NMEPENIK

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

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

KOMOETEHTHUMUW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

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

Ne
n/n

Ha3ssa
JliKapcbKo20
3acoby

Popma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asBHUK

KpaiHa

Bupo6HUK

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4eHHs

NAPCABIB®

PO34UH A5 iH'EKLLN,
5 mr/mn; no 0,5 mn
(2,5 mr) y chnakoHi,
no 6 donakoHiB y
KapTOHHI kopoobuyj;
nolwmn(5mr)y
donakoHi, no 6
hnakoHiB y
KapTOHHI kopobuy;
no 2 mn (10 mr) y
¢on1akoHi, no 6
hnakoHiB y
KapTOHHI KopoobLi

AMOKeH
€spona b.B.

HigepnaHnam

MapKyBaHHs!, BTOPUHHE
nakyBaHHS, BUMYCK cepil:
AmaxeH €spona b.B.,
HigepnaHgn

KOHTPO/1b AKOCTi Npun
BUMYCKY:
AmppkeH TekHonoaxi
(AleneHp) AHnimiTeq
Komnasi, IpnaHgis

BMPOBHULTBO, NEPBMNHHE
nakyBaHHS!, KOHTPOJIb AKOCTi
Ta BUNpobyBaHHS
cTabinbHoCTI:
MaTeoH MaHydek4ypiHr
Cepsices En.En.Ci., CLLA

BMPOBHNLITBO, NEPBMHHE
nakyBaHHS!, KOHTPO/Ib AKOCTi
Ta BMNpObyBaHHS
cTabinbHoCTI:
AmvaxeH MaHydekuypiHr
Ntp, CWA

KOHTPO/1b SKOCTi Npu
BUMYCKy (igeHTudikayis
MeToA0M Mac-
CreKTpoMeTpii):
nnAg AesenonmeHt, J1.11.,
CWA

Higepnangwn/
Ipnangis/
CLIA

Type IA B.ll.b.2.a. - Change to
importer, batch release
arrangements and quality
control testing of the FP -
Replacement/addition of a site
where batch control/testing
takes place - To add PDD
Development, LP, 8551
Research Way, Suite 90
Middleton, Wi 53562, USA as
an alternative site responsible
for identification by electrospray
ionization mass spectrometry of
the finished product Parsabiv
(etelcalcetide) solution for
injection (2.5, 5, and 10 mg/ml).
JopasaHHa MNA4,
JesenonmeHr, /1.M., 8551
Pecepu Bei, CbtoT 90
MignToH, Wi 53562, CLUA sk
a/IbTEePHATUBHOIO BUPOBHMKA,
BiANOBI4&/ILHOrO 38 KOHTPO/1b
AKOCTi NpW BUMYCKY
(ipeHTuMikauia meTogoM mMac-
cnekTpomeTpii.

3a
peyernmom

UA/17068/01/01

MNI®ENTPO

TabneTKn, BKPUTI
NNiBKOBOO
060/10HKOI0, No 100

Mepk Wapn i

Joym IOEA
rveX

Lsenuapis

NPOMKHWIA NPOAYKT
[0paBipyHyY, BUCYLLEHWI
PO3MUIEHHSAM:

Moptyranis/
ITanis
llpnaHgis/

B.l.a.l.z type IB - Change in the
manufacturer of AS or of a
starting

3a
peuerimom

UA/19910/01/01




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
Mr, 30 TabneTok, BMPOBGHMLTBO/aHaNITUYHE Benuka material/reagent/intermediate
BKPUTYX N/IIBKOBOIO TecTyBaHHS: BpuTanis/CLL for AS - Other variation.
060/10HKOI0 Y XoBioH ®apmaCeHcis C.A., N To add F.1.S. Fabbrica Italiana
nAswLi; no 1 MopTyrais Hipepnaran Sintetici S.p.A., Viale Milano

NAAWLUI B KAPTOHHIM
Kopooui

NPOMKHWIA MPOAYKT
[0paBipuHy, BUCYLLEHUIA
PO3MUNEHHAM:
BMPOGHMLTBO/aHaNITUYHE
TeCTyBaHHS:
®.I.C. - dabbpika ITanbaHa
CinTeTivi C.n.A., lITania

MiKpO6ionoriyHe TeCTYBaHHSA
AKOCTI:
EypocpiHc Biochapma
MpopakTt TecTiHr IpnaHais
Nimitepn, IpnaHaisa

TecTyBaHHS CTabifIbHOCTI:

OpraHoH ®apma (Benuka

BpuTtaHis) Mimiten, Benvka
BpuTanis

Mepk Wapn i Aoym N1C,
CLIA

BUPOGHULTBO (PONNKOBE
YLWiSTbHEHHSA,
3MillyBaHHA/3MaLLyBaHHSA
rpaHy’sl, TACHEHHS, MOKPUTTA
NAiBKOBOK 060/10HKOI0),
aHaniTM4yHe TeCcTyBaHHS Npu
BUMYCKY:

MCA IHTepHewHn MvbX,
IpnaHgis

nepBUHHE Ta BTOPUHHE

nakyBaHHs1, BUMYCK Cepil:

Mepk Wapn i Joym B.B.,
HigepnaHau

26, Montecchio Maggiore, VI
36075, Italy, as an alternative
manufacturer (and packaging
site) of the active substance
doravirine and active substance
intermediate HMT. The MAH
took the opportunity to update
the process description of step
5in 3.2.S.2.2. Description of
Manufacturing Process and
Process Controls.

B.l.a.l.z type IB - Change in the
manufacturer of AS or of a
starting
material/reagent/intermediate
for AS - Other variation.

To add F.1.S. Fabbrica Italiana
Sintetici S.p.A., Via Massimo D'
Antona 13, Termoli 86039,
Italy, as an alternative
manufacturer (including
packaging) of intermediate
pyridone, used in the synthesis
of the active substance
doravirine. The MAH took the
opportunity to delete the
centrifugation in the description
of step 2 in 3.2.5.2.2.
Description of Manufacturing
Process and Process Controls.

B.l.a.l.f type IA - Change in the
manufacturer of AS or of a
starting
material/reagent/intermediate
for AS - Changes to quality
control testing arrangements
for the AS - replacement or
addition of a site where batch
control/testing takes place.




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1
To add F.I.S. Fabbrica Italiana
Sintetici S.p.A., Viale Milano
26, Montecchio Maggiore, VI

36075, Italy, as an alternative
site responsible for quality
control testing (stability and
release testing) of the active
substance doravirine and its
intermediate HMT.

B.l.a.l.f type IA - Change in the
manufacturer of AS or of a
starting
material/reagent/intermediate
for AS - Changes to quality
control testing arrangements
for the AS - replacement or
addition of a site where batch
control/testing takes place.
To add F.I.S. Fabbrica Italiana
Sintetici S.p.A., Via Massimo D'
Antona 13, Termoli 86039,
Italy, as an alternative site
responsible for quality control
testing (stability and release
testing) of the intermediate
pyridone used in the
manufacturing process of the
active substance.

B.l.a.3.a type IA - Change in

Up to 10-fold increase
compared to the originally
approved batch size.
To increase the batch size
range of the intermediate
hydroxymethyltriazolinone
(HMT), used in the

manufactured at F.1.S.,

batch size (including batch size
ranges) of AS or intermediate -

Montecchio Maggiore, Italy,

manufacturing process of the
active substance doravirine,

from 81 - 162 Kg to 81 - 232 Kg




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

(step 3).

B.l.a.3.a type IA - Change in
batch size (including batch size
ranges) of AS or intermediate -

Up to 10-fold increase
compared to the originally
approved batch size.

To increase the batch size
range of the intermediate
pyridine, used in the
manufacturing process of the
active substance doravirine,
manufactured at F.1.S., Termoli,
Italy, from 95 - 209 Kg to 95 -
235 Kg (step 1 & 2).




