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OPfAHAM I1C I1OJIH I1TE JihHOM BJIACTI1 B CCIJ EPE 3,[I. PABOOXPAHEHI1 51 

IlpeAJIOJK ettue 0 38KJII 0'leHIII I A0ro eopa 

B 0THomem rn 6e3B03Me3AHOII nepeAa'IH JieKapCTBeHH0ro npenapaTa II0A MHH 116pynrn116 

e QeJIHX onepanrnttoii 11tt11Q11aQ1111 cneQ11an11111poeannoii Tepan11eii II pacm11pemrn A0CTyna naQ11enToe, 
eTpa/a1OX XpoHIecKM JMborapn eiiK03oM/boMoii I3 Man1Ix Mb0IuToB JI 

M8Kporno6ymrneil'meii BaJibAeHCTpeMa, K coepeMeHHOII IIHH0B8QIIOHHOII Tepamm C IICII0Jib30B8HlleM 
ne1rnpCTeettttoro npenapaTa AJIH MeAHQIIHCKoro npm1ettemrn c MHH 116pynrn116 

Hex. H0Mep N2 2810-17/24 

r. MocKBa «28» oKrn6p5I 2024 ro,na 

O6mecrno c 0rpaHIeHHoii oTBeTCTBeHH0CTLO «JDKOHcOH & J[KOHCOH», HOpHIUIeCKoe nrru:o, 
HaJJIeKaIIIHM 06pa30M C03,11;3HH0e H ,neiicrnyromee B C00TBeTCTBJ,IJ,I C 33K0H0,11;3TeJJhCTB0M PoccrriiCKOH 
<l>e,nepau:rrrr, OfPH: 1027725022940, HHH: 7725216105, c MeCTOM HaX0)KJJ:eHH5l rro a,npecy: 121614, r. 
MocKBa, yn. KpBIaTCKa, JI. 17, Koprr. 2, B nrru:e feHepanhHoro ,nrrpeKrnpa Ky3Heu:oBa MaKCHMa 
EsreHheBrr'la, ,neiicrnyromero Ha ocH0BaH11rr Y crnsa (,nanee - <<)];moucou & ,ll;moucou» ), 

IIPHHIIMASI BO BHMAHE, ITO 

(A) XpOHH'leCKHH Jl11McponeiiK03 (XJIJI) I JIHMpOMa 3 MaUILX JIHMpOIIHTOB (JIMJI) - 3JJOKatiecrneHHbie 

Jll1Mcponpon11cpepaTl1BHble 1a6oneBaHl1JI, naT0MopcponornqecKl1M cy6CTpaTOM KOTOpblX JIBJJJIIOTCJI CD 5+ B 

Jll1M<pOl.\11Tbl 11 xapaKTep113YIOll.\11eCJI HaKonneH11eM MaJJblX onyxoneBblX B-KJJeTOK B KOCTHOM M03re, Kp0811 11 
BTOp11'-1HblX Jl11Mcp011AHblX oprattax 11 TKaHJIX[ J]. 

(6) Ha xpOHl1'leCKl1e Jll1Mcponpon11cpepaTl1BHhle 1a6oneBaHl1JI np11XOJ111TCJI 6onee 70% ot Bcex BHOBb BblJIBJleHHblX 

CJIyIaeB HOBO06pa3OBaHH JIM]aTIeCKOH H KpOBTBOpHO TKaHH, CpJIH HIX 60JILIIIyIO J1OJI1O 3aHHMa1OT 

HeXO.l(lKKl1HCKl1e Jl11Mcp0Mbl (10 112 1aperncrp11poBaHHblX cny<rneB B 2020 r.) II .npyrne Jl11McpondiK03bl, 

npe.ncrnsneHHbie, rnaBHblM o6pa30M, XJIJI (3 833 - 1aperncrp11poBaHHblX HOBblX cny<rneB B 2020 r.) [2). XJIJI, KaK 
11 Bee OHKOJ10fH'leCKl1e 1a6oneBaHl1J1, np11 OTCYTCTBl111 a,neKBaTHOro netJeHl1JI, np11BO.l(l1T K nernJibHOMY 11CXOJIY 
naLeHTa. 

(B) JleKapcrneHHblH npenapaT TIO.I( TOprOBLIM HaHMeHOBaHHeM HM6pyBMKa, MHH 16pyTu6 (q1anee - 

«IlpenapaT» ), JIBJJJleTCJI MOll_\HblM Hl13KOMOJJeKynJ1pHblM l1Hr11611rnpoM T11p0311HKl1Ha3bl EpYTOHa (TKE), 

BOBIeIeHHOi B naToreHe3 pa B-KJIeTOIHBIX 3JIOKaICTBCHHBIX HOBO06pa30BaHi, BKJIHOIa JIM]OMy H3 KJIeTOK 

MaHTHOH 30HLI, JIHMbOMy MapIHHaJILHOHi 30HLI, MaKpOIJIO0yJIHeMHHO BaJLJIeHCTpeMa, XpOHHIeCKyIO peaKIHHO 

«TpaHCIIaHTaT IIpOTHB XO3HHa» B-KJIeTOIHL XpOHIeCK JIHMbOIIHTapHL JIei(KO3/IHM]OMy H3 MaJILIX 
JIMbOIHTOB [3]. 

(f) Ilo cpaBHeHl1IO C 11Mel0ll_\11Ml1CJI Bap11aHTaMl1 Tepan1111, BKJl!OtJaJI .l(OCTYTIHYIO B paMKax nporpaMMbl B3H, y 

6oJJbHblX C XJIJI, B TOM '111CJJe B cnyqae He6naronp11J1THOro nporno1a 1a6oneBaHl1JI (B IaCTHOCTH, HeMyTHpOBaHHi 

crnryc IGHV, HaJI IeJIeI l 7p /MyTau TP53), a rnJOKe np11 peu:11.n11se 1a6onesaH11J1, 116pyT11H116 noKaJhrnaeT 

6ecnpeu:e.neHTHbie pe1ynhTaTh1. Ilp11 .nn11TeJ1bHOCT11 Ha6n10.neH11J1 .no 10 neT B 11ccne.nosaH1111 RESONATE-2, 

MeJaHa BBII 611a IOCTrHyTa Iepe3 8,9 nIeT JI IaIHeHTOB, IIOJIyYaBIIIX 116pyT11H116, no cpaBHeHl1IO C 1,25 ro.na 

JUI IaHeHTOB, IOJIyYaBIIX JIeYeHe XJIOpaM6yIJIOM. IpeMMyIeTBO BBII 1Io cpaBHeH1o c xnopaMoyIn1oM 

TaKKe Ha6JIBOJIaJIOCL y IIaIHeHTOB C reHOMHblM11 oco6eHHOCTJIMl1 BblCOKOro p11CKa, paH.l(OMl1311pOBaHHblX B rpynny 

116pyT11H116a. O611\aJI BbllKl1BaeMOCTb qepe3 9 JJeT COCTaBl1Jla 68% np11 np11MeHeHl1l1 116pyT11H116a. 

PacnpocTpaHeHHOCTL HeKeIaTeJILHLIX BJIeHi COOTBeTCTBOBana npe)lbl.l\Yll.\11M npoMe)l(yTO'IHblM Ha6JJJO.l(eH11JIM. 

Ilp11 cpoKax Ha6J110.l(eH11J1 .l(O 10 neT 27% rrau:11eHTOB npO.l(OJJ)l(aJOT np11Hl1MaTb 116pyT11H116, a .l(OJIJI nau:11eHTOB, 

npeKpaTl1BWl1X Tepan1110 no np11'111He rrporpecc11poBaHl1JI 1a6oneBaHl1JI COCTaBl1Jla 13%, '!TO CBl1.l(eTeJJbCTByeT 0 
Bbl CO KOH 3cpcpeKTl1BHOCTl1' MOHOTepan1111 B 1 Jll1Hl111 [ 4]. 
B rronyJJJl[.\1111 TI0)1(11JlbIX, paHee He JIeIeHHLX IaIHeHTOB C XJIJI, I1OKa3aTeIL BBII Ha Tepan1111 116pyT11H1160M qepe3 

2 fO)la Ha6JJJO)leHl1JI COCTaBJJJIJ] 87 % [5]. B XO)le p!l.l(a KJll1Hl1tJeCK11X l1CCJ1e.l(OBaH11ii, TIOMl1MO npJIMOro 803.l(eHCTBl1JI 

116pyr11H116a Ha KJJeTKl1 XJIJI, 6hrna 110.l(TBeplK)leHa ero aKTHBHOCTb B OTHOWeH1111 HOpMan111au:1111 11MMYHHOH 

cpyHK[.\1111 [ 6]. Comae no 11ccne.nosaHl1JIM peanbHOH KJll1H11'1eCKOH npaKTl1Kl1 6onee Hl13KaJI tJaCTOTa B03Hl1KHOBeH11JI 

OIIIIOpTyHHCTHIeCKHX HHbeKI Ha6JI1OJ1aJIaCL Ha TepaIIHH HopyTIHM6OM B rrepsoii Jll1Hl111 no cpaBHeHl1IO C ero 
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BCEM rocy )].APCTBEHHb!M, MYHMI..UillAJibHb!M YlJPE)K)].EHlli!Ml1 3)].PABOOXPAHEHI151 l1 

OPfAHAM l1CIIOJIHl1TEJibHOH BJIACTI1 B C<lJEPE 3)].PABOOXPAHEHI151 

rrp11MetteH11eM B 6onee IT03AH11X JIHHMAX, TO TaKKe I0JIIepKHBaeT BaKH0CTL paHHer0 Ha3HareH TapreTHOi 

TepaI [7, 8]. C pyroii cropon1, ppeKTBHOCTL JaHHO CTpaTer I0/TBpKJaeTC CHKeHHeM IaCT0TLI 

BO3HHKH0BeHH MyTai TKB, 06ycnasn11Ba!Oll.ll1X pe311CTeHTH0CTb KfleT0K XJIJI K neqeHl1IO. Cornactto 

o6oeAl1HeHHblM pe3ynbTaTaM 5 Kfll1H11qecK11x 11CITblTaHl1H, qaCT0Ta B03Hl1KH0BeHl1H MYTal.111H TKE cocrnsmma 3% 11 
30% cpeA11 rrau11eHT0B, nonyqasnrnx Tepan1110 116pyT11tt1160M B I 11 6onee IT03AH11X fll1H11HX, C00TBeTCTBeHH0. Ilo 

pe3yJTaTaM TpeXJIeTHeT0 Ha6JIOJIHHA 6LLJIO yCTaH0BJICH0, ITO B IT0Arpynne nau11ettT0B, nonyqasnrnx Tepan1110 

6pyTHH6OM B IIepBO JIIHH He Ha6JIBOJIaJIOCL B03HHKH0BCHM MyTaii TKB, T0rJIa KaK CpeJIH IIaIIHeHT0B, 
nonyqasw11x 116pyT11tt116 B 6onee IT03AHl1X Jll1Hl1HX 6e3 MYTall11H 0CTaBafll1Cb T0JibK0 83% nonyJIHl.(1111 [9). 
COrIaCHO POcciicKM KJIHHIeCKHM peK0MCHJIaIM II0 JIHaTH0CTKe H JIeIeHHHO Xp0HIeCK0T0 JIM]OITapHOrO 

JieHKOJa/n11McjJOMbl 113 MaflblX JIHMcjJOL(HTOB, 116pyT11tt116 HBJIHeTCH peK0MeHAOBaHHOH Tepan11ett XJIJI B nepBOH 

JIHHHH 11 pel.111AHBax 3a6oneBaHHH (10] . 

PJ'KOBO,nCTBYJICb II. 1 CT. 432, II. 2, 3 CT. 434, II. 1 CT. 435, II. 2 CT. 437, II. 3 CT. 438 fpa)l(,naHCKOro KO,neKca 
PoccHHCKOH <l>e,nepau1111, 

HACTO.SIIIJ,HM IlPE,ll)IAr AET 

mo6blM rocy,napcrneHHbIM, MYHHUHIIaJibHbIM )"lpe)l(,neHHJIM 1,npasooxpaHeHHJI 11 opraHaM 
HCIIOJIHHTeJibHOH BJiaCTH B ccpepe 3,npasooxpaHeHHJI (,nanee - «A,npecaT Ipe/1oKeHH») 3aKJIIOIITL 
,norosop B OTHOllleHHH 6e3B03Me3,nHOH IIepe,naq11 IlpeIIaparn B ueJIJIX OIIepaTHBHOH HHHUHaUHH 
CIIeu11aJIH3HpOBaHHOH TepaIIHH 11 paCll!HpeHHJI ,nocTyrra 11au11eHTOB-rpa)l(,naH P<l>, CTpa,naIOI.UHX 
XpOHIIeCKHM JIHMOIMTapHBIM JIeiKO3OM/JIM]OMO HI3 MaJIBIX JIM]OIIHTOB JIM MaKpOTIO6yJIHeMeii 
BaneHcTpeMa, K neqeHHIO HHHOBaUHOHHblMH JieKapCTBeHHbIMH npenapaTaMH Ha ycnosmrx HaCTOJII.Uero 
Ilpe,nno)l(eHHJI ( ocpepTbI) (,nanee - «IIpe,nJio)l(eH11e»): 

1. IlPE,ll.MET ,IJ.OrOBOPA 

B TeqeHHe 30 ,nHeH C ,naTbl IIOJI)"leHHJI OT A,npecarn Ilpe,nJIO)l(eHHJI «AKUeIITa ocpepTbl)) ( C yKa3aHHeM 
KOJIHqecrna yIIaKOBOK 11 IlOJI)"laTeJIJI) 110 cpopMe, ycrnHOBJieHHOH IpJoKeHeM Ne I K HaCTOJII.UeMy 
IpeJoKeHo, OpopMneHHOrO Ha O]Han1HOM 61aHKe H 3aBepeHHOTO IIOJIIICLIO 
yrroJIHOMoqeHHOro JIHUa 11 neqaTbIO A,npecarn Ilpe,nJIO)l(eHHJI, ,ll.)l(OHCOH & ,n)l(OHCOH o6Jl3yeTCJI 
rrepe,naTb A,npecazy Ilpe,nJIO)l(eHHJI HJIH HHOMy yKa3aHHOMy HM IIOJIyYaTeJI1O KaK 9TO onpe,neJieHo B 
CT.2 Ilpe,nJIO)l(eHHJI, 6e3 B3HMaHHJI OIIJiaTbl IIpenapaT B cne,nyror.ueM KOJIJ1qecrne: ,nBe yIIaKOBKH 
I1M6pyBHKH (MHH116pyrnH116) Karrcynhl 140 Mr N 90, - Ha KaKJIOe JIHIO, HMeHOee rpaKJIaHCTBO 
P<l>, KOTOpOMY BIIepBbie Ha3HaqaeTCJI TepaIIHJI IpHMeHeHeM IIpenapara C MHH I16pyrHHH6 B 
IIepBOi JIHHH JIJI JIeIeHH XpOHICKOIO JIMbOITapHOrO JIeiiKO3a/ JIMOMLI H3 MaJILIX 
JIMMbOIIMTOB JI MaKpOTJIO6yJIIHeM BanLJIeHcTpeMa (JaJIee «Ila1ueHT»), B COOTBeTCTBHH C 
pell!eHHeM A,npecarn Ilpe,nJIO)l(eHHJI, ob0pMJeHHLIM B BIe peIIIeH BpaYe6HO} KOMHCCH, 
KOHCHJIHyMa Bpaqew HJIH neqaI.UHM BpaqoM. IlpH '.HOM B CJI)"lile HaIIpaBJieHHJI B a,npec ,n)l(OHCOH & 
,n)l(OHCOH AKuenrn ocpepTbl Ha OCHOBaHHH pellleHHJI He A,npecarn Ilpe,nJIO)l(eHHJI (HHOro Jieqe6Horo 
yIpeJeHH), 0693aTeJILHLIM IIOCJIeJyHOIIHM IOJITBepJIeHHeM TaKX peIIIeH J1OJIKHO 6LITL 
pell!eHHe A,npecarn Ilpe,nJIO)l(eHHJI HJIH IIon)"laTeJIJI Ilpenaparn (Hanp11Mep, pell!eHHe spaqe6HoH 
KOMHCCHH, KOHCHJIyMa Bpae JI JIeIaIIIerO BpaYa). TaKoe IOJITBpKJIeHHe OTpaKaeTC B OTYeTe 
06 HCIIOJib30BaHHH Ilpenaparn B COOTBeTCTBHH C II.2.6. HaCTOJII.Uero Ilpe,nJIO)l(eHHJI. 

2. OliI.QHE YCJIOBIDI 

2.1. IIon)"laTeJieM IlpeIIaparn (,nanee - «HIoyuaTe») MOKeT 6TL KaK ApecaT IIpe,nno)l(eHHJ1, rnK 11 
yKa3aHHOe HM HHOe OpHJHIeCKOe JIHIO, HMeror.uee IIpaBO ocyr.uecTBJIJITb Me,nHUHHCKYIO 11 
papMaIeBTIeCKyIO JIeTeJILHOCTL B COOTBeTCTBHH C Tpe6oBaHHJIMH ,newcrnyror.uero 3aKOHO,naTeJibCTBa 
PoCCHHCKOH <l>e,nepau1111 11 HMeror.uee ,newcrnyror.uyro JIHUeH3HIO Ha ocyr.uecrnneHHe Me,nHQHHCKOH H 
papMaeBTIeCKOi JIeTeJILHOCT c yKa3aHeM apea paKTIeCKO JOCTaBK Ilpenaparn. 
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BCEM fOCY,l.l.APCTBEHHhIM, MYHHIJJUlAJihHhIM Y1-IPE)I{,l.l.EHllil.MI13,l.J.PABOOXPAHEHI151. 11 
OPfAHAM 11CllOJIHI1TEJihHOM BJIACTI1 B Cct>EPE 3,l.J.PABOOXPAHEHl151. 

2.2. A,n;pecaT IIpe,IJJIO)l(eHllil HaITpaBmleT B a.n;pec ,n:)l(OHCOH & ,n:)l(OHCOH «AKQeITT ocpepThl» no popMe, 
yCTaHOBJIeHHOi IIpJoKeHeM Ne I K HacTOIIIeMy IIpeJIoKeHIO. BMecTe C «AKI,eIITOM ObepTL» 
ITpe.n;ocTaBJI~TCJI TaK)l(e crre,D;YJOllll1e .D;OKyMeHThl, 3aBepeHHhie ITO.D;ITl1Chl0 YITOJIHOMoqeHHOro Jil1Qa 11 
neYaTLO ApecaTa IIpe/1oKeHH (JIM6O B IIOpJIKe, IIpeJyCMOTpeHHOM I1.2.5. HaCTOIIerO 
IIpe/1oKeHM): 

2.2.1 KaprouKa 1opuuecKoro nIa AJpecaTa Ipe/1oKeH (bopMa npJaraeTC). 
2.2.2 KOITllil .n;oBepeHHOCTl1 Ha ITorryqeH11e IIpeITaparn C yKa3aHHeM yIIOJIHOMOIeHHOTO JIIIa JI6O 

Bh!Ill1CKa 113 ITp11Ka3a O Ha3HaqeHl111 YITOJIHOMoqeHHOro Jil1Qa Ha COOTBeTCTBYIOllIYIO 
·,n;oJI)l(HOCTh. B l1CKJIIOq11TeJihHhlX crryqaJIX C cornaclli! ,n:)l(OHCOH & ,n:)l(OHCOH .D;OITYCKaeTCJI 
ITpe,n;oCTaBJieH11e KOITl111 .D;OBepeHHOCTl1, 3aBepeHHOH ITO.D;ITl1Chl0 yrrorrHOMoqeHHOro Jil1Qa. 

2.3. Ilepe,n;aqa IlpeITaparn OCyIIIeCTBJIeTC CHJaM 3a cIeT JKOHCOH & ,n:)l(OHCOH, Ha ycrrOBHHX 
.D;OCTaBKl1 .no IIorryqaTeJIJI. A.n;pec .D;OCTaBKl1 IlpeITaparn .D;OJI)l(eH BXO.D;l1Th B ITepeqeHh a.n;pecoB MeCT 
OCyrQeCTBJieHl1JI ,n;eJITeJihHOCTl1, BHeceHHhIX B CHCTeMy MOHHTOpHra H yKa3aHHLIX B JI11QeH311HX Ha 
papMaIeBTIeCKyIO JeTeJILHOCTL. DaKT IepeJa IIpenapara ITO.D;TBep)l(,D;aeTCJI ITO.D;ITl1CaH11eM 
HaKI1aJHOi Io bopMe N M-15 11 aKTa Mey JKOHCOH & JKOHCOH H YITOJIHOMoqeHHhIM 
ITpe,n;CTaBl1TeJieM IIorryqaTeJIJI B 3 (Tpex) 3K3eMITJil!pax, O.D;l1H 113 KOTOphIX OCTaeTCJI y IIorryqaTeJIJI, BTOpOH 
ITepe.n;aeTCJI ,n:)l(OHCOH & ,n:)l(OHCOH, TpeTl1H - A.n;pecary Ilpe.n;rro)l(eHHJI, ecrr11 He OH JIBJIJ!eTCJI cpaKT11qecKl1M 
ITOrryqaTerreM IlpeITaparn. YITOJIHOMoqeHHOe JIHI..(O ITO.D;ITl1ChIBaeT HaKrra,n;HyIO tt/11rr11 aKT C ITpOCTaBJieH11eM 
co6cTBeHHOpyqHo ITO.D;ITl1Cl1 11 pacumcppOBKOH cpaMl1JIHl1 11 11MeHH. 

2.4. AIpecaT IpeoKeHM JOJIKeH 06ecne9TL IIpHeMKy IepeJaBaeMOro IIperapaTa yIonHoMOIeHHBIM 
Ha OCHOBaHl111 .D;OBepeHHOCTl1 JIM IIpHKa3a JIHIOM IIO KOJIHIeCTBy H KaeCTBy Ha ITpe,n;MeT COOTBeTCTBllil 
KOJIIeCTBa, KaIeCTBa B qacTl1 B11.D;l1Mh!X He,D;OCTaTKOB, Harr11qlli1 ITOBpe)l(,D;eHl1H TpaHCITOpTHhIX MeCT, a 
TaKKe B COOTBeTCTBHl1 co crre,D;YJOlll11Ml1 ycrrOBl1JIMl1: 

2.4.1. ,n:ocTaBKa IlpeITaparn OT ,n:)l(OHCOH & ,[{)l(OHCOH K IIorryqaTeJIIO MO)l(eT OCyrQeCTBJIJ!ThCJI 
ABTOpecpp11)1(eparnpoM HJil1 BO3.D;YllIHhlM TpaHCITOpTOM. 

2.4.2. Bee ABTOpecpp11)1(epaTOphl, .D;OCTaBJIJIIOllll1e IlpeITapaT, o6opy.n;oBaHhl TepMoperncTparnpaMtt! 
caMOITl1CI..(aMH. IIp npeMKe IIpenapara, BO.D;l1TeJih ABTOpecpp11)1(eparnpa CHHMaeT IeK 
caMoIT11cQa 11 ITepe.n;aeT ero ITpe.n;crnB11Terr10 IIorryqaTeJIJI. A.n;pecaT IIpe.n;rro)l(eH11J1 .n;orr)l(eH 
O3HaKOMHThCJI C ,n;aHHhIMl1 Ha eKe H IpOBeCT IIpOBepKy yCJ1OBI ITepeBO3Kl1 Ha COOTBeTCTBl1e 
Tpe6yeMOMy TeMIepaTypHOMy peKHMy. B cnyuae ecnI IIpenapaT conpOBo/aeTC 
TepMOJIaTIHKOM (TT) (B cnyYae 11cITOJih3OBaHllil TepMOKOHTei1HepoB ), A.n;pecaT Ilpe.n;rro)l(eHllil 
11JIH yrrorrHOMoqeHHOe HM Jil11..(O Ha OCHOBaHl111 .D;OBepeHHOCTl1 OCTaHaBJil1BaeT TT H CIHTBIBaeT 
ITOKa3aHllil C Hero BO BpeM pHeMK Ipenapara (11HCTPYKQllil ITO OCTaHOBKe H CITBIBaHHHO 
ITOKa3aHHH C TT HaXO.D;HTCJI B TepMOKOHTeHHepe). 

2.4.3. ,n:ocTaBKa IlpeITaparn BO3.D;YllIHhIM TpaHCITOpTOM ocymecTBJIJ!eTCJI B TepMOKOHTeHHepax. B 
Ka)l(,D;OM TepMOKOHTeHHepe HaXO.D;HTCJI 1 ( O.D;11H) TT. 

2.4.4. PacITaKOBKY 11 ITpoBepKy IlpeITaparn, yITaKoBaHHOro B TepMOKOHTettHep, IIorryqaTerrh .n;orr)l(eH 
nIpOH3BOTL Ip TeMnIepaType, COOTBeTCTBYJOllleH Tpe6oBaHlli!M TeMIIepaTypHOrO peHMa 
xpaHeHllil IlpeITaparn. Ilocrre pacITaKOBK11 TepMOKOHTei1Hepa IIon1yuaTenL JIOJIKeH M3BJIeL TT 3 
TepMOKOHTeHHepa 11 He3aMe,D;Jil1TeJihHO OCTaHOBHTh ero. 

2.4.5. B crryqae BhlJIBJieHl1JI OTKJIOHeHHH OT Heo6xo.n;11Moro TeMITepaTypHoro pe)l(11Ma, IlorryqaTeJih 
ITpHHHMaeT IlpeITapaT B KapaHTl1H 11 B TeqeH11e 1 ( O.D;HOro) pa6oqero .D;HJI C ,n;aThl ITorryqeHllil 
IlpeITaparn yBe,D;OMJIJ!eT ,n:)l(OHCOH & ,n:)l(OHCOH O BhlJIBJieHHhIX TeMITepaTypHhIX OTKJIOHeHl1JIX, 
IIyTeM HaIIpaBJIeHM eMy IIO 9IeKTpOHHO IIOITe JaHHLIX, CHTLIX c TT. 

2.4.6. ,[{)l(OHCOH & ,n:)l(OHCOH ITp11HHMaeT pell1eH11e O BO3MO)1(HOCTH ,n;aJibHeHlllero HCITOJih30BaHllil 

IlpeITaparn 11 11HcpopM11pyeT A.n;pecarn Ilpe.n;rro)l(em,ui/IlorryqaTerrJI ITO 3JieKrpOHHoi1 IToqTe o 
ITpHHllTOM pell1eH1111 B cpoK He 6orree 30 (Tp11,D;Qarn) KaJieH,n;apHhIX ,D;HeH. 

2.4. 7. Ilp11eMKa ITPOl13BO.D;l1TCJI IIorryqaTerreM B TeqeH11e 1 ( o,n;Horo) pa6oqero .D;HJI c MOMeHTa IIepeJaI 
IIpenapara no aKTy IIpHeMa-IIpeJIaI /JI HaKJIaJIHOji. 
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BCEM rocy ,[(APCTBEHHbIM, MYHl11U111AJ1bHbIM Yl-IPE)l(,[(EHIDIMl1 3,[(PABOOXPAHEHl151 11 
OPrAHAM 11CI10JIHl1TEJ1bHOM BJ1ACTl1 B C<l>EPE 3,[(PABOOXPAHEHl151 

2.4.8. Ilptt o6ttapy)KeHHH mo6oro BH,na 6paKa IIonyqaTenh tte3aMe,nnnTenhH0 B TeqeHtte 1 (O,nHoro) 
pa6ouerO JH C M0MeHTa 06HapyKeH HbpopMpyeT JKoHcoH & J[KOHCOH Han1paBJIeT B 
a,npec .ll:)KOHCOH & .n:)KOHCOH cne.nyroll.\HH nIaKeT J0KyMeHT0B IIO :rneKTpOHHOH rroqn!, a 
0pHrHHanhI ITO a,npecy 121614, r. MoCKBa, yn. KpbrnaTCKaH, ,n. 17, K0prr. 2: 
1) 3asepeHHaH IIonyqaTeneM K0IIM HaKJIaJIHOi (M-15) tt 3asepeHHaH IIonyqaTeneM K0IImI aKTa 

rrptteMa-rrepe,naqn c rro,nrrnchro yrronH0MoqeHHoro rrpe,ncTaBHTenH IIonyqaTenH. 
2) AKT o BhIHBneHHhIX HecooTBeTCTBHHX TOPf-2 nnn ,noKyMeHT ocpopMneHHhIH cornacHo 

BHyTpeHHM Tpe6OBaHMM IOJIyIaTe. AKT JI I0KyMeHT J0JIKHBI 6LITL B 0693aTeJILHOM 
II0pJ1Ke II0JIIICaHLI yII0JIH0M0IeHHBIMH JIHIaMH CO CT0p0Hbl IIonyqaTenH H llHU0M, 
ocyll_\eCTBllHIOll.\HM .n:ocTaBKY Ilperraparn co CT0p0Hbl .ll:)KOHCOH & .ll:)KOHCOH (rrpH 
06HapyKeH 6paKa so speMH rrepe,naqn Ilperraparn IIonyqaTenro ), a TaK e, Ha AKTe nnn 
J0KyMeHTe Ob0pMJIeHHOM C0IJIaCH0 BHyTpHHHM Tpe6OBaHHM Ion1yuaTen9 J0JIKHa B 
0693aTeJILHOM I0pJKe cTOTL nIeaTL Ion1yuaTe. 

3) <l>oTOrpa<pHH 6paKa / HeCOOTBeTCTBHH C yKa3aHHeM ,naTbl H Mecrn CbeMKH. <l>ornrpa<pHH 
.non)l(Hbl 6bITh qeTKHMH. <l>oTorpa<pHH TPaHCII0pTH0ro MeCTa (rrannern, Kopo6) ,nOll)l(Hbl 
C00TBeTCTB0BaTb cne,nyIOll.\HM TPe6oBaHHHM: o6ll_\aH cpornrpa<pHH, (pOTOrpa<pHH HOMepa 
TpaHcrroprnoro MeCTa ( CTHKepa), (pOTOrpa<pHH caMoro 6paKa / HeC00TBeTCTBHH. <l>oTOrpa<pHH 
HH,nHBH,nyanhHhIX yrraK0B0K .non)l(Hbl C00TBeTCTB0BaTb cne.nyroll.\HM Tpe6oBaHHHM: 
cpornrpa<pHH yrraK0B0K c Ha3BaHeM IIpenapaTa, (pOTOrpa<pHH C yKa3aHHeM cepHH 
Ilperraparn, cpornrpa<pHH caMoro 6paKa / HecooTBeTCTBHH. 

4) .ll:aHHble c TepMo,naHHK0B / caMOIIHCUeB ( B cnyqae HapyrneHHH TeMrrepaTypttoro pe)KHMa rrpH 
TpaHCII0pTHp0BKe ). 

2.4.9. .ll:)KOHCOH & .ll:)KOHCOH o6H3yeTCH paCCM0TpeTb rrpeTeH3HIO IIonyqaTenH B TeIeHe 30 (Tpn.nuaTH) 
KaneH,napHhIX ,nHeii c M0MeHTa rronyqeHHH rronHoro K0MrrneKTa Ha,nne)Kall_\e ocpopMneHHhIX 
,noKyMeHT0B, YKa3aHHhIX B II. 2.4.8, H HarrpaBHTh IIony<rnTenro rrpe,nno)KeHHH ITO ee 
yperynnpoBaHHIO B cpoK, cornacosaHHhIH CTopoHaMH. 

2.5. CTOpOHbl .norosopttnHCh, qTo AKuerrT ocpepTbl, nro6bre HHhie rrpHll0)KeHHH HnH 
.norronHHTenhHbie cornarneHHH K Ilpe.nno)KeHHIO H AKQeIITY ocpepTbI, HBllHIOll_\HeCH HX 
He0TLeMJIeMO IaCTBIO, B TOM HICJIe J0KyMeHTLI, yKa3aHHLe B I1.2.2. HacToer0 IIpeJU1oKeHM, 
a TaKKe aKTL IIpMeMa-IIpeJIaI, HaKJIaJIHLIe, OTIeTBI O6 MCI10JIB30BaHM (eCJI IIpHMeHHMO) H 
HHLIe J0KyMeHTB (qaJIee ][oKyMeHTLI) MOIyT 6bITh II0JIIIHCaHLI B 9JIeKTpOHHO} bOpMe B BHIIe 
9JIeKTp0HHLIX J0KJMeHT0B C CI10JIB30BaHHeM CTOpOHaMH yCHIIHHO KBaJIbHIIHpOBaHHOi 
:rneKTpOHHOH rro,nrrncn (.nanee - YK3II), KaK oHa orrpe.neneHa B rr. 4 CT. 5 H B rropH,nKe rr.1 cT.6 
<1>3 P<l> OT 06.04.2011 N2 63-<1>3 «06 :rneKTPOHHOH rro,nrrncm>. 

2.5.1. .D:oKyMeHThl, rro.nrrncaHHbie YK3II, rrpH3HaIOTCH ,n0KYMeHTaMH, paBH03HaqHhIMH 
,n0KYMeHTaM Ha 6yMa)KHOM H0CHTene, rro.nrrncaHHhIMH co6CTBeHHOp)"IHOH rro,nrrHChIO tt 
II0p0JaeT JI CTOpOH aHaJI0THHIHLIe IIpaBa H 0693aHHOCTH. 
2.5.2. ,D:oKyMeHThl, K0TOpbIMH o6MeHHBaIOTCH CTOpOHhl, 3aBepHIOTCH YK3II Ha,nne)Kall_\HM 
06pa3OM yII0JIH0M0IeHH0r0 JI1a 0TnIpaBTeJI JOKyMeHTa. KaKJIOe yII0JIH0M0IeHH0e JIHII0 
,non)KHO HMeTb co6cTBeHHyro YK3II, rro,nTBep)K,neHHyro cepTH(pHKaTOM y,noCTOBepHIOll_\ero 
ueHTpa, H ,nosepeHH0CTh, rro,nTBep)K_naroll.\yro rronHoMoqnJI :noro nnua, ocpopMnettHyro CTopoHOH 
B yCTaH0BneHH0M rropH,nKe. 

2.5.3. 3neKTpOHHhIH ,noKyMeHT cqnrneTCH rrcxo.nHll.\HM OT CTopoHhl, ecnn OH rro.nrrncatt YK3II, 
IIpHHaJJIeKauIeii CTOpoHe, I1aHHLi JOKyMeHT 6LII HaIIpaBJIeH TaKM CTOpOHaM Yepe3 
C00TBeTCTByIOll_\ero orreparnpa :rneKTP0HH0ro ,noKyMeHT006opoTa ITO TeneK0MMyttHKaUH0HHhIM 
KaHanaM CBH3H. 

2.5.4. B CJIyIae TXHHIeCK0r0 C60 BHyTpeHHHX CHCTeM nro6oH H3 CTopoH, c6oHX Ha CT0p0He 
orreparnpa :rneKTp0HH0ro ,noKyMeHT006oporn, a paBH0 B CBH3H C ,neHCTBHHMH o6cTOHTenhCTB 
Herrpeo,nonHMOH CHllhl CTOpOHLI, JeiCTBy JO6pOCOB€CTHO, 063aHLI He3aMeJJITeJILH0, B cpoK 
He II03,nHee o,nHoro pa6oqero ,nHH, HH(pOpMHpOBaTb .npyr .npyra 0 HeB03M0KH0CTH O6MeHa 
,nOKYMeHTaMH B :rneKTP0HH0M sn.ne, rro.nrrncaHHhIMH YK3II. 
2.5.5. Ilptt ncrronh30BaHHH YK3II CrnpoHhI o6H3atthr: 

06eCIeIBaTL KOH]MJIeHIMaJILHOCTL KJIHOYeii VKOII, B IaCTH0CT He .norrycKaTb 
HCII0llh30BaHHe rrpHHa,nne)Kall_\HX HM Knroqeii: YK3II 6e3 HX cornacttH; 
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BCEM fOCY,[{APCTBEHHhIM, MYHI1l.U1ITAJ1hHhlM YlIPE)K,[{EHI151Ml1 3,[{PABOOXPAHEHI151. l1 
OPfAHAM l1CITOJ1Hl1TEJ1hHOtl: BJIACTI1 B C$EPE 3,[{PABOOXPAHEHI151. 

He3aMe)],ITl1TeIThH0, HO, B JI1O6OM cJIyIae B cpoK, He 1103)],Hee 0)],Horo pa6oqero )],IDI. 
yBeJ0MJI9TL CTOpOHy, yJ0CT0BepIOI IeHTp, BLJaBI cepT]KaT KJIYOIa I1p0BepK 
3ITeKTpOHHOH 110)],1111Cl1, 0 HapyIIIeHl111 Komp11)],eHu11aIThHOCTl1 KITIOqa YK3II C MOMeHTa 
110ITyqeH11H 11mpopMaum1 o TaK0M HapyIIIeH1111; 

He 11c110ITh30BaTh YK3II II[pH HaJIHIHH OCHOBaHi II0IaraTL, ITO ee 
KOH]HJIeHIIMaJILHOcTL HapyIIeHa; 

nc110ITh30BaTh )],ITH co3)],aHHH 11 11poBepK11 YK3II, co3)],aH11H KIT10qeii: YK3II n 
cepTmp11KaTOB rrpoBepK11 KJIIQqa YK3II cpe)],CTBa, 110ITyql1BIIIl1e 110)],TBep)l()],eH11e C00TBeTCTBHH 
Tpe6oBaHHHM, ycrnH0BITeHHhIM B C00TBeTCTBl111 C <D3 «06 3ITeKrpOHHOH 110)],11HCl1». 
2.5.6. YK3II rrp113HaeTcH )],eHcTB11TeIThHOH )],O Tex 11op, 110Ka perneH11eM cy)],a He ycrnHOBITeHo 
11H0e. 

2.5.7. BhICTaBITeH11e 11 nI0JIyIeHe JOKyMeHTOB II0 TeJIeK0MMyHHKaIIH0HHBIM KaHaJIaM CBI3 
M0KeT 0CyIIIeCTBJITLC qepe3 0)],H0ro 11ITl1 HeCK0IThKl1X 011epaTopoB 3ITeKrp0HH0rO 
)],OKYMeHToo6oporn. 

2.5.8. 3ITeKTpOHHhIH )],oKyMeHT cq11rneTcH 110ITyqeHHhIM O)],HOH 113 CTopoH, ecIT11 eii 11ocTy1111ITo 
C00TBeTCTByIOIIIee I0JITBepKJeHHe 011epaTopa 3ITeKrp0HH0ro )],OKyMeHT006oporn, IIpH HaJIHIH 
113BerneHl1H )],pyroii CTopoHhr o I0JIyIeH JOKyMeHTa, II0IIIIHCaHHOr0 YK3II O)],HOH 113 CTopoH 
11 110)],TBep)l()],eHHOro 011epaTopoM 3ITeKTp0HH0ro )],OKYMeHT006oporn. 
2.5.9. CTOpOHhl 06ec11eq11BaIOT xpaHeH11e ,[{oKyMeHTOB, II0)],1111CaHHhIX YK3II C0BMeCTH0 C 
11p11MeHHBllil1MCH )],ITH cpopM11poBaHl1H yKOII yKa3aHHLIX JI0KyMeHT0B cepTpHKaTOM KI1OIa 
11poBepK11 110)],1111Cl1 B TeqeH11e cpoKa, ycrnH0BITeHH0ro )],ITH xpaHeHl1H TaKl1X )],0KyMeHT0B. 
2.5.10. CTopOHhl caM0CTOHTeIThH0 06ec11eq11BaIOT ycrnH0BKY, HaCTpOHKY 11 3KCl1ITyarnumo 
cpe)],CTB YK3II B C00TBeTCTBl111 C rpe6oBaHHHMl1 )],eHCTBYIOWero 3aK0H0)],aTeIThCTBa 11 
perrraMeHT0M coorneTcrny10rnero y)],0CT0BepHIOWero ueHTpa 11 011eparnpa 3ITeKrp0HHoro 
)],oKyMeHrno6oporn. 

2.5.11. CrnpOHhl 110)],TBep)l()],aIOT, qTo caM0CT0HTeIThH0 BhI611paIOT ce6e 011epaTopa 3ITeKrp0HH0ro 
)],OKyMeHT006oporn, 11 11p0113B0)],HT 110)],KITIOqeH11e, ycTaH0BKY 11 06ec11eq11BaIOT 
pa60TOCl10C06HOCTh cpe)],CTB 11 KaHaIT0B CBH311, 11porpaMMH0ro 06ec11eqeHl1H, a TaK)l(e cpe)],CTB 
Kp1111TOrpacp11qecKOH 3allil1Thl l1HqJOpMau1111, He06X0)],11MhIX )],ITH 110)],KITIOqeHl1H, co6cTBeHHhIMl1 
Cl1ITaM11 11 cpe)],CTBaM11. 

2.5.12. Ka)l()],aH 113 CrnpoH caM0CTOHTeIThH0 11ITaT11T 3a 11CX0)],Hllil1e OT Hee )],0KyMeHThl. 

2.6. B TeqeH11e 30 pa6oq11x )],HeH C )],aThl 3aBeprneHl1H 11CII0ITh30BaHHH 110ITyqeHHhIX yrraK0B0K Ilpe11aparn, 
A)],pecaT Ilpe)],ITO)l(eHl1H o6H3yeTCH 11pe)],0CTaBl1Th ,[{)l(OHCOH & ,[{)l(OHCOH QTqeT 06_ HC110ITh30BaHl111 
IIpenapaTa, coJepKaui ocHoBHyIO HpOpMaLIO o IIonyuarene Ipenapara, cep IIpenapara, 
K0IT11qecrne IepeJaHHLX yaKoB0K IpenapaTa, pare IoJIyeH IIpenapara Ila1eHToM, BBIIIHCKe 13 
peIIIeHHH A)],pecaTa Ilpe)],ITO)l(eH11H, Ha 0CH0BaHl111 K0T0p0T0 Ha3HaaeTC TepaII C IIpHMeHeHHeM 
Ilpe11aparn, 110 cpopMe, ycrnHOBITeHHOH B Ilp11ITO)l(eH1111 N~ 2 HacrnHrnero Ilpe)],JIO)l(eH11H. 

2.7 B cnIyJae 0TCyTCTBM B 0TIeTe O6 MCI10J1B30BaH IIpenapara OcH0BHO HpOpMaIH, yKa3aHHO} B 
11YHKTe 2.6 HaCTOHWero Ilpe)],ITO)l(eHHH, TaKO 0TIeT CITaeTC HeIIpeJICTaBJIeHHLIM, 11 K ApecaTy 
Ilpe)],ITO)l(eHHH 11p11MeHHIOTCH ycIT0Bl1H 11. 3.4. HaCTOHrnero Ilpe)],ITO)l(eHl1H. 

2.8. B cITyqae He11c110ITh30BaH11H Ilpe11aparn B TeqeH11e ero cpoKa ro)],H0CT11 A)],pecaT Ilpe)],ITO)l(eHHH 
0693yeTC IIp0H3BeCTH yHTOeHe IpenapaTa He I03JIHee 0JIH0T0 TO[a II0CJIe HCTeIeH Cp0Ka 
rQ)],H0CTl1 Ilpe11aparn B 110pH)],Ke, ycrnHOBITeHHhIM )],eHCTBYIOllil1M 3aK0H0)],aTeIThCTB0M. YH11qTQ)KeH11e 
Ilpe11aparn 11po11cxo)],11T 3a ceT AJpecaTa Ilpe)],ITO)KeH11H. 

2.9. B Te9eHe 30 pa6oqx JHei nocne yHroeH IIpenapara, Apecar Ipe/1oKeHM 063yeTcA 
nIpeJ0cTaBMTL JKOHCOH & JKOHCOH 0TeT 06 yHMIT0KeH Ipenapara, co/epKaui 0CH0BHyIO 
HbopMaIO o cep Ipenapara, HoMep JaTy AKIeIITa ObepTLI, IIpHIHHy HeCI10JIB30BaHI 
Ilpe11apaTa B TeqeH11e cpoKa rQ)],H0CTl1, K0IT11qecTBe yH11qT0)l(eHHhIX y11aK0B0K Ilpe11apaTa, )],aTe ero 
yH11qTo)KeH11H c rrpe)],ocrnBITeH11eM 3aBepeHHOH A)],pecaTOM Ilpe)],ITO)l(eH11H 11ITH IloITyqaTeITeM Ilperraparn 
K0IIl111 aKTa 06 yH11qT0)l(eH1111 Ilpe11aparn. 
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BCEM rocY )].APCTBEHHhIM, MYHI1~l1IlAJlhHhIM YlIPE)K,l].EHllil.Ml1 3,l].PABOOXPAHEHI15I 11 
OPrAHAM l1CITOJIHI1TEJlhH011 BJIACTI1 B C<l>EPE 3,l].PABOOXPAHEHllil. 

3. IIPOqJJE IIOJIO)KEHIDI 

3 .1. CTopOHbl 110Hl1Ma!OT 11 B3al1MH0 11p113Ha!OT, qTQ )]>KOHCOH & .ll:)l(OHCOH He HeCeT 0TBeTCTBeHH0CTb 3a 
JaJILHeiIIIee 06ecnegene Ia1ueHroB IpenapaTOM. CooTBeTCTByIOIe rapaHT B cbepe 0xpaHL 
3JJ:0p0BMI, ycTaH0BJieHHbie 3aK0H0)];aTeJibCTB0M PoCCl1HCKOH <l>e.nepau1111, Hecyr opraHbl 
rocy.napCTBeHHOH BJiaCTl1 11 opraHbl MeCTH0TO CaM0yIIpaBJICHM, a TaKKe J0JIKH0CTHLIe JI1Ia 
OpraH3ai B IpeJenax CB0HX IIOJIHOM0Ii. 

3.2. .ll:)l(OHCOH & .ll:)l(OHCOH 11 A,npecaT IIpe)];JIO)l(eHl1H 11p113Ha!OT 11 cornarnaIOTCH, qTo JII06oe 
B3al1M0)];eHCTBl1e yKa3aHHbIX Jll1U B paMKax HaCTOHII.(ero IIpeJJ:JIO)l(eH11H He o6H3bIBaeT A.npecarn 
IIpe)];JIO)l(eHHH Hl1 B KOeH Mepe 11p1106peTaTb, 11Cl10Jlb30BaTb, peK0MeH)];0BaTb 11Jil1 06ec11eq11saTb 
B03M0)l(H0CTb 11Cl10Jlb30BaHl1H KaK11x-n1160 11pe11apaT0B .ll:)l(OHCOH & .ll:)l(OHCOH, He HaIIpaBJIeH0 Ha KaKoe­ 
n1160 orpaH11qeH11e K0HKypeHU1111 11Jil1 11pe)];0CTaBJieH11e 11pe11MymecTB B C00TBeTCTBl111 C .nettCTBYIQII.(11M 
3aK0H0)];aTeJibCTB0M P<l> 11 B 11pe.nenax K0Ml1eTeHU1111 yKa3aHHbIX n11u. 

3.3. A,npecaT IIpeJJ:JIO)l(eHl1H HaCT0HII.(11M 11pe.nocTaBMeT .ll:)l(OHCOH & .ll:)l(OHCOH 3aBepeH11e, l1Me10mee )];JIH 
.ll:)KOHCOH & .ll:)l(OHCOH CyIeCTBeHH0e 3HaIeHe, 0 TOM, ITO IIpenapaT 6y.neT 11Cl10Jlb30BaTbCH crporo 110 
Ha3HaIeHHHO, yKa3aHH0My B 11HCTPYKU1111 110 Me)];11U11HCK0MY 11p11MeHeHl1IO Ilpe11aparn, B C00TBeTCTBl111 C 
Tpe6osaHl1HMl1 .nettCTBYIOmero 3aK0H0)];aTeJibCTBa PoCCl1HCKOH <l>e.nepau1111 (BKJIIOqaH 11p11MeHl1Mble 
CTaHJJ:apTbl 11110pHJJ:Kl1 0Ka3aHl1H Me)];11U11HCKOH 110MOI1(11). B cnyqae ecn11 B C00TBeTCTBl111 C 11HCTPYKU11eH 
IO MeIIIMHCK0My IIpHMeHeHrO Ipenapara Ia1ueHTy 6y/eT BBeJeH0 IOJIyuaTeJIeM MeHLIIee 
Kon11qecrno 11onyqeHHoro Ilpe11aparn, TO A,npecaT IIpe.nno)l(eH11H rapaHT11pyeT, qTo ocrnBrneecH 
K0JI11qecTB0 Ilpe11aparn 6y.neT 11Cl10Jlb30BaH0 CTporo 110 Ha3HaqeHl1IO H TaKKe yKa3aH0 B 0TIeTe 06 
HCI10IL30Ba Ipenapara no popMe IpnoKeH Ne 2. 
3 .4. OHeT 06 11Cl10Jlb30BaHl111 Ilpe11aparn, HBJIHeTCH o6H3aTeJibHbIM K 11pe.nocrnsneHl1IO A,npecaTOM 
IIpe)];JIO)l(eHHH )];0KyMeHTOM, CBl1)];eTeJibCTBYIOII.(11M 0 ueneB0M 11Cl10Jlb30BaHl111. B cnyqae, ecn11 QTqeT 06 
11Cl10Jlb30BaHl111 Ilpe11aparn He 6y.neT 11pe.nocTaBJieH A.npecaTOM IIpe)];JIO)l(eHl1H B TeqeH11e 4 (qeTbipex) 
MeCIeB C )];3Tbl )];0CTaBKl1 Ilpe11aparn, TO .nettCTBl1e HaCTOHII.(ero IIpe)];JIO)l(eH11R He 6y.neT 
panpocTpaH9TLC Ha JI1O6Le HLe I0CJIeJyIOIIe AKIeIITL OpepTI AJpecaTa IIpe/1oKeHM. 

3 .5 .ll:)KOHCOH & .ll:)l(OHCOH 11 A,npecaT IIpe)];JIO)l(eHl1H o6H3YIOTCH B3311MH0 co6JIIO)];aTb Tpe6oBaHHH 
3aK0H0)];aTeJibCTBa B ccpepe 11pOTl1BO)];eHCTBHH Koppyrru1111 H IpeIyIIpeJeHH KOHbJIKTa 11HTepecoB 
CT0p0H, 0 110pHJJ:Ke o6pameHl1H co CBe)];eHl1HMl1, C0CTaBMIOII.(11Ml1 K0MMepqeCKYIO, CJiy)l(e6HyIO, 
HaJI0r0ByHO, Bpare6Hy1O TaHy H HHyIO KOH]JIeHIHaJILHyIO HHpOpMaIHIO, B TOM ICJIe CO6JI1OJ1aTL 
33K0H0)];aTeJibCTB0 0 33l.I.(11Te 11epcoHaJibHb!X .naHHb!X. A,npecaT IIpe)];JIO)l(eHHH 3aBepHeT 11 rapaHT11pyeT 
11paB0MepHy10 11epe.naqy .ll:)l(OHCOH & .ll:)l(OHCOH 11epcoHaJibHbIX )];3HHbIX A,npecarn IIpe)];JIO)l(eHl1H B 
paMKax 3aKJIIOqeHl1H .naHHOH ocpepTbl B C00TBeTCTBl111 C Tpe6oBaH11HMl1 11p11MeHl1M0ro 33K0H0)];aTeJibCTBa, 
a TaKKe HaJJIeKaIIIee yBeJI0MIeHe Cy6BeKTOB 0 TaKOii IIepeJaIe HIX IIepC0HaJILHLIX JaHHLIX, eCJI TOTO 
Tpe6yeT 11p11MeHl1M0e 3aK0H0)];aTeJibCTB0, )];JIR )];0CTl1)1(eHl1R IIeJIH:. 3aKJIHOIeHHe, HCII0JIHCHHe H (HIJI) 

11peKpameH11e .norosopoB 11 corm1aIIeHi Mey ApecaTOM IIpe/1oKeHM JKOHCOH & JKOHCOH. 
A,npecaT IIpeJJ:JIO)l(eHHH 11 .ll:)l(OHCOH & .ll:)l(OHCOH 3aBepH!OT 11 rapaHT11py10T 06ec11eqeH11e 
KOH(p11)];eHU113JlbHOCTl1 11 6e30113CHOCTl1 11epe.naBaeMb!X 11epcoHaJibHbIX .naHHb!X 11p11 11X o6pa60TKe B 
C00TBeTCTBl111 C rpe6oBaHHHMl1 11p11MeHl1M0ro 3aK0H0)];aTeJibCTBa. A,npecaT IIpeJJ:JIO)l(eHl1R 11 .ll:)l(OHCOH & 
.ll:)l(OHCOH o6H3yIOTCH 11p11Hl1MaTb Heo6XO)];l1Mb!e 11paB0Bble, opraHl13aU110HHbie 11 TeXH11qecK11e Mepb! 11Jil1 
06ec11eq11Ba10T 11X 11p11HRTl1e )];JIH 33l.I.(11Tbl 11epcoHaJibHb!X .naHHb!X 11p11 HX IepeaIe Mey AJpecaTOM 
IIpeJJ:JIO)l(eHHH 11 .ll:)l(OHCOH & .ll:)l(OHCOH 11ocpe.ncTB0M :rneKrp0HHb!X KaHaJI0B CBH311, M3Ill11HHbIX 11 
6yMa)l(HbIX HOCl1TeJieH l1H(pOpMau1111 11Jil1 11Hb!M c11oco60M. B crryqae HeC00TBeTCTBHH .nettCTBl1TeJibHOCTl1 
yKa3aHHLIX B HaCTOIIIeM IIyHKTe 3aBepeHi rapaHTui JKoHcOH & JKOHCOH HeMIIeHH0 0TKaKeTC 
OT 11onyqeHl1R 11epcoHaJibHb!X )];aHHbIX OT A,npecarn IIpe)];JIO)l(eH11H (JI) B pa3yMHL Cp0K 11peKpaTl1T 
o6pa60TKY paHee 11orryqeHHb!X OT A,npecarn IIpe)];JIO)l(eHl1H 11epcoHaJibHbIX .naHHb!X. .ll:)l(OHCOH & 
.ll:)l(OHCOH )];JIR BbIII0JIHeHl1H Bb!IlleYKa3aHHOH uen11 11MeeT 11paB0 11p11BJieKaTb rpeTbl1X JI11U -110CT3Bl.I.(11K0B 
Hp OpMaI0HH0-CIIpaB0IHLIX yCJIT H (JI) yCJIyT IIp0BeJIeH ayJIHTOB/IIpOBepOK- K 06pa60TKe 
11epcoHaJibHb!X )];aHHbIX, 11onyqeHHblX OT 11epe.na10mett CTopOHbl. IIp11BneqeH11e YK333HHblX rpeTbHX JI11U 
K o6pa60TKe 11epcoHaJibHblX .naHHb!X M0)l(eT ocymecTBJIHTbCH T0JibK0 11p11 ycn0Bl111 06ec11eqeHl1H 11Ml1 
KOH(pl1)];eHu11aJibHOCTl1 11 6e3011aCHOCTl1 11epC0HaJibHblX .naHHbIX 11p11 l1X o6pa60TKe. A.npecaT 
IIpe)];JIO)l(eHHH 3aBepHeT 11 rapaHT11pyeT 11orryqeH11e corrrac11H cyfo,eKTOB 11Jll1 HaJI11q11e 11Hb!X 11paBOBb!X 
0CHOB3Hl1H )];JIH ocymecTBJieHHH Bb!Illeo1111caHHbIX .nettCTBl1H co CT0p0Hbl .ll:)l(OHCOH & .ll:)l(OHCOH 
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BCEM rocy ,/1.APCTBEHHhIM, MYHl1~11TIAJlhHhlM Yl:IPE)K,l].EH1151MI1 3,l].PABOOXPAHEHI151 11 
OPfAHAM 11CTIOJlHI1TEJlhH011 BJ1ACTI1 B C<l>EPE 3,l].PABOOXPAHEH1151 

3.6 CoBepIIIem1e A.n:pecaTOM Ilpe,n;rro)l(emrn: JeiicTBi, yKa3aHHLIX B I1.2.2. HacToIerO IIpe/1oKeHM, 
6yJ1eT CIHTaTLC aKIeIIT0M HacTOIIIer0 Ipe/IOKeH. AKIeIIT HacToIIIer0 IIpe/J10KeHH B03M0CH 
JIHIIIb B noJIH0M 061,eMe. TorrbKO B '.HOM crryqae ,D;0roBop 0 6e3B03Me3,D;HOH nepe,n;aqe Ilpenaparn .D;JI.H 
uerrei1. OIIepaTBHO HHIIIMaIHH CIIeIIaJI3pOBaHHO TepaIe u pacIupeHg ,n;ocTyna nauweHT0B K 
rreqeHmo HHH0Bal.(H0HHblMH rreKapCTBeHHblMH npenapaTaMH 6y.n;eT .HBJI.HTbCji 3aKJIHOIeHHLIM MeKJIy 
JoHco & JKOHcoH ApecaToM IpeJJoKeH Ha yCJI0BX Ipe/1oKeH. acTIHL aKIeIIT 
npe,D;JI0)l(eHH.H ( o<!JepTbI), a TaK)l(e aKuenT Ilpe,n;JIO)l(eHH.H ( o<!JepTbI) Ha HHbIX YCJIOBH}IX He .n:onycKaIOTC.H. 
3aKJIIOqeHHe ,n;oroBopa Me)l(.D;y ,[()l(OHCOH & ,[()l(OHCOH w A,n;pecaTOM Ilpe,n;rro)l(eHH}I 0CyIIIeCTBJIeTC IIyTeM 
C0BepIIIeHH.H .n;eHCTBHH A,n;pecaTOM Ilpe.n;rro)l(eHH}I B nop.H,D;Ke, npe,n;ycM0TPeHH0M pa3,n;eJI0M 2 «O6mwe 
yC0BM» HacToIer0 IIpe/1oKeH (ObepT). COBOKyIIHOcTL IpeIoKeHM (0bepTLI) AKIeIITa 
opepTI IIpeJCTaBJ1HOT CO6Ok J10r0B0p, IIO BOpHJIeCKO IpMp0IIe BJIIOIiC II0KepTB0BaHHCM, I K 
K0T0p0My IIpHMeHIOTC H0pMLI CTaTbH 582 fK P<D. B uerr.iix 6yxramepcKoro yqern A,n;pecarn 
Ilpe,n;JIO)l(eHH}I CT0HM0CTb 0.D;HOH ynaK0BKH Ilpenaparn npHHHMaeTCji paBHOH CIeJIyIOIIIHM IeHaM 6e3 
H,[(C: 

- I1M6pyBHKa (MHH w6pYTHHH6) Kancyrrhl 140 Mr N2 90 - 385505,82 py6rrei1. 6e3 H,[(C. 
3.7. Hacrn.iimee Ilpe.n;rro)l(eHHe .n;eHCTBHTeJibHO .n:o 20 9Hap1 2026 roJa M0KeT 6LITL 0T03BaH0 
,[()l(OHCOH & ,l()l(OHCOH B JII060H M0MeHT. 

3 .8. ,[()l(OHCOH & .n:)l(OHCOH BnpaBe 0TKa3aTb B npHH.HTHH AKuenTa o<!JepTbl H 0TKa3aTbC.H OT HCn0JIHeHH}I 
CB0HX o6.H3aTeJibCTB no HaCT0.HI.QeMy Ilpe,n;JIO)l(eHHIO, B crryqae eCJIH II0 TeXHHIeCKHM /HJIH 
JI0TCTHIeCKHM IIpHIHHaM JKOHCOH & JKOHCOH He M0KeT 0CyIIeCTBTL J0cTaBKy Ipenapara 
TiorryqaTerrIO 

3.9. Hw o.n;Ha m crnpoH ,n;oroBopa He BnpaBe ocymecTBJI.HTb KaKwe-rrw6o JeicTB, 3an1peeHHLIe 
3aK0H0,D;aTeJibCTB0M PocCHHCKOH <De,n;epaUHH HJIH HHbIM 3aK0H0,D;aTeJibCTB0M 0 npOTHB0,D;eHCTBHH 
KoppynUHH, K0TOpoe ,n;arree C0BMeCTH0 HIMeHyeTC «AHTHKOppyIIIHOHHOe 3aK0H0IaTeJIBCTB0» H M0KeT 
IIpHMeHTLC K KaKOH-JIH6o 0.D;HOH HJIH o6eHM CTOp0HaM. B .n:onorrHeHHe K BbIIIIeH3JI0)l(eHH0MY HH 0,D;Ha 
H3 cTopoH He BnpaBe ocymecTBJI.HTb KaKHe-rrw6o nrraTe)l(H, npe,n:rraraTb HJIH nepe.n;aBaTb KaKHe-rrw6o 
IeHH0CTH T0CyJapCTBCHH0My /JI MyHMIHIIaJILH0My CJIyKaIIIeMy, pa6OTHKy 0praH0B 
rocy,n;apcrneHHOH BJiaCTH, opraH0B MeCTH0ro caMoynpaBJieHH.H, rocy,n:apcTBeHHblX HIHJIH 
MyHHIHIaJILHBIX 0pTaHM3aI, KaKOi-JI6O II0JIITHIeCKOk IIapTH H/JIM KaHJIJaTy Ha J0JIKH0CTL B 
opraHax rocy,n;apcTBeHHOH BJiaCTH HJIH MeCTH0ro caMoynpaBJieHH.H, rrw6o HH0My TpeTLeMy JIy, 
CB.H3aHH0MY BO c,n;eJIKOH, eCJIH :no npHBe,D;eT K HapYIIIeHHIO AHTHKOppynl.(HOHHOro 3aK0H0,D;aTeJibCTBa. 

3 .10. CTopOHbl OCB060)l(,D;aIOTC.H OT • 0TBeTCTBeHH0CTH 3a norrHoe HJIH qacTHqHoe HeBbin0JIHeHHe 
o6maTeJibCTB no HaCT0.HI.QeMy .n:oroBopy, eCJIH :no HeBbin0JIHeHHe .HBHJI0Cb crre,n;CTBHeM o6cTo.H:reJibCTB 
HeIIpeOJOJIMOi CHJILI BKJIHOIa HaB0JIHeHe, IIOap, 3eMJIeTpCeHHe H JpyTHe CTXIHLIe 6e/1CTBI, 
BOHHY, B0eHHbie .n;eHCTBHji Bcex BH.D;0B, 3a6acTOBKy nepcoHarra, rpa)l(,D;aHCKHX 6ecnop.H.D;KOB, aBapHH Ha 
TpaHcnopTe, 6rroKa,D;bl, 3nH,n;eMHH HJIH naH,n;eMHH, a paBH0 BBe,n;eHHe ynoJIH0MoqeHHblMH 
rocy,n;apCTBeHHblMH 0praHaM peKHMa II0BBIIIIeHHO r0T0BH0CTH HJIH HHoro aHarrorwqHoro pe)l(HMa 
CB.H3aHH0ro C pHCKaMH HaCTynrreHH.H o6CTO.HTeJibCTB Henpeo,n;OJIHMOH CHJibl, a TaKKe IIpHHTe 
rocy,n:apcTBeHHbIMH opraHaMH aKT0B, npen}ITCTBYIOIQHX Bbin0JIHeHHIO o6eHMH HJIH O.D;HOH m CTOpOH 
06}13aTeJibCTB no .n;aHH0MY I0T0B0py, JIpyTX o6cTO.HTeJibCTB, K0T0pbie M0rYT n0BJIH}ITI, Ha Bbin0JIHeHHe 
o6.H3aTeJibCTB no HaCTO.HI.QeMy ,n;oroBopy. CTopoHa, .D;JI.H K0TOpOH Bbin0JIHeHHe o6.H3aTeJibCTB CTaJI0 
HeB03M0)l(HbIM BCJie,n;cTBHe HaCTynrreHH}I o6CTO.HTeJibCTB Henpeo,n;OJIHMOH CHJibl, .D;0JI)l(Ha B TeqeHHe 3 
(Tpex) pa6oqwx ,D;HeH C M0MeHTa HacTynrreHH.H YKa3aHHbIX o6CTO.HTeJibCTB JII06b1M .D;0CTynHblM B .n;aHHblX 
o6CTO.HTeJibCTBaX cnoco6oM yBe,D;0MHTb .n;pyryw CrnpoHy 0 Haqarre, Q)l(H,D;aeM0M cpoKe .n;eHCTBH.H H 
npeKpameHHH yKa3aHHblX o6cTO.HTeJibCTB. Ecrrw HeB03M0)l(H0CTb n0JIH0ro HJIH qacTHqHoro Bbin0JIHeHH}I 
o6.H3aTeJibCTB .LJ;Jlji O.D;HOH H3 CrnpoH .D;JIHTC.H 6orree 1 ( O.D;HOro) Mec.iiua, .n:pyra.ii CrnpoHa HMeeT npaBo 
n0JIH0CTbIO HJIH qacTHqHo 0TKa3aTbC.H OT ,n;oroBopa, nHCbMeHH0 H3BeCTB 06 3T0M JpyTyIO CTopoHy. Ip 
3TOM CTOpOHbl .D;0JI)l(Hbl npoBeCTH neperoB0pbI C uerrbIO 01..(eHKH CHTyal.(HH H Bbipa60TKH 
B3aHM0npHeMJieMbIX peIIIeHHH. B crryqae ecrrw .n;eHCTBHe o6CTO.HTeJibCTB Henpeo,D;OJIHMOH CHJibl .D;JIHTC.H 
MeHee 1 ( 0/IHOTO) MeCIa, Cp0KH HCII0JIHeHA 0693aTeJ1LCTB CTOpOH Ip0IUIeBa1OTC Ha nepwo.n: HX 
JeiicTBMA. 
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BCEM fOCY ,ll;APCTBEHHbIM, MYHI1QI1ITAJibHbIM yqpE)K,ll;EHI15IMI1 3,ll;P ABOOXP AHEHIDI I1 
OPfAHAM I1CITOJIHI1TEJibHOH BJIACTI1 B C<l>EPE 3,ll;PABOOXPAHEHIDI 

3 .11. Bee cnopi,1 11n11 pa:rnornacm1, B03H11Ka1011111e no HaCT0HIIIeMy .JJ.0roBopy 11n11 B CBH3H c HMM, 
pa3pea1Tc yTeM neper0B0p0B. )[o nepenau cnopa Ha pa3peIeHe Cy/a CT0p0HLI IIpHMyT MepLI K 
ero yperyn11poBaHHIO B npeTeH3110HH0M nopH.JJ.Ke. Ilo nonyqeHHOH npeTeH31111 CT0p0Ha .J].0m1rna .J].aTI, 
IIHCBMCHHL OTBT II0 CyIIICCTBy B cpoK He n03.J].Hee 10 (.JJ.eCHTH) KaneH.J].apHbIX )].Hett C .J].aTbl ee nonyqeHH51. 
B cnyqae HeB03MO)KH0CTH pmperneHHR CI10p0B JIM pa3HOrn1aCI IIyTeM IIeper0B0p0B, OH IIOJJIKaT 
pmperneHHIO Ap611rpa)KHI,IM CY.JJ.0M ropo.J].a MocKBI,I B nopH.JJ.Ke, ycTaHOBneHH0M 3aK0HO.J].aTenbCTB0M 

,e"Pot'phi;Koii Peepan. 
9?i o" Poop7 

$2'8" '6,%, 
.,'.!'~~ 6t> ?- 
'gs [ 
3, 4K0HCOH e? 
4° & "> 

±# a i '.:. ~ ,u,>KOHCOH» 
".i-V ,.:,_"~ 

%, 
..... .. ,:,, :<.'' 
0.."@EM9.s"° /;"J.,,8.r1 ~','\.- 

~•-1r,P.KT0p no AOcryny npenaparoe Ha pb!HOK 

,k.o·~r.•ertHOCTb NQ 7270-P OT 04.07.24 

----,.-~:.,.;,:=:::..._ (Ky:rne110B M.E.) 

IIpuJioJKeuue .N!! 1 «AK11em ocpepTbI» 

IIpuJioJKeuue .N!! 2 «OTqeT 06 11cnonb30BaH1111 neKapcrneHHoro npenaparn .JJ.JIH Me.JJ.HIIHHCKoro 
np11MetteH11H c MHH 116pyT11tt116» 

CcLrmrn: 

1. Chiorazzi N., Rai K. R., Ferrarini M. Chronic lymphocytic leukemia// N Engl J Med. - 2005. - T. 
352, BI,In. 8. - C. 804-815. 
2.3noKaqecrneHHbie HOB006pa30BaHH51 B Pocc1111 B 2020 ro.JJ.y (3a6oneBaeMOCTI, 11 CMepTHOCTb), 
MocKOBCKHH ttayqtto-11ccne.J].0BaTen1,cK11H OHKonor11qecK11H HHCTHTYT 11MeH11 IT.A. fep11etta, no)]. 
pe.JJ.aK1111ei1: A.,ll;. Kanp11tta 11 .JJ.p., MocKBa, 2021. 
3. IfacrpyKIIHH no Me.JJ.HIIHHCK0MY np11MeHeH1110 neKapcrneHH0ro npenaparn I1MBPYBI1KA JIIT- 
002811 OT 09.01.2024 
4. Burger J, et al. poster presented at EHA 2024. #P670 
5.Woyach JA., et al. lbrutinib Regimens versus Chemoimmunotherapy in Older Patients with Untreated 
CLL. N Engl J Med. 2018 Dec 27;379(26):2517-2528. 
6.Solman IG, Blum LK, Burger JA, Kipps TJ, Dean JP, James DF, Mongan A. Impact of long-term 
ibrutinib treatment on circulating immune cells in previously untreated chronic lymphocytic leukemia. 
Leuk Res. 2021 Mar; 102: 106520. doi: 10.1016/j .leukres.2021.106520 
7.Abrisqueta P, et al.. Real-World Characteristics and Outcome of Patients Treated With Single-Agent 
lbrutinib for Chronic Lymphocytic Leukemia in Spain (IBRORS-LLC Study). Clin Lymphoma Myeloma 
Leuk. 2021 Dec;21(12):e985-e999. doi: 10.1016/j.clml.2021.07.022 
8.Rogers KA, et al. Incidence of opportunistic infections during ibrutinib treatment for B-cell 
malignancies. Leukemia. 2019 Oct;33(10):2527-2530. doi: 10.1038/s41375-019-0481-1. 
9.Wiestner et al. ASH 2020 Poster 2225 
I0.KnIHecKe peK0MCHJaIM: XpOHHIeCK JIM[OIHTapHL JIeiKO3/JIM]OMa H3 MaJILIX 
nHMqJOIIHTOB, MoCKBa, 2020. 
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[HA EflAHKE Y1IPE)K,.a:EHIDI] 

Mex. N2 ------- Kya: 121614, r. MocKsa, yn. KpbrnaTCKal!, 17, Kopn. 2 
Ten.: (495) 580-77-77, <l>aKc: (495) 580-78-78 

(( » 20 r. ----- KoMy: 000 «,l..J,JKOHCOH & )],JKOHCOH» 

AKuenT ocJ>epn,1 

HaCTOlll.UHM. ~--------~--~-------- 
yxa a a0ante roc y,ape Toro .1 MyMa1or o ypk,1ex 3,1pa0ox pales 16o cno.re.noro opraua rocy.'l,apCT B<: IUlOii 8.1.'.ICTII 8 ,¢,cpc l.'1[):1800.'lp;l llCHIIJI 

Ha,UJJeJKa[UHM o6pa30M C03,UaHHOe H ,ueikrnyJO[Uee B COOTBeTCTBHH C 3aKOHO,UaTeJJbCTBOM PocCHHCKOH <1>e,uepa1..1uu, 

orPH: --------------- MHH: --------------- C MeCTOM 
HaXOKJICHH IO a,upecy: _ 

B JJHUe ---------------------------------------------- 

,uei1crnyJOIUHH Ha OCHOBaHHH 
(,uanee - AApecaT IlpeAJIOlKeHHH\AKuenTaHT) fiOJIHOCTblO np11HIIM3eT ycJIOBIIH pa3Me[UeHHOro O6IUeCTBOM C 
orpaml'-leHHOH OTBeTCTBeHHOCTbJO «,l..l,lKOHCOH & ,l..l,JKOHCOH», !OpHAH'!eCKOe JJHUO, HaAJJeJKa[UHM o6pa30M C03,UaHHOe 
JeiCTByHOIIIee B coorneTcrnuu c 3aKoHo,uaTeJJbCTBOM Poccui1cKoi1 <l>e,uepa1..1uu, Of PH: 1027725022940, MHH: 

7725216105, c MCTOM HaXOKJICHH IIO a,upecy: 121614, r. MOCKBa, yn. KpbrnaTCKal!, ,u. 17, Kopn. 2, s JIHl..le 
feHepaJJbHOro ,uupeKTOpa Ky3Hel.{OBa MaKCHMa EsreHbeBH'la, ,ueHCTBYJOIUero Ha OCHOBaHHH Ycrnsa (,uanee - 
«)],JKOHCOH & )],JKOHCOH») Ilpe,UJIOJKeHHH (ocJ>epTbl) c IICX. IIOMepoM .N'2 2810-17/24 OT 28 OKTH6pH 2024 ro,ua o 
6e3B03Me3,UHOM npe,uoCTaBJJeHHH JJeKapcrneHHOro npenaparn ,UJ!ll MCJIIIHHCKOTO IIpHMCHCHH C MHH u6pyTHHH6 
B QeJJl!X onepaTHBHOH HHHQHaQHH cne1..1uaJJH3HpOBaHHOH Tepanuen H pac11mpeHHll JOCTynIa IIaIIeHTOB K 
coapeMeHHOH HHHOBaQHOHHOH TepanHH C HCnOJJb30BaHHeM JJeKapcrneHHOro npenaparn ,UJ!ll Me,UHI..\HHCKOro 
npHMeHeHHll C MHH 116pyTHHH6, ToproBbIM HaHMeHOBaHHeM MM6pyBHKa (,uanee - TipenapaT), 11 npe,uocrnBJJl!eT 
cne,uyJOIUHe cae,ueHHll, Heo6xo,uHMbie ,UJJll aK1..1enrn rnKoH ocpepTh1: 

nqopMaI9 06 opran3au - Ilonryrarene IIpenapara 

HaHMeHOBaHHe opraHH3al.{HH: 
(yKa3aTL HaHMCHOBaHH nonyuaTen, ynoJlHOMOlfeHHOro 
npHHIIM3Th II IICOOJ1b3083Tb JJeKapcTBeHHble cpe.ncrsa ,ll)l.SI OKaJaHH.R 
MeAIIUIIHCKOII nOMOU\11) 

A,upec ,uocrnBKH Tipenaparn, a11eceHHhIH s MC 
M,l..l,JITI 
MHH/KITIT: 
KOJJH'!eCTBO Tia1..111eHTOB, COOTBeTCTBYJOIUHX 
ycJJOBHl!M Tipe,UJJOJKeHHll 11 OTpalKeHHOe Ha CTp.2 Bcero Ia1ueHT0B 
AKenITa ObepTI. 
Kon11'!ecrno ynaKOBOK Tipenaparn (MHH u6pyTHHH6) 
140 Mr N290 (m pacsern 2 ynaKOBKII no flpeAJIO)l(eHmo Ha 
Ka[OTO Ila1HeHTa, IMeHOIIIeTO IpaKJaHcTBo PD, KOTOpOMY Bcero KoMnJJeKTOB 
peIeHeM Bpave6Hoii KOMICCHH, KOHCHyMa Bpavei 
neaIerO BpaIa BIICpBe Ha3Ha4eHa T€pan npHMeHeHeM 
flpenaparn c MHH 116pynrn116, B nepeoi1 m1H1111 AJIH neseHHH 
xpom,seCKOro nllM,POUIITapHoro nei1KOJa/m1M,j,OMbl 113 ManblX 
JIMMbOIToB I MaKpOIJIO6yJIHHeM BaneHcTpeMa 
orpaxeHoe Ha cTp.2 nacroerO AKIenTa obepT) 

KoHT3KTHbie ,!l3HHble co CTOpOHbl opran113au1111 - IloJiy'laTeJIH 

TenedioH: I 



[HA EJ1AHKE Yl!PE)K,[(EHHJI] 

HacTo9IM Apecar IIpeJoKeH/AKI,eITaHT Ipe/oTaBneT HKeCJIeyOee 3aBepHHe 06 

o6CTOHTeJJbCTBax, HMeHOIIIHX 3HaIeHHe JI 3aKJJJO'-leH11H ,II0roBopa, 11 TeM CaMbIM np11H11MaeT Ha ce6H 

0TBeTCTBCHH0CTL 3a C00TBeTCTBe 3aBepeH JeCTBHTeJIBHOCT B CHJIy IIyHKTa I CTaTbl1 431.2 rK P<t>: 

PeweH11eM (Bpa'-!e6HOH KOMl1CC1111/ K0HCl1JJl1yMa Bpa'-!ett/ ne'-lall{ero 

Bpa'-!a) (KoJ111'-!ecrno '-111CJJ0M 11 npon11Cb10) rpaJK,11aH11Hy(-aM) P<t> BITEPBblE Ha3Ha'-leHa Tepanm1 c 

np11MeHeH11eM JJeKapcrneHH0ro Ilpenaparn C MHH 116pyT11H116 B nepBOH Jll1Hl111 ,IIJIH JJe'-leHl1H xp0Hl1'-leCK0ro 

Jll1MQl01.111TapHOro JJeHK03a/n11MQJOMbl 113 MaJJbIX Jll1MQ)Ol.111TOB 11Jll1 MaKporno6yn11HeM1111 BaJJb,lleHCTpeMa (.11anee - 
«ITa1.111eHrn ). 

B C00TBeTCTBl111 C rpe6oBaHl1HM11 np11MeHl1M0ro 3aK0H0,llaTeJJbCTBa peweH11e oqiopMJJeHO B B11,lle: 

• np0T0K0JJa N2 OT (( )) 20_ r., KOTOpbIH, cpe.1111 npo'-lero, C0JepKHT CJICJIyHOIIIe 
CBeJeHH. 

I . JaTa IIp0BCJIeHH 3aCJaHM BpaIe6HO K0MHCCHH 11Jll1 K0HCHIyMa BpaYe I peIIIeH JIeaIIer0 Bpaa: 
« » 20_r.; 

2. pewem,e Bpa'-!e6HOH K0Ml1CCl111 11Jll1 K0HCHIyMa Bpaueii I JIeIaIIer0 Bpava 

BKJIHOIa yKa3aHHe HeO0XOJIHMOTO K0Jll1'-leCTBa ynaK0B0K Ilpenaparn Ha 
11 ero 06ocH0BaH11e, 

KaJK,11oro 

CBeJCHH 0 peIIICH BpaIe6HO K0MHCCH 11Jll1 K0HCl1JJl1yMa Bpa'-!eH 11Jll1 JJe'-!all{ero Bpa'-!a 0TpaJKeHbl B 
COOTBeTCTBYIO!lleH Me,11111.111HCKOH ,IIOKyMeHTal.11111 Ila1.111ettrn(-0B ). 

MJUI 

• 3ancH B MCJIHIHHKOi JI0KyMeHTaI naHeHTa, B KOTOpOH, CpeJH IIp0Ier0, C0IIepaTC CJIeIyHOIIIHe CBeJIeHH: 

I. ,11arn Bbrnecett11H peweH11» o Ha3Ha'-!ett1111 Ilpenaparn: « __ » 20_ r.; 

2. 06octt0Batt11e peweH11» o Ha3Ha'-!ett1111 Ilpenaparn, BKJJJO'-laH yKa3att11e tteo6xo,1111Moro na1.111eHTY 

K0J111'-!ecrna ynaK0B0K Ilpenaparn 

Ilp11nara10TCH cne,11y1011111e ,II0KyMeHTbl, 3aBepeHHbie TI0,IITil1Cbl0 ynoJJH0M0'-leHH0ro n111.1a 11 ne'-!aTblO A.11pecaTa 

IIpeJIoeH\AKIenITaHTa: 

I. KapTO'-IKa 10p11,1111'-lecKoro n111.1a - A,11pecarn Ilpe,11noJKeH11»\AK1.1enrnttrn 11 Ilony'-laTen». 

2. Kon11H ,II0BepeHH0CTl1 Ha nOyYeHe IIpenapaTa c yKa3aHeM yI0JIH0M0IeHH0r0 Ia / BLIIICKa H3 

np11Ka3a 0 Ha3Ha'-!eHl111 ynoJJH0M0'-leHH0ro Jll1l.la Ha C00TBeTCTBYIOlllYIO ,II0JIJKH0CTb. 

,aonJKHOCTb 

H HaHMCH0BaHHe 

opraH3a Anpecara IIpe/oxen/AKenraHra 

_____ /<1>110 

M.TI. 



[HA EJIAHKE yqpE)K.D:EHIDI] 

IIpoKeHe Nel K akenry opepr Hcx. Ne OT «_» 2024 r. 

Kaproa 1oprecroro a 
M!n/n HauMeHoeaHue JanoJ1HR.eM020 noflR. CeeoeHUR. 06 opzaHU3at/UU Ipuweuanue 

1 IIonHoe HaHMeHOBaHHe 

opraHH3aQHH 

2 KpaTKOe HaHMeHOBaHHe 

opraHH3aQHH 

3 A):(pec 10ptt,D,HqecKHH 

4 A):(pec noqrnBhIH 

5 11HH 

6 KIIII 

7 HaMeHOBaHe 6aHKa, B T.I. MeCTO 

(ropo,D,) HaXO)l()],eHH~ 

8 Pac9eTHL CeT 

9 KoppecnoH,D,eHTCKHH cqeT 

10 El1K 

C yBaKeHHCM, 

_nonlKHOCTb 
11 HattMeHOBaHtte 
OpraHH3aHM AJpecaTa Ipe/1oxen/AKenTaHTa 

_____ _;/ <1>110 

M.Il. 



[HA EflAHKE yqpE)K,n:EHIDI] 
[wa6noH onern 11M6pys11Ka (MHH u6pyT11m16) Kancyns, 140 Mr N,90] 

Kya: 121614, r. MocKBa, yn. KpLnaTcKa, 17, Koprr. 2 
Ten.: (495) 580-77-77, <l>aKc: (495) 580-78-78 

« » 202 r. 

B 

KoMy: 000 «.n:)l(OHCOH & .n:)l(OHCOH» 

Oruer 
06 HCU0JJb30B8HHH JJCKapCTBCHH0ro npenapaTa 

AJJH MCAHLIHHCK0ro npHMCHCHHH c MHH n6pyTHHH6 

.n:)l(OHCOH» 11 

(.nanee 
A,npecaT IIpe,nno)l(eH!rn\ AKuerrrnHT), JaKmoqeHHbIM rrocpe,ncrnoM aKuerrrn rrpe,nno)l(eHHlI 
000 «.n:)l(OHCOH & .n:)l(OHCOH» 0 rrpe,nocrnBneHHH yrraKOBOK neKapcTBeHHOro rrperraparn ,nm, Me.nHUHHCKOro 
rrp11MeHeHHl! c MHH 6pyTHH6 B cIeJyIOIeM KonecTBe: ( ) yrraKOBOK I-lM6pyBHKH (MHH 116pyrnu116) 
KarrcynbI 140 Mr N290 B OTHOIIIeHHH --- L_J rrau11eHTa(oB) B COOTBeTCTBHH C ITHCbMOM (AKuerrTOM ocpepTbI) 
A.npecarn IIpe,nno)l(eHHH\AKuerrrnurn o 6eJB03Me3,nHOM rrpe,nocrnBneu1111 Ilperraparn 11cx. N2 OT 

COOTBeTCTBHH C ,noroBOpOM 000 «.n:)l(OHCOH & 

,HaIIpaBJIeM BaM CJICIIyIOIIIyIO HHbOpMaIIIO O6 HCII0JIB3OBaHHH Ilperraparn: 

nbopMau9 06 opran3au - noyuarene IIpenapara 
HaMeHOBaHe OpTaHH3aIIH. 
A,npec: 
Tenecbou: 

Hml>0pMat1HH 06 ucnoJJbJ0Bauuu Ilpenaparn 

Ne ,n:aHHbre O IIaIeHTe Kon9ecTBO ,n:arn\,n:aTur KOnIeCTBO 
(HOMep 11 11am npoTOKOJla HCITOllb30BaHHbIX yrraKOBOK rrepe,naq11 Hettcrronb30BaHHbIX 

peweHHH epa4e6Hoi1 KOMHCCIIH, 
IaIeHTy yrraKOBOK** KOHCHnHyMa epaY:ei1 llflll 

neuauero pa4a) 

1. L_J yrraKOBOK 
0:M6pyBHKH (MHH 
116pyrnm16) Karrcynhr 140 
Mr N@90 

2. L_J yrraKOBOK 
0:M6pyBHKH (MHH 
116pyrnu116) Karrcynhr 140 
Mr N90 



[HA EJIAHKE Y4PE)l{J].EHIDI] 
[wa6noH 0T4eTa 11M6pys11Ka (MHH 116pyTl1Hll6) Kancynhl 140 Mr .N•90] 

* YKa3aTh H0Mep rrp0T0K0Jia 11 ,naTy perneHHJI Bpaqe6HOH K0Ml1CCl111, K0HCHJIHyMa BpaqeJ:I, 11Jil1 rreqamero Bpaqa, B 

C00TBeTCTBHH C K0TOphIM rrauHeHry 6hIJI Ha3HaqeH IIperrapaT 

**Ecrr11 rrperrapaT He 6LIJI II0JIH0CTLHO 11CII0Jih30BaH, Heo6xo,n11MO yKa3aTh rrpHq11Hy: 

[.nomKHOCTh] 
[HaMMeHOBaHHe 0praHH3aII ApecaTa 
IIpe/UoKeHM\AK1eIITaHTa] 

----- /<1>110/ 

M.II. 


