NEPENIK

Jonarok 3

no Hakazy MIiHICTepCTBA OXOPOHH 37I0POB’S
VYkpainu «IIpo JIepKaBHY peecTpatio,
MepepeecTpalilo  JIKapChbKUX  3aco0iB  Ta
BHECEHHS 3MiH 10 PpEeECTpalliifHuX MaTepialiB
JMiKapchKUX ~ 3aco0iB,  SAKi  3apeecTpoBaHi
KoMneTreHTHUMH opraHamu Criomydennx Illtaris
Awmepuxku, [IBeiinapcskoi Kondenepanii, Amonii,
Asgcrpannii, Kanagu, €spomneiicekoro Corosy»

Big 19 uepBHst 2023 poky Ne 1109

NIKAPCbKUX 3ACOBIB (MEAUNYHUX IMYHOBIOJOIN4YHUX NMPENAPATIB), LLOOO AKUX BYJIUW BHECEHI 3MIHA

LUBEMLIAPCbKOI KOH®ELEPALIL, ANOHII, ABCTPANII, KAHAOW, NNIKAPCbKUX 3ACOBIB, O 3A
LEHTPANISOBAHOIO NPOLUEAYPOIO 3APEECTPOBAHI KOMNETEHTHUM OPIrAHOM €BPOINEUCBLKOIO

COIo3y

0O PEECTPALIUHMNX MATEPIANIB, AAKI BHOCATbLCSA OO0 OEPXXABHOIO PEECTPY JIIKAPCbKUX 3ACOEIB
YKPAIHU, SIKI BAPEECTPOBAHI KOMMNETEHTHUMU OPFAHAMU CMOJTYYEHUX LUTATIB AMEPUKW,

Ne

Haszea

3asieHuUK

Popma sunycKy KpaiHa Bupo6Huk KpaiHa PeecmpauitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, eidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceif4yeHHs
1. BAPIATE®® Kancynm M siki no BepiHrep Himeuunna BMPOGHMK, LLIO BIAMOBiAA€E 3a BUNYCK cepii: HimeyumHa 3MiHn | TUny: 3miHn Wwopao 3a UA/16651/01/01
100 mr; no 10 IHrenbxanm BepiHrep IHrenbxanm ®apma Mb6X i Ko. 6e3nekn/edekTMBHOCTI Ta peuenmom
Kancyn m'skux B IHTepHeLHN KI', HimeuunHa; BUpoOGHMLTBO, ynakoBka capmakoHarnsgy. BeegeHHs abo 3MiHn
antoMiHieBomy m6X Ta KOHTPOIb SKOCTI kancyn in bulk

6nicTepi, no 6 abo
12 6nictepiB y
KapTOHHIN kopobui

(Hepo3dacoBaHoi NpoayKLii Nikapcbkoro
3acoby): KataneHTt HimeuyunHa E6epbax
'M6X, HimeyunHa; nepBuHHe (Gnictepwn)
Ta BTOPWHHE MaKyBaHHS (KOPOOKM),
MapKyBaHHs! (MEPBUHHOMO Ta BTOPUHHOTO
naKkyBaHHS) Ta KOHTPOIb AKOCTi
nikapcbkoro 3acoby:

BepiHrep IHrenbxanm ®apma MNvb6X i Ko.
KI', HimeuumHa; anbTepHaTuBHI AinbHULI
NS BTOPUHHOTO NakyBaHHA Ta
MapkyBaHHsi: Papm/lor ®apma JlogxicTik
'm6X, Himeyuunna; LteremanH
JIboHdepnakyHreH yHA NoricTiwep Cepsic
e. K., HimeuunHa; anbtepHaTuBHI
nabopaTopii A4na NnpoBeeHHS KOHTPOIO
SIKOCTi (32 BUKIIOYEHHAM MikpobionoriqHoi
ynctotu): A eHg Em LUTABTECT Nabop
dyp AHanituk yHa CrabinitatcnpydyHr
Mm6X, HimevunHa; HysicaH Mm6X,
HimeuumHa; anbTepHaTMBHI Nnabopatopii
ANs NPOBeAEHHSI KOHTPOSTO AKOCTi 3a
noka3HUKOM MikpobionoriyHa uncroTa:
CI'C InctutyT ®peseriyc MM6X,

[0 y3aranbHEHUX AaHnx Npo CcucTemy
hapmakoHarnsigy (BBeAeHHS
y3aranbHeHUX JaHNX Npo CUCTEMY
dapmakoHarnsay, 3MiHa ynoBHOBaXeHO|
ocobu, BianoBiaanbHOI 3a 3AiNCHEHHNA
apmakoHarnsay; KOHTaKkTHOi ocobu 3
bapmakoHarnsigy 3asiBHMKa ons
3AicHeHHs hapmakoHarnsagy B YkpaiHi,
SIKLLO BOHa BiAMIHHA Bif yNMOBHOBaXEHOT
ocobu, BignoBiganbHoi 3a 34iNCHEHHS
hapmakoHarnsigy (BKrovaoym KOHTaKTHi
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
danna cucrtemu papmakoHarnagy) (B.1.8.
(a),lAHn), 3miHa koHTaKTHOI ocobu
3asiBHMKA, BianoBiganbHoi 3a
dapmakoHarnsa B YkpaiHi. flitoya
pepakuisi: AptemeHko OnekcaHap.
[MponoHoBaHa pegakuis: Yymak Aptem
Bonoavmuposny.
3MiHa KOHTaKTHUX AaHUX KOHTaKTHOT
ocobu 3aaBHMKA, BiANoOBiganbHoI 3a
dapmakoHarnsa B YkpaiHi.




6nicTepi, no 6 abo
12 GnictepiB y
KapTOHHiI kopobui

(Hepo3dacoBaHoi NpoayKLii Nikapcbkoro
3acoby): KataneHTt HimeuyunHa E6epbax
'M6X, HimeuunHa; nepsuHHe (bnictepu)
Ta BTOPUHHE MaKyBaHHS (KOPOOKM),
MapKyBaHHs1 (MepPBUHHOIO Ta BTOPUHHOTO
naKyBaHHs1) Ta KOHTPOSb SKOCTI
nikapcbkoro 3acoby:

BepiHrep IHrenbxanm ®apma MNvb6X i Ko.
KI', HimeydmHa; anbTepHaTuBHI AinbHULI
NS BTOPUHHOTO NakyBaHHA Ta
MapkyBaHHsi: ®Papm/llor ®apma JlogxicTik
'mM6X, HimewunHa; LteremanH
JIboHdepnakyHreH yHA NoricTiwep Cepsic
e. K., HimeuunHa; anbtepHaTuBHI
nabopaTtopii 45t NPOBEAEHHS KOHTPOIO
SIKOCTi (32 BUKIIOYEHHAM MikpobionoriqyHoi
ynctotn): A eHg Em LUTABTECT Jlabop

Minor change to the loss on drying test
procedure for the starting material
BIBF1120 Chlorimid used in the
manufacturing process of the active
substance nintedanib to update the
sections "Procedure" and "Evaluation” due
to the use of a new equipment generation.
B.l.b.2.a, IA - Change in test procedure for
AS or starting
material/reagent/intermediate - Minor
changes to an approved test procedure:
Minor change to the residual solvents (GC)
test procedure for the intermediate
BIBF1120 ethansulfonate, unmilled, used
in the manufacturing process of the active
substance nintedanib i.e. the column
pressure was adapted to increase the

2 [TponoBkeHHs goaaTKa 3
Ne Hazea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceidyeHHs1
Himeuumnna; Jlabop JIC CE eHg Ko. KT,
HimeyunHa
2. BAPIrATE®® Kancynu m'siki no BepiHrep HimeyunHa BUPOGHMK, L0 BignoBigae 3a BUNycK cepii: HimeuyunHa 3MiHu | TMny: 3MiHK Wwoao 3a UA/16651/01/02
150 mr; no 10 IHrenbxanmv BepiHrep IHrenbxam ®apma MvoX i Ko. 6e3nekn/edeKTUBHOCTI Ta peuenmom
Kancyn mM'skux B IHTepHeLwHn KI', HimeuunHa; BUpoGHMLTBO, ynakoBka capmakoHarnsgy. BeegeHHst abo 3aMiHn
anoMiHieBoMy m6X Ta KOHTPOrb SKOCTi kancyn in bulk 00 y3araribHeHUX AaHuUX Npo cucTemy
6nictepi, no 6 (HeposdacoBaHOi NpoAyKLii MikapcbKoro dapmakoHarnsgy (eBBeaeHHs
GnictepiB y 3acoby): KataneHT HimeuyunHa E6epbax y3aranbHeHUX J4aHnX Npo cUcTemy
KapTOHHiI kopooLi 'M6X, HimeuyunHa; nepsuHHe (Gniictepwn) chapmakoHarnsgy, 3miHa ynoBHOBaXXeHOi
Ta BTOPUHHE MaKyBaHHS (KOPOOKM), ocobu, BignoBigansHoOi 3a 30iNCHEHHS!
MapKyBaHHs1 (NEPBUHHOIO Ta BTOPUHHOTO dapmakoHarnsgy; KOHTaKkTHoi ocobu 3
nakyBaHHs1) Ta KOHTPOIb SKOCTi dapmakoHarnsgy 3asiBHVKa ansi
nikapcbkoro 3acoby: 3AiNCHEHHA dapmakoHarnsay B YkpaiHi,
BepiHrep IHrenbxanm ®apma M6X i Ko. SIKLLIO BOHA BiAAMiHHA Bif YNOBHOBaXeEHOI
KI, HimewunHa; anbTepHaTuBHI AinbHUL ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
AN BTOPUHHOTO NaKyBaHHA Ta dapmakoHarnsaay (BKOYarymn KOHTaKTHI
MapkyBaHHs: PapmSlor Papma JlogxicTik naHi) Ta/abo 3MiHM y po3milLleHHi MacTep-
'M6X, HimeyunHa; LUteremaHH dawina cuctemu chapmakoHarnsgy) (B.1.8.
JlboHdepnakyHreH yHA JNoricTiwep Cepsic (a),lAHn), 3miHa koHTaKTHOI ocobu
e. K., HimeuyunHa; anbTepHaTumBHiI 3asBHMKa, BiANoBiganbHoOI 3a
nabopaTopii 4na npoBeaeHHs KOHTPOI capmakoHarnsag B Ykpaini. Jitova
AKOCTi (32 BUKIIOYEHHAM MiKpobionorivHoi pepakuia: AptemeHko Onekcanap.
unctoTn): A eng Em LUTABTECT Jlabop [MponoHoBaHa pepakuis: Yymak Aptem
dyp AHanituk yHg CtabinitatcnpydyHr Bonogumuposunu.
'M6X, HimeuyuunHa; HysicaH MTmM6X, 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
HimeuumHa; anbTepHaTMBHI Nnabopatopii ocobu 3asiBHMKa, BigMNOBiAanbHOI 3a
ONs NPOBEeAEeHHS1 KOHTPOSO SIKOCTi 3a dapmakoHarnag B YkpaiHi.
noka3HUKoM MikpobionoriyHa uncrora:
CI'C IHctutyT ®peseHiyc M6X,
HimeuumHa; Jlabop JIC CE eHg Ko. KT,
HimeyunHa
3. BAPIATE®® Kancynu M siki no BepiHrep HimeuunHa BUPOGHMK, LLIO BiAMNOBiAae 3a BUNYCK cepii: HimeuumHa B.l1.b.2.a, IA - Change in test procedure for 3a UA/16651/01/01
100 mr; no 10 IHrenbxanm BepiHrep IHrenbxanm ®apma Mb6X i Ko. AS or starting peuenmom
Kancyn M'akvx B IHTEepHeLLHN KI", Hime4unHa; BMpoOHMLTBO, ynakoBka material/reagent/intermediate - Minor
antoMiHieBoMy M6X Ta KOHTPOIb siKOCTi kancyn in bulk changes to an approved test procedure:




3

[TponoBkeHHs goaaTKa 3

Ne
n/

Hazea
JliKapCcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina

Bupo6bHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2
0 noceid4yeHHs

yp AHanituk yna CtabinitatcnpycdyHr
'M6X, HimeuyunHa; HysicaH MTM6X,
HimeyumHa; anbTepHaTuBHI nabopatopii
ANs NpoBeeHHs! KOHTPOIto SKOCTi 3a
NoKasHUKOM MikpobionoriyHa yncToTa:
CI'C IHcTuTyT ®peseHiyc MMEX,
Himeuumnna; Jlabop JIC CE eHg Ko. KT,
HimeyuunHa

difference between headspace pressure
and column pressure at final temperature.
B.l.b.2.a, IA - Change in test procedure for
AS or starting
material/reagent/intermediate - Minor
changes to an approved test procedure:
Minor change to the identity (IR) test
procedure for the active substance
nintedanib to increase the wavelength
range from "4000 to 600 cm-1" to "4000 to
400 cm-1" to meet compendial
requirements.

B.l.b.2.a, IA - Change in test procedure for
AS or starting
material/reagent/intermediate - Minor
changes to an approved test procedure:
Minor change to the palladium (AAS) test
procedure for the active substance
nintedanib to optimize the preparation of
samples by introducing new microwave
equipment. Control standards and system
suitability criteria for the calibration curve
to be included in every sequence for the
determination by AAS.

B.l.b.2.a, IA - Change in test procedure for
AS or starting
material/reagent/intermediate - Minor
changes to an approved test procedure:
Minor change to the residual solvents (GC)
test procedure for the active substance
nintedanib to adapt the column pressure to
increase the difference between
headspace pressure and column pressure
at final temperature.
Furthermore, the MAH took the opportunity
to introduce editorial changes in the
modules impacted by this variation.

BAPTATE®®

Kancynu m"siki no
150 mr; no 10
Kancyn m'skux B
antomiHieBomy
6nicTepi, no 6
onictepiB y
KapTOHHIl kopobui

BepiHrep
IHrenbxanv
IHTEepHeLLHN

M6X

HimeuunHa

BUPOGHMK, LLIO BiAMNOBiAae 3a BUNYyCK cepii:

BepiHrep IHrenbxanm dapma M6X i Ko.
KI', HimeuunHa; BUpoOGHMLTBO, ynakoBka
Ta KOHTpOnb AKOCTi kancyn in bulk
(Hepo3dacoBaHoi NpoAyKLii Nikapcbkoro
3acoby): KataneHTt HimeuyunHa E6epbax
MM6X, HimeuunHa; nepeuHHe (bnictepu)
Ta BTOPUHHE MaKyBaHHS (KOPOOKM),
MapKyBaHHs! (NEPBUHHOMO Ta BTOPMHHOMO
naKyBaHHs1) Ta KOHTPOSb SKOCTI
nikapcbkoro 3acoby:

BepiHrep IHrenbxanm ®apma Nmb6X i Ko.
KI', HimeudumHa; anbTepHaTuBHI AinbHULI
NS BTOPUHHOTO NakyBaHHA Ta
MapkyBaHHsi: Papm/lor ®apma JlogxicTik

Himeyumna

B.l.b.2.a, IA - Change in test procedure for
AS or starting
material/reagent/intermediate - Minor
changes to an approved test procedure:
Minor change to the loss on drying test
procedure for the starting material
BIBF1120 Chlorimid used in the
manufacturing process of the active
substance nintedanib to update the
sections "Procedure" and "Evaluation” due
to the use of a new equipment generation.
B.l.b.2.a, IA - Change in test procedure for
AS or starting
material/reagent/intermediate - Minor
changes to an approved test procedure:

3a
peuernmom

UA/16651/01/02
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[TponoBkeHHs goaaTKa 3

Ne
n/

Hazea
JliKapCcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina

Bupo6bHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2
0 noceid4yeHHs

'M6X, HimeuyunHa; LLteremaHH
JIboHhepnakyHreH yHa Jorictiwep Cepsic
e. K., HimeuunHa; anbtepHaTuBHI
nabopatopii ANsi NPOBEAEHHS1 KOHTPOIO
SIKOCTi (32 BMKIOYEHHSAM MikpobionoriyHoi
ymctotn): A eHp Em LUTABTECT Na6op
yp AHanituk yHa CtabinitatcnpydyHr
'M6X, HimeuyunHa; HysicaH MTM6X,
HimeuuunHa; anbTepHaTMBHI nabopaTtopii
NS NPOBEAEHHSI KOHTPOSO SIKOCTi 33
NoKasHUKOM MikpobionoriyHa yncToTa:
CI'C InctutyT ®peseHiyc M'mbX,
Himeuuunna; NMabop JIC CE eHg Ko. KT,
HimeyuunHa

Minor change to the residual solvents (GC)
test procedure for the intermediate
BIBF1120 ethansulfonate, unmilled, used
in the manufacturing process of the active
substance nintedanib i.e. the column
pressure was adapted to increase the
difference between headspace pressure
and column pressure at final temperature.
B.l.b.2.a, IA - Change in test procedure for
AS or starting
material/reagent/intermediate - Minor
changes to an approved test procedure:
Minor change to the identity (IR) test
procedure for the active substance
nintedanib to increase the wavelength
range from "4000 to 600 cm-1" to "4000 to
400 cm-1" to meet compendial
requirements.

B.l.b.2.a, IA - Change in test procedure for
AS or starting
material/reagent/intermediate - Minor
changes to an approved test procedure:
Minor change to the palladium (AAS) test
procedure for the active substance
nintedanib to optimize the preparation of
samples by introducing new microwave
equipment. Control standards and system
suitability criteria for the calibration curve
to be included in every sequence for the
determination by AAS.

B.l.b.2.a, IA - Change in test procedure for
AS or starting
material/reagent/intermediate - Minor
changes to an approved test procedure:
Minor change to the residual solvents (GC)
test procedure for the active substance
nintedanib to adapt the column pressure to
increase the difference between
headspace pressure and column pressure
at final temperature.
Furthermore, the MAH took the opportunity
to introduce editorial changes in the
modules impacted by this variation.

OEKATUNEH
PWUHO YO

cnpew HasanbHUi,
no 10 mn cnpeto
HasarnbHoro y
dnakoHi 3
posnunioBayem Ta
KOBMAY4KoM, SIKUI
3axuae
posnuntoBad, no 1
bnakoHy B

TOB «TeBa
YkpaiHa»

YkpaiHa

Mepkne M'm6X (BUpoGHULTBO
Hepo3dpacoBaHoOi NpoayKuii, NepBnHHa Ta
BTOPWHHA yNaKkoBKa, [O3BiN Ha BUMYCK
cepii; KOHTponb cepii)

Himeyunna

BUNPaBNEHHS TEXHIYHOI NOMUIIKK Y
cneundikauii 3aTBepmpkeHnx MeToais
KOHTPOIIO SIKOCTI, sika NoB'si3aHa i3
HEKOPEKTHUM MepeHeceHHsAM iHdopmaLlii
i3 po3giny "3.2.P.5.1. Cneuudikauia"
marepianiB peecTpaLiiHOro AoCkE nig yac
npoueaypv peecTpaLii BULLEBKa3aHOro
nikapcbkoro 3acoby, siky 6yno
3aTBepakeHo Hakazom MOS YkpaiHu Ne

6e3
peuenma

UA/19645/01/01
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[TponoBkeHHs goaaTKa 3

Ne
n/

Hazea
JliKapCcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina

Bupo6bHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2
0 noceid4yeHHs

KapTOHHiN kopobui

2258 Big 15.12.2022. MNMomunka gonyLieHa
y BUMoOrax ansi Bunpo6yeaHHs "BmicT / 1
MM po3unHy" anst [lekcnaHTeHony Ha
TepMiH NpUAAaTHOCTI Ta nonsrae y
HEKOPEKTHOMY 3a3HaJeHHi 3Haka, a came
"+/-" 3amicTb "+".

[eTanbHe NopiBHHA gjto4oi Ta
NPONOHOBaHOI peaakLuii cneundikawii
MeTogaiB KOHTPOIO AKOCTI HaBeaeHO
HIDKYE:

[itoya pegakuis
MeToan KOHTPOMO AKOCTI NiKapCbKoro
3acoby

CMELM®IKALS
PS-X027-08-J01
BunpobyBaHHs

BwmicT / 1 Mn po3unHy
[ekcnaHTeHony
MocunaHHs Ha meToa
E00078502 (BEPX)
Bumorn
Bunyck
50 mr +/- 5%
TepmiH npuaaTHOCTI
50 mr —7,5% +/- 5%

[MponoHoBaHa pepakuis
MeToam KOHTPOMIo AKOCTI NikapcbKoro
3acoby

CMELMSIKALISA
PS-X027-08-J01
BunpobyBaHHs

BwmicT / 1 Mn po3unHy
[HekcnaHnTeHony
MocunaHHs Ha meTof,
E00078502 (BEPX)
Bumorn
Bunyck
50 mr +/- 5%
TepmiH npuaaTHOCTI
50 mr — 7,5% + 5%

€NNoKC

Kpanni O4Hi, pO34uH,
0,9 Mmr/Mnno 5mny
nnawyi 3
KpanenbHuueto, no 1
nnawyi 3
KpanenbHuULet y

TOB
«BAYL
XEJC»

YkpaiHa

BUPOGHMLTBO fikapcbkoro 3acoby,
nepBYHHE Ta BTOPUHHE NaKyBaHHS,
KOHTpOnb cepii, Bunyck cepii: Ap. MNepxapa
MaHH Xem.-cpapM. ®abpuk Mm6X,
Hime4uumnHa; ainbHUUSRA, Ha AKin
npoBOaAUTLCS cTepunisadisi: Bb®

Himeuunna

3MiHu | TUny: 3MiHn Wwopo
6e3nekn/edekTMBHOCTI Ta
capmakoHarnsgy. BeegeHHs abo 3MiHn
00 y3aranbHeHUX JaHuX NPo cUCTeMy
dapmakoHarnsiay (BBeAeHHs
y3aranbHeHVX AaHUX NPo CUCTEMY

3a
peuerimom

UA/18429/01/01
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[TponoBkeHHs goaaTKa 3

nnsawuyi, no 1
NNAWLUi y KApTOHHIN
Kopobui

KOHTPOIb SIKOCTi NaKyBanbHUX maTtepianis,
MapKyBaHHs1, 36epiraHHsi, AUCTpubyLis
nikapcbkoro 3acoby:

Anotekc Picepu MNpaviseT JlimiTes, IHais

AkicTb, IA - 36. Change in the specification
for a primary or functional secondary
container closure component where there
is no other change in the container closure

Ne Haszea ®Popma eunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs
KapTOHHiN kopobui CrepunisdenwHcepsic FTM6X, HimeuuunHa; dapmakoHarnsay, 3MiHa ynoBHOBaXEHO|
ineHTMdikauia HaTpito cynbgiTy Ta ocobu, BianoBiaanbHOI 3a 3AiNCHEHHS
KinbkicHe Bu3HaveHHsi: TBA ®apma M'vbX, hapmakoHarnsify; KOHTaKTHoi ocobu 3
Himeuunna hapmakoHarnsay 3asiBHVKa Ans
34iicHeHHs hapmakoHarnsgy B YkpaiHi,
SIKLLO BOHa BiAMIHHA Bif yNOBHOBaXEHO|
ocobu, BignosiaanbHoi 3a 34iiCHEHHS
apmakoHarnagy (BKMOYayM KOHTaKTHI
naHi) Ta/abo 3MiHM y po3MiLLleHHi MacTep-
danna cuctemu dpapmakoHarnagy)(B.1.8.
(a), IAHM): 3MiHa KOHTaKTHMX AaHUX
yNOBHOBa)eHOi 0cobu 3asiBHMKA,
BiZNoOBiganbHoi 3a dpapmakoHarnag.

7. 3IPABEB KOHUEHTpaT ans Mdparizep CWA 36epiraHHs A®I, BUpoOGHMLTBO, NEPBUHHE CLIA/ B.1l.b.3.a, IB - Change in the 3a UA/18148/01/01
PO34uHy Ans Eny.Ci.Mi. nakyBaHHS!, TECTYBaHHS NPU BUMYCKY, IpnaHais/ manufacturing process of the finished or | peyenmom
iHdpy3in, 25 mr/mn, Kopnopenwu BTOPUHHE MaKyBaHHSA Ta MapKyBaHHS, Benbrisa intermediate product - Minor change in the
no 100 mr/4 mn 'y H BUMYCK cepii: manufacturing process:
dnakoHi; no 1 dapmauis i AngxoH Komnani JIJ1C, CLUA; Minor changes in the manufacturing
hnakoHy y TeCTyBaHHs MpW BMMYCKY cepii, process of the finished product to
KapTOHHiI kopobLi 3 TECTYBaHHS NPW OOCNIOKEHHI introduce an extension of pooling more
MapKyBaHHAM cTabinbHoCTi: than one active substance bevacizumab
YKPaiHCbKOK MOBOIO; Baet Bio®apma [isixH od Baet batch to achieve the desired finished
no 400 mr/16 mny dapmaceytukanc JIJIC, CLUA; product Zirabev target batch size.
dnakoHi; no 1 TECTYBaHHS NP1 BUMYCKY Cepii,
hbnakoHy y TECTYBaHHS NPV JOCIMKEHHI
KapTOHHiIN kopobui 3 ctabinbHocTi: Mdansep IpnaHgais
MapKyBaHHSAM dapmachbtoTikans, lpnaHgis;

YKPaiHCbKOK MOBOIO; Bunyck cepii: MNdarisep Cepsic Komnari
no 100 mr/4 mn'y BBBA, Benbris
dnakoHi; no 1

hbnakoHy y

KapTOHHiIN kopobui 3

MapKyBaHHAM

iHO3€MHOI MOBOIO 3

HaHeCeHHAM

CTUKepy

YKPaiHCbKOK MOBOIO;

no 400 mr/16 mny

donakoHi; no 1

nakoHy y

KapTOHHiIN kopobui 3

MapKyBaHHAM

iHO3eMHOI0 MOBOIO 3

HaHeCeHHsM

CTUKepy

YKPaiHCbKOK MOBOHO

8. KABEPJIIAT® Tabnetku no 0,5 wmr, AT YkpaiHa BMPOOHMLITBO, KOHTPOMb AKOCTI, IHpis/ AkicTb, IA - 11. Change in the re-test 3a UA/19113/01/01
no 8 TabreTok y "®apmak” OOCHiMKeHHs cTabinbHOCTI, NakyBaHHS, Kanapa period (or shelf-life) for the drug substance | peuernmom




7 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma eunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs
BUMPOBOHMLTBO, KOHTPOSb SKOCTi, BUMYCK system
cepii nikapcbkoro 3acoby:
Anotekc IHk., KaHaga
KOHTPOMb SIKOCTi, BUMYCK Cepii MikapcbKkoro
3acoby:
Anotekc IHk., KaHaga
iMNOpPT, MapKyBaHHs1, 36epiraHHsi Ta
OncTpubyuis nikapcbkoro 3acoby:
Anotekc IHk., KaHaga
nakyBaHHS! NMikapCcbKoro 3acoby:
MKI dapma Cepsices KaHaga, IHK.,
KaHaga
9. KEHIPEKCAN NMOPOLLOK ANA K'esi ABcTpis BMPOBHMLTBO, KOHTPOIb SKOCTI Ta ITanis/Himey | B.ll.b.2.c.1 type IAin- Change to importer, 3a UA/17224/01/01
KOHUEHTpaTy Ans dapmac'toTik nepBUHHE NaKyBaHHS: YnHa batch release arrangements and quality peuenmom
PO34UHY ANs iH'eKuin en3 [m6X MateoH Itania C.n.A., ITanis control testing of the FP - Replacement or
/ iHdysin, 50 mr; 10 BTOPWHHE MaKyBaHHS: addition of a manufacturer responsible for
hnakoHiB 3 K'esi ®apmaueytuui C.n.A., ITanis importation and/or batch release - Not
MOPOLLKOM Y BMNYCK cepii: including batch control/testing.
(hbnakoHi B KAPTOHHIW Hiadbapm M'm6X & Ko. KI', HimeuunHa To replace Halsa Pharma GmbH
Kopobui 3 (Hafenweg 18-20 48155 Munster,
MapKyBaHHAM Germany) with Diapharm GmbH & co. KG
iTaninceKot, (Am Mittelhafen 56 48155 Munster,
HiMeLbKoto Ta Germany) as a site responsible for batch
aHrMiNCbKO release (not including batch
MOBaMMU 3i CTikepoM control/testing) of the finished product
YKpalHCbKOO MOBOKO
10. | NTAM3EQE MOPOLLIOK AN K'esi ABcTpis BMPOBHMLTBO fikapcbkoro 3acoby, ITanis/ B.l.b.1.z, IB- Change in the specification 3a UA/18519/01/01
po34nHy Ans dapmac'ioTik BUNPOOYBaHHSA Mpy BUMYCKY, PpaHuis parameters and/or limits of an AS, starting |peyenmom
iHcpysin, 10 mr; no en3 'm6X BUNpobyBaHHs Ha cTabinbHICTb, NEPBUHHE material/intermediate/reagent - Other
10 Mr y cbrakoHi 3 nakyBaHHsi: lMaTeoH Itania C.n.A., ITanis; variation:
MapKyBaHHAM BMNpoOyBaHHSA Mpy BMMNYCKY, BUNYCK Cepil, To delete the specific activity (action limit)
aHrMiNCcbKOK MOBOH; BTOPWHHE NaKyBaHHs1, 36epiraHHs Ta as a routine monitoring measurement at
no 1 dnakoHy B avctpubyuis: K'esi ®apmaueytuui C.n.A,, several steps of the active substance. As a
KapTOHHiIn kopobui 3 ITanis; BuNpobyBaHHSA Npu BUNYCKY: NnnLie consequence, the parameter yield of C10
MapKyBaHHSAM HeBUAUMI YacTku: KoHdapma dpaHuis - step is deleted as it is calculated from
HiMELbKOK MOBOHO 3i FomOBypr, ®paHuisi; JIAJl-TecT, HeBMaUMI C10-PP specific activity result (in-process
CTUKEPOM yacTku: €spodiHc bionab Cpn, ITanis monitoring parameter).
YKpalHCbKOO MOBOKO
11. | HIKOPETTE® cnpew 4ns poToBoi MakHin Ab LBeuis MakHin Ab LBeuis 3minu | Ta Il Tuny, 3miHn | TMNy: 3miHK bes UA/16866/01/01
CBIKA M'ATA NMOPOXHWHW, wopno 6esnekun/edekTMBHOCTI Ta peuenma
[030BaHui, 1 apmakoHarnsgy (iHwi amiHm)(B. (x),1A),
Mr/nosa; 3MiHM BHECEHI B iIHCTPYKLj0 Ans
no 150 gos cnpeto y MELNYHOro 3aCTOCYBaHHS NiKapCbKOro
MET- dpnakoHi 3acoby y po3ain "Micue3HaxomKeHHst

€MHicTo 15 mn,
MET- donakoH 3
MEXaHiYHNM
pO3NuIoBaYeM i
3aXMCHUM KranaHom
NOMILLYIOTb Y
nnacTUKoBU

dyTrsAp i3

NpeLCcTaBHUKA 3asiBHMKA".
BBeneHHs 3MiH NpoTsarom 6-Tu Micauis
nicnsi 3aTBEpOXKEHHS.
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[TponoBkeHHs goaaTKa 3

Ne
n/

Hazea
JliKapCcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina

Bupo6bHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2
0 noceid4yeHHs

noninponineHy, no 1
abo 2 nnacTMKoBUX
yTnsipn y
nnacTuKoBOMY
KOHTYPHOMY
KOHTelHepi i3
KapTOHHOK OCHOBOK

12.

HIKOPETTE®
®PYKTOBO-
M'ATHUI

cnpew 4ns poToBoi
NMOPOXHUHMY,
[o3oBaHui, 1
Mr/[o3a;

no 150 gos cnpeto y
MET- donakoHi
€MHICTIo0 15 mMn.
MET- donakoH 3
MeXaHi4YHUM
pPO3NMMOBaYeEM i
3aXWCHUM KranaHom
MOMILLYIOTb Y
nnacTuKoBUM
dyTnap i3
noninponineHy. Mo 1
abo 2 nnacTukoBumx
yTnsipn y
nnacTMKOBOMY
KOHTYpHOMY
KOHTEMHepi i3
KapTOHHOK OCHOBOK

MakHin Ab

LBeuis

BMPOOHMLITBO FOTOBOrO NPOAYKTY
(BKHOYAOYM KOMMNIEKTALI0, KOHTPOIb
aKocTi, Bunyck cepii): MakHin Ab

LBeuis

3minum | Ta Il Tuny, 3miHn | TMNY: 3MiHK

wopno 6e3nekn/edeKTUBHOCTI Ta
dapmakoHarnsagy (iHwi aminmn)(B. (x),1A),

3MiHM BHeCeHi B iHCTpyKUjto ans

MEeOMYHOro 3aCTOCyBaHHS NiKapCbKoro

3acoby y po3gin "MicLe3HaxooKeHHs

npeacTaBHMKa 3asBHMKA".
BBeneHHs 3MiH NnpoTsarom 6-Tu Micauis
nicnsa 3aTBEpAXEHHS.

be3
peuenma

UA/18446/01/01

13.

HIMEHPUKC®

MOPOLLOK Ta
PO3YMHHWK ANSst
PO34MHyY Ans
iH'ekuin, 1 gosay
dnakoHi; no 1
nakoHy 3
nopolukom (1 go3sa)
B KOMMMEKTi 3
po3uunHHuKom (0,5
MI) y nonepeaHLo
HanoBHEHOMY
Lwnpuui Ta gBoma
ronkamu
3anakoByTb Y
Onictep Ta
BKNagjatTb Yy
KapTOHHY KOpPOOKy;
no 1 cpnakoHy 3
nopolukom (1 gno3sa)
B KOMMMEKTi 3
po3uuHHuKom (0,5
MI) y nonepeaHbLo
HanoBHEHOMY
Lwnpuvui 6e3 ronku

MOANIEP
EWY.CLII
KOPMOPEN
LH

CLA

opMyBaHHS, HaNOBHEHHS, niodinisavis,
KOHTPOIb SKOCTi, NaKyBaHHS/MapKyBaHHS,
BUWMYCK Cepii FOTOBOrO MPOAYKTY;

chopMyBaHHS Ta HaNOBHEHHS,

nakyBaHHs/MapKyBaHHS, KOHTPOIb AKOCTI,

BUMYCK Cepii pO34YMHHMKA:
Mdpanzep MeHtodekyypuHr Benbris HB,
Benbrisa

hOopMyBaHHS Ta HANOBHEHHS PO34YMHHNKA,

MapKyBaHHS, KOHTPOb AKOCTI
PO3YUHHNKA:

KataneHt Benbgpxiym CA, benbris
chopMyBaHHS BaKLMHW, HanoBHEHHSI
cnakoHiB, niodinisawisi, KOHTPOIb AKOCTi:
nakcoCmiTKnanH bBionoaxikanc CA,
Benebris

Benbrisa

3miHa B.l.a.2.a),IB He3HauHi 3miHW y
npotieci BUpo6HMLTBa NpaBLIEBOro
aHaTOKCUHY, L0 JO3BONSOTL 00'eAHaTH
[0 2 HU3bKOMPOAYKTUBHUX
depmeHTauinHUX NapTii B OOHY OYULLLEHY
naprito Ha ginbHuui Wyeth Pharmaceutical
Division of Wyeth Holdings LLC, Sanford,
CLUA.
3mina B.l.a.2.a),IB He3HauHi 3miHn y
npoueci BUpobHMLTBa NpaBLIEBOro
aHaTOKCWHY 3 MEeTOH0 30inbLUEeHHS Yacy
30epiraHHsi NpaBLIEBOro0 aHATOKCUHY B
npoueci BupobHuuTBa Ha ainbHuui Wyeth
Pharmaceutical Division of Wyeth
Holdings LLC, Sanford, CLLA.
3miHa B.1.a.2.2),IB 3HWxeHHs piBHsi
KPUTWUYHOCTI ANS APiXKAXKOBOrO EKCTPaKTY,
AeKCTpo3n Ta nentoHy TpunToHy N1, wo
BMKOPUCTOBYIOTLCS Y MpoLiecax
NPUroTyBaHHsA cepefoBULL, Ans
TiornikonsiTHUX cepenosuLy 6e3
pe3a3ypuHy Ta/abo HaTMBHUX NpaBLIEBUX
cepegosuw, ansa BupobHuutea Clostridium
tetani.

3a
peuenmom

UA/16901/01/01
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[TponoBkeHHs goaaTKa 3

Ne
n/

Hazea
JliKapCcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina

Bupo6bHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2
0 noceid4yeHHs

3anakoByTb Y
6nictep; 10
6nictepis
BKNagjatTb Yy
KapTOHHY KOpOGKy

3miHa B.1.b.1.b),IA 3miHa kputepito
NPUIAHSATHOCTI AN NoKasHMKa 30BHILLHI
BUrMAA Ans BuxigHoi pevosuHn Uracil 3
"6inoro abo maixke Ginoro nopotuky" oo
"Binoro abo 3nerka XOBTOrO NOPOLLKY", LU0
BMKOPVCTOBYETLCS Arsi MPUrOTYBaHHS
HaTMBHOMO NPaBLIEBOro MNOXUBHOIO
cepegoBuLa ansi epmeHTauii.
3miHa B.l.c.1.z),IB BunyyeHHs
anbTepHaTUBHOIO CKISIHOTO KOHTEWHepa
06'eMoM 21 Ans NpaBLEBOrO aHaTOKCUHY
Ha nignpuemctsi Wyeth Pharmaceutical
Division of Wyeth Holdings LLC, Sanford,
CLUA.
3miHa B.1.d.1.c),IB MNMpunuHeHHs
[ocnigpkeHHsA cTabinbHOCTi B yMoBax
[OBroTpusanoro 36epiraHHsi Ta
TepMOUMKIYBaHHsA AN Banigauii cepin
NpaBLEBOro aHaTOKCUHY 3 BUKOPUCTaHHAM
CyporaTHuUX enacTU4YHUX KOHTEHepiB
06'emom 50 Mn 3 cunikoHoBo Tpy6KoLO,
Ta BNPOBaPKEHHS MPOTOKOMNY CTabinbHOCTI
Ansi HOBOTO AOCHIAKEHHS
TEPMOLIMKIYBaHHS 3 BUKOPUCTaHHSIM
THYYKUX KOHTelHepiB 3 Tpyokoto C-Flex B
SIKOCTi CypOraTHOro KOHTenHepa, sk €
KOMEPLiNHUM enacTU4HUM KOHTENHEePOM
[0S NPaBLLEBOro aHAaTOKCUHY.
3miHa B.I11.2.b),IA 3miHa y cneumndikaLii
Tetanus Vaccine (adsorbed) ans
NpVBEAEHHS Y BIANOBIAHICTb A0
MoHorpadii Ph. Eur. Monograph
(BUNYYEHHS TECTY Ha HE3BOPOTHICTb Ta
noB'si3aHMX 3 HUM crneumdikauin Ta
cTabinbHOCTI NpaBLEBOro aHaTOKCUHY).
OHoBneHHs po3ginis 2.3.A.1. Ta 3.2.A.1.

14.

OHKACINAP®

MOPOLLIOK AN
pO34MHY Ans
iH'ekuin/iHdysin, 750
MO/mn; no 3750 MO
y chnakoHi; no 1
(hnakoHy B kKopobLyi
3 KapTOHY 3
MapKyBaHHAM
YKpailHCbKOI MOBOIO;
no 3750 MO y
dnakoHi 3
MapKyBaHHAM
iHO3EMHOIO MOBOIO;
no 1 pnakoHy B
cTaHdapTHoO-
€KCMOPTHIN yrnakoBLi

Jle
TNabopatyap
Ceps'e

DdpaHLuis

BMNpoOyBaHHSA cTabinbHOCTI
(BNpobyBaHHsA Ha NPOHUKHEHHSI
6apBHuka): Asicta Papma ContoLHc, IHk.,
CLUA; KoHTponb sikoCTi nig Yac BUMycKy
NPOAYKTY 3@ NOKa3HWKOM Yac
BiJHOBNEHHS, NPO30PICTb, 30BHILLHIN
Burnag, pH, gomiwku, BusHayeHHs TNBS,
KOHLeHTpauis 6inka, cuna aii/akTUBHICTb,
cneumdiyHa(nMToma) aKTUBHICTb,
OLHOPIOHICTb A030BaHNX OOANHUL, BMICT
BOJIOTU, YACTOTA, iAEHTUYHICTb!
Eny[abn’toBai ®apma Cepgices M6X,
HimeuyumHa; BunpobyBaHHs cTabinbHOCTI,
KOHTPOSb SIKOCTI Nig Yac BUNYCKY
NPOAYKTY, MapKyBaHHS Ta BTOPUHHE
nakyBaHHsi: Ekcenig, IHk., CLUA; KoHTponb

CLWA/
Himeuuunna/
®paHuia

B.1l.f.1.e, IB - Stability of FP - Change to
an approved stability protocol -
Changes to the approved stability protocol
of the finished product to includethe
following modifications (consecutive to
EMEA/H/C/003789/1B/0014/G and
EMEA/H/C/003789/IB/0030 procedures
previoucly approved by CHMP:

- To change 25°C from long term to
accelerated conditions.

- To remove the 30 months intermediate
stability time point at 5°C long term
conditions. Timepoint at 36 months is
taken instead.

- To remove time points after 6 months; 9,
12, 18, 24, 30 and 36 months, from the

3a
peuernmom

UA/18776/01/01
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[TponoBkeHHs goaaTKa 3

Ne Hazea @Popma sunyckKy 3asisHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceidyeHHs1
3 MapKyBaHHAM AKOCTI MifA Yac BUNYCKy NPOAYKTY 3a Stability Protocol at 25°C accelerated
iHO3eMHOI0 MOBOIO, NOKa3HWKOM CTEPUIbHICTb, MEXaHiYHi condition.
sIKa MICTUTbCH B BKIMIOYEHHS (HEBUAMMI YacTKu), B.ll.d.2.d, IB - Change in test procedure
kopobLji 3 KapTOHy 3 GakTepianbHi eHgoTokcuHm: Nabop J1IC CE for the finished product - Other
MapKyBaHHSM & Ko. KI', HimeuunHa; MapkyBaHHs, changes to atest procedure (including
YKPaiHCbKOK MOBOIO; BTOPWHHE NaKyBaHHS, BUNYCK cepii replacement or addition) - To replace the
no 3750 MO y roToBOro nikapcbkoro 3acoby: JlabopaTopii High Pressure Liquid Chromatography
hnakoHi 3 Ceps'e IHgacTpi, PpaHLUisi; BUPOGHULITBO, (HPLC) test procedure with Ultrahigh
MapKyBaHHSM KOHTPOIb SIKOCTI i Yac BMMYCKY NpoayKTy Pressure Liquid Chromatography (UPLC)
iHO3EMHOIO MOBOIO; 3a NOKa3HWKOM BMICT Boau: JliodinizenuH for Potency (activity) testing of active
no 1 onakoHy B Cepsices o H'to IHrneHa, IHk., CLUA; substance pegaspargase for IPC and
KopoObLi 3 KapTOHY 3 MapkyBaHHsi, BTOPUHHE nakyBaHHs: [lepe release testing.
MapKyBaHHAM ToxicTik, ®paHuisa B.l.b.2.e, IB - Change in test procedure
iHO3EeMHOI0 MOBOIO 3i for AS or starting
cTikepom material/reagent/intermediate - Other
YKpaiHCbKOIO MOBOKO changes to a test procedure (including
replacement or addition) for the AS or a
starting material/intermediate - To
replace the High Pressure Liquid
Chromatography (HPLC) test procedure
with Ultrahigh Pressure Liquid
Chromatography (UPLC) for Potency
(activity) testing of active substance
pegaspargase for IPC and release testing.
In addition, the applicant has taken the
opportunity to include editorial change in
sections affected by the variation to fulfil
the commitment from
EMEA/H/C/003789/1B/0047 procedure to
delete the information of the
pharmaceutical form Oncaspar solution for
injection/infusion in Module 3.
15. | CIBIHKBO TabneTku, BKpUTI Mdpanzep CLUA Mdpanzep MeHodekdypuHr JoduneHs HimeuumHa C.1.4, type Il - Change(s) in the SPC, 3a UA/19698/01/01
NniBKOBOKO Eny.Ci.MMi. m6X Labelling or PL due to new quality, peuenmom
obornoHkoto, no 50 Kopnopeiw preclinical, clinical or
Mr: no 7 TabneTok, H pharmacovigilance data.

BKPUTUWX MITiBKOBOO
obornoHkot, y
6nicTepi, no 4
onictepn y
KapTOHHiIN kopobui 3
MapKyBaHHAM
YKpaiHCbKOI Ta
aHrMiNCbKO
mMoBamu

Update of sections 4.4 and 4.8 of the
SmPC based on updated safety data from
the Full Cumulative Pool (April 2021 data
cut) from the ongoing long-term extension

study B7451015.

The updated RMP version v2.0 was
considered acceptable. In addition, MAH
took the opportunity to implement editorial

changes in the SmPC and to update the
contact details of the local representatives
in the Package Leaflet.

3MiHu B pospinax «Cnocib 3actocyBaHHSA
Ta no3n» Ta «B3aemogis 3 iHwumu
nikapcbkuMu 3acobamu Ta iHWi BUuau
B3aeMogi» [HCTPYKLUIii Ans MeanyHoro
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[TponoBkeHHs goaaTKa 3

Ne

Haszea ®Popma eunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs

3aCTOCyBaHHS.
BBefeHHs 3MiH npoTsrom 9-tm micsuis
nicnsa 3aTBepAXXeHHs.

C.1.4, type Il = Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or
pharmacovigilance data.

Update of sections 4.2 and 4.5 of the
SmPC based on results from Drug-Drug
Interaction (DDI) study B7451061; A
phase 1, randomised, crossover study to
evaluate relative bioavailability of
abrocitinib oral suspension and effect of an
acid-reducing agent on the bioavailability
of abrocitinib commercial tablet and to
assess the taste of abrocitinib oral
formulations in healthy adult participants
aged 18 to 55 years of age. The Package
Leaflet is updated in accordance.

3miHn B posginax «OcobnueocTi
3acTocyBaHHA» Ta «B3aemogisa 3 iHWmMun
nikapcbkumm 3acobamu Ta iHWi BUAK
B3aeMOpiy» [HCTpyKLUii Ana MeanmyHoro
3acTocyBaHHS.
BBeaeHHs 3MiH npoTaArom 9-T1 Micsauis
nicns 3aTBepAXXeHHs.

C.1.4, type Il — Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or
pharmacovigilance data.
Update of sections 4.5 and 5.2 of the
SmPC based on final results from Drug-
Drug Interaction (DDI) study B7451092.
This is a Phase I, open-label, fixed-
sequence, 2-period study to estimate the
effect of multiple dose abrocitinib on the
pharmacokinetics of single doses of
caffeine, efavirenz, and omeprazole in
healthy participants. The Package Leaflet
(PL) is updated in accordance.

3MiHu B po3ainax «B3aemogis 3 iHWMMK
nikapcbkumm 3acobamm Ta iHWi BUam
B3aemMopainy» Ta «PapmakokiHeTuKa»
IHCTpYyKUIT ANS MeaNYHOro 3acCTOCyBaHHS.
BBefeHHs 3miH npoTsrom 9-tm micsuis
nicns 3aTBepAXXeHHA.

Y MNnaHi ynpaBniHHSA pu3ukiB, Lo OyB
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[TponoBkeHHs goaaTKa 3

Ne
n/

Hazea
JliKapCcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina

Bupo6bHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2
0 noceid4yeHHs

3aTBEpAKEHUI Ta AOAAETHCA B paMKkax
NpPOMNoHOBaHMX 3MiH (Bepcito MYP 1.0
HagaHo B EMA 3 gocbe Ao npoueaypu
EMEA/H/C/0005452/11/001, Bepcito 2.0
OHOBJEHO 3 HafaHHAM BignoBifi), BHECEHO
OHOBJIEHHS BiANOBIAHO A0 pestome,
NPVBEAEHOrO HIDKYE.

O6rpyHTyBaHHs ans nogaHHs MyP:
OCHOBHOIO METOI0 L€l pefakuii €
BHECEHHS1 OHOBEHNX NOBHUX CYKYMHUX
OaHuX KNiHiYHMX gocnigXeHb Ta
[0OaBaHHSA BaXMBOro NOTEHUINHOIO
pu3uky MNepenomu.

Pestome 3Ha4Hux 3miH B [YP:

- YactuHa Il, mogynb Slil: OHoBReHi aaHi
KniHiYHMX BUNpobyBaHb Npo BB Anst
MOBHOrO CyKynHoro nyny 2021.

- YactuHa Il, mogynb SVII: OHoBReHi
KMiHIYHI AaHi Woao BaXnmnBmx
iAEHTUMDIKOBAHNX PU3MKIB | BAXXITNBKX
NoTeHUiNHMX pu3nkis. [logaHo nepenomm
SIK BXXIMBUIA NOTEHLINHUA PU3UK.

- Yactuny lll: Mepenomun 6yno goaaHo sik
KiHLEBY TOYKY, LLIO NpeACcTaBnsie iHTepec
ansa gocnimpkeHHs B7451084.

- YactuHa V: MNepenomu gogaHo oo
cnucky npobnem 6e3neku.

- YactuHy VI: MNMepenomu gogaHo Ao
CMWCKY BaXINMBUX NOTEHLIVHNX PU3NKIB i
00 KiHLUEBUX TOYOK iHTepecy Ans
pocnigxeHHs B7451084.
-YactuHa VII, Jogatok 2: OHoBRNeHO
KOPOTKUIA Ornsia uinew i nutaHb 6e3neku
ansa gocnimpkeHHs B7451084.
-YactuHa VII, Jogatok 3: OHoBRneHO
KiHL,eBi TOYKM AN BKIIOYEHHS nepenomis,
LLIO NpeacTaBnsATb iHTEpEeC Ans
pocnigpkeHHs B7451084.

16.

CIBIHKBO

TabneTku, BKPUTI
NniBKOBOO
obonoHkoto, no 100
Mr: o 7 TabneTok,
BKPUTUX MITiBKOBOO
obornoHkot, Yy
6nicTepi, no 4 abo
no 13 6nictepis y
KapTOHHiIl kopobui 3
MapKyBaHHAM
YKpaiHCbKOW Ta

Mdpansep
Eny.Ci.Mi.
Kopnopenwu
H

CLA

Mdpansep MeHtodekyypuHr JonuneHa
m6X

Himeyunna

C.1.4, type Il = Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or
pharmacovigilance data.
Update of sections 4.4 and 4.8 of the
SmPC based on updated safety data from
the Full Cumulative Pool (April 2021 data
cut) from the ongoing long-term extension
study B7451015.

The updated RMP version v2.0 was
considered acceptable. In addition, MAH

3a
peuernmom

UA/19698/01/02




13 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma eunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs

aHrMiNCcbKo
MoBaMm

took the opportunity to implement editorial
changes in the SmPC and to update the
contact details of the local representatives
in the Package Leaflet.

3MiHu B poaginax «Cnoci6 3acTocyBaHHs
Ta gosn» Ta «B3aemogis 3 iHwmmu
nikapcbkumm 3acobamm Ta iHWi BUaK
B3aeMOpi» [HCTPyKLUii Ans MeanyHoro
3aCTOCyBaHHSI.
BBeaeHHs 3MiH npoTaArom 9-T1 Micsauis
nicns 3aTBepAXXeHHs.

C.1.4, type Il = Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or
pharmacovigilance data.
Update of sections 4.2 and 4.5 of the
SmPC based on results from Drug-Drug
Interaction (DDI) study B7451061; A
phase 1, randomised, crossover study to
evaluate relative bioavailability of
abrocitinib oral suspension and effect of an
acid-reducing agent on the bioavailability
of abrocitinib commercial tablet and to
assess the taste of abrocitinib oral
formulations in healthy adult participants
aged 18 to 55 years of age. The Package
Leaflet is updated in accordance.

3miHn B po3sginax «OcobnueocTi
3acTocyBaHHA» Ta «B3aemogis 3 iHWuMmun
nikapcbknuMu 3acobamu Ta iHWi BUuaun
B3aeMOpiy» [HCTpyKLUii Ana MeanmyHoro
3acTocyBaHHS.
BBeaeHHs 3MiH npoTaArom 9-T1 Micsauis
nicns 3aTBepAXXeHHs.

C.1.4, type Il = Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or
pharmacovigilance data.
Update of sections 4.5 and 5.2 of the
SmPC based on final results from Drug-
Drug Interaction (DDI) study B7451092.
This is a Phase I, open-label, fixed-
sequence, 2-period study to estimate the
effect of multiple dose abrocitinib on the
pharmacokinetics of single doses of
caffeine, efavirenz, and omeprazole in
healthy participants. The Package Leaflet
(PL) is updated in accordance.




14

[TponoBkeHHs goaaTKa 3

Ne Haszea ®Popma eunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs

3MmiHM B po3ginax «B3aemogis 3 iHwWuMmn
nikapcbkuMu 3acobamu Ta iHWi BUau
B3aemMopainy» Ta «dPapmakokiHeTKa»
IHCTpYKUIT ANS MeanyYHOro 3acToCyBaHHS.
BBefaeHHs 3miH npoTarom 9-tm micsauis
nicnsa 3aTBepAXXeHHs.

Y MnaHi ynpaeniHHA puaukis, Wwo 6ys
3aTBEpAKEHUI Ta AOAAETHCA B paMKax
NponoHoBaHMX 3MiH (Bepcito MYP 1.0
HagaHo B EMA 3 gockbe 4o npouenypu
EMEA/H/C/0005452/11/001, Bepcito 2.0
OHOBJEHO 3 HafaHHAM Bi4NoBIAi), BHECEHO
OHOBJEHHSA BIQNOBIAHO 4O pe3tome,
NPVBEAEHOTO HIDKYE.

O6r'pyHTyBaHHs ans nogaHHs MyP:
OCHOBHOI METOH0 L€l pefakuii €
BHECEHHS1 OHOBEHNX NOBHUX CYKYMHUX
OaHuX KNiHiYHMX gocnigXeHb Ta
[0OaBaHHSA BaXMBOro NOTEHLUINHOIO
pu3suky MNepenomu.

Pestome 3Ha4Hux 3miH B [YP:

- YactuHa Il, mogyne Slll: OHoBneHi AaHi
KMiHiYHWX BUNpobyBaHb Npo BMNUB A1st
MOBHOrO CyKynHoro nyny 2021.

- YactuHa Il, mogynb SVII: OHoBneHi
KMiHIYHI AaHi Woao BaXnmnBmx
iAEHTUMDIKOBAHNX PU3MKIB | BaXXNTNBKX
noTeHUiHuxX puaukie. [logaHo nepenomum
SK BaXXMNVBUINA NOTEHUIMHUA PUSKK.

- Yactuny lll: Mepenomun 6yno goaaHo sik
KiHLEBY TOYKY, LU0 NpeACTaBnsie iHTepec
ansa gocnimpkeHHs B7451084.

- YactuHa V: MNepenomu gogaHo oo
cnucky npobnem 6e3neku.

- Yactuny VI: MNMepenomu gogaHo oo
CNWCKY BAXINMBUX NOTEHLIVHNX PU3NKIB i
00 KiHUEeBUX TOYOK iHTepecy Ans
nocnigkeHHs B7451084.
-YactuHa VII, Jogatok 2: OHoBRNEHO
KOPOTKUIA Ornsia Linew i nutaHb 6e3neku
ansa pocnimpkeHHs B7451084.
-YactuHa VII, Jogatok 3: OHoBREHO
KiHL,eBi TOYKM NS BKIKOYEHHS nepenomis,
LLIO NpeacTaBnsAoTb iHTEPEC Ans
pocnigpxeHHs B7451084.




15 [TponoBkeHHs goaaTKa 3

Ne Haszea ®Popma eunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs
17. | CIBIHKBO TabneTku, BKpUTI Mdpanzep CLUA Mdpansep MeHodekdypuHr JondneHs HimeyunHa C.1.4, type Il — Change(s) in the SPC, 3a UA/19698/01/03

nniBKOBOKO Eny.Ci.Mi. m6X Labelling or PL due to new quality, peuenmom

obornoHkoto, no 200 Kopnopenwu preclinical, clinical or

Mr: o 7 TabneTok, H pharmacovigilance data.

BKPUTUX MITiBKOBOO
o6ornoHkKot, y
GnicTepi, no 4 abo
no 13 6nictepis y
KapTOHHiI kopobLi 3
MapKyBaHHSAM
YKpaiHCbKOW Ta
aHrnincobKol
MOBaMu

Update of sections 4.4 and 4.8 of the
SmPC based on updated safety data from
the Full Cumulative Pool (April 2021 data
cut) from the ongoing long-term extension

study B7451015.

The updated RMP version v2.0 was
considered acceptable. In addition, MAH
took the opportunity to implement editorial

changes in the SmPC and to update the
contact details of the local representatives
in the Package Leaflet.

3MiHM B po3sginax «Cnoci6 3acTocyBaHHsI
Ta no3n» Ta «B3aemogis 3 iHwummn
nikapcbknmmn 3acobamu Ta iHWi BUan
B3aemMogin» IHCTPYKLUii 4na MeguyHoro
3acToCyBaHHS.
BBefaeHHs 3miH npoTarom 9-tm micsauis
nicns 3aTBepAXXeHHs.

C.1.4, type Il = Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or
pharmacovigilance data.
Update of sections 4.2 and 4.5 of the
SmPC based on results from Drug-Drug
Interaction (DDI) study B7451061; A
phase 1, randomised, crossover study to
evaluate relative bioavailability of
abrocitinib oral suspension and effect of an
acid-reducing agent on the bioavailability
of abrocitinib commercial tablet and to
assess the taste of abrocitinib oral
formulations in healthy adult participants
aged 18 to 55 years of age. The Package
Leaflet is updated in accordance.

3MiHu B po3ginax «OcobnusocTi
3acTocyBaHHA» Ta «B3aemogis 3 iHWuMun
nikapcbknuMu 3acobamu Ta iHWi B1uau
B3aEMOAiNy» [HCTPyKLUii Ana MeanyHoro
3aCTOCyBaHHS.
BBefaeHHs 3miH npoTarom 9-tn micsuis
nicns 3aTBepAXeHHA.

C.1.4, type Il - Change(s) in the SPC,
Labelling or PL due to new quality,
preclinical, clinical or




16 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma eunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs

pharmacovigilance data.
Update of sections 4.5 and 5.2 of the
SmPC based on final results from Drug-
Drug Interaction (DDI) study B7451092.
This is a Phase |, open-label, fixed-
sequence, 2-period study to estimate the
effect of multiple dose abrocitinib on the
pharmacokinetics of single doses of
caffeine, efavirenz, and omeprazole in
healthy participants. The Package Leaflet
(PL) is updated in accordance.

3miHM B posginax «B3aemogis 3 iHwuMmmn
nikapcbkumm 3acobamu Ta iHWi BUAK
B3aemMopin» Ta «PapmakokiHeTuka»
IHCTpyKUIT ANS MEONYHOrO 3aCTOCYBaHHS.
BBeaeHHs 3MiH npoTArom 9-T1 Mmicsauis
nicns 3aTBepAXXeHHA.

Y MnaHi ynpaeniHHA puaukis, Wwo 6yB
3aTBEpPOKEHUI Ta 4OOAETLCS B paMKax
nponoHoBaHux 3miH (Bepcito MYP 1.0
HagaHo B EMA 3 gocbe 4o npouenypu
EMEA/H/C/0005452/11/001, Bepcito 2.0
OHOBJIEHO 3 HaZl@aHHAM Bi4NOBIAi), BHECEHO
OHOBJIEHHS BiANOBIAHO A0 pestome,
NPUBEAEHOTO HIKYE.

O6rpyHTyBaHHs Anst nogaHHs MyP:
OCHOBHOIO METOH0 L€l pefakuii €
BHECEHHS1 OHOBMEHMX MOBHMX CYKYTHUX
OaHuX KNiHiYHWMX gocnigXeHb Ta
[0[aBaHHS BaXXMMBOrO NOTEHUINHOro
pusuky MNepenomu.

Pestome 3Ha4Hux 3miH B MYP:

- YactuHa Il, mogynb Slll: OHoBReHi aaHi
KMiHiYHWX BUNpobyBaHb NpPo BMNUB ANs
NOBHOro cykynHoro nyny 2021.

- YactuHa Il, mogynb SVII: OHoBReHi
KMiHIYHI AaHi Woao BaXnuBumx
iAEHTUMIKOBAHUX PU3NKIB i BXINBUX
NOTEeHUiHUX pu3ukiB. [logaHo nepenomm
SIK BaXXINVBUNA NOTEHUIMHUA PUBKK.

- Yactuny llI: Mepenomu 6yno goaaHo sik
KiHLLeBY TOYKY, LLIO NpeacTaBnsie iHTepec
ansa gocnimpkeHHs B7451084.

- YacTtuHa V: Nepenomun gogaHo o
cnucky npobnem 6esneku.

- Yactuny VI: MNMepenomu gogaHo oo
CMUCKY BaXXMMBUX NOTEHUINHUX PU3NKIB i
00 KiHUEBUX TOYOK iHTEepecy ansi




17 [TponoBkeHHs goaaTKa 3
Ne Haszea ®Popma eunycky 3aseHuUK Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, sidnycky |peecmpauyiliHo2
n 3acoby ynakoeka) 0 noceid4yeHHs
pocnigxeHHs B7451084.
-YactuHa VI, JogaTok 2: OHoBRNEHO
KOPOTKUIA Ornsia Linew i nuTaHb 6e3neku
ans gocnigpxeHHs B7451084.
-YactuHa VI, JogaTok 3: OHoBREHO
KiHLEBI TOYKM NS BKITKOYEHHS Nepenomis,
Lo NpeacTaBnsloTb iHTepec Ans
pocnigpkeHHs B7451084.
18. | CIBPABA PO34UH ANS iH'eKUin, Hosapric LLisenuapis Hendapm XioriHr CAC, ®paHuis PpaHuis/ Type IAIN B.ll.b.1.a) To add Sandoz 3a UA/19037/01/01
284 mr/1,5 mn; no Osepcis (BTOpMHHE NakyBaHHs); KopaeH Papma ITanis/ GmbH, Biochemiestrasse 10, peuenmom
1,5 mMn po3ymHy y IHBECTMEHTC C.n.A, Migpo3sgin UP3, ITanis LLisenuapis/ Langkampfen 6336 Austria as an
nonepeaHLo Al (BMpOBHMLITBO CTEPUIBHOTO fiKapCbKoro CnoseHis/ alternative site responsible for secondary
HanoBHEHOMY 3acoby - acenTnyHa nigrotToBka Himeuumnna/ packaging of the finished product Leqvio.
Lwnpuui; no 1 Crepwunisauis - dinbTpauis, KOHTPOIb AscTpis/ Type IB B.1l.b.1.f) To add Sandoz GmbH,
nonepegHLo AKOCTi (dpisnko-ximivHMI, BionoriyHni, Biochemiestrasse 10, Langkampfen 6336
HanoBHEHOMY MiKpOGIONOriYHUIA - CTEPUIBHICTD), Austria as an alternative site responsible

LUNPULLY B KAPTOHHIN
Kopobui

nepBuHHe nakyBaHHs); KopaeH ®apma
C.n.A,, Itanis (BTopuHHe nakyBaHHs); Jlek
dapmacbioTuKanc 4.4., BUpobHuya
AinbHUUs Menrew, CnoBeHist (KOHTPOnb
AKOCTI (4acTkoBUi)); Nek
dapmackloTvkanc a.4., CrnoseHis
(koHTponb sKocTi (YacTkosuin)); HoeapTic
dPapma 'M6X, HimewuunHa (Bunyck cepin);
Hosaptic ®apma LTenH A" TekHikan
OnepenwHs LWeenu, LWtenH Ctepanns,
LLIBenuapis (kOHTpoOnb SIKOCTI
(yacTkoBuit)); Mikivr Papma C.A., IcnaHis
(BTOPWHHE NakyBaHHSA); CaHpo3 MvbX -
BeTpibwTeTtTe/MaHydekyepiHr Cant
Acenrikc [par MNpopakTt LWadTeHay/
Kynane (AcenTike OiMiEc KyHanb),
ABCTpis (KOHTPONb SKOCTi (HaCTKOBMWN));
CaHpos 'M6X, ABcTpist (BUpOBHULTBO,
nepBUHHE MaKyBaHHS, BTOPUHHE
naKkyBaHHS1, KOHTPOSb SKOCTi (YaCTKOBUWA),
BUNYycK cepiin); Papmnor ®apma JlogxucTik
MM6X, HimeuyrHa (BTOpPMHHE NakyBaHHs);
Yenab C.p.n., ITanig (koHTponb SKOCTI
(dpisuko-ximiuHuin)); KOMC Xenckep Itanis
C.P.J1.,, Itanis (BTOpMHHE NakyBaHHs1)

for manufacturing and primary packaging
of the finished product Leqgvio.
Type IA B.Il.b.2.a) To add Sandoz GmbH,
Biochemiestrasse 10, Langkampfen 6336
Austria as an alternative site responsible
for batch control/testing (All tests except
Identification by IR, Sterility, Bacterial
endotoxins and Elemental impurities) of
the finished product Leqvio.
Type IA B.Il.b.2.a) To add Sandoz GmbH,
Biochemiestrasse 10, Kundl 6250 Austria
as an alternative site responsible for batch
control/testing Tests Identification by IR,
Sterility, Bacterial endotoxins and
Elemental impurities) of the finished
product Leqvio.

Type IA B.ll.b.2.a) To add Lek
farmacevtska druzba d.d., Verovskova
ulica 57, 1526 Ljubljana Slovenia as an

alternative site responsible for batch
control/testing (Tests Identification by IR,
Sterility, Bacterial endotoxins and Sub
visible particulate matter) of the finished
product Leqvio.

Type IA B.Il.b.2.a) To add Lek
farmacevtska druzba d.d., Poslovna enota
Proizvodnja Menges, Kolodvorska cesta
27,1234 Menges Slovenia as an
alternative site responsible for batch
control/testing (All tests except
Appearance, Identification by IR, Sterility,
Bacterial endotoxins, Break loose force,
Gliding force and Sub visible particulate
matter) of the finished product Leqvio.
Type IA B.ll.b.2.a) To add Novartis
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[TponoBkeHHs goaaTKa 3

Ne
n/

Hazea
JliKapCcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina

Bupo6bHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2
0 noceid4yeHHs

Pharma Stein AG, Schaffhauserstrasse,

4332 Stein Switzerland as an alternative

site responsible for batch control/testing

(Break loose force and Gliding force) of
the finished product Leqvio.

Type IA B.Il.b.3.a) Minor changes in the
manufacturing process of the finished
product to change the pore size of the filter
from 0.45 pm to 0.22 ym used during the
microbial filtration.

Type IA B.Il.b.3.a) Minor changes in the
manufacturing process of the finished
product to change the compounding
process by a multipurpose stainless steel
at Sandoz GmbH, Langkampfen, Austria.
Type IA B.1l.b.3.a) Minor changes in the
manufacturing process of the finished
product to change the plunger to ready to
use (already sterilized) used during the
sterilization process at Sandoz GmbH,
Langkampfen, Austria.

Type IB B.ll.b.4.a) To add the batch size
range of the finished product
manufactured at Sandoz GmbH,
Langkampfen, Austria from 18 L to 60 L
(approx. 12,000 to 40,000 syringes).
Type IA B.ll.e.6.b) Change in part of the
primary packaging of finished product
Leqvio to add a round flange syringe.
The MAH took opportunity to introduce
editorial changes in section 3.2.P.3.3.
BBeaeHHs 3MiH npoTArom 6-t1 Mmicauis
nicns saTBepAXXeHHSA

19.

COJIKBA

PO34MH ONS iH eKLN,
100 Oa./mn+50
mkr/mn; Ne3 abo
Ne5: no 3 mny
KapTpuoxi,
BMOHTOBaHOMY B
O[HOPa30BY LUMPULL-
pyuky; no 3 abo no 5
LUNPUL-PY4HOK B
KapTOHHiI kopobLy.
[onkv B ynakoBky He
BKITHOYEHI

TOB
"CaHodi-
ABeHTIC
Ykpaina"

YkpaiHa

CaHodi-ABeHTic Jonunang MvoX

Himeyumna

B.l.b.2.c type IA - Change in test
procedure for AS or starting
material/reagent/intermediate — Other
changes to a test procedure for a reagent,
which does not have a significant effect on
the overall quality of the AS
Minor changes to the Residual TFA by
HPLC test procedure for the active
substance to align the SST criteria for the
symmetry parameter with Ph.Eur. 2.2.46
requirements.

B.l.b.2.a type IA - Change in test
procedure for AS or starting
material/reagent/intermediate — Minor
changes to an approved test procedure
Minor changes to the Identification by
amino acid sequencing test procedure for
the active substance to align method
description to site practice.

3a
peuernmom

UA/16774/01/01
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[TponoBkeHHs goaaTKa 3

Ne
n/

Hazea
JliKapCcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina

Bupo6bHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep

peecmpauyiliHo2

0 noceid4yeHHs

B.l.b.2.a type IA - Change in test
procedure for AS or starting
material/reagent/intermediate — Minor
changes to an approved test procedure
Minor changes to the Chiral purity by
amino acid analysis - GC test procedure
for the active substance to align method
description to site practice.
B.l.b.2.a type IA - Change in test
procedure for AS or starting
material/reagent/intermediate — Minor
changes to an approved test procedure
Minor changes to the Residual solvent
acetonitrile by GC test procedure for the
active substance to align method
description to site practice.
B.l.b.2.a type IA - Change in test
procedure for AS or starting
material/reagent/intermediate — Minor
changes to an approved test procedure
Minor changes to the Microbiological
examination test procedure for the active
substance to align method description to
site practice.

B.l.b.2.a type IA - Change in test
procedure for AS or starting
material/reagent/intermediate — Minor
changes to an approved test procedure
To replace the Assay Lixisenatide
calculation method from determination of
nitrogen by HPLC to mass balance
approach for the reference material
Lixisenatide.

20.

COJIKBA

PO34MH ONS iH eKLN,
100 Oa./mn+33
mkr/mn; Ne3 abo
Ne5: no 3 mny
KapTpuoxi,
BMOHTOBaHOMY B
O[HOPa30BY LUMPULL-
pyuky; no 3 abo no 5
LUNPUL-PY4HOK B
KapTOHHiI kopobLy.
[onkv B ynakoBky He
BKITHOYEHI

TOB
"CaHodi-
ABeHTIC
Ykpaina"

YkpaiHa

CaHodi-ABeHTic Jonunang MvoX

Himeyumna

B.l.b.2.c type IA - Change in test
procedure for AS or starting
material/reagent/intermediate — Other
changes to a test procedure for a reagent,
which does not have a significant effect on
the overall quality of the AS
Minor changes to the Residual TFA by
HPLC test procedure for the active
substance to align the SST criteria for the
symmetry parameter with Ph.Eur. 2.2.46
requirements.

B.l.b.2.a type IA - Change in test
procedure for AS or starting
material/reagent/intermediate — Minor
changes to an approved test procedure
Minor changes to the Identification by
amino acid sequencing test procedure for
the active substance to align method
description to site practice.

3a
peuernmom

UA/16775/01/01
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[TponoBkeHHs goaaTKa 3

Ne
n/

Hazea
JliKapCcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina

Bupo6bHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2
0 noceid4yeHHs

B.l.b.2.a type IA - Change in test
procedure for AS or starting
material/reagent/intermediate — Minor
changes to an approved test procedure
Minor changes to the Chiral purity by
amino acid analysis - GC test procedure
for the active substance to align method
description to site practice.
B.l.b.2.a type IA - Change in test
procedure for AS or starting
material/reagent/intermediate — Minor
changes to an approved test procedure
Minor changes to the Residual solvent
acetonitrile by GC test procedure for the
active substance to align method
description to site practice.
B.l.b.2.a type IA - Change in test
procedure for AS or starting
material/reagent/intermediate — Minor
changes to an approved test procedure
Minor changes to the Microbiological
examination test procedure for the active
substance to align method description to
site practice.

B.l.b.2.a type IA - Change in test
procedure for AS or starting
material/reagent/intermediate — Minor
changes to an approved test procedure
To replace the Assay Lixisenatide
calculation method from determination of
nitrogen by HPLC to mass balance
approach for the reference material
Lixisenatide.

21.

XAWAPIMO3 40

pPO34MH Ans iH'ekuin,
40 mr/0,8 mr; no 0,8
MIT PO3YUHY Y
ronepeaHbLo
HarnoBHEHOMY
wnpwuui; no 1 abo 2
ronepeaHbLo
HanoBHEHMX
wnpuuis y
onictepax y
KapTOHHIl kopobui

CaHnpos
Mm6X

ABcTpis

KOHTPOrb (XiMiYHWIA/Di3ndHUIA):
HoBaprtic ®apma LUTtanH AT, LLsenuapis

KOHTpOnb cepii (bionoriyHui):
Hosaprtic ®apma Arl', Lsenuapis

KOHTpOnb cepii (BionoriyHui):
Ilek g.4., NE Bupo6bHuuteo MeHreLu,
CnoBeHisi

MOBHWIA LMK BUPOGHMLTBA:
CaHpo3s 'M6X - BupobHuya ainbHuus
AcenTuyHi Jlikapcbki 3acobu LadTteHay
(AcenTtuyi N3LU), ABcTpis

KOHTpOrb cepii (XiMIYHWIA/Di3N4HNIA):
€spodpiHc PACT 'm6X, HimeuumHa

KOHTPOIb cepii (MikpobionoriyHum -

LLiBeviuapis/
CnoseHis/
ABcTpisi/
Himeyumna

A.5.b type IA - Administrative change -
Change in the name and/or address of a
manufacturer/ importer of the finished
product, including quality control sites
(excluding manufacturer for batch release)

To change the name of the site
responsible for quality control testing of the
active substance
adalimumab and quality control testing of
the finished product, from Synlab Analytics
and Services
Switzerland AG, Sternenfeldstrafe 14,
4127 Birsfelden, Switzerland, to SGS
Analytics Switzerland AG. The address
remains unchanged.

3a
peuernmom

UA/17973/01/01
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[TponoBkeHHs goaaTKa 3

Ne
n/

Hazea
JliKapCcbKo20
3acoby

®Popma eunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuUK

Kpaina

Bupo6bHuk

Kpaina

PeecmpauyitiHa npoyedypa

Ymoeu
sionycky

Homep
peecmpauyiliHo2
0 noceid4yeHHs

CTepWnbHi NOKa3HWKKU, MIKPOBIONOriYHWIA -
HeCcTepunbHi MOKa3HWKM):
CaHpos 'M6X - BupoGHuya ainbHuus
BioTexHonoriyHi Jlikapcbki CybcTaHuii
Kynane (BT JICK), ABcTpisi

KOHTpOnb cepii (bionoriyHui):
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LLisenuapis
d
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PapmaueBTUYHOrO yrpaBniHHS
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