
BCEM f'OCY.L(APCTBEHHbIM, MYHI1I.U1TTAJibHb1M Y4PE)K,[(EHIUIMI13.L(PABOOXPAHEHJiUT H 
OPf'AHAM HCTTOJIHHTEJibHOH BJIACTH B C<PEPE 3.L(PABOOXPAHEHIUI 

IIpennoxene o 3axnuouenu poroopa 
B onrnmemrn 6e3B03Me3JJ,Hoii nepeJJ,a•ur JJeKapcrneuHoro npenapara noJJ, MHH Ycre1mnyMa6 
B u:em1x onepanrnuou 1111nu:Hau:un cneu:namnnponamioii repamrn u pacurnpemrn JJ,ocryna 
Ia1HeIITOB, CTpaJ1a1OIIIHX BOCIIaIIITIHLIMII 3a60.J10Ba1MI KIIIIeIHKa, K COBpeMeIIOi 

HHHonau:uouuoii repamrn c HICIIOIL30BaeM JIeKapeTBeHHOrO IIpenapaTa JII MeJIIIIIHIHCKOrO 

IIpIMeHeH c MHH VcTeKIyMa6 

Hex. HOMep N2 1312-4/24 

r. MocKBa 
« 13» JJ:CKa6pn 2024 rona 

06w;ecrno c orpaHWJCHHOM OTBCTCTBCHHOCTbIO «,lJ:>KOHCOH & .D:>KOHCOH», IOpH,!].H':ICCKOC JlHI.(O, 

HaJUICKaIHM O6pa30M co3JaHoe JeCTByIOIIICe B COOTBCTCTBHH C 38KOHO,D,aTCJ1bCTBOM PoCCHHCI<OH 

cDe.L(epal.(HH, orPH: 1027725022940, J.1HH: 7725216105, c MCCTOM HaXO)K,UCHJ,lJI ITO a,n:pecy: 121614, r. 

MocI<Ba, yn. KphmarcI<ai1, ,n;. 17, Koprr. 2, B HHI.(e feHepa!Th110ro m,iper<ropa Ky3HCl\OBa MaKCHMa 

EBreHeBa, JeiCTByIOIIICTO Ha OCHOBaHM cTaBa (Q1a0Ice «JIKOICOI & /KO101»), 

IIPIDUJMAJI BO BHHMAHHE, 1-ITO 

(A) BocnanrenHe 3a60J1€Ban9 KIILI9IKa (B3K) BUI1Oa1OT 93BeHHLIi KOJIT (5IK) H 6one'.!Hb Kpoua 
(BK) xapaKT€pH3y1oTc HanqeM Xp0HecKOrO BOCIIaJICHM B KCJIyJIOIHO-KHIIICIHOM TpaKTe, Ka 
.[(JJJI 5fK, Tai< H .L(JJH EK xapaKTCJ)HO XJ)OHHLJCCKOC Herrpepb1BHOC HJlH XpOJIJ,JLJCCKOe pCD,H.[.\HB11py101l.J,ee 
Te4ee'. 

(E) Cornac1-10 JIaHHLIM HCCJIeJOBaHI ESCApe, B pOccHcKOi 1oIyI 6onbHbIX B3K 11peo6na.a.a1or 
cpe.[(Hern)KCJIJ,JC H nnKem:,rc· cjiopMbl, '!TO o6ycnOBJ1CHO HC.[(OCTaTO"IHOH H HCCBOCBJ)CMCIIHOTT. 
.[(HarI-IOCTHKOTT

2
• 0TMC'IaCTCJI 3Ha'Jl1"TCJlbHOC LJHCJ10 60JJbHbIX C OCJIO)l<HCHHhlMH cpopMaMH B3K, 

BblCOI<aH LJaCTOTa Bb!IIOJIHCHH5l orrepanIBJ-JI,JX BMCWaTCJTbCTB , 'ITO ITJ)HBO.r(HT I( 11HB3JIH.[\H3aqnH 
nau,HCHTOB H O6yCnaBIHBaeT HO6XO/IMOCTB IIpCJOCTaBJICHM 9TOi rpyre HaceneH pa3nqLrx 
COWaJILHLIX JILror''; 

(B) Dau,HCHTI,l C B3K HY)f<,[(aIOTCl! B CBOCBpCMCHHOM Ha3H8'1CHHH re1rnO-HHll(CHCpHhlX 6HOJ!OrJ1LJCCKl1X 
nperrapaTOB (f'HED), rrpH pa3BHTl111 CTCJJOH,D,ope311creHTHOCTH, CTCJ)OH.!J.03aB1-1cHMOCThIO, HJJH rrp11 
HC3q>cper<THBHOCTH HMMyHocynpeccopoB B BH.L(C HHJJ.YI<I.(HOHHOro kypca C IlOCJie.[(yIOll.(CTT 
I10,QE(C]J)K(1BaIOW:CTT Teparro:eii-

4
• )KH3HCHHO B8)I<Ha51 Heo6x0.[(11MOCTf, nal.(HCHTOB C .L(HarH030M B3K 

COCTOHT B .IVIaKCHMaJJbHO orrepaT.HBHOl1 HHHI.(Hal.(Hl1 Tepamrn; 

(f') Il0Tpe6HOCTI, B rI1ED Tepamrn cymccrneHJ-IO rrpCBJ,JJllaCT ee TeKyIIMi ypOBCHL. B rnsrr Tepamrn 
HY)f(.[(8JOTC51 .[{O 30-40% rral.(HCHTOB C B3K, O.[(HaKo rronyYa!OT ee He 6onee 5-10% fl31.(HCHTOB5•6; 

(.D:) JleKapcrneHHI,l}l npenapaT IlO,II, TOproBbJM H8HMCHOBaHHCM CTenapa, MHH y CTCKHHyMa67·8, 

KOHI.(CHTpaT .L\Jlll rrpt!rOTQBJJeftlrn pacrnopa JU Hby3ii, 5 Mr/MJJ, 26 MJJ, qJJlaI<OH N2 l(.L(anee - 
«Upenapan>) llBJlllCTC51 npCJ.\CTaBHTerreM HoBoro I<Jiacca 11Hrn6rrrnpoB nmepnettI<HHOB 12/23, 
perynmopHb!X l.J,HTOKHHOB, Hrpa!OW:HX I<JllO'!CBYIO pOJJb B HMMyHorraroreHC3e 6oJJC3HH Kpmrn, 
513BCHHOro I<OJlHTa. ITperrapaT rrpOJJ:CMOHCTpHpOBaJI fa1e1py10 CI<opocrh H8CTYJ1J1CHJ151 KJlHHH'ICCI<Oro 
3qJqJCKTa H I<OHTpOJJb MaprcepoB BOCrranemrn B CO'ICTaHHH C .[(OJJrocpoqHoH YCTOJ1'IHBOH l(J1HHJ1LICCKOH 
H 6cccTepon,D,HOTT peMHCCHCM, B03MO)I<HOCTh BJ1H51HI-UI Ha 3Ha'll1MI,JC .L(JlJI o6rn:ero nporH03a 
KOMop6H.[(HbIC 3a6oneBamrn l1 CFIHll<aTb YJJOBCHb rocm1.ram13aI.J,1111, xnpypr11YJCCK11X BMCIIIaTCJILCTB H 
Heo6xO.L(HMOCTI1 neper<JJIOLJCHHJI Ha .L\pyr11c reHHO-HHll(CHCJ)HhIC 6HOJ10DP1CCKHC npehapaTbl y 
naI.J,HCHTOB co cpe.[(HCrn)KCJJOll 11 Dl)K~:J!OH 60JlC3Hh!O KpoHa, 513BCHHblM KOJIHTOM KaK C 
HC8qJqJeKTJ1BHOCTI,IQ CTaH.[(3J)THOI1 TCpamrn (rnIOI<OI<J)THKOCTepo11.[{bl, HMMyHocynpeccopbI), TaI< l1 y 
rraI.J,J1CHTOB C HC3cpqieKTHBHOCThIO re1-mo-.HH)f\CHCpH011 611onorHLJCCI<OTT repamm, B TOM YfHCJIC 
(<MHO)l(CCTBCHBblX HCOTBCTLJHKOB». HH31<8l! HMMyHoreHHOCTI, H 6narorrpIDlTHhlll rrpOqJHJlb 
6e3onacHOCT OTIHIaIOT JIeKapCTBeHHL npenapar c MHH VcTeKHyMa6 or THBII J1pyrx 
KJ13CCOB

4
•
6
•
7
• EoJiee 10-JJCTHHll OIIbIT IIJ)HMCHCHHJI rrperrapaTa no IIOI<338HH51M «n1COpHa3 
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BCEM rocy ,lJ;APCTBEHHbIM, MYHiiJ~I1ITAJibHbIM Y9PE)K,lJ;EHI15fMI1 3,ll;P A BOOXP AHEHI15f I1 
OPfAHAM 11crrom-II1TEJ1bHOI1 BJ1ACTI1 B C<I>EPE 3,ll;PABOOXPAHEI-IJ15I 

ncop11aTf'.ILJeCI<UM apTpHrn, .ll/HH-Jf,le Me)l<JJ:yttapO,l.\HblX penrcrpoB IIOKa.11,rnaIOT, '!TO rrperrnpaT 
XapaKTepM3yeTC BLICOKIM I1OKa3aTCJICM «BBIKHBaCMOCTH» TCpaIIMM CpeJI TB[[# 49,10.11 

*flilETI: n<DHO-a, rrMJI-12/23, Bei\onmyMa6 

PYI<OBOJJ:CTBY5ICf, II. I CT. 432, TI. 2, 3 CT. 434, n. I CT. 435, II. 2 CT. 437, n. 3 CT. 438 fpmKt\aHCKOro KOJJ:CKCa 
Pocctt0cr<o11 <Pe;::i:epa1urn, 

(E) Cornacr-10 JiIHCTPYKIIHH no 111e;::i:111.1Jmc1<0My npHMettem110 11penapam7 nal.(11e1-naM c 6orre3Hh10 KpoHa 

HJ111 Jl3BeHHblM ](QJJl1TOM peKOMeH;::i:OBaHo OJJ:HOKpaTHOe, J1HHL(HHpy10J.L(ee Teparrnio BHyTp1meI-inoe 
BBeJeHe IperapaTa B JO3¢, paCCITaHHOi Ha OCHOBaHHH MaCCL TeJIa: 

Macca Tena naICHTa Ha MOMeHT 
Jo3a Konw1ecrno cpna1<0H0B IlpenapaTa BBe;::i:emrn npenapaTa 

:S 55 I<r 260 Mr 2 
> 55 l<r - _:s 85 I<r 390 Mr 3 
> 85 Kr 520 Mr 4 

Pe1<0Mei-i;::i:0Bai-rnaa ;::i:03a (oKono 6 Mrh<r) 

HACTOJ:lll.l;I1M IlPE,ll)IAr AET 

mo6b1M rocy;::i:apcTBeHHbIM, Mynmumam,H&IM y'IpC)I<JJ:CHl15IM 3.[(pasooxpa1-1emrn H oprmrnM 
HCTIOJIHHTCJTl,HOM nnaCTH B • ccpepc 3.[(pasooxpaHeHH5l (.n:anec - «A,upecaT Ilpe,UJIO,IWmum) 3aKJIIOLJHTh 
.[(OI'OBOp B OTHOlllCIDIH 6C3B03MC3,[l,HOH nepe;::i:atJH TiperrapaTa B L(CJI5IX onepaTl1BHOH HHHl.(HaIImI 
CeIMaJI3HpOBaHHO TCpanM pa1IpeH JocTyna naIeToB-rpaan PD, cTpa/1a1Ox B3K, R 
ne<reHmo HHHOB3L(HOHHhlMH JICKapCTBCHHblM11 nperrapaTaMH Ha ycJIOBH5IX HaCT05IJ.L(Cro 11pe;::i:rro)l(emm 
( ocJiepnr) (;::i:ancc - «Ilpe,unomem1e» ): 

1. IlPE,l.l;MET AOrOBOPA 

B TCLJCHHC 30 JJ:Hei-1 C L(aTbl 11011ytJeIIH5l OT Airpecarn 11pc;::i:nmxemrn «AI<IICffrn oqJepn,r» (c YI<a33HHeM 
l(OJil1'Iecrna ynaKOBOK nonyIaTen1) no b0pMe, ycTaHOBJIeHMO Ip1oKeHeM N I K HaCTOIIICMy 
ITpeJJ:JIO)l(CHHIO, Oq_JOpMJJCHHoro Ha ObMIanHoM 6JaHKe 3aBepeHHoro Iocto ynoJJHOMO'Iem,oro 
JIIa H ne

1
JaTI,JO A;::i:pecarn Ipe/oKe, JKo1con & JO1con 063yeTc IICpe/aTL A;::i:pecaTy 

Ilpe;::i:JJO)l<CHH51 HJIH HHOMy YI<a33HHOM)' 11M nonycraremo, Kai< 3TO orrpcircneHo B pa3JJ:CJie 2 HaCT05IJ.L(ero 
Ilpe;::i:JIOlKC.HH51, 6c3 B3HMamrn OllJiaThl IlpenapaT B KOJIHICCTBC OT 2 (;::i:syx) JJ:O 4 (ueTIpeX) ynaKooK ua 
Ka)I<JJ:Oe JIHl\O, HMCIOJ.L(ee rpmKJJ:3HCTBO P<I>, KOTOpoMy Ha3Ha0rnCTC5l TepanH5l C Ilj)11MCHCHMeM ITpenaparn 
(iranee - «Ilal.(lceHT») 13 COOTBeTCTBHH c peruemreM A;::i:pecarn IlpeL(nO)l(e1-nrn, orpopMJICHHblM B BHL(C 
peWCHl15l BpaLre61-rnrr KOMHCCHH, KOHCJ-IJ1HyMa Bpaqej:j: HJll1 JIC'Jamero Bpa'Ja. 
Ilpn 3TOM B cny<rae l-ranpaBJICHH5113 a;::i:pec .D;)KOHCOH & ,Il,)KOHCOH AKuenTa ocpcpT!,I Ha OCHOBaHHJ,J pe111e111151 
He AJpecaTa Ipe/oKeH9 (Huoro Je4e6noro yupeK/en), 0613aTen11HLIM IIOCJICJIyIOIIIIM 
IIOJITBCpJIeHMCM TaKHX pCIIICHM JOJIKHO 61TL peICHe AJpccaTa IpeJ10eHu n IlonyuaTen1 
Ilpenaparn (1-1anpHMep, peIeHe Bpa4eoHoii KoMcC, KOHCHJIyMa Bpave un JIeqaIerO Bpaua). 
Taxoe IIOJITBCpKJCHMC OTpaKaeTC B OT4eTe 06 1CI10JIB3OBaHHH Ilpcnaparn B COOTBCTCTBHH C n.2.6. 
HaCT05IJ.L(ero IlpCL(JJO)[(emUI. KoJIULJCCTBO nepe,n:auae1111,1x ynaKOBOK Ha KaKJOC JIIO OIIpCJCJCTC B 
COOTBeTCTBHH C JJ:03Hp0BI<OH rrpenaparn, yKa3aHHOki B pelllCHHH, ocpop111mre1110111 npOTOKOJIOM HJJH B BI-IJJ:e 
BhlITHCKH H3 MCJJ:HUHHCI<Ofl KapThl l1aq11eHTa. 
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BCEM I'OCY,[(APCTBEHHUM, MYHHU}IITAJihHhIM YlJPE)IC)].EHI15IMH 3,ll;PABOOXPAHEHI15I l1 
OPrAHAM HCTIOJIHHTEJihHOH BJJACTH B C<l>EPE 3,ll;PABOOXPAHEHIDI 

2. O.EllJ,llE YCJJOBM 

2.1. HonyuareneM Ipenapara (qanee «HIonyuare,») MOKeT 61TL KaK AppecaT Ipe/10Ke, Tax u 
yKa3aHHOe HM HHOe IOpHJIICCKOC JI1IO, HMeromee npaBO ocyl.l..(eCTBJIJITh Me,QHI.(HHCKJ!O M 
qiapMaQCBTH<rec1<y10 ,QC5!TCJihHOCTh B COOTBCTCTBJIH C Tpe6osaHHllMH .n:ei\crny1omero 33.KOHO,n:aTCJihCTBa 
Pocciicxoii De/epaI Meronee peicTByIOI1yo Jen3Mo na OcyecTJenue MJIIIMICKOii 
]apMaIeBTeCKO} JeTenLHOCT C yKa3aHeM aypeca baKruecKoii JocraBKu Iperapara. 

2.2. A.n:pecaT Ilpe,[(JIO)J(CJIHJI HanpanmreT n a.n:pec ,ll;)KOHCOH & ,ll;)!<OHCOH «AKI.(CITT ocjiepTbI>> no cpopMe, 
yTaHOBJIeHHOii Ip1noKeHeM No I K Har0eMy IIpen1oKeH1o. BMecTe c «AKL,eIITOM Obep111» 
npe,[(OCT3BJI5110TC51 Tal()KC cne.1wmm1-1e ,n:oKyMeHThI, 33BepeHHbIC 110,[(IlHC!,!O YITOJIHOMOlJCHHOro mm.a H 
ne9art1o AnpecaTa Ipe/10Ken (016o IlOj)JI,QKe, npe.n:ycMOTpeHHOM n.2.5. UaCTOllJllCro 
Ipe/10Ken): 

2.2.1 Kaprouxa 1opMr4ecKoro na - Appecara IIpe/10Ke1 (b0pMa 1pnaraerc). 
2.2.2 Kon Jopepennocr na nonyuene Ipenapara c yKa3aneM yIonHoMoqeHHoro Jll11..(a JIH6o 

BLlnHCKa H3 llpHr<a3a O Ha3Ha<JCHHH ynoJIHOMO'fCHHOro JJHI.(a Ha COOTBCTCTBYIOl.l..(y10 
J],OJI)KHOCTL. B HCKJIIQllflTCJihHLIX CJJytJaJIX C cornac1rn ,l],)KOHCOfl & ,l];)KOHCOH .n:ony'cr<aeTCJI 
11pcnocTaBJ1CHJ1e ](011HH ,[(OBepem1ocTH, 3anepeHHOH ll0,[(1111Ch!O ynoJIHOMO'fCHI-JOro JIHl..(a. 

2.3. Iepenaua Ipenapara OcyIecTBneTc CJaMH H 3a cer ,l],>KOHCOH & ,l];>KOHCOH, Ha YCJlOBHllX 
,[(OCTaBJCH .n:o llorrytlaTCJJ51. A.n:pcc ,[(OCTaBKH Hpenaparn nomKeH BXO,[(HTI, B ncpetJCHb a.n:pecos MCCT 
ocymecTBJlCHHH f..(C5JTCJJbHOCTH, BHCCCHHhIX B CHCTCMy MOHMTOpHHTa H yKa3aHHLIX 1 JIH1\CH3H.l1X Ha 
]apMaIeBTuecKyIO JeTeJILIOCTL. baKT II€pcnaI Ipenapara IOJITBCpXJIaCTC 1IOJIIIIICaICM 
HaKJIaJIOI /JIM aKTa MCJy JKOHCOH & JKOHCOH H yIIOJIHOMOIHHLIM IIpCJICTaBTeJIeM Honyuaren 
B 3 (Tpex) 3I<3CMilJUJpax, 0,QHH 03 I<OTOpblX OCTaCTCll y l10JJy<H1Tem1, BTOpOH rrcpenaeTCJI ,n:)l(OHCOH & 
,n;)l(Of!COH, Tpen1il - A.n:pecaTy Tipe.nnmKemrn, ecn11 He OH JIBJIJICTCJI qiaKTWICCKHM nonyLJaTCJlCM 
llpenaparn. YnOJIHOMOLJCHHOe JIHI.\O llO.[(llHCLJBaeT mlKJ13.[(HYIO /JI aKT C rrpOCTaBJICHHCM 
co6cTBenOpyIO 1OJIcM pacII]p0BKO ]aMIH H Men. 

2.4. A.npecaT Hpe.n:nmKeHHH .D:OJJ)l<CH 06ecne,1nTb npHCMKy nepe.naaaeMoro Ilpenaparn ynonHOMOYCHHLIM 
Hcl OCI-IOBaHHH )WBepeHHOCTH HJU! npHKa3a JIHIJ,OM no KOJil1lJCCTBY 11 I<a0ICCTBY Ha fIJ)CJ(MCT COOTBCTCTBHJI 
KOJIWICCTBa, 1(3lJCCTBa B· lJaCTH BH,[(HMbIX He,nocTaT[(OB, HaJIWJHJI llOBpC)K.I(CHHH TJ)aHcnopTl-lLIX MCCT, a 
Taro1<e B COOTBCTCTBHI-I co CJIC,[(Y!OIIJHMI1 YCJJOBHJIMH: 

2.4.1. ,LJ;ocrnmrn 11penaparn OT ,n:)[(OHCOH & ,l],)[<OJ-ICOH K llonyttaTemo MO)KCT ocy1l(eCTBJJ5ITLC.ll 
Asrnpec}1pm1<eparnpoM HJJH B03,QYIIIHblM TpancnopTOM. 

2.4.2. Bee Asrnpecpp11)Keparnpr,1, .n:ocrnBJIJIJOl.l..(Hc llperrapaT, 06opy.nonar1&1 TCpMopenrcTparnpm.rn/ 
CaMOIICIaMM. Ip I1peMKe IpenapaTa, BOJTeJIL Arope]p1Kcparopa CHMMaeT '-!CI< 
CaMOIICIa H rrepe,naeT ero npe)l.CTaB11Tem-0 llonycrnTenll. A.n:pecaT 11pe.n:nmKCHHJI .n:omKeH 
03HaKOMHTbC.ll C .n:aHHh!MH Ha l.fCl<C H CaMOCTOTeJILHO HeeT pHCKH H OTBCTCTBCHCH 3a 1<0ppCKTHOC 
CH5ITHC ll0K333HHH C i:CpMoper11cTpa-ropa/caMOilHC1\a H npoBepKy ycJJOBl1H nepeB03KH Ha 
COOTBCTCTBHe Tpc6yeMoMy TCMnepaTypI-IOMY l)C)KHMy. B CJiytJae ecJI11 l1penapaT conpOBmK,naeTCH 
TepMOJIaTIMKOM (TT) (B cIyuae CI1OJI3OBaHH TepMOKOHTci1€po), A.n:pecaT 11pe.n:nmr<CHHH 
HJJH ynOJJHOM0°JCHHOe HM JJHl..(O Ba OCHOilaHHH JOBCpCHHOCTH OCTaHaBJIBaeT TT 11 C'IHTLIBaeT 
IIOKa3aHM C HCrO BO BpeM npMCMK IlperapaTa (ucTpyK 1o ocTaHoBKe H CIT1IBaHIO 
IIOKa3aH11H C TT HaXO)l,HTCH B TepMOKOHTCHHepe). 

2.4.3. ,IJ;ocrnnr<a Ilpenaparn B03.[(YWHLIM TpaHcnopTOM ocymeCTBJI5!CTC51 B TCpMOKOHTCHHepax. B 
Ka)K,[(OM TCpMOI<OHTCl1Hepe Haxo.n:HTC51 1 (0Jl,11H) TT. 

2.4.4. PacrraKOBI<y 11 rrponepKy llpenaparn, ynmwsam-roro 13 TCpMOKOHTCHHCp, 11oJJytiaTCJ!h .nomKCH 
IIJJ0113BO)J;l1Tl, flj)H TCMnepaType, COOTBCTCTB)'JOU(CH Tpe6onaHHlll\1 TCMnepa1ypHoro j)C)f<HMa 
xpaHemrn Iperapara. Iocne pacnaKoBK TepMOKOTeiepa IonyuaTen Jo1Ken I13BJJCLJL TT H3 
TCpMOKOHTCHHepa H HC3aMCJJ:JJl1TCJJF,HO OCTaHOBHTb ero. 

2.4.5. B cnytJae BLUIBJJeHJill OTKJIOHCHI1H OT Heo6xo,nHMOro TCMI1epaTyp1-1oro l)C)KHMa, l1011yYaTCJJh 
nIpMHMMaeT Ipenapar B KapaHTHH 11 n Te01eH11e 1 (o.nHoro) pa6ol.fero .UHJI c .n:aTbI nonycremrn 
Ilpenaparn YBC):(OJVIJI5ICT ,n:)[(OHCOH & ,l];)[COHCOH O BLIHBJJCHHLIX TCMnepaTypHh!X OTKJJOHCHl15IX, 
nyTeM 1-ianpaBJ(CHl1l1 CMy ITO 3JlCKTpOHH00: IIOLJTC .D,aHI-IhIX, CH51ThIX C TT. 
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BCEM rocy .D:APCTBEHHbIM, MYI-U1qHITAJlbHbIM Yl-IPE)I{JJ:EHH5IMH 3JJ:PABOOXPAHEHl15111 
OP[AHAM I1CTIOJIHHTEJihHOI1 BJIACT0 B Cc!)EPE 3JJ:PABOOXPAHEHH5I 

2.4.6. ,J],)l(OHCOH & ,l];)KOHCOH rrpHHHMaeT peUleJ-rne O B03M0)l<H0CTH .n.am,J-Ieiiwero HCIT0Jib30BaHHJI 
Tipenaparn H HHCpopM11pyeT A,npecarn Tipe.n.rrmKCHH51/ITorry•raTem1 no 3JICKTpomrnri rrO'lTe o 
npm-rnToM peweJ-IHH B cpoK He 6onee 30 (TpH.1J.Qan1) 1<ar1eH.11.apH&1x .11.1-reu. 

2.4.7. TipHCMKa rrpOH3BO.!J.HTC51 ITony<raTeJieM B Te<JCHHC I (O.D,1-!0fO) pa6oqero )lH51 C M0MCHTa rrepeJJ,a<J.H 
I1perraparn II0 aKTy IIpMeMa-IIepCJaI /JI HaKnaJHO. 

2.4.8. I1pn ofo-iapy)KeirnH mo6oro B0..11.3 6paKa I1oJiy<JaTCJib He33MC.D,JIT1TCJibH0 TeIene I (OJIHOro) 
pa6OIero J c MoMeTa O6HapyKeH HbopMpyeT /Kocon & JKoHcoI Han1pan1er 1 
3.[\J)CC ,l];)KOHCOH & ,l];1KOHCOI-1 cne.11.y10IQ11?i II(IKCT .11.0KYMCI-!T0B no 3JICKTpOHHOH ITQ"lJTe, a 
opnrnHaJibl no a.[\pecy 121614, r. Moc1rna, yn. Kpb1JI3TCKaJ1, l\. 17, Koprr. 2: 
1) 3anepe1rnan Tiony,rnTerrcM K0TIHJI HaKrra.11.HoH (M-15) 113asepem-rnn IIonrraTerreM K0II aKTa 

rrpHCMa-nepe.11.a•m C TT0JITJHCl,lO ynoJIJ-I0M0<JCHH0ro rrpe.11.cTaBHTCJI51 TioJirraTeJI51. 
2) AKT 0 BBJICHHX HCCO0TBCTCTBX TOPI-2 1JI J0KyMCHT Ob0pMJICHHLi C0rJIaCHO 

BBYTPCI-IHHM Tpe6onamrnM flonriaTCJUI. A1n HJJH .11.0KYMCI-IT .11.0IDKHbI 6bJTb B o6maTCJibHOM 
TT0J)51)lKe IT0.11.CTHC3Hbl yrrOJ1H0MQ<JeJ-JI-lblMH JIHU3MH co CT0p0HbI I1onyt;aTCJI51 H JIHQ0M, 
ocyIQeCTBJlll!Oll(HM )J,ocrnBKY Tipenaparn co CTO])0HbI ,l];)KOI-ICOH & ,l];)KOHCOI·I (npH 
o6Frapy)I<emm 6paI<a BO BJ)CMJI ncpc.11.a'rn Tipenaparn Ilony,unemo ), a TaK Ke, Ha AKTe mm 
.[\0I<yMeI:ITe orpopM11eHHOM cornanro BHyTpeHHHM Tpe6onaHH5IM Tiony<IaTCJI)] JI0JI)KHa B 
0613aTCnILHOM Op[Ke cToTL IIeaT IO1yuaTe. 

3) bororpab 6para / Heco0TBeTCTB C yKa3aHeM JaT MeCTa CBeMKM. bororpa] 
AOJI)KHI,l 6r,JTb 'ICTKHMH. <DoTorpagirm TpaI-ICCT0)1Tl!OrQ MeCTa (nanncrn, r<opo6) JIQJI)l<Hbl 
C00TBCTCTB0BaTL CJICIyIOIIIMM Tp€6OBaHM: 061a bororpab1, bororpabH HoMepa 
rpacn0pTH0r0 MecTa (cTKepa), pororpab1 caMoro 6paxa / HecooTBeTCTB. boTor pa] 
Hl-1.[(J,JBJ,Jf.(yanbHblX yr1aK0B0K .L(0JI)KHI,J C00TBCTCTB0B3Tb CJie.D,ylOll\HM Tpe6onaHH51J\1I: 
q1ornrparp1rn ynaK0B0K C Ha3BaJIHCM Tipenaparn, rpornrpaq:rnH C YKa331-1HCM cepHH 
TTpenapaTa, cjiornrpacpa.n caMoro 6parrn / Hecoorne-rcrnun. 

4) )],a1-11101e c TepM0JJ;aT'lHI<OB / caM0Ice (B Cnyuae HapyIIeH TeMI1epaTypHoro peMa npu 
TpaHCCT0pTHp0BKe ). 

2.4.9. ,l];)l<OJ-ICOH & ,l];)KOHCOH o6H3yeTCJI paccM0TpCTb npeTeH3BI0 ITony<JaTeJin B TC'lCl·IHC 30 (Tpar) 
K3JJCl·J.[(ap1-1r,1x . .[\[·!CH C MOMCHTa. nonrremrn ll0JIH0ro KOMTJJieKTa J-l3.[(JlC)l<all.(e ocjiopMJJCHHblX 
.[(0KYMCI-IT0B, YK333HHbIX B IT. 2.4.8, H I-IarrpaBHTb I1ony'laTCJIIO npe.11.nm1<eHI15I 110 ee 
yperynHponamuo n cpor<, corrraconaHHhIH CTopoHaMH. 

2.5. CTOJ)OHbl .11.0fOB0pHJIHCb, 'ITO Ar<QC!TT oqiepTbI, mo6b1e HHI,JC TI])HJIQ)I(CHH51 HJIH .11.0110JIH.HTCJibl-lbIC 
cornawemrn K TipCJIJIO)l(CHHIO H AI<llCHTY oq1cpTbI, JIBJI51J-OIQHCC}l HX HCOTI,CMJieMOH '-laCTbJ-0, B TOM LJHCJIC 
.11.orcyMeHTbl, yI<a3aHHblC B n.2.2. H3CT051l!WrO I1pC,LlJIO)l(CHIUI, a TalOKe aKTB IIpHeMa-IICpCJaI, HaKJIaJIHBC, 
0T'lCTbl 06 HCIT0Jib30B3HHH (ecnu rrpHMCHHMO) H HI-lhlC .11.0I<Yl\ICHTbl (.D,anee J[oKyMeT) Moryr 6blTI:, 
IOJIICaH E 9neKTpOHHOi b0pMe 1 BH)].e 3JICKTp0HHb!X .11.0I<YMCHT0B C HCTT0Jib30BaHHeM CTopoHaMH 
yc11rrcHHOH I<BanHqrnQHponam-10:u 3JICKT])OI-IIJOH no.[.lnnc11 (.D,anec - VKOI), KaK 0Ha OIIpJCJeHa B n. 4 CT, 
5 H B n0p51.[(KC n.1 CT.6 ©3 pep OT 06.04.20 l 1 .N2 63-cti3 «06 3JICKT])OHI-IOH TTO.[(TTl1CH». 

2.5.1. )];01<yMeI-1Tbl, TT0.11.IIHCaHHblC YK3II, npmHaIOTC51 .11.0KYMCI-JTaMH, paBI-I03Ha'lHhlMH 
.[(OI<yMeHTaM Ha 6yMa)KI-IOM HOCHTene, no.11.m1caHHh!MH co6CTBeHtIOpy'lHOi:'i TT0.11.fIHCb!O H ll0J)0)I(JJ;aCT 
.[\JI51 CTOJ)OH aaanonr<JHhle npaBa II o6maHHOCTH. 
2.5 .2. ,D;oKyrvreHThJ, I<0TOJ)h!MH 06MeHHBaJOTC51 CropOHbl, 3aBepmoTC51 YK3I1 l-!31-(Jle)r<aIQHM 
06pa30M yIonoMovennoro na or1paBuren J[oxyMera. KaJoe yIonOMo9eHHoe JI1o 
J0JIKH0 MMC'TB CO6CTBCHHyIO VKOII, 1OJTBCpJeHHyIO CCpThHKaTOM yJIOCTOBpIOIer0 1eHTpa, 
H JJ;0BepeHH0CTh, [10.[\TBCJ))K,U3IOIQyJ-O ll0JIJ-IOM0'IYl51 3Toro JIHQa., O(pOpMIICI-II-IYIO CTopoHOH B 
ycTaHOBJieHJIOM ll0j)H.[(Ke. 
2.5.3. 3ner<TpOHHhii1 .11.oKyMCI-IT c<rarne-rcn HCX01-(51IQHM OT CTopoi-11,1, ecna on rroJJ,mrcaH YK3IT, 
npHH3JIJIC)K311.leH CTopoHe, H JJ;3I-IHblTI )];or<yMeHT fo,rn I-IanpanneH TaKHM CTOJ)OHaM <1epe3 
C00TBCTCTBy1omero onepaTopa 3JICKTJ)0HI-f0ro .[(OKYMCI-fT006opoTa ITO TeJieK0MMym1KaQH0HH.blM 
KaHaJIaM CB3H. 

2.5.4. B CIyuae TeXHMICCK0r0 C6O BHyTpCHHHX CHCTCM J1IO6oii H3 CrnpoH, c60J1x Ha crnpone 
orrepaTopa 3JlCI<Tp0HI-JOro .[(OKYMCHT006oporn, a paBH0 B CB5J3H C .11.CHCTBHJIMH o6CTOHTCJibCTB 
HeCTpeoJJ;OJIHMOH CHJlbl CTOJ)OHbl, .11.eucrny,r JJ;06poconccTHO, o6513aHbl HC33MC.D,JIHTeJibH0, B cpoI< He 
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BC,EM f'OCY~APCTBEHHbIM, MYHI1qI1TIAJlhHbIM Y1.JPE)K,[{EHI15IMH 3~PABOOXPAHEHI151 I1 
OPr AHAM I1CDOJ1HI1TEJibHOI1 BJIACTl1, B C<l)EPE 3~PABOOXPAHEHI151 

l103JJ,Hee om-wro pa6otiero J),Hll, HHq,opMH!)()BitTb .D,pyr .D,pyra 0 HeB03M0)I<H0CTH o6Metrn 
.D,OI<yMeiffaM11 B :meKTp0HI-I0M BH,O:e, l10,0:l1HC3HHbIMH YK3TI. 
2S5. Ilpn HCil0JJb30BaHHH YK3Il CrnpOHbI o6513aHbI: 

• o6ecne"IHB3Tb KOHqll1JJ,eHl.\H3JlbHOCTb l(JJIQ<Jef! YK3TI, B 'JaCTH0CTI1 He .n;onycKaTb HCII0J1b3083H!1e 
Ip1Ha1eKaIx M KJIOeii VK9II 6e3 x c0rJIaCM; 
• He3aMeJJ,JJHTeJJbHO, no, n mo6oM cnycrae n cpoK, He rro1.D,uee o.n;Horo pa60<1ero JJ,Hll. yne.D,0MJJllTb 
CTOpOHy, yJ10CT0p10Ii 1eHTp, BLJaBIII cepT]Kar KnIIOIa 1Ip0BCpK 91eKTponnoii 
IIOJUIHCH, O HapyIIICHHH KOH]MJICHIHaJILHOCT KJII0Ia KOII C M0MCHTa II0JIyUeHM H]OpMa1tun 
o TaK0M Hapyrnemm; 

• He ucnoJJb30BaTb YK3TI rrpH HaJIHlfHH ocHosaHHH nonaran,, '!TO ee 1wmlrn.[(eHu11aJibHOCTh 
Hapyrnena; 

• HCflOJJb30BaTb .[(JUJ co3t\aHHll H rrponcp1rn YK311, C03JJ,aHHll KJllO'leH YK311 H c;epn1cpHKaToB 
nposepKH IOIIO'Ia YK3Il cpC.[(CTBa, Il0Jiy<JHBillHC 110.[(TBCp)l(L(eH}JC C00TBCTCTBI1ll Tpe6oBaHH51M, 
ycTaH0BJICHHbIM B C00TBeTCTBHH C cI)3 «06 3JICKTpOHHOH II0JJ,l111CH». 

2.5.6. YK3H npH3HaeTca JJ,eikrn11TeJ1b1-1011 JJ,o Tex nop, noKa pcme1-1neM cyJJ,a He ycrnaosne1-10 
JIH0C. 

2.5.7. BbICTaBJieH11e H nony'ICHHC .Il,oKyMCJ-ITOB no TCJICK0MMYHHKal.\H0HHblM I<aHaJJaM CBll3H 
MO)KCT OCYll\CCTBJillTbC51 '1CpC3 0,[(H0ro HJJH HeCK0JII,J(MX onepaTopon 3JlCIUJ10HH0ro 
.D,or<yMearno6opon1. 

2.5.8. 3rrCKTpOHHblli .D,OJ<yMeHT C'IHTaeTC51 nonyc1eJ-IH6IM OJJ,HOH }13 CTopoH, CCJJH CH Il0CTymrno 
COOTBeTCTBYIOU{ee fl0.D,TBep)l(.[(eHHC onepaTopa 3JICK1J10HH0J'0 .[(0KyMeHrno6oporn, npl1 H3Jll1LJHH 
I3BeII[CHM JIpyrOi CTop01I o 1nyue JoKyMeHra, IoJcaHoro VKOII oyoii r3 Cropon 
rroJJ,rnep)!<JJ,famoro onepaTopoM 3nernpo1-moro ,[(OJ<YMCHTOo6oporn. 

2.5.9. CTOJ10Hbl 06ecne1rnBaJOT xpaHe1me .Il,or<yMCHTOB, fl0,[(flHCaHHbIX YK3f1 C0Bl'vleCTH0 C 
npl-IMeH>IBlUHMC51 ,[(JI51 qJOpMI·IpOBamui YK3Il y1<a3aHl!blX JJ,OJ<yMeHTOB CCpTH(pHKaTOM KJTIO'Ja 
nposeprrn 110.D,ITHCH B Teqerrne cpor<a, ycTaJ·I0BJJCHH0ro .D,JI51 xpaHCHH51 TaKHX JJ,0I<YMCHT0B. 
2.5.10. CTOpOHI CaM0CTOTeJIL1I0 06CCI1e4Ba1OT yCTaH0BKy, HacTpOixy 3Kcnnyara1o 
cpe,[(CTB YK3TI B COOTBeTCTBHH C Tpe60BaJ-'JH51MH .n;cj:\crnyIOulero 3aK0H0,[(aTCJlbCTBa H pcrsraMeHT0M 
COOTBCTCTByromero YAOCT013Cp5TIOJJ{Cro UCHTpa 11 onepaTopa 3Jie[<:'fp0HIJOro ,[(0KyMeHToo6oporn. 
2.5 .11. CTOJ)OHbl IT0,[(TBep)K.[(aJOT, 'ITO C3M0CT051TeJlbH0 BbI611paIOT ce6e orrepaTopa 3JTCK1J)0HI-JOro 
.D,OKyMeHT006oporn, H rrp0113B0,[(51T Il0J(KJ110lJC[·ll-le, ycrnH0BKY H o6ecrrelJHBaJ:OT pa60Tocnoco6HocTb 
C)JC,[(CTB H KaHanoB CBll311, nporpaMMH0ro o6ecne<JCHH51, a T31()1(C cpe,[(CTB KptmTorpaqJWlCCKOH 
3all(HTb) 1,mqiopMaQHH, 1-1eo6xO.[(l1MbIX .D,JI51 TI0,[(KJllOlJeHJ-rn, co6crnem-rhIMH CHJJaMH H cpe.n;crnaivm. 
2.5.12. KmI<,[(all H3 CTopon caM0CT0llTCJlbH0 rrnaTHT 3a HCX0.[(5111JHe OT nee .[(OJ<YMCI-!Tbl. 

2.6. B Te<1em1e 30 pa6olJHX .n;Hett c ,o;aTbI 3asepwemrn .HcnonbJ0BaH11>1 nonyY:CHHbIX yna1<0Bor< Ilpenaparn, 
AJJ,pecaT llpe.D,JJO)KCHH51 06513yeTC>l npe.[(0CTaBHTb .Il,)l(OHCOH & .Il,)l<OJ-ICOH 0T'ICT 06 HCII0Jlb30BaHHH 
IIpenapara, conepKaui oc1onyro ubopMao o Ilonyuarene IIpenapara, cepu Ipenapara, 
xorrnc1ecrne nepe.n;aHHhIX ynm<onor< IIpenapara, JaT€ er0 BBCJeH Ia1eHTy(-aM), BLIIIHCKe 13 pewe1-urn 
A,[(pecaTa llpeJJ,JJO)Keu:Hll, Ha 0CH0BaHHH J(OT0poro Ha3HaY:aeTC51 Tepanmr C npHMCHeHHeM Ilpenaparn, no 
hopMe, ycTaHoBJeHIO} B IpJoKenu Ne 2 1acroero Ipe/oKeH. 

2. 7. B cnycrne OTCYTCTBl151 B 0T'lCTe 06 HCII0Jib30BaHHH 11perraparn 0CHOBHOH m-rcpopMaQHH, yKa3aHHOH B 
yuKre 2.6 HacroIer0 lpe/0Ken, TaKoii oTueT CIraeTc Hempe/cTaBJeHM, u K AJpecaTy 
Ilpe.D,JJO)KeHMll ITpHMeHll!OTCll ycnoBJrn n. 3 .4. HaCT05111Jero Ilpe,[(JJO)KCHH51. 

2.8. B CJIyIae HCHCI10JI30BaH Ipenapara B TeIeHe er0 Cp0Ka T0JIH0CT AJpecaT Ipe/U10KeH9 
06513YCTC51 rrpOH3BCCTH YHH'ITO)KeHHe IlpenapaTa HC IT03):J;Hee 0.[(H0ro ro,[(a nocrre HCTe<JeHH51 cpoKa 
rO.D,HOCTH TipenapaTa B f!0J)51,[(Ke, ycTaH0BJTeHHbIM ,[(CHCTBYIO~HM 3aK0H0,[(3TCJlbCTB0M. 

2.9. B Teueme 30 pa604x eii 1oce yHurorea Ipenrapara, AppecaT IIpe/10KeH1 0613yeTc 
npe.[(OCTaBHTb .Il,)KOHCOH & .Il,>KOHCOH 0TIeT 06 yHITOeH IpenapaTa, C0IepKaui 0CH0Hy1o 
11nc]lopMal.\HIO O cepu11 flpcnaparn, 1-!0Mep H ,[(aTy Ar<uenrn ocjiepTbl, CTJ)H'IHHY HCHCfl0Jlb30BaHH>l 
TipenapaTa B TeqeHHe cpoKa r0,[(H0CTH, I<OJJH<JeCTBC YHHlfT0)l(CHHbIX ynaK0B0K llperrapaTa, ,[(aTe ero 
yHHITOXKCHH C rrpe.n;ocrnnneHHeM 3asepeHHOH A,upecaTOM ITpe.n;JIO)!<CHH51 HJIH IlonytiaTeneM Ilpenaparn 
I<0IIHH aKTa O6 yHHITOKCHHH fipenapaTa. 
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BCEM rocY,n:APCTBEHHblM, MYHv:ll~HTIAJihHblM Y1.JPE)K,D;EHH5IMI1 3,n:P ABOOXP AHEf-111.51 I1 
OPf' AHAM I1CITOJU-rn:.TEJihHOH BJIACTH B CDEPE 3JIPABOOXPAHEH 

3. 1Pou non0EH 
3 .1. CTopoHbI 110Hl1M<HOT H B3a11MHO Ilp113HalOT, '!TO ,ll;)l<OJ-ICOH & ,ll;)KOJ-ICOH He ~ieceT OTBeTCTBCIIHOCTb 3a 
)].aJihHefanee o6ecne•remre ITau:11eHTOB ITpenapaToM. Coornercrnyrou.1,11e rapa1-1r1-1H B ccpepe oxpm-1hr 
3,ll,OpOBI,5f, ycraHOBJlCHHbte 3aKOHO,ll,3TCJibCTBOM PoCCHHCKOfl cf>e,ll,cpainm, HecyT opraHbI 
rocy)].apcTBCHHOH BJI3CTH 11 opntHbl Mecnroro ca11rnynpaBJiemrn, a TaJoKe ,ll,OJDKHOCTHbie JIHl..{a 
opraHH3aU:HH B npe,ll,eJiax CBOHX llOJIHOMO'IHH. 

3.2. ,ll;)ICOHCOH & ,I],)KOHCOH H A,!1.pecar Ilpe,ll,JIO)KCH!UJ npH3HaJOT H corJiaWaJOTCll, 'ITO mo6oc 
B3aHMO)].eikrnue yKa3aHHIX JII B paMKax H3CT05fU(ero llpe.[(JIO)l(Cmrn He 06131Baer AJpecaTa 
Ilpe)].JI0)KCHH51 HH B KOC!i Mepe npHo6peTaTb, I1CTTOJil,30BaTb, peKoMeH.[(OBaTb HJIH o6ccne'!HBaTb 
B03MO)l<HOCTb HC110Jlb30B3HH5! I<al<HX-JUJ6o npcrrapaTOB ,I],)l<OHCOJ-1 & ,I],)KOHCOH, He HanpaBJICHO Ha K3KOC­ 
mr6o orpaHH'ICHJ-!C l(Ql[[(ypenu:HH HJI!I npe,nOCTaBJICHHC npCl1l\1YW:CCTB B COOTBCTCTBHH c ,[(CHCTBYIOU(Hl'vl 
33KOHO)].aTCJTbCTBOM P<'J) H B npe)].eJiax KOMITCTCHU:HH yKa3aHHblX JIHU:. 

3.3. A)].pecaT Ilpc.[(JIO)ICCHH5! H3CT05!W:11M npe)].OCT3BJI.5!CT ,IJ.)JCOHCOH & ,I],)KOHCOH 3HBepe1-rne, HMe10m:ee )].JJ}J 
,I],)I<OHCOH & ,I],)KOHCOH CyICCTBCHHO 3HaCHM, O TOM, <!TO IlperrapaT 6y)].eT HCllOJib30BaTbC5! CTporo no 
Ha3HaICHHIO, yKa3aHHOMy B HHCTPYKUHH 110 Me.[(HU:HHCI<OMy npHMCHCHHIO ITpenapara, B COOTBCTCTBHH C 
Tpe6OBaHMM JeiTByoIIerO 3aKoOJaTILcTBa PocciicKoi De/epa (BK1o9a IpMeHMLte 
CTaH)].apTbl 11 rropH,[(KH OKa3aHH51 MC)].HU:HHCKOH TTOMOW.H). B cnyrrae ecm1 B COOTBeTCTBlm C HHCTpyI<llHCH 
no Me)].HIJJIJ·ICKOMY npHMCHCHHlO IIpenapara Iaretry 6yJ1er BBcJcHO HonyuaTeneM MCILIIIee 
KOJIWJeCTBO l10JIY'lCHHOro ripenapara, TO A,npecaT ITpe,UJJO)l(ef!HJI rapa.HTHpyeT, 'ffO OCTaBillCCCJI 
KOJIIccTBO Ilpenapara 6y/1eT MCI1OJI3OBaHO CTpOTO IIO Ha3HaICHHIO H TaKKe yKa3aHO B OTIeTe 06 
HCI10Jib30Bamrn Hpcnapara no 4>op1v1e IlpMIImI<eHHH N2 2. 
3.4. OT<ier 06 HCTIOJJb30Ba1rnu Ilpenapara, 5fBJI5!CTC5! o6.H3aTeJibHbJM K npe,nocrnBnemuo AnpecaToM 
11pe)].JJO)T<eHH5f .[(OKyMeHTOM, CBH,[(CTeJJbCTBYlOll.l,HM O l(CJICBOM 11ClTOJib30Bamrn. B CJiyrrne, CCJIH 0T'1CT 06 
HCllOJlo30BaHHH ITpcnaparn He 6y,ne-r npe)].OCTallJTeH Ar.1pccaroM ITpc,nJimKeHH.5! B TC'ICHHe 4 (•reTbipex) 
MCC5IU:eB • c ,ll,HThl AOCTaBKH Dpenapara, TO ,[(Ct!CTBHC HclCTO}JU(ero llpe,nrrO}KCHHH HC 6y,ncT 
pa€IpoTpaHTLc Ha JOSIC IHBIe IOCJICJyIOIIWIC AKI[CIT Ob€pTL AJpecaTa Ipe/10Ken. 

3.5. JKOHcOH & JO1con AIpecar IIpc/1o0Ke 0693y10TC 13a1MIO co6n1oJaT Tpc60Ban 
3aKOHO,[(aTCJibCTBa B ccpepc npOTHBO,[(ei1cmm1 l<Oppymum H npe.n:ynpC)J<)].CHl151 J(OHQJJIHKTa HHTepeCOB 
CTOj)OH, 0 TTOJ)5!)].KC o6pam:emrn co CBC,[(eHHlIMU, COCTaBJUUOW:HMH I<OMMCp'lCCKYJ-O, CJIY)[<C6Hy10, 
Han1or0By1O, BpaeoHyO Tay HyIO KOH]IJCHIaJIHyIO H]OpMaIMIO, B TOM ICJe CO6J11OJaTL 
3aKOHO,[(aTCJibCTBO O 3c\U(HTe rrepcoHaJibHblX )].aHHbIX. A)].pecaT Ilpe.[(JIO)l(CJ-IHJI 3asep5!CT .H rapa1-1n1pycT 
npaoMepHyIO nepeaIy J[KoHcOH & JKOHcOH IepcoHanHIx aHHx Apecara Ipen10KeH19 B 
paMKax 3aKJilQLJCHH5f )].aHHOH ocpcpTbl, B COOTBeTCTBHH C Tpe6oBaJ-m5!MU npmv!eHHMOro 3aKOHOj(aTeJibCTBa, 
a Ta1KC HaJUICKaIIICC yBCJOMJIeHe Cy61eKTO o TaKoi IIpeJaIe HX nepCOI-JaJioJ-lbIX ,[(3HHhJX, CCJIH Toro 
Tpe6yeT npHMCHHMOe 3aKOHO.[(aTeJibCTBO, ,[(Jill ,ll,OCTH)KCHHJI u:esrn: 3c\l(JIJ-O<fCHHC, Hcnom1e1-rne 11 (1u111) 
npcKpaU(CHHC ,UOI'OBOpOB .H corna111e1-mii MC)K)].Y A.npecaTOM Ilpe)].JIO)KCHJ-lll H ,IJ.nc011con & ,IJ.a<OHCOH. 
Apecar IIpe/10Ken u )Ko1con & JKoHcOH 3aBep1or rapaHTpy1or o6eneuene 
KOHCIJH.L\CH11HclJibHOCTH B 6e3onacnocnr nepc.n:asaeMbIX nepconaJibHbTX )].aHHbIX rrpn nx o6pa6on<e B 
COOTBeTCTBHH C Tpe6oBaHH51MH npHMeHHMOro 3aKOJ-IO)].aTeJibCTBa. A,npecaT Ilpe)].JIQ)l(CHH.5! 11 ,)J;)I<Ol·JCOH & 
,IJ.)ICOHCOH o65!3YJOTC5l npHHHMHTh ueo6xo.n;HMolC rrpaBOBbJe, opraHH3H11HOHHhlC H TCXHH'lCCKHe Mepbl HJIH 
o6ecne<JHBa!OT HX IIpHHllTHe ,[(JJ51 3aW:HTh1 rrepcor-ranbJ-lblX ,[(aHI-!blX rrpH HX rrepe,na•re MC)I<,[(y A,npecaTOM 
IIpe,nnO)J<CHHJI H ,IJ.)J(OHCOH & ,I],)I(QHCOH rrocpe,nCTBOM 3Jie{('fpOHHbIX I<aHaJIOB CB5!3H, MalllHHHbJX H 
6yMmI<HblX HOCHTCJICH HHQ)OpMclTJHH HJIH HHhTM cnoco6oM. B CJiy<rae HeCOOTBCTCTBH.5! ,[(CHCTBHTeJ1bHOCTH 
YKa3HHHbIX B HaCTO}IW:CM nymne 3aBepeHHH J,J rapaHnn1 ,I],)KOHCOH & ,I],)KOHCOH 1-1e1v.1e,nJieH1-IO OTJCa)J<eTCl! 
OT fIOIIY'Jemrn nepcouaJibHblX )].c\HHbIX OT A.n:pecarn Tipe,[(JIO)KCHl1ll H (FrnH) B pa3yMHblM cpoI< rrper<paTHT 

·o6pa6oTKy pm-rec ITOJiytICHHblX OT A,npecarn ITpe)].JJO)KCHHll nepCOHHJibHblX ,[(aHHblX. ,IJ.)I<OHCOH & 
,IJ.)[(OJICOH J].JJ.5! Bbll10JIHCJ-!Flll BhlUICyKa3aHHOH uenH HMCCT npaBo npHBJICKaTb TpCTbHX J1Hl1 - lJOCTaBW:HKOB 
HHbOpMaIIOHHO-CIIpaBOIHLIX yCJIyT (HIJI) yCJIyT 1IpOBCJ€HM ayJITOB/I1p0BCpOK- K 06pa6o01Ke 
nepcoHaJibHblX ,nam1ux, nonyqer-IHbIX OT 11epe.n:a1om:eii CTopOHbI. IlpHBJreqem1e YI<a3HHl-lbTX rpeTbHX JIHTJ 
K o6pa6oTKe rrepcoHaJibHblX )].aHHblX MO)KeT ocym:ecTBJI5fTbC5f TOJibl<O npH ycnOBHH 06ec11e<1eJ-1Hll HMH 
KOJ-l(jJH,[(CH!JHaJibHOCTH H 6e3orraCHOCTH rrepCOHHJibHblX .[(aHHblX npH HX o6pa6oTKe. A,npecaT 
IIpe,nJIO)KCHl15l 3aBep51eT I1 rapaHT.npyeT JTOJiy<IeHHC cornacnu cy6beKTOB HJHI HaJJJ1LJHC HHblX npaBOBhIX 
OCHOB3HHH ,[(Jl5f ocym:ecrnnemrn BblWCOI1Hcam-1hIX ,[(CTICTBHTI co CTOpOHbl ,I],)l(OHCOH & ,IJ.)KOJ-ICOH 
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BCEM roCY)],APCTBEHHblM, MYHHI{HDAJibHbIM Y1-IPE)K)],EHI15IMH 3.D;PABOOXPAHEHHJI H 
OPr AHAM HCTIOJ1HHTEJlI,HOH BJ1ACTI1 B C<J'JEPE 3)],PABOOXPAHEHH51 

3.6. COBepIIene ApecaroM Ipe/1oKeH JeiicTBi, yKa3an»x B n1.2.2. acroero IIpeJoKeHM, 
6y,n:eT C'IHTaTbC.51 aKI..(errTOM 1-1ac-romuero TTpe,n:nmKemrn .. AKll,eITT HaCT0.511.1..(ero IIpe,n:nmKeHH.51 B03MO)KeH 
J1Hlllh B llOJIHOM ofo,eMe. TOJibKO B 9TOM IyYae JOTOBOp 0 6e3B03Me3JHO nepcJIaIe IIpenaparn .n:mr 
l],CJleH onepaTHBHOH HHMIaIH CIeMaJIH3Hp0BaHHO TCpaIH H paCIIpCH JoTynIa nal..(HCHTOB, 
CTpa,n:aIOUJ,HX BOCTiaJUlTCJlbHbIMH 3a6oncnamrnMH I<f!WCLJHHf<a, K ne<iemno Hl-lHOBal.(HOHHblMH 
Jiel<apcTBeHHblMH npcnapaTaMH 6y,n:cr BJ1IT1C 3aKJIIOIeHHLIM Mey J[KOHcOH & JKOHCOH 
AnpecaroM IpeIoKeH Ha ycnox IpeJoKeH. acTHti aKeIT Ipenn1oxen (obepT), a 
TarXe aKIeIIT Ipe/10KeH (obepTBI) Ha HIHLIX yCJIOBIX He JOIIyCKa1OTC. 3aKJ1IO4eHe JoroBopa 
Mey JKOHCOH & JKOHCOH A,n:pccaTOM I1pet:(JIO)KCHlHI OCyIIICCTBJICTC IIyTCM COBCpIIICHH 
JeicTBi AJpccaToM Ip€/oKeH B IOpJ1Ke, IIpCJyCMOTpeHIHOM pa3JeJIOM 2 «O6I1e ycn10B1» 
HacToerO IIpe/10Ken9 (obpT). CoBOKyIIocT IIpe/J1OK€H (obepT) AKIeIITa Ob€pTL1 
npe.[J,CTaBJliIIOT co6on .n,oronop, no !OpH.D,H<ieCKO}l np11po,!.(e l!BJI5IIOIIl,1111.C51 llO)KCj)TBOBaHHeM, H K KOTOj)OMy 
IpIMeIIOTC HOpMM CTaTL 582 IK Pb. B 1enx 6yxraurrepcKorO yueTa AJpecaTa IIpe/10Ke 
CTOHMOCTb O)J.l!Oi:'! ynaICOBI<H TTpenaparn npHHHMclCTC5J pmrnoii 126393,71 py6ne.tt 6e3 H,n;c·. 

3.7. HacT051U{ee I1pe,n:nmKeHHC .UCI1CTBHTeJibl-IO .uo 20 mmapl! 2026 ro.ua H MO)KeT 6bITb OT03BaHo 
JKOHCOI & /Ocon n1o6oi MOMCHT. 

3.8. }],)KOHCOH & ,I],)l<OHCOH Brrpane OTKa3aTb B npHH.51.THH AKl.(en-ra oqiepTbl l1 OTK333TLC5!: OT HCflOITHCHH.51 
CBOHX o65!33TeJibCTB no I-HICT05lll(CMY -llpe)J.JIO)KCHHIO, B CJIyIaC CCII IIO TCXHHICCKIM H/JIM 
JIOTCTICKHM IIpMIHaM JKoHcOI & JOHcoH He MO)KCT ocy111,ccrnHTb .[(OCTaBKY ilpenaparn 
IIorrycrnremo. 

3.9. CropoHbl OCB060)1(,D.aJOTCll OT OTBCTCTBCHHOCTH 3a nonuoe mrn 'claCTHYHOC HCBbJTTOJlHCHHC 
o6513aTCJlbCTB no HaCT0.511.1..(eMy .norosopy, CCJIH 3TO HCBbll10JIHCHHC 51BHJIOCL CJIC.D,CTBHeM o6CT05lTCJibCTB 
HCnpeo.nom1MOH CHJ!bl BI<JIJQlJa5! HaBO)J.He1-rne, nmr<ap, 3CMJieTp51CeHHC 11 .npyn,e CTl1X11HHblC 6e)J.CTBH5!, 
BOHHY, BOCHHblC )J.ei:'1crn1rn BCCX BH.[(OB, 3a6aCTOBKY ncpcmrana, rpa)l(,llaHCKHX 6ecnop51,[(KOB, anapm1 Ha 
TpaHcnop-re, 6JIOI<a)J.bl, 31111)].CMHH HJHl naH)J.CM11l1, a paBHO BBe)J.eHHC Yl10Jll-JOMO'TeHHblMH 
rocy.uapCTBCJ-lf-JblMH oprmrnMH -pC)l(HMa DOBbJIJJeHHOl~l roTOBHOCTH HJIH HHOro anarrorwmoro pe)!<HMa 
CB.5133HI-l0ro C pHCKaMH Hac-rynnemrn o6CT05JTeJibCTB nenpeo,n:oJJHMOM CHJibl, a TaIOKC llj)HHiI:THC 
rocy.uapcTBeH1-1bIMH opraHaMH'aKTOB, npcnHTCT.By10111,11x Bb!ITOJIHCHH!O o6CHMH HJlH O)J.HOH 113 Crop01-1 
o6n3aTeJibCTB 110 )J.aHHOMy .n:oronopy, H JJ.pyr11x o6CT051TeJibCTB, I<OTOpblC Moryr 110BJIH.51Tb Ha Bb!ITOJIHCHHC 
06.513clTCJibCTB no HaCT05ll.I..(CMY .n,oronopy. C-ropmrn, .n:mr KOTOJ)OH Bbll10J1HeHHe o6maTeJlbCTB CTaJio 
HCB03MO)I<HblM .BCJie,UCTBHC 1-1acTynneHH5! o6CT051TCJlbCTB Henpco.n,omrMOH CHJlbl, ).],OJI)l(Jla B TC1ICHHe 3 
(rpex) pa60YHX )JJreii C MOMCHTa HaCTynrreHH5l y1<a3aHHbIX o6CT0.5ITCJibCTB l1I06bJM )J.OCTymiblM B ,n.aHHbIX 
o6CT051TeJibCTBax cnoco6oM yse)J.OMl1Tb .n:pyrym C-ropouy O HaIaJIe, 0KM/aeMoM cpoKe JeiCTBH 
npeKpamemrn yr<a3aHHbIX o6CT051TeJibCTB. EcJIH HCB03MO)I<HOCTb nomrnro HJlH <JaCTH'IHOro BblIIOJIHeHH5l 
o6l!3aTCJlbCTB ,I{JI.51 O)]JJOH H3 C-ropoH .[(JIHTC}l 6orree 1 (O)J.l-!Oro) MeC5JI..(a, ,D,pyraa C-ropmra HMCeT rrpano 
ITOJIHOCTblO f1JIH 'JaCTH'IHO OTKa3aTbC51 OT .n,oronopa, llHCbMCHHO H3BCCTHB 06 3T0M JpyryIO CTopoHy. Ip 
9TOM CTOpOHL JOJDKHL nponeCTH neperonopbI C l.(CJibJO OIeHKH CHTyaIIH H Bb1pa60TI<H 
B3aHM011pHeMJJCMblX perneHHH. B cnycrae ccmr )J.CHCTBHC o6CT05JTCJlbCTB Henpeo.nonHMOll CHJJbl .[(JllffC5J 
Menee 1 (0/1Oro) Mena, cpoK IoneH 0613aTenILCTB CT0pon npO,D,JJCBaI-OTC51 Ha nepHo,n: HX 
,n:eiicrnmr. 

3.10. Hu OJ1Ha H3 CTOpOH JOrOBOpa He BIIpaBC OCyIIICCTBJITL KaKHe-JI6O JeiCTBI, 3aIIpeIeHH1re 
3aKOHO)J.aTCJlbCTBOM PocCHHCKOH <De)J.epall,HH HJlH HHblM 33I<OHO)lUTCJJbCTBOM O llj)OTHBO)lCHCTBHH 
ICOppynll,HH, KOTOpoe ,[(anee COBMeCTHO HMenyeTC.51 «AHTHKoppy□ll,HOHHOC 33KOHO,[(aTCJibCTBO» H MO)KCT 
npHMeH51TbC51 I( KaJcofr-mr6o 0.[(HOM HJlH o6CHM CTOpOHaM. B .[\OITOJIHCHHC l( BbUUeH3JIO)l(eHHOMY HH omrn 
H3 c-ropon ue srrpaBc ocyu,ecTBJiiITb KaKHe-J11160 nnaTC)KH, npe)l.naraTb tJJIH nepe.n:anaTb Ka1<11C-JIH60 
l.(el-JHOCTH rocy.uapCTBCHHOMy n/um1 MYHHll,H113JibHOMY crry)l<all],eMy, pa6oTHHKY opraHOB 
rocy.napcrnem-ron BJ!3CTH, opraHOB MCCTHOro CaJ\IIOynpaBJICH115l, TOCyJIapCTBCHHLIX /JI 
MyHHHIIaJILHBIX OpraH3aIMi, KaKOH-JI6O IIOJITYeCKOi IIapT /III KaHJIJIaTy Ha JOJKHOCTL B 
OpraHax rOCyJapCTBCHHO BJIaCTH JI MCCTHOTO CaMOyIpaBJICHM, JI6O HHOMy TpCTLCMy JIHIIy, 
CB.513aHHOMY BO C,D,CJIKOH, ecnn 3TO nprrne.ufa K Hapywem110 AHTHKOppym.(HOIIHOrO 3aJCOHO.[(aTCJlbCTBa. 
3 .11. Bee cnopbl HJIH pa3HOrnanrn, B03HHKaJOll.lHC no HaCT0.5Ill],CMY .n:orosopy HJIH B CB.5131-l C HHM, 
pa3peIJJai-o-rca ny-reM neperonopos. Jo nepenauu cnopa na pa3peIeHe Cy/a CTOpoHI IpMyT MCp1I K 

• ,D,eikrnyer c 08.10.2024 
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BCEM f'OCY,ll,APCTBEHHblM, MYHHIJ,11TIAJ1bHbIM yc.IPE)I{,ll,EHIUIMI-13,ll,PABOOXPAHEHH.5J I1 
OPfAHAM I'.ICTIOJIHiiJTE JibHOfI BJIACTJil B CCllEPE 3,ll,PABOOXPAHEHM 

ero yperym1poBaHI1IO B npeTCH3110HH()M II0p51,i:\Ke, ITo norry'leHH0H npeTCH311H CT0p0Ha J.\0TI)I<Ha )J,aTI, 
TIHCbMCHH.b!H OTBeT no cymecrny B cpoK He TI03J.(Hee l O (JJ,eC5JTH) KaJJCHJ.(ap1-1r:.1x J.(HCH C .J.(aTbl ee Il0Jl)"ICHH51, 
B CJJyqae J-ICB03.MO)!mo~rlt.-P,~~ernemrn crropoB HJJH pa3H0rJJaCHM nyTeM neperonopoB, 0HH II0)])Ie)KaT 
pa3perneHI1IO Ap6HJfl1i~)fa1~l"Wl£Qy~OM ropo.[(a MocKBbl B rrop,rm<e, YCTaH0BneHH0M 3aK0H0J.(aTCJlbCTB0M 
Pocciicxoii @en@$j#kt. " 

2 , 
~ «y, % on, ± 

01-f ' 
------~~----""H'i-EJ.JficyruecIK ~;H,A ""' 1-fc • 

i?: "o. lei • 0 ~-\: s a,,18?3 «,Pax + 0%«' 
irr 

MTT. 

IIpnaoxene N 1 «AKteIT ObepT11» 

Ip1oee N 2 Orser 06 1cn0n30Ba ne1<apCTBCHH0ro npenaparn J]JJ51 lvteJ.(Hl]HI-ICKOro 
npn1v1cacmrn c MHH YcTCI(l,myr,rn6» 

1 
Xanmti M.JI. ll coaBT. Te4ene XpoIIcKx BoCIaJTeHx 3a60neBaHii KeuKa H 

MCTOJ.(E,I I-IX JlC':ICHlrn, IIp11MCHHCMbie B PoccHi"!CKOH Cl>encpaq1,rn (Pc3yJJ&TaTI,I MH0fO!]CHTj)OB0ro 
rronymH.(HOHHOro O)]H0MOMCHTH0ro na6moJJ,aTCJ1b!IOfO HCCJ1CJ.(0Bal--lH51). Poe )KypH 
racrpo:mrepon renaTOJJ KoJronpoicTOJI 2018; 28(3):54-62 DOI: 10.22416/l 382-4376-2018-28-3- 
54-62 

2 
6enoycosa E.A. H coasT.Cmuianr:.r10-neMorpaqiw1ccKaJ1 xapaKTepncnma, oco6eHHocTH 

Tec1e1m51 H Bap11a1-1Tb! JJC•JCHJ151 B0CIIaJITeJILHLIX 3a60J1€BaHi KteuKa Poccu. Pe3yTaT1 
.[(BYX MHOroqe1upoBbTX HCCJlCJl.OBUI-IHH. AnbMaHax l(Jll,!HHLJCCKOH. MCJ.(HL{HHbl. 2018;46(5):445- 
463. hllps://doi.org/1 0.l8786/2072-0505-2018-46-5-445-463 

3 
KarpaMaHosa,A.B. Hapcjlerrnn AI1, K1-rnJeB OB. AKTyanbH&le npo6JJCMbI J.(Han10CTHKH H 

Tepamrn BOCIIaJITCJILHLX 3a60n1cnaHi KIIeIHKa. bbeKTHBHa DapMaKOT€pan1a 16/20 I 8, 
c28-36. 

4 
Armuzzi A et al. Ustekinumab in the management ofCrohn's disease: Expert opinion.Dig Liver 

Dis.2018 Jul;50(7):653-660. doi: 10.1016/j.dld.2018.02.017. Epub 2018 Mar 11. 

5 
O.B. l<HH3CB: «B PocCHH Heo6xOJl.HMO C03J.(383Tb MYJJbTHJ.(HC!]HflJl}ll-IapHbIC L{CHTpbl no 

Jl.H3rHocn1Kc n neT.fCHHJO socnanHTeJihHbIX 3a60JieBaHr1fi KHIUCLfHHKa». "3cD<PEKT111BHArl 
<PAPMAKOTEPAnlllR racTp03HTeponorviR" NQ1 (2) c.4-6 

BocnannTCJlbHblC 3a60JICB31-!H51 K11WCLil-lHKa: npo6JJCMbl, .[(0CTH)KCHHJ! H 
nepcrreKTHB&r.19.09.20 I 6. 3neKTpou1-161.11 pecypc 2.02.2023 http://www.niioz.ru/events/ 

7 
lfacTpyKq11J1 no MCJ.\Hl\}IHCKO!vry TI])HMCHCHHKl neKapcrne1-rnoro npenaparn CTenapa® (MHH 

YcTCKHHyr-rn6), KOHL{CH1paT J.(Jl5l np11roTOBJJCfll151 pacmopa .n;mr HHq_JY311H, 130 Mr, JIIT-005728 OT 
24.04.2020. 311CI<Tponur:.1ii pecypc 28.02.2023 URL.: http://grls.rosminzdrav.ru 

8 
l1HcTpyKl.lH5l no MCJIHHCKOMy IIpHMCHCHHIO JIeKapCTBCHH0rO rrpenapaTa CTenapa® (MHH 

YcTeI<HHyrvra6), - pacrnop J.(1151 noJ.(1<0>K11oro BBe.[(eHH51, 45 Mr/0,5 MJI, 90 1v1r/M11, JICP 006465/09 
OT 23.04.2020. 311e1<TpOHHbJH pecypc 28.02.2023 URL.: http://grls.rosminzdrav.rn 
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BCEM TOCVJIAPCTBEHHLIM, MVHIUIIAJILHLIM VIPEJIEHHSM 3JPABOOXPAHEH I 
OPI AHAM HCIIOJIHTEJILHO BJIACT B CPEPE 3JIPABOOXPAHEH 

9 Egeberg A, Ottosen MB, Gniadecki R, Broesby-Olsen S, Dam TN, Bryld LE, Rasmussen MK, 
Skov L.Br J Dermatol. 2018 Feb;178(2):509-519. doi: 10.1111/bjd.l 6102. Epub 2018 Jan 9. 
Egeberg A, Ottosen MB, Gniadecki R, Broesby-Olsen S, Dam TN, Bryld LE, Rasmussen MK, 
Skov L.Br J Derrnatol. 20 I 8 Feb;178(2):509-519. doi: IO. l 11 l/bjd.16102. Epub 2018 Jan 

10 Lunder T et al Drug survival of biological therapy is showing class effect: updated results from 
Slovenian National Registry of psoriasis Int J Derma to!. 2019Jun;58(6):631-641 

11 Ko Y, et al. The effect of immunomodulators and other factors on the persistence of biological 
agents for Crohn's disease and ulcerative colitis: data from the Australian population-based 
registry Journal ofCrolm's and Colitis ( IF 8.658) Pub Date: 2020-01-15, DOI: 10.1093/ecco­ 
jcc/jjz203 .490 
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[HA EJIAHKE Y1IPE)K,[(EHlliI] 

KyAa: 121614, r. MocKBa, yn. Kpb1JiaTcKaJ1, 17, Kopn. 2 
Ten.: (495) 580-77-77, <!>aKc: (495) 580-78-78 

« » 20 r. ----- 

KoMy: 000 «,lJ,JKOHCOH & ,lJ,JKOHCOH» 

AKIenIT obepTu 

HacToU",.....5. • 5a..... .a- .. 
Ha,[IJielfca1JJ11M o6pa30M C03,[laHHOe 11 ,[leHCTBYI01JJee B C00TBeTCTBl111 C 3aK0H0,[laTeJibCTB0M PoCCl1HCKOH <!>e,1:1epa[11111, 
OI'PH: HHH: c MeCT0M 
HaxoJK,1:1eH11J1 no a,1:1pecy: _ 

B Jil1[1e _ 

,[leHCTBYIOIJJl1H Ha 0CH0BaH1111 

(,1:1anee -A,1:1pecaT Ilpe,[IJJOJKeHHH) IlOJJIIOCThIO npHHHMaeT YCJJOBHH pa3Me1JJeHH0ro O61JJeCTBOM c orpaH11'1eHHOH 

OTBeTCTBeHHOCTb!O «,D,JKOHCOH & ,ll,lf<OHCOH», lOp11,[1J1LieCK0e J111[10, Ha,[IJieJKalJJ11M o6pa30M C03,[laHH0e H 

,1:1eii:crny101JJee B coorneTcTB1111 c 3aK0H0,[laTeJibCTB0M Pocc11ii:cKoii: <!>e,1:1epaQ1111, 0I'PH: 1027725022940, HHH: 

7725216105, c MeCTOM HaXOJf(,ll,eH11J1 ITO a,1:1pecy: 121614, r. MocKBa, yn, KpblJiaTCKaR, ,[I, 17, K0prr. 2, B Jll1[1e 

I'eHepaJibHOro ,1:111peKTOpa Ky3He[IOBa MaKC11Ma EBreHbeB11'Ia, ,[leHCTBYIOIJJero Ha 0CH0BaH1111 1/ CTaBa (,1:1anee - 
«~OHCOH & ,Il,JKOHCOH») IlpeAJJOJKeHHH (olj>epTb!) c HCX. H0MepoM 1312-4/24 OT 13 ,[leKa6pH 2024 I'O,[la o 
6e3B03Me3,[IHOM rrpe,[10CTaBJieH1111 JieKapCTBeHH0ro npenaparn ,[IJIJI Me,[ltt[IHHCK0ro np11MeHeHl1ll C MHH 

VcTeKHyMa6 B [leJIJIX onepaTHBHOH 11Hl1[111a[ll111 cne[l11arr11311poBaHHOH Tepan11tt 11 pacnmpeH11ll J0CT yIIa IIaIIHeHT0B, 

CTpa,1:1a10IJJl1X BOCnaJI11TeJibHbIMl1 3a6oneBaHHJIMl1 KHIJJe'!Hl1Ka, I( C0BpeMeHHOH 11HH0Ba[IH0HHOH Teparr1111 C 

11CITOJib30BaH11eM JieKapCTBeHHOro rrperraparn ,[IJIJI Me,[111[111HCK0ro np11MeHeHl1ll C MHH VcTeKHHyMa6, T0pr0BLIM 

Hal1MeHOBaHl1eM CTeJiapa, KOH[leHTpaT ,[IJIJI rrp11roTOBJieHl1ll pacrnopa ,[IJIR 11H!pY311H, 5 MrlMJI, 26 MJI, <pJiaKOH N2 1 
(,1:1anee - ITperrapaT), 11 rrpe,1:10CTaBJIJ1eT cne,1:1y101JJ11e CBe,1:1eH11J1, Heo6xo,1:111Mb1e ,[IJill aKQenrn TaKOH ocpepTbI: 

HHqopMa1 06 0pran3au - Iloryuare.re IIpenapara 

HaMeHoBaHe opraH3a: 
(yKa3aTL HaHMeH083HHe nony'-rnTen.sJ, ynOJ1HOM04eHHOro 
npHHHMaTb H HCTTOJlbJOBaTb neKapCTBeHHbJe cpe.[1.CTBa ,n,mi: OK333HH51 
Me)1HI.jl-lHCI<Oii nOMOIJ.111} 

A,1:1pec ,[I0CTaBK11 ITpenaparn, BHeceHHbIH B MC 
M,D,JIIT 

HHH/KITIT: 
KOJIH'!eCTBO ynaK0B0K: 
OT 2 (/1yx) Io 4 (ueTIpex) y1aKook flpenaparn Ha KalKAoro 
IIaIHeHTa COTJIaCHO peIIICHIO BpaIeoHOi KOMCCI, pewemuo 
KOHCHIyMa Bpa4eii n perenuto neuauero paa 

KonTaKTHhle ,[laHnhle co CTOpOHhl opranHJaQHH - IloJJyqaTeJJH 

Mo611JibHbIH TenecpoH: I 

HacToM Anpecar Ipe/1oKeHA IIpeJ0cTaBJIeT HKeCJIJIyHOIIee 3aBepeHe 06 06CT0Ten1cTBax, 

HMCHOIIIHX 3HaICHe J1JI JaKJIJO'!eHl1ll ,[I0I'0Bopa, 11 TeM caMbIM rrp11H11MaeT Ha ce6l! 0TBeTCTBCHH0CT 3a C00TBeTCTBe 
3aBepeH11J1 ,1:1eii:crn11TeJibHOCTH B CHJIy IyHKTa 1 CTaTbl1 431.2 I'K P<t>: 

Pe1IeHeM 

Bpaei/nearero Bpaqa) 6bm 
(Bpave6Hoii K0MICCH/KOHCIyMa 

Ha3Ha'!eH JieKapCTBeHHb!H ITperrapaT B K0J111'!eCTBe (npOI111Cb!O) 

IaIeHTy(aM) c IaTH030M 

B COOTBeTCTBl1H C Tpe6oBaHHJIMl1 rrp11MeH11Moro 3aK0H0,[laTeJibCTBa peIJJeH11e ocpopMJieHo B B11,[le: 



[HA EflAHKE YlJPE)l{_nEHIDI] 

• npoTOKonIa No 
CJIeJyIOIIIHe CBCJICHHA: 

OT« » 20 ------- r., KOTOpbIH, cpeATT npo'lero, COAep)KHT 

l. JaTa IpoBeJeH4 3ace/aH BpaIe6Ho KOMccH/ KOHCJIyMa BpaIei JI peIIICH JIeIaIIeTO 
spa'la: « __ » 20 r.; 

2. pernett11e spa'1e6Hoii KOM11cctttt/ KOHcmmyMa spaqeii ttrr11 rreqa111ero spaqa H ero o6ocHoBaHtte, 

BKITIO'lal! yKa3aH11e He06XOA11MOro KOJlTT'leCTBa ynaKOBOK Ilpenaparn Ha KaJKAOro na1..111eHrn 

YKaJaTI, 1]10pMy1111pOIIK)' pcmc111rn Gel YK(l3afllUI IICJx:01111111,lll,1:'( ,!l,alllll,IX IHIIUlCllTa(Oli) 

CBe/IeH O peIIICHMI BpaYe6Hof KoMcc/ KOHC11ITHyMa Bpa'leii MITH rre'-la111ero Bpaqa OTpa)KeHbl B 
COOTBeTCTBy10111eii MeA111..111HCKOH AOKyMeHTal..11111 na1..111eHrn( OB). 

I1JII1 

• 3aTIHCH B MeAl11..111HCKOH AOKyMeHTal..11111 na1..111eHrn, B KOTOpOi, cpe Ip0Yero, co/epKaTcq cJeJyroe 
CBJ[CHA: 

1. 

2. 
AaTa Bb1HeceH11l! peweHHl! o Ha3Ha'-leH11H Ilpenaparn: « __ » 20 r.; 

060CHOBaH11e perneHl1ll O Ha3HaIeH Ipenapara, BKIHOIa yKa3aHe HO6XOJIHMOrO 
na1..1tteHry KOITH'-!ecrna ynaKOBOK Ilpenaparn 

IlpttrrO)KeH11l!. 

IlpttrraraIOTCll CITeAYIOI11He AOKyMeHTbl, 3aBepeHHbie TIOATIHCblO ynorrHOMO'leHHOro JlH1(a H ne'-laTblO AApecaTa 
IIpe1oKeH: 

1. KapTO'!Ka !OpHATT'leCI(Oro rr1111a - AApecarn IlpeAITO)KeHHll. 

2. Konttll AOBepeHHOCTH Ha norry'-!eHHe Ilpenaparn C yKa3aHHeM ynorrHOMO'-!eHHOro ITHl..la / BbITIHCKa 113 

npttKa3a O Ha3Ha'-leHHH YITOJlHOMO'leHHOro ITHl..la Ha COOTBeTCTBYIOlllYIO AOJllKHOCTb. 
3. 

,/J,OJl)KHOCTb 

11 HaHMeHOBaHtte 

OpraH3au Apecara Ipe/1oKeHa/AKt1eIITaHTa 

<t>I1O 



[HA EJIAHKE Y1IPE)l{,[{EHIDI] 

I1pttnm1<em1e N2l K aI<l-{errTy o<jJepTbI I1cx. N2 _ OT «_» 202 ... r. 

Mnln Haw11eH06mtue 3anoJ1Hfl.eM020 nOJlfl. Cseenu o Kompaeenme Ipuweuanue 

1 I[OHoe HaHMCHOBaHe 

opraHII3aQIIII 

2 KpaTKOe HaIIMeHOBaHIIe 

opraHII3au;m1 

3 An:pec wpn,n;nqecKIIM 

4 AJpec IOITOBL 

5 HHH 

6 KITTI 

7 HaIIMeHOBaHIIe 6aHKa, B T_q_ MeCTO 

(ropo,n;) HaXO)K,U:eHII51 

8 Pac4eTHL CIeT 

9 KoppecrroH,n;eHTCKIIM cqeT 

10 EHK 

.IJ:omKHOCTb II HaIIMeHOBaHIIe 

OpraH3a Apecara Ipe/1oKeHa/AKtenraHTa /<PHO/ ------- 



[HA EJIAHKE Y1IPE)K):(EHIDI] 

Hcx.N!! ---- Kyµ_a: 121614, r. MocKBa, yn1. KpUIaTcKa, 17, Koprr. 2 
Ten.: (495) 580-77-77, <l>aKc: (495) 580-78-78 

« » 202 r. ----- 
KoMy: 000 «):()!(OHCOH & JKOHCOH» 

OrueT 
06 ucnoJih30Ba111u1 Jie1rnpcTBenuoro npenapaTa 

JI MCJIIIHCK0T 0 HIpHMCHI C MHI VeTeKyMa6 

B 
):{)!(OHCOH» II 

(Jamee 
A):(pecaT IlpeAJIO)!(eHmI), 3aKmoqeHHhIM rrocpe):(CTBOM aKu:errrn rrpe):(JIO)!(eHIIll 

000 «):()!(OHCOH & ):()!(OHCOH» 0 rrpe):(OCTaBJieHIIII - L___J yrraKOBOK Jier<apcTBeHHOro rrperrapaTa ):(Jlll 

Me):(IIU:IIHCKOro rrpIIMeHeH~ C MHH y CTeKIIHyMa6 B cj_.JopMe KOHl..(eHTparn ,[(JUI IIplffOTOBJJemrnpacTBopa ,[(Jill 11HlpY31lH, 5 
Mr!MJJ, 26 MJJ, cpnaKOH N2 I (AaJiee - «IIperrapaT») B OTHOIUeHIIII -- (_) rrau:IIeHTa( OB) B COOTBeTCTBIIII C IIIIChMOM 

(AKu:emoM ocj_.JepTu) AApecarn Ilpe):(JIO)!(eHIIll o 6e1B03Me3AHOM npe):(oCTaBJieHIIII Ilpenaparn 

IICX. N!!________ OT , HaIpaBneM BaM CJe/yIOIIyIO HHbOpMaIMIO 06 
IICIIOJih30BaHIIII IlpenapaTa: 

COOTBeTCTBIIII C AOroBopoM 000 «):{)KOHCOH & 

nub0pMas o6 opram3au noyarere Ipenapara 
HaIIMeHoBaHIIe opraHII3aU:IIH: 
Anpec: 

TeneboH: 

ll114>opMaQnH 06 ncnoJih30Banun IlpenapaTa 
N CepIIll KoJIIIqecTBO ):(am HoMep II ):(am peIUemrn KOJIqecTBO 

Ilperraparn IICIIOJih30BaHHhIX BBe):(eHIIll ApecaTa IIpeJ10Ker HeIICIIOJih30BaHHhIX 
yrraKOBOK ynaKOBOK** 

1. 

2. 

3. 

yka3aTL HOMep H JaTy peIIIeH Bpaqe6HOH KOMIICCIIII, KOHCJIyMa BpaIe I JIeIaIerO BpaIa, B 
COOTBeTCTBIIII C KOTOphIM rrau:IIeHTy 6hIJI Ha3HaqeH IlperrapaT 

**ECJIII rrperrapaT He 6hIJI IIOJIHOCThIO HCIIOJih30BaH, Heo6xO,[(IIMO yKa3aTh nprrqIIHy: 

[!J:OJI)KHOCTh] 

[HaMenoaHe opraH3a ApecaTa Ipe/11oKeH] 
/<!>HO/ 


