
BCEM rocy )].APCTBEHHhIM, MYH~I1ITAJ1hHbIM Y'--IPE)K)].EHI151MI1 3)].PABOOXPAHEHI151 I1 

OPrAHAM I1CITOJ1HI1TEJ1hHOH. BJ1ACTI1 B C<l>EPE 3)].PABOOXPAHEHI15I 

IIpe/I0eHe 0 3aK1oven poroBopa 
B OTHOIIIHH 6e3Bo3Me3Hoii nepenam neKapcrennoro npenapara non MHH ceneKeunar 

B 1.1enHx orrepanrnHoii 11H111.111a1.111u crre1.111am1311posaHH011 Tepam1eii n pacwnpemrn JIOCTyIa IaIHeHTOB, 
erpa/a1ox IeroIoi aprepanoii ruepTen3eii, K coBpeMenoii HnoBauonoii Tepanu c 
IICIIOJlbJOBaHlteM JieKapCTBeHHOro rrpenapaTa AJIH MeAHI.IIIHCKOro np11MeHeH11H C MHH ceJieKc1mar 

Hex. HOMep NQ 1909-3/24 

r. MoCKBa «2» ceHrn6pJI 2024ro,na 

O61I1eCTBO C OrpaHHIeHHO OTBeTCTBeHHOTLo «JKOHcOH & JKOHCOH», POpJIHIeCKOe JIIO, 
Ha,nJie)Kall.{11M o6pa30M C03.l(aHHOe 11 .newcrnyiomee B eoorneTeTBl111 e 3aKOHO.l(aTeJihCTBOM Poee1111eKOH 
<l>e.nepau:1111, OfPH: 1027725022940, HHH: 7725216105, e MeCTOM HaXOKJICHH IIO a,npeey: 121614, r. 
MoCKBa, yrr. KphrnaTCKaJI, ,n. 17, Kopn. 2, B rr11u:e feHeparrhHOro ,n11peKTOpa Ky3Heu;osa MaKe11Ma 
EsreHheB11'1a, .ne11erny10mero Ha oeHOBaHl111 y emBa (.narree - <<,ll;lKOHCOH & .D:lKOHCOH» ), 

UPHHHMASI BO BHMAHE, ITO 

(A) Jiero'IHaJI apTep11arrhHaJI rnnepTeH311JI (JIAf), Ko,n MKE-10 127.0, 127.2. JIAf - :no opcpaHHoe, 
3HeyTpOaHOIIee, 6BICTpO IpOIpeCCHpyIOIIee 3a601eBaHe.' JIAf 11MeeT HeeKOJihKO cpopM, Ha116orree 

paenpoeTpaHeHhI - 11,n110ITaT11'1eeKaJI JIAf (11JIAr) 11 aeeou:1111posaHHaJI JIAf (aJIAf), KOTOph1e 
cocmBJIJIIOT 41,5% 11 55,5% B o6mei1 eTpyKType nau:11eHTOB C JIAr eoorneTeTBeHH0.2 

PaenpoeTpaHeHHOeTh JIAr IIO ,naHHhIM esponeHCK11X pernerpoB, Bapb11pyioTeJI OT 6,6 .no 26 erryqaeB Ha 
Ml1JIJil10H qerroBeK.3 IIo ,naHHhIM E)Kero,nHoro 610rrrreTeHJI 3KenepTHOro eosem ITO pe,nK11M 3a6orreBaHl1JIM 
KOM11Tem foey,naperneHHOH .D:YMhI no oxpaHe 3,nopOBhJI Ha 2020 B Poec1111cKoH <l>e.nepau:1111 
Hae'll1ThIBaeTeJI 1025 nau:11eHTOB e 11JIAr, 835 113 HHX B3pOeJibie, a 190 .nern.4 84% OT o6mei1 ITOIIYJIJI[(HH 
ITau;11eHTOB e JIAf B P<l> - 9TO KeHIIIHL. CpeJIHM BO3paCT COCTaBJIeT 42,7 rreT.2 

(E) B OTCYTCTBHl1 TepaIIHH H peryrrJipHoro Ha6rr10,neHHJI, JIAr JIBJIJieTeJI Bh!COKO 11HBaJIH.l(H3HPYJOll.ll1M 
3a6orreBaHHeM. 77 ,5% nau;tteHTOB e JI Ar o6rra,naIOT HHBaJIH.l(HOeTh!O. TeMIIhl pocTa IaeHTOB C 11JIAr, 
11Me!Oll.{HX 11HBaJIH.l(HOeTh, C 2018 IIO 2020 eoemBl1JIH 45,5% .l(JIJI B3pOCJihIX 11 41,8% .l(JIJI ,neTeH.4 

Ha MOMeHT ITOemHOBKH .n11arn03a 60JihlllaJI qaeTh IIaIIHeHTOB yKe HaXOJITC B TJI)KeJIOM eoeTOJIHHH B 
30He BhICOKOro p11cKa CMeprn, y 65% JIAr .n11arHOCT11py10T y)Ke np11 3-4 cpyHKU:HOHaJihHOM Krraece.2 

(B) IlaeHraM c JIAI Kpaine BaxHo nonyuaTL TepaIo JIAF-cnebecKM npenapaTaMH. 
Pae'leTHaJI Me,nHaHa BhJ)KHBaeMOCTl1 np11 OTeyTeTBl1H JIeIeHH IIaIHHTOB C JIAr 2,8 ro,na7. JiemrrhHOeTh 
np11 JIAf 6rrmKa K OHKorromqecKoi1.3• s, 6 IIJITttrreTHJIJI BhJ)Kl1BaeMocTh nau:11eHTOB e JIAf IV <l>K 6e3 
TepaITHl1 eoemBJIJieT JIHillh 34%.5 IIo ,naHHhIM pernoHaJihHhIX eerMeHTOB <l>e.neparrhHOro per11CTpa 
60JihHhIX pe,nKHMH 3a6orreBaHHJIMl1 TeMIIhl poem eMepTHOeTH OT 11JIAr eoemBHJIH 3,8% e 2019 IIO 2020 
r." 

(f) CospeMeHHhIM emH,napTOM rre'leHHJI nau;tteHTOB e JIAr JIBJIJieTCJI Me,n11KaMeHT03HaJI Tepan11JI C 
IpHMeHeHeM KaK IIOJUIepKMBaHOIIIHX, TaK JIAT-cnebecKX penapaTon." IIp BL6ope JIAT­ 
cneIbIecKO TepaI BaKHO BO3JeiCTBOBaTL Ha I3BCTHLe IIyT IaTOreHe3a 3a60J1eBaHA: 
3H.l(OTeJIHHOBhIH, IIYTh OKe11.n a3om 11 npoemu;11KJIHHOBh!H. 10 

(.D:) HHHOBau;HOHHOH rpynITOH JIAf-cneu:11cp11qeeKOH Tepan1111 JIBJIJIIOTeJI eerreKTHBHhie aroH11eThl 
npocmu;HKJil1HOBhIX (IP) peu:enTopoB, e,nHHeTBeHHhIM npe.nemBl1TerreM KOTOpOH JIBJIJieTeJI 
rreKaperneHHhIH npenapaT .l(JIJI Me,n11u;11HeKoro np11MeHeHHJI An6paBH (MHH cerreKe11nar) (.narree - 
«IIpenaparn ), 3apernerp11poBaHHhIH B PocCI111 07.06.2019. IIpeITapaT ITOKa3aH ,nrrJI ,nrr11TerrhHOro rre'leHHJI 
rrero'IHOH apTep11aJihHOH rnITepTeH31111 y B3poeJihIX nau;HeHTOB (JIAf, rpynITa I ITO Krrace11cp11Kau;1111 B03) 
II-IV <l>K. 3cpcpeKTl1BHOCTh IIpeITapam ,noKa3aHa B omollleH111111,n11onamqeeK01111 Haerre,ncrneHHOH JIAr, 
JIAT, accOIpoBaHHoi c 3a6orreBaHHJIMl1 coe,n11H11TeJihHOH TKaH11, JIAf, aeeou:1111poBaHHOH C 
KOMIIeHCHpOBaHHLIM IIpOCTBIM BpOKJIeHHBIM OpOKOM cepII1a.'' 
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BCEM fOCY.D:APCTBEHHblM, MYHI11.( l1IT AJ1bHblM Yl.J. PE)K .D:EHIDIMI13.D:PABOOXPAHEHI1 .51 l1 

OPfAHAM l1CITOJ1Hl1TE J1bHO!iJ. BJ1ACTI1 B Cct>EPE 3.D:PABOOXPAHEHM.51 

TipenapaT .[(0Ka3aJI 3Ha'I11TenhH0e yJIyIIIeHe oTaJeHHOro IIp0rH03a JIAr np11 M0H0Tepan1111 11 rrp11 
J106aBJIeHHH erO BT0pLIM JI TpeTLM I1penapaT0M K cyIIIeCTByHOIei CXeMe TepaIIHH B CaM0M 
Macrnrn6HoM 11ccne.[(0BaH1111 (PKI1) B o6nacm JIAr - GRIPHON. TipenapaT crnmcmqecK11 3Ha'I11Mo 
CHl1)!(aeT p11CK nporpecc11pOBaHIUI 11 CMepm OT JIAr Ha 40% .12 MaKC11MaJihHOe CHl1)!(eH11e (Ha 55%) p11CKa 
IpOIpeCCHpOBaH/CMepTH Ha6JIOJaeTC IIpH paHHeM JO6aBICH (B IepBLe 6 MeCIeB) Ipenapara'', a 
IIpH Ha3HaeHMH IaIHeHTaM c DK II CHHKeHe pHCKa IIpOIpeCCHpOBaHM/CMepTH C0CTaBJIeT 64%'.5- 
T.HneTHHH Bhl)!(.11BaeM0CTh rrau.11eHT0B Ha Teparr.11.11 TipenapaTOM C0CTaBnHeT 75% 14, 7-M.HneTHAA - 63%15• 

TipenapaT CHKaeT pHCK CMepT BCeJCTBMe JAF 1JI T0CIITaJIH3aI no noB0.LIY yxy.L1rneH.11H JIAr 
BTIJI0Th .[(0 0K0H'IaHl1H Tepan.11.11 Ha 30%.12 

(E) TipenapaT BX0.[(.HT B .[(ettcrny1011111e Kill1Hl1'IeCK11e peK0MeH.[(al.(.11.11 TIO nero'IHOH apTep11anhH0H 
rnnepTeH311.11, O.[(o6peHHhie HayqHo-npaKTl1'IeCK.HM CoBeTOM M11H3.[(paBa P<l> 11 pa3Me111eHHhie Ha 
py6p11KaTOpe Kll.11H.H'IeCKl1X peK0MeH.[(al.(11H Ml1H3.[(paBa P<l> 17.11.2020.1 TipenapaT TaK)!(e 0.[(06peH 
EBponewcK11M coo6111ecrnoM Kap.L111onoroB.14 PacnopH)!(eH11eM ITpaB.11TenhcTBa P<l> OT 23 HOH6pH 2020 
ro.[(a NQ 3073-p ceneKc11rrar c 0 1.01.2021 BKnIO'IeH B nepe'IeHh )KHBJITI. 16 

()I{) J Ka[0TO IaIeHTa, K0T0p0My Ha3HaYeHa TepaII ITperrapaTOM C Il0M0il\hlO T11Tp0BaHl1H .[(03hl 
.[(0m!<Ha 6b!Th Il0.[(06paHa .11H.[(11Bl1.[(yanhHaH MaKC.HManhHaH nepeH0C.HMaH .[(03a, B .[(11ana30He OT 200 MKr 
.[(Ba pa3a B .[(eHh .[(0 1600 MKr J1Ba pa3a B JeHL. PeKOMeHJIyeMa HaIaJILHa JO3a - 200 MKr .[(Ba pa3a B .[(eHh . 
.D:03Y yBen.11'I.11Ba10T c rnaroM 200 MKr, o6h!'IHO c nep110.[(.H'IH0CTh10 I pa3 B He.[(en10. 11 

PYK0B0.[(CTBYHCh TI. 1 CT. 432, TI. 2, 3 CT. 434, TI. I CT. 435, TI. 2 CT. 437, TI. 3 CT. 438 rpmK.[(aHCKOro K0.[(eKca 
PoccicKoii beyepaI, 

HACTOHI.QIIM IIPE,lJ)IAr AET 

JIO6LIM T0CyJIapCTBeHHLIM, MyHHIIHIIaJIBHLIM yIpeKJICHHM 371paB00XpaHeHH 11 opraHaM 
11CTI0ilH.11TenhHOH BnaCT.11 B ccpepe 3.[(paBooxpaHeH.HH (.narree - «A.npecaT Tipe.[(IlO)!(eHHH») 3aKil!O'Il1Th 
.noroBop B 0TH0UieH.1111 6e3B03Me3.[(HOH nepe.[(a'I.11 Ilpenaparn B IeJIX OIepaTBHOi HHHIIaIHH 
CIeIHaIH3Hp0BaHHO TepaIIH paCIIHpeHH I0CTyIIa IIaIHeHT0B-rpaJaH PD, cTpa/aHoIX JIerOIHOi 
apTep.HaJihHOH r.11rrepTeH3.HeH, K rre'IeH.11!0 .HHH0Bal.(.H0HHh!M.11 neKapcTBeHHh!M.11 rrperrapaTaM.11 Ha ycrr0B.HHX 
nacToer0 IpennoKeH (opepT) (anee «IIpen1oxeHe»): 

1. IIPE.D:MET ,n:oroBOP A 

B Te'IeH.11e 30 .[(Hett c ,naThI rronyqeH.11H OT A.[(pecarn Tipe.nno)!(eHHH «AKuerrrn ocpepThI» ( c yKa3aH.11eM 
K0JIMIeCTBa yIIaK0B0K IOJIyIaTeJI) IO b0pMe, ycTaHoBJIeHHO Ipn10KeHeM )o l K HaCTOIIICMy 
ITpe.[(IlO)!(eH.11!0, ocpopMneHHOro Ha ocp.11u.11anhHOM 6naHKe .11 3aBepeHH0ro Il0.[(Il.11Ch!O 
ynonH0M0'IeHH0ro JI.111.(a .11 rre'IaTh!O A.[(pecarn Tipe.nno)!(eHHH, .D:)!(OHCOH & .D:)!(OHCOH o6H3yeTCH 
nepe,naTh A.npecaTy Tipe.[(IlO)!(eH.HH .11n.11 HH0My yKa3aHH0My HM II0JIyIaTeJIHO KaK 9TO onpe.neneH0 B 
CT.2 ITpe,nno)!(eHHH, 6e3 B3.11MaHHH orrnaThl ITperrapaT B cne.ny10111eM K0il.H'IeCTBe (Bap.11aHT I 
K0MrrrreKTa .[(nH T.HTpoBaHHH .[(03hI): o,nHy ynaK0BKY An6paB.11 (MHH ceneKc.11rrar) rn6neTK.H, 
rroKphIThie rrneHO'IHOH o6ono'IKOH 800 MKr Ne 60, 0.L\HY yrraK0BKY An6paB.11 (MHH cerreKc.11nar) 
rn6neTK.H, rroKph!Thie nneHO'IHOH o6ono'IKOH 200 MKT Ne 60, J1Be yI1aK0BKH Arr6paB.11 (MHH 
ceneKC.Hrrar) rn6neTK.11, Il0Kph!Th!e nneHO'IHOH o6onO'IKOH 200 MKr NQ 140; n.1160 (Bap.11aHT 2 
K0MIIJIeKTa JUI TTp0BaHM JO3B): 0IHy yI1aK0BKy Arr6paB.11 (MHH ceneKC.Hrrar) rn6neTK.11, 
noKphIThie rrneHO'IHOH o6ono'IKOH 800 MKr NQ 60, rnecTh ynaK0B0K Arr6paB.11 (MHH ceneKc.11rrar) 
rn6neTK.11, Il0Kph!Th!e rrneHO'IHOH o6onO'IKOH 200 MKTr Ne 60, - Ha KaKJI0e JIII0, HMeHOIIIee 
rpa)!(.[(aHCTB0 P<l>, K0T0poMy BnepBhle Ha3naqaeTCH TepanHH C rrp.11MeHeH.HeM Tipenaparn C MHH 
CeneKc.11rrar (,naJiee - «HlaIeHT») B coorneTcrn.11.11 c perneH.HeM ApecaTa IIpe/1oKeHM. IIp 3TOM 
B cnyqae HarrpaBneH.HH B a,npec .D:)!(OHCOH & ,[{)!(OHCOH AKuerrrn ocpepThl Ha 0CH0BaH.11.11 perneH.HH He 
A.[(pecaTa Tipe,nno)!(eH.11H (.11Horo rreqe6Horo yqpe)!(.[(eH.11H), o6H3aTenhHhIM rrocne.nYIOil\HM 
Il0.[(TBep)!(.[(eH.HeM TaK.HX perneH.HH .[(0ll)!(H0 6hITh perneH.He A.[(pecarn ITpe,nnO)!(eH.HH .11n.11 
ITonyqaTerrH Ilperraparn (Hanp.11Mep, peIIeHe BpaueoHoii K0MCCHH, K0HCHJIyMa Bpaveii JI 
neaIer0 Bpa9a). TaKoe I0JTBepJeHe 0TpaaeTC B 0TIeTe O6 MCI10JIB30BaH IpenapaTa B 
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BCEM fOCY,[J;APCTBEHHhIM, MYHl111JffiAJ1hHhIM Yl-IPE)K,[J;EHH51Ml13,[J;PABOOXPAHEHH5111 
OPfAHAM 11CllOJ1Hl1TEJ1hHOH BJ1ACTl1 B C<l>EPE 3,[J;PABOOXPAHEHH51 

JIe9aero Bpaa). TaKoe IoJTBepKeHe 0TpaKaeTC B OTIeTe O6 1CI1OJI13OBaH Ipenapara B 
cooTBeTcTB1111 c n.2.6. Hacrn.irmero Ilpe,nrro)l(eHHH. 

PeIIIeHHe O TOM, KaKOH HMeHHO Bap11aHT KOMIIJieKTa .D:JIH THTPOBaHHH .D:03bl IIO,D;Jie)l(J1T nepe,naqe 
A.npecaTy Ilpe,nrro)l(eHHH: Bap11aHT 1 I-IJIH Bap11aHT 2, npHHHMaeTCH ,D:)l(OHCOH & ,D:)l(OHCOH I-ICXO.D:H 113 
IX HaJIIH. 

2. Oli[QHE YCJIOBIDI 

2.1. IlorryqaTerreM Ilpenaparn (.11:arree - «HIoyqaTe») MOKeT 6LITL KaK ApecaT IIpe/1oKeHM, TaK 11 
yKa3aHHOe HM HHOe IOpHIIHeCKOe JIIIO, MeOIIee IIpaBO ocymeCTBJIHTb Me,nm.J,HHCKYIO 11 
cpapMau;eBTJ1qecKym ,ne.irTeJibHOCTb B COOTBeTCTBl111 C Tpe6oBaHHHMl1 ,neHCTBYIQIIJ,ero 3aKOHO,D;aTeJibCTBa 
PoccicKoji be/epaH H MeHOIee JeiCTByIOIIyIO JIMICH3MIO Ha OCyIIICTBIeHe MeJHIHHCKOi H 
papMaeBTIeCKO JIeTeJILHOCT c yKa3aHeM aJpeca baKT9ecKO JOCTaBK Ilpenaparn. 

2.2. A,npecaT Ilpe.11:rro)l(eHHH HanpaBJIHeT B a,npec ,D:)l(OHCOH & ,D:)l(OHCOH «AKu;em ocpepTbl» no cpopMe, 
yCTaHOBJIeHHO IpJoKeHeM Ne I K HacTOIeMy IpeoKeHIO. BMecTe C «AKIeIITOM OpepT1I» 
npe,nOCTaBJIHIOTCH TaK)l(e crre.11:ymm11e .D:OKyMeHTbl, 3aBepeHHbie IIO.D:III-ICblO ynorrHOMOqeHHOro rr11u:a 11 
neqaTbIO A,npecarn IIpe/1oKeHM (JI6O B IOpIKe, IIpeJyCMOTpeHHOM 11.2.5. HaCTOIIIerO 
IIpe/1oeHM): 

2.2.1 KaprouKa 1opusecKoro na ApecaTa Ipe/oxen (dopMa npnaraeTc). 
2.2.2 KoITHH ,noBepeHHOCTH Ha ITorryqeH11e IlpeITaparn C yKa3aHHeM yIIOJIHOMOIeHHOTO JI1a JI6O 

BbIIIHCKa 3 I1pHKa3a O Ha3HaIeHHH yIIOJIHOMOIeHHOTO JIIa Ha COOTBeTCTBYIOIUYIO 
.D:OJI)l(HOCTb. B l1CKJIIOq11TeJibHbIX crryqa.irx C cornacHH ,D:)l(OHCOH & ,D:)l(OHCOH .D:OITYCKaeTCH 
npe,nOCTaBJieHHe KOITl111 .D:OBepeHHOCTI-I, 3aBepeHHOH ITO.D:ITI-ICblO YITOJIHOMoqeHHOro rr11u;a. 

2.3. Ilepe,naqa IlpeITaparn ocymeCTBJIHeTCH c11rraM11 11 3a cqeT ,D:)l(OHCOH & ,D:)l(OHCOH, Ha ycrrOBI-IHX 
.D:OCTaBKI-I .D:O IlorryqaTeJIH. A.11:pec .D:OCTaBKI-I IlpeITaparn .D:OJI)l(eH BXO.D:HTb B ITepeqeHb a,npeCOB MeCT 
ocymecTBJieHHH ,neHTeJibHOCTH, BHeCeHHbIX B CI-ICTeMy MOHI-ITOpHHra H yKa3aHHBIX B JIHU:eH311HX Ha 
papMaIeBTIeCKyIO JeTeJILHOCTL. DaKT nepeJa IIpenapaTa IOJTBepJaeTC IIOJIIICaHeM 
HaKJia,D;HOH ITO cpopMe N2 M-15 11 aKTa MeXJIy JKOHCOH & ,D:)l(OHCOH 11 YIIOJIHOMoqeHHbIM 
ITpe,D;CTaBHTeJieM IlorryqaTeJIH B 3 (Tpex) 3K3eMnrr.irpax, 0.D:HH 113 KOTOpbIX OCTaeTCJI y IlorryqaTerr.ir, BTOpOH 
ITepe,naeTCH ,D:)l(OHCOH & JroHcoH, TpeTi - AnpecaTy IIpe/1oKeHM, eCI He OH HBJIHeTCH cpaKT11qecKHM 
ITorryqaTeJieM IlpeITaparn. YnOJIHOMoqeHHOe JIHU:O IIOIIIICLIBaeT HaKJIaJIHy IO H/III aKT C ITpOCTaBJieHHeM 
co6cTBeHHopyqHO ITO.D:ITHCH 11 paCIIIH(ppOBKOH cpaMHJil111 11 HMeHH. 

2.4. Appear IIpeJUIoKeH JIOJIKeH 06ecnIeITL nIpHeMKy IIepeJaBaeMOro IpenapaTa yIonHoMoeHHBIM 
Ha OCHOBaHHI-I .D:OBepeHHOCTI-I I-IJIH ITp11Ka3a Jil-lijOM ITO KOJI11qecTBY KaIeTBy Ha npe,nMeT COOTBeTCTBI-IH 
KOJIMHIeCTBa, KaIeCTBa B IaCTH BJMLIX HeJIOCTaTKOB, HaJIIH I1OBpeKJeHI TpaHCITOpTHblX MeCT, a 
TaKKe B COOTBeTCTBl111 co crre.11:ymIUHMI-I ycrrOBHHMH: 

2.4.1. ,D:ocrnBKa Ilpenaparn OT ,D:)l(OHCOH & ,D:)l(OHCOH K IonyuaTeno MOKeT OCyIIIeCTBJITLC 
ABrnpecppH)l(eparnpoM I-IJIH B03.D:YIIIHblM TpaHCITOpTOM. 

2.4.2. Bee ABrnpecpp11)1(eparnpb1, .11:ocrnBJIHIOm11e IlpeITapaT, o6opy,nOBaHbI TepMopernCTparnpaMw 
caMOITHCU:aMH. IIp npeMKe IIpenapara, BO.D:HTeJib ABTopecppi1)1(eparnpa CHHMaeT IeK 
caMoIT11cu;a 11 ITepe.11:aeT ero ITpe.11:crnB11TerrIO IlorryqaTeJIH. A.11:pecaT Ilpe,nrro)l(eHHH .D:OJI)l(eH 
03HaKOMl1TbCH C ,naHHblMH Ha IeKe H IIpOBeCTH IpOBepKy yCJ1OB ITepeB03KH Ha COOTBeTCTBHe 
Tpe6yeMoMy TeMITepaTypHoMy pe)l(HMy. B crryqae ecrr11 IlpeITapaT coITpOBO)l(.D:aeTc.ir 
TepMo,naHHKOM (TT) ( B crryqae 11cITOJib30BaH11.ir TepMOKOHTeHHepoB ), A,npecaT Ilpe.11:rro)l(eHHH 
I-IJIH YITOJIHOMoqeHHOe HM JIHU:O Ha OCHOBaHHI-I .D:OBepeHHOCTI-I OCTaHaBJIHBaeT TT 11 cq11TbIBaeT 
ITOKa3aHHH C Hero BO BpeMH ITpHeMKI-I IlpeITaparn (HHCTPYKU:HH ITO OCTaHOBKe H CIHTBIBaHHIO 
nIOKa3aHi c TT HaXO.D:HTCH B TepMOKOHTeHHepe). 

2.4.3. ,D:ocTaBKa IlpeITaparn B03.D:YIIIHblM TpaHcrropTOM ocymecTBJIHeTCH B TepMOKOHTeHHepax. B 
KaKJIOM TepMOKOHTeiiHepe HaXO.D:HTCH 1 ( 0.D:HH) TT. 

2.4.4. PacITaKOBKY 11 npoBepKy IlpeITaparn, ynaKoBaHHoro B TepMOKOHTeifHep, IlorryqaTeJib .D:OJI)l(eH 
npo113BO.D:11Tb ITPH TeMITepaType, COOTBeTCTBYIQmeH Tpe6oBaHHHM TeMITepaTypHoro pe)l(J1Ma 
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xpaHeHllil Ilpenapara. Ilocrre pacnaK0BKl1 TepMOKOHTettHepa IlorrytiaTerrh ,nomKeH 113srreqh TT 113 
TepMOKOHTettHepa 11 He3aMe,nrr11TeJihH0 0CTaH0Bl1Th ero. 

2.4.5. B CJiytiae BhUIBJieHml 0TKJIOHeHl1H OT Heo6xo,n11Moro TeMnepaTypHoro pe)Kl1Ma, TiorryqaTeJih 
np11H11MaeT IlpenapaT B KapaHTl1H 11 B TeqeH11e 1 ( o,nHoro) pa6oqero ,nm, c ,naThI norrytieHllil 
Ilpenaparn yBeJ0MJIeT JKOHCOH & ,U)KOHCOH 0 BhUIBJieHHh!X TeMnepaTypHh!X 0TKJI0HeHl1JIX, 
IIyTeM HaIIpaBJIeHA €My II0 3JIeKTpOHHO II0ITe JaHHBIX, CHJlTh!X C TT. 

2.4.6. ,U)KOHCOH & ,U)KOHCOH np11Hl1MaeT perneH11e 0 B03M0)KH0CTl1 ,narrhHettrnero 11Cn0Jih30BaHllil 
Ilpenaparn HpopMpyeT AJpecaTa Ilpe,nrrmKemui/IlorrytiaTerrJI no :rneKTpOHHOH noqTe o 
np11HJITOM perneH1111 B cpoK He 6orree 30 (Tp11,nl..(aT11) KarreH,napHhIX ,nHett. 

2.4.7. I1p11eMKa npo113so,n11TCJI TiorrytiaTerreM B TeqeH11e 1 (o,nHoro) pa6oqero ,nHJI c M0MeHTa IIepeJaI 
Ilpenaparn no aKTY np11eMa-nepe,naq11 !1/11rr11 HaKJia,nHott. 

2.4.8. IIp 06HapyeHHH JI1OoOrO Ba 6paKa HonyuaTenL He3aMeIIMTeJILH0 B TeYeHe I (OJ1HOrO) 

pa6oero JIH C M0MeHTa 06HapyKeHM HpOpMHpyeT JKOHCOH & JKOHCOH HanpaBJIeT B 
apec JKoHcon & J[KOHcOH cJeJyIoIui naKeT JoKyMeHT0B II0 9JIeKTpOHHO II0ITe, a 
op11r11Harrh1 no a,npecy 121614, r. MocKBa, yn1. KpLIJIaTCKa, JI. 17, Kopn. 2: 
1) 3asepeHHaJI TiorrytiaTerreM Kon11JI HaKrra,nHott (M-15) 113asepeHHaJI TiorrytiaTerreM Kon11JI aKTa 

np11eMa-nepe,naq11 c no,nn11ChIO ynorrHoMoqeHHoro npe,ncrns11TerrJI TiorryqaTerrJI. 
2) AKT o BhIJIBrreHHhIX HecoorneTCTBl1JIX TOPf-2 11rr11 ,noKyMeHT ocpopMrreHHhIH corrracHo 

BHyTpeHHHM Tpe6OBaHM IlorrytiaTeJIJI. AKT 11Jil1 ,noKyMeHT ,n0JI)l(Hhl 6b!Th B o6JI3aTeJihHOM 
nopJI,nKe no,nn11caHhl ynoJIH0MoqeHHh!Ml1 Jil11..(aMl1 co CT0p0Hhl TiorryqaTeJIJI 11 Jil11..(0M, 
ocyll.\eCTBJIJllOII.\11M ,UocTaBKY Ilpenaparn co CTOp0Hhl ,U)l(OHCOH & ,U)l(OHCOH (np11 
06Hapy)KeH1111 6paKa so speMJI nepe,naq11 Ilpenapara I1orryqaTerr10 ), a TaK Ke, Ha AKTe 11rr11 

J0KyMeHTe Ob0pMJIeHHOM C0IJIaCH0 BHyTpeHHHM Tpe6OBaHM IOnIyaTeJI J0JIKHa B 
o6JI3aTeJihHOM nopJI,nKe CT0JITh neqaTh Tiorry<mTeJIJI. 

3) <l>ornrpacp1111 6paKa / HeCOOTBeTCTBl1H C yKa3aH11eM ,naThl 11 MeCTa CoeMKl1. <l>ornrpacp1111 
,n0JI)l(Hhl 6hITh qeTK11Ml1. <l>ornrpacp1111 TpaHcnopTH0ro MeCTa (narrrrera, Kopo6) ,n0JI)l(Hhl 
C00TBeTCTB0BaTh crre,nyIOII.\11M TPe6osaHlli!M: 06ll.\aJI cpornrpacp11JI, cpornrpacp11JI H0Mepa 
TpaHcnoprnoro MeCTa ( crnKepa), cpornrpacp11JI caMoro 6paKa / HecoorneTCTBllil. <l>ornrpacp1111 
11H,nl1B11,nyarrhHh!X ynaK0B0K ,n0JI)l(Hhl C00TBeTCTB0BaTh crre.nyroll.\11M Tpe6oBaHlli!M: 
cpornrpacp1111 ynaK0B0K c Ha3BaH11eM Ilpenapara, cpornrpacp1111 c yKa3aH11eM cep1111 
Ilpenapara, cpornrpacp1111 caMoro 6paKa / HecoorneTCTBllil. 

4) ,UaHHh!e C TepMo,naHl1K0B / caMoIc1eB (B CJiytiae HapyrneHl1Jl TeMnepaTypHoro pe)l(l1Ma np11 
TpaHcnoprnpoBKe ). 

2 .4. 9. JKOHCOH & ,U)l(OHCOH o6JI3yeTCJl paCCM0TpeTh IIpeTeH3MIO Ion1yuaTen B TeIeHe 30 (TpJuaTu) 
KaJeHJIapHLIX IHe C M0MeHTa II0JIyIeHM II0JIH0T0 K0MIIeKTa HaJIeKale OpOpMIeHHLIX 
II0KyMeHT0B, yKa3aHHLIX B n. 2.4.8, 11 HanpaBl1Th I1orryqaTerr10 npe,nrro)l(eHllil no ee 
yperyrr11posaH1110 B cpoK, corrracosaHHhIH CTopoHaM11. 

2.5. CrnpOHhI J0T0B0pHJICL, ITO AKIeIIT ObepTLI, JI1O6Le HHLIe IIpHJI0KeHHI JI 
,non0JIHl1TeJihHhie corrrarneHl1Jl K I1pe,nrro)KeH11lO 11 AKl..(enTy ocpepThl, JlBJIJllOII.\HeCJI 11X 
HeOTBeMJIeMO IaCTLIO, B TOM ICJIe I0KyMeHTLI, yKa3aHHLe B n1.2.2. HacTOIer0 IpeJIoKeHM, 
a TaKKe aKTEI nIpHeMa-IIepeJaIH, HaKJIaJIHLIe, 0TIeTLI O6 CII0JIB30BaHHH (eCJIH IIpHMCHHMO) H 
HLe J0KyMeHTB (Janee J[OKyMeHTB) M0ryT 6bITh no,nn11caHhl B :rneKTpOHHOH cpopMe B B11,ne 
3JIeKTp0HHBIX JI0KyMeHT0B C CI10JIB30BaHCM CTOpOHaM yCHJIeHHO KBaJI]MIIHpOBaHHOR 
:rneKTpOHHOH no,nn11c11 (,narree - YK3I1), KaK oHa onpe,nerreHa B n. 4 CT. 5 11 B nopJI,nKe n.1 cT.6 
<1>3 P<l> OT 06.04.2011 N 63-O3 «06 3n1eKTpOHHOK II0IIIC1». 
2.5.1. ,UoKyMeHThl, no,nn11caHHhie YK3I1, np113HaIOTCJl ,n0KYMeHTaMl1, paBH03HaqHhIM11 
I0KyMeHTaM Ha 6y/MaKHOM H0CHTeJIe, no,nn11caHHh!Ml1 co6CTBeHHOpytIHOH no,nnHChlO 11 
I10p0JaeT JUI CTOpOH aHaJI0IHIHLe I1paBa 0693aHHOCTH. 
2.5.2. JoKyMeHTI, K0T0pLIM 06MeH11BaIOTCJl CTOpOHhl, 3aBepJIIOTCJl YK3I1 Ha,nJie)l(all.\HM 
o6pa30M ynoJIH0MoqeHH0ro Jil11..(a oTpaBTeI J[OKyMeHTa. KaKJIOe yII0JIH0M0IeHH0e Jil11..(0 
,noJI)l(H0 HMeTh co6crneHHyro YK3II, no,nrnep)l(,neHHyro ceprncp11KaTOM y,nocrnsepJIIOII.\ero 
l..(eHTpa, 11 ,nosepeHH0CTh, no,nTBep)l(,naIOII.\YIO norrH0Moq11JI :noro rr111..(a, ocpopMJieHHYIO CTopoHott 
B ycTaH0BJieHH0M nopJI,nKe. 
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2.5.3. 3rreKTpOHHhIH ,n:oKyMeHT cq1,naeTrn HCXO.D:HlllHM OT CTopoHhI, ecrrH OH rro.n:rrncaH YK3II, 
rrpHHa,n:rre)l(amew CrnpoHe, H ,n:aHHhIH ,n:oKyMeHT 6hm HarrpasrreH TaKHM CrnpoHaM qepe1 
COOTBeTCTByIOmero orrepaTopa 3JieKTPOHHOro ,n:oKyMeHTOo6oporn IIO TeJieKOMMyttHKaUHOHHhIM 
KaHaJIaM CBI3H. 

2.5.4. B crryqae TeXHHqeCKoro c6o» BHYTpeHHHX CHCTeM JII06ow H3 CTopoH, c6o»x Ha CT0poHe 
orrepaTopa 3JieKTpOHH0ro ,n:oKyMeHTOo6oporn, a paBH0 B CBH3H C ,n:eHCTBHJIMH o6CTOHTeJihCTB 
Herrpeo,n:0JIHMOH CHJihI CTOpOHhI, .n:ewcTByH .n:o6pocoBeCTHO, o6»3aHhI He3aMe,n:JIHTeJihH0, B cpoK 
He II03,n:Hee 0.D:H0ro pa6oqero .D:HH, HHCpopMHpOBaTh .n:pyr .n:pyra 0 HeB03M0)l(HOCTH o6MeHa 
,n:oKyMeHTaMH B 3JieKTP0HH0M BH,n:e, rro,n:rrHcaHHhIMH YK3II. 
2.5.5. IlpH HCII0Jih30BaHHH YK3II CrnpoHhI 06»1aHhr: 

06eceIBaTL KOHbMJIeHIHaJILHOCTL KJIOYeii VKOII, B IaCTH0CT He JOIIyCKaTL 
CI10J1L3OBaHIe IIpHHaJJIeKaIIIMX MM KnIOYeii VKOII 6e3 1IX corrracHH; 

He3aMe,n:JIHTeJihH0, HO, B JII060M crryqae B cpoK, He II03.D:Hee O.D:HOro pa6oqero .D:HH. 
yBeJ0MJITL CTOpOHy, yJ0CT0BpHOIII I,eHTp, BLJaBIIII CepTpMKaT KJIOIa I1p0BepKI 
3JieKTpOHHOH II0.D:ITHCH, 0 HapyrneHHH KOHqrn,n:eHUHaJihHOCTH KJIIOqa YK3II C MOMeHTa 
rrorryqeHHH HHcpopMaUHH O TaK0M HapyrneHHH; 

He MCI10JIB3OBaTL VKOII Ip HaJIIH 0CH0BaH I0JIaraTL, ITO ee 
KOH[HJeHIHaJILHOcT HapyIIeHa; 

ttcnorrh30BaTh .n:rr» co1,n:aHHH H rrpoBepKH YK3II, c01,n:aHHH KJIIOqew YK3II H 
cepTH(pHKaTOB nposepKH KJIIOqa YK3II cpe,n:crna, norryqHBllIHe no.n:rnep)l(_n:eHHe C0OTBeTCTBHH 
Tpe6oBaHHJIM, ycTaH0BJieHHhIM B COOTBeTCTBHH C <1>3 «06 3JieKTPOHHOH IIO.D:ITHCH». 
2.5.6. YK3II nptt3HaeTc» ,n:ewcTBHTerrhHOH ,no Tex nop, noKa perneHtteM cy,n:a He ycrnH0BJieHo 
HHOe. 

2.5.7. BhICTaBJieHHe H nI0JIyIeHe JOKyMeHTOB IIO TeJIeKOMMyHHKaIHOHHLIM KaHaJIaM CB93H 
M0)l(eT ocymecTBJIHThCH qepe3 0.D:HOro HJIH HeCKOJihKHX orrepaTopoB 3JieKTPOHHoro 
,n:oKyMeHToo6oporn. 

2.5.8. 3rreKTpOHHhIH .D:0KyMeHT cqttrneTCH norryqeHHhIM 0.D:HOH H3 CTopoH, eCJIH ew ITOCTYIIHJI0 
CO0TBeTCTByIOIIee IOJITBepJeHe oIIepaT0pa 9JIeKTp0HHOIO JOKyMeHTOO6Op0Ta, IIpH HaJIHIHH 
H3BemeHHH .n:pyrow CrnpoHhI o IOJIyIeH JOKyMeHTa, II0JIIIHCaHHOT0 VK)II OJ1HO} 13 CrnpoH 
H no.n:rnep)l(_n:eHHoro orrepaTopoM 3JieKTpOHHoro .D:OKYMeHrno6oporn. 
2.5.9. CTopOHhl o6ecneqHBalOT xpaHeHHe ,n:oKyMeHTOB, no,n:nttcaHHhIX YK3II COBMeCTHO c 
IIpHMeHABIIHMC JUI ]OpMHpOBaHHA VKOII yKa3aHHLIX JIOKyMeHTOB cepTH]HKaTOM KnIOIa 
nposepKH II0.D:ITHCH B TeqeHHe cpoKa, ycrnHOBJieHHOro JUI XpaHeHH TaKHX JI0KyMeHTOB. 
2.5.10. CTOpOHhl caM0CTOHTeJihHO o6ecrreqHBalOT ycTaHOBKy, HacTpOiKy 3KcnrryarnuHIO 
cpe,n:CTB YK3II B C0OTBeTCTBHH C TPe6oBaHHHMH ,n:ewcrny10mero 3aK0H0.D:aTeJihCTBa H 
pernaMeHT0M CO0TBeTCTBYIOil(ero y,n:oCTOBep»IOmero ueHTpa H onepaTopa 3JieKTP0HH0ro 
,n:oKyMeHToo6oporn. 

2.5.11. CrnpOHhl rro,n:rnep)l(_n:aIOT, qTQ caM0CTOHTeJihHO BhI6HpaIOT ce6e orreparnpa 3JieKTPOHH0ro 
.D:OKyMeHT006oporn, H rrp0H3B0.D:HT II0.D:KJIIOqeHHe, ycrnH0BKy H o6ecrreqHBalOT 
pa60Tocnoco6HocTh cpe.n:crn H KaHarroB CBH3H, rrporpaMMHoro o6ecrreqeHHH, a TaKKe CpeIICTB 
KpIITOrpabecKOi 3a1TI HpopMa, HeOoXOJIMLIX JI II0JIKJIIOIeHM, CO6CTBeHHBIMI 
CHJiaMH H cpe,n:CTBaMH. 

2.5.12. Ka)l(_n:a» H3 CrnpoH caM0CTOHTeJihH0 nrraTHT 3a HCXO,n:Hll(He OT Hee JI0KyMeHTL. 

2.6. B TeueHe 30 pa604Mx JIHeii c ,n:aThl 3aBeprneHHH HCIT0Jih30BaHHH rrorryqeHHhIX yrraK0B0K Ilperraparn, 
A,n:pecaT IIpe,n:JIO)l(eHHH 06»1yeTCH rrpe,n:OCTaBHTh .n:)l(OHCOH & .n:)l(OHCOH oTqeT 06 HCIIOJih30BaHHH 
Ilperraparn, co,n:ep)l(amttw ocHOBHYIO HHcpopMaUHIO o IlorryqaTerre Ilperraparn, cepHH Ilperraparn, 
KOJIHqecrne rrepe,n:aHHhIX yrraK0B0K Ilperraparn, ,n:aTe rrorryqeHHH Ilpenaparn IIautteHTOM, BhmHcKe H3 
perneHHH A,n:pecarn Ilpe,n:JIO)l(eHHH, Ha OCH0BaHHH K0T0pOT0 Ha3HaIaeTC TepaII C IIpHMeHeHHeM 
Ilperraparn, no cpopMe, ycrnHosrreHHow B IlpttJio)l(eHHH N2 2 Hacrn»mero IIpe.n:rro)l(eHHH. 

2.7 B crryqae 0TCYTCTBHJI B 0HeTe 06 HCITOJih30BaHHH Ilpenaparn OCH0BHOH HHcpopMaUHH, YKa3aHHOH B 
nyHKTe 2.6 HaCTOHil(ero Ilpe,n:JIO)l(eHHJI, TaKOH QTqeT cqHTaeTCH Henpe,n:CTaBJieHHhIM, H K A,n:pecaTy 
Ilpe,n:JIO)l(eHHJI rrpHMeHHlOTCH ycrrOBHH II. 3.4. HaCTO»mero Ilpe.n:rro)l(eHHH. 

2.8. B crryqae Hettcrrorrh30BaHHH Ilperraparn B TeIeHe er0 cpoKa ro,n:H0CTH A,n:pecaT Ilpe,n:rro)l(eHHJI 
0613yeTC IIpOH3BeCT yHITOeHe Ipenapara He IO3Hee 0IIHOT0 TO/Ia II0CIIe CTeIeH CpOKa 

5 



BCEM rocy ,[(APCTBEHHbIM, MYHl11.U1T1AJihHblM Y1-:IPE)I{,[(EH1151.Ml1 3,[(PABOOXPAHEHI15l l1 
OPrAHAM l1CI10JIHl1TEJibHOH BJIACTI1 B C<!>EPE 3,[(PABOOXPAHEHI15l 

ro,nH0CTH IlpenapaTa B IIOp.ll,nKe, ycrnH0BJieHHhIM ,neii:crnyIOw,HM 3aK0H0JIaTeJILCTB0M. HHITOKeHe 
Ilpenaparn nIp0HCXOT 3a cueT AJpecaTa IIpe/1oKeH. 

2.9. B TeqeHrre 30 pa6oqrrx ,nHeii: I0CJIe yHMIT0KeH Ipenapara, Apecar IIpeJUoKeH 0693yeTC 
IIpeJ0CTaBMTL JKOHcOH & JKOHCOH 0TIeT 06 yHHIT0XeH IIpenapara, co/epKai ocHoBHy1o 
rrmpopMaurr10 o ceprrrr Ilpenaparn, H0Mep JaTy AKIenITa OpepTLI, IIpHIHHy HeHCI10JIB30BaHH 
IlpenapaTa B TeqeHrre cpoKa ro,nH0CTH, K0JIJ,IqecTBe YHHqT0)KeHHhIX ynaK0B0K Ilpenaparn, ,naTe ero 
yHHIT0KCHH C npe.nocrnsrreHrreM 3asepeHHOM A.ApecaTOM Ilpe,nrro)KeHH.ll rrrrrr IlorryqaTerreM Ilpenaparn 
K0IIH aKTa O6 yHYT0KeH Ipenapara. 

3. IIPOlfilE IIOJIO)KEHIDI 

3 .1. CTopOHhl II0HHM3IOT J,I B3aHMH0 IIpH3H3IOT, qTo .D:)KOHCOH & .D:)l(OHCOH He HeCeT 0TBeTCTBeHH0CTL 33 
,narrhHeiiwee o6ecneqeHrre IIaurreHTOB IlpenaparnM. CoorneTcrny10w,rre rapaHTHH B ccpepe oxpaHhI 
3,nop0Bh.ll, ycTaH0BJieHHhie 33K0H0,naTeJihCTB0M Poccrrii:CKOM <l>e,nepaurrrr, HeCYT opraHhl 
rocy,napcrneHHOM BJI3CTH H opraHhl MeCTH0ro caMoynpaBJieHH.ll, a T3K)Ke ,n0JI)KH0CTHhie rr11ua 
opraHl133U11M B npe,nerrax CB0l1X IIOJIHOMoq110:. 

3.2. JKOHcO & .D:)KOHCOH rr MpecaT Ilpe,nrro)KeH11.ll np113HaIOT rr corrrarnaIOTC.ll, qrn rr106oe 
B3311MO,neii:crnrre yKa3aHHhlX JIHU B paMKax HaCTO.l!W,ero Ilpe,nJIO)KeHl1.ll He o6.ll3hIBaeT A,npecarn 

Ilpe,nJIO)KeHH.ll Hl1 B KOeii: Mepe np1106peTaTh, 11CII0Jih30BaTh, peK0MeH,n0B3Th HJIH O6eCIeIBaTL 
B03M0)l(H0CTh 11CII0Jih30BaHl1.ll K3Kl1X-JI1160 npenapaT0B .D:)l(OHCOH & .D:)KOHCOH, He HanpaBJieHo Ha KaKoe­ 
rrrr6o orpaH11qeHrre K0HKypeHU1111 11)111 npe,n0CTaBJieH11e npe11Myw,ecTB B C00TBeTCTBl1H C ,neii:crnyww,rrM 
3aKOH0JIaTeJILCTBOM PD B IIpeJIenIaX K0MIIeTeHIIH yKa3aHHLIX JILL. 

3 .3. A,npecaT Ilpe,nJIO)l(eHl1.ll H3CT0.l!W,11M npe,n0CTaBJI.lleT .D:)l(OHCOH & .D:)KOHCOH 3aBepeH11e, HMeIOw,ee ,nJI.ll 
.D:)KOHCOH & .D:)l(OHCOH cyuecTBeHH0e 3HaueHe, 0 TOM, ITO Ipenapar 6y,neT 11CII0Jih30BaThC.ll CTP0ro II0 
H33HaqeHl1IO, YK333HH0MY B 11HCTPYKU1111 II0 Me.n11u11HCK0MY np11MeHeHl1IO Ilpenaparn, B C00TBeTCTBl1H C 
Tpe6oBaHl1.l!Ml1 ,neii:crny10w,ero 33K0H0,naTeJibCTBa Pocc11iicKOM <l>e,nepaurr11 (BKJIIOqa.ll IIpHMeHl1Mhie 
CTaH,napThl 11 II0p.ll,nKl1 0Ka3aHl1.ll Me,n11u11HCKOM IIOMOW,11). B crryqae ecrr11 B C00TBeTCTBl111 C l1HCTpyKu11eii: 
IO MeJUIHCK0My IIpHMeHeHO IIpenapara Ila1eHTy 6y/1eT BBeJeH0 IOIyYaTeJIeM MeHLIIIee 
K0JIHIeCTB0 II0JIyIeHH0r0 Ilpenaparn, TO A,npecaT Ilpe,nrro)l(eH11.ll rapaHTHpyeT, ITO 0CTaBIIIeC 
K0JI11qecTB0 IlpenapaTa 6y,neT 11CII0Jih30B3H0 CTporo II0 H33HaqeHHIO H TaKKe yKa3aH0 B 0TIeTe O6 
11cnorrh30BaH1111 Ilpenaparn no cpopMe Ilp11rro)KeH11.ll N2 2. 

3 .4. OTqeT 06 11CII0Jih30B3Hl111 Ilpenaparn, .l!BJI.lleTC.ll o6.ll33TeJihHhIM K npe,n0CTaBJieHl1IO A.Ape ca TOM 
Ilpe,nJIO)KeHl1.ll ,noKyMeHT0M, CB11,neTeJihCTBYIOW,l1M 0 uerreB0M 11CII0Jih30B3Hl111. B crryqae, ecrr11 0TqeT 06 
11cnorrh30BaH1111 Ilpenaparn He 6y,neT npe,nocrnsrreH A,npecarnM Ilpe,nrro)l(eH11.ll B TeIeHe 4 (qeThipex) 
MeC.l!UeB C ,naThl ,noCTaBKH Ilpenaparn, TO ,neii:crnrre H3CT0.l!W,ero Ilpe,nJIO)KeHl1.ll He 6y,neT 
pacnpocTpaHTLC Ha JI1OoLIe HLe n0CJIeyIOIe AKIeIITL ObepTL AIpecaTa Ipe/1oKeH9. 

3 .5 .D:)KOHCOH & JKOHCOH A.ApecaT Ilpe,nrro)l(eH11.ll o6.ll3YIOTC.ll B3aHMH0 co6rr10,naTh Tpe6osaHH.ll 
3aK0H0,naTeJihCTBa B ccpepe IIp0Tl1BO,neiicTBH.ll Koppynurr11 H rrpe,nyrrpe)l(_neHH.ll KOH!pJil1KTa 11HTepecoB 
crnpoH, 0 rrop.ll_nKe o6paw,eHH.ll co CBe,neHH.l!MH, C0CTaBJI.l!IOW,HMH K0MMepqecKyw, crry)Ke6HYIO, 
HaJI0T0ByHO, BpaIe6Hy1O Tai(Hy HHyIO KOHbMJIeHIMaJILHyHO HbOpMaMIO, B TOM ICJIe CO6JI1OJ1aTL 
3aK0H0,naTeJihCTB0 0 33W,11Te rrepcoHanhHhlX ,naHHhIX. MpecaT Ilpe,nno)KeHH.ll 3aBep.lleT H rapaHTttpyeT 
rrpaB0MepHyIO rrepe,naqy .D:)KOHCOH & .D:)KOHCOH rrepcoHanhHhIX ,naHHhIX Mpecarn Ilpe,nJIO)KeHH.ll B 

paMKaX 3aKJIHOIeHH J1aHHO ocpepThl B C00TBeTCTBHH C Tpe6osaHl1.l!MH rrp11MeHHM0ro 3aK0H0,naTeJihCTBa, 
a TaKKe HaJIeaIIIee yse,noMneH11e cy6beKTOB o rnKoii rrepe,naqe 11x rrepcoHaJihHhIX ,naHHhix, ecnrr Toro 
Tpe6yeT IIpHMeHHM0e 3aK0H0JIaTeJILCTB0, JI JI0CTKeHA IeJI: 3aKJIHOIeHIe, HCII0JIHeHHe I (HJI) 
IIpeKpaIeHe J0T0B0p0B M C0IJIaIIIeH Mey ApecaTOM Ipe/oKeHM JKOHCOH & JKOHCOH. 
A.ApecaT Ilpe,nJio)l(eHH.ll rr .D:)l(OHCOH & .D:)l(OHCOH 3asep.l!IOT rr rapaHTttpyIOT o6ecneqeHrre 
KOHcprr,neHurranhHOCTH J,I 6e30IT3CHOCTH rrepe,nasaeMhIX nepcoHaJihHhlX ,naHHhIX rrprr HX o6pa6oTKe B 
C00TBeTCTBJ,IJ,I C TPe6oBaHH.l!MH nprrMeHHM0ro 3aK0H0,naTenhCTBa. MpecaT Ilpe.nno)KeHH.ll J,I .D:)KOHCOH & 
.D:)KOHCOH o6.ll3YfOTC.ll rrpHHHM3Th Heo6xo,nHMhie npaB0Bhie, opraHH33UH0HHhie J,I TeXHrrqecKrre Mepbl HJI11 
o6ecneqrrsaIOT rrx IIpHHTHe J1JI 3a1IITLI rrepcoHanhHhIX ,naHHhIX rrprr rrx rrepe,naqe Me)l(_ny A.ApecaToM 
Ilpe,nno)KeHH.ll H .D:)l(OHCOH & .D:)KOHCOH rrocpe,nCTB0M 3JIeKTp0HHLIX KaHaJ10B CB3H, M3IlIHHHhlX H 
6yMa)KHhIX HOCl1Teneii: HH!pOpMau11rr HJil1 HHhlM crroco6oM. B crryqae HeC00TBeTCTBH.ll ,neMCTBHTeJihHOCTl1 
yKa3aHHBIX B HaCTOIIIeM IIyHKTe 3aepeH rapaHT J[KoHcOH & JKOHCOH HeMeJJIeHH0 0TKaeT 
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BCEM fOCY,ll,APCTBEHHbIM, MYHI1IJJ1ITAJibHblM Yl-lPE)K,ll,EHH.5!Ml13)].PABOOXPAHEHI151 l1 
OPfAHAM MCITOJIHMTEJibHOM BJIACTM B C<llEPE 3)].PABOOXPAHEHI151 

OT nOJI}"IeHIUI nepcoHaJibHhIX ,[(aHHhIX OT A.rlpecarn ITpe.[(JIO)Kemrn: I1 (HJIH) B pa3}'MHhIH cpoK npeKpaTHT 
o6pa60TKY paHee nOJI}"IeHHhIX OT A.rlpecarn ITpe.[(JIO)KeHJUI nepcoHaJibHhlX ,[(aHHhIX. ,ll;)KOHCOH & 
J[KOHcoH JUI BBIIIOJIHeHH BBIIICyKa3aHHO IeJI HMeeT IIpaBO IIpHBJIeKaTL TpeTBIX JIHI -nOCTaBIU11KOB 
HHbOpMaIOHHO-CIIpaBOIHLIX yCJIyT H (HJIH) YCJIYT npoBe.[(eHMJI ay.[(11TOB/nposepoK - K o6pa6oTKe 
IIepCOHaJILHBIX JaHHLIX, IIOJIyIeHHLX OT nepeaOIIei CTOpOHL. IpBJIeIeHHe yKa3aHHLIX TpeTBHX JIII 
K o6pa60TKe nepcoHaJibHhIX ,[(aHHhIX MO)KeT OCYilleCTBJIJiThCJi TOJihKO npH ycrrOBHH o6ecnetJeHHJi 11MH 
KOH!pH.[(eHU:HaJibHOCTH I1 6e3onaCHOCTH nepCOHa.JlhHhIX ,[(aHHhIX npH 11X o6pa60TKe. A.[(pecaT 
IIpe/1oKeH 3aBepeT rapaHTHpyeT IIOJIyIeHe cOrJac Cy61eKTOB JI HaJIH'IHe 11Hh!X npaBOBhlX 
OCHOBaHHH .[(JIJi ocymecrnrreHI1Ji BhIIlleOnHCaHHhIX .[(eHCTBHH co CTOpOHhl ,ll;)KOHCOH & ,ll;)KOHCOH 

3.6 CosepllleHHe AApecaTOM ITpe.[(JIO)KeHHJi .[(eHCTBHH, yKa3aHHhIX B n.2.2. HacTOJIIUero ITpe.[(JIO)KeH11JI, 
6yJ1eT CITaTLc aKIeIITOM HacTOIerO IpeoKeH. AKIeIIT HacToIIerO Ipe/1oKeHH BO3MOKeH 
Jil1Illh B nOJIHOM 061,eMe. TorrhKO B :HOM CJI}"Iae .[(OroBop O 6e3B03Me3.[(HOH nepe.[(atJe ITpenaparn .[(JIJi 
u:erreH onepaTl1BHOH HHHU:Hau:1111 cneu:11aJII13HpOBaHHOH Tepan11ei1: I1 paclll11peHI1Ji .[(OCTyna nau:HeHTOB K 
rretJeHHIO 11HHOBaU:HOHHhIMI1 rreKapCTBeHHhlMH nIpenapaTaMH 6yJIeT BJITLCA 3aKJIHOIeHHLIM MeXJIy 
,ll;)KOHCOH & ,[{)KOHCOH I1 A.rlpecaTOM ITpe.[(JIO)KeHI1Ji Ha ycrrOBHJiX ITpe.[(JIO)KeHHJi. 1-laCTH'IHhlH aKu:enT 
npe.[(JIO)KeHl1Ji ( ocpepThl), a TaK)Ke aKu:em ITpe.[(JIO)KeHHJi ( ocpepTbI) Ha HHhIX ycrrOBHJiX He .[(OnycKaIOTCJi. 
3aKJIHOIeHHe IOrOBopa Mey J[KOHCOH & JKOHCOH ApecaTOM IpeIoKeHM OCyIIIeCTBJIeTCA IIyTeM 
COBepIIIeH JeiiCTBi AJpecaTOM Ipe/1oKeHM B IIOpJIKe, IpeJyCMOTpeHHOM pa3J1e1OM 2 «O6re 
ycrroBHJI» HaCTOJiIUero I1pe.[(JIO)KeH11Ji ( ocpepTh1). CosoKynHOCTh ITpe.[(JIO)KeHHJi ( ocpepTh1) H AKu:ema 
ocpepTbl npe.[(CTaBJIJiIOT co6oi1: .[(Orosop, no IOpH.[(11'IeCKOH npHpO.[(e BJIBOIIIC IIOKepTBOBaHHeM, H K 
KOTOpoMy np11MeHJiIOTCJi HOpMbl CTaThH 582 rK P<I>. B u:errJIX 6yxrarrTepCKOro yqern A.[(pecarn 
ITpe.[(JIO)KeHHJi CTOl1MOCTh 0.[(HOH ynaKOBKH ITpenaparn npHHHMaeTCJi paBHOH crre.[(YfOJUHM u:eHaM 6e3 
H,ll;C: 

- An6pas11 (MHH cerreKcHnar) rn6rreTKl1, noKphIThie nrreHotJHOH o6orrotJKOH 800 MKr N2 60 - 181 
836,61 py6., 
- An6pas11 (MHH cerreKcHnar) rn6rreTKH, noKphIThie nrreHOtJHOH o6orrotJKOH 200 MKr N2 60 - 181 
836,61 py6., 
- An6paBH (MHH cerreKcHnar) rn6rreTKH, noKphIThie nrreHOtJHOH o6orrotJKOH 200 MKr N 140 - 424 
285,43 py6. 
3 .7. HacTOJIIUee ITpe.[(JIO)KeH11e ,[(eHCTBHTeJibHO .[(0 31 JeKa6p 2024 rona MOeT 6LIT OT03BaHO 
JKOHCOH & JKOHCOH B JI106oii MOMeHT. 

3 .8. JKOHCOH & ,[{)KOHCOH Bnpase OTKa3aTb B np11HJiTHH AKu:enrn ocpepTbl I1 OTKa3aTbCJi OT HCnOJIHeHl1Ji 
CBOHX ofol3aTeJibCTB no HaCTOJiIUeMy ITpe.[(JIO)KeHHIO, B CJI}"Iae ecrr11 no TeXHl1tJeCKl1M WHJIH 
JIOrHCTl1tJeCKHM npH'II1HaM ,[{)KOHCOH & ,[{)KOHCOH He MO)KeT ocymecTBHTh .[(OCTaBKY ITpenapaTa 
I[onyuaTen1o 

3.9. Hu o1Ha 113 crnpoH .[(orosopa He snpase ocymecTBrrliTh KaKI1e-rr1160 .[(eHCTBHJi, 3anpeIUeHHhie 
3aKOHOIIaTeJILCTBOM PoccicKoii De/epa I HLIM 3aKOHOJaTeJILCTBOM O IpOTBOJeiCTBM 
Koppynu:1111, KOTOpoe ,[(arree COBMeCTHO 11MeHyeTCJi «AHTHKOppynU:HOHHOe 3aKOHO.[(aTeJihCTBO» H MOKeT 
npHMeHJiThCJi K KaKOH-JII160 0.[(HOH HJI11 o6eHM CTOpOHaM. B .[(OnOJIHeHHe K BLIIIICH3JIOKCHHOMy HH 0.[(Ha 
3 CTOpOH He BIIpaBe OCyIIIeCTBJITL KaKHe-JIHOO IJIaTeH, IIpeJIJIaTaTL JI IepeJaBaTL KaKHe-JI6O 
I,eHHOCTH TOCyJIapCTBeHHOMy /JIH MyHHIIMIIaJILHOMy CJIyKaIICMy, pa6OTHIKy OpraHOB 
rocy.[(apCTBeHHOH BJiaCTl1, opraHOB MeCTHOro caMoynpasrreHl1Ji, rocy.[(apCTBeHHhIX 11/11rrH 
MYHHU:11naJibHhIX opraHH3au:1111, KaKOH-JIH6o nOJil1Tl1'IeCKOH napTHH HiHJil1 KaH.[(11.[(aTy Ha .[(QJI)KHOCTh B 
opraHax rocyJapcTBeHHoii BIIaCT JI MCTHOrO CaMOyIIpaBIeHHI, JIM6O IHOMy TpeTLeMy JIIy, 
CBJi3aHHOMY BO C.[(eJIKOH, eCJIH 3TO npHBe.[(eT K HapYilleHHIO AHTHKoppynU:HOHHOro 3aKOHO.[(aTeJibCTBa. 

3 .l O. CTopOHhl OCB060)K.[(aIOTCJi OT OTBeTCTBCHHOCT 3a IIOJIHOe HJil1 qacTl1'IHOe HeBb!IlOJIHeH11e 
o6JI3aTeJibCTB IIO HaCTOIIeMy JOrOBOpy, eCJIH 3TO HeBb!IlOJIHeHHe JiBHJIOCh CJie.[(CTBl1eM o6cTOJiTeJibCTB 
HenpeO.[(OJI11MOH Cl1Jlhl BKJIIO'IaJi HaBOJIHeHe, I1Oap, 3eMIIeTpCeHe H JIpyTe CTXIHLIe 6e.[(CTBI1Ji, 
BOHHY, BOeHHhie ,[(eHCTBHJi Bcex BH.[(0B, 3a6acTOBKY nepcoHarra, rpa)K,[(aHCKHX 6ecnopJI.[(KOB, asap1111 Ha 
TpaHcnopTe, 6rroKa.[(hl, 3nH.[(eMHl1 HJIH naH.[(eMl111, a paBHO BBe.[(eHHe ynorrHOMOtJeHHhIMH 
rocy.[(apCTBeHHhlMH OpraHaM peKHMa IIOBLIIIHHO roTOBHOCTl1 HJIH 11HOro aHarrOrl1tJHOro pe)Kl1Ma 
CBJi3aHHOro C p11cKaM11 HacTynrreHHJi o6CTOJiTeJibCTB HenpeO.[(OJIHMOH Cl1Jlhl, a TaKKe IIpHHTe 
rocy.[(apCTBeHHhIMl1 opraHaMH aKTOB, npenJiTCTBYIOIUHX Bh!IlOJIHeHHIO o6eHMl1 HJIH 0.[(HOH 3 CTOpOH 
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BCEM rocy ,n:APCTBEHHbIM, MYHHQHIIAJibHbIM yqpE:)I()J,EHI151MI1 3,z::i:p ABOOXP AHEHIDI I1 
OPfAHAM HCIIOJIHHTEJibHOH BJIACTH B C<l>EPE 3,n:PABOOXPAHEHIDI 

o6JI3aTeJibCTB IIO JaHHOMy JOTOBOpy, H JpyTX O6CTOTeJILCTB, KOTOpLIC M0ryT nOBJIH51Tb Ha BbIIlOJIHeHMe 

o6JI3aTeJibCTB no HaCTOfill.(eMy ,11;or0Bopy. CTopoHa, ,ll;JIJI KOTOpOH BbIIl0JIHeHMe o6JI3aTeJibCTB CTaJIO 

HeB03MO)KHbIM BCJie,ll;CTBMe HacTynJieHH51 o6cTOJITeJibCTB HenpeO,ll;OJIMMOH CMJibl, ,ll;0JI)KHa B TeIeHe 3 

(Tpex) pa6oIx JHei c MOMeHTa HaCTyIJICHH yKa3aHHLIX O6CTOTCJILCTB JI1O6LIM JIOCTyIIHLIM B JaHHBIX 

o6CT051TeJibCTBaX cnoco6oM yBe,D:OMMTb .n:pyryro CrnpoHy 0 HaqaJie, O)KM,D:aeM0M cpoKe ,11;eHCTBMJI M 

npeKpam,eHMM YKa3aHHblX o6CTOJITeJibCTB. EcJIM HeB03M0)KH0CTb nOJIH0ro HJIH IaCTHIH0T0 BLIIIOJIHCHH 

0693aTeJILCTB JUI OJIHO 3 CTOpOH JITc 6on1ee I (0/1HOrO) MecIa, JpyTa CTOpOHa MeeT I1paB0 

IIOJIHOCTLIO HJI IaCTIHO OTKa3aTLC OT JOTOB0pa, IIHCLMCHHO H3BCCTB 06 3TOM JpyryIO CTopoHy. Ip 
'.:lTOM CTopOHbl ,D:OJI)KHbl npoBeCTM neperOBOpbl C QeJibIO 0QeHKM CMTyaQMM M Bbipa60TKM 

B3aMMOIIpHeMJICMHIX peIIeHMi. B cnyIae CCII ,n:ettCTBMe o6CT051TeJibCTB Henpeo,n:OJIMMOH CMJibl .D:JIMTCJI 

MeHee I ( O/IHOTO) MeCIa, CpOKM CII0JIHCHHA 0693aTeJILCTB CTOpOH IIp0JJI€Ba1OTC Ha nepM0.D: MX 
,11;ettCTBMJI. 

3 .11. Bee cnopbl MJIM pa3HOrJiaCM51, B03HMKaIOm,Me no HaCTOJIIIJ,eMy ,n:oroBopy MJIM B CB513M C HMM, 

pa3pea1oTc yTeM IeperOBOp0B. J[o Iepen1aI cIopa Ha pa3peIIIeHMe cy,n:a CT0pOHBI IIpHMyT MepLI K 

ero yperyJIMp0BaHMIO B npeTeH3MOHH0M nop51,11;Ke. Ilo noJiyqeHHOH npeTeH3MM CTOpoHa ,D:OJI)KHa ,n:aTb 

IIHCLMCHHLI 0TBeT no cyI.Qecrny B cpoK He no3,n:Hee 10 (,n:eCJITM) KaJieH,n:apHbIX ,D:Hett C ,n:aTbl ee I0JIyIeHH. 

B cnyuae HeBO3M0KH0CTH pa3peIICHH CI10p0B JI pa3HorJIaCH IITCM IIeper0BOpOB, OH IIOJICKaT 

pa3peIIIeHHIO Ap6MTpa)KHbIM cy,n:oM ropo,n:a MoCKBbl B nopJI,n:Ke, ycTaHOBJieHH0M 3aK0H0,D:aTeJibCTB0M 

PoccMttcKott <l>e,n:epaQMM. 
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[HA EflAHKE Yl.JPE)K,[{EHIDI] 

l1cx.N~------- Ky11a: 121614, r. MocKsa, yn. KpnarcKa, 17, Kopn. 2 
Ten.: (495) 580-77-77, <l>aKc: (495) 580-78-78 

(( » 20 r. 
Ko~ry: 000 «,ll)KOHCOH & ,l].lKOHCOH» 

AKIenr obepr 

HacT0Hm11M_o-,-----------------------,-------------c,-------,----------- 
)xaa Haen0ale to y,1ape Tenoro .I ya1or o ypk.1eH 3,1pa0oxpaHes a6o cno.re.uoro opr ana tocy,aper eoii acm cbepe 31pa0ox panes 

Ha).lnelKam11M o6pa30M C03).laHH0e 1111ei:\crny10mee B C00TBeTCTBl111 C 3aK0H0).laTeJJbCTB0M PoCCl1HCKOH <l>e11epa111111, 

orPH: --------------- l1HH: --------------- C MeCT0M 
HaX0lK).leH11ll no a11pecy: _ 

B n1111e ---------------------------------------------- 

JeiCTByIOIIHH Ha 0CH0BaHHH 
(11anee - A11pecaT Ilpe11J1oiKemrn\A1n1enTaHT) noJ1HOCTh10 np11m1MaeT ycJ10B11H pa:iMemeHHoro O6mecrnoM c 
orpaHl1'-IeHHOH 0TBeTCTBeHH0CTblO «,l].lKOHCOH & ,l].lKOHCOH», !Op11).111'-!eCK0e 11111{0, Ha).lnelKam11M o6pa30M C03).laHH0e 
JeiCTByHOIIee B coorneTcrn1111 c JaK0Ho11aTenbcTBoM Poce1111cK011 <l>e11epa111111, or PH: 1027725022940, l1HH: 

7725216105, c MeCTOM HaX0)K).leHl1ll no a/pecy: 121614, r. MocKBa, yn. KpblJlaTCKall, ).I. 17, Kopn. 2, B JIHIIe 
feHepanbHoro peKT0pa Ky3He1oBa MaxcMa EBrenteBusa, eiicrByHoerO Ha ocHosaH1111 Ycrnsa (11anee - 
«/Kocon & ,/J,)IWIICOH») Ilpe).IJIOiKeHIIH (o<l>epThl) c IICX. HoMepo~, 1909-3/24 OT 2 ceHTHOpH 2024 ro11a o 
6e3B03Me3).IHOM npe11ocrnsneH1111 neKapCTBeHH0ro npenaparn ).IJJll Me11111111HCKoro np11MeHeH11l! c MHH ceneKc11nar 
B 11enllx onepaT11BHOH 11H111111a111111 cne1111an11311poBaHHOH Tepan11e11 11 pac11111peH11ll ).IOCTyna na1111eHT0B K 
COBpeMeHHOH 11HH0Bal{l10HHOH Tepan1111 C 11CIT0Jlb30BaH11eM neKapcTBeHH0ro npenaparn ).IJlll Me).111l{HHCK0ro 
npm.,IeHeH11ll c MHH ceneKc11nar, ToproBbIM Ha11MeH0BaH11eM An6pas11 (11anee - 11penapaT), H IIpeJI0TaBJIeT 
CJIIIyIOIIIHe CBCJICHH, HeOSXOJIHMLe JI aKenTa TaKOH ObepTI: 

HmJ>opMallHH 06 opramna111m - IloJ1y-<1aTeJ1e IIpenapaTa 

HaMeHoBaHe opraH3a. 
(yKa3aTL H3HMeHOB3HHe I1OJIy IaTeJI, ynonHOM04eHHoro 
npHHIIM3Tb H llCTTOJ1b3083Tb JJeKapcrneHHble cpe,LlCTBa .[lJUI OK333HIUI 
MeJ:llll\llHCKOH noMOll(II) 

A11pec 11ocrnsK11 11penaparn, BHeceHHbIH B l1C 
M,l].J111 
l1HH/KI111: 
Konw1ecrno l1a1111eHTOB, C00TBeTCTBY10m11x 
ycn0B11llM I1pe11nolKeHl1ll 11 0TpalKeHH0e Ha CTp.2 Bcero I1a1111eHTOB 
AK11enrn ocbepTb1: 
Kon11qecrno K0MnneKT0B ).IJlll Tl1TP0BaHl1ll ).103bl (1n 
pac4era I KOMnneKT no ITpeL1J1olKeH1110 Ha KalKJ:IOro ITaw1eHrn, 
IIMeIOll(ero rp8lKJ:18HCTBO P<ll, KOTOpOMY peweHl!eM apa4e6HOH Bcero KoMnneKTOB KOM11cc1m, KOHCHJJHyMa epa4efi mm nelfaw,ero epa4a enepeb1e 
Ha3Ha4eHa Tepang c npMeHeneM Ipenapara c MHH 
cenKcnar, oTpakeHHOe Ha cTp.2 acrouerO AKenTa opepT) 

KoHTaKTHhle ).laHHhle co CTOpOHhl opramna111111 - IlOJly-'IaTeJIH 

TenecboH: I 



[HA EJIAHKE YIIPE}K,[{EHIDI] 

HacTOllll\HM AnpecaT IIpe/1oKeH/AKIeIITaHT IIpeJ0CTaBIeT HKeCJICJIyHOIIIee 3aBepeHe 06 

o6CTOl!TeJJbCTBaX, HMCHOIIIHX 3HaIeHHe J1JI 3aKJJIO'!eHHll ,[\0fOB0pa, H TeM CaMbIM npHHHMaeT Ha ce6l! 

0TBeTCTBeHH0CTb 3a C0OTBeTCTBHe 3aBepeHHll .[leikTBHTeJJbHOCTH B CHJJY nyHKm I cmTbH 431.2 rK P<t>: 

PeweHHeM (Bpaqe6HOH KOMHCCHHI K0HCHJJHyMa Bpaqej;j/ ne•rnIIIero 

spaqa) (KOJJH'!ecrno '!HcnoM H nponttcb10) rpaJK.[laHHHy(-aM) P<t> BITEPBbIE Ha3Ha'!eHa Tepanttll c 

npm,1eHeHHeM neKapCTBeHHoro IlpenapaTa c MHH ceneKcttnar c .I1HarH03oM nero'!Hal! apTepttanbHall rnnepTeH3Hll 
(Janee «HaueHr»). 

B C00TBeTCTBHH C rpe6oBaHHllMH npHMeHHM0ro 3aK0H0,[laTeJJbCTBa peweHHe ocpopMneHO B BH,[le: 

• np0T0K0JJa N2 OT « 

CBCJIeHH: 
» 20_ r., K0TOpb!H, cpe.[IH npoqero, C0.[lepJKHT CJJe.[lyIOIIIHe 

I . .[lam npoBe,[\eHHl! 3aCe,[laHHll Bpaqe6HOH K0MHCCHH HJJH KOHCHJJHyMa Bpaqej;j HJJH peweHHll ne'!aIIIero spaqa: 
« » 20_r.; 

2. peweHHe Bpaqe6HOH K0MHCCHH HJJH K0HCHJJHyMa Bpaqej;j HJJH ne'!aIIIero Bpaqa 

BKJJIO'!al! yKa3aHHe He06XO,[IHMOro K0JJH'!ecrna ynaK0B0K IlpenapaTa Ha 
H ero o60CHOBaHHe, 

KaJK,[\0f0 Tial.\HeHTa 

CBe/IeHH 0 peIICH Bpare6HO K0MHCCHH HJJH K0HCHJJHyMa Bpaqej;j HJJH ne'!aIIIero Bpaqa 0TpaJKeHbl B 

C0OTBeTCTBYIOIIIeH Me,[\Hl.\HHCKOH ,[\0KyMeHml.\HH Ilal.\HeHm(-os). 

J,IJIJ,I 

• 3anHCH B MJIHIHHCKOi JI0KyMeHTaIH naeHTa, B KOTOpOH, pe/ npoIero, co/epKaTc Ce/yHoe CBeJeH: 

I. ,[lam BbIHeCeHHll peweHHll 0 Ha3Ha'leHHH Ilpenapam: « __ » 20 r.; 

2. o6ocHOBaHHe peweHHll o Ha3HaIeH IpenapaTa, BKJIHOIa yKa3aHHe HeO6XOJIHMOTO IaIHHTy 

K0JJH'!ecrna ynaK0B0K Ilpenapam 

IlpHJJOJKeHHll. 

IlpHnaraIOTCll CJJe.[lylOIIIHe ,[\0KyMeHTbl, 3aBepeHHble TI0,[ITIHCblO ynoJJH0M0'!eHH0ro JJHl.\a H ne'!aTblO A.IlpecaTa 

IIpe/1oKeH\AKIenTaHTa: 

l. KaprouKa opecKoro na ApecaTa IpeJUoKeHg\AKenITaHTa IonyuaTen9. 

2. KonHll ,[I0BepeHH0CTH Ha n0JIyIeHe Ipenapara c yKa3aHHeM yII0JIH0M0YeHH0r0 JI1a / BblTIHCKa H3 

npHKa3a 0 Ha3Ha'!eHHH ynoJJH0M0'!eHH0ro JJHl.\a Ha C00TBeTCTBYIOIIIYIO ,[\0JJJKH0CTb. 

)].OJJJKHOCTb 

H HaHMCH0BaHHe 

opraHH3al.\HH A.Ilpecam Ilpe.[IJJOJKeHHlll AKl.\enmttm 

---------'/ <t>l1O 

M.TI. 



[HA EJIAHKE YlJ.PE)K,[(EHIDI] 

IpnoxeHe Nel x aKenry opepr Hcx. No OT «_» 2024 r. 

Mn/n HauMeHOBGHUe 3GnOfl1IR.eM020 nOJIR. CeeoeHUR. 06 op2GHU3GlfUU Ipuweuanue 

1 IT01rnoe HaHMeHOBaHHe 

opraHH3aQHH 

2 KpaTKOe HaHMeHOBaHHe 

opraHH3aQHH 

3 AJpec HOpIecK 

4 A[pee IOIToBLi 

5 HHH 

6 KITIT 

7 Ha11MeHOBaH11e 6attKa, B T_q_ MeeTO 

(ropoJJ.) Haxo)K)].ettmr 

8 PaeqeTHbIM eqeT 

9 KoppeenOHJJ.eHTeKHH eqeT 

10 EHK 

JoKHocT 
H HaHMCHOBaHHe 
opraH3a AnpecaTa IIpe/0Kea/AKenraHra 

______ / <Dl10 

M.n. 



[HA EJ1AHKE yqp£)K.D:EHID:1] 
(wa6noH orsera AJJR K0MnJJeKTau,111 c An6pasu (MHH ceneKcunar) ra6nerK11, n0Kpsns1e nneHOsHoii o6onosKoii 200 MKr Ne 140] 

I1cx.N2 _ Kya: 121614, r. MocKBa, yrr. KphrnaTcKa.ll, 17, Koprr. 2 
Terr.: (495) 580-77-77, <DaKc: (495) 580-78-78 

« » 202 r. ----- 

B COOTBeTCTBI111 C 

KoMy: 000 «.D:)l{OHCOH & .D:)l{OHCOH» 

0T'ICT 
06 ucn0JihJ0Bauuu JieKapcTseuuoro npenapaTa 

,[(JIH Me,[(uuuucKoro npmueueunH c MHH ceJieKcunar 

.D:)l{OHCOH» 11 

(Janee 
Anpecar IIpeJIoKeHq\ AKIeIITaHT), 3aKJIIOIeHHLIM IIOCpeJITBOM aKIeIITa IIpeJJIOKeHM 

000 «.D:)l{OHCOH & .D:)l{OHCOH» 0 rrpe,[(OCTaBJieHim yrraKOBOK rreKapcTBeHHOro rrperraparn ,[(JI.li Me,[(111..\HHCKOro 

rrp11MeHeH11.ll c MHH cerreKc11rrar B CJIeJIyIOIIIeM KOJIIeCTBe: L_J yrraKOBOK Arr6pas11 (MHH cerreKc11rrar) 

rn6rreTKH, IIOKpLTLe IJeHOIHOi 060/104K0ii 800 MKr ) 60, L_J yrraKoBoK Arr6pas11 (MHH cerreKc11rrar) rn6rreTKI1, 

IOKpLITLe IJIeHOIHOi 060/101K0ii 200 MKr Ne 60, L_J yrraKoBoK Arr6pas11 (MHH cerreKrnrrar) rn6rreTKI1, rroKphIThie 

IJIeHOIHOi 060J109K0ii 200 MKr N 140 (q1an1ee- «IIperrapaT») B OTHOilleHJ111 - L_J rraL1I1eHTa( OB) B COOTBeTCTBI111 

C ITHChMOM (AKI..\eITTOM ocpepTbI) AL(pecarn IIpe,[(JIO)l{eH11.ll\AKL1eITTaHTa O 6e3B03Me3,[(HOM rrpe,[(OCTaBJieHHJ,! 

IIperraparn 11cx. N2 OT , HarrpasrrHeM BaM crre,[(yIOII..\YIO 11HcpopMaL111IO 

,[(orosopoM 006 «.D:)l{OHCOH & 

06 11CITOJih3OBaHl111 IIperraparn: 

nbopMa o6 opran3au - noyarene IIpenapara 
Ha11MeHOBaH11e opraHH3al.\1111: 

A[Dec: 

TerredJOH: 

IImJ1opMaUHH 06 HCU0Jih3083HHH IlpenapaTa 
Ne JaHHe o IaIeHre Kon1IeCTBO .D:arn \,z::i:aThI Kon9ecTBO 

(HOMep II AUTa np0TOK0JJa 11CITOJih3OBaHHhIX yrraKOBOK IIepe/1aI Hel1CITOJih3OBaHHhIX 
pewemrn epa4e6Hoii K0M11ccm1, 

IaIeHTy yrraKOBOK** KOHCIIJlllyMa epattefi 11nu 

nesawero spasa) * 
1. _L_J yrraKOBOK Arr6pas11 

(MHH cerreKc11rrar) 
Ta6rreTKI1, ITOKpb!Thie 
IJIeHOIHO 060/109K0ii 800 
MKr N 60, cepm1 ___ 
L_J yrraKOBOK Arr6pas11 
(MHH cerreKc11rrar) 
Ta6rreTKI1, ITOKpb!Tble 
IJIeHOIHO 0607101K0ii 200 
MKr N2 60, cep11H ___ 
L_J yrraKOBOK Arr6pas11 
(MHH cerreKc11rrar) 
rn6rreTKI1, rroKphIThie 
IJIeHOIHO 060/109K0ii 200 
MKr N2 140, cep11H ___ 



[HA EJIAHKE Y1IPE)l(,[(EHIDI] 
[wa6noH onera 11n• K0MnneKra111111 c An6pas11 (MHH ceneKc1mar) ra6neTK11, n0Kpb1Tb1e nneH04HOii 06ono•1Koii 200 MKr Ne 140] 

2. 

yKa3aTL HOMep IIpOTOKOJIa JaTy peIIIeHH Bpae6HOR KOMICCHH, KOHCIyMa BpaYei, JI JIeaIIerO Bpa1a, B 
COOTBeTCTBHH C KOTOpbIM rral.(HeHTy 6hm Ha3HaqeH TiperrapaT 

**Ecn11 rrperrapaT He 6bIJI IIOJIHOCThfO 11CIIOJih30BaH, Heo6xo,n;11MO yKa3aTb rrp11q11tty: 

[LlOJI)l(HOCTh] 
[ tta11Mettosatt11e oprattl13al.(1111 - A.[{pecarn 
Ipe/1oKeH\AKI,eIITaHTa] 

l<l>MO/ 

M.II. 


