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OAO "®apmcrangapr-Y paBUTA"
450077, Y da, yn. Xynaiibepanna, 28
Jlupexrop 1o kadectBy: Tei/pakc (347) 291-21-17 (+4978), e-mail<ikbashkova@pharmstd.ru>
Havaneank OKK: Ten/daxc (347) 272-35-34 (+4745), e-mail<takovalchuk@pharmstd.ru>

HanmeHoBaHue npenapara no HA,

Homep cepum

QHS5P00

Aata npoussogacrea 18.08.2025
Aara ynakosku 18.03.2026

AHanusbl/UcnbiTaHUA NPoBeaeHbl B COOTBETCTBUM ¢ H,

lopeH po 07.2028

@ COII-BII-OKK-793 ©.2189/1

Crp. 1 uz 4
Macnopt Ne 040000816089
MmbpyBuKa, Kancynbl 140 mr
Konnuectso npoayKuum B cepuu (T.ynak) 3,479

HA, /IN-N2(005986)-(Pr-RU)-260624

Dara HaumeHoBaHue Tpe6oBaHua HA, Pe3ynbTaTtbl aHanU30B/McnbITaHUI
aHanusa nokasarenew
24.03.2026 Onwucaxne Teepaple *KenaTnHoBble Kancynbl N2 0, kopnyc u CooTBeTcTByeT
Kpbllweyka 6enoro LBeTa ¢ HaANUCbIO YEPHBIMMU Teeppaple xenaTuHoBble Kancynbl Ne 0,
YyepHunamm «ibr 140 mg» Ha KpbllueyKe. KOpMyc U KpbllweyKa 6enoro ugeta ¢
Cogfepnmoe Kancyn — nopowok ot 6enoro Ao HaANUCbIO YepPHbIMW YepHUNamu «ibr
nouTu 6enoro usera. 140 mg» Ha Kpblweyke.
CogaeprKkMmoe Karncyn — NopoLoK 6enoro
uBeTa.
25.03.2026 aoeHTUdMKaLumA Bpems yaepnBaHMA OCHOBHOTO NMKa Ha MopTeepxaaerca
XpomaTorpamme UCnbITyeMOro pactTsopa A0MKHO
COOTBETCTBOBATb BPEMEHU YAEPXKMBAHNA NUKA
MBpyTMHNOA Ha XpomaTorpamme CTaHAAPTHOrO
pacTtBopa
Y®-cneKTp NornoLeHna OCHOBHOIO NUKa A0MKEH MopTBepxaaerca
MMETb MaKCUMYM MOTIOLLLEHUA NPU TON XKe ANnHe
BOJIHbI, YTO U YP-cneKTp nuKa nbpytmHmnba Ha
XpomaTorpamme CTaHAaPTHOro pacTeopa
25.03.2026 PactBopeHue He meHee 80 % (Q) oT 3a8B/€HHOIO KOANYeCTBa 96 %
MBPYTUHNOBA AOMKHO NeperTn B pacTBop Yepes 30
MWH.
24.03.2026 Boga He 6onee 5,0 % 1,9%
25.03.2026 PoactBeHHble npumecn Mpumech PCI-7519 - He 6onee 1,3 % He 06HapyKeHOo
Mpumech PCI-7548 - He 6onee 0,5 % 0,08 %
Mpumeck PCI-7547 - He 6onee 0,4 % 0,06 %
JNltobas apyras eguHUYHAA NpUMech - He 6onee 0,2 He 0bHapyKeHO
%
Cymma npumecei - He 6onee 2,0 % 0,1%
25.03.2026 OZHOPOAHOCTb eANHUL, KoaddpuumeHT npuemnemoctu (AV) — He 6onee 15 1
[,03UPOBaHMNA ana 10 kancyn
KoaddpuumeHT npuemnemoctu (AV) — He 6onee 15 CooTBeTcTByeT
Aana 10 kancyn
25.03.2026 Mukpobuonoruyeckas 0ObLwee 4MCcno a3pobHbIX MMKPOOPraHU3MOB - He meHee 10 KOE/r
yucrota 6onee 10”3 KOE
Obuiee YNCNO APOXKIKEBDLIX U NIECHEBEbIX TPUH0B meHee 10 KOE/r
MWKpPOOpPraHM3mos - He 6onee 1072 KOEB 11
Orcytctue Escherichiacolis 1 r OtcyTcTBre
25.03.2026 KonnyectseHHoe 0T 95,0 go 105,0% oT 3aAB/NIEHHOro KOAMYecTBa 98,9 %
onpeaenexve
24.03.2026 YnakoBKa Mo 90 nnu 120 Kancyn Bo dnakoHe u3 CoortsetcTByeT
MONIM3TUIEHA BbICOKOI NNOTHOCTH, 3aKPbITbIN 90 Kancyn Bo $pakoHe U3 NoMITUNEHA
ANOMUHMEBOW NNEHKOW, NOAMNPONUIEHOBOM BbICOKOM MAOTHOCTH, 3aKPbITOM
KPbILWKOM, 3aWMLLEHHOM OT Cy4aliHOro ANOMUHNEBOW NAEHKOM,
OTKpbIBaHMA AeTbMU. Mo 1 pnakoHy BMecTe € NOAUMPONUIEHOBOM KPbILLIKOW,
JINCTKOM-BKNAAbILLEM B MAYKe KapTOHHOM C 3aLUMLLEHHOW OT Cy4yaliHOro
KOHTPO/IEM NEPBOTro BCKPbLITUA. OTKpbIBaHMA AeTbMU. 1 hnakoH BmecTe ¢
JINCTKOM-BKNAAplLLEM B MayKe
KapTOHHOW C KOHTPONEM NEPBOro
BCKPbITUA.




@ COII-BII-OKK-793 ©.2189/1

Crp.2u3 4

Macnopt Ne 040000816089
NmBpyswKa, Kancynbl 140 mr
Cepus: QHS5P00

24.03.2026

MapkunpoBka

MepBUYHasn ynakoBKa (3TMKeTKa dbnakoHa)

TeKCT Ha pycCcKom A3biKke

Toprosoe HanmeHoBaHue npenapata UMBPYBUKA
MexayHapoaHoe HenaTeHToBaHHOe
HaumeHoBaHWe N6PYTUHNG

JlekapcTBeHHan popma Kancynbl

[o3unposka 140 mr

Cnocob npumeHeHua [Ina npuema BHyTpb
CopfeprkaHue AeiCTBYIOLWEro BELLeCcTBa B O4HOM
kancyne 1 kancyna cogepxut 140,0 mr

CootBetcTByeT

MepBMYHasA ynaKoBKa (3TUKETKa
¢dnakoHa)

TeKCT Ha pyCcCKOM A3blKe

Toprosoe HaMMmeHOBaHWe nNpenapaTa
MMBPYBUKA

MexayHapoaHoe HenaTeHToBaHHOe
HaumeHOBaHWe NH6PYTUHNO
JNekapcTBeHHaa popma Kancynbl
[o3uposka 140 mr

NMepyTUHNGA Cnocob npumeHeHuna na npvema
Konuuyectso Kancyn B 1 dnakoHe 90 Kancyn unm BHYTpb
120 kancyn CopeprkaHue AelCTBYIOLLErO BELLECTBa B

MpepynpeanTensHble Hagnuek MNepep,
npUMeHeHnemM BHUMATENIbHO 03HAKOMBTECH C
JIMCTKOM-BKNAAblLLeM

XpaHUTb B HEAOCTYMHOM A/15 AeTel mecTe
Ycnosus xpaHeHus He TpebyeT cneuuanbHbix
YCNOBWIA XpaHEHUA

JononHutenbHble Hagnucu PaspaboTtaHo
COBMECTHO C KomMNaHuen ®apmacaiknnke
HavmeHoBaHMe v cTpaHa nponssoauTens
NeKapcTBeHHOro npenapata pounssoacTso:
Cunar AT, LWseliuapua nnmn

Mpowunssoactso: Katanent CTC I/1C, CLLUA
Homep cepun Homep cepum (LOT):

[ata npoussoacTtea [ara np. (MFD):

[aTa ucteyeHuns cpoka rogHoctn foaeH po (EXP):
Ab6pesunatypa «OA.®.», conpoBoKAaEMasn rogom
pa3paboTkM ynakoBoyHoro anemeHTa © A4.9.2023
TeKCT Ha aHINACKOM A3blKe

MexayHapogHoe HenaTeHToBaHHOe
HavmeHoBaHwe ibrutinib

A66pesunatypa «© Pharmacyclics»,
conposoXaaemasn rogom paspaboTkm
ynakoBo4Horo anemeHta © Pharmacyclics 2023
Jlorotun npoussoauTens (10rotmn rpynmnbl
KomnaHui AHcceH) Janssen

BHYTPeHHMI1 KoA, yNakoBOYHOro maTepuana
(nepemeHHoe 3HayeHWe) MOXKeT yKasblBaTbCs
unopamm uam umudbpamm n Byksamu, a TakKe
oTAeNbHbIMU rpadUYecKUMMm aneMeHTaMm
TexHuueckue kogpl MoryT npucyTcTBOBaTb UK
OTCYTCTBOBaTb

OfHOW Kancyne 1 Kancyna cofeput
140,0 mr nbpyTtunHMba

Konuuectso Kancyn B 1 pnakoHe 90
Kancyn

MpeanynpeanTtensHble Hagnucu Nepes,
npYMeHeHneM BHUMATE/IbHO
03HaKOMbTECH C JIMCTKOM-BKAaAblLLIEM
XpaHUTb B HEAOCTYNMHOM A/15 AeTei
mecte

Ycnosua xpaHeHusa He Tpebyet
cneuunanbHbIX YCNOBUI XpaHeHNA
[JononHuTtenbHble Hagnucn
Pa3paboTaHO COBMECTHO C KOMNaHWew
dapmacaliKnuke

HavmeHoBaHMWe n cTpaHa
NpON3BOAMTENA NEKAPCTBEHHOTO
npenaparta MNpounssoacteo: Cunar Al,
LLiseiuapus

Homep cepun Homep cepwuu (LOT):
[ata npoussoactsa [Jata np. (MFD):
[lata ucreyeHna cpoka rogHoctu fogeH
0o (EXP):

Abbpesunatypa «OA.P.»,
conpoBoXAaemasn rogom paspaboTkm
ynaKoBOYHOro asiemeHTa © A.9.2023
TEKCT Ha aHIUIACKOM A3blKe
MexayHapoaHoe HenaTeHToBaHHoe
HavmeHoBaHwe ibrutinib
Ab6pesuatypa «© Pharmacyclics»,
conpoBoOXAaemasn rogom paspaboTkm
YNaKOBOYHOro 3nemeHTa ©
Pharmacyclics 2023

Norotn npoussoautens (norotmn
rpynnbl KOMNaHWi AHccer) Janssen
BHYTPEHHMI1 KoA, yNaKoBOYHOro
maTepuana (nepemeHHoe 3HaueHue)
YkaszaH undpamu u byksamm
TexHM4ecku koa MNpucyTcTeyet




@ COII-BII-OKK-793 ©.2189/1

Crp.3u3 4

Macnopt Ne 040000816089
NmBpyswKa, Kancynbl 140 mr
Cepus: QHS5P00

BTopuuHas (noTpebutenbckan) ynakoska (nayka
KapToHHas, 1 GnakoH B ynakoske)

TeKCT Ha pycCKom A3biKke

Toprosoe HanmeHoBaHue npenapata MMBPYBUKA
MexayHapoaHoe HenaTeHToBaHHOe
HaMmeHoBaHWe WBPYTUHNO

[o3uposka 140 mr

JlekapcTBeHHaa dopma Kancynbl

Cnocob npumeHeHua [na npuema BHYTPb
Konuuyectso Kancyn B 1 dnakoHe 90 Kancyn unum
120 kancyn

JononHutenbHble Hagnucu PaspaboTtaHo
COBMECTHO C KOMNaHuen dapmacaiknukc.
HanmeHosaHue u cTpaHa npoussoauTena
NIeKapCTBEHHOro NpenapaTta, OCyLecTBAALLErO
npoussoacTso MpowussoacTeo: KataneHt CTC JI/1C,
CLUA. nnu NMpowussoacTtso: Cunar AT, LLselinapus.
HanmeHoBaHue v cTpaHa npoussoanTens
JNleKapCTBEHHOro npenapaTta, NepBUYHYIO YNaKOBKY
MepBuyHan ynakoska: Cunar Arl, LWeeiiuapusa. uam
MepsunyHana ynakoska: AHcceH-Cunar C.n.A.,
Ntanua.

HaumeHoBaHWe v cTpaHa npounsBoanUTens
NIeKapCTBEHHOTro NpenapaTta, OCyLecTBAALLErO
BTOPWYHYIO YNAKOBKY W BbIMyCKalOLWMA KOHTPONb
KauecTBa BTopnyHas ynakoBKa v BbiNyCKatoLMi1
KOHTPOANb KayecTsa:

OAO «®apmcTtaHaapT-YoaBUTA», Poccua, r. Yoa.
HanmeHoBaHue u agpec gepatena
perncTpaumoHHoro yaocroseperuna [lepxarens
perncTpaumoHHoro yaoctosepenma: 000
«JJXKOHCOH & [1)>KOHCOH», Poccun, 121614, r.
Mocksa, yn. Kpblnatckas, g. 17, kopn. 2.

Homep peructpaumoHHoro yaoctosepeHua Homep
perncTpaLMoHHOro yA0CTOBEPEHUA:

CofeprkaHue aeincTeyrowero sewtectsa B 1 kancyne
1 nepeyeHb BCMOMOraTesibHbIX BelecTs 1 kancyna
COAEPKUT: AeNCTBYIOLLEE BELWECTBO: MOPYTUHNG —
140,0 mr; BCnoMmoraTeNibHble BeLLecTBa:
LLenntoN03a MUKPOKPUCTANANYECKasn,
KpOCKapmennosa HaTpuaA, HaTpua naypuncynbodar,
MarHus cTeapart; Kancyna (Kopnyc u KpblWweyKa):
TUTaHa AWOKCUA, KeNaTuH, YepHuna Opacode®
S-1-17822 1 Opacode® S-1-17823.
MpeaynpeantenbHble Haanucu Mepen
NPUMeHeHnem BHUMaTeIbHO 03HaKOMbTECh C
JINCTKOM-BKNaApblem. XpaHUTb B HEAOCTYNHOM
ANA aeten mecre.

Ycnosua otnycka 13 antek OTNycKaloT no peuenTy.
Ycnosus xpaHeHus He TpebyioT cneuuanbHbix
YCNOBUI XpaHeHMA.

Kog, npoaykta Kog, np. (PC):

YHUKaNbHbIW KOA, yNakoBKkM YHUK. Kog (SN):
Homep cepuun Hom. cepum (LOT):

[ata npoussoacTtea [ata np. (MFD):

[aTa ucteyeHuns cpoka rogHoctn foaeH go (EXP):
CpeacTBo naeHTUdMKaLMN ANA MOHUTOPUHTA
ABUKEHWA npenaparta oT NPou3BoAUTeNA 40
KoHeyHoro notpebutens (2D Koa)

LTpux-Kog,

Ab6pesunatypa «OA.®.», conpoBoKAaEMasn rogom
pa3paboTkM ynakoBoyHoro anemeHTa © A.9.2023
TeKCT Ha aHINACKOM A3blKe

MexayHapoaHoe HemnaTeHToBaHHOe

CooTBetcTByeT

BTopuuHas (noTpebutenbckasn) ynakoBka
(nauka kapToHHas, 1 GnakoH B
YyNaKoBKe)

TeKCT Ha pyCcCKOM A3blke

Toprosoe HaMMmeHoBaHWe nNpenapaTa
MMBPYBUKA

MexayHapoaHoe HenaTeHToBaHHoe
HavmeHOoBaHWe N6PYTUHNG
[o3uposka 140 mr

JlekapcTBeHHaa popma Kancynbl
Cnocob npumeHeHuna na npuema
BHYTPb

Konuuectso Kancyn 8 1 pnakoHe 90
Kancyn

[ononHutenbHble Hagnucn
PaspaboTaHo cOBMECTHO C KOMNaHuel
dapmacaliknmkc.

HanmeHoBaHwue 1 cTpaHa
NpPOn3BOAMTENA NEKAPCTBEHHOTO
npenaparta, ocyLecTBAAOLLErO
npoussoacTteo MNpounssoactso: Cunar Afl,
LLiseiuapma.

HanmeHoBaHwue 1 cTpaHa
NpPON3BOAMTENA NEKAPCTBEHHOMO
npenapara, NepBUYHYIO YNaKoBKY
MepBunyHana ynakosKa: AHcceH-Cunar
C.n.A., Utanus.

HanmeHoBaHwue 1 cTpaHa
NpoOn3BOAMTENA NEKAPCTBEHHOrO
npenaparta, oCyLecTBAAOLWEro
BTOPWYHYIO YNAKOBKY U BblIMyCKatoLL Wi
KOHTPO/Ib KayecTBa BropnyHas ynakoska
1 BbINYCKaIOLWMI KOHTPO/b KayecTsa:
OAOQ “dapmcraHgapT-YoaButa”, Poccus,
r. Yoa.

HanmeHoBaHwue 1 agpec gepkatena
perncTpaLMoHHOro ya0cToBepeHna
[epatenb pernctpaumoHHoro
yaoctosepeHus: 000 “KOHCOH &
[ykoHcoH”, Poccumsa, 121614, r. MockBa,
yn. Kpbinatckaa, a. 17, kopn. 2.

Homep perncrpauymoHHoro
ygoctosepeHua Homep
perncTpaLMoHHOro yA0CTOBEPEHUA:
CopeprkaHue AeicTBytoLLEro BelecTsa B
1 kancyne n nepeyeHb
BCMomoraTenbHbIX BellecTs 1 kancyna
COLEPKUT: AelCTBYIOLLEE BELLLECTBO:
M6PYTUHUG — 140,0 mr;
BCMOMOraTe/ibHble BelecTBa:
LenNt0103a MUKPOKPUCTANINYECKasn,
KpOCKapmennosa HaTpua, HaTpua
naypuncynbdaT, MarHua cteapar;
Kancyna (Kopnyc 1 Kpblleyka): TuTaHa
OMOKCUA, KenaTuH, YepHuna Opacode®
S-1-17822 n Opacode® S-1-17823.
MpeanynpeanTtensHblie Hagnucu Nepes,
npYMeHeHnemM BHUMATEIbHO
03HaKOMbTECH C IMCTKOM-BK/IablLIeM.
XpaHUTb B HEAOCTYNMHOM A/1s AeTei
mecre.

Ycnosua otnycka u3 antek OTnyckatoT
no peuenty.




@ COII-BII-OKK-793 ©.2189/1

Crp.4u3 4

Macnopt Ne 040000816089
NmBpyswKa, Kancynbl 140 mr
Cepus: QHS5P00

HavmeHoBaHwe ibrutinib

A66pesunatypa «© Pharmacyclics»,
conpoBoXaaemasn rogom paspaboTkm
ynakoBo4Horo anemeHta © Pharmacyclics 2023
Jlorotun npoussoauTens (10rotmn rpynmnbl
KomnaHui fiHcceH) Janssen

JloroTvn Npov3BOAUTENSA, OCYLLLECTBAAIOLLETO
BTOPUYHYHO YNAKOBKY W BbIMYCKalOLWMIA KOHTPONb
dapmcTaHgapT

BHYTpeHHMI1 Kog, yNakoBOYHOro matepuana
(nepemeHHoe 3HayeHWe) MOKeT yKasblBaTbCs
undpamu nnmn umdpamm n BykBamu, a TakKe
oTAe/IbHbIMU rPadUYECKUMM INeMEHTaMM
TexHnuyeckue Kogpl MoryT npucyTcTBoOBaTb MU
OTCYTCTBOBATb

Ycnosua xpaHeHua He Tpebyet
cneumanbHbIX YC0BUI XpaHEHUA.
Kopg, npoaykTa Kog, np. (PC):
YHUKaNbHbIN KOg, yNakoBKMN YHUK. KoL,
(SN):

Homep cepuun Hom. cepum (LOT):
[ata npoussoactsa Aata np. (MFD):
[aTta ucreyeHna cpoka rogHoctv fogeH
0o (EXP):

CpeactBo naeHTMPUKaumm ana
MOHUTOPWHIA ABUXEHUA npenapata ot
npoun3BoAuUTena A0 KOHeYHOro
notpebutens (2D Koa)

LUTpnx-Kopa,

Ab6pesuatypa «OA.D.»,
CONpPOBOXKAAEMAA rof0M PaspaboTKu
YyNaKoBOYHOro anemeHTa © A.9.2023
TeKCT Ha aHIUIACKOM A3blKe
MexayHapofHoe HenaTeHTOBaHHOe
HanmeHoBaHwe ibrutinib
Ab66pesuatypa «© Pharmacyclics»,
conpoBoXAaemasn rogom paspaboTkm
YNaKoBOYHOro 3nemeHTa ©
Pharmacyclics 2023

Norotun npoussoautens (norotvn
rpynnbl KOMNaHuii AHcceH) Janssen
JNloroTvn npoussoauTens,
OCYLLECTB/AOLLErO BTOPUYHYIO YNAKOBKY
1 BbINYCKAOLWMIA KOHTPOb
dapmctaHaapT

BHYTPEHHMI1 KOA, yNaKoBOYHOro
maTepuana (nepemeHHoe 3HaueHue)
YKaszaH uuopamu n byksamm
TexHNYeCKuUi Kog, npucyTcTeyeT

24.03.2026 XpaHeHwne

He TpebyeT cneunanbHbIX YCNOBUI XPAaHEHUS.

CoortsetcTByeT

24.03.2026 CpoK rogHoCTH

3 roga.

CoortsetcTByeT

lfopeH po 31.07.2028

3akntoueHme OKK: JlekapcTBeHHbIN npenapaT MMbpyBsumKa, kancynbl 140 mr cepmum QHS5PO0 cooTteeTcTByeT H/, /1M-N2(005986)-

(PT-RU)-260624

3amecTutenb HayanbHUKa oTaena
KOHTpPOANA Ka4yecTBa:

3y6apesa lOnua BayecnaBoBHa

NognucaHo BﬂeKTpOHHOVI noanucbo

25.03.2026 17:29

27029905-7933435850

[laTa BblAaum 3aKkn04eHUA 0 Kadectee 25.03.2026




