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NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIOJIOINYHUX NMPENAPATIB), LLOOO AKX BIAMOBJIEHO Y BHECEHI
3MIH [O PEECTPALIMHUX MATEPIATNIB, AAKI BHOCATLCA A0 OEPXXABHOIO PEECTPY NIKAPCbKMUX 3ACOEIB
YKPAIHU, SIKI SAPEECTPOBAHI KOMMETEHTHUMU OPFAHAMU CNONYYEHUX LUTATIB AMEPUKWN,
LUBEMLIAPCbKOI KOH®OELEPALIT, ANOHII, ABCTPANII, KAHAOWU, NIKAPCbKUX 3ACOBIB, LLIO 3A
LIEHTPAIII3OBAHOIO NPOLEAQYPOIO 3APEECTPOBAHI KOMNETEHTHUM OPFAHOM EBPOMNENCBLKOIrO COK3Y

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina Peecmpauyitina npoyedypa Ymoeu Homep
JNikapcbKo20 (nikapcbka ¢gpopma, eidnycky |peecmpauiiiHo2
n/ 3acoby ynakoeka) 0 rnoceid4YyeHHs1
n
1. | NAHCYP®® | Tabnetku, BKpUTI Jle ®paHuia BignoBiganbHMi 3a BUpobHMLUTBO, AnoHis/ C.l.4 type Il — Change(s) in the Summary of 3a UA/16712/01/02
15 MI/6,14 NniBKOBOIO Na6opaTtya KOHTPOMb SIKOCTi Ta BUMNYCK cepii npogyKuii dpaHuia Product Characteristics, Labelling or Package peuenmom
Mr obornoHkot, no 15 p Ceps'e in bulk: Tanxo ®apmacstoTikan Ko., 4., Leaflet due to new quality, preclinical, clinical or
Mmr/6,14 mr, no 10 AnoHis; BignoBiganbHU 3a NPOBEAEHHS pharmacovigilance data.
Tabnetok y 6nictepi; KOHTpOIO sikOCTi npoaykuii in bulk 3a Update of sections 4.2, 4.4 and 5.2 of the SmPC in
no 2 abo 6 GnicTtepiB y NMoKa3HUKOM [OMiLLKK enemeHTiB: Cymika order to update information on patients with severe
KOpoO6Li 3 KapTOHY Kemikan Ananisic Cepsic, Jlta., AnoHis; renal impairment based on final results from study
BiAMNOBIAaNbHUIA 3a KOHTPOIb SKOCTI, TO-TAS-102-107 (A Phase 1, Open-label Study to
nepBUHHE Ta BTOPUHHE NaKyBaHHS i Evaluate the Safety, Tolerability, and
BUWMYCK Cepii rOTOBOro NikapCbKoro 3acoby: Pharmacokinetics of TAS-102 in Patients With
Na6opaTopii Ceps'e IHgacTpi, PpaHuis Advanced Solid Tumors and Varying Degrees of
Renal Impairment). The Package Leaflet is
updated accordingly. The updated RMP version
8.0 has also been agreed. In addition, the
Marketing authorisation holder (MAH) took the
opportunity to bring the RMP in line with the
template revision 2 of the good Pharmacovigilance
practice module V guideline and to align the PI to
the QRD template version 10.1.
BBeneHHs 3MiH NpoTArom 6-Tu MicsiLiB nmicnsi
3aTBEPAKEHHS.
2. | NTAHCYP®® | TabneTku, BKpUTI Jle ®paHuia BignoBigansHMi 3a BUpOOGHMLTBO, AnoHis/ C.l.4 type Il — Change(s) in the Summary of 3a UA/16712/01/01
20 Mr/s,19 NniBKOBOO Jlabopartya KOHTPOMb SIKOCTi Ta BUMYCK cepii npoayKuii ®paHuis Product Characteristics, Labelling or Package peuenmom
Mmr o6onoHkoto, no 20 p CepB'e in bulk: Tanxo ®apmacsbtoTikan Ko., Nl74., Leaflet due to new quality, preclinical, clinical or
mr/8,19 wmr, no 10 AnoHis; BignoBiganbHUA 3a NPOBEAEHHS pharmacovigilance data.
Tabnetok y 6nictepi; KOHTPOIMO SKOCTi NpoAykuii in bulk 3a Update of sections 4.2, 4.4 and 5.2 of the SmPC in
no 2 a6o 6 Gnictepis y NMoKa3HUKOM [OMiLLKM enemeHTiB: Cymika order to update information on patients with severe
KOpOoO6Li 3 KapTOHY Kemikan Ananisic Cepsic, Jlta., AnoHis; renal impairment based on final results from study
BiAgnoBiganbHWIA 3a KOHTPOrb SKOCTI, TO-TAS-102-107 (A Phase 1, Open-label Study to
nepBvHHE Ta BTOPUHHE NaKyBaHHS i Evaluate the Safety, Tolerability, and
BUWMYCK Cepii rOTOBOrO NikKapCbKoro 3acoby: Pharmacokinetics of TAS-102 in Patients With
INa6opaTopii Ceps'e IHgacTpi, PpaHuisi Advanced Solid Tumors and Varying Degrees of
Renal Impairment). The Package Leaflet is
updated accordingly. The updated RMP version
8.0 has also been agreed. In addition, the
Marketing authorisation holder (MAH) took the
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opportunity to bring the RMP in line with the
template revision 2 of the good Pharmacovigilance
practice module V guideline and to align the PI to
the QRD template version 10.1.
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBEPAKEHHS.

MeHepanbHU UpeKTop
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