NEPENIK

Oopartok 2

no Haka3sy MiHictepcTBa 0XOpOHM
3n0posB’sa YKpaiHu
27.07.2018 Ne 1401

NMEPEPEECTPOBAHUX JIIKAPCbKUX 3ACOBIB (MEOAUNYHUX IMYHOBIONON4YHUX NMPENAPATIB), AKI
BHOCATLCA OO AEPXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hasea nikapcbko20 @Popma sunycky 3aseHuK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
1. | AMIHOMMA3SMAJIIb® | posuyuH ans iHdysin no B. BpayH HimeyunHa B. BpayH HimeuyunHa MepepeecTpauis Ha 3a He UA/5099/01/01
HeoOMEeXeHUN TepMiH. 3MiHN peuenmom nidngzae

FENA - 10%

500 mn y conakoHax, no
10 donakoHiB y kopobui

Menb3ayHreH Al

Menb3yHren Al

| TMny - 3MiHKn Wwopo
Ge3nekn/edeKkTUBHOCTI Ta
bapmakoHarnagy. BeegeHHs
abo 3miHM [0 y3aranbHeHnx
[AaHuX Npo cuctemy
bapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHuX nNpo
cuctemy cdhapmakoHarnsgy,
3MiHa yNoBHOBaXeHOi ocobu,
BiANOBIganNbHOI 3a
30iNCHEHHS
bapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3as8BHMKA ANSA 34iACHEHHS
dapmakoHarnagy B YkpaiHi,
SIKLLIO BOHA BiAMiHHa Bif
YNOBHOBaXeHOI ocobu,
BignoBiganbHoI 3a
3AiNCHEHHA dhapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
MacTep-canna cuctemm
dapmakoHarnsigy)

MepiognyHiCcTb NogaHHSA
perynsipHO OHOBIOBAHOIO
3BiTYy 3 6e3neku BignoBiaHO

0o MNopagky 3nicHEHHS

capmakoHarnsay,
3aTBEPAKEHOTO Haka3oM
MiHicTepcTBa 0XOpoHM
340poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHnl B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa




2 [IpogoBxeHHs noaaTka 2
Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
OXOPOHM 300POB’A YKpaiHu
Bia 26 BepecHsi 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i
CTpPOKaMu, 3a3Ha4eHUMN Y
nepiogu4HOCTI NOAAaHHA
perynsipHux 3BiTiB 3 6e3neku.
2. | AHANbrIH po3unH Ans iH'ekuin, 500 ToBapucTBo 3 YkpaiHa BCi cTagii YkpaiHa MepepeecTpauis Ha 3a He UA/8802/01/01
mr/mn no 1 mn a6o no 2 oBMeXeHo BUPOBHMUTBA, HEOOMEXEHWIN TEPMIH. peuenmom niongzae
mMn B amnyni; no 10 BiAMNOBIAAMNbLHICTIO KOHTPOIb SKOCTI, 3MmiHu Wwopo
amnyn y kopo6ui 3 "XapkiBCbke BMNYCK cepii: 6e3nekv/edeKkTMBHOCTI Ta
KapTOHY; No 2 MmN B dapmaLleBTUYHE ToBapucTso 3 dapmakoHarnsay. BeegeHHs
amnyni; no 5 amnyn y nignprueMcTBo obmexeHo abo 3MiHW [0 y3aranbHeHUx
bnictepi; no 2 6riictepn "300poB'st BignoBiganbHiCcTO OaHuX Npo cuctemy
y KopobLUi 3 KapTOHY; No Hapogay" "XapkiBcbke hapmakoHarnsay (BBeAeHHs
2 mn B amnyni; no 10 dapmaueBTU4He y3aranbHEeHUX AaHnx npo
amnyn y 6nictepi; no 1 nignpueMcTeo cuctemy cdbapmakoHarnsagy,
6nictepy y kopobui 3 "3popoB's 3MiHa YNoBHOBaXeHOi ocobu,
KapTOHY Hapoay", YkpaiHa; BiAMOBiAaNbLHOI 3a
BCi cTagii 34iCHEHHS
BUPOBHMUTBA, bapmakoHarnsgy; KOHTakTHoT

KOHTPOIb SKOCTI:
ToBapwucTtBo 3
oBMexeHo
BiANOBIgaNbHICTIO
"®apmaueBTUYHa
KOMMNaHis
"3gopos's",
YkpaiHa

ocobu 3 hapmakoHarnsgy
3as9BHUKA A4S 30iNCHEHHS
dapmakoHarnagy B YkpaiHi,
SAKLO BOHA BiAMiHHA Big
YNOBHOBaXeHOI ocobu,
BignoBiganbHoI 3a
3AiCHeHHs bapmakoHarnsay
(BKITHOYAOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
mMacTep-caina cuctemu
dapmakoHarnsgy) - Qirova
pepakuis: YnoBHoBaxeHa
ocoba 3 hapmakoHarnsgy
MypasitoBa OkcaHa
OnekcaHgpiBHa.
[MponoHoBaHa peaakuis:
YnosHoBaxkeHa ocoba 3
dapmakoHarnagy 3vmuupeka
MapuHa OnekcaHgpisHa.
3MiHa KOHTaKTHUX JaHUX
yNOBHOBaXeHOI ocobu 3
chapmakoHarnsgy.
3miHu wopo
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ansa
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOBINIOBAHOIO 3BiTY 3
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[IpogoBxeHHs noaaTka 2

Homep

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

peecmpauyitiHo2o
noceio4yeHHs1

Ge3neku nikapcbkoro 3acoby,
abo gocnimxkeHb 3 6e3neku
3acToCcyBaHHS NikapCbKoro
3acoby B nicnsipeecTpauiiHnm
nepioa, abo sik pesynbTat
OLiHKM 3BITY 3 AOCHIOKEHb,
npoBeAEeHNX BiANOBIAHO A0
nnaHy negiaTpuyHMX
pocnimxkeHb (PIP) (3miHy
Y3ro4XKeHO 3 KOMMETEHTHUM
YNOBHOBaXXEHVM OpraHom) -
3MiHn BHeceHo A0 IHCTpyKuii
AN MeguyHoro
3acTOoCyBaHHS NikapCbKoro
3acoby Ao posginis
"B3aemogais 3 iHwmnmun
nikapcbkumu 3acobamu Ta
iHWIi BUAwn B3aemogin",
"OcobnuBocTi 3acTocyBaHHS",
"Mepepno3yBanHs", "MobiyHi
peakuii" BignosigHo oo
OHOBMEHOI iHdopmaLii 3
©e3neku aitoyoi Ta
[OMOMDKHUX PEYOBMH
nikapcbkoro 3acoby.

MepiognyHiCcTb NoAaHHA
perynspHO OHOBIIOBaHOIO
3BiTYy 3 6e3neku BignoBigHO

oo MNopagky 3aifncHeHHs

dapmakoHarnsay,
3aTBEPAKEHOro Haka3om
MiHicTepcTBa OXOPOHU
3740poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHui B
MiHicTepcTsi tocTuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinictepcTea
OXOPOHU 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMM y
nepioanMYHOCTI NogaHHS
perynspHux 3BiTiB 3 6e3neku.

6e3

nionsieae

UA/12878/01/01

BIO®JIOPAKC

cvpon 670 mr/mn no 100
mn a6o 200 mny
dnakoHi; no 1 dnakoHy
pa3oM i3 nineTko

[03yHo40t0 y kopobi 3

TosapucTBo 3
obGMexeHo
BiAnNoBiganbHICTIO
"XapkiBCbke

¢dapmaLleBTUYHe

YkpaiHa

ToBapwucTtBo 3
obmexeHo
BiAnoBiganbHIiCTO
"XapkiBcbke

dapMaueBTNYHe

YkpaiHa

MepepeecTpauis Ha
HeobMexeHun TepMiH
3miHu wopo
6e3nekn/eekTMBHOCTI Ta

bapmakoHarnagy. BeegeHHs

peuernma




4 [IpogoBxeHHs noaaTka 2
Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
KapTOHY nignprMemMcTBo nigNpMeEMCTBO abo 3MiHW [0 y3aranbHeHUx
"300poB's "3poposB'sa AaHuX Mpo cuctemy
Hapoay" Hapoay" dapmakoHarnsay (BBeAeHHs
(cpacyBaHHs i3 "in y3ararbHeHuX AaHux npo
bulk" dipmm cuctemy hapmakoHarnsgy,
"Fresenius Kabi 3MiHa YNoBHOBaXeHOi ocobu,
Austria GmbH", BiANOBIganbHOI 3a
ABCTpis) 30iACHEHHS

dapmakoHarnsay; KOHTakTHoI
ocobu 3 hapmakoHarnsgy
3as8BHMKaA ONA 34iNCHEHHS
dapmakoHarnsgy B YkpaiHi,
SIKLLIO BOHA BiAMiHHa Big
yNOBHOBaXeHOI ocobu,
BignoBiganbHoi 3a
3AiNCHEHHA dhapmakoHarnagy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
MacTep-canna cuctemm
hapmakoHarnsgy) - Oirova
pefakuis: yrnoBHOBaXeHa
ocoba 3asBuKa,
BignoBiganbHa 3a
thapmakoHarnag —
MypasitoBa OkcaHa
OnekcaHapiBHa,
nponoHoBaHa peaakLis:
yrnoBHOBaXKeHa ocoba
3asBuKa, BianoBiganbHa 3a
dapmakoHarnsig - 3umuupbka
MapuHa OnekcaHapisHa,
3MiHa KOHTaKTHUX AaHUX
yMNOBHOBaXeHOI ocobu
3asiBHUKA, BiANoBiganbHoI 3a
dapmakoHarnag
3MiHM Wwono
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y
KOPOTKiN XapaKTepucTuui
nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT Ansa
MEANYHOrO 3aCTOCYBaHHs!
reHepuYHNX/ribpnaHux/6ionon
iBHMX nikapcbkux 3acobis
nicns BHECEHHS Tiel camoi
3MiHWN Ha pedepeHTHUI
npenapart (3MiHa He noTpebye
HaZlaHHS! )XOAHUX HOBMX
[OAATKOBUX AaHNX) - 3MiHW
BHECEHO 0 IHCTPYKLUIi ¥
po3ginu:"®apmMakonorivHi
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

BnacTuBocTi",
"Moka3aHHA"(YTOYHEHHS
iHdpopmauii),
"MMpoTunokasaHHs",
"B3aemogis 3 iHwWummn
nikapcbknuMmu 3acobamu Ta
iHWi BMAWM B3aemogin",
"OcobnuBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaa”, "Cnoci6
3acTocyBaHHs Ta Josun",
"Mo6iyHi peakuii" BianosigHO
00 iHdopmalii woao
MEeAMNYHOrO 3aCTOCYBaHHS!
pedepeHTHOrO MikapCbKOro
3acoby (OYPAITAK®, cupon)
MepiognyHicTb NogaHHA
perynsipHO OHOBIIOBAHOMO
3BiTYy 3 6e3neku BignoBigHO
oo MNopagky 3aincHeHHs
dapmakoHarnsay,
3aTBEpOKEHOro Haka3oM
MiHicTepcTBa 0OXOpOHU
340poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinictepcTBa
OXOPOHW 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMN y
nepioanMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku

BA3OCEPK YO

Tabnetku no 24 mr no 15
Tabnetok y 6nictepi; no
2 6nictepu y KapTOHHIN
KopoOGLi

MPODAPMA
IHTepHeLHn
TpenguHr Nimiteq,

ManbTa

ABAI IBPAXIM
Inay Canai Be
TioxapeT A.LL.

TypeyuunHa

MepepeecTpauis Ha
HeobMeXeHU TEPMIH.

MepiognyHiCcTb NogaHHSA
perynsipHo OHOBIOBaHOIO
3BiTYy 3 6e3neku BignoBigHO

0o MNopagky 3gifncHeHHs

hapmakoHarnsay,
3aTBEPOKEHOrO HaKasom
MiHicTepcTBa OXOpPOHU

340poB’a Ykpainu Big 27

rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainu

3a
peuenmom

He
nidnsicae

UA/3098/01/03




6 [IpogoBxeHHs noaaTka 2

Homep
peecmpauyitiHo2o
noceio4yeHHs1

KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes

BupobHuk
eupob6HuUKa eionycky aHHA

Kpaina
3asieHUKa

®dopma eunycky 3asieHUK
(nikapcbka ¢ghopma,

ynakoeka)

Ne Ha3ea nikapcbko20
n/n 3acoby

19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHM 300POB’A YKpaiHu
Bia 26 BepecHsi 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3HavYeHNMn y
nepiogu4HOCTI NOAAaHHA
perynsipHux 3BiTiB 3 6e3nekn

3a He UA/3098/01/02

peuenmom nionsieae

MepepeecTpauis Ha
HEOOMEXEHMWIN TEPMIH.

ABI IBPAXIM
Inay CaHai Be
Timpxkapet A.LL.

MPOPAPMA ManbTta TypeyuunHa
IHTEepHewHn

TpenauHr Nimiteq

Tabnetku no 16 mr no 15
Tabnetok y 6nictepi; no
2 6nicTepu y KapTOHHil
KopobLi

5. | BA3SOCEPK ®OPT

[MepiognyHiCTb NogaHHSA

perynsipHoO OHOBIOBAHOIO
3BiTy 3 6e3neku BiaNoBiaHO
o lMopsaaky 3AicHeHHs
dapmakoHarnsgy,
3aTBEpPAKEHOro Haka3om
MiHicTepcTBa 0XOpoHK
340poB’a Ykpainu Big 27
rpyAaHst 2006 poky Ne 898,
3apeecTpoBaHul B
MinicTepcTsi tocTuuii YKpainm
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu
BiA 26 BepecHsi 2016 poky Ne
996), cTaHOBWTL: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMM y
nepioanMYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

BITAMIH A

Kancynu m'ski no 33 000
MO no 10 kancyn y
6nicTepi; no 3 Gnictepu
y nayui; no 10 kancyn y
6nicTepi; no 5 6nictepis
y nayui; no 20 kancyn y
6nictepi; no 1 6nictepy
y nayui; no 20 kancyn y
GnicTepi; no 3 Gnictepu
y nayui

AT "KUIBCbKWN
BITAMIHHAW

3ABOL"

YkpaiHa

AT "KUIBCbKWN

BITAMIHHAW
3ABOA"

YkpaiHa

MepepeecTpalis Ha
HeobMeXXeHN TEPMIH.

MepiognyHiCcTb NogaHHSA
perynspHO OHOBIIIOBaHOIO
3BiTYy 3 6e3neku BignoBigHO

o Mopsaaky 3AicHeHHS

dapmakoHarnsay,
3aTBEpPAKEHOro Haka3om
MiHicTepcTBa 0XOpoHM

3[0poB’a Ykpainu Big 27

rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHnl B
MiHicTepcTsi tocTuuii YkpaiHu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinicTepcTBa
OXOPOHU 340POB’A YKpaiHu
Big 26 BepecHs 2016 poky Ne

6e3
peuyenma

nidnseae

UA/0716/01/02




[IpogoBxeHHs noaaTka 2

7
Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
996), CTaHOBUTL: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMn y
nepiogu4HOCTI NOAAaHHA
perynsipHux 3BiTiB 3 6e3nekn
7. | BITAMIH A kancynu m'sii no 100 AT "KUIBCbKNN Ykpaina AT "KNIBCbKNM Ykpaina MepepeecTpalis Ha 6e3 nidnsizae UA/0716/01/01
000 MO no 10 kancyn y BITAMIHHWW BITAMIHHAW HeoBMEXEeHWN TEPMIH. peuenma
6nictepi; no 3 6nictepn 3ABO[O" 3ABO[T"
y nayui; no 10 kancyn y MepiognyHicTb NogaHHA
GnicTepi; no 5 Gnictepis perynsipHO OHOBMIOBAHOIO
y nayui; no 20 kancyn y 3BiTy 3 6e3neku BiANOBIAHO
6nicTepi; no 1 6nictepy o Mopsagky 3aicHeHHs
y nayui; no 20 kancyn y dapmakoHarnsay,
bnictepi; no 3 6riictepn 3aTBepAKEeHOro Hakasom
y nayuij MiHicTepcTBa 0OXOpOHU
340poB’a Ykpainu Big 27
rpyAaHst 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinicTepcTBa
OXOPOHM 300POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMU y
nepioanMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
8. F'YHA - MATPIKC Kpanni opanbHi no 30 mn lN'yHa C.n.a. ITanisa l'yna C.n.a. ITanisa MepepeecTpauisa Ha 5 pokis. bes nidnsizae UA/12711/01/01
3MiHu | TUny - 3miHun Wwopo peuenma

y dnakoHi-kpanenbHuLj;
no 1 cnakoHy B
KapTOHHIN kopobLyi

6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsagy. 3miHa y
KOPOTKiN XapaKTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPyKUii Ans
MEeAMNYHOrO 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOBIIHOBAHOrO 3BiTY 3
6e3nekun nikapcbkoro 3acoby,
abo pocnigxeHb 3 6e3nekn
3acToCyBaHHS NiKapCbKOro
3acoby B nicnsipeecTpauiiHunin
nepiof, abo sk pesynbTat
OUjiHKM 3BITY 3 AOCTIOXEHb,
npoBeAeHNX BiANOBIAHO A0
nnaHy neaiaTpuyHMX
pocnigxenb (PIP) (iHwi
3MiHK) - 3MiHM BHECEHO 80
iHCTPYKUii Ana Mean4Horo
3aCTOCyBaHHS NiKapCbKoro
3acoby Ao posainis

"MpoTnnokasaHHs",
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

"B3aemogais 3 iHwmnmun
nikapcbkummn 3acobamu Ta
iHWIi BUan B3aemogin",
"3paTHiCTb BNNMBaTK Ha
LUBMAKICTb peakuin npu
KepyBaHHi aBTOTPaHCNOPTOM
abo iHWKUMK MexaHismamu",
"Cnocib 3acTocyBaHHs Ta
[03n" (YTOYHEHHS!
iHdpopmalii), "MobiuHi
peakuii" BignoeigHo Ao
marepianis peecTpauifHoro
[OCbE.

MepioagnyHicTb NogaHHA
perynspHO OHOBIIIOBaHOIO
3BiTYy 3 6e3neku BignoBigHO

oo MNopagky 3aincHeHHs

dapmakoHarnsay,
3aTBEpPOKEHOro Haka3oM
MiHicTepcTBa OXOpOHU

340poB’a Ykpainu Big 27

rpyaHs 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMN Y
nepioanMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

NYHA-BOBEN

Kpanni opanbHi, no 30
MA 'y dNakoHi-
KpanenbHu1ui; no 1
driakoHy-KpanenbHuULi B
KapTOHHiI kopobui

lN'yHa C.n.a.

ITanis

l'yna C.n.a.

ITania

MepepeecTpauis Ha
HeobMeXeHUI TEPMIH.
3MiHuM Wwopao
6e3nekn/ehekTMBHOCTI Ta
dapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ansa
MeAMNYHOro 3aCTOCYBaHHS Ha
nigcrasi perynsapHo
OHOBIIOBAHOIO 3BiTY 3
©e3neku nikapcbkoro 3acooy,
abo gocnimxkeHb 3 6e3neku
3aCTOCYBaHHS fikapCbKoro
3acoly B nicnsapeecTpauiiHnin
nepiod, abo sk pesynbtart
OL|iHKM 3BITY 3 gocnigXeHb,

6e3
peuenma

nidnseae

UA/12657/01/01




9

[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep

peecmpauyitiHo2o

noceio4yeHHs1

nNpoBeAEHNX BiANOBIAHO A0
nnaHy negiaTpuyHMX
pocnigpkeHb (PIP) (iHwi
3MiHM) - 3MiHN BHECEHO A0
iHCTpYyKLUii 4Ns MeauyHoro
3acToCcyBaHHS NikapCbKOro
3acoby fo posainis
"dapMakonoriyHi
BnacTuBocCTi" (pedaryBaHHsi
po3aginy), "MpoTunokasaHHs",
"3acTocyBaHHs y nepiog
BariTHOCTI Ta roAyBaHHs
rpyaa"BignosigHo oo
OHOBIEHOI iHGopMmaLi 3
6e3nekn gitunx pe4oBuH Ta
0o marepianis
peecTpauiiHoro 4oCLE.
MepioagnyHicTb NogaHHA
perynsipHO OHOBIIOBAHOMO
3BiTYy 3 6e3neku BignoBigHO
oo MNopagky 3aincHeHHs
dapmakoHarnsay,
3aTBEpOKEHOro Haka3oM
MiHicTepcTBa 0OXOpOHU
340poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinictepcTBa
OXOPOHW 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMN y
nepioanMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

10.

[IOHOPMIN

Tabnetku wunydi no 15
Mr, no 10 TabneTtok y
Ty6i; mo 1 abo 2 Ty6m B
KapTOHHiIl kopobui

YMNCA CAC

dpaHuis

YICA CAC

®paHuia

MepepeecTpauis Ha
HeobMeXeHU TEPMIH.
3miHu wopo
6e3nekn/eekTMBHOCTI Ta
dapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ansa
MeAMNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOBIIOBAHOIO 3BiTY 3
©e3neku nikapcbkoro 3acooy,
abo gocnimxkeHb 3 6e3neku
3aCTOCYBaHHS MiKapCbKoro

Ne 10 — 6e3
peuenma;
Ne 20 — 3a
peuenmom

Ne 10—
nidnsicae
Ne 20 — He
nidnsizae

UA/7213/01/01




3asieHUK

Kpaina

10

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

[IpogoBxeHHs noaaTka 2
Peknamyes
aHHsA

Ymoeu
eionycky

peecmpauyitiHo2o
noceio4yeHHs1

Homep

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asi86HUKa

3acoby B nicnsipeecTpauiiHnm

nepiog, abo sk pesynbTaTt

YMNCA CAC

DdpaHuis

YMCA CAC

®paHuia

OLliHKM 3BITY 3 JOCHIOKEHb,
nNpoBeAEHNX BiANOBIAHO A0
nnaHy negiaTpuyHMX
pocnimxkeHb (PIP) (3miHy
Y3rOPKEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHVM OpraHom) -
3MiHn BHeceHo A0 IHCTpyKuii
AN MeguyHoro
3acTocyBaHHS NiKapCbKoro
3acoby Ao posginy
"MokasaHHA" (B0 NokasaHb
[04aHO YTOYHEHHs "y
gopocnux"), a Takox Ao
po3ginie "Ocobnuei 3axoan
6e3nekn”, "Oitn" (iHdopmauis
y3rofpxeHa 3 po3zirnom
"MokasaHHs"), "KaTeropis
Bignycky" (6yno: bes
peuenTa; ctano: Ne 10 — 6e3
peuenta; Ne 20 — 3a
peLenTom), BiANOBIQHO
marepianis peecTpauifHoro
[OCbE Ta pekomeHaauin
KOHCYMbTaTUBHO- eKCNepPTHOT
rpynu "Hesponorisi.
MeuxiaTpia. INikapcbki 3acobun”
CTOCOBHO iHhopMaLlii 3
6e3neku.
MepiognyHicTb NogaHHSA
perynsipHo OHOBIOBAHOIO
3BiTYy 3 6e3neku BignoBigHO
o Mopsaaky 3AicCHEeHHS
apmakoHarnsgy,
3aTBEPOKEHOro Haka3oM
MiHicTepcTBa 0XopoHu
340poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHnl B
MiHicTepcTsi tocTuuii Ykpainum
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu
Bi 26 BepecHsi 2016 poky Ne
996), cTaHOBUTb: 3rigHO 3
nignyHKTOM 3 NyHKTY 2 rnasu
3 posginy V.

MepepeecTpauis Ha

HEOBMEXEHWI TEPMIH.

Ne 10 - 6e3

peuenma;

Ne 10—

UA/7213/02/01

nidnsizae

11. | AOHOPMIN

TabneTku, BKPUTI

obornoHkoto no 15 mr, no




11 [IpogoBxeHHs noaaTka 2
Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
10 abo no 30 TabneTok 3MiHu wopao Ne 30 — 3a Ne 30 — He
y Ty6i; no 1 Ty6i B 6e3nekn/edeKTMBHOCTI Ta peuenmom nidnszae
KapTOHHIl kopobui

dapmakoHarnsagy. 3miHa y
KOPOTKil XapakrepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHSs! Ta iHCTpyKUii Ans
MeOU4YHOro 3aCTOCyBaHHs Ha
nigcTasi perynsapHo
OHOBIOBAHOrO 3BITY 3
Ge3neku nikapcbkoro 3acoby,
abo gocnimxkeHb 3 6e3neku
3acTocyBaHHS NiKapCbKoro
3acoby B nicnapeecTpauiiinmn
nepioa, abo sik pesynbtat
OLiHKM 3BITY 3 AOCiOKEHb,
NpoBEeAEHNX BiANOBIAHO A0
nnaHy negiaTpuyHmX
pocnimxkeHs (PIP) (3miHy
Y3ro4XKEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHVM OpraHom) -
3MiHu BHeceHo A0 IHCTpyKuii
AN MeguyHoro
3acTOoCyBaHHS NikapCbKoro
3acoby Ao posginy
"MokasaHHA" (B0 NnokasaHb
[04aHO YTOYHEHHs "y
gopocnux"), a Takox Ao
po3ginis "Ocobnuei 3axogn
6e3nekn”, "Oitn" (iHdopmauis
y3rofpxeHa 3 po3zirnom
"MokasaHHs"), "KaTeropis
Bignycky" (6yno: bes
peuenTa; ctano: Ne 10 — 6e3
peuenta; Ne 30 — 3a
peLenToMm.), BiAnoBiaHo
MaTepianis peectpauiiHoro
[OCbE Ta BigNOBIAHO
pekomeHAaLin
KOHCYMbTaTUBHO- eKCNepPTHOT
rpynu "Hesponoris.
McuxiaTpis. Nikapcbki 3acobu”
CTOCOBHO iHhopMaLii 3
besneku.
MepiognyHiCcTb NogaHHSA
perynsipHo OHOBIOBaHOIO
3BiTy 3 6e3neku BiaNoBiaHO
oo MNopagky 3aifncHeHHs
bapmakoHarnsay,
3aTBEPOKEHOrO HaKasom
MiHicTepcTBa 0XOpoHK

340poB’a Ykpainu Big 27




12 [IpogoBxeHHs noaaTka 2

Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1

rpyAaHst 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHU 300POB’A YKpaiHu
Bia 26 BepecHsi 2016 poky Ne
996), cTaHOBUTb: 3rigHO 3
nignyHKTOM 3 NyHKTY 2 rnasu
3 posginy V

12. OYAK renbno5r,no15r, no "nakcoCmiTKnsaH Benuka Cricen Ipnangis/ MepepeecTpauis Ha bes nionsieae UA/8202/01/01
25rabono 50 rrenio B EkcnopT Nimiteq BpuTaHis JlabopaTopis Benvka HEeOBOMEeXeHUN TepMiH peuenma
Ty6i; no 1 Ty6i B (Ilpnangis) Nra., BpuTtaHis
KapTOHHIN kopobLi IpnaHgis; MepioanyHicTb NnogaHHs
nakco perynspHO OHOBIIIOBaHOIO
OnepeiwHc 0K 3BiTYy 3 6e3neku BignoBigHO
Ilimiten, Benuka o lMopsaaky 3AicHeHHs
Bputanis dapmakoHarnsay,
3aTBEPAKEHOro HaKa3om
MiHicTepcTBa 0XOpoHK
340poB’a Ykpainu Big 27
rpyaHs 2006 poky Ne 898,
3apeecTpoBaHWN B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMM y
nepioanMYHOCTI NOAAaHHS
perynsipHux 3BiTiB 3 6e3neku.

13. EHAMN® TabneTkun no 2,5 mr, no KPKA, a.a., Hoso CnoBeHis KPKA, a.a., Hoeo CnoBeHis MepepeecTpadis Ha 3a He UA/4323/01/04
10 TabneTok y 6nicTepi; MecTo MecTo HEOOMEXEeHUN TepMiH peuenmom nidongeae
no 2 6nictepn y 3miHu wopo
KapTOHHiI kopobui 6e3nekn/eekTMBHOCTI Ta
dapmakoHarnsagy. 3miHu y
KOPOTKili XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHSs! Ta iHCTPyKUii Ans
MeAUYHOrO 3acTOCYBaHHS
reHepu4HuX/ribpuaHnx/Gionoa
iBHMX nikapcbkux 3acobis
nicns BHECEHHS Tiei camoi
3MiHM Ha pedepeHTHUN
npenapart (3MiHa He noTpebye
HafaHHs XXOOHUX HOBUX
[04AaTKOBUX AaHUX) - 3MiHK
BHECeHI A0 iHCTPYKLi ¥
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

po3ginu: "®apMakonorivHi
BnacTmBocCTi" (BUMyYeHHS
iH(opMauii, Wwo He
Bignosigae pedepeHTHOMY
Oxepeny), "Baaemogisi 3
iHLIMMW NiKapCbKUMM
3acobamu Ta iHwWi Buan
B3aemogain", "OcobnmBocCTi
3acTocyBaHHA" 3rigHo 3
iHdpopmauieto npo
3acToCyBaHHS pedepeHTHOro
nikapcbkoro 3acoby
PEHITEK® (tabnetkn).
MepioagnyHicTb NogaHHA
perynsipHo OHOBIOBAHOIO
3BiTy 3 6e3neku BiANoBiaHO
oo MNopagky 3aincHeHHs
dapmakoHarnsay,
3aTBEPAKEHOr0 HaKasom
MiHicTepcTBa 0OXOpOHU
340poB’a Ykpainu Big 27
rpyAaHst 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii YKpainm
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHM 300POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTL: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHNMKn y
nepioanMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

14.

3ACNoKInnnBun
3B6IP Ne2

36ipno50rabono 75r
y NayLi 3 BHYTPILLHIM
naketom; no 1,5ry
dinbTp-nakeTi; no 20
dinbTp-NakeTiB y nayui

MpAT
dapmaueBTMyHa
habpuka "Biona"

YkpaiHa

MpAT
dapmaueBTU4Ha
abpuka "Biona"

YkpaiHa

MepepeecTpalis Ha
HeobMeXxeHui TepMiH. 3MiHM
| Tuny - 3miHn wopo
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y
KOPOTKiN XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ansa
MeANYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBIIOBAHOIO 3BiTY 3
6e3nekun nikapcbkoro 3acoby,
abo pgocnigxeHb 3 6e3nekn
3aCTOCYBaHHS fikapCbKoro
3acoby B nicnsipeecTpauiiHnin
nepiog, abo sk pesynbtat
OLjiHKM 3BITY 3 JOCHigXeHb,
npoBeAEeHNX Bi4NOBIAHO A0

6e3
peuenma

nidnsicae

UA/2195/01/01
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

nnaHy negiaTpuyHmMX
pocnimxkeHb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOBAXEHVM OpraHom)
3MiHN BHeCeHO A0 iHCTPYyKLUii
Ansi MeguyHoro
3aCTOCyBaHHS NiKapCbKoro
3acoby Ao posginis
"MepepnosyBaHHa", "MobiyHi
peakuii" BignosigHo a0
marepianis peecTpauifiHoro
[ocbke Ta iHgopMauii 3
6e3nekn 3aCToCyBaHHS
Dil04YNX peYoBUMH NiKapCbKOro
3acoby.

MepiognyHicTb NogaHHA
perynspHO OHOBIIOBaHOIO
3BiTYy 3 6e3neku BignoBigHO

oo MNopagky 3aincHeHHs

dapmakoHarnsay,
3aTBEpOKEHOro Haka3oM
MiHicTepcTBa 0OXOpOHU

340poB’a Ykpainu Big 27

rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinictepcTBa
OXOPOHW 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMN y
nepioanMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

15.

3OMETA®

KOHLeHTpaT Ans
pPO34nHy Ans iHdY3in, 4
Mr/5 mnno 5 mny
drnakoHi; No 1 donakoHy
B KapTOHHIl kopobLi

HosapTtic ®apma
r

LLisenuapis

HosaprTic ®apma
LWrenH Al

LLisenuapis

MepepeecTpauis Ha
HeobMeXeHU TEPMIH.
3miHu wopo
6e3nekn/eekTMBHOCTI Ta
bapmakoHarnagy. BeegeHHs
abo 3MiHM OO0 y3aranbHeHux
AaHuX Npo cuctemy
hapmakoHarnsay (BBeAeHHst
y3aranbHeHuX AaHnx Npo
cucteMy cdapmakoHarnagy,
3MiHa YNoBHOBaXeHOi 0cobu,
BiAMOBIAaNbLHOI 3a
30iACHEHHS
hapmakoHarnagy; KOHTakTHol

3a
peuenmom

He
nidnseae

UA/8368/01/01




15 [IpogoBxeHHs noaaTka 2
Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
ocobu 3 hapmakoHarnsgy
3as8BHMKA ANA 34iNCHEHHS

hapmakoHarnsgy B YkpaiHi,
SIKLLIO BOHA BiAMiHHa Big
yNOBHOBaXeHOoi ocobu,
BianoBiganbHOI 3a
3AiNCHEHHSA dhapmakoHarnagy
(BKITHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
MacTep-canna cuctemm
apmakoHarnsgy) - Qitova
penakuis:
YnoBHoBaxeHa ocoba
3asBHMKa, BignoBiganbHa 3a
apmakoHarnsg - Philippe

Close.
KoHTakTHa ocoba B YkpaiHi
yNOBHOBaXeHOoi ocobum
3asiBHUKA ANsi 30iNCHEHHSs
dapmakoHarnsgy — Cepepa
HOnis.
lMponoHoBaHa pepakuis:
YnoBHoBaxeHa ocoba
3asBHMKa, BignoBiganbHa 3a
apmakoHarnsg — Gabriele
Hecker-Barth.
KoHTakTHa ocoba B YkpaiHi
yMOBHOBaXeHOoi ocobun
3as8BHMKA ANSA 34iACHEHHS
apmakoHarnsgy — Opnos
Bsuecnas.
3MiHa KOHTaKTHUX AaHnX
yMNoBHOBaXeHoi ocobu. 3miHa
KOHTAKTHUX OAHWUX KOHTAKTHOI
ocobw.
MepiognyHicTb NogaHHA
perynspHO OHOBIIOBaHOIO
3BiTYy 3 6e3neku BignoBigHO
oo MNopagky 3aifncHeHHs
dapmakoHarnsay,
3aTBEpPOKEHOro Haka3oM
MiHicTepcTBa OXOpPOHUM
3[0poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinicTepcTBa
OXOPOHU 300POB’A YKpaiHu

Bif 26 BepecHsi 2016 poky Ne




16 [IpogoBxeHHs noaaTka 2
Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
996), CTaHOBUTL: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMn y
nepiogu4HOCTI NOAAaHHA
perynsipHux 3BiTiB 3 6Ge3neku.
16. IBYNMPO®EH TabneTkn, BKpUTI MAT "BitamiHn" YkpaiHa MAT "BitamiHn" YkpaiHa MepepeecTpauis Ha bes nidnseae UA/8817/01/01
o6onoHkoto, no 200 mr HeobMeXeHW TepMiH peuenma
no 10 Tabnetok y
Gnictepi, no 1 abo 3,

abo 5 6nicTepiB y nayui
3 KapTOHY

3MiHn woao
6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y
KOPOTKil XapakrepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIii Ans
MEeONYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsapHo
OHOBIIIOBAHOrO 3BiTY 3
6e3neku nikapcbkoro 3acody,
abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKoro
3acoby B nicnapeecTpauiiinm
nepioa, abo sik pesynbtat
OL}iHKM 3BITY 3 JOCNiOXKEHD,
NpoBeAEHNX BiANOBIAHO A0
nnaHy negiaTpuyHmX
pocnimxkeHs (PIP) (3miHy
Y3ro4XKEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHVM OpraHom) -
3MiHU BHeCeHi A0 iHCTpyKLiT
AN MeguyHoro
3acToCcyBaHHS NikapCbKoro
3acoby y po3ainu:
"®dapMakonoriyHi
BnactmsocTi" (iHdopmauis 3
6e3nekn), "MpoTunokasaHHs",
"B3aemogais 3 iHwWumn
nikapcbknuMmu 3acobamu Ta
iHWIi BMOn B3aemoain",
"OcobnuBocTi 3acTocyBaHHA",
"3acTocyBaHHs1 y nepiog
BariTHoOCTi abo rogyBaHHs
rpyaa”, "MepenosyBaHHsA",
"MobiuHi peakuii" BignoBigHO
[0 OHOBreHoI iHbopmaLii 3
6esneku Ailoyoi pevoBUHMU.
MepiognyHiCcTb NogaHHA
perynsipHo OHOBIOBaHOIO
3BiTy 3 6e3neku BiANoBiaHO
oo MNopagky 3aifncHeHHs
apmakoHarnsay,
3aTBEPOKEHOrO HaKasom
MiHicTepcTBa OXOpPOHU

340poB’a Ykpainu Big 27
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

rpyAaHst 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainum
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHU 300POB’A YKpaiHu
Bia 26 BepecHsi 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i
CTpPOKaMu, 3a3Ha4YeHUMU Y
nepiogu4HOCTI NOAaHHA
perynsipHux 3BiTiB 3 6e3neku.

17.

KOPHEPETENIb®

renb o4HuK, 50 mr/r, no
5ry 1y6i; no 1 1y6i B
KapTOHHIN kopobLi

TOB "BAJIEAHT
SAPMACBIOTIKA
na"

YkpaiHa

Ap. Mepxapa
MaHH, Xem.-
apm. Pabpuk
m6X

Himewumna

MepepeecTpalis Ha
HEeoOMEeXEHMWIN TePMiH.
3miHu wopo
6e3nekn/edeKkTUBHOCTI Ta
bapmakoHarnagy. BeegeHHs
abo 3miHM J0 y3aranbHeHnx
AaHnX Npo cuctemy
hapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHuX npo
cuctemy chapmakoHarnsagy,
3MiHa yNoBHOBaXeHOi ocobu,
BignoBiganbHoi 3a
3[iNCHEHHSA
hbapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asiBHUKA ONs 30iNCHEHHS
dapmakoHarnagy B YkpaiHi,
SAKLO BOHA BiAMiHHA Bia
YMOBHOBa)eHOi ocobu,
BignoBiganbHoi 3a
3AicCHeHHs bapmakoHarnsay
(BKITHOYAOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
mMacTep-caina cuctemu
dapmakoHarnsay) - 3MiHa
KOHTaKTHOi ocobu 3
hapmakoHarnsgy 3asiBHUKa
ANs 30iACHEeHHSA
dapmakoHarnagy B YKpaiHi:
nitoya pegakuist — Cmonbcbka
EnbBipa JleoHigiBHa;
nponoHoBaHa peaakLis —
JleBuubkuia KOpin
BacunboBuy. 3miHa
KOHTaKTHUX JaHuX.
3MiHKM Wwoano
6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y
KOPOTKiN XapaKTepucTuui

6e3
peuenma

nidnsicae

UA/8545/01/01
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

nikapcbkoro 3acoby, TeKCTi
MapKyBaHHSs! Ta iHCTpyKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOBIOBAHOrO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo pocnimkeHb 3 6e3neku
3acTocyBaHHS NiKapCbKoro
3acoly B nicnsipeecTpauiiHnin
nepiof, abo sik pesynbTat
OLiHKM 3BITY 3 JOCHiOKEHb,
nposeAeHnx BignoBigHO 4o
nnaHy neaiaTpuyHmMX
pocnigkeHb (PIP) (iHwi
3MiHN) - 3MiHM BHeCeHO 10
iHCTPYKLUii Ana Mean4Horo
3acToCcyBaHHS NikapCbKoro
3acoby Ao posginis
"OcobnuBocTi 3acTocyBaHHA",
"MoGiyHi peakuii" BianoBigHO
[0 maTepianis
peecTpavinHOro AOChE.
MepioagnyHicTb NogaHHA
perynsipHo OHOBIOBAHOIO
3BiTy 3 6e3neku BiANoBIAHO
oo MNopagky 3aifncHeHHs
apmakoHarnsgy,
3aTBEPKEHOr0 HaKasom
MiHicTepcTBa OXOPOHU
340poB’a Ykpainu Big 27
rpyAaHst 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHictepcTBa
OXOPOHM 300POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMN y
nepioanMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

18.

KCUINO-TEBA

crpew HasanbHUi,
po3uunH 0,5 mr/mn no 10
M Y CKNSIHOMY (priakoHi
3 fo3atopom; no 1
rakoHy y KapTOHHI
Kopoo6Li

TeBa
dapmaueBTikan
IHpacTpis JTa.

I3painb

Mepkne Mm6X
(AinbHUUSA, ska
BignoBigae 3a
BUPOOHMLTBO
npenapary in bulk,
nakyBaHHs Ta
BMNYCK cepiln;
LinbHuus, sika
BiANoBigae 3a

HimeyunHa

MepepeecTpalis Ha
HeobMeXeHUI TEPMIH.
3MiHKM Wwono
6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y
KOPOTKiN XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ansa

MeQN4YHOro 3aCToCyBaHHA Ha

be3
peuenma

nidnsizae

UA/8161/01/01




19 [IpogoBxeHHs noaaTka 2
Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
KOHTPOIb SKOCTi) nigcTasi perynspHo

MiHicTepcTsi tocTuuii Ykpainm

B

OHOBIOBAHOTO 3BITY 3
6e3nekun nikapcbkoro 3acooy,
abo pocnimkeHb 3 6e3nekn
3acTocyBaHHS NiKapCbKoro
3aco0y B nicnspeecTpauiiHnin
nepiof, abo sik pesynbTat
OLiHKM 3BITY 3 AOCHIOKEHb,
nposeAeHnx BignoBigHO 4o
nnaHy negiaTpuydHmX
pocnimxkeHb (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOBAXXEHVM OpraHom) -
3MiHU BHECeHi A0 iHCTpyKUiT
Ans MeguyHoro
3aCTOCyBaHHS NiKapCbKoro
3acoby y po3ainu:
"MpoTmnokasaHHs",
"B3aemogais 3 iHwumn
nikapcbknumu 3acobamu Ta
iHWIi BnAwn B3aemogin",
"Ocob6nuBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog
BariTHocTi abo rogyBaHHs
rpyaat”, "3gatHictb
BMNMBATU Ha LUBMAKICTb
peakuii Npun kepyBaHHi
aBTOTpaHcnopToM abo
iHWWMK MexaHiamamn",
"Mepepno3yBanHs", "MobiyHi
peakuii" BignoeigHo ao
OHOBIIeHoI iHpopmalii 3
6e3neku fitoyoi pevyoBUHU.
MepiognyHicTb NogaHHSA
perynsipHo OHOBIOBAHOIoO
3BiTYy 3 6e3neku BignoBigHO
o Mopsaaky 3AicHeHHS
apmakoHarnsay,
3aTBEpPOKEHOro Haka3oM
MiHicTepcTBa 0XOpoHK
340poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHnl B

19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHictepcTBa
OXOPOHU 340POB’A YKpaiHu
in 26 BepecHs 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i

CTPOKaMu, 3a3Ha4eHnumMmun y
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[IpogoBxeHHs noaaTka 2

Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
nepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
19. | KCUNO-TEBA crpen HasanbHuw, TeBa I3painb Mepkne MM6X HimeyvunHa MepepeecTpalis Ha bes nidnszae UA/8161/01/02
po34unH 1 mr/mn no 10 dapmauesTikan (AinbHKUUA, AKa HeoBMEXeHWN TEPMIH. peuenma
M Y CKNSAHOMY (priakoHi IngacTpis J114. BiAgNoOBigae 3a

3 gosatopom; no 1
NakoHy y KapTOHHIN
KopobLi

BMPOBOHMLTBO
npenapary in bulk,
nakyBaHHs Ta
BMNYCK Ccepin;
LinbHuus, sika
BiANoOBigae 3a
KOHTPOIb SKOCTi)

3MiHM wono
Ge3nekn/ehekTMBHOCTI Ta
dapmakoHarnsgy. 3miHa y
KOPOTKIN XapakTepucTuui
nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOBIIIOBAHOrO 3BiTY 3
6e3nekun nikapcbkoro 3acooy,
abo pocnigxeHb 3 6e3nekn
3aCTOCyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpauiiHnin
nepion, abo sk pesynbtat
OL}iHKM 3BITY 3 JOCNIOKEHD,
npoBeAeHux BignoBigHO 4o
nnaHy neaiaTpuyHmX
pocnimkens (PIP) (3miny
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOBaXXEHVM OpraHom) -
3MiHN BHECEHI A0 iHCTPYKLiT
Ansi MeQUYHOro
3acToCcyBaHHS NikapCbKoro
3acoby y posginu:
"MpoTunokasaHHs",
"B3aemogist 3 iHwWumMmn
nikapcbknmmn 3acobamu Ta
iHWIi BMOn B3aemoain",
"OcobnuBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog
BariTHoOCTi abo rogyBaHHs
rpyaar”, "3paTtHicTb
BMMMBATU Ha LUBMAKICTb
peakuii Npun kepyBaHHi
aBToTpaHcrnopToM abo
iHLWIWMK MexaHismamn",
"Mepeno3yBaHHs", "MobiyHi
peakuii" BignosigHo Ao
OHOBMEHOT iHdopMmaLii 3
6e3neku fitoyoi pevoBUHU.
MepiognyHiCcTb NogaHHA
perynspHoO OHOBIOBaHOroO
3BiTYy 3 6e3neku BignoBigHO
oo MNopagky 3aifncHeHHs
dapmakoHarnsay,
3aTBEpPOKEHOro Haka3oM
MiHicTepcTBa OXOpPOHU
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

340poB’a Ykpainu Big 27
rpyaHst 2006 poky Ne 898,
3apeecTpoBaHuii B
MinicTepcTsi tocTuuii Ykpainu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinictepcTBa
OXOPOHW 340POB’A YKpaiHu
Bia 26 BepecHsi 2016 poky Ne
996), cTaHOBUTL: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMN y
nepiogu4HOCTI NOAAaHHA
perynsipHux 3BiTiB 3 6e3neku.

20.

JIAKTYJIO31 CHPOIN

cupon, 670 mr/mn in
bulk: no 250 kr y 6o4kax,
no 750 kr y KOHTenHepax

TOB "®eniuaTa
YkpaiHa"

YkpaiHa

Ppe3seHiyc Kabi
AscTpia 'M6X

ABcCTpia

MNepepeecTpauis Ha
HeobmexeHnn TepMiH. 3MiHn
| TMny - 3MiHKn Wwopo
Ge3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsay. BeegeHHs
abo 3miHM [0 y3aranbHeHnx
AaHUX Npo cuctemy
dapmakoHarnsaay (BBeAeHHSA
y3aranbHeHVX AaHuX nNpo
cuctemy apmakoHarnagy,
3MiHa yNoBHOBaXeHOi ocobu,
BiANOBIganNbHOI 3a
30iACHEHHS
bapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3as8BHMKA ANSA 34iACHEHHS
dapmakoHarnagy B YkpaiHi,
SIKLLIO BOHA BiAMiHHa Bif
YNOBHOBaXeHOI ocobu,
BignoBiganbHoi 3a
3AiNCHEHHA dapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
MacTep-canna cuctemm
apmakoHarnsgy). 3miHa
KOHTaKTHUX AaHWX
ynoBHOBaxeHoi ocobu. 3miHa
Micus 34iNCHEHHS] OCHOBHOI
nianbHOCTI 3
dapmakoHarnagy. 3miHa
agpecu macTtep-canna.
3MiHa Homepa macTep-
chavina.

MepiognyHiCcTb NogaHHA
perynsipHO OHOBIOBAHOIO
3BiTYy 3 6e3neku BignoBigHO

o MNopagky 34inCHEHHs

He
nionsieae

UA/12816/01/01
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

dapmakoHarnsay,
3aTBEpOKEHOro Haka3om
MiHicTepcTBa OXOpOHU
340poB’a Ykpainu Big 27
rpyaHst 2006 poky Ne 898,
3apeecTpoBaHuii B
MinicTepcTsi tocTuuii Ykpainu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinictepcTBa
OXOPOHW 340POB’A YKpaiHu
Bia 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMN y
nepiogu4HOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

21.

JIEBO®JIOKCALUH
€BPO

po34nH Ans iHdysin, 500
mr/100 mn no 100 mn y
KOHTEWHepi 3
nonisiHinxnopuay; no 1
KOHTEeWHepy B
nonieTMNeHoBoMy nakeTi
B KaPTOHHIM ynakoBLj

HouvipHe
nianpMEMCTBO
"®apmaTpeng”

YkpaiHa

HoyvipHe
nignpMeMCTBO
"®apmatpeng”

YkpaiHa

MNepepeecTpauis Ha 5 pokis.
3MmiHu | Tuny - 3MiHM Wwopo
be3nekn/edeKkTUBHOCTI Ta

bapmakoHarnagy. BeegeHHs

abo 3miHM [0 y3aranbHeHnx
AaHVX Npo cuctemy
hapmakoHarnsgy (BBeAeHHs
y3aranbHeHUX AaHnx Npo
cuctemy chapmakoHarnsagy,
3MiHa yNoBHOBaXeHOi ocobu,
BignoBiganbHoi 3a
3[iNCHEHHSA
bapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asiBHUKA ONs 34iNCHEHHS
dapmakoHarnagy B YkpaiHi,
SAKLLO BOHA BiAMiHHA Bif
YMOBHOBa)eHOi ocobu,
BignoBiganbHoi 3a
3AiCHeHHs bapmakoHarnsay

(BKITHOYAOYM KOHTAKTHI AaHi)

Ta/abo 3MiHW Y PO3MiLLEHHI
mMacTep-caina cuctemu
dapmakoHarnsaay). 3minu |
TMny - 3MiHK Woao
6e3nekn/eekTMBHOCTI Ta
dapmakoHarnagy. 3MiHu y
KOPOTKiN XapaKTepucTuui
nikapcbkoro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTpyKUii Ans

MeANYHOrO 3aCTOCYBaHHS
reHepu4HuX/ribpnaHnx/Gionoa
iBHMX nikapcbkux 3acobis
nicns BHeECEHHs Tiel camoi
3MiHM Ha pedbepeHTHUN

3a
peuernmom

He
nionsieae

UA/12767/01/01
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

npenapar (iHwi 3MiHW) 3MiHK
BHECEHO A0 iIHCTPYKLUIi ¥
po3ginu: "®apmakonoriyHi
BnactusocrTi.", "lNokaszaHHs"
(iHdbopmauis 3 6e3nekn),
"MpoTunokasaHHs ",
"Oco6nusi 3axoamn 6esnekn”,
"B3aemogis 3 iHwWummn
nikapcbknumu 3acobamu Ta
iHWi BUan B3aemogain",
"OcobnuBocTi 3acTocyBaHHS",
"3acTocyBaHHs y nepiog
BariTHoCTi abo rogyBaHHsi
rpyaat”, "Cnoci6
3acTocyBaHHs Ta Josmn ",
"Oitn " (yTOYHEHHS
iHdpopmauii),
"Mepepno3yBaHHs ", "MNoGivHi
peakuii”, "HecymicHicTb"
BiANoOBIAHO A0 iHbopMmauii
LLOA0 MEANYHOTO
3aCcTOCYyBaHHA pedepeHTHOro
nikapcbkoro 3acoby
(TaBaHik®, po3unH ans
iHdysin 500 mr/100 mn, He
3apeecTpoBaHuii B YKpaiHi).

MepiognyHiCcTb NogaHHSA
perynsipHO OHOBIOBAHOIO
3BiTYy 3 6e3neku BignoBigHO

o Mopsaaky 3AicHeHHS

cdapmakoHarnsgy,
3aTBEPAKEHOro HaKa3oMm

MiHicTepcTBa 0XOpoHU

340poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,

3apeecTpoBaHul B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu
BiA 26 BepecHsi 2016 poky Ne
996), cTaHOBWTL: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMM y
nepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

22.

MINbrAMA®

PO34nH Ans iH'eKLin No 2

M B amnyni; no 5 abo
10, abo 25 amnyn y

KapTOHHIN kopobui

Bbopar ®apma
MM6X i Ko. KI

HimevuunHa

Contochapm
PapmavonTie
Epuonirdicce M6X

Himeuunna

MepepeecTpauis Ha
HeobMeXXeHW TEPMIH.
3MiHKM Wwoano
6e3nekn/edekTMBHOCTI Ta

3a
peuenmom

He
nionsieae

UA/8049/02/01




[IpogoBxeHHs noaaTka 2

24
Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
apmakoHarnagy. BeegeHHs

abo 3miHM J0 y3aranbHeHnx
[AaHuX Npo cuctemy
dapmakoHarnagy (BBegeHHs
y3aranbHeHVX AaHuX nNpo
cuctemy cdhapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu,
BianosiganbHOI 3a
30iACHEHHS
dapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3as8BHMKaA ONA 34iNCHEHHS
dapmakoHarnsgy B YkpaiHi,
SAKLO BOHA BiAMiHHA Big
yNOBHOBaXeHOI ocobu,
BiANOBIganNbHOI 3a
3AiCHeHH:A bapmakoHarnsay
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
macrtep-carnna cuctemm
hapmakoHarnsgy) - Qirova
pepakuisa: KoHtakTHa ocoba
yNnoBHOBaXeHoI ocobu 3
dapmakoHarnsgy -
TapabaHoBa Biktopis
MocunisHa. MponoHosaHa
pepakuis: KoHTakTHa ocoba
YMOBHOBaXeHOi 0cobu 3
dapmakoHarnsgy -
CTpenkoBa €BreHist
OnekcaHppiBHa. 3miHa
KOHTaKTHUX AaHWUX KOHTaKTHOI
ocobu 3 chapmakoHarnsgy.
3miHu wopo
6e3nekn/edekTMBHOCTI Ta
dapmakoHarnsgy. 3miHu y
KOPOTKili XapakTepucTui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ansa
MeAMNYHOro 3aCTOCYBaHHS Yy
3B’A3KY i3 HOBMMMW AaHUMK 3
AKOCTI, AOKMIHIYHUMMU,
KNiHIYHUMKW gaHUMK Ta
OaHuMu 3 papmakoHarnsgy -
3MiHN BHECEHO A0 iHCTPYKLUil
0N MeguyHoro
3acToCyBaHHS NikapCbKOro
3acoby Ao posainis
"MpoTnnokasaHHs",
"OcobnunBocTi 3acTocyBaHHS",

"Cnocib 3acTocyBaHHs Ta
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

[03n" (YTOYHEHHS
iHcpopmauii), "3acTocyBaHHs
B nepiog BariTHoCTi abo
rogyBaHHs rpyaaio”
BiAMNOBIQHO OO MaTepianis
peecTpauiiHoro 4oCLE.
MepiognyHiCTb NogaHHSA
perynsipHo OHOBIOBAHOIO
3BiTYy 3 6e3neku BignoBigHO
Ao Mopsaaky 3aicHeHHs
dapmakoHarnsay,
3aTBEpPOKEHOro Haka3om
MiHicTepcTBa 0XOpoHK
340poB’a Ykpainu Big 27
rpyaHs 2006 poky Ne 898,
3apeecTpoBaHul B
MinicTepcTsi tocTuuii YKkpainm
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bi 26 BepecHsi 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMN Y
nepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

23.

HATPIIO
AINEHO3UHTPU®DOC
DAT

po34nH Ans iH'ekuin, 10
Mr/mMn no 1 mMn B amnyni;
no 10 amnyn y kopo6ui 3

KapToHy; no 1 mn B
amnyni; no 5 amnyn y

GnicTepi; no 2 6nictepu
y KopobLj 3 KapTOHy; No

1 mn B amnyni; no 10

amnyn y 6nictepi; no 1

6nictepy y kopobui 3
KapTOHY

TosapucTBo 3
obmexeHo
BiANoOBiganbHICTIO
"XapkiBcbke
dapmaleBTU4He
nignprueMcTBO
"3popos's
Hapoay"

YkpaiHa

BCi cTaail
BMPOGHMLTBA,
KOHTPOIb SIKOCTI,
BUMYCK cepii:
ToBapwucTtBo 3
obmexeHo
BiANOBigaNbHICTIO
"XapkiBcbke
dapmMaueBTUYHe
niagNpUEMCTBO
"3popoB'a
Hapoay",
YkpaiHa;

BCi cTaaii
BMPOGHMLTBA,
KOHTPO~b SIKOCTI:
ToBapwucTtBo 3
obmexeHo
BiANoBiganbHiCTIO
"®apmaueBTnyHa
KOMMNaHis
"3nopos's",
YkpaiHa

YkpaiHa

MepepeecTpauis Ha
HeobMexeHun TepMiH
3MiHM Wwono
6e3nekn/ecekTMBHOCTI Ta
dapmakoHarnsagy. 3miHa y
KOPOTKiN XapaKTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPyKUii Ans
MeANYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsapHo
OHOBIIHOBAHOrO 3BiTY 3
6e3nekun nikapcbkoro 3acoby,
abo gocnimxkeHb 3 6e3neku
3acTOCyBaHHS NiKapCbKOro
3acoby B nicnsipeecTpauiiHunin
nepiod, abo sk pesynbtat
OUjiHKM 3BITY 3 AOCTIOXEHb,
npoBeAeHNX BiANOBIAHO A0
nnaHy neaiaTpuuHMX
pocnigxeHb (PIP) (3miHy
Y3roAXXeHO 3 KOMMETEHTHUM
YNOBHOBaXX€HUM OpraHom) -
3MiHN BHECEHO A0 iHCTPYKLUii
Ans MeanyHoro

3aCTOCyBaHHA J'IiKapCbKOFO

3a
peuernmom

He
nidnsicae

UA/8827/01/01
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[IpogoBxeHHs noaaTka 2

Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1

3acoby fo posainis
"MpoTmnokasaHHs",
"OcobnuBocTi 3acTocyBaHHS",
"Cnocib 3acTocyBaHHs Ta
nosun", "MepenosyBaHHs",
"MoGiyHi peakuii" BignosigHO
0o marepianis
peecTpauiiHoro 4ockbe Ta
OHOBIEHOI iHchopmalii 3
6e3nekn 3acTocyBaHHS
LitoY40i pe4yoBUHMN.
3MiHM wono
6e3nekn/edeKkTUBHOCTI Ta
bapmakoHarnsgy. BeegeHHs
abo 3miHM J0 y3aranbHeHnx
[aHuX Mpo cuctemy
bapmakoHarnsay (BBeAeHHs
y3ararnbHeHVX AaHuX nNpo
cuctemy chapmakoHarnsagy,
3MiHa yNoBHOBaXeHOi ocobu,
BignoBiganbHoi 3a
34iCHEHHS
bapmakoHarnsgy; KOHTakTHoT
ocobu 3 hapmakoHarnsgy
3asiBHUKA ANsi 30iNCHEHHSs
dapmakoHarnagy B YkpaiHi,
SAKLO BOHA BiAMiHHA BiA
YMOBHOBa)eHOi 0cobu,
BignoBiganbHoi 3a
3AiCHeHHs bapmakoHarnsay
(BKITHOYAOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
mMacTep-caina cuctemu
dapmakoHarnsgy) - Oirova
pepakuis: YnoBHoBaxeHa
ocoba 3 papmakoHarnagy
MypasitoBa OkcaHa
OnekcaHapiBHa.
[MponoHoBaHa peaakuis:
YnoBHoBaxeHa ocoba 3
dapmakoHarnsgy 3vmMuubka
MapuHa OnekcaHapisHa.
3MiHa KOHTaKTHUX JaHUX
yNOBHOBaXeHOI ocobu 3
bapmakoHarnsgy.
MepiognyHiCTb NogaHHSA
perynsipHo OHOBIOBaHOIoO
3BiTYy 3 6e3neku BignoBigHO
0o MNopagky 3nicHEHHS
dapmakoHarnsay,
3aTBEPOKEHOr0 Haka3oM




27 [IpogoBxeHHs noaaTka 2

Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1

MiHicTepcTBa 0XOpoHK
3740poB’a Ykpainu Big 27
rpyaHst 2006 poky Ne 898,
3apeecTpoBaHui B
MiHicTepcTBi tocTuuii Ykpainm
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bif 26 BepecHsi 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMn y
nepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

24. OPHIBAT 500 TabneTkn, BKPUTI Oenbta Megiken LLiseninapisa ABAI IBPAXIM TypeyunHa MepepeecTpauis Ha 3a He UA/3099/01/02
nniBkOBOI 0BOMOHKOIO, MpomoyiH3 Al Inay Canai Be HeobmexeHunn TepMiH. 3MiHn peuernmom nidnszae
no 500 mr no 10 Tipxapet A.LL. | Tuny - 3miHn wopo
Tabnetok y 6rictepi; no be3nekn/edeKkTUBHOCTI Ta
1, 2 abo 3 6riictepn B capmakoHarnsgy. 3miHa y
KapTOHHIl kopobui KOPOTKIN XapakTepucTuLi

nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUii Ans
MeANYHOro 3aCTOCyBaHHS Ha
nigcTasi perynsapHo
OHOBIIIOBAHOrO 3BiTY 3
6e3nekun nikapcbkoro 3acoby,
abo gocnimxkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKoro
3acoby B nicnspeecTpauiiHnin
nepiod, abo sk pesynbtart
OL}iHKM 3BITY 3 JOCNIOKEHD,
npoBeAeHNX BiANOBIAHO A0
nnaHy neaiaTpuuHNX
pocnimpkens (PIP) (3miHy
Y3roAXXeHO 3 KOMMETEHTHUM
YNOBHOBa)X€HUM OPraHoMm)
3MiHM BHECEHO A0 iHCTPYKUil
ANa MeanyHoro
3aCTOCYBaHHS fikapCbKoro
3acoby Ao posgainis
"Moka3zaHHs" (BUINYyYEHHS
nokasaHHs "lNpodinakTuka
iHgbeKLin, cnpuYnHeHnX
aHaepobHumMu HakTepismu
nicns XipypriyHMX BTpyYaHb
Ha TOBCTOMY KULLEYHUKY Ta
nicns riHekonoriYHnx
onepauin"), "Cnoci6
3aCcToCyBaHHsA Ta Jo3un",
"MobiuHi peakuii" BignoBigHoO
[0 OHOBJIEHOI iHhopmaLlii 3
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[IpogoBxeHHs noaaTka 2

Ymosu

Peknamyes

Homep

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

eionycky

aHHsA

peecmpauyitiHo2o
noceio4yeHHs1

ynakoeka)

6e3neku Ailo4oi pevoBUHM.
3Minu | TUny - 3miHu Wwopo
6e3nekn/edeKTUBHOCTI Ta
apmakoHarnsay. BeegeHHs
abo 3miHM J0 y3aranbHeHux
[AaHuX Npo cuctemy
hapmakoHarnsay (BBeAeHHs
y3aranbHeHVX AaHuX Npo
cuctemy cdhapmakoHarnsgy,
3MiHa ynoBHOBaXeHoi ocobu,
BianoBsigansbHOI 3a
30iACHEHHS
apmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3as8BHMKA ANSA 34iACHEHHS
dapmakoHarnsgy B YkpaiHi,
SAKLO BOHA BiAMiHHA Big
yNOBHOBaXeHOI ocobu,
BiANOBIganNbHOI 3a
3AiCHeHH:A bapmakoHarnsay
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
macrtep-carnna cuctemm
dapmakoHarnsgy). 3miHa
KOHTaKTHUX AaHuX. 3MmiHa
Micus 34iNCHEHHS] OCHOBHOI
nisnbHOCTI. 3MiHa
MiCLIe3HaxXOMKEHHS MancTep-
channy.

MepiognyHicTb NogaHHSA
perynsipHO OHOBIOBAHOIO
3BiTYy 3 6e3neku BignoBigHO

o Mopsaaky 3AicCHEeHHS

cdapmakoHarnsgy,
3aTBEPAKEHOro Haka3om
MiHicTepcTBa 0XOpoHK
340poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHnl B
MiHicTepcTBi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu
Bi 26 BepecHsi 2016 poky Ne

996), cTaHOBWTL: 3rigHO 3i

CTPOKaMu, 3a3Ha4eHUMU y

nepioanMYHOCTI NOAAHHS

perynsipHux 3BiTiB 3 6e3neku.

MNepepeecTpalis Ha

3a

UA/13010/01/01

He

CaHodi MacTep

PpaHuis

CaHodi MacTtep,

PpaHuis/

25.

NEHTAKCUM

nopoLok Haemophilus
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[IpogoBxeHHs noaaTka 2

Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
BAKLUWHA OnsA influenzae Tuny by C.A. ®paHuis; ITanis/ HeobMeXeHW TepMiH peuernmom nidnsizae
NMPO®INAKTUKUN dnakoHi Ta cycneHsis CAHO®I C.IM.A,, YropwuHa [MepioanyHiCcTe NoAaHHA
OWUOTEPII, NPABUSA, | ans iv’ekuiii (0,5 mn) y ITanis; perynspHo OHOBIOBAHOMO
KALLJTIOKY nonepeaHLo CaHogi-ABeHTiC 3BiTy 3 6e3neku BiANoBIAHO
(ALUENIONAPHUN 3aMoBHEHOMY LINpUL 3 Mpamsit Ko. IlTa., o Mopaaky 3aincHeHH:
KOMIMOHEHT), NPVKPINMEeHOI romnKo YropwuHa dapmakoHarnagy,
noniomMmienity (abo 2-ma okpemumun 3aTBEPAKEHOr0 Haka3oM
IHAKTUBOBAHA TA ronkamu) MiHicTepcTBa OXOPOHU
BAKUWHA ONA 340poB’a Ykpainu Big 27
NMPO®INAKTUKN rpyAaHst 2006 poky Ne 898,
IHOEKLINA, 3apeecTpoBaHui B
CNPUYUNHEHUX MiHicTepcTBi tocTuuii Ykpainm
HAEMOPHILUS 19 rpyaHsa 2016 poky 3a Ne
TANY B 1649/29779 (y pepakuii
KOH’IOFTOBAHA, Haka3sy MiHicTepcTBa
AICOPBEOBAHA OXOPOHU 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMM y
nepiogu4HOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
26. NNABIKC® TabneTkn, BKPUTI TOB "CaHodi- YkpaiHa CAHO®I ®paHuia MepepeecTpalis Ha 3a He UA/9247/01/01
0060s0oHKot0, No 75 wmr, ABeHTiC YkpaiHa" BIHTPOMN HeoOMeXeHUN TepMiH. 3MiHN peuenmom nidnsicae
Ne14 (14x1), Ne28 IHOACTPIA Il Tuny - 3miHn wono

(14x2): no 14 Tabnetok
y 6nicTepi; no 1 abo 2
GnicTepn y KapTOHHil
KopobLi

6e3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHu y
KOPOTKiN XapaKTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ansa
MEANYHOrOo 3aCTOCYyBaHHSA Yy
3B’5A3KY i3 HOBUMM AaHUMK 3
AKOCTI, AOKMIHIYHUMMU,
KMiHIYHUMW JaHUMK Ta
AaHvMu 3 hapmakoHarnagy -
3MiHN BHeCEHO A0 iHCTPYKLUii
ANA MeanyHoro
3aCTOCyBaHHS NiKapCbKoro
3acoby go po3aginy "MobiuHi
peakuii " BignosigHo Ao
MaTepianis peecTpauiiHoro
[0CbE .

MepiognyHiCTb NogaHHSA
perynsipHo OHOBIOBAHOIO
3BiTYy 3 6e3neku BignoBigHO

0o MNopsagky 3nicHEHHS

bapmakoHarnsay,
3aTBEpPOKEHOro Haka3oM
MiHicTepcTBa 0XOpoHK

340poB’a Ykpainu Big 27

rpyaHsa 2006 poky Ne 898,




30 [IpogoBxeHHs noaaTka 2

Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1

3apeecTpoBaHui B
MiHicTepcTBi tocTuuii Ykpainum
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepaxuii
Haka3sy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bif 26 BepecHst 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMn y
nepioanMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

27. | PEONONIMIOKIH PO34MH ANS iHdy3in no TOB "lOpia-®apm" YkpaiHa TOB "lOpis-®apm" Ykpaina MepepeecTpalis Ha 3a He UA/8337/01/01
200 mn abo no 400 mn y HEeOBOMEeXeHUN TepMiH peuenmom nidnseae
nAsiLKax 3MiHu Wwopo

be3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsagy. 3miHa y
KOPOTKIN XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIii Ans
MeAMYHOrO 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOBIIIOBAHOrO 3BiTY 3
6e3nekun nikapcbkoro 3acooy,
abo gocnimxkeHb 3 6eaneku
3aCTOCyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpauiiHnin
nepioa, abo sik pesynbTaT
OLjiHKM 3BITY 3 JOCNiIOKEHD,
npoBeAeHNX BiANOBIAHO A0
nnaHy negiaTpuyHMX
pocnimkens (PIP) (3miHy
Y3rOKEHO 3 KOMMNETEHTHUM
YNOBHOBaXXEHVM OpraHom) -
3MiHN BHECeHO A0 iHCTPYKLUil
Ansi MeQUYHOro
3acToCcyBaHHS NikapCbKoro
3acoby Ao posginy
"OcobnueocTi 3acTocyBaHHSA"
BiAMNOBIAHO A0 OHOBIEHOT
iHdpopmalii 3 6e3neku
3acTocyBaHHS Aitoyol
PEYOBUHM.
MepiognyHiCTb NogaHHSA
perynsipHo OHOBIOBaHOIO
3BiTYy 3 6e3neku BignoBigHO
0o MNopsagky 3nicHEHHS
bapmakoHarnsay,
3aTBEpPOKEHOro Haka3oM
MiHicTepcTBa 0XOpoHK
340poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

3apeecTpoBaHui B
MiHicTepcTBi tocTuuii Ykpainm
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bif 26 BepecHst 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMn y
nepioanMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

be3

nidnsicae

UA/0385/01/02

28.

CTPENTOUMOOBA
MA3b 10%

ma3b 10 % no 25 ry Ty6i
aniomiHiesin; no 1 Ty6i B
nauui 3 KapToHy; no 25 r
y Tybax antoMiHieBux; No
25 r y koHTelrHepax

MpAT
dapmaueBTnyHa
habpuka "Biona"

YkpaiHa

MpAT
dapmaueBTMyHa
cabpuka "Biona"

Ykpaina

MepepeecTpauis Ha
HeobmexeHunn TepMiH. 3MiHn
| Tuny - 3miHn wopo
be3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsagy. 3miHa y
KOPOTKIN XapakTepucTuLi
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIii Ans
MeANYHOro 3aCTOCyBaHHS Ha
nigcTasi perynspHo
OHOBIIIOBAHOrO 3BiTY 3
6e3nekun nikapcbkoro 3acody,
abo gocnimxkeHb 3 6eaneku
3aCTOCyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpauiiHnin
nepiod, abo sk pesynbtart
OLjiHKM 3BITY 3 JOCNiIOKEHD,
npoBeAeHNX BiANOBIAHO A0
nnaHy neaiaTpuuHNX
pocnimkens (PIP) (3miHy
Y3roAXXEHO 3 KOMMETEHTHUM
YNOBHOBaXX€HUM OpraHoMm) -
3MiHN BHECeHO A0 iHCTPYKLUil
ANA MeanyHoro
3aCTOCYBaHHS fikapCbKoro
3acoby Ao posainis
"Moka3aHHs" (YTOYHEHHSI
3aCTOCYBaHHS),
"MpoTunokasanHs", "MobivHi
peakuii" BignosigHo Ao
MaTepianis peecTpauiiHoro
[ocbke Ta iHgopMmauii 3
6e3nekn 3acTocyBaHHS
Lito401 peyoBMHU NiKapCbKoro
3acoby.

MepiognyHiCcTb NogaHHA
perynsipHO OHOBIOBAHOIO
3BiTYy 3 6e3neku BignoBigHO

o MNopagky 34iNCHEHHs

peuenma
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

dapmakoHarnsay,
3aTBEpOKEHOro Haka3om
MiHicTepcTBa OXOpOHU
340poB’a Ykpainu Big 27
rpyaHst 2006 poky Ne 898,
3apeecTpoBaHuii B
MinicTepcTsi tocTuuii Ykpainu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinictepcTBa
OXOPOHW 340POB’A YKpaiHu
Bia 26 BepecHsi 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMN y
nepiogu4HOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

29.

CTPENTOLUMOOBA
MA3b 5%

ma3b 5 % no 25 ry Ty6i
antomiHiesin; no 1 Ty6i B
nayui 3 KapToHy; no 25 r
y Ty6ax antomiHieBux; no
25 r y koHTerHepax

MpAT
dapmaueBTnyHa
abpuka "Biona"

YkpaiHa

MpAT
dapmaueBTUiHa
¢abpuka "Biona"

YkpaiHa

MNepepeecTpauis Ha
HeobMeXXeHN TEPMIH.
3miHu wopo
Ge3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsagy. 3miHa y
KOPOTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MeAMNYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsapHo
OHOBIOBAHOrO 3BITY 3
©e3neku nikapcbkoro 3acoby,
abo gocnimxkeHb 3 6eaneku
3acToCcyBaHHS NikapCbKoro
3acoby B nicnapeecTpauiiinin
nepioa, abo sik pesynbTaT
OLjiHKM 3BITY 3 JoCigKeHb,
NpoBeAEHNX BiANOBIAHO A0
nnaHy negiaTpuyHmX
pocnimxkeHs (PIP) (3miHy
Y3rO[PKEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHVM OpraHom) -
3MiHN BHeCEHO A0 iHCTPYKLUil
0N MeguyHoro
3acTOoCyBaHHS NikapCbKOro
3acoby Ao posainis
"lMNoka3aHHa" (YTOYHEHHS
3aCTOCYBaHHS),
"MpoTunokasaHHs", "Mob6ivHi
peakuii" BignoeigHo go
MaTepianis peectpauiiHoro
[ocbke Ta iHdopMmauii 3
6e3nekn 3aCToCyBaHHSA
Lito401 peyoBMHU NiKapCbKoro

3acoby.

6e3
peuenma

nionsieae

UA/0385/01/01
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

MepiognyHiCTb NogaHHSA
perynsipHo OHOBIOBaHOIO
3BiTYy 3 6e3neku BignoBigHO

Ao Mopsaaky 3aicHeHHs

dapmakoHarnsay,
3aTBEpOKEHOro Haka3oM

MiHicTepcTBa 0XOpoH#K

340poB’a Ykpainu Big 27
rpyaHst 2006 poky Ne 898,

3apeecTpoBaHul B
MiHicTepcTBi tocTuuii Ykpainum
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bif 26 BepecHsi 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMN y
nepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

30.

CYMILW AnsA
IHFANAUIN

po3unH, no 40 mny
dnakoHax

MPAT
"OITOPAPM"

YkpaiHa

MPAT
"OITOPAPM"

Ykpaina

MepepeecTpalis Ha
HeobmexeHunn TepMiH. 3MiHn
| Tuny - 3miHn wopo
Ge3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsagy. 3miHa y
KOPOTKiN XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPyKUii Ans
MeANYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsapHo
OHOBIIHOBAHOrO 3BiTY 3
6e3neku nikapcbkoro 3acoby,
abo gocnimkeHb 3 6e3neku
3aCTOCyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpauiiHnin
nepiod, abo sk pesynbtart
OL}iHKM 3BITY 3 JOCNIOXKEHD,
npoBeAeHNX BiANOBIAHO A0
nnaHy neaiaTpuuHNX
pocnigxeHb (PIP) (3miHy
Y3roAXXEHO 3 KOMMETEHTHUM
YNOBHOBaXX€HUM OpraHom) -
3MiHu BHeceHo A0 IHCTpyKuji
AN MeanyHoro
3aCTOCYBaHHS MikapCbKoro
3acoby fo posginy
"OcobnuBocTi 3acTocyBaHHs"
BiAMNOBIAHO A0 OHOBIEHOT
iHdpopmauii 3 6e3neku gitoyoi
PeYOBUHY NiKapcbKOro
3acoby.

6e3
peuenma

nidnsicae

UA/0272/01/01
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

MepiognyHicTb NogaHHA
perynsipHo OHOBIOBAHOIO
3BiTYy 3 Ge3neku BignNoBiAHO

oo MNopagky 3aifncHEHHs

dapmakoHarnsay,
3aTBEPOAKEHOro Hakasom
MiHicTepcTBa OXOpOHU

340poB’a Ykpainu Big 27

rpyAaHst 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainm
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHM 300POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKamu, 3a3HavYeHNMn y
nepiogu4HOCTI NOAaHHA
perynsipHux 3BiTiB 3 6e3neku.

31.

TEPI3

kancynu no 250 mr in
bulk: no 10 kancyn y
cTpuni, no 50 cTpunis y
KapTOHHIN ynakoBuj

Makneoac
dapmackloTrKanc
Nimiten

IHAisA

Makneoac
dapmacbioTukanc
Timiteq

IHais

MepepeecTpalis Ha
HeoBOMEeXeHUN TepMiH
3MiHM wono
6e3nekn/edeKkTUBHOCTI Ta
bapmakoHarnagy. BeegeHHs
abo 3MiHM [0 y3aranbHeHUx
AaHVX Npo cuctemy
hapmakoHarnsay (BBeAeHHs
y3aranbHeHUX AaHnx Npo
cuctemy chapmakoHarnsagy,
3MiHa YNoBHOBaXeHOi ocobu,
BignoBiganbHoi 3a
3[iNCHEHHSA
hbapmakoHarnsgy; KOHTakTHol
ocobu 3 hapmakoHarnsgy
3asiBHUKA ONs 30iNCHEHHS
dapmakoHarnagy B YkpaiHi,
SAKLO BOHA BiAMiHHA Bia
YMNOBHOBaXeHOi ocobm,
BignoBiganbHoI 3a
34icHeHHs bapmakoHarnsgy
(BKNHOYAOUM KOHTaKTHI AaHi)
Ta/abo 3MiHW Y PO3MiLLEHHI
MacTep-cainna cuctemu
dapmakoHarnsay) - Oirova
pepakuis: KoHTakTHa ocoba,
BignoBiganbHa 3a 34iNCHEHHS
dapmakoHarnsagy B YkpaiHi -
MeTpeHuyk OneHa
BikTopisHa. NponoHoBaHa

He
nidnsicae

UA/9938/01/01
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[IpogoBxeHHs noaaTka 2

Homep

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

peecmpauyitiHo2o
noceio4yeHHs1

penakuisi: KoHtaktHa ocoba,
BignoBiganbHa 3a 34iNCHEHHSsA
dapmakoHarnsagy B YkpaiHi -
[HiTeubka Nio6oB
BanepiiBHa. 3miHa
KOHTaKTHUX JAHWUX KOHTaKTHOI
ocobu 3 chapmakoHarnsay B
YkpaiHi.
MepiognyHicTb NogaHHA
perynsipHO OHOBMOBAHOMO
3BiTYy 3 6e3neku BignoBigHO
oo MNopagky 3aincHeHHs
dapmakoHarnsay,
3aTBEpOKEHOro Haka3oM
MiHicTepcTBa 0OXOpOHU
340poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMN y
nepioanMYHOCTI NoAAaHHS
perynsipHux 3BiTiB 3 6e3neku.

3a

He

UA/7697/01/01

32.

TEPI3

kancynu no 250 mr, no
10 kancyn y cTpuni, no
10 cTpuniB y KapTOHHiW
ynakoBLi

Makneonc
dapmacbioTukanc
Jlimiten

IHAis

Makneoac
dapmacbtoTukanc
JlimiTen

IHgia

MepepeecTpauis Ha
HeobMexXeHun TepMiH
3miHu wopo
6e3nekn/ehekTMBHOCTI Ta
bapmakoHarnagy. BeegeHHs
abo 3miHM [0 y3aranbHeHnx
AaHuX Npo cuctemy
hapmakoHarnsay (BBeAeHHs
y3aranbHeHuX AaHnx npo
cuctemy dbapmakoHarnagy,
3MiHa yNoBHOBaXeHOi ocobu,
BiAMOBiAaNbLHOI 3a
30iACHEHHS
bapmakoHarnsgy; KOHTakTHoT
ocobu 3 papmakoHarnsgy
3asBHMKaA ANS 30iACHEHHS
dapmakoHarnagy B YkpaiHi,
SIKLLIO BOHA BiAMiHHa Bif
YNOBHOBaXeHOI 0cobu,
BignoBiganbLHoI 3a
3AiNCHEHHNA dhapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI AaHi)

Ta/abo 3MiHW Y PO3MiLLEHHI

peuerimom

nidnseae
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[IpogoBxeHHs noaaTka 2

Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1

MacTep-canna cuctemm
hapmakoHarnsgy) - Qirova
penakuisi: KoHTakTHa ocoba,
BiAnNoBiganbHa 3a 34iNCHEHHS
dapmakoHarnsagy B YkpaiHi -
MeTpeHyyk OneHa
BikTopisHa. MNponoHoBaHa
penakuisi: KoHTakTHa ocoba,
BignoBiganbHa 3a 34iNCHEeHHSsA
apmakoHarnsgy B YKpaiHi -
[HiTeubka JTlo6oB
BanepiiBHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3 chapmakoHarnsgy B
YkpaiHi
3MiHn Wwoao
Ge3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsgy. 3miHa y
KOPOTKili XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT Ans
MEeOUYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsapHo
OHOBIOBAHOrO 3BITY 3
6e3neku nikapcbkoro 3acody,
abo gocnimkeHb 3 6e3neku
3acToCcyBaHHS NikapCbKoro
3acoby B nicnapeecTpauiiinin
nepioa, abo sik pesynbTat
OLjiHKM 3BITY 3 JoCHigKeHb,
NpoBeAEHNX BiANOBIAHO A0
nnaHy negiaTpuyHmX
pocnimxeHs (PIP) (3miHy
Y3rogXKEHO 3 KOMMETEHTHUM
YNOBHOBaXXEHVM OpraHom) -
3MiHU BHeCeHi [0 HCTPYKLUIi y
po3gain "OcobnueocTi
3acTocyBaHHA" 3rigHo 3
AaHnMu wopao 6esneku
[OMOMDDKHOI peYOBUHM
kapmoi3uH (E 122), sika moxe
CMPUYNHATY anepriyvHi peakuii
MepiognyHiCTb NogaHHSA
perynsipHo OHOBIOBaHOIO
3BiTYy 3 6e3neku BignNoBiAHO
0o MNopagky 3niicHEHHS
hapmakoHarnsay,
3aTBEpPOKEHOro Haka3oM
MiHicTepcTBa 0XOpoHK
3[40poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,




37 [IpogoBxeHHs noaaTka 2
Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina BupobHuk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1
3apeecTpoBaHui B
MiHicTepcTBi tocTuuii Ykpainum
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bif 26 BepecHst 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMn y
nepioanMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
33. | TPAHKBUIAP® nopoLUoK (cybcTaHuis) y ToBapucTso 3 YkpaiHa ToBapuctso 3 Ykpaina MepepeecTpalis Ha - He UA/8745/01/01
nakeTax noABiINHMX i3 [0aTKOBOIO [0[aTKOBOIO HeobMexeHun TepMiH nidnsgzae
nniBKM NONieTUNeHoBOI BiANOBigaNbHICTIO BiANOBIgaNbHICTIO
ans BupobHuuTBa "IHTEPXIM" "IHTEPXIM"
HEeCTEepPUIbHUX
nikapcbkmx hopm
34. TYNIKCOH NOPOLLIOK Anis Tynin J1a6. IHais 3eicc IHais MepepeecTpauis Ha 3a He UA/12534/01/01
NPUroTyBaHHA PO3YNHY Mpansit Ilimiteq dapmac’toTikenc HeobMeXXeHN TEPMIH. peuernmom nidnszae
08 iH ekuin, 1 donakoH 3 MNeT. 1o, 3MiHM Woao

MOPOLLKOM B KapTOHHIN
KopobLi

be3nekn/edeKkTUBHOCTI Ta
dapmakoHarnsagy. 3miHa y
KOPOTKI XapakTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUii Ans
MeANYHOro 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOBIIHOBAHOrO 3BiTY 3
6e3nekun nikapcbkoro 3acoby,
abo pocnigxeHb 3 6e3nekn
3aCTOCyBaHHS NiKapCbKoro
3acoby B nicnsipeecTpauiiHnin
nepion, abo sk pesynbtat
OL}iHKM 3BITY 3 JOCNIOKEHD,
npoBeAeHNX BiANOBIAHO A0
nnaHy negiaTpuyHmX
pocnimpkens (PIP) (3miHy
Y3roAXXeHO 3 KOMMETEHTHUM
YMNOBHOBAXEHUM OpraHoMm) -
3MiHN BHECeHi A0 iHCTPyKLiT
AN MeanyHoro
3acTOoCyBaHHS NiKapCbKOro
3acoby y posginu:
"MpoTunokasaHHs",
"B3aemogais 3 iHwmnmn
nikapcbknuMmun 3acobamu Ta
iHWIi BMAwn B3aemonin",
"OcobnuBocTi 3acTocyBaHHs",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnoci6
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

3acTocyBaHHs Ta go3un"
(iHdbopmauis 3 6eanekn),
"MepepnosyBaHHs", "MobiyHi
peakuii" BignosigHo Ao
OHOBIEHOI iHchopmalii 3
Ge3nekun OitYvoi pevyoBUHMN.
MepiognyHiCTb NogaHHSA
perynsipHo OHOBIOBAHOIO
3BiTYy 3 6e3neku BignoBigHO
Ao Mopsaaky 3aicHeHHs
dapmakoHarnsay,
3aTBEpOKEHOro Haka3om
MiHicTepcTBa 0XOpoHK
340poB’a Ykpainu Big 27
rpyaHs 2006 poky Ne 898,
3apeecTpoBaHul B
MinicTepcTsi tocTuuii YKkpainm
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bi 26 BepecHsi 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMN Y
nepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

35.

YPANIT-Y®

rpaHynu Ans opansHOro
po3umHy no 280 ry
KOHTeWHepi, no 1
KOHTEWHepy Y KOMMMeKTi
3 MipPHOO JTOXKOIO,
iHOMKaTOPHWUM nNanepom,
KOHTPOMbHUM
KaneHpgapem Ta
3aTnCKavyeM y KapTOHHIN
KopoobLi

MEJA ®apma
'm6X eHg Ko. KIF

HimevuunHa

Bunyck npogykry-
BUNYCK cepii:
MALAYC 'mbX,
HimeuvuuHa;
Bupo6HmLTBO in
bulk:
MNAHTEKCTPAK
T 'm6X Ta Ko. KT,
HimeuvuuHa;
HanoBHeHHA Ta
nakyBaHHsi:
MALAYC 'mbX,
Himeyumna

Himeyunna

MepepeecTpauis Ha
HeobmexeHn TepMiH. 3MiHn
| Tuny - 3miHn wopo
6e3nekn/eekTMBHOCTI Ta
dapmakoHarnsagy. 3miHa y
KOPOTKiN XapaKTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPyKUii Ans
MeANYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsapHo
OHOBIIHOBAHOrO 3BiTY 3
6e3nekun nikapcbkoro 3acoby,
abo gocnimxkeHb 3 6e3neku
3acTOoCyBaHHS NikapCbKOro
3acoby B nicnsipeecTpauiiHunin
nepiod, abo sk pesynbtat
OUjiHKM 3BITY 3 AOCTIOXEHb,
npoBeAeHNX BiANOBIAHO A0
nnaHy neaiaTpuuHMX
pocnigxeHb (PIP) (3miHy
Y3roXXeHO 3 KOMMETEHTHUM
YNOBHOBaXX€HUM OpraHom) -
3MiHN BHECEHO A0 iHCTPYKLUii
Ans MeanyHoro
3aCTOCYBaHHS fiKapCbKoro

3a
peuenmom

He
nidnseae

UA/7357/01/01
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

3acoby fo posainis
"MpoTmnokasaHHs",
"OcobnuBocTi 3acTocyBaHHS",
"Mepepo3yBaHHs", "MobiYHi

peakuii " BignosigHo fo
OHOBIEHOI iHchopmalii 3

6e3neku gitoumnx Ta

[OOMOMDKHUX PEYOBUH.

MepiognyHiCTb NogaHHSA
perynsipHo OHOBIOBAHOIO
3BiTYy 3 6e3neku BignNoBigHO

o lMopsaaky 3aicHeHHs

dapmakoHarnsay,
3aTBEpPOKEHOro Haka3oM
MiHicTepcTBa 0XOpoHK

340poB’a Ykpainu Big 27

rpyaHs 2006 poky Ne 898,
3apeecTpoBaHul B
MiHicTepcTsi tocTuuii YKpainm
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bi 26 BepecHsi 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMN y
nepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

36.

®JIIEBOTOH

renb 2 % no 40 r y Ty6i;
no 1 Ty6i B KAPTOHHIW
nayui

AT "Cocpapma"

Bonrapis

Bupo6HMuTBO
Hepo3dhacoBaHoi
npoaykuii,
nepBuHHA Ta
BTOPWHHA
ynakoBka:
AT "Codpapma”,
Bonrapis;
[os.in Ha BMnyck
cepii:

AT "Cocbapma",
Bonrapis

Bonrapis

MepepeecTpauis Ha
HeobMeXXeHN TEPMIH.
3MiHuM Wwono
6e3nekn/ehekTMBHOCTI Ta
dapmakoHarnsagy. 3miHa y
KOPOTKiN XapaKkTepucTuui
nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPyKUii Ans
MeANYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsapHo
OHOBJIHOBAHOrO 3BiTY 3
6e3nekun nikapcbkoro 3acoby,
abo gocnimxkeHb 3 6e3neku
3acTOCyBaHHS NiKapCbKOro
3acoby B nicnspeecTpauiiHni
nepiod, abo sk pesynbTat
OL}iHKM 3BITY 3 JOCHIOKEHD,
npoBeAeHNX BiANOBIAHO A0
nnaHy nepiaTpuuHMX
pocnigxenb (PIP) (iHwi
3MiHK) - 3MiHM BHECEHO 80
IHCTpyKUIT ANS MeanyHoro

6e3
peuyenma

nidnseae

UA/0747/01/01
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[IpogoBxeHHs noaaTka 2

Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

3aCTOCyBaHHS NiKapCbKoro
3acoby Ao posginy
"MokasaHHA" [BUTYyYeHO:
reMopoifgansHa xsopoba (y
CKnapi KomnrnekcHoi Tepanii);
M’S130Bi Kpamni (CyAoMHe
CTSAryBaHHS! NTUTKOBUX
M’A13iB)], @ TakoX A0 po3Ainy
"Cnocib 3acTocyBaHHs Ta
[03n" (YTOYHEHHS
iHcpopmawii), BignosigHo o
marepianis peecTpauifHoro
[OCbE.
MepioagnyHicTb NogaHHA
perynsipHo OHOBIOBAHOIO
3BiTy 3 6e3neku BiANoBiaHO
oo MNopagky 3aincHeHHs
dapmakoHarnsay,
3aTBEPAKEHOr0 HaKasom
MiHicTepcTBa 0OXOpOHU
340poB’a Ykpainu Big 27
rpyAaHst 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTsi tocTuuii YKpainm
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHM 300POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTL: 3rigHO 3i
CTpOKamu, 3a3Ha4YeHNMKn y
nepioanMYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

37.

XYMYJIIH M3

CyCneH3isl Ans iH'ekuin,
100 MO/mn, in bulk: no 3
MI Y CKNSHOMY
KapTpumxi; no 325 abo
330 kapTpuoxis y
notkax

Tinni ®paHc

DdpaHLuis

Ninni ®paHc

PpaHuia

MepepeecTpalis Ha
HeobMeXeHU TEPMIH.
MepiognyHicTb NogaHHA
perynspHO OHOBIIIOBaHOIO
3BiTYy 3 6e3neku BignoBigHO
oo MNopagky 3aifncHeHHs
dapmakoHarnsay,
3aTBEpPAKEHOro HaKa3oMm
MiHicTepcTBa OXOpPOHU
3[0poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHui B
MiHicTepcTsi tocTuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinicTepcTBa
OXOPOHU 340POB’A YKpaiHu
Big 26 BepecHs 2016 poky Ne

He
nidnsicae

UA/8568/01/01




41 [IpogoBxeHHs noaaTka 2

Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
ynakoeka) noceio4yeHHs1

996), CTaHOBUTL: 3rigHO 3i
CTpOKaMu, 3a3Ha4yeHUMn y
nepiogu4HOCTI NOAAaHHA
perynsipHux 3BiTiB 3 6Ge3neku.

38. | XYMYIIH M3 cycneH3sia Ans iH'ekuin, Jinni ®paHc PdpaHuis Ninni ®paHc ®paHuis MepepeecTpauis Ha 3a He UA/8567/01/01
100 MO/mn, no 3 mny HeoBMEXEeHWN TEPMIH. peuernmom nidnszae
CKINAHOMY KapTpuaXi; no MepioanyHicTb nogaHHs
5 kapTpugxis y perynsipHo OHOBIOBAHOIO
KapTOHHIN nayui; no 3 3BiTYy 3 Ge3neku BignNoBiAHO
MI Y CKITHOMY Ao Mopsaaky 3AicHeHHs
KapTpuaxi; no 1 dapmakoHarnagy,

KapTpUIXy y Wnpu- 3aTBEPAKEHOro Haka3oM
pyuui KsiHleH; no 5 MiHicTepcTBa 0XOpoHK

LUNPUL-PYHOK Y 340poB’a Ykpainu Big 27
KapTOHHIN nayui rpyAaHst 2006 poky Ne 898,

3apeecTpoBaHul B
MiHicTepcTsi tocTuuii YKpainm
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHicTepcTBa
OXOPOHM 300POB’A YKpaiHn
Bi 26 BepecHsi 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMM y
nepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

39. | XYMYIIH HNX cycrneHsia Ans iH'ekuin, Tinni ®paHc PpaHuis Ninni ®paHc ®paHuis MepepeecTpauisa Ha 3a He UA/8569/01/01
100 MO/mn, no 3 mny HeobMeXXeHN TEPMIH. peuernmom nidnszae
CKISAHOMY KapTpWaXi; no MepiognyHicTb NogaHHA
5 kapTpuoxis y perynspHO OHOBIIIOBaHOIO
KapTOHHIM naydi; no 3 3BiTy 3 6e3neku BiaNoBiaHO
M7 Y CKNSTHOMY oo MNopagky 3aifncHeHHs
KapTpumxi; no 1 dapmakoHarnsay,

KapTpUAXYy Yy LNpuL- 3aTBEpPAKEHOro Haka3om
pyu4ui KsiklNeH; no 5 MiHicTepcTBa OXOPOHU

LUMNPUL-PYHOK Y 3040poB’a Ykpainu Big 27
KapTOHHIN nayui rpyAaHst 2006 poky Ne 898,

3apeecTpoBaHWn B
MiHicTepcTsi tocTuii Ykpainu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinictepcTea
OXOPOHU 300POB’S YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i
CTpOKaMu, 3a3Ha4YeHUMN y
nepioanMYHOCTI NogaHHS
perynsipHux 3BiTiB 3 6e3neku.

40. | XYMYNIH HNX cycreHsia Ans iH'ekuin, Tinni ®paHc PpaHuis Ninni ®paHc ®paHuis MepepeecTpaisa Ha - He UA/8570/01/01
100 MO/mn in bulk: no 3 HeobMeXeHWI TEPMIH. nidnseae
MI Y CKNsIHOMY MepiognyHicTb NogaHHs
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Ne
n/n

Ha3ea nikapcbko20
3acoby

Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuUKa

Peecmpauyitina npoyedypa

Ymoeu
eionycky

Peknamyes
aHHA

Homep
peecmpauyitiHo2o
noceio4yeHHs1

KapTpumxi, no 325 abo
330 kapTpugxis y
noTkax

perynsipHO OHOBMIOBAHOIO
3BiTYy 3 6e3neku BignoBigHO
oo MNopagky 3aincHEHHs
dapmakoHarnsay,
3aTBEpPOKEHOro Haka3oM
MiHicTepcTBa OXOpOHU
340poB’a Ykpainu Big 27
rpyaHst 2006 poky Ne 898,
3apeecTpoBaHuii B
MinicTepcTsi tocTuuii Ykpainu
19 rpygHs 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MinicTepcTBa
OXOPOHW 340POB’A YKpaiHu
Bif 26 BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMN Yy
nepiogu4HOCTI NOAAHHA
perynsipHux 3BiTiB 3 6e3neku.

41.

XYMYJIH PErynsp

po34mH ans iH'ekuin, 100
MO/mn, in bulk: no 3 mn
y CKISSHOMY KapTpuaxi;
no 325 a6o 330
KapTpUXiB y NoTkax

Tlinni ®paHc

dpaHuis

Jlinni ®paHc

dpaHuia

MNepepeecTpauis Ha
HeobMeXXeHN TEPMIH.
[MepiognyHiCTb NogaHHSA
perynsipHoO OHOBIOBAHOIO
3BiTYy 3 6e3neku BignoBigHO
o lMopsaaky 3aicHeHHs
cdapmakoHarnsgy,
3aTBEPAKEHOro HaKa3om
MiHicTepcTBa 0XOpoHK
340poB’a Ykpainu Big 27
rpyaHsa 2006 poky Ne 898,
3apeecTpoBaHul B
MiHicTepcTsi tocTuuii Ykpainu
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3y MiHictepcTBa
OXOPOHW 340POB’A YKpaiHu
Bi 26 BepecHsi 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i
CTpOKaMu, 3a3Ha4eHUMM y
nepioanMYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

He
nionsieae

UA/8572/01/01

42.

XYMYJIIH PErynsapP

po34mH ans iH’ekuin, 100
MO/mn, no 3 mny
CKINSAHOMY KapTpuaxi; no
5 kapTpugxis y
KapTOHHIM naydi; no 3
MI Y CKNSIHOMY
KapTpuaxi; no 1
KapTpUAXY Yy LUNpuL-
pyu4ui KsiklNeH; no 5
LUNPUL-PYYOK Y

Jlinni ®paHc

PpaHuis

Jlinni ®paHc

®paHuis

MepepeecTpalis Ha
HeobMeXXeHW TEPMIH.
MepiognyHiCcTb NogaHHA
perynspHoO OHOBIOBaHOroO
3BiTy 3 6e3neku BiaNoBiaHO
oo MNopagky 3aifncHeHHs
bapmakoHarnsay,
3aTBEPOKEHOrO HaKasom
MiHicTepcTBa OXOpPOHU
340poB’a Ykpainu Big 27

3a
peuenmom

He
nidnsizae

UA/8571/01/01
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Ne Ha3ea nikapcbko20 Popma eunycky 3asieHUK Kpaina Bupo6Huk KpaiHa Peecmpauyitina npoyedypa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢ghopma, 3asieHUKa eupob6HuUKa eionycky aHHs peecmpayitiHo2o
noceio4yeHHs1

ynakoeka)

KapTOHHIN navui

rpyAaHst 2006 poky Ne 898,
3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii Ykpainum
19 rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii
Haka3sy MiHicTepcTBa
OXOPOHU 300POB’A YKpaiHu
Bia 26 BepecHsi 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i
CTpPOKaMu, 3a3Ha4eHUMU y
nepiogu4HOCTI NOAAaHHA
perynsipHux 3BiTiB 3 6e3neku.

HavyanbHuK YnpaBniHHA ¢papmaueBTUYHOI QiANBHOCTI Ta

AKoCTi cpapmaueBTUYHOI NPOoAYKLil

T.M. JlackoBCcbkuu




