
BCEM fOCY,[(APCTBEHHhIM, MYHHIJJ1IIA flhHhIM Y1:I PE)K)]; EHIDIMI1 3,[(PABOOXPAHEHIDI H 

OPf AHAM HCITOflHHTEflhHOH BflACTH B C<l>EPE 3,[(PABOOXPAHEHIDI 

IIpen1oxene o 3aKoenu poroBopa 
B OTHOIIIeHIH 6e3B03Me3IHoi nepea eKapcrennoro npenapaTa non MHH eTeKIIHyMao 

B u,eJJHX onepanrnuoii nunu,nau,nn cneu,namnuposauuoii Tepamrn u pacmnpeunH t1,ocTyna nau,neHTOB, 
CTpat1,a10lll,HX BOCDaJJHTeJJbHblMH 1a60J1eBaHHHMH KHWe'IHHKa, K COBpeMeHHOII HHHOBaU,HOHHOII 

Tepamrn C HCUOJlblOBaHHeM JleKapCTBeuuoro npenapaTa tJ,JlH MetJ,HLl,HHCKOro npnMeHeHHH C MHH 
creKHIHyMao 

Hex. HoMep N _ff1- y/_g 
r. MocKBa «/j» _rj 2022 rota 

II 

O6mecrno c orpaHHtieHHOH OTBeTCTBeHHOCTLtO «][KOHcOH & JKOHCOH», HOpHIIHIeCKOe JIHIIO, HaJIeKaIIIHM 

o6pa30M C03,!l;aHHOe H ,D;ettcTByromee B COOTBeTCTBHH C 3aKOHO,D;aTeJibCTBOM PocCHHCKOH <l>e,D;epm.-1HH, 

Of PH: 1027725022940, HHH: 7725216105, c MeCTOM HaXO)K,D;eHHH ITO a,D;pecy: 121614, r. MocKBa, yrr. KphrnaTCKM, 

,!l;. 17, KOpIT. 2, B rrmi;e feHeparrbHOro ,!l;HpeKTOpa IToro,D;HHOH EKaTepHHbl EopHCOBHhl, ,D;ettcrnyromett Ha OCHOBaHHH 

Y CTaBa (,D;arree - «_nmoucou & _nmoucou» ), 

UPHHHMAJI BO BHHMAHHE, 1-ITO 

(A) BocITarrHTerrhHhie 3a60/1eBaHH KMIIIeIHHKa (B3K) BKJIIOIaHOT 93BeHHLi KOJIIT (5IK) H 6orre3Hh KpoHa (EK) H 
xapaKTepH3yroTC51 HaJIH'IHeM xpoHH'leCKOro BOCITarreHHH B )KeJiy,D;O'IHO-KHIIJe'IHOM rpaKTe. KaK ,!l;M 5IK, TaK H 
,!l;M EK xapaKTepHO xpoHH'leCKOe HeITpepbIBHOe HJIH xpOHH'leCKOe peUH,D;HBHpyromee Te'leHHe1. 

(E) CorrracHo ,D;aHHhIM Hccrre,D;OBaHHH ESCApe, B pocCHHCKOH ITOITYMUHH 6orrhHhIX B3K ITpeo6rra,D;aIOT 
peHeTKeILIe H TenILe pOpMLI, 'ITO o6ycrroBJieHO He,D;OCTaTO'IHOH H HeCBOeBpeMeHHOH ,D;HarHOCTHKOtt:2. 
OTMeaeTC 3HaITeJIBHOe 'IHCJIO 60JibHblX C OCJIO)KHeHHbIMH cpopMaMH B3K, Bb!COKM qacTOTa BbillOJIHeHHH 
OITepamBHbIX BMeIIIaTeJibCTB ' 'ITO ITPHBO,!l;HT K HHBaJIH,D;H3aUHH ITauHeHTOB H o6ycrraBmrnaeT Heo6xo,D;HMOCTb 

ITpe,D;OCTaBJieHHH '.HOH rpynITe HacerreHHH pa3JIH'IHbIX COUHaJihHblX JibroT1• 3; 

(B) IlaIeHT c B3K HyJIaIOTC B CBOeBpeMeHHOM Ha3HaIeHMH TeHHO-IHKHepHLEX 61OJ1OIIYecKX IIpen1apaTOB 
(TBID), Ip pa3BT CTepoH,D;Ope3HCTeHTHOCTH, CTepOH,!J;03aBHCHMOCTbIO, HJIH ITPH He3cpcpeKTHBHOCTH 
HMMyttocynpeccopoB B BH,D;e HH,D;YKUHOHHOro rypca c ITocrre,D;yromerr ITOMep)KHBammerr reparrnerr4. )KmHeHHo 
Ba)KHM He06XO,!l;HMOCTb ITauHeHTOB C ,D;HarH030M B3K COCTOHT B MaKCHMaJibHO OITepaTHBHOH HHHUHaUHH 
TepaITHH; 

([) ITorpe6HOCTh B fHEIT TepaIIHH cymecTBeHHO ITpeBhIIIIaeT ee TeKyIIIi ypOBeHL. B fHEIT TepaITHH HY)K,D;aIOTCH 
,D;O 30-40% ITaUHeHTOB c B3K, O,D;HaKo ITorryqamT ee He 6orree 5-10% ITauHeHTOB5•6; 

(,[() fleKapcTBeHHbIH ITpeITapaT ITO,!l; rnproBbIM HaHMeHOBaHHeM CTerrapa, MHH y CTeKHHYMa67•8' KOHUeHrpaT ,!l;M 
IpTOTOBJIeH pacTBOpa JI HHpy3ii, 5 MI/Mn1, 26 Mn, p1aKOH Ne I(ranee «IIpenapaT») BJeTC 
ITpe,D;CTaBinerreM HOBOro Krracca HHrH6HTOpOB HHTeprreHKHHOB 12/23, peryMTOpHbIX UHTOKHHOB, HrpaIOII.(HX 
KJIIO'leByro pOJib B HMMyttOITaTOreHe3e 6orre3HH KpoHa, 513BeHHOro KOJIHTa. ITpeITapaT ITpO,D;eMOHCrpHpOBarr 
6b1crpyro CKOpOCTb HacTyrrrreHHH KJIHHH'leCKOro 3cpcpeKTa H KOHTPOJib MapKepOB BOCITaJieHHH B CO'leTaHHH C 
,!l;OJirocpo'IHOH ycTOH'IHBOH KJIHHH'leCKOH H 6eccTepOH,!l;HOH peMHCCHeH, B03MO)KHOCTh BJIHHHHH Ha 3Ha'IHMbie 
,!l;M o6mero ITporH03a KOMOp6H,D;HbJe 1a6orreBaHHH H CHH)KaTh ypoBeHb roCIIHTaJIH38UHH, XHpyprnqecKHX 
BMeIIIaTeJihCTB H He06XO,!l;HMOCTH ITepeKJIIO'leHHH Ha ,D;pyrne reHHO-HH)KeHepHbie 6HorrornqecKHe ITpeITapaThI y 
IIaIeHTOB CO CpeIIHeTKeJIOi HI TeJIOi 60/1e3HLIO KpoHa, 513BeHHbIM KOJITOM KaK c He3bbeKTBHOCTL1O 
CTaH,D;apTHOH TepaIIHH (rrrIOKOKpTHKOCTepOH,!l;hl, HMMyttocynpeccopbI), TaK H y ITauHeHTOB C 
He3bqeKTHBHOCTBIO TeHHO-HHeHepHOi 61OJIOIecKOi TepaIIHH, B TOM HIHCJIe «MHOKeCTBeHHHIX 
HeOTBeT'IHKOB». HH3KM HMMyttoreHHOCTh H 6rraroITpHHTHbIB ITpO!pHJih 6e1onaCHOCTH OTJIH'laIOT 
rreKapcTBeHHhIH ITpeITapaT c MHH VcTeKMHyMa6 OT filEIT ,D;pyrnx KrraccoB4•6•7. Eorree 10-rreTHHH OIThIT 
ITpHMeHeHHH ITpeITaparn ITO ITOKa3aHHHM «ITCOpHa3 H ITCOpHarnqecKHH aprpHT», ,!l;aHHbJe Me)!(,D;yttapo,D;HbIX 
per11crp0B ITOKa3bIBaIOT, 'ITO ITpeITapaT xapaKTepmyeTCH Bb!COKHMH ITOKa3arerreM «BhDKHBaeMOCTH» TepaITHH 
cpe,D;H [HEIT* 4,9, IO, 11 

*[HEIT: 11<DHO-a, 11 IUI 17 ( ceK)'KHH)'Ma6, HKCeKH3M)'Ma6), Be,uon11J)'Ma6 

1 



BCEM rocY,r:i:APCTBEHHblM, MYHI11.l;I1ITAJihHbIM YlJPE)K)J:EHIDIMI-I 3,r:i:PABOOXPAHEHIDI 1-I 

OPfAHAM 1-ICITOJIHI-ITEJihHOH BJIACTI-I B C<DEPE 3,r:i:PABOOXPAHEHI-I51 

p}'K0B0.LICTBYHCb II. 1 CT. 432, II. 2, 3 CT. 434, II. 1 CT. 435, II. 2 CT. 437, II. 3 CT. 438 fpa)l(,!l:aHCKOrD K0,!l:eKCa 

PoccnrrcKorr<De,nepaurrn:, 

(E) CorrracHo 1-IHCTPYKUHH rro Me.LIHUHHCK0MY rrpnMeHeHmo ITperraparn7 rrauneHTaM c 6one3Hhl0 KpoHa nnn 

513BeHHblM K0JIHT0M peK0MeHJI0BaH0 0IH0KpaTH0e, HHHUIDipYJOmee TepaIIHIO BHJTPHBeHH0e BBe,neHHe ITperrapaTa 

B .LI03e, paccqHTaHHOTI Ha 0CH0BaHHH MaCCbl Tena: 

Macca Tena rrauneHTa Ha M0MeHT ,z:i:03a Konnqecrno qrnaKOHOB ITperraparn 
sse,neHHH rrperraparn 

:S 55 Kr 260Mr 2 

> 55 Kr-:S 85 Kr 390Mr 3 

> 85 Kr 520Mr 4 

PeKOMeH,nOBaHHaH ,nma (oKono 6 Mr/Kr) 

HACTO.Hlll,I-IM n PE,IJ)IAf' AET 

nI06bIM rocy,napCTBeHHbIM, MJHHUHIIanbHbIM yqpe)l(,!l:eHHHM 3,npasooxpaHeHHH H opraHaM HCIIOnHHTenhHOTI BnaCTH 
s ccpepe 3,npasooxpaHeHHH (,nanee - «A,npecaT npe,[1,JIOJKCHHH») 3a1rn10'IHTb ,norosop s 0TH0IIIeHirn 6eJB03Me3,nHorr 
rrepe,naqn Ilperraparn B LeJIX OIIepaTHBHOI HHHIIHaIIHH CIeIIHaJI3HpOBaHHOii TepaIIHH 11 pacIII11peHHH .LI0CTJIIa 
rrau11eHTOB-rpa)l(,!l:aH P<D, CTPa,naJOIUHX B3K, K neqeHHIO HHH0BaUH0HHblM11 neKapcrneHHblMH rrperrapaTaMH Ha 

ycn0BHHX HaCT0HII.\ero Ilpe,nno)l(eH1!51 (ocpepTbI) (.nanee - «npe,nJJOJKCHHe»): 

l. nPE,Il;MET ,Il;Of'OBOPA 

B TeqeH11e 30 ,nHerr c ,naTbI rronyqeHHH OT A,npecarn ITpe,nno)l(eHHH «AKuerrrn ocpepThrn (c }'KaJaH11eM Konnqecrna 

yaK0B0K H noIIyYaTeJ1) IO b0pMe, ycTaHoBneHHoii IIpJoeHeM Ne I K HacTOIeMy IIpe/U1oKeHH1o, 
ocpopMneHHOro Ha ObanHOM 6JIaHKe H 3asepeHH0ro II0.LIIIHCblO yrronH0MQqeHH0ro n11ua H rreqaTblO A,npecarn 
ITpe,nno)l(eHHH, ,z:i:)l(QHCOH & JIKOHCOH 063yeTc nepeJaTL AIpecary Ipe/1oKeH MJIH HH0My }'KaJaHH0MY HM 
rronyqaTenJO, KaK 3TO orrpe,neneHo B pa3,nene 2 HaCTOHII.\ero ITpe,nno)l(eHHH, 6e3 B3HMaHHH orrnaTuI ITperrapaT B 
K0JIHIeCTBe OT 2 (.nsyx) .LIO 4 (qeTb!pex) yrraK0B0K Ha KaJI0e JIHII0, HMeHOIIIee IpaKJIaHCTB0 PD, K0TOp0MY 
Ha3Ha9aeTC TepaIIH C IIpIMeHeHeM IIpenapara (.nanee - «ITau,neHT») B C00TBeTCTBHH C peIIIeHHeM A,npecarn 

IIpe//1oKeHI. 
ITpH 3TOM B cnyqae HarrpasneHHH B a,npec ,z:i:)l(QHCOH & ,z:i:)l(QHCOH AKuerrTa ocpepTbl Ha 0CH0BaHHH peIIIeHHH He 
ApecaTa IpeJoKeHH (HHOTO JIeIeSHOTO yIpeKJIeHH), 063aTeJILHLIM II0CJIeIIIOIIIHM II0IITBepKIeHHeM TaKHX 
peIIIeHHrr .LI0ll)l(H0 6b1Tu peIIIeHHe A,npecarn ITpe.r1no)l(eH1rn nnn ITonyqaTem Ilperraparn (HarrpHMep, perne1-rne 
Bpare6HOii K0MHCCH HJIH K0HCHJIyMa Bpaeii). TaKoe IoTBepeHe 0TpaKaeTC B oTIeTe O6 1CI10JIB30BaHHH 
Ilperrapam B C00TBeTCTBHH C rr.2.5. HacTOIIer0 IIpe1oKeHI. KonIYecTBO IepeIaBaeMLX ynaK0B0K Ha KaJ0e 
JIHI0 0IIpeJIeJIeTC B C00TBeTCTB1111 C .[103HpOBKOTI npenapaTa, yKa3aHHOii B peIIIeH1111, ocpopMmeMOM rrpoTOK0n0M 
HJIH B B11.[le BbITTI1CKI1 113 Me.[1111..\11HCKOTI KapTbl ITau11eHTa. 

2. Olilll,I-IE YCJIOBI-I.H 

2.1. IonyuareneM IIpenapara (ranee «HoyuaTe1») MoKeT 6LITB KaK Apecar Ipe/1oKeH, TaK yKa3aHH0e 
HM 11H0e !OpH.LIHqecKoe J111U0, HMeIOmee rrpaso ocymecTBnHTh Me.[111UI1HCKYJO H cpapMauesn1qeCKYJO ,lleHTenbH0CTb B 
C00TBeTCTBHH C Tpe6OBaHHM JeicTByIOIerO 3aK0H0naTenILcTBa PocciicKoi De/epa. 

2.2. AnpecaT ITpe,LIJIO)KeHHH HarrpasmeT s a,npec ,z:i:)KOHCOH & JxoHcOH «AKIenIT obepTL» no bopMe, 
ycTaHOBJIeHHoii IIpJoKeHeM Ne I K HacTOIIeMy IIpe/oKeH1o. BMecTe c «AKIIeIITOM opepT1» 
rrpe,LI0CTaBnHIOTC51 TaK)l(e cne.r1yiow;11e .[I0KJMeHTbl, 3aBepeHHbie II0.[IIIl1Cbl0 yII0JIH0M0 IeHH0T0 JIHIIa H rreqaTblO 

AIpecara IIpeJU1oeH: 

2.2.1 Kapro9Ka HopuuecKoro nIa AJpecaTa IIpe/oKeH (popMa IpJaraeTc). 
2.2.2 KOn nIeH3 IonyuaTen Ha 0CyIIIeCTBJIeHe MeIHcKOi bapMaLeBTecKOi JIeTeJILH0CTH 

C }'KaJaHHeM a.r1peca cpaKTHqecKOTI .[I0CTaBKH ITperraparn. 
2.2.3 Komm .[I0BepeHH0CTH Ha n0JIyYeHe Ipenapara c yKa3aHeM yII0JIH0M0eHH0T0 JIIIa JIM6O BLIIKa 

113 rrpHKaJa 0 HaJHalJeHHH yrronH0M0lJeHH0ro Jll1Ua Ha C00TBeTCTBYJOII.\YJO ,non)l(HQCTb. 

2 



BCEM rocY ,l];APCTBEHHhIM, MYHHIJ;HIIAJibHh IM Y1IPE)K)]; EHIDIMII 3,l];P ABOOXPAHEIDUI 1I 
OPfAHAM HCIIOJIHHTEJibHOH BJIACTH B C<l>EPE 3,l];PABOOXPAHEHIUI 

2.3. ITepe,n:aqa ITpeITaparn ocy:w;ec1BJU1eTCH CHJiaMH H 3a cqeT ,l];)l(OHCOH & ,l];)l(OHCOH, Ha ycJI0BHHX ):(0CTaBKH ):(0 
IlonyuaTen. Darr nepenam IIpenapaTa I0TBepaeTC II0IIIIHCaHIeM HaKJIaJIHO /JI aKTa Mey JKOHCOH 
& ,l];)l(OHCOH H yrroJIH0MoqeHHbIM ITpe,n:CTaBHTeJieM ITonyqaTeJUI B 3 (TPeX) 3K3eMITID!pax, 0):(HH H3 K0TOpbIX 0CTaeTCH 
y IlonyqaTeJUI, BTOpott ITepe,n:aeTCH ,l];)l(OHCOH & JKoHcoH, TpeTi - A.n:pecary ITpe,n:JIO)l(eHHH, ecJIH He OH HBJU!eTCH 
paKTHIeCKHM II0IyIaTeJIeM IlpeITaparn. YITOJIHOMoqeHHoe JIHU0 IT0):(ITHCbIBaeT HaKJia,n:Hyw H!HJIH aKT C 
ITp0CTaBJieHHeM co6crneHHOpyqHo IT0):(ITHCH pacIbpoBKOi baMJHH H HMeHH. 
2.4. A,n:pecaT ITpe,n:JIO)l(eHHH ,n:0JI)l(eH 06ecITeqHTb ITpHeMKy ITepe,n:aaaeMoro ITpeITaparn yrrorrHoMoqeHHbIM Ha 
0CH0BaHHH ):(0BepeHH0CTH HJIH ITpHKa3a JIHU0M IIO K0JIIeCTBy H Kaqecrny Ha ITpe,n:MeT C00TBeTCTBHH KQJIHqeCTBa, 
KaeCTBa B IaCTH BHIHMLIX HeII0CTaTK0B, HaJIHIM II0BpeJeH TpaHCIIOpTHLIX MeCT, a TaKKe B C00TBeTCTBMH CO 
crre.n:)'K>IUHMH ycrrOBHHMH: 

2.4.1. ,[J;ocTaBKa ITpeITaparn OT ,l];)l(OHCOH & ,l];)l(OHCOH K ITorryqaTemo M0)l(eT ocy:w;ecTBJU!TbCH 
AarnpecppH)l(eparnpoM HJIH B03):(yuIHbIM TPaHcITopTOM. 

2.4.2. Bee ABrnpecppH)l(eparnpbI, ,n:ocTaBIDIIOIIIHe ITpeITapaT, o6opy,n:oaaHbI TepMoperncTPaTOpaMHI 
caM0ITHCUaMH. ITpH ITpHeMKe ITpeITaparn, B0):(HTeJib AarnpecppH)l(eparnpa CHHMaeT qeK caM0ITHCUa H 
ITepe,n:aeT era ITpe,n:CTaBHTeJIIO ITorryqaTeJUI. A.n:pecaT ITpe,n:JIO)l(eHHH ):(QJI)l(eH 03HaK0MHTbCH C ,n:aHHbIMH Ha 
IeKe H CaM0CT0ITeJIBHO HeCeT pHCKH H 0TBeTCTBeHeH 3a K0ppeKTH0e CHTe IIOKa3aHi C 
TepMopeTIICTPaTOpa/caMOITHCUa H ITpoaepry ycrrOBHtt ITepeB03KH Ha C00IBeTCTBHe TPe6yeMOMY 
TeMIIepaTypH0My peXKHMy. B crryqae ecrrH ITpeITapaT coITpoao)l(,n:aeTCH TepMo,n:aTqJ;IK0M (TT) (a crryqae 
HCIT0Jib30BaHHH TepMOKOHTettHepoB ), A.n:pecaT ITpe,n:JIO)l(eHHH HJIH yrrorrH0M0qeHH0e HM JIHU0 Ha 
0CH0BaHHH ):(0BepeHH0CTH 0CTaHaBJIHBaeT TT H CIHTLIBaeT I10Ka3aHH C Hero BO BpeMH ITpHeMKH ITpeITaparn 
(HHCTPYKUHH ITO 0CTaH0BKe H cqHTbIBaHHIO ITOKa3aHHtt C TT HaX0):(HTCH B TepMOKOHTettHepe). 

2.4.3. ,[J;ocrnaKa ITpeITaparn B03):(yuIHbIM TPaHCIT0pTOM ocy:w;ecTBJU!eTCH B TepMOKOHTettHepax. B KaJI0M 
TepMOKOHTettHepe HaX0):(HTCH 1 (0.n:HH) TT. 

2.4.4. PacITaKOBKY H ITpoaepKy ITpeITaparn, yrraK0BaHH0ro B TepMOKOHTettHep, IlonyqaTeJib ):(0JI)l(eH ITp0H3B0):(HTb 
np TeMIIepaType, cOOTBeTcTBy1OIIIei Tpe6OBaHM TeMIIepaTypH0T0 peKIMa XpaHeHH ITpeITaparn. ITocrre 
pacITaK0BKH TepMOKOHTettHepa IlorryqaTeJib ):(0JI)l(eH H3BJie% TT H3 TepMOKOHTettHepa H He3aMe):(JIHTeJibH0 
0CTaH0BHTb era. 

2.4.5. B crryqae BbIHBJieHHH OTKJIOHeHHtt OT Heo6xo,n:HMoro TeMITeparypHoro pe)l(HMa, ITonyqaTeJib ITpHHHMaeT 
ITpeITapaT B KapaHmH H B TeqeHHe 1 ( o,n:Horo) pa6oqero ,n:HH c ,n:aTbI ITorryqeHHH ITpeITaparn yae,n:oMJUieT 
,l];)l(OHCOH & ,l];)l(OHCOH 0 BbIHBJieHHbIX TeMITeparypHbIX 0TKJI0HeHHHX, ITYTeM HaITpaarreHHH eMy ITO 
3JieKTPOHHOtt IToqTe ,n:aHHbIX, CHHTbIX c TT. 

2.4.6. ,l];)l(OHCOH & ,l];)l(OHCOH ITpHHHMaeT perneHHe 0 B03M0)l(H0CTH ):(aJibHettrnero HCIT0Jib30BaHHH ITpeITaparn H 
HHcpopMHpyeT A,n:pecarn Ilpe,n:rro)l(eHHH/ITorryqaTeJUI ITO 3rreKTPOHHOtt IToqTe o ITpHHHTOM perneHHH B cpoK 
He 6orree 30 (TPH.n:uarn) KarreH,n:apHbIX ):(Hett. 

2.4. 7. ITpHeMKa ITp0H3B0):(HTCH IlorryqaTerreM B TeqeHHe 1 ( o,n:Horo) pa6oqero il:HH c M0MeHrn ITepe,n:aqH ITpeITaparn 
nIO aKTy IIpeMa-IIepeaIH /JI HaKJaJIHOi. 

2.5. B TeqeHHe 30 pa6oqHx ):(Hett C ,n:aTbI 3aBeprneHHH HCIT0Jib30BaHHH ITorryqeHHbIX yrraK0B0K ITpeITaparn, A.n:pecaT 
IIpe/1oeHA 0613yeTC IIpeJ0CTaBTL JEKOHCOH & JDKOHCOH 0TeT 06 1CI10J1B30BaH Ipenapara, copepxauuii 
0CH0BH)'Kl HHcpOpMauHIO 0 IlorryqaTerre IlpeITaparn, cepHH ITpeITaparn, KQJIHqecrne ITepe,n:aHHbIX yrraK0B0K 
IIpenapara, are ero BBeJIeHM IlaIeTy(-aM), BLICKe H3 perneHHH A,n:pecarn Ilpe,n:JIO)l(eHHH, Ha 0CH0BaHHH 
K0TOporo Ha3HaqaeTCH TepaITHH c ITpHMeHeHHeM ITpeITaparn, ITO cpopMe, ycrnHOBJieHHOtt a ITpHJIO)l(eHHH N!! 2 
HaCTOHIIIero Ilpe,n:JIO)l(eHHH. 

2.6. B cnyqae 0TCYTCIBHH B 0TqeTe 06 HCIT0Jib30BaHHH IlpeITaparn OCHOBHOtt HHcpopMaUHH, YKa3aHHOtt B ITyttKTe 2.5 
HaCTOHIIIero Ilpe,n:JIO)l(eHHH, TaKOH QTqeT cqHrneTCH HeITpe,n:CTaBJieHHbIM, H K A,n:pecary Ilpe,n:JIO)l(eHHH ITpHMeHHIOTCJI 
ycrr0BHH IT. 3.4. HaCTOJIIIIero ITpe,n:rrmI<eHHH. 

2.6. B crryqae HeHCIT0Jib30BaHHJI IlpeITaparn B TeqeHHe ero cpoKa ro,n:Hocm A.n:pecaT ITpe,n:rro)l(eHHH o6Jl3yeTcJI 
ITp0H3BecTH yttHqTO)l(eHHe ITpeITaparn He IT03,n:Hee o,n:Horo ro.n:a I0CJIe HCTeeH Cp0Ka ro,n:Hocm ITpeITaparn B 
II0pJIKe, yCTaH0BJIeHH LIM ,n:eHCTB)'KlIIIHM 3aK0H0):(aTeJibCTB0M. 

2.7. B Te9eHe 30 pa6oqx eii Iocne yHuroKeH Ipenapara, Anpecar IIpe1oKeHA 063yeTC IIpeI0CTaBMTL 
JKOHCOH & J[KOHCOH 0TIeT 06 yHIT0KeH IpenapaTa, conepKauii ocHoBHyIO HHpOpMaIHIO 0 CepHH 
IIpenapara, H0Mep JaTy AKI,enITa OdepTB, IIpHHIHHy HeHCI10IL30BaH IpenapaTa B TeIeHe Cp0Ka T0IIH0CT, 
K0JIHIeCTBe yHHIT0KeHHLIX ynaK0B0K IIpenapaTa, JaTe eI0 yHHIT0KeH C Ipe0CTaBJIeHHeM 3aBepeHHOi 
A,n:pecaTOM Ilpe,n:rro)l(eHHH HJIH ITonyqaTerreM ITpeITaparn K0ITHH a1<rn 06 yttHqTO)l(eHHH ITpeITaparn. 

3. IlPO'-IHE IlOJIO)KEHIUI 
3 .1. CTOpOHbI IT0HHMaIOT 11 B3aHMH0 ITpH3HaIOT, qTQ ,l];)l(OHCOH & ,l];)l(OHCOH He HeceT 0TBeTCTBCHH0CTL 3a 
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BCEM fOCYJJ:APCTBEHHhIM, MYH11IJJUIAJihHhIM YlJPE)K)J, EHIDIMII 3JJ:PABOOXPAHEHIDI 11 

OPfAHAM 11CIIOJIH11TEJihHOH BJIACT11 B C<I>EPE 3JJ:PABOOXPAHEHIDI 

,[(aJibHerrrnee 06ecITeqem1e Ilau11eHTOB IlpeITapaTOM. CoorneTcrnyromHe rapaHTHH B ccpepe oxpaHhl 3,[(0pOBhll, 

ycrnH0BJieHHbJe 3aK0H0,[(aTeJibCTB0M PocCHHCKOH <!>e,[(epaUHH, HeCYT opraHbl rocy,[(apcrneHHOH BJiaCTH H opraHbl 

MeCTH0ro caMoyrrpasrreHHll, a TaKKe JI0JIKH0CTHLIe JILa OpraHM3a1ii B IIpeJIeJIaX CB0MX ITOJIHOMQqi[H. 

3.2. )];)!<OHCOH & )];)l(OHCOH H A,[(pecaT Ilpe,[(JIO)l(eHHll ITp113Ha!OT H corrrarnaIOTCH, qTO mo6oe B3aHMO,[(eiicrn11e 
YKa3aHHhIX JIHU B paMKax HaCTOllIUero Ilpe,[(rrmKeH11n He o6ll3bJBaeT A,[(pecarn Ilpe,[(JIO)l(eHirn HH B Koerr Mepe 
ITprro6peTaTb, HCIT0Jib30BaTb, peK0MeH,[(0BaTb 11JIJ,I 06ecITeqrrsaTb B03M0)l(H0CTb HCIT0Jib30BaHHll KaKHX-JIH60 
npenaparoB JKOHcoH & )];)l(OHCOH, He HaITpasrreH0 Ha KaKoe-rrrr6o orpaHHqeHHe K0HKypeHUHH J,IJIJ,1 ITpe,[(0CTaBJieHHe 
ITperrMyrn:ecTB B C00TBeTCTBl1H C ,[(eHCTB)'lOllIHM 3aK0H0,[(aTeJihCTB0M P<I> H B ITpe,[(eJiax K0MITeTeHUHH YKa3aHHbIX 

JIHU. 

3.3. ApecaT IIpeoKeH HaCT0IIHM npe0cTaBeT JKOHCOH & JKOHCOH 3aBepeHHe, MeYOIIIee JI J[KOHCOH 
& )];)l(OHCOH CyIIIeCTBeHH0e 3Ha9eHHe, 0 TOM, ITO IIpenapaT 6y/1eT MCI10JIB30BaTLC Cip0fO ITO Ha3HaqeHHIO, 
YKa3aHH0MY s HHCipYKUHH ITO Me,[(J,IUl1HCK0MY ITpHMeHeHHIO IlpeITaparn, s C00TBeTCTBHH c Ipe6oBaHHllMH 
eicTBy1OIerO 3aK0HOaTeLcTBa PoccicKOi De/epa (BKJIIOIa IIpHMeHHMLIe CTaHIapTB H II0pJIKH 0Ka3aHI 
Me,[(Hlll1HCKOH ITOMOIUH). B crryqae ecrrrr B C00TBeTCTBHH C HHCipYKUHeH ITO Me,[(HUHHCK0MY ITpHMeHeHHIO IlpeITaparn 
IIaIeHTy 6y/1eT BBeIeHo IIonyuaTeJIeM MeHhrnee K0Jii[qecrno ITorryqeHHoro IlpeITaparn, TO A,[(pecaT Ilpe,[(JIO)l(eHHll 
rapaHTHpyeT, qTO 0CTaBIIIeecll KQJIHqecrno IlpeITaparn 6y,[(eT HCIT0Jib30BaH0 Cip0ro ITO Ha3HaqeHHIO H TaKKe yKa3aH0 

B OT9ere 06 1CI10IL3oBaH Ipenapara no bopMe Ip1oKeH1 Ne 2. 
3.4. OTueT O6 HCII0JIL30BaHM IperapaTa, BJIeTC 0613aTeJILHLM K npe0cTaBJIeHIO AIpecaTOM Ipe/1oeHI 
,[(0KYMeHT0M, CBH,[(eTeJibCTByIOmHM 0 uerreB0M HCIT0Jib30BaHHH. B crryqae, ecJIH QTqeT 06 HCIT0Jib30BaHHH 
IIpenapara He 6y/1eT IpeJI0CTaBJIeH A[IpecaTOM IIpe/IoKeH B Teene 4 (qeTIpeX) MeCIeB C JIaTLI II0JIyYeHI 
)];)KOHCOH & JIroHcoH AKIenTa opepT, TO JeiicTBIe HacTOIIIer0 Ilpe,[(JIO)J(eHmI He 6y,[(eT pacrrp0CipaHllTbCll Ha 
rr106b1e HHhie ITocrre,[(yrorn:rre AKUeITThI ocpepThI A,o,pecarn Ilpe,[(JIO)l(eHHll. 

3.5. )];)KOHCOH & )];)KOHCOH AIpecaT IIpe/1oKeH1 o6n3)'10TCll B3aHMH0 co6JIIO,[(aTb Ipe6oBaHHll 
3aK0H0,[(aTeJibCTBa B ccpepe ITpOTHBO,[(eHCTBl1ll 1<oppyrru1111 H ITpe,[(yrrpe)l(,[(eHHll KOHq_JJIHKTa HHTepecoB CTOp0H, 0 
IT0pll,[(Ke o6parn:eHHll CO CBeJIeHIM, C0CTaBJIIOIIIJMH K0MMepIeCKyIO, CJIyKe6Hy1O, Han10r0By1O, Bpare6Hy1O TaiHy 
J,I HHyIO KOHq_JH,[(eHUHaJibH)'lO HHq_JOpMau1110, B TOM qi[CJie co6JIIO,[(aTb 3aK0H0,[(aTeJihCTB0 0 3a!UHTe ITepcoHaJibHbIX 
IIaHHLX. AIpecaT IpeJoKeH 3aBeper rapaHTpyeT npaB0MepHyIO IepeaIy KOHcOH & JKOHOH 
ITepcoHarrhHhIX ,[(aHHhIX K0HTaKrnoro rrrrua A):(pecarn Ilpe,[(JIO)l(eHHll, YKITTaHH0ro B AKueITTe OcpepThI B 
C00TBeTCTBH c TpeoOBaHHMH IpHMeHHM0T0 3aK0H0JIaTeJILCTBa, a TaKKe HaJJIeKaIIIee yBeI0MIeHe Cy6BeKTOB 0 
TaKOH ITepe,[(aqe HX ITepcoHaJibHbIX ,[(aHHhIX, eCJIH Toro Ipe6yeT ITpHMeHHM0e 3aK0H0,[(aTeJibCTB0, ,[(M ,[(0CTH)KeHHll 
IIeJI. 3aKJIIOIeHHe, HCII0JIHeHHe H (HJIH) rrpe1<parn:eHrre ,[(0rQB0p0B H cornarneHHH Me)l(,[(y A,[(pecaTOM Ilpe,[(JIQ)l(eHHll 
J,I )];)KOHCOH & )];)l(OHCOH. A,[(pecaT Ilpe,[(JIO)l(eHHll 11 JJ:)l(OHCOH & )];)l(OHCOH 3aBepll!OT 11 rapaHTHpyIOT 06ecITeqeHHe 
KOHq_JH,[(eHUJ,!aJibHOCTH H 6e30ITaCHOCTH ITepe,[(aBaeMhIX nepC0HaJibHbIX ,[(aHHbIX nprr HX o6pa60TKe B coorneTCTBHH C 
Ipe6oBaHHllMH ITPHMeHHM0ro 3aK0H0,[(aTeJibCTBa. A,[(pecaT Ilpe,[(JIO)l(eHHll 11 )];)KOHCOH & )];)KOHCOH 06ll3yIOTCll 
npHHHMaTb He06XO,[(J,IMbJe npaB0Bbie, opraHH3aUJ,!0HHbie J,I TexH11qec1<He Mepbl J,IJIJ,I 06ecITeqrrsa10T HX rrpHHllTHe ,[(M 
3aTBI IepC0HaJILHLIX JIaHHBX IIpH X IepeaYe Mey ApecaTOM Ipen1oKeH JKOHCOH & JKOHCOH 
IT0cpe.UCTB0M :rneI<Ip0HHbIX KaHaJI0B CBll3H, MaIIIHHHbIX 11 6YMa)l(HbIX HOCHTerreH HHCpopMaUH11 J,IJIJ,I HHbIM cnoco6oM. 
8 crryqae HeC00TBeTCTBl1ll ,[(eHCTBl1TeJibHOCTH yKa3aHHbIX B HaCTOllIUeM TIYHKTe 3aBepeHHH 11 rapaHTHH )];)l(OHCOH & 
)];)KOHCOH HeMe,[(JieJ-JH0 0TKIDKeTcn OT norry<IeHHll nepcoHaJibHblX ,[(aHHhIX or Apecara IIpe/oKeHI H (HJIH) B 
pa3YMHbIH cpoK npeKpaTl1T o6pa60TKY paHee norryqeHHhIX OT A,[(pecarn Ilpe,[(JIO)l(eHHll nepC0HaJibHbIX ,[(aHHblX. 
)];)l<OHCOH & .n:)!(OHCOH ,[(Jlll BbITT0JIHeHl1ll BbJIIIeYKa3aHHOH uerrrr HMeeT npaB0 npHBJieKaTh IpeTbl1X JIHU - 0T,[(eJibH0 
B3llThJe acpcprrrrrrpoBaHHhie K0MTiaH1111 rpyrrm1 Johnson & Johnson (ITepeqHcrreHhI B Ilp11rrO)!<emrn 21 K <I>opMe 1 OK, 
,[(OCryTIHOH no ccnIKe https://johnsonandjohnson.gcs-web.com/financial-information/sec-filings) 11 rrocTaBmHK0B 
11Hq_JOpMUU110HHO-CITpasoqHbIX YCJIYT 11 (HrrH) YCJIYT ITp0Be,[(eHl1ll ay,[(HTOB/nposepoK - K o6pa60TKe nepC0HaJibHbIX 
,[(aHHbIX, norryqeHHhIX OT nepe,[(aIOrn:err CTOpOHhl, a TaK)l(e ocyrn:ecTBMTh IpaHcrpaHl1qffy'10 nepe,[(aqy ITepcoHaJibHbIX 
,[(aHHbIX YKa3aHHhIM IpeTbHM rr11uaM Ha Tepp11TOpl1!0 Coe,[(HHeHHbIX illTaTOB AMepHKH, rocy,[(apcrn-qrreH0B 
EBponeicKOrO C0HO3a H HHLIX HH0CTpaHHBX T0Cy/1apCTB (B TOM ICnIe He O6eCIIeIHBaIOIIIHX a/1eKBaTHOi 3aIITL 
npaB cy6beKTOB). IlpHBJieqeHHe YKa33HHhlX IpeTbl1X Jil1ll I( o6pa6oTKe nepC0HaJibHhlX ,[(aHHblX M0)l(eT 
ocyrn:ecTBAAThCll T0JibK0 11p11 ycrr0Bl111 06ecITeqeHJ,Il1 11MH KOHqJ11,[(eHI..U,JaJibH0CTH J,I 6e30113CHOCTH nepcoHaJibHbIX 
IaHHLIX IpH IX O6pa6oTKe. AIpecaT Ipe/1oKeH1 3aBepeT H rapaHTHpyeT ITorryqeH11e corrrac11H cy6beKTOB J,IJIH 
Harr11q11e 11HblX npaB0BbIX OCHOBaHHH ,[(AA ocyrn:ecrnrreHHll BhIIIIe0ITHCaHHblX ,[(eHCTBl1H co CT0p0Hbl )];)l(OHCOH & 
,)J,)l(OHCOH. 

3.6. CoBepreHe AIpecaroM IIpe/1oKeH JeiicTBi, yKa3aHHLX B n.2.2. HacTOIIIer0 Ipe/1oKeH, 6y1eT 
cq11TaTbCll aKueITT0M HaCT0llIUero Ilpe,[(JIO)l(eHHll. AKUeTIT HaCT0llIUero Ilpe,[(JIO)l(eHl1ll B03M0)l(eH Jil1illb B TI0JIH0M 
o6beMe. TorrhKO B 3TOM crryqae ,[(orosop o 6e3B03Me3,[(HOH nepe,[(aqe Ilpenaparn ,[(AA uerrerr oITepaT11BHOH 11Hnurraurrrr 
CITeurraJIH3HpOBaHHOH TepaITHH 11 pacIIIHpeHl1ll ,[(0CTyrra IIaIIHeHT0B, CTpaJIaKOIIIHX B0CIIaJITeJILHLIMH 
3a6orreBaH11l1Ml1 K11rneqHJ1I(a, I( rreqeHHIO l1HH0BaUI10HHb[MJ,1 rreKapcrneHHbJMH npenapaTaMH 6y,[(eT llBMThCll 
3aKJIIOIeHHBM Mey JKOHcOH & /KOHCOH ApecaTOM IpeIoKeHI Ha yCJI0BX IpeJoKeHI. IacTIHLii 
aKuem npe,[(JI0)l(eHl1ll (ocpepTbI), a TaK)l(e a1<uem Ilpe,[(JIO)!(eHHll (ocpepThI) Ha 11Hb!X ycrr0BHllX He ,[(0ITYCKa!OTCll. 
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BCEM fOCY.D:APCTBEHHbIM, MYHH101TIAJihHbIM yqPE)K)]; EHI-I5IMH 3.D:PABOOXPAHEHI-I5I I-I 

OPf AHAM HCTIOJIHHTEJihHOH BJIACTH B C<l>EPE 3.D:PABOOXPAHE HH .51 

3aKnOeHe J0r0Bopa Mey [KOHCOH & JIKOHCOH ApecaTOM IpeIoKeHI 0CyIIIeCTBJIeTC IIyTeM 
coBepIIIeH JeicTB A[IpecaTOM IIpe1oKeHI B I0pIKe, IIpeIyCM0TpeHH0M pa3/1en1OM 2 «O61Ile yCJ10BI» 
HaCTOHw;ero Tipe,nJIO)l(eH!1H ( o<pepTbl ). CoBOKynHOCTb Tipe,nrrO)l(eH!1H ( o<pepTbl) 11 AKI.(eITTa o<pepTbl npe,ncTaBJifilOT 
co60ii JoroBop, IO IOpecKOiI IIpHp0IIe BJIIOIIIiC II0KepTB0BaHHeM, H K K0T0p0My IIpHMeHIOTC H0pMLI 
crnThrr 582 fK P<l>. B 1tenx 6yxraJITepCKOrO yqern A,npecarn Tipe,nrro)l(eHHH crn11M0CTh o,nHOH ynaK0BKH Tipenaparn 
nprrHHMaeTCH paBHOH 157063,55 py6rrei1 6e3 H.D:C. 

3. 7. HacTOHw;ee Tipe,nJIO)l(eH!1e ,neHCTBHTeJibHO ,no 31 ,neKa6pH 2023 ro,na 11 MQ)l(eT 6b!Tb 0T03BaH0 
.ll:)l(OHCOH & .ll:)l(OHCOH B rrro6oi1 M0MeHT. 

3.8. CTopOHbl OCB060)1(,[laIOTCH OT 0TBeTCTBeHH0CTH 3a II0JIH0e JI IaCTHHIH0e HeBBIII0JIHeHe o6H3aTeJibCTB no 
HaCT0HW:eMy ,noroBopy, ecrrrr :no HeBbIII0JIHeHrre HBHJI0Cb crre,nCTBHeM o6CTOHTeJibCTB Herrpeo,noJIHMOH CHJibl 
BKJIHOIa HaB0IIHeHe, II0Kap, 3eMJIeTpCeHHe H JIpTe CTXHLIe 6eJICTBI, BO}Hy, B0eHHLe JeiCTBI BCeX 
B11.[I0B, 3a6acTOBKY nepcoHarra, rpa)l(,naHCKHX 6ecnopH,nKOB, aBaprrrr Ha IpaHcnopTe, 6rroKa.[lbI, 3rr11,neM1111 rrrrrr 
naH,neMHH, a paBH0 BBe,neHrre ynorrH0MoqeHHbIMH rocy,napcTBeHHbIMH opraHaMH pe)l(HMa nOBbIIIIeHHOH roT0BH0CTH 
HJIH HH0ro attarrorrrqHoro pe)l(HMa CBH3aHHoro C prrcKaMH HaCTynJieHHH o6CTOHTeJibCTB Henpeo,nOJIHMOH CHJibI, a 
TaKKe IIpHHTe T0CyJIapCTBeHHLBIMH 0pIaHaMM aKTOB, npenHTCTBYJOW:HX BbIII0JIHeHHIO 06e11MH HJIH 0,[IHOH 113 
CrnpoH o6H3aTeJibCTB no ,[laHH0MY ,noroBopy, 11 ,npyrrrx o6CTOHTeJibCTB, K0TOpbre M0I'YT noBJIHHTb Ha BbIII0JIHeHrre 
o6H3aTeJibCTB II0 HaCT0IIIeMy J0r0B0py. CTOpOHa, JUI KOTOpOu BLIII0JIHeHe o6H3aTeJibCTB CTaJI0 HeB03M0)l(Hb!M 
BCJie,[ICTBHe HacTynrreHl1H o6CTOHTeJibCTB HeIIpeo,nOJIHMOH CHJibl, ,[IQJI)l(Ha B TeIeHe 3 (TpeX) pa6oux peii c 
M0MeHTa HaCTynrreHHH YKa:JaHHbIX o6CTOHTeJibCTB JII06bIM ,noCTynHbIM B ,naHHbIX o6CTOHTeJibCTBax cnoco6oM 
yBeII0MHTL IIpyTyIO CrnpoHy 0 Haqarre, 0)1(11,[laeM0M cpoKe ,neHCTBl1H 11 npeKpaw;eHl111 YKa:JaHHbIX o6cTOHTeJibCTB. 
Ecrrrr HeB03M0)l(H0CTb n0JIH0ro HJIH qacTl1qttQI'0 BbIIl0JIHeHI1H 0613aTeILCTB JUI OIHOi HI3 CTOpOH JJITC 6orree 1 
( 0):(HOro) MeCHIIa, ,npyraH CrnpoHa HMeeT npaB0 noJIH0CTbIO JIH HIaCTHHIHO 0TKa3aTLC OT ,noroBopa, nl1CbMeHH0 
113BeCIBB 06 3T0M ,npyryro CrnpoHy. Tiprr 3TOM CrnpOHbl ):(QJI)l(Hbl npOBecrn neperoB0pbl C uerrbIO 0IIeHKH c11ryau1111 
11 Bbrpa60TKH B3aHM0nprreMJieMbIX perneHHH. B crryqae ecrrrr ,neHCTBHe o6cTOHTeJibCTB Herrpeo,norrHMOH CHJibl ):(JIHTCH 
Mettee 1 ( O,nHOro) MeCHIIa, cpoKH rrcnorrHeHHH o6H3aTeJibCTB CrnpoH np0):(JieBaIOTCH Ha neprro,n HX ):(eHCTBl1H. 

3.9. Hrr 0,ntta 113 CTOp0H ):(0I'OB0pa He BpaBe 0CyIIIeCTBJITL KaKe-nIoo JeiCTBI, 3a1peIIeHHLe 
3aK0H0,naTeJibCTB0M PocCHHCKOH <l>e,nepaIIHH HJIH HHbIM 3aK0H0):(aTeJibCTB0M 0 npOTHBO,[leHCTBHl1 K0ppynIIHH, 
K0T0poe ):(aJiee C0BMeCTH0 HMettyeTCH «AHTHKOppyrrIIHOHHOe 3aK0H0,[laTeJibCTB0» H M0KeT IIpHMeHTLC K KaKOi 
rr1160 0,[IHOH HJIH o6errM CTOp0HaM. B ):(0II0JIHeHHe K BbIIIIeH3JIQ)l(eHH0MY RH 0):(Ha 113 CT0p0H He BIIpaBe 
0CyIIeCTBTL KaKHe-JI6O IJIaTeKH, IIpeJJIaI aTB JIM IIepeIaBaTL KaKHe-JIHO IIeHH0CTH T0CyJIapCTBeHH0My H/JI 
MyttHIIHIIaJibH0MY crr~aw;eMy, pa60THHKY opraH0B rocy,napcTBeHHOH Brracm, opraH0B MeCTH0ro caMoynpaBJieHHH, 
T0CyIapCTBeHHLIX M/JIM MyHIIIIaJILHLX OpraH3aii, KaKOil-JIM6O I1OJITIecKOi IapTH /JIM KaHJI[aTy Ha 
):(QJI)l(HQCTb B opraHax rocy):(apcTBeHHOH Brracrn HJIH MeCTH0ro CaMoynpaBJieHHH, rr1160 HH0MY IpeTbeMy JI11IIY, 
CBH3aHH0MY BO C):(eJIKOH, ecJIH 3T0 np11Be):(eT K HapyrneHHIO AHTHKOppyrrIIHOHHOro 3aK0H0):(aTeJibCTBa. 
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BCEM fOCY ,1J;APCTBEHH.hIM, MYHHW{IIAJihH.hlM yqPE)I(,[I:EHIDIMH 3,1J;P ABOOXP AHEHI 
OPfAHAM HCIIOJIHHTEJihHOH BJIACTH B C<DEPE 3,1J;PABOOXPAHEHH5I 

IIpoaene N 1 «AKaenr opepT» 

Ip1oKene N 2 OrueT 06 HCIIOJILOBaHH JIeKapcTBeHHOro npen1apaTa JUI MeIHIIHHCKOTO IIpIMeHeHH C 
MHH VcreKHyMa6» 

1 Xanmp Ii.JI. H COaBT. Te'!eHHe xpoHH'!eCKHX aocnaJIHTeJibHb!X 3a6oneaamrn KHIIIe'!HHKa H MeT0,1ll,I HIX JIeIeHI, 
npHMeHeMLe B PoccicKoii berepau (Pe3ynTaTI MHOTOICHTpOBOTO IIOIyJIIJOHHOTO OIHOMOMeHTHOTO 
tta6mo.uaTeJibHoro nccne.uoaattm1). Poe )KypH racTP03HTepon renarnn KononpoKTOJI 2018; 28(3):54-62 DOI: 
10.22416/1382-4376-2018-28-3-54-62 
2 6enoycoaa E.A. H COaBT.COLIIaJILHO-IeMOrpapHeCKa XapaKTepHCTHKa, 0CO6eHHOC TH TIeHI H BapHaHTLI 
JIeIeHI BOCIaJIHITeJILHLIX 3a60/1eBaHII KHIIIeIHIKa B POccH. Pe3yJIBTaTLI JIByX MHOIOI,eHTpOBLIX HccJeOBaHi. 
AnhMaHax KJIHHH'!ecKott Me.UHl\HHbI. 20 l 8;46(5):445-463. https://doi.org/1 0.l8786/2072-0505-2018-46-5-445-463 
3 KarpaMaHoBa,A.B. IapdeHoB AH, KH3eB OB. AKTyaJIBHLe IIpO6IeML JIHaI HOC THKH H TepaIIHH BOCIIaIHITeJILHLX 
3a6oneBaHHH KIIIIIe'!HHKa. 3cpcpeKTHBHM ct>apMaKOTepanm, 16/2018, c28-36. 
4 Annuzzi A et al. Ustekinumab in the management ofCrohn's disease: Expert opinion.Dig Liver Dis. 2018 
Jul;50(7):653-660. doi: 10.1016/j.dld.2018.02.017. Epub 2018 Mar 1 I. 
).B. KHA3eB: B POCCHH He0oXOIIHMO CO3aBaTL MyJILTHIICIHIJIHHapHLIe IeHTpLI IO IIUaIHOCTHKe H JIeIeHHHO 

BOCnanHTeJibHb!X 3a6oneaaHHH KHIIIe'!HHKa». "3cti<DEKH1BHA5'l <DAPMAKOTEPAnl/15'1. racrp03HTeponor,m" NQ1 (2) c.4-6 
6 BOCIaTenLHLe 3a601eBaHI KHIIIIHIKa: IIpO6JIeMBI, IIOCTKeHI HI IIepCIIeKTIBL1. 19.09.2016. 3n1eKTpOHHLIi 
pecypc 0 1.10.2022. http://www.niioz.ru/events/ 
' HcTpyKI Io MeJIHIIHHCKOMy IIpHMeHeHHO JIeKapcTBeHHOro npenapaTa CTenapaB (MHH VcreKHyMa6), 
KOHl\eHTPaT .ZlJlR npnrornanemrn pacrnopa .um nttcpy3ntt, 130 Mr, JIII-005728 OT 24.04.2020. 3neKTPOHHbitt pecypc 
28.08.2020 URL.: http://grls.rosminzdrav.ru 
ncTpyKI IO MeIHIHHCKOMy IIpIMeHeHIIO JIeKapc TBeHHOro npenapaTa CTenapa@ (MHH VcreKHIHyMao), - 

pacrnop .UJUI no,UKO)KHOro aae.ueHHH, 45 Mr/0,5 MJI, 90 Mr/Mn, JICP 006465/09 OT 23.04.2020. 3neKTPOHHbIH pecypc 
01.10.2022 URL.: http://grls.rosminzdrav.ru 
9 Egeberg A, Ottosen MB, Gniadecki R, Broesby-Olsen S, Dam TN, Bryld LE, Rasmussen MK, Skov L.Br J Dermatol. 
2018 Feb; 178(2):509-519. doi: 10.1111/bjd.16102. Epub 2018 Jan 9. Egeberg A, Ottosen MB, Gniadecki R, Broesby 
Olsen S, Dam TN, Bryld LE, Rasmussen MK, Skov L.Br J Dermatol. 2018 Feb;l 78(2):509-519. doi: 
10.1 l l l/bjd.16102. Epub 2018 Jan 
10 Lunder T et al Drug survival of biological therapy is showing class effect: updated results from Slovenian National 
Registry of psoriasis Int J Dermatol. 2019 Jun;58(6):63 l-641 
11 Ko Y, et al. The effect of immunomodulators and other factors on the persistence of biological agents for Crohn's 
disease and ulcerative colitis: data from the Australian population-based registry Journal of Crohn's and Colitis ( IF 
8.658) Pub Date: 2020-01-15, DOI: I0.1093/ecco-jcc/jjz203.490 
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Куда: 121614, г. Москва, ул. Крылатская, 17, корп. 2 
Тел.: (495) 580-77-77, Факс: (495) 580-78-78 

 
«___» _________ 2022 г. Кому: ООО «Джонсон & Джонсон» 

 
 

 

Отчет 
об использовании лекарственного препарата  

 для медицинского применения с МНН Устекинумаб 
 

В соответствии с договором между ООО «Джонсон & Джонсон» и 
_____________________________________________________________________________________ (далее – 
Адресат Предложения),  заключенным посредством акцепта предложения  
ООО «Джонсон & Джонсон» о предоставлении __ (_____) упаковок лекарственного препарата для 
медицинского применения с МНН Устекинумаб в форме концентрата для приготовления раствора для инфузий, 5 
мг/мл, 26 мл, флакон № 1(далее – «Препарат») в отношении ___ (___) пациента(ов) в соответствии с письмом 
(Акцептом оферты) Адресата Предложения о безвозмездном предоставлении Препарата 
исх. №________________ от ______________________, направляем Вам следующую информацию об 
использовании Препарата: 

Информация об организации – получателе Препарата 
Наименование организации:  
Адрес:  
Контактное лицо, должность, электронный 
адрес (email), телефон: 

 

 

Информация об использовании Препарата 
№ Серия 

Препарата 
Количество 

использованных 
упаковок 

Дата 
введения 

Номер и дата решения 
Адресата предложения* 

Количество 
неиспользованных 

упаковок** 
1.       

2.       

3.       

 

* Указать номер и дату решения Адресата Предложения, в соответствии с которым пациенту был назначен 
Препарат 

**Если препарат не был полностью использован, необходимо указать причину: 
______________________________________________________________________________________________
______________________________________________________________________________________________
___________________________________________________________________ 

 

[должность]     _____________  /ФИО/ 
[наименование организации – Адресата Предложения] 


