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npenapaTa J).JIH MeJJ.HUIIHCKOro npHl\leHeHHH C l\leJK,1J. ynapOJJ.HblM uenaTeHTOBaHHblM uauMeHOBanueM 

IyCeILKyMa6 B ueJIHX pacrnupeHHH JJ.OCTyna nauueHTOB K COBpeMenoii HHoBauoHnoii Tepan1111 

l1cx. HOMep N2 J5/}-// /13 
r. MocKBa «28» ,ueKa6pH 2023 ro,ua 

O6meCTBO C orpaHH'IeHHOH OTBeTCTBeHHOCTblO «,ll;)l(OHCOH & ,ll;)l(OHCOH», !Op11,lll1'leCKOe Jil11..{0, Ha,UJie)l(all.\11M o6pa30M 

c03,uaHHOe 11 ,ue11crny10mee B coorneTcrn1111 c 3aKoHo,uaTeJihCTBOM Pocc1111cK011 cDe,uepau1111, OfPH: 1027725022940, 

l1HH: 7725216105, c MeCTOM uaxo)l(,uen11H no a,upecy: 121614, r. MoCKea, yn. KpaTcKa, • 17, Kopn. 2, B n11ue 

feuepaJibHOfO peKTOpa Ky3He1oBa MaKcHMa EBreHLeBa, JeicTByHoerO Ha OCHOBaHl111 Y CTaBa (,uanee - 

<<)vKOHCOH & ,ll;JKOHCOH» ). 

IlPHHHMMI BO BHHMAHHE, 1ITO 

(A) Ilcop1a3 3To Xp0He€Koe HMMyHOaCCOIHHpOBaHHOe CHCTCMHOe 3a60J1€BaHe MyJILTpaKTOpHaJILHOi IIpHpOILI 

C JOMHHHpyIOIIIHM 3HaIeHCM B pa3BHTHH TCHeTeCKHX baKTOpOB, XapaKTep3yIOIIIeeC IIpCHMyIICCTBCHHLIM 

nopa)l(eHtteM KO)l(H 11 'laCTblMH naTOJIOfH'leCKHMH H3MeHeHHHMH onopHO-,llBl1raTeJihHOfO annapaTa. Ha116onee 'laCTO 

,ue6IOT 3a6oJieBaHHH np11XO,UHTCH Ha MOJIO,UOH B03pacT - ,uo 20-25 JieT. ,ll;o 40% IaeHToB c ncop11a30M 11Me!OT 

Cpe/Hoo H TCJIyIO CTeIIeHL TKeCT 3a60J1eBaHM. KaKJLI IeTBepTi aHeHT c ncopMa3OM cTpan1aeT 

ncop11aTH'leCKHM apTpHTOM nptt 3TOM y 70% 6oJibHhlX ncop11a3 noHBmeTCH paHbllle nopa)l(eHHH onopHO-,UBHraTeJihHOro 

annaparn, y 20% - 0,llHOBpeMeHHO, y 15-20% 6oJibHhlX - ncopttaTtt'leCKHH apTPHT B03HHKaeT ,uo nepBblX KJIHHH'leCKHX 

np0BJIeH ncopa3a. IlcopaTecKi apTpT, B CBOIO O'lepe,ub, :no xpOHH'leCKOe BOCnaJIHTeJihHOe 3a60JieBaHHe 

cycTaBOB, n03B0HO'lHHKa H 3HTe3HCOB, KOTopoe MO)l(eT Ha6JIIO,UaTbCH y 60JihHhlX C ncoptta30M. Ilptt ncopttaTtt'leCKOM 

apTpttTe rnaBHhlM o6pa30M Ha6JIIO,UaeTCH BOCnaJieHtte nepttciJeptt'leCKHX cycrnBOB (apTpHT), naJibl..{eB KHCTeH H CTOn 

(JaKTJIT), 9HTC3HCOB (9HTC3MT), a TaKKe MOeT Ha6JIHOJIaTLC BOCIIaJICHHe B aKCHaJIBHLIX CTpyKTypax Ten1aX 

no3BOHKOB ( cnOH,UHJIHT) H HJIHOCaKpaJibHhlX CO'lJieHeHHHX ( caKpOHJIHHT) [ 1, 2, 3 l. 

(B) IlaeHT c ncoptta30M H ncopttaTH'leCKHM apTpTOM IOJBepKeHLI 6OJI€e BLICOKOMy pHCKy pa3BHTH 0)1(11peHHH, 

11HCYJIHH-pe3HCTeHTHOCTH, caxapHoro ,u11a6ern 2 Tttna, MeTa60JIH'leCKOro CHH,UpOMa, apTepttaJibHOH r11nepTOHHI1, 

,llHCJIHnH,UeMHH, cep,ue'lHO-cocy,uttCThlX 3a60JieBaHHH, pH,ua HepBHO-nCHXH'leCKHX pacCTpOHCTB, BocnaJIHTeJihHblX 

3a60J1€BaH KHIIIeIHKa pH6pOMMaJIIHH IO CpaBHCHHIO c O61Lei IIOIIyJIIHeii. MOJIOIILIX IIaIHeHTOB I1COpHa3OM 

pttCK CMepTH OT cep,ue'lHO-cocy,uttCThlX 3a60JieBaHI1H Bhlllle, 'leM B cpe,uHeM B nonyJIHl..(1111, y 60JihHhlX crnprne 30 JieT B 

3 pma Bhlllle pttCK pa3BHTHH HHqJapKTa MMOKapJIa, KaK CJIeJICTBe npo,uOJI)l(HTeJibHOCTh )l(H3HH MeHhllle B cpe,uHeM Ha 5- 

7 JieT. Ilcoptta3 H ncopaTIecKi apTpT IpHBoJT K HeH36eKHOMy CHHKCHHIO KaHIeCTBa KM3HH 6OJILHLIX KaK B 

pe3yJihTaTe nporpecc11py10mero nopa)l(eHHH KOCTHo-cycrneHoro annaparn, TaK 11 no nptt'lttHe KO)l(HhJX npmrnneHtttt. 

IIporpecHpy1o111a co BpeMeHeM HHBaJI3aIH IIpHBOJIT K JOIIOJIHTenILHOi bMHaHcoBoi Harpy3Ke Ha 6OJIKeT B 

CBH311 C Heo6xo,u11MOCTblO BhmJiaT cou11aJihHblX noco6111111 npe,uoCTaBJieHHeM JibfOT 3THM 60JibHhlM [3, 4, 14]. 

(B) Ila1eHT co cpenHeTxenoi u TeIOi bopMoii ncopa3a, HyKJaHOIIIHC B TCHHO-MHKeHepHOi 61OJIOrIecKOii 

Tepan1111, B TOM 'lHCJie nptt HaJIH'lHH qJaKTOpOB He6naronpHHTHOfO nporno3a pa3BHTIDI ncopttaTtt'leCKOro apTpHTa, 

IOJIKHLI IOJIyIaTL JIeKapCTBeHHOe 06ecneIeHe 9Toi rpynoii npenapaToB BOeBpeMeHHO IO nOHBJieHID! y HHX 

nptt3HaKOB HHBaJIH,llH3al..{HH. cDaKTOpbl He6naronpttHTHOfO nporH03a pa3BHTHH ncopHaTH'leCKOfO apTpHTa H yxy,u111eHHH 

Ka'leCTBa )1(113HH BKJIIO'la!OT Bh!COKYIO IUIHTCJIBHOCTB 3a601eBaHM (601ee 25 JIeT), IICOpMa3 IIpO6IeMHO JIOKaJIH3aIHH, 

ncoptta3 HOITeH, ceMeHHblH aHaMHe3 ncopua3a, cy6KJII1HH'leCKOe CKeJieTHO-Mhlllle'lHOe BocnaJieHHe [ 11]. 

(f) fyceJibKyMa6 - nepBbIH npe,ucTaBHTeJib KJiacca HHrn611TOpOB HHTepJieHKHHa-23, npe,uHa3Ha'leHHhlH ,um TepanttH 

nau11eHTOB co cpe,uHeTH)l(eJiblM H TH)l(eJiblM 6JIHllle'lHhIM IICOpHa3OM /JI aKTHBHBIM IICOpaTHIeCKHM apTpHTOM, 

KOTOpblM nOKa3aHa CHCTeMHaH TepanIDI. IlpenapaT npo,ueMOHCTpHpoBaJI npeHMymecTBO B 3qJqJeKTHBHOCTI1 no 

,UOCTH)l(eHHIO nO'lTH 'IHCTOH KO)l(H B Te'leH11e nepeoro ro,ua Tepan1111(,uo + 30%) no cpaBHeHHIO C I1Hrn611TOpOM qJaKTOpa 

HeKpO3a OIIyXOJI an1pa (a/1aJIHMyMa6), HHTHSTOpOM HTepJIeiiKHa-I7 (CeKyKHyMa6), IHI6MTOpOM HTepJIeKHHa 

12/23 (ycTeKttHyMa6). )];om nautteHTOB c ncopHaTH'leCKHM apTpHTOM, ,UOCTHflllHX MHHHMaJibHOH aKTHBHOCTH 

3a6oneeaHHH 6b1Jia ,uocToeepHo BhJllle B rpynnax, nonyqas11111x Tepan1110 ryceJihKyMa6oM, B cpasHeHHH c nnaue6o c 

y,uep)l(aHtteM 3qJqJeKrn ,uo 52 He,uen11 [5, 6, 7, 8, 9, 13]. 



()]:) CornaCHO ,uaHHblM paH,UOMH3HpoBaHHblX KJIHHHIeCKHX HCCJIeJOBaHi B KOTOpBX 3yYan1acL 9bbeKTBHOCTL 

ryceJibKyMa6a .UJUI TeparmH rra1..1weHTOB co cpe,uHeTJI)l(eJibIM H TJI)l(eJibIM 6JUiwe'-!HbIM rrcopHa3oM K 16 He,uene TeparrHH 

91,2% 1aeHToB JOCTTaIOT CHIKeHI HJeKca paCIIpOCTpaHeHHOCTH H TJl)l(eCTH rrcopHa3a Ha 75% (PASI 75), y 73,3% 

rra1..1HeHTOB rrpOllBJieHHJI 3a6011eeaHHJ1 yMeHbWaIOTCJI Ha 90% (PASI 90 - ITO'-ITH ITOJIHOe O'-!Hll\em1e KO)l(H), qepe3 48 

HeeJIL TpaIIH 84 % rra1..111eHTOB .uocn1raIOT ITOKa3aTeJIJI «ITO'-ITH '-IHCTaJI KO)l(a» (PASI 90), a 75% rra1..111eHTOB 

coxpaHll IOT CBOH OTBeT Ha Teparr1110 ryceJibKyMa6oM e Te'-leHHe 5 JieT [8, 9, 12, 13]. 

(E) 3cpcpeKTHBHOCTb TeparrH11 ryceJibKyMa6oM y IaIeHToB c pa3Jil14Hb1Ml1 KJIHHH'-!eCKHMH rrpOllBJieHHJIMH 

ncopaTIecKOrO apTpHTa TaKKe IIOJITBepKJIeHa pe3yJILTaTaMH paH1OM3HpOBaHHLIX KJil1HH'-leCK11X HCCJie,uoeaH11H 

(DISCOVER- I 11 2, COSMOS) 11 ceTeBhIM Mern-aHaJil130M. K 52 He,uene rra1..111eHThI, rro11y4aew11e TeparrHIO 

ryceJibKyMa6oM y.uep)l(l1Ba1111 OTBeT: 71 % H 75% ,UOCTHfJil1 ACR 20 (20% CHKeHe aKTuBHocTu 3a6oneBaHHJI ITO 

11H,lleKcy KOJIJierHH peBMaTOJIOfOB) B pe)l(11Me ,ll0311pOBaHHJI Ka)l(,Uble 4 H 8 He,UeJib, COOTBeTCTBeHHO [ 15, 16, 17]. 

()I{) Knacc HHrnfonopoB HHTepJieHKHHa-23 xapaKTep113yeTCJI 611arorrpHJ1THblM rrpocp1111eM 6e30ITaCHOCTH B OTHOWeHHH 

pa3B11THJI 11HcpeKI..111H, '-ITO ITO,UTBep)l(,UeHo ,uaHHblMH 5 JieTHero Ha6JIIO,UeHH51 3a rra1..111eHTaMl1 C rrcopHa30M H 2 JieTHOro 

Ha61110,ueHHJI 3a rra1..111eHTaMl1 C rrcopHaTH'-!eCKl1M apTpToM, IOJyaBIx Tepan1o ryceJibKyMa6oM B paMKax 

wcc11e,uoeaH11H VOY AGE-1, 2 H DISCOVER- I, 2 . AHa11113 06be,u11HeHHbIX pe3yJibTaTOB wccne,uoeaHHH rroKaJaJI 

OTCyTCTBHe CJIyYaeB aKTBHO Ty6epKyJIe3HO HpeKIH (TB), BK1Hoa peaKTBaHIO JaTeHTHO Ty6epKyJIe3HOi 

HbeKIH (JITB), y IaIUeHTOB c rrcopHa30M C HCXO,UHOH JIT611 H 6e3 JIT611 Ha cpoHe TeparrHH ryceJibKyMa6oM [ 18, 

19]. 

CornaCHo PacrropJ1)1(eH1110 IIpaBHTeJibCTBa N2 3073-p OT 30 oKrn6pll 2021 ryceJibKyMa6, BKJIIO'-!eH B IIepe'-!eHb )1(113HeHHO 

Heo6xo,uHMbIX H Ba)l(Hei1w11x neKapcrneHHbIX rrperraparne .UJUI Me.UHLIHHCKoro rrp11MeHeH11J1 ()KHBJIII) [IO]. 

fyceJibKyMa6 BKJIIO'-!eH B KJIHHH'-leCKHe peKoMeH,Ual..lHH ITO ee,ueHl1IO 60JibHblX C rrcopHa30M, o.uo6peHHbie Hay'-IHO 

rrpaKTH'-!eCKHM coeeTOM M3 P<l> [ 1]. 

pyKOBOJICTByCB II. 1 CT. 432, rr. 2, 3 CT. 434, rr. I CT. 435, rr. 2 CT. 437, rr. 3 CT. 438 fpa)l(,uaHcKoro KO.UeKca Pocc11i1cKOH 

bepepa, 

HACTO.HI.I.J.HM IlPE,l];JIAr AET 

JII06bIM rocy.uapCTBeHHbIM, MYHHLIHITaJibHbIM y4pe)l(,UeHHJIM 3,UpaeooxpaHeHl1JI H opraHaM 11CITOJIHHTeJibHOH BJiaCTH B 

ccpepe 3,UpaeooxpaHeHHJI 11 ITO,UBe,UOMCTBeHHblM HM JIaM (q1aJIee - «A.upecaT IIpe,uJIO)l(eHHJI))) 3aKJII04HTb .uoroeop B 

OTH0WeHl111 6e3B03Me3,UHOH rrepe,ua'-IH rrperraparn ,UJUI Me,Ul11..111HCK0f0 rrpHMeHeHHJI C Me)l(,UyHapo,uHblM 

HerraTeHTOBaHHblM HaHMeHOBaHHeM ryceJibKyMa6, paCTBOp ,UJUI ITO,UKO)l(HOfO BBe,UeHH51 100 Mr/MJI, wrrp111..1 - 1 MJI. HJil1 

pacrnop .UJUI rro.UKO)l(HOro eee,ueHHJI I00 MT/MJI, IIIpHIU B IIIIpHI-pyIKe - 1 MJI. (.uanee - «IIperraparn) B 1..1eJU1x 

OIepaTHBHO HHHIHaIHH CICIHaJIH3MpOBaHHO TepaIIHH H paCIIpeHH JOcTynIa IIaIHeHTOB-rpaJaH PD, 

cTpa/1aIOIHX peJHeTen1Ok TKeJIO popMoi ncopua3a / aKTBHLIM IICOpMaTHHICCKHM apTpHTOM, K JIeIeHHIO 

HHHOBal..lHOHHblMl1 JieKapcrneHHblMl1 rrperrapaTaMH Ha ycJIOBHJIX HaCT05lll\efO IIpe,uJIO)l(eHHJI ( ocpepTbI) (.uanee - 

«IIpeJU1oKeHHe»): 

1. IlPE,IJ;MET ,n:oroBOPA 

B Te'-!eHHe 30 ,uHei1 c ,uaThI rrony'-leHHJI OT A.upecarn IIpe,uno)l(eHHJI «AK1..1errrn ocpepTbI» rro cpopMe, 

ycTaHOBJIeHHOi IIpnoKeHeM No I k HacToIIeMy IpenroeHo, opopMneHHoro Ha ObanHoM 6/1aHKe 

H 3aeepeHHOfO ITO,llflHCbIO yrroJIHOMO'-!eHHOro JIHl..la H rre'-!aTbIO A.upecarn IIpe,UJIO)l(eHHJI (.uanee - «AKIeIT 
obepT»), ,ll;)l(OHCOH & .ll:)l(OHCOH 06513yeTC51 rrepe,uaTb A.upecaTy IIpe,uJIO)l(eHHJI 6e3 B3HMaHHJI OITJiaTbl 2 (.uee) 

yrraKOBKl1 IlpenapaTa Ha Ka)l(,Uble 6 (weCTb) yrraKOBOK IlpenapaTa, KOTOpbie 6hrn11 rrp1106peTeHbl Ha 

OCHOBaHHl1 KOHTpaKrn(-0B ), 3aKJIIO'-!eHHOfO B COOTBeTCTBHH C 3aKOHO,UaTeJibCTBOM O KOHTpaKTHO CHCTeMOi B 

ccpepe 3aKyrroK ,UJUI o6ecrre'-!eHl151 rocy.uapcrneHHblX H MyHHIIIIaJILHLIX Hy KJI, JI .uoroeopa, 3aKJIIO'-!eHHOfO B 

COOTBeTCTBHH C 3aKOHO,UaTeJibCTBOM O 3aKyrrKax T0BapoB, pa6oT, ycnyr OT,UeJibHblMH BH,UaM11 10p11,u11'-!eCKl1X 

JIHLI, (.uanee - «KOHTpaKT» ), C ,uaTOH rrpoee,ueHHJI ayKI..IHOHa(-0B) B 3IeKTpOHHOi bopMe HnI JaToi 3aKJIIOIeHH 

KOHTpaKTa C e,Ul1HCTBeHHblM ITOCTaBll\11KOM (B CJiy'-!allX, rrpe,uycMOTpeHHblX 3aKOHO,UaTeJibCTBOM) B rrepHO.U C I 
JIHBapll 2023 ro.ua H ITO 31 ,ueKa6p51 2024 ro.ua rrpH co61110,ueHl1H 0,UHOfO H3 cne,uyIOll\HX ycJIOBHH: 

- IIperrapaT 6hrn rrp1106peTeH A,upecaTOM IIpe,UJIO)l(eHH51 B Ka'-!eCTBe 3aKa34HKa Ha OCHOBaHHH KOHTpaKTa(-oe); 

- IIperrapaT 6hrn rrpwo6peTeH 3aKa3411KOM Ha OCHOBaHl1H KOHTpaKrn(-0B ), KOTOpOMY A,upecaT IIpe,UJIO)l(eHHJI 

IIOBCJIOMCTBCHeH; 

- IIperrapaT 6bIJI rrpwo6peTeH 3aKa3'-!HKOM Ha OCHOBaHHl1 KOHTpaKrn(-0B ), KOTOpblH ITO,UBe,U0MCTBeHeH 

Anpecary Ipe/1oKeH1; 



- A,upecaTOM I1pe,uno)l(eHl1ll llSnlleTCll opraHl13al.(HJI, llSJUIIOI.l(al!Cll 11ony'faTeneM I1pe11aparn Ha OCHOSaHl111 

KOHTpaKTa(-os ); 

- AnpecaroM Ipe/1oKeH19 nerc 3aKa3K ycnyr no 06ecnereHIO ApecaTa Ipen1oxen IpenapaToM 

s COOTBeTCTSYIOI.l(eM pentOHe; 

- A,upecaTOM IIpe/0KeHI BIeTC OpIaHH3aIH, IIOIIBCJIOMCTBeHHa JIy, KOTOpOe 3aKa3bIBaeT ycnyry 110 

ero o6ecneuenro/nopyuaer o6ecneuur ero IpenapaToM B COOTBCTCTByOIICM peIHOHe. 

PeweH11e O TOM, KaKall HMeHHO cpopMa ShmyCKa 110,une)l(l1T 11epe,uaqe A,upecaTy Tipe,unO)l(eHl1ll: paCTsop ,UJUI 

110,UKO)l(HOro sse,ueHl1ll I 00 Mr/Mn, w11pnu - I MJI JI pacTBOp ,UJUI 110,UKO)l(HOro sse,ueHHJI I 00 Mr/Mn, w11p11u 

B IIIIIpHI-pyIKe - J Mn., 11pHHHMaeTCll ,ll;)l(OHCOH & ,ll;)l(OHCOH HCXO,Ull H3 HX HanH'fHJI. 

B cnyqae ecnH HeCKOnbKO nuu MoryT COOTBeTCTBOSaTb ycnOSl1llM HaCTOll!L(ero Tipe,unO)l(eHHll Ha 11paso 

11ony'feHJ1ll Tipe11aparn, A,upecaTOM Tipe,uno)l(eHHJI 110 COOTBeTCTBYIOI.l(eMy KOHTpaKTy(-aM) Ha 11p1106peTeH11e 

IIpenapaTa, MOKeT 6LITB TOJILKO OJIHO JIIO, IepBOe HanpaBBIIIee AKIenIT Ob€pTL. 

Tio,urnep)l(,UeH11eM 3aKn!O'feHHJI TaKOro(-ux) KOHTpaKTa(-os) Ha 110CTaBKY I1pe11aparn llSJUIIOTCll cse,ueHHll H3 peeCTpa 

KOHTpaKTOB, 3aKJIIOIeHHLIX 3aKa3IHKaMH, pa3MeIIeHHOTO B eJIHHOk HbOpMaIoHHoi ccTeMe B Cbepe 3aKyI1OK, B BJIe 

yKa3aHH peKBH3MTOB 3aKyIIKH B AKIeIITe Ob€pTI, J1HOO IIyTCM IIpeJ1OCTaBJIeHI KOl1Hl1 3aKn!O'feHHOro(-bIX) 

KOHTpaKTa(-os) (s 'faCTH ,uorosopos, 3aKn!O'feHHbIX s COOTSeTCTSl111 C 3aKOHO,UaTenbCTSOM O 3aKy11KaX Tosapos, pa6oT, 

ycnyr OT,UenhHbIMH SH,UaMH !Op11,UH'feCKl1X nuu, a TaKKe KOHTpaKTOB, cse,ueHl1ll O KOTOpbIX He pa3Mel.l(a!OTCll S peecTpe 

KOHTpaKTOS, 3aKJI IO'feHHbIX 3aKa3411KaM11). 

B cnyqae, ecnH ycnOSHJIMH KOHrpaKTa 11pe,uycMOTpeHa 110CTaSKa Tipe11aparn 110 3allSKaM 3aKa3'fHKa 110 KOHTpaKTy(-aM), 

o6ll3aHHOCTb ,ll;)l(OHCOH & ,ll;)l(OHCOH 06ec11e'fl1Tb 11epe,uaqy A,upecaTy ITpe,uno)l(eHHll n1160 yKa3aHHOMY 11M 

rpy301OJ1yuaTen1o 6e3 B3MMaHI JOIIOJIHHTCJILHOii OIIaTL IO 2 (J1Be) ynaKOBK Ipenapara Ha KaKJILIe 6 (III€CT) 

ynaKoBoK IpenapaTa, BB1er0c 061eKTOM 3aKyIIKH 1IO KOHrpaKTY, S03HHKaeT C ,uaTbl Ha11pasneHHJ1 3aKa3411KOM 110 

KOHTpaKTy(-aM), 110CTaSI.l(HKY 3aJIBKl1 (3al1B0K) Ha 110CTaSKY COOTBeTCTSYIOI.l(ero Kon11qecrna y11aKOSOK Tipe11aparn 110 

3aKJIOIeHHOMy KOHTpaKTy. Tio,uTBep)l(,UeHl1eM Ha11pasneHl1ll 3al!SKl1 (3al!SOK) Ha 110CTaSKY Tipe11apaTa llSJUieTCll 

yse,uoMneHHe, Ha11pasneHHOe A,upecaTOM Tipe,unO)l(eHHJI S ,ll;)l(OHCOH & ,ll;)l(OHCOH, 0 110,uaqe 3al!SKH (3al!SOK) Ha 

11ocrnsKy Tipe11aparn. 

B cnyqae, ecnH ycnOBHllMl1 KOHTpaKTa 11pe,uyCMOTpeHa 1103Tal1Hall 110CTaSKa I1pe11aparn S cpOKl1, 011pe,ueneHHbie 

KaneH,uapHbIM 11naHOM 110 3aKn!O'feHHOMY KOHTpaKTY, o6ll3aHHOCTb ,ll;)l(OHCOH & ,ll;)l(OHCOH 06ec11e'fHTb 11epe,uaqy 

A,upecaTy IIpe1oKeHM9 JIM6O yKa3aHHOMy HM Tpy3011OJIyYaTeJ1IO 6e3 S311MaHl1ll ,UOl10nHHTenbHOH 011naTbl 2 (,use) 

y1aKoBK Ipenapara Ha Ka/Le 6 (IIIeCTB) ynaKOBoK Ipenapara, llSHSilll1XCll o6beKTOM 3aKyl1Kl1 110 KOHTpaKTY, 

S03HHKaeT C ,uaTbl cpaKTl1'feCKOH 110CTaSKl1 110CTaSI.l(HKOM KOn11qecTsa y11aKOSOK, COOTBeTCTBYIOI.l(ero KaneH,uapHOMY 

11naHy 110 3aKn!O'feHHOMY KOHTpaKTY, I1pe11aparn 3aKa3411KY 110 KOHTpaKTy(-aM). Tio,urnep)l(,UeHHeM cpaKTl1'feCKOH 

110CTaSKH Tipe11apaTa, S COOTSeTCTSl1H C KaneH,uapHbIM 11naHOM 110 3aKn!O'feHHOMY KOHTpaKTY, llSJUleTCll yse,uoMneHHe, 

Ha11pasneHHOe A,upecaTOM Tipe,uno)l(eHHll S ,ll;)l(OHCOH & ,ll;)l(OHCOH, 0 11ony'feHHH I1pe11aparn. 

A,upecaT Tipe,uno)l(eHHJI 06l11yeTCll HCl10nb30SaTb 11ony'feHHbJe 110 HaCTOlll.l(eMy Tipe,uno)l(eHl1!0 I1pe11apaTbl 110 11X 

Ha3Ha'feHl1IO, a HMeHHO ,unll OKa3aHHJI Me,Ul11.(11HCKOH 110MOI.l(H 11auueHTaM C COOTSeTCTSYIOI.l.(11M 110,UTSep)l(,UeHHbIM 

,u11arH030M, KOTOpblM S ycrnHosneHHOM 110pll,UKe Ha3Ha'feHa Tepa11HJ1 Tipe11apaTOM. 

CosOKYl1HOCTb Tipe,unO)l(eHl1ll ( ocpepTbI) u AKIeTa OpepTLI 11pe,UCTaSJUIIOT co6oi,i ,uorosop, 110 !OpH,UH'feCKOH 11pupo,ue 

l!Snll!OI.l(HHCll 110)1(epTsosaHl1eM, HK KOTopoMy 11p11MeHl110TCll HOpMbl CTaTbH 582 rK P<D. 

2. OBIIIE YCJIOB 

2.1. IIonyuareneM IIpenapara (,uanee - «IIonyqaTeJih») MO)l(eT fanb KaK A,upecaT Tipe,uno)l(eHHll, TaK 11 yKa3aHHOe HM 

HHOe !Op11,Ul1'feCKOe n11uo, HMe10mee 11paso ocymecTBJUITb Me,Ul11.(HHCKYIO H cpapMauesTH'feCKYIO ,Uel!TenbHOCTb S 

COOTBeTCTBHH C Tpe6OBaHM eiCTByIOIerO 3aKOHOaTeILcTBa PocccKoii be/epa MeHOIee eiCTByIOIyIO 

n11ueH3HIO Ha ocymecrnneH11e Me,Ul11.(HHCKOH 11 cpapMauesT11'feCKOH ,UellTenhHOCTH C YKa3aHl1eM a,upeca cpaKTH'feCKOH 

,uocTaSKH Tipe11aparn. 

2.2. A,upecaT Tipe,uno)l(eHHJI Ha11pasJU1eT s a,upec ,ll;)l(OHCOH & ,ll;)l(OHCOH AKue11T ocpepTbl Tipe11aparn 110 q)OpMe, 

ycTaHoBJIeHHOii IIpnoKeneM Ne I K HaCTOlll.l(eMy Tipe,uno)l(eHl1IO. BMeCTe C AKue11TOM ocpepTbl 11pe,uoCTasnll!OTCll 

TaK)l(e cne,uy10m11e ,UOKyMeHTbl, 3asepeHHbie 110,Ul1HCb!O y11onHOMO'feHHOro nuua IeIaTIO ApecaTa I1pe,unO)l(eHl1ll 

(nu6o s 110pll,UKe, 11pe,uycMOTpeHHOM 11.2.5. HaCTOlll.l(ero Tipe,unO)l(eHHJI) 

2.2.1 KapT04Ka 10p11,u11qecKoro nuua - A,upecarn Tipe,uno)l(eHHJI (popa npnaraeTc). 

2.2.2 K011Hll ,uosepeHHOCTl1 Ha nOIyIeHe IIpenapaTa yKa3aHeM yIonHoMoeHHOro JI1a Joo Sbll111CKa 113 

IIpHKa3a O Ha3HaIeH yIIOJIHOMOIHHOTO JI1Ia Ha COOTBCTCTByIOIIIyIO IOJIKHOCTL. 



2.2.3 . B 11CKJII0'-111TeJibHblX CJiy'-!a.Hx C cornac11.H ,lJ;)l(OHCOH & ,lJ;)l(OHCOH )lonycKaeTC.!I npe)lOCTaBJieH11e Komm 

JOBCpeHHOCTH, 3aBepeHHO IIOJIIIHCLIO yIIOJIHOMOICHHOTO JIa. 

2.3. IIepe)la'-!a IIpenapaTa ocymecTBJI.HeTC.!I Cl1JiaMl1 H 3a CIeT ,lJ;)l(OHCOH & ,lJ;)l(OHCOH, Ha ycJIOB11.!IX )lOCTaBKl1 )lO 

IloJiy'-laTeJI.!I . A)lpec )lOCTaBKl1 IIpenapaTa )lOJI)l(eH BXO)ll1Tb B IIepeeH aJIpeCOB MeCT ocymeCTBJieHl1.!I )le.HTeJibHOCTl1, 

BHeceHHblX B Cl1CTeMy MOHHTOp11Hra 11 yKa3aHHblX B JI11UeH311.!1X Ha ¢apMaueBTH'-leCKYJO )le.HTeJibHOCTb. <l>aKT nepe)la'-!H 

IIpenapaTa norBepJaeTc noncaHHeM HaKn1aHO no popMe Ne M-I5 aKra Mey JKoHcon & JKoHcoH 

ynoJIHOMO'-!eHHblM npe)lCTaB11TeJieM IIony'-!aTeJI.H B 3 (Tpex) 3K3eMnm1pax, 0)ll1H 113 KOTOpbIX OCTaeTC.!I y IlonyuaTe1, 

BTOpOH nepe)laeTC.!I ,lJ;)l(OHCOH & ,lJ;)l(OHCOH, TpeTHH - A)lpecaTy IIpe)lJIO)l(eHl1.!I, eCJil1 He OH .!IBJI.HeTC.!I ¢aKTl1'-!eCKl1M 

nonyaTenIeM IpenapaTa. VnonHoMoeHHoe JIO IOIIIIHCLBaeT HaKJIaJIHyIO /JI aKT C IIpOCTaBJICHCM 

co6cTBeHHOPY'-IHO no)lnl1Cl1 H pacw11¢poBKOH ¢aMHJil1H H HMeHH. 

2.4. A)lpecaT IIpe)lJIO)l(eHl1.!I )lOJI)l(eH o6ecne'-!11Tb np~!eMKY nepe)laBaeMoro ITpenapaTa ynoJIHOMO'-!eHHbIM Ha OCHOBaHHH 

)lOBepeHHOCTl111Jil1 np11Ka3a JI11UOM no KOJil1'-!eCTBY H KaIeCTBy Ha npe)ll\,leT COOTBeTCTBH.!1 KOJil1'-leCTBa, Ka'-!eCTBa B '-laCTH 

BH)ll1MblX He)lOCTaTKOB, HaJIH'-111.!I noBpe)l()leHl1H TpaHcnopTHblX MeCT, a TaKKe B COOTBeTCTBl111 co CJie)lyiOI.l..111M11 

YCJIOBl1.!IMl1: 

2.4.1. ,lJ;oCTaBKa IIpenapaTa OT ,lJ;)l(OHCOH & ,lJ;)l(OHCOH K IToJiy'-laTeJIJO MO)l(eT ocymecTBJI.!ITbC.!I ABrnpecpp11)1(eparnpoM 

JI BO3JIyIIHLIM TpaHCIIOpTOM. 

2.4.2. Bee ABTope¢p11)1(eparnpb1, )lOCTaBJI.!IJOI.l..111e IIpenapaT, o6opyAOBaHbI TepMopercTpaTOpaM/ CaMOIIHCIaMH. 

IIp11 npueMKe ITpenaparn, BO)ll1TeJib ABrnpe¢p11)1(epaTopa CHHMaeT IeK caMOIca nepenaeT erO 

npe)lCTaBl1TeJIJO ITony'-!aTeJI.!I . A)lpecaT ITpe)lJIO)l(eHl1.!I )lOJI)l(eH 03HaKOMl1TbC.!I C )laHHbIMl1 Ha IeKe H npoBeCTl1 

nposepKy ycJIOBl1H nepeB03Kl1 Ha COOTBeTCTBl1e Tpe6yeMOMY TeMnepaTypHOMY pe)l(HMy. B cnyqae eCJil1 

IIpenapaT conpOBO)l()laeTC.!I TepMO)laT'-111KOM (TT) (B CJIyIae HCIIOJIB3OBaHM TepMOKOHTeiHCpOB), ApecaT 

ITpe)lJIO)l(eHH.!I HJIH ynoJIHOMO'-leHHOe HM JIHUO Ha OCHOBaHl1H )lOBepeHHOCTl1 OCTaHaBJil1BaeT TT 11 C'-111TbIBaeT 

nOKa3aHl1.!I C Hero BO BpeM.!I npHeMKH IIpenapaTa (HHCTPYKU11.!I no OCTaHOBKe 11 C'-111TbIBaHHIO noKa:iaHl1H C TT 

HaXO)ll1TC.!I B TepMOKOHTettHepe ). 

2.4.3. ,lJ;ocTaBKa ITpenapaTa B03)lYWHbIM TpaHcnopTOM ocymeCTBJI.!leTC.!I B TepMOKOHTeiiHepax. B Ka)l()lOM 

TepMOKOHTettHepe HaXO)ll1TC.!I 1 (O)l11H) TT. 

2.4.4. PacnaKOBKY 11 npoBepKy IIpenapaTa, ynaKoBaHHOro B TepMOKOHTettHep, IIony'-!aTeJib )lOJI)l(eH np0113BO)ll1Tb np11 

TeMnepaType, cOOTBeTcTByIOIIeii Tpe6OBaHMAM TCMIIepaTypHOIO peKHMa XpaHeHH ITpenaparn. IIocne 

pacnaKOBKl1 TepMOKOHTettHepa IIony'-!aTeJib )lOJI)l(eH H3BJie'-!b TT 113 TepMOKOHTeiiHepa 11 He3aMe)lJil1TeJibHO 

OCTaHOBl1Tb ero. 

2.4.5. B cnyqae Bbl.!IBJieHl1.!I OTKJIOHeHl1H OT Heo6XO)lHMOro TeMnepaTypHoro peMa, IonyuaTe npHHMaeT 

ITpenapaT B KapaHTl1H 11 B Te'-!eH11e 1 ( O)lHOro) pa6o'-!ero )lH.!I C )laTbl noJiy'-leHl1.!I IIpenapaTa yBe)lOMJI.!leT 

,lJ;)l(OHCOH & ,lJ;)l(OHCOH O Bbl.!IBJieHHbIX TeMnepaTypHbIX OTKJIOHeHl1.!IX, nyTeM HanpaBJieHl1.!I eMy no 

3JieKTpOHHOH nO'-!Te )laHHbIX, CH.!ITbIX C TT. 

2.4.6. ,lJ;)l(OHCOH & ,lJ;)l(OHCOH np11H11MaeT peweH11e O B03M0)1(H0CTl1 )laJibHettwero 11CnOJib30BaHl1.!I ITpenapaTa 11 

uHbopMpyer AnpecaTa IIpe/1oxen/Ion1yuaTen IO 3J1eKTpOHHOii 1OITe O np11H.!ITOM peweH1111 B cpoK He 

60/1ee 30 (TpaT) KaJeHapHLX He. 

2.4.7. IIp11eMKa npoH3BO)ll1TC.!I ITony'-!aTeJieM B Te'-!eH11e 1 (o)lHoro) pa6o'-!ero )lH.!I c MOMeHTa nepe)la'-111 ITpenaparn 

no aKTy IIpHeMa-IIpeJaI /JI HaKJaJHOii. 

2.4.8. IIp 06HapyKeH no6oro BJa 6paKa IonyuaTen He3aMeJITeILHO B TeYeHe I (OJ1HOrO) pa6Ouero IIH C 

MOMeHTa 06HapyKeH HpOpMpyeT JKOHcOH & JKOHCOH HanpaBJIeT B ape JKOHcOH & J[KOHCOH 

JIeJyIOII IIaKeT IIOKyMCHTOB IIO 9JIeKTpOHHOi IIOITe, a op11rnHaJibl no an1pecy 121614, r. MocKBa, yn. 

KpbrnaTcKa.H, )l. 17, Kopn. 2: 

l) 3aBepeHHaa IoyuaTeneM Kon HaKJaJIHOii (M-I5) 3aBepenag IonyuareneM Kon aKTa npHeMa- 

nepe)la'-111 C no)lnl1Cb!O ynoJIHOMO'-!eHHOro npe)lCTaBl1TeJI.!I ITony'-!aTeJI.!I . 

2) AKT O Bbl.!IBJieHHbIX HeCOOTBeTCTBl1.!IX TOPf-2 HJil1 )lOKyMeHT o¢opMJieHHblH cornaCHO BHyTpeHH11M 

Tpe6oBaHl1.!IM IIony'-!aTeJI.H. AKT 11Jil1 )lOKyMeHT )lOJI)l(Hbl 6b!Tb B o6.H3aTeJibHOM nop.H)lKe no)ln11caHbl 

ynOJIHOMO'-!eHHblMl1 JI11UaMH co CTOpOHbl ITony'-!aTeJI.!I 11 JIHUOM, ocymeCTBJI.!IIOIU11M ,lJ;oCTaBKY ITpenapaTa 

co CTOpOHbl ,lJ;)l(OHCOH & ,lJ;)l(OHCOH (np11 o6Hapy)l(eHl111 6paKa BO BpeM.H nepe)la'-!H IIpenapaTa 

ITony'-!aTeJIJO ), a TaK Ke, Ha AKTe HJI11 )lOKyMeHTe Oq)OpMneHHOM cornaCHO BHyTpeHHl1M Tpe6oBaHl1.!IM 

ITony'-!aTeJI.!I )lOJI)l(Ha B o6.H3aTeJibHOM nop.H)lKe CTO.!!Tb ne'-!aTb IIony'-!aTeJI.!I. 

3) <l>ornrpa¢m1 6paKa / HeCOOTBeTCTBl1H c yKa3aHHeM JIaTLI 11 MeCTa CbeMKH. <l>ornrpa¢1111 )lOJI)l(Hbl 6bITb 

'-!eTK11M11. <l>0Torpa¢1111 TpaHcnopTHOro MeCTa (nanneTa, Kopo6) )lOJI)l(Hbl COOTBeTCTBOBaTb cne)lyJOIU11M 

Tpe60BaH11.HM: o6ma.H ¢ornrpacp11.!1, ¢ornrpacp11.!1 HOMepa TpaHcnoprnoro MeCTa (cT11Kepa), ¢ornrpacp11.!1 

caMoro 6paKa / HeCOOTBeTCTBl1.!I . <l>0Torpa¢u11 11H)lHBH)lyaJibHbIX ynaKOBOK )l0JI)l(Hbl COOTBeTCTBOBaTb 

CJeJIy HOIIM Tpe6OBaHM: boTorpab ynaKooK c Ha3BaHeM IpenapaTa, pororpabH c yKa3aHHeM 

cep1111 ITpenaparn, cp0Torpa¢u11 caMoro 6paKa / HecoorneTCTBl1.H. 

4) ,lJ;aHHbie C TepMO)laT'-!11KOB / caMonceB (B cyIae HapyIIIeH TeMIIepaTypHOTO peKMa pH 

TpaHcnopmpOBKe). 



2.4.9. JxoHcon & J[KOH0H 0693yeTc pacCMOTpeT IpeTeH3MIO IO/IyuaTen B TeveHe 30 (Tpnuar) 

KaJieH,napHbIX )lHeH C MOMCHTa IIOJIyIeHH IOJIHOTO KOMIIeKTa HaJIeKaLe Ob0pMJICHHBIX JIOKyMCHTOB, 

yKa3aHHLIX B II. 2.4.8, 11 HarrpaBl1Th floJiy"laTemo rrpe,nJIO)l(eHw1 no ee yperyJI11poBaH1110 B cpoK, corJiacoBaHHhIH 

CTOp0HaMH. 

2.5. CTopOHhl )l0f0B0p11Jil1Ch, "!TO AKuerrT ocpepTbl, JII06bie 11Hble rrp11JIO)l(em,rn 11Jll1 )l0IIOJlHl1TeJlbHble cornaweHl1H 

K Ipe/10KeHO AKIenITy ObepTBI, BJIIBOIIIHCCA HX HCOTLeMJIeMOH IaCTIO, B TOM HIHCJIe JIOKyMCHTBI, yKa3aHHLI B 

rr.2.2. HaCTOHII.(ero flpe,nJIO)l(eHl1H, a TaKKe aKT npHeMa-IIepJIaIH, HaKJIaJIHLIe, OTIeTLI O6 MCI1OJI3OBaHHH ( eCJil1 

rrpHMeHHMO) 11 HHLIe JOKyMeHTI (1aJee J[OKy/MCHTB) MOIyT 6hITb IIO)lIIHCaHbl B 3JleKTpOHHOH cpopMe B B11,Ue 

3JIeKTpOHHBIX JI0KyMCHTOB C HCII0JIB3OBaHeM CTOpOHaMH yCHJIeHHOi KBaJI]HIHpOBaHHOi 3JIeKTpOHHOi IIOIIIIHCH 

(,naJiee - YK3IT), KaK oHa orrpe,neJieHa B rr. 4 CT. 5 11 B rropH,nKe rr. l CT.6 <1>3 Pct> OT 06.04.20 l I N2 63-<1>3 «06 

3JleKTpOHHOH IIO)lII11Cl1». 

2.5. l. ,[(oKyMeHTbl, rro,urr11caHHbie YK3IT, IIp113HalOTCH )lOKyMeHTaMl1, paBHO3HaIHBIMH JIOKyMeHTaM Ha 6yMaKHOM 

HOCHTeJie, IIO)lIIHCaHHb!Ml1 co6crneHHOpy4HOH IIO)lIIl1CblO H rropO)l(,UaeT )lJlll CTopoH aHaJIOfl14Hh!e rrpaBa 11 

o6H3aHHOCTH. 

2.5.2. ,[(oKyMeHThl, KOTOpblMl1 06MeH11Ba10TCH CTOpOHhl, 3aBepHIOTCH 

yrroJIHOMO"leHH0ro Jll11.(a 0TrrpaBHTeJUI ,[(oKyMeHTa. Ka)l(,UOe yrrOJIHOMO"!eHH0e 

yKOII, nOTBepeHHy1O cepTbMKaTOM yJOcTOepOerO 1eHTpa, 

IIOJIHOMO"IHH 3TOro Jll11.(a, ocpopMJieHHYIO CTopOHOH B ycrnHOBJleHHOM rropH,nKe. 

2.5.3. 3JieKTpOHHbIH )lOKyMeHT C"IHTaeTCH HCXO)lllll.(HM OT CTopOHhl, eCJIH OH IIO)lIIl1CaH YK3IT, rrp11Ha,nJie)l(all.(eH 

CTopoHe, 11 ,naHHh!H ,[(oKyMeHT 6h1Jl HarrpaBJieH TaKl1M CTopoHaM qepe3 CO0TBeTCTBYIOII.(ero orrepaTopa 3JleKTpOHHOro 

JIOKyMeHTOO6Op0Ta IIO TeJIeKOMMyHHKaIHOHHLIM KaHaJIaM CB3H. 

2.5.4. B cnyqae TeXHH"leCKoro c6oH BHyTpeHHl1X CHCTeM Jll060H H3 CTOpOH, c60HX Ha CTOpOHe orrepaTOpa 

3JleKTpOHHOfO )lOKyMeHTOo6oporn, a paBHO B CBH311 C ,neHCTBHHMH o6cTOHTeJlbCTB Herrpeo,nOJil1MOH CHJlbl CTopOHhl, 

JeiCTBy9 J1OopOCOBCCTHO, 0693aHI He3aMeJIHTeJILH0, B cpoK He II03,UHee O)lHOro pa6oqero )lHH, 11HcpOpMHpOBaTb ,upyr 

,upyra O HeB03MO)l(HOCTl1 o6MeHa )lOKyMeHTaM11 B 3JleKTp0HHOM BH)le, IIO)lIIl1CaHHbIMH YK3IT. 

2.5.5. flp11 11crroJih30BaHHH YK3IT CTOpoHhI o6H3aHhI: 

VKOII Ha/IeKaIIIHM 06pa30M 

JIHUO )l0Jl)l(H0 HMeTb co6CTBeHHYIO 

)lOBepeHHOCTh, fIO)lTBep)l(,UaIOll.(YIO 

06ecrre"111BaTb KOHcp11,neHl.(HaJlhHOCTb KJllO"leH YK3IT, B 1faCTHOCTl1 He ,uorrycKaTh HCfIOJlh30BaHHe 

rrp11Ha,nJie)l(all.(11x 11M KJIIO'feH YK3IT 6e1 ux cornacHH; 

He3aMe)lJIHTeJlbHO, HO, B JII060M CJiyqae B cpoK, He fl03)lHee O)lHOro pa6oqero )lHH. yBeJ0MJI TL CTOpOHy, 

y,noCTOBepHIOll.(11H ueHTp, BbI)laBWl1H cepT11cpHKaT KJIIO'fa rrpoBepKH 3JleKTpOHHOH IIO)lfll1CH, 0 HapyweHHH 

KOH[JICHIaILHOCTH KJIOIa VKOII C MOMCHTa IIOJIyIeH HpOpMaIHM 0 TaKOM HapyIIICHHH; 

He 11CIIOJlh30BaTb YK3IT rrp11 HaJil141111 OCHOBaHl1H IIOJiaraTh, 'fTO ee KOHcp11,neHu11aJibHOCTb HapyweHa; 

ucrroJib30BaTh ,nnH c01,naHHH H rrpoBepKH YK3IT, c01,naHHH KJIIO'feH YK3IT 11 cepT11cp11KaTOB rrpoBepKH KJIIO'fa 

YK3IT cpe,nCTBa, II0JIY'fl1BWHe fIO)lTBep)l(,UeH11e COOTBeTCTBl1H Tpe6oBaHl1HM, ycTaHOBJleHHbIM B COOTBeTCTBHH C <1>3 «06 

3JieKTPOHHOH rro,urrucm>. 

2.5.6. YK3IT rrp111HaeTCH ,ueii.crnHTeJihHOH ,no Tex rrop, rroKa peweHHeM cy,ua He ycrnHOBJieHo HHoe. 

2.5.7. BLICTaBJIeHe IOJIyIeHe J[OK/MCHTOB IO TeJICKOMMyHHKaHOHHLIM KaHa1aM CB3H M0KeT OCyIIICCTBJ1TLC 

qepe3 0,/lHOro 11JlH HeCKOJlbKHX orrepaTop0B 3JleKTp0HHOro )lOKyMeHT006oporn. 

2.5.8. 3JieKTpOHHhIH )lOKyMeHT C411TaeTCH IIOJIY"leHHbIM O)lHOH H3 CTopoH, eCJil1 eii. fIOCTYfll1JlO COOTBeTCTBYIOIUee 

rro,urnep)l(,UeH11e orrepaTopa 3JleKTPOHHOro )lOKyMeHTOo6oporn, rrp11 HaJIH'fl1H H3Bell.(eHHH ,upyroii. CTopOHbl 0 

rroJiy'feH1111 ,[(oKyMeHrn, rro,urrucaHHoro YK3IT o,nHoH 111 CTOpoH nOIITBepJeHHOrO oepaTOpOM 3neKTpOHHoro 

)lOKyMeHTOo6oporn. 

2.5.9. CTopOHbl o6ecrre'fHBalOT xpaHeHHe ,[(oKyMeHTOB, fIO)lfIHCaHHb!X YK3IT COBMeCTH0 C rrp11MeHHBWHMCH )lJlll 

cpopMHpoBaHHH YK3IT yKa3aHHbIX )lOKyMeHTOB cepTHcp11KaTOM KJIIO'fa rrpoBepKH fIO)lIIl1CH B Te1feH11e cpoKa, 

ycTaHOBJleHHOro )lJUI xpaHeHHH TaKHX )lOKyMeHTOB. 

2.5. l 0. CTOpOHhI caMOCTOHTeJihHO 06ecrre'f11Ba10T ycrnHOBKY, HaCTpoii.Ky 11 3KCIIJiyarnu1110 cpe,ucrn YK3IT B 

COOTBeTCTBHH C Tpe6oBaHl1HMl1 ,uei1crny10mero 3aKOHO)laTeJlhCTBa 11 pernaMeHTOM COOTBeTCTByIOII.(ero 

y,uocTOBepHIOIUero ueHTpa H orrepaTOpa 3JieKTpOHHOro ,noKyMeHToo6oporn. 

2.5.11. CTOpOHbl rro,urnep)l(,UalOT, 'fTO caMOCTOHTeJlbHO Bb1611pa10T ce6e orrepaTopa 3JleKTpOHHOro )lOKyMeHT006oporn, 

11 rrpOH3B0)lllT fIO)lKJllO'feH11e, ycrnHOBKY H 06ecrre"111Ba10T pa60TOCIIOC06HOCTb cpe,ucrn H KaHaJIOB CBH3H, 

rrporpaMMHOro o6ecrre4eHHH, a TaKKe cpeCTB KpIITOrpabMuecKoi 3aTI MHbopMa, HeOoxOJIHMBIX )lJUI 

fIO)lKJllO"leHHH, co6CTBeHHblM11 CHJlaMl1 H cpe,nCTBaMH. 

2.5.12. Ka)l()laH 113 CTopOH caMOCT0HTeJlbH0 IJIaTT 3a HCXOJIIIe OT Hee )lOKyMeHTbl. 

3. IIPOlIHE IIOJIO)KEHH.H 
3.1. ,[()l(OHCOH & ,[()l(OHCOH H A,upecaT flpe,nJIO)l(eHHH rrpH3HalOT 11 cornawaIOTCH, 'fTO JII06oe B3al1MO,UeHCTBHe 



YKa'.laHHblX JUIU B paMKax HaCT05111.\ero Tipe,uJIO)KeHilll He o6513bIBaeT A,upecarn Tipe,UJIO)KeHH51 HH B Koei-i Mepe 

nptto6peTaTb, HCn0Jib30BaTb, peK0MeH,U0BaTb HJIH o6ecne'-IHBaTb B03M0)KH0CTb HCn0Jib30BaHHJI KaKHX-JIH6o npenapaT0B 

JxoHcon & JKoHcoH, He HaIpaBJeH0 Ha KaKOe-JIM6O 0IpaHHIeHHe K0HKypeHIHH HJIH IIpeII0CTaBJIeHHe IIpCHMyIIICCTB 

B C00TBeTCTBHH C ,ueHCTBYIOII.\HM 3aK0H0,UaTeJibCTB0M P<D H B IIpeeJIaX K0MIIeTCHIHH yKa3aHHBIX JIII. 

3.2. A,upecaT Tipe,uJIO)KeHilll HaCTOJIII.\HM npeocTaBer J[KOHcOH & JKOHCOH 3aBepeHHe, HIMCHOI1I€e J1I .ll:)KOHCOH & 
.ll:)KOHCOH cymecTBeHH0e 3Ha'-!eHHe, 0 TOM, '-ITO TipenapaT 6y,ueT HCn0Jib30BaTbC51 CTporo no Ha'.lHa<JeHHIO H B 

C00TBeTCTBH C TpeoOBaHMM JeiicTByIOerO 3aKoH0JaTenILcTBa PoccicKoii De/epa. 

3.3 . .ll:)KOHCOH & .ll:)KOHCOH H A,upecaT Tipe,UJIO)KeHilll o6JI3YIOTCJI B3aHMH0 co6JIIO,UaTb Tpe6oBamui 3aK0H0,UaTeJibCTBa B 

ccpepe npOTHBO,UeHCTBHJI K0ppynUHH H npe,uynpe)K,UeHilll KOHqJJIHKTa HHTepecoB CTOp0H, 0 nopll,UKe o6pameHilll co 

CBC[CHHAMH, C0CTaBJIAIOIIIHMH K0MMepIeCKyIO, CJIyKe0HyIO, HaJI0r0ByIO, BpaYeoHyro Tai(Hy H HyIO 

KOHM[ICHIHaJILHyIO HbOpMaIMHO, B TOM ICJIe CO6JIIOJIaTL 3aK0H0JaTeJIBCTB0 0 3a1Te IIepC0HaJIBHLIX JIaHHLIX. 

A,upecaT Tipe,UJIO)KeHilll 3aBeplleT H rapaHTHpyeT npaB0MepHyIO nepe,ua'-ly .ll:)KOHCOH & JKoHcoH epcoHanHIx 

,uaHHbIX A,upecarn Tipe,UJIO)KeHilll B paMKax 3aKJIIO'-leHilll ,uaHHOH ocpepTbl, B C00TBeTCTBHH C Tpe6oBaHill!MH 

IIpHMCHHM0T0 3aK0H0JIaTCJILCTBa, a TaKKe HaJUICKaIIICe yBCJ0MJI€He Cy6BeKTOB 0 TaKOii IIepeJIaIe HX IICpC0HaJILHLIX 

,uaHHbIX, eCJIH Toro Tpe6yeT npHMeHHM0e 3aK0H0,UaTeJibCTB0, ,UJI.ll ,U0CTH)KeHilll ueJIH: 3aKJIIO'-!eHHe, HC[l0JIHeHHe H (HJIH) 

npeKpameHHe ,uoroBopoB H cornaweHHH Me)K,uy A,upecaTOM Tipe,uJIO)KeHHJI H .ll:)KOHCOH & .ll:)KOHCOH. A,upecaT 

IpeJIoKeH JKOHcOH & JKOHCOH 3aBpIOT rapaHTpy1OT 06eCIeeHHe KOH]MJICHIHaJILHOCT 6e30IaCHOCT 

nepe,uaBaeMbIX nepcoHaJibHblX ,uaHHblX npH HX o6pa60TKe B C00TBeTCTBHH C Tpe6oeaHHJIMH npttMeHHM0ro 

3aK0H0,UaTeJibCTBa. A,upecaT Tipe,UJIO)KeHHJI H .ll:)KOHCOH & J[KoHcoH 063y1OTC IIpHHMaTB HeO0XOJIMLe I1paB0BLIe, 

opraHH3aUH0HHbie H TeXHH'-!eCKHe Mepbl HJIH o6ecne'-IHBaIOT HX npHHJITHe ,UJI.ll 3all.\HTbl nepcoHaJibHbIX ,uaHHbIX npH HX 

nepenaIe Mey AIpecaTOM Tipe,uJIO)KeHHJI JKoHcon & J[KoHcoH IocpencTB0M 3JIeKTp0HHLIX KaHaJ10B CB3M, 

MaWHHHbIX tt 6yMa)l(HblX HOCHTeJieH HHqJOpMaUHH HJIH HHbIM cnoco6oM. B CJiy'-!ae HeC00TBeTCTBHJI ,ueHCTBHTeJibHOCTH 

yKa3aHHBIX B HaTOIICM IyHKTe 3aBepeH rapaHTi JKoHcon & JKoHcoH HeMeIJICHH0 0TKaKeTC OT II0JIyIeHI 

nepcoHaJibHbIX ,uaHHbIX OT A,upecarn Tipe,UJIO)KeHilll H (HJIH) B pa3yMHi Cp0K npeKpaTHT o6pa6oTKy paHee noJiy'-leHHbIX 

OT A,upecaTa Tipe,uJIO)KeHilll nepcoHaJibHblX ,uaHHbIX . .ll:)KOHCOH & .ll:)KOHCOH ,UJI.ll BbITI0JIHeHHJI BbIWeyKa3aHHOH ueJIH 

HMeeT rrpaB0 npHBJieKaTb rpeTbHX JIHU -noCTaBII.\HK0B HbOpMaIoHHO-cIpaBOIHLIX yCJIyT (JI) yCJIyT Ip0BCJeH 

ay,uHTOB/npoBepOK - K o6pa60TKe rrepcoHaJibHbIX ,uaHHbIX, II0Jiy'-!eHHbIX OT nepe,ua10me11 CTopOHbl. TipHBJie'-leHHe 

yKa3aHHbIX TpeTbHX JIHU K o6pa60TKe rrepcoHaJibHblX JIaHHBIX M0KeT 0CyIIeCTBJ1TLC T0JibK0 npH ycJI0BHH 

o6ecne'-!eHilll HMH KOHqJH,UeHuHaJibHOCTH H 6e10naCHOCTH nepcoHaJibHbIX ,uaHHblX npH HX o6pa6oTKe. A,upecaT 

IIpe/1oKeHH 3aBepeT rapaHrpyer nonyueHue cornaci cyoBeKTOB JI HaIHIH HHLIX IIpaB0BLIX OCHOBaHi J1I 

ocymecTBJieHilll BbIWe0nHCaHHbIX ,ueHCTBHH co CT0p0Hbl .ll:)KOHCOH & .ll:)KOHCOH. 

3.4 CoeepweHHe A,upecaTOM Tipe,uJIO)KeHHJI ,ueHCTBHH, yKa3aHHbIX B II. 2.2 HaCTOJIII.\ero Tipe,UJIO)KeHilll, 6y,ueT C<JHTaTbCJI 

aKIeIIT0M HacTOIer0 Ipe/1oKeHH. AKIeIT HacTOIer0 IIpeJoKeHH B03M0KCH JIMIIIL B II0JIH0M O6BeMe. Ton1Ko 

e 9T0M cIyIae J10r0B0p 0 603B03Me3HO nepenaIe TipenapaTa ,UJI.ll ueJiei1 pacwttpeHilll ,uocTyna nautteHT0B, 

Tpa/aIOIHX CpenHeTeJIOi TKenIOi bopMoii ncopHa3a / aKTBHBIM IIC0pHaTHIeCKHM apTpHT0M, K JIeIeHHIO 

HHH0BaUH0HHbIMH JieKapCTBeHHbIMH npenapaTaMH 6y,ueT 51BJIJITbCJI 3aKJIOIeHHLIM Mey JKOHCOH & JKOHCOH 

A.npecaTOM Tipe,UJIO)KeHilll Ha ycJI0BHJIX Tipe,uJIO)KeHHJI. qaCTH'-IHbIH aKuenT rrpe,uJI0)KeHilll ( ocpepTbI), a TaKKe aKIeIIT 

Tipe,UJIO)KeHHJI ( ocpepTbI) Ha HHbIX ycJI0BHJIX He ,uonycKaIOTCJI. 3aKJIIO'-!eHHe ,uoroeopa Me)K,uy .ll:)KOHCOH & .ll:)KOHCOH 11 

A,upecaTOM Tipe,uJIO)KeHilll ocymecTBJIJleTC51 rryTeM C0BepweHH51 ,ueHCTBHH A.npecaTOM Tipe,UJIO)KeHH51 B nopll,UKe, 

npe,uycMoTpeHH0M pa1,ueJI0M 2 «O6mtte ycJI0BHJI» HaCTO.llll.\ero Tipe,uJIO)KeHHJI ( ocpepTb!). B ueJI.llX 6yxraJITepcKoro 

y'-leTa A,upecarn Tipe,uJIO)Kemrn CTOHM0CTb 0,UHOH ynaK0BKH Tipenaparn npHHHMaeTC51 paBHOH 126 989.00 py6. 

3.5. HacTOJIII.\ee Tipe,uJIO)KeHHe ,ueHCTBHTeJibHO ,uo 20 JIHBapll 2025 ro.na H M0KeT 6LITL 0T03BaH0 .ll:)KOHCOH & .ll:)KOHCOH 

e JII06oi1 M0MeHT. 

3.6 . .ll:)KOHCOH & .ll:)KOHCOH enpaee 0TKa3aTb B npHH51THH AKuenrn ocpepTbl H 0TKa'.laTbCJI OT HCn0JIHeHHH CB0HX 

o6JI3aTeJibCTB no HacTOIIeMy IIpe/oKeHro, B cnIyae CCII no TeXHH'-!eCKHM WHJIH JI0rHCTH'-!eCKHM rrpH'-IHHaM 

.ll:)KOHCOH & .ll:)KOHCOH He M0)KeT ocymecTBHTb ,U0CTaBKY Tipenaparn TioJiy'-laTeJIIO. 

3. 7. CTopOHbl OCB060)1(,UaIOTC51 OT 0TBeTCTBeHH0CTH 3a n0JIH0e HJIH '-!aCTH'-IH0e HeBbITI0JIHeHHe o6JI3aTeJibCTB no 

HaCTOIIeMy J0r0B0py, eCJIH 3T0 HeBbITI0JIHeHHe JIBHJI0Cb CJie,UCTBHeM o6cTOJITeJibCTB HenpeO,UOJII,!MOH CHJibl 

BKJIIO'-!aJI HaB0,UHeHHe, n0)Kap, 3eMJieTp51CeHHe H .npyn1e CTHXHHHbie 6e,ucTBHJI, BOHHY, B0eHHbie ,ueHCTBHJI Bcex BH,U0B, 

1a6aCTOBKY nepcoHaJia, rpa)K,UaHCKHX 6ecnop51,UKOB, aeapHH Ha TpaHcnopTe, 6JIOKa,Ubl, 3nH,UeMHH HJIH rraH,UeMHH, a 

paBH0 BBe,UeHHe yn0JIH0M0'-!eHHblMH rocy.napCTBeHHbIMH 0praHaMH peKHMa IOBLIIICHHOi roT0BH0CTH HJIH HH0ro 

aHaJI0fH'-IH0ro pe)KHMa CBJl3aHH0r0 C pHCKaMH HacTyrrJieHHJI o6cTOJITeJibCTB Herrpeo,uOJIHMOH CHJlbl, a TaKe IIpHHTe 

rocy,uapCTBeHHblMH opraHaMH aKT0B, npenJITCTBYIOII.\HX BbITI0JIHeHHIO o6eHMH HJIH 0,UHOH H3 CTopoH 06513aTeJibCTB ITO 

,uaHH0MY ,uoroeopy, H .npyrHX o6cTOJITeJibCTB, K0T0pbie M0ryT noBJiill!Tb Ha BbITI0JIHeHHe o6513aTeJibCTB n0 HaCTOIIICMy 

,uoroeopy. CTopoHa, ,UJI.ll KOTOpOH BbITI0JIHeHHe o6JI3aTeJibCTB CTaJI0 HeB03M0)1(HblM BCJie,UCTBHe HaCTynJieHilll 

o6CTOJITeJibCTB Henpeo,UOJIHMOH CHJibl, ,U0JI)l(Ha B TeIeHe 3 (Tpex) pa60'-!HX ,UHeH C M0MeHTa HaCTynJieHH51 yKa3aHHbIX 

o6CTOJITeJibCTB JII06b!M ,U0CTYrlHblM B ,uaHHblX o6CTOJITeJibCTBax cnoco6oM yBe,U0MHTb ,upyry10 CTopoHy 0 Ha'-!aJie, 

0)KH,UaeM0M cpoKe ,ueHCTBH51 H npeKpameHHH yKa3aHHblX o6CTOJITeJibCTB. EcJIH HeB03M0)KH0CTb noJIH0ro HJIH 

'-!aCTH'-IH0ro BbITI0JIHeHHJI 06513aTeJibCTB ,UJI.ll O,UHOH 113 CTopoH ,UJIHTCJI 6oJiee l ( O,UHOro) MeCJIUa, ,upyraJI CTopoHa HMeeT 

npaeo II0JIH0CTblO HJIH '-laCTH'-IH0 0TKa3aTbCJI OT .noroeopa, nHCbMeHH0 13BCTB 06 3r0M pyryIo CT0pony. Ip 3T0M 

CTopOHbl ,U0JI)l(Hbl npoeecTH neperoeopbl C ueJiblO 0IICHKH CHTyaIIHH H BLIpaoOTKH B3aHM0IIpHCMJICMIX peIIIeHi. B 
CJiy'-!ae eCJIH ,ueHCTBHe o6cTOJITeJibCTB Henpeo,UOJIHMOH CHJibl ,UJIHTCJI MeHee l ( 0,UHOro) MeCJIUa, cp0KH HCn0JIHeHHJI 



ofonaTe11bCTB CTopoH npOLJ.11eBa!OTC51 Ha nep110Ll 11X L{eHCTBH51. 

3.8. H11 OL{Ha 113 CTOpOH L{Orosopa He Bnpase OCyll\eCTB1151Tb KaK11e-111160 L{eHCTBl151, 3anpell\eHHb!e 3aKOHOL{aTe11hCTBOM 

Pocc11HCKOH <l>eLJ.epau,1111 111111 11HbIM 3aKOHOL{aTe11bCTBOM O npOTl1BOL{eHCTBl1H KOppynu,1111, KOTOpoe L{a11ee COBMeCTHO 

11MeHyeTC51 «AHTl1KOppynu,110HHOe 3aKOHOL{aTe11bCTBO» H MO)l(eT npHMeH51TbC51 K KaKOtt-111160 OL{HOH 1111H 06e11M 

CTopoHaM. B L{On011HeHHe K BbIWel13110)1(eHHOMY HH OL{Ha H3 CTOpOH He snpase ocyll\eCTB1151Tb KaKHe-111160 n11aTe)l(11, 

npe,n11araTb H1111 nepeLJ.aBaTb KaK11e-111160 u,eHHOCTl1 rocyLJ.apcTBeHHOMY H/111111 MYHHU,11na11bHOMY c11y)l(all\eMy, 

pa6oTHl1KY opraHOB rocyLJ.apcrneHHOH B11aCTl1, opraHOB MeCTHOro caMoynpa011emui, rocyLJ.apcrneHHbIX 11/111111 

MYHl11.J,Hna11bHbIX opraHl13aU,11H, KaKOH-111160 n011HTH'-IeCKOH napTHl1 11/111111 KaH,nH,naTy Ha L{011)1(H0CTb B opraHax 

rocyLJ.apCTBeHHOH B11aCTl1 1111H MeCTHOro caMoynpa011emui, 111160 11HOMY TpeTbeMy 1111u,y, CB513aHHOMY BO c,ne11KOH, ec1111 

:no np110e,neT K HapyweHl1IO AHTl1KOppynu,110HHOro 3aKOHOL{aTe11bCTBa. 

3.9. Bee cnopbl 111111 pa3HOrJiaCl151, B03Hl1Ka!Oll\11e no HaCT05lll\eMy ,norosopy 111111 8 CB51311 C HHM, pa3pewaIOTC51 nyTeM 

neperosopos. )];o nepeLJ.a1.J11 cnopa Ha pa3peweH11e cy,na crnpOHhI npm,1yT MepbI K ero ypery1111posaH1110 s 

npeTeH3HOHHOM nopH,nKe. flo no11y1.JeHHOH npeTeH3Hl1 CTOpOHa L{011)1(Ha ,naTb nHChMeHHbIH OTBeT no Cyll\eCTBY B cpoK 

He n03L{Hee IO (,neC51T11) Ka11eHLJ.apHb!X L{Hett C JaTLI Ce IIOJIyIeH. B CJIyIae HBO3MOKHOCT pa3peweHl151 crropoB 111111 

pa3HOrnac11i1 nyTeM neperosopoB, OH nOJIeKaT pa3peIIeHHIO Ap6HTpa)l(Hb!M cy,noM ropoLJ.a MocKBbl B rropHL{Ke, 

ycTaHOB11eHHOM 3aKOH~i}T~.Jl~Jr,Jr?M PoCCl1HCKOH <l>eLJ.epau,HH. 
~~ 01e,'c.TCT8[fff/' 1,, $ "%6,% 

.;;,·,,_,+ 0-v~,. 
feHepa11bHhlttAfit eK-i;QP :~ 

fl «,,LJ,.lKOHGQH ~;:. 
i% & : 

------,~~,..1"1"¥"'-" t!Jt,o~JW · tLKCl1M EsreHbeB111.J/ 

% I$S 
-~-!>o ~"''"-S· 

-~ <:.1, 
7 MuocxA..<s 

"rn,,{«s? 
IlpuJio,Keuue _N'g 1 <l>opMa «AKu,enT oqiepThm 

rlKyWeYKHHa H.A. 
AHpeKrop no .Qocryny npenaparoB Ha pblHOK 

,QosepeHHOCTb N2 6846 OT 10.07.2023 r. 



CCLIK: 

I. Icopa3, KIAH4ecKIe peKoMeHati, 2023 r. Cc1Ka: https://cr.minzdrav.gov.ru/recomend/234_I 
2. Mon1o4Ko B.A., Ba/oK B.B., AI6aHOBa B.H., BoIHyx B.A. Icopnas nu ncopnarseckuii aprpr. M.: KMK, 2007. 332 c 
3. IcopuarusecKui apTpur. KI4ecKe peKoMeHan, 2021 r. Cc1Ka: https://cr.minzdray.gov.ru/recomend562 2 
4. Pa3arocKii K.H., [pea, P.O., XKyKOBa O.B., I Ip. OICHKa 9KOHOMIIeCKOrO 6peMeHHI H TeKyIUIeTrO COCTOHI OpTaHI3aIHII 

IeKapcTBeHHOrO O6ecneeH aHeHTOB c IcOpHa3OM B Pocciickoii be;epauu. KnIHecKa JepMaTO/Io BeHpOJIOr. 2021;20(3):8- 
16. 

5. HHerpyKu no Menckoy npMeennro npenapara TpeMbea; Py JI1I-005686 or 31.03.2021 (I00 MF/Mn); URL.: 
http://grls.rosminzdrav.ru/Grls_View_v2.aspx?routingGuid=06e7fa3a-e993-4bad-aa90-f28b2de029d3&t= 

6. Blauvelt A, et al. Efficacy and safety of guselkumab, an anti-interleukin-23 monoclonal antibody, compared with adalimumab for the continuous 
treatment of patients with moderate to severe psoriasis: Results from the phase III, double-blinded, placebo- and active comparator controlled 
VOYAGE I t1ial, J Arn Acad Dennatol 2017;76:405-417; 

7. Griffiths CEM et al. Maintenance of Response With Guselkumab for up to 3 Years' Treatment in the Phase 3 VOYAGE I T,ial of Patients With 
Plaque Psoriasis. SKIN The Journal of Cutaneous Medicine, [S.I.), v.2,p. S90 

8. Griffiths CEM, et al., Continuous treatment with guselkumab maintains clinical responses through 4 years in patients with moderate-to-severe 
psoriasis: results from VOYAGE I. J Dennatolog Treat. 2020 Jul 13:1-9. 

9. Reich K, et al., Guselkumab versus secukinumab for the treatment of moderate-to-severe psoriasis (ECLIPSE): results from a phase 3, randomised 
controlled trial. Lancet. 20 I 9 

I0. Pac1op9xeHe IIpaurencra PoccuiicKoii be/epa or 30.10.2021 Ne 3073- 
p http://publication.pravo.gov.r/Document View/0001202011250016 

11. Scher, J.U., Ogdie, A., Merola, J.F. et al. Preventing psoriatic arthritis: focusing on patients with psoriasis at increased risk of transition. Nat Rev 
Rheumatol 15, 153-166(2019) 

12. M. Augustin et al., VIRTUAL PRESENTATION AT THE 6TH WORLD PSORIASIS & PSORIATIC ARTHRITIS CONFERENCE, 2021, 
P35115 

13. Langley R.G, Tsai T.F., Flavin S., et al. Efficacy and safety of guselkumab in patients with psoriasis who have an inadequate response to 
ustekinumab: results of the randomized, double-blind, phase III NAVIGATE trial. Br J Dennatol. 2018;178( I): 114-123. 

I4. Baxy1eB, A. JI., Illaroa, IO. B., Ko31oa, H. B. ICopa3 KaK CHCTeMHa IaTOIOrA. CapaTOBCKI HayIHO-MeJIUIHcKi KypHan1, 2008; 4 
(0),13-20. 

15. Mease PJ et al. Guselkumab in biologic-naive patients with active psoriatic arthritis (DISCOVER-2): a double-blind, randomised, placebo 
controlled phase 3 trial. Lancet. 2020 Apr 4;395( I 0230):1126-1136. 

16. Deodhar A. et al. Guselkumab in patients with active psoriatic arthritis who were biologic-naive or had previously received TNFa inhibitor 
treatment (DISCOVER-I): a double-blind, randomised, placebo-controlled phase 3 trial. Lancet. 2020 Apr 4;395( I 0230):1115-1125. 

17. Mease P. et al. Guselkumab for Active Psoriatic Arthritis: Results from Systematic Literature Review and Network Meta-Analyses. Academy 
of Managed Care Pharmacy 2020; Poster. Poster.L6, Vol. 26 

18. L Puig, TF, Tsai, T Bhutani, J Uy, P Ramachandran, M Song, Y You, M Gooderham and M Lebwohl. Safety in moderate-to-severe plaque 
psoriasis patients with latent tuberculosis treated with guselkumab and antituberculosis treatments concomitantly: results from pooled phase 3 
VOYAGE I & VOYAGE 2 trials Eur Acad Dennatol Venereol 2020 

19. Mcinnes 18, Rahman P, Gottlieb AB, et al. Long-Tenn Efficacy and Safety of Guselkumab, a Monoclonal Antibody Specific to the pl 9 Subunit 
of Interleukin-23, Through Two Years: Results From a Phase III, Randomized, Double-Blind, Placebo-Controlled Study Conducted in Biologic 
Naive Patients With Active Psoriatic Arthritis. Arthritis Rheumatol. 2022;74(3):475-485. 


