCTI Ta
dapmakoHarnagy. 3miHa y

KOPOTKI XapakTepucTuui
nikapcbkoro 3acofy, TeKCTi
MapKyBaHHs Ta iHCTPYKLii Ans
MEeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBJIIIOBAHOrO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo
AocnimkeHb 3 besneku
3aCTOCYBaHHS NiKapCbKoro
3acoby B nicnsapeecTpauiiHnin
nepion, abo sk pe3ynbTaT OLiHKM
3BiTY 3 AOCHIKEHb, NPOBEAEHUX
BiANoBIigHO A0 nnaHy
nepiatpnyHux gocnigxeHs (PIP)
(3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXEHUM
opraHom) - 3MiHVM BHECEHO [0
iHCTPYKLUIii Ans MeguyHoro
3aCcTOCYyBaHHS NikapCbKOro
3acoby no posainis "lMobiyvHi
peakuii", "MNepeno3yBaHHs",
"OcobnuBocTi 3acTocyBaHHS",
"B3aemogis 3 iHWummn
nikapcbknummn 3acobamu abo iHLi
BMAM B3aemoain" BignosiaHo Ao
OHOBMEeHOT iHdopmaLlii 3 6e3neku
Lit0YMX peYOBUH.
MepioanyHicTb NogaHHA
perynsipHoO OHOBMIOBAHOTO 3BiTY 3
6e3neku BignosigHo o MNopsagky
3AincHeHHA bapmakoHarnsgy,
3aTBEPKEHOrO Haka3om
MiHicTepcTBa OXOPOHM 300pPOB’SA
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuii Ykpainum 19
rpyaHa 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




6

[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.

4. AHTUIPUNIH TabneTku Wwumnyui 3i TOB "BANEAHT YkpaiHa Hatyp Monbla MepepeecTpauis Ha bes nionszae UA/8803/01/01
cMakom ManuHu no 10 DPAPMACBIOTIKA MpoaykT HeobmexeHun TepMiH. 3miHu | peuenma
TabneTok y 3" dapma Cn. 3 TMny - 3MiHK Wwopao
nnacTVKOBOMY MeHani; 0. 0. 6e3nekn/edekTMBHOCTI Ta

no 1 neHany B KAPTOHHIN
nayui abo navui-
KOHBEPTI 3
NpUCTOCYBaHHSAM A11s1
niggilLyBaHHS; No 6
TabneTok y cTpuni; no 1
abo 5 cTpunis y
KapTOHHIN navui

hapmakoHarnsigy. BeegeHHst abo
3MiHW O y3aranbHeHUX AaHux
npo cuctemy dapmMakoHarnagy
(BBEAEHHSA y3aranbHEHNX AaHUX
npo cuctemy cdapmMakoHarnsgy,
3MiHa YNoBHOBaXEHOI ocobu,
BiANOBiganbHOI 3a 3AiNCHEHHS
hapMakoHarnsgy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asBHMKaA ONSA 30IACHEHHS
dapmakoHarnagy B YKpaiHi, aKwo
BOHa BiAMiHHa Bif
yMNOBHOBaXeHOI ocobu,
BiANOBiganbHOI 3a 3AiINCHEHHS
hapmakoHarnsgy (BKro4anym
KOHTaKTHi gaHi) Ta/abo 3miHu y
po3MilLeHHi macTep-canna
cvucTeMun bapmakoHarnsagy).
3MiHa KOHTaKTHUX AaHWX
YMOBHOBaXeHoi ocobu. 3miHa
KOHTAKTHMX OAHUX KOHTAKTHOT
ocobu. 3miHa agpecu macrtep-
daiina. 3miHa agpecu
3[iNCHEHHS OCHOBHOI AiSNbHOCTI
3 chapmakoHarnagy. 3minu | Tuny
- 3MiHn wono
be3nekn/edekTUBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKIN XapakTepucTuui
nikapcbkoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLii Ans
MEANYHOro 3aCTOCyBaHHS Ha
nigcTasi perynspHo
OHOBMIOBAHOTO 3BiTY 3 6e3nekn
nikapcbkoro 3acoby, abo
AocnimkeHb 3 6esneku
3aCTOCyBaHHS NiKapCbKoro
3acoby B nicnspeecTpauiiHnin
nepiog, abo sk pesynbTaT OLiHKM
3BiTy 3 4OCMiAXEHb, MPOBEAEHUX
BigNoBigHO 40 nnaHy
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[Iponosxkenns noaarka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

PeecmpauitiHa npoyedypa

Ymosu
sionycky

Peknamye
aHHS

Homep
peecmpauyitiHo2o
noceid4yeHHs

negiatpuyHux gocnimxkeHos (PIP)
(3MiHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBaXEHUM
opraHom) - 3MiHV BHECEHO A0
iHCTPYKLUii 4Nst MeauyHoro
3aCTOCYyBaHHS NiKapCbKOro
3acoby ao po3sginis "MoGivHi
peakuii”, "MNepenosysaHHs",
"OcobnuBoCTi 3aCTOCYBaHHS",
"B3aemogisi 3 iHWumMun
nikapcbkumm 3acobamm abo iHLi
BMAWM B3aemogin" BianosigHo oo
OHOBMEHOT iHhopmaLlii 3 6e3neku
LiloYMX PEYOBUH.
MepiognyHicTb NogaHHA
perynsipHoO OHOBMIOBAHOIO 3BiTY 3
6e3neku BignosigHo o Mopsaaky
3[iicCHeHHs dhapmakoHarnagy,
3aTBEPOKEHOrO HaKa3oM
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTtpoBaHuii B
MinictepcTsi 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
nepioguYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

AHTUIPUNIH

TabneTku Wwumnyui 3i
CMakom rpenndpyTy no
10 TabneTtok y
nnacTVKoBOMY neHani;
no 1 neHany B KapTOHHIl
nayui abo nayui-
KOHBEPTI 3
NpUCTOCYBaHHS AN
niggilLyBaHHS; No 6
TabneTok y cTpuni; no 1
abo 5 cTpunis y
KapTOHHIN nayui

TOB "BAJIEAHT
SAPMACBIOTIKA
na"

YkpaiHa

Hatyp
MpopykT
dapma Cn. 3
o.o0.

Monbla

MepepeecTpauis Ha
HeobmeXeHu TepMiH. 3MiHu |
TMny - 3MiHK Wwopao
6e3nekn/eceKkTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHW 0 y3aranbHEeHUX AaHuX
npo cuctemy papmakoHarnagy
(BBEeOEHHS y3aranbHeHVX AaHNX
npo cuctemy dapmakoHarnsay,
3MiHa YNoBHOBaXEHOI 0cobu,
BiANOBiAANbHOI 3a 3AiNCHEHHS
hapMakoHarnsgy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asBHUKA A5 3[iNCHEHHS!

bes
peuenma

nidnsieae

UA/8804/01/01
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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
dapmakoHarnagy B YKpaiHi, aKwo

nikapcbkummn 3acobamu abo iHLi
BMAM B3aemogain" BianosigHo oo
OHOBMEeHOT iHopmaLii 3 6e3neku

BOHa BiAMiHHa Bif
yMOBHOBaXeHOI ocobu,
BiANOBiganbHOI 3a 3AiINCHEHHS
hapmakoHarnsgy (Bkro4daoum
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MiLLeHHi macTep-canna
cvucTeMun dbapmakoHarnsagy).
3MiHa KOHTaKTHMX AaHuX
YMOBHOBaXeHOi ocobu. 3miHa
KOHTAKTHMX OAHUX KOHTAKTHOT
ocobu. 3miHa agpecu macrtep-
darna. 3miHa agpecu
3[iACHEHHA OCHOBHOI [isiNbHOCTI
3 hapmakoHarnagy. 3minu | Tuny
- 3MiHn Wwoao
6e3nekn/eceKkTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKi XapakTepucTuui
nikapcbKoro 3aco0y, TEeKCTi
MapKyBaHHs Ta iHCTPYKLii Ans
MeAMYHOro 3aCTOCYyBaHHS Ha
nigcTasi perynsapHo
OHOBIOBAHOTO 3BiTYy 3 6e3nekn
nikapcbkoro 3acoby, abo
AocnimkeHb 3 besnekn
3aCTOCyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpauiiHnin
nepion, abo sk pe3ynbTaT OLiHKM
3BTy 3 ZOCHiAXEHb, MPOBEAEHNX
BiANOBIAHO A0 NnaHy
negiaTpuyHmx gocnimxkerns (PIP)
(3MiHy y3romkeHo 3
KOMMETEHTHUM YNOBHOBaXEHUM
opraHom) - 3MiHVM BHECEHO [0
iHCTPYKLUii Ana Megn4Horo
3acTocyBaHHS NikapCbKOro
3acoby ao posainis "lMobiyHi
peakuii", "lNMepeno3yBaHHs",
"OcobnuBocTi 3acTocyBaHHS",
"B3aemogis 3 iHWnummn

Lito4MX peyoBUH.

MepiognyHiCTb NogaHHSA
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[Iponosxkenns noaarka 2

n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

PeecmpauitiHa npoyedypa

Ymosu
sionycky

Peknamye
aHHS

Homep
peecmpauyitiHo2o
noceid4yeHHs

perynsipHo OHOBIIIOBAHOrO 3BiTY 3
6e3neku BignosigHo Ao Mopsaky
3AicHeHHA bapmakoHarnsay,
3aTBEPAKEHOro Haka3oM
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTtpoBaHuii B
MinicTepcTsi tocTuuii Ykpainn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Bif 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamu, 3a3HaYeHUMU Y
nepioguYHOCTi MoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

AHY305

cynosuTopii pekTanbHi,
no 5 cynosutopiis y
CcTpuni; no 2 cTpunu B
nayi 3 KapToHy

MAT "MoHdpapm"

YkpaiHa

NAT
"MoHdpapm"

YkpaiHa

MepepeecTpauis Ha
HeobMeXxeHui TepMiH
MepiognyHicTb NogaHHA
perynsipHo OHOBIIOBAHOrO 3BiTY 3
6e3neku BignosigHo Ao Mopsiaky
3aincHeHHA bapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oM
MiHicTepcTBa OXOPOHM 300pOB’A
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), cTaHOBUTL: 3rigHO
3i CTpOKamu, 3a3HavyeHnMmn y
nepiogu4HoCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.

bes
peuyenma

nidnsieae

UA/7303/01/01

BAJTOKOPOAUH®

Kpanni opanbHi, poO34uH
no 20 mn, 50 mny
bnakoHi-KpanenbHuLj;
no 1 cpnakoHy-
KpanenbHuui y
KapTOHHiI kopooLj

KpeBenb
Moliizenbbax
m6X

Himeyuunna

Kpesenb
Moizenbbax
mbX

Himevumna

MepepeecTpauis Ha
HeobMeXeHWI TEPMIH.
MepiognyHicTb NogaHHA
perynsipHo OHOBIIIOBAHOrO 3BiTY 3
6e3neku BignosigHo Ao Mopsiaky
3AiMCHEHHSA hapmakoHarnsay,
3aTBEPAKEHOrO Haka3oM
MiHicTepcTBa OXOpPOHM 300pOB’A
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B

bes
peuenma —
20 mn, 3a
peuenmom —
50 mn

He
niénsieae

UA/8462/01/01
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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

MinicTepcTsi tocTuuii YkpaiHn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y penakuii Hakasy
MiHicTepcTBa OXOpPOHY 300pOB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamu, 3a3Ha4YeHUMU y
nepioguYHOCTiI NogaHHSA
perynsipHux 3BiTiB 3 6e3neku.

BIKANIH

Tabnetku no 10
TabneTok y 6nictepax
abo ctpunax; no 10
TabneTok y 6nictepi; no
2 abo 10 6nicTepiB y
nayui 3 kapToHy; no 10
TabneTok y cTpuni; no 2
abo 10 cTpunis y nayui 3
KapToHYy

NAT "MoHdapm"

YkpaiHa

NAT
"MoHdpapm"

YkpaiHa

MepepeecTpauis Ha
HeobmeXeHu TepMiH. 3MiHu |
TMny - 3MiHK Wwopao
6e3nekn/edekTMBHOCTI Ta
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) - 3MiHV1 BHECEHO A0
IHCTpYKLUiT ANa MeanyHoro
3aCTOCyBaHHS NiKapCbKoro
3acoby go po3sginis
"MpoTunokasaHHs", "OcobnmneocTi
3acTocyBaHHs",
"Mepepno3yBaHHA", "Mo6IYHI
peakuii" BignoBigHO 4O OHOBMEHOI
iHdbopmalii 3 6e3nekm girumnx
PEYOBYH.
MepiognyHicTb NogaHHA
perynsipHoO OHOBMIOBAHOTO 3BiTY 3
6e3neku BignosigHo Ao Mopsaky
3AiNCHEHHSA hapmakoHarnsay,
3aTBEPAKEHOro HakasoM
MiHicTepcTBa OXOpPOHM 300pOB’A

bes
peuenma

nidénsieae

UA/7212/01/01
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[Iponosxkenns noaarka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

Ymosu
sionycky

PeecmpauitiHa npoyedypa Peknamye

aHHsA

Homep
peecmpauyitiHo2o
noceid4yeHHs

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, 3a3HaYeHMU Y
nepiogu4HoOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.

AOONAMIH
AIME[LA 200

KOHLieHTpaT Ans
NPUroTyBaHHS PO34MHY
ons iHdysin, 200 mr/10
mn no 10 mna B amnynax
Ne5

Anvena
ApuHanmiTTenb
m6X

Himeyuunna

[aynT ®apma
BronbiHr
X

Himevumna

MepepeecTpauis Ha 3a He
HeobMeXeHW TEPMIH. peuenmom nidnseae
MepiognyHicTb NogaHHSA
perynsipHo OHOBIIIOBAHOrO 3BiTY 3
6e3neku BignosigHo Ao Mopsiaky
3AiMCHEHHS hapmakoHarnsay,
3aTBEPAKEHOro Haka3oMm
MiHicTepcTBa OXOPOHM 300pOB’SA
Ykpainu Big 27 rpyaHs 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: 3riHO
3i CTpOKamu, 3a3HaYeHMn y
nepioguyYHOCTI NogaHHSA
perynsipHux 3BiTiB 3 6e3neku.

UA/6288/01/01

10.

EKBOPAN®

kancynu m'aki no 100 mr,
no 10 kancyn y énicTepi;
no 5 Gnictepis y kopobui

TeBa
dapmaveBTikan
IHpacTpis JTa.

I13painb

TeBa Yex
IHpacTpi3
c.p.o.

Yecbka
Pecnybnika

MepepeecTpauis Ha 3a He
HeobmeXeHu TepMiH. 3MiHu | peuenmom nidnsieae
TMny - 3MiHK Wwopao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y
KOPOTKIl XapakTepucTuui
nikapcbkoro 3acofy, TEeKCTi
MapKyBaHHs Ta iHCTPYKLii Ans
MEANYHOrO 3aCTOCyBaHHS
reHepuyHuX/ribpuaHnx/GionoaibH
MX Nikapcbkunx 3acobis nicns
BHECEHHS Tiei camol 3MiHW Ha
pedepeHTHUI Npenapart (3miHa
He noTpebye HafaHHs OOHUX
HOBMWX AOAATKOBUX AaHMX) -
3MiHV BHECEHO [0 iHCTPYKLii y

UA/7471/02/03
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[Iponosxkenns noaarka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

PeecmpauitiHa npoyedypa

Ymosu
sionycky

Peknamye
aHHS

Homep
peecmpauyitiHo2o
noceid4yeHHs

po3ainu "lMoka3aHHs"
(yTouHeHHs), "®apmakonoriyHi
BnactumeocTi", "poTunokasaHHs",
"B3aemogist 3 iHwWumMmn
nikapcbkumy 3acobamu Ta iHLwi
Buamn B3aemogin", "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHs y
nepiof BariTHocTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs
Ta posn", "MobiyHi peakuii” 3rigHo
3 iHchopMmaLieto LWoA0 MeANYHOro
3aCTOCYBaHHs pehepeHTHOro
nikapcbkoro 3aco6y (CAHAOIMYH
HEOPAJI® kancynu m’siki)
MepiognyHicTb NogaHHA
perynsipHo OHOBIIIOBAHOrO 3BiTY 3
6e3neku BignosigHo o Mopsaaky
3AiMCHEHHSA hapmakoHarnsay,
3aTBEPAKEHOrO Haka3oM
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTtpoBaHuii B
MinictepcTsi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300pPOB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamu, 3a3HavyeHnMmn y
nepioguYHOCTi NoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

11.

EKBOPAJI®

Kancynu m'ski no 25 mr,
no 10 kancyn y énicTepi;

no 5 GnictepiB y kopobui

TeBa
dapmaveBTikan
IHpacTpis JTa.

I3painb

TeBa Yex
IHpacTpi3
c.p.o.

Yecbka
Pecnybnika

MepepeecTpauis Ha
HeobmeXeHu TepMiH. 3MiHu |
TMny - 3MiHK Wwopao
6e3nekn/echbeKkTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y
KOPOTKIl XapakTepucTuui
nikapcbkoro 3aco0y, TeKCTi
MapKyBaHHs Ta iHCTPYKLii Ans
MEAMNYHOrO 3aCTOCYBaHHsI
reHepuyHMX/ribpuaHnx/6ionoaioH
MX Nikapcbkunx 3acobis nicns
BHECEHHS Tiei camoi 3MiHM Ha
pedepeHTHUIN Npenapar (3miHa
He noTpebye HafaHHs OOHUX
HOBWX JOAATKOBUX AAHUX) -

3a
peuenmom

He
nidnsieae

UA/7471/02/01




13

[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

3MiHV BHECEHO [0 iHCTPYKLiT y
po3ainu "lMoka3aHHs"
(yTOYHEeHHs), "®apmakonoriyHi
BnactmeocTi", "[poTunokasaHHs",
"B3aemogis 3 iHwunMmn
nikapcbkumu 3acobamu Ta iHLi
Buan B3aemogin”, "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHs y
nepiof BaritTHocTi abo rogyBaHHS
rpyaato”, "Cnocib 3actocyBaHHs
Ta po3un", "MobivHi peakuii” 3rigHO
3 iHbopMmaLi€eto Woao MeanyHoro
3acTocyBaHHS pedhepeHTHOro
nikapcbkoro 3acoby (CAHAIMYH
HEOPAJ® kancynu m'siki)
MepiognyHicTb NogaHHA
perynsipHoO OHOBMIOBAHOTO 3BiTY 3
6e3neku BignosigHo Ao Mopsaaky
3AicHeHHA bapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOPOHM 300POB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinictepcTsi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 26 BepecHst 2016
poky Ne 996), cTaHOBUTL: 3riAHO
3i CTpOKamu, 3a3HavyeHnMmn y
nepiognYHOCTI NogaHHs
perynsipHux 3BiTiB 3 6e3neku.

12.

EKBOPAJI®

kancynu m'ski no 50 mr,
no 10 kancyn y 6nicTepi;

no 5 6nictepis y kopobui

TeBa
dapmaueBTikan
IHpacTpis JiTg.

I3painb

TeBa Yex
IHpacTpi3
c.p.o.

Yecbka
Pecny6bnika

MepepeecTpauis Ha
HeobmexeHun TepMiH. 3miHu |
Tuny - 3MiHM Wwopao
6e3nekn/eceKkTMBHOCTI Ta
dapmakoHarnagy. 3miHn y
KOPOTKIl XapakTepucTui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta iHCTPYKUii Ansi
MEAUYHOrO 3aCTOCyBaHHS
reHepuyHMX/ribpuaHnx/6ionoaioH
nX nikapcbkux 3acobis nicnsi
BHECEHHS Tiei camoi 3MiHM Ha
pedepeHTHWIN Npenapar (3miHa
He noTpebye HagaHHs XOOHMX

3a
peuenmom

He
niénsieae

UA/7471/02/02
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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 aHHs1

Peknamye

Homep

peecmpayiliHo2o

noceid4yeHHs

HOBWX JOAATKOBUX A@HUX) -
3MiHU BHECEHO A0 IHCTPYKUIi Y
po3ainu "lMoka3aHHs"
(yTOYHEHHs), "®apmakonoriyHi
BnactmsocTi", "poTunokasaHHs",
"B3aemogis 3 iHwWunMmn
nikapcbknuMmn 3acobamu Ta iHLWi
BmAan B3aemogin”, "OcobnmsocTi
3acTocyBaHHA", "3acTocyBaHHsA Y
nepiof BariTHocTi abo rogyBaHHsi
rpyaato”, "Cnocib 3actocyBaHHs
Ta posun", "MobivHi peakuii” 3rigHO
3 iHbopMaLieto Woao MeanyHoro
3acToCyBaHHS pedepeHTHOro
nikapcbkoro 3acoby (CAHAOIMYH
HEOPAJ® kancynu m’siki)
MepiognyHicTb NogaHHA
perynsipHo OHOBMIOBAHOTO 3BiTY 3
6e3neku BignosigHo Ao Mopsaky
3[iCHeHHs hapmakoHarnagy,
3aTBEPKEHOr0 Haka3om
MiHicTepcTBa OXOPOHM 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’SA
Ykpainu Big 26 BepecHsa 2016
poky Ne 996), cTaHOBUTL: 3riAHO
3i CTpoKamu, 3a3Ha4yeHnMm y
nepioguYHOCTi NogaHHSA
perynsipHux 3BiTiB 3 6e3neku.

13. EKCTPAKT PIAKUWU | piguHa (cyGeTaHuis) y UA/13194/01/01

(1:2,8) I3 meTanesux 6ouvkax KEI

MepepeecTpauis Ha - He
HEOOMEXEHUIN TEPMIH nidnsieae

TosapucTBo 3 YkpaiHa
obmexeHo obmexeHoto
NIKAPCbKOI ans doapMaueBTUYHOTro BignoBiganbeHicTo BignoBiganbHi

POCNUHHOI 3aCTOCYBaHHs "dapmaLeBTUYHa cTio
CUPOBUHMU: KOMNaHis "®apmaueBTu
nnopais AmMi "3popos'a" YHa KOMMaHis
3YBHOI (FRUCTUS "3popoB'a"
AMMI VISNAGAE),
CMNOPULLY TPABU
(HERBA
POLYGONI
AVICULARIS),
3BIPOBOIO

ToBapwucTtBo 3 YkpaiHa
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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
TPABU (HERBA
HYPERICI),
XBOLLA
nonboBOIro
TPABU (HERBA
EQUISETI)
(1:1,22:0,88:0,73)
14. E€BPAETUN 96% pO34MH Ans TOB "€BPA3IA" YkpaiHa TOB YkpaiHa MepepeecTpauis Ha 3a He UA/13116/01/01
30BHILUHBOrO "EBPA3IA" HeobMeXxeHui TepMiH peuenmom nidnseae
3actocyBaHHs 96 % no
100 mn y donakoHax
15. WOreKkcon MOPOLLIOK (CyBGcTaHUist) y MNAT "dapmak” YkpaiHa IHTepdapma Yecbka MepepeecTpadis Ha - He UA/12722/01/01
noaBiNHMX Mpara, a.c. Pecny6nika HeobMeXeHun TepMiH nidnszae
nonieTuneHoBnx
nakeTtax ans
BMPOGHMUTBA
CTepUNbHNX NiKapCbKnX
dopm
16. 130-MIK® 10 MI" Tabnetku no 10 mr, no TOB HB® YkpaiHa TOB HB® YkpaiHa MepepeecTpauis Ha 3a He UA/3186/01/01
50 TabneTok y 6aHui; no "Mikpoxim" "Mikpoxim" HeobMeXeHU TEPMIH. peuenmom nidnsieae
1 6aHui y nayui 3 MepiognyHicTb NogaHHA
KapTOHY perynsipHo OHOBIIOBAHOIO 3BiTY 3
6e3neku BignosigHo Ao Mopsaky
3AircHeHHA bapmakoHarnsay,
3aTBEPAKEHOro Hakas3om
MiHicTepcTBa OXOPOHM 300pPOB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300pPOB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamu, 3a3HaYeHUMU Y
nepiogu4HoOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.
17. 130-MIK® 20 MI" Tabnetku no 20 mr, no TOB HB® YkpaiHa TOB HB® YkpaiHa MepepeecTpauis Ha 3a He UA/3186/01/02
50 TabneTok y 6aHLui; no "Mikpoxim" "Mikpoxim" HeobMeXeHW TEPMIH. peuenmom nidnsizae

1 6aHui y nayui 3
KapTOHY

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

3AiMCHEHHSA hapmakoHarnsay,
3aTBEPOKEHOro HaKkasom
MiHicTepcTBa OXOpPOHM 300pOB’A
Ykpainu Big 27 rpyaHs 2006 poky
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[Iponosxkenns noaarka 2

PeecmpauitiHa npoyedypa

Ymosu

Peknamye

Homep

Ne
n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

sionycky

aHHsA

peecmpauyitiHo2o
noceid4yeHHs

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 6e3neku.
MepepeecTpauis Ha

be3

nidnsieae

UA/8226/02/01

18.

KETO3OPAN®-
OAPHULA

wamnyHb, 20 mr/r no 60
rabono100ry
donakoHi; no 1 conakoHy
y nayui

MpAT
"PapmaLeBTu4Ha
dipma "OapHuus"

YkpaiHa

MpAT
"®apmaneBTn
YHa hipma
"NapHuus"

YkpaiHa

HeobMeXxeHui TepMiH
MepiognyHicTb NnogaHHA
perynsipHo OHOBIIOBAHOrO 3BiTY 3
6e3neku BignosigHo Ao Mopsiaky
3aincHeHHA bapmakoHarnsgy,
3aTBEPAKEHOrO Hakas3oM
MiHicTepcTBa OXOpPOHYM 300pOB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTtpoBaHuii B
MinicTepcTsi tocTuuii YkpaiHn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300pOB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTL: 3riAHO
3i CTpOKamu, 3a3HaYeHMn Yy
nepiogu4HoCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.

peuenma

3a

He

UA/12581/01/01

19.

Kocont

Kpanni O4Hi, pO34uH, No
5 Mn y NnacTMkoBoMy
dnakoHi Tuny OkymeTp
Mnoc®; no 1 dnakoHy B
KapTOHili kopobui

CaHTteH AT

diHnaHais

JlabopaTopii
Mepk Wapn i
Hoym LLn6pe

PpaHuis

MepepeecTpauis Ha
HeobmexeHun TepMiH. 3miHu |
Tuny - 3MiHM Wwopao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsigy. BeegeHHst abo
3MiHW OO0 y3aranbHeHUX AaHnX
npo cuctemy dapmMakoHarnsgy
(BBEAEHHSA y3aranbHEHNX AaHUX
npo cuctemy dapmakoHarnagy,
3MiHa YNoBHOBaXeHOi ocobu,
BiANOBiganbHOI 3a 3AiINCHEHHS
hapmakoHarnsgy; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHMKaA ONS 34INCHEHHS
dapmakoHarnsay B YKpaiHi, aKwo
BOHa BigMiHHA Bif

YMOBHOBaXeHOI ocobu,

peuenmom

nidénsieae




17 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
noceidYyeHHs1

ynakoeka)

BiANOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsgy (BKro4daoym
KOHTaKTHi aaHi) Ta/abo 3miHu y
po3MiLLeHHi macTep-canna
cucTeMun dbapmakoHarnsagy).
3MiHa KOHTaKTHUX OaHNX
KOHTaKTHOI 0cobu. 3MiHa Micus
30iCHEHHS OCHOBHOT AisiNbHOCTI
3 phapmakoHarnagy. 3miHa
agpecu mactep-caiina. 3miHa
Homepa mactep-danna. 3miHu Il
Tuny - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y
KOPOTKil XapaKTepucTuLi
nikapcbkoro 3acofy, TEeKCTi
MapKyBaHHs Ta iHCTPYKLii Ans
MeAMNYHOro 3aCTOCYBaHHS Y
3B’A3KY i3 HOBUMUW JaHVUMU 3
SIKOCTi, JOKNIHIYHUMW, KMiHIYHUMKN
OaHVMK Ta JaHvMu 3
dapmakoHarnsgy - 3miHn
BHECEHO [0 iHCTPYKLUii Ans
MeAMNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby Ao po3ainis
"dapmakornorivHi
BNacTVBOCTI"(BUINYyYEHHS
iHcpopmalii), "MpoTrnokasaHHs",
"B3aemogis 3 iHwWummn
nikapcbknumun 3acobamu Ta iHLWi
Buan B3aemogin”, "OcobnusocTi
3actocyBaHHs", "Mo6ivHi peakuii”
BiQMNOBIQHO 0O MaTepianiB
peecTpaLiiHoro 4oCLE.
MepiognyHicTb NogaHHA
perynsipHo OHOBMIOBAHOTO 3BiTY 3
6e3neku BignosigHo Ao Mopsaky
3AiNCHEHHs hapmakoHarnsay,
3aTBEPAKEHOro HaKkasoM
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTBi tocTuuii YkpaiHn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 300pOB’A




18 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
YkpaiHu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamu, 3a3HavYeHUMU y
nepiogu4HoOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.
20. NIM3EP kancynu, no 10 kancyn y Mera ABcTpanis IHBeHTIa IHAis MepepeecTpadis Ha 3a He UA/6148/01/01
cTpuni, no 3 abo no 10 ITandpcanencis Xenckea lNBT HeobmexeHun TepMiH. 3miHu | peuenmom nidnseae
CTPVNIB Y KAPTOHHIN (Asctpanis) MTI Nt Tuny - 3MiHM Wwopao
kopobui; no 14 kancyn y JNTA. 6e3nekn/edekTMBHOCTI Ta

cTpuni, no 1 ctpuny y
KapTOHHiI kopooLj

dapmakoHarnagy. 3miHa y
KOPOTKIl XapakTepucTui
nikapcbkoro 3acofy, TEeKCTi
MapKyBaHHSA Ta iHCTPYKUii Ans
MeAMNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOBIIOBAHOrO 3BiTY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigxeHb 3 6e3neku
3aCTOCYBaHHS MikapCbKoro
3acoby B nicnapeecTpauiiinin
nepiof, abo sik pesynbTaT OLiHKM
3BiTY 3 AOCHiAXeHb, MPoBeAEeHUX
BiANOBIgHO A0 NnaHy
negiatpnyHux gocnigxeHs (PIP)
(iHWi 3MmiHK) - 3MiHW BHeceHo OO
iHCTPYKLUIii Ans MeguyHoro
3acTocyBaHHsA npenapaTty Ao
po3ginis "lMNokasaHHa" (BUNy4YeHi
nokasaHHs: JlikyBaHHs
BMPa3KoBOi XBOPOOY LUMYyHKa i
[BaHaaUsATMNanoi KULWKN B pasi
BiacyTHocTi Helicobacter pylori),
"Mo6ivHi peakuii” BignoBigHoO 80
MaTepianis peecTpauinfHoro
[OCbE Ta BUCHOBKA
KOHCYNbTaTUBHO-eKCMePTHOI
rpynu "acTpoeHTepornoris.
Jlikapcbki 3acobn”.
MepiognyHicTb NogaHHA
perynsipHo OHOBIIIOBAHOrO 3BiTY 3
6e3neku BignosigHo Ao MNopsaaky
3AiNCHEeHHsA hapmakoHarnsay,
3aTBEPAKEHOro Haka3om
MiHicTepcTBa OXOPOHM 300pPOB’SA
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
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[Iponosxkenns noaarka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

PeecmpauitiHa npoyedypa Ymosu Peknamye
eidnycky aHHs1

Homep
peecmpauyitiHo2o
noceid4yeHHs

MinicTepcTsi tocTuuii YkpaiHn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHY 300pOB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i CTpOKamu, 3a3Ha4YeHUMU y
nepioguYHOCTiI NogaHHSA
perynsipHux 3BiTiB 3 6e3neku.

21.

nroronsa PO34uH

po3ynMH no 25ry
nakoHax; no 25ry
donakoHi; no 1 conakoHy
B nayui

TOB "OKnN
"PapmaLeBTUyHa
habpuka"

YkpaiHa

TOB "OKM
"PapmaneBTn
YyHa ¢abpuka"

YkpaiHa

MepepeecTpauis Ha be3 nidnseae
HeobMeXeHU TEPMIH. peuenma
MepiognyHicTb NogaHHA
perynsipHo OHOBIIIOBAHOrO 3BiTY 3
6e3neku BignosigHo Ao Mopsaky
3AircHeHHA bapmakoHarnsay,
3aTBEPAKEHOrO Haka3oM
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii 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.

UA/8547/01/01

22.

MErJII®OPT 1000

TabneTtkn, BKpUTI
NNiBKOBOK 0BOMOHKO0,
no 1000 mr no 10
TabneTok y 6nictepi; no
1 abo 3 Gnictepn y
nadui 3 KapToOHy

M. BIOTEK NTA

Benuka
BputaHis

IHOoKO
Pewmepi3
Nimiten

IHgis

MepepeecTpauis Ha 3a He
HeobmexeHun TepMiH. 3miHu | peuenmom nidnseae
TMny - 3MiHK Wwopao
6e3nekn/eceKkTMBHOCTI Ta
dapmakoHarnagy. 3miHn y
KOPOTKIl XapakTepucTuui
nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUii Ans
MeANYHOrO 3aCTOCyBaHHS
reHepuyHMX/ribpuaHnx/6ionogioH
nX nikapcbkunx 3acobis nicnsi
BHECEHHS Tiei camoi 3MiHW Ha
pedepeHTHUI Npenapar (3miHa
He noTpebye HafaHHs XXOAHMX
HOBMWX AOAATKOBUX AaHMX) -
3MiHN BHECEHO [0 IHCTPYKLUIi Y
po3ainu: "MpoTunokasaHHs",
"B3aemogist 3 iHwWumMun

UA/12645/01/03
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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

nikapcbknumun 3acobamu Ta iHLWi
BMAan B3aemogin”, "OcobnmeocTi
3acTocyBaHHs", "3acTocyBaHHs y
nepiof BariTHocTi abo rogyBaHHsi
rpyaato”, "Cnocib 3actocyBaHHs
Ta pgoan", "lMNepenosyBaHHs",
"Mo6iuni peakuii" 3rigHo 3
iHdbopMmaLieto Woao MeguyHoro
3acTocyBaHHs pedpepeHTHOro
nikapcbkoro 3acoby (
[TIIOKO®AXK, TabneTtkn, BKpUTI
nniskoBoto obonoHkoto no 500 wmr,
850 mr, 1000 mr ).
MepiognyHicTb NogaHHsA
perynsipHo OHOBJIOBAHOIO 3BiTY 3
6e3neku BignosigHo Ao Mopsaky
3[iicHeHHs1 dhapmakoHarnagy,
3aTBEPIKEHOTO HaKa3oM
MiHicTepcTBa OXOPOHM 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), cTaHOBUTL: 3riAHO
3i CTpOKamu, 3a3HaYeHMn Yy
nepioauyYHOCTI MoAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

23.

MEMNI®OPT 500

TabneTku, BKPUTI
NMiBKOBOK 0BGOMOHKOIO,
no 500 mr ano 10
TabneTok y 6nictepi; no
1 abo 3 6nictepn y
nayi 3 KapToHy

M. BIOTEKNTAO

Benwuka
BpwuTaHis

IHOoKo
Pemegis
Nimiteq

IHAis

MepepeecTpauis Ha
HeobmeXeHu TepMiH. 3MiHu |
Tuny - 3MiHn Wwopao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3MiHu y
KOPOTKIl XapakTepucTuui
nikapcbkoro 3acofy, TEeKCTi
MapKyBaHHs Ta iHCTPYKLii Ans
MEAUYHOrO 3acTOCyBaHHS
reHepu4HUX/ribpuaHnx/GionoaibH
MX Nikapcbkunx 3acobis nicns
BHECEHHS Ti€i camoi 3MiHW Ha
pedepeHTHUI Npenapart (3miHa
He noTpebye HafaHHs OAHUX
HOBUWX JOAATKOBUX AaHMX) -
3MiHV BHECEHO [0 iHCTPYKLii y

3a
peuenmom

He
nidnsieae

UA/12645/01/01
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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

po3ainu: "MpoTunokasaHHs",
"B3aemogis 3 iHwWunMmn
nikapcbknumun 3acobamu Ta iHLWi
Buam B3aemogin”, "OcobnusocTi
3acTocyBaHHs", "3acTocyBaHHs y
nepiof BaritHocTi abo rogyBaHHS
rpyaato”, "Cnocib 3actocyBaHHs
Ta goan", "lMNepenosyBaHHs",
"MoGiyHi peakuii" 3rigHoO 3
iHdbopmaLieto Woao MeguyHoro
3acToCyBaHHS pedepeHTHOro
nikapcbkoro 3acoby (
FMIOKO®AX, TabneTku, BKpUTI
nniskoBoto obonoHkoto no 500 wmr,
850 mr, 1000 mr ).
MepiognyHicTb NogaHHA
perynsipHo OHOBMIOBAHOTO 3BiTY 3
6e3neku BignosigHo o Mopsaaky
3AincHeHHA bapmakoHarnsgy,
3aTBEPOKEHOr0 Haka3om
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTtepcTsi tocTuuii Ykpainm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 26 BepecHst 2016
poky Ne 996), cTaHOBUTL: 3riAHO
3i CTpOKamu, 3a3HavyeHnMmn y
nepiognYHOCTI NogaHHs
perynsipHux 3BiTiB 3 6e3neku.

24.

MEITII®OPT 850

TabneTkn, BKpUTI
NNiBKOBOK 0BOMOHKO0,
no 850 mr no 10
TabneTok y 6nictepi; no
1 abo 3 Gnictepn y
nayi 3 KapToHy

M. BIOTEK NTA

Benuka
BputaHis

IHOoKO
Pewmepi3
Nimiteq

IHgis

MepepeecTpauis Ha
HeobmexeHun TepMiH. 3miHu |
Tuny - 3MiHM Wwopao
6e3nekn/eceKkTMBHOCTI Ta
dapmakoHarnagy. 3miHn y
KOPOTKIl XapakTepucTuli
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta iHCTPYKUii Ansi
MEAUYHOrO 3aCTOCyBaHHS
reHepuyHMX/ribpuaHnx/6ionoaioH
nX nikapcbkux 3acobis nicnsi
BHECEHHS Tiei camoi 3MiHM Ha
pedepeHTHWIN Npenapar (3miHa
He noTpebye HagaHHs XOOHMX

3a
peuenmom

He
niénsieae

UA/12645/01/02
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[Iponosxkenns noaarka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

PeecmpauitiHa npoyedypa

Ymosu
sionycky

Peknamye
aHHS

Homep
peecmpauyitiHo2o
noceid4yeHHs

HOBMWX AOAATKOBUX AaHMX) -
3MiHU BHECEHO A0 IHCTPYKUIi Y
po3ainu: "MpoTunokasaHHs",
"B3aemogist 3 iHwWumMmn
nikapcbkumy 3acobamu Ta iHLwi
BmAan B3aemogin”, "OcobnmsocTi
3acTocyBaHHs", "3acTocyBaHHs y
nepiof BariTHocTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs
Ta gosun", "lMepenosyBaHHA",
"MoGiyHi peakuii" 3rigHoO 3
iHcbopMmaLieto LLoA0 MeANYHOro
3aCTOCYBaHHsA pedepeHTHOro
nikapcbkoro 3acoby (
[TIIOKO®AXK, TabneTtkn, BKpUTI
nniskoBoto obonoHkoto no 500 wmr,
850 wmr, 1000 mr ).
MepiognyHicTb NogaHHA
perynsipHo OHOBIIIOBAHOrO 3BiTY 3
6e3neku BignosigHo Ao Mopsaaky
3AiNCHEHHS hapmakoHarnsay,
3aTBEPAKEHOrO HaKka3oM
MiHicTepcTBa OXOPOHM 300pPOB’SA
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTtpoBaHuii 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
nepioguyYHoOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.

25.

MEMOPUWH

Kpanni opanbHi, 40
mr/mn no 40 mn y
donakoHi; no 1 conakoHy
y nayui

TOB "OKnN
"PapmaLeBTryHa
habpuka"

YkpaiHa

TOB "OKnM
"PapmaneBtn
YHa ¢abpuka"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHU TEPMIH.
MepiognyHicTb NogaHHA
perynsipHo OHOBMIOBAHOTO 3BiTY 3
6esneku BignosigHo Ao Mopsaky
3AircHeHHA bapmakoHarnsgy,
3aTBEpPOKEHOro HaKka3om
MiHicTepcTBa OXOPOHM 300pPOB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainm 19
rpyaHsa 2016 poky 3a Ne

be3
peuenma

nidnsieae

UA/6601/01/01
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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
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3rigHO
3i CTpoKamu, 3a3HaYeHMU Y
nepioguyYHOCTI NogaHHSA
perynsipHux 3BiTiB 3 6e3neku
26. ME®EHAT Ma3b no 15rabono40r MAT "®dapmak” YkpaiHa MAT "®dapmak” YkpaiHa MepepeecTpauis Ha bes nionszae UA/7845/01/01
y Ty6i; no 1 Ty6i B nayui HeobmexeHun TepMiH. 3miHu | peuenma

3 KapTOHY

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

KOPOTKI XapakTepucTuui
nikapcbkoro 3acofy, TeKCTi
MapKyBaHHS Ta iHCTPYKUii Ans
MEeAMYHOro 3aCTOCYyBaHHS Ha
nigcrasi perynspHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku
nikapcbkoro 3acoby, abo
OocnimKkeHb 3 6esneku
3aCTOCYBaHHS NikapCbKOro
3acoby B nicnsapeecTpauiiHnin
nepiog, abo sk pe3ynbTaT OLiHKM
3BIiTY 3 AOCHiAXeHb, MpoBeAeHUX
BiA4NoOBIgHO A0 NnaHy
nepiatpnyHnx gocnigxeHs (PIP)

(3MiHy y3romkeHo 3

KOMMETEHTHUM YNOBHOBaXEHUM
opraHom) - 3MiHV BHECEHO [0
IHCTPYKUIT ANa MeanyHoro
3aCTOCYyBaHHS NikapCbKOro
3acoby go posginy
"MpoTunnokasaHHs" BiANOBIgHO A0
OHOBIEeHOI iHpopMmalii 3 6esneku
Ait0Y0i pevOBUHM MiKapCbKOro
3acoby.
MepioanyHicTb NogaHHA
perynsipHoO OHOBMIOBAHOTO 3BiTy 3
6e3neku BignosigHo o MNopsaaky
3AiNcCHeHHA bapmakoHarnsgy,
3aTBEPAKEHOro HaKasom
MiHicTepcTBa OXOPOHM 300pOB’SA
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinictepcTsi tocTuuii Ykpainm 19
rpyaHsa 2016 poky 3a Ne




24 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
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTbL: 3rigHO
3i CTpOKamu, 3a3HavyeHnMmn y
nepioguYHoOCTi NogaHHSA
perynsipHux 3BiTiB 3 6e3neku.
27. MOMETA3O0OHY MOPOLLIOK (CyBCcTaHuUist) y CninbHe YkpaiHa "Kpuctan Icnanis MepepeecTpauis Ha - He UA/12895/01/01
DYPOAT noaBiiHMX YKpaiHCbKO- dapma C. A. HeobMeXxeHui TepMiH nidnsizae
nonieTUNeHoBMX MiLlKax icnaHcbke '
onst hapmaueBTUYHOro nianpveMcTBo
3aCTOCYyBaHHs "Cnepko YkpaiHa"
28. MOMETA3O0OHY MOPOLLIOK (CyBGcTaHUist) y CninbHe YkpaiHa "Hbtouem ITanis MepepeecTpadis Ha - He UA/12876/01/01
DYPOAT NOABINHMX YKpaiHCbKO- CnA" HeobMeXeHun TepMiH nionszae
MIKPOHI3ZOBAHUW | rornieTyneHoBMX MillKkax icnaHcbke
ans gapMaueBTUYHOro nignprueMcTBO
3acTocyBaHHS "Cnepko YkpaiHa"
29. HEWPOBITAH® TabneTku, BKPUTI Xikma Woppakist Xikma Woppakist MepepeecTpadis Ha bes nidnsizae UA/7433/01/01
o6onoHkoto, no 10 dapmacbioTrkana dapmachkoTrk HeobmeXeHu TepMiH. 3MiHu | peuenma
TabneTok y 6nictepi; no Ko. NTA. an3 Ko. Nta. Tuny - 3MiHn Wwopao

3 6nicTepu y kKapTOHHI
Kopobui

6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3miHa y
KOPOTKIl XapakTepucTui
nikapcbkoro 3acofy, TEeKCTi
MapKyBaHHs Ta iHCTPYKLii Ans
MEAUYHOrO 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOBIIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
nocnimxeHb 3 6e3neku
3aCTOCYBaHHS NiKapCbKoro
3acoby B nicnapeecTpauiiinin
nepiof, abo sik pesynbTaT OLiHKN
3BiTY 3 AOCHiAXeHb, MPoBeAEeHUX
BiANOBIgHO A0 NnaHy
negiatpnyHux gocnigxeHs (PIP)
(3MiHy y3roxeHo 3
KOMMNETEHTHVM YNOBHOBaXXEHUM
opraHom) - 3MiHV1 BHECEHO A0
IHCTPYKUIT ANa MeanyHoro
3aCTOCYBaHHS NiKapCbKoro
3acoby Ao posginis "Baaemogisi 3
iHLWMMM nikapcbkumm 3acobamm
Ta iHWi BUan B3aemogain",
"OcobnuBocCTi 3acToCcyBaHHS",
"3acTocyBaHHs y nepiog
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[Iponosxkenns noaarka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

PeecmpauitiHa npoyedypa

Ymosu
sionycky

Peknamye
aHHS

Homep

peecmpauyitiHo2o

noceid4yeHHs

BariTHOCTi abo rogyBaHHs
rpyaato”, "Cnocib 3actocyBaHHs
Ta no3un" BignoBiaHo Ao
OHOBIEHOT iHhopmaLlii 3 6e3neku
Lito40i Ta ONOMKHUX PEYOBUH
nikapcbkoro 3acoby. 3minu | Tuny
- 3MiHM woao
6e3nekn/ecpeKkTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHst abo
3MiHW [0 y3aranbHeHUX AaHuX
npo cuctemy papmakoHarnagy
(BBEAEHHS Y3aranbHEHUX AaHUX
npo cuctemy dapmMakoHarnsgy,
3MiHa yNoBHOBaXeHoi ocobu,
BiANOBiganbHOI 3a 3AiNCHEHHS
dapmMakoHarnsgy; KOHTaKTHOI
ocobu 3 chapmakoHarnsgy
3asiBHUKA ANsi 30iNCHEHHS
dapmakoHarnagy B YKpaiHi, aKwo
BOHa BiAMiHHa Big
YNOBHOBaXEHOT ocobu,
BiANOBiganbHOI 3a 3AiNCHEHHS
hapmakoHarnsgy (Bkro4anoum
KOHTaKTHi AaHi) Ta/abo 3miHn y
po3MiLLeHHi MacTep-caina
cucTemun dhapmakoHarnsay)
MepiognyHicTb NogaHHA
perynsipHo OHOBIIOBAHOrO 3BiTY 3
6esneku BignoeiaHo o MNopsaaky
3[iNCHeHHs dhapmakoHarnagy,
3aTBEPKEHOIO HaKa3oM
MiHicTepcTBa OXOpPOHM 300pOB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTudii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MinicTepcTBa 0XOpOHM 300pOB’A
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rigHO
3i cTpoKamu, 3a3HavYeHnMmn y
nepioguy4HoOCTi NogaHHSA
perynsipHux 3BiTiB 3 6e3neku.

30.

oniA HACIHHA
FAPBY3A

onis no 50 mn abo no
100 mn y conakoHi; no 1
dnakoHy B nayui 3

NAT
"Ny6Hndpapm”

YkpaiHa

NAT
"Iy6Hncbapm"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHU TEPMIH.
MepiognyHiCTb NogaHHSA

be3
peuenma

He
nidnsieae

UA/7818/01/01
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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
KapTOHY perynsipHoO OHOBMIOBAHOIO 3BiTY 3
6e3neku BignosigHo Ao Mopsaky
3AicHeHHA bapmakoHarnsay,
3aTBEPOKEHOTO HaKa3oM
MiHicTepcTBa OXOPOHM 300POB’SA
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 300pPOB’SA
Ykpainu Bifg 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamu, 3a3HaYeHMU Y
nepioguYHOCTI NogaHHSA
perynsipHux 3BiTiB 3 6e3neku
31. oniA COCHHU piavHa (cybcTaHuis) y MAT "®apmak” YkpaiHa Bptogep ABCTpis MepepeecTpauis Ha - He UA/7496/01/01
rPCbKOI BaHkax xepcTaHux abo YHTepserep HeoBMeXeHWit TEpMiH nionsizae
KaHicTpax M6X
nnacTMacoBux Ans
BMPOGHMUTBA
HeCTepUnbHUX
niKkapcbkux goopm
32. NMPOrECTEPOH MOPOLLIOK KpUCTanivHWi MNAT "dapmak” YkpaiHa MpoaykToc Mekcmka MepepeecTpadis Ha - He UA/7144/01/01
(cybeTaHuis) y Milkax Kyimikoc HeobMeXxeHui TepMiH nidnsizae
noaBiiHMX Hatypanec,
nonieTuneHoBux Ans C.A. ge C.B.
BMPOGHMUTBA (MpokyiHa)
CTEepPUIbHMX MiKapCbKuX
dopm
33. CTEATEINb pO34MH ans iH'ekuin, 1 MPOPAPMA ManbTta XENM, C.A. peuis MepepeecTpauis Ha 3a He UA/12945/02/01
r/5 mn no 5 mn B amnyni; IHTepHeLHn HeobMeXeHU TEPMIH. peuenmom nidnsieae

no 5 amnyn B KAPTOHHIN
navui

TpenauHr Nimiteq

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

3AircHeHHA bapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oM
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii 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), cTaHOBWTb: 3rigHO
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[Iponosxkenns noaarka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

PeecmpauitiHa npoyedypa

Ymosu
sionycky

Peknamye
aHHS

Homep
peecmpauyitiHo2o
noceid4yeHHs

3i CTpOKamu, 3a3HavYeHMU y
nepioguYHOCTI NogaHHSA
perynsipHux 3BiTiB 3 6e3neku.

34.

CTEATENb

PO34MH opanbHui no 1
r/10 mn no 10 My
dnakoHi; no 10
PNakoHIiB y KApTOHHIN
nauui

MPODPAPMA
IHTepHeLHnN
TpenauHr Nimiteq

ManbTa

XENn, C.A.

[peuis

MepepeecTpauis Ha
HeobMeXeHU TEPMIH.
MepiognyHicTb NogaHHA
perynsipHo OHOBIIIOBAHOrO 3BiTY 3
6e3neku BignosigHo Ao Mopsaky
3AircHeHHA bapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oM
MiHicTepcTBa OXOPOHM 300pPOB’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: 3riHO
3i CTpOKamu, 3a3HavyeHnMmn y
nepiogu4HoOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.

bes
peuenma

niénsieae

UA/12945/01/01

35.

CYTEHT

kancynu no 50 mr; no 7
kancyn y 6nictepi; no 4
GnicTepu y KapTOHHIN
Kopobui

Mdcpaiizep IHK.

CLA

Mdparizep
ITania C. p. n.

ITanis

MepepeecTpauis Ha
HeobMeXeHW TEPMIH.
MepiognyHicTb NnogaHHA
perynsipHo OHOBIIOBAHOrO 3BiTY 3
6e3neku BignosigHo Ao Mopsiaky
3AircHeHHA hbapmakoHarnsgy,
3aTBEPAKEHOro Hakas3om
MiHicTepcTBa OXOpPOHYM 300pOB’A
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 OXOpPOHM 300pOB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamu, 3a3HaveHMn y
nepiogu4HoOCTi NogaHHA
perynsipHux 3BiTiB 3 6e3neku.

3a
peuenmom

He
nidénsieae

UA/7785/01/03

36.

CYTEHT

kancynu no 12,5 mrno 7
kancyn y 6nictepi; no 4
GnicTepun y KapTOHHIN
kopobui

Mdcpansep IHk.

CLIA

Mdpansep
ITania C. p. n.

ITanis

MepepeecTpauis Ha
HeobMeXeHWI TEPMIH.
MepiognyHicTb NogaHHSA
perynsipHoO OHOBIIKOBAHOrO 3BiTY 3

3a
peuyenmom

He
niénsieae

UA/7785/01/01
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[Iponosxkenns noaarka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

®dopma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3aseHuk

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
8UPO6HUKa

PeecmpauitiHa npoyedypa Ymosu Peknamye
eidnycky aHHs1

Homep
peecmpauyitiHo2o
noceid4yeHHs

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.

37.

CYTEHT

kancynu no 25 mr no 7
kancyn y 6nictepi; no 4
GnicTepu y KapTOHHIN
kopoobui

Mdcpansep IHk.

CLIA

Mdpansep
Itanis C. p. n.

ITanis

MepepeecTpauis Ha 3a He
HeobMeXeHU TEPMIH. peuenmom nidnsieae
MepiognyHicTb NogaHHA
perynsipHo OHOBIIIOBAHOrO 3BiTY 3
6e3neku BignosigHo Ao Mopsaky
3AircHeHHA bapmakoHarnsgy,
3aTBEPAKEHOrO Haka3oM
MiHicTepcTBa OXOPOHM 300pPOB’SA
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi 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: 3rifHO
3i CTpoKamu, 3a3HaYeHUMU Y
nepioguYHOCTiI NogaHHSA
perynsipHux 3BiTiB 3 6e3neku.

UA/7785/01/02

38.

CYTEHT

kancynu no 37,5 mrno 7
kancyn y 6nictepi; no 4
GnicTepu y KapTOHHIN
Kopobui

Mdcpaizep IHK.

CLA

Mdparizep
ITania C. p. n.

ITanis

MepepeecTpauis Ha 3a He
HeobMeXeHW TEPMIH. peuenmom nidnseae
MepiognyHicTb NnogaHHA
perynsipHo OHOBIIOBAHOrO 3BiTY 3
6e3neku BignosigHo Ao Mopsiaky
3AircHeHHA bapmakoHarnsgy,
3aTBEPAKEHOro Hakas3om
MiHicTepcTBa OXOpPOHM 300pOB’A
Ykpainu Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MinicTepcTsi tocTuuii YkpaiHn 19
rpyaHsa 2016 poky 3a Ne

UA/7785/01/04




29 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
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTbL: 3rigHO
3i CTpOKamu, 3a3HaYeHUMn Yy
nepioguYHoOCTi NogaHHSA
perynsipHux 3BiTiB 3 6e3neku.
39. TIOTPUA3OINIH Kpanni o4Hi, 10 mr/mn no ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa MepepeecTpauis Ha 3a He UA/8446/01/01
5 mn y donakoHi, no 1 obmexeHo BMPOGHMLTBA, HeobMeXeHWI TEPMIH. peuenmom nidnsizae
dnakoHy y KOMMMEeKTi 3 BignoBiganbeHicTo KOHTPOMb MepiognyHicTb NnogaHHA
KPULLIKOIO- "OocnigHui 3aBog AKOCTI, BUMYCK perynsipHo OHOBMIOBAHOTO 3BiTY 3
KpanenbHuULeto B nayui "rTHUC" cepii: 6e3neku BignosigHo Ao Mopsiaky
ToBapwucTtBo 3 3aircHeHHA hbapmakoHarnsgy,
obmexeHoto 3aTBEPAKEHOro Hakas3om
BiAgnoBiganbHi MiHicTepcTBa OXOPOHM 300pOB’A
CTIo Ykpainu Big 27 rpyaHa 2006 poky
"OocnigHnin Ne 898, 3apeecTpoBaHuii B
3aBof MinicTepcTsi tocTuuii YkpaiHn 19
"rHUnc" rpyaHsa 2016 poky 3a Ne
YKkpaiHa; 1649/29779 (y pepakuii Hakasy
BCi cTagii MiHicTepcTBa OXOpPOHY 300pOB’SA
BMPOGHMLTBA, Ykpainu Big 26 BepecHs 2016
KOHTpPOIb poky Ne 996), cTaHOBUTb: 3riAHO
SKOCTI, BUMYCK 3i CTpOKamu, 3a3HavYeHUMU y
cepii: nepiogu4HoOCTi NogaHHA
ToBapucTso 3 perynsipHux 3BiTiB 3 6e3neku.
obmexeHo
BiAgnoBiganbHi
cTio
"®APMEKC
reynmn-,
YkpaiHa
40. XABPUKC™ 1440 cycneH3sisi Anst iH’ekuin makcoCmiTKnsanH Benuka akcoCmiTKn Benbris MepepeecTpadis Ha 3a He UA/16497/01/02
BAKLUUHA ONA 1440 O ELISA, no 1 EkcnopT Nimiteq BputaHis SANH HeobMexeHui TepMiH. 3miHu Il peuenmom nidénsieae
NMPO®INTAKTUKN mn (1 gosa ans Bionoaxikana TNy - 3MiHW Wwopao
FENATUTY A nopocnux) y donakoHax C.A. 6e3nekn/edekTMBHOCTI Ta

Ne1 abo nonepenHbO
HaMoBHEHMX LUNpULUax
Ne1 y komnnexTi 3
TrOSKO

dapmakoHarnagy. 3miHn y
KOPOTKIl XapakTepucTuui
nikapcbkoro 3acoby, TEeKCTi
MapKyBaHHS Ta iHCTPYKUii Ans
MeAMNYHOro 3aCTOCYBaHHS Yy
3B’A3KY i3 HOBUMUW JaHUMU 3
SAKOCTI, AOKMIHIMHUMU, KNiHIYHUMN
OaHUMU Ta JaHVMK 3
apmakoHarnsgy - 3miHu
BHECEHO [0 iHCTpyKUii Ans
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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

MEAMNYHOrO 3aCTOCYBaHHSI
nikapcbkoro 3acody 4o po3ginis:
"MpoTtunokasaHHs", "MobiyHi
peakuii”, "OcobnusocTi
3acTocyBaHHS", "3gaTHicTb
BMSMBATU Ha LWBMAOKICTb peakLii
npu KepyBaHHi aBTOTPAHCINIOPTOM
abo iHWK1MK mexaHismamm”,
"B3aemogis 3 iHwWummn
nikapcbknumun 3acobamu abo iHLi
BUAM B3aemopin" BignosiaHo Ao
MaTtepianis peectpauiiHoro
0OCbE.
MepiognyHicTb NogaHHSA
perynsipHo OHOBMIOBAHOTO 3BiTY 3
6e3neku BignosigHo Ao Mopsiaky
3AiMCHEHHS hapmakoHarnsay,
3aTBEPOKEHOr0 Haka3om
MiHicTepcTBa OXOPOHM 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 OXOpPOHY 300pOB’SA
Ykpainu Bifg 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i cTpoKamu, 3a3Ha4eHnMm y
nepioguYHOCTI NogaHHSA
perynsipHux 3BiTiB 3 6e3neku.

41.

XABPUKC™ 720
BAKLUWUHA OnA
MPODITAKTUKN
FENATUTY A

cycneHsisa ans iH’exuin
720 Of1 ELISA, no 0,5
mn (1 fgosa ans giten) y
dnakoHax Ne1 abo
nonepeaHLo
HanoBHEHUX LUNpULaXx
Ne1 y komnnexTi 3
rOJIKOIO

MnakcoCmiTKnsamnH

EkcnopT Nimiten

Benwuka
BpwuTaHis

nakcoCmiTKn
ANH

Bionogxikans
C.A.

Benbrisa

MepepeecTpauis Ha
HEOOMEXeHUN TePMiH. 3MiHu Il
Tuny - 3MiHM Woao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. 3mMiHu y
KOPOTKIl XapakTepucTuui
nikapcbkoro 3acoby, TeKCTi
MapKyBaHHs Ta iHCTPYKLii Ans
MeAUYHOrO 3aCTOCYBaHHS Y
3B’A3KY i3 HOBUMUW JaHUMU 3
SKOCTI, AOKNIHIYHUMW, KMiHIYHUMKN
AaHUMKW Ta AaHUMK 3
apmakoHarnsgy - 3miHu
BHECEHO [0 iHCTPYKLUii Ans
MEANYHOrO 3aCTOCyBaHHS
nikapcbkoro 3acoby 4o po3gainis:

3a
peuenmom

He
nidnsieae

UA/16497/01/01
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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

"MpoTtunokasaHHs", "MobiyHi
peakuii”, "OcobnuBocrTi
3acTocyBaHHs", "3gaTHiCTb
BMMMBATU Ha WBWAKICTb peakLii
npu KepyBaHHi aBTOTPaHCTNOPTOM
abo iHWK1MK mexaHismammn®,
"B3aemogist 3 iHWumMmn
nikapcbkumm 3acobamm abo iHLwi
BUAM B3aemopin" BignosiaHo Ao
MaTepianis peectpauiiHoro
[OCbE.
MepiognyHicTb NogaHHSA
perynsipHoO OHOBMIOBAHOIO 3BiTY 3
6e3neku BignosigHo Ao Mopsaky
3AiMCHEHHSA hapmakoHarnsay,
3aTBEPOKEHOTO HAaKa3oM
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Big 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTtepcTsi tocTuuii Ykpainm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300POB’SA
Ykpainu Bifg 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamu, 3a3HaYeHUMU Y
nepioguyYHOCTI NogaHHSA
perynsipHux 3BiTiB 3 6e3neku.

B.o. HayanbHMKa YnpaBniHHA ddapMaueBTUYHOI
AIANbHOCTI Ta AAKOCTi hapMaueBTUYHOI NpoAayKuil

H.B. N'yuan
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