
BCEM fOCY,[(AP CTB EHH bIM , MYH I1IJ J1I 1A Jib HbIM yq p£)K ,[(E HH5I MI1 3,[( PABOOXP AH EHIDI H 

OPf AHA M HCilOJIHHTEJib HOH BJIA CTH B C<l> EPE 3,[( PABOOXP AHEHIDI 

Ilpen10eHe 0 3aKIIOIeHHH [Or0Bopa 
B oTuomeuuu 6e1so1Me1.r.uoii nepe.r.a-iu JJeKapCTseuuoro npenapaTa no.r. MHH creKHuHyMa6 

B qeJJHX onepaTusuoii uuuquaquu cnequaJJu1uposauuoii Tepanuu u pacmupeunH .r.ocTyna naqueuTos, 
CTpa.r.aror.qux BOCDaJJHTeJJLHLIMH 1a60JJeBaHHHMH KHIIeIHHKa, K COBpeMeHHo HHHOBaquouuoii 

Tepanuu c ucnoJJLJosauneM JJeKapcTBeuuoro npenapaTa .r.JJH Me.r.uquucKoro npnMeueunH c MHH 
creKHyMa6 

Hex. oMep N 2212-7/21 

r. MocKBa 
«22» ,neKa6pR 2021 ro,na 

06m;ecrno C orpam.P:IeHHOM OTBeTCTBeHHOCTbIO «,[()KOHCOH & ,[QKOHCOH», IOp11,n11qecKoe J1111..J;O, Ha,nJie)I(am;11M 

o6pa30M C03,[(aHHOe 11 ,neifcTByIOm;ee B COOTBeTCTBl111 C 3aKOHo,naTeJibCTBOM Pocc11ifcKOM <I>e,nepau;1111, 

OfPH: 1027725022940, MHH: 7725216105, c MeCTOM HaXO)K,neH~ no a,npecy: 121614, r. MocKBa, yn. KpomaTCKM, 

,n. 17, Koprr. 2, B n11u;e feHepanbHoro ,n11peKTOpa Iloro,n11Hoif EKaTep11HbI Eop11coBHbl, ,neifcrny10m;eif Ha ocH0BaH1111 

craBa (1aIee «/IKOHcon & /IkoHco»), 

IlPIDUIMMI BO BHMAHE, ITO 

(A) Bocrran11TeJibHble 3a6oneBaH~ KHIIIeqH11Ka (B3K) BKJIIOqaIOT R3BeHHbIM KOJI11T (JIK) 11 6one3Hb KpoHa (EK) 11 

XxapaKTep3y1OTC HaJIIeM XpOHHIeCKOTO BOCIIaJIeHM B Ke:IyJIOIHO-KIIIeIHOM TpaKTe. KaK JI1 SK, TaK 1 

JI BK xapaKTepHo XpoHecKOe HeIpepLIBHOe JI XpOHIeCKOe peIIMBpyIOIIIee TeIeHe'. 

(E) CornacHo ,naHHbIM 11ccne,nOBaH~ ESCApe, B pocc11ifcKoif rrorrynRu;1111 6oJibHbIX B3K rrpeo6na,naIOT 

Cpe/IHeTKeJILIe TKeJILe bOpMLI, ITO O6yCJIOBIeHO HeOTaTOIHOi HeCBOeBpeMeHHO JIaTHOCTKoif. 

0TMeqaeTCR 3Haq11TeJibHOe q11cno 60JibHbIX C OCJIO)KHeHHblM11 QJOpMaM11 B3K, BblCOKM qacTOTa BblflOJIHeH11JI 

orrepaTl1BHbIX BMeIIIaTeJibCTB ' qTo rrp11BO,[(MT K 11HBaJil1,[(113aIJ;Ml1 rrau;11eHTOB 11 o6ycnaBJI11BaeT Heo6xo,nl1MOCTb 

rrpe,nOCTaBJieH11R 3TOM IpyIIIIe HaCeJIeHM pa3JIHIHLIX COIIMaJILHBIX JILror'°; 

(B) Ilau;11eHTbI c B3K Hy)K,naIOTCR B CBOeBpeMeHHOM Ha3HaqeH1111 reHH0-11H)KeHepHbIX 611onor11qecKHX rrperrapaToB 

(fl1EI1), rrp11 pa3B11Tl111 CTepo11,nope311CTeHTHOCTl1, CTepo11,no3aBl1Cl1MOCTbIO, 11Jil1 rrp11 He3q_Jq_JeKTl1BHOCTl1 
11MMyHocyrrpeccopoB B B11,ne 11H,nyKu110HHoro Kypca c rrocne,ny10rn;eif rro,n,nep)K11BaIOrn;eif Teparr11eii4. )1{113HeHHo 

Ba)KHM Heo6xo,nl1MOCTb rrau;11eHTOB C ,n11arH030M B3K COCT011T B MaKCl1MaJibHO orrepaTl1BHOM l1Hl1UHau;1111 
Teparr1111; 

(f) IIOTpe6HOCTb B fl1EI1 Teparr1111 cym:ecTBeHHO rrpeBbIIIIaeT ee TeKym;11if ypoBeHb. B fl1EI1 Teparr1111 Hy)I(,naIOTCR 
,no 30-40% rrau;11eHTOB c B3K, o,nHaKo rronyqaIOT ee He 6onee 5-10% rrau;11eHTOB5•6; 

(,[() JieKapcTBeHHbIM rrperrapaT rro,n mproBbIM Ha11MeH0BaH11eM CTenapa, MHH Y CTeK11HyMa67•8, KOHUeHTpaT ,nJIR 

rrp11roTOBJieH11R pacTBopa JI Hby3i, 5 Mr/Mu.1, 26 Mn1, b.1axon Ne 1 (,nanee - «Ilpenapu») JIBJIJieTcR 

rrpe,nCTaBl1TeJieM HOBOro KJiacca l1Hr11611TOpOB 11HTepneMKl1HOB 12/23' pery AATOpHbIX l.J;11TOKl1HOB, 11rpmom:11x 

KJIHOIeByIO pOJIL B 11MMYHOIIaToreHe3e 6one3HM KpoHa, R3BeHHOro KOJil1Ta. IlperrapaT rrpo,neMOHCTp11pOBaJI 

6b1cTpyIO CKOpOCTb HaCTYIIJieH11JI KJ111Hl1qecKoro 3q_Jq_JeKTa 11 KOHTpOJib MapKepoB BOCIIaJieH~ B coqeTaHHl1 C 
,nonrocpoqHoif ycToifq11Boif KJI11H11qecKoif 11 6eccTepo11,nHoif peM11cc11eif, B03MO)KHOCTb BJil1HH11JI Ha 3HaIMLIe 

,[(JIJI o6m:ero rrporH03a KOMop611,nHble 3a6oJieBaH11JI H CHKaTL ypOBeHL TOCIITaJIaIi, XHpypIHIeCKHX 

BMeIIIaTeJibCTB 11 Heo6xo,n11MocT11 rrepeKJIIOqeH11JI Ha ,npyr11e reHH0-11H)KeHepHbie 611onor11qecK11e rrperrapaTbI y 

IIaIIeHTOB CO CpeJIHeTKeJIO TIKeIOi 60/1e3HLO KpoHa, J13BeHHbIM KOJITOM KaK C He3q_JQ_JeKTl1BHOCTbIO 

CTaH,napTHOM Teparr1111 (rnIOKOKpTl1KOCTepo11,nb1, HMMy HOCyIIpeCCOpLI), TaK y rrau;11eHTOB C 
He9pbeKTBHOCTBIO TeHHO-HKeHepHO 6oIorecKOi TepaI, B TOM ICJIe «MHOKeCTBeHHLIX 

HeOTBeTql1KOB». H113KM 11MMyHoreHHOCTb 11 6narorrp11JITHbIM rrpOQ)l1Jib 6e3OIaCHOCT OTIa1OT 

JieKapcTBeHHbIM rrperrapaT c MHH YcTeK11HyMa6 OT fl1EI1 ,npyrnx KJiaccoB4•6•7. Eonee 10-JieTHl1M onbIT 

IIpHMeHe HM IIpenapaTa I1O I1OKa3aHM «I1Copa3 ncOpaTIecKi apTpHT», JaHHLIe MeKJIyHap0JIHLIX 
perl1CTJ)OB IIOKa3bIBaIOT, qTo rrpenapaT xapaKTep113yeTCJI BbICOK11Ml1 IIOKa3aTeJieM «Bbl)K11BaeMOCTl1» Tepan1111 
cpe,nl1 fl1EI1* 4,9,10,11 

*rMEII: H<DHO-a, H I1JII 7 (ceKyKHeyMa6, HKCeKH3MYMa6), Be,z:i:oml3yMa6 

PYKOBO,[(CTBYJICb rr. 1 CT. 432, II. 2, 3 CT. 434, II. 1 CT. 435, II. 2 CT. 437, rr. 3 CT. 438 fpa)K,naHCKOro KO,L(eKca 
Pocc11ifcKoif <I>e,nepau;1111, 
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BCEM fOCY,UAPCTBEHHblM, MYHl11U1IlAJibHbIM Yl.JPE)K,UEHHJIMM 3,UPABOOXPAHEHH5I 11 

OPr AHAM 11CITOJIHI1TEJibHOH BJ1ACTI1 B C<l>EPE 3,UPABOOXPAHEHH5I 

(E) Cornacno HHcTpyKI IO MeJIHIIHHCKOMy IIpMeHeHro IIpenapara' naIeHTaM c 6O1e3HO KpoHa I 

513BeHHbIM KOJ111TOM peK0MeH,I(0BaHO 0,I(HOKpaTHOe, 11Hl1U1111py10mee TepaITl1IO BHYTPl1BeHHOe BBe,I(eH11e IlperrapaTa 

B ,I(03e, paCCLJl1TaHHOH Ha 0CHOBaHl111 MaCCbl Tena: 

Macca Tena naHeHTa Ha MOMeHT 
JIo3a Konw-1ecrno qrnaKOHOB IlpeITaparn 

BBe,n:eH11.si ITpeITapaTa 

:S 55 Kr 260 Mr 2 

> 55 Kr - :S 85 Kr 390 Mr 3 

> 85 Kr 520 Mr 4 

PeKOMeH,I(OBaHHa.sI ,I(03a (OKOJIO 6 Mr/Kr) 

HACTO»I.QMM IIPE,Ll;JIAr AET 

JII06bIM rocy ,n:apcTBeHHbIM, MYH11U11ITaJibHblM yqpe)K,I(emrnM 3,I(paBooxpaHeHl151 11 opraHaM 11CITOJIH11TeJibHO.H BJiaCTl1 

B ccpepe 3,n:pasooxpaHeH1151 (,n:anee - «ALwecaT Ilpe.L(JIOiKenuH») 3aKJIIOLJl1Tb ,n:orosop B 0TH01IIeH1111 6e3B03Me3,n:Hott 

nepen1a IpenapaTa B IeIX OIIepaTBHO HIIHaIIH CIIeIIHaJI3MpOBaHHOi TepaII paCIIpeH ocTyIa 

nau11eHTOB-rpa)K,I(aH P<l>, CTpa,n:aIOIJJ;llX B3K, K JieLJeHl1IO 11HH0BaU110HHbIMl1 JieKapcTBeHHbIMl1 npeITapaTaM11 Ha 

ycnoBH.sIX Hacrn.simero Ilpe,I(JIO)KeH11.si (ocpepTbI) (,n:anee - «IIpe.L(JIOiKeuue»): 

1. IIPE,IJ;MET ,II;OrOBOPA 

1.1. B Te1..JeH11e 3 0 ,n:Hett c ,n:aTbI nony11eH11.si OT A,n:pecarn Ilpe,n:JIO)KeH1151 «AKUeITrn ocpepTbD> ( c yKa3aH11eM 

KOIecTBa yIaKOBOK 1OIy YaTe1) no b0pMe, yTaHOBIeHHO I Ip1oKeHeM No I K HacroeMy Ilpe/1oKeHHO, 

op0pMIeHHOrO Ha O]HIHaJIBHOM 6/1aHKe H 3aBepeHHOro ITO,I(ITl1Cbl0 YITOJIHOM01-leHHOro JI11Ua 11 rre11aTblO A,n:pecaTa 

IIper1oxen, J[Kocon & JKoHcon o693yerc nepeaTL ApecaTy I Ipe/1oKeH8 I IHOMy yKa3aHHOMy HM 

IIOJIyYaTeJIHO, KaK 9TO OITpe,n:eJieHO B pa3,I(eJie 2 HaCT0muero I1pe,I(JIO)KeHl1.sI, 6e3 B311MaHl1.sI OTTJiaTbl IlpeITapaT B 

KOJl111-leCTBe OT 2 (,n:syx) ,I(O 4 (1-leTbipex) yrrnKOBOK Ha Ka)K,I(0e JI11UO, 11MeIOmee rpa)K,I(aHCTBO P<l>, KOTOpOMY 

Ha3HaLJaeTC51 Teparr1151 C np11MeHeH11eM IlperrapaTa (,n:anee - «IIauueuT») B COOTBeTCTBl111 C pe1IIeH11eM Bpa11e6HOM 

K0MHCCH JIO peIIICHHeM KOHCHIyMa Bpae JI IeYaIIerO Bpa1a He A,n:pecaTa Ilpe,I(JIO)KeHl1.sI, C ITOCJie.I(yIOIJJ;l1M 

I1OJITBepKJIeHHeM peIIICHCM Bpa4e6Ho KOMCC AJIpecaTa IIpe/1oKeH J Io.ryuarereM IIpenapara. 

KoJ1111-leCTBO rrepe,n:asaeMbIX yITaKOBOK Ha KaKJIOe JIIIO OITpe,n:en.sieTC51 B COOTBeTCTBl111 C ,I(0311pOBKOH rrpeITapaTa, 
yKa3aHHO B peIIICHM Bpa4e6Ho KOMCCHM. pellleHl111 K0HCl1Jil1yMa Bpa11ei1:, ocpopMJI51eMblMl1 rrp0TOKOJI0M, 11JIH B 

cIy Yae peIeHa euaero Bpava- B BbII111CKe 113 Me,I(11U11HCKOH KapTbl Ilau11eHTa. 

2. 061.QME YCJIOBIDI 
2.1. Ilo1yuarenreM Ipenapara (,n:anee - «IIoJiyqaTeJIL») M0)KeT 6b1Tb KaK A,n:pecaT Ilpe,n:JIO)KeH1151, rnK 11 YKa3aHHoe 

HM HHOe IOp11,I(l11-leCKOe Jil1UO, 11MeIOmee npaBO ocyru;eCTBJI51Tb Me,I(11U11HCKYIO 11 cpapMaueBTl11-leCKYIO ,I(e51TeJibHOCTb B 
C0OTBeTCTBl111 C Tpe6oBaH1151Ml1 ,I(eHCTByIOmero 3aKOHO,I(aTeJibCTBa Pocc11i1:cKOH <l>e,n:epau1111. 

2.2. A,n:pecaT flpe,I(JIO)KeH1151 •HarrpaBJI.sieT B a1pec JIKoHcon & JKOHcOH «AKIeIT ObepTL» no cpopMe, 

yCTaHOBIeHHOi IIpI0KeHeM No I K HacT0IIeMy Ipe/1oKeHMO. BMecTe C «AKIeIITOM ObepTL1» 

npe,n:ocTaBJI51IOTC.sI TaK)Ke CJie,n:y10m11e ,I(OKyMeHTbl, 3aBepeHHble ITO,I(ITl1CbIO yrroJIHOMOLJeHHOro Jrnua H IeIaTBIO 
A,n:pecarn flpe,n:JIO)KeH1151: 

2.2.1 Kaprn11Ka 10p11,n:1111ecKoro n11ua - A,n:pecarn Ilpe,n:JIO)KeH1151 ( cpopMa np11naraeTC51). 

2.2.2 KOnu 1en3ui HonyuaTe1 Ha 0CyIeTBIeHHe MeIIHHcKO bapMaeBTHIeCKO JIeITeJIBHOCT 
c yKa3aHeM a/peca cpaKT1111ecKoi1: ,n:ocTaBKH IlpenapaTa. 

2.2.3 Kon1151 ,I(OBepeHHOCTl1 Ha IOIyYeHe Ilpenapara yKa3aHeM yIIOJIH0MOYeHHOTO Ia JI6O BLICKa 

H3 np11Ka3a O Ha3Ha1-leHl111 ynoJIHOMO1-leHHOro JI11Ua Ha COOTBeTCTBYIOIJJ:YIO ,I(OJl)KHOCTb. 

2.3. ITepe,n:aqa IlpenapaTa ocymecTBJI51eTC51 Cl1JiaMl1 11 3a CLJeT ,U)KOHCOH & ,U)KOHCOH, Ha ycJIOB1151X ,I(OCTaBKl1 ,I(O 

Ilony11aTeJI51. <l>aKT rrepe,n:a1111 Ilpenaparn rro,n:TBep)K,n:aeTC51 no,11,n11caH11eM HaKJia,11,Hoii rro cpopMe NQ M-15 11 aKTa 

MeKy JIKoHcoH & JKOHCOH yII0IHOMOIeHHLIM IIpeJITaBTeJIeM IlonryuaTen19 B 3 (Tpex) 9K3eMIJ19pax, 0/1H 3 

K0TOpbIX 0CTaeTC.sI y Honyuaren, BT0po nepenaere JIroHcon & J[Kocon, Tperui - A,11,pecaTy Ilpe,D,JIO)KeHl151, 

eCJil1 He OH 51BJI51eTC51 cpaKTl11-leCK11M nony11aTeJieM IlperrapaTa. YnoJIHOM01-leHHOe JI11UO IIOJIIIHCBIBaeT HaKJIaJIHyIO 
/JI aKT C np0CTaBJieHl1eM co6cTBeHHOpy11Ho no,11,n11c11 11 pac1II11cppOBKOI1 cpaM11Jil111 H 11MeH11. 

2.4. A,11,pecaT Ilpe,11,JIO)KeH1151 ,11,0JI)KeH 06ecneY11Tb np11eMKY nepe,11,asaeMoro IlpeITaparn ynoJIHOMOYeHHbIM Ha 

OCHOBaHl111 .[(OBepeHHOCTl1 11Jil1 np11Ka3a JI11UOM no KOJl111-leCTBY 11 KaYeCTBY Ha npe,11,MeT COOTBeTCTBI151 KOJ1114eCTBa, 
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BCEM rocy LJ:APCTBEHHhIM , MYHI1 IJJ1Il AJihHhIM yq pE)K ,nE HWIMH 3,l]; PABOOXP AH EHIDI 11 
OPr AHAM HCITOJIHHTEJihHOH BJIACTH B C<DEPE 3,1J;PABOOXPAHEHI15I 

Kaqecrna B IaCT BIIHMBIX He,l(0CTaTK0B, HaJUIYIUI 110Bpe)l(,l(em1tt TpaHcnopTHblX MeCT, a TaKKe B C00TBeTCTBl111 co 

c11enyIOWJIMM YCJ10B.IDIMM: 

2.4.1. LJ:ocTaBKa flpe11aparn OT ,l];)l(OHCOH & ,l];)KOHCOH K I1011yqaTeJ1IO M0)KeT ocyw,ecTBmITbC51 

ABrnpecpp11)KeparnpoM 111111 B03,l(YWHbIM TpaHc11opTOM. 

2.4.2. Bee ABrnpecpp11)Keparnpb1, nocTaBJ151IOw,11e ITpe11apaT, o6opynoBaHbI TepMoperncTparnpaM11/ 

caM0l1MCQaMM. Ip npueMKe IIpenapaTa, B0JITeJIL ABTOpebpKeparopa cHMaer ueK caMonca 11 
nepen1aeT ero npecTaBTeIO IloryuaTe1. Apecar IIpe/IoKeH J0JIKeH 03HaK0MHTBC C JIaHHLIMM Ha 

IeKe H npoBeCTM npoBepKy YCJ10B11tt nepeB03KM Ha C00TBeTCTBMe TJ)e6yeMOMY TeMepaTy pH0My peKHMy. 

B c11yqae ec1111 TipenapaT conpoB0)K,l(aeTc51 TepMonaTYMK0M (TT) (B c11yqae 11cnoJ1h30BaH1151 

TepMOKOHTettHepoB ), AnpecaT Tipe,l(J10)KeHM}I 11J111 ynoJ1H0M0YeHH0e MM J1MU0 Ha 0CH0BaHMM ,l(0BepeHH0CTM 
ocrnHaBJ111BaeT TT 11 CYl1ThrnaeT 110Ka3aHM51 c Hero Bo BpeM51 11p11eMK11 ITpenapaTa (11HCTPYKUM51 no 

0CTaH0BKe I1 CYMTbIBaHMIO TIOKa3aHl1tt C TT HaX0,l(MTC51 B TepMOKOHTeHHepe ). 

2.4.3. LJ:ocTaBKa flpe11aparn B03,l(YlllHbIM TpaHcnopTOM ocyw,eCTBJ151eTC51 B TepMOKOHTeHHepax. B KaKI0M 

TepMOKOHTettHepe Haxon11TC51 1 (0/1) TT. 

2.4.4. PacnaKOBKY 11 npoBepKy Tipenaparn, ynaK0BaHH0fO B TepMOKOHTeHHep, I1011yqaTeJ1b ,l(0J1)KeH np0113B0,l(MTb 

np11 TeM11epaType, cooTBeTCTByIOw,ett Tpe6oBaHH51M TeMnepaTypHoro pe)K11Ma xpaHeHM51 TipenapaTa. I1oc11e 

pacnaK0BKM TepMOKOHTettHepa I1011yqaTeJ1b ,l(0JI)KeH 113BJ1eYb TT 113 TepMOKOHTeHHepa 11 He3aMe,l(J1MTeJ1bH0 
0CTaH0BMTb ero. 

2.4.5. B c11yqae Bb151BJ1eHM}I OTKJIOHeHMtt OT Heo6XO,l(MMOfO TeMnepaTypHoro pe)KHMa, IT011rmTeJ1b npHH11MaeT 

ITpenapaT B KapaHTl1H 11 B TeYeH11e l ( 0,l(HOfO) pa6oqero ,l(H}I C naTbl 110JiyqeHl151 Tipenaparn yBe,l(0MJI51eT 

,l];)KOHCOH & ,l];)KOHCOH 0 BbrnBJ1eHHbIX TeMnepaTypHbIX 0TKJI0HCHHIX, IIyTeM HaIIpaBIeH eMy IO 
3J1eKTpOHHOH 110YTe naHHbIX, CH}J:TbIX c TT. 

2.4.6. JoHcon & JKOHCOH IpHMaeT perneHMe 0 B03M0)KH0CTl1 ,l(aJ1bHei1wero 11CTI0J1b30BaHH51 Tipenaparn 11 

11HcpopM11pyeT Anpecarn Tipe,l(J10)KeH1151/Tio11yqaTeJ1}1 110 3J1eKTpOHHOtt Il0YTe 0 11p11H51TOM peweHl111 B cpoK 
Hue 6o1ee 30 (TpaT) KaJIeHJIapHLIX 1He. 

2.4. 7. Tip11eMKa npo113B0,l(l1TC51 I1011yYaTeJ1eM B TeYeHHe l ( onHoro) pa6oqero ,l(H51 c M0MeHTa nepea Ipenapara 
IO aKTy IIpHeMa-IIepeJaIH /I HaKJIaIHOi. 

2.5. B TeYeHHe 30 pa6oqMX ,[(Hett C naTbl 3aBepweHM51 HCTI0J1b30BaH.IDI nonyYeHHbIX ynaK0B0K Tipenaparn, AnpecaT 

Ipe/11oKeH 0693yeTC IpeJI0CTaBTB JDKOHcOH & KOHCOH 0TYeT 06 CO1B30Ba I Ipenapara, con1epxaui 

0CH0BHYIO MHcpopMaQMIO 0 I1011yqaTeJ1e TipenapaTa, cep1111 Tipenaparn, K0J1MYecrne nepenaHHbIX ynaK0B0K 
IIpenapara, JaTe er0 BBeJIeHA IlaneHTy(-aM), BLIICKe 113 perneHM51 Bpaqe6HOtt K0MMCCMM 110 cpopMe, 
y CTaHOBJIeHHO B I Ip1oeHuu No 2 nacroero IIpe/1oKeHA. 

2.6. B c11yqae HeMCTI0J1b30BaHM51 TipenapaTa B TeIeHe er0 cpoKa f0,l(H0CTl1 AnpecaT Tipe,l(J10)KeHM51 06513yeTC}I 

11p0H3BeCTM YHMYT0)KeHMe TipenapaTa He 1103,l(Hee 0,l(H0fO rona 110CJ1e 11CTeYeHM51 cpoKa fO,l(H0CTM TipenapaTa B 
nop51,l(Ke, ycTaH0BJ1eHHbIM nettcTByIOW,MM 3aK0H0,l(aTeJ1bCTB0M. YHMYTO)KeHHe ITpenapaTa 11p0MCX0,l(MT 3a cqeT 
Apecara IIpe1oKeH9. 

2.7. B TeYeH11e 30 pa60YMX ,[(Hett Il0CJ1e YHMYT0)l(eH.IDI I1pe11aparn, AnpecaT Tipe,l(J10)KeHM51 06}13yeTC}I npenocTaBMTb 

J[Kocon & JKOHOH 0TIeT O6 yHIT0KeH IIpenapara, cepKai ocHoBHy1o HpopMa1o o cep 

flpenaparn, H0Mep aTy AKIeTa ObepTI, IIpIHy HeHCI10JI30BaH Tipenaparn B TeIeHe Cp0Ka fO,l(H0CTM, 
K0JIIeCTBe yHHIT0KeHHLIX ynaK0B0K Ipenapara, JaTe eT0 yHIT0KeHI C IIpeJI0CTaBJIeHeM 3aBepeHHO 
AnpecaTOM Tipe,l(J10)KeHM}I MJ111 I1011yqaTeJ1eM Tipenaparn K0TIMM aKTa O6 yHIT0KeH Ilpenapara. 

3. IIPOl.fME IIOJIO)KEHIDI 

3.1. CTopOHbl Il0HMMaIOT 11 B3aMMH0 np113HaIOT, Y:T0 ,l];)KOHCOH & )J;)KOHCOH He HeCeT 0TBeTCTBeHH0CTb 3a 

nanbHei1rnee 06ecneYeH11e Tiau11eHTOB ITpenapaTOM. CoorneTCTByIOw,11e rapaHT1111 s ccpepe oxpaHbI 3nopoBb51, 

ycTaH0BJ1eHHbie 3aK0H0,l(aTeJ1bCTB0M PocCMHCKOH <I>enepau1111, HecyT opraHbl rocy napcTBeHHOtt BJ1aCTM 11 opraHbl 

MeCTH0ro caMoynpaBJ1emrn, a TaKKe JI0JIKH0CTHLIe J111Qa opraHl13aQMH B npene11ax CB0l1X IlOJ1HOMOY:11H. 

3 .2. )J;)KOHCOH & )J;)KOHCOH 11 AnpecaT ITpe,l(J10)KeHl1}1 np113HaIOT 11 cornawaIOTC51, qTQ JII06oe B3aMMO,l(eHCTBl1e 

yKa3aHHBIX III B paMKax HacTOIer0 IIpe/1oKeHM He 06311Baer ApecaTa Ilpe/IoKeHM H B Koe Mepe 

11p1106peTaTb, 11Cll0Jlb30BaTb, peK0MeH,l(0BaTb MJ111 o6ecneYl1BaTb B03M0)KH0CTb 11Cl10J1b30BaH.IDI KaKMX-Jil160 

npenapaT0B )J;)KOHCOH & JKOHCOH. He Ha11paBJ1eH0 Ha KaKoe-J11160 orpaH11Y:eH11e K0HKypeHQHM 11J111 npenocTaBJ1eH11e 

11pe11Myw,ecTB B C00TBeTCTBl1I1 C nei1cTByIOW,11M 3aK0H0,l(aTeJ1bCTB0M P<D 11 B npene11ax K0Ml1eTeHQl111 YKa3aHHbIX 
J111Q. 

3.3. AnpecaT ITpe,l(J10)KeHl151 HaCT051W,11M npeOTaBIeT JIKOHcOH & /KOHCOH 3aBepeHe, Me1Oee JI JKOHCOH 

& )J;)KOHCOH cyw,ecTBeHH0e 3HaYeH11e, 0 TOM, Y:T0 TipenapaT 6y neT 11Cll0J1b30BaTbC51 CTporo 110 Ha3HaY:eHl1IO, 

yKa3aHH0My B 11HCTPYKU1111 no Me,l(MU11HCK0MY 11p11MeHeH11IO ITpenapaTa, B C00TBeTCTBl111 C Tpe6oBaHl151MI1 

nei1cTBy10w,ero 3aK0H0,l(aTeJ1bCTBa Pocc11HCKOH <Denepau1111 (BKJ1IOY:a51 np11MeHl1Mbie CTaH,n:apTbl 11 nop.s1,n:K11 0Ka3aHl151 
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BCEM fOCY,UAPCTB EHHhlM , MYH I1 IJJ1IT AJib HhIM Yl.J PE)K ,UE HI1.5I M I13,UPABOOXPAHEHIDI I1 

OPr AHAM I1CTIOJIHI1TE J1hHOl1 BJ1A CTI1 B C<DEPE 3,UPABOOXPAHEHI15I 

Me,LJJ1U11HCKO.H ITOMOWJ1). B C11yt-Iae ecmI B COOTBeTCTBl111 C 11HCTPYKU11e.H ITO Me,U11U11HCKOMY np11MeHeHl1IO TipeITaparn 
IateHTy 6y/1eT BBeIeH0 Io1yuaTeeM MeHBIIIee K0IYeCTB0 I0Iy YeHH0r0 IIpenapara, To Apecar IIpe/11oKeHg 

rapaHT11pyeT, LJT0 0CTaBI1Ieec51 K01111LJeCTB0 ITpenapaTa 6y ,n:eT 11Cn011b30BaH0 CTporo ITO Ha3HaLJeHl1IO TaKKe yKa3aH0 

B 0TeTe O6 MCI10JIB3OBaH Ipenapara no bopMe IIpJ10KeHg No 2. 
3 .4. ,U)KOHCOH & ,U)KOHCOH 11 A,n:pecaT Ipe/1oKeH 0693y1OTC B3aMH0 CO6/11OIaTL Tpe60BaH 

3aKOHO,UaTeJ1bCTBa B ccpepe npOT11BO,Ue.HCTBl151 Koppynu.1111 11 npe,n:yITpe)K,UeHH51 KOH(pJ111KTa 11HTepecos CTOpOH, 0 
1Op1Ke O6pa1eHA CO CBeIeHIM, C0CTaBIHOIIIHM KOMMepIeCKy IO, CJIy Ke6Hy1O, HaJIOT0By HO, BpaYeoyto Ta}Hy 

11 .11HYIO KOHQ_).11,UeHU11aJlhHYIO 11HQ_)OpMaU11IO, B TOM l.{11CJie co61110,n:aTb 3aKOH0,UaTe11bCTBO 0 3aW:HTe nepcoHaJihHbIX 
,UaHHhIX. 

3 .5 CoBep11IeH11e A,n:pecaTOM Tipe,n:110)KeH.1151 ,n:e.HCTBl1.H, yKa3aHHhIX B n.2.2. HaCT051mero Tipe,U110)KeHIUI, 6y ,n:eT 

Cl.J:11TaTbC51 aKIIeIITOM HacTOIerO IIpe10KeH. AKIeIIT HacToIerO Ipe/1oKeHg BO3MOKeH JIIIIL B TIOJIHOM 
061eMe. TO1Ko B 9TOM CIy Hae J10IOB0p 0 6e3BO3Me3JIHOi IIepeJave Ipenapara Ju1 1eek onepaTBHo Ha 

cneu11a1111311poBaHHO.H Tepan.1111 11 pac11I11peHl151 ,UOCTyna nau11eHTOB, CTpa,n:a10m11x BOCnaJ111Tel1bHblMl1 
3a6oJieBaHl151Ml1 Kl111IeLJH.I1Ka, K 11eLJeHl1IO 11HH0BaU110HHhIMH 11eKapCTBeHHblMl1 npenapaTaMl1 6y ,n:eT 51BJI51ThC51 

3aKJIHOIeHHLIM Mey JKOHcOH & JKOHCOH A,n:pecaTOM I1pe,n:110)KeH1151 Ha yc110BIDIX Tipe,n:110)KeHIDI. qaCTHl-lHblH 

aKueITT ITpe,n:110)KeHl151 ( ocJ?epTbI), a TaK)Ke aKuenT I1pe,U110)KeHl151 ( ocJ?epTbI) Ha HHhIX YC110B1151X He ,UOITYCKaIOTC51. 

3aKJIIOLJeH11e I0r0BOpa Mey KOHcOH & JIKOHCOH H A,n:pecaTOM ITpe,U110)KeHH51 0CyIIIeCTBJIeTC IIyTeM 

cosepllleHl151 ,n:e.HCTB11.H A,n:pecaTOM Tipe,n:110)KeHIDI B nop51,n:Ke, npe,n:ycM0TpeHHOM pa3,n:eJI0M 2 «O6m11e YC110B1151» 

HaCT051mero I1pe,n:JIO)KeHl151 (ocJ?epTbI). CosoKynHOCTb ITpe,n:JlO)KeHH51 ( ocJ?epTbl) 11 AKuema ocJ?epTbl npe,n:CTaBJI51IOT 
co6oti ,n:orosop, II0 BOpIIeCKO IIpHp0JIe 9BIIHOIIICI II0KepTB0BaHeM, H K K0TOp0MY ITPl1MeH51lOTC51 H0pMbl 

CTaThl1 582 rK P<D. B 1ex 6yxraTepcKorO yIeTa AJpecaTa I Ipe/0KeHA CT0MM0CTL o,n:Hoi1 ynaKOBK11 ITpeITaparn 
np11H11MaeTC51 paBHOH 157063,55 py6nei1 6e3 H,UC. 

3.6. HaCT051mee Tipe,n:J10)KeH11e ,n:eticTBl1TeJ1bHO ,n:o 31 ,n:eKa6p51 2023 ro,n:a H M0)KeT 6bITb 0T03BaH0 

JKoHcon & JIKoHcoH B JIOoOi MOM€HT. 

3. 7. CTopOHhl OCB060)K,UaIOTC51 OT 0TBeTCTBeHH0CTl1 3a no11Hoe 111111 LJ:aCTl1l.J:H0e HeBbITIOl1HeH11e o6513aTeJihCTB no 

HaCT051W:eMy ,n:oroBopy, ec1111 3T0 HeBbIIT011HeH11e 51B11110Cb C11e,UCTB11eM o6CT051Te11hCTB HeITpeO,U011HMOH Cl111bl 

BKJIIOLJ:a51 HaB0IHeHe, I0Kap, 3eMIeTpICeHe H ,n:pyr11e CTl1Xl1HHhie 6e,n:CTBl151, BOHHY, B0eHHble ,n:e.HCTBl151 Bcex 

B11,UOB, 3a6aCTOBKY nepc0HaJla, rpa)K,UaHCK11X 6ecITOp51,UKOB, asap1111 Ha TpaHcnopTe, 6/10KaJILI, 9IIIeMHH JI 

naH,n:eMl111, a paBH0 BBe,n:eH11e YITOJIH0M0LJ:eHHhIMl1 rocy ,n:apCTBeHHblMl1 0praHaM peKHMa IOBBIIIIeHHO fOT0BH0CTl1 

111111 11H0fO aHaJIOfl1l.{H0fO pe)Kl1Ma CB513aHH0ro C p11CKaMH HacTyn11eH1151 o6CT051TeJ1bCTB Henpeo,n:OJil1MO.H Cl1Jlhl, a 

TaK)Ke np11H51Tl1e rocy ,n:apCTBeHHhlMH opraHaMl1 aKTOB, npeIT51TCTBYIOW:HX BbITI011HeHl1IO o6eHMl1 111111 O,UHOH 113 

CTopoH o6513aTe11bCTB ITO ,n:aHH0MY ,n:oroBopy, 11 ,n:pyrHX o6cT051Te11bCTB, K0TOpbie MoryT n0B11H51Tb Ha BbITI0JIHeH11e 

o6513aTeJihCTB ITO HaCT051W:eMy ,n:oroBopy. CTopoHa, JJ:1151 KOTopoti BbITI0l1HeH11e o6513aTeJibCTB CTaJl0 HeB03M0)KHbIM 

BCJle,UCTBHe HacTyn11eHl151 o6cT051Te11bCTB HenpeO,U01111MOH Cl111bl, ,U0JI)KHa B TeIeHe 3 (Tpex) pa60LJ:.11X ,UHe.H C 

M0MeHTa HaCTyIIeHHI yKa3aHHLIX o6CT051Te11bCTB 11I06bIM ,U0CTynHbIM B ,n:aHHbIX o6CT051Te11bCTBax CITOC060M 

yse,n:0Ml1Tb ,n:pyryIO CmpoHy 0 HaLJane, 0)1(11,UaeM0M cpoKe ,n:eHCTBl151 11 npeKpameHl111 YKa3aHHbIX o6CT051TeJibCTB. 

Ecn11 HeB03M0)KH0CTh no11Horo 11JIH qacTl1LJH0fO BbII1011HeHIDI o6513aTe11bCTB ,UJ151 O,UHOH 113 CTopoH ,U11.11TC51 6onee I 
(o,n:Horo) MeC51Ua, ,n:pyra51 CTopoHa 11MeeT npaBO n011HOCTbIO 111111 LJ:aCTl1LJHO OTKa3aTbC51 OT ,n:oroBopa, I111CbMeHHO 
3Be€TB 06 9TOM IpyryIO CTopoHy. Ip 3TOM CTOpOHbl ,U011)KHbl npoBeCTl1 neperoB0pbl C ueJibIO oueHKl1 CHTyaumI 

11 Bbipa6oTKl1 B3a11Monp11eM11eMbIX pellieHl1H. B cnyqae ec1111 ,n:e.HCTBl1e o6CT051Te11bCTB Henpeo,n:OJil1MOH Cl111hl ,UJil1TC51 

MeHee I ( O,UHOro) Mee.Hua, cp0K11 11CIT011HeHl151 o6513aTe11hCTB CmpoH npo,n:11esaIOTC51 Ha ITep110,n: HX ,n:e.HCTBl151. 

3.8. H:11 o,zma 113 cmpoH ,n:oroBopa He snpase ocymecTBJI51Tb KaK11e-111160 ,n:ei1crnID1, 3anpemeHHb1e 

3aKOHO,UaTe11bCTBOM Pocc11HCKO.H <De,n:epau1111 l1J111 l1HbIM 3aKOHO,UaTe11bCTBOM O npOTl1BO,UeHCTBl111 Koppynu1111, 
KOTopoe ,n:anee COBMeCTHO HMeHyeTC51 «AHTl1KOppynu110HHOe 3aKOHO,UaTe11bCTBO» H MOKeT IIpHMCHITLCI K KaKO 
JI6O OJIHO JI O6eM CT0pOHaM. B ,n:ono11HeHHe K Bbillie113110)KeHH0MY HH 0,UHa 113 CT0p0H He BnpaBe 

ocymecTBJI51Tb KaKHe-111160 n11aTe)Kl1, npe,n:11araTb 111111 nepe,n:aBaTb KaK11e-n1160 ueHHOCTl1 rocy JIapTBeHHOMy /JI 
My HIIIaILHOMy cIyKaIIeMy, paOTHKy opraH0B rocy,n:apCTBeHHOH B11aCTl1, opraH0B MeCTH0fO caMoynpaBJieHl151, 

rocy ,n:apCTBeHHbIX H/111111 My HHIIHIaJIBHBIX OpTaHH3al, KaKO-JI6O IIOITeCKO IapTHH /I KaHJIIaTy Ha 
,U011)KH0CTb B opraHax rocy ,n:apcTBeHHOH B11aCTl1 111111 MeCTHOTO CaMOyI1paBIHA, ISO HOMy TpeTLeMy JIHIIy, 
CB513aHHOMY BO c,n:e11KO.H, ec1111 9TO IIpHBeIT K HapyllieHHIO AHTHKOppynu110HHOfO 3aKOHO,UaTeJibCTBa. 

Ten 

Ha EKaTepHa bOpcoBHa) 

[lpeKT0p 63HeC-HOHTa 

BblCOKOTeXHO.nOrv1YHblX npOAYkTOB 

peJeH 

tJiosepeHHOCTb N95453 
OT 11.01.2021 
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