NEPENIK

NIKAPCbKUX 3ACOBIB LLOAO0 AKUX 3ABEPLUEHO PO3IMNAA PEECTPALINHNX MATEPIAJIB NPO BHECEHHSA 3MIH A0
PEECTPALIAHUX MATEPIA/IIB NPOTArOM Ali PEECTPALIAHOMO NOCBIAYEHHSA HA NIKAPCBKI 3ACOBW, SAKI
3APEECTPOBAHI KOMNETEHTHUMW OPFAHAMM CMNOJTYYEHUX LUTATIB AMEPUKW, LUBEWULAPII, ANOHII, ABCTPA/II,
KAHAAWU, NIKAPCbKUX 3ACOBIB, WO 3A LEHTPATIISOBAHOIO NMPOLEAYPOKO 3APEECTPOBAHI KOMMNETEHTHUM

OPIrAHOM EBPONENCBLKOIrO COO3Y

dopma sunycky
(nikapcbka ¢hopma,
yrnakoskKa)

3asiBHUK

KpaiHa

Bupo6HuUK

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o

Ne Hassa
n/n JliKapcbKO20
3acoby
1. IMYHAT
2. IMYHAT

MOPOLLIOK Ta PO3YNHHUK
NS pO34nHy Ans

iH exuili no 250/190 MO;
1 chnakoH 3 NOPOLLKOM Y
KOMnekTi 3 1
dhnakoHOM pPO3yMHHMKA
(Boga ans iH'exuiii) no 5
mn Ta Habopowm Ans
PO3YMHEHHS | BBEAEHHS
y Kopob6ui

MOPOLLUOK Ta PO3YNHHUK

Bakctep Al

AscTpis

Bunyck cepii 13 Ta
po3unHHKKa: BakcTtep
Al', ABCTpisi;
Bnpo6HMUTBO,
nepBUHHE NaKyBaHHA
N3, BTOpUHHE
nakysaHHsa /13 Ta
PO3YMHHVKA, KOHTPO/Ib
akocTi [N13: bakctep Al
AscTpist; KoHTposb
akocTi [N13: bakctep AT,
ABCTpisi; BUpo6HMLTBO,
nepByHHE NaKyBaHHA Ta
KOHTPO/b SIKOCTI
po3urHHKKa: 3irdopig,
XamenbH Mm6X,
HimeuunHa

AscTpisi/
Himeuun
Ha

B.1.6.1. 6), IA 3BYXEHHS AONYCTUMUX
MeX [151 MOKa3HMKa AKOCTI
«BbioHaBaHTaxeHHs» B cneuudpikauii ans
XpomatorpacdiyHoi cmonm dpakToresb,
LLI0 BUKOPUCTOBYETLCA A1 KOMMNIEKCHOT
apcopb6uii paktopa VIIIIVWFE y
BMPOGHMLITBI Ai04OT PEYOBUHN:
3arBepaKeHo:
BioHaBaHTaxeHHA < 100 KYO/mn.
3anponoHoBaHoO: BioHaBaHTaXXEHHS.
3arasnibHa KinbKicTb aepo6HMX
MikpoopraHi3mis < 20 KYO/mn. 3arasibHa
KINbKICTb APIKAKOBMX i LBINEBUX rpubis
<20 KYO/mn. B.1.6.1. 6), IA 3BYyXeHHs
[OMYyCTUMMX MEX A/19 NOKa3HWKa AKOCTi
«3paTHICTb 3B'A3yBaHHSA Ginlka» B
cneumdikauii s xpomartorpadidHoi
cmonu dpakTorenb, Wo
BMKOPWUCTOBYETLCA AJ151 KOMMIEKCHOT
apcop6buii dhaktopa VIIIVWF y
BMPOBOHULITBI Ajl040T PeYOBUHN:
3aTBepAKeHO: 34aTHICTb 3B'A3yBaHHSA
6iska 80-120 mr/mn. 3anponoHoBaHo:
3paTHIiCcTb 3B’A3yBaHHA binka 70-105
mr/mn. B.1.6.1. B), |IA JONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM SIKOCTI
«lOHHEe HaBaHTaXeHHs» 3 BiANOBIAHUM
MEeTOA0M BUNPOBYBaHHA AN
XpomaTtorpadpiyHoi cMonn dpakToresb,
LLI0 BUKOPUCTOBYETLCS Y BUPOOHULTBI
Aito4oT pevoBuHN. PefakuiiiHi npaskn B
po3gini 3.2.5.2.3 Moayns 3.

3a
peyernmom

nocsi0O4YeHHs
UA/16963/01/01

[ANS PO3YnHY Anst
iH'exuii, no 500/375 MO;
1 chnakoH 3 NOPOLLKOM Y

KomnnekTi 3 1

Bakctep Al

ABCTpis

Bunyck cepii 113 Ta
po3unHHMKa: BakcTep
Al', ABCTpisi;
Brpo6HuuTBO,
nepBrHHE NakyBaHHS

ABcTpisi/
Himeuun
Ha

B.1.6.1. 6), |A 3BY)XE€HHS AONYCTUMNX
MeX AJ15 MOKa3HMKa AKOCTi

«BbioHaBaHTaxeHHs» B cneuudikauii s

XpomatorpadpiyHol cmosn dpakToresb,

L0 BUKOPUCTOBYETLCA A1 KOMMNJIEKCHOI

3a
peyenmom

UA/16964/01/01




Ne

Hassa

n/n

NiKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

¢hN1aKkOHOM PO3UMHHYMKA
(Bopa Ans in'ekuiii) no 5
M Ta HabopoMm Ans
PO3YMHEHHS | BBELLEHHSI
y Kopoo6ui

N3, BTOpUHHE
nakysaHHsa /13 Ta
PO34YMHHVIKA, KOHTPOSb
akocTi [N13: bakctep Al
AscTpist; KoHTposib
sKocTi [N13: Bakctep AT,
ABCTpisi; Bupo6HMLUTBO,
nepByHHE NakyBaHHA Ta
KOHTPO/Ib SIKOCTI
po3urHHKKa: 3irdopig,
XamenbH Mm6X,
HimeuunHa

apcop6buii daktopa VIIVWF y
BMPOGHULITBI Ai04OT PEYOBUHN:
3arBepoKeHo:
BioHaBaHTaxeHHsA < 100 KYO/mn.
3anponoHoBaHo: BioHaBaHTaXEeHHS.
3arasibHa KifibKiCTb aepOBHMX
MikpoopraHi3mis < 20 KYO/mn. 3arasibHa
KINbKICTb APDKAKOBUX i LBINEBUX rpubis
<20 KYO/mn. B.1.6.1. 6), |A 3By>XeHHsI
[OMYCTUMMX MeX A/19 NOKa3HMKa AKOCTi
«3AaTHICTb 3B'A3yBaHHA binka» B
cneumagikauii gn1s xpomartorpadivyHol
cmonu dpakrorenb, Wo
BVKOPUCTOBYETLCA A/151 KOMMNIEKCHOT
agcopb6uii paktopa VIIIVWE y
BMPOGHMLITBI Ai040T PEYOBUHN:
3aTBepakeHo: 34aTHICTb 3B'A3yBaHHSA
6inka 80-120 mr/mn. 3anponoHOBaHO:
3paTHicTb 3B’13yBaHHs Ginka 70-105
mr/mn. 6.1.6.1. B), |IA JONOBHEHHSA
crneundikavii HOBUM MOKa3HMKOM SKOCTi
«lOHHEe HaBaHTaXeHHs» 3 BiANOBiAHUM
MEeTOA0M BUNPOOYBaHHA ANs
xpomaTtorpadivHoi cmonu dpakroresb,
LLIO BUKOPUCTOBYETHCS Y BUPOOHULTBI
Aitouoi peyoBuHU. PeaakuiiiHi npasku B
po3gini 3.2.5.2.3 Moayns 3.

IMYHAT

MOPOLLIOK Ta PO3UYNHHUK
NS pO34nHy Ans
iH'ekujin, no 1000/750
MO; 1 chnakoH 3
MOPOLLKOM Y KOMMN/IEKTi 3
1 donakoHOM
po3ynHHYKKa (Boga Ans
iH'ekuili) no 10 mn Ta
Habopom ans
PO3YMHEHHS | BBEAEHHS
y Kopoo6ui

Bakctep Al

ABCTpis

Bunyck cepii 113 Ta
po3uMHHMKa: BakcTep
A, ABCTpis;
Bupo6HuLTBO,
nepBUHHE NaKyBaHHSA
N3, BTOpUHHE
nakysaHHsa /13 Ta
PO3YMHHYKA, KOHTPO/Ib
akocTi [N13: Bakctep Arl,
ABCTpisi; KOHTpO/b
akocTi [N13: bakctep Al
ABcTpisi; Bupo6H1uTBO,
nepBUHHE MakyBaHHA Ta
KOHTPO/b AKOCTI
po3unHHKKa: 3irdpig
XamenbH Mv6X,
Himeuunna

ABcTpisi/
Himeuun
Ha

B.1.6.1. 6), |A 3BYXXeHHS AONYCTUMUX
MeX A/15 NMOKa3HMKa AKOCTi
«BioHaBaHTaxeHHs» B cneuudikauii s
XpomarorpadivyHol cmosn dpaktoresb,
LLIO BUKOPUCTOBYETHLCA A1 KOMMNIEKCHOT
apcop6buii dhaktopa VIIVWF y
BMPOBOHULITBI Ait040T PeYOBUHN:
3arBepaKeHo:
BioHaBaHTaxeHHs < 100 KYO/mn.
3anponoHoBaHo: bioHaBaHTaXeHHS.
3arasibHa KinbKicTb aepo6HMX
MikpoopraHi3mie < 20 KYO/mn. 3aranibHa
KINbKICTb OPDKAXKOBUX | LBINEBUX rpubis
<20 KYO/mn. B.1.6.1. 6), IA 3BYyXeHHA
[OMYCTUMMX MeX /18 NOKa3HMKa AKOCTI
«3[aTHICTb 3B'A3yBaHHSA Bifka» B
cneundikauii 4na xpomartorpadiyHoi
cMonv dpakroresib, Lo
BVKOPUCTOBYETLCA /151 KOMIN/IEKCHOT
apcopb6uii paktopa VIIIIVWE y
BMPOGHMLTBI Ai040T PEYOBUHN:

3aTBepAkeHo: 34aTHICTb 3B'A3yBaHHSA

3a
peyenmom

UA/16964/01/02




Ne
n/n

Hassa
NiKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

6inka 80-120 mr/mn. 3anponoHoBaHo:
3paTHicTb 3B’A3yBaHHsA Ginka 70-105
mr/mn. 6.1.6.1. B), |A JONOBHEHHS
crneundikaLii HOBUM MOKa3HUKOM AKOCTI
«|OHHE HaBaHTaXEHHA» 3 BiANOBIAHNM
MeTOA0M BUNPOBYBaHHA AN
XpomarorpadivyHoi cmosm dpaktoresib,
LLIO BUKOPUCTOBYETHCH Y BUPOOHULITBI
LYol pevyoBuHN. PefakuiiHi npaBku B
po3gini 3.2.5.2.3 Moayns 3.

PIKCYBIC

MOPOLLIOK Ta PO3UYNHHUK
NS pO34nHy Ans

iH ekuiiA, mo 250 MO, 1
h/1aKoH 3 NOPOLLKOM Y
KoMniekTi 3 1
hNaKkoHoOM 3
pO34MHHMKOM (BOAA A4S
iH'ekyin) no5mntano 1
NpYCTOCYBaHHIO AN
po3BeeHHs
BAKCOKEKT Il'y
Kopobu,i

Bakcanta
IHHOBEWLLIH3
m6X

AscTpis

MapKyBaHHs, BTOPUHHE
nakyBaHHS Ta BUMYCK
cepii M3 Ta
po3unHHMKa: BakcanTta
Benpxiym
MaHydekTypiHr CA,
Benbris; BUPO6HMLTBO,
KOHTPO/Tb AKOCTi Ta
nepBUHHE NaKyBaHHA
'N3: bakcanta KOC IHK,
CLUA; yacTkoBwit
KOHTpONb AkocTi MN3:
BakcTep Al', ABCTpis;
4aCTKOBWI KOHTPO/Tb
akocTi [N13: bakctep Al
ABCTPIst; YacTKOBWIA
KOHTpONb AKoCTi MN13:
Odhi TexHonomKn eHp,
IHHOBELWIOH TM6X,
ABCTpisi; BAPOOHMLITBO,
KOHTPO/Ib SKOCTi Ta
nepBUHHE NaKyBaHHSA
po3unHHKKa: 3irdpig
XamenbH Mv6X,
HimeuunHa

Bensbris/
ClwA/
ABcTpisi/
Himeuun
Ha

3MmiHa B.I1.I.7.6 |A, 3amiHn
nocTavasnbHviKa NpucTporo ans
pO3BefEeHHS NiKapcbkoro 3acoby
BAKCTIKET I, Aknii BXOAUTb B
KOMM/IEKT [0 BTOPVHHOI YNakoBKu, a
came 3aMiHa Baxalta US Inc., Westlake
Village CA 91362 (USA), Ha
noctadasibHuka Shire Humana Genetic
Therapies Inc., Lexington MA 02421
(USA). [ins HOBOro noctadasibHuKa
NPUCTPOLI AN PO3BEAEHHS IKAPCbKOro
3acoby (Shire Humana Genetic
Therapies Inc., Lexington), B po3gini
3.2.R.2.1 HagaHwWii OHOBNEHWNIA
ceptudpikar CE (CE-679519). B
HacnigoK 3aMiHW nocTavasibHKKa,
norotvn Baxter He Bigo6paxaeTbCcsa Ha
NpUCTPOI A1 PO3BEAEHHS NiKApCbKOro
3acoby, sk 6y/10 paHille onucaHo B
po3gini 3.2.R.2.2. Ak Hacnigok
OHOBNeHO po3ginu: 3.2.R.2.1, 3.2.R.2.2,
3.2.R.2.3.2. 3miHa B.I.I'7.6 |A cxBaneHa
B EMA - 02.09.2020.

3a
peyerimom

UA/16879/01/01

PIKCYBIC

MOPOLLOK Ta PO3YNHHUK
NS pO34nHY Ans

iH eKuii, mo 500 MO, 1
ch/1aKOH 3 MOPOLLKOM Y
KomnaekTi 3 1
onakoHoM 3
pO34MHHMKOM (BOAa Ans
iH'ekyin) no5mnTano 1
NPUCTOCYBaHHIO A/15
po3BeeHHs
BAKCIDKEKT Il 'y
Kopobu,i

Bakcanta
IHHOBEWLLIH3
m6X

ABcTpis

MapKyBaHHS, BTOPUHHE
nakyBaHHs Ta BUMYCK
cepii N3 Ta
po3unHHKKa: Bakcanta
Bengxiym
MaHydhekTypiHr CA,
Benbrisi; BUpO6HMLTBO,
KOHTPO/Tb AKOCTi Ta
nepBUHHE NaKyBaHHS
'N3: bakcanTa KOC [HK,
CLUA; yacTkoBwii
KOHTpONb AKocTi MN3:
Bakctep Al', ABCTpis;
4aCTKOBWiI1 KOHTPO/Ib

Benbrisi/
ClwA/
AscTpisi/
Himeuun
Ha

3miHa B.11.I.7.6 1A, 3amiHu
nocTavasnbHvKa NpucTpor s
pPO3BEAEHHS NiKapCbKOro 3acoby
BAKCTLKET II, sikuii BXOAWUTb B
KOMMJ/IEKT 10 BTOPVHHOI YNakoBKU, a
came 3amiHa Baxalta US Inc., Westlake
Village CA 91362 (USA), Ha
nocravasbHuka Shire Humana Genetic
Therapies Inc., Lexington MA 02421
(USA). [ina HoBOro nocravyasibHuKa
NPUCTPOK AN PO3BEAEHHS NiKapCbKOro
3acoby (Shire Humana Genetic
Therapies Inc., Lexington), B po3gini
3.2.R.2.1 Hafl@HW1 OHOB/EHWIA

3a
peyenmom

UA/16879/01/02




chnakoHoM 3
PO34MHHKKOM (BoAa ANs
iH'ekyin) no5mnTtano 1
NPUCTOCYBaHHIO A1
po3BeeHHs
BAKCIKEKT Il'y
Kopobui

MaHydhekTypiHr CA,
Benbrisi; BUPOOHULTBO,
KOHTPO/Ib SKOCTi Ta
nepBrHHE MakyBaHHs
'N3: bakcanta KOC [HK,
CLUA; yacTkosuit
KOHTpOb AKocTi MN13:
BakcTep Al', ABCTpis;

camve 3amiHa Baxalta US Inc., Westlake
Village CA 91362 (USA), Ha

noctavasibHuka Shire Humana Genetic
Therapies Inc., Lexington MA 02421
(USA). ins HoBOro nocrayasibHuKa

NPUCTPOIO AN PO3BEAEHHS NIKAPCbKOro

3acoby (Shire Humana Genetic

Therapies Inc., Lexington), B po3aini

Ne Hassa dopma BUMYCKY 3assBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa YmosBu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocBi04YeHHs1
akocTi [N13: bakctep Al ceptudpikar CE (CE-679519). B
ABCTpISt; 4aCTKOBWIA HacnifoK 3amiHW nocTavyasibHuKa,
KOHTPO/b sIKOCTI [13: norotun Baxter He Bifo6paxaeTbCs Ha
Odhi TexHONomKn eHp, NPUCTPOT AN PO3BELEHHSA NiKAPCLKOro
IHHOBeWioH TM6X, 3acoby, sk 6y/10 paHille onucaHo B
ABCTpIsi; BAPOOGHMLTBO, po3gini 3.2.R.2.2. Ak Hacnigok
KOHTPO/Ib AKOCTi Ta OHOBNeHo po3ginu: 3.2.R.2.1, 3.2.R.2.2,
nepBuHHE NakyBaHHSA 3.2.R.2.3.2. 3miHa B.11.r.7.6 |A cxBaneHa
po3urHHMKa: 3irdopig, B EMA - 02.09.2020.
XamenbH Mv6X,
HimeuunHa
6. PIKCYBIC MOPOLLOK Ta PO3YMHHUK Bakcanta ABcTpis MapKyBaHHsl, BTOPUHHE Benbrisi/ 3miHa B.11.1I.7.6 1A, 3amiHu 3a UA/16879/01/03
NS pO34nHy Ans IHHOBENMLUH3 nakyBaHHs Ta BUMYyCK CLIA/ noctayanbHuKa NpUCTpPoLo Ans peyenmom
iH ekuili, no 1000 MO, 1 m6X cepii N3 Ta ABcTpisi/ pO3BEAEHHS NiKapCbKoro 3acoby
dh/1aKOH 3 MOPOLLKOM Y pO34YMHHUKA: Bakcanta Himeuun BAKCTOXKET I, sAknii BXxOAWTb B
KomnaekTi 3 1 Bengxiym Ha KOMMEKT 4,0 BTOPUHHOT YNaKoBKK, a
hnakoHoM 3 MaHydekTypiHr CA, came 3amiHa Baxalta US Inc., Westlake
pO34nHHMKOM (BOAa A4S Benbrisi; BUPO6HMLTBO, Village CA 91362 (USA), Ha
iH'ekyin) no5mntano 1 KOHTPO/Ib AKOCTI Ta nocravasnbHuka Shire Humana Genetic
NMPUCTOCYBaHHIO AN nepBuHHE NakyBaHHSA Therapies Inc., Lexington MA 02421
po3BefeHHs 'N3: bakcanTta tOC IHK, (USA). [ins HoBOro nocravyasibHuKa
BAKCIDKEKT Il'y CLUA; yacTkoBuii NPUCTPOLO A1 PO3BELEHHA NiKAPCbKOro
Kopobui KOHTpONb sfikocTi MN3: 3aco6y (Shire Humana Genetic
Bakctep Al', ABCTpis; Therapies Inc., Lexington), B po3gini
4YacTKOBWIA KOHTPOJ1b 3.2.R.2.1 Haf@HW1 OHOBNEHWIA
akocTi MN13: bakctep AT, ceptucpikat CE (CE-679519). B
ABCTpISt; 4aCTKOBWIA HacnifoK 3aMiHy nocTavYasibHUKa,
KOHTpONb AkocTi MN3: norotun Baxter He BigobpaxaeTbcs Ha
Odpi TeXHONOMKN eHf, NPUCTPOI 4151 PO3BEAEHHS NiKAPCLKOro
IHHOBeWioH MM6X, 3acoby, sik 6yn0 paHile onncaHo B
ABCTpisi; BAPOOHMLITBO, po3gini 3.2.R.2.2. fk Hacnigok
KOHTPO/Ib SIKOCTi Ta OHOB/eHO po3ginun: 3.2.R.2.1, 3.2.R.2.2,
NepBrHHE MakKyBaHHS 3.2.R.2.3.2. 3miHa B.11.r.7.6 |A cxBaneHa
po3umHHKKa: 3irdopig, B EMA - 02.09.2020.
XamesnbH M'v6X,
HimeyunHa
7. PIKCYBIC NMOPOLUOK Ta PO3YUHHIUK Bakcanta ABCTpis MapKyBaHHSs1, BTOPUHHE Benbris/ 3miHa B.IL.I.7.6 A, 3amiHn 3a UA/16879/01/04
ONA po3unHy Ana IHHOBEMLWH3 nakyBaHHs Ta BUMYCK CLUA/ nocTtavasibHVKa npucTpoto AnA peyenmom
iH ekuiiA, mo 2000 MO, 1 6X cepii FN3 Ta AscTpisi/ po3BefeHHS likapcbkoro 3acoby
(h1aKOH 3 MOPOLLKOM Y pPO34MHHUKA: Bakcanta Himeyuun BAKCTIKET I, sikuii BXxoAWTb B
KoMnaekTi 3 1 Bengxiym Ha KOMMIEKT 4,0 BTOPUHHOT YNaKoBKK, a




chnakoHoM 3
PO3YMHHMKOM (BOAA AN1st
iH'eKkuUili) no 5 mn Tano 1
MpUCTOCyBaHHIO ANs
po3BefieHHst
BAKCIDKEKT Il'y
Kopobui

MaHydhekTypiHr CA,
Benbrisi; BUPOOHULTBO,
KOHTPO/Ib SIKOCTi Ta
nepBUHHE NaKyBaHHSA
'N3: BakcanTta KOC [HK,
CLUA; yacTkoBwit
KOHTpONb AKoCTi MN13:
BakcTep Al', ABCTpis;
4aCTKOBWiA KOHTPO/b
akocTi [N13: Bakctep Arl,
ABCTpISl; 4aCTKOBWIA
KOHTpONb AKocTi MN3:
Odpi TexHONOKUN eHf
IHHOBELWIOH M6X,
ABCTPIsi; BAPOOHULITBO,
KOHTPO/Tb AKOCTi Ta
nepBUHHE NaKyBaHHA
po3unHHKKa: 3irdpig
XamenbH Mv6X,
Himeuunna

camve 3amiHa Baxalta US Inc., Westlake
Village CA 91362 (USA), Ha
noctadasibHuka Shire Humana Genetic
Therapies Inc., Lexington MA 02421
(USA). [ins HoBOro nocradasibHuKa
NPUCTPOIO AN PO3BEAEHHS NIKAPCbKOro
3acoby (Shire Humana Genetic
Therapies Inc., Lexington), B po3gini
3.2.R.2.1 HagaHWit OHOBNEHWIA
ceptudcikat CE (CE-679519). B
HacnifoK 3amiHM nocTavyasibHuKa,
norotun Baxter He Bifo6paxaeTbCcsA Ha
NPVCTPOI AN PO3BeEHHS NiKapCbKoro
3acoby, sk 6y/10 paHille onucaHo B
po3gini 3.2.R.2.2. Ak Hacnigok
OHOB/IeHO po3ginm: 3.2.R.2.1, 3.2.R.2.2,
3.2.R.2.3.2. 3miHa B.II.I'.7.6 |A cxBaneHa
B EMA - 02.09.2020.

Ne Hassa dopma BUMYCKY 3assBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa YmosBu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocBi04YeHHs1
4acTKOBWIA KOHTPOJIb 3.2.R.2.1 Haf@HWi1 OHOBNEHWIA
akocTi MN13: bakctep AT, ceptucpikat CE (CE-679519). B
ABCTpISi; YaCTKOBWI HacnigoK 3aMiHM nocTavasibHKKa,
KOHTpONb AkocTi MN13: norotvn Baxter He Bifo6paxaeTbCsA Ha
Odpi TexHONOLKN eHf, NpUCTPOI A5 PO3BEAEHHS NiKApPCLKOro
IHHOBeWLWIOH TM6X, 3acoby, sk 6y/10 paHille onucaHo B
ABCTpisi; BAPOOHMLITBO, po3gini 3.2.R.2.2. Ak Hacnigok
KOHTPO/Ib AKOCTi Ta OHOB/eHO po3ginun: 3.2.R.2.1, 3.2.R.2.2,
nepByHHE NakKyBaHHS 3.2.R.2.3.2. 3miHa B.IL.I'7.6 IA cxBaneHa
po3urHHKKa: 3irdopig, B EMA - 02.09.2020.
XamenbH Mm6X,
HimeyunHa
8. PIKCYBIC NMOPOLUOK Ta PO3YUHHUK Bakcanta ABCTpiIs MapKyBaHHs1, BTOPUHHE Benbrisi/ 3miHa B.IL.I.7.6 A, 3amiHn 3a UA/16879/01/05
ONSA po3YnHy Ans IHHOBENMLUH3 nakyBaHHs Ta BUNycK CLUA/ nocTavyanbHvKa NpucTporo 415 peyenmom
iH ekuiid, mo 3000 MO, 1 6X cepii FN3 1a AscTpisi/ po3BefeHHS /ikapcbkoro 3acoby
(h1aKOH 3 MOPOLLKOM Y pO34YMHHMKA: Bakcanta Himeyun BAKCTIKET I, sAkuii BXxoAWTb B
KomMnaekTi 3 1 Benpxiym Ha KOMMEKT 4,0 BTOPUHHOT YNaKoBKK, a




