NMEPENIK

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

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

KOMMNETEHTHAMW OPFAHAMW CNONYYEHUX LUTATIB AMEPUKW, LUBENLAPCBHKOI KOH®EAEPALLT, ANOHII, ABCTPAII,

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

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6HUK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, BionyckKy peecmpayiliHo2o
3acoby ynakoska) nocsio4yeHHs
1 ANBbTPEHO™ | nocbiioH, 0,05 %, TOB «BAYLU YkpaiHa Brpo6HuMLTBO, Kanapa/ - BBE[IEHHSA aUIbTepHAaTUBHOI 3a UA/18447/01/01
no45ry T1y6i, no 1 XENC» nakyBaHHs, CnonyuyeHi AinbHMLI 3 BUPOBGHULTBA peyenmom
Ty6i B KAPTOHHIl MapKyBaHHS1, BUMYCK Wratn NNacTUKOBMX KPULLOK Barret
Kopoo6L,i cepii Ta gocnigXeHHs Amepukun/ Plastics, agpeca: 330 Industrial

CTabinbHOCTI:
Bayw Xenc KomnaHic
IHK., KaHaga;
AnbTepHatmMBHa
JAiNbHMUA, Ha SKil
NPOBOAATLCA BUMYCK
cepii Ta gocnigXeHHs
CTabinbHOCTI (BUMYCK
cepiil, BUpo61eHNX
TiNbKM ANA KAIHIYHNX
LOCNiXEHD):
Bayw Xenc Amepukac
IHK., CnonydeHi lWTatn
Amepuku;
A/nbnTEepHaTUBHA
OiNbHULSA, Ha SKI
NnpoBOAATLCA
MiKpOGiONOriyHi
OOCNIAXKEHHR:
Macundgik Bioflabe,
CnonyueHi WTtatn
Amepuku;
LinbHnus, Ha skin
NnpOBOAATLCA
BMNPOGYBaHHA PO3MIpY
Kpanenb eMysnbCii Ta
pO3Mipy YacTok:
MapTrkan TekHoNno4xu
Na6c, CnonyyeHi
Ltatn Amepuku;
AnbTepHaTuBHI

Park Rd#4 Harrison, AR 72601,
USA, Ha foaaTok [0 Bxe
3aTBepKEHOro BUPo6HMKa
Montebello Packaging, B 3B’A3Ky i3
36i/IbLUEHHAM BUPOGHNYMX
notpeo;

- OOMOBHEHHSA crneyudikawii
NePBUHHOIO NaKyBaHHSA
NnokasHUKOM «BizyanbHi gedekTn»
(Visual defects inspection) 3
BiZANOBIAHUM KpUTEPIEM
NPUAHATHOCTI -—40NYCTUMUM
piBHem sKocTi (Acceptable Quality
Level (AQL).




KapTOHHI kopobui

Crepwnizauis -
hinbTpaLis, KOHTPOsb
AKOCTI (i3nKo-

alternative site responsible for
manufacturing and primary
packaging of the finished product

Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs
OiNbHUL, HAa AKNX
NPOBOAATLCA
BMNPOOYBaHHA
[JOMNOMDKHNX PEYOBUH:
EnemeHT Maripianc
TekHonomxun KaHaga
IHK., KaHaga,;
EcOxiEc KaHaga IHK.,
KaHapga;
EcxiEc KaHaga IHK.,
KaHaga,;
Heodapm Jlabe IHk.,
KaHaga
2. KEHIPEKCAN | nopoLuok ans K'esi ABCTpIA BMPOOHULITBO, ITania/ B.I.b.2.a - IA minor change to the 3a UA/17224/01/01
KOHUeHTpaTy ons dapmac'toTike KOHTPOJIb AKOCTI Ta HimeuunHa analytical procedure applied on |peyenmom
PO34unHy AN n3 rméex nepBUHHE NakKyBaHHS: the intermediates for the
iH'eKUIn / iHdpy3il, MateoH Itania C.n.A., guantitative determination of
50 wmr; 10 donakoHis ITanis; BTOpUHHE residual solvents chloroform, and
3 NMOPOLLKOM Y nakyBaHHs: K'e3i 3-iodo-1,1,1-trifluoropropane
hNakoHi B dapmaueyTtuui C.n.A., analysed by gas chromatography
KapTOHHIi kopoobLii 3 ITanisa; Bunyck cepii: A.4-lA - to change the name of the
MapKyBaHHAM Xanbca ®apma F'M6X, site responsible for manufacturing
iTanincbKoto, HimeyunHa and quality control of the active
HiMeLbKol Ta substance from Johnson Matthey
aHrNIRCHKO Pharma Services (25 Patton Road
MoBamu 3i CTikepom Devens, MA, 01434, USA) to
YKPaiHCLKOK MOBOIO Veranova, L.P. The address
remains unchanged
B.l.b.2.a - IA - Minor changes to
the test procedure Identity, Assay
and Impurities by HPLC used to
evaluate cangrelor tetrasodium
active substance
3. CIBPABA PO34MH ON151 iH'EKLN, HoBapric WBeiiyapia | Odendapm XioHiHr CAC, ®paHuis/ Type IAIN B.Il.b.1.a) To add 3a UA/19037/01/01
284 wmr/1,5 mn; no OBepci3 dpaHuis (BTOpUHHE ITanis/ Sandoz GmbH, Biochemiestrasse |peyenmom
1,5 Mn po3umHy y IHBECTMEHTC nakyBaHHs); KopaeH Lseliyapis/ | 10, Langkampfen 6336 Austria as
nonepegHLo Al dapma C.n.A, CnogeHisi/ an alternative site responsible for
HarmoBHEHOMY Migpo3gin UP3, ITanisa HimeuunHa/ secondary packaging of the
wnpuui; no 1 (Bnpo6HMLTBO AscTpis/ finished product Leqvio.
nonepegHbL0 CTEePWIbLHOTO Type 1B B.1l.b.1.f) To add Sandoz
HarnoBHEHOMY nikapcbKoro 3acoby - GmbH, Biochemiestrasse 10,
Lwnpuuy B acenTuyHa niarotoBka Langkampfen 6336 Austria as an




Ne Hassa ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs

XiMiYHUIA, BioNorivYHuiA,
MiKpOGiONorivHNiA -
CTEPW/ILHICTD),
NepBUHHE NakyBaHHS);
KopgeH ®apma C.n.A.,
ITanis (BTOpvHHe
nakyBaHHs); Jlek
PapmacbloTukasnc 4.4.,
BMPOBHUYA AiNbHNLA
MeHreLwu, LBeliyapis
(KOHTPO/b AKOCTI
(yacTkoBwiA)); Slek
dapmacbloTukavic 4.4,
CnoBeHis (KOHTpOsb
SIKOCTi (4acTKoBUIA));
HoBapTic ®apma 'mM6X,
HimeuyunHa (Bunyck
cepii); HoBaprtic
dapma LTeiiH Al
TekHikan OnepeiiH3
LBeliu, LWUTelH
Crepaiins, LBeiiuapis
(KOHTpO/Ib SKOCTI
(uacTkoBwif)); MikiHr
®apma C.A., ITania
(BTOpVHHE NakyBaHHSA);
CaHpo3 'moX -
BetpiéwretrTe/MaHyde
KuepiHr CaiTt AcenTikc
[Opar MNMpogakr
WadteHay/ KyHanb
(AcenTikc AiMNIEc
KyHob), ABCTpis
(KOHTpOb AKOCTI
(uacTtkosumit)); CaHfo3
'M6X, ABCTpis
(Bupo6HMLTBO,
NnepBUHHE NaKyBaHHS,
BTOPWHHE MakKyBaHHs,
KOHTPOJb SIKOCTI
(4acTkoBwif), BUMYCK
cepiin); ®apmnor
dapma JIogKUCTIK
'M6X, HimeyunHa
(BTOpUHHE NakyBaHHS);

Leqvio.

Type IA B.ll.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.ll.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.ll.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 Pharma Stein AG,
Schaffhauserstrasse, 4332 Stein




Ne

Hassa

o ®dopma sunycKy 3asBHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JlikapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2o
3acoby yrnakoBkKa) nocsioYeHHs

Uenab C.p.n., ITanis
(KOHTpOb AKOCTI
(chizmko-xiMiuHWNiA));
FOMC Xenckep Itanisa
C.P.J1., ITania
(BTOpPUHHE NakKyBaHHS)

Switzerland as an alternative site
responsible for batch
control/testing (Break loose force
and Gliding force) of the finished
product Leqvio.

Type 1A B.1l.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 pm used during the
microbial filtration.

Type |IA B.ll.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 1A 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.




