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IlepeuyncnenHbie BhIIe  O6LIECTBEHHEIE OObeMHEHUs, OpraHU3alMd |
TP@XJiaHe, pPYKOBOACTBYACh crathed 29 Koncturymum P®, crateeit 2
DeznepainbHOro 3akona ot 02.05.2006 r. N 59-®3 "O NOpsIIKE pacCMOTPEHHS
obpamenuit rpaxman Poccuiickoii Oenepauun”, crateeii 27 ®DenepanpHOro
3akona ot 14 ampens 1995 r. Ne82-®3 «O6 O0IIECTBEHHBIX OGBENMHEHUIXY,
CTaThsiMU 15-17 @enepansHoro 3akona or 12 smBaps 1996 r. Ne 10-®3 "O
NPOGECCHOHATBHEIX COI03aX, HX MPaBax M FapaHTHiX NesTeNbHOCTH", oOpammasich
C HacToAIMM opuuMansHeIM [Ipeaynpexnennem o6 OTBETCTBEHHOCTH, B CBETe
310BemMX 3asBieHui  rnaBel HULIOM um. H®.Tamaneu T uHIOypra A. o
npoBenenuu ¢ moHsa 2021 rona xnuandeckux MCIIBITAHUM Tak HaseBaeMoii
«BakuuHel ot COVID-19»  Ha JeTckoM HAceneHWH CTpaHEL IIPOSIBIIAIOT
CEPBE3HYIO 03a00YEHHOCTH TeM OGCTOSTENECTBOM, YTO HECOBEPIIEHHOJIETHHE
AetH Poccun MoryT okasatkcs B yrpoxaromieit CHTyallMM, KOTJa IpOBEICHHE
MEAHIHMHCKOr0 SKCIEPAMEHTA IIDH BBEJCHHH JIETAM NAHHOTO, He NMPOIIeLIero
KIMHAYECKHX HCNLITAHHH mpenapara, GyJeT IPOBOAMTECS, B TOM 4HCIE, Ha
3TOH KaTeropum rpaxgaH P®. Takue ke OMaceHHS BO3HHUKAIOT Yy Hac 4 B
OTHOIICHHWH BCEX NPYIMX «BaKUMH» MOJOOHOTO BHIA, pa3spabOTAHHEIX, AKTHBHO
PEKIAMHPYEMBIX ¥ NpHMEHAEMbIX B HACTOflliee BpeMs HA TEPPUTOPHH
Poccuiickoit ®eneparym.

B naHHO# cBs3M xoTenocs 6Bl MOMYEPKHYTH, dTO MEXAyHapoOHEIE H
POCCHHCKHE HOPMATHBHBIE aKThl MMIIEPATHBHO M GE3yCIOBHO 3aIHIIAIOT npaBa
H€IIOBCKA NpH MPOBEJCHUH JIOOBIX MEIULMHCKHX SKCIIEPHMEHTOB H, B MEPBYIO
ouepenib, 3TO Kacaercs, KOHEYHO, JAeTeid. '

1. Tak, B yacTHOCTH, HIropHGEprekmit Komeke cTan NEPBBIM MEXAYHapOIHEIM
AOKYyMEHTOM, ONPEENSIOIUM MPUHIMUITEI IPOBEAECHHS MEIUIIMHCKHX OIBITOB HA
JHOMAX M BBOAAMIEM 3THYECKME HOPMBI JUIi YYEHBIX, 3aHHMAIOLIMXCS
MEIULIUHCKUMH IKCIIEPUMEHTAMH.

OcHOBHO# npHHLMI, CcHOPMYTHPOBaHHEIH Hiopabeprckum TpubyHamoM B
pamkax Hriopubeprckoro kopekca, CBOAMTCH K TOMY, 4YTO [ IPOBEIECHHS
SKCIICPHMECHTa Ha 4YejoBeKe HeoOXOAMMO ero ao6poBOJILHOE OCO3HAHHOE
COrJIacHe Ha TaKOH SKCIIEPHMEHT.

Ilpurimnsl, chopMyIupoBaHHEE B HropubeprckoM xozekce, cTaau OCHOBOM
AJIL MHOTMX MEXAYHapOIHBIX H HAlMOHAIBHBIX 3aKOHONATENbHBIX AKTOB B
00IIaCTH MPOBE/ICHAS] MeIMIMHCKHX HCCIEOBAHHIT HA YeI0BEKe.

Crates 1 HiopuGeprekoro Konexca 1947 rosa riiacur:

AGCOIOTHO HEOGXONMMBIM  YCIIOBHEM NPOBEIEHHS JKCIEpUMEHTa Ha

9CJIOBEKE SABISAETCS JOOPOBOIBHOE COTTIACHE MOCIIENHETO.

310 O3Ha4aeT, 4YTO JIHIO, BOBJIEKAEMOE B IKCIIEPDHMEHT B KadyecTBe
HCIIBITYEMOI'0, JIOJDKHO MMETh 3aKOHHOEe IIpaBO naBaTk TakKoe corjiacue; UMeTh




BOSMOXHOCTE OCYLIECTBIIATh CBOOONHBIN BEIGOP M HE WCIBITHIBATE Ha cebe
BIUSHAE KaKHX-HOO 31EMEHTOB HacHiIMs, obMaHa, MOILICHHHYECTBA, XUTPOCTH
MM IDYTHX CKPBITBIX QOPM JaBIe€HHS WIH NPHHYKIEHHS, 061aIaTs 3HaHUSIMH,
AIOCTATOYHbIMM I TOTO, 4YTOOBI IOHATH CYTh SKCIEDHMEHTa M IPHMHATH
OcosHaHHOe pemenne. Ilocneanee TpeGyer, 4TO6E! 10 IPUHATHS YTBEPAUTENHHOTO
PCLICHUS O BO3MOXHOCTH CBOEr0 Y4YaCTHS B TOM MM HMHOM 9KCIIEpUMEHTE
HCTILITYeMBIH ObUI HHGOPMHPOBaH O XapakTepe, IIPOAOKMTEIBHOCTH M IIENH
AIAHHOTO SKCIICPUMEHTa; O METOJax M CIocofax ero IpOBefeHHS; 060 BCex
TIpE/TIONaraéMeX HEYNOOCTBAX M OMAaCHOCTSX, CBS3AHHBIX C MPOBEAEHHEM
OKCIICPHMEHTa, M, HAKOHEIl, BO3MOXHEIX IOCIECTBHAX I (DH3UYECKOTO HIIH
TICHXAECKOr0 30POBBS MCIEITYEMOTO, MOTYIHX BO3HHKHYTh B PE3yJIBTATe €ro
y4acTus B S5KCIIEPUMEHTE.

OOsI3aHHOCTE M OTBETCTBEHHOCTh 3a BEISCHEHHE KAYECTBA MIOJTy9E€HHOT'O
COracus JIeKUT Ha KaXIOM, KTO WHULUHPYET, PYKOBOAMT WM 3aHMMAeTCs
[IPOBENICHUEM JaHHOTO JSKCIIEPUMEHTAa. JTO MNEPCOHANbHAas OGA3aHHOCTh H
OTBETCTBCHHOCTh KaXJOr'0 TAKOI'O JMI[a, KOTOpas HE MOXXET OBITH Ge3HAKA3aHHO
NepeNIoKeHa Ha APYroe JIKLO.

2. AHaNOTHYHBIE IIONIOXKEHMS CONEPKATCH M B JAPYTHX MEXIYHapOMHBIX
KonBenuusax, B uyacTHocTH, B craTthe 5 KOHBeHHMH o0 3alllHTe NpaB H
AOCTOHHCTBA Ye€JIOBeKa B CBSA3H ¢ NPHMEHEHHEM [JOCTH:KeHH#i OHOJIOTHH H
MeaHuuHbl  oT 04 ampens 1997 ropa, ompenensiomei, yTo MeIMIHHCKOE
BMELIATEIECTBO MOJKET OCYIIECTBIATHCS JIMIIB TI0CIIE TOTO, KaK COOTBETCTBYIOILEE
JMLO NacT Ha 3TO0 CBOe A0OpOBOIBHOE HH()OPMHPOBAHHOE COryacHe. A cTaThs 6
yka3aHHOM KOHBEHIMM yKa3BIBaeT, YTO, B COOTBETCTBHH CO CTAThMH 17 u 20
HacTosimed KOHBEHUMM MeIMIMHCKOE BMELIATeNsCTBO B OTHOLIEHHH JIMIA, He
CIIOCOGHOTO JaTh Ha 3TO COIIACHE, MOXET OCYIIECTBIATECA HCKJIIYHTEJLHO B
HETIOCPEACTBEHHbIX HWHTepecax Takoro Juma. HopMel  poccuiickoro
3aKOHOIATENBCTBA KOPPENMPYIOT C JaHHBIMM MEXIyHapOAHLIMH HOPMaMH B
OTHOLICHHWH TIpaB PpOAMTENeH, 3aKOHHBIX IPEACTABHTENEH, ONEKYHOB H
TIONIEYHTENEH 11O 3aIUTe XHU3HHU, 3T0POBbS U 3aKOHHEIX MHTEPECOB CBOMX JETei.

3. Yacrtb 2 craten 21 Koncruryuun P®, umeromeii BBICIIIYIO IOPHAMYECKYIO
CuIy Ha Beei Teppuropun Poccuiickoit ®eneparun, MpeayCMaTPUBAET, YTO HUKTO
HE JOIDKCH MOJBEPraThCs MbITKAM, HACHIIHIO, IPYrOMyY KECTOKOMY HIIH
YHHXAIOIIEMY 4€JI0BEYECKOe JOCTOMHCTBO OOpalleHHIO MM HakasaHuio. HHKTO
HEe MOXeT ObITh Ge3 106poBOJBLHOIO COIJIACHS NOABEPIrHYT MeJAHIHHCKHM,
HAaY4YHBLIM HJIH HHBIM ONbITAM.

4. Iynkr 1 craten 20 ®exepaannoro 3akona or 21.11.2011 r. Ne 323-@3
«O6 ocHoBax oxpaubI 3x0poBbsi  rpaxkaaH Poccmiickoli  ®exepanun»
ONpPEeNIeT, YTO HeOOXOAMMEIM IpeJBaPUTENBHEIM YCIOBHEM MeETHIIHHCKOrO




BMEIIIAaTe/IbCTBA SABIACTCA Jaya MH(POPMHPOBAHHOTO NOOGPOBOIBHOIO COrIacHs
TPaXIaHWHa WM €TI0 3aKOHHOTO MPECTABUTENS HA MEAUIIMHCKOE BMELIATeIECTRO
Ha OCHOBAaHHH IIPE/IOCTABIIEHHON METULMHCKAM PabOTHHKOM B JOCTYIIHO# (opme
NoJIHOH HWHGoOpMamum o HeJIX, METOJaX OKa3aHHsd MEIMLUHCKOM IOMOIIIH,
CBH3AHHOM ¢ HHMH pHCKe, BO3MOXHBEIX BapHaHTax MEIOUILIMHCKOr o
BMEINIATEIIBCTBA, O €T0 IOCIEACTBHUAX, a TAKXKE O MPEINoIaraeMbIX pe3yJbTaTax
OKa3aHus MEJUIMHCKOX  ITOMOILH, H, KaKk  CIeICTBHE, Tpebyer
HH®OPMHUPOBAHHOI'O nHchbMeHHOI0 coryiacHsl IallMEHTa Ha IIPOBEICHHE
MO6BIX BUIOB BaKIIMHALIWH.

IIyHkT 5 craTtbum 2 yka3zaHHOro BeIIe 3aKoHA NpeayCMaTpUBaeT, 4YTO IIOJ
MEIULMHCKAM BMEIIATEIbCTBOM TOHHMAeTCA BHINOJHAEMbBlE MeUIIMHCKHM
PabOTHMKOM H MHBIM paGOTHHKOM, MUMEIOIMM IIPaBO HAa  OCYILECTBIICHHE
ME/IUIIMHCKON JEATEeNbHOCTH, MO OTHOIIEHHIO K NAIlHEHTy, 3aTparuBalolIye
(u3ndecKoe HMIM  NCHXHYECKOE  COCTOSHHE  4enoBeka 1 UMeIoIIHe
IpO(UITaKTHYECKYIO, HCCIIeIOBATENBCKYI0,  HArHOCTHYECKyIO, JiedebHYIo,
PeabHIMTaLHOHHYIO HAalPaBIEHHOCTh BHIbI METHIMHCKHX obcnetoBanuit u (Wiin)
MEIULMHCKHUX MaHUITYJISIIHA.

5. B cootBercTBHH C OyHKTOM 1 craTthn 5 ®eaepannHoro 3akona or 17
ceHTHAOps 1998 roga Ne 157-®3 «0O6 HMMYHONPOPHIAKTHKE HHPEKIHOHHBIX
Gosesneii» (manee mo tekcry ®3 Ne 157) rpaxJaHe MMEIOT IpaBO Ha OTKAa3 OT
NPOQUIAKTHYECKHX MPUBHBOK. JTH K€ MONOKEHUS comepxarcs ¥ B Ilpukasze
Munncrepcrsa 3npaBooxpaHeHust PO ot 26.01.2009 roma N 19=.

6. B cBoem muceme Ne 03-IIT-MIT-9434 or 19.04.2021 r. Ha wuMms
pykoBomuTens OOINECTBEHHOro MABHKEHHS «30B Hapona» C.A. 3aiinesa,
JlenapraMeHT rocynapcTBEHHOMN MONMTHKH H ynpaBlieHHs B cepe obpa3oBaHus
Munnpocsemenus P® yKasai, 4To, «é coomeemcmeuu ¢ @3 Ne 157, pewenus o
nposeoenuu npogunakmuueckux NpuUBuUEoK npuxumarom 2NnasHbIU
2ocyoapcmeentulii canumapnuiti epay P, 2ocyoapcmeenHvle 8pauu cybvekmos
P® (nynkm 2 cmamvu 10). Taxue pewenus donoicusr Gvimo npuHamel 6 ¢hopme
nocmaroenenuu (noonyrkm 6 nynkma 1 cmamou 51 ®edepansrozo 3axona om 30
mapma 1999 200a Ne52-®3 «O canumaprno-snudemuonozuseckom bnazononyuuu
Hacenenus). B nacmoswee epems maxozo nocmamnoenenus na pedepanvrom
YpoeHe ne npuHamo... ».

BMecte ¢ Tem, MBI 060CHOBAaHHO monaraem, 4To, Haxe celyac, Korja Takue
HOCTAHOB/ICHHA NPUHATHI CAHWTADHBIMKM BpaYaMH Ha DETMOHAIBHOM YDOBHE, Tak
Ha3bIBACMYIO  «IPOGMIAKTHYECKYIO NPHBHBKY _ LPOTHB _ KOPOHABHDYCHOM
HUHOEKINH, BBI3BaHHYIO BUDYCOM SARS-CoV-2y, He/Ib3sl CYHTATH BAKLHHOMN 10
CJAeIYIOLIHM OCHOBAHHSIM:




- PEKOMOMHaHTHas BEKTOpHas BakKIMHa «I aM-KoBuzn-Bax» (Toprosas mapka
«CrytHEK V»), Kak u ApyTHe monobHsle mpenapatsl — (I am-KOBU/I-Baxk-JIno,
«KoBuBax», «3nuBakKopoHa»), Ha camom Aee He ABIAIOTCA BaKIMHAMU M
STOMY €CTh HayYHBIE JOKYMEHTAJIbHbIE nonreepxaenus. Tak, B 2011 rogy ®I'BY
«Hay4yneii  meHTp skcmeprussi CPeACTB  MEAWIMHCKOIO  NpPUMEHEHHS»
Munznpascornpassurus Poccuu ¢ ydacTaeM Mukpobuonora M.B.Cynoruuikoro
IIDE/ICTAaBUIIO 3KCNEPTHOE 3aKIIOYEHHE TI0] Ha3BaHHEM «I'eHOTEpaneBTHYECKHE
BCKTOPHbIC CHCTEMbI Ha OCHOBE BUDPYCOB», B KOTOPOM Ha CTpaHHIE 22 yKa3aHo,
4TO: «UCCNe008aHUA MO CO30AHUI0 HA OCHOGe a0eHo8UpPyCco8  8exmopoe
NPEOHA3HAYeHO ONA UCNONb306AHUA Yyenax cenHomepanuu». A B COCTaB
KOMIIOHEHTA NIePEIMCIIEHHBIX BBILIE NIPENapaToB, KaK pa3, H BXOIHT aJICHOBHPYC,
Hecymmié  I'EH BEJIKA  koporaBupyca (10 fHaHHBIM BCeX WHCTHTYTOB,
y4acTBOBaBLIMX B pa3pabOTKe JaHHBIX PENapaTOB).

JlaHHoe 3aKiTIoYeHHe pa3MeleHo Ha caiite

https://cyberleninka.ru/article/n/ genoterapevticheskie-vektornye-sistemy-na-
0SNOVe-virusov

- Kpome Toro, Ha caite https://www.ncbi.nlm.nih.gov/pme/articles/PMC4507798
pasMeleHa crates aBropa William S M Wold, Karoly Toth mox Ha3sanuem
«AZIIEHOBMDYCHbIE BEKTODHI ISl FeHHOM TEpanuy, BAKUMHALMK U T€HHON Tepanmuu
paka», TNpC/CTaBICHHas  KadeIpod  MONEKyNSpHOH  MHKpOGHONOrMH W
HMMYHOJIOTHH MeIuIMHCKOM KO Yuusepcurera Cent-Jlynca. U3 anammisa
BRIBOZIOB YKa3aHHOH CTaTbH CIEMYET, 9TO «A0eHO8UpYCHble 8EKMOPbI AGNAIOMCSA
Haubonee uacmo ucnonvzyemvim 6€KMOpOM OnA 2eHHOU mepanuu paxa. Onu
MAKJICce UCNONL3YIOMCA ONA 2eHHOU mepanuu u 6 Kavecmee 6AKYUH O
IKCHpeccuu uyxncepoOHsIX AHMUZEH086. )

~ PCTHCTpalIO yKasaHHBIX BBIIIE [PENApaTOB HeJb3sl CYMTATh IPOBENEHHON B
cooTBeTCTBUM ¢ CanurtapHeiMM mpaBwiamu CIT 3.3.2.561-96 «MemuuuHCKHE
MMMYHOOHONOTHYeCKHE  mpemapatbl. I OCyNapCTBEHHBIE  WCIBITAHUA |
PeTHCTpallis HOBBIX MEJMIMHCKAX HMMMYHOGHOJIOIHYECKHX IIpernapaToBy,
TIOCKOJIBKY BCE JTambl KIMHHYECKMX HCIBITAHHM He OBUIH 3aBEpIIEHbl B
YCTaHOBIICHHOM 3aKOHOM MOPsIKe U HapyIlleHa cama TpOoLeAypa Hx PETruCTpaluy;

~ OTHOCHTENBHO MOJOGHBIX MpenapaToB WHOCTPAHHOIO IIPOU3BO/ICTBA CIIEMYET
YOOMSHYTh, YTO, B YaCTHOCTH, B okTA6pe 2020 roma xommanuss Moderna
00BsABHNA O COIVIAIIEHHH ¢ ATeHTCTBOM NEPCIEKTHBHEIX HMCCIIE0BATENBCKHX
npoektoB MunucrepcrBa o6oponsr CIIIA (DARPA) Ha cymMMy 56 MHIHOHOB
pomnapos CIIIA Ha ¢unancHpoBanue pa3paboTKu  aBTOMaTH3MPOBAaHHOI'O
MOOGHIIBHOTIO TIPOU3BOJICTBA c HCIIOJIb30BaHHEM CYILECTBYIOIIEH
IIPOM3BOZICTBEHHOH TeXHONOrMH Moderna, cmoco6HOIM OBICTPO MPOM3BOIUTH




HEKHAE «mepanesemuyeckue npenapamsi ka ochose mampuunoli PHK (MPHK) ons
CO30AaHUA HOBO20 NOKONEHUS mpancgopmupylowux nexapcme.

- A0 IIOCIEIHEr0 BpPEMEHHM HH OJHA W3 KOMIIETEHTHEIX MEXIyHapOIHBIX
OpraHHM3allMH HE CMOIJIa MPENCTABUTE I0KA3aTENbCTB, YTO TAK HA3EIBACMEL BUPYC
SARS-CoV-2 M30JIMPOBaH W BBIJCTIEH, O YEM CBHAECTENBCTBYIOT Hoknamsl CDC
Munsnpasa CIIA u Esponeiickoii Komuccuu.

Hcrounuxu: https://www.fda.gov/media/134922/download (ctpanuna 42)

https://www.businesswire.com/newsfhome/ZOZO 1008005279/en/DARPA -
AwardsModerna-up-to-5 6-Million-to-Enable-Small-Scale-Rapid-Mobile-
Manufacturin,q-0f-NucIeicAcid-Vaccines-and-Therapeutics.

Yro xacaercs Munsapapa P® u Pocnopre6nansopa P®, To 3ti opranusauuu
AQKE HE 3a[]aMCh BONPOCOM BBIIETIEHHS BHPYCa M HE pacloNararoT HUKAKHMH
AIOCTOBEPHBIMH  JIOKa3aTeNbCTBAMH ~ €r0  CYIIECTBOBAHMS, KaK pealbHOro
¢u3myeckoro o6beKTAa.

Takum o6pasoM, Bce yka3aHHEIE KHAKOCTH, UMeHyeMble riiaBoii HUL[DM
uM.H.®.I'avanesn T'unuGyprom A., cotpynnukamu lleHTpa wmenm Yymakxopa
PAH u cotpynaukamu I'HIT Bexrop - «BaKLMHAMH», a TaKkkKe BCe MOAOOHEIE
HHOCTpaHHbIE  «BaKUMHBI OT KOBHO» Ha CaMOM Jejle  SIBJISIOTCA
HEINPOBEPEHBIMH 9KCIIEPUMEHTAJIbHBIMH npenaparamH,
HCTOJIb3yCMBIMH, KaK MEI TIOJIaraeM, B LENAX BCTPAWBAHMS Yy>KOTO, BO3MOXKHO,
Bpaxxae6Horo JTHK, B reHom 4ermoBeka M H3MEHEHHS STOTO reHOMa!

Bmecre ¢ TeM, MO JaHHEIM psja aBTOPOB, MHIIEHBIO ITOrO BCTpaWBaHHUs
ABNAETCH 8-0M TIeHOM, HeCymMi OTBETCTBEHHOCTh 3a KOTHHTHBHEIE |
PETPONYKTUBHEIE (DYHKIMH PELMIHEHTA [€HHOTO PeJaKTHPOBAHHSA, YTO JOJDKHO
TTOTIHOCTBIO MCKIIOYAaTh CaMy BO3MOXHOCTh KaKOro-T6o0 y4acTHs AeTel B 3TOM
Ge3HpaBCTBEHHOM M AHTHYEIOBEYECKOM 9KCIIEPHMEHTE.

Bornee Toro, u 310 04eHs BaxHO! OKOHYATETBHEIX HCCIIEIOBaHUH yKa3aHHBIX
TIpenapaToB MpoBeAeHO He Obuto. Llukn He 3aBepmeH. PesymbraThl 5THX
HCCIICIOBaHHH HE OMyOIMKOBAHEL, B YaCTHOCTH, Ha cairte HUIIDM
uM.H.®@.I'amanen (ecu rosopurs, HanpuMep, o «BakuuHe» CmyTHuk V), Torma
KaK KoMMep4ecKas TalHa B BOIPOCAaX TOTAIBHOM BAaKIMHALMM BCEr0 HACEIeHHS
abCOMOTHO HENONMyCTHMa W, Hao0OpOT, B TaKMX Cephe3HEHNIMX BOMpOCax
Heo0Xo[MMa IONHAs TPaHCIIapaHTHOCTS, KOTOpasi MPOBO3IJIAIIAETCS, B MEPBYIO
O9CpeAb, MEXIYHAapOIHBIMH IPaBOBEIMH aKkTamd, KoHcTHTyumed P® u
DenepanbHBEIM  3akoHOM 0T 12.04.2010 . Ne 61-®3 «O6 obpamenun
JIEKapCTBEHHEIX CPEICTBY.

Y Hac 710 CHX MOp HET YeTKOro MOHUMAHHMS O NMOJIHOM COCTaBe «BaKIMHBD)! MuI
HC 3HAcM, Kakue eIlle KOMIIOHEHTHl U aJbIOBaHTHI HCMOJIB3YIOTCS B JaHHBIX




(BaKlMHAX», CBENEHHA 06 3TOM B OTKPHITOM JOCTyll€ HET, KaKk HeT M
OIyOIMKOBAHHBIX TIOIIATOBEIX MCCIICIOBAaHHH JTHX MpPENapaToB Ha pyccKkom
f3bIKe.

IIpu 3Tom, MEr pacnonaraéM CBENCHHSMH, YTO B caMoM IlaTenTe HHCTHTYTa
I'amaneu ects ONpENENeHHbIe NaHHBEIE O COCTaBe BAKIMHBI M Jla)Xke YKa3bIBaeTcs
HEK 293 (ot xotoporo I HH3UOYpPr A. NBITaeTCs MOCTOSHHO «OTKPECTUTBCS» ), HO,
TEM HE MEHee, 3TOT KOMIIOHEHT yIOMMHAETCS B maTeHTe 4 pasa. Bece ocransHoe,
0 MHeHuro I'mH36ypra, smisercs KOMMEp4YeCcKo TaiHOM, W He IOIJIEXKHUT
PaCIpOCTPaHEHHUIO CPEM HEOIPaHWIEHHOIO Kpyra muu. Torpa xak, peds HAeT o
3/I0pOBbE W JXM3HHU BCEH HALlMK W 3TH JaHHLIE, 10 3aKOHY, IOJDKHBI HAXOIUTLCS B
ny6IuaHOM AOCTyn€, OHM JODKHBI OBITH WM3BECTHEI BCEM M KaXJIOMy, KTO
cobupaercs “BaKIMHUPOBAaTbCA» (YMTalfk — y4acTBOBaTh B MEIULIHHCKOM
SKCIEPUMEHTE), YTOOBI NPUHATE B3BELICHHOE, NOOPOBOJIBHOE PEIEHHE O CBOEH
cynsbe ¥ nate HH(popMHpOBaHHOE cornacue s y4acTHs B 3TOM 3KCIiepuMeHTe !

B camoii uHCTpyKIMH, B HaCTHOCTH, «IJNHBaKKOPOHa» YKa3aHO, 9TO JNaHHas
HHCTpYKIHA noarotoBnena «<HA OCHOBAHUU OI'PAHMYEHHOI'O OBBEMA
KIMHUYECKUX JAHHBIX I10 [TPUMEHEHUIO TTPEITAPATA U BYJIET
HAOIIOJIHATECA TII0 MEPE IIOCTYIUIEHHUSI HOBBIX JTAHHBIX.
[IPUMEHEHME T[IPEITIAPATA BO3MOXHO TOJIbBKO B VYCJIOBUSX
MEJIULIMTHCKUX OPTAHU3ALTW, UMEIOIIMX [TPABO
OCVYULIECTBJIATH BAKIIMHOITPO®UJIAKTUKY  HACEJIEHMS B
YCTAHOBJIEHHOM 3AKOHOJATEJILCTBOM IIOPAJZIKE» (pemapxa: a kax
bvimy, & dannom cayuae, ¢ «6aKyuHayueu» 6 Mop2osbIX YeHMPax u NePeOBUNCHLIX
nynkmax?) To ectp — P€9b HICT O CTONPOLEHTHOM 3KCIEPHMEHTAIBHOM
npemnapare!

ITomumo storo, B oTKpEITOM AOCTYyN€ MUMEIOTCI MHOTOYHCIIEHHBIE CBEIECHHSA
HOMyYMBIIHX «BAKUMHY» JIOAEH M HX PONHBIX, COOBMIAIONIMX O TSDKENIEIX
TMOCTBAKIMHATIBHBIX OCIIOKHEHHSX, CMEPTSX M TOBTOPHBIX 3apaKe€HUsIX, OJHAKO
TaKue Citydau He paccielyloTes, a, Hao6opoT, 3amarguBaores. Torna KakK, Jaxe B
pamkax IlocranoBnenus IIpaButenscTsa ot 2 aBrycra 1999 r. N 885 «Ilepeuens
TIOCTBaKIIMHAIIBHBIX ~ OCJIOXHEHHH» -  YIIOIHOMOYEHHbIE oprasHel  00s3aHEI
POBOJUTh MOAOOHBIE pacClEIOBaHHS, HEMEIEHHO pearupoBaTh M JenaTh
COOTBETCTBYIOIIHE BEIBOIBI.

Hanpammsaercs 3aKOHOMEPHBIM BOIPOC: KaK MOXHO C TAKHUM Habopom
OCJIOXXHEHHH, MOBTOPHEIX 3apaKeHU H CMEepTeH Cpeir B3POCIOro HAaCEeHHs, a
TaKXX€ CO3MaHMs KpPOMEIIHOM TaliHEI BOKpYT COCTaBa CaMOro mpemnapara
NIEPEXOAUTE K BaKLIMHALIMYU OeTeli!

B caere BBIMICM3NIONECHHOTO, MBI OGOCHOBAHHO MOJIATaeM, dYTO JIaHHBIE
[pe€napaTtel SBISIOTCS OGHOIOrMYECKHM OPY’XMEM M, IO HAIIEMY OLEHOYHOMY




MHEHMIO, HMX HCIONB30BAHHE HA JIOASX, a TeM Oonee, Ha nersax, moxuO
OXapaKTepH30BaTh, KaK BOGHHBIE JIEHCTBHS B paMKax HeoObsBICHHON THGPUAHOM,
HH()OPMAIHOHHOM H 6HOTOrHYecKoli BOHMHEI IPOTHB YEIOBEYECTRA.

Kpome Toro, Msr He Moskem GrITE TIOJTHOCTBIO YBEPEHHBIMH B TOM, YTO BCE 3TH
Npenaparsl NPOM3BOAWINCE MON KOHTPOJIEM COOTBETCTBYIOLIMNX denepanbHbIx
CTPYKTYPp M CYMTaeM, 4TO NOZOGHBIE HeHCTBUS II0 IIPOBEAEHHIO MAaCCOBOI
BaKLMHALlWK HENPOBEPEHHBIM SKCIIEPUMEHTAJIbHBIM NIPENapaToM BCEro HaCeeHHMs
Poccun SABIISIOTCS OPSIMOM YIpPO30ii ee HAITMOHAJBHOM
BE3OIMACHOCTH.

B »3r10#i cBa3m Heobxoaumo OTMETHTh, YTO B COOTBETCTBHH CO crT. 2]
Koncrurymuun P® MEPONPHUATHS, OpraHHU30BaHHEIE 6e3 COOTBETCTBYIOLIETO
3aKOHHOTO OCHOBaHMS (IIOJ 3aKOHHBIM MOHHMAETCS OCHOBaHHE, 3aKpeILIEHHOe
cratbed 15 KoHctutymum P®) oTHecens: 3aKOHOZAaTeJIbCTBOM K IIBITKaM,
HACHITHIO, IPYyroMy >X€CTOKOMY HIIH YHIKAIOIIEMY YEIIOBEYECKOE JIOCTOHMHCTBO
obpaleH o, MeIMIUHCKIM, Hay4HbIM HJIH MHBIM ombiTaM. CornacHo myHkTy 3
cT. 41 Koncrurynun P® COKPBITHE NODKHOCTHEIMHM JIMIIAMH JIIO60r0 YPOBHS
hakToB u o6cTOsTENBCTS, COSNAIOIIMX yIPO3y ISl JKH3HH H 3[0POBbS JIOJEH,
BJICYET 3a COOOHM OTBETCTBEHHOCTh B COOTBETCTBHH C (enepansHEIM 3aKoHOM.
CoxkpriTHe — 5T0 He ToNBKO yTauBaHWE MH(OPMALUMM, HO ¥ PaclpOCTPaHEHHe
3aBC€IOMO HEINOCTOBEPHOM, JIOKHOM HHGOPMAIIMK O COCTOSHHH OKpY KaroLIewm
CPE€IBl, CaHMTapHO-3MUIEMHOJIOTHYECKOM COCTOSHHH M APYTHX COOBITHSIX H
0OCTOATENECTBAX, YIPOKAOIIHX 3JIOPOBBIO JIFOZIEH.

IlpuMenuTeNnEHO K Hamei CHTyalluh 3TO O3Ha4aeT, 4YTO JIMIA, BBIAABIINE
PacnopsbkeHuss 06 WMCIONB30BaHWM B OTHOLICHHH ACTeH S3KCIEePUMEHTAIbHBIX
IpeénapaToB, OyAyT NEpCOHANBHO OTBEYaTH 3a CONCAHHOE B COOTBETCTBHH CO
craTtbedi 53 Koncrurynmn u cratwbeii 1069 I'K P®, npenycmarpuBarommmu
JTIMIHYIO OTBETCTBEHHOCTS 38 IPHYUHEHHBIH TPOKIaHUHY Bpe.

B 3T0ii cBA3M, cymTaem HEeOOXONMMBIM HanmoOMHHTE Bam u 06 YI'OJIOBHOM
OTBETCTBEHHOCTH 32 HapyILECHHE I€PEIHCIIEHHBIX BhIIE HOPM IIpaBa:

1. Crares 330 YK P® - CaMoymnpaBCTBO. HakaseiBaeTcs mTpadamu u
JTUIIEHHEM CBOGOBI Ha CPOK 110 5 JieT;

2. Craten 286 VK P® - [IDEBBIICHHE JNO/DKHOCTHBIX ITOJHOMOYMIL.
Haka3zsiBaetcs mTpapamMM M JNHIIEHHEM CBOGOIEI Ha cpok g0 10 mer c
JIHIICHHEM NIpaBa 3aHUMATh ONpeeIeHHbIe JOJDKHOCTH;

3. Cratea 111 YK P® -— NIPUYHHCHHE THKKOTO Bpela 3I0POBHIO
B OTHOIICHWH MAaJIOJIETHEIO WM KHOI'O J¥Ia, 3aBeOMO MAJII BHHOBHOIO




HaXOZAIIerocs B GECIIOMOLIHOM COCTOSHM. HakaseiBaercs nmumennem
CBOOOIEI Ha Cpok 110 10 Jer.

. Cratbs 238 VK P® - BBINIOJIHEHHE paboOT WIM OKa3aHHe yClIyr, He
OTBEHAIOIMX  TpeGOBaHMUAM  Ge30MACHOCTH  KM3HK WIH  370pOBbA
notpebuteneif. HakasbiBaercs THmeHMenm cBOGO/IBI Ha cpok 10 10 Jer.

B saxmouennn xotemocr 6 NOAYEPKHYTh, 4YTO YyKa3aHHBIE B
HacToseM oOpallleHHH o6IecTBeHHEe obsenuHeHN s, OpraHu3alui H
TpaXkiaHe (M He TOJBKO OHH, TIOCKOIEKY laHHOE ObpallleHre yke ImpeqaHo
IIMPOKOH OrlacKe M K HEMY IPHCOEIHHIIOTCS APYTHE€ OpraHH3alli¥ |
TpaXKiaHe) He YCIOKOATCS, U He ANYT Kal€YUuTh 30pPOBbE HAIMX feTelf. 3a
CBOHX I€Tell M BHYKOB MBI GymeM CTOSTh Ao xoHna! U He nozBomum
NPEBPaTHTh MX B IMOAOMBITHBIX GOJBHBIX XUBOTHEIX B YTOAy 370BElHUM
IIJITaHaM MUPOBOM 3aKyJIHCEI.

IIpu 31OM, PYKOBOACTBY:Ch cTaTbell 29 Koncrurymmm P®, Mpr
OCTaBIIEM 3a CO0OH IpaBo NPOBOAMTE MEPONPUATHS C LIMPOKHM
TIPUBJICICHHEM  OOILECTBEHHOCTH,  pa3MeleHueM nyOnukanuii B
COLHMANbHBIX CeTAX W Ha JAPYIMX ITyGIMYHBIX pecypcax ¢ ykasaHueM
TICPCOHANBHBIX ~ [IaHHBIX  NOJDKHOCTHBIX  JIHII COOTBETCTBYOIIUX
MHHHCTEPCTB M BEJIOMCTB, a TakKe AMPEKTOPOB M IJIABHBIX Bpayel IIKoI,
ACTCKHX CalloB W JApYrHX 06pa3oBaTebHBIX OpraHU3alui, KOTOpEIe
IOMpOOYIOT JOIMYCTUTE MONOGHOE 6e33aKoHMEe B OTHOIIIEHWH HaIIUX
HECOBEPIICHHOJIETHUX JIeTeid.

YuuteiBas ToT hakr, uro PelleHHe HACTOsIer0 BOMpOCa He
TEPUAT OTJAraTebCTB, a Takke NDPHHEMAs BO BHHMAHHe ero
NEPBOCTENEHHOCTD, CONHAILHYIO 3HAYHMOCTD H BaXXHOCTh, TpeGyemM B
camoe Gimkaiimee Bpems nposecTn PaclIHpeHHble  COBeHIAHHS
YKa3aHHBIX B  00pamleHHH rocyaapCTBeHHBIX OpraHoB, c
NPHBJIEYEHHEM K YYaCTHIO B IaHHBIX COBEIIAHHSX 3asiBHTENCH, H MO
HTOraM BbIHECEHHOIO PellleHHs! YBEJOMHTD IIHPOKYIO 06IIEeCTBEHHOCTD
0 M€pax N0 HeJONYIIEHHI0 NPOBeJEHHS MEeIHIHHCKHX OMBITOB HaJ
A€TLMH C yKa3aHHEM JIHI, OTBETCTBEHHbIX 32 HCIIOIHEHHe AAHHOTO
pelenus.

B 370l cBA3M cuuTaem HEOOXOMMMBIM elre pa3 NOAYEPKHYTh, YTO, IO
OQHMIHANIEHEIM  3asBICHHIM Ilpesunenta PO, IIpencenatens Cogera
®enepanuu PO u rnassr Pocnorpe6ranzopa PO, IPUMEHEHHE IIpEnapaToB
B Ka4€CTBE «IPHBHBOK OT KOBHI» 6yner ocymectistscs CTPOIQ Ha




N00poBOILHOM oOCHOBe. Bce 5TH UHTEPBBIO M 3asBJIIEHMS] BBICIIHX
AOIDKHOCTHBIX JIHII HMEIOTCA B IMyGIIMYHOM JOCTYIIE.

Tpebyem cunraTs ykazanHoe obpaieHue opUIHATEHEIM IIPEBEHTHBHEIM
IIpenynpexnenuem 06 OTBETCTBEHHOCTH, B TOM 4YHCIIe, YIOJOBHOM, BCEX
AOJDKHOCTHBIX JIML, PacCIoJIararommux COOTBETCTBYIOIIEH KOMIETEHIHEH M
TIOTHOMOYHSMH B OTHOLIEHHH U3/I0EHHBIX  BBIIIE MpaBOBEIX U
MCIUIIMHCKUX BOIIPOCOB B OTHOIIEHWH ACTEH-CHPOT W JETeH, OCTABIIMXCS
6e3 nmonevenus pomurenei.
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