NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALINHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHUMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, BEJIMKOI BPUTAHII, LUBEULAPCBHKOI KOH®EAEPALII,

AMNOHII, ABCTPAJII, KAHAAWN, NIKAPCbKNX 3ACOBIB, WO 3A LEHTPA/NISOBAHOIO NMPOLUEAYPOKO 3APEECTPOBAHI

KOMMNETEHTHAM OPFAHOM EBPOMENCbLKOIO COO3Y

Ne Hassa dopma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayitiHa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, npoyedypa Bionycky peecmpayitiHo2
3acoby ynakoska) 0 NOCBIOYEHHsI
1 PIKCYBIC NMOPOLLOK Ta Bakcanta ABCTpis MapKyBaHHs, BTOPUHHE Benbria/ CLUA/ B.l.b.2.a, IB - Minor 3a UA/
PO34YNHHUK AN IHHOBeMLWH3 TMB6X nakyBaHHS Ta BUMYCK cepil ABcTpisi/ changes to an peyenmom 16879/01/01
PO3UUHY AN5 iH EKLiNA, ['N13 Ta po34nHHKKA: HimeuyunHa approved test
no 250 MO, 1 BakcanTta Bengxiym procedure for active
h1aKoH 3 MOPOLLKOM MaHydhekTypiHr CA, benbris; substance to adapt the
y KOMNekTi 3 1 BMPOGHULITBO, KOHTPO/b SST parameters for
hN1akoHOM 3 AKOCTI Ta NEPBUHHE SEC methods to test
PO34MHHMKOM (BOAa nakyBaHHs '/13: BakcanTa impurity in active
Ans iH'ekuiid) no 5 mn FOC IHk., CLUA; yacTkoBwiA substance with
Tanol KOHTpONb AkocTi MN3: Molecular Size
NPUCTOCYBaHHIO ANs Takega MaHychekuypiHr Distribution method.
po3BeAEHHS ABcTpis All, ABCTpis; B.Il.d.2.a, IB - Minor
BAKCOXXEKT Il'y YacCTKOBWIT KOHTPOJIb AKOCTI changes to an
KopooLi N3: Takepa MaHydekuypiHr approved test
ABcTpis Al', ABCTpis; procedure for the
KOHTPOSb AKocTi N3 finished product to
("MexaHiuHi BKoYeHHS"): adapt the SST
Odhi TeXHONOLXM eHf, parameters for SEC
IHHOBeWiLWIOH TM6X, ABCTpIS; methods to test
BMPOGHULITBO, KOHTPO/Tb impurity in the finished
AKOCTI Ta NepBUHHE product with Molecular
nakyBaHHS PO3YMHHMKA: Size Distribution
3irdopig XamensH Mv6X, method.
HimeuunHa; ctepunisadis
NpPo6oK i MiLLKiB AnA
nepeHeceHHs: Bect
dapmacotoTikan Cepsices,
IHK., CLUA
2, PIKCYBIC NOpOLLOK Ta Bakcanta ABCTpia MapKyBaHHS, BTOPUHHE Benbria/ CLUA/ B.l.b.2.a, IB - Minor 3a UA/
PO3UYMHHUK ANA IHHOBEWLWH3 TM6X nakyBaHHS Ta BUMYyCK cepii AscTpis/ changes to an peyenmom 16879/01/02
pO3unHy AN18 iH ek, ['N13 Ta po34nHHKKA: HimeyunHa approved test

no 500 MO, 1
hN1akoH 3 MOPOLLKOM
y KOMMekTi 3 1
dh/1aKoHOM 3

Bakcanta bengxiym
MaHydhekTypiHr CA, benbrisi;
BMPOGHULITBO, KOHTPO/b
SIKOCTi Ta NEPBUHHE

procedure for active
substance to adapt the

SST parameters for

SEC methods to test




no 1000 MO, 1
h/1aKOH 3 NOPOLLKOM
y KOMMekTi 3 1
hiakoHOM 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 5 mn
Tanol
NPUCTOCYBaHHIO A/15
po3BefeHHs
BAKCIDKEKT Il'y
KopooLi

Bakcanta Bengxiym
MaHydhekTypiHr CA, benbrisi;
BMPOGHULITBO, KOHTPO/b
AKOCTI Ta NEPBUHHE
nakysaHHa '/13: bBakcanta
FOC IHk., CLUA; yacTkoBwiA
KOHTpONb AkocTi MN3:
Takega MaHychekuypiHr
ABcTpia Al', ABCTpis;
4acTKOBWiN KOHTPOJIb AKOCTI
'N3: Takepa MaHydekvypiHr
ABcTpia All, ABCTpis;
KOHTpO/b AkocTi 13
("MexaHiyHi BKoYeHHS"):
Odpi TeEXHONMOOKN EeHS,
IHHOBeWiLWIOH TM6X, ABCTpIS;
BMPOBHULITBO, KOHTPO/Tb
AKOCTI Ta NepBUHHE
nakyBaHHS PO34YMHHUKA:

procedure for active
substance to adapt the
SST parameters for
SEC methods to test
impurity in active
substance with
Molecular Size
Distribution method.
B.ll.d.2.a, IB - Minor
changes to an
approved test
procedure for the
finished product to
adapt the SST
parameters for SEC
methods to test
impurity in the finished
product with Molecular
Size Distribution

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHna Peecmpayitina Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, npoyedypa Bionycky peecmpayjiliHo2
3acoby ynakoska) 0 NOCBIOYEHHs
PO34MHHMKOM (BOAa nakysaHHs 'N13: BakcanTa impurity in active
Ans iH'ekuiid) no 5 mn FOC IHk., CLUA; yacTkoBuUiA substance with
Tanol KOHTpONb AkocTi MN3: Molecular Size
NPUCTOCYBaHHIO AN Takepa MaHydbekuypiHr Distribution method.
po3BefeHHsA ABcTpis Al', ABCTpis; B.Il.d.2.a, IB - Minor
BAKCIXKEKT Il'y 4aCcTKOBWiIN KOHTPOJIb SIKOCTI changes to an
Kopoo6u,i 'N3: Takega MaHychekuypiHr approved test
ABcTpis All, ABCTpis; procedure for the
KOHTpOSb AKoCTi N3 finished product to
("MexaHiyHi BK/OYEHHA"): adapt the SST
Odhi TexHONoXM eHf, parameters for SEC
IHHOBeWWioH T'M6X, ABCTPIS; methods to test
BMPOGHULITBO, KOHTPO/b impurity in the finished
AKOCTi Ta NEPBUHHE product with Molecular
nakyBaHHSI PO3UYNHHMKA: Size Distribution
3ircppig XamensH Mv6X, method.
HimeuunHa; ctepunisadis
npo6oK i MiLKiB Ans
nepeHeceHHs: Bect
dapmacstoTikan Cepsices,
IHK., CLUA
3. PIKCYBIC NMOPOLLOK Ta Bakcanta ABCTpis MapKyBaHHs, BTOPUHHE Benbria/ CLUA/ B.l.b.2.a, IB - Minor 3a UA/
PO3YMHHWK A/1A IHHOBEWLWH3 TM6X nakyBaHHS Ta BUMYCK cepil ABcTpis/ changes to an peuyenmom 16879/01/03
PO3UUHY A5 iH EKLiNA, ['N13 Ta po34nHHMKA: HimeyunHa approved test
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no 3000 MO, 1
h/1aKOH 3 NOPOLLUKOM
y KOMM/IekTi 3 1
hiakoHOM 3
PO34MHHMKOM (BOAA
Ans iH'ekuiid) no 5 mn

Bakcanta benpxiym
MaHydhekTypiHr CA, benbris;
BMPOGHULITBO, KOHTPO/b
AKOCTI Ta NepBUHHE
nakysaHHsa [/13: bBakcanta
FOC IHk., CLUA; YyacTkoBWMiA

procedure for active
substance to adapt the
SST parameters for
SEC methods to test
impurity in active
substance with

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHna Peecmpayitina Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, npoyedypa Bionycky peecmpayjiliHo2
3acoby ynakoska) 0 NOCBIOYEHHs
3irgopig XamensH Mv6X, method.
HimeuunHa; ctepunisauis
NpPoo6oK i MiLLKiB ANA
nepeHeceHHs: Bect
dapmacbtoTikan Cepsices,
IHK., CLUA
4. PIKCYBIC NMOPOLLIOK Ta Bakcanta ABcCTpis MapKyBaHHs1, BTOPUHHE Benbrisa/ CLUA/ B.l.b.2.a, IB - Minor 3a UA/
PO3UYMHHMK AN IHHOBENLWH3 TM6X nakyBaHHs1 Ta BUMYCK cepii ABcTpis/ changes to an peyenmom 16879/01/04
PO34MHY O iH EKLi, N3 Ta po3unHHKKA: HimeuunHa approved test
no 2000 MO, 1 Bakcanta Bengxiym procedure for active
h/1aKOH 3 MOPOLLKOM MaHydhekTypiHr CA, benbrisi; substance to adapt the
y KOMM/ekTi 3 1 BMPOGHULITBO, KOHTPO/b SST parameters for
hiakoHOM 3 SIKOCTi Ta NEPBUHHE SEC methods to test
PO34YMHHMKOM (BOAA nakysaHHa '/13: bakcanTa impurity in active
ONs iH'ekuin) no 5 mn HOC IHk., CLUA; yacTkoBuia substance with
Tanol KOHTPO/b SIKOCTi N13: Molecular Size
NPUCTOCYBaHHIO AN Takena MaHydbekuypiHr Distribution method.
po3BefeHHs ABCTpia Al', ABCTpis; B.ll.d.2.a, IB - Minor
BAKCIXKEKT Il'y 4acTKOBWIN KOHTPOJIb SIKOCTI changes to an
KopooLi 'N3: Takepa MaHydekuypiHr approved test
ABcTpis Al', ABCTpis; procedure for the
KOHTpO/b AKocTi 13 finished product to
("MexaHiyHi BK/IOUYEHHA"): adapt the SST
Odhi TeXHONOAKM eHp, parameters for SEC
IHHOBeWWioH T'M6X, ABCTPIS; methods to test
BMPOGHULITBO, KOHTPO/b impurity in the finished
AKOCTI Ta NEPBUHHE product with Molecular
nakyBaHHS PO3UYNHHMKA: Size Distribution
3ircppig XamensH Mv6X, method.
HimeuuunHa; ctepunisavis
npo6oK i MiLLKiB Ans
nepeHeceHHs: Bect
dapmacotoTikan Cepsices,
IHK., CLUA
5. PIKCYBIC NOPOLLOK Ta Bakcanta ABCTpis MapKyBaHHs, BTOPUHHE Benebria/ CLUA/ B.l.b.2.a, IB - Minor 3a UA/
PO3YMHHUWK ANA IHHOBeWLWH3 MMB6X nakyBaHHS Ta BUMYCK cepil AscTpis/ changes to an peyenmom 16879/01/05
PO34UHY A5 iH EKLiNA, ['N13 Ta po34nHHKKA: HimeyunHa approved test
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Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHna Peecmpayitina Ymosu Howmep
n/n JliKapcbKo20 (nikapcbka chopma, npoyedypa Bionycky peecmpayjiliHo2
3acoby ynakoska) 0 NOCBIOYEHHs
Tanol KOHTpO/b AKOCTi [N3: Molecular Size
NPUCTOCYBAaHHIO AN Takepna MaHydbekuypiHr Distribution method.
po3BefeHHs

BAKCIDKEKT Il'y
Kopoo6L,i

ABcTpia All, ABCTpis;
YacCTKOBWI KOHTPO/Ib SIKOCTI
'N3: Takepa MaHydekvypiHr
ABcTpia All, ABCTpis;
KOHTPO/b AKOCTi N3
("MexaHi4Hi BKIOUYEHHA"):
Odhi TeXHONO4XKM eHp,
IHHOBeWioH M'M6X, ABCTPIS;
BUPOGHULITBO, KOHTPO/Tb
SIKOCTi Ta NEPBUHHE
nakyBaHHS PO3YMHHMKA:
3irdopig XamensH Mv6X,
HimeuunHa; ctepunizadis
Npo6OK i MiLWKIB A5
nepeHeceHHs: Bect
®apmacoioTikan Cepsices,
IHK., CLUA

B.ll.d.2.a, IB - Minor
changes to an
approved test

procedure for the
finished product to
adapt the SST
parameters for SEC
methods to test
impurity in the finished
product with Molecular
Size Distribution
method.




