NEPENIK

Jonmarok 2

n0 Hakazy MiHiCTEpCTBa OXOpPOHH 3[0pPOB’sS

Vkpainu  «IIpo

JIepKaBHY  pEECTpaIliio  Ta

BHECEHHSI 3MIH JI0 PpEeCTpaIlifHuX MaTepianiB

JIKapChKUX
KOMIETeHTHUMH

3aco0iB,  sKi
opraHamu

3apeecTpoBaHi
[IBeinapcpkoi

Kondenepauii, €spomneiicbkoro Coro3y»

Bin 04.02.2022 Ne 232

NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOIN4YHUX NPEMNAPATIB), LLOAO AKUX BYJIU BHECEHI 3MIHU
A0 PEECTPALIMHUX MATEPIANIB, AKI BHOCATLCA A0 AEP>XXABHOIO PEECTPY JIIKAPCbKUX 3ACOBIB

YKPAIHU, SAKI SAPEECTPOBAHI KOMNETEHTHUMU OPFAHAMMU CMOJTYYEHUX LUTATIB AMEPUKW,

LUBEULAPCbHKOI KOH®EOEPALII, ANOHII, ABCTPANII, KAHAOW, NIKAPCbKNX 3ACOBIB, LLO 3A

LIEHTPAIII3OBAHOIO NPOLEAQYPOIO 3APEECTPOBAHI KOMMNETEHTHUM OPFAHOM EBPOMENCHLKOIO

COoIo3y

Ne Haszea Popma esunycKy 3asieHUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npoyedypa Ymoeu Homep
n/ | nikapcbko2o | (nikapcbka ¢ghopma, eidnycky | peecmpauiliHo2o
n 3acoby ynakoeka) noceid4yeHHs
1. | NTAM3EQE MOPOLLIOK AN K'esi ABcTpis BMPOBHMLTBO fikapcbkoro 3acoby, BunpobyBaHHSA npu ITanis/ B.l.a.4.a, IA - Change to in- 3a UA/18519/01/01
PO34unHy Ans dapmac'ioTik BMNYCKY, BUNPOByBaHHS Ha cTabinbHICTb, NepBUHHE PpaHuis process tests or limits applied |peuenmom
iHcpysin, 10 mr; no en3 'm6X nakyBaHHsi: MNateoH ITanis C.n.A., ITanis; BunpobyBaHHs during the manufacture of the

10 mr y chnakoni, no
1 donakoHy B
KapTOHHiI kopobui

npu BUNYCKY, BUMYCK Cepii, BTOPUHHE MakKyBaHHS,

36epiraHHs Ta gucTpmbyuis: K'esi ®apmaueytuui C.n.A.,
ITanis; BUNpoGyBaHHS NpU BUNYCKY: NWLLE HEBUANMI
yacTku: KoHdpapma PpaHuis - FTombypr, ®PpaHuis; JIAN-
TecT, HeBMAMMI YacTku: €spodiHc bionab Cpn, ITania

AS Tightening of in-process
limits - To tighten the in-process
limits for the bioburden in the
upstream process (after harvest
filtration), from >100 CFU/10 ml to
> 10 CFU/10 ml.
B.l.a.4.a, IA - Change to in-
process tests or limits applied
during the manufacture of the
AS Tightening of in-process
limits- To tighten the in-process
limits for the endotoxins in the
upstream process (after harvest
filtration), from > 10 EU/ml to > 10
EU/mI.

B.l.a.4.a, IA - Change to in-
process tests or limits applied
during the manufacture of the
AS Tightening of in-process
limits- To tighten the in-process
limits for the bioburden in the
downstream process in the step
C10 "Mixed Mode
Chromatography”, from > 100
CFU/10 ml to > 10 CFU/10 ml.
B.l.a.4.a, IA - Change to in-
process tests or limits applied
during the manufacture of the
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AS Tightening of in-process
limits- To tighten the in-process
limits for the endotoxins in the
downstream process in the step
C10 "Mixed Mode
Chromatography”, from > 10
EU/ml to >10 EU/ml.
B.l.a.4.a, IA - Change to in-
process tests or limits applied
during the manufacture of the
AS Tightening of in-process
limits- To tighten the in-process
limits for the endotoxins in the
downstream process in the C20
"Hydrophobic interaction
chromatography", elution step,
from > 10 EU/mI to > 10 EU/m.
B.l.a.4.a, IA - Change to in-
process tests or limits applied
during the manufacture of the
AS Tightening of in-process
limits- To tighten the in-process
limits for the endotoxins in the
downstream process in the step
C30 "Hydroxyapatite (HA)
chromatography" postwash step,
from >10 EU/ml to >10 EU/mI.
B.l.a.4.a, IA - Change to in-
process tests or limits applied
during the manufacture of the
AS Tightening of in-process
limits- To tighten the in-process
limits for the endotoxins in the
downstream process in the step
110 "Tangential flow filtration",
diafiltration step, from > 10 EU/mI
to > 10 EU/mI.
B.l.a.4.a, IA - Change to in-
process tests or limits applied
during the manufacture of the
AS Tightening of in-process
limits- To tighten the in-process
limits for the endotoxins in the
downstream process in the step
C40 "Anion exchange (AIEX)
chromatography", elution step,
from > 10 EU/ml to >10 EU/mI.
B.l.a.4.a, IA - Change to in-
process tests or limits applied
during the manufacture of the
AS Tightening of in-process
limits- To tighten the in-process
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limits for the endotoxins in the
downstream process in the step

130 "Tangential flow filtration",
diafiltration step, from > 10 EU/ml

to > 10 EU/mI.

B.l.a.4.b, IA - Change to in-
process tests or limits applied
during the manufacture of the

AS Addition of a new in-process
test and limits- To add an
additional in-process monitoring
test for bioburden control before
filtration of eluate (as action limit at
>100 CFU/10 ml) for
manufacturing step C10 "Mixed
Mode Chromatography".

B.l.a.4.b, IA - Change to in-
process tests or limits applied
during the manufacture of the

AS Addition of a new in-process
test and limits- To add an
additional in-process monitoring
test for bioburden control before
filtration (as action limit at > 100
CFU/10 ml) for manufacturing step
140 "Formulation and filling".

JIO3APTAH
CAHO3®
LOSARTAN
SANDOZ®

TabneTkn, BKpUTI
NniBkOBOIO
obonoHKoto, no 50
Mmr, no 14 TabneTok,
BKPUTUX MNiBKOBOIO
o6ornoHKow y
onictepi, no 2 abo 7
GnictepiB y
KapTOHHI kopobui

Canpos
dapmachboTi
Kan3 a.A.

CrnioBeHis

BUPOBHMUTBO Hepo3sdacoBaHoro npoaykrty: Cangos Npyn
Carnuk YpyHnepi Inaknapi CaH. Be Tik. A.C., Type4uunHa;
BMPOBHMLTBO HEpo3dhacoBaHOro NPoAyKTy, NepBUHHE Ta
BTOPUHHE NaKkyBaHHs, TecTyBaHHA: Cantotac ®apma
MM6X, Hime4yrHa; nepBrHHE Ta BTOPMHHE NaKyBaHHS,
TeCTyBaHHs1, JO3BIN Ha BUNycK cepii: Jlek PapmaueBTuyHa
KoMnaHis 4.4., CnoBeHis; nepBvHHE Ta BTOPUHHE
nakyBaHHs1, [O3BIN Ha BUNYyck cepii: Jlek ®apmaueBTuyHa
komnaHisi 4.4., CnoeHis; BUpoBHMLTBO HEpo3dacoBaHOro
npoaykTy, NEPBUHHE Ta BTOPUHHE NaKyBaHHS, TECTYBaHHSA:
CaHpos Inak CaHaii Be TikapeT A.C., TypeyunHa;
TectyBaHHs: C.K. CaHpos C.P.J1., PymyHis

TypeyunHa/
HimevuunHa/
CnoBeHis/
PymyHis

Type IA - B.lll.1.a.2 - OHOBNEHHS
3aMiHeHoro, ane BNPOBaKeHOro
CEP cxBaneHoro BMpo6Huka
Zhejiang Tianyu 3 Ne R1-CEP
2009-227-Rev 02 Ha Ne R1-CEP
2009-227-Rev 03, a Takox
3BY)XXEHHS rPaHUYHNX 3HAaYEeHb
[OMILLOK 3riHO 3 €BPONENCHKO0
dapmakoneeto, 3anpoBagkeHux y
Bepcii 02.

Type IB - B.lll.1.a.2 - OHOBNEHHS
CEP cxBaneHoro Bupo6Huka
Zhejiang Tianyu 3 Ne R1-CEP
2009-227-Rev 03 Ha Ne R1-CEP
2009-227-Rev 04. [o Bepcii 4
©Oynv goaaHi AOMILLKK 3rigHO 3
€Bponelicbkoto hapmakoneeto. Ak
Hacnigok, yMoBa 2 He BUKOHaHa,
Ta 3MiHy 6yno knacugikoBaHo siK
Tvn IB.

3a
peuerimom

UA/18672/01/01




dnakoHi; no 1
dnakoHy 3
nopotukom (1 gosa)
B KOMMMEKTi 3
po3uunHHuKoM (0,5
MIT) y nonepeaHLo
HanoBHEHOMY
Lwnpwuui Ta gBoma
ronkamu
3anakoByTb Y
Gnictep Ta
BKNagatTb Yy
KapTOHHY KOpPOOKy;
no 1 pnakoHy 3
nopolukom (1 pno3sa)
B KOMMMEKTi 3
po3uunHHuKkoM (0,5
MI) y nonepeaHLo
HanoBHEHOMY
winpuui 6e3 ronku
3anaKkoBYyOTb Y
onictep; 10
GnicTtepis
BKNagjatTb Yy
KapTOHHY KOpOOKy

(POpMyBaHHS Ta HAMOBHEHHSI PO3YMHHMKA, MAPKYBaHHS,
KOHTPOIb SIKOCTi PO3YMHHUKA!

KataneHTt benboxiym CA, Benbris;
(OpMyBaHHS BaKUMHW, HANOBHEHHS (PrIaKoHiIB,
niodinisavis, KOHTPOIb SKOCTI:
"nakcoCmiTKnsainH bionogxikanc CA, benbris

Rue Fleming, 20-1300 Wavre),
BignoBiganbHoI 3a
nakyBaHHs/MapKyBaHHS! MOPOLLIKY
Ta PO34YUHHUKA;

- GlaxoSmithKline Biologicals SA,
France (Rue des Aulnois 637,
59230 Saint-Amand-Les-Eaux),
BignoBiganbHoI 3a
nakyBaHHs/MapKyBaHHS1 MOPOLLIKY;
- GlaxoSmithKline Biologicals SA,
Belgium (Rue de I'Institut, 89 1330
Rixensart), BignosiganbHoi 3a
BUMYCK Cepii PO34YNHHMKA.
B.lLa.c, IA
Buny4yeHHs He3Ha4Horo
BMPOGHMYOro TecTy «Limes letalis
(L+/mL)», sikuiA NpoBoAMTLCSA in
ViVO Ha o4uLLEHOMY NpaBLEBOMY
aHaTOKCWHI, WO BUPOBNSETLCA Ha
ninbHUUi GlaxoSmithKline
Biologicals Kft., YropwuHa.
B.la.c, IA
Buny4yeHHs He3Ha4Horo
BMpoGHUuYoro Tecty «Effectiveness
of detoxification», sikun
NpPOBOAMUTLCSA iN Vivo Ha
OYMLLEHOMY MPaBLIEBOMY
aHATOKCWHI, Lo BMPOBNSETLCA Ha

4 [TponoBkeHHs goaaTKa 2
Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, sidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs
3. JTIO3APTAH TabneTku, BKpUTI CaHpos CnoseHis BMPOBOHMLTBO Hepo3dacoBaHoro npoaykTy: Cangos Mpyn  |TypedvdunHal Type IA - B.lll.1.a.2 - OHOBNEHHSA 3a UA/18672/01/02
CAHOO3® nniBKOBOKO dapmachbtoTi Carnuk YpyHnepi Inaknapi CaH. Be Tik. A.C., TypeuunHa; [HimeuyumHa/ 3aMiHeHOoro, ane BNpOBaPKEHOro | peuenmom
LOSARTAN obonoHkoto, no 100 Kans g.n. BMPOBOHMLTBO HEPO3dhacoBaHOro NPOAYKTY, NepBMHHe Ta | CrnoBeHis/ CEP cxBaneHoro BupobHuka
SANDOZ® mr, no 14 TabneTok, BTOPUHHE NaKkyBaHHs, TecTyBaHHSA: Cantotac ®apma PymyHis Zhejiang Tianyu 3 Ne R1-CEP
BKPUTUX NNiBKOBOO 'M6X, Hime4yunHa; nepBMHHE Ta BTOPUHHE NaKyBaHHS, 2009-227-Rev 02 Ha Ne R1-CEP
060noHKot y TeCcTyBaHHs, A03BiN Ha BUNYcK cepii: Nlek PapmavesTnyHa 2009-227-Rev 03, a Takox
6nictepi, no 2 abo 7 KoMnaHis A.4., CnoseHis; nepBuHHe Ta BTOPUHHE 3BY)EHHS TPaHNYHNX 3HAYEHb
GnictepiB y nakyBaHHs1, [O3BIN Ha BUNYycKk cepii: Jlek ®apmaueBTnyHa [OMILLIOK 3rigHO 3 €EBPONENCHKO0
KapTOHHiI kopooLi KoMnaHisi .4., CnoeeHisi; BUpPOOHNLTBO Hepo3dacoBaHOro hapmakoneeto, 3anpoBapKeHuX y
NPOAYKTY, NepBUHHE Ta BTOPUHHE MaKyBaHHSA, TECTyBaHHSA: Bepcii 02.
CaHpo3s Inak CaHaw Be TikapeT A.C., TypeyuunHa; Type IB - B.lll.1.a.2 - OHOBNEHHS
TectyBaHHs: C.K. CaHpos C.P.J1., PymyHis CEP cxBaneHoro Bupo6Huka
Zhejiang Tianyu 3 Ne R1-CEP
2009-227-Rev 03 Ha Ne R1-CEP
2009-227-Rev 04. o Bepcii 4
©ynv goaaHi AOMILLKK 3rigHO 3
€Bponeicbkoto hapmakoneeto. Ak
Hacnigok, ymMoBa 2 He BUKOHaHa,
Ta 3MiHy 6yno knacugikoBaHo siK
Tvn IB.
4. HIMEHPUKC MOPOLLOK Ta NOANIEP CLUA opMyBaHHS, HAaNOBHEHHS, Miodpinisauis, KOHTponb skocTi, | benbria A7, 1A 3a UA/16901/01/01
® PO3YUMHHUK ANst EWY.CLII. nakyBaHHs/MapKyBaHHS, BUMYCK Cepii roTOBOro NpoayKTy; BunyyeHHs AinbHuLb: peuernmom
pO34uHy ans KOPTIOPEN nakyBaHHs/MapKyBaHHS1, BUMYCK cepii PO34MHHWMKa: - GlaxoSmithKline Biologicals SA,
iH'ekuin, 1 gosay LH Mdpansep MeHodekvypuHr Benbris HB, Benbris; Belgium (Parc de la Noire Epine




MO/mn; no 3750 MO
y donakoHi; no 1
hnakoHy B kopobui
3 KapTOHY 3
MapKyBaHHAM
YKPaiHCbKOK MOBOIO;
no 3750 MO y
dnakoHi 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO;
no 1 dnakoHy B
CTaHAgapTHO-
€KCMOPTHIN ynakoBLi
3 MapKyBaHHsAM
iHO3eMHOI0 MOBOIO,
sIKa MIiCTUTbCS B
kopoOLi 3 KapTOHy 3
MapKyBaHHAM
YKpalHCbKOIO MOBOIO;
no 3750 MO y
dnakoHi 3
MapKyBaHHAM
iHO3eMHOI0 MOBOIO;
no 1 dnakoHy B
kopoOLji 3 KapTOHy 3
MapKyBaHHAM
iHO3EMHOIO MOBOIO 3i
cTikepom
YKpalHCbKOI0 MOBOKO

KoHTponb sikocTi nig Yac BUNycky NPoayKTy 3a NOKa3HUKOM
yac BiAHOBIEHHS, MPO30pICTb, 30BHILLHIV BUrnsAa, pH,
Oomilkn, Bu3HadeHHs1 TNBS, koHueHTpauia 6inka, cuna
nii/akTnBHICTb, cneuundivyHa(nMToMa) akTUBHICTD,
OLHOPIAHICTb A030BaHNX OANHUL, BMICT BOMOrU, YACTOTA,
iEHTUYHICTb:

Enu[abn’'toBan ®apma Cepsices 'M6X, HimeuyuunHa;
BMNpobyBaHHS CTabiNbHOCTI, KOHTPOMb AKOCTI N4 Yac
BUMNYCKY NPOAYKTY, MapKyBaHHS Ta BTOPUHHE NMaKyBaHHS:
Exkcenia, IHk., CLUA;

KOHTPOIb SIKOCTI MiZ Yac BUMYCKY NPOAYKTY 3a NOKa3HUKOM
CTEPUIbHICTb, MEXaHiYHI BKIMOYEHHS (HEBMONMI YaCTKK),
HakTepianbHi HOOTOKCUHM:

JTabop J1C CE & Ko. KI', HimeuunHa;
MapkyBaHHs, BTOPUHHE NaKyBaHHS, BUMYCK Cepii roTOBOro
nikapcbkoro 3acoby:

INa6opaTopii Ceps'e IHgacTpi, PpaHLuis;
BMPOBHMLTBO, KOHTPOIb SKOCTI Mif Yac BUMYCKY NPOAYKTY
3a MOKa3HVKOM BMICT BOAM:

NiodpinizenwH Cepaices o H'to IHrmeHa, IHk., CLUA;
MapkyBaHHsi, BTOPUHHE MaKyBaHHS:

Oepe NoxicTik, paHuis

manufacturing site for the FP -
Secondary packaging site
To add Les Laboratoires Servier
Industrie, 905, route de Saran,
45520 GIDY, FRANCE, as an
alternative site responsible for
secondary packaging of the
Powder and solvent for solution for
injection/infusion, 750 U/ml
(EU/1/15/1070/002).
B.ll.b.1.a — IAin-Replacement or
addition of a manufacturing site for
the FP - Secondary packaging site
To add DERET LOGISTIQUE, 645
rue des Chataigniers, SARAN,
45770, France, as an alternative
site responsible for secondary
packaging of the Powder and
solvent for solution for
injection/infusion, 750 U/ml
(EU/1/15/1070/002).
B.l.b.1.b — IA - Change in the
specification parameters and/or
limits of an AS, starting
material/intermediate/reagent -
Tightening of specification limits
To tighten the specification
acceptance criteria for microbial
contamination for the raw material
Q Sepharose Fast Flow used in
the manufacturing process of L-
Asparaginase from <100 CFU/mL
to <20 CFU/mL.

B.l.b.1.c — IA - Change in the
specification parameters and/or
limits of an AS, starting
material/intermediate/reagent -
Addition of a new specification
parameter to the specification with
its corresponding test method
To add Endotoxin Test to the

S [TpomoBKeHHs go1aTKa 2
Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, sidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs
ainbHuui GlaxoSmithKline
Biologicals Kft., YropwuHa.
5. OHKACNAP® | nopoLuok gns Jle ®paHuia BUNpobyBaHHA cTabinbHOCTI (BUNPOGYBaHHS Ha CLIA/ BHECEHHS1 3MiH 40 peecTpauiiHnx 3a UA/18776/01/01
po34nHy ans TNabopatyap NPOHWKHEHHS1 BapBHWMKa): Himeuunna/ matepianie: B.ll.b.1.a — lAin- peuernmom
iH'ekuin/iHdysin, 750 Ceps'e Asicta ®apma ContowHc, IHk., CLUA; PpaHuis Replacement or addition of a
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specifications for Q Sepharose
Fast Flow used in the
manufacturing process of the
active substance, with acceptance
criteria 5.0 EU/mL.
B.ll.d.1.a — IB - Change in the
specification parameters and/or
limits of the finished product -
Tightening of specification limits
To tighten the specification limits
for Residual Water from ‘DP at
release and end of shelf-life: NMT
2.0%’ to ‘DP at release and end of
shelf-life: NMT 1.0%’.
B.ll.d.1.a — IB - Change in the
specification parameters and/or
limits of the finished product -
Tightening of specification limits
To tighten the specification limits
for Protein concentration from ‘DP
at release and end of shelf-life: 5.5
— 8.0 mg/mL’ to ‘DP at release and
end of shelf-life: 5.5 - 7.5 mg/mL".

B.ll.d.1.a — IB - Change in the
specification parameters and/or
limits of the finished product -
Tightening of specification limits
To tighten the specification limits
for Potency (Activity) from ‘DP at
release and end of shelf-life: 675 —
900 U/mL’ to ‘DP at release and
end of shelf-life: 675 — 855 U/mL’.

B.ll.d.1.a — IB - Change in the
specification parameters and/or
limits of the finished product -
Tightening of specification limits
To tighten the specification limits
for Specific Activity from ‘DP at
release and end of shelf-life: = 85
U/mg protein’ to ‘DP at release
and end of shelf-life: = 100 U/mg
protein’.

B.ll.d.1.a — IB - Change in the
specification parameters and/or
limits of the finished product -
Tightening of specification limits
To tighten the specification limits
for Total Free PEG amount from
‘DP end of shelf-life: < 4.0 mg/mL’
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to ‘DP end of shelf-life: < 2.0
mg/mL’.

B.ll.d.1.a — IB Change in the
specification parameters and/or
limits of the finished product -
Tightening of specification limits
To tighten the specification limits
for 10K PEG amount from ‘DP end
of
shelf-life: < 0.4 mg/mL’ to ‘DP end
of shelf-life: < 0.2 mg/mL’.

B.l.b.1.b: - IB - Change in the
specification parameters and/or
limits of an AS, starting
material/intermediate/reagent -
Tightening of specification limits
To tighten the specification limits
for Potency (Activity) applied
during the manufacture of the
active substance from ‘DS: 1850 —
3020 U/mL’ to ‘DS: 2000 — 3000
U/mL’.

B.l.b.1.b — IB - Change in the
specification parameters and/or
limits of an AS, starting
material/intermediate/reagent -
Tightening of specification limits
To tighten the specification limits
for Specific Activity applied during
the manufacture of the active
substance from ‘DS: = 85 U/mg
protein’ to ‘DS: = 100 U/mg
protein’.

B.l.b.1.b — IB - Change in the
specification parameters and/or
limits of an AS, starting
material/intermediate/reagent -
Tightening of specification limits
To tighten the specification limits
for Total Free PEG amount
applied during the manufacture of
the active substance from ‘DS: <
6.0 mg/mL’ to ‘DS: < 5.0 mg/mL’.

B.l.b.1.b — IB- Change in the
specification parameters and/or
limits of an AS, starting
material/intermediate/reagent -
Tightening of specification limits
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To tighten the specification limits
for 10K PEG amount applied
during the manufacture of the

active substance from ‘DS: < 0.6
mg/mL’ to ‘DS: < 0.5 mg/mL’.
B.l.a.2.a — IB - Changes in the

manufacturing process of the AS -

Minor change in the manufacturing
process of the AS
Minor changes in the
manufacturing process of the
active substance pegaspargase to
re-use filter in the filtration step of
the drug substance.
B.l.a.1.f — IB - 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 replace Exelead, Inc, 6925

Guion Road, 46268 Indianapolis,
Indiana (IN), USA, by Eurofins

PHAST GmbH, Kardinal- Wendel-

Str. 16, 66424 Homburg,
Germany, as site responsible for
activity potency release testing of
L-Asparaginase. Excelead Inc.,
remains responsible for stability
sample storage and testing.

MpuBeaeHHsA dyHKUIN y
BignoBsigHicTe Ao Moaynio 3
YactuHa 3.2.P.3.1. anst BupobHuka
113 NabopaTopii Ceps'e IHoacTpi,
®dpaHUis, a caMe BUHECEHHSI
GYHKLIi MapKyBaHHsi Ta BTOPUHHE
nakyBaHHsI.

COJIIKBA

PO34MH ONS iH eKLin,
100 Oa./mn+50
mkr/mn; Ne3 abo
Ne5: no 3 mny
KapTpuaXi,
BMOHTOBaHOMY B
0OHOPAa30oBY LUNPULL-
py4Ky; no 3 abo no 5
LUNPUL-PYYOK B
KapTOHHiIl kopobLyi.
["onKn B ynakoBKy He

TOB
"CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

CaHodi-AseHTic Jonunang MmeX

Himeyumna

A.4, Type IA — Change in the
name of the site responsible for
analytical testing of the active
substance from Glycotope
Biotechnology GmbH (Czernyring
22, 69115 Heidelberg, Germany)
to Celonic Deutschland GmbH &
Co. KG. The site address and
manufacturing activity remains
unchanged.

3a
peuenmom

UA/16774/01/01
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200 mr/50 mr/200 wr;
no 30 a6o no 100
TabneTok y 6aHuj;
no 1 6aHui B
KapTOHHI kopooLi

AHaniTika c.p.o., Yecbka Pecnybnika; anbTepHaTUBHUN
BUPOBHMUK, LLO 30iMCHIOE NEPBUHHE Ta BTOPUHHE
nakyBaHHsI:

OpioH KopnopewwH, ®iHnaHais

Suitability (R1-CEP 2005-161-Rev
04) for levodopa from an already
approved manufacturer Divi's
Laboratories Limited

Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, sidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs
BKITHOYEHI
7. COJlIKBA PO34MH ONs iH eKLiN, TOB YkpaiHa CaHodpi-ABeHTic Jonunang MmoXxX HimeuyunHa A.4, Type IA — Change in the 3a UA/16775/01/01
100 Op./mn+33 "CaHodpi- name of the site responsible for | peuenmom
mkr/mn; Ne3 abo ABeHTiC analytical testing of the active
Ne5: no 3 mny YkpaiHa" substance from Glycotope
KapTpuaXi, Biotechnology GmbH (Czernyring
BMOHTOBAHOMY B 22, 69115 Heidelberg, Germany)
OfHOpPa30BY LUMNPUL- to Celonic Deutschland GmbH &
pyuKy; no 3 abo rno 5 Co. KG. The site address and
LLNPULI-PYYOK B manufacturing activity remains
KapTOHHiIN kopooLi. unchanged.
["onkn B ynakoBky He
BKITOYEHI
8. CTAINEBO TabneTkn, BKpUTI OpioH dinnaHain BUPOGHMK, LLO 34iACHIOE MOBHUI LMK BUPOBHMUTBA: dinnaHpia/ Type IA no. B.lll.1.a.2. Submission 3a UA/17944/01/02
NniBKOBOO Kopnopenwu OpioH KopriopewilwH, PiHNsSHAIS; anbTepHaTUBHUIA Yecbka of an updated European peuernmom
obornoHkoto, no 100 H BMPOBHWK, LLIO 3AINCHIOE KOHTPOIb SKOCTI: KBiHTa - Pecnybnika Pharmacopoeia Certificate of
mr/25 mr/200 mr; no AHaniTika c.p.o., Yecbka Pecnybnika; anbTepHaTUBHUI Suitability (R1-CEP 2005-161-Rev
30 abo no 100 BUPOBHMK, LLO 30iNCHIOE NEPBUHHE Ta BTOPUHHE 04) for levodopa from an already
TabneTok y 6aHuj; nakyBaHHs: approved manufacturer Divi's
no 1 6aHui B OpioH KopnopeiwH, iHnsaHais Laboratories Limited
KapTOHHiIN kopobui
9. CTAINEBO TabneTkn, BKpUTI OpioH PiHnaHais BUPOBHWK, LLIO 3AiNCHIOE MOBHWI LMK BUpOBHULTBA: ®Pinngangis/ | Type IA no. B.lll.1.a.2. Submission 3a UA/17944/01/01
NniBkOBOIO Kopnopenwu OpioH KopriopeiiH, PiHnsHAis; anbTepHaTUBHUIA Yecbka of an updated European peuenmom
obornoHkoto, no 50 H BMPOBHWK, LLIO 3AINCHIOE KOHTPOIb SKOCTI: KBiHTa - Pecnybnika Pharmacopoeia Certificate of
mr/12,5 mr/200 wr; AHaniTika c.p.o., Yecbka Pecnybnika; anbTepHaTUBHUN Suitability (R1-CEP 2005-161-Rev
no 30 a6o no 100 BMPOGHWK, LLIO 34iMCHIOE NEPBUHHE Ta BTOPUHHE 04) for levodopa from an already
TabneTok y 6aHuj; nakyBaHHs: approved manufacturer Divi's
no 1 6aHui B OpioH KopnopenwH, ®iHnaHais Laboratories Limited
KapTOHHiIN kopobui
10. | CTANNIEBO TabneTtkn, BKpUTI OpioH OiHnaHAain BUPOOHMK, L0 34iACHIOE MOBHUIA LMK BUPOBHMUTBA: OinnaHaia/ Type IA no. B.lll.1.a.2. Submission 3a UA/17944/01/03
NniBKOBOIO Kopnopenwu OpioH KopriopeiiLH, DiHnsHAis; anbTepHaTUBHUIA Yecbka of an updated European peuenmom
obornoHkoto, no 150 H BUPOGHMK, L0 3AINCHIOE KOHTPOIb sikOCTi: KBiHTa - Pecny6nika Pharmacopoeia Certificate of
mr/37,5 mr/200 wr; AHaniTika c.p.o., Yecbka Pecnybnika; anbTepHaTUBHUN Suitability (R1-CEP 2005-161-Rev
no 30 a6o no 100 BMPOGHWK, LLIO 34iMCHIOE NEPBUHHE Ta BTOPUHHE 04) for levodopa from an already
TabneTok y 6aHuj; nakyBaHHs: approved manufacturer Divi's
no 1 6aHui B OpioH KopnopewwH, @iHnaHais Laboratories Limited
KapTOHHI kopobui
11. | CTANIEBO TabneTku, BKPUTI OpioH dinnaHain BUPOGHWK, LLIO 3AINCHIOE NOBHUI LIMKN BUPOBHULITBA: dinnaHpis/ Type IA no. B.1ll.1.a.2. Submission 3a UA/17944/01/04
NniBKOBOO Kopnopenw OpioH KopriopewilH, PiHNsSHAIS; anbTepHaTUBHUIA Yecbka of an updated European peuernmom
o60oroHkoto, No no H BUPOGHMK, LU0 3AINCHIOE KOHTPOIb sikOCTi: KBiHTa - Pecny6nika Pharmacopoeia Certificate of
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Ne Haszea ®Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauitiHa npoyedypa Ymoeu Homep
n/ | nikapcbkoz2o | (nikapcbka ¢popma, sidnycky | peecmpauyiliHo2o
n 3acoby ynakoeka) noceid4yeHHs
12. | XAUPIMO3 PO34UH ANS iH'eKUin, CaHpos AscTpis KOHTpOMb (XiMivyHWI/disnyHunin): HosapTic ®apma LWranH  (LLsenuapis/ C.l.2.a - Change in the SPC, 3a UA/17973/01/01
40 40 mr/0,8 mr; no 0,8 m6X AT, LLeewiyapis; KOHTpornb cepii (GionoriyHnin): HoapTic | CnoseHis/ Labelling or PL of a peuenmom

MIT PO3YUMHY Y ®apma AT, LLBenuapis; koHTpornb cepii (6ionoriyHni): NMek | AscTpis/ generic/hybrid/biosimilar products

nornepegHLo a.a., NE BupobHuuteo MeHreww, CrioBeHisi; NoBHWUI UMk | HimeuunHa following assessment of the same

HanoBHEHOMY BUpobHuuTBa: CaHgos MM6X - BupobHuya ginbHuus change for the reference product -

wnpwui; no 1 abo 2 AcenTunuHi Mikapcbki 3acobu LadTeray (AcenTtuyni JI3LL), Implementation of change(s) for

nonepegHLo ABCTPpIs; KOHTPOb cepii (XiMiYHNIA/Di3n4HKI): EBpOdIHC which NO new additional data is

HaMoBHEHMX DACT 'M6X, HimeuunHa; KoHTporsb cepii required to be submitted by the

wnpuuis y (MiKpOBioNOriYHWIA -CTePUbHI MOKA3HMKN, MAH.

6nictepaxy MiKpOBIONOriYHMIA - HeCTepuIbHiI NokasHukn): CaHao3 To extend the indication to include

KapTOHHiIN kopooLi

'M6X - BupobHuya ginbHuus biotexHonorivHi Jlikapcbki
Cy6cTtaHuii Kynane (BT JICK), ABCTpisi; KOHTpOSb cepii
(6ionoriynni): CUHITAB Ananituke eHg Cepsicuc
LWeenuapia Al LWsenuapis

treatment of moderately to
severely active ulcerative colitis in
paediatric patients from 6 years of
age. As a conseqguence, sections

4.1,4.2,4.4,4.8,5.1and 5.2 of

the SmPC and affected package
leaflet are updated. As a result the

RMP has also been updated

accordingly.

B.o. NeHepanbHOro anpeKkropa

AupekTopaTty thapmaueBTUHHOro 3abe3neyeHHsA

IBaH 3AABOPHUX




