
BCEM roCY,D,APCTBEHHblM, MYHHLJ,vinAJlbHblM Y4PE)l{)]. EHH51MH 3,D,PABOOXPAHEHH5l vi 
OPrAHAM HCnOJlHHTEJlbHOH BJlACTH B CcDEPE 3,D,PABOOXPAHEHH51 

npe.uJ10:>KeH11e o 1aKJ110'le111111 .uorosopa 

B 0THO1en 6e3Bo3Me3oii nepenam aexapcrennoro npenapara non MHH cTeKyMao 

B uenHx onepaT11s11011 111111u11au1111 cneu11amn11posaHHOII Tepamrn II pacm11pem1H .uocTyna nau11e11T0B, 

CTpa.uaiom11x BOCnamneJJbHhll\1111a60J1eBallltHMII K'IIWe'IHIIKa, K' COBpeMeHHOII IIHHOBau1101111011 

Tepamrn C 11cn0J1hJ0BaHIIOI J1eKapCTBe1111oro npenapaTa .llJIH Me.UHUIIHCK'0ro np11MeHeHIIH C MHH 
cTeKHyMao 

Hex. HOMep N2 t)J'/)'f.-lY/1'3 

r. MocKBa 

O6mecTBO C orpaHH'-teHHOH 0TBeTCTBeHHOCTblO «,ll,)KOHCOH & .ll:)KOHCOH», !0pHnw1ecKoe JIHL(0, HannelKaLl.lHM 

o6pa30M c03naHHOe H nettCTBYIOLl.lee B C00TBeTCTBHH C JaKOHOnaTeJJbCTBOM PocCHHCKOH cDe.uepaUHH, 

orPH: I 027725022940, HHH: 7725216105, c MecrnM HaXO)K.lleHHll no anpecy: 121614, r. MocKBa, yn. KparcKa, 

n. I7, Kopn. 2, B ue Tenepannoro nupeKropa Iloronuoi EkarepuHt Bopcon, eiicTBytoe Ha OCH0BaHH 

y CTaBa (nanee - «)],:>KOHCOH & ,ll:>KOHCOH» ), 

nPl1Hl1MAfl BO BHl1MAHl1E, 1ffO 

(A) BocnamneJJbHble 1a6oneBaHHll KHWellHHKa (83K) BKJJIO,.Ja!OT llJBeHHblH KOJJHT (51K) H 6oneJHb KpoHa (6K) H 
xapaKTep3yHOTCA HaUIeM XpOHIeCKOTO BOCIaJIeHA B KeJIyJ0IHO-KIeIHOM TpaKTe. KaK JI SK, TaK H 

Mll 6K xapaKTepH0 xp0HHt.JeCKOe HenpepbIBHOe HJIH xp0HHt.JeCKOe peu11nHBHpy10LUee Tet.JeHHe1. 
(6) CornacHo naHHblM HccnenoBaHHll ESCApe, B poccicKoi nonynu 6oJJbHblX 83K npeo6nana10T 

cpenHeTll)KeJJble H Tlf)KeJJble cpopMbl, 1.JTO o6ycJJOBJJeHO HenocTaTOt.JHOH H HeceoeepeMeHHOH nHarHOCTHKOH2. 
OTMetiaeTCll JHat.JHTeJJbHOe 1.JHCJJO 60JJbHblX c 0CJJO)l(HeHHblMH cpopMaMH 83K, BblCOKall t.JaCTOTa BblnOJJHeHHll 
onepaTHBHblX BMewaTeJJbCTB ' 1.JT0 npHBOnHT K HHBan11n111al(HH nauHeHTOB 11 o6ycnaBJJl1BaeT Heo6XO}ll1MOCTb 

npe.uoCTaBJJeHHll )TOH rpynne HaceJJeHHll pa3JJH1.JHblX COaILHLIX JILror'-; 

(B) Ila1eHT c B3K HyknaOTc B ceoeepeMeHHOM HaJHat.JeHHH reHH0-HH)KeHepHblX 6110JJOrH1.JeCKl1X npenapaTOB 
(THBII), np pa3811TH11 CTep0H.UOpe3HCTeHTHOCTH, CTep011Jl03aBl1Cl1MOCTblO, HJIH npH He3cpcpeKTH BH0CTH 
MMyH0Cy IIpeCCOpOB B BMJIe HHyKHOHHOrO Kypca c nocnIenyHOIei nOIepKHBaIOIei Tepaneii'. XK13HeHHo 
Ba)l(Hall Heo6XO}ll1MOCTb nauHeHTOB c }lHarHOJ0M 83K COCTOHT e MaKCHMaJJbHO onepaTHBHOH HHHL(HallHH 
Tepan; 

(T) noTpeoHoT B TBII Tepan cyuIecTBenHo npeuuaer ee TeKyuii ypoBeH. B TBII repan HyKn1a10Tc 
ao 30-40% nauHeHTOB c 83K, oaHaKo nonyt.Ja!OT ee He 6onee 5-10% nauenro"; 

(,D,) JleKapcrneHHblH npenapaT no.u TOproBblM HaHMeHOBaHHeM CTenapa, MHH VcreKHyMa6", kontuenrpaT u1 
npHroToeneH11ll pacTBopa Mll HHCj>yJHH, 5 Mr/Mn, 26 MJJ, bnaKon Ne I(nanee «IIpenapar») llBJJlleTcll 
npencTaBHTeJJeM H0Boro KJJacca 11HrH6HTOp0B HHTepneHKHHOB 12/23, peryJJllTOpHblX llHTOKHH0B, Hrpa!OLl.lHX 
KJIIOt.JeBylO pOJJb B 11MMYHOnaToreHe3e 6one3HH KpoHa, llJBeHHOro K0JJHTa. TTpenapaT nponeMOHCTp11poean 
6bICTPYIO CK0p0CTb HaCTynneHl1ll KJll1Hl1t.JeCKOro 3cpcpeKTa 11 KOHTpOJJb MapKepoB eocnaneHHll B COt.JeTaHHH C 
nonrocpOYH0H ycTOH1.Jl1BOH KJIHHHt.JeCKOH H 6ecCTepOH}lHOH peMHCCHeH, BOJMO)KHOCTb BJIHllHHll Ha JHa'IHMble 
I1J1 O611erO np0rH03a KOMOpOIIHLe 3a60/1eBaHH CHKaTL ypOBeHB TOCHITaJI3a, XHpyprIeCKX 
BMewaTeJJbCTB 11 He06XO}ll1MOCTH nepeKJJIOt.JeHHll Ha npyrne reHH0-HH)KeHepHble 6HOJIOrHt.JeCKl1e npenapaTbl y 
nauHeHTOB co cpeaHeTll)KeJJOH H Tlf)KeJJOH 6oJJe3HblO KpoHa, llJBeHHbIM K0JITOM KaK C He3cpcpeKTHBHOCTblO 
CTaH}lapTHOH TepanHl1 (rmOKOKpTHKOCTepo11nb1, HMMYHOcynpeccopb1), TaK H y naHeHTOB C 
He3cpcpeKTHBHOCTblO reHHO-HH)KeHepHOH 6HOJl0rH'IeCKOH TepanHH, 8 TOM 1.JHCJJe «MHO)KeCTBeHHblX 
HeOTBeTt.JHK0B». H111Kal1 11MMyHoreHHOCTb 11 6naronp11llTHblH npo<pHJJb 6e1onacHOCTH OTJIHt.JalOT 
neKapcrneHHblH npenapaT c MHH YCTeK11HyMa6 OT rvri;n apyrnx KJJaccos4•6•7. 6onee IO-neTH1111 onb1T 
npHMeHeHHll npenaparn no noKaJaHHllM «ncop11a3 H ncopHaTHt.JeCKl1H apTpHrn, naHHble Me)l(JlyHap0JlHblX 
perncTpos nOKaJblBalOT, l(TO npenapaT xapaKTep111yeTCll BblC0KHMH noKaJaTeJJeM «Bb()Kl1BaeMOCTl1» Tepan1111 
cpe}lH rv!6TT* 4,9, 10, 11 

* r1-16n: H<l>HO-a, 111-1n- I 2/23, Be)lOJIH3)'Ma6 
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BCEM roCYAAPCTBEHHblM, MYHl11..l l1TTAJ1bHblM Y4PE)l{)]; EHI151Ml13APABOOXPAHEHl151 vi 
OPfAHAM v1cnoJ1HvlTEJ1bHOl1 BJlACTvl B C<l>EPE 3APABOOXPAHEHl151. 

PYK0B0,llCTBy»Cb n. I CT. 432, n. 2, 3 CT. 434, n. I CT. 435, n. 2 CT. 437, n. 3 CT. 438 fpa)K,llaHCKOro K0,lleKca 
PoccwttcKOH <l>e.uepauww, 

(E) CornacHO 11HcTpyKUHH no Me.UHUHHCK0MY npHMeHeHmO npenaparn7 nauweHTaM C 6one3Hbl0 KpoHa HnH 
}13BeHHblM K0nHTOM peKOMeH.UOBaHo O.UH0KpaTHoe, HHHUHHpy10mee TepanHIO BHYTPHBeHH0e sse.ueHHe npenaparn 
B .U03e, pacc<rnTaHHOH Ha OCHOBaHHH MaCCbl Tena: 

Macca Tena nauweHTa Ha M0MeHT Joa Kom14ecTBo cpnaKOHOB npenaparn sse.ueHH» npenaparn 

:S 55 Kr 260 Mr 2 

> 55 Kr-:S 85 Kr 390 Mr 3 

> 85 Kr 520 Mr 4 

PeKOMeH.UOBaHHa» .U03a (oKono 6 Mr/Kr) 

HACT0jlllJ.J,1M nPE)],JIAr AET 

JIHO6LIM T0CyJIapCTBeHHBIM, MyHIIHIaJILHBIM yIpeKJICHIM 3/1paBOOXpaHeH H opraHaM HcnonHHTenbHOH snaCTH 
s ccpepe 3.UpasooxpaHeHH» (nanee - «AnpecaT npe.!lJio,i.eunH») JaKJJI04HTb norosop s oTHoweHHH 6e3B03Me3LlH0H 
nepena4H npenaparn B uen»x onepaTHBHOH HHHuwauww cneuwanH3HposaHHOH Tepanww H pacwwpeHH» .uocTyna 
nauweHTOB-rpa)l(naH Pct>, c-rpa.11a10I.1.01X 83K, K ne4eHHIO HHHOBaUHOHHblMH neKapcTBeHHblMH npenapaTaMH Ha 
ycnoBX HacTouerO Ipenn1oxen (opepT) (anee «IIpenaoxene»): 

1. nPE)],MET )],OfOBOPA 

B Tel!eHHe 30 ,llHeH C naT nOIyeH OT ApecaTa Ilpe/1oKeHg «AKenTa ocpepTbl» (c yKa3aHeM KOIIeCTBa 
ynaKOOK nonyYaTen1) no popMe, ycTaHoBneHoii Ip1okeneM Ne I K nacroueMy IIpenoKeHo, 
ocpopMneHHOro Ha OqJHUHaJJbHOM 6naHKe H 3aBepeHH0ro nonnHCblO ynonHOM04eHH0ro nwua neaTto AnpecaTa 
IIpen1oxen, J[xoncon & J[KoHcon o693yeTc nepenar Anpecary Ipen0KeH9 HoMy yKa3aHHoMy HM 
nony<mTen10, KaK :no onpe.ueneHo B pa3nene 2 Hacroutero Ipen10Ken9, 6e3 B3HMaHHH onnaTbt npenapaT s 
K0IIeCTBe OT 2 (.usyx) .110 4 (4eTbtpex) ynaKOB0K Ha Ka)l{,llOe nwuo, HMelOmee rpa)l(,llaHCTB0 Pct>, K0TOpOMY 
Ha3HavaeTC Tepan c npMeHeHeM Ipenapara (nanee - «nauneHT») s cooTBeTCTBHH c peweHHeM Anpecarn 
Ipe/1oKeH. 
[Ip 3ToM B cIyYae HanpaBnen B anpec J[Kocon & Jkoicon AKuenra opepT Ha OCH0BaH peIeHH He 
Anpecara Ilpen1oKeHa (HuHoro Jee6Horo yupeKJeH9), 0693aTeJILHLIM IIOCJIeyIOUIJM I0IITBepKIIeHHeM TaKHX 
peIeHi JoJKHo 6IT peweHwe Anpecarn npe.uno)l(eHHH wnw nony4aTem1 npenaparn (HanpHMep, peweHHe 
Bpa4e6Hou K0MHCC JI KOHCHJIyMa Bpa4ei). TaKoe nonrepnene orpaKaeTc B OTIeTe O6 HCI10JI3OBaHH 
npenaparn B C0OTBeTCTBHH C n.2.5. HaCT0H[llero npenno)l{eHHH. KonH4eCTBO nepenasaeMblX ynaK0B0K Ha Ka)l(,llOe 
nHUO onpenen»eTC}I B CO0TBeTCTBHH C Ll03HpOBKOH npenapara, yKa3anHoii B peweHHH, ocpopMn»eMOM npOTOKOnOM 
JI B BH,lle BbtnHCKH H3 Me.UHUHHCKOH KapTb! nauHeHTa. 

2. Olilll.11E YCJIOBJ1jl 

2.1. IlonyuareneM IIpenapara (nanee - «Ho1ymare») MoKeT 6IT KaK ApecaT IIpenoKeH9, TaK H yKa3aHH0e 
HM HH0e 10pH.UH4eCK0e nwuo, HMelO[llee npaso ocymeCTBnHb MeLlHUHHCKYIO H cpapMaueBTH4eCKYIO .ue»TenbHOCTb B 
C00TBeTCTBHH C Tpe6osamrnMH eiicTByHOIerO 3aKoHonaTenILcTBa PoccicKo <l>enepaUHH. 

2.2. AnpecaT npeLlJlO)l(eHHH Hanpasn»eT s anpec Jkocon & Jkoncon «AKuenr obepr» no cpopMe, 
ycTaHoneHHOl IpoKeHeM Ne I K HacToIeMy IIpe/1oKeHo. BMecre c «AKuenTOM obepTD» 
npenocrnsn»IOTC}I TaK)l(e cnenylO[llHe Ll0KyMeHTbl, 3aBepeHHble 00,ll0HCblO ynonHOM04eHHOro nwua H ne4aTblO 
Anpecara Ilpe1oKeHg: 

2.2.1 KapT04Ka opnYecKOr0 Ja ApecaTa Ilpernoena (popMa npwnaraeTcll). 
2.2.2 KonHH JIHLeH3i IloyuaTena Ha 0CyIIeCTBI€He MeJIHHcKO bapMaeBTecKO Je9TenHoT 

c yKa3aHeM anpeca cpaKTH4ecKoi1 .uocrnsKH npenaparn. 
2.2.3 KonHH .uosepeHHOCTH Ha noJIyIeHe IpenapaTa c yKa3aHeM yIOnHoMoIeHHoro nwua nw6o BbtnHCKa 

H3 npHKa3a 0 Ha3Ha4eHHH ynonH0M04eHH0ro nwua Ha CO0TBeTCTBYIOlllYIO .UOn)l(H0CTb. 
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BCEM rOCY)],APCTBEHHblM, MYHv!UvlnAJlbHblM Y4PE)l{)],EHvl51Mvl 3)],PABOOXPAHEHvl51 vi 

OPrAHAM v1cnOJ1HvlTEJlbHOH BJlACTvl B C<DEPE 3)],PABOOXPAHEHvl51 

2.3. nepe)la4a npenaparn ocyll.leCTBJUleTCi! c,rnaMH H 3a C4eT )],)l(OHCOH & )],)l(OHCOH, Ha ycnoBHi!X JlOCTaBK~I JlO 
Honyuaren. Daxr nepenau Ipenapara nonTBepKnaeT9 noncaHeM HaKnanoi /n axra MeKy JKoHcoH 
& )],)l(OHCOH H ynoJJHOMOlfeHHblM npe)lCTaB~ITeJJeM nony<rnTeJlil B 3 (Tpex) )K3eMnJJi!pax, 0)111H H3 KOTOpblX OCTaeTCH 
y nony<rnTeJJH, BTOpoi1 nepe)laeTCH )],)l(OHCOH & Jkoncon, rperui - Anpecary Ipe/1oKeH, ecn He OH i!BJli!eTCil 
<j)aKTl14eCKHM nonr1aTeJ1eM npenaparn. YnoJJHOM04eHHOe JlHUO nonnHCblBaeT HaKJ1am1y10 HIHJJH aKT C 
npocTaBIeHeM cOcTBeHHOpyHO nOnIHCH pacIppoBKO baM MeHu. 
2.4. Anpecar IIpe/1oKeHa nomken o6ecneur npeMKy nepenaaeMoro IlpenapaTa ynonoMoeHHM Ha 
OCHOBaHHH LlOBepeHHOCTl1 HJ111 npHKa3a Jl11UOM no KOJll1lfeCTBY H KatfeCTBY Ha npenMeT COOTBeTCTBHil KOJlHlleCTBa, 
KaIeCTBa B lfaCTH BHJl11MblX HeJlOCTaTKOB, HaJJH'll1H noBpe)l(JleH11i1 TpaHcnopTHblX MeCT, a TaKKe B COOTBeTCTBHH co 
CJleJlylOIJ.ll1MH ycnOBl151MH: 

2.4.1. )],oCTaBKa npenaparn OT )],)l(OHCOH & )],)l(OHCOH K IloyuaTeno MOKeT OCyIIIeCTBJ1TC 
ABTOpe<j)pH)l(epaTOpOM 11Jll1 B03JlYWHblM TpaHcnopTOM. 

2.4.2. Bee ABrnpe<j)p11)1(epaTOpb1, nocTaBJ1il10LU11e npenapaT, 06opyJ10BaHb1 TepMoperncTparnpaM11/ 
caMoncaM. Ip npueMke Ilpenapara, BoTenI ABTopeppeparopa cnMaer ueK caMoncua u 
nepe)laeT ero npencTaBTeno Ilonyuarena. Anpear Ipe/oKeHu JoJKeH 03HaKoMTc C )laHHblMl1 Ha 
IeKe H CaMOTO9TeJILHO HeeT pHCKH H OTBeTCTBeHeH 3a KOppeKTHOe CHi!THe noKa3aHl1H C 
TepMoperncTpaTopa/caMon11cua 11 npoBepKy ycnoBHH nepeB03KH Ha coorneTCTBHe Tpe6yeMoMy 
TeMnepaTypH0My peMy. B cnyuae ecnu IpenapaT conpooKnaeTc TepMonaTuKoM (TT) ( cynae 
HCnOJlb30BaHl151 TepMOKOHTei1HepoB), Anpecar IIpeoKeH ynOJJHOMOlfeHHOe HM JlHUO Ha 
OCHOBaHHH JlOBepeHHOCTH OCTaHaBJJHBaeT TT H C4HTblBaeT noKa3aHHH C Hero BO BpeM npeMK Ipenapara 
(HHCTPYKU1151 no OCTaHOBKe H CITBIBaHHO nOKa3aH C TT HaXOJlHTCil B TepMOKOHTei1Hepe). 

2.4.3. )],ocTaBKa npenaparn B03LlYWHblM TpaHcnopTOM ocywecTBnHeTCH B TepMOKOHTei1Hepax. B Ka)l()lOM 
TepMOKOHTei1Hepe HaXOL111TC51 I ( O)lHH) TT. 

2.4.4. PacnaKOBKY H npoBepry npenaparn, ynaKOBaHHOro B TepMOKOHTei1Hep, nony4aTeJlb LlOJl)l(eH npOH3BOL111Tb 
npH TeMneparype, coorneTcrny10LUei1 Tpe6oBaHHi!M TeMnepaTypHoro pe)l(HMa xpaHeHHH npenaparn. nocne 
pacnaKOBKH TepMOKOHTei1Hepa nony4aTeJlb LlOJl)l(eH H3BJle4b TT H3 TepMOKOHTei1Hepa He3aMJITeJILHO 
OCTaHOBl1Tb ero. 

2.4.5. B cnylfae Bbli!BJleHHil OTKJlOHeHl1H OT He06XOL1HMOro TeMneparypHoro pe~1Ma, nony4aTeJlb npHHHMaeT 
npenapaT B KapaHTHH H B TeeHe l (onHoro) pa6olfero L!Hil c )laTbl nonylfeHHil npenaparn yBeJlOMJJHeT 
)],)l(OHCOH & )],)l(OHCOH O BblHBJleHHblX TeMneparypHblX OTKJlOHeHHHX, nyTeM HanpaBneHHH eMy no 
)JleKTpOHHOH n04Te )laHHblX, CHHTblX C TT. 

2.4.6. )],)l(OHCOH & )],)l(OHCOH npHH11MaeT peweH11e O B03M0)1(H0CTH )laJlbHei1wero HCnOJlb30BaHH51 npenaparn 11 
HH!popMHpyeT Anpecarn npenno)l(emrn/nonylfaTenH no JneKTpOHHoi1 no4Te o npHHi!TOM peweH1111 B cpoK 
He 6onee 30 (TpHnuarn) KaneHnapHblX JlHei1. 

2.4.7. IIpeMKa npo3Bonurcs HonyuareneM B Teene I (OJlHOro) pa6olfero JlHH c MOMeHrn nepeJla'm npenaparn 
no aKTy npHeMa-nepenaI /n HaKnaJHOi. 

2.4.8. IIpu o6HapyKeHu no6oro Bna 6paka HonyuaTen He3aMeITeJILHO B TeueHe I (OIIHOrO) pa6o4er0 J1HA 
c MOMeHTa o6Hapy)l(eHHH 11HQ)OpMHpyeT )],)l(OHCOH & )],)l(OHCOH H HanpaBJJileT B a)lpec )],)l(OHCOH & )],)l(OHCOH 
cnenyHO naKeT LlOKyMeHTOB no 31eKTpOHHO nOTe, a opHrHHaJlbl no anpecy 12 I 614, r. MocKBa, yn. 
KpblJlaTCKail, LI. 17, Kopn. 2: 
l) 3aepennaa IlonyuareneM Kon naKnanoi (M-I5) w 3aepenag IlonyuareneM Kon aKTa npeMa 

nepena411 c nonn11cb10 ynoJJHOM04eHHOro npencrnB11Te1rn TTonylfaTenH. 
2) AKT O BblHBJleHHblX HeCOOTBeTCTBl151X TOPr-2 11Jll1 noryMeHT OQ)OpMJJeHHblH cornaCHO BHyTpeHHl1M 

Tpe60BaHqM TonyuaTen9. AKT JI JIOKyMeHT IOJIKHL 6b1Tb B o6H3aTeJlbHOM nopi!L1Ke nonn11caHbl 
yI0JHoMo4eHHIM JIIaMH CO CTOpOHL [OnIyaTe1 H JlHUOM, ocywecTBJli!IOLUJ,fM )],OCTaBKY 
npenapaTa co CTOpOHbl )],)l(OHCOH & )],)l(OHCOH (np11 o6Hapy)l(eHl1H 6paKa BO BpeMH nepena4H 
Ipenapara Honyuareno), a Tax Ke, Ha AKTe I JOKyMeHTe Ob0pMJICHHOM COTJIaCHO BHy TpeHHIM 
Tpe60BaHM HonyuaTen JoJKHa B 0693aTe1HOM nOpIKe cToT neaT IlonyuaTen19. 

3) <Dornrpa<j)1111 6paKa / HeCOOTBeTCTBHH C YKa3aHl1eM naTbl H MeCTa CbeMKH. <Dornrpa<j)HH L10Jl)l(Hbl 6b1Tb 
lfeTKHMH. <DoTorpa<j)m, TpaHcnopTHOro MeCTa (nannern, Kopo6) LlOJDKHbl COOTBeTCTBOBaTb 
cneny,oWHM Tpe60BaH11HM: o6waH <j)ornrpa<j)11H, <j)ornrpa<j)HH HOMepa TpaHcnoprnoro MeCTa 
(cTHKepa), q>ornrpa<j)HH caMoro 6paKa / HecooTBeTCTBHil. <Dornrpa<j)11H HHL1HBl1L1YaJ1bHblX ynaKOBOK 
L10Jl)l(Hbl COOTBeTCTBOBaTb CJleJly!OLUHM Tpe6oBaHl151M: Q)OTOrpa<j)HH ynaKOBOK C Ha3BaH11eM 
npenaparn, <j)ornrpa<j)11H c yKa3aH11eM cepHH npenaparn, <j)ornrpa<j)HH caMoro 6paKa / 
HeCOOTBeTCTBHH. 

4) )],aHHb1e c TepMOJlaT411KOB / caMonce (B cnynae Hapyuuenua reMneparypHoro peMa npH 
TpaHcnoprnpoBKe ). 
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BCEM rOCY,[(APCTBEHHbIM, MYHHUHTTA JlbHh IM Y4PE)K)J, EHH51MH 3,[(PABOOXPAHEHH51 vi 
OPrAHAM HCnOJTHHTEJibHOH BJTACTH 8 C<l>EPE 3,[(PABOOXPAHEHH51 

2.4.9. ,[()l{OHCOH & ,[()l{OHCOH ofo13yeTCll paCCM0TpeTb npeTeH3HIO nony<rnTeJill B Te'leHHe 30 (Tp11nuarn) 
KaJIeHJIapHLIX JIHe C M0MeHTa I0JIyIeH I0JIH0r0 K0MIIeKTa HaJIeKaIIe ObOpMJIeHHLIX JI0KyMeHT0B, 
yKa3aHHIX B n. 2.4.8, H HanpaBHTb TToJJy'laTeJJIO npenJJ0)KeHHll no ee yperyn11posaHHIO B cpoK, 
cornacoBaHHblH CTopoHaMH. 

2.5. B reuene 30 pa6Oux nHe c naTbl JasepweHHll HCn0JJb30BaHHll noJJy'leHHblX ynaK0B0K TTpenaparn, AnpecaT 
IIpe1oKeH9 0693yerc npenocTaBT JKOHcOH & JKOHcOH oT4eT 06 4€non3oBan Ipenapara, conepKaui 
0CH0BHYIO HHqJOpMaUHIO 0 TTony'laTeJJe TTpenaparn, cepHH TTpenaparn, K0JIH'leCTBe nepenaHHblX ynaK0B0K 
npenaparn, naTe ero BBeeH IlaueHTy(-aM), BLIcKe 3 peweHHll Anpecarn TTpenno)l{eHHH, Ha ocHosaHHH 
K0TOporo Ha3Ha'!aeTCll TepanHll C np11MeHeH11eM npenaparn, no qiopMe, ycTaHOBJieHHOH B np11JJ0)KeHHH N2 2 
HacToIer0 IpeoKeHA. 

2.6. 8 CJJy'lae 0TCYTCTBHll B 0T'leTe 06 HCn0JJb30BaHHH npenaparn OCHOBHOH HHqJOpMaUHH, yKa3aHHOH B nyHKTe 2.5 
HaCTOHIUefO npenJJO)KeHHll, TaKOH 0T'leT C'lHTaeTCll HenpencTaBJieHHblM, H K AnpecaTy TTpenJIO)KeHHll npHMeHl!IOTCll 
ycJJ0BHll n. 3.4. HaCT0ll!Uero npenJIO)KeHHll. 

2.6. B cnyuae Hecn0JL30Ban Ilpenapara B Teuene ero cpoKa roHocT ApecaT Ilpen1oKeH 0693yeTc9 
npo113secT11 yHH'lT0)l{eHHe npenaparn He noJnHee onHoro rona nocne 11cTe'!eHHH cpoKa ronHoCTH npenaparn s 
nopHnKe, ycTaH0BJieHHblM nettCTBYIOIUHM 3aK0HonaTeJibCTB0M. 

2. 7. B revenue 30 pa6o4x nHei nocJIe YHH'lTO)l{eHHH TTpenaparn, AnpecaT npenno)l{eHHll o6HJyeTcH npenocrnsHTb 
J[Kocon & JKoHcoH oTueT 06 yHuroxenu Ipenapara, coepKaui ocHoBHyto HbopMato o cepi 
npenaparn, H0Mep H naTy AKuenTa ObepT, npH'lHHY HeHCn0JJb30BaHHll TTpenaparn B Te'!eHHe cpoKa ronH0CTH, 
K0JIH'leCTBe YHH'lT0)l{eHHblX ynaK0B0K IIpenapara, nare ero YHH'lT0)l{eHHll C npenoCTaBJieHHeM JasepeHH0H 
AnpecaTOM npenno)l{eHHll HJJH TTony'laTeJJeM TTpenaparn Kon1111 aKTa O6 yHIT0KeHH TTpenaparn. 

3. nPOl.fllE nOJIO)KEHIUl 
3.1. CTOpOHbl noHHMalOT H B3aHMH0 npH3HalOT, '!TO ,[()l{0HC0H & ,[()l{OHCOH He HeceT OTBeTCTBeHH0CTb 3a 
nanbHenwee 06ecne'leH11e nau11eHTOB TTpenapaToM. CooTBeTCTBYIOLUHe rapaHTHH s cqiepe oxpaHbI JnopoBbll, 
yCTaH0BJJeHHble JaK0HonaTeJJbCTB0M PocCHHCKOH <l>enepau1111, HecyT opraHbl rocynapcTBeHHOH BJJaCTH H opraHbl 
MeCTH0ro caMoynpasJieHHll, a TaK)l(e noJI)KH0CTHble JIHUa opraHH3aUHH B npenenax CBOHX noJJHOMO'lHH. 

3.2. ,[()l{OHCOH & ,[()l{OHCOH H AnpecaT TTpenJIO)KeHHll npH3HalOT H cornawalOTCll, '!TO JJI06oe B3aHMonenCTBHe 
yKa3aHHblX JIHU B paMKax HaCT0HLUero TTpenno)l{eHHll He o6l!3bIBaeT Anpecarn npenJIO)KeHHll HH B Koen Mepe 
np1106peTaTb, HCn0JJb30BaTb, peK0MeHnosaTb HJIH o6ecne'lHBaTb 803M0)l{H0CTb HCn0Jib30BaHHll KaKHX-JJH6o 
npenapaTOB ,[()l{OHCOH & ,[()l{OHCOH, He HanpasJieH0 Ha KaKoe-JI1160 orpaHH'leHHe K0HKypeHUHH HJIH npenocTaBJJeHHe 
npeHMyLUeCTB B C00TBeTCTBHH C nenCTBYIOLUHM JaK0HonaTeJibCTB0M P<l> H B npenenax K0MIIeTeHIIH yKa3aHHBIX 
JIHU. 

3.3. AnpecaT npenno)l{eHHll HaCTOlllUHM npenocTaBJilleT ,[()l{OHCOH & ,[()l{OHCOH 3asepeHHe, HMelOLUee nJill ,[()l{0HC0H 
& J[KoHcoH cyuuecTBenHoe 3Ha'leHHe, 0 TOM, '!TO TTpenapaT 6yneT HCn0Jib30BaTbCll CTporo nI0 Ha3HaIeHHO, 
yKa3aHH0My B HHCTPYKUHH no MenHUHHCK0MY np11MeHeHHIO npenaparn, B C00TBeTCTBHH C Tpe6osaHHllMH 
nenCTBYIOLUero JaK0HonaTeJJbCTBa PoCCHHCKOH <l>enepau1111 (BKJJIO'lall npHMeHHMble CTaHnapTbl H nopllilKH 0Ka3aHHll 
MenHUHHCK0H nOMOIUH). 8 CJJY'lae eCJJH s C00TBeTCTBHH c HHCTPYKUHett no MenHUHHCK0MY npHMeHeHHIO TTpenaparn 
Hlauuenry 6yper BBeneH0 IoyuaTeneM MeHLIee KoecTB0 n0IyYeHH0r0 Ipenapara, To Anpecar Ipen1oKeH 
rapaHTHpyeT, '!TO ocrnsweecH K0JJH'!ecrno npenaparn 6yneT 11cnoJih30BaHo CTporo nI0 Ha3Ha'IeHHO H TaKKe yKa3aH0 
s OT'leTe 06 11cnoJibJ0BaHHH TTpenaparn no qiopMe TTpHJJO)KeHHll N2 2. 

3.4. OT'!eT 06 HCn0Jib30BaHHH npenaparn, llBJilleTCll o6H3aTeJibHblM K npenoCTaBJJeHHIO AnpecaTOM npenJIO)KeHHll 
noryMeHT0M, cs11neTeJ1bCTBYIOLUHM 0 ueneB0M HCn0JJb30BaHHH. B cnynae, en oTueT 06 CI10JIB30BaHHH 
TTpenaparn He 6yneT npenocrnsneH AnpecaToM IpeoKeHg B Te4ene 4 (qeTpex) MecueB c naTI I0JIyueH 
,[()l{OHCOH & ,[()l{OHCOH AKuenrn oqiepTbl, TO nettCTBHe HaCTOl11Uero npenJJ0)KeHHll He 6yneT pacnpoCTpaHllTbCll Ha 
mo6b,e HHbie nocnenylOLUHe AKuenThI oqiepTbI Anpecarn TTpenno)l{eHHH. 

3.5. ,[()l{OHCOH & ,[()l{OHCOH H AnpecaT npenno)l{eHHll o6H3YIOTCll B3aHMHO co6J110naTb Tpe6osaHHll 
3aK0HonaTeJJbCTBa B cqiepe npoTHBonettCTBHll K0ppynuHH npenynpeKeHa KoHbnKra HHTepecos CT0p0H, 0 
nop/1Ke O6pa1eH9 co cBe/eHAM, cocTaBHOIIIMM K0MMepIeCKyHO, cJIyKeoHyHO, Han10r0ByIO, Bpaue6Hyo Tai(Hy 
H HHYIO KOHqJHneHUHaJibHYIO HHqJOpMaUHIO, B TOM 'lHCJJe co6J110naTb 3aK0HonaTeJJbCTB0 0 JaLUHTe nepC0HaJJbHblX 
naHHblX. AnpecaT TTpenJIO)Kemrn JasepHeT H rapaHrnpyeT npaB0MepHylO nepena'ly ,[()l{OHCOH & ,[()l{0HC0H 
nepcoHaJJbHblX naHHblX K0HTaKTH0ro JIHUa AnpecaTa npenJJO)KeHHll, yKa3aHH0ro B AKuenre OqiepTbl B 
C00TBeTCTBM TpeoOBaHIMH IIpHMeHM0T0 3aK0H0JaTJILCTBa, a TaKKe HaJI€KaIIee yBe10MJIeHe Cy6LeKTOB 0 
TaK0H nepena'le HX nepcoHaJJbHblX naHHblX, eCJIH Toro Tpe6yeT npHMeHHM0e 3aK0H0JaTeJILCTB0, II I0CTKeH 
IeJIH. 3aKJIIOIeHe, HII0JIHeHHe H (JI) peKpaeHe J0r0B0p0B H C0TJIaLICH Mey npecaTOM Ipe/1oKeH 
11 ,[()l{OHCOH & ,[()l{OHCOH. AnpecaT TTpenJJO)KeHHll 11 ,[()l{OHCOH & ,[()l{OHCOH Jasepll!OT 11 rapaHTHPYIOT o6ecne'!eHHe 
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BCEM fOCY)J,APCTBEHHblM, MYHvlLJ,vlnAJlbHbIM Y4PE)l(,l], EHvl51Mvl 3)],PABOOXPAHEHvl51 vi 

OPfAHAM vICnOJlHvlTEJlbHOH BJlACTvl B C<t>EPE 3.[lPABOOXPAHEHvl51 

KOHCjJH)leHUHaJlbHOCTH 6e3onacHocT nepeJIaBaeMLIX nepCOHaJlbHblX naHHblX npH HX o6pa60TKe B COOTBeTCTBHH C 
Tpe6osaHHJIMH npHMeHHMOro 38KOHOJlaTeJlbCTBa. AnpecaT npeJlJlO)KeHHH H )J,)l(OHCOH & )J,)l(OHCOH o6H3YIOTCll 
npHHHM8Tb He06XOJlHMble npaBOBble, opraHH3aUHOHHble H TeXHH'leCKHe Mepbl HJlH o6ecne'IHB8IOT HX npHHHTHe JlJlH 
381J..lHTbl nepcoHaJlbHblX naHHblX npH HX nepena,,e Me)l(Jly AnpecaTOM npeJlJlO)l(eHHH 11 )J,)l(OHCOH & .[l)KOHCOH 
nocpeJICTBOM 3JleKTpOHHblX KaHaJJOB CBH3H, MaUJHHHblX (,( 6yMa)l(HblX HOCl1TeJleH HHcjJOpMaU11H HJlH HHblM cnoco6oM. 
B cnyuae HecooTBeTCTB IIeiCTBTeJIHOCTH yKa3aHHBX B HacTOIeM nyHKTe 3aBepeH rapanrui JKoncon & 
JKoHcoH HeMeJIeHHo OTKaKeTC OT IIOIyVeH IepCOHaJIHIX )l8HHblX OT AapecaTa OpeJlJlO)l(eHl1JI 11 (HJJH) B 
pa3yMH cpox npeKpaTur o6pa6orKy panee nonyueHnx or Anpecara Ipe/oKeH nepcoHanHtx JaHHx. 
)J,)l(OHCOH & )J,)l(OHCOH JlJlJI BblnOJlHeHHH BblweyKa3aHHOH uem1 HMeeT npaso npHBJleKaTb TpeTbHX JlHU - OTJleJlbHO 
B3J1Tb1e acjJcjJ11n11posaHHb1e KOMnaH1111 rpynnb1 Johnson & Johnson (nepe411cneHb1 B np11J1o)l(eH1111 21 K <t>opMe I OK, 
aocTynHOH no CCblJJKe https://johnsonandjohnson.gcs-web.com/financial-infonnation/sec-filings) H nocTaBlllHKOB 
HHcjJopMau110HHo-cnpaso4HblX ycnyr 11 (11n11) ycnyr nposeneHHH aymnos/nposepoK - K o6pa6oTKe nepcoHaJlbHblX 
naHHblX, nony4eHHblX OT nepeaaiowetl CTopOHbl, a TaKKe OCyIIICTBJITB TpaHCTpaHHIHyIO IIepeIaIy IIepCOHaIBHLIX 
IIaHHBIX yKa3aHHLM TpeTBM JIaM Ha TeppHTOpHO COeJIHeHHx IllTaToB AMepKH, rOCyJIap€TB-IJIeHOB 
EsponeHCKOro COI03a H HHblX HHOCTpaHHblX rocyaapCTB (B TOM 'IHCJle He 06ecne<111sa10WHX aaeKBaTHOH 3all.lHTbl 
n1pa cyoeKTOB). IIpBJeeHe yKa3aHHtx TpeTx n K o6pa6oTKe IepcOHaHIx IaHHx MoKeT 
ocywecTBJlllTbCJI TOJlbKO npH YCJlOBHH o6ecne4eHHJI HMH KOHcjJHJieHUHaJlbHOCTH (,( 6e30nacHOCTH nepcoHaJlbHblX 
naHHblX npH HX o6pa60TKe. Anpecar Ipen1oeHs 3apep9er rapanrupyer nonyuene cornaci cy6beKTOB HJJ(,( 
HaJJH4He HHblX npaBOBblX OCHOBaHHH JlJlll ocywecrnneHHJI BblWeonHCaHHblX )leHCTBHH co CTOpOHbl )J,)l(OHCOH & 
JKoHcon 3.6. Coepuuene AnpecaroM Ipen1oKeH neiicTBii, yKa3aHHIx B n.2.2. acrouIero IIpe1oKeH9, 
6y1eT cuTaTL aKenTOM HacTOIerO IpenIoeH. AKenT HacTOIerO Ipe/1oKeH9 BO3MOKeH JIIIIL B 
noJJHOM o6beMe. ToJJbKO s 9TOM cynae J1OTOBOp 0 6e3B03Me3HO nepen1ave Openaparn JlJJH uenei1 onepaTHBHOH 
HHHUHau,rn cneuHaJJH3HpOBaHHOH TepanHH H pacw11peHHJI nocryna nauHeHTOB, CTpaaalOIJ..lHX BOCnaJJHTeJlbHblM(,( 
3a6oJJeBaHHJIM(,( KHWe4HHKa, K Jle4eHHIO HHHOBaUHOHHblMH JleKapCTBeHHblMH npenapaTaMH 6yaeT JIBJlJITbCJI 
3aKJll04eHHblM Me)l(JIY )J,)l(OHCOH & )J,)l(OHCOH (,( AnpecaToM Ipenn1oxen na ycnoBx Ipen1oxen. acrunui 
aKuenT npeJIJlO)l(eHHJI (ocjJepTbl), a TaK)l(e aKuenT npe)lJlO)l(eHHH (ocjJepTbl) Ha HHblX ycJJOBHJIX He JIOnyCKalOTCH. 
3aKJll04eHHe )lOroBopa Me)l(JIY )J,)l(OHCOH & .[l)l(OHCOH (,( AapecaTOM npe)lJlO)l(eHHJI ocywecTBJllleTCH nyTeM 
cosepweHHJI neHCTBHH AapecaTOM npe)lJlO)l(eHHJI 8 nopHJlKe, npenycMOTpeHHOM PaJJleJlOM 2 «06mHe ycJJOBHJI)) 
HacToerO Ipeoxen (obepT). CookynHocT Ilpenokena (obepT) u AKuenTa obepT npencTaBnroT 
co6oi1 )lOfOBOp, nO BOpHIIIeCKO IIpHpOJIe 9BIHOIIIiC nOKepTBOBaHeM, K KOTOpOMY np11MeHHIOTCJI HOpMbl 
CTaTbH 582 rK Pct>. B ueJJJIX 6yxraJJTepcKoro y4eTa AnpecaTa npeJlJlO)l(eHHJI CTOHMOCTb OJlHOH ynaKOBKH npenapaTa 
npHHHMaeTCJI pasHoH 157063,55 py6nei1 6e3 H.[lC. 

3.7. HacTOJIIJ..lee npeJIJlO)l(eHHe )leHCTBHTeJlbHO no 31 )leKa6pH 2023 roaa (,( MO)l(eT 6b1Tb OT03BaHO 
)J,)l(OHCOH & )J,)l(OHCOH 8 mo6oi1 MOMeHT. 

3.8. CTOpOHbl ocso6o)l()lalOTCH OT OTBeTCTBCHHOCTH 3a IIOJIHOe (,(Jl(,( 'laCTH4HOe HeBblnOJlHeHHe o6H3aTeJlbCTB no 
HaCTOJIIJ..leMy norosopy, eCJl(,( )TO HeBblnOJlHeHHe JIBHJlOCb CJJe)lCTBHeM o6cTOJITeJlbCTB HenpeO)lOJlHMOH CHJlbl 
BKJ1HO1a HaBOIIHHHe, nIOap, 3eMIeTpCeHe H JIpyTHe CTXHLe 6e/ICTBH, BOHHy, BOeHHe JeTBA BCeX 
BHJIOB, 3a6acTOBKY nepcoHana, rpa)l(JlaHCKHX 6ecnopHJlKOB, asapHH Ha TpaHcnopTe, 6JlOKa)lbl, 3nH)leMHH HJlH 
naH)leMHH, a paBHO BBe)leHHe ynoJJHOMO'leHHblMH rocynapCTBeHHblMH opraHaMH pe)l(HMa nOBblWeHHOH rOTOBHOCTH 
HJlH HHOro aHaUIOFHHOTO peKHMa CB3aHHOTO C pHCKaM HaCTyIIeH o6CTOHTeJlbCTB HenpeoaomtMOH CHJlbl, a 
TaK)l(e npHHHTHe rocyaapCTBeHHblMH opraHaMH aKTOB, npenHTCTBYIOlllHX BblnOJlHeHHIO o6eHMH (,(JlH O)lHOH H3 
CTopoH 06,iJaTeJlbCTB no JiaHHOMY aorosopy, H npyrnx o6CTOJITeJlbCTB, KOTOpble MOryT nOBJlHllTb Ha BblnOJlHeHHe 
o6H3aTeJlbCTB no HaCTOJlll.leMy JlOfOBOpy. CTopoHa, )lJlH KOTOpOH BblnOJlHeHHe o6H3aTeJlbCTB CTaJJO HeB03MO)KHblM 
BCJle)lCTBHe HaCTynneHHJI o6CTOJITeJlbCTB HenpeO)lOJlHMOH CHJlbl, Jl0Jl)l(Ha B Te4eHHe 3 (Tpex) pa60'IHX )lHeH C 
MOMeHTa HacrynneHHJI YKa38HHblX o6CTOHTeJlbCTB Jll06blM aocrynHblM B Jl8HHblX o6CTOHTeJlbCTBax cnoco6oM 
yBe1OMTB JIpyTy1O CTOpOHy O Hauan1e, OKI1aeMOM cpOKe JeiCTB H nIpeKpaIIeHH yKa3aHHLX 06CTO9TenILCTB. 
EcJJH HeB03M0)1(H0CTb nOJlHOro HJl(,( 48CTH4HOro BblnOJlHeHHll o6H3aTeJlbCTB JlJlJI OJlHOH H3 CTopoH JlJlHTCH 6onee I 
(OJIHOro) MeCJIUa, npyraH CTopoHa HMeeT npaso nOJlHOCTblO HJlH 4aCTH4HO OTKa3aTbCJI OT aorosopa, nHCbMeHHO 
3Be€TB 06 9T0M pyryO CTopoHy. Ip1 9ToM CTOpOHbl Jl0Jl)l(Hbl npoBeCTH neperosopbl C ueJlblO oueHKH CHryaUHH 
H Bb1pa60TKH B3aHMOnpHeMJleMblX peweHHH. B cny4ae ecJJH )leHCTBHe o6CTOHTeJlbCTB HenpeO)lOJlHMOH CHJlbl JlJlHTCH 
MeHee I (0/1HOrO) Meca, CpOK HCIIOJIHeHH9 0693aTeILCTB CTOpOH IIpOIIeBa1OTC Ha nepHOJl HX neHCTBHH. 

3.9. HH O)lHa H3 CTOpOH JlOfOBOpa He Bnpase ocywecTBJlJITb KaKHe-m160 )leHCTBHJI, JanpeweHHble 
3aKOHO)laTeJlbCTBOM PoCCHHCKOH <t>enepaUHH (,(Jl(,( HHblM 3aKOHOJiaTeJlbCTBOM O npOTHBO)leHCTBHH KoppynUHH, 
KOTOpoe aanee COBMeCTHO HMeHyeTCJI «AHTHKOppynUHOHHOe 3aKOHO)laTeJlbCTBO» MOKeT IIpHMHTLC K KaKOii 
JlH6o 0/lHOH HJl(,( o6eHM CTOpOHaM. B JIOnOJJHeHHe K Bb1WeH3JlO)l(eHHOMY HH OJIHa (,(3 CTOpOH He Bnpase 
OCyUIeCTBJITB KaKe-IO nIaTeK, npeIaraTB JI nepenaBaTB KaKHe-JI6O IeHHOCT TOCyIapTBeHHOMy /LI 
MYHHUHnaJlbHOMY CJly)l(aweMy, pa60THHKY opraHOB rocynapcrneHHOH BJlaCTH, opraHOB MeCTHOro caMoynpaBJleHHH, 
rocynapcrneHHblX HIHJlH MYH11UHnaJlbHblX opraHH38UHH, K8KOH-JlH6o nOJlHTH4eCKOH napTHH WHJlH K8H)ll1)laTy Ha 
Jl0Jl)KH0CTb 8 opraHax rocyaapcrneHHOH BJlaCTH (,(JlH MeCTHOro caMoynpaBJleHHJI, JlH6o HHOMY TpeTbeMy JlHUY, 
CBH3aHHOMY BO C)leJlKOH, eCJl(,( )TO npHBeneT K HapyweHHIO AHTHKoppynUHOHHOro 38KOHO)laTeJlbCTBa. 
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BCEM fOCY)].APCTBEHHblM, MYHI1UI1TTAJlbHhlM Y4PE)I{,[(EHI151MI1 3)].PABOOXPAHEHI151 I1 
OPfAHAM I1CnOJlHI1TEJlbHOI1 BJIACTI1 B C<l>EPE 3)].PABOOXPAHEHI151 

3. IO Bee cnopbl HJlH pa3H0rnaCHil, 803HHKalOll.lHe no HaCTOilll.leMy norosopy HJlH B CBil3H C HHM, pa3pewalOTC)I 
nyTeM neperoBopo. )].o nepena'IH cnopa Ha pa3pewettHe cyna CTOp0Hhl npHMYT MephI Kero yperynHposaHHIO s 
nIpeTeH3H0HHoM nop9Ke. Io nonyueHHo npeTeH3 Top0Ha IOJKHa naTL ILMeHHBi 0TBeT IO CyIeCTBy B 
cpoK He nO3Hee IO (/1eT) KaJeHIIapHEX IHei C naTbl ee nony'leHHH. B cny4ae HeB03M0)KHOCTH pa3peweHHH 
cnopos HJlH pa3Hornaci nyTeM neper0Bop0B, OH n0JIeKaT pa3peIeH1o Ap6HTpa)l(HbIM cynoM ropona 
MoCKBbl B nOp9JIKe, yCTaHOBJIeHH0M 3aK0HOIIaTeJILCTB0M PocccKoi Denepa. 
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[HA 6JlAHKE A)J;PECATA nPE)J;JlO)l(EHl-151] 

Kyna: 121614, r. MocKsa, yn. Kpb1J1aTcKa.S1, 17, Kopn. 2 
Ten.: (495) 580-77-77, c:f>aKc: (495) 580-78-78 

(( » 2022 r. ---- Koy: OOO «,[vl<OHCOH & ,[vl<OHCOH» 

Oruer 
06 11cnoJILJ0BanH11 JieKapcTseuuoro npenapaTa 

III Me/IIIIHCK0T0 IIpHMeHH c MHH eTeKHHyMao 

,[vl<OHCOH» H 
(.uanee 

Appecar Ilpen1oKeH), 3aKnoueHHIM ocpencTBoM aKuenra npe/10KeH9 
000 «,[vi<oHcoH & ,[vi<oHcoH» o npe.uocrnsneHHH _ ( ) ynaKooK JeKapcTBeHH0r0 npenapaTa .nn.SI 
Me/IHIHHCK0T0 IIpMMeHeH c MHH VcTeKHyMa6 B bopMe KoHeHTpaTa JI IIpTOTOBeH pacTBOpa JI Hpy3ii, 5 
Mr/Mn, 26 MJl, cpnaKOH N!! 1(.uanee - «npenaparn) oTH0IeH ( )naueHra(oB) B C00TBeTCTBHH C mtCbM0M 
(AKenTOM ObepT) Apecara Ipe/1oKeHu9 o 6e3B03Me3.UHOM npe.uocrnsneHHH npenapan 
HCX. N!!________ OT -----------' HanpaBJl.SleM BaM cne.uy10w.y10 HHq>OpMaUHIO 06 
HCn0Jlb30BaHHH npenapaTa: 

B C00TBeTCTBHH C .uorosopoM 000 «,[vl<OHCOH & 

InbopMaa o6 opranu3au - nonyuaree Ipenapara 
HaMeHoBaHe opraH3a. 
A.upec: 
KoHTaKTHOe JlHU0, ,U0Jl)l(H0CTb, :meKTpOHHblH 
a,npec (email), Tenecpott: 

H11it,opMaJ.J.HSI 06 HCD0Jlh30BaHHH IlpenapaTa 

Ne Cep11J1 Kon11YeCTBO )J;an HoMep 11 .nan pewettH.SI KonHYeCTBO 
TTpenaparn HCn0Jlb30BaHHblX BBC]IeH9 AnpecaTa npe10Ken9 HeHcn0Jlb30BaHHhlX 

ynaK0B0K ynaKOBOK** 
I. 

2. 

3. 

* YKaJaTb H0Mep naTy peuenus Apecara Ipe/10KeH9, B C00TBeTCTBHH C K0T0pblM nauHeHTY 6b1Jl Ha3Ha4eH 
TTpenapaT 

**EcnH npenapaT He 6b1Jl n0JlH0CTblO HCn0Jlb30BaH, He06XO.UHMO YKaJaTb npHYHHy: 

[.UOJl)KHOCTb] 
[ HaHMeH0BaHHe opraHH3aUHH - A.upecaTa npe,UJlO)J<eHH.SI] 

/<DJ.10/ ------ 



[HA 6J1AHKE A.[{PECA TA nPE,[{J10)1{EHH51] 

vlcx. N2 ------- Kya: 121614, r. MocKsa, yn. Kpb1J1aTcKall, 17, Kopn. 2 
Ten.: (495) 580-77-77, <l>aKc: (495) 580-78-78 

(( » 20 r. 
KoMy: OOO «JKOHcon & JKoHco1» 

AKenr obpepr» 

HacTOllLUMM_;-;-------------------------------,----------,,------,--------- 
a an Maute oae roc.zap neon o Muna nor o y pea.tee tpa too pawc o cno.re.noro opraa to.aap rcoi an cbcpe L1pa00 paMcM 

HanJle)l(alJ.lMM o6pa30M C03naHH0e 11 neikTBYIOLUee B C00TBeTCTBl111 C 3aK0HonaTeJlbCTB0M Pocc1111cKOH <l>enepaurn-1, 

orPH: -------------- v!HH: -------------- C MeCTOM 
HaX0)l(neH11JJ no anpecy: _ 

B JlMUe -------------------------------------------- 

nei1CTBYIOLU11H Ha 0CH0BaHl111 
(nanee -AilpecaT npe.UJIOJKeHHH) flOJIHOCTblO npHHIIMaeT ycJIOBIIH pa3MeLUeHH0ro O6LUeCTBOM C orpaH11'leHHOH 
0TBeTCTBeHH0CTLO «J[KOHcOH & JKOHcoH», HOpueKoe JO, Ha/IeKaIIIHM 06pa30M C03naHH0e 11 
ne11crny10LUee B C00TBeTCTBH C 3aK0H0JIaTeJILCTB0M PocciicKO <l>enepau1111, OrPH: I 027725022940, v!HH: 
7725216105, C MeCT0M HaX0)l(neHl1ll no anpecy: 121614, r. MocKBa, yn. KpblJlaTCKall, n. 17, K0pn. 2, B m1ue 
reHepa.nbHOfO n11peKTopa noron11HOH EKaTep11Hbl DOpHCOBHbl, nei1crny10LUeH Ha 0CH0BaHl111 Y CTaBa (nanee - 
«)lJKOHCOH & )l)KOHCOH») npe}lJIO)KeHIIH (otfiepTbl) C IICX. HOMepoM _ OT --- 0 6e3B03Me3JlHOM 
npenocTaBJleH1111 JleKapcrneHH0ro npenapaTa llJlll MeJll'IUl1HCK0ro npHMeHeHHll c MHH Y CTeK11HyMa6 s ueJlllX 
onepaTl1BHOH 11H11u11au1111 cneu11a.n11311posaHHOH Tepan1111 11 pacw11peH11ll nocryna nau11eHT0B, cTpanalOLU11X 
socna.n11TeJ1bHblMl1 3a6onesaH11llMl1 Kl1We'lHl1Ka, K cospeMeHHOH HHHOBaU110HHOH Tepan1111 C HCn0Jlb30BaHl1eM 
JleKapcTBeHH0fO npenapaTa JlJlll MeJl11U11HCK0ro npHMeHeHl1ll C MHH YcTeK11HyMa6, ToproBblM Ha11MeH0BaH11eM 
CTenapa, K0HUeHTpaT Mll np11rornsneHHll pacropa JU Hpy3ii, 5 Mr/Mn, 26 MJJ, bnaKon Ne I (na.nee- npenapaT), 
11 npenocrnsnJJeT cneny10LU11e cseneH11», Heo6xon11Mb1e JlJlll aKuenrn TaKOH ocpepTbi: 

nbopMau o6 opranu3au - Ilonyuarene IIpenapara 

HaMeHoBane opraH3a. 
(yKa3aT HaHMCHOBaHHe noryarena, yIIOIHOMOIeHHOTO 

np1H1IIM3Tb II IICrIOJlb3083Tb J1eKapcrne1111bte cpe.ucrna .UJJR OK33311HR 
MC.lllllHIHCKOii rIOMOll.lll) 

Anpec nocrnsK11 TTpenaparn: 
v!HH/Knn: 

KoJ111'leCTBO ynaK0B0K: 
OT 2 (.ueyx) .uo 4 (•teTbtpex) ynaKOBOK npenaparn 11a Kan<.uoro 
naenra coracHo peIeHo Bpa4eoHoi KOMCCH, pewCHIIIO 
KOHC111111yMa opa•1eii 111111pewe11111011e4amero epa•rn 

)laHHbte KOHTaKTHOro JIIIUa co CTOpOHhl opramnau1111 - noJiy'laTeJIH 

<1>110: 
.llomKHOCTb: 

Pa60'!1111 Tene<boH: 
Mo611J1bHbJH Tene<boH: 
3neKTPOHHblH anpec (email): 

HacTOJJLUHM AnpecaT IIpe/1oKeH npenocraBn9er KenenyIOIIee 3aBepeHe 06 06CT09Ten1cTBax, 
11MelOIJ.lHX 3Ha'leHHe llJlll 3aKJ110'leHl1ll norosopa, 11 TeM caM brM np11H11MaeT Ha ce6ll 0TBeTCTBeH H0CTb 3a C00TBeTCTBl1e 
3asepeH11» nei1crn11TeJlbHocm B CHJIy IyHKTa I CTaTbl1 431.2 rK P<l>: 

PeweH11eM 
K0HCHIyMa Bpauei/ petueneM neautero Bpava) 6in Ha3Ha4eH 
(nponHCblO) 

(spa'le6HOH KOMHCC1111/ peweH11eM 
neKapcrneHHbIH npenapaT s K0J111'lecrne 

naHeHTy(aM) c JaTH030M 



[HA 6JIAHKE A.[(PECA TA ITPELJ;JIO)l{EHvUl] 

8 COOTBeTCTBHH C Tpe6osaHHllMH npHMeHHMOro 3aKOHOL(aTeJJbCTBa peweHHe ocpopMJJeHO B BHL(e: 

• npoTOKOJJa N~------ 
CJIeIIy HOIIIHe CBeJIeHA: 

OT« » 20_ r., KOTOpblM, cpeLIH npouero, conepKuT 

I. L(aTa nposeLieHHll 3aCeL(aHHll Bpa,1e6HOM KOMHCCHH HJIH KOHCHJJHyMa spa4ei1: 
« » 20 r.; 

2. peweHHe spa4e6HOM KOMHCCHH HJIH KOHCHJJHyMa spa4eM H ero o60CHOBaHHe, BKJIIO'lall yKa'.3aHHe 

He06XOLIHMOfO KOJIH'leCTBa ynaKOBOK npenaparn Ha 

Yt:.:nan, t1to P~~:.11tp0 ai..y pcwc111u1 6c ·1 ~-K.'l.1.'\HIUI ncpcOH:l.lbHW.: ,l .'.lHHM.X 11 .'.l lll lCHTa(OII) 

CseL(eHHll O peweHHH spa4e6HOM KOMHCCHH HJIH KOHCHJJHyMa spa4e11 OTpa)KeHbl B COOTBeTCTBYIOllleM 
Me.llHUHHCKOM IIOKyMeHTa naHeHTa(0B). 

111111 

• 3an1CH B MeIHHCKO JOKyMeHTa naeHTa, B KOTOpO, CpeJI npOIeTO, COJIepKaTC CJIeIyHOHe 

CBeJIeH. 

I. Liarn BbrneceHHH peweHHll o HaJHa'leHHH npenaparn: « __ » 20 r.; 

2. o6ocHOBaHHe peweHHll O Ha3Ha'leHHH npenaparn, BKJIIO'lall YKaJaHHe Heo6XOLIHM0f0 

IaHeHTy KOJIeCTBa ynaKOBOK TTpenaparn 

Ip4noKeH9. 

np11nara10TCll CJ1eL1yl01llHe LIOKyMeHTbl, 3aBepeHHble noanHCblO ynoJJHOMO'leHHOro JIHUa H ne'laTblO A.npecarn 

Ipen1oKeH: 

I. KapT04Ka iop11a114ecKoro n11ua - ALipecarn TTpeJlJIO)KeHHH. 

2. KonHll JIeH3i Ionyuaren Ha ocymecTBJJeHHe Me.llHUHHCKOM H cpapMaueBTH'leCKOM .neHTeJJbHOCTH. 

3. KonHll aosepeHHOCTH Ha noJIyYeHe Ipenapara c yKa3aHHeM yIIOJIHOMOIeHHOrO JIHUa / 8blnHCKa 113 

npHKa3a O Ha3Ha'leHHH ynoJJHOMO'leHHOfO JIHUa Ha COOTBeTCTBYIOlllYIO LIOJl)KHOCTb . 

.ll:OJJ)KHOCTb 

H HaHMeHOBaHHe 

opraH11Jaum1 A.npecarn TTpeano)KeHHll 

<1>110 



[HA 6JlAHKE A,L(PECATA TTPE,L(JlO)KEHvUI] 

IIpu1oxenue Ne! k axuenry obepr Hex. ) OT «_» 2023 r. 

KapTO'IKa mpHJlH'ICCKoro Jiuua - A)lpecaTa IlpeJlJIO'.IKCHHH 

Mnln HauMe110Gawue JanoJlltfWMo20 no11fl Cse0emu o Kompaeenme Ipueuanue 

1 TI01rnoe ttaHMettosamie 

opramnau,HH 

2 KpaTKOe H3HMeHOB3HHe 

opraHH33U,HH 

3 Ape OpuecKi 

4 A,npec IlO'-ITOBhIH 

5 YIHH 

6 KTITI 

7 HaHMeHOBaHHe 6attKa, s T.'-1. MeCTO 

(ropo.n) HaXO)K,[leHH51 

8 PacueTHi cueT 

9 KoppecnOH,[leHTCKHH C'-leT 

10 EHK 

C yBaKeHHeM, 

[.LlOJl)KHOCTh] /<1>110/ 


