NMEPENIK

NIKAPCbKNX 3ACOBIB LWOA0 AKUX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAJIIB NPO BHECEHHSA
3MIH 4,0 PEECTPALINHNX MATEPIAJIIB NPOTAIOM Ali PEECTPALINHONO NOCBIAYEHHSA HA NMIKAPCbKI
3ACOBMU, AKI SAPEECTPOBAHI KOMNETEHTHUMW OPIrAHAMU CMONYYEHNX LUTATIB AMEPUKN,
LUBEWLAPII, AMOHII, ABCTPA/II, KAHAAWN, NIKAPCbKNX 3ACOBIB, WO 3A LEHTPAJII3OBAHOIO

NMPOLEAYPOIO 3APEECTPOBAHI KOMNETEHTH/AM OPTAHOM EBPOMENCLKOIrO COKO3Y

Ne Ha3ssa snikapcbko20 dopma sunycky 3asasHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, Bionycky peecmpayiliHo2o
ynakoska) nocsi0o4YeHHs1
1. PIKCYBIC NMOpPOLLOK Ta Bakcanta ABCTpIs MapKyBaHHs, BTOPUHHE Benbrisi/ BBE/EHHS OMTUMI30BaHOro 3a peyernmom UA/16879/01/01
PO3UYMHHWK ANA IHHOBEMLWH3 TM6X nakyBaHHs Ta BUNYCK CLIA/ MeToAdy NenTuaHoro
PO34MHY N8 iH EKLiN, cepii MN3 Ta ABcTpisi/ KapTyBaHHA F IX 3
no 250 MO, 1 dnakoH PO3UYMHHUKA: HimeyunHa BUKOPUCTaHHAM
3 MOPOLLUKOM Y Bakcanta bengxiym TPUNTUYHOIO PO3LLENNEHHS
KoMnaekTi 3 1 MaHydhekTypiHr CA, Ta HPLC aHanisy gns bulk
dhnakoHoM 3 Benbrig; drug substance
PO34YMHHMKOM (BOAA BMPOGHULITBO, KOHTPO/b
08 iH'ekuin) no 5 mn SIKOCTi Ta MEePBUHHE
Tanol nakysaHHs /13:
NPUCTOCYBaHHIO A/1A Bakcanta FOC IHk, CLUA;
po3BefeHHsA 4aCTKOBWI KOHTPO/Tb
BAKCIDKEKT Il'y AKocTi [N3:
KopooLi 3 Bakctep Al', ABCTpist;
MapKyBaHHAM 4aCTKOBWI KOHTPO/Tb
YKpaiHCLKOH MOBOKO AKocTi [N3:
Bakctep Al', ABCTpist;
4aCTKOBWI KOHTPO/Tb
akocTi MN3:
ochi TexHonorie eHy,
IHHOBELWIOH TM6X,
ABCTpIS;
BMPOGHULITBO, KOHTPO/b
AKOCTI Ta NepBUHHE
naKkyBaHHS PO3YMHHMKA:
3irdpig, XamensH Mv6X,
HimeyunHa
2. PIKCYBIC NMOpPOLLOK Ta Bakcanta ABCTpIs MapKyBaHHs, BTOPUHHE Benbrisi/ BBEEHHS OMTUMI30BaAHOro 3a peyenmom UA/16879/01/02
PO3UYNHHWK AN1A IHHOBEMLWH3 TM6X nakyBaHHs Ta BUNYCK CLIA/ MeToAdy NenTuaHoro
PO34nHY A5 iH EKLA, cepii N3 Ta AscTpisi/ KapTyBaHHs F IX 3
no 500 MO, 1 dnakoH PO3UYMHHUKA: HimeyuunHa BUKOPUCTaHHAM

3 MOPOLLUKOM Y
KomnnekTi 3 1
hnakoHoM 3
PO34YMHHMKOM (BOAA

Bakcanta Bengxiym
MaHydbekTypiHr CA,
Benbris;
BMPOGHULITBO, KOHTPO/1b

TPUNTUYHOTO PO3LLENSIEHHS
Ta HPLC ananisy gns bulk
drug substance




PO3YMHHVK ANs

Ne HasBga snikapcbko20 dopma sunycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, Bionycky peecmpayiliHo2o
ynakoska) nocBi04YeHHs1
AN iH'ekuiin) no 5 mn AKOCTI Ta NePBUHHE
Tanol nakysaHHsa '13:
NPUCTOCYBaHHIO A/1A BakcanTta HOC IHk, CLUA;
po3BefeHHs 4YacTKOBUIA KOHTPO/b
BAKCO)KEKT Il'y akocTi [N3:
KopooLi 3 Bakctep All, ABCTpis;
MapKyBaHHSAM 4acTKOBUIA KOHTPO/Ib
YKpaiHCbKOH MOBOKO akocTi [N3:
BakcTep All, ABCTpis;
YacTKOBWIA KOHTPO/Ib
akocTi MN3:
opi TexHonorie eHp,
IHHOBeLWiOH TMOX,
ABCTpist;
BMPOGHULITBO, KOHTPO/1b
SIKOCTi Ta NEePBUHHE
naKyBaHHS PO3YMHHUKA:
3irdopig XamenbH MM6X,
HimeuunHa
3. PIKCYBIC MOPOLLIOK Ta Bakcanta ABCTpis MapKyBaHHs1, BTOPUHHE Benbria/ BBEAEHHS ONTMMI30BaHOro 3a peyenmom UA/16879/01/03
PO3UYUHHWK AN1A IHHOBEMLWH3 TM6X nakyBaHHs Ta BUNYCK cuaA/ MeToAy NenTuaHoro
PO3unHy A5 iH EKLi, cepii N3 Ta AscTpis/ KapTyBaHHA F IX 3
no 1000 MO, 1 PO3YMHHYMKA: Himeuunna BVMKOPUCTaHHAM
(h/1aKOH 3 NOPOLLKOM Y Bakcanta bengxiym TPUNTUYHOTO PO3LLENIEHHS
KomMnaekTi 3 1 MaHydpekTypiHr CA, Ta HPLC aHanisy gns bulk
ch1akoHOM 3 Benbris; drug substance
PO34YMHHMKOM (BOAA BMPOGHULITBO, KOHTPO/1b
Ans iH'ekuii) no 5 mn AKOCTI Ta NEPBUHHE
Tanol nakysaHHsa 13:
NPUCTOCYBaHHIO A/1A BakcanTta HOC IHk, CLUA;
po3BefeHHs 4aCTKOBUIA KOHTPOb
BAKCO)KEKT Il'y akocTi [N3:
Kopobui 3 BakcTep All, ABCTpis;
MapKyBaHHSIM 4YacTKOBWIA KOHTPO/b
YKpaiHCbKOH MOBOIO akocTi [N3:
BakcTep All, ABCTpis;
4YacTKOBWIA KOHTPO/b
akocTi MN3:
odpi TexHornorie eHp,
IHHOBeLWiOH MM6X,
ABCTpiIst;
BMPOGHULITBO, KOHTPO/1b
SIKOCTi Ta NEPBUHHE
naKyBaHHS PO3YMHHUKA:
3irgopig XamensH M6X,
HimeuynHa
4. PIKCYBIC MOPOLLOK Ta Bakcanta ABCTpIA MapKyBaHHs, BTOPUHHE Benbris/ BBEEHHSA OMTUMI30BaHOro 3a peyernmom UA/16879/01/04
IHHOBEMLWH3 TM6X nakyBaHHs Ta BUNYCK CLA/ MeToAy NenTuaHoro




(h/1aKOH 3 NOPOLLKOM Y
KommnnekTi 3 1
ch1akoHOM 3
PO34YMHHMKOM (BOAA
Ans iH'ekuii) no 5 mn
Tanol
NpucTOCyBaHHIO AN15
po3BefeHHs
BAKCO)KEKT Il'y
Kopobui 3
MapKyBaHHSIM
YKpaiHCbKOH MOBOIO

Bakcanta benmxiym
ManydekTypiHr CA,
Benbris;
BUPOGHMLITBO, KOHTPO/Tb
SIKOCTi Ta NEPBUHHE
nakysaHHsa 13:
Bakcanta FOC IHk, CLUA;
4YacTKOBWIA KOHTPO/b
akocTi MN3:
BakcTep All, ABCTpis;
4YacTKOBWIA KOHTPO/b
akocTi MN3:
BakcTep All, ABCTpis;
4YacTKOBWIA KOHTPO/b
akocTi MN3:
odpi TexHornorie eHp,
IHHOBeLWiOH MM6X,
ABCTpiIst;
BMPOBHMLITBO, KOHTPO/Tb

TPUNTUYHOTO PO3LLENSIEHHS
Ta HPLC ananisy gns bulk
drug substance

Ne HasBga snikapcbko20 dopma sunycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, Bionycky peecmpayiliHo2o
ynakoska) nocBi04YeHHs1
PO3YMHY A5 iH EKLLilA, cepii N3 Ta AscTpis/ KapTyBaHHA F IX 3
no 2000 MO, 1 PO3YMHHYMKA: Himeuunna BMKOPUCTAHHAM
dh/1akoH 3 NOPOLLKOM Y BakcanTa bengxiym TPUNTUYHOTO PO3LLENSIEHHS
KomMnaekTi 3 1 MaHydpekTypiHr CA, Ta HPLC aHanisy gns bulk
ch1akoHOM 3 Benbris; drug substance
pO34MHHMKOM (BOAA BUPOGHMLITBO, KOHTPO/Tb
AN iH'ekuiin) no 5 mn AKOCTI Ta NePBUHHE
Tanol nakysaHHsa '13:
NPUCTOCYBaHHIO A/1A BakcanTta HOC IHk, CLUA;
po3BefeHHs 4YacTKOBUIA KOHTPO/b
BAKCO)KEKT Il'y akocTi [N3:
KopooLi 3 BakcTep All, ABCTpis;
MapKyBaHHSAM YacTKOBWIA KOHTPO/Ib
YKpaiHCbKOH MOBOO akocTi [N3:
BakcTep All, ABCTpis;
YacTKOBWIA KOHTPO/Ib
akocTi MN3:
ogpi TexHornorie eHp,
IHHOBeLWiOH TMOX,
ABCTpist;
BMPOGHMLITBO, KOHTPO/Tb
SIKOCTi Ta NEePBUHHE
nakyBaHHS PO3UYMHHYMKA:
3irdopig XamenbH MM6X,
HimeuynHa
5. PIKCYBIC MOPOLLIOK Ta Bakcanta ABCTpis MapKyBaHHs1, BTOPUHHE Benbria/ BBEAEHHS ONTMMI30BaHOro 3a peyenmom UA/16879/01/05
PO3UYUHHWK AN1A IHHOBEMLWH3 TM6X nakyBaHHs Ta BUNYCK cuaA/ MeToAy NenTuaHoro
PO3UnHy A5 iH EKL, cepii N3 Ta AscTpis/ KapTyBaHHA F IX 3
no 3000 MO, 1 PO3YMHHVMKA: Himeuunna BVMKOPUCTaHHAM




Ne HasBga snikapcbko20 dopma sunycky 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, Bionycky peecmpayiliHo2o
ynakoska) nocBi04YeHHs1

SIKOCTi Ta NEePBUHHE
naKyBaHHS PO3YMHHMKA:
3irdopig XamenbH MM6X,

HimeyunHa




