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Cpok JeiicTBUSA perncTpalHoHHOro

'YAOCTOBEpeHHs JIeKapCTBEHHOro Npenapara

31.12.2025

JaTta BHeceHHs] H3MEHEHHIT B perHCTPaNOHHOE
YAOCTOBEpEeHHE JIEKaPCTBEHHOTO NpenaparTa
(1aTa 3ameHbl PerncTpaunoHHOro
ynoc*ronepenuﬁ JIEKAPCTBEHHOTIO Mpenapara)

25.06.2025

Mudopmaims o 3aperucTpHpOBAHHOM JIEKAPCTBEHHOM Npernapare:
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~Toprosoe HaHMEHOBAHHE

Kuneper®

“MesyHapoaAHOe HenaTeHTOBaHHOe, WITH
TPYHIHPOBOYHOE, HIH XHMHYECKOE
_HauMeHoBaHue

Anakuupa

| Jiekaperaennas gopma

pacTBOp AiA NOAKOKHOTO BBEACHHA

Hoéﬁppn_ka

150 mr/ma

| KayecTBeHHDII COCTAB H KOJHMYECTBEHHBIN COCTAB AEHCTBYIOIMIMX BEUIECTE H Ka4eCTBEHHBIH
/COCTAB BCIOMOTaTE/ILHBIX BEIECTB ;
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'::aHaKﬂHpa- 150 Mr/mi, BCcroMOTaTeNbHble BELIECTBA (JMMOHHAf KHCJIOTA, HATPUS XJIOPUL, JVHATPHA
‘9petara aurHapar, nonrcopbar-80, Boxa M1t HHBEKIIHIA)

{a;.«g;@;‘ti

=

i \-u,w-;

,'?iliopn;la ‘BbINYcKa (TekapcTBeHHast dopma,
‘7103HPOBKA, NEPBHYHAT YNAKOBKA, KOIHIECTBO
/eKapcTBeHHOI POPMBI B IEPBHYHOMH

/yAKOBKE, KOJH4YeCTBO NEPBUUHON YNaKOBKH B

] norpeﬁmenbmoﬁ YyOAKOBKE, KOMIIJIEKTHOCTD)

PacTBOp A IOJAKOXKHOTrO BBe)IeHPI}I, 150 l\m’ml
(umpuu) 0.67 mu x 7 (magka kapToHHAT); -

pacTBop IJs MOAKOKHOIO BBEISHHS, 150 'M}'-.f'ﬁ:
(mmpu) 0.67 M x 28 (kopobka KapTeHHaR) -

Pexan:mn.] uopma’ruanoﬁ AOKYMEHTALHH
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Crpanuua 2 peructpaniontoro ynocroseperus Ne JI[1-00674

ITponssoacTBenHble MIOLIAAKH, YUacTBYIOLIHE B IpoLecce IPOU3BOACTBA JIEKAPCTBEHHOTO
npenapara, ¢ ykasaHHeM crafuii Npou3BoACTBA, Ha3BaHUH U paKTHUECKHX aPecoB

MECTOHAX0KICHUSA

Ipouszeodcmeo 20mogol ekapcmeeHHoOU GopMel

Mareon Utamusa C.I1.A., Utanus /
Patheon Italia S.P.A., Italy

Viale G.B. Stucchi, 11020900 Monza (MB), Italy

TIpou3s00cmeo 20mo8oU exapcmeeHHol Gopmbl

Xocmupa 3arpe6 JIta., Peciry6muxa Xopeathst /
Hospira Zagreb Ltd. (d.o.0), Republic of Croatia

Prudnicka cesta 60, 10291 Prigorje Brdove&ko, Republic of Croatia

Tlepsuynas ynaxosrka

INateon Uranus C.IL.A., Uranug /
Patheon Italia S.P.A., Italy

Viale G.B. Stucchi, 11020900 Monza (MB), Italy

Hepeuuras ynaxoexa

Xocnmpa 3arpe6 Jita., Pecybnnxa Xoppatus /
Hospira Zagreb Ltd. (d.o.0), Republic of Croatia

Prudnicka cesta 60, 10291 Prigorje Brdove&ko, Republic of Croatia

Bmopuunas/nompebumensckas ynakoexka

Puuon Jlaiid Caiierc AB, [llBenns /
Rechon Life Science AB, Sweden

Soldattorpsvagen 5, Limhamn 216 13, Sweden

Hpouzsooumens (Boinyckarouwuii KoHmpons
Kavecmea)

Csenumr Opdan Buoutpym AB (nadum), Liseuns /
Swedish Orphan Biovitrum AB (publ), Sweden

Norra Stationsgatan 93, 113 64 Stockholm, Sweden

3amecrurens MunaucTpa
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