HEPEJIIK

Jonmarok 2

n0 Hakazy MIHICTEpPCTBA OXOPOHH 37I0POB’S
VYkpainu «IIpo JIep>KaBHY peecTpariiro
JKAapchKUX 3aco0iB  Ta BHECEHHS 3MiH JIO
peecTparifHuX MarepialliB JIKapChbKHX 3aco0iB,
SKI 3apeecTpoBaHi KOMIETEHTHUMH OpraHaMH
Cnonyyenux lllratiB Amepuku, llIBeiinapcpkoi
Kondenepanii, SAnonii, Ascrpanii, Kanamgm,
€Bporeiicekoro Coro3y»

Big 14 mucromana 2023 poky Ne 1963

JIKAPCBKHUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOT'TYHUX ITPEITAPATIB), IIOJ10 AKUX BYJIM BHECEHI

3MIHHU JIO PEECTPAIIIMHUX MATEPIAJIB, SIKI BHOCSATBCS 10 IEP’KABHOI'O PEECTPY JIIKAPCBKHX
3ACOBIB YKMPAiHI/I, SAKI 3APEECTPOBAHI KOMIIETEHTHUMHW OPTAHAMH CIIOJIYYEHHUX HITATIB
AMEPHUKHU, HIBEMLHAPCBKOI KOH®EJAEPALII, AITIOHII, ABCTPAJIII, KAHA/IHU, ITIKAPCBKUX 3ACOBIB, 1O 3A

CO103Yy

HEHTPAJII30BAHOIO ITPOLEJIYPOIO 3APEECTPOBAHI KOMIIETEHTHAM OPTAHOM €BPOIIEHCHKOI'O

Ne Ha3zea ®dopma eunycky (nikapcbka 3asieHUK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ JliKapCcbKo20 ¢hopma, ynakoeka) eidnycky |peecmpauyiliHo2
n 3acoby 0 noceid4yeHHs1
1. BI3KbIO po3unH ans iH'ekyin, 120 mr/mm; Hogapric LLiBerua BUMNYCK Cepint: Benbrisi/ BHECEHHS 3MiH O peecTpaLiiH1X 3a UA/18277/01/01
no 1 pnakoHy B KOMMMEKTi 3 Ogepci3 pis AnkoH-KyBpbop, benbris; LLisenuapis matepianis: amitu | Tuny - B.1l.z — Quality peuenmom
ronkoo inbTpyBanbHO B IHBECTMEH BUPOGHMLTBO CTEPUNBHOMO change — Finished product — Other variation,
KopobLi 3 KapTOHyY TC Al nikapcbKoro 3acoby - rotyetbcs type — IB: To implement editorial changes
acenTUYHO; NEpPBUHHE updating section 3.2.A.1 (Facilities and
naKyBaHHs1; KOHTPOIb SIKOCTI - Equipment), including (1) the introduction of
XiMiYHWI/Pi3NYHNUIA, KOHTPOIb two new products in the currently approved
AIKOCTi - MiKpOBGIONOrivYHWM - He multiproduct manufacturing facility, and (2)
CTEPUIbHICTb; KOHTPOIb SIKOCTI - the update of zone classification and other
MikpOBionoriyHmm - remediation changes.
CTepWnbHiCTb; BTOPUHHE
nakyBaHHs:
Hosaprtic ®apma LWTenH AT,
LLisenuapisi;
KOHTPOrb SIKOCTi - GiONOrivYHMIA:
Hoaprtic ®apma Arl’, LLseruapis
2. FAPOACUN® 9 cycnexsia gns iH'ekuin, no 0,5 Mepk LLisenua 06'egHaHHSA rOTOBOro NPOAyKTy CLUA/ 3miHa B.11.d.2.d, IB 3amiHa 3a UA/20128/01/01
BAKLIMHA mn (1 gosa); no 0,5 mn cycneHsii Wapn i pis (noBTOpPHE cycrneHayBaHHA Ta Hinepnangu TypbiAMMETPUYHOro MeTOoAY KiMnbKiCHOro peuernmom
MPOTU BIPYCY | y nonepeaHbO HanoBHEHOMY Ooym 06'egHaHHA KiHLEBOro / lpnangis/ BU3HAYEHHS eHOOTOKCUHY B cneuundikadii Ha
nAMInomMmn Lnpuui (ckro) 3 obmexysayem IOEA cdopmyrnboBaHoro barnky, IcnaHis KiHLEBUIA NPOAYKT Ha anbTepHaTUBHUN
JNMIOOAWHU 9- X0y MOPLUHSI (CUIiKOHI30BaHWUIA M6X OTpVYMaHoro 3 AinbHuui Bect XPOMOTreHHWUI MeTog Ans AinbHuui Baxter
BAINEHTHA 6pomMbyTMnoBUIA enacTomep i3 [MOMHT), HAaNOBHEHHS LNpuULIB Pharmaceutical Solution LLC (Bloomington,
(PEKOMBIHAH nokputTsim FluroTec) Ta (NepBUHHE NakyBaHHs1), Indiana).
THA, KOBMaYykoM (CUHTETMYHA TECTYBaHHS NPV BUNYCKY Ans TepMmiH BBEEHHS 3MiH — NPOTArom 6 micsuiB
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ALICOPEOBAH
A)

i3onpeH-6poMOGyTUIOBa CymiL).
Mo 1 nonepegHbLO HaNoBHeEHOMY
wnpuuy 3 2 ronkamu abo no 10
nonepeaHbLO HaNoOBHEHUX
LNpuuiB 3 2 ronkamu ansi
KOXHOTO LUNpULA B KAPTOHHIN
Kopobui 3 iHCTpyKUieto ans
MeAMYHOro 3aCTOCYBaHHS

LUNPULIB, HAaNOBHEHWX Ha
AinbHui bakctep (nuwe
€HOOTOKCUHW Ta CTEPUIBHICTD):
Bakctep ®apmacbtoTikan
ContowHc JINC, CWA
TECTyBaHHs pY BUMNYCKY Ars
LLINPULIB, HAaNOBHEHWX Ha
OinbHUUi Kaprnoy, TecTyBaHHSA
npu BBE3EHHI (ANS LWNpuULB,
OTpMMaHux 3 ginbHuui Bect
MonHT Ta AinbHULi BakcTep)?,
MapKyBaHHS Ta BTOPUHHE
nakyBaHH4, cepTudikauia Ta
BUNYCK cepii:

@ TecTyBaHHS Npu BBE3€HHI
BKJ1O4AE NPOBEAEHHSI BCiX
TECTIiB Npu BMUNYCKy cepii
KiHLEBOro NpoayKTy
Mepk Wapn i Joym B.B.,
Higepnangu
opMynALis roToBOro NpoayKTy
(BMPOGHMLITBO KiHLIEBOTO
cchopmynboBaHoro 6arnky),
HanoOBHEHHS LUNPULIB (NepPBUHHE
NakyBaHHs1), TECTYBaHHS Npu
BMMNYCKy (KiHLEBOro
cchopmynboBaHoro 6anky Ta
LUNpULIB, HAaNOBHEHWX Ha
AinbHWLUi BecT MonHT Ta Ha
ninbHUUi bakcTep), TecTyBaHHSA
cTabinbHocCTi:

Mepk Wapn i Qoym NJIC, CLUA
06'eAHaHHS rOTOBOro NPOAYKTY
(noBTOpPHE cycneHayBaHHS Ta
06'eaHaHHSA KiHLEBOro
cdopmyrnboBaHoro 6arnky,
oTpvMaHoro 3 AdineHuui Bect
[MOMHT), HAaNOBHEHHS LNpuULUiB
(nepBMHHE NakyBaHHs),
TECTYBaHHs Npy BUMYCKy Ta
TecTyBaHHs cTabinbHocTi Ans
LINpULiB, HANOBHEHUX Ha
AinbHuUi Kapnoy:

MCQ IHTepHewHn TMEX/MC[,
IpnaHgis (Kapnoy), IpnaHgis
MapKyBaHHsi Ta BTOPUHHE
nakyBaHHs:

Pogi ®apma IngacTpian
Cepgicec, C.A., IcnaHist

nicns 3aTBEepPaAXXEeHHA.

FAPOACUN® 9
BAKUUHA
NPOTU BIPYCY

cycnexsia gns iH'ekuin, no 0,5
mn (1 gosa); no 0,5 mn cycneHsii
y nonepefgHb0 HanoBHEHOMY

Mepk
Wapn i
Ooym

LlIsenua
pist

06'eAHaHHS rOTOBOro NPOAYKTY
(noBTOpPHE cycneHayBaHHS Ta
06'eaHaHHSA KiHLEBOro

CLIA/
Higepnangwn
/ lpnangis/

[opaBaHHs ginbHuui Steris Applied 3a

Sterillization Technologies, 5960 Heisley

Road, Mentor OH 44060, USA

peuerimom

UA/20128/01/01
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nANINoOMU
NIOANHM 9-
BAJNEHTHA
(PEKOMBIHAH
THA,
AOCOPBOBAH
A)

wnpuui (ckrno) 3 obmexysayem
X0y MOPLUHSI (CHIiKOHI30BaHWIA
6GpomByTMNoOBUIA enacTomep i3
nokputTsiM FluroTec) Ta
KOBMaykoM (CUHTETUYHA
i3onpeH-6pomMbyTUnoBa cymiLu).
Mo 1 nonepegHbLO HanoOBHeEHOMY
wnpuyy 3 2 ronkamu aéo no 10
nornepeaHbO HANOBHEHUX
LNpuuiB 3 2 ronkamu ansi
KOXXHOTO LUNpuULa B KAPTOHHIN
kopobLj 3 iIHCTpyKLUiEto Anst
MeAMYHOro 3aCTOCYBaHHS

IOEA
m6X

cchopmynboBaHoro 6arnky,
OTpMMaHoro 3 AinbHuui Bect
[MOWHT), HANOBHEHHS LLNpULIB
(nepBUHHE NakyBaHHS),
TeCTyBaHHs Mpy BUMYCKy AN
LUINpULIB, HAMOBHEHNX Ha
AinbHuui bakctep (nuwe
€HOOTOKCUHW Ta CTEPUNBHICTB):
Bakctep ®apmachbioTikan
ContowHc JINC, CWA
TeCTyBaHHs Mpy BUMYCKY AN
LINpuLiB, HANOBHEHUX Ha
OinbHUUi Kaprnoy, TecTyBaHHSA
npv BBE3€EHHI (4Ns Wwnpuuis,
OTPUMaHuX 3 AinbHuui Bect
MonHT Ta ainbHULi Bakctep)?,
MapKyBaHHsi Ta BTOPUHHE
nakyBaHHsi, cepTudikauia Ta
BUNYCK cepii:

@ TecTyBaHHS Npu BBE3EHHI
BKITIOYA€E NPOBELEHHS BCiX
TECTIiB Npu BUNYCKy cepii
KIHLEBOro NpoJyKTy
Mepk Wapn i Joym B.B.,
Higepnangu
bopmMynsauia roToBOro NpoayKTy
(BUPOBHNLITBO KiHLIEBOTO
cdopmynboBaHoro banky),
HanoBHEHHS LUNPULIB (NepBUHHE
nakyBaHHs1), TECTYBaHHS Mpwu
BWMNYCKy (KiHLEBOro
ccopmyrnboBaHoro 6anky Ta
LINpULiB, HANOBHEHUX Ha
AinbHWLUi BecT MonHT Ta Ha
ainbHULi BakcTtep), TecTyBaHHst
CcTabinbHOCTI:

Mepk Wapn i Qoym NJIC, CLUA
06'eAHaHHsI FOTOBOrO NPOAYKTY
(MoBTOpHE cycneHAyBaHHs Ta
06'eaHaHHSA KiHLEBOro
cdopmyrnboBaHoro Garky,
OTpPMMaHOro 3 AinbHuui Bect
[MOWHT), HAaNOBHEHHS! LWNpuULiB
(NepBMHHE NakyBaHHs1),
TECTYBaHHsI Npu BUMYCKy Ta
TeCTyBaHHs cTabinbHoCTi Ans
LUNpULIB, HANOBHEHUX Ha
ainbHuui Kapnoy:

MCQ IHTepHewHn TMEX/MC[,
IpnaHgis (Kapnoy), Ipnangis
MapKyBaHHS Ta BTOPUHHE
nakyBaHHS:

Posi ®apma IHgacTpian

Icnania

BignoBiganbHoI 3a cTepunisauiio umMniHapise
LINpULiB Ans nonepeaHbo HanoBHEHWX
npuuis




4 ITpo1OBXKEHHS JToaTKa 2
Cepsicec, C.A., IcnaHis
FTAPOACUNI® 9 cycneHsia ans iH'ekuin, no 0,5 Mepk LLsenua 06'eHaHHsI FOTOBOrO NPOAYKTY CLUA/ C.lL41 3a UA/20128/01/01
BAKLIMHA mn (1 gosa); no 0,5 mn cycneHsii Wapn i pist (noBTOpPHE CycneHAyBaHHs Ta Higepnanam OHoBneHHs po3againy 4.6 SmPC, a came peuenmom
MPOTU BIPYCY | y nonepeAHbO HanoOBHEHOMY Hoym 06'eqHaHHs KiHLEBOrO / lpnangis/ AoAaBaHHs iHdopmauii npo BnnvB nig Yac
nAMinomMmn wnpuui (ckno) 3 obmexysadem IOEA cchopmynboBaHoro 6anky, Icnanis BariTHOCTI Ha OCHOBI ocTaTou4HOro 3BiTy US
NOOUHU 9- X0y MOPLUHSI (CHIiKOHI30BaHWIA m6X OTpMMaHoro 3 AinbHuui Bect Pregnancy Registry, listed as category 3
BAJIEHTHA 6pombyTHnoBuMiA enactomep i3 [MOWHT), HANOBHEHHS LLNpULIB study in the RMP (MEA 003/1 is fulfilled with

(PEKOMBIHAH
THA,
ACOPEOBAH
A)

nokputtam FluroTec) Ta
KOBMaykoM (CUHTETUYHA
i3onpeH-6pomMbyTUnoBa cymiLu).
Mo 1 nonepeAHLO HaNOBHEHOMY
wnpuyy 3 2 ronkamu aéo no 10
nonepeaHbLO HaNOBHEHMX
LwnpuuiB 3 2 rofnkamu ans
KOXXHOTO LUNpULa B KApTOHHIN
Kopobui 3 iHCTpyKLUieto Ans
MeANYHOro 3aCTOCYBaHHS

(nepBMHHE NakyBaHHS),
TeCTyBaHHs Mpy BUMYCKy AN
LUNPULIB, HAMOBHEHNX Ha
AinbHuUi Bakctep (nuwe
€HOOTOKCUHW Ta CTEPUNBHICTb):
Bakctep ®apmachbioTikan
ContowHc JTNC, CLWWA
TeCTyBaHHs pY BUMNYCKy Ans
LLNPULIB, HAaMOBHEHWX Ha
ninbHuui Kapnoy, TecTyBaHHS
npv BBE3€eHHI (4Ns Wwnpuuis,
OTPUMaHuX 3 AinbHuui Bect
MonHT Ta ainbHWUi Bakctep)?,
MapKyBaHHsi Ta BTOPUHHE
nakyBaHHsi, cepTudikauia Ta
BUMNYCK Cepil:

@ TecTyBaHHS Npu BBE3EHHI
BKITIOYA€E NPOBELEHHS BCiX
TECTIiB Mpy BUMYCKy cepil
KIHLEBOro NpoJyKTy
Mepk Wapn i Joym B.B.,
Hinepnangn
opMynsLis rOTOBOrO NPOAYKTY
(BUPOBHNLITBO KiHLIEBOTO
cchopmynboBaHoro 6arnky),
HanoBHEHHS LUNPULIB (NEpBUHHE
nakyBaHHs1), TECTYBaHHS Mpu
BWMNYCKy (KiHLEBOro
ccopmyrnboBaHoro 6anky Ta
LLNPULIB, HAMOBHEHNX Ha
AinbHUUi BecT MorHT Ta Ha
ainbHULi BakcTtep), TecTyBaHHst
cTabinbHocCTi:

Mepk Wapn i Qoym NJIC, CLUA
06'eHaHHsI FOTOBOrO NPOAYKTY
(noBTOpPHE cycneHayBaHHS Ta
06'eQHaHHS KiHLEBOro
ccopmyrnboBaHoro 6arky,
OTpMMaHoro 3 AainbHuui Bect
[MOWHT), HAaNOBHEHHS LNpuULiB
(NepBMHHE NakyBaHHs1),
TECTYBaHHS Npy BUMYCKY Ta
TEeCTyBaHHs cTabinbHOCTI Ans
LUNpULIB, HAMOBHEHUX Ha
AinbHui Kapnoy:

MC[ IHTepHewnn TM6X/MC[

this procedure).
3MiHWM BHECEHO [0 iHCTPYKLiT AN MeanyHoro
3aCcTOCyBaHHS fnikapcbKkoro 3acoby Ao
posginy "3acTtocyBaHHs y nepioa BariTHOCTi
abo rogyBaHHs rpyaar”. TepmiH BBeAeHHS
3MiH NpoTArom 6 micsAuiB nicns
3aTBEPOKEHHS.
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MET®OPMIH-

Ipnangis (Kapnoy), IpnaHgis
MapKyBaHHsi Ta BTOPUHHE
nakyBaHHs:

Pogi ®apma IHgacTpian
Cepsicec, C.A., IcnaHis

TEBA

MET®OPMIH-

TabneTkn, BKpUTI MIiBKOBOKO
obonoHkoto, no 500 mr, no 15
TabneTok y 6nictepi, no 2 abo
no 4 6nictepn y kopobui

TabneTkn, BKpUTI MIiBKOBOKO

TOB
«TeBa
YkpaiHa»

TOB

YkpaiHa

BMPOGHMLTBO 3@ MOBHUM
LMKIOM:

Tesa Yex IHgacTpis c.p.o.,
Yecbka Pecnybnika;
BMPOGHMLTBO 32 NOBHUM
uuknom: Mikpo Jlabe Nimiten,
IHais;
nepBMHHa Ta BTOPUHHA
yNakoBKa, KOHTPOMb SIKOCTI,
[03BiN Ha BUNYCK cepii:
AT ®apmaueBTUYHUI 3aBO[,
TeBa, YropwumHa

Yecbka

Pecny6nika/
IHgis/

YropwwmHa

B.1l.b.3 a) IA. BHeceHHs1 3MiH CTOCOBHO

BKI0HAI04M NPOMIDKHUIA NPOAYKT, WO
BMKOPWUCTOBYETLCS Nif Yac BUPOOHMLTBa
roToOBOro NPOAyKTy. BHECEHHS HEe3HaYHMX

would like to propose change in the milling
equipment from multimill to Quadro Co-mill
during sizing operation of Metformin film-
coated tablet 500, 850, 1000 mg. The
multimill works on the principle of impact
milling, whereas Quadro Co-mill works on
the prinsiple of screening. The change
proposed for betterment of the
manufacturing process by including
advanced equipment and for ease of the
operation. There is no change in the
manufacturing process except addition of
Quadro Co-mill.

npouecy BUpOGHMLITBA FOTOBOMO NPOAYKTY,

3MiH B npouec BupobHuuTea. The applicant

3a
peuenmom

UA/18723/01/01

TEBA

MET®OPMIH-

o6onoHkoto, no 850 mr, no 15
Tabnetok y bnictepi, no 2 abo
no 6 Gnictepis y kopoOui

«TeBa
YkpaiHa»

YkpaiHa

BUPOBHMLTBO 32 NOBHUM
LIMKITOM:

Tesa Yex IHgacTpis c.p.o.,
Yecbka Pecnybnika;
BMPOGHMLTBO 32 NOBHUM
umknom: Mikpo Jla6ce Jlimiten,
IHAis;
nepBUHHa Ta BTOPUHHA
yNaKoBKa, KOHTPOMb SIKOCTI,
[03BIN Ha BUMYCK cepii:
AT dapmaueBTUYHUI 3aBOS,
TeBa, YropwuHa

Yecbka
Pecny6nika/
IHgis/
YropwuHa

B.Il.b.3 a) IA. BHeceHHsi 3MiH CTOCOBHO
npouecy BUPOBGHMLITBA rOTOBOrO NPOAYKTY,
BKITH0HAI04MN NPOMIDKHUIA NPOAYKT, WO
BVIKOPVCTOBYETbLCS Mif Yac BUpObHMLTBA
roTOBOro NPoAyKTy. BHECEHHst He3HauHUX
3MiH B npouec BMpobHuuTBa. The applicant
would like to propose change in the milling
equipment from multimill to Quadro Co-mill
during sizing operation of Metformin film-
coated tablet 500, 850, 1000 mg. The
multimill works on the principle of impact
milling, whereas Quadro Co-mill works on
the prinsiple of screening. The change
proposed for betterment of the
manufacturing process by including
advanced equipment and for ease of the
operation. There is no change in the
manufacturing process except addition of
Quadro Co-mill.

3a
peuenmom

UA/18723/01/02

TEBA

TabneTkun, BKpUTi MMiBKOBOHO
obornoHkoto, no 1000 mr, no 10
TabneTok y 6nictepi, no 6 abo
no 12 6nictepis y kopobui

TOB
«TeBa
YkpaiHa»

YkpaiHa

BUPOBHMLUTBO 32 MOBHUM
LIMKITOM:

Tesa Yex IHgacTpis c.p.o.,
Yecbka Pecnybnika;
BUPOBHMLUTBO 32 NOBHUM
uuknom: Mikpo Jlabe Nimiten,
IHAis;

Yecbka
Pecny6nika/
Inpis/

YropwuHa

B.Il.b.3 a) IA. BHeceHHsi 3MiH CTOCOBHO
npoLiecy BUpOBHULITBA rOTOBOTO MPOAYKTY,
BKITHOMAI0YM MPOMDKHUI NPOAYKT, WO
BVIKOPVICTOBYETbLCS Mif Yac BUPOOHMLTBA
roTOBOro NPoAyKTy. BHECEHHS He3HauYHKX
3MiH B npouec BupobHMuTBa. The applicant

would like to propose change in the milling

3a
peuernmom

UA/18723/01/03
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nepBMHHA Ta BTOPUHHA
ynakoBKa, KOHTPOSb SIKOCTI,
A03BIN Ha BUMYCK cepii:
AT dapmaueBTUYHMI 3aBOS,
Tesa, YropLwimHa

equipment from multimill to Quadro Co-mill
during sizing operation of Metformin film-
coated tablet 500, 850, 1000 mg. The
multimill works on the principle of impact
milling, whereas Quadro Co-mill works on
the prinsiple of screening. The change
proposed for betterment of the
manufacturing process by including
advanced equipment and for ease of the
operation. There is no change in the
manufacturing process except addition of

Quadro Co-mill.
CIAJIC® TabneTku, BKPUTI NNIBKOBOIO Eni Ninni Higepna | BMpPOGHWMLTBO roTOBOI NikapCbKOi CLUA/ 3MiHu | TURY - 3rigHO 3 NNCTOM 3asBHMKa 3a UA/17354/01/01
obornoHkoto, no 20 mr, no 1 HenepneH HON dopmu: Jlinni genb Kapibe IHk., Icnanis 3MiHW BHECEHI A0 iHCTPYKLii ANs Mean4yHoro peuenmom
Tabnetui y 6nictepi, no 1 0 b.B. CLUA; 3acTocyBaHHs Nikapcbkoro 3acoby, a came:
6nicTepy B KapTOHHiI KOpo6Li, nepBvHHa Ta BTOPUHHA Ao po3sginy "OcobnueocTi 3acTocyBaHHSA" B
no 2 Tabnetkn y bnictepi, no 1, ynakoBka, [O3BiN Ha BUNYCK YaCTUHI LLOA0 0COBNMBOCTEN 3aCTOCYBaHHS,
abo no 2, abo no 4 Gnictepu B cepii: Ninni C.A., Icnanis SIKi NOB'AI3aHi 3 AOMOMIKHMMMW peYOBUHAMM.
KapTOHHiIN kopobui
CIBIHKBO TabneTkn, BKPpUTI NMiBKOBOKO Mdparizep CWA Mdbaiizep MeHodek1ypuHr HimeuyunHa C.L1.4, Il - Change(s) in the SPC, Labelling or 3a UA/19698/01/01
obornoHkot, no 50 mr: no 7 Eny.Ci.Mi. Honuneng Mm6X PL due to new quality, preclinical, clinical or peuenmom
TabneTok, BKpUTUX MITiIBKOBOO Kopnopen pharmacovigilance data: To update section
ob6ornoHkoto, y 6nicTepi, no 4 LH 5.1 of the SmPC in order to update long-

onicTepu y kapTOHHI Kopobui

term efficacy data based on the results from
studies B7451012, B7451013, B7451015
and B7451029. OHoBneHHs po3ainy
IHCTPYKLUii Ans MeQMYHOro 3aCTOCYBaHHS
"®apmakornorivyHi BnactueocTi". BBegeHHs
3MiH NpoTSirom 6-Tu MicauiB nicns
3aTBepakeHHs. Pursuant to Article 20 of
Regulation (EC) No 726/2004, the European
Commission requested on 28 January 2022
the opinion of the European Medicines
Agency further to the safety issues on
MACE, VTE, serious infections, malignancy
and mortality for all JAK inhibitors used in
the treatment of inflammatory disorders. The
CHMP was requested to assess the impact
thereof on the benefit-risk balance of Cibinqo
and to give its recommendation whether the
marketing authorisation of this product
should be maintained, varied, suspended or
revoked. As the request results from the
evaluation of data resulting from
pharmacovigilance activities, the CHMP
opinion was adopted on the basis of a
recommendation of the Pharmacovigilance
Risk Assessment Committee. OHOBNeHHs
po3ainiB IHCTPYKLUiT A4Ns Mean4Horo
3acTocyBaHHs1 "OcobnmBoCTi 3acTocyBaHHs",
"Cnoci6 3actocyBaHHsi Ta go3u", "MobiyHi
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peakuii”. Takox 6yno oHosneHo MYP go
Bepcii 3.2. BBegeHHs 3MiH NpoTArom 6-Tu
MicsLiB micnsi 3aTBEpOXKEHHS.

10.

CIBIHKBO

TabneTku, BKPUTI NNIBKOBOIO
obonoHkoto, no 100 mr: no 7
TabneTok, BKPUTUX MNIBKOBOO
oboroHkoto, y 6nictepi, no 4 abo
no 13 6nicTepiB y kKapTOHHIN
Kopobui

Mdpansep

Eiy.Ci.Mi.

Kopnopen
LWH

CLA

Mcbansep MeHodekyypuHr
Doiuneng MibeX

Himevumna

C.L1.4, I - Change(s) in the SPC, Labelling or
PL due to new quality, preclinical, clinical or
pharmacovigilance data: To update section
5.1 of the SmPC in order to update long-
term efficacy data based on the results from
studies B7451012, B7451013, B7451015
and B7451029. OHoBneHHs po3ainy
IHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS
"®apmakornorivyHi BnactusocTi". BBegeHHs
3MiH NPOTAroM 6-Tu MmicauiB nicns
3aTBepakeHHs. Pursuant to Article 20 of
Regulation (EC) No 726/2004, the European
Commission requested on 28 January 2022
the opinion of the European Medicines
Agency further to the safety issues on
MACE, VTE, serious infections, malignancy
and mortality for all JAK inhibitors used in
the treatment of inflammatory disorders. The
CHMP was requested to assess the impact
thereof on the benefit-risk balance of Cibingo
and to give its recommendation whether the
marketing authorisation of this product
should be maintained, varied, suspended or
revoked. As the request results from the
evaluation of data resulting from
pharmacovigilance activities, the CHMP
opinion was adopted on the basis of a
recommendation of the Pharmacovigilance
Risk Assessment Committee. OHOBNeHHS
po3ainie IHCTPYKUiT ANS MeANYHOro
3actocyBaHHs1 "OcobnmBoCTi 3acTocyBaHHs",
"Cnoci6 3actocyBaHHsi Ta fo3n", "ToGiyHi
peakuii”. Takox 6yno oHosneHo MYP go
Bepcii 3.2. BBeaeHHs 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBEPOKEHHS.

3a
peuenmom

UA/19698/01/02

11.

CIBIHKBO

TabneTkun, BKpUTi MMiBKOBOHO
obornoHkoto, no 200 mr: no 7
TabneTok, BKPUTUX MIiBKOBOK
obonoHkoto, y bnictepi, no 4 abo
no 13 6nicTepiB y KapTOHHIN
kopoobui

Mdpansep

Eny.Ci.Mi.

Kopnopew
LUH

CLA

Mdbansep MeHodekyypuHr
Doruneng M'moX

Himeyumna

C.1.4, 11 - Change(s) in the SPC, Labelling or
PL due to new quality, preclinical, clinical or
pharmacovigilance data: To update section
5.1 of the SmPC in order to update long-
term efficacy data based on the results from
studies B7451012, B7451013, B7451015
and B7451029. OHOBNEHHS po3ainy
iHCTPYKLUIii AN MEAMYHOro 3aCTOCYBaHHS
"®apmakornorivyHi BnactusocTi". BBeaeHHs
3MiH NpOTSArom 6-Tu MicsiLiB nicns
3aTBepakeHHs. Pursuant to Article 20 of
Regulation (EC) No 726/2004, the European
Commission requested on 28 January 2022

3a
peuernmom

UA/19698/01/03
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the opinion of the European Medicines
Agency further to the safety issues on
MACE, VTE, serious infections, malignancy
and mortality for all JAK inhibitors used in
the treatment of inflammatory disorders. The
CHMP was requested to assess the impact
thereof on the benefit-risk balance of Cibingo
and to give its recommendation whether the
marketing authorisation of this product
should be maintained, varied, suspended or
revoked. As the request results from the
evaluation of data resulting from
pharmacovigilance activities, the CHMP
opinion was adopted on the basis of a
recommendation of the Pharmacovigilance
Risk Assessment Committee. OHOBNEHHS
po3ainie iHCTPYKUIi 4NA MeanyHoro
3acTocyBaHHs "OcobnuBOCTI 3aCcTOoCyBaHHs",
"Cnoci6b 3actocyBaHHsi Ta foan", "MoGiyHi
peakuii”. Takox 6yno oHosrneHo MYP go
Bepcii 3.2. BBeaeHHs 3miH npoTarom 6-tu
MicAUiB Nicnsa 3aTBEPAXKEHHS.

12. | TPEKOHAI MOPOLLIOK AN PO34MHY ANS Mepak Himeuun MapKyBaHHsi Ta BTOPUHHE HimewunHa | B.l.b.2.a- Change in test procedure for AS or 3a UA/19579/01/01
iHdysin, no 1 r; 1 abo 5 [esenblia Ha nakyBaHHs, starting material/reagent/intermediate-Minor | peuenmom
cbnakoHiB 3 MOPOLLIKOM B T hrop BMNPOBYBaHHSA/KOHTPOb SIKOCTI, changes to an approved test procedure,

KapTOHHiIN kopobui KniHiwe BWMNYCK Cepil: Type IA.
LWneuianb Megak NesenbliadT drop To correct the concentration of the
npenapat Kniniwe Wneuiansnpenapate ammoniumacetate buffer, from 18 mM
e mbX M.6.X, HimewunHa NH4Ac to 180 mM NH4Ac, in the analytical
BUPOGHMLUTBO MikapCbKoro HILIC-HPLC method used during analysis of
3acoby, NepBMHHE NaKyBaHHS, impurities. The update reflects only the
BMNPOOYBaHHSA/KOHTPOIb SIKOCTI: correction of the method decription, the
OHkoTek ®apma MNpopakiuH actual concentration and method remain the
MBX, HimeuunHa same.
B.l.d.1. a. 4-Stability of AS- Change in the
re-test period/ storage period-Extention or
introduction of a re-test period/ storage
period supported by real time data, Type IB.
To extend the re-test period of th active
substance treosulfan manufactured by
Fermion Oy from 24 month to 36 months.

13. | TPEKOHAI MOPOLLIOK AN PO3YMHY AnS Mepak Himeuun MapKyBaHHsi Ta BTOPUHHE HimeuunHa | B.l.b.2.a- Change in test procedure for AS or 3a UA/19579/01/02
iHdpysin, no 5r; 1 abo 5 lesenblia Ha nakyBaHHs, starting material/reagent/intermediate-Minor | peyenmom
nakoHiB 3 MOPOLUKOM B T brop BUNPOBYBaHHS/KOHTPOIb SIKOCTI, changes to an approved test procedure,

KapTOHHiIN kopobui KniHiwe BUWMYCK Cepil: Type IA.
Lneuianb Megak NesenbliadTt drop To correct the concentration of the
npenapat KniHiwe Wneuianbnpenapate ammoniumacetate buffer, from 18 mM
e m6X M.6.X, HimewunHa NH4Ac to 180 mM NH4Ac, in the analytical

BMPOGHMLTBO rikapCbKoro
3acoby, nepBUHHE NaKyBaHHS,

BUNPOBYBaHHS/KOHTPOIb SIKOCTi:

HILIC-HPLC method used during analysis of
impurities. The update reflects only the

correction of the method decription, the
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OnkoTek ®apma MNpoaakiuH
'mM6X, HimewunHa

actual concentration and method remain the
same.

B.l.d.1. a. 4-Stability of AS- Change in the
re-test period/ storage period-Extention or
introduction of a re-test period/ storage
period supported by real time data, Type IB.
To extend the re-test period of th active
substance treosulfan manufactured by
Fermion Oy from 24 month to 36 months.

B.o. HayajIbHUKA
®apMaleBTHYHOI0 YIIPABJIIHHSA

JIroomuiaa SIPKO




