NMEPENIK

NIKAPCbKUX 3ACOBIB LOAO AKUX 3ABEPLUEHO PO3IrNAL PEECTPALINHNX MATEPIANIB NMPO BHECEHHSA 3MIH 0

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

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

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCBLKOIrO COK3Y

Ne Hassa Popma sunycky 3asBHUK KpaiHa Bupo6HukK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1. CIBIHKBO TabneTku, BKPUTI Mdcpaiizep CLWA Mdpaiizep HimeuunHa C.1.4, I - Change(s) in the SPC, Labelling or PL 3a UA/19698/01/01
NNiBKOBOIO Enu.Ci.Mi. MeHodeKUYpPUHT due to new quality, preclinical, clinical or peuyenmom
060/10HKOI0, N0 50 Mr: Kopnope#iLuH Hoiunena MmoX pharmacovigilance data: To update section 5.1 of
no 7 Tabnetok, the SmPC in order to update long-term efficacy
BKPUTUX NIBKOBOIO data based on the results from studies
060/10HKO0, Y B7451012, B7451013, B7451015 and B7451029.
6nictepi, no 4 OHOBEHHS pO3fAiny IHCTPYKUIT AN MefuyHoro
6nicTepN Y KapPTOHHIN 3acTocyBaHHS "®apMakonorivHi B1acTnBOCTI".
Kopoo6Li BBefeHHs 3MiH NpoTAroM 6-Tu micAuis nicns
3aTBepMKeHHs. 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. OHOB/IEHHA PO34iniB
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHS
"Oco6mBOCTI 3acTocyBaHHsA", "Cnoci6
3acTocyBaHHs Ta fo3u", "MobiuHi peakuyii”. Takox
6yno oHosneHo MYP fo sepcii 3.2. BBeAeHHA
3MiH NPOTArOM 6-TW MiCALIB NiC/A 3aTBEPAKEHHS.
2. CIBIHKBO TabneTkn, BKpUTI Mdpaiizep CLIA Mcpaiizep HimeyunHa C.14, Il - Change(s) in the SPC, Labelling or PL 3a UA/19698/01/02
NNiBKOBOIO Eiiy.Ci.Mi. MeHodek ypuHr due to new quality, preclinical, clinical or peyenmom
o60510HKO0, Mo 100 KopnopeWiwH Lonuneng MmoX pharmacovigilance data: To update section 5.1 of

Mr: Nno 7 TabneTok,
BKPUTWX M/1IBKOBOIO
060/10HKOI0, Y
6nictepi, no 4 a6o no
13 6nicTepiB y

the SmPC in order to update long-term efficacy
data based on the results from studies
B7451012, B7451013, B7451015 and B7451029.
OHOBEHHSA PO34iNny IHCTPYKLUIT 415 MeANYHOro
3acTOoCyBaHHSA "®apMakonoriyHi B1acTnBocTi”.
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BBefeHHs1 3MiH NpoTArom 6-T MicAUiB micns
3aTBepMKeHHs. 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. OHOBNEHHSA pO3A4iniB
IHCTPYKLT AN MeAMYHOro 3aCTOCYBaHHS
"Oco6mBoCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHs Ta fo3u", "MobiyHi peakyji”. Takox
6yno oHoBrieHo MYP no Bepcii 3.2. BBeAeHHs
3MiH NPOTArom 6-TW MiCALIB NiCNs 3aTBEPMAKEHHS.
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C.1.4, Il - 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.
OHOBEHHSA PO34iNny IHCTPYKLIT 4N MeanyHOro
3acTocyBaHHA "®apmakosnorivyHi BNactuBocTi".
BBefeHHs1 3MiH NpoTArom 6-T MicAUiB nicns
3aTBepMkeHHs. 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
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Ne Hassa ®dopma sunycKy 3asBHUK Kpaina Bupo6Huk KpaiHna Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ghopma, Bionycky peecmpayjitiHo2o
3acoby ynakoska) nocsi04YeHHs1

Assessment Committee. OHOBNEHHSA pO34iniB
IHCTPYKLT AN MeAMYHOro 3aCTOCyBaHHS
"Oco6mBoCTi 3acTocyBaHHA", "Cnoci6
3acTocyBaHHs Ta fo3u", "MobiyHi peakyji”. Takox
6yno oHoBrieHo MYP no Bepcii 3.2. BBeAeHHs
3MiH NPOTArom 6-TW MiCALIB NiCNs 3aTBEPMAKEHHS.




