
BCEM rocy ,l],APCTBEHHbIM, MYHI1UI1TTAflhHbIM Y4PE)K,l],EHI15IMI1 3,l],PABOOXPAHEHI151 I1 
OPrAHAM I1CTTORHI1TEflbHOM BRACTI1 B C<DEPE 3,l],PABOOXPAHEHJiUI 

IIpe/1oeHe o 3aKouenu poroopa 
B 0TH0IIeHII 6e3B03Me3/oi nepenau eraperennoro npenapaTa non MHH cenetecunar 

B ueJIHX onepanrnuoii 11u11u11au1111 cneu11am1111poeauuoii Tepanueii II pacwupemrn JJ.0cTyna nauueuToB, 
CTpa)J.alOIQIIX Jiero'IHOU apnpuaJibHOU nmepTeH3lleii, K coepe111euuoii IIHH0B8UII0HHOU Tepamrn C 
ucnoJihl0Bau11e111 JieKapcTeeuuoro npenapaTa JJ.JIH MeJJ.11u11uc1eoro np11111euemrn c MHH ceJieKcnnar 

ea. es 2/-3 
r. MocKBa 1/ ,:I, 202 

O6mecrno c orpaHJ11-IeHHOH OTBeTCTBeHHOCTblO «,ll;)l(OHCOH & ,ll;)l(OHCOH», !OpH.u.nqecKoe JIHQO, 

Ha.U.Jie)l(amHM o6pa30M C03.U.aHHOe H .u.eticrnyJOmee B COOTBeTCTBHl1 C 3aKOHO.U.aTeJibCTBOM PoCCHHCKOH 

<t>e.u.epaQHH, orPH: l 027725022940, 11HH: 77252 l 6105, c MCCTOM HaXOXKJCHH IIO a.u.pecy: 121614, r. 
Mocr<Ba, yn. KpbrnaTcr<aH, .u.. 17, Kopn. 2, B JIHQe reHepaJibHoro .u.11per<rnpa Ky3HeQoBa Mar<CHMa 

EBTCHLCBIa, JeiCTByIOIerO Ha OCHOBaHHH y CTaBa (.u.anee - «,LJ)KOHCOH & .D;iKOIICOH» ), 

ITPMHMMAJI BO BHMMAHME, qTQ 

(A) JIeroua apTepanHa TIepTeH3 (JIAr), KO.U. MKE-10 127.0, 127.2. JIAf - :no opqrnHHoe, 

K3HeyTpOaIOIICe, 6LCTpO IIpOFpCCCHpyIOIIIee 3a60J10Bane.'' JIAF 1MeeT HCCKOJILKO b0pM, HaM6OJIee 

pacnpoTpaHeHLI OnaTIecKa JIAF (JIAT); JIAF, accOpoBaHHa c BpoKJeHH1MM 1Op0KaMH 

cepnuta (JIAT-BIIC); JIAf, accoQH11poBam-1aH c c11cTeMHbIM 3a6oneBaHHeM coe,D,I1H11TeJ1bHOH TKaH11 (J1Af 

C3CT), KOTOpblC COCTaBJIHIOT 40,9%, 36,6 H 19,3% B o6mei1 crpyKType naQMeHTOB c JIAf 

COOTBeTCTBeHH0.
1 
3a6oneBaeMOCTb 11 pacnpocTpaHeHHOCTb JIAf ·no .u.aHHbIM eBponeHCKHX perncTpOB, 

COCTaBJIHCT 6 H 48-55 cnyuaeB Ha MHJIJIHOH B3pocnoro HaCeJieHHH COOTBeTCTBeHH0.2 no .u.aHHbIM 

E)l<ero,D,HOro 6JoJIJieTeHH 3KCnepTHC:iro COBeTa no pe.U.KHM 3a60J1eBaHHHM KOMHTeTa focy,D,apcrneHHOH 

,ll;yMhI no oxpaHe 3.U.OpOBbH Ha 2020 B PoccHHCKOH <t>e.u.epaQHH Hac•mTbrnaeTCH l 025 naQHeHTOB c 1-1J1Af, 

835 113 HHX B3pOCJ1bie, a 190 .u.eTH.3 84% OT o6mei1 nonyJIHQHH naQHeHTOB C JIAr B P<l> - 3TO )J<eHmHHbl. 
Cpe.U.HHH B03pacT cocrnBnHeT 42,7 JieT.4 

(6) B OTCYTCTBHH TepanHH H perynHpHoro Ha6JIJO.U.eHHH, JIAf HBJIHeTCH BLICOKO HHBaJIJI3HpyIOIIHM 

3a60J1BaHHeM. 77,5% naQHeHTOB C JIAf 06na.u.a10T HHBaJIH.U.HOCTbIO. TeMnbI poem naQHeHTOB C nJIAf, 

HMe10m11x HHBaJIH.U.HOCTb, C 2018 no 2020 COCTaBHJIH 45,5% .u.m1 B3pOCJ1bIX H 41,8% .U.JIH ,D,eTeH.3 
Ha MOMeHT nOCTaHOBKH ,D,HarH03a 60J1LI1a IaCTL IIaICHTOB yXKC HaXOJHTC B TKCJIOM COCTOIHI B 

30He Bb!COJ<0ro pHCKa CMepTH, y 65% JIAf .U.HarHOCTHPYIOT Y)l(e npH 3-4 cpyHKQHOHaJibHOM KJiacce.4 

(B) Ia1IHTaM c JIAT Kpa(He BaKHO IOJIyIaTL TepaIIMIO JIAT-cneIubqecKM npenapaTaM. 

PacueTHa MCJaHa BLDKHBaCMOCT npH OTCYTCTBHH ne•1emrn naQHeHTOB C JIAf 2,8 ro,D,a5. JleTaJibHOCTb 

npH JIAf 6JIH3I<a I< OHKOJIOrH'leCKO.H. 6'8 nHTHJieTHHH BbJ)KHBaeMOCTb naQHeHTOB C JIAf 6e3 TepanHH 

COCTaBJIHeT JIHWb 34%. 5 no .u.aHHblM pernoHaJibHbIX cerMeHTOB <l>e.u.epaJibHOro perHCTpa 6oJibHbIX 

pe.U.KHMH 3a6oneBaHHHMH TeMnbl poem CMepTHOCTH OT 11J1Af COCTaBHJIH 3,8% C 2019 no 2020 r.3 

(f) CoBpeMeHHblM CTaH.U.apTOM Jieqemrn naQHeHTOB C JIAf HBJIHeTCH Me.U.HKaMeHT03HaH TepanHH C 

IpMMeHeHeM KaK IOJUCpHBaIOIIHX, TaK H JIAF-CneIbuecKx npenapaToB.'° IIp BLI6Ope JIAT 

cIeIbIeCKO TCpaIH BaKHO BO3JeiCTBOBaTL Ha H3BCTHLI IIyTH IaTOTH3a 3a60J1€BaHA: 
3H.U.OTeJIHHOBbIM, nyTb OKCH.U. 830Ta H npoCTaQHKJIHHOBbIH. 1.z.9 

()];) nepBbIM H e,D,HHCTBeHHbIM B P<t> nepopaJibHbIM ceJieKTHBHblM aroHHCTOM npoCTaQHKJIHHOBbIX (IP) 

peenTopoB, BO3JeiCTByIOIIHM Ha IIyTB IIpOCTaIHKJIHa, BJIeTC JICKapCTBCHHi npenapaT .U.JIH 

Me.U.HQ11HCI<Oro npHMeHeHHH An6paBH (MHH ceJieKCHnar) (.u.anee - «npenapan>), 3aperncTpHpOBaHHbIH 

B Pocc11H 07.06.2019. IIpenapaT noKa3aH JI JITCJILHOTO JIeICH JIerOIHO apTepHanHoii 

rnnepTeH3HH y B3pOCJ1bIX naQHeHTOB (JIAf, rpynna I no KJiaCCH<pHKaQHH BO3) II-IV <PK. 
3cpcper<THBHOCTh IIpenapaTa J0Ka3aHa B OTHOIIICHHH JMOIaTHeCKO Hacne.u.crneHHOH JIAf, JI Ar, 
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BCEM rocy )].APCTBEHHbIM, MYHI1UI1IIAnhHhIM YllPE)l()].EHI1.5IMI1 3)].PABOOXP AHEHI1Jl I1 
OPfAHAM I1CIIOnHI1TEnhHOM BnACTI1 B C<l>EPE 3)].PABOOXPAHEHI1.5I 

aCCOQHHpOB8HHOH C 3a6oneBaHH.HMH coe,n;HHHTeJibHOH TK8HH, JIAr, aCCOQHHpOB8HHOH C 

K0MneHCHp0BaHHbIM np0CTb)M BpO)l(,D;eHHbIM nop0K0M cep,n;Qa.1•10 

IpenapaT J0Ka3an 3HaITeJH0e yJIyIIIICHHe OTJaJIeHHOTO IIp0IH03a JIAT npH M0H0TepanHH H np11 

,n;o6aBJieHHH ero BTOpbIM HJIH TpeTbHM npenapaT0M K cymecrny10w:eH cxeMe TepanHH B caM0M 

Macwrn6HoM 11ccne,n;oBaHHH (PKI1) B o6nacTH JIAr - GRIPHON. TTpenapaT crnTHCT11qecKH 3Haq11Mo 

CHH)l(aeT pHCK nporpecc11poBaH1-rn H CMCpTH OT JIAr Ha 40% .11 Bb1pa)KeHHOe CHH)l(eH11e (Ha 55%) pHCKa 

nporpeccHpoBaHHRlcMepTH Ha6n10JJ,aeTCR IIpH paHHeM JO6aBJICHM (B IICpBLIe 6 MCCICB II0CJIe 

nocrnH0BKH ,n;11arH03a JIAr) Ilpenaparn12, a npH Ha3HaqeHHH naQtteHrnM c <t>K II CHH)KeHtte pttcKa 

nporpeccHpOB8HH.H/CMepTH COCTaBJI.HeT 64%13. 5-THJieTHIDI Bb))KHBaeMOCTb naQHeHTOB C JlAr Ha TepanHH 

TTpenapaTOM COCTaBJI.HeT 73%14, 7-MHnernsrn - 63%13, 10-THJieTH.H.H - 57%:15 IIpenapaT CHKaeT pHCK 

CMepT BCJICJICTBHe JlAr HJIH rocnHTaJIH3aQHH no noBo,n;y yxy,n;weHHR JlAf BnnoTb JI0 OK0HIaHH 

Tepan1111 Ha 30%.11 

(E) IIpenapaT BX0JIT B JeCTByIOIIHe KJIHIeCKe peK0MeHJa no JIerOIHOi aprepHanHoii 

rnnepTeH3HH, oJJ,o6peHHbie Hayquo-npaKTHqecKHM CoBeToM MttH3JJ,paBa P<t> H pa3Mern:eHHhie Ha 

py6pKaTope KIHHIeCKHX peKOMeHJa MHH3JJ,paBa P<t> 03. l 0.2024.1 TTpenapaT TaK)l(e OJJ,o6peH 

EBponeiicKHM coo6w:ecrnoM Kap,n;11onoroB.2 PacnopmI<eH11eM TTpaBHTeJihCTBa P<t> OT 23 HOR6p.H 2020 roJJ,a 

N 3073-p ceneKc11nar c 01.01.2021 BKmoqeu B nepeqeHb )KHBJlTT.16 

()I() }],m1 K8)1()J,Oro naQHeHTa, K0T0p0MY H83HaqeHa Tepanm1 TTpenapaTOM C TT0M0U(blO THTpOB8Hl151 .D;03bl 

.D;0JI)l(Ha 6b)Tb noJJ,o6paHa HH)J,HBH,n;yaJibH851 M8KCHM8JlbH851 nepeHOCHMa.H )J,03a, B )J,Hana30He OT 200 MKr 

JBa pa3a B JJ,eHb ,n;o 1600 MKr JBa pa3a B JCHL. PeKOMCHIIyCMa Ha1aJ1LHa JO3a - 200 MKr ,n;Ba pa3a B ,n;eHb. 

JO3y yBena1oT c 1aroM 200 MKr, O6LI9HO C IICpH0JHIH0CTLO I pa3 B HCJenIIO." 

PYK0B0.D;CTBYRCb n. 1 CT. 432, n. 2, 3 CT. 434, n. I CT. 435, n. 2 CT. 437, n. 3 CT. 438 rpa)l(JJ,8HCKOro KOJJ,eKca 

Pocc11i1:cKoii <t>eJJ,epaQHH, 

HACTOIIIM IIPEJJIAT AET 

JII06bIM rocy,n;apcrneHHblM, MYHHQHil8JibHbIM yqpe)l()J,eHHSIM 3JJ,paBooxpaHeHH51 H opraHaM 

HCTTOJIHHTeJibHOH BJI8CTH B cq>epe 3JJ,paBooxpaHemrn (JJ,anee - «A,n;pecaT TTpe,n;JIO)KeHH.H») 38KJIIOql1Tb 

,n;oroBop B OTH0llleHHH 6e3B03Me3HO nepeau IIpenapara B Qemrx onepaTHBHOH HHHQH8QHH 

cneQH8JIH3HpOB8HHOH TepanHH H pacw11peHH.H )J,0CTyna naQHeHT0B-rpa)K)J,aH P<t>, CTpaJJ,aIOU(HX neroquoit 

apTepttaJibHOH r11nepTeH3HeH, K neqeHHI0 HHH0B8QHOHHbIMH JieKapCTBeHHblMH npenapaTaMH Ha ycnOBHSIX 

Hacrnsimero TTpeJJ,JIO)KeHHR ( ocpepTb1) (,n;anee - «TTpeJJ,JIO)KeHtte» ): 

1. IlPE}],MET }],OrOBOP A 
B Te4eHe 30 pHeii c JaTI I0nyeH or Apecara Ipe/oxen9 «AKenTa ObepTLD» (c yKa3aHHeM 

K0JIHHICTBa yI1aK0BOK H IOJIyIaTeJ) nIO b0pMe, yCTaHOBJIHHO IpnoKeHHeM Ne I K HaCTOICMy 

TTpeJJ,JIO)l(eHHIO, ocpopMneHHOro Ha O<pHQHaJibHOM 6naHKe H 3aBepeHH0ro noJJ,nHCblO 

ynoJIH0M0qeHH0ro JIHQa H neqaTblO AJJ,pecarn IIpe/1oKeHM, JKOHCOH & JKOHCOH 0613y€TC 

nepe,n;aTh A,n;pecaTy IIpe/1oKeH HJIH H0My yKa3aHHOMy HM I0JIyIaTCIIO KaK 3T0 onpe,n;eneHo B 

cT.2 IIpe/oKeHu, 6e3 B3HMaH OIJaTBI IpenapaT B CJIJyIOIIICM K0JIHeCTBe (BapaHT I 
KOMnneKrn ,n;nsi THTpoBaHHsi JJ:03b1): OJJ,HY ynaK0BKY An6pas11 (MHH ceneKCHnar) rn6neTKH, 

IOKpLITLe IJIeHOIHO 060J109Koii 800 MKr Ne 60, o,n;uy ynaKOBKY An6paBH (MHH ceneKcttnar) 

rn6neTKH, IOKpLITLIe IJIeHOIHOii 0607104Koii 200 MKr Ne 60, o.n;Hy ynaK0BKY An6paBH (MHH 

ceneKCIar) Ta6IeTKH, II0KpBTLe IJIeHOIHOi 060J104Koi 200 MKr Ne I40; n16o (BapHaHr 2 

KOMnneKrn JJ,JIR T11Tposau11si A03b1): 0JJ,HY ynaK0BKY An6paB11 (MHH ceneKc11nar) rn6neTKH, 

I0KpLTLe IJIHOIHOk 060109Koii 800 MKr Ne 60, TpH ynaKoBK An6paBH (MHH ceneI<c11nar) 

Ta6JIeTK, I0KpLITLIe IIJIeHOIHOi 060J101Koii 200 MKr Ne 60, - Ha KaJ0e JIHIIO, HMeIOI1ee 

rpaJaHCTBO PD, K0T0pOMy BIepBLe Ha3HaaeT TepaI C IpMMCHCHeM Ipenapara c MHH 
CeneKc11nar (,n;anee - «IlaQHeHn») B coorneTcrn1111 c pemeHHeM A,n;pecarn TTpe,n;no)KeHHR, 

ob0pMJIeHHIM B BMJIe pCIIICHM BpaIe6HOi KOMHCCH, KOHCHJIHyMa Bpaqei1: HJIH neqamero Bpaqa_ 

Ilp11 3TOM B cnyqae HanpaBJieHHSI B aJJ,pec }],)KOHCOH & }],)KOHCOH AKQema ocpepTbl Ha OCHOB8HHH 

pee He Apecara IpeJJoKeH (Horo JeueoHoro ypeJeHH), 0613aT€JILHLIM 
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BCEM rocY ~APCTBEHHhIM, MYHI1QI1TIAJihHhIM Y4PE)l(_nEHI15IMI1 3~PABOOXP AHEHI1.51 I1 
OPfAHAM I1CTIOJIHI1TEJihHOH BJIACTl1 B CCDEPE 3~PABOOXPAHEHI151 

IIOCJICJyHOIUM IIOJTBCpJICHCM TaKHX pCIIICHM JOJIKHO 6LTL peIIeHe AJpcaTa IIpe/1oKeH1 

HJIH TTonytJaTeJIH TTpenaparn (HanpHMep, peweHHe Bpaqe6HOH KOMHCCHH, KOHCHJIHyMa Bpaqej;i HJIH 

JietJall.(ero Bpaqa). TaKoe IoJTBpJeHe OTpaKaeTC B OTIeTe 06 1CI1OJI3OBaHH TTpenaparn B 

COOTBeTCTBHH c n.2.6. HaCTOHW.ero TTpeAJIO)I<eHHH. 

Pewem1e O TOM, KaKOi MCHHO BapHaHT KOMnJieI<Ta AJIH THTposamrn A03hl TTOAJie)KHT nepeAatJe 

AApecaTy TipeAJIO)KeHHH: BapHaHT 1 HJIH BapHaHT 2, npHHHMaeTCH ,LJ;)KOHCOH & ,LJ;)KOHCOH HCXOAH 113 
HX HaJIHlJHH. 

2. Olill\HE YCJIOBIDI 

2.1. TionrrnTeneM TTpenaparn (Aanee - «IIOyrare») MOKeT 6LITL KaK AJpecaT IIpeJ10KeH, TaI< 11 

yKa3aHHOe HM HHOe lOPHAH'leCI<Oe JIHQO, HMeIOll.(ee npaso ocyw.ecTBJIHTh MeAHU.HHCI<YIO H 

papMaIeBTHICKyIO IeTeJILHOCTB B COOTBCTCTBH C Tpe6OBaHHIM JeiiCTByIOIIIeTO 3aKOHOJaTCJILCTBa 

PocciicKou be/epa MeIOICe JeiCTByIOIIyIO JIICH3MIO Ha OCyIIICCTBJICHHC MCJHHHCKOi 

]apMaeBTecKOi JeTeILOcT c yKa3aHeM apea paKTIecKOi JocTaBK Ipenapara. 

2.2. Anpecar Ipe/oxen nanpaBner B apec JKoHcoH & ,LJ;)KOHCOH «AI<u.enT oqJepTbI» no cpopMe, 

ycTaHOBJeHHOi IpJoKeHeM No I K HacToeMy IpeoeH1o. BMecTe c «AKI,eITOM ObepTL1» 

npeAOCTaBJIHIOTCH TaK)Ke CJieAyIOW.He AOI<yMeHTbl, 3aBepeHHbie TTOATTHCblO ynoJIHOMOlJeHHOro JIHQa H 

ne'laTblO AApecarn TTpeAJIO)KeHHH (n1160 B nopHAKe, npeAyCMOTpeHHOM n.2.5. HaCTOHW.ero 
IIpe/U1oKeHM): 

2.2.1 KapTOtJKa 10pHAHtJec1<0ro nuu.a -AApecarn TipeAJIO)KeHHH (c!iopMa np1rnaraeTcH). 

2.2.2 Komm AOBepeHHOCTH Ha nOJIyIeHe Ipenapara c yKa3aHeM ynonHoMoeHHoro JI1a n6o 

BhinHCKa H3 npHKa3a O Ha3Ha'leHHH ynoJIHOMOlJeHHOro JIHQa Ha COOTBeTCTBYIOW.YIO 

AOJI)l(HOCTb. B HCKJIIOlJHTeJibHhlX cnytJa>IX C cornaCHH ,LJ;)KOHCOH & ,l],)KOHCOH AOnycKaeTCH 

npeAOCTaBJiem-1e KOTTHH AOBepeHHOCTH, 3aBepeHHOI1 TTOAn11Ch!O ynoJIHOMO'leHHOro JIHU.a. 

2.3. Iepenaua IpenapaTa OcyIecTJeTc CH1aM 3a cIeT JKOHcoH & ,l],>I<OHCOH, Ha ycnomrnx 

AOCTaBKH AO Honyuaren. Apee OcTaBK IpenapaTa JOJKeH BXOJHTL B IIepeeHL aJpecoB MeCT 

ocyw.ecTBJICHHH ACHTCJibHOCTH, BHCCeHHhIX B CHCTeMy MOHI-ITOpHHra H yI<a3aHHbIX B JIHICH3HIX Ha 

]apMaeBTICCKyIO JeTCJILHOcTL. baKT nepenaI IIpenapara noJTBepnaeTc IOIIMCaHMCM 

HaKa)HO no bopMe Ne M-I5 aKTa Mey JKOHcoH & ,LJ;)l(OHCOH H ynonHoMotJeHHhIM 

npeACTaBHTeJieM TionytJaTCJIH B 3 (Tpex) 3I<3eMnJIHpax, OAHH H3 KOTOJ)b!X OCTaeTCH y nonytJaTeJIH, BTOJ)OH 

nepeAaCTCH ,LJ;)l<OHCOH & ,l],)l<OHCOH, Tpen111 - AApecaTy TTpeAJIO)l(CHHH, eCJIH He OH HBJIHCTCH cpaKTHt.J.eCKHM 

nonyt.J.aTeJieM TTpenaparn. YnOJIHOMOt.J.eHHOe JIHQO nOATTHCbJBaeT HaKJiaAHYIO HIHJIH aKT C npoCTaBJICHHCM 

co6CTBCHHOJ)Y'IHO nOATTHCH H pacwmppOBI<OH q>aMHJIHH 11 HMCHH. 

2.4. AApecaT TTpeAJIO)KeHHH AOJI)KeH o6ecne<IHTb npHeMKY nepeAaBaeMoro TTpenaparn ynonHOMOt.J.CHHhIM 

Ha OCHOBaHHH AOBepeHHOCTH HJIH npHI<a3a JIHQOM no I<OJIH'ICCTBY H Kat.J.ecrny Ha npeAMCT COOTBeTCTBHH 

I<OJIH'leCTBa, I<alJCCTBa B t.J.aCTH BHAHMbIX HeAOCTaTI<OB, HaJIHlIHH noBpC)KAeHHH TpaHcnopTHbIX MCCT, a 

Ta]()l(C B COOTBCTCTBHH co CJieAyIOW.HMH ycJIOBHHMH: 

2.4.1. ,l],ocTaBKa TTpenaparn OT ,lJ;)l(OHCOH & ,LJ;)KOHCOH I< nonytJaTemo MO)KeT ocyw.eCTBJIHThCH 

AsrnpeqJpH)KeparnpoM HJIH B03AYllIHhIM TpaHcnopTOM. 

2.4.2. Bee AsrnpecppH)l(epaTOpbl, AOCTaBJIHIOW.He TTpenapaT, o6opyAOBaHbl TepMoperncTparnpaMHI 

caMOTTHCQaMH. IIp npeMKe IIpenapara, BOAJ-ITeJib ABTOpecppH)l(eparnpa CHHMaeT t.J.eI< 

caMonca nepeJaeT erO npeJTaBTenIO HonyuaTenI. AJpecaT IIpe/1oKeH JOJIKCH 

03HaKOMHThCH C AaHHblMH Ha t.J.eKe H npoBeCTH nposepI<y ycJIOBHH nepeB03KH Ha COOTBeTCTBHe 

Tpe6yeMoMy TervmepaTypHoMy pe)KHMy. B cnyqae ecn11 TTpenapaT conpoBO)KAaeTcH 

TepMOAaTtJHKOM (TT) (B cny<iae 11cnoJih30Bam-rn TepMOKOHTeHHepoB), AApecaT TipeAJIO)KCHHH 

HJIH ynOJIHOMOt.J.eHHOe HM JIHU.O Ha OCHOBaHHH AOBepeHHOCTH OCTaHaBJIHBaeT TT H Ct.J.HTbJBaeT 

noI<a3aHHH C Hero BO BpeMH nptteMKH Tipenaparn (HHCTpyKQHH no OCTaHOBI<C H Ct.J.HThIBaHHIO 

noKa3aH c TT HaXOAHTCH B TepMOKOHTeHttepe). 

2.4.3. ,LJ;ocrnBKa Tipenaparn B03AYWHblM TpaHcnoprnM ocyw.ecrnnHeTcH B TepMOI<OHTettHepax. B 

KaKJOM TCpMOKOHTeiHepe HaXOAHTCH 1 (OAHH) TT. 
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BCEM rocy ~APCTBEHHhIM, MYHI1QI1IlAJihHhIM Y9PE)K)],EHI151MI1 3~PABOOXPAHEHI15I I1 
OP[AHAM I1CTIOJIHI1TEJihHOI1 BJIACTI1 B CcI>EPE 3~PABOOXPAHEHliUI 

2.4.4. PacnaKoBKY H npoBepI<y ITpenaparn, ynaKoBaHHoro B TepMOKOHTeHHep, ITony<rnTeJib JJ.0mKeH 

np0H3B0J).11Tb npH TeMnepa:rype, COOTBeTCTBYIOlll.eH Tpe6oBaHHRM TeMnepaTypHoro pe)l(HMa 

xpaHeHHR ITpenaparn. ITocne pacnaK0BKH TepMOKOHTdiHepa ITonytJaTeJib JJ.0JI)l(eH H3BJietJb TT H3 

TepMOKOHTdIHepa 11 He3aMeJJ,JIHTeJihH0 0CTaH0BMTh ero. 

2.4.5. B CJiy<Iae BbrnBnemrn OTKJIOHeHHH OT Heo6XOJ).HMOro TeMnepaTypHoro pe)l(HMa, ITony<rnTeJib 

npMHHMaeT ITpenapaT B I<apaHTMH H B Te'IeHHe 1 ( OJ).HOro) pa6oqero JI.HR c JJ,aTbl nonytJeHHR 

ITpenapaTa yBeJJ,0MJIReT .n:)l(OHCOH & .ll:)l(OHCOH 0 BblRBJieHHbIX TeMnepaTypHblX 0TKJI0HeHHRX, 

IIyTCM HaIpaBJICHHI CMy II0 39JICKTpOHHOi II0ITe JJ,aHHblX, CHRTbIX C TT. 

2.4.6. .ll:)l(OHCOH & .ll:)l(OHCOH npHHHMaeT perneHMe 0 B03M0)l(H0CTH JJ,aJibHeHrnero HCn0Jib30BaHHR 

ITpenaparn H HH<popMttpyeT Anpecarn ITpeJJ.JIO)l(eHm1-/ITonyqaTeJIR no 3JieKTpoHHOH notJTe o 

npHHRTOM perneHHH B cpoK He 6onee 30 (TpHJJ.Qam) KaJieHJJ,apHblX )J.HeH. 

2.4.7. ITptteMI<a np0H3B0.U.HTCR ITony'IaTeJieM B TetJeHHe 1 (OJJ.HOro) pa6oqero AHR C M0MeHTa nepe.n.a'IH 

ITpenapaTa nI0 aKTy IIpHCMa-IICpeIaI /JI HaKnaJHOi. 

2.4.8. IIp o6HapyKeH no6oro Ba 6para IonyuaTen He3aMe/UITCJILH0 B TeIeHe I (OJ1HOrO) 

pa6Oero H C M0MeHTa O6HapyKeHM HbOpMpyeT JxoHcon & J[KoHcoH HanpaBneT B 

a.n.pec .ll:)l(OHCOH & .ll:)l(OHCOH cne.n.y10rn.11H naI<eT .U.0KyMeHT0B no 3JieKTpOHHOH n0'ITe, a 

opttrnHaJibI no a.n.pecy 121614, r. MocKBa, yn. KpnarcKa, J. 17, Kopn. 2: 

1) 3aBepenHa IonyqaTeneM K0IH HaKJIaJHOii (M-15) 3apepena IonyuaTeneM Kon11R aKTa 

npHeMa-nepe.n.a'IH C no.n.nHCblO yn0JIH0M0'IeHH0ro npeJJ,CTaBHTeJIR ITonytJaTeJIR. 

2) AKT o BbrnBneHHbIX HecoorneTCTBHRX TOPf-2 HJIH .n.oKyMeHT oq>0pMneHHhIH cornacHo 

BHyTpCHHIM Tpe6OBaHM IOIyIaTCI. AKT JIM J0KyMCHT J0JIKHL 6bITb B o6R3aTeJibHOM 

nopRLl,Ke no.n.nHCaHbl yn0JIH0M0'IeHHbIMH JIHI..{aMH co CT0p0Hbl ITorry'IaTeJIR H JIHl..{0M, 

ocyw.ecTBJIRI0UJ.HM ,n:ocTaBKY ITpenaparn co CTOp0Hbl .ll:)l(OHCOH & .ll:)KOHCOH (npH 

061apyKeHM 6paKa BO BpeM nepeJau Ipenapara HonyuaTen1o), a TaK Ke, Ha AKT JI 

J0KyMeHTe Ob0pMJeHHOM cornacH0 BHyrpeHHl1M rpe6oBaHl1RM ITony'IaTeJIR )J.0JI)l(Ha B 

063aTeJILHOM n0pJKe cTOTL IeIaTL IOJIyIaTeJI. 

3) Dororpap 6paka / HeCOOTBTCTBM C yKa3aHHeM JaTL M MCTa CBeMKM. bororpaqu 

)J.0JI)l(Hbl 6bITb tJeTI<HMl1. <l>oTorpaq}HH TpaHcnopTH0ro MeCTa (nannern, Kopo6) .U.0JI)l(Hbl 

C00TBeTCTB0BaTb cne.n.yIOlll.11M Tpe6oBaHl1RM: o6rn.aR cpornrpaq}HR, q>ornrpacp11R H0Mepa 

TpaHcnoprnoro Mecrn (cT11Kepa), cpornrpacp11R caMoro 6paI<a / HecoorneTCTBHR. <I>ornrpacf.>1111 

11H)J.HBH)J.yaJibHblX ynaK0B0K )J.0JI)l(Hbl C00TBeTCTB0BaTb cne.u.y10rn.HM Tpe6oBaHHRM: 

pororpa] ynaKoBoK c Ha3BaHeM IIpenapara, bororpa]Mu c yKa3aHHeM cep 

ITpenaparn, cpornrpaqm11 caMoro 6paKa / HecoorneTCTBHR. 

4) .D:aHHble c TepM0)J.aT'JHK0B / caMonc1eB (B cnyqae HapyrneHHR TeMnepaTypHoro pe)l(HMa npH 

rpaHcnopTHpOBKe). 

2.4.9. .ll:)l(OHCOH & JKoHcoH 063yeTC paCCM0TpeTL IIpeTCH3IO IOnyuaTen B TCeHe 30 (TpHLl,QaTH) 

KaJICHJapHLIX JHei C M0MeHTa II0JIyICHI II0JIH0T0 K0MIIeKTa HaJIeKae Ob0pMJeHHLIX 

)J.0KyMeHTOB, yKa3aHHbIX B n. 2.4.8, H HanpaBl1Tb ITonytJaTeJIIO npe.U.JI0)l(emrn no ee 

yperynHp0BaHHlO B cpoK, cornacoBaHHblH CTopoHaMH. 

2.5. CTopOHbl .u.oroB0pHJIHCb, 'ITO AKQenT ocpepThl, JII06b1e HHble np11JI0)l(eHHR MJIH 

.n.on0JIHHTeJibHble cornarneHHR K ITpe.n.JIO)l(eHHlO H AKQenTy ocpepTbl, RBJIRlOI.QHeCR HX 

HeOTbeMJieMOH 'IaCTblO, B TOM 'IHCJie LJ.0KyMeHTbl, yKa3aHHble B n.2.2. HaCT0RUJ.ero ITpeLl,JIO)l(eHl1R, 

a TaKKe aKTLI nIpHeMa-IICpJaIH, HaKJaJIHBIC, 0TIeTLI O6 HCII0JIB30BaH ( eCJil1 np11MeHHMO) H 

HHbie )J.0KyMeHThl (JJ.anee - .D:oKyMeHTbl) MoryT 6bITb TI0)J.TIHCaHbl B 3JieKTpOHHOH <popMe B B11.U.e 

3JI€KTp0HHLIX JI0KyMCHT0B C HCII0JIB30BaHHCM CTOpOHaM yCHJIHHOk KBaJIHIHpOBaHHOi 

3JieKTpOHHOH noJJ,n11cH (.u.anee - YK3IT), KaK 0Ha onpeJJ,eneHa B n. 4 CT. 5 11 B nopR.n.Ke n.1 cT.6 

Cl>3 P<l> OT 06.04.2011 Mi 63-<!>3 «06 3JieKrpOHHOH noJJ,nHCl1». 

2.5.1. .D:oKyMeHTbl, no.n.nHCaHHbie YK3IT, np113HalOTCR .U.0KyMeHTaMH, paBH03Ha'IHblMH 

.U.0KyMeHTaM Ha 6yMa)l(HOM H0CHTeJie, no.n.nttcaHHbIMH co6crneHHOpy<IHOH no.n.nMCblO 11 

nop0)l(Ll,aeT )J.JIR CTopoH aHaJI0fH'IHbie npaBa H o6R3aHHOCTH. 

2.5.2. JOKyMCHTLI, K0T0pLIM 06MeHBa1OTC CTOpOHL, 3aBepRIOTCR YK3IT Ha.n.Jie)l(aUJ.HM 

o6pa30M ynoJIH0M0'IeHH0ro JIHQa 0TnpaBl1TeJIR .D:oKyMeHTa. Ka)l(JJ,Oe ynoJIH0M0'IeHH0e JIHU0 

J0JDKH0 MMeTL CO6CTBCHHyIO VKOII, IIOJITBepJeHHyIO CepTbHKaTOM yJ0CT0BCpIOIIer0 
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BCEM racy .[(APCTBEHHbIM, MYHH~l1□AJ1bHbIM yqpE)l(,[(EH11JIMl1 3.[(P ABOOXP AHEHI15I I1 
OPfAHAM HCTTOJIHl1TEJ1bHOI1 BJIACTH B C<DEPE 3.[(PABOOXPAHEHI1JI 

u.eHTpa, 11 A0BepeHH0CTb, n0,llTBep)K,llaIOI.QyIO n0JIH0Moq11JI 3Toro JIMU.a, ocpopMJieHHYIO CTopOHOH 
B ycTaH0BJieHH0M nopHAKe. 

2.5.3. 3neKTpoHHbIH A0KyMeHT cq11rneTcJI HCX0AHI.Ql1M OT CTopoH&I, ecn11 OH no,lln11caH YK3I1, 

IIpHHaJJIeKaLei CTOpOHe, JaHHL J[OKyMeHT 6LI1 Han1paBJIH TaKMM CTOpOHaM Iepe3 

C00TBeTCTBYIOI.Qero onepaTopa :rneKTp0HH0ro AOKyMeHT006oporn no TeJieK0MMYHl1KaU.l10HHbIM 
KaHaJIaM CB3H. 

2.5.4. B cnyqae TeXHHqecKoro c6oJI BHyTpeHHl1X Cl1CTeM JII060H H3 CTopoH, c60JIX Ha CT0poHe 

onepaTopa 3JieKTp0HH0ro AOKyMeHTOo6oporn, a paBH0 B CBJI311 C .n.e»CTBl151Ml1 o6CTOJITeJibCTB 

HenpeO,llOJil1MOH CHJibJ CTopOHbJ, ,lleHCTBYH A06pocoBeCTHO, o6JI3aHbl He3aMe,llJil1TeJibH0, B cpoK 

He n03)].Hee 0AH0ro pa6oqero AHJI, 11HcpopMHpOBaTb Apyr Apyra 0 HeB03M0)KH0CTl1 o6MeHa 
J0KyMCHTaMH B 3JICKTp0HH0M BJIe, II0IIUIHCaHHLIMI VKOII. 

2.5.5. I1p11 11cnoJI&30BaH1111 YK3I1 CTopoH&I o6JI3aH&I: 

• O6eCIeIBaTL KOH]HICHIaJIBHOCTL KnIOIeii VK)II, B IaCTH0CT He J0IIyCKaTL 

MCI10JI30BaHHe IIpHHaJICKaIX HM KJIOeii VK)II 6€3 MIX C0r1aCI; 

• He3aMe,llJIHTeJibH0, HO, B JII060M cny•rne B cpoK, He n03,llHee 0AH0ro pa6oqero AHJI. 

yBCI0MJITB CTOpOHy, yJ0CT0BepIOI IeHTp, BLJaBIii CepT]MKaT KJII0Ia 1Ip0BCpKH 

3JieKTpOHHOH no,llnl1Cl1, 0 HapyrneHHH KOHqrn)leHI..(HaJibHOCTl1 KJII0tJa YK3I1 C M0MeHTa 

II0JIyICHHI HbOpMaIHH 0 TaK0M HapyIIICHHH; 

• He 11cnoJI&3oBaTb YK3I1 np11 Hanwm11 octt0Batt11» nonaraTb, 'ITO ee 
KOH]JCHHaJILHOcTL HapyIICHa; 

• ncnon&3oBaT& AJIH C03AaHHJI H npoBepKH YK3I1, C03AaH11JI KJIIOtJe» YK3I1 11 

cepTHqrnKaTOB npoBepKH KJIIQlJa YK3I1 cpeACTBa, noJiy'IHBllIHe n0,llTBep)l(,lleHHe C00TBeTCTBl15I 

Tpe6oBaHl15IM, ycrnH0BJieHHbIM B C00TBeTCTBHH C <1>3 «06 3JieKTpOHHOH no,llnl1Cl1». 

2.5.6. YK3IT np113ttaeTcJI .n.e»cTB11TeJI&HOH AO Tex nap, noKa peIIeHeM cyJa He ycrnH0BJieHo 
HI-IOe. 

2.5. 7. BbICTaBJieHHe n0IyIeHe JOKyMCHTOB II0 TCJICK0MMyHMKaIIH0HHLM KaHaJIaM CBI3 

M0)l(eT ocyI.QeCTBJIJITbCJI qepe3 0AH0ro l1JIH HeCK0Jibl(HX onepaTopoB 3JICKTp0HHoro 
AOKyMeHToo6oporn. 

2.5.8. )neKTp0HHi JoKyMeHT CuTaeTc I0IyICHHLIM OJ1HO M3 CTOpOH, CCI eii 1I0CTyIIHJI0 

C00TBeTCTBYIOI.Qee n0,llTBep)K,llem1e oneparnpa 3JieKrp0HH0ro AOKYMCHT006oporn, np11 HaJil1lJHl1 

H3Bememrn .n.pyro» CrnpoH&I o I0JIy IeH JOKyMeHTa, II0JIIICaHH0r0 VKOI on1oii v3 CrnpoH 

IOJTBepJeHHOrO 0nepaT0p0M 3JieKTp0HH0ro AOKYMCHTOo6oporn. 

2.5.9. CTOpOHbl o6ecnetJHBaIOT xpaHeH11e )J,oKyMeHTOB, no,llnHCaHHbJX YK3I1 C0BMeCTH0 C 

IIpHMCHBIIIHMC JI pOpMHpOBaHM VKOII yKa3aHHLIX J0KyMCHT0B CepTbHKaTOM Kn1OIa 

npoBepK11 no,llnHCl1 B TetJem,e cpoKa, YCTaH0BJieHH0ro )].JIJI xpaHeHl15I TaKHX J0KyMCHT0B. 

2.5.10. CTopOHbl caM0CT0HTeJibH0 o6ecne'-111Ba!OT ycTaHoBKy, HaTpOiKy 3Kcnnyarnu.mo 

cpeACTB YK3I1 B coorneTcTBl1H c Tpe60BaJ-IHJIM11 Ae»crny101Qero 3aK0H0AaTeJI&crna 11 

pernaMCHT0M C00TBeTCTBYIOI.Qero YA0CT0BepHIOI.Qero U.CHTpa 11 onepaTopa 3JieKTp0HH0ro 
.n.oKyMeHToo6oporn. 

2.5.11. CTOpOHbl n0,llTBep)K,lla!OT, lJT0 caM0CT0JITCJibH0 Bb1611paIOT ce6e oneparnpa 3JieKTp0HH0r0 

AOKYMCHT006oporn, 11 np0H3B0AJIT n0)lKJIIOqem,e, ycTaH0BKY 11 06ecnetJ11BaIOT 

pa60Tocnoco6HocTh cpeACTB 11 KaHaJI0B CBH311, nporpaMMHoro 06ecnetJeH11.H, a TaKKe CpeJCTB 

Kp11nTorpacp11qecKOH 3aI.QHTbl HHcpopMaQHH, Heo6XOAHMb!X )].JI.H n0)].KJIIOtJeHl151, co6cTBeHHbIMH 
Cl1JiaMl1 11 cpeACTBaM11. 

2.5.12. Ka)K,ll351 113 CrnpoH caM0CT0.HTeJibH0 nJiaTHT 3a l1CX0A.HI.Q11e OT Hee A0KyMeHTbl. 

2.6. B Te4eHue 30 pa60Ix He c ,llaTbl 3aBeprneHl15I HCn0Jib30BaHl151 noJiy'-!eHHblX ynaK0B0K I1penaparn, 

AApecaT I1pe,llJIO)KeHl151 o6JI3YCTC51 npe,ll0CTaBHTb )J,)l(OHCOH & )J,)KOHCOH 0T'-!eT 06 HCn0Jib30BaHl111 

ITpenaparn, coAep)Kal.QHH ocH0BHYIO HHcpopMau.1110 o TionytJaTene ITpenaparn, cep1111 I1penaparn, 

K0JI11'-!ecrne nepe,llaHHbIX ynaK0B0K ITpenaparn, AaTe nony'-leHH.H ITpenaparn I1au.11eHTOM, BbinHCKe 113 

perneHl151 AApecarn ITpe)].JIO)KeHl151, Ha 0CH0B3Hl111 K0Toporo Ha3HatJaeTC.H Tepan11.H C np11MeHCHl1CM 

I1penaparn, no cpopMe, ycrnHOBJieHHOH B I1p11Jio)Kett1111 N2 2 HaCTOHI.Qero ITpe)].JIO)KeH11JI. 

2. 7 B cnyuae 0TCyTCTBI B 0TIeTe O6 CII0JIL30BaHH ITpenaparn ocHOBHOH 11HcpopMaQ1111, yKa3aHHOH B 

nyHKTe 2.6 HaCTOJII.Qero ITpe,llJIO)KCHJ.rn, TaKOH 0T'-ICT ClJHTaeTC.H Henpe,llCTaBJieHHbIM, 11 K A,llpecaTy 

I1pe,llJI0)1(eHl151 npHMCH.HIOTCH ycJI0BH.H n. 3.4. HaCTO.HI.Qero Ilpe,llJIO)KeH11H. 
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BCEM racy .z:t:APCTBEHHbIM, MYHI1l\I1TTAJibHbIM Y4PE)Ic,n;EHI15IMI1 3.z:t:PABOOXPAHEHI15I I1 
OPfAHAM I1CTTOJIHI1TEJibHOH BJIACTI1 B C<t>EPE 3.z:t:PABOOXPAHEHI15I 

2.8. B cny•iae -HettcnoJib30Bamur ITpenaparn B TetJem,1e ero cpoKa ro.n;HoCTH A.n;pecaT ITpe.n;no)l(eHirn 

0693yeTC IIpO3BCCT yHMIT0KeHe IpenapaTa He I03JHee 0JIH0r0 T0Ja II0CJIe HCTCIHM Cp0Ka 

fOAH0CTH ITpenaparn B nopR.n;Ke, ycTaH0BJieHHblM .n;eikrnyIOllJ,HM 3aK0H0JaTCJILCTB0M. HHITOKCHe 

ITpenaparn npoHcxo.n;ttT 3a ctJeT A.n;pecarn ITpe.n;JIO)l(eHHR. 

2.9. B TetJemte 30 pa6OIx JHei Iocne yHuroKeHg Ipenapara, Anpecar Ipe/1oKeH 063yeTc 

npe.n;0CTaBHTb ,l],)l{OHCOH & ,l],)l(OHCOH 0TIeT O6 yHHIITOeH IpenapaTa, COJepKaIui 0cHoBHy1o 

HH<popMmu-110 o cepHH ITpenaparn, H0Mep H .n;aTy AKQenrn o<pepTbI, nptttJHHY HettcnoJib30BaHHR 

ITpenaparn B TetJeHHe cpoKa ro.n;H0CTH, K0JIHtJeCTBe YHHtJT0)l(eHHbIX ynaK0B0K Ilpenaparn, .n;aTe ero 

yttHtJT0)l{emrn c npe.n;ocrnaneHtteM 3aaepeHHOH A.n;pecaTOM ITpe.n;JIO)l{emrn HJIH ITonytJaTeJieM ITpenaparn 
K0nHH aKTa 06 YHHtJT0)l{eHHH ITpenaparn. 

3. IPOIE IO.JIOXKEH 
3 .1. CTopOHbl n0HHMaIOT H B3aHMH0 nptt3HaIOT, tJT0 ,l],)l{OHCOH & ,l],)l(OHCOH He HeCeT 0TBeTCTBeHH0CTb 3a 

.n;aJibHetiwee o6ecnetJeHtte ITaQtteHTOB ITpenapaTOM. CoorneTcTByIOllJ,He rapaHTHH B c<pepe oxpaHbI 

3A0p0Bb51, ycTaH0BJieHHbie 3aK0H0)J:aTeJibCTB0M PocCHHCKOH <l>e.n;epaQHH, HecyT opraHbl 

rocy.n;apcrneHHOH BJiaCTH H opraHbl MeCTH0ro caMoynpaBJieHml, a TaK)l(e )J:0Jl)l{H0CTHbie JIHQa 

OpraHH3aIi B npeJenaX CB0HX II0JIH0M0I. 

3.2. ,l],)l(OHCOH & ,l],)l(OHCOH H A.n;pecaT I1pe.n;JIO)l{eHH51 npH3HaIOT H coriiawaIOTCR, tJT0 JII06oe 

B3aHMO)J:eHCTBHe yKa3aHHbIX JIHQ B paMKax HaCTORJQero ITpe.n;JIO)l{eHH51 He o6513bIBaeT A.n;pecarn 

ITpe.n;JIO)l(emrn HH B KOeH Mepe nptto6peTaTb, HCn0Jib30BaTb, peK0MeHA0BaTb HJIH o6ecne•urnaTb 

B03M0)l{H0CTb HCn0Jib30BaHH51 KaKHX-JIH6o npenapaT0B ,l],)l{OHCOH & ,l],)l{OHCOH, He HanpaBJieHo Ha KaK0e 

JIH6o orpaHHtJeHHe K0HKypeHQHH HJIH npe.n;oCTaBJieHHe npettMyllJ,eCTB a C00TBeTCTBHH c .n;eHCTBYIOIQHM 

3aK0H0)J:aTeJibCTB0M P<l> H B npe.n;enax K0MneTeHQHH yKa3aHHbIX JIHQ. 

3.3. A.n;pecaT ITpe.n;JIO)l(eHHR HaCTORJQHM npe.n;oCTaBJIReT ,l],)l{OHCOH & ,l],)l{OHCOH 3aBepeHHe, HMe10mee .n;m1 

,l],)l{OHCOH & ,l],)l{OHCOH cyllJ,eCTBeHH0e 3Ha•1eHHe, 0 TOM, tJT0 ITpenapaT 6y.n;eT HCTI0Jib30BaTbC51 CTporo no 

Ha3HaICHHIO, yKa3aHH0My B HHCTPYKQHH no Me)J:HI .. \HHCK0MY npHMeHeHHIO ITpenaparn, B C00TBeTCTBIH-1 C 

Tpe6oaaHHRMH .n;eticrny10llJ,ero 3aKoHo.n;aTeJibCTBa PoccttHCKOH <l>e.n;epaQHH (BKJIIO'-IaR npttMeHHMbie 

CTaH.n;apTbl H nopRAKH 0Ka3amrn Me)J:HQHHCKOH nOMOllJ,H). B cnyuae ecnu B C00TBeTCTBHH C HHCTPYKQHeH 

no Me.n;HQHHCK0MY npnMeHeHHIO ITpenaparn ITaQtteHTY 6y.n;eT aae.n;eHo ITonytJaTeJieM MeHbwee 

K0JIHtJecrno nonytJeHttoro ITpenaparn, TO A.n;pecaT Ilpe.n;no)l(eHirn rapattTnpyeT, tJT0 ocrnaweecR 

K0JIHtJeCTB0 ITpenaparn 6y.n;eT HCn0Jib30BaHo CTporo IO Ha3HaICHMIO H TaKKe yKa3aHO B 0TIeTe O6 

CI10JI30BaH Ipenapara no bopMe IIpunoKeH Ne 2. 

3.4. OTtJeT 06 HCn0Jib30Bamm ITpenaparn, 51BJI5leTC51 o6513aTeJibHbIM K npe.n;oCTaBJieHHIO A.n;pecaTOM 

IIpeJoKeHM J0KyMCHT0M, CBHJeTJILCTByIOIHM 0 IeJICB0M CI10JIB30BaH. B CIIyIae, CCII 0TIeT 06 

HCTI0Jib30BaHirn ITpenaparn He 6y.n;eT npe.n;0CTaBJieH A.n;pecaTOM ITpe.n;JIO)l{eHH51 B TetJeHHe 4 (tJeTbipex) 
MCCICB C .n;aTbl )J:0CTaBKH ITpenaparn, TO .n;eHCTBHe HaCT0RJQero ITpe,llJIO)l(eHH51 He 6y.n;eT 

pacnpocTpaH9TLC Ha JI1O6Le He n0cJIeyIOe AKIenT obepT AJpecaTa IpeJ1oKeH9. 

3.5 ,l],)l{OHCOH & ,l],)l{OHCOH H A.n;pecaT ITpe.n;JIO)l{eHH51 o6513YIOTC51 B3aHMH0 co6JIIO)J:aTb Tpe6oaamrn 

3aK0H0.[laTeJibCTBa B c<pepe nponrno.n;eHCTBH51 KoppynQHH H npe.n;ynpe)l{,lJ:eHH51 KOH<pJIHKTa HHTepeC0B 

CT0poH, 0 n0pJ1Ke O6pa1IeH Co CBCJCHMH, C0CTaBJIIOIHM K0MMCpICKyIO, CJ1yKeHyIO, 

Han10r0By1O, Bpae6Hy1O TaiHy HyIO KOHbJICHIHaJILHyIO HbOpMaIMHO, B TOM ICJIe CO6JI1OJ1aTL 

3aK0H0.[laTeJibCTB0 0 3aJQHTe nepC0HaJihHbIX .n;aHHbIX. A.n;pecaT ITpe.n;JIO)l(eHH51 3aBep51eT H rapaHTttpyeT 
npaB0MepHyIO nepe.n;aqy ,l],)l{OHCOH & ,l],)l{OHCOH nepcoHaJibHbIX .n;aHHbIX A.n;pecarn ITpe.n;JIO)l(eHH51 B 

paMKax 3aKJIIOtJeHH51 .n;aHHOH O<pepTbl B C00TBeTCTBHH C Tpe6oBaHH51MH npHMeHHM0ro 3aK0H0)J:aTeJibCTBa, 

a TaK)l(e Ha.n;ne)l(allJ,ee yse.n;oMneHtte cy6beKTOB o TaKOH nepe.n;aqe nx nepcoHaJibHbIX .n;aHHbix, ecm1 Toro 

Tpe6yeT npHMeHHM0e 3aK0H0)J:aTeJibCTB0, AJIR .[l0CTH)l{emrn QeJIH: 3aKJIIOtJeHHe, HCn0JIHeHHe H (HJIH) 

nIpeKpa1eHe [0r0B0p0B COIJIaIIIeHi Mey ApeCaTOM IpeJIoKeH u JKoHcon & JKoHcoH. 

A.n;pecaT ITpe.n;JIO)l(eHHH H ,l],)l{OHCOH & ,l],)l{OHCOH 3aBep51IOT H rapaHTttpy10T o6ecnetJeHHe 

KOHbHJCHMaJILHOCT 6e30IaCHOCT IIepCJaBaCMLIX IICpC0HaJILHLIX JaHHBIX IIpH X 06pa60TKe B 

C00TBeTCTBHH C Tpe6oBaHH51MH npMCHM0r0 3aKoH0JaTenILcTBa. AJpecaT Ipe/I0KeHH J[KOHCOH & 
,l],)KOHCOH o6R3YIOTC51 npHHHMaTb Heo6xo.n;HMbie npaB0BbJe, opraHH3aQH0HHbJe H TeXHHtJeCKHe Mepbl HJIH 

o6ecnetJHBaJOT HX npHHRTHe AJIR 3allJ,HTbl nepcoHaJibHblX .n;aHHbIX npH HX IIepenae MeKJy AJpeCaTOM 

ITpe.n;JIO)l(eHlrn H ,l],)l{OHCOH & ,l],)l(OHCOH nocpe.n;cTB0M 3JieKTp0HHbIX KaHaJI0B CB513H, MaIIIHHHbIX H 
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BCEM rocy ,l(APCTBEHHbIM, MYHHUHTTAJibHbIM yqpE)l(,[(EHI15IMH 3,l(P ABOOXPAHEHI1JI 11 
OPfAHAM HCTTOJIHHTEJibHOH BJIACTH B C<l>EPE 3,l(PABOOXPAHEHI1JI 

6yMaKHLX HOCTee H]OpMaIHM JI HHBIM CI1OCO6OM. B CJIyIae HCCOOTBCTCTB JeiCTBTeJILHOCT 

yKa3aHHLIX B HaCTOIIICM IyHKTe 3aBepeHI rapaHTHH ,ll;)KOHCOH & ,ll;>KOHCOH HeMe,l].JieHHO OTKa:>KeTCH 

OT nonyqeHHH nepcoHaJibHhIX ,l].aHHhIX OT A,ll.pecarn ITpe,ll.JIO)KeHH.H H (1rn11) B pa3yMHhIH cpoK npeKpaTHT 

o6pa6oTKy pattee nonyqeHHhIX OT A,ll.pecarn ITpe,ll.JIO)KeHH.H nepcoHaJihHhIX ,ll.aHHhIX. ,ll;)KOHCOH & 
,ll;)KOHCOH ,l].JIH Bh!IlOJIHeHHH BhIUJeyKa3aHHOH QeJIH HMeeT npaso npHBJieKaTb TPeTbHX JIHQ -ITOCTaBil(HKOB 

HH<pOpMaQHOHHO-cnpaBO'IHhIX ycnyr H (HJIH) ycnyr npoBe,l].eHHH ay,ll.HTOB/nposepoK - K o6pa6oTKe 

nepcoHaJibHhIX ,l].aHHhIX, nonyqeHHhIX OT IICpeJaIOI1e CTOpOHL. IpBne9eHe yKa3aHHX TpeTLIX JIHQ 

K o6pa60TKe nepcoHaJibHhIX ,ll.aHHhIX MO)KeT ocyrn:ecTBJIHThCH TOJihKO npH ycnoBHH o6ecneqeHHH HMM 

KOH<pl1,ll.eHQHaJibHOCTH H 6e3onaCHOCTH nepcottaJibHhIX ,ll.aHHhIX npH HX o6pa6oTKe. A,ll.pecaT 

ITpe,ll.JIO)Kemrn 3aBep.HeT H rapaHTHpyeT nonyqeHHe cornacHH cy6beKTOB HJIH Ham1qHe HHhIX npaBOBhIX 

OCHOBaHHH ,l].JIH ocyrn:ecrnnett11H BhI!lleOnHCaHHhIX ,l].eHCTBHH co CTOpOHhl ,ll;>I<OHCOH & ,ll;)KOHCOH 

3.6 Coseprnett11e A.ll.pecaTOM ITpeAJIO)l(em,1.H ,ll.eHCTBHH, yKa3aHHhIX B n.2.2. HacrnHrn:ero ITpe,ll.no>1<eHHH, 

6yJ1€T CITaTLC aKIeIITOM HaTOIerO Ipe1oKeH. AKenIT HacToerO IpeJIoKeH8 BO3MOK€H 

JIHIIIB B IIOJIHOM O6BeMe. TOJIBKO B 3TOM cnyqae ,ll.OroBop o 6e3B03Me3,ll.HOH nepe,ll.aqe ITpenaparn AJIH 

QeJieH onepaTHBHOH HHHQHaQHH cneQHaJIH3HpOBaHHOH Tepam1ew H pacrnHpeHHH ,ll.OCTyna naQHeHTOB K 

neqemno HHHOBaQHOHHhIMH neKapcTBeHHhIMH npenapaTaM 6yJ1CT BJ1TLC 3aKJIIOICHHLIM MeJy 

JKoHcoH & JKoHcoH ApecaToM Ipe/oKeH Ha yCJIOBXx IpeJJ1OCH. HlacTIIHL aKIeIIT 

npe,ll.JIO)l(emrn (oqepT), a TaKe aKI,enIT IpeJJ10KeH ( o<pepTbi) Ha 11Hh!X ycnoBHHX He ,ll.OnycKaIOTCH. 

3airnmqeHHe ,ll.OfOBOpa Me)l(,ll.y ,ll;)l(OHCOH & ,ll;)l(OHCOH H A,ll.pecaTOM ITpe,ll.JIO)l(eHHH ocyrn:ecTBJIHeTCH nyTeM 

coBepweHHH ,l].eHCTBHH A.ll.pecaTOM ITpe,ll.JIO>I<eHHH B IOp/Ke, IIpCJyCMOTpCHHOM pa3/CJ1OM 2 «O6111e 

ycnomrn» HaCTOHrn:ero ITpe,ll.JIO)l(eHlrn ( o<pepTbI). CosoKynHOCTh ITpe,ll.JIO)l(eHH.H ( oq>epTbI) H AKQema 

ocpepTbl nIpeJCTaBJI1OT CO60ii JoroBop, IO IOpHIeCKOi IpHpOJe IBJIIOIIC IIOCpTBOBaHHCM, H K 

KOTopoMy npHMeHHIOTCH HopMhI CTaThH 582 TK PD. B 1enx 6yxranrepcxoro yuera Anpecara 

IIpe/oKeH CTOMOCT OHO ynIaKOBK IpenapaTa IpHHMaeTc paBHoii cneJyoIM IenaM 6e3 
H,ll;C: 

- An6paB11 (MHH ceneKcHnar) rn6nenrn, noKphIThie nneHO'IHOH o6ono'IKOH 800 MKr N!! 60 - 181 
836,61 py6., 
- An6paBH (MHH ceneKcHnar) rn6neTKH, noKph!Thie nneHoqHoH o6onoqKoH 200 MKr N!! 60 - 181 
836,61 py6., 

- An6paBH (MHH cene1<cHnar) rn6neTKH, noKphIThie nneHO'IHOH o6onoqKoH 200 MKr N!! 140 - 424 
285,43 py6. 

3. 7. HaCTOHrn:ee ITpe,ll.JIO)l(eHHe ,ll.eHCTBHTeJibHO ,ll.O 31 ,l].eKa6pH 2025 ro,ll.a H MO)l(eT 6bITh OT03BaHO 

JKoHcon & JKoHcoH B J1IO6Oi MOMeHT. 

3.8. ,ll;)l(OHCOH & ,ll;)l(OHCOH BI1paBe OTKa3aTL B IIpMHT AKIeIITa Ob€pTI H OTKa3aTLC OT HCITOJIHeHHH 

CBOHX 0693aTeJILCTB nO HacTOIeMy IIpeJoKeHIO, B CJIyIae CCII IO TeXHHICCKHM M/JI 

JIOrHCTHl.JeCKHM npHl.JHHaM ,ll;)l(OHCOH & ,ll;)l(OHCOH He MOCT OCyIIICCTBHTL ,ll.OCTaBKY ITpenaparn 
Ilony uaTen1o 

3.9. Hu ona H3 CTOpOH ,ll.OfOBOpa He Brrpase ocyrn:ecTBJIHTh KaK11e-n1160 ,l].eHCTBHH, 3arrpern:eHHbie 

3aKOHO,ll.aTeJibCTBOM PocCHHCKOH <l>e,ll.epaQHH HJIH HHhIM 3aKOHO,ll.aTeJibCTBOM O rrpOTHBO,ll.eHCTBHH 

KOppynQHH, KOTOpoe ,ll.anee COBMeCTHO HMeHyeTCH «AHTHKoppynQHOHHOe 3aKOHO,ll.aTeJibCTBO» H MOKeT 

rrp11MeHHThCH K KaK011-m160 O,ll.HOH HJIH o6eHM CTOpoHaM. B ,ll.OilOJIHeHHe K BhillleH3JIO)l(eHHOMY HH O,ll.Ha 

113 cTopoH He snpase ocyrn:ecTBJIHTh KaK11e-nH60 nnaTe)l(H, rrpe,ll.naraTh HJIH rrepe,ll.aBaTb KaKHe-m160 

eHHOCTH TOCyJapCTBCHHOMy /JIH MyHMIHIaJILHOMy CJIyKaIIICMy, pa60THKy OpraHOB 

rocy,ll.apcrneHHOH BJiaCTH, opraHOB MeCTHOro CaMoyrrpaBJieHHH, rocy,ll.apcrneHHhIX 11/11n11 

MyHHIIIaJILHBIX OpraH3al, KaKOi-JIM6O IIOITIeCKO IIapTH I/III KaHJIJaTy Ha JOJIKHOCTL B 

opraHax rocy,ll.apcrneHHOH snacn1 HJIH MecTHoro carvwyrrpasneHHH, n1160 HHOMY TpeTheMy JIHQY, 

CBH3aHHOMY BO C,l].eJIKOH, eCJIH 9TO IIpBJeT K HapyrneHHIO AHTHKOppynQHOHHOro 3aKOHO,l].aTeJibCTBa. 

3 .10. CTopOHhl OCB060)K,ll.aIOTCH OT OTBeTCTBeHHOCTH 3a non Hoe HJIH qacT11qHoe HeBb!IlOJIHeHHe 

o6.H3aTeJibCTB no HaCTOHl.l{eMy ,ll.Orosopy, eCJIH 3TO HeBb!IlOJIHeHHe HBHJIOCh cne,ll.CTBHeM o6CTOHTeJibCTB 

HerrpeO,!\OJIHMOH CHJihl BKJIJOqaH HaBO,l].HeH11e, IlO)Kap, 3eMJieTpRCeHHe H Apyr11e CTHXHHHbie 6e,l].CTBHH, 

BOHHY, BOeHHhie ,l].eHCTBHH Bcex BH,ll.OB, 3a6aCTOBKY nepcoHana, rpa)l(,l].aHCKHX 6ecrropH,ll.KOB, asap1111 Ha 

TpaHcnopTe, 6noKa,l].hI, 3IlH,ll.eMHl1 HJIH rraH,l].eMl111, a paBHO BBe,ll.eHHe ynOJIHOMoqeHHhIMH 

rocy,ll.apCTBeHHhIMH opraHaMH pe)KHMa IlOBhI!lleHHOH roTOBHOCTH HJIH HHOro aHanor11qHoro pe>1<11Ma 
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BCEM rocy )].APCTBEHHhIM, MYI-111UI1TTAJihHhIM Ylf PE)K)].EHI15IMI1 3)].PABOOXPAHEHI15l .I1 
OPfAHAM HCTTOJIHI1TEJihHOH BJIACTI1 B C<l>EPE 3)].PABOOXPAHEH.I15I 

CB3aHH0T0 C pHCKaMH HaCTyIIJICHH O6CTOTCJIBCTB HenpeO,QOJIMMOH CMJibl, a TaKKC IpHHTHe 

rocy.QapcTBeHHblMH opraHaMH aKT0B, npen.HTCTBYIOIIIHX Bbin0JIHeHHIO o6eHMH HJIH OAHOH 113 CTopoH 

o6.H3aTeJibCTB nI0 JaHH0My J0r0B0py, H APYrHX o6CTO.HTeJibCTB, K0T0pbie MoryT noBJIH.HTb Ha Bbin0JIHeHHe 

o6.H3aTeJibCTB IO HaCTOIIICMy J0r0B0py. CTopoHa, AJI.H KOTOpOH Bbin0JIHeHHe o6.H3aTeJibCTB CTaJI0 

HeB03M0)l(HblM BCJie,QCTBHe HacTynneHH.H o6cTO.HTeJibCTB Henpeo,QOJIHMOH CHJibl, A0JI)l(Ha B Te1IeH11e 3 

(Tpex) pa6otJHX AHeH C M0MeHTa HaCTynneHH.H yKa3aHHbIX o6cTO.HTeJibCTB mo6bIM A0CTynHbIM B .QaHHbIX 

o6CTO.HTeJibCTBax cnoco6oM yBe,Q0MHTb ApyryIO CrnpoHy 0 HatJane, 0)l(H,QaeM0M cpoKe ,QeHCTBH.H H 

npeKpall..(eHHH yKa3aHHbIX o6CTO.HTeJibCTB. ECJIH HeB03M0)l(H0CTb n0JIHoro HJIH 1IaCTH1IH0ro Bbin0JIHeHH.H 

o6.H3aTeJibCTB AJI.H OAHOH 113 Crnpott AJIHTC.H 6onee l ( OAHOro) Mee.Hua, Apyra.H CrnpoHa HMeeT npaBo 

n0JIH0CTblO HJIH qacnI'IH0 0TKa3aTbC.H OT .Q0roBopa, nHCbMeHH0 H3BCCTB 06 9T0M JpyryIO CTopoHy. Ip 
3TOM CTOpOHbl A0JI)l(Hbl npoBeCTH neperoB0pbl C ueJiblO 0IICHKH CHTyaIHH H Bblpa60TKH 

B3aHM0I1pHeMJieMbIX peweHHH. B cnyqae eCJIH .QeHCTBHe o6CTO.SITeJibCTB Henpeo,QOJIHMOH CHJibl AJIHTC.H 

MeHee l ( 0/IHOTO) MeCLa, Cp0KH HCI0JIHCHM 0693aT€JILCTB CTOpOH Ip0JJICBa1OTC Ha nepH0A HX 
.Qei-icTBH.H. 

3 .11. Bee cnopbl HJIH pa3H0rJiaCH.H, B03HHKaIOll(He II0 HaCTOIIIeMy J0r0B0py MJIH B CB.H3H C HMM, 

pa3perarorc nyTeM neperoBopoB. Jo nepena cnopa Ha pa3peweHMe cy.Qa crnpoHbI npMMYT Mepb1 K 

ero yperynnpoBaHMlO B npeTeH3M0HH0M nop.HAKe. llo llOJiy'IeHHOH npeTeH3MM CTopoHa A0JI)l(Ha .QaTI, 

llHCbMeHHblH 0TBeT no cyLUecrny B cpoK He 1103,QHee 10 (AeC.HTM) KaJieH.QapHblX AHeH C ,QaTbl ee nony'IeHM.H. 

B cnyqae HeB03M0)l(H0CTM pa3peweHH.H cnopoB MJIM pa3Horack IyTeM neperoBopoB, OH IonexaT 

pa3perneHHlO Ap6MTpa)l(HbIM CY.QOM ropo.Qa MoCKBbl B nop.HAKe, ycrnH0BJieHH0M 3aK0H0,QaTeJibCTB0M 

Poccnitcxoif P&Pan, 
s%'sec"no,g 
$o •• 6" %6 

$s • 

{
-~ A o':- « )KOHCOH . ...., ~ 
i:: ITT 
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IIp0Kee N 2 OTueT 06 1CI0n130BaH neKapcrneHHoro npenaparn AJI.H ll•teAHUHHCKoro 
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TpoM6mM60JIM'IecKa.H nerotIHa.H rnnepTeH3M.H», 2024.https://cr.minzdrav.gov.ru/recomend/l 59 _ 2 

2. Humbett M. et al. EurHeatt J. 2022; 43: 3618-731 

3. E)l(ero.QHbIH 610nneTeHb 3Kcneprnoro CoBern no peAKHM (opqmHHbIM) 3a6oneBaH11.HM KoMMTern 

focyAapcrneHHOH ,l],yMbI no oxpaHe 3AopoBb.H, MocKBa 2021 

4. lJa10Ba 11.E., ApxMnoBa O.A., MapTbIHIOK T.B. JierotJHa.H apTepMaJibHa.H rnnepTeH3M.H B Pocc11M: 

attaJIM3 wecTHJieTttero Ha6n10.Qett11.H no .QaHHbIM HaQMOHaJibHoro perncTpa. TepaneBTM'IeCKHH 

apxMB. 2019; 91 (1): 10-31. DOI: 10.26442/00403660.2019.0l.000024 

5. D'Alonzo et al. Ann Intern Med. 1991;115(5):343-9. 

6. Hoeper MM, et al. Int J Cardiol 2016; 203:612-3; 

7. Farber et al. Chest. 2015;148(4):1043-54. 

8. Siegel et al. CA Cancer J Clin. 2015;65(1):5-29. 
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8 



BCEM TOCVJIAPCTBEHHLIM, MVHIIIAJILHLIM VIPEXJEHHIM 3JIPABOOXPAHEHI 
OPI'AHAM 11CTTOJ1HI1TEJ1bHOM BJ1ACTI1 B C<l>EPE 3)],PABOOXPAHEH1151 

10. O6111a xapaKrepcrKa nKapcTBeHHOro 1pen1apaTa AI6paBH 0T 02.08.2024, percTpaIoHHoe 
y.n;ocrnsepettne JIIT-N!!(0064 l 9)-(Pf-RU) OT 02.08.2024 

11. Sitbon 0, Channick R, Chin KM, et al; for the GRIPHON Investigators. Selexipag for the 
treatment of pulmonary arterial hypertension. N Engl J Med. 2015;373(26):2522-2533. 

12. Coghlan J, et al. Am J Cardiovasc Dis 2018;18:37-47 
13. GRIPHON; Galie, N. et al (2021). Long-Tem1 Survival, Safety and Tolerability with Selexipag in 

Patients with Pulmonary Arterial Hypertension: Results from GRIPHON and its Open-Label 
Extension. Advances in therapy, (2021) 1-15. 

14. Galie N et al. Presented at ESC Congress; 25-29 August 2018; Munich, Gennany. Abstract 3016 
15. Ca HT ClinicalT1ials.gov https:/ /clinicaltrials.gov/study/NCT0 l 112306?tab=results#outcome 

measures (qara Jocryna eKa6p1 2024) 
16. Pac11opKee IIpaBTencrBa Pb or 23 106p 2020 rota N 3073-p 

9 



[HA EJlAHKE YYPE)l{,[(EHIDI] 

Hcx.NQ _ Kyna: 121614, r. MocKsa, yJJ. Kph1JJaTcKall, 17, Kopn. 2 
TeJJ.: (495) 580-77-77, <l>aKc: (495) 580-78-78 

(( » 20 r. ----- KoMy: 000 «,ll>1<0HCOH & ,[vi<oHcoH» 

AKenT obepT 

HacTOlllUHM _ 
Y1o:a1an. H311MCHOB31HIC rocy.uapc-rBCHHOro 11,111 M)'Hllwma.11,11oro )"'tpC)f{.lCHIUI :upaeooxpaHCIIIUI .1116o 11cnO,lHlfTC.lbHOro 0pr a+a rOcy .apcTeHHoi .1acr cbepe 11pa0oxpaHeHs 

HaJIKaIIIHM 06pa30M CO3aHHOe IeCTByBOIIICe B CO0TBeTCTBIM C 3aKOHOJIaTeJILCTBOM POccicKO Denepa, 

orPH: -------------- HHH: -------------- C MeCTOM 
HaXOKJICHH nO a.upecy: _ 

B JIHUe ------------------------------------------- 

.ueHCTBYIOIUHH Ha OCHOBaHHH 

(.uanee - Ai:i:pecaT Ilpei:i:JJmKeuuH\AicuenTaHT) noJJHOCTbto npuuuMaeT ycJJosusi pa3MeIUeHHoro O6mecTBOM c 
OFpaH4eHHoi oTBeTcTBeHHOcTL1O «][KOHcOH & JKOHcOH», HOpIIeCKOe JIO, HaJJIeKaIIMM 06pa30M CO3/1aHHOe 
JeCTByHOIIee B coorneTcrn1111 c 3aKOHOJIaTeJILCTBOM POcccKOi Denepa, or PH: 1027725022940, HHH: 

7725216105, c MeCTOM HaXO)l()leHHll no a.upecy: 121614, r. MOCKBa, yJJ. KphIJJaTCKall, .u. 17, KOpn. 2, s JJHUe 
feHepaJJhHOro .llHpeKTOpa Ky1Heuosa MaKCHMa EsreHbeBHlJa, .ueHCTBYIOIUero Ha OCHOBaHHH Y CTaBa (.uanee - 
«)])KOHCOH & ,l], '.lKOHCOH») IlpeJJ:JJO'.lKCHHH (olf>epTbl) c HCX. HoMepoM 25/2-3/24 OT 25 i:i:etca6pH 2024 roi:i:a o 
6e3B03Me3.UHOM npe.UOCTaBJJeHHH JJeKapcTBeHHOro npenaparn .llJl ll MeJIHIIHHCKOTO IIpHMeHeH C MHH ceJJeKCHnar 
B ueJJllX onepaTHBHOH HHHUHaUHH cneuHaJJH3HpOBaHHOH Tepan11ett H pacumpeHHll .uocryna nauHeHTOB K 
cospeMeHHOH HHHOBaUHOHHOH Tepan1111 C HCnOJJh30BaHHeM JJeKapcTBeHHOro npenaparn .llJl ll Me.llHUHHCKOro 
npHMeHeHHll c MHH ceJJeKCHnar, TOproBhIM HaHMeHOBaHHeM An6paBH (.uanee - npenapaT), 11 npe.uocTaBJJlleT 
CJIeIIyHOIIHe CBeIIeHH, HeOSXOJIMLe JUI aKen1Ta TaKO ocpepThl: 

npopMaus o6 opran3auu - Honyuarene IIpenapara 

HaMeHoBaHue opraH3a. 
(yKa:JaTb HaHMCHOBaHH nOJlY'laTeJlll, ynOJlHOMO'leHHOro 
npHHHMaTh H HcnOJlb30Ban JleKapCTBeHHble cpencTBa LIJlll OKa:JaHHll 
MeJIHIHHCKOH IIOMOIIIH) 

A.upec .uocrnBKH npenaparn, BHeceHHhIH s HC 
MIDin 

HHH/Knn: 

KOJJHlJeCTBO nauHeHTOB, COOTBeTCTBYIOIUHX 
yCJ0BM Ipen0KeHa orpaKeHHOe Ha CTp.2 Bcero HlaLueHToB 
AKenITa ObepTI. 

KoJJHlfeCTBO KOMnJJeKTOB .llJlll THTPOBaHHll .ll03hl (H3 
pac'!eTll I KOMnJleKT no npeLIJlOlKeHHIO Ha KalKLIOfO nauHeHTa, 
HMe!Oll.lero Ipa1aHcTO Pb, KOTOpoMy perenueM Bpave6noii 

Bcero KOMIeKTOB KOMHCCHH, KOHCHIyMa Bpaei I JIeaIIerO Bpaa BII€pBLe 
Ha3HaueHa T€pan c npMeHeneM Ipenapara C MHH 
ceneKCHnar, OTpalKeHHoe Ha CTp.2 HaCTOllll.lero AKuenrn ocpepTb1) 

KOHTaKTHbIC JJ:8HHbIC co CTOpOHbl opraHH38UHH - IloJJy'laTeJJH 

TeJJe<boH: I 



[HA 6JlAHKE Yt.IPE)K,z::t;EHlliI ] 

HacToM Anpecar IlpeoKeHu/AKenraHr npenocTaBn9er HKecJIeyHOIee 3aBepeHe 06 
o6CTOHTeJJhCTBax, 11Mel011.\11X 3Ha4eH11e J])lH 3aKJJI04eHl1H }l0fOB0pa, 11 TeM caMhIM np11H11MaeT Ha ce6H 
0TBeTCTBeHH0CTh 3a C00TBeTCTBl1e 3aBepeHl1H }leHCTBl1TeJJhHOCTH B Cl1JJY nyHKTa I CTaThl1 431.2 rK P<l>: 

PerneHl1eM (Bpa4e6HOH KOMl1CC1111/ K0HC11JJHYMa spa4ett/ JJe'lall.\ero Bpa4a) 
___________ KoJ1114ecrno 411CJJ0M 11 npon11ch10) rpa)l(JlaH11Hy(-aM) P<l> BTIEPBbIE HaJHa'!eHa 
Tepan11H c np11MeHeH11eM JJeKapcrneHHQro Tipenaparn c MHH ceneKcunar c uarHo3oM nerouna apTepan1Ha9 
rnnepTeH3HH (JlaJJee - «Tiau11eHrn ). 

B C00TBeTCTBl111 C TPe6oBaHl1HMl1 np11MeHl1M0ro 3aK0H0}laTeJJbCTBa perneH11e ocpopMJJeHO B B11}le: 

• np0T0K0JJa NQ OT (( 
CBCICHH. 

)) 20 _ r., K0TOphIH, cpe}ll1 npo4ero, C0epKHT CJIeIyHOIIe 

I. }laTa npoBe}leHl1H 3aCe}laHl1H Bpa4e6HOH K0Ml1CCl111 11Jll1 K0HCHJIyMa Bpave I peIIeH JIeIaIIIer0 Bpa4a: 
« » 20 r.; 

2. peIeHe BpaueoHoi KOMHCC/ K0HCyMa Bpave/ neuauero Bpaua 
YKa3aH11e Heo6XO}ll1MOro K0Jll14ecrna ynaK0B0K Tipenaparn 

11 ero 060CHOBaH11e, BKJIIO'laH 
Ha KaKJ0r0 naLHeHTa 

Cse}leHl1H 0 perneHl111 Bpa4e6HOH KOMl1CC1111/ K0HCl1JJl1yMa spa4ett/ JJe'lall.\ero Bpa4a 0Tpa)KeHhl B 
C00TBeTCTBYIOII.\eH Me}l11U11HCKOH }l0KyMeHTaU1111 Tiau11eHTa(-OB ). 

MJUI 

• 3anc B MeJHHCKO JI0KyMeHTaH naHeHTa, B K0TOp0H, CpeJ np0IeT0, C0IIepKaTC CJIeIIyHOIIHe CBeJeHH: 

1. }laTa BhIHeCeHl1H perneHl1H 0 Ha3Ha4eHl111 Tipenaparn: «_» 20 r.; 

2. 060CHOBaH11e perneHl1H 0 Ha3Ha4eHl111 TipenapaTa, BKJIIO'laH YKa3aH11e He06XO}ll1MOro nau11eHry 
K0J1114ecrna ynaK0B0K Tipenaparn 

Tip11JJO)KeHl1H. 

Tip11J1ara10TCH CJJe}lylOII.\11e }l0KyMeHThI, 3aBepeHHhie no}lnl1Chl0 ynoJJH0M0'leHH0ro Jl11Ua 11 ne'laThlO A}lpecarn 
IIpe/oKeHM\AKeIITaHTa: 

1. KapT04Ka 10p11Jll14eCK0ro Jl11Ua - AJlpecarn TipeJ])lO)KeH11H\AKuemaHTa 11 TioJJy'laTeJJH. 

2. Kon11H }l0BepeHH0CTl1 Ha n0JIyYeHe Ipenapara c yKa3aHeM yI0JIH0M0IeHH0r0 Jll1Ua / Bhinl1CKa 113 

np11Ka3a 0 Ha3Ha4eHl111 yn0JJH0M0'leHH0ro Jl11Ua Ha C00TBeTCTBYIOII.\YIO }l0Jl)KH0CTh. 

,[(OJJ)KHOCTh 
H HaHMCH0BaHe 

opraH11Jau1111 AJlpecarn TipeJlJJO)KeH11H/ AKuenrnHTa 

______ / <l>HO 

M.n. 



[HA EJlAHKE Yl.J:PE)K,[(EHJ151] 

Ip1oxene NI k aKuenry obepT Hex . .N2 OT« » 202 r. 

Mnln HauMe1-1oea11.ue 3anoJ11-tfleM020 nonfl Cseoenu o6 opeanu3auuu Ipuweuanue 

1 TIOJrnoe HaHMeHoBamre 

opraHH3aQHH 

2 KpaTKOe HaHMeHOBaHe 

opraHH3aQHH 

3 AJpec 1pJIecKi 

4 A.upec Il01:ITOBhIH 

5 I1HH 

6 KTITI 

7 HaHMeHOBaHHe 6aHKa, B T.1:1. MeCTO 

(ropo.u) HaXO)K,[{eHH51 

8 Pac1:1eTHhIH c1:1eT 

9 KoppecrrOH,[{eHTCKHH C1:leT 

10 EI1K 

C yBaKeHHeM, 

):{OJJ)KHOCTb 
H HaHMCHOBaHHe 
opraH3au Anpecara IpenoKeH/AKuenraHTa 

I <1>110 ------ 

M.n. 



[HA EJIAHKE Y1IPE}KJ],EHIDI] 
[ma6noH OT'ICTa ,vrn KOMnneKTaUIIII c An6paBH (MHH CCJICKCimar) rn6nCTKII, noKpb!Tble nJieHo•rnoii 060JIO•IKOtt 200 MKr N2 140) 

Mex. N2 _ Kyna: 121614, r. MocxBa, yn. KpL1narcKa, 17, Kopn. 2 
Ten.: (495) 580-77-77, <PaKe: (495) 580-78-78 

« » 202 r. ----- KoMy: OOO «J[KOHcOH & JKOHcO1» 

Or4er 
06 HCU0Jlh30BaHHH JleKapCTBeHH0ro npenapaTa 

i:.m1 Memrn,HHCKoro npnMeHeHHSI c MHH ceJ1eKc11nar 

B JoHcoH» H 

(.11,anee 
AupecaT Tipe.11,no)Kemrn\ AKuenrnHT), 3aKmot.IeHHbIM noepe.11,ernoM aI<uenrn npe.11,no)Kemrn 
000 ((~)KOHCOH & ~)KOHeOH» 0 npe.11,oeTaBnemm ynaI<OBOI< neKapeTBeHHOro npenaparn .11,nH Me.D,HUHHCKOro 
npttMettemrn e MHH eeneKeHnar B CJICJyIOII[CM KOJIICCTBe: (__) ynaKOBOI< An6paBH (MHH eeneKettnar) 
rn6nenrn, noKphIThie nnetto•moti: 06ono•1Koti: 800 MKr Ne 60, (__) ynaKOBOI< An6paB11 (MHH ceneKeHnar) Ta6neTKH, 
noKphIThJe nneHO'-IHOH o6onot.IKOH 200 MI<r N2 60, (__) yrraKoBoI< An6paBH (MHH eeneI<ettnar) rn6neTK11, noKphIThie 
nneHO'-IHOH 06onot.I1<ott 200 MKr Ne 140 (.11,anee - «Tipenapaw) B ornornett1111 _ '----) nau11eHTa(oB) B 
COOTBCTCTBHH C ITHebMOM (AKuenTOM ocpepTb!) A.11,peeaTa Tipe.11,nmKemrn\AKuerrTaHTa O 6e3B03Me3.D,HOM 
npe.11,oernBnemm Tipenaparn 11ox. N2________ OT , · HanpaBnHeM BaM 
ene.11,yIOLUYIO HHq>OpMau1110 06 Henonh30B8HHI1 Tipenaparn: 

eOOTBeTeTBHH e .11,0roBOpOM 000 «J[KOH€OH & 

hopMaun o6 opran3au - noyuarene IIpenapara 
HaMeHoBaHe praHM3a: 
An.pee: 
Tened>oH: 

MmjlOpMaQHSI 06 ucnoJ11>J0BaHHH Ilpenaparn 

N JaHe o naIeHre Kon11t.Ieerno Jara\Var Konw1eerno 
( HOMep II AaTa npOTOKona HCil0Rb30BaHHhIX ynaKOB0K IIepeJaI He11enonh30BaHHhIX 

pe111eHIIH Bpa'le6Hoii KOMIICCIIII, 
IaICHTy ynaKOBOK** KOHCIIJIIIY~ta Bpa'leii 111111 

neaero para) 

1. _(__) ynaKOBOK An6paBH 
(MHH ceneKeHnar) 
rn6neTI<H, Il0Kpb!Tbie 
nneHO'-IHOH 06onO'-IKOH 800 
MKr Ne 60, cepHH 
(__) ynaKOBOK An6paBH 
(MHH ceneKeHnar) 
rn6neTKH, noI<phIThie 
nneHo•moti: o6ono'-IKOH 200 
MKr NQ 60, cep1rn 
(__) ynaKOBOK An6pam1 
(MHH eeneKe11rrar) 
Ta6neTKH, noKphIThie 
rrneHO'-IHOH o6ono'-IKOH 200 
MKr Ne 140, eepHH 



[HA EJIAHKE YlIPE)K,LJ;EHI1.51] 
[wa6nott OP1ern .[lm1 KOMnneKrnu1111 c An6pas11 (MHH ceneKcnnar) rn6neTKH, noKpblTbie nneHO'lttoil o6ono'!Koi1 200 MKr N2 140] 

2. 

yKa3aTL HOMep npOTOKOJia H naTy perneHH51 Bpaqe6HOH KOMHCCHH, KOHCHJIHyMa BpatJeH, HJIH ne,rnmero Bpaqa, B 

COOTBeTCTBHH C KOTOpblM naQHeHTY 6bIJI Ha3Ha1IeH ITpenapaT 

**EcJIH npenapaT He 6bIJI IlOJIHOCTblO HCilOJlb30BaH, He06XO,llHMO yKa3aTb np11q11tty: 

[.llOJl)KHOCTb] 

[HaMCHOBaHH OpTaHH3aIM ApecaTa 

IIpeJ1oKeH\AKenTaHTa] 

/<'1>110/ 

M.Il. 


