MEPENIK

Aopatok 2

[0 Haka3y MiHicTepcTBa OXOpPOHU
34,0POB’A YKpaiHu

21.03.2018 Ne 521

NMEPEPEECTPOBAHUX NNIKAPCbKNX 3ACOBIB (MEANYHUX IMYHOBIO/TOINYHUX NMPEMNAPATIB), AKI BHOCATbLCA A0
BEPXXABHOIO PEECTPY NIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3ssa nikapcbko20 dopma sunycky 3assHuUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Pexknamy Homep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa BionycKy BaHHS peecmpayitiHo20
ynakoskKa) NOCBIOYEHHs
1. AM/IECCA Ta6netkn 4 mr/10 mr, no KPKA, a.4., HoBo CnoBeHis KPKA, a.4., CnoBeHisi MepepeecTpauis Ha 3a He UA/12846/01/01
10 TabneTok y 6nictepi; MecTo HoBo mecTo HEOBMEXEHUI TEPMIH. peuyenmom niosnsieae

no 3 a6o no 6, abo no 9
6nicTepIB y KAPTOHHIN
KOpoo6Li

3MiHu | TMNY - 3MiHK Woa0
6e3nekun/ethekTBHOCTI Ta
thapmMakoHarnsgy. 3miHa y
KOPOTKIil XapakTepucTuLi
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLii ans
MeLMYHOT0 3aCTOCYBaHHS Ha
nigctasi perynsipHo
OHOB/IIOBAHOTO 3BITYy 3 6e3neku
nikapcbkoro 3acoby, abo
nocnigpkeHb 3 6e3nekn
3aCTOCYBaHHS NikapcbKoro
3acoby B nicnsipeecTpauiiHmi
nepiog, abo sk pesynsTaT OLiHKN
3BiTY 3 OCNIKEHb, NPOBEAEHNX
BiANOBIAHO A0 nnaHy
negjatpuuHnx gocnimxeHs (PIP)
(3MiHY y3rompkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHM BHECEHO A0
IHCTPYKUIT 4N MeanyYHOro
3acTOCyBaHHSA likapCcbKoro
3acoby y po3ginu: "OcobnmnBocTi
3acTocyBaHHA", "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHsA
rpyaar”, "Mo6iyHi peakuyii
BiANOBIAHO 4O OHOBMEHOT
iHchopmauii 3 6esnekun gjroyor
PEYOBUHMN.

MepioAnyHICTb NogaHHsA
perynsipHo OHOB/IOBAHOIO 3BITY 3
6e3neku BigNoBIgHO A0 Mopsaky

34jiCHEHHS hapmakoHarnsgy,
3aTBEPKEHOTO HaKa3oMm
MiHicTepcTBa OXOPOHW 340PO0B’'s




2

[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep

peecmpayitiHozo

nocsi0YeHHs

Ykpainn Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji YkpaiHm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A
YkpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO
3i CTpoOKamu, 3a3Ha4eHMN y
nepioanYHOCTI NOAAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

AMJIECCA

Tabnetku, 8 mr/5 mr, no
10 TabneTok y bnictepi;
no 3 a6o no 6, abo no 9
6nicTepiB y KApPTOHHIN
KOpoo6Li

KPKA, a.4., Hoso
MecTo

CnoseHis

KPKA, 8.4,
Hoso mecTto

CnoBeHisi

MepepeecTpavis Ha
HEOBMEXEHUI TEPMIH.
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edheKTMBHOCTI Ta
thapmMakoHarnsagy. 3miHa y
KOPOTKill XxapakTepucTuLj
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii ans
Me[MYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOBJ/TIOBAHOTO 3BITYy 3 6e3nekn
nikapcbkoro 3acoby, abo
[ocnimpkeHb 3 6e3nekn
3aCTOCYBaHHS NikapcbKoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sik pesysibTar OLiHKM
3BiTY 3 OCNIKEHb, NPOBEAEHMUX
BiAANOBIAHO A0 NnaHy
negiatpmuHunx gocnigpkers (PIP)
(3MiHyY y3romkeHo 3
KOMMNETEHTHUM YNOBHOBaXEHUM
opraHom) - 3MiHM BHECEHO A0
IHCTPYKUIT 4N MeanyHOro
3acTOCyBaHHSA NikapCcbKoro
3aco6y y po3sginu: "OcobnmneocTi
3acTocyBaHHA", "3acTocyBaHHSA y
nepiog, BariTHOCTI abo rogyBaHHsA
rpyaato”, "Mo6ivHi peakuj™
BiAMNOBIAHO 4O OHOBMEHOT
iHchopmauii 3 6esnekun gjtoyor
PEYOBUHMN.

MepioAnyHICTb NoAaHHA
perynsipHo OHOB/IOBAHOIO 3BITY 3
6e3neku BignoBigHo Ao Mopsaky

3a
peyenmom

He
nionsieae

UA/12846/01/02
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep

peecmpayitiHozo

nocsi0YeHHs

34iiCHEHHA hapMakoHarnsay,
3aTBEPPKEHOr0 HaKkasoM
MiHicTepcTBa OXOPOHW 340POB’A
Ykpainn Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji YkpaiHm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A
YkpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKamu, 3a3Ha4eHMN y
nepioanYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

AMJIECCA

Tabnetku 8 mr/10 mr, no
10 TabneTok y bnictepi;
no 3 a6o no 6, abo no 9
6nicTepiB y KAPTOHHIN
Kopoo6Li

KPKA, a.4., Hoso
MecTo

CnoseHis

KPKA, 8.4,
Hoso mecTto

CnoBeHisi

MepepeecTpavis Ha
HEOBMEXEHUI TEPMIH.
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta
thapmMakoHarnsagy. 3miHa y
KOPOTKill XxapakTepucTuLj
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii ans
Me[MYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOBJ/TIOBAHOTO 3BITYy 3 6e3nekn
nikapcbkoro 3acoby, abo
[ocnimpkeHb 3 6e3nekn
3aCTOCYBaHHS NikapcbKoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sik pesysibTar OLiHKN
3BiTY 3 OCNIKEHb, NPOBEAEHMUX
BiANOBIAHO A0 NnaHy
negiatpmuHunx gocnigpkers (PIP)
(3MiHY y3romkeHo 3
KOMMNETEHTHUM YMOBHOBaXEHUM
opraHom) - 3MiHM BHECEHO A0
IHCTPYKUIT 4N MeanyHOro
3acTOCyBaHHSA NikapCcbKoro
3aco6y y po3sginu: "OcobnmneocTi
3acTocyBaHHA", "3acToCcyBaHHSA y
nepiog, BariTHOCTI abo rogyBaHHsA
rpyaato”, "Mo6ivHi peakuji™
BiAMNOBIAHO 4O OHOBMEHOT
iHchopmauii 3 6esnekun gjtoyor
PEYOBUHMN.

3a
peyenmom

He
nionsieae

UA/12846/01/04
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep
peecmpayitiHozo
nNOCcBi0OYEeHHs

MepioAnyHICTb NogaHHA
perynspHoO OHOB/MIOBAHOIO 3BITY 3
6e3neku BignoBigHo Ao Mopsaky

34iiCHEHHA hapMakoHarnsay,
3aTBEPPKEHOr0 HaKkasoM
MiHicTepcTBa OXOPOHW 340POB’A
Ykpainn Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji YkpaiHm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A
YkpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHMN y
nepioanYHOCTI NOAAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

AMJIECCA

Tabnetku 4 mr/5 mr, no
10 TabneTok y bnictepi;
no 3 a6o no 6, abo no 9
6nicTepiB y KAPTOHHIN
Kopoo6Li

KPKA, a.4., Hoso
MecTo

CnoBeHis

KPKA, 8.4,
Hoso mecTto

CnoBeHisi

MepepeecTpavis Ha
HEOBMEXEHUI TEPMIH.
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta
hapmMakoHarnsagy. 3miHa y
KOPOTKill XxapakTepuctuLj
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii ans
Me[MYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITYy 3 6e3nekn
nikapcbkoro 3acoby, abo
[ocnimpkeHb 3 6e3nekn
3aCTOCYBaHHS NikapcbKoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sik pesysibTaT OLiHKN
3BiTY 3 OCNIKEHb, NPOBEAEHMUX
BiAANOBIAHO A0 NnaHy
negiatpmuHunx gocnigpkers (PIP)
(3MiHY y3romkeHo 3
KOMMNETEHTHUM YNOBHOBaXEHUM
opraHom) - 3MiHM BHECEHO A0
IHCTPYKUIT 4N MeanyHOro
3acTOCyBaHHSA NikapCcbKoro
3aco6by y posginu: "OcobnmneocTi
3acTocyBaHHA", "3acTocyBaHHSA y
nepiog, BariTHOCTI abo rogyBaHHs
rpyaato”, "Mo6ivHi peakuj™
BiNOBIAHO 4O OHOBMEHOI

3a
peyenmom

He
nionsieae

UA/12846/01/03
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep
peecmpayitiHozo
nNOCcBi0OYEeHHs

iHchopMmawii 3 6e3neku gjtouor
PEYOBUHMN.

MepioAnyHICTb NogaHHA
perynspHoO OHOB/MIOBAHOIO 3BITY 3
6e3neku BignoBigHo Ao Mopsaky

34iiCHEHHA hapMakoHarnsay,
3aTBEPPKEHOr0 HaKkasoM
MiHicTepcTBa OXOPOHW 340POB’A
Ykpainn Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji YkpaiHm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A
YkpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO
3i CTpoOKamu, 3a3Ha4eHMN y
nepioAnYHOCTI NOJAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

AMOHIN

Tabnetkun no 100 Mr no
10 TabneTok y bnictepi;
no 2 6nictepu B
KapPTOHHI kopobu,i

Mepokemi NT[,

Kinp

Megokemi 1T/,
(UeHTpanbHuii
3aBop), Kinp;
Megokemi 1T/,
(3aBog AZ),
Kinp

Kinp

MepepeecTpavis Ha
HeobMeXeHUI TepMiH
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta
thapmMakoHarnsagy. 3miHa y
KOPOTKill XxapakTepucTuLj
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii ans
Me[MYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOBJ/TIOBAHOTO 3BITYy 3 6e3nekn
nikapcbkoro 3acoby, abo
[ocnimpkeHb 3 6e3nekn
3aCTOCYBaHHS NikapcbKoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sik pesysibTaT OLiHKN
3BiTY 3 OCNIKEHb, NPOBEAEHMUX
BiAANOBIAHO A0 NnaHy
negiatpmuHunx gocnigpkers (PIP)
(3MiHyY y3romkeHo 3
KOMMNETEHTHUM YNOBHOBaXEHUM
opraHom) - 3MiHM BHECEHO A0
IHCTPYKLiT Ana MeguyHoro
3acTOCyBaHHSA NikapCcbKoro
3aco6y [0 po3ginis
"lMNpoTrnokasaHHs", "OcobnnBocCTi

3a
peyenmom

He
nionsieae

UA/8715/01/01




6 [TpomoBkeHHs AofaTKa 2
Ne Ha3ssa nikapcbko20 dopma sunycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n 3aco6y (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky BaHHS peecmpayitiHozo
ynaKoskKa) nNOCcBi0OYEeHHs
3aCTOCYBaHHS", "3acTocyBaHHA y
nepiog BariTHoCTi abo rogyBaHHs
rpyaar”, "Cnocié 3actocyBaHHs
Ta [03n" (yTo4YHeHHs iHdhopmalir),
"Mo6iuHi peakuii" BigNOBIAHO A0
OHOB/IEHOI iHthopMaLii 3 6e3nekn
L0401 peYoBMHM NiKapCbKOro
3aco6y.
6. APTPOH® Tab61eTKN,BKPUTI FOHidhapm, IHK. CLWA FOHichapm, IHK. CWA MepepeecTpauis Ha 6e3 nidsnsiecae UA/12960/01/01
KOMM/MEKC 060/10HKo no 10 HeoOMeXeHUiA TepMiH. 3MiHu | peyenma

Tabnetok y 6nictepi; no
1 6nicTepy B kopobu,i; no
30, abo 60, no 100, no
120 TabneTtoK y
nakoHi; no 1 doiakoHy
B KOpO6Lj

TUny - 3MiHu Woao
6e3nekn/edheKTMBHOCTI Ta
thapmMakoHarnsgy. 3miHa y
KOPOTKill XxapakTepucTuLj
NiKapCcbKOro 3acoby, TEKCTi

MapKyBaHHS Ta IHCTPYKLii ans
MeAMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITYy 3 6e3nekn
nikapcbkoro 3acoby, abo
[ocnimpkeHb 3 6e3nekn
3aCTOCYBaHHS NikapcbKoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sik pesysibTaT OLiHKN
3BiTY 3 OCNIKEHb, NPOBEAEHMUX
BiAANOBIAHO A0 NnaHy
negiatpmuHunx gocnigpkers (PIP)

(3MiHY y3romkeHo 3

KOMMNETEHTHUM YNOBHOBaXEHUM
opraHom) - 3MiHM BHECEHO A0
IHCTPYKUIT 4N MeanyHOro
3acTOCyBaHHSA NikapCcbKoro
3acoby o po3ginis "Ocob6/mBoCTi
3acTocyBaHHs", "Cnoci6
3aCTOCYBaHHA Ta
[031"BifNOBIAHO A0 OHOBNEHOT
iHchopMmalii 3 6e3neku Aitoyoi Ta
[OMNOMIXXHUX PEYOBUH.

MepioAnyHICTb NoJaHHA
perynspHoO OHOB/MIOBAHOTO 3BITY 3
6e3neku BignoBigHoO Ao Mopsaky

3AiliCHEHHS hapMakoHarnsay,
3aTBEPPKEHOr0 HaKkasoM
MiHiCTepcTBa OXOPOHW 340P0B’st
Ykpainu Bif 27 rpyaHa 2006 poky
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep
peecmpayitiHozo
nNOCcBi0OYEeHHs

Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 300POB’'S
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i cCTpoKamu, 3a3Ha4eHUMmn y
nepioanYHOCTI NoAaHHS
perynsipHunx 3BiTiB 3 6e3neku.

ATMA®

Kpanni opasibHi no 20 mn
a6o 50 mn, a6o 100 mn
y thnakoHi-kpanenbHUL;
no 1 conakoHy-
KpanenbHuui y
KapTOHHI ynakoBLi

Pixapg BiTTHep Al

ABCTpIs

Pixapg,
BitTHep Al

AscTpist

MepepeecTpalis Ha
HeoOMEXeHW TEPMIH. 3MiHN |
TMny - 3MiHK WoA0
6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHW [0 y3ara/lbHEHNX AaHnX
npo cuctemy thapmakoHarnsgy
(BBEiEHHA y3ara/lbHeHUX AaHnX
npo cuctemy chapmMakoHarnsgy,
3MiHa YNOBHOBaXeHOT 0coby,
BigMNoBiAa/IbHOI 32 34iCHEHHS
hapmMakoHarnaay; KOHTakTHOl
0cobu 3 hapmakoHarnsgy
3as1BHMKA 41151 34iACHEHHS
thapmakoHarnagy B YkpaiHi, AKwo
BOHa BiMiHHa Bif,
YMOBHOBaXKEHOT 0cobH,
BiANOBIAA/IbHOI 3a 34i/iCHEHHSA
hapMakoHarnsgy (Bknoyarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MilLeHHi MacTep-haiina
cucTemu hapmakoHarniagy).
3MiHa KOHTaKTHUX AaHnX
YNOBHOB&XXEHOT 0COOU 3aABHVIKA,
BiAANOBIAa/IbHOI 3a
hapMakoHarag Ta KOHTaKTHOI
ocobu BignoBifanbHoT 3a
hapmakoHarnag B Ykpaidi. 3miHu
Il TMny - 3MiHN Woao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3MiHu y
KOPOTKiil xapakTepucTu,i
NiKapcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta IHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHA Y
3B’A13KY i3 HOBUMM AaHUMK 3

Be3
peyenma

niodnsiecae

UA/8301/01/01




8

[TpomoBkeHHs AofaTKa 2

Ne Ha3ssa nikapcbko20 dopma sunycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n 3aco6y (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky BaHHS peecmpayitiHozo
ynaKoskKa) nNOCcBi0OYEeHHs

AKOCTI, AOKMIHIYHUMW, KAIHIYHUMK
JaHMMK Ta faHnMn 3
thapmakoHarnsagy - 3miHm
BHeCeHO A0 IHCTpyKUii ans
Me[JM4HOro 3aCTOCyBaHHsA
niKapcbKoro 3acoby A0 po3ainy
"MokasaHHa" (byno: Kawesnb
iHbekuiHoro, anepriyHoro abo
3MiLLAHOTO NOXOMKEHHS. FocTpuii
Ta XPOHIYHUI BPOHXIT, Y TOMY
yncni 3 06CTPYKTUBHUM
CUHAPOMOM. Y KOMM/IEKCHIl
Tepanii 6poHxianbHOT acTMH.
Kawenb kypus. Ctano: Foctpuii
Ta XPOHIYHWUI BPOHXIT, Y TOMY
yuncni 3 06CTPYKTUBHUM
CUHAPOMOM. Y KOMMNIEKCHIl
Tepanii 6poHxianbHOT acTM.), a
TakoX A0 po3ainis
"apmakonorivyHi BnacTneocTi",
"MpoTunoka3saHHs", "B3aemogis 3
iHLWMMKW NikapCcbKUMK 3acobamm
Ta iHWi BUAW B3aemogiin”,
"Oco6/MBOCTI 3aCTOCyBaHHA",
"3acTocyBaHHSA y nepiop,
BariTHOCTi abo rofyBaHHs
rpyaar”, "3aaTHicTb BNAMBaTK Ha
LUBUAKICTb peakLii npu kepyBaHHi
aBTOTPAHCNOPTOM ab0 iHLWMMU
mMexaHismammn","Cnoci6
3acTocyBaHHA Ta Ao3un”
(yTOYHEHHS iHdopMaLii CTOCOBHO
6e3nekn), "Aitn" (Byno: Mpenapar
npu3HavatoTb AiTAM Bif,
HapogpKeHHs. Ctano:
3acTocyBaHHA NiKapCbKoro
3acoby AiTAM BiKOM [10 2 pPOKIiB He
pPEKOMEHYETLCA Yepes
HeJO0CTaTHIO KiNbKICTb JaHUX.
[itam Bikom Big 2 fo 6 pokis
3aCTOCOBYETLCA 3a
pekomMeHZaujieto nikaps.)
BiANoBiAHO 40 MaTepianis
peecTpaLjiiHoro fochbe.

MepioAnyHICTb NoJaHHA
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep
peecmpayitiHozo
nNOCcBi0OYEeHHs

perynsipHo OHOB/IOBAHOIO 3BITY 3
6e3neku BignNoBigHO A0 Mopsaky
34iiCHEHH: hapMmakoHarnsay,
3aTBEPLKEHOTO HaKa3oM
MiHicTepcTBa OXOPOHU 300POB’'S
Ykpainv Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHW 300POB’'S
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i cCTpoKamu, 3a3Ha4eHUMmn y
nepioanYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

BOPHOI KNCNOTU
PO3YMH
CMUPTOBUI

po34vH Ans
30BHILUHLOIO
3aCTOCyBaHHS,
cnupToBuii 2 % no 10
M/, Mo 25 mny
chnakoHax; no 25 mny
hnakoHi; no 1 dpnakoHy
B Nnaulj 3 KapToHy

MPAT
"OITOPAPM"

YkpaiHa

MPAT
"®ITOPAPM"

YkpaiHa

MepepeecTpadis Ha
HeoOMeXeHW TEPMIH
3MiHu | TMNY - 3MiHK WoJo
6e3nekn/edpeKTMBHOCTI Ta
hapMakoHarnsgy. 3miHa y
KOPOTKIil XapakTepucTuLi
NikapcbKoro 3acoby, TeKcTi
MapKyBaHHs Ta iHCTPYKLi gns
MeAMYHOro 3aCTOCyBaHHS Ha
nigcrtasi perynspHo
OHOB/1IOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3nekn
3aCTOCYBaHHS NiKapCcbKoro
3aco6y B nicnsipeecTpaviiHmii
nepiog, abo sk pesynsTaT OLiHKK
3BiTY 3 JOCNiAKEHb, NPOBEAEHNX
Bi4NOBIAHO [0 NnaHy
negiarpuuHunx gocnimxkers (PIP)
(3MiHY y3rompkeHo 3
KOMNETEHTHUM YMOBHOBaXXEHUM
opraHom) - 3MiHW A0 IHCTPYKLT
AN MeiVvyHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainis
"Ocob6nuBi 3axoau 6e3nekn”,
"Cnoci6 3acTocyBaHHA Ta 4o3n",
"Mo6iuHi peakuii" BignoBigHO A0
OHOB/1EHOI iH(hopMaLlii 3 6e3nekn
3aCTOCYBaHHS Aitlo40T PeYOBUHN.

6e3
peyenma

niodsnsieae

UA/8197/01/01
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep
peecmpayitiHozo
nNOCcBi0OYEeHHs

MepioAnyHICTb NogaHHA
perynspHoO OHOB/MIOBAHOIO 3BITY 3
6e3neku BignoBigHo Ao Mopsaky

34iiCHEHHA hapMakoHarnsay,
3aTBEPPKEHOr0 HaKkasoM
MiHicTepcTBa OXOPOHW 340POB’A
Ykpainn Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji YkpaiHm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A
YkpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHMN y
nepioanYHOCTI NOAAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

BAHATEKC KOMBI

Tab1eTkn, BKpUTI
NNiBKOBOI 060/IOHKOIO,
no 160 mr/12,5 mr, no 14
TabneTok y 6nictepi, no
2 6nictepun y KapTOHHIi
Kopoo6Li

dapmaneBTUUHMIA
3aBop,
«Monbthapma» C.
A.

MonbLa

dapmavreBTuy
HWI1 3aBOA,
«MONIb®APM
A» C.A.

Monbwa

MepepeecTpauis Ha
HeoOMeXeHUiA TepMiH. 3MiHu |
TUny - 3MiHu Woao
6e3nekn/edheKTMBHOCTI Ta
thapmMakoHarnsagy. 3miHu y
KOPOTKill XxapakTepuctuLj
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii ans
Me[MYHOro 3aCTOCyBaHHSA
reHepuyHMX/ribpugHnx/6ionodioH
UX NiKapCbKnx 3acobiB nicns
BHECEHHS Ti€l caMol 3MiHM Ha
pedhepeHTHUIA npenapart (3MiHa
He NoTpebye HafaHHS XO4HUX
HOBUX A0AATKOBUX AaHUX) - 3MiHU
BHECEHI [0 IHCTPYKLiT y po3ainu:
"B3aemogis 3 iHWMMu
niKkapcbkumy 3acobamm Ta iHLWi
BMaM B3aemogiii", "OcobamBocCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta fo3un", "Mo6iyHi
peaxuii” BignoBigHoO A0
iHdhopmalii petbepeHTHOrO
nikapcbkoro 3acoby KO-
[IOBAH®.

MepioAnyHICTb NoAaHHA
perynsipHo OHOB/IOBAHOIO 3BITY 3
6e3neku BignoBigHo Ao Mopsaky

3a
peyenmom

He
nionsieae

UA/12839/01/01
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep

peecmpayitiHozo

nocsi0YeHHs

34iiCHEHHA hapMakoHarnsay,
3aTBEPPKEHOr0 HaKkasoM
MiHicTepcTBa OXOPOHW 340POB’A
Ykpainn Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji YkpaiHm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A
YkpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoOKamu, 3a3Ha4eHMN y
nepioanYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

10.

BAHATEKC KOMBI

Tab1eTkn, BKpUTI
NNiBKOBOI 060/IOHKOIO,
no 80 mr/12,5 mr, no 14
TabneTok y 6nictepi, no
2 6bnictepun y KapTOHHIi
Kopoo6Li

dapmaneBTUUHMIA

3aBop,

«Monbthapma» C.

A.

MonbLa

dapmaLesTuy
HWI1 3aBOA,
«MONIb®APM
A» C.A.

Monbwa

MepepeecTpavis Ha
HeoOMeXeHUiA TepMiH. 3MiHu |
TUny - 3MiHu Woao
6e3nekn/edheKTMBHOCTI Ta
hapmMakoHarnsagy. 3miHu y
KOPOTKill XxapakTepucTuLj
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii ans
Me[MYHOro 3acCTOCyBaHHsA
reHepuyHMX/ribpugHnx/6ionogioH
UX NiKapCbKnx 3acobiB nicns
BHECEHHS Ti€l caMol 3MiHM Ha
pedhepeHTHUIA npenapart (3MiHa
He noTpebye Hafi@HHS XOLHNX
HOBUX A0AATKOBUX AaHUX) - 3MiHU
B.l.2.(a),Ib BHeCEHI J0 iHCTPYKUIT
y po3ainu: "B3aemogis 3 iHwumu
niKkapcbkumy 3acobamu Ta iHLWi
BMaM B3aemogiii", "OcobamBocCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta fo3un”, "Mo6iyHi
peaxuii” BignoBigHoO A0
iHdhopmawii petbepeHTHOro
nikapcbkoro 3acoby KO-
[JIOBAH®.

MepioanyHiCTb NoJaHHA
perynsipHo OHOB/IOBAHOIO 3BITY 3
6e3neku BignoBigHo o Mopsaky

3AiliCHEHHA hapMakoHarnsay,
3aTBepPKEHOr0 HakasoM
MiHicTepcTBa OXOPOHW 300P0B’'s

3a
peyenmom

He
nionsieae

UA/12839/01/02
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep
peecmpayitiHozo
nNOCcBi0OYEeHHs

Ykpainn Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji YkpaiHm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A
YkpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO
3i CTpoOKamu, 3a3Ha4eHMN y
nepioanYHOCTI NOAAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

11.

BAHATEKC KOMBI

Tab1eTkn, BKpUTI
NNiBKOBOI 060/IOHKOIO,
no 160 mr/25 mr, no 14
TabneTok y 6nictepi, no
2 6bnictepun y KapTOHHIi
Kopoo6Li

dapmaLeBTUUHNIA
3aBop,
«Monbthapma» C.
A.

MNonbLa

dapmavreBTuy
HWI1 3aBOA,
«MOJNIb®APM
A» C.A.

Monbwa

MepepeecTpauis Ha
HeoOMeXeHUiA TepMiH. 3MiHu |
TUny - 3MiHu Woao
6e3nekn/edheKTMBHOCTI Ta
thapmMakoHarnsagy. 3miHu y
KOPOTKill XxapakTepucTuLj
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii ans
Me[MYHOro 3acCTOCyBaHHSA
reHepuyHMX/ribpugHnx/6ionogioH
UX NiKapCbKnx 3acobiB nicns
BHECEHHS Ti€l caMol 3MiHM Ha
pedhepeHTHUIA npenapar (3MiHa
He NoTpebye HafaHHS XO4HUX
HOBUX A0AATKOBUX AaHUX) - 3MiHU
BHECEHI [0 IHCTPYKLiT y po3ainu:
"B3aemogis 3 iHW1MK
niKkapcbkumy 3acobamm Ta iHLWi
BMaM B3aemogiii", "OcobamBocCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta fo3un", "Mo6iyHi
peaxuii” BignoBigHoO A0
iHdhopmalii petbepeHTHOro
nikapcbkoro 3acoby KO-
[IOBAH®.

MepioanyHiCTb NoJaHHA
perynsipHo OHOB/IOBAHOIO 3BITY 3
6e3neku BignoBigHo o Mopsaky

3AiliCHEHHA hapMakoHarnsay,
3aTBEPPKEHOTO Haka3oMm
MiHicTepcTBa OXOPOHW 300POB’'S
YKpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuuii YkpaiHu 19

3a
peyenmom

He
nionsieae

UA/12839/01/03
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[TpomoBkeHHs AofaTKa 2

Ne Ha3ssa nikapcbko20 dopma sunycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n 3aco6y (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky BaHHS peecmpayitiHozo
ynaKoskKa) nNOCcBi0OYEeHHs
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A
YkpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO
3i CTpoOKamu, 3a3Ha4eHMN y
nepioanYHOCTI NOAAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
12. BYTinna Tabnetkn no 0,25 r, no TOB "BANNAPTIH YkpaiHa TOB YkpaiHa MepepeecTpauis Ha 6e3 nidsnsiecae UA/12759/01/01
AKTUBOBAHE 10 Tabnetok y PAPMA" "BanaptiH HeoOMeXeHUiA TepMiH. 3MiHu | peyenma
6nictepax; no 10 Papma" TUny - 3MiHu Woao

TabneTok y 6nictepi, no
3 6nicTepn y nauui 3
KapToHy

6e3nekn/edheKTMBHOCTI Ta
thapmMakoHarnsgy. 3miHa y
KOPOTKill XxapakTepucTuLj
NiKapCcbKOro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii ans
Me[MYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOTO 3BITYy 3 6e3nekn
nikapcbkoro 3acoby, abo
[ocnimpkeHb 3 6e3nekn
3aCTOCYBaHHS NikapcbKoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sik pesysibTaT OLiHKN
3BiTY 3 OCNIKEHb, NPOBEAEHMUX
BiAANOBIAHO A0 NnaHy
negiatpmuHunx gocnigpkers (PIP)
(3MiHY y3romkeHo 3
KOMMNETEHTHUM YNOBHOBaXEHUM
opraHom) - 3MiHM BHECEHO A0
IHCTPYKUIT 4N MeanyHOro
3acTOCyBaHHSA NikapCcbKoro
3acoby o po3ginis "Ocob6/mBoCTi
3acTocyBaHHs" Ta "Cnoci6
3acTocyBaHHA Ta 4o3mn”
BiNOBIAHO 4O OHOBMIEHOT
iHchopMmawii 3 6e3nekn
3aCTOCYBaHHA Ait040i PeYOBUHM.

MepioAnyHICTb NoJaHHA
perynspHoO OHOB/MIOBAHOTO 3BITY 3
6e3neku BignoBigHoO Ao Mopsaky

3AiliCHEHHS hapMakoHarnsay,
3aTBEPPKEHOr0 HaKkasoM
MiHiCTepcTBa OXOPOHW 340P0B’st
Ykpainu Bif 27 rpyaHa 2006 poky
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep
peecmpayitiHozo
nNOCcBi0OYEeHHs

Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 300POB’'S
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i cCTpoKamu, 3a3Ha4eHUMmn y
nepioanYHOCTI NoAaHHS
perynsipHunx 3BiTiB 3 6e3neku.

13.

FANONEPUAOIN-
PIXTEP

PO34MH ANA iH'eKUil, 5
mr/mi, no 1 mn B
amnyni; no 5 amnyn y
nnacTukosili opmi y
KapPTOHHI kopobu,j

BAT "TeneoH
PixTep"

YropuwuHa

BAT "TeneoH
PixTep"

YropLuHa

MepepeecTpalis Ha
HeoOMEXeHW TEPMIH. 3MiHN |
TMny - 3MiHK WoA0
6e3nekn/edpeKTMBHOCTI Ta
hapMakoHarnsgy. 3miHn y
KOPOTKIil XapaKTepucTuLi
NikapcbKoro 3acoby, TeKcTi
MapKyBaHHs Ta iHCTPYKLi gns
MeJIMYHOr0 3aCTOCyBaHHS
reHepuyHux/ribpuagHMx/6ionoai6H
MX NiKapCbKnx 3aco6iB Mmicns
BHECEeHHS Tiel caMoi 3MiHW Ha
pechepeHTHWIA Npenapar (3MiHa
He NoTpebye HafaHHS XO4HNX
HOBWX A0AATKOBUX AaHUX) - 3MiHU
BHECEHO [10 IHCTPYKLT Ans
MeJMYHOr0o 3aCTOCyBaHHSA
nikapcbkoro 3acoby fo po3giny
"MokasaHHA", a TakoX A0 po34inis
"dapmakosiorivyHi BnacTneocTi"”,
"MpoTunokasaHHa",
"MepenosysaHHA", "MoGIYHI
peaxuii”, "OcobnmBocTi
3acTocyBaHHA", "3acTocyBaHHSA y
nepiog, BariTHOCTI abo rogyBaHHs
rpyaat”, "3aatHicTb BI/IMBaTK Ha
LIBUAKICTb peakLii npu kepyBaHHi
aBTOTPAHCNOPTOM ab0 iHLWIMMU
mexaHiamamu", "Cnoci6
3acTocyBaHHsA Ta fosu”, "Aitun",
"B3aemogis 3 iHWMMu
nNiKkapcbkumy 3acob6amm Ta iHLWi
BMAW B3aeMOgiit" BifNoBiAHO A0
iHchopmauii pedepeHTHOro
nikapcbkoro 3acoby (Haldol)
3rigHO 3 EKCNEePTHUM BUCHOBKOM

3a
peuyenmom

He
nidsnsiecae

UA/7271/01/01
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[TpomoBkeHHs AofaTKa 2

Ne Ha3ssa nikapcbko20 dopma sunycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n 3aco6y (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky BaHHS peecmpayitiHozo
ynaKoskKa) nNOCcBi0OYEeHHs
KOHCYNLTaTUBHO-EKCNEPTHOT
rpynu "Hesponorisi. Mecuxiatpisi.
Jikapcbki 3aco6u”.
MepioAnyHICTb NoJaHHA
perynsipHO OHOB/IOBAHOTO 3BIiTY 3
6e3neku BignoBigHo Ao Mopsaky
3AiliCHEHHA hapMakoHarnsay,
3aTBEPIKEHOrO HaKa3oMm
MiHicTepcTBa OXOPOHW 30,0POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpaiHu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 30,0POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHUMmn y
nepioanYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.
14. rNILEPUH pignHa (cybcTaHuis) y TOB "®APMEKC YkpaiHa XyaHbraHb Kutaii MepepeecTpadis Ha - He UA/13354/01/01
nonieTnIeHoBoOMy reyn" CaikaHb Heo6MeXeHW TepMiH nionsizae
KOHTeliHepi ansa dapmacbtoTika
thapmaLeBTUYHOTO n Ko., Nty
3aCTOCYBaHHSA
15. AIOKCN30/1b®- po3urH no 50 r abo no MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha 3a He UA/8021/01/01
OAPHULUA 100 r y chnakoHax abo "apmMaueBTMyHa "papmaLeBTu HeoOMeXeHUiA TepMiH. 3MiHK | peyenmom niosnsieae
6aHkax, no 1 donakoHy tipma "apHmua" YyHa hipma TUny - 3MiHu Woao
abo 6aHui y nayuj; no "NapHuus" 6e3nekun/ethekTBHOCTI Ta

500 r a6o no 1000 ry
hnakoHax abo 6aHKax

thapmMakoHarnsagy. 3miHa y
KOPOTKill xapakTepuctuLj
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLii ans
Me[MYHOT0O 3aCTOCYBaHHS Ha
nigctasi perynsipHo
OHOBJIIOBAHOTO 3BITYy 3 6e3neKu
nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCYBaHHS NikapcbKoro
3acoby B nicnsapeecTpauiiHnii
nepiog, abo sk pesynsTaT OLiHKN
3BiTY 3 OCNIMKEHb, NPOBEAEHUX
BiANOBIAHO A0 NnaHy
negjarpuuHnx gocnimxers (PIP)
(3MiHY Y3ropkeHo 3
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep
peecmpayitiHozo
nNOCcBi0OYEeHHs

KOMMETEHTHUM YNOBHOBAXXEHUM
opraHom) - 3MiHW BHECEHO A0
IHCTPYKUiT 4N MeanyHoro
3aCTOCYBaHHSA MiKapCbKOro
3acoby [0 po3ginis
"MpoTunokasaHHsa", "OcobnnBoCTi
3acTocyBaHHs", "Crnocobu
3acTocyBaHHA Ta Ao3un”,
"MepenosyBaHHA", "Mo6iYHi
peaxuii” BignoBigHO A0 OHOBNEHOT
iHbopmawii 3 6e3neku
3aCTOCyBaHHS Ajtloumnx Ta
[OMOMDKHUX PEYOBUH.

MepioAnyHICTb NogaHHsA
perynspHO OHOB/IOBAHOTO 3BITY 3
6e3neku BignNoBigHO Ao Mopsaky

34iiCHEHH: hapMakoHarnsay,
3aTBepPKEHOro Haka3oMm
MiHicTepcTBa OXOPOHU 300P0B’'S
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 300POB’'S
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHUMmn y
nepioanYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

16.

E3OMENPA30/TY
MATHIHO
TPUTIAPAT

nopoLLok (cybcTaHuis) y
NoOABINHNX
NonieTUIEHOBUX
nakeTtax ans
chapmaueBTMYHOTO
3acTOCYBaHHsI

How /a6c MBT.
nTa.

IHais

How /la6bc
MBT. N1TA,.

IHais

MepepeecTpalis Ha
HeoOMeXeHW TePMIH

He
nidsnsiecae

UA/13124/01/01

17.

EPFrO®EPOH

TabneTku no 20
Tabnetok y 6nictepi; no
1, 2 a6o 5 6nicTepiB y
KapTOHHiiA kKopobuj

TOB "Martepia
Megavka-YkpaiHa"

YkpaiHa

BVPOGHMLTBO
3a NOBHUM
LMKTOM:
TOB "HB®
"MATEPIA
MEOVKA
XonanHre,
Pocilicbka
Penepadis;

Pocilicbka
depepauis/
NntBa

MepepeecTpauis Ha
HEO0OMEXEHWNI TEPMIH.
MepioAnyHICTb NoJaHHA
perynspHO OHOB/MIOBAHOIO 3BIiTY 3
6e3neku BignoBigHo Ao Mopsaky
3AiliCHEHHA hapMakoHarnsay,
3aTBEPPKEHOr0 HaKka3oM
MiHicTepcTBa OXOPOHW 34,0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky

bes
peyenma

niodnsieae

UA/12931/01/01
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[TpomoBkeHHs AofaTKa 2

Ne Ha3ssa nikapcbko20 dopma sunycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n 3aco6y (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky BaHHS peecmpayitiHozo
ynaKoskKa) nNOCcBi0OYEeHHs
nepBrHHA Ta Ne 898, 3apeecTpoBaHuii B
BTOpPUHHA MiHicTepcTBi tocTuLii YkpaiHn 19
ynakoBKa, rpyaHs 2016 poky 3a Ne
BMNPOGYBaHHS 1649/29779 (y pepakuii Hakasy
KOHTpO/I0 MiHicTepcTBa OXOPOHU 30POB’'SA
AKOCTI, A,03BIN Ykpainu Big 26 BepecHsi 2016
Ha BUMyCK poky Ne 996), cTaHOBUTb: 3riAHO
cepi: 3i CTpOoKamu, 3a3HavYeHUMN y
3AT nepiognYHOCTI NOAAHHSA
CaHToHiKa, perynsipHux 3BiTiB 3 6e3neKu.
JlutBa
18. 3n40BYOUNH Tab1eTkn, BKpUTI Aypob6iHgo ®apma IHgis Aypob6iHA0 IHZis MepepeecTpauis Ha 3a He UA/4793/01/01
060n0HKo, no 300 wmr, Nimiteq, dapma HeoOMeXeHUiA TepMiH. 3MiHu | peyenmom niosnsieae
60 Tabnetok y Nimiteq, - OHIT TUny - 3MiHu Woao

naacTMKoBOMy
KOHTEWHepi 3
KpULLIEYKOIo Ta 3
KOHTPOJ/IEM NEPLIOro
pO3KpUTTS; No 1
KOHTelHepy y nauuj 3
KapToHy

6e3nekn/edheKTMBHOCTI Ta
thapmMakoHarnsagy. 3miHu y
KOPOTKill XxapakTepucTuLj
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii ans
Me[MYHOro 3acCTOCyBaHHSA
reHepuyHMX/ribpugHnx/6ionogioH
UX NiKapCbKnx 3acobiB nicns
BHECEHHS Ti€l caMol 3MiHM Ha
pedhepeHTHUIA npenapar (3MiHa
He NnoTpebye Hafi@HHS XOLHNX
HOBUX A0AATKOBUX AaHUX) - 3MiHU
BHECEHO A0 IHCTpyKUii gns
MeAMYHOro 3aCTOCyBaHHSA
NiKapcbKoro 3acoby o po3ainis
"dapmakosiorivyHi BnacTneocTi"”,
"Cnocib 3acTocyBaHHs Ta go3u",
"Oco6/MBOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo roflyBaHHs
rpyaar”, "Mo6iyHi peakwii*
BiNOBIAHO 4O OHOBMIEHOT
iHdhopmawii petbepeHTHOro
nikapcbkoro 3acoby (Retrovir).
3MiHu | TMNY - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefieHHst abo
3MiHW [0 y3ara/lbHEeHNX AaHNX
npo cuctemy chapmakoHarnsgy
(BBEAEHHS Yy3aranibHEHNX AaHNX
npo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0coby,
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep

peecmpayitiHozo

nocsi0YeHHs

BigNoBiAa/IbHOI 3a 3AiICHEeHHS
hapmakoHarnsay; KOHTakTHOl
0cobu 3 hapmakoHarnsgy
3anBHUKa 415 3AICHEHHSA
hapmakoHarnagy B YkpaiHi, aKkwo
BOHa BiJMiHHA Bif,
yMoBHOBaXkeHOT 0cobwm,
BiANOBIAa/IbHOI 32 3i/iCHEHHS
hapMakoHarnsgy (Bkaryarum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-halina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXXEHOT 0cO6U. 3MiHa
KOHTaKTHUX JaHUX KOHTaKTHOI
0co6u. 3miHa Micus 34ilicCHEHHS
OCHOBHOI fisiNIbHOCTI 3
hapMakoHarnagy. 3miHa agpecu
macTep-chaina.

MepioAnyHICTb NogaHHsA
perynspHoO OHOB/IOBAHOTO 3BITY 3
6e3neku BignNoBigHO Ao Mopsaky

34iiCHEHH: hapMakoHarnsay,
3aTBepPKEHOro Haka3oMm
MiHicTepcTBa OXOPOHU 300POB’'S
Ykpainv Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHW 300POB’'S
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i cCTpoKamu, 3a3Ha4eHUMmn y
nepioanYHOCTI NOAAaHHS
perynsipHunx 3BiTiB 3 6e3neku.

19.

KAPOOCAN®
ANoC 20/12,5

TabneTku, BKpUTI
NAiBKOBOI 060/1I0HKOH,
no 20 mr/12,5 wmr, no 14
Tabnetok y 6nictepi; no
1 abo 2 6nictepn y
KapTOHHIA Kopo6Lyi

MeHapiHi
IHTEepHeLLoHan
OnepeiiloHc

Mokcembypr C.A.

Jokcembypr

Bupo6HMLTBO
"in bulk™:
[OAIYI CAHKIO
toPOYN
v6X,
HimeuunHa;
MaxkyBaHHs,
KOHTPO/b Ta
BUNYCK Cepiii:

HimeuunHa

MepepeecTpalis Ha
HEeoOMeXeHW TEPMIH
3MiHu Il TUNY - 3MiHK Woao
6e3nekn/edpeKTMBHOCTI Ta
hapMakoHarnsgy. 3miHn y
KOPOTKIil XapaKTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHs Ta iHCTPYKLi gns
ME/INYHOT0 3aCTOCYBaHHS Y

3a
peuyenmom

He
nidsnsiecae

UA/7139/01/01
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep

peecmpayitiHozo

nocsi0YeHHs

BEPNIH-XEMI
AT, HimeuunHa

3B’A3KY i3 HOBUMM JaHUMK 3
SAKOCTI, AOKNIHIYHUMU, KAIHIYHUMUN
JaHMMK Ta aHnMm 3
thapmakoHarnagy - 3MiHu
BHECEHO A0 iHCTPYKUiT ANns
MeJMYHOro 3aCTOCyBaHHSA
nikapcbkoro 3acoby A0 po3ainis
"®apmakonorivHi
B/1ACTMBOCTI"(YTOUHEHHS
iHdhopmawii),"B3aemogis 3
iHLWMMK NiKapcbknMy 3acobamm
Ta iHWi BUAW B3aemogiin",
"Oco6nMBOCTi 3aCTOCYBaHHS",
"Mo6iuHi peakuii" BigNOBIAHO A0
maTepianiB peecTpauiiHoro
[OCbE.

MepioAnyHICTb NogaHHsA
perynspHO OHOB/IOBAHOTO 3BITY 3
6e3neku BignNoBigHO A0 Mopsaky

34iiCHEHH: hapMmakoHarnsay,
3aTBepPKEHOro Haka3oMm
MiHicTepcTBa OXOPOHW 300POB’S
Ykpainv Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 300POB’'S
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i cCTpoKamu, 3a3Ha4eHUMmn y
nepioanYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

20.

KAPOOCAN®
ANKoC 20/25

TabneTku, BKpUTI
NAiBKOBOI 060/1I0HKOH,
20 mr/25 wr, no 14
Tabnetok y 6nictepi; no
1 abo 2 6nictepn y
KapTOHHIA Kopo6Lyi

MeHapiHi
IHTEepHeLLoHan
OnepeiiloHc

Mokcembypr C.A.

Jokcembypr

Bupo6HMLTBO
"in bulk":
[OAIYI CAHKIO
toPOYN
MvbX,
HimeyunHa;
MaxkyBaHHs,
KOHTPO/b Ta
BUNYCK Cepiii:
BEP/IH-XEMI
Al, HimeuunHa

HimeuunHa

MepepeecTpalis Ha
HeoOMeXeHW TEPMIH
3MiHu Il TUNY - 3MiHK Woao
6e3nekn/edpeKTMBHOCTI Ta
hapMakoHarnsgy. 3miHn y
KOPOTKIil XapaKTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHs Ta iHCTPYKLi gns
MeJIMYHOT0 3aCTOCYBaHHS Y
3B'A3KY i3 HOBUMU JaHMU 3
AKOCTi, OKMIHIYHMMM, KAIHIYHMUN
[aHMMK Ta AaHUMK 3

3a
peuyenmom

He
nidsnsiecae

UA/7140/01/01
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep
peecmpayitiHozo
nNOCcBi0OYEeHHs

thapmakoHarnagy - 3MiHu
BHECEHO A0 iHCTPYKUiT ANns
MeJMYHOro 3aCTOCyBaHHSA
nikapcbkoro 3acoby A0 po3ainis
"®apmakonorivHi
B/1ACTMBOCTI"(YTOUHEHHS
iHdhopmawii),"B3aemogis 3
iHLWMMK NiKapcbknMy 3acobamm
Ta iHWi BUAW B3aemogiin",
"Oco6nMBOCTi 3aCTOCYBaHHS",
"Mo6iuHi peakuii" BigNOBIAHO A0
matepianiB peecTpauiliHoro
[OCbE.

MepioAnyHICTb NogaHHsA
perynspHO OHOB/IOBAHOTO 3BITY 3
6e3neku BignNoBigHO Ao Mopsaky

34iiCHEHH: hapMakoHarnsay,
3aTBepPKEHOro Haka3oMm
MiHicTepcTBa OXOPOHU 300P0B’'S
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 300POB’'S
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHUMmn y
nepioanYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

21.

KO®EIH-BEH30AT
HATPI}O-
JAPHULA

pO34unH AN iH'ekuii, 100
mr/mn, no 1 mn B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIA
ynakoBuj (kaceTi); no 2
KOHTYPHI YapyHKOBI
ynakoBKu (Kacetu) B
nauui

MpAT
"®apmaueBTnyHa
ipma "OapHuus”

YkpaiHa

MpAT
"PapmaLeBTu
YyHa chipma
"AapHuus”

YkpaiHa

MepepeecTpalis Ha
HEOOMEXEHWIN TEePMIH.

MepioanyHiCTb NogaHHA
perynsipHo OHOB/IOBAHOIO 3BITY 3
6e3neku BignoBigHo o Mopsaky

3AiliCHEHHA hapMakoHarnsay,
3aTBEPPKEHOTO Haka3oMm
MiHicTepcTBa OXOPOHW 300POB’'S
YKpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHW 300P0B’'s

3a
peuyenmom

He
nidsnsiecae

UA/7534/01/01
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[TpomoBkeHHs AofaTKa 2

Ne Ha3ssa nikapcbko20 dopma sunycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n 3aco6y (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky BaHHS peecmpayitiHozo
ynaKoskKa) nNOCcBi0OYEeHHs
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHMN y
nepioanYHOCTI NOJAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
22, JIOHIFOKAIH® XEBI | po3sunH ans iH'ekuiit, 5,0 TOB "tOpist-Papm" YkpaiHa TOB "HOpisi- YkpaiHa MepepeecTpauis Ha 3a He UA/12901/01/01
Mr/mn no 5 mny Papm” HEOBMEXEHUI TEPMIH. peyenmom niosnsieae
nonepegHL0
HaMOBHEHOMY LLNPUL; MepioAnyHICTb NogaHHsA
no 1 wnpuuy B perynsipHo OHOB/IOBAHOIO 3BiTY 3
KapTOHHI naui; 6e3neku BignoBsigHo Ao Mopaaky
no 5 mn y chnakoHi; no 5 3MjiCHEHHST hapmakoHarnsgy,
(P1aKoHIB y KapTOHHIl 3aTBepPKEHOIO HaKa3oM
nauui; MiHicTepcTBa OXOPOHW 300POB’s
no 5 mn B amnysni; no 5 Ykpainu Big 27 rpyaHsa 2006 poky
amnyn y KapTOHHIi nauui Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji YkpaiHm 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHW 34,0POB’A
Ykpainu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBUTb: 3riHO
3i CTpoKamu, 3a3Ha4eHMN y
nepioanYHOCTI NoOAAHHS
perynspHux 3BiTiB 3 6e3neku.
23. MIPEHA BHYTpIiLLHbOMAaTKOBa Baviep Oy ®iHNAHAIA Baiiep Oy PiHNAHAIA MepepeecTpauis Ha 3a He UA/8614/01/01
cuctema 3 HeoOMEXEeHWU TEPMIH. peyenmom nionsizae
nesBoHoprecTpenom, 52
Mr (20 MKr/24 roguHn); MepioanyHiCTb NogaHHA
BHYTPILUHbOMATKOBA perynsipHoO OHOB/IOBAHOIO 3BiTY 3
cucTemMa Ta NpucTpii 6e3neku BigNoOBIgHO A0 Mopsaaky
019 BBEAEHHSA 3[iliCHEHHA hapMakoHarnsay,
(3anasiHuin B okpemuii 3aTBEpPPKEHOrO HaKka3oM
6nicTep), 3anakoBaHi B MiHicTepcTBa OXOPOHW 300POB’S
CTepubHUIA, 3anasHuii Ykpainu Big, 27 rpyaHa 2006 poky
MiLLEYOK, Lo Ne 898, 3apeecTpoBaHuii B
NoMiLLaeTbCA B MiHicTepcTBi tocTuLii YkpaiHu 19
KapTOHHY nayky rpyaHsa 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 300POB’'S
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i cTpoKamu, 3a3Ha4eHUMmn y
nepiognYHOCTI NOAAHHA
perynspHux 3BiTiB 3 6e3neku.
24. MOJIECKIH® C Masb no 151y 1y6i; no 1 MAT "dapmak” YkpaiHa AT "®dapmak” YkpaiHa [MepepeecTpalis Ha 3a He UA/13153/01/01
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[TpomoBkeHHs AofaTKa 2

Ne Ha3ssa nikapcbko20 dopma sunycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n 3aco6y (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky BaHHS peecmpayitiHozo
ynaKoskKa) nNOCcBi0OYEeHHs
Ty6i y nauui 3 KapToHy HeobMeXeHU TepMiH peyenmom niosnsieae

3MiHu | TMNYy - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta
hapmMakoHarnsagy. 3miHa y
KOPOTKIil XapaKTepucTui
nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLii Ans
MeAMYHOro 3aCTOCyBaHHS Ha
nigcTasi perynsipHo
OHOBJ/IIOBAHOTO 3BITy 3 6e3nekn
nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3nekn
3aCTOCYBaHHS NiKapcbKoro
3acoby B nicisipeecTpayiiHmii
nepiog, abo sk pesysibTaT OLiHKM
3BiTY 3 JOCNIAKEHb, NPOBEAEHUX
Bi4NOBIAHO A0 NnaHy
negjarpuuHnx gocnimxers (PIP)
(3MiHY y3romkeHo 3
KOMNETEHTHUM YMOBHOBaXXEHUM
opraHom) - 3MiHM BHECEHO A0
IHCTPYKUiT 4N MeanyHOoro
3aCTOCYBaHHS Nikapcbkoro
3aco6by y po3sginu: "OcobnmeocTi
3aCTOCyBaHHS", "3acTocyBaHHA y
nepiog BariTHoOCTi abo rogyBaHHs
rpygaro”, "MepenosysaHHS",
"Mo6iuHi peakuii" BignoBigHO A0
OHOB/IEHOI iHhopMaLii 3 6e3neku
L0401 peYoBUHU

MepioAnyHICTb NoJaHHA
perynsipHoO OHOB/IOBAHOTO 3BIiTY 3
6e3neku BignoBigHo Ao Mopsaky

3AiliCHEHHA hapMakoHarnsay,
3aTBEPIKEHOTO HaKa3oMm
MiHicTepcTBa OXOPOHW 30,0POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpaiHu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 30,0POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHMN y




23 [TpomoBkeHHs AofaTKa 2
Ne Ha3ssa nikapcbko20 dopma sunycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n 3aco6y (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky BaHHS peecmpayitiHozo
ynaKoskKa) nNOCcBi0OYEeHHs
nepioAnYHOCTI NOJAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
25. HA30-CMNPEU crpeii HasaNbHUA, ToBapwucTBO 3 YkpaiHa ToBapwncTBO 3 YkpaiHa MepepeecTpauis Ha 6e3 He UA/13145/01/01

BEBI

po3uunH 0,25 mr/mn no 15
MN 'y dhflakoHi 3i ckna 3
KnanaHoM-Hacocom,
Ha3asIbHOI0 HacafKoto-
posnuoBayem Ta
3aXMCHUM KOBMaYKoM;
no 1 pnakoHy B
KOpoo6Lyj;

no 20 mn y donakoHi
noniMepHomy 3
KnanaHoM-Hacocom,
Ha3asIbHOI0 HacafKoto-
posnunoBayem Ta
3aXMCHUM KOBMaYKoM;
no 1 cpsiakoHy B KOpoobui
3 KapTOHY

06MEeXeHoH
BiANOBIAALHICTIO
"®apmaueBTnyHa
KOMnaHisi
"3p0pos'a"

06MEXEHO
BiANOBiAabHI
cTI0
"PapmMaLeBTu
YyHa KOMMaHis
"3popos'a”

HeoOMeXeHUiA TepMiH. 3MiHu | nionsizae
TUny - 3MiHu Woao
6e3nekn/edheKTMBHOCTI Ta
thapmMakoHarnsagy. 3miHu y
KOPOTKill XxapakTepucTuLj
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii ans
Me[MYHOro 3aCTOCyBaHHSA
reHepuyHMX/ribpugHnx/6ionogioH
UX NiKapCbKnx 3acobiB nicns
BHECEHHS Ti€l caMol 3MiHM Ha
pedhepeHTHUIA npenapar (3MiHa
He NoTpebye HafaHHS XO4HUX
HOBUX A0AATKOBUX AaHUX) - 3MiHU
BHECEHO [0 iHCTPYKUiT Ans
MeJIMYHOr0 3aCTOCyBaHHS
nNiKapcbKoro 3acoby o pos3ainis
"TMokasaHHA" (BUYyYEHHS
"roCTpOro puHITy"),
"PapmakonorivyHi BnacTneocTi",
"MNpoTnnokasaHHsA",
"Mepeno3yBaHHA", "T06IYHI
peakuii”, "OcobnmnsocTi
3acTocyBaHHA", "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs
rpypar”, "3aaTHiCTb BNAMBaTK Ha
LIBMUAKICTb peakLii npu KkepyBaHHi
aBTOTPaHCNOPTOM ab0 iHLWMMK
mexaHiamamu", "Cnocio
3acToCyBaHHA Ta oo3n"
(peparyBaHHs TEKCTY),
"B3aemogis 3 iHWMMu
nNiKapcbkumy 3acob6amm Ta iHLWi
BMAW B3aeMogiit" BiANoBiAHO A0
iHchopMmauii pedepeHTHOro
nikapcbkoro 3aco6y (HOKCIMPEI
ONTAYNW, cnpeit HasanbHWii
0,025 %).

peyenma

MepioAnyHICTb NogaHHA
perynspHoO OHOB/MIOBAHOIO 3BITY 3
6e3neku BignoBigHoO Ao Mopsaky

3AiiCHEHHSA hbapMakoHarnsay,
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[TpomoBkeHHs AofaTKa 2

Ne Ha3ssa nikapcbko20 dopma sunycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n 3aco6y (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky BaHHS peecmpayitiHozo
ynaKoskKa) nNOCcBi0OYEeHHs
3aTBEPLKEHOTO HaKa3oMm
MiHicTepcTBa OXOPOHU 300P0B’'S
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainn 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 300POB’'S
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i cCTpoKamu, 3a3Ha4eHUMmn y
nepioanYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
26. HA30-CMPEN 3 cnpei HazanbHuiA, 0,5 ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa MepepeecTpalis Ha 6e3 niodsnsieae UA/12989/01/01
EKCTPAKTOM mr/mn no 15 mny 06MeXeHOo 06MEXEHOH HeoOMEXeHW TEPMIH. 3MiHN | peyenma
ANOE chnakoHi 3i ckna 3 BiANOBIAA/IbHICTIO BiANoBiAasbHI TMny - 3MiHK Woa0
KnanaHoM-HacoCoM, "®apmaueBTnyHa CTIO 6e3nekn/edpeKTMBHOCTI Ta
Ha3asIbHOI HacafKoo- KomnaHisi "®apmaueBTn dhapmakoHarnsagy. 3miHa y
po3nuoBayem Ta "3popos'a” YyHa KOMMaHis KOPOTKIil XapaKTepucTuLi
3aXUCHMM KOBMaYKoM; "3popos'a” NiKapcbKoro 3acoby, TEKCTi

no 1 cpsiakoHy y Kopobu;
no 20 mn 'y donakoHi
noniMepHomy 3
KnanaHoM-Hacocom,
Ha3asIbHOI0 HacafKoto-
posnuoBayem Ta
3aXMCHUM KOBMaYKoM;
no 1 conakoHy y kopoobui

MapKyBaHHs Ta iHCTPYKLi gns
ME/ZIMYHOr0o 3aCTOCYBaHHS Ha
nigcrtasi perynspHo
OHOB/1IOBAHOTO 3BITY 3 6e3nekn
nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3nekn
3aCTOCYBaHHS NiKapCbKOro
3acoby B nicnsipeecTpauiiHmii
nepiog, abo Ak pesynsTaT OLiHKK
3BiTY 3 JOCNiAKEHb, NPOBEAEHNX
Bi4NOBIAHO [0 NnaHy
negjiarpuuHunx gocnimxkers (PIP)
(3MiHY y3rompkeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHUM
opraHom) - 3MiHW BHECEHO A0
IHCTPYKUiT 4N MeanyHoro
3aCTOCYBaHHS NiKapCbKOro
3acoby y po3ainu:
"MpoTnnokasaHHa", "B3aemogis 3
iHLWMMKW NikapCcbKUMK 3acobamm
Ta iHWi BUAW B3aemogii”,
"OCc06/MBOCTi 3aCTOCYBaHHS",
"Mo6iuHi peakuii" BignoBigHO A0
OHOB/1EHOI iH(hopMaLlii 3 6e3nekn
Aito40i peyoBMHU.
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep
peecmpayitiHozo
nNOCcBi0OYEeHHs

MepioAnyHICTb NogaHHA
perynspHoO OHOB/MIOBAHOIO 3BITY 3
6e3neku BignoBigHo Ao Mopsaky

34iiCHEHHA hapMakoHarnsay,
3aTBEPPKEHOr0 HaKkasoM
MiHicTepcTBa OXOPOHW 340POB’A
Ykpainn Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji YkpaiHm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A
YkpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHMN y
nepioanYHOCTI NOAAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

27.

HEBY®/1IO30H®

cycneHsis gns

iHransauin, 1,0 mr/mn no
2 MN Y KOHTeliHepi
0fiHo,030B0OMY; no 10
KOHTEeWHepiB y NakeTi; no
1 nakeTy B nauui 3
KapToHy

TOB "tOpist-Papm”

YkpaiHa

TOB "HOpisi-
Papm”

YkpaiHa

MepepeecTpavis Ha
HeoOMeXeHUiA TepMiH. 3MiHu |
TUny - 3MiHu Woao
6e3nekn/edheKTMBHOCTI Ta
thapmMakoHarnsagy. 3miHu y
KOPOTKill XxapakTepuctuLj
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii ans
Me[MYHOro 3aCTOCyBaHHSA
reHepuyHMX/ribpugHnx/6ionodioH
UX NiKapCbKnx 3acobiB nicns
BHECEHHS Ti€l caMol 3MiHM Ha
pedhepeHTHUIA npenapart (3MiHa
He NnoTpebye Hafi@HHS XOLHNX
HOBUX A0AATKOBUX AaHUX) - 3MiHU
BHECEHO [0 IHCTPYKLUiT Ta
KOPOTKOT XapakTepucTukn
nNiKapcbKoro 3acoby y posgain:
"B3aemogis 3 iHLWMMK
nikapcbkuMmn 3acobamu Ta iHLi
BUAMN B3aEMOZi" 3rigHO 3
iHhopMmalLiero Wwoa0 MeanyHoro
3acTocyBaHHA pethepeHTHOro
nikapcbkoro 3acoby
(PNIKCOTNA™ HEBYIN™,
CycneHsis Ans iHransuii).

MepioAnyHICTb NogaHHsA
perynsipHo OHOB/IKOBAHOIO 3BITY 3

3a
peyenmom

He
nionsieae

UA/12542/01/01
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep
peecmpayitiHozo
nNOCcBi0OYEeHHs

6e3neku BignoBigHo Ao Mopsaky
3AiliCHEHHA hapMakoHarnsay,
3aTBEPIKEHOTO HaKa3oMm
MiHicTepcTBa OXOPOHW 30,0POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpaiHu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 30,0POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHMN y
nepioanYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

28.

HOJIbMNASA®

Tabnetku
racTpopesnCTEHTHI No
40 wmr, no 14 Tabnetok y
6nicTepi; no 1 a6o no 2,
abo no 4 6nictepu y
KapPTOHHI kopobu,j

KPKA, a.4., Hoso
MEeCTO

CnoseHis

KPKA, a.4.,
HoBo mecTo

CnoseHis

MepepeecTpavis Ha
Heo6MexXeHWi TEpMIH.
3MiHu | TMNY - 3MiHK Woao0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. 3miHa y
KOPOTKiil xapakTepucTu,i
NiKapcbKoro 3acoby, TEeKCTi
MapKyBaHHS Ta IHCTPYKLi AN
MeAIM4YHOro 3aCTOCYBaHHA Ha
nigcTasi perynsipHo
OHOB/IOBAHOTO 3BITYy 3 6e3neKku
nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn
3acTOCyBaHHSA NikapCcbKoro
3acoby B nicnsipeecTpauinHnii
nepiog, abo sik pesynsTar OLiHKK
3BITY 3 fOCNIAXEHD, NPOBEAEHUX
BigMoBigHO A0 MaHy
negiatpuyHux gocnimkeHs (PIP)
(iHLWi 3MiHKW) - 3MiHW BHECEHO A0
IHCTPYKUiT 4N MeanyHoro
3aCTOCYBaHHS NikapcbKoro
3acoby y po3ainu:
"dapmMakonorivHi
BnactmsocTi(iHpopmavis 3
6e3neku), "MpoTunokasaHHs",
"B3aemogis 3 iHLWMMK
nikapcbkuMmn 3acobamu Ta iHLi
BMAMW B3aemogiit”, "OcobnmneocTi
3acTocyBaHHA", "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs

3a
peyenmom

He
niodsnsieae

UA/7955/01/02
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep
peecmpayitiHozo
nNOCcBi0OYEeHHs

rpyaar”, "3patHicTb BNMBaTh Ha
LIBUAKICTb peakLii npu kepyBaHHi
aBTOTPAHCNOPTOM ab0 iHLWMMU
mMexaHiamamun”, “Io6iyHi peakuii”
BiANOBIAHO 4O OHOBMEHOI
iHchopmauii 3 6esnekun gjtoyor
PEYOBUHM.

MepioAnyHICTb NogaHHsA
perynsapHoO OHOB/IOBAHOTO 3BiTY 3
6e3neku BigNoBigHO A0 Mopsaky

34iiCHEHH: hapMmakoHarnsay,
3aTBepPKEHOro Haka3oMm
MiHicTepcTBa OXOPOHU 300POB’'S
Ykpainv Big, 27 rpyaHs 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 300P0B’'S
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamu, 3a3Ha4eHMN y
nepioanYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

29.

HONbIMNA3SA®

Tabnetku
racTpopesnCTeHTHi No
20 mr, no 14 tabneTok y
6nicTepi; no 1 a6o no 2,
abo no 4 6nictepu 'y
KapTOHHIA Kopo6Lyi

KPKA, 4.4., Hoso
MEeCTO

CnoBeHisa

KPKA, o.4.,
Hoso mecTto

CnoBeHis

MepepeecTpalis Ha
HEOOMEXeHWI TEPMIH.
3MiHu | TMNY - 3MiHK WoJo
6e3nekn/edpeKTMBHOCTI Ta
hapMakoHarnsgy. 3miHa y
KOPOTKIil XapaKTepucTuLi
NikapcbKoro 3acoby, TekcTi
MapKyBaHHs Ta iHCTPYKLi gns
MeAMYHOro 3aCTOCyBaHHS Ha
nigcrtasi perynspHo
OHOB/1IOBAHOTO 3BITYy 3 6e3nekn
nikapcbkoro 3acoby, abo
nocnimpkeHb 3 6e3nekn
3aCTOCYBaHHS NiKapCcbKoro
3aco6y B nicnsipeecTpaviiHmii
nepiog, abo Ak pesynsTaT OLiHKK
3BiTY 3 JOCNiAKEHb, NPOBEAEHNX
Bi4NOBIAHO [0 NnaHy
negiarpuuHunx gocnimxkers (PIP)
(iHWi 3MiHW) - 3MiHN BHECEHO 80
IHCTPYKUIT AN MeAnYHOro

3a
peyenmom

He
nidsnsiecae

UA/7955/01/01
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep
peecmpayitiHozo
nNOCcBi0OYEeHHs

3aCTOCYBaHHSA MiKapCbKOro
3acoby y po3ainu:
"®apmMakonorivHi
BnactmsocTi(iHpopmavis 3
6e3nekn), "MpoTunnokasaHHs",
"B3aemogis 3 iHWnmun
nikapcbkuMmn 3acobamu Ta iHLi
BMAM B3aemogiit", "OcobnmBocTi
3aCcTOoCyBaHHs", "3acTocyBaHHA y
nepiog, BariTHOCTi abo rogyBaHHs
rpyaat”, "3aatHicTb BNMBaTK Ha
LWBWAKICTb peakLii Npy KepyBaHHi
aBTOTPAHCMOPTOM @60 iHLWMMK
MexaHiamamu", "Mo6iuHi peaxuii”
BiANOBIAHO [0 OHOBMEHOT
iHchopMmawii 3 6e3neku gjtouor
pPEevoBUHN.

MepioAnyHICTb NogaHHA
perynspHoO OHOB/MIOBAHOIO 3BITY 3
6e3neku BignoBigHo Ao Mopsaky
34iiCHEHHA hapMakoHarnsay,
3aTBEPPKEHOr0 HaKkasoM
MiHicTepcTBa OXOPOHW 340POB’A
Ykpainn Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji YkpaiHm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A
YkpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO
3i CTpoOKamu, 3a3Ha4eHMN y
nepioanYHOCTI NOAAaHHSA
perynsipHux 3BiTiB 3 6e3neku.

30.

MYCTUPHNKA
HACTOUKA

HacTolika no 25 mn, 40
Mn,50 mn a6o 100 mn y
dhnakoHax

N "Kinadpd”

YkpaiHa

M "Kinagp”

YkpaiHa

MepepeecTpavis Ha
HeobMeXeHUI TepMiH

MepioAnyHICTb NogaHHsA
perynsipHo OHOB/OBAHOTO 3BITY 3
6e3neku BignosigHo o Mopsaaky

3[jiCHEHHST hapmakoHarnsgy,
3aTBEepPKEHOTO HaKkasoM
MiHicTepcTBa OXOPOHW 34,0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B

6e3
peyenma

nidsnsiecae

UA/12545/01/01




29

[TpomoBkeHHs AofaTKa 2

Ne

Ha3ssa nikapcbko20

dopma sunycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n 3aco6y (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky BaHHS peecmpayitiHozo
ynaKoskKa) nNOCcBi0OYEeHHs
MiHicTepcTBi tocTuLii YKpaiHu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 30,0POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHUMmn y
nepioanYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3NeKu.
31. POHEM NMOPOLLIOK 47191 PO3YMHY M-IuBecT JimiTes Kinp BeHyc IHais MepepeecTpadis Ha 3a He UA/5881/01/04
ANA iH'ekuii no 125 mr; 1 Pemegic HEOOMEeXeHN TepMiH. 3MiHW | peyenmom nionsizae
a60 10 dhnakoHiB 3 NimiTtepq, TMny - 3MiHN Woa0

NOPOLLKOM Y KapTOHHil
Kopoo6Li

6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefieHHst abo
3MiHW [0 y3ara/lbHeHNX AaHnX
npo cuctemy chapmakoHarnsgy
(BBEAEHHS Yy3aranbHEHNX AaHNX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXeHOI 0coou,
BiNOBIAANbHOT 32 3AiICHEHHS
hapMakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKaA 415 34iACHEHHS
hapmakoHarniagy B YkpaiHi, AKwo
BOHa BifMiHHa Bif,
YNOBHOBaXXEHOI 0cobu,
BigNoBiAa/IbHOT 32 34iCHEHHS
thapMakoHarnsgy (Bkiroyarum
KOHTaKTHI AaHi) Ta/abo 3MiHu y
po3MiLLEeHHI MacTep-taina
cucTeMy hapmMakoHarnsgy).
3MiHa KOHTaKTHUX AaHnx
YMOBHOBaXKEHOT 0CO6M.

MepioanyHiCTb NogaHHA
perynsipHo OHOB/IOBAHOIO 3BITY 3
6e3neku BignoBigHo o Mopsaky

3AiliCHEHHA hapMakoHarnsay,
3aTBEPPKEHOTO Haka3oMm
MiHicTepcTBa OXOPOHW 300POB’'S
YKpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pegakuii Hakasy
MiHicTepcTBa OXOPOHW 300P0B’'s
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[TpomoBkeHHs AofaTKa 2

Ne Ha3ssa nikapcbko20 dopma sunycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n 3aco6y (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky BaHHS peecmpayitiHozo
ynaKoskKa) nNOCcBi0OYEeHHs
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHMN y
nepioanYHOCTI NOJAaHHSA
perynsipHux 3BiTiB 3 6e3neku.
32. POHEM NMOPOLLIOK A/151 PO3UMHY M-IuBecT JlimiTesq Kinp BeHyc IHZis MepepeecTpauis Ha 3a He UA/5881/01/03
Ans iH'ekyin no 250 wr; 1 Pemegic HeoOMeXeHUiA TepMiH. 3MiHu | peyenmom niosnsieae
ab6o 10 drnakoHis 3 Nimitep, TUny - 3MiHu Woao

NMOPOLLKOM Y KapTOHHii
Kopoo6Li

6e3nekn/edheKTMBHOCTI Ta
papmakoHarnsgy. BeegeHHsi abo
3MiHW [0 y3araslbHEHNX AaHNX
npo cuctemy chapmakoHarnsgy
(BBEAEHHS y3arasibHEHVX AaHNX
npo cuctemy chapmMakoHarnsgy,
3MiHa YNMOBHOBaXXEHOI 0Co6H,
BiANOBIAA/IbHOI 3a 34i/iCHEHHSA
thapmakoHarnagy; KOHTakTHOT
0cob6u 3 hapmakoHarnsgy
3asBHMKa ANS 34iACHEHHS
hapmakoHarnagy B YkpaiHi, Ko
BOHa BigMiHHa Bif,
yNoBHOBaXKeHOT 0cobwm,
BiANOBIAAbHOT 3a 3AiICHEHHS
hapMakoHarnsgy (Bkaryarum
KOHTaKTHI AaHi) Ta/abo 3MiHn y
pO3MilLeHHi MacTep-chalina
cucTemMy dhapMakoHarnsgy).
3MiHa KOHTaKTHMX AaHnX
YNOBHOBaXXEHOI 0CcO6M.

MepioAnyHICTb NoJaHHA
perynspHoO OHOB/MIOBAHOTO 3BITY 3
6e3neku BignoBigHoO Ao Mopsaky

3AiliCHEHHS hapMakoHarnsay,
3aTBEPPKEHOr0 HaKkasoM
MiHiCTepcTBa OXOPOHW 340P0B’st
Ykpainn Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YkpaiHn 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy
MiHiCTepcTBa OXOPOHW 340P0B’st
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3rifHO
3i CTpoKamu, 3a3Ha4eHUMmn y
nepioAnYHOCTI NoOAAaHHSA
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep

peecmpayitiHozo

nocsi0YeHHs

PErynsipHux 3BiTiB 3 6e3neKu.

33.

34.

POHEM

NMOPOLLOK A/151 PO34UHY
Ons iH'ekyin no 500 mr; 1
a6o 10 dhnakoHiB 3
NMOPOLUKOM Yy KapTOHHIiA
KOpoo6Li

M-IHBecT flimiTeq

Kinp

BeHyc
Pewmegic
NimiTep,

IHais

MepepeecTpalis Ha
HEeoOMEXeHW TEPMIH. 3MiHN |
TMny - 3MiHK Woa0
6e3nekn/edpeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs abo
3MiHW [0 y3ara/lbHEHUX JaHuX
npo cuctemy thapmakoHarnsgy
(BBEAEHHS y3arasibHEHVX AaHNX
npo cuctemy chapMakoHarnsgy,
3MiHa YNOBHOBaXeHOT 0coby,
BigMNoBiAa/IbHOT 32 34iNCHEHHS
hapmMakoHarnaay; KOHTakTHOl
0cobu 3 hapmakoHarnsgy
3as1BHMKA 41151 34IACHEHHS
thapmakoHarnagy B YkpaiHi, AKwo
BOHa BiMiHHa Bif,
YMOBHOBaXKEHOT 0cobH,
BiANOBIAA/IbHOI 3a 34i/iCHEHHSA
hapMakoHarnsay (Bkaoyarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
po3MmilLeHHi MacTep-chaiina
cucTemu hapmakoHarnagy).
3MiHa KOHTaKTHMX AaHnxX
yNOBHOBaXKEHOT 0CO6M.

MepioAnyHICTb NogaHHsA
perynsipHo OHOB/OBAHOIO 3BiTY 3
6e3neku BignoBsigHo Ao Mopaaky

3[jiCHEHHST hapmakoHarnsgy,
3aTBEPKEHOTO HaKa3oM
MiHicTepcTBa OXOPOHW 34,0POB’A
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLi YkpaiHu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHW 34,0POB’A
Ykpainu Big 26 BepecHsi 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHMN y
nepioanYHOCTI NoAaHHS
perynspHux 3BiTiB 3 6e3neku.

3a
peyenmom

He
nidsnsiecae

UA/5881/01/01

POHEM

NMOPOLLOK A/151 PO34UHY
Ons iH'ekyii no 1000 wr;
1 a6o 10 diakoHis 3

M-IHBecT flimiTeq

Kinp

BeHyc
Pewmegic
NimiTeq,

IHais

MepepeecTpauis Ha
HeoOMeXeHUA TepMiH. 3MiHu |
TMny - 3MiHK Woa0

3a
peyenmom

He
nidsnsiecae

UA/5881/01/02
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[TpomoBkeHHs AofaTKa 2

Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep
peecmpayitiHozo
nNOCcBi0OYEeHHs

MOPOLLUKOM Y KapTOHHIf
KOpoo6Li

6e3nekun/ethekTNBHOCTI Ta
hapmakoHarnagy. BeegeHHs abo
3MiHW A0 y3ara/lbHEHUX JaHnX
npo cucTemy thapmakoHarnsagy
(BBEAEHHSA Yy3arasibHEHUX AaHNX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXEHOT 0co6y,
BiANOBIAa/IbHOI 32 3i/iCHEHHS
thapmakoHarnagy; KOHTakTHOT
0ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifMiHHa Bif
YNOBHOBaXXEHOI 0cobu,
BiANOBIAA/IbHOI 32 34i/iCHEHHSA
hapMakoHarnsgy (Bkaroyarum
KOHTaKTHi faHi) Ta/abo 3MiHN y
pO3MiLLeHHI MacTep-thainna
cucTeMy dhapmMakoHarnsgy).
3MiHa KOHTaKTHUX AaHnx
YNOBHOBaXKEHOT 0CO6M.

MepioAnyHICTb NoJaHHA
perynsipHoO OHOB/IOBAHOTO 3BIiTY 3
6e3neku BignoBigHo Ao Mopsaky

3AiliCHEHHA hapMakoHarnsay,
3aTBEPIKEHOrO HaKa3oMm
MiHicTepcTBa OXOPOHW 30,0POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpaiHu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 30,0POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO
3i CTpoOKamu, 3a3Ha4eHMN y
nepioanYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

35.

YBIXIHOH
KOMMO3NTYM

PO34VH ANs iH'EKLil, No
2,2 mn B amnyni; no 5
amMnyn y KOHTYpHIi
YapyHKOBIli ynakoBLj; no
1 KOHTYpHIVA YapyHKOBIi
ynakoBLj B KOpoO6Lji 3
KapToHy; No 2,2 M1 B

Bionoriwe
Xainbmitrens
Xeenb MM6X

HimeuunHa

Bionoriwe
Xanbmitrens
Xeesnb MM6X

HimeuunHa

MepepeecTpavis Ha
HEeOOMEeXeHN TepMiH. 3MiHK |
TMny - 3MiHN Woa0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BBegeHHst abo
3MiHW [0 y3ara/lbHeHNX AaHnX
npo cuctemy dhapmakoHarnsgy

3a
peyenmom

He
niosnsieae

UA/0018/01/01




Ne
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n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep
peecmpayitiHozo
nNOCcBi0OYEeHHs

36.

DAPUCIN

amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
ynakosLuj; no 20
KOHTYPHMX YapyHKOBMX
yNaKkoBOK y kopobL,i 3
KapToHy

(BBEAEHHSA y3arasibHEHVX AaHNX
npo cuctemy thapmakoHarnsgy,
3MiHa YNOBHOBaXXeHOi 0coow,
BigNoBiAa/IbHOI 3a 3AiICHEeHHS
hapMakoHarnsay; KOHTakTHOI
0cobu 3 hapmakoHarnsgy
3anBHUKa 415 3AICHEHHSA
hapmakoHarnagy B YkpaiHi, akwo
BOHa BiJMiHHA Bif,
yMoBHOBaXKeHOT 0cobwm,
BiANOBIAaA/IbHOI 3a 3i/iCHEHHS
hapMakoHarnsgy (Bkaryarum
KOHTaKTHi AaHi) Ta/abo 3MiHn y
po3MilLeHHi MacTep-halina
cuctemn chapmakoHarnsgy) -
3MiHa KOHTaKTHUX JaHuX
YNOBHOB&XEHOT 0CO6U 3asABHMKA

MepioAnyHICTb NogaHHA
perynspHoO OHOB/MIOBAHOIO 3BITY 3
6e3neku BignoBigHo Ao Mopsaky

34iiCHEHHA hapMakoHarnsay,
3aTBEPPKEHOr0 HaKkasoM
MiHicTepcTBa OXOPOHW 340POB’A
Ykpainn Big 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLji YkpaiHm 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHW 340POB’A
YkpaiHu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO
3i CTpoOKamu, 3a3Ha4eHMN y
nepioanYHOCTI NOAAaHHSA
perynsipHuX 3BiTiB 3 6e3neku

Tabnetkn ans
PO3CMOKTYBaHHS 3i
CMaKoM anesibCuHy no
10 TabneTok y 6nicTepi;
no 2 6nictepu B nauui 3
KapToHy

CninbHe
YKpaiHCbKO-
icnaHcbke
nignpuemMcTeo
"Cnepko YkpaiHa"

YkpaiHa

Ankana
®apma, C.J1.

Icnanis

MepepeecTpavis Ha
HeoOMEXEeHWUA TEPMIH.
3MiHu | TMNY - 3MiHK Woao
6e3nekn/edheKTMBHOCTI Ta
thapmMakoHarnsgy. 3miHa y
KOPOTKill XxapakTepucTuLj
NiKapCcbKoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKLii ans
Me[MYHOro 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOBJ/IIOBAHOTO 3BTy 3 6e3neku

6e3
peyenma

nidsnsiecae

UA/12843/01/01
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Ne
n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep
peecmpayitiHozo
nNOCcBi0OYEeHHs

nikapcbkoro 3acoby, abo
nocnimkeHb 3 6e3nekn
3acTOCyBaHHSA ikapCbKoro
3aco6y B nic/sipeecTpauiiHmii
nepiog, abo siKk pesysnbrar OLiHKM
3BiTY 3 AOCNIAKEHb, NPOBEAEHNX
BifNoBIAHO A0 nnaHy
nepiatpuyHux gocnimpkeHs (PIP)
(3MiHY y3ropKeHo 3
KOMNETEHTHUM YMOBHOBaXXEHUM
opraHom) - 3MiHM BHECEHO A0
IHCTPYKUiT 4N MeanyHoro
3aCTOCYBaHHS NiKapcbKoro
3acoby [0 po3ginis
"MpoTtunokasaHHs", "Mo6iyHi
peakuii*, "OcobnmsocTi
3acTocyBaHHs", "B3aemogis 3
HWMMKM AikapcbknMK 3acobamm
abo iHWi BMAY B3aemogiii"
BiANOBIAHO 4O OHOBMEHOT
iHcbopMmaLii 3 6e3nekun Airunx
PEeYOBUH.

MepioAnyHICTb NogaHHsA
perynsapHoO OHOB/IOBAHOTO 3BITY 3
6e3neku BignNoBigHO Ao Mopsaky

34iiCHEHH: hapMakoHarnsay,
3aTBEPLKEHOTO HaKa3oMm
MiHicTepcTBa OXOPOHW 300POB’'S
Ykpainu Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHU 300POB’'S
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHUMmn y
nepioanYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.

37.

DAPUCIN

Tabnetku gns
PO3CMOKTYBaHHS 3i
CMakKoM NnMmoHy no 10
Tabnetok y 6nictepi; no
2 6rictepu B nauuj 3
KapToHY

CninbHe
YKpaiHCbKO-
icnaHcbke
niANPMEMCTBO
"Cnepko YkpaiHa"

YkpaiHa

Ankana
®apma, C.J1.

IcnaHis

MepepeecTpalis Ha
HEOOMEXEHWIN TePMIH.
3MiHu | TUNY - 3MiHK Woao
6e3nekn/edpeKTMBHOCTI Ta
hapMakoHarnsgy. 3miHa y
KOPOTKIil XapaKTepUCTUL

6e3
peyenma

niosnsieae

UA/12844/01/01
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n/n

Ha3ssa nikapcbko20
3aco6y

dopma sunycky
(nikapcbka ¢hopma,
ynaKoskKa)

3assHuUK

KpaiHa
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOOGHUKa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Pexknamy
BaHHs

Homep
peecmpayitiHozo

nocsi0YeHHs

38.

nikapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLii ans
Me[MYHOr0o 3aCTOCYBaHHS Ha
nigcrasi perynsipHo
OHOB/IIOBAHOTO 3BITYy 3 6e3neKkn
nikapcbkoro 3acoby, abo
JocnimkeHb 3 6e3nekn
3aCTOCYBaHHS Nikapcbkoro
3acoby B nicisipeecTpauiiHni
nepiog, abo sk pesynsTaT OLiHKN
3BiTY 3 OCNIMKEHDb, NPOBEAEHNX
BiANOBIAHO A0 MnaHy
negiatpuyHux gocnimpkeHs (PIP)
(3MiHY Y3rompkeHo 3
KOMMETEHTHUM YNOBHOBAXXEHUM
opraHom) - 3MiHM BHECEHO A0
IHCTPYKUIT 4N MeanyHoro
3acTOCyBaHHSA likapCbKoro
3acoby A0 po3ainis
"MpoTtunokasaHHaA", "Mo6IuHI
peakuii”, "OcobnunsocTi
3acTocyBaHHs", "B3aemogis 3
iHLWMMKU NiKapcbknMy 3acobamm
abo iHwWi Bnan B3aemogini"
BifNOBIAHO 40 OHOB/IEHOT
iHchopmaLii 3 6e3nekn airunx
PEYoBWH.

MepioAnyHICTb NoJaHHA
perynsipHO OHOB/IOBAHOTO 3BIiTY 3
6e3neku BignoBigHo Ao Mopsaky

3AiliCHEHHA hapMakoHarnsay,
3aTBEPIKEHOTO HaKa3oMm
MiHicTepcTBa OXOPOHW 30,0POB’S
Ykpainu Big 27 rpyaHsa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii YKpaiHu 19
rpyaHs 2016 poky 3a Ne
1649/29779 (y pefakuii Hakasy
MiHicTepcTBa OXOPOHW 30,0POB’S
Ykpainu Big 26 BepecHs 2016
poky Ne 996), cTaHOBWTb: 3riAHO
3i CTpoKamu, 3a3Ha4eHMN y
nepioanYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3 6e3neKu.

LL/TYHKOBI

Kpanni opanbHi no 25 mn

TOB

YKpaiHa

TOB

YKpaiHa

MepepeecTpauis Ha

6e3

nidnsicae

UA/8740/01/01




36 [TpomoBkeHHs AofaTKa 2
Ne Ha3ssa nikapcbko20 dopma sunycky 3asaBHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Peknamy Homep
n/n 3aco6y (nikapcbka ¢hopma, 3asiBHUKa BUPOOGHUKa Bionycky BaHHS peecmpayitiHozo
ynaKoskKa) nNOCcBi0OYEeHHs
KPANI Y CK/ISSHOMY D/1aKOHi- "TepHodhapm"” "TepHohapMm" HeoOMEXEHWUA TEPMIH. peyenma

KpanesnbHuui; no 1
dhnakoHy-kpanenbHuLi B
naJui 3 KapToHy; no 25
MY hriakoHi
nonimepHomy; no 1
hnakoHy B navui 3
KapToHy; no 25 MmNy
CKNSAHWX dpnakoHax-
KpanesbHUUAX; Nno 25 M
y thnakoHax noniMepHNx

MepioAnyHICTb NogaHHsA
perynspHoO OHOB/IOBAHOTO 3BITY 3
6e3neku BignNoBigHO A0 Mopsaky

34iiCHEHH: hapMakoHarnsay,
3aTBepPKEHOro Haka3oMm
MiHicTepcTBa OXOPOHW 300POB’'S
Ykpainv Big, 27 rpyaHa 2006 poky
Ne 898, 3apeecTpoBaHuii B
MiHicTepcTBi tocTuLii Ykpainu 19
rpyaHsa 2016 poky 3a Ne
1649/29779 (y pepaxuii Hakasy
MiHicTepcTBa OXOPOHU 300POB’'S
Ykpainu Big, 26 BepecHs 2016
poky Ne 996), cTaHOBUTb: 3riAHO
3i CTpOKamu, 3a3Ha4eHMN y
nepioanYHOCTI NOAAaHHS
perynsipHux 3BiTiB 3 6e3neku.

HayanbHUK YnpaBniHHA (hapmMmaleBTUYHOT Aisi/IbHOCTI Ta
AKOCTI papmaueBTUYHOI NPOAYKLUiT

T.M. IacKoBCbKUm
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