NEPENIK

NIKAPCbKUX 3ACOBIB LLOAO0 AKUX 3ABEPLUEHO PO3IMNAA PEECTPALINHNX MATEPIAJIB NPO BHECEHHSA 3MIH A0
PEECTPALINHUX MATEPIA/IIB NPOTArOM Ali PEECTPALIAHOMO NOCBIAYEHHSA HA NIKAPCBKI 3ACOBW, SAKI
3APEECTPOBAHI KOMNETEHTHUMW OPFAHAMM CMNOJTYYEHUX LUTATIB AMEPUKW, LUBELUAPII, AMOHII, ABCTPAII,
KAHAAWU, NIKAPCbKUX 3ACOBIB, WO 3A LEHTPATIISOBAHOIO NMPOLEAYPOKO 3APEECTPOBAHI KOMMNETEHTHUM
OPIrAHOM EBPONENCBLKOIrO COO3Y

6nictepi, no 6 abo 12
6nicTepiB y KAPTOHHIi
Kopoo6ui

dapma 'm6X i Ko. KT,
HimeyunHa
BMPOGHMLITBO, yNakoBKa
Ta KOHTPO/Ib AKOCTI
kancyn in bulk
(HeposdhacoBaHoi
npoAyKuii ikapcbkoro
3acoby):
KaraneHt HimeuunHa
E6epb6ax Mm6X,
HimeyunHa
nepBeuHHe (6nicTepun) Ta
BTOPWHHE MakKyBaHHSA
(kopo6KM), MapKyBaHHS
(nepsuHHOroO Ta
BTOPVHHOIO NakKyBaHHS)
Ta KOHTPO/Ib AKOCTI
nikapcbKoro 3acoby:
BepiHrep IHrenbxainmv
dapma M'vb6X i Ko. KI,
HimeuunHa
anbTepHaTWBHI LiNbHULI
[N BTOPUHHOTO
nakyBaHHS Ta
MapKyBaHHS:
®apm/lor dapma
NopxicTik Tm6X,
HimeuyunHa
LLTteremaHH
JlboHhepnakyHreH yHz
NoricTtiwep Cepsic e. K.,
HimeyunHa
a/IbTEPHATMBHI

Grossenbach, Germany) to «Labor LS
SE & Co. KG». The address remains
unchanged.

In addition, the applicant took the
opportunity to include editorial changes
in module 3.2.P.3.1. (alignment of the
site name «A&M Stabtest Labor fur
Analytik und Stabilitatsprufung GmbH»
to «<A&M Stabtest GmbH Labor fur
Analytik und Stabilitatsprufung»
according to the latest GMP certificate
and clarification on quality control
testing.

Ne Hassa Popma sunycky 3assHuUK KpaiHa Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
1. BAPIFATE®® Kancysm m siki no 100 Bepinrep HimeuunHa BVPOGHWK, LLIO HimeuunHa A.5.6, Tun IA — To change the name of 3a UA/16651/01/01
mr no 10 kancyn IHrenbxaim BiANoBiAae 3a BMMycK the quality control testing site of the peyenmom
M'AKUX B IHTEepHeLHN cepi: finished product from «Labor L+S AG»
antoMiHiEBOMY vM6X BepiHrep IHrenbxanm (Mangelfeld 4, 5, 6, 97708 Bad Bocklet-




Ne
n/n

Hassa
NiKapcbKo20
3acoby

dopma sUMyCKY
(nikapcbka gpopma,
ynakoska)

3asBHuUK

Kpaina

Bupo6Huk

KpaiHa

PeecmpayjitiHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsioYeHHs

na6oparopii gns
NPOBELEHHSA KOHTPOSIO
SKOCTi (32 BUK/TIOUEHHAM
Mikpob6ionoriyHoi
4yncToTn):
A eHp Em LUTabTeCT
v6X (JlabopaTopis
KOHTPOJIH0 AKOCTi Ta
TeCTyBaHHs
CTabiNbHOCTI),
HimeyunHa
HysicaH Mv6X,
HimeyunHa
aNbTepHaTUBHI
nab6oparopii ans
NPOBEAEHHSI KOHTPOJIHO
AIKOCTi 32 NOKa3HNKOM
Mikpo6iosoriyHa
yncToTa:

CI'C IHcTuTyT ®peseHiyc
vm6X, HimeyunHa;
Na6op /1C CE eHg Ko.
KI', HimeuunHa

BAPIATE®®

Kancysm m'siki no 150
Mr no 10 kancyn
M'AKUX Y
a/IOMIHIEBOMY
6nictepi, no 6
6nicTepiB y KAPTOHHIi
KopooLi

BepiHrep
IHrenbxaim
IHTEpHeLHN

mM6X

HimeuunHa

BMPOGHMK, LLIO
BiAnoBigae 3a BMNyck
cepii:
BepiHrep IHrenbxainm
dapma M'vbX i Ko. KI,
Himeuunna
BMPOOHMLTBO, YNakoBka
Ta KOHTPO/Ib AKOCTI
kancyn in bulk
(Hepo3sdpacosBaHoi
NpoAyKLUii nikapcbKoro
3acoby):
KaraneHTt HimeuunHa
E6epbax Mmo6X,
Himeuunna
nepsuHHe (bnictepn) Ta
BTOPWHHE NaKyBaHHS
(kopo6kK), MapKyBaHHS
(nepBuUHHOrO Ta
BTOPUHHOIO NaKyBaHHs)
Ta KOHTPO/Ib AKOCTI
nikapcbKoro 3acoby:
BepiHrep IHrenbxaiim
®apma 'm6X i Ko. KT,
HimeyunHa

HimeuunHa

A.5.6, Tun 1A — To change the name of
the quality control testing site of the
finished product from «Labor L+S AG»
(Mangelfeld 4, 5, 6, 97708 Bad Bocklet-
Grossenbach, Germany) to «Labor LS
SE & Co. KG». The address remains
unchanged.

In addition, the applicant took the
opportunity to include editorial changes
in module 3.2.P.3.1. (alignment of the
site name «A&M Stabtest Labor fur
Analytik und Stabilitatsprufung GmbH>»
to «A&M Stabtest GmbH Labor fur
Analytik und Stabilitatsprufung»
according to the latest GMP certificate
and clarification on quality control
testing.

3a
peyenmom

UA/16651/01/02




Ne Hassa dopma sUMyCKY 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa YmosBu Homep
n/n NiKapcbKo20 (nikapcbka gpopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocBi04YeHHs1

a/bTepHaTUBHI AiNbHALI
AN BTOPUHHOMO
nakyBaHHS Ta
MapKyBaHHs:
®apm/lor dapma
NopxicTik Tm6X,
HimeyunHa
LLTteremaHH
JTboHhepnakyHreH yHz
NoricTiwep Cepsic e. K.,
HimeyunHa
aNbTepHATMBHI
na6oparopii gns
NPOBELEHHSA KOHTPOSIO
SKOCTi (32 BUK/TIOUYEHHAM
Mikpo6ionoriyHoi
4yncToTwn):
A eHp Em LUTabTeCT
v6X (JlabopaTopis
KOHTPOJIH0 AKOCTi Ta
TeCTyBaHHs
CTabiNbHOCTI),
HimeyunHa
HysicaH Mv6X,
HimeyunHa
aNbTepHaTUBHI
nab6oparopii ans
NPOBEAEHHSI KOHTPOJIHO
AIKOCTi 32 NOKa3HNKOM
Mikpo6iosnoriyHa
yncToTa:

CI'C IHcTuTyT ®peseHiyc
vm6X, HimeyunHa;
Na6op /1C CE eHg Ko.
KI', HimeuunHa




