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IlpeJJ.JIOJKett11e o JaKmo11emm JJ.0rosopa 

B 0TH0WeHIIII 6e3B03Me3JJ.HOII nepeJJ.a'III JieKapCTBeHHOro npenapaTa U0JJ. MHH ceJieKCHnar 

B Qem1x onepanmuoii HHHL1HaQ1111 cneQ11am1311posauuoii Tepam1eii II pacw11pemrn JJ.OCTyna naL111euT0B, 
CTpaJJ.aIOILIIIX Jiero11uoii apTep11aJibHOII nmepTeHJHeii, K cospeMeHHOII IIHHOBaQIIOHHOII Tepamm C 

11cnOJibJosa1meM JieKapCTseuuoro npenapaTa JJ.JIH MeJJ.HLIIIHCKoro np11Meuemrn c MHH ceJieKc1mar 

Hex. HOMep N2 1909-3/24 

r.MoeKBa «2» eeHrn6p.ir 2024ro.a:a 

O6111eCTBO C OrpaHIeHHOi OTBeTCTBeHHOCTIO «/[KOHCOH & JKOHCOH», BOpHJIHIeCKOe JIMIO, 
HaJJIeKaIIMM 06pa3OM CO3/aHHOe JeiCTByIOIIIee B COOTBeTCTBHH C 3aKOHOJaTeJILCTBOM PoccicKoii 
<l>e,a:epa1..1HH, OfPH: 1027725022940, IIHH: 7725216105, e MeCTOM HaXOKJCHH IIO a,a:peey: 121614, r. 
MocKBa, ynI. KpJaTCKa, JI. I7, KopII. 2, B Ie FeHepanHoro peKT0pa Ky3He1oa MaKc1Ma 
EBreHhCBH'la, .a:eiieTByIOI.IJ,ero Ha oeHOBaHHH y emBa (.a:arree - <<,[(lKOHCOH & ,[{JKOHCOH» ), 

IIPMHHMASI BO BHIMAHE, ITO 

(A) Jlero11Ha.H apTepHarrhHa.ir rnITepTeH3mr (JlAf), KO.D: MK.E-10 127.0, 127.2. JlAf - :no op¢aHHoe, 
)KH3Heyrpo)KaIOI.IJ,ee, 6hleTpo ITporpeeeHpy101.IJ,ee 1a6orreBaHHe.1 JlAf HMeeT HeeKOJihKO ¢opM, HaH6orree 
paeITpoCTpaHCHhI - JOIaTeCKa JIAT (HJlAf) H aeco1..1HHpOBaHHaH JlAf (aJlAf), KOTOphre 
eoemBJI.HlOT 41,5% H 55,5% B 061.IJ,ett eTpyKType ITal..lHCHTOB e JlAr eooTBeTeTBeHH0.2 

PaeITpoCTpaHeHHOeTh JlAf ITO ,a:aHHhIM eBpOITetteKHX percTp0B, BapLHpy1OTC OT 6,6 .a:o 26 erryqaeB Ha 
MHJIJIHOH 'ICJIOBeK.3 rro ,a:aHHhIM E)Kero,a:Horo 610rrrreTCHlI 3KeITepTHOro eoBem ITO pe,a:KHM 1a6orreBaHHHM 
KOMHTem rocy,a:apeTBeHHOH ,[{yMhI ITO oxpaHe 3.D:OpOBh.H Ha 2020 B PocCHHCKOH <l>e,a:epa1..1HH 
HaC'IHThIBaeTelI 1025 ITal..lHCHTOB C HJlAf, 835 H3 HHX B3pOCJihie, a 190 ,a:ern.4 84% OT 061.IJ,ett ITOITYJilII..IHH 
ITal..lHCHTOB C JlAf B P<l> - 3TO )KCHI.IJ,HHhl. Cpe,a:HHH B03paCT cocmBJilICT 42,7 rreT.2 

(E) B OTCYTCTBHH TepaITHH H peryrr.irpHoro Ha6JIIO.D:CHHlI, JlAf HBJilICTCH BhICOKO HHBaJIH.D:H3HpYJOI..U,HM 
1a6orreBaHHCM. 77,5% ITal..lHCHTOB C JlAf o6rra,a:aIOT HHBaJIH.D:HOCThlO. TeMIThI poem ITal..lHCHTOB C HJlAf, 
HMCIOILIHX HHBaJIH.D:HOCTh, C 2018 ITO 2020 eocmBHJIH 45,5% .ll:Jlll B3pOCJihIX H 41,8% .D:JIH ,a:eTett.4 

Ha MOMeHT IIOCTaHOBKH JIaTHO3a 60JIB1Ia IaCTL IIaIHeHTOB y2Ke HaXOJITC B TIDKCJIOM eOCTOHHHH B 
30He BhieOKOro pHCKa eMepTH, y 65% JlAf .D:HarHOCTHPYIOT y)Ke ITPH 3-4 qJYHKI..IHOHaJihHOM KJiacce.2 

(B) IaIueHTaM c JIAI Kpa(He BaKHO IOJIyYaTL TepaII1o JIAF-cneupHIecKMM npeIapaTaMH. 
PacueTHa MeJIHaHa BLIKHBaeMOCT IIpH OTCyTCTBHH JIeIeHH IIaIHeHTOB e JlAr 2,8 ro,a:a7. JlemJihHOeTh 
np JIAT 6JIH3Ka K OHKOJIOTHIeCKOij. S, 6 fIHTHJICTHHH Bhl)KHBaeMOeTh ITal..lHCHTOB C JlAr IV <l>K 6e3 
TepaITHH eocmBJilleT JIHIIIh 34%. 5 ITo ,a:aHHhIM pernoHaJihHh!X cerMeHTOB <l>e,a:eparrhHOro perncTpa 
60JihHh!X pe,a:KHMH 1a6orreBaHHlIMH TeMIThl poem CMepTHOCTH OT HJlAf cocmBHJIH 3,8% c 2019 ITO 2020 
r.' 

(T) COBpeMeHHLIM CTaHJapTOM JIeIeHH IaIeHTOB C JAF 9BIIeTC MeJHKaMeHTO3Ha TepaII9 C 
IIpHMeHeHHeM KaK IIOJUIpKHBaIOIIHX, TaK JlAf-CITCI..IHqJH'ICCKHX ITpeITapaTOB.8• 9 fipH BhI6ope JlAf 
cebIeCKOk TepaI BaKHO BO3JeCTBOBaTL Ha H3BeCTHLIe IIyT I1aTOreHe3a 3a60J1eBaHM: 
9HJIOTeJIHHOBL, IIyTL OKCHJ a30Ta H ITpOCTal..lHKJIHHOBbIH. IO 

(,[{) ilHHOBal..lHOHHOH rpyrrITOH JlAr-cITeL1HqJH'ICCKOH TepaITHH HBJIHIOTCH cerreKTHBHhie aroHHeThl 
ITpocml..lHKJIHHOBblX (IP) pe1..1eITTOpOB, e,a:HHCTBeHHbIM ITpe.a:cmBHTeJieM KOTopott lIBJilleTCH 
rreKapCTBCHHbIH ITpeITapaT .D:JIH MC.D:HI..IHHCKOro ITpHMeHeHHH AIT6paBH (MHH cerreKCHITar) (.a:arree - 
«ITpeITapaT» ), 1apernCYpHpOBaHHb!H B PocCHH 07.06.2019. IIpenapaT 10Ka3aH JUI JJIHTILHOTO JIeIeHH 

JIerO9Hoii apTepanHo TIepTeH3M y B3pOCJILIX IaIeHTOB (JIAT, rpynna I no KnacCMdMKaIH BO3) 
II-IV <l>K. 3¢¢eKTHBHOCTh IIpenapaTa J0Ka3aHa B OTHOIIICHHM JOI1aTYeCKOi H Hacrre,a:cTBeHHOH JlAf, 
JlAf, acCOI..IHHpOBaHHOH e 1a6orreBaHHHMH coe,a:HHHTeJibHOH TKaHH, JlAf, aCCOI..IHHpOBaHHOH C 
KOMITeHeHpOBaHHblM ITpOCTbIM BpO)K.ll:eHHbIM ITOpOKOM cep.a:1..1a.11 

1 



BCEM fOCY,l].APCTBEHHbIM, MYHl1~HIIAJ1bHbIM Y1-IPE)K,l].EHIDIMl13,l].PABOOXPAHEHIDI 11 
OPfAHAM 11CITOJ1HHTEJ1bHOM BJ1ACTl1 B C<t>EPE 3,l].PABOOXPAHEHl151 

IIpenapaT .n:oKa3arr 3Ha'-!11Terr&Hoe yrryqIIIeH11e oT.n:arreHHoro rrporH03a JIAf rrp11 M0H0Teparr1111 11 rrp11 
.n:o6aBrremm ero BTop&IM 11rr11 TpeT&l1M rrperrapaTOM K CyIIeCTByHOIe CXeMe Teparr1111 B CaM0M 
MaCIIITa6HoM 11ccrre.n:0BaH1111 (PKH) B o6rracrn JIAf - GRIPHON. IIperrapaT CTaTl1CTl1'-!eCKH 3Ha'-!11M0 
CHKaeT pHCK rrporpecrnpoBaHl1H 11 CMepT11 OT JIAf Ha 40% .12 MaKCl1MaJihHOe CHl1)KeH11e (Ha 55%) p11CKa 
rrporpecc11poBaHHHlcMepT11 Ha6rr10.n:aeTCH rrp11 paHHeM .n:06aBrreH1111 (B rrepB&Ie 6 MeCIeB) Iperapara", a 
nIpH Ha3HaIeHHM IaeHTaM c DK II CHKeHe pHCKa IIpOIpCCHpOBaHM/CMepT C0CTaBJ1eT 64%2.5- 
Tl1JieTHHH BLIKHBaeM0CTB IIaIHeHT0B Ha Teparrm-1 IlperrapaTOM C0CTaBJIHeT 75% 14, 7-Ml1JieTHAA - 63%15• 

IIperrapaT CHH)KaeT p11CK CMepT11 BCJie.[lCTBl1e JIAf 11Jll1 rocrr11Tan113au1111 ITO II0B0.D:Y YXY.D:IIIeHHH JIAf 
BIIJI0Th .[(0 0K0H'-!aHHH TeparrHH Ha 30%.12 

(E) IlperrapaT BXO.[(HT B JeiCTByIOIIHe KJIHHHIeCKe peK0MeHJaIIH IIO JIerOIHOi apTepHanLHO 
r11rrepTeH3HH, o.n:o6peHH&Ie HayqHo-rrpaKTH'-!eCKHM CoBeTOM MHH3.D:paBa P<D 11 pa3MemeHH&Ie Ha 
py6p11Karnpe KJIHHH'-!ecKHx peK0MeH.n:au1111 MHH3.D:paBa P<D 17 .11.2020.1 IlperrapaT TaK)Ke o.n:o6peH 
EBporrei1cKHM coo6mecrnoM Kap.n:11orroroB.14 PacrropH)KeHHeM IIpaBHTerr&crna P<D OT 23 HOH6pH 2020 
ro.n:a N2 3073-p cerreKc11rrar c O 1.01.2021 BKJIIO'-!eH B rrepe'-leH& )KHBJIII. 16 

()I{) J KaKJ0r0 aIeHTa, K0TOp0My Ha3HaYeHa TepaII IIperrapaTOM C II0M0JUblO THTp0BaHHH .[(03bl 
.[(0Jl)KHa 6hITh rro.n:o6paHa HH.[lHBl1.D:yarr&HaH M3KCHM3JlhH3H rrepeH0CHMaH .[(033, B Jana30He OT 200 MKr 
.[(Ba pa3a B .n:eHb .no 1600 MKr 1Ba pa3a B JeHL. PeKOMeHJIyeMa8 Ha1aJ11Ha JO3a - 200 MKr JBa pa3a B .n:eHb. 
,[(03y yBeJIH'-IHBalOT C IIIaroM 200 MKr, 06&!'-IHO C rrepH0.[lH'-IH0CThlO 1 pa3 B He,[leJIIO. 11 

PYK0B0.[lCTBYHCh II. 1 CT. 432, II. 2, 3 CT. 434, II. 1 CT. 435, II. 2 CT. 437, II. 3 CT. 438 fpa)K.[(3HCKOro K0.[leKca 
PoccicKoii beepaI, 

HACTOHI.I.J:MM IIPE,ll)IAr AET 

Jil06hIM rocy.n:apcTBeHHhIM, MYHHUHII3JlhHhIM yqpe)K,[leHHHM 3.[lpaBooxpaHeHHH 11 opraHaM 
11CIIOJIHl1TeJibHOH BJiaCTH B ccpepe 3.[lpaBooxpaHeHHH (.n:arree - «A.n:pecaT Ilpe.n:rro)KeHHH») 33KJll0'-111Th 
.n:oroBop B 0TH0IIIeHHH 6e3B03Me3.[(HOH rrepe.[la'-!H Ilperraparn B uerrHX orrepaTHBHOH 11HHU113U1111 
CIeIIMaJIH3HpOBaHHO TepaIIH H paCIIpeH J0TyIa IaeHT0B-rpaJaH PD, cTpaJaHOIX JerOuHOi 
apTepHaJILHO rIIepTeH3Mei, K JICIeHHIO HHH0BaIH0HHLIMH rreKapCTBeHHhIMl1 rrperrapaTaMH Ha ycrr0BHHX 
nacTOer0 IpeJoKeH (ObepTL) (aanee «IIpe/oKeHe»): 

1. IIPE,r:t;MET ,n:oroBOPA 

B TeeHe 30 1Heii c JaTB I0JIyIeH OT AJpecaTa IpeJ1oKeHM «AKIeIITa ObepTLD» (C yKa3aHHeM 
K0JIHIeCTBa yI1aK0B0K IOyaTeJI) no popMe, ycTaH0BJIeHHOi IIpJ1oKeHeM Ne I K HaCTOIeMy 
Ilpe.n:rro)KeHHlO, ocpopMrreHHOro Ha O(pHUH3JlhHOM 6rraHKe H 3aBepeHH0ro II0.[(IIl1Chl0 
yI0JIH0M0IeHH0r0 JI1a neIaTLrO AJpecaTa IIpen1oen, JKOHcOH & JKOHCOH 0693yeTc9 
rrepe.n:aT& AnpecaTy IIpe/1oeH JI HH0My yKa3aHH0My HM n0JIyaTenI1O KaK 9TO orrpe.n:erreHo B 
CT.2 Ilpe.n:rro)KeHHH, 6e3 B3HMaHHH orrrraTbl IlperrapaT B crre.n:y10meM K0JIH'-leCTBe (BapHaHT 1 
K0MrrrreKrn .n:rrH T11TpoBaHHH .D:03&1): o.n:Hy yrraK0BKY Arr6paB11 (MHH cerreKc11rrar) rn6rreTKH, 
rroKphIT&Ie rrrreHO'-IHOH o6orro'-!KOH 800 MKr N2 60, o.n:Hy yrraK0BKY Arr6paBH (MHH cerreKc11rrar) 
rn6rreTKH, rroKphIT&Ie rrrreHO'-IHOH o6orro'-!KOH 200 MKr N2 60, .n:Be yrraK0BKH Arr6paB11 (MHH 
cerreKc11rrar) rn6rreTKH, II0Kpb!Thie rrrreHO'-IHOH o6orro'-!KOH 200 MKT Ne 140; J16O (BapHaHT 2 
K0MIIJieKTa .[(JIH THTp0BaHHH .[(03bI): 0.D:HY yrraK0BKy Arr6paBH (MHH cerreKc11rrar) rn6rreTKl1, 
rroKp&IT&Ie rrrreHO'-IHOH o6orro'-IKOH 800 MKr N2 60, IIIeCTh yrraK0B0K Arr6paB11 (MHH cerreKc11rrar) 
rn6rreTKl1, II0Kpb!Tbie rrrreHO'-IHOH 06orr0'-1KOH 200 MKr N2 60, - Ha K3)K.[(0e JIHII0, HMeIOIIIee 
rpaJaHCTBo Pb, K0TopoMy snepsbte ua3ua'-!aeTcH TepanuH c rrp11MeHeH11eM Ilperraparn c MHH 
CerreKrnrrar (.n:anee - «HlaIeHT») B coorneTcrn1111 c peIIIeH11eM A.n:pecarn Ilpe.n:rro)KeH11H. Ilp11 3TOM 
B crryqae HarrpaBJieHHH B a.n:pec ,r:t;)KOHCOH & ,[()KOHCOH AKuerrrn ocpepTbl Ha 0CH0B3HHl1 peIIIeHHH He 
AnpecaTa Ipe/1oKeH (HOrO JIeYe6HOrO yIpeIeHH), 0693aTeJILHLIM I0CJIeJIyIOIIMM 
rro.n:rnep)K.[leHl1eM TaKHX peIIIeHHH .[(0Jl)KH0 6&ITh peIIIeH11e A.n:pecarn Ilpe.n:rro)KeHHH 11Jll1 
IlorryqaTeJIH Ilperraparn (HarrpHMep, peIIIeHHe Bpa'-1e6HOH K0MHCCl111, K0HCl1JIHyMa Bpa'-!eH 11JIH 
rreqamero Bpaqa). TaKoe II0JITBepKJIeHe 0TpaaeTC B 0TIeTe O6 1CI10JIB30BaHHH Ilperraparn B 
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COOTBeTCTBI1I1 c TI.2.6. HaCTOHil(ero IIpe,lJ;JIO)!(eHHH. KoJIH'IeCTBO Tiepe)J;aBaeMb!X yTiaKOBOK Ha Ka)!()];Oe 

JIHIO OIIpeJeJIeTC B COOTBeTCTBMH C JO3HpOBKO Ipenapara, yKa3aHHoii B peIIeHu, 
ocpopMJIHeMOM TIPOTOKOJIOM 11Jil1 B BH)];e Bb!II11CKl1 113 Me)];HU:HHCKOH KapTbl ITau:11eHTa. 
PerneHHe O TOM, KaKOH HMeHHO saptt:aHT KOMTIJieKTa JUI THTpOBaHM JO3LI IOJIeKT nepeJaIe 
A)];pecaTy ITpe)J;JIO)!(eHHH: Bap11aHT I 11Jil1 sap11aHT 2, TipHHHMaeTCH ,[()!(OHCOH & ,[()!(OHCOH HCXO.D:H 113 
HX HaJIJ1qJ1H. 

2. OliIIJ.HE YCJIOBIDI 
2.1. IIorryqaTerreM IIpeTiaparn (JJ:arree - «IoIyaTe») MOKeT 6LITL KaK ApecaT IIpeJJ:JIO)!(eHHH, rnK 11 
yKa3aHHOe HM HHOe BOpHJIIeCKOe JIHIIO, HMeJOil(ee TipaBO ocymecTBJIHTb Me)];HU:HHCKYIO 11 
cpapMau:esT11qeCKYJO )J;eHTeJibHOCTb B COOTBeTCTBl111 C Tpe6oBaHHHMl1 )];eHCTBYJOil(ero 3aKOHO)J;aTeJibCTBa 
PocciicKoii berepaI 11 11Meromee JeiicTByIOIIyIO JIHIeH3MIO Ha OCyIIIeCTBJIeHe MeJIIHHCKOi 
papMa1eBTeCKO JeTeJILHOT c yKa3aHeM aJpeca baKrecKO JocTaBK Ipenapara. 

2.2. Apecar IpeJoeH HanpaBneT B aJpec J[KOHcOH & .[()!(OHCOH «AKu:em ocpepTbI» TIO cpopMe, 
ycTaHOBJIeHHOi IpMJoKeHeM Ne I K HacToIeMy Ipe/JoKeHo. BMecTe c «AKI,eITOM ObepTL» 
TipeJJ:OCTaBJIHIOTCH TaK)!(e CJie)];YJOil(He )J;OKyMeHTbl, 3aBepeHHb!e TIO)];Til1Cbl0 YTIOJIHOMoqeHHOro rr11u:a 11 
neqaTLtO AJpecaTa Ipe/1oKeH (01160 B TIOpH)J;Ke, TipeJJ:yCMOTpeHHOM TI.2.5. HaCTOHil(ero 
IIpe/1oKeH): 

2.2.1 Kaprouxa opecKorO JIa ApecaTa IIpe/oxen (popMa npnaraeTc). 
2.2.2 Kon noepeHHocr Ha nOIyYeHe IIpenapaTa c yKa3aHeM yIonHoMoIeHHOro JI1a JI6O 

Bb!IIHCKa 113 Tip11Ka3a O Ha3HaqeHl111 YTIOJIHOMoqeHHOro m,u:a Ha COOTBeTCTBYIOil(YJO 
)J;OJI)!(HOCTb. B l1CKJI10q11TeJihHb!X crryqaHx C corrracHH .[()!(OHCOH & .[()!(OHCOH )J;OTIYCKaeTCH 
IIpeOCTaBJIeHHe KOII JOBpeHHOCT, 3aBepeHHO IIOJIIICLIO yIIOJIHOMOIeHHOTO JI1a. 

2.3. ITepe)];aqa ITpeTiaparn ocyrnecTBJIHeTCH CHJiaMH 11 3a cqeT ,[()!(OHCOH & ,[()!(OHCOH, Ha ycJIOBHHX 
)J;OCTaBKH )];0 ITorryqaTeJIH. A)];pec )];0CTaBKl1 ITpeTiaparn )];OJI)!(eH BXO)J;l1Tb B TiepeqeHb a)];pecoB MeCT 
ocyrnecTBJieHHH )J;eHTeJibHOCTH, BHeCeHHbIX B CHCTeMy MOHHTOpHHra 11 yKa3aHHb!X B JI111..(eH311HX Ha 
cpapMau:eBTJ1qecKyro )J;eHTeJibHOCTb. <l>aKT Tiepe)];aq11 ITpeTiaparn TIO)J;TBep)!()J;aeTCH TIO)];TIHCaHHeM 
HaKJ1aJHoi no dopMe Ne M-15 11 aKTa Me)!()];y ,[()!(OHCOH & .[()!(OHCOH 11 YTIOJIHOMoqeHHb!M 
Tipe)];CTaBHTeJieM ITorryqaTeJIH B 3 (Tpex) 3K3eMTIJIHpax, O)];HH 113 KOTOpb!X ocrneTCH y ITorryqaTeJIH, BTOpOH 
Tiepe)J;aeTCH .[()!(OHCOH & ,[()!(OHCOH, TpeTHH - A)];pecary ITpe)J;JIO)!(eHHH, ecrr11 He OH HBJIHeTCH cpaKT11qeCKl1M 
TiorryqaTerreM IlpeTiaparn. VIonHOMOIeHHOe JIHIO IOJIIIHCBIBaeT HaKJIaJIHyIO /JI aKT c TipocrnsrremrnM 
co6crneHHOpyqHo TIO)];IIl1Cl1 11 pacrn11cppOBKOH cpaMHJIHH 11 HMeHH. 

2.4. Apecar IpeJoKeH JoJKeH 06ecneTL npeMKy IepeJaBaeMOro IpenapaTa yIonIHoMOIeHHLIM 
Ha OCHOBaHHH )];OBepeHHOCTH JI IIpHKa3a JII[OM IIO KOJIHIeCTBy KaueCTBy Ha npe)];MeT COOTBeTCTBHH 
KOJIMHIeCTBa, KaIeCTBa B IaCT BJIHMLIX HeJIOCTaTKOB, HaJIHI IIOBpeKJeHi TpaHCIOpTHLIX MeCT, a 
TaKKe B COOTBeTCTBHH co CJie)];YJOil(HMH ycJIOBHHMH: 

2.4.1. .[(ocTaBKa IlpeTiaparn OT ,[()!(OHCOH & ,[()!(OHCOH K ITorryqaTeJIIO MO)!(eT ocyrnecTBJIHTbCH 
AsrnpecppH)!(eparnpoM HJIH B03JJ:YIIIHb!M TpaHCTIOpTOM. 

2.4.2. Bee Asrnpecpp11)!(eparnpb1, JJ:OCTaBJIHJOil(He ITpeTiapaT, o6opyJJ:oBaHbI TepMoperncTparnpaMw' 
caMOTIHCU:aMH. I1p11 TipHeMKe Ilpenaparn, BO)];HTeJih AsrnpecppH)!(eparnpa CHHMaeT eK 
caMon11cu:a IepeJaeT erO Tipe,n:crns11Terr10 ITorryqaTeJIH. AJJ:pecaT ITpeJJ:JIO)!(eHHH JJ:OJI)!(eH 
03HaKOMl1TbCH C ,n:aHHb!MH Ha IeKe H TipOBeCTH TiposepKy ycrrOBHH TiepeB03KH Ha COOTBeTCTBHe 
Tpe6yeMOMy TeMIIepaTypHOMy peKHMy. B cnyuae ecI IIpenapaT conp0B0KnaeTC 
TepMO)];aHHKOM (TT) (B crryqae HCIIOJib30BaHHH TepMOKOHTeHHepos), AJJ:pecaT IIpe)];JIO)!(eHHH 
HJIH YTIOJIHOMoqeHHOe HM JIHU:O Ha OCHOBaHHH )];OBepeHHOCTH OCTaHaBJIHBaeT TT 11 cq11Tb1BaeT 
TIOKa3aHHH C Hero BO BpeMH TipHeMKH IlpeTiaparn (HHCTPYKU:HH TIO OCTaHOBKe H CIHTBIBaHHIO 
TIOKa3aHHH C TT HaXO)J;HTCH B TepMOKOHTeHHepe). 

2.4.3. .[(ocTaBKa ITpeTiaparn B03JJ:YIIIHb!M TpaHCTIOpTOM ocymecTBJIHeTCH B TepMOKOHTeHHepax. B 
Ka)!()];OM TepMOKOHTeHHepe HaXO)J;HTCH 1 ( O)];HH) TT. 

2.4.4. PacTiaKOBKY 11 TiposepKy ITpeTiaparn, yTiaKoBaHHoro B TepMOKOHTei1Hep, ITorryqaTerrh JJ:OJI)!(eH 
TipOI13B0)];11Tb np11 TeMnepaType, COOTBeTCTBYJOil(eH Tpe6oBaHHHM TeMnepaTypHoro pe)!(tt:Ma 
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xpaHeHID! flpenaparn. flocrre pacrraK0BKl1 TepMOKOHTeiiHepa florryqaTerrh A0JI)KeH H3Brreqh TT H3 
TepM0K0HTeiiHepa H He3aMeJJITeJILH0 0CTaH0BHTL ero. 

2.4.5. B crryqae BhUIBJieHHll OTKJI0HeHHH OT Heo6XOAHMOro TeMrrepaTypHoro pe)Kl1Ma, florryqaTeJih 

IIpHHHMaeT flpenapaT B KapaHTHH H B TeqeHHe 1 ( OAHOro) pa6oqero AHH c AaTbl rrorryqeHID! 
flperraparn yBeA0MJUleT ,[()KOHCOH & ,[()KOHCOH 0 BhUIBJieHHhIX TeMnepaTypHbIX 0TKJI0HeHHHX, 
IIyTeM HaIpaBJIeHHA eMy IIO 3JIeKTpOHHO II0ITe JIaHHBIX, CHATLIX C TT. 

2.4.6. ,[()KOHCOH & ,[()KOHCOH rrpHHHMaeT perneHHe 0 B03M0)KH0CTH AaJibHeiirnero HCn0Jih30BaHID! 
flperraparn H 1rncpopM11pyeT AApecarn flpeAJIO)Kemrn/florryqaTerrll rro 3JieKrpOHHoii noqTe o 
rrpHHHTOM perneHHH s cpoK He 6orree 30 (TpHW:.(aTH) KaJieHAapHbIX AHeii. 

2.4.7. flpHeMKa np0113B0AHTCll florryqaTerreM B TeqeHHe 1 (OAHOro) pa6oqero AHll C M0MeHTa IIepeJIaIH 
Ipenapara Io aKTy IIpeMa-IIepeJaI M/JI HaKIaJHOii. 

2.4.8. Ip 06HapyKeHHM nIO6Oro Ba 6paKa IoyuaTenL He3aMeJITeJILH0 B TeYeHe I (OJ1HOrO) 
pa6ouero JIH C M0MeHTa 06HapyKeH HpopMpyeT J[KoHcOH & J[KOHCOH I HaIIpaBJIeT B 
an1pec JKoHcon & JKOHcoH cJeyoi naKeT I0KyMeHT0B 1IO 9JeKTpOHHO IOITe, a 
op11rnHaJibl no apecy 121614, r. MoCKBa, yrr. KphIJiaTCKall, A, 17, Kopn. 2: 
1) 3asepeHHall florryqaTeJieM K0IIIDI HaKJIMHOH (M-15) 11 3asepeHHall florryqaTeJieM K0nHll aKTa 

IIpHeMa-IIepeJIaI C II0AII11Chl0 ynorrH0MoqeHHOro npeACTaBl1TeJill florryqaTeJill. 
2) AKT 0 BhUIBJieHHhIX HeC00TBeTCTBl1llX TOPf-2 11Jil1 A0KyMeHT ocpopMJieHHhlH corrracH0 

BHyrpeHHl1M Tpe6oBaHHllM florryqaTeJill. AKT 11Jil1 A0KyMeHT A0JI)l(Hbl 6b!Th B o6l!3aTeJibHOM 
II0pllAKe n0AII11CaHbl ynoJIH0MoqeHHhIMl1 JIHUaMl1 co CT0p0Hhl florryqaTeJill 11 JI11U0M, 
ocymecTBJilllOil.(11M ,[(OCTaBKY flperraparn co CTOp0Hhl ,[()KOHCOH & ,[()KOHCOH (rrpH 
06Hapy)KeH1111 6paKa so speMll rrepeAaq11 flperraparn florryqaTerr10 ), a TaK Ke, Ha AKTe 11rr11 

A0KYMeHTe ocpopMrreHHOM corrracH0 BHyTpeHHl1M rpe6osaHl1llM florryqaTeJill J0JIKHa B 
o6ll3aTeJibHOM rropl!AKe CT0l!Th rreqaTb florryqaTeJill. 

3) bororpab 6para / HecooTBeTCTBi C yKa3aHHeM JIaTL MecTa cBeMK. Dororpa] 
A0JI)l(Hbl 6h1Th qeTKl1Ml1. <!>ornrpacp1111 rpaHCII0pTH0ro Mecrn (rrarrrrern, Kopo6) AOJI)l(Hbl 
C00TBeTCTB0BaTb CJieAyIOil.(11M rpe60BaHID1M: o6mall cpornrpacp11ll, cp0Torpacp11l1 H0Mepa 
TpaHcrroprnoro Mecrn ( crnKepa), cpornrpacp11ll caMoro 6paKa / HecoorneTcTBHll. <!>ornrpacp1111 
11HA11B11AyarrhHhIX yrraK0B0K A0JI)l(Hbl C00TBeTCTB0BaTb CJieAyiom11M Tpe60BaHID1M: 
cpornrpacp1111 ynaK0B0K c Ha3BaHMeM IIpenapara, cpornrpacp1111 C yKa3aHHeM CepHH 
flperraparn, cpornrpacp1111 caMoro 6paKa / HecoorneTCTBIDI. 

4) ,[(aHHbie c TepM0AaHHK0B / caM0II11CUeB (B crryqae HapyrneHHll TeMneparypHoro pe)Kl1Ma IIpH 
TpaHcrroprnposKe ). 

2.4.9. ,[()KOHCOH & ,[()KOHCOH o6H3yeTCll paCCM0TpeTb rrpeTeH311IO florryqaTeJill B TeIeHe 30 (Tp11Auarn) 
KarreHAapHbIX AHeii C M0MeHTa rrorryqeHHll II0JIHOro K0MIIeKTa HaJIeaIIe Ob0pMJICHHLIX 
J0KyMeHT0B, yKa3aHHBIX B II. 2.4.8, H HarrpaBl1Th florryqaTeJIIO rrpeAJI0)KeHID! no ee 
yperyrr11poBaH1110 B cpoK, cornacosaHHhIH CTopoHaM11. 

2.5. CTopOHhl A0roBop11rr11Cb, qrn AKuerrT ocpepTbl, rr106b1e 11Hble np11JI0)KeHl1ll HJil1 
A0II0JIHl1TeJibHbie corrrarneHl1ll K flpeAJIO)KeHl1IO 11 AKuerrTy ocpepTbl, llBJilllOil.(11eCl! 11X 
HeOTbeMJieMOH qaCThIO, B TOM q11crre A0KyMeHThl, YKa3aHHbie B rr.2.2. HaCT0llll.(ero flpeAJIO)KeHl1ll, 
a TaKKe aKTBI nIpMeMa-IIpeJaI, HaKJIaJIHLIe, 0TIeTHI O6 HCI10J1B30BaHHI (eCJIH IIpHMHMO) H 

HBe JI0KyMeHTL (JaJIee JOKyMeHTB) M0TyT 6bITb II0AII11CaHbl B 3IeKTp0HHO bOpMe B BJIe 
3JIeKTp0HHLIX JI0KyMeHT0B C HCI10IL30BaHeM CTOpOHaMH yCHJIeHHOi KBaJI]HIIMpOBaHHOi 
3JieKTpOHHOii rr0Arr11c11 (Aarree - YK3IT), KaK oHa orrpeAerreHa B rr. 4 CT. 5 11 B nopHAKe n. l cT.6 
<!>3 P<!> OT 06.04.2011 N~ 63-<!>3 «06 3JieKrpOHHOii rr0Arr11c11». 
2.5.1. JOKyMeHTLI, II0JIIIHCaHHLe YK3IT, rrpH3HaIOTCll A0KYMeHTaMl1, paBH03HaqHhIMl1 
A0KYMeHTaM Ha 6yMa)KH0M H0Cl1Terre, II0AII11CaHHbIMH co6CTBeHHOpy<IHOH IIOAIIHCblO 11 
I10p0IaeT JUI CTOpOH aHaJI0TIHLe I1paBa M 0693aHHOCT. 
2.5.2. ,[(oKyMeHThl, K0T0pblMH 06MeH11BaIOTCll CrnpOHbl, 3asepl!IOTCll YK3IT HaAJie)Kall.(11M 
o6pa30M yI0nIH0M0IeHH0r0 Ia oTpaBTenI J[OKyMeHTa. KaKJIOe yII0JIH0M0IeHH0e JI11U0 
J0JIKH0 HMeTL CO6CTBeHHyIO yKOII, IOJTBepJeHHyIO cepTpKaTOM yJ10CT0BepHOIIIer0 
IeHTpa, H II0BepeHH0CTB, II0IITBpKJaHOIIyIO I0JIH0M0I 9Toro JI1a, OpOpMJIeHHyHO CTOpOHOi 
B ycrnH0BJieHH0M nopl!AKe. 
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2.5.3. 3neKTpOHHbIH ,noKyMeHT cq11rneTcH 11cxo.nHI11HM OT CTopoHbI, ecn11 OH rro,n1mcaH YK3TI, 
nIpHHaJJIeaIIIei CTOpOHe, IaHHLi JOKyMeHT 6LII HanIpaBIeH TaKIM CTOpOHaM Yepe3 
C00TBeTCTBYIOI11ero orrepaTopa :meKTP0HHoro ,noKyMeHT006oporn rro TeneK0MMYHHK31..(I10HHbIM 
KaHanaM CBH3I1. 

2.5.4. B cnyqae TeXH11qecKoro c6oH BHYTpeHHHX CHCTeM nI06oi-:i 113 CTopoH, c6oHX Ha CTOp0He 
orreparnpa JneKTp0HH0ro ,noKyMeHT006oporn, a paBH0 B CBH3I1 C ,neHCTBHHMH o6CTOHTemcTB 
Herrpeo,nonHMOH CHilbl CTOpOHbl, ,neHCTBYH ,no6pocoBeCTHO, o6H33Hbl He3aMe,nnHTellbH0, B cpoK 
He no3Hee 0JH0r0 pa6OIerO H, HHpOpMHpOBaTL JpyT ,npyra o HeB03M0)KH0CTH o6MeHa 
,noKyMeHTaMH B JneKTP0HH0M B11,ne, rro,nrr11caHHbIMI1 YK3TI. 
2.5.5. Tip11 11crronb30BaH1111 YK3TI CrnpOHbI o6H3aHbI: 

06ecrreq11BaTb KOHqrn,neHl..(I13IlbHOCTb KnJOqe/:i YK3TI, B qacTH0CTH He ,norrycKaTb 
HCI10JI130BaHHe IIpHHaJJIeKaIIX HM KIHOYeii VKOII 6e3 X C0IJIaCHI; 

He3aMeJJITeJILH0, HO, B JI1O6OM cnIyYae B cpoK, He rr03,nHee o,nHoro pa6oqero ,nHH. 
yse,n0MilHTb CTopoHy, y,n0CTOBepHIOII..(HH ueHTP, BbI,nasumi-:i cepTH(pHKaT KnJOqa rrpoBepKH 
3J1eKTpOHHO II0JIIICH, 0 HapyIIIeHHH KOH]HJeHIIHaJIBHOCT KJIHOa VKOII c M0MeHTa 
rronyqeHl1H 11HcpOpMal..(1111 0 TaK0M HapymeH1111; 

He HCI10JI130BaTL VKOII IIpH HaJIHIIH OCH0BaHi II0JIaraTL, ITO ee 
KOH]HJIeHIHaJILHOcTB HapyIIIeHa; 

11crronh30BaTb ,nnH co3,naH11H 11 rrposepK11 YK3TI, c03,naH11H KnJOqe/:i YK3TI 11 
cepT11cp11KaTOB rrposepK11 KnJOqa YK3TI cpe,ncrna, rronyq11sm11e rro,nrnep)K_neH11e coorneTCTBHH 
Tpe60B3HIDIM, ycrnH0BneHHblM B C00TBeTCTBl111 C CD3 «06 JneKTP0HHOH rro,nrr11c11». 
2.5.6. YK3TI rrp113HaeTcH ,neiicrn11TenbHOH ,no Tex rrop, rroKa pemeH11eM cy,na He ycrnHoBneHo 
11H0e. 

2.5.7. BbICTaBneH11e 11 rronyqeH11e ,[(oKyMeHTOB rro TeneK0MMYHl1K31..(110HHbIM KaHanaM CBH311 
M0)KeT ocymecTBilHTbCH qepe3 o,nHoro 11n11 HeCK0ilbKl1X orrepaTopoB 3neKTP0HH0ro 
,noKyMeHToo6oporn. 

2.5.8. JeKTpOHHL JI0KyMeHT CITaeTC II0JIyIeHHEIM OIHOi 13 CTopoH, ecn11 ei-:i II0CTyrr11no 
C00TBeTCTByIOIIIee II0JTBepeHe oIIepaT0pa 9JIeKTp0HH0I0 JIOKyMeHTO060poTa, IpH HaJII 
113se111eH11H ,npyroi-:i CrnpoHbI o rronyqeH1111 ,[(oKyMeHTa, rro,nrr11caHHoro YK3TI o,nHoi-:i 113 CrnpoH 
11 rro,nrnep)K_neHHoro orreparnpoM JneKTp0HH0ro AOKYMeHToo6oporn. 
2.5.9. CTOpOHbI 06ecrreq11BaIOT xpaHeH11e ,[(oKyMeHTOB, rro,nrr11caHHbIX YK3TI C0BMeCTH0 C 
rrp11MeHHBllll1MCH ,nnH cpopM11poBaHl1H YK3TI YK333HHbIX A0KyMeHT0B cepTHcpHKaTOM KnJOqa 
rrposepK11 rro,nrr11c11 B TeIeHe Cp0Ka, yCTaH0BJIeHH0T0 JI XpaHeH TaKHX JI0KJMeHT0B. 
2.5.10. CTopOHbl caM0CTOHTenbH0 06ecrreq11BaIOT ycrnH0BKy, HaCTpOHKY 11 3Kcrrnyarnu11IO 
cpe,ncrn YK3TI B coorneTcTB1111 c TPe60BaH11HM11 ,neiicrnyIOII..(ero 3aKoHo,naTenbcTBa 11 
pernaMeHTciM C00TBeTCTBYIOI11ero YA0CTOBepHIOI11ero ueHTpa 11 orreparnpa JneKTp0HH0ro 
,noKyMeHToo6oporn. 

2.5.11. CTopOHbl II0IITBepKJaHOT, ITO CaM0CTOTeJILH0 BbI611paIOT ce6e orrepaTopa JneKTP0HH0ro 
AOKyMeHTOo6oporn, 11 rrp0113B0AHT rro,nKnJOqeH11e, ycrnH0BKY 11 06ecrreq11BaIOT 
pa60Tocrroco6HocTb cpe,ncTB 11 KaHanoB CBH311, rrporpaMMHoro 06ecrreqeH11H, a TaKKe CpeJICTB 
KpIITOrpa]HICKOX 3a1TI HbopMa, HeO6XOJIMLIX JUI II0JIKJIHOIeHHA, CO6CTBCHHLIMH 
CHJIaMH H cpe,ncTBaM11. 

2.5.12. Ka)K_naH 113 CrnpoH caM0CTOHTenbH0 rrnaTl1T 33 l1CX0,nHI11l1e OT Hee A0KyMeHTbI. 

2.6. B Te4eHue 30 pa6o9x Heil c ,naTbl 3aBepmeHl1H I1CII0ilb30BaHIDI rronyqeHHbIX yrraK0B0K Tiperraparn, 
A,npecaT Tipe,nno)KeHl1H o6H3yeTCH rrpe,n0CTaBl1Tb ,[()KOHCOH & ,[()KOHCOH 0HeT 06 I1CII0ilb30B3Hl111 
Tiperraparn, co,nep)Ka1111111 ocH0BHyIO 11HcpopMau11IO o TionyqaTene Tiperraparn, cep1111 Tiperraparn, 
Kon11qecTBe rrepe,naHHbIX yrraK0B0K Tiperraparn, ,naTe rronyqeH11H TiperrapaTa Tiau11eHTOM, Bbm11cKe 113 
pemeHllil A,npecaTa ITpe,nno)KeHl1H, Ha 0CH0B3Hl111 K0Toporo H33HaqaeTCH Teparr11H C rrp11MeHeH11eM 
IIpenapara, no popMe, ycTaHOBJIeHHOi B IIpMJIOKeHM Ne 2 1acToIer0 IpeJUIoKeHM. 

2.7 B cnyqae 0TCYTCTBIDI B oTqeTe 06 11crronb30BaH1111 ITperraparn 0CHOBHOH 11HcpopMau1111, YKa3aHHOH B 
rryHKTe 2.6 HacToer0 IpeJ1oKeH, TaKOii 0TeT CIHTaeTC HeIIpeIICTaBJIeHHLIM, 11 K A,npecaTy 
ITpe,nno)KeHllil rrpHMeHHIOTCH ycn0Bl1H II. 3.4. HaCTOHII..(ero ITpe,nno)KeHIDI. 

2.8. B cnyqae He11crronb30BaH11H ITperraparn B TeqeH11e ero cpoKa ro,nH0CT11 A,npecaT ITpe,nno)KeHIDI 
0693yeTC IIp0H3BeCT yHMIToKeHe IpenapaTa He I03JIHee 0IIH0r0 r0Ja I0CJIe ICTIeHM Cp0Ka 
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r0,D;H0CTH IIperrnpaTa B rropJI,n;Ke, yCTaH0BJieHHhIM ,n;eii:CTBYJOmHM 3aK0H0,D;aTeJihCTB0M. YHH'ITO)KeHHe 
IIperraparn rrpoHcxo,n;HT 3a cqeT A,n;pecarn IIpe,n;rro)KeHHJI. 

2.9. B TeeHe 30 pa6Oqx JHe ocJe yHuroxeHg Ipenapara, Apecar Ipen1oKeH9 0693yeTC 
IIpeJ0CTaBMTL JKOHCOH & JKOHCOH 0TIeT O6 yHIT0KeH IIpenapara, co/epaIi ocHoBHy1o 
HHcpopMal_\HIO 0 cepHH IIperraparn, H0Mep JaTy AKIeIITa ObepTLI, IIpHHIHy HeHCI10JIB30BaHH 
IIperrapaTa B TeIeHe Cp0Ka T0JIH0CT, K0JIMHIeCTBe yHHIT0KeHHBIX yIIaK0B0K IIperrapaTa, ,n;aTe ero 
yHHIT0KeHH C rrpe,n;ocrnarreHHeM 3aaepeHHoii: A,n;pecaTOM IIpe,n;rro)KeHHJI HJIH IIorryqaTerreM IIperraparn 
K0IIHH aKTa O6 yHITOKeH Ipenapara. 

3. IIPOlJHE IIOJIOlKEHIDI 

3.1. CrnpOHhl Il0HHMaJOT H B3aHMH0 npH3HaOT, ITO JKOHCOH & ,[()KOHCOH He HeCeT 0TBeTCTBeHH0CTL 3a 
,n;arrhHeii:wee o6ecrreqeHHe IIauHeHTOB IIperrapaTOM. CoorneTCTBYJOmHe rapaHTHH B ccpepe oxpaHhI 
3,D;0p0BhJI, ycTaH0BJieHHhie 3aK0H0,n;aTeJihCTB0M PocCHHCKOH cDe,n;epal_\HH, HeCYT opraHhl 
rocy,n;apcTBeHHOH BITaCTH H opraHh! MeCTH0ro caMoyrrpaarreHHJI, a TaKKe J0JIKH0CTHLe JIHI_\a 
opraHH3al_\HH B rrpe,n;errax CB0HX Il0ITHOMQqHii:. 

3 .2. ,[()KOHCOH & ,[()KOHCOH H A,n;pecaT IIpe,n;rro)KeHHJI rrp113Ha!OT H cornarnaJOTCJI, qrn rr106oe 
B3aHM0,D;eHCTBl1e yKa3aHHhIX )IHI_\ B paMKax HaCTOJIII_\ero IIpe,n;rro)KeHHJI He o6JI3hIBaeT A,n;pecarn 

IIpe,n;rro)KeHHJI HH B K0eii: Mepe rrpHo6peTaTh, 11CII0ITh30BaTh, peK0MeH,n;0BaTh HJIH o6ecrreqHBaTh 
B03M0)KH0CTh HCII0Jih30BaHl1JI KaKHX-JI1160 rrperrapaT0B ,n:)KOHCOH & ,[()KOHCOH, He HarrpaBrreH0 Ha KaKoe 
rr1160 orpaHHqeHHe K0HKypeHI_\HH 11ITl1 rrpe,n;ocrnarreH11e rrpeHMymecTB B C00TBeTCTBHH C ,n;eii:CTBYJOmHM 
3aKOH0,D;aTerrhCTBOM pep H B npe,n;errax K0MIIeTeHII yKa3aHHLIX JIHII. 

3.3. AJpecar Ipe/1oeHg HaCTOIIIHM IIpeJ0CTaBJIeT JKOHCOH & J[KOHCOH 3aBepeHHe, MMe1OIIee II 
,[()KOHCOH & ,n:)KOHCOH CyIecTBeHH0e 3HaeHe, 0 TOM, ITO IIpenapaT 6y,n;eT 11Cn0Jih30BaThCJI CTP0ro no 
Ha3HaIeHHO, yKa3aHH0My B HHCTPYKI.\11H no Me,D;HI_\HHCK0MY npHMeHeHHlO IIpenaparn, B C00TBeTCTBl111 C 
Tpe6oBaHHJIMH ,n;eii:crny10mero 3aK0H0,D;aTeIThCTBa PocCHHCKOH cDe,n;epa1-111H (BK)IfOqaJI npHMeHHMh!e 
CTaH,n;apThl H nopJI,D;KH 0Ka3aHHJI Me,[J;HI_\HHCKOH noMomH). 8 crryqae ecrrH B C00TBeTCTBHl1 C 11HCTPYKUHeii: 
no Me,n;111-1HHCK0My npHMeHeHHIO IIpenaparn IIauHeHTY 6y,n;eT BBe,n;eHo IIorryqaTerreM MeHhrnee 
K0rrHqecrno norryqeHH0ro IIpenaparn, TO A,n;pecaT IIpe,n;rro)KeHHJI rapaHTHpyeT, qrn ocrnaweecJI 
K0JIIecTB0 IpenapaTa 6yJ1eT CI10JIB30BaH0 CTp0T0 II0 Ha3HaeHHIO H TaKKe yKa3aH0 B 0TIeTe 06 
HCI10JI30Ba Ipenapara no bopMe Ipn10KeHM J@ 2. 

3 .4. OTqeT 06 HCn0Jih30BaHHl1 IIperraparn, JIBJIJieTCJI o6JI3aTeIThHhIM K npe,n;0CTaBITeHHlO A,n;pecaTOM 
IIpe,n;JIO)KeHHJI ,[J;0KyMeHT0M, CBH,D;eTeIThCTBYJOmHM 0 uerreB0M HCn0ITh30BaHHH. B crryqae, ecrr11 oTqeT 06 
HCn0Jih30BaHl1H IIpenaparn He 6y,n;eT rrpe,n;0CTaBITeH A,n;pecaTOM IIpe,n;rro)KeHHJI B TeqeHHe 4 (qeTh!pex) 
MeCIIeB C ,n;aThl ,[J;0CTaBKH IIpenaparn, TO ,n;eii:CTBHe HaCTOJimero IIpe,n;JIO)KeHHJI He 6y,n;eT 
pacnpocTpaHJIThCJI Ha rrI06h1e HHhie nocrre,n;y10mHe AKuenThI ocpepThI A,n;pecarn IIpe,n;rro)KeH11JI. 

3 .5 ,[()KOHCOH & ,[()KOHCOH H A,n;pecaT IIpe,n;rro)KeHHJI o6JI3YIOTCJI B3aHMH0 co6rrIO,n;aTh Tpe6oBaHHJI 
3aK0H0,[J;aTerrhCTBa B ccpepe np0THBO,[J;eHCTBHJI Koppyrrl.\HH 11 npe,n;ynpe)K,D;eHHJI KOH(pJI11KTa HHTepecoB 
CT0p0H, 0 rropJI,n;Ke o6pameHHJI co CBe,n;eHHJIMl1, C0CTaBITJIIOmHMl1 K0MMepqeCKYJO, crry)Ke6HYJO, 
HaJI0T0By1O, Bpae6Hy1O TaiHy IHyIO KOH]HJIeHIMaJILHyIO HHpOpMaIIHO, B TOM ICJIe CO6JI1OJIaTL 
3aK0H0,D;aTeIThCTB0 0 3amHTe nepcoHaJihHhlX ,n;aHHhIX. Apecar IIpe/oKeH 3aBepeT rapaHTHpyeT 
npaB0MepHyIO rrepe,n;aqy ,[()KOHCOH & JKOHcoH IepcoHanHIX ,n;aHHhIX A,n;pecarn IIpe,n;rrO)KeHHJI B 

paMKaX 3aKJIHOIeHH JaHHOi ocpepThl B C00TBeTCTBHH C Tpe6oBaHHJIMH rrpHMeHHMoro 3aK0H0,D;aTeIThCTBa, 
a TaK)Ke Ha,n;rre)Kamee yae,n;oMrreHHe cyfrI,eKTOB o TaKoii: rrepe,n;aqe HX nepcoHarrhHhIX ,n;aHHhIX, ecrrH Toro 
Tpe6yeT IIpHMeHHM0e 3aK0HOaTeJILCTB0, JUI J0CTKeHHS IeJIH: 3aKJIOIeHe, HCIIOJIHeHe H (II) 
npeKpameHHe ,n;oroaopoB H cornarneHHH Me)K,[J;y A,n;pecaTOM IIpe,n;rrO)KeHHJI H ,[()KOHCOH & ,[()KOHCOH. 
A,n;pecaT IIpe,n;JIO)KeHHJI JKOHCOH & ,[()KOHCOH 3aBepJIIOT H rapaHrnpyIOT 06ecrreqeH11e 
KOHcp11,n;eHI_\HaJihHOCTl1 H 6e3onaCHOCTH nepe,n;aaaeMhIX nepC0HaJihHhIX ,n;aHHhIX npH 11X o6pa6oTKe B 
C00TBeTCTBHH C TPe6oBaHHJIMH rrpHMeHHM0ro 3aK0H0,[J;aTeIThCTBa. A,n;pecaT IIpe,n;JIO)KeHl1JI H ,n:)KOHCOH & 
,[()KOHCOH o6JI3YJOTCJI npHH11MaTh Heo6xo,n;HMhie npaB0Bhie, opraHH3al_\H0HHhie H TeXHHqecKHe Mephl HITH 
o6ecrreqHBaIOT 11X npHHJITl1e ,[J;ITJI 3amHThl nepcoHaIThHhIX ,n;aHHhIX npH 11X nepe,n;aqe Me)K,n;y A,n;pecaTOM 
IIpe,n;JIO)KeHHJI H ,[()KOHCOH & ,[()KOHCOH rrocpe,n;CTB0M 3ITeKTP0HHhIX KaHaJI0B CBJI3H, Malll11HHhIX 11 
6yMa)KHhIX HOCHTerreii: HHcpOpMal_\Hl1 11JIH 11Hh!M cnoco6oM. B crryqae HeC00TBeTCTBHJI ,n;eii:CTBHTeIThHOCTH 
yKa3aHHLIX B HaCTOIIICM IyHKTe 3aBepeH rapaHT JKOHcoH & JKoHcoH HeMeJIeHH0 0TKaKeTC 
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BCEM roCY,D.APCTBEHHbIM, MYHl111,I1TIAJ1bHb!M Yl-IPE)I{,D.EHIDI.MI13,D.PABOOXPAHEHI151 I1 
OPfAHAM I1CTIOJ1HI1TEJ1bHOH BJ1ACTI1 B C<DEPE 3,D.PABOOXPAHEHI151 

OT norryqemur nepCOHaJibHhIX ,naHHhIX OT A,npecarn Ilpe,nJIO)l(emrn 11 (11rr11) B pa3yMHhIH cpoK npeKpaTl1T 
o6pa6oTKy paHee norryqeHHhIX OT A,npecarn Ilpe,nJIO)l(eHl1ll nepcoHaJibHhIX ,naHHhIX. ,ll)l(OHCOH & 
,ll)l(OHCOH ,!(Jlll BhIIIOJIHeHmI BhIIIIeyKa3aHHOH u:err11 11MeeT npaBO np11BJieKaTb TPeTbl1X JI11U: -nOCTaBIIJ,11KOB 
11mpopMau:110HHo-cnpaBotJHhIX ycrryr 11 (mrn) ycrryr npoBe,neHI151 ay,n11rnB/npOBepoK - K o6pa6oTKe 
nepcoHaJihHhIX ,naHHhIX, norryqeHHhIX OT nepe,naIOIIJ,eH CrnpoHhI. IIpBJIeeHe yKa3aHHLIX TpeTLX JII 
K o6pa60TKe nepcoHaJibHhIX ,naHHhIX MO)l(eT ocyIIJ,eCTBMThC51 TOJihKO np11 ycrrOBl111 o6ecnetJeHl1ll 11Ml1 
KOHqrn,neHu:11aJibHOCTl1 11 6e3onaCHOCTl1 nepCOHaJihHhIX ,naHHhIX np11 11X o6pa6oTKe. A,npecaT 
IIpe/oKeH 3aBeper rapaHTpyeT nOJIyIeHe cOrJIaCi Cy6BeKTOB JI HaJIIHe HHLIX IpaBOBLIX 
OCHOBaH JI ocyIIJ,eCTBJieHI151 BhIIIIeon11caHHhIX ,neHCTBl1H co CTOpOHhl ,ll)l(OHCOH & ,ll)l(OHCOH 

3.6 CoBepIIIeH11e A,npecaTOM Ilpe,nrro)l(eH11ll ,neifcrn11if, yKa3aHHhlx B n.2.2. HaCTOllIIJ,ero Ilpe,nrro)l(eH11ll, 
6y,neT CITaTLC aKIeIITOM HacTOIIerO IIpe/oKeHM. AKIeIIT HacTOIIerO Ilpe,nJIO)l(eHl1ll B03MO)l(eH 
Jll1Illh B norrHOM o6beMe. ToJibKO B 3TOM crryqae ,noroBOp O 6e3B03Me3,nHOH nepe,naqe Ilpenaparn ,!(AA 
enIeii onepaTBHOi IHHIIaIIHH CIIeIaJI3HpOBaHHO Tepanueii pacIpeH JOTyIIa IIaIIHeHTOB K 
rretJeHl1lO 11HHOBaU:110HHhIMl1 rreKapCTBeHHhIMl1 npenapaTaMl1 6y,neT llBJillThCll 3aKJIHOIeHHBIM MeKJIy 
,ll)l(OHCOH & ,ll)l(OHCOH 11 A,npecaTOM Ilpe,nJIO)l(eHI151 Ha ycrrOBl1llX IIpe,nJIO)l(eHl1ll. aCTIIHLI aKIeIIT 
npe,nJIO)l(eHl1ll ( ocpepTbI), a TaK)l(e aKu:em Ilpe,nJIO)l(eHl1ll ( ocpepTbI) Ha 11Hh!X ycrrOBl1llX He ,nonycKaIOTCll. 
3aKJIIOtJeH11e ,norOBopa Me)l(,l(y ,ll)l(OHCOH & ,ll)l(OHCOH 11 A,npecaTOM Ilpe,nJIO)l(eHI151 OCyIIIeCTBJIeTC IIyTeM 
COBepIIIeHl1ll ,neHCTBl1H A,npecaTOM Ilpe,nJIO)l(eHl1ll B IOpJIKe, IIpeIIyCMOTpeHHOM pa3,neJIOM 2 «O6IIJ,11e 
ycrrOBl1ll» HaCTOllIIJ,ero IIpe,nJIO)l(eHI151 ( ocpepTbI). CosoKynHOCTh IIpe,nJIO)l(eHI151 ( ocpepTbI) 11 AKu:ema 
ocpepTbl npe,nCTaBJllllOT co6oif ,norosop, IIO BOpHJeCKOi IIpHpOJIe BJIIOIIIC IIOKepTBOBaHHeM, H K 
KOTOpOMy IIpHMeHHOTC HOpMhI crnThl1 582 rK P<l>. B u:errllx 6yxranITepcKorO yeTa ApecaTa 
Ilpe,nJIO)l(eHI151 CTOl1MOCTh 0,!(HOH ynaKOBKl1 Ilpenaparn np11Hl1MaeTCll paBHOH crre,nyIOIIJ,11M u:eHaM 6e3 
H,llC: 

- An6pas11 (MHH cerreKrnnar) rn6rreTK11, noKphIThie nrreHOtJHOH o6orrotJKOH 800 MKr N 60 - 181 
836,61 py6., 
- An6paB11 (MHH cerreKc11nar) rn6rreTKl1, noKphIThie nrreHOtJHOH o6orrotJKOH 200 MKr NQ 60 - 181 
836,61 py6., 
- An6paB11 (MHH cerreKc11nar) rn6rreTKl1, noKphIThie nrreHOtJHOH o6orrotJKOH 200 MKr N 140 - 424 
285,43 py6. 

3. 7. HacTOllIIJ,ee IIpe,nJIO)l(eH11e ,neHCTBl1TeJibHO ,no 31 ,neKa6pll 2024 ro,na H MOKeT 6LITL OT03BaHO 
JKOHcoH & JKOHcoH B JIO6Oil MOMeHT. 

3.8. ,ll)l(OHCOH & J[KOHCOH BIIpaBe OTKa3aTL B np11HllTl111 AKu:enrn ocpepTbl 11 OTKa3aThCll OT 11CnOJIHeHl1ll 
CBOl1X o6ll3aTeJibCTB no HaCTOllIIJ,eMy IIpe,nJIO)l(eHl1lO, B crryqae ecrr11 no TeXHl1tJeCK11M W11Jil1 
JIOrl1CTl1tJeCKl1M nIpHHaM JKOHcOH & JOHCOH He MOKeT OCyIIIeCTBTL ,!(OCTaBKY Ilpenaparn 
IIorryqaTerrIO 

3.9. H11 o,nHa 113 crnpoH ,norosopa He snpase ocymecTBrrllTh KaK11e-rr1160 ,neifcrn11ll, 3anperu:eHHh1e 
3aKOHO,naTeJibCTBOM POCCI1HCKOH <l>e,nepaU:1111 11Jll1 11Hh!M 3aKOHO,naTeJibCTBOM O npOTl1BO,neHCTBl111 
Koppynu:1111, KOTopoe ,narree COBMeCTHO 11MeHyeTCll «AHTl1KOppynu:110HHOe 3aKOHO,naTeJibCTBO» 11 MO)l(eT 
IIpHMeHTBC K KaKOi-JI6O OJ1HOH JI O6eHM CTOpOHaM. B JOIIOJIHCHHe K BLIICH3JIOKCHHOMy HH OJ1Ha 
3 CTOpOH He snpase ocymecrnrrllTh KaK11e-rr1160 nrraTe)l(11, npe,nrraraTh 11rr11 nepe,naBaTh KaK11e-rr1160 
IeHHOCT TOCyJIapCTBeHHOMy H/JI MyHHIHIaJIBHOMy CJ1yKaIIIeMy, pa6OTHKy OpraHOB 
rocy,napCTBeHHOH BJiaCTl1, opraHOB MeCTHOro caMoynpasrreH11ll, rocy,napCTBeHHhIX 11/11rr11 
MyHHIMIIaJIBHLIX OpTaHH3aIi, KaKO-JIM6O IIOJITIeCKOi IapTH /JI KaHJI1aTy Ha JOJIKHOCTL B 
opraHax TOCyJapCTBeHHOi BJIaCTH JI MeCTHOTO CaMOyIIpaBJIeH, JIM6O HHOMy TpeTLeMy JIIy, 
CB3aHHOMy BO CeJIKO, CCII 9TO IIpBeJeT K HapyIIIeHIIO AHTHKOppyIIIHOHHOTO 3aKOHOJIaTeJILCTBa. 

3 .10. CTopOHhl OCB060)l(,l(aIOTCll OT OTBeTCTBeHHOCTl1 3a norrHoe 11Jil1 tJaCTl1'IHOe HeBblIIOJIHeH11e 
o6ll3aTeJibCTB no HaCTOllIUeMy ,noroBopy, ecrr11 3TO HeBhIIIOJIHeH11e llBl1JIOCh crre,nCTBl1eM o6CTOllTeJibCTB 
HeIpeOJOJIMO CHILI BKJIHOYa HaBOJIHeHe, IOKap, 3eMJIeTpCHe H JIpyTe CTXIHLIe 6eJICTBM, 
BOHHY, BOeHHbie ,neHCTBI151 scex 811,!(0B, 3a6aCTOBKY nepcoHarra, rpa)l(,naHCKl1X 6ecnopll,nKOB, aBap1111 Ha 
TpaHcnopTe, 6rroKa,nbI, 3n11,neM1111 11Jil1 naH,neMl111, a paBHO BBe,neH11e yrrorrHOMOtJeHHhIMl1 
rocy,napCTBeHHhIMl1 opraHaM11 pe)l(l1Ma nOBhIIIIeHHOH roTOBHOCTl1 11Jil1 11HOro aHarrOrl1tJHOro pe)l(l1Ma 
CBll3aHHOro C p11cKaM11 HacTynrreHl1ll o6cTOllTeJibCTB Henpeo,nOJil1MOH Cl1Jlhl, a TaKKe IIpHHTe 
rocy,napcTBeHHhIMl1 opraHaM11 aKTOB, npenllTCTBYIOIIJ,11X BhIIIOJIHeHl1lO 06e11M11 11Jil1 O,!(HOH 113 CTopoH 
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BCEM rocy ,lJ;APCTBEHHblM, MYH0.I..tHIIAJibHbIM YlJPE)K)];EH0.5IM0. 3,l];P ABOOXP AHEHIDI 0. 
OPfAHAM 0.CI10JIH0.TEJlbHOH BJIACT0. B C<l>EPE 3,IJ;PABOOXPAHEHIDI 

ofoI3aTeJU,CTB no ,n:aHH0MY .n:oroBopy, M .n:pyrHX o6CT05ITeJII,CTB, K0T0pbie MoryT noBJIH5ITb Ha BbIIl0JIHeHHe 
0693aTeJILCTB II0 HaCTOIIICMy J0r0B0py. CTop0Ha, JUI KOTopoii BbIIl0JIHeHHe o65I3aTeJibCTB CTaJI0 
HeB03M0)KHbIM BCJie.[ICTBHe HacTynrreHHR o6CT05ITeJibCTB Henpeo,n:OJIHMOH CHJlbl, .[I0Jl)KHa B TeIeHe 3 
(rpex) pa6oux JHei c M0MeHTa HaCTyIIJICHH yKa3aHHLIX O6CTOTeJILCTB JI1O6LIM JI0CTyIIHLIM B JaHHLIX 
o6CTORTeJibCTBax cnoco6oM yBe.[I0MHTb .n:pyryro CTopotty 0 Haqarre, Q)Klf.[laeM0M cpoKe .n:ettCTBHR M 
npeKpameHHH yKa3aHHbIX o6CTORTeJibCTB. EcrrH HeB03M0)KH0CTb n0JIH0ro HJIH IaCTHIH0T0 BBIII0JIHCH 
o6R3aTeJibCTB JJ:JI5I o,n:ttoii H3 CTopoH JJ:JIHTCR 6orree 1 ( o.n:ttoro) Mecmi:a, .n:pyra5I CTopotta MeeT IIpaB0 
n0JIH0CTblO HJIH IaCTHIH0 0TKa3aTLC OT .n:oroBopa, nHCbMeHH0 H3BCCTMB 06 9T0M JpyryIo CTopoHy. Ip 
3T0M CTopOHbl .[I0JI)KHbl npoBeCTH neperoB0pbl C IeJILIO 0IICHKH CHTyaIIHH H Bbipa60TKH 
B3aHMonpHeMJieMbIX perneHHH. B crryqae eCJIH .n:ettCTBHe o6CT05ITeJibCTB Henpeo,n:OJIHMOH CHJlbl .[IJIHTC5I 
Mettee 1 ( OJIHOTO) MeCIa, Cp0K HCII0JIHCHHA 063aTeJIBCTB CTOpOH I1p0JIeBa1OTC Ha neptto.n: MX 
,n:ettCTBHR. 

3 .11. Bee cnopbl JIM pa3H0IJIaCH, B03HMKaHOIIHe II0 HaTOIIICMy J0r0B0py HJIH B CB5I3H C HMM, 
pa3pea1oTc nyTeM Ieper0B0p0B. )[o nepenau cnopa Ha pa3perneHHe cy.n:a CT0p0HbI npHMYT MepbI K 
ero yperyrrttpoBaHHIO B npeTeH3H0HH0M nop5I,n:Ke. Ilo norryqeHHOH npeTeH3Hl1 CT0p0Ha .[I0JI)KHa .n:an 
nHCbMeHHblH 0TBeT no cymecrny B cpoK He IO3Hee IO (/1eCT) KaJIeHJapHLIX JIHei C .n:an1 ee norryqeHH5I. 
B cnyuae HeB03M0KH0CT pa3peIIIHH CII0p0B HJIH pa3HOIJIaCHi IIyTCM IIepeT0B0p0B, 0H II0JICKaT 
pa3perneHHIO Ap611Tpa)KHbIM cy,n:oM ropo.n:a MoCKBbl B nopR,n:Ke, ycTaH0BJieHH0M 3aK0H0.[laTeJibCTB0M 
PocrniicKoii <I>e.n:epa1111H. 
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[HA EJIAHKE YlJPE)K,[{EHI15I] 

Hcx. Ne ------- KyJJ:a: 121614, r. MocKsa, yn. KpbrnarcKaH, 17, Koprr. 2 
Ten.: (495) 580-77-77, ct>aKc: (495) 580-78-78 

« » 20 r. ----- KoMy: 000 «)].JKOHCOH & )].JKOHCOH» 

AKu,enT o(jlepn,1 

HacrOHll.111M._~-------------------~-------------------- 
Yt.:aun, Maicoame rocy1apc renoro .m Myna1tor 0 y9pA.1cM8 3,1pa00pact :rn6o UCIIO.lllllTC.lbllOfO oprana rocy!tapclBCIIIIOii B.Ui;:nt II ctpcpc 1..'tpasooxpanemu, 

HaJJIeKaIIIHM 06pa30M C03JJ:aHHOe eiiCTByHOIIIee B COOTBeTCTBl111 C 3aKOH0JJ:aTeJibCTBOM PocCl1HCKOH ct>e,1epa1..11111, 
Of PH:_______________ HHH: c MecroM 
HaxoJK,1eH11H no a,1pecy: _ 

B Jil1L{e ---------------------------------------------- 

,1encrnyJ01I.111H Ha OCHOBaHl111 
(,1anee - A,1pecaT Upe,1JIOiKeH1rn\AKu,enTaHT) Il0JIH0CTblO npHHHMaeT YCJI0BIIH pa3Mell(eHHOro O61l(eCTBOM C 
orpaHW!eHHOH OTBeTCTBeHH0CTblO «)].JKOHCOH & )].JKOHCOH», !Op11,111'1eCKOe Jil1L{O, Ha,1neJKall(l1M o6pa30M C03,[laHH0e 
JeiCTByOIIIee B coornercrn1111 c 3aK0Ho,1arenbcTBoM PocrnncKon ct>e,1epa1..11111, Of PH: 1027725022940, HHH: 

7725216105, c MeCTOM HaX0JK,[leHl1H no a,1pecy: 121614, r. MoCKBa, yn. KpbIJiaTCKaH, ,[I. 17, K0pn. 2, B JIIIe 
feHepanbHOro npeKTopa Ky3He1oBa MaKcMa EBreHLeBa, JeiicTByOIerO Ha OCH0BaHl111 Ycrnsa (,1anee - 
«~OHCOH & )],iKOHCOH») Upe,IJIOiKeHHH (o(jlepTbI) c IICX. HoMepoM 1909-3/24 OT 2 ceHrn6pH 2024 rona o 
6e3B03Me3,[IHOM npe,1ocrnsnem111 neKapcrseHHoro npenapaTa JUI MCJIIIHHCK0TO IIpHMeHeHMA c MHH ceneKcnar 
B IeJIX OIIepaTHBHOi 11H111..111a1..11111 cne1..111an11311posaHHOH repan11en 11 pacumpemrn ,1ocryrra na1..111eHTOB K 
cospeMeHHOH 11HH0Bal{l10HHOH repan1111 C 11cnOJib30BaH11eM neKapcrneHHOro rrpenaparn ,[IJIH Me,[111L{l1HCK0ro 
rrp11MeHeH11H c MHH ceneKc11nar, roproBblM Ha11MeH0BaH11eM An6pas11 (,1anee - I1penapar), 11 npe,1ocrnsn»eT 
cne,1yJ01I.111e CBe,[leH11H, Heo6XO,[IHMble LIJIH aK1..1errrn TaKOH o<jiepTbI: 

nqopMau o6 opran3au - Io.yuarene IIpenapara 

HaMeHoBaHe 0praH3a. 
(yKa3aT HaMCHOBaHe no/1y4aTe, ynonHOM04eHttoro 
npHHHM3Tb H ucnom,JOB3Tb neKapcTBeHHble cpeD,CTBa ,WI.SI OK333HIHI 
MeAIIUIIHCKOH noMO[UII) 

A,1pec ,1ocrnsK11 TTperraparn, BHeceHHblH s MC 
M)].J1I1 
11HH/KTTI1: 
KoJIH'leCTBO Tia1..111eHTOB, CO0TBeTCTBYIOll.111X 
ycnoBHHM I1pe,1JIOJKeHl1H H orpaJKeHHOe Ha crp.2 Bcero Ila1..111eHTOB 
AK1..1errrn o<peprbi: 
KOJil1'1eCTBO K0MITJieKTOB ,[IJIH THrp0BaHl1H ,[103bl (m 
p a c u e r a l K O M n n e K T n o Ti p e DJJ o >K e m n o H a K 3 >K i:t o r o n a u 11 e H T a , 

HMCHOI[eTO TpaJaHCIRO PD, KOTOpOMy peIIeHueM Bpa4eonoii Bcero KoMrrneKTOB 
KOMICCHH, KOHcIyMa Bpaeii I JIeqaIIerO Bpa4a enepsbte 
a3Havena repan c npueHeneM IpenapaTa c MHH 
cenKcHar, 0TpakeHHOe Ha Tp.2 HacTo9uerO AKenTa obepT) 

KoHTaKTHbie JJ:aHHble co CT0p0Hbl opraHHJau,1111 - IlOJIY,IaTeJIH 

TenecjioH: I 



[HA EJIAHKE Y1-IPE)l(.l-l:EHI15I] 

HacTOJILQHM AJpecar IIpe/oKeH/AKIeITaHT IIpeJ0cTaBJIeT HMKeCJIeJIyHOIIIee 3aBepeHHe 06 

o6CTOJITenbCTBax, HMeJOLQHX 3Ha'leHHe AITJI 3aKITJO'leHHJI A0rDBopa, H TeM caMbIM npHHHMaeT Ha ce6JI 

0TBeTCTBeHH0CTb 3a C00TBeTCTBHe 3asepeHHJI ;ieHCTBHTenbHOCTH B c11ny nyHKTa I CTaTbH 431.2 fK PctJ: 

PeweHHeM (BpaeoHoii KOMHCCH/ K0HCHJIHyMa Bpae/ Jeaero 

Bpaqa) (KOJIIeCTBO ICJI0M 11 npon11cb10) rpalK;iaH11Hy(-aM) PctJ BITEPBhIE Ha3Ha'leHa Tepanm1 c 

np11MeHeH11eM neKapcTBeHHoro ITpenaparn c MHH ceneKc11nar c ;i11arH030M nero'IHaJI apTep11anbHaJ1 rnnepTeH3HJI 
(;ianee - «ITal..\HeHrn ). 

B C00TBeTCTBl1H C TPe6oBaHHJIMH npHMeHHM0ro 3aK0H0AaTenbCTBa peweHHe ocpopMneHO B B11Ae: 

• npornKona NQ OT« » 20_ r., KOTOpbIH, cpe;i11 npoqero, C0JepKuT CJIeJIyHOIIHe 
CBCJICHH. 

I. JaTa IIp0BeJIH 3aCe/aHHA BpaYe6HO K0MCCHM HJIH K0HCJIyMa BpaYe JI peweHHJI ne'IaLQero Bpaqa: 
« » 20_r.; 

2. peweHHe Bpaqe6HOH K0MHCCHH HJIH K0HCIHyMa Bpaeii 11n11 ne'laLQero Bpaqa 

BKITJO'IaJI yKa3aHHe He06XOAHMOro K0ITH'Iecrna ynaK0B0K ITpenaparn Ha 
11 ero 06ocH0BaH11e, 

KaKJOr0 IaIeHTa 

CB€JeHH 0 peIIICHHH BpaYe6HO K0MHCCHH JI K0HCIyMa Bpare JI eIaIer0 BpaIa 0TpaKeHLI B 
C0OTBeTCTBYJOLQeH MeA111..\HHCKOH A0KyMeHTal..\HH ITal..\HeHrn(-oB). 

MJUI 

• 3aIc B MeJIIIMHCKOH J0KyMeHTa naeHTa, B KOTOpOi, pe/ npoIero, co/epKaTc cJeyHoe Be/IHA: 

I. JaTa BLIHCCCHH peweHHJI o Ha3Ha'IeHHH Ilpenaparn: « __ » 20 r.; 

2. 06ocH0BaH11e peweHHJI o Ha3Haen Ipenapara, BKJIHOIa yKa3aHHe HCO6XOJIMOTO IaIHHTy 

K0ITH'leCTBa ynaK0B0K Ilpenaparn 

Ilp11nolKemrn. 

Ilp11naraJOTCll cne;iy10LQ11e A0KyMeHTbl, 3aBepeHHbJe no;inHCbJO ynonH0M0'IeHH0ro ITHl..\a H ne'laTblO A;ipecarn 

IIpe/1oKeHA\AK1enTaHTa: 

I. KapTO'IKa 10p11;i11qecKoro ITHl..\a - A;ipecarn ITpe;inolKeH11J1\AKl..\enrnHrn 11 IlonylfaTenll. 

2. KonHll A0BepeHH0CTl1 Ha rrony'leHHe Ilpenaparn C yKa3aHHeM ynonH0M0'IeHHOro ITHl..\a / 8binl1CKa 113 

np11Ka3a 0 Ha3Ha'IeHHl1 ynonH0M0'leHH0ro ITl11..\a Ha C00TBeTCTBYJOLQYJO A0ITlKH0CTb. 

,l],onlKHOCTb 

H HaHMCH0BaHHe 

opraHl13al..\Hl1 A;ipecarn ITpe;inolKeH11ll/ AKl..\enrnHrn 

_____ /ctJI1O 

M.n. 



[HA EJIAHKE YlJPE)K,[J.EHIDI] 

IIpnoKeHe Nel x axuenry obepTu Hcx. Ne OT «_» 2024 r. 

Mn/n HauMeH06GHUe 3Gn0JlHJWM020 n0J/Jf. Cee0emu o6 opeanu3ayuu Ipuuevanue 

1 IIOnHoe HaHMeHOBaHe 

opraHH3aQHH 

2 KpaTKOe HaHMeHOBaHHe 

opraHH3aQHH 

3 AJpec HOpIecK 

4 AJpec IOIToBL 

5 HHH 

6 KITIT 

7 HaMeHoBaHe 6aHKa, B T.I. MeCTO 

(ropoJJ.) HaXO)KJJ,eHM.H 

8 PaeqeTHbIM eqeT 

9 KoppeerroHJJ,eHTeKHM eqeT 

10 EHK 

C yBaKeHHCM, 

)],onlKHOCTh 
11 Ha11MeHOBaH11e 
opraHl13al{1111 A,!\pecarn Ilpe,!\nolKeHm1/ AKl{enrnHrn 

_____ __;/ cDHO 

M.TT. 



[HA EJIAHKE Yll PE)K,[(EHIDI ] 
[wa6noH OT4eTa 11nH KOMnneKTau1111 c An6paa11 (MHH ceneKc11nar) Ta6neTKH, IOKpLTLIe IIeHO9HOii 060/104K0ii 200 Mkr N 140] 

Hex. N2 ---- Ky,!1,a: 121614, r. MocKsa, yrr. KphrnaTcKaH, 17, Kopn. 2 
Terr.: (495) 580-77-77, <l>aKc: (495) 580-78-78 

(( » 202 r. ----- 

B COOTBeTCTB1111 C 

KoMy: OOO «JIKOHCOH & JIKOHCOH» 

Oruer 
06 ncnoJILJosaunn JieKapcTseuuoro npenapaTa 

,!l,JIH Me,!l,HllHHCK0ro npmueueunH c MHH ceJieKcnnar 

JKoHcoH» 

(Janee 
AnpecaT IIpe,a:rro)KettHH\ AKu;enrnHT), JaKJIIO'IeHHhIM nocpe,a:crnoM aKu;enrn npe,a:JIO)KeHHH 

000 «,[()KOHCOH & ,[()KOHCOH» 0 npe,a:OCTaBJieHHH ynaKOBOK rreKapcrneHHOro npenaparn ,D;JIH Me,D;HI.l;HHCKOro 

np11MetteHHH c MHH cerreKcwnar B crre,a:y10meM KOJIHtJecrne: L_) ynaKOBOK An6pas11 (MHH cerreKc11nar) 

rn6rreTKH, noKphIThie nrreHO'IHOH o6orrotJKOH 800 MKr N2 60, L_) ynaKOBOK An6pas11 (MHH cerreKrnnar) rn6rreTK11, 

noKphIThie nrreHO'IHOH o6orro'IKOH 200 MKTr N 60, L_) ynaKOBOK An6pas11 (MHH cerreKrnnar) rn6rreTKH, noKphIThie 

nrreHO'IHOH o6orro'IKOH 200 MKr N2 140 (.a:arree - «Ilpenaparn) B OTHOIIIeHHH - L_) nau;HeHTa( OB) B COOTBeTCTBHH 

C IIHChMOM (AKu;enTOM ocpepTb!) A,npecarn Ilpe,a:JIO)KeHHH\AKu;enTaHTa O 6e3B03Me3,D;HOM npe,a:OCTaBJieHHH 

Ilpenaparn 11cx. N2 OT , HanpasrrHeM BaM crre,a:y10myw 11ttcpopMau;1110 

,a:orosopoM 006 & 

06 HCIIOJ!h3OB3HHH Ilpenaparn: 

llmbool\tal.lHH 06 opraunJauuu - noJIV'laTeJie IloenaoaTa 
HaMeHOBaHHe OpraHH3aIHM. 

A,a:pec: 

Terred>ott: 

llmJ>0pMaunH 06 ncnoJILJ0Baunn Ilpenaparn 
Ne ,[(aHHhie O nau;HeHTe KorrH'lecTBO ,[(am \,[(aThI KonuecTBO 

(HoMep n naTa poroKona HCIIOJ!h3OB3HHhlX ynaKOBOK nepe,a:a'IH HeHCIIOJ!h3OB3HHhIX pewemrn spa4e6Hoi"i Koi\rncnm, 
nau;weHTY ynaKOBOK** KOHCHIyMa Bpa4eii 1I 

neuautero Bpava) 

1. _L_) ynaKOBOK An6pas11 
(MHH cerreKcHnar) 
Ta6rreTKH, IIOKpb!Tb!e 
IJIeHOIHOii 060J109Koii 800 
MKr N2 60, cepHH ___ 
L_) ynaKOBOK An6pas11 
(MHH cerreKcwnar) 
rn6rreTKH, IIOKpb!Tb!e 
IJIeHOIHOj 060/109K0ii 200 
MKr N2 60, cepHH ___ 
L_) ynaKOBOK An6pas11 
(MHH cerreKcwnar) 
Ta6rreTKH, IIOKpb!Tb!e 
nrreHO'IHOH o6orro'IKOH 200 
MKr Ne 140, cepHH ___ 



[HA EJIAHKE Yl!PE)K.D:EHIDI] 
[uraonoH oT4era KoMnIeKTaI c An6paB (MHH ceneKcnar) Ta6eTKI, IIOKpLITLe IIeHOIHOji 060/104K0ii 200 MKr Ne 140] 

2. 

* YKa3aTb HOMep npoTOKOrra 11 ,n:aTy pewemrn Bpaqe6HOM KOMl1CCl111, KOHCl1JIHyMa Bpaqei1:, 11JIH rreqaw:ero Bpa'Ia, B 
COOTBeTCTBl111 C KOTOpblM nal.(HeHTY 6bIJI Ha3HatJeH IlpenapaT 

**Ecrr11 npenapaT He 6bIJI IlOJIHOCThlO 11CilOJih30BaH, Heo6xo,n:11Mo yKa3aTb np11'IHHy: 

[.n:omKHOCTh] 
[ Ha11MeH0BaH11e opram13al.(1111 - A.n:pecarn 
IIpe/1oKeHM\AKIeIITaHTa] 

_____ l<I>MO/ 

M.Il. 



[HA EJIAHKE YlJPE)K,l(EHllil] 
[ wa6noH OP1ern 11n,i KOMnneKTaum, 6E3 An6pas11 (MHH ceneKcunar) Ta6neTKH, IIOKpLTLe nJIeHOHOii 060/104K0ii 200 Mkr N 140] 

Hex. N2 ---- Kya: 121614, r. MocKBa, yrr. KphrnaTCKaH, 17, Koprr. 2 
Terr.: (495) 580-77-77, <l>aKc: (495) 580-78-78 

(( » 202 r. ----- 

B COOTBeTCTBHH C 

KoMy: OOO JIKOHCOH & J[KOH€OH» 

Oruer 
06 ucnoJibJ0Bauuu JieKapcTBeuuoro npenapaTa 

AJIH MeAHLIHHCKoro npuMeueuuH c MHH ceneKcunar 

,l];)KOHCOH» 11 

(a1aJIee 
A.npecaT llpe.nrro)Kemui\ AKuerrrnHT), JaKJIJO'-leHHhIM rrocpe.ncrnoM aKuerrrn rrpe.nrro)KeHHH 

000 «,D:)KOHCOH & ,l];)KOHCOH» 0 rrpe.nocTaBJieHHH yrraKOBOK rreKapcTBeHHOro rrperraparn .[(ITH Me.[(Hl(HHCKOro 

rrp11MeHeHm1 c MHH cerreKc11rrar B crre.nyJOmeM Korr11qecrne: (__J yrraKOBOK Arr6paB11 (MHH cerreKc11rrar) 

rn6rreTKH, rroKphIThie rrrreHO'-IHOH o6orro'-IKOH 800 MKr Ne 60, (__J yrraKOBOK Arr6pae11 (MHH cerreKc11rrar) rn6rreTKH, 

ITOKpb!ThJe rrrreHO'-IHOH o60JIO'-IKOH 200 MKT N 60 (.narree - «llperraparn) B OTHOIIIeHHH - (__J rrau11eHTa( OB) B 

COOTBeTCTBHH C ITHChMOM (AKuerrTOM ocpepTbi) A.npecarn llpe.nrro)KeHHH\AKUeITTaHTa O 6e3B03Me3.[(HOM 

rrpe.nocrnerreHHH llperraparn 11cx. N2.________ OT , HarrpaBrrHeM BaM 

crre.nyJOmYJO HHq:>OpMal(HIO 06 HCITOJih30BaHHH llperraparn: 

.norosopoM 000 «,l];)KOHCOH & 

Ind0pMau9 o6 opranu3au - noyuarene IIpenapara 
Ha11MeH0BaH11e opraH11Ja1..11111: 

A.npec: 

Terred:ioH: 

InbopMau 06 Menon3oBau Ilpenapara 
N JaHHe o Ia1eHre KonecTBO ,D:arn\,D:aThI KonecTBO 

( HOMep 11 11am npOTOKOna HCITOJih30BaHHhIX yrraKOBOK nepe/a HeHCITOJih30BaHHhIX 
pewemrn spa1.1e6ttoii KOMHCCHH, 

IaIeHTy yrraKOBOK** KOHcHIyMa BpaIei III 

neauero pa4a) 

1. _(__J yrraKOBOK An6paBH 
(MHH cerreKc11rrar) 
Ta6rreTKH, ITOKpb!ThJe 
rrrreHO'-IHOH o6oJIO'-IKOH 800 
MKr N 60, cepnH ___ 
(__J yrraKOBOK Arr6paB11 
(MHH cerreKcnrrar) 
Ta6rreTKH, ITOKpb!Thie 
rrrreHO'-IHOH 060JIO'-IKOH 200 
MKr N 60, cepnH ___ 

2. 



[HA EJIAHKE Y1:IPE)K,[(EHIDI] 
[u1a6non OT4eTa II KOMIIIeKTaH BE3 An6pan (MHH ceneKcnar) Ta6IeTKH, IIOKpLITLIe IeHOIHOii 060/104K0ii 200 Mr N 140] 

* YKa3aTh HOMep IIpOTOKOJia 11 ,n:aTy perneHHR Bpaqe6HOH KOMl1CCl111, KOHCl1Jil1yMa Bpaqefi, 11Jil1 rreqamero spaqa, B 

COOTBeTCTBl111 C KOTOphIM nau:11eHTY 6hIJI Ha3HaqeH IlperrapaT 

**Ecrr11 npenapaT He 6hm IIOJIHOCThlO 11CIIOJih3OBaH, Heo6xo,n:11Mo yKa3aTh np11q11Hy: 

[.n:omKHOCTh] 
[ Ha11MeHOBaH11e opraH113a1{1111 - A,n:pecarn 
IIpe/1oeH\AKeIITaHTa] 

----- /<DI10/ 

M.II. 


