NMEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKUX 3ABEPLUEHO PO3I /A4, PEECTPALINHNX MATEPIANIB NPO BHECEHHSA 3MIH O
PEECTPALIVHNX MATEPIA/IB NMPOTANOM Ali PEECTPALIMHOIO NOCBIAYEHHSA HA JTIKAPCbKI 3ACOBU, AKI SAPEECTPOBAHI

KOMOETEHTHUMW OPTAHAMW CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbHKOI KOH®EAEPALLIT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1. AENCTPIFO TabneTku, BKPUTI Mepk Wapn i LBeliuapis NPOMKXHUIA NPOAYKT MopTtyranis/ Type IA, B.lll.1.a.2 - Submission of 3a UA/19937/01/01
NNiBKOBOIO Loym IQEA Tm6X [0paBipuHyY, BUCYLLEHWI ITanis/ a new/updated or deletion of Ph. peuyenmom
060n0HkKot0, No 100 PO3MNUIEHHAM: Ipnangis/ Eur. Certificate of Suitability to the
mr/300 mr/245 wr, 30 BMPOGHMLITBO/aHATITUYHE Benuka relevant Ph. Eur. Monograph -
TabneTok, BKPUTMX TeCTyBaHHS: BpuTanis/ Updated certificate from an
NNiBKOBOK 060/I0HKOH XosioH ®apmaCeHcisa C.A., CLWA already approved manufacturer —
y nnawui, 1 naswka B MopTtyranis; Higepnangn/ To updated the Ph. Eur. Certificate of
KapTOHHI KOpoOLj

NPOMDXHWUIA NPOAYKT
[0paBipuHy, BUCYLLEHNT
PO3MUNEHHAM:
BMPOBGHULTBO/aHa/TITUYHE
TECTyBaHHS:
®.I.C. - dabbpika ITanbaHa
CinteTivi C.n.A,, ITanis;
MiKpo6ionoriyHe TecTyBaHHS
aKocTi: EypodiHc Biodhapma
MpoaakT TecTiHr IpnaHgis
Nta, Ipnangis;
TeCTyBaHHS CTabiNIbHOCTI:
OpraHoH ®apma (Benuka
BpuTaHis) Nimites,
Benuka bpuTaHis;
Mepk Wapn i Joym JINC,
CLUA;
BVMPOGHULTBO (POSIMKOBE
YLWWiIbHEHHS,
3MilyBaHHA/3MaLLyBaHHSA
rpaHyn fopasipuHy Ta
namiByguHy/TeHohoBIpy
[avsonpokecuny dymaparty,
TUCHEHHS1, NOKPUTTA
NAiBKOBOK 060/I0HKOHO),
aHaniTM4He TecTyBaHHS Npu
BUMYCKY:
MC/, IHTepHewHn M6X,
Ipnangis;
nepBUHHE Ta BTOPUHHE
nakyBaHHs1, BUMYCK Cepil:
Mepk Wapn i Joym B.B.,

Higepnangu

suitability for Lamivudine from RO-
CEP 2016-045-Rev 01 to R1-CEP
2016-045-Rev 00




PO34UHY A1 iH KL
no 500/375 MO, 1
h/1aKOH 3 MOPOLLKOM Y
KommnekTi 3 1
dhnakoHOM
po3unHHKKa (BoAa Ans
iH'ekyin) no 5 mn Ta
Habopom ans
PO3UMHEHHS i
BBEJEeHHSA y Kopobui

Takena MaHydhekvypiHr
ABcTpist Al', ABCTpis;
Brpo6HMLTBO, NepBUHHE
nakysaHHs /13, BTOpYHHe
nakysaHHsa 113 Ta
PO34YMHHMKA, KOHTPOSIb
saKocTi MN3:
Takeaa MaHydekvypiHr
ABcTpist Al, ABCTpis;
KoHTponb siKocTi [N13:
Takeaa MaHydekvypiHr
ABcTpist Al, ABCTpis;
Bnpo6HWLTBO, NepBUHHE
nakyBaHHS Ta KOHTPO/1b
AKOCTi po3umnHHYMKa: 3ircopig
XamenbH MM6X, HimeuunHa

thapmakoHarnsgy. BeegeHHs abo
3MiHW [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA Y3ara/lbHEHNX AaHNX NPO
cuctemy hapmakoHarnsgy, 3miHa
YNOBHOBaXEHOI 0COo6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
chapmakoHarnsgy; KOHTakTHoi 0cobm
3 hapmakoHarnsgy 3asiBHuKa s
3[jicCHeHHs1 hapmakoHarnisay B
YKpaiHi, AKL0 BOHA BiAMIHHA Bif
YNOBHOBaXEHOI 0COo6bY,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
hapmakoHarnagy (Bkitovaioum
KOHTaKTHI faHi) Ta/abo 3MiHu y
pO3MiLLEeHHI MacTep-ghaiina cuctemm
dhapmakoHarnisgy) (3rigHo Hakasy

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHna Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
2. IMYHAT MOPOLLIOK Ta Bakctep Al ABcTpis Bunyck cepii N3 1a AscTpisi/ 3Mminu | TMRY - 3MiHU Woao 3a UA/16963/01/01
PO3YMHHUK ANs PO3YMHHUKA: HimeuunHa 6e3nekun/edhekTBHOCTI Ta peuenmom
PO34nHy A1 iH KL Takepga MaHychekuypiHr hapmakoHarnsagy. BeegerHs abo
no 250/190 MO, 1 ABcTpisa Al', ABCTpis; 3MiHW A0 y3arasibHEHUX AaHuX Mpo
ch/1aKoH 3 NOPOLLKOM Y Bnpo6HMLTBO, NepBUHHE cuctemy hapMakoHarnagy
KomnekTi 3 1 nakysaHHs /13, BTOpYHHe (BBEAEHHA Y3araslbHEHNX AaHNX Npo
chnakoHom nakysaHHs N3 Ta cuctemy chapmakoHarnagy, amiHa
po34nHHKKa (BoAa ANna PO34MHHWKA, KOHTPO/Tb yNOBHOBaXEHOI 0cobu,
iH'ekyin) no 5 mn Ta akocTi MN3: BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
Habopom ans Takega MaHydhekuypiHr thapmakoHarnsay; KOHTakTHOI 0cobu
PO3UMHEHHS | ABcTpist Al', ABCTpis; 3 (hapmakoHarnsay 3asBHuKa A5
BBE/EHHS Y KOpoobL,i KoHTponb skocTi [N3: 3[jiCHEHHS hapmakoHarnagy B
Takepga MaHydbekuypiHr YkpaiHi, SKLL0 BOHa BiAMIHHA Bif
ABcTpist Al', ABCTpis; YNOBHOBaXEHOI 0cobu,
Brpo6HMLTBO, NepBuNHHE BiANOBIAA/IbHOI 3@ 34iiCHEHHS
nakyBaHHS Ta KOHTPO/b thapmakoHarnsgy (BKirovaoum
SAKOCTi po3unHHMKa: 3irdopig, KOHTaKTHI AaHi) Ta/abo 3MiHK Yy
XamenbH MM6X, HimewunHa pO3MilLEeHHI MacTep-ghaina cuctemm
hapmakoHarnsgy) (3rigHo Hakasy
MO3 Bif 17.11.2016 Ne 1245) -
3MiHa KOHTaKTHOT 0Co6u 3asBHMKa,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
hapmakoHarnagys YkpaiHi. Jitoua
pepakuis: BeHrep /llogmuna
AnartoniisHa / Venher Liudmyla.
MponoHoBaHa peakLisi: YpeTii
Ceprili IBaHoBKY / Uretii Sergii. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0co6u
YNOBHOB&XEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a thapmakoHarnsg B
YKpaiHi.
3. IMYHAT MOPOLLIOK Ta Bakctep Al AscTpis Bunyck cepii N3 T1a AscTpisi/ 3MiHu | TMNY - 3MiHK Woao0 3a UA/16964/01/01
PO3UMHHUK ANs PO3YMHHYMKA: HimeuunHa 6e3nekn/edeKTnBHOCTI Ta peyenmom




3 MOPOLLKOM Y
KOMNAekTi 3 1
doNakoHOM 3

MaHydhekTypiHr CA,
Benbrisi;
BMPOGHMLTBO, KOHTPO/Ib

3.2.P.8.2 for the solvent for water for
injection (SWFI), Vial, 5 mL,
manufactured at Siegfried Hameln.

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHna Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
MO3 Bif 17.11.2016 Ne 1245) -
3MiHa KOHTaKTHOT 0CObU 3asiBHUKA,
BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
hapmakoHarnsgys YkpaiHi. [iroya
pefakuis: BeHrep Jliogmuna
AHatoniisHa / Venher Liudmyla.
lMponoHoBaHa pepakuisi: YpeTii
Ceprili IBaHOBUY / Uretii Sergii. 3miHa
KOHTaKTHUX JaHWUX KOHTaKTHOI 0cobu
YMOBHOB&XEHOT 0CO6Y 3asBHIIKA,
BignoBigasibHOI 3a hapmakoHarnsg B
YKpaiHi.
4, IMYHAT NMOPOLLOK Ta Bakctep Al ABCTpiIs Bunyck cepii 113 Ta ABcTpis/ 3MiHu | TUNY - 3MiHK Woao0 3a UA/16964/01/02
PO3YMHHUK ANs PO3YMHHYMKA: HimeuunHa 6e3nekun/edhekTVBHOCTI Ta peuenmom
PO34nHY A1 iH KL Takega MaHyhekuypiHr hapmakoHarnsgy. BeegeHHs abo
no 1000/750 MO, 1 ABCTpiss Al', ABCTpis; 3MiHW [0 y3ara/ibHeHVX JaHux npo
ch/1aKoH 3 NOPOLLKOM Y Bnpo6HMLTBO, NepBUHHE cuctemy hapMakoHarnagy
KomnekTi 3 1 nakysaHHs /13, BTOpYHHe (BBEAEHHSA Y3arasibHeHNX AaHnX npo
dhnakoHoM nakysaHHsa '3 Ta cuctemy hapmakoHarnsagy, 3amiHa
po3unHHKKa (Boga ANns PO34MHHWKA, KOHTPO/Tb YNOBHOBaXEHOI 0cobMU,
iH'ekyiin) no 10 mn Ta akocTi MN3: BiANOBIAA/bHOI 3@ 34i/iCHEHHSA
Ha6opom ans Takefa MaHydekuypiHr chapmakoHarnsgy; KOHTakTHoi 0cobm
PO3UMHEHHS | ABcTpist Al', ABCTpis; 3 hapmakoHarnsay 3asBHuKa A5
BBE/EHHS Yy KopoobL,i KoHTponb skocTi MN3: 3[jiCHEeHHs hapmakoHariagy B
Takena MaHydhekvypiHr YKpaiHi, AKWO BOHA BiAMIHHA Bif,
ABcTpist Al', ABCTpis; YNOBHOBaXEHOI 0cobu,
Brpo6HMLTBO, NepBUHHE BiANOBIAA/IbHOI 3@ 34iiCHEHHSA
nakyBaHHS Ta KOHTPO/b thapmakoHarnsgy (Bkirovaoum
SAKOCTi po3unHHMKa: 3irdopig, KOHTaKTHI AaHi) Ta/abo 3MiHK Yy
XamenbH MM6X, HimewunHa pO3MilLEeHHI MacTep-ghaiina cuctemm
thapmakoHarnagy) (3rigHo Hakasy
MO3 Bif 17.11.2016 Ne 1245) -
3MiHa KOHTaKTHOT 0CobU 3asBHMKa,
BiANOBIAA/IbHOI 32 3AiCHEHHSA
hapmakoHarnagys YkpaiHi. Jitoua
pepakuis: BeHrep /llogmuna
AHatoniiBHa / Venher Liudmyla.
lMponoHoBaHa peakLisi: YpeTii
Ceprili IBaHOBMY / Uretii Sergii. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT 0co6u
YNOBHOB&XXEHOT 0CO6U 3aABHMKA,
BiANOBIAa/IbHOI 3a hapmakoHarnsg B
YkpaiHi.
5. PIKCYBIC MOPOLLIOK Ta Bakcanta AscTpis MapKyBaHHs, BTOPUHHE Benebris/ B.11.f.1.z)IB. To remove the test 3a UA/16879/01/02
PO3YMHHWK ANsi IHHOBEMLWH3 MM6X nakyBaHHs Ta BUNycK cepii CuwA/ results for Aluminium in sections peuyenmom
PO3UUHY ANS1 iH EKLIN, N3 Ta po34nHHUKa: ABcTpis/ 3.2.P.8 and 3.2.P.5.4 and to list the
no 500 MO, 1 cnakoH Bakcanta bengxiym HimeuunHa stability parameters in section




h/1aKOH 3 MNOPOLLUKOM Y
KomnekTi 3 1
dhnakoHoOM 3
PO34YMHHMKOM (BOAA
Ans iH'ekuiii) no 5 mn
Tanol
NpUCTOCYBaHHIO AN
po3BeeHHs
BAKCOXEKT Il'y
KopobLi

MaHydpekTypiHr CA,
Benebrisi;
BMPOGHMLITBO, KOHTPO/Tb
AKOCTi Ta NepBUHHE
nakysaHHs /13:
BakcanTta FOC IHk., CLUA;
4acTKOBUIA KOHTPOJIb AKOCTI
rNa3:

Takena MaHydekvypiHr
ABcTpist Al', ABCTpis;
YacTKOBUIA KOHTPOb SAKOCTI
rN3:

Takeaa MaHydekvypiHr
ABcTpist Al, ABCTpis;
KOHTpONb AkocCTi N3
("MexaHiyHi BK/IoYeHHA"):
Odpi TexHONOKN eHg,
IHHOBefLWioH TM6X, ABCTpIs;
BMPOGHMLITBO, KOHTPO/Tb
AKOCTI Ta NEPBUHHE
nakyBaHHSA PO3UYMHHNMKA:
3irgopig XamensH MvbX,

3.2.P.8.2 for the solvent for water for
injection (sWFI), Vial, 5 mL,

manufactured at Siegfried Hameln.

TepMmiH BBEAEHHS 3MiH NPOTAroM 6
MiCALIB MiCNSA 3aTBEPAKEHHS.

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHna Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
pO34MHHMKOM (BOAA AKOCTi Ta NepBUHHE TepMiH BBeAEHHSA 3MiH NPOTArom 6
Ans iH'ekuiid) no 5 mn nakysaHHs N13: MiCAILiB Micnsa 3aTBepAKEHHS.
Tanol BakcanTta KOC IHk., CLUA;
NPUCTOCYBaHHIO AN 4acTKOBUIN KOHTPOJIb AKOCTI
po3BefeHHs rn3:
BAKCO)KEKT Il'y Takepga MaHychekuypiHr
Kopoo6Ui ABcTpisa Al', ABCTpis;
4acTKOBUIA KOHTPOJIb AKOCTI
Na3:
Takega MaHydhekuypiHr
ABcTpist Al', ABCTpis;
KOHTpOnb AkocTi N3
("MexaHiuHi BKoUeHHS"):
Odbi TexHONOMXM eHf,
IHHOBeLWioH MM6X, ABCTpIS;
BMPOGHMLITBO, KOHTPO/Tb
AKOCTi Ta NepBUHHE
nakyBaHHS PO3YMHHWMKA:
3irdopig, XamenbH Mv6X,
HimeuunHa,
cTepwisayis Npo6okK i
MILLKIB A1 NepPEeHEeCEeHHS:
Bect ®apmacbtoTikan
Cepsices, IHk., CLLIA
6. PIKCYBIC MOPOLLOK Ta Bakcanta ABCTpiIs MapKyBaHHs, BTOPUHHE Benbrisi/ B.I.f.1.z)IB. To remove the test 3a UA/16879/01/03
PO3YMHHUK ANs IHHOBEMLWH3 TMGX nakyBaHHs Ta BUNycK cepii cuwaA/ results for Aluminium in sections peuenmom
PO34UMHY NS iH KL, N3 Ta po34nHHUKA: ABcTpisi/ 3.2.P.8 and 3.2.P.5.4 and to list the
no 1000 MO, 1 Bakcanta benmkiym HimeuunHa stability parameters in section




h/1aKOH 3 MOPOLLUKOM Y
KommekTi 3 1
dhnakoHom 3
pO34MHHMKOM (BOAA
0N iH'eKuUin) no 5 mn
Tanol
NPUCTOCYBaHHIO AN
po3BeeHHs
BAKCO)KEKT Il'y
Kopoobui

MaHydekTypiHr CA,
Benebris;
BMPOGHMLITBO, KOHTPO/Tb
AKOCTI Ta NEPBUHHE
nakysaHHs /13:
Bakcanta HOC IHk., CLUA;
4acTKOBUIA KOHTPOSIb AKOCTI
ra3:

Takena MaHydhekvypiHr
AscTpisa Al, ABCTpisi;

3.2.P.8.2 for the solvent for water for
injection (sWFI), Vial, 5 mL,
manufactured at Siegfried Hameln.
TepMmiH BBEfleHHS 3MiH NPOTArom 6
MiCsILiB MicNns 3aTBEPAKEHHS.

Ne Hassa ®dopma sunycKy 3asiBHUK KpaiHna Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
HimeyunHa;
cTepwnisauis npobokK i
MILLKIB A/151 NEePEHECEHHS:
BecT ®apmacbioTikas
Cepsices, IHk., CLLUA
7. PIKCYBIC MOPOLLIOK Ta Bakcanta ABcTpis MapKyBaHHSs!, BTOPUHHE Benebris/ B.11.f.1.z)IB. To remove the test 3a UA/16879/01/04
PO3YMHHWK AN IHHOBEMWH3 TM6X nakyBaHHs Ta BUNYycK cepii ClwA/ results for Aluminium in sections peyenmom
PO3UUHY AN151 iH EKLN, N3 Ta po34nHHUKA: ABcTpisi/ 3.2.P.8 and 3.2.P.5.4 and to list the
no 2000 MO, 1 Bakcanta benmkiym HimeuunHa stability parameters in section
hNakoH 3 NOPOLLKOM Y MaHydekTypiHr CA, 3.2.P.8.2 for the solvent for water for
KomnaekTi 3 1 Benbrisi; injection (SWFI), Vial, 5 mL,
hnakoHoM 3 BMPOBHULTBO, KOHTPO/Tb manufactured at Siegfried Hameln.
PO34MHHMKOM (BOAA AAKOCTi Ta NepBUHHE TepMmiH BBEEHHSA 3MiH NPOTAroM 6
Ans iH'ekuid) no 5 mn nakysaHHs N13: MiCAILiB Micnsa 3aTBEpPKEHHS.
Tanol BakcanTta KOC IHk., CLUA;
NPUCTOCYBaHHIO AN 4acTKOBUIA KOHTPOJIb AKOCTI
po3BefeHHs rn3:
BAKCO)KEKT Il'y Takega MaHydhekuypiHr
Kopoo6Ui ABCTpiss Al', ABCTpis;
4acTKOBUIA KOHTPOJIb AKOCTI
rNa3:
Takena MaHydekvypiHr
ABcTpist Al', ABCTpis;
KOHTpOnb AkocTi N3
("MexaHiyHi BK/TIoYeHHA"):
Odbi TexHONOMAXKM eHf,
IHHOBeLWioH MM6X, ABCTpIS;
BMPOGHMLITBO, KOHTPO/Tb
AKOCTi Ta NepBUHHE
nakyBaHHS PO3YMHHWKA:
3irdopig, XamensH Mv6X,
HimeuunHa,
cTepwisayis Npo6okK i
MILLKIB 4159 NepeHeceHHs:
Bect ®apmacbtoTikan
Cepsices, IHk., CLUA
8. PIKCYBIC NMOPOLLOK Ta Bakcanta ABCTpiIs MapKyBaHHs, BTOPUHHE Benbrisi/ B.I.f.1.z)IB. To remove the test 3a UA/16879/01/05
PO3UMHHUK AN IHHOBEMLWH3 TM6X nakyBaHHS Ta BUNyck cepii CLUA/ results for Aluminium in sections peyenmom
PO34MHY NS iH EKLN, N3 Ta po34nHHUKA: ABcTpisi/ 3.2.P.8 and 3.2.P.5.4 and to list the
no 3000 MO, 1 Bakcanta Benmkiym HimeuunHa stability parameters in section




Ne
n/n

Hassa
JliKapcbKo20
3acoby

Popma suUnycKy
(nikapcbka ghopma,
ynakoska)

3asaBsHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

4acTKOBUIN KOHTPOJIb AKOCTI
rn3a:

Takepga MaHychekuypiHr
ABcTpisa Al', ABCTpis;
KOHTpONb sikocTi N3

("MexaHiuHi BKOYeHHS"):
Odpi TexHONOmKN eHg,
IHHOBefiLWiOH TM6X, ABCTpIs;

BMPOGHMLITBO, KOHTPO/b
AKOCTi Ta NepBUHHE

nakyBaHHS PO3YMHHMKA:

3irdpig XamenbH M6X,
HimeyunHa;
cTepwnisayis NpobokK i
MILLKIB A/151 NEePEHECEHHS:
BecT ®apmachioTikas
Cepsices, IHk., CLLUA

PIKCYBIC

MOPOLLOK Ta
PO3YMHHVK AN1A
PO3UUHY AN151 iH EKLN,
no 250 MO, 1 dnakoH
3 NMOPOLLKOM Y
KomMekTi 3 1
hnakoHoM 3
PO34MHHMKOM (BOAA
Ans iH'ekuid) no 5 mn
Tanol
NPUCTOCYBaHHIO AN
po3BeeHHs
BAKCIKEKT Il 'y
Kopoo6Ui

Bakcanta
IHHOBEMLWH3 TM6X

ABcTpis

MapKyBaHHS!, BTOPUHHE
nakyBaHHs Ta BUNYycK cepii
'N13 Ta po34mHHUKA:
Bakcanta bengxiym
MaHydekTypiHr CA,
Benebris;
BMPOGHULITBO, KOHTPO/b
AKOCTi Ta NePBUHHE
nakysaHHs '/13:
BakcanTta HOC IHk., CLUA;
4acTKOBUIA KOHTPOJIb AKOCTI
rN3:

Takega MaHyhekuypiHr
ABCTpiss Al', ABCTpis;
4acTKOBUIA KOHTPOJIb AKOCTI
rNa3:

Takena MaHydhekvypiHr
ABcTpist Al', ABCTpis;
KOHTpOnb fkocTi N3
("MexaHiyHi BK/TIoYeHHA"):
Odbi TexHONOMAXKM eHf,
IHHOBeLWioH MM6X, ABCTpIS;
BMPOGHMLITBO, KOHTPO/Tb
AKOCTI Ta NEPBUHHE
nakyBaHHS PO3YMHHWMKA:
3irdopig, XamensH Mv6X,
HimeuunHa,
cTepwisayis Npo6okK i
MILLKIB 4159 NepeHeceHHs:
Bect ®apmacbtoTikan
Cepsices, IHk., CLLIA

Benebrisi/
ClwA/
ABcTpisi/
HimeuunHa

B.11.f.1.z)IB. To remove the test
results for Aluminium in sections
3.2.P.8 and 3.2.P.5.4 and to list the
stability parameters in section
3.2.P.8.2 for the solvent for water for
injection (SWFI), Vial, 5 mL,
manufactured at Siegfried Hameln.
TepMmiH BBEEHHSA 3MiH NPOTAroM 6
MicAILiB Micnsa 3aTBEpAKEHHS.

3a
peyerimom

UA/16879/01/01




