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BceM 3aHHTepecoBaHHhIM JIH:QaM 

BakaeMIe napTHepLI! 

OOO JIroHcoH & J[KOH€OH» BLIpaaeT BaM CBOe IIOITeHHe HaCTOIIIM IIHCLMOM 
coo6rn;aeT o rrorryqeH1111 per11crpau;110HHoro y,n;ocToBepeHH51 (,n;arree - PY) Ha 

rreKapcTBeHHbIM rrperrapaT TpeMCpe51 (MHH: rycerrbKyMa6), pacTBop ,n;rr51 rro,n;KO)KHOro 

BBeJIeH, IO0 MI/MJI, IIIIpHIIL, IIIIpHII-pyIKH, BLIJIaHHLIM B COOTBeTCTBI C 

Tpe6osaunHMH Espa1uiicKoro 3KOHOMuqecKoro co101a (EA3C). 

HoMep PY EA3C: JIII-N2(001697)-(Pf-RU) 
)];aTa perMcrpau;1111: 20.01.2023 

CpoK ,11;eiicTBl151 PY: 20.01.2028 

3aKoHo,n;aTeJibCTBOM EA3C[IJ,[2J rrpe,n;ycMoTpeH rrepexo,n;HbIM rrep110,n;, cocTaBJI5IIOIIJ;11M 

180 KaJeHnapHLIX JIHe, B paMKax KOTOporo 6y,n;yT ,n;eiiCTBJITeJibHbI O,[J;HOBpeMeHHO 

,[J;Ba per11cTpau;110HiibIX y,n;oCTOBepeHl151: per11crpau;ROHHOe y,n;oCTOBepemie, 

Bbl,[J;aHHOe B COOTBeTCTBl111 C Hau;110HaJibHbIMl1 Tpe60BaHM PocccKo 

<l>e,n;epau;1rn (,n;arree - PY P<l>) H peCTpaIOHHOe yJOCTOBepeHe, BbI,[J;aHHoe B 
cooTBeTCTB1111 c rpe6oBaHl15IMl1 EA3C (,n;arree - PY EA3C). TaKRM o6pa3oM, ,n;rr51 
rrperrapaTa TpeMcpe51 B rrep110,n; ,[J;O 19.07.2023 ,n;eMCTBl1TeJibHbl ,[J;Ba per11crpau;110HHbIX 
y,n;oCTOBepeHl151: 

1. PY P<l>: JIII-005686 
2. PY EA3C: JIII-N2(001697)-(Pf-RU) 

B COOTBeTCTBHH C HOpMaM 3aKOHOJaTCJILCTBa EA)Cl?I B Te9eHe 180 

KarreH~apHhlX ,[J;Heii pa3pernaeTC51 rrp0113B0,[J;CTBO rreKapCTBCHHOro rrperrapaTa 

corrraCHO per11cTpau;110HHOMY y,n;oCTOBepeHl1IO, BbI~aHHOMY B COOTBeTCTBMl1 C 

3aKoHo,n;aTeJibCTBOM P<l> (PY P<l>). )];orrycKaeTC51 BB03, o,n;HoBpeMeHHa51pearrtt3au;115111 

MeJIHIIHHCKOe IIpHMeHeHe IpeapaTa JO OKOHaH CpOKa ro,n;HOCTl1 
neKapcTBeHHoro rrperrapaTa. 

8 rocy,n;apcTBCHHOM peecTpe rreKapCTBCHHbIX cpe,n;CTB ,[J;JI51 JieKapCTBeHHOro 

rrperrapaTa TpeMcpe51 (MHH: rycerrhKyMa6), pacTBop ,[J;JI51 rro,n;KO)KHOro BBe,n;eH1151, 100 
Mr/Mrr rrp11 Il011CKe no COCT051Hl1IO «)];eiiCTBYIOIIJ;11M» 11 «BbI,[J;aHO ITO rrpaB11JiaM 

EA3C» RMeIOTC51 crre,n;y10n.:i:11e 3arr11ctt: 
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focy,uapcrneHHon1 peecrp rre1mpcTBeHHLIX cpe11cTB 
@ ekapcreHHe npenapaTbl O <l>apJ11aoeBTB'lecJ.:Be cy6cTaenee 

HoMep pen1crpaunoeHoro ynocToBepeHIDI / peecTpoBoiI Jarn1c11 I 
MHH I rpymmpoBo<raoe (XIIMIIIeCKOe) HaILMeH0BaHIIe 

JTeKapereHHaa popa 

ToproBoe HaIMeH0BaHIIe Tpepea 
HanMeHoBaHne .rrep)KaTeJIJI / BJJa,uem,ua penrcTpaunomrnro y.nocToBepemDI 

IlpomBo.rrnrenh ' 

Crpaea 1 
Cocrmnme 2 Bb16paHo 

Crpox a erae [1o] [ HaiiTB HafuxeHo: 2 

l 
- - - l 

.Ni 
n/ Toproeoe 

MewyHapoHoe 
HenaTeHTOBaHHOe 

HilMHeHOBilHMe MllM 
rpynnMpoeo•rnoe 
(XMMM'leCKoe) 

c»opMa BblnyCKil 

I Tpeubea 

2 Tpeubex 
I 

Tyce.1LKyMao pacTBop JlJIH. no.nKoJKHoro BBe.rremrn: 

pacTB0p LI Il0lIK0lKH0ro BBe.rremDI: 

HilMMeHOBilHMe 
epa Tenn n 
nape nua 

perMcrpa4MOHHOfO 
YAOCToeepeHMR 
neKapcreeHHoro 

npenapaTa 
1000 ")l)K oscos & 
l)l)K oHCOH11 

__ 

000 11,[(;K OHCOH & 
I.[{)K OHCOH" 

CTpaHa Aep>KaTenR M/lM 
napenbtua percrpatuoHoro PerwcrpauoHH 

YAOCTOBepeHMR neKapcreeHHOfO HOMep 
npenapaTa 

Poccmr 

,Poccm, 
I 

nII-.N2(001697)- 
1(Pf-RU) 
T - 
/In-005686 

IIpocM yIeCTL JaHHyHO HhOpMaIHO B Bamei pa6ore. 

para 
rocy apcrseHo 
perMCTpilUMM 

20.01.2023 

05.08.2019 

20.01.2028 

05.08.2024 28.05.2020 

/1 _,20.01.2023: 

1 E3K 25.01.2022 

Ip/1oKeHM: 

• PY JIII-005686 
• PY JIII-N2(001697)-(Pf-RU) 

C yBaKeHHeM, 

Me/HcKi JupeKrop 
000 «,[);)KOHCOH & ,[);)KOHCOH» 

A1Jpei HKonaeBA Ion1KOB 

Hcnonmnenh: 
PyKOBO,[(lffeJlh OT,z:i;ena pemcTpallJ,U1 

)KepHOBKOBa A.B. 
azhemov@its.jnj.com 
Ten. 8 916 449 40 73 

[1] rr. 180 pa3,[(ena XIII Pernemrn: CoBern EBpa3MHCKoii 3KOHOMMqecKoii KOMMCCMM oT 03.11.2016 r.N78 «O 
rrpaBMrrax perMCTpau;MM M 3KCIIepTII3bI JieKapCTBeHHbIX cpe,[(CTB ,[(Jljl Me,[(Mll;MHCKOro rrpHMeHeHmI: « ... fl OCJle 
npueeiJeHZm pe2ucmpa4uoHH020 oocbe JZeKapcmeeHHOZO npenapama e coomeemcmeue c mpe6oeammMu 
Co103a oonycKa10mcR npoU3eoocmeo JZeKapcmeeHHozo npenapama e zocyoapcmea-'-lJZeHax, u mpembux 
cmpana c peeucmpa/uoHH yOocmo8epeHue, 0aHH1Mt 8 coomeemcmeuu c 3aKoHoiJameJZbcmeoM 
zocyoapcmea-'-lJZeHa, a me'-lenue 180 kanen0apnx 0neu c 0am npuse0enu peucmpa/oHnoo 0oce 8 
coomeemcmeue c mpe6oeaHURMU Co103a (oamou npueeiJeHUR c'-lumaemcR oama eHeceHUR 
coomeemcmey10UJUX ceeiJeHuu e eOUHbZU peecmp). 
/(onycKa10mrn eeo3, oOHoepe.MeHHaR peaJZU3GtfUR u MeOUtfUHCKoe npUMeHeHue JZeKapcmeeHHbZX npenapamoe, 
yKaaHHX 8 a0a4e mpemeMt Hacmouueeo nynKma, Oo oKonuanu cpoKa ux zoOHocmu (cpoKa xpaHemm), 
coomsemcmsyouuux 0oKytenma u cseen peeucmpayuoHnoo 0oce, ymoep#cOeHHoeo e 
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coomeemcmeuu c JaK01-wiJameflbCmeoM zocyiJapcme-1.JJleHoe, u pe2ucmpa4uoHH020 oocbe, npueeiJe1-11-1020 e 
coomeemcmeue c mpe6oea1-1uR.Mu Co1-0Ja. » 
[2] rr. 186 pa3,n;ena «XIV. IIepexo,n;Hhie rroJIO)Kemur» Pernemrn: CoBeTa EBpa3HHCKoii 3KOHOM11qecKoii 

KOMHCCHH OT 03.11.2016 r. N78 «O 1paBJaX peTHCTpaIH 3KcrrepTH3bl JieKapcTBeHHblX cpe,n;cTB ,n;mr 

MeJIHIIHHCKOIO IIpHMeHeH»: «[onycKaemca oOnospeMenna peanuayu eKapcmsennoeo npenapama 8 
panee u 6nos ymsepcOenot ynaKoeKe c panee u no ymseprcOennou uncmpyKyueu no MeOu/uHcKo.My 
npuenenuro 0o okonanu cpoKa ?oOnocmu (cpoKa xpamen) eKapcm8ennoeo npenapama. 
/[onycKaemc peau3a4u eKapcmennx npenapamos, 8nyuuennx s o6pauuenue Ha meppumopuu 
eocyOapcmsa-ea 0o npuse0enu peeucmpauuonnoeo 0oce eKapcm@ennoeo npenapama 8 
coomeemcmeue c mpe6oea1-1uR.Mu Co1-0Ja, oo 0Ko1-11.Ja1-1U5l ux cpoKa 2001-1ocmu.» 
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