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25 mrons 2021 rona

OTKPBITOE OFPAIIIEHHE -
OPEAYOPEXAEHHUE OF OTBETCTBEHHOCTH

IlepeuncnenHble BeIe OGLIECTBEHHBIE o0BeMHeHHs, OpraHW3aluH |
TPaX/iaHe, pyKOBOACTBYACh craThed 29 Konctutymum PO, craTteeit 2
®enepanbHoro 3akona or 02.05.2006 r. N 59-®3 "O NOpSAKE PacCMOTPEHHS
obpamenuii rpaxgaH Poccuiickoit OQenepauun”, cratbeii 27 denepaabHOro
3akoHa ot 14 ampens 1995 r. Ne82-®3 «O6 06mecTBeHHBIX 00Be THHEHUSIXY,




CTaTbsMHU 15-17 @enepaneHoro 3akosa or 12 suBaps 1996 r. Ne 10-®3 "O
NPOQECCHOHANBHBIX COK3aX, HX TPaBax M TapaHTHAX JeATeNbHOCTH", obpamasch
C HacTOAIMM odHuUMaTEHBIM [Ipenynpexnenuem o6 OTBETCTBEHHOCTH, B CBETE
37I0BeIIKX 3asiBieHMH rnaBel HALIOM um. H.®.Iamanen I'mandypra A. o
nposeneHnu ¢ uroHA 2021 roga knuandeckux MCIIBITAHMM Tax Ha3bIBaeMOM
«BakuuHbl oT COVID-19» Ha JICTCKOM HAacCeNeHWH CTPAHbI, MPOSBIISIOT
CEpPbE3HYI0 03a60YEHHOCTh TEM OBGCTOSTENBCTBOM, 9TO MMEHHO JI€TH-CUPOTHI H
A€TH, OoCTaBImIMecs 0e3 momedeHws poauTeNeif, a TaKXKe JHIA M3 YHCIA JIeTei-
CHPOT M NeTeH, ocraBmuXcs Ge3 mormeyeHMs poauTelnei, 'MOT'YT OKa3aThkCi B
YTPOXAIOLIeH CUTyalluH, KOTAa NMpOBe/IeHHe MeAHIHHCKOrO0 IKCIIEPpHMEHTA TIpH
BBCICHUM [J€TSM  [aHHOTO, He NpOMeJIIero KJIHHHYECKHX HCIbITAHHI
npenapara, OyJeT NPOBOAMTECS HMEHHO HAa 3TOM - COLHAIbHO H MOpaJIbHO
HE3aIUIIECHHO! KaTeropMM HEeCOBEpPLICHHONETHHX neTeil Poccum. Takue e
OMaceHUs BO3HHUKAIOT y HAaC M B OTHOLIEHHWH BCEX APYTMX «BAaKLHH» MOIOOGHOIO
BHJa, Pa3pabOTaHHEIX, AKTHBHO PEKJIAMHPYEMBIX U IIPHMEHSEMBIX B HACTOSIIEE
BpeMs Ha TeppuToprHu Pocculickoit ®enepanmm.

B naHHON CBs3M XxoTenock 6kl IOAYEPKHYTh, YTO MEXIAYHApOAHBIE H
POCCHICKHEe HOPMATHBHBIE aKThl HMIIEDATHBHO M 6€3yCIOBHO 3aIIMIIAIOT IpaBa
H4€JIOBCKA NPH MPOBEJCHHH JIOOBIX MEIULMHCKHX SKCIIEPHMEHTOB H, B MEPBYIO
Oo4Yepesib, 3TO Kacaercs, KOHEYHO, JAETeH.

1. Tak, B yacTHoCcTH, HropHGeprekuii xomekc cran MEPBBIM MEXIyHapPOIHEIM
AOKYMEHTOM, ONPENEIIIONIMM IIPHHIUIIEI IPOBEAEeHHS MEIULIMHCKUX OIBITOB HA
JMOAAX W BBOJAINEM OSTHYECKHE HOPMBI [UIS YYEHBIX, 3aHUMAIOIIMXCS
MEIULIMHCKUMH 3KCIIEPUMEHTaMH.

OcHoBHO¥ npunIMT, chopMynupoBanHEll HiopuGeprckuM TpuGyHamoMm B
pamkax HiopHGeprckoro kojekca, CBOZMTCS K TOMY, YTO JUIi IPOBEIEHHUS
OKCIIEpHMEHTa Ha YeJlOBEKE HEeoOXOOHMO ero ao6poBOJLHOE OCO3HAHHOE
COIJIaCHE Ha TaKOi YKCIIEPUMEHT.

Ipunumnel, chopmynnposannsie B HiopHGeprckoM Kozekce, CTamd OCHOBOM
AJISI MHOTHX MEXAyHapoOJHBIX M HAllMOHAIBHBEIX 3aKOHOAATENhHBIX aKTOB B
001acTH MpoBeIeHNs MEAULMHCKHX HCCIEI0OBaHMI Ha JelloBeKe.

Cratesa 1 HiopaGeprekoro Kogexca 1947 roaa riacur:

AGCOMOTHO HEOOXOAMUMEIM  yCIOBHEM IIPOBEIEHHS 3KCIIEpUMEHTa Ha
4€JIOBEKe SABIISIETCS NJOOPOBOIBHOE COrIaCHe MOCIIEIHETO.

OTO 03HayaeT, YTO JHMIO, BOBJIEKaEMOE B 3KCIIEpUMEHT B KadecTBe
HCIIBITYE€MOro, NO/UKHO HMMETh 3aKOHHOE IIPaBO JaBaTh TAKOE COITIacHe, MMETh
BO3SMOXCHOCTh OCYILECTBIATh CBOOOAHBIA BHIOOp M HE MCIBITHIBATH Ha cebe
BIIMSHHE KAaKUX-TMOO 3]IEMEHTOB HAaCHIMS, oOMaHa, MOLIEHHUYECTBA, XUTPOCTH




WA JPYTHX CKPBITEIX GOPM NaBIEHHS WM TPHHYKIEHHS; 06IanaTh 3HaHUSIMH,
AOCTATOYHBEIME Ui TOTO, YTOObl MOHATH CyTh OSKCIIEPHUMEHTa H IIPUHATH
OcosHaHHOe pewenue. [Tocnennee Tpebyer, uTo6bl 10 NMPUHATHS YTBEPIUTENHHOIO
PCIICHHA O BO3MOXHOCTH CBOEr0 YYacTHS B TOM HJIH HHOM 9KCIIEPUMEHTE
HCTBITyeMbIH Obl1 MHGOpPMHpPOBaH o XapaKkTepe, MPOJOJDKUTENBHOCTH U IIeNH
IAHHOTO OKCIICPUMEHTa; O METOJaX M CIocobax ero mpoBeleHHs; 060 Bcex
peAToNaraéMeIX HEyA00CTBAX M OMNAacCHOCTSAX, CBA3aHHBIX C IIPOBEJICHUEM
SKCNICPUMEHTa, M, HaKOHEL, BO3MOXKHBIX MOCIEACTBHAX UL ¢usuyeckoro umm
TICHXMYECKOTO 3/0POBBS MCIIBITYEMOTO, MOTYIIUX BO3HUKHYThH B pe3ynbTare ero
y4acTHs B 3KCIIEpHMEHTE.

OOGs3aHHOCTE M OTBETCTBEHHOCTh 3a BBISCHEHME Ka4eCTBa ITOJ[y4EHHOIO
COTTacHs JIOKUT Ha KaXAOM, KTO HHHIIMHDYET, PYKOBOAWT WM 3aHHMAETCS
TIPOBENICHUEM NIaHHOTO 3KCIEPUMEHTa. JTO INEepCOHANbHAS OOS3aHHOCTE M
OTBETCTBEHHOCTh KaX/IOr0 TaKOro JIHIA, KOTOpas He MOXET GhITh Ge3HAKa3aHHO
NIepeJIoXKeHa Ha IPYroe JIUIIO.

2. AHalOrWYHBIE TONOXKEHHS COAepXaTCi U B OPYIMX MEXIYHapOMHBIX
KonBennusx, B 9acTHOCTH, B crTaThe S5 KoHBeHOMH o0 3amuTe npaB H
AOCTOHHCTBA 4e€JIOBeKa B CBSI3H C NPHMEHEHHEM AOCTHKCHMH GHOJIOrHH H
MeaHUHHbI oT 04 ampeass 1997 ropa, OINIPEAENIAIOIIEH, YTO MEIUIUMHCKOE
BMEILATEJIECTBO MOXET OCYIIECTBIATECS JIMIIB IOCIIE TOrO, KAK COOTBETCTBYIOIIEE
JIALO NacCT Ha 3TO CBOE JOOPOBONBHOE HH(OPMHUPOBAHHOE coryiache. A cTaTes 6
yKa3zaHHO# KoHBEHIMM yKa3eIBaeT, 4TO, B COOTBETCTBHH CO CTAThIMH 17 H 20
HacTosIel KOHBEHIMM MEIMIMHCKOE BMEIIATeNhCTBO B OTHOLICHHH JIALa, He
CIIOCOOHOTO JaTh Ha 3TO COIVIACHE, MOXET OCYLIECTBIATHCS HCKJIIOYHTEIbLHO B

HENMOCPEJACTBEHHLIX HHTEpPECAX TAKOI0 JIHIA.

3. Yacts 2 cratbu 21 Koncrarynuu P®, umeromeii BEICLIYIO IOPUIUYECKYTO
CHITy Ha BCceH Teppuropun Poccuiickoit ®eneparuu, IIpelyCMaTpUBaeT, YTO HUKTO
HE JNOJDKEH IOIBEpraThCs MBITKAM, HACHIHIO, IPYIOMYy JKECTOKOMY HIIH
YHHIXAIOIEMY YeJIOBEYECKOe JOCTOMHCTBO OOpAllleHHIO MM Haka3aHuio. HHKTO

HE MOXkKeT ObIThL 0Oe3 A00POBOJILHOIO COIVIACHS NOABEPrHYT MEAHIIHHCKHM,

HaYYHbIM HJIH HHBIM ONbLITaAM.

4. Iynkr 1 craten 20 D®egepanbHoro 3akona or 21.11.2011 r. Ne 323-®3
«O0 ocHOBax oxpaHBl 310pOBBbH rpaxaan  Poccuiickodi ®exepanum»
ONpPEZENseT, YTO HEOOXONMMBIM IPEABAPUTENEHEIM YCIOBHEM MeIUIIMHCKOIO
BMEINATEIbCTBA ABIACTCA Ja4a MH(OPMHPOBAHHOIO JOGPOBOIBHOIO COTIACHS
TPaXIaHHHA WK €T0 3aKOHHOTO IIPEJCTABUTEIS Ha MEAULIHHCKOE BMEIIATeIECTBO
Ha OCHOBaHHH IpPEJOCTABNCHHOH MEAULMHCKMM PaGOTHHKOM B IOCTYIHOM dopme
NOJNHOH HMH(OPMALMH O LENAX, METONAX OKA3aHUS MeIUIMHCKOMN TIOMOIIIH,
CBSI3AHHOM ¢ HHMH DHCKe, BO3MOXHBIX BapHaHTaX MeIUIMHCKOrO




BMEINATEIBCTBA, O €r0 MOCHEACTBUAX, a TAKKe O Mpe/NoiaraeMbIxX pe3ynbTarax
OKa3aHWsd  MENMIMHCKOH  momomm, W, KaKk  CIeJICTBHE, Tpebyer
HH®OPMHUPOBAHHOI'O nHCchMEHHOTO COTIACHSE [MallMeHTa Ha IIPOBEAECHUE
TMOOBIX BUIOB BaKIIMHAIHH.

IyukT 5 crarbm 2 yka3aHHOro Beime 3aKoHa MPEIyCMaTPUBAET, YTO IOL
MEIMIIMHCKUM BMEINATEILCTBOM [OHMMAETCS BBINOJHSAEMBIE MeIHUIHHCKHAM
PabOTHHKOM M MHBIM DaGOTHMKOM, HMEIONIHM IIPaBO HA OCYILECTBICHHE
MEJHMLMHCKOH JESTeNBHOCTH, 1O OTHOIIEHHMIO K IIalHeHTY, 3aTparuBaoIIye
(u3Mdeckoe  HIM  NCHXMYECKOE  COCTOSIHHE  YelloBeKa W UMeIoIIHe
POQUIaKTHIECKYTO, HCCIIEZIOBATENILCKYIO,  JIMarHOCTHYECKYIO, JiedebHYIo,
PeabHITHTaIMOHHYI0 HANPABIEHHOCTD BHIBI MeTHIIMHCKIX obcnenoBanuii U (WIIH)
MEUIIMHCKHX MaHHUITYISAIHH.

S. B cootBercTBUE ¢ myHKTOM 1 cTaThm 5 ®PenepanbHoro 3akona or 17
ceHTAOps 1998 rona Ne 157-®3 «O6 umMyHOnpodHIaKTHKE HH(pEKIHOHHBIX
Gonesnei» (nanee mo texcry ®3 Ne 157) rpakzane umeror IIpaBO Ha OTKa3 OT
NpOQUIAKTHIECKUX MPUBHBOK. DTH K€ IOJNOKEHHS comepxkarcs U B IIpukaze
MunncrepcTBa 3npaBooxpanenus P® ot 26.01.2009 roga N 19,

6. B csoem mucsme Ne O03-IT-MIT-9434 or 19.04.2021 r. Ha wums
pyxoBomurend OO6wecTBeHHOro pBHKeHHMs «30B Hapoja» C.A. 3aiinesa,
JlenapTaMeHT rocyJapCTBEHHOMN MONMTHKH M yIIPABICHHUS B chepe obpazoBaHus
Munnpocsemenus P® ykasain, uro, «8 coomeemcmeuu ¢ @3 Ne 157, pewenus o
npoeedeHuu npogunakxmuueckux npueusox npuxHumarom 2naeHblu
2ocyoapcmeennoiil canumapneiii epay P®, 2ocydapcmeennvie epavu cybvekmoe
P® (nynkm 2 cmamou 10). Taxue pewenus donsxcHor Goime npuxamel 8 ghopme
nocmavoenenui (noonynkm 6 nynkma 1 cmamou 51 ®edepanvrozo 3axona om 30
mapma 1999 200a Ne52-D3 «O canumapno-snudemuonozuueckom 61a20nonysuu
Hacenenus). B nacmoswee epemsa makozo nocmanosnenus Ha gedepansHom
YPOBHE He NPUHAMO... ». '

Bmecte ¢ TeM, MBI 0GOCHOBaHHO TonaraeM, 4To, JaXe ceddac, KOrla TaKHe
ITIOCTAHOBJICHHUS NMPUHATE! CAHUTAPHBIMU BpadyaMH HA DETHOHAILHOM VDOBHE, TaK
Ha3bIBaEMYI0  «NPOQHIAKTHYECKYIO  IPUBHMBKY  IIDOTHB KOPOHABUDPYCHOI
UHOEKIMY, BEI3BaHHYIO BUpYcoM SARS-CoV-2». Hesb3st CYHTATh BAKLIHHOMN MO
CJAENYIOIIHM OCHOBAHHAM:

- pexoMbuHaHTHas BekTOpHas BaknmHa «Iam-Kosua-Bax» (ToproBast Mapka
«CriyTHUK V»), Kak ¥ Apyrue mopo6Hsie mpemapatsl — (I am-KOBU I-Bak-JIno,
«KoBuBak», «OnuBakKopoHna»), Ha caMoOM jelle He ABJISIOTCH BaKIIMHaAaMU H
STOMY €CTb Hay4HbIE JOKyMEHTAaIbHbIE MOATBEPXAeHU. Tak, B 2011 roxy ®I'BY
«HayuHelli LEHTp 9KCHEPTH3EI CPENCTB  MEOMIIMHCKOTO [IPUMEHEHUSD)
Mun3apasconpasputus Poccum ¢ ydactuem Mukpobuonora M.B.CynoTauikoro




NPEACTaBUIIO 3KCIEPTHOE 3aKIIOYEHHE IMON HAa3BaAHHEM «I'eHOTEpaneBTHYECKHE
BCKTOPHBIC CHCTEMbI Ha OCHOBE BHPYCOB», B KOTOPOM Ha CTpaHHIle 22 yKa3aHo,
9TO: «UCCNe00BAHUL NO CO30AHUI0 HA OCHOGe adeHo8upycoe  eexmopoe
NPEeOHA3HAYeHO ONA  UCNONb306AHUS & yenax zexwomepanuu». A B COCTaB
KOMIIOHEHTA epEeYHCIICHHBIX BBIIIE NPENapaToB, Kak pas, U BXOIHUT aJIEHOBHPYC,
Hecymmii ['EH BEJIKA KOpOoHaBHpyca (110 [JaHHBIM BCEX HMHCTHUTYTOB,
YH4aCTBOBaBIIMX B pa3pabOTKe JaHHBIX IPEMapaTOB).

HaHHoe 3aKI0YeHne pa3MeIeHo Ha caiite

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

- KpOM€ TOro, Ha caiite https://www.ncbi.nlm.ni}Lg_ov/pmc/articles/PMC%07798
pasMelena craths asropa William S M Wold, Karoly Toth nmom nHazBanuem
«AJIeHOBHMPYCHBIE BEKTOPHI JUISl T€HHOM Tepalnyy, BaKIMHAIIMK ¥ T€HHOM Tepanuu
paKka», — NpeicTaBleHHas  KapeApod  MONEKyNSpHOH MHKPOGHONOTHH W
MMMYHOJIOTHM MeauuuHCKo# 1Konsl YHUBepcHTeTa Cent-Jlyuca. U3 anammusa
BBIBOJIOB YKa3aHHOM CTaThH CIIEyET, YTO «A0eHoBUPYCHbIE 8eKMOPbI ABNAIOMCA
Haubonee uacmo ucnonszyemvim 6€KMOPOM 0N 2eHHOU mepanuu paxa. Onu
MAKdice UCNONb3YIOMCA 0N 2eHHOU mepanuu u € Kavecmee 8aKyuH O0nA
IKCnpeccuu uyxncepooOHbIX AHMUZEH08.) “

- PCTVCTPalMIO yKa3aHHBIX BHILIE IPENapaToB HElb3s CUMTAaTh MPOBENECHHOM B
cooTBeTCTBUM ¢ CanutapHbiMM npaBuwiamu CIT 3.3.2.561-96 «MenuuuHCKHE
MMMYHOOHOIIOTHYECKHE  MpemnaparsL. l'ocymapctBeHHBle  HChBITaHHS |
PCTHCTpallisi  HOBBIX ~MEIHMIMHCKAX HMMYHOOGHONOIMYECKHX IIperapaTos,
TOCKOIIBKY BCE OTalbl KIMHHYECKMX HCIBITAaHHA He ObLTH 3aBepUICHH B
YCTaHOBIICHHOM 3aKOHOM MOpsJIKe M HapyIleHa caMa IPOLEeaypa HX PEerHCTPALHH;

- OTHOCHTEIBHO MONOOHBIX NpEnapaToB HHOCTPAHHOTO MPOH3BOICTBA clemyer
YOOMSHYTb, 9YTO, B YaCTHOCTH, B OkTia6pe 2020 roma xommanus Moderna
O0BsIBHIAa O COIVIAIEHHH C ATEHTCTBOM NEPCNEKTHBHBIX HCCIIEA0BATEILCKUX
npoexToB MunucTepcTBa 060porsl CILIA (DARPA) Ha CyMMy 56 MHIUIHOHOB
pomnapos CIIIA Ha ¢uHaHCHpoBaHMe pa3paGoTKH aBTOMAaTH3UPOBAHHOIO
MOOHIIEHOTO TIPOM3BOJICTBA c HCIIOJIB30BaHHEM CYILLECTBYIOLIEH
NPOU3BOJACTBEHHOW TexHOMOrmH Moderna, cnoco6HOIL OBICTPO POM3BOAMTH
HEKHE «mepaneemuueckue npenapame: Ha ocHoee mampuunoii PHK (MPHK) ons
CO30aHUA HOBO20 NOKONEHUS mpancghopmupyowux nexapcmey.

- A0 IIOCINENHET0 BPEMEHM HHM OIHA M3 KOMIIETEHTHBIX MEXIyHapOIHEIX
OpraHM3alMii HE CMOIJIa NIPEICTaBUTh AOKa3aTEeNbCTB, YTO TaK Ha3BIBAEMEI BHpYC
SARS-CoV-2 H30/IMPOBAaH H BBINENEH, O Y€M CBHIETENLCTBYIOT mokiansl CDC
Munszapasa CILA u Esponeiickoii Komuccnn.




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

https://Www.businesswire.com/news/home/2020 1008005279/en/DARPA -
AwardsModema-up-to-56—Million—to-Enable-Small—Scale-Rapid-Mobile—
Manufacturing—of—NucleicAcid—Vaccines-and—Therapeutics.

Yro kacaercs Mun3sgpasa P® u Pocnopre6uanzopa P®, To stu OpraHu3aluu
AQXKE HE 3aJlallCh BOIPOCOM BBIJEJICHHS BUPYCAa H He PacroiararoT HUKaKUMH
AOCTOBEPHBIMH  [I0Ka3aTENbCTBAMH €r0  CYIIECTBOBAHMS, KaK peajbHOro
¢usuyeckoro obmexra.

Takum obpasom, Bce ykazaumble KHAKOCTH, HMeHyeMble rinaBod HUI[DM
uM.H.®.I'amanen T'unubyprom A., cotpynHukamu lleHTpa mmenun UYymakopa
PAH u corpyanukamu I'HL] Bekrop - «Bakummamm», a Taxke Bce momoGHEIe
MHOCTpaHHbIE  «BaKIMHEl OT KOBHA» Ha CaMOM  jele  SBISIOTCS
HEITPOBEPEHBIMH 3KCIIEPUMEHTAJILHBIMH npenaparam,
HCIIONB3YEMBIMH, KaK MBI 1O]laraeM, B LENAX BCTPAMBAHMS YyXKOTO, BO3MOKHO,
BpaxkiebHoro JIHK, B reHoM 4enoBeka M M3MEHEHHS 3TOrO reHoma!

BMmecre ¢ Tem, mo mamHBIM psifia aBTOPOB, MHIIEHBIO 3TOTO BCTpaMBAaHHS
ABIACTCA 8-OM TIeHOM, HeCyIMii OTBETCTBEHHOCT: 3a KOTHUTHUBHEIE W
PETIPOAYKTUBHBIE (DYHKIMH PELUNMEHTa MeHHOTO PEIaKTUPOBaHHUs, Y4TO AOJIKHO
[IOJTHOCTBIO MCKITFOYaTh CaMy BO3MOXKHOCTH KaKOIo-TH60 y4acTus JeTeii B 3TOM
0€3HpaBCTBEHHOM M aHTHYEIOBEYECKOM 9KCIIEpUMEHTE.

Bornee Toro, i 310 0YeHs BaxHO! OKOHYATETHHBIX HCCIIEZIOBaHUH yKa3aHHEIX
TIpenapaToB npoBezieHo He ObLto. [Ipemapar He mpormern 3-X 3TanoB KIMHAYECKHX
HCCIIe0BaHuH. PesynbraTel 3THX HCCIENOBaHMI He OIY6IMKOBAHEL B YaCTHOCTH,
Ha calite HULIOM um.H.®.T'amarnen (ecnu TOBOPHTh, HallpUMEpP, O «BaKLMHE»
CryTauk V), Torna xak komMmepueckas TaitHa B BOIIPOCax TOTAJIbHOM BaKIIMHAIIHH
BCEro HacCeleHHs abCOMOTHO HENOMyCTUMA M, HaoGOpOT, B TAKHX Cepbe3HeHIIIX
BONpOCax HeOoOXOAMMa MONHAS TPaHCIAPaHTHOCTh, KOTOpas MPOBO3IJIAIIAETCS, B
TICPBYIO OYCpe/b, MEXAYHAPONHBIMU NPABOBBIMH akTamu, Konctutynmeii PO u
QenepanbHeIM  3akoHOM oT 12.04.2010 . Ne 61-®3 «O6 obpameHuu
JIEKapCTBEHHBIX CPEJCTBY.

Y Hac 10 CHX IIOp HET YETKOTO MOHMMAHHMS O IOJHOM COCTABE «BaKUHUHBD ! MEI
HC 3HAcM, Kakue elle KOMIIOHEHTHI M aJabFOBaHTEHI HCIOJIB3YIOTCS B JAHHBIX
«BaKIIMHaX», CBEeJEeHUM 06 H3TOM B OTKPBITOM JOCTyIle HET, KaKk HeT H
OIyOJIMKOBAaHHBIX MONIATOBEIX HMCCIEIOBAHMEA 3THX IpernapaToB Ha PYCCKOM
si3bIKeE.

Ilpu 5TOM, MBI pacmonaraem cBeneHmsME, uTO B camom ITaTenTe HHCTHUTyTa
I'amanen ects ompenenennsle nammeie o cocrase BaKIWHEI M JlaXKe yKa3bIBaeTCs
komnoreHT HEK 293 (or kortoporo I'uH3ubypr A. meITaeTcs mOCTOSHHO




«OTKPECTHTBCA»), HO, TEM HE MEHee, 3TOT KOMIIOHEHT YIOMHHaeTCs B maTeHre 4
pasa. Bce ocranbhoe, o muermio I’ HH30ypra, sBjseTcs KOMMEpYECKOU TaiiHOM, u
HE IONVICKHUT paclpOCTPAHEHHIO CPeI HEOTPAHMIEHHOIO Kpyra jun. Torpa kak,
P€b HIET O 310POBbE H JKU3HH BCEH HALMM M STH JaHHbIe, TI0 3aKOHY, JOJDKHEI
HaxONUTBECS B IyONMYHOM [OCTYIle, OHM JOJKHEI GEITE U3BECTHEI BCEM H
KaXZIOMy, KTO COOHMpaeTcss «BaKIIMHUPOBATHCS (avrali — ygacTBOBaTH B
MEWIIMHCKOM SKCIIEPUMEHTE), YTOGBI IIPHHATE B3BELICHHOE, I06pOBOIBEHOE

PCILICHAE O CBOEH Cynsbe W naTh HHDOPMHPOBaHHOE COracHe IJis y4acTHs B
3TOM 3KCIIepUMeEHTe!

B camoit uncTpykmuu, B HaCTHOCTH, «ONHBaKKOPOHA@» YKa3aHO, 4TO NaHHAs
MHCTpyKus noarotoriesa <HA OCHOBAHMU OI'PAHUYEHHOI'O OBBEMA
KIIMHUYECKUX JAHHBIX 10 IIPUMEHEHUIO TIPEIIAPATA U BYJIIET
AOTIOJIHATECS II0 MEPE [IOCTYIUIEHMSI HOBBIX JAHHBIX.
[IPUMEHEHHUE TIPEIIAPATA BO3MOJHO TOJIbLKO B VYCJIOBUSX
MEVLIMHCKUX OPTAHM3ALIVH, MMEIOIIMX [TIPABO
OCVYILIECTBIJIATH BAKIIMHOITPO®UJIAKTUKY  HACEJIEHUS B
YCTAHOBJIEHHOM 3AKOHOZIATEJIb.CTBOM IIOPAJIKE» (pemapka: a xax
bvimy, 6 OanHom cryuae, ¢ «8aKyuHayueu» 6 mopeosvix yenmpax u NepeosuUNCHbIX
nynkmax?) To ectb — peus wuuaer o CTONPOLICHTHOM 3KCIEPHMEHTAIHHOM
npenapare!

IlomMumo sroro, B oTkprITOM HOCTYME MMeroTCH MHOTOYHCJIEHHBIE CBEJCHUS
TIONyYMBIIMX «BAaKUMHY» JHOAEH M MX DOAHBEIX, COOGIIAIONIHX O TSHKEBIX
TMOCTBAKIMHANBHEIX OCIOXHEHHSX, CMEPTAX H IOBTOPHBIX 3ap&XKEHHSAX, OJHAKO
Takue cilyau He pacCleyroTes, a, Hao60poT, 3amarauBaiotcs. Toraa Kak, naxe B
pamkax ITocranoBnenus IIpaBuTenscTsa oT 2 aBrycra 1999 r. N 885 «Ilepeuens
TOCTBAKIMHANBHEIX ~ OCIIOXKHEHHH» - YIOIHOMOYEHHBIE OpraHbI OGS3aHEI
TIPOBOZIUTE TOJOOHBIE pACCIENOBAaHUS, HEMEMLICHHO pearupoBaTh W JelaTh
COOTBETCTBYIOIIHE BEIBOJIEIL.

Hamnpammpaercs 3aKOHOMEpDHBIM BONPOC: KaK MOXHO C TaKHM Habopom
OCIIOXXHEHHH, OBTOPHBIX 3apaKeHHH U CMEpTEeH Cpel B3POCIOro HacelleHHs, a
TAKXX€ CO3MaHHUS KPOMEIIHOM TalHbI BOKpYr CcaMoOro cocraBa Ipenapara
NIEPEXOAUTE K BaKIIMHALIUY AeTeli!

B cBere BEIIeH3nONEHHOrO, MBI 0GOCHOBAHHO [I0JIara€M, 4YTO JaHHEIE
TIPCNapaTel SBISIOTCS OHONOTMYECKHM OpYKHEM M, MO HallleMy OLICHOYHOMY
MHEHHIO, MX WCTONB30BAHME HA JIOAAX, a TeM 6onee, Ha OETAX, MOXXHO
0XapaKTepH30BaTh, Kak BOGHHBIE IEHCTBHS B PAMKaX HeOObIBICHHOM rUOpHIHOIM,
MH()OPMAIIMOHHOH ¥ GHONOrHYeCKO BOWHEI IIPOTHB Y€JI0BEYECTRA.

Kpome Toro, Mbl He MoXeM 6BITh TONHOCTEIO YBEPEHHEIMH B TOM, YTO BCE 3TH
TIpeliapaTbl POM3BOAMIICE IOA KOHTPOJEM COOTBETCTBYIOIHMX (heaepaibHBIX




CTPYKTYPp M CYHTaeM, 4TO NOAOOHEIE NEHUCTBHMS IO MPOBEIEHHIO MACCOBOM
BaKIMHAIIMK HETIPOBEPEHHbIM 3KCIIEPHMEHTAIIEHEIM [IPENApPaTOM BCETO HACETEHHS
Poccum SABISAIOTCS MpSIMOH YIPO30# ee HAIIMOHAJBHOM
BE30OIIACHOCTH.

Kax cnencreue, B paccmarpuBaemoii TPEBOXXHOW CHTyalldH, Hac, B IEPBYIO
O4E€pENb, IPUBOIUT B KpaliHee GECIIOKOMCTBO Cyns6a pOCCHHCKHX JIETEH-CHpPOT U
JETeH, OCTaBIIMXCS Oe3 MoneYeHus pOOUTENEHA.

IToToMy 4To 3a CBOMX J€Tel ¥ BHYKOB MEI OyZeM CTosATh 10 KOHIIa.

A BOT 4TO 6yneT ¢ GpPOLIEHHBIME JETEMH U JETHMH -CHPOTaMH, C YY€TOM TOro,
4TO MX ONCKYHaMHM M IONEYUTEIIMH B COOTBETCTBHH CO cTaThel 147 CeMeitHoro
Konekca P®D, sBnsercs aJMUHHUCTpalHi NETCKAX JIOMOB, IOMOB-HHTEPHATOB
CMEIIaHHOTO THINA, JOMOB MAIIOTKM M APYTMX MONOOGHBIX OpraHW3amuii, HaMm
CTPalllHO JlaXke NMpEICTaBUTh. Takoe MHEHME CIOXHIIOCH y HAC, B TOM YHCIeE, B
CBSI3H ¢ 003BOHOM Gotee 30-TH IETCKUX JOMOB ropozsa MockBEl, rie Ha BOIpoC O
BO3MOXXHOW «BaKLMHAlAW» JIETed OT KOBHL, PYKOBOJMTENH IETCKAX HOOMOB
OTBETHIM HaM IPUMEDHO OIWHAKOBO: «fOydem yKazaHue ceepxy — ecex
6AKYUHUDYeM. )

Ha oCHOBaHMM BEHINIEH3NIOXKEHHOTO, W - IPHHWMas BO BHHMAHHE BCe
[IPUBC/ICHHBIC ¥  JI0Ka3aHHBIE CCHUIKAMM Ha IIEPBOMCTOYHHUKH JOBOJEI, O TOM,
9TO TaK Ha3bIBaEMas «MpOGUIAKMUYECKA NPUBUBKA NPOMUE KOPOHABUDYCHOU
ungpexyuuy, TO CYTH, SBISETCS SKCHEPHMEHTAIbHLIM npenapaToM, a ee
IIPUMEHEHHE ABIIAETCS IIPOBENICHHUEM KITMHUYECKHX UCCIIeJOBaHMH
JICKapCTBCHHOr0 IIpernapara OIS MEIULMHCKOrO NpPHUMEHEHHs, XOTelIoOCh OBl
HallOMHUTH BaM, 4TO B COOTBETCTBHM C MyHKTOM 6 craThbu 43 PenepanbHOro
3aKoHa ot 12.04.2010 Ne 61-®@3 «O6 o6pamennH JeKapCTBEeHHBIX CpeacTB»
3ANPEMAETCHA NpoBelieHHe KIHHMYECKOTO HCCIIEOBAHUS JIEKAPCTBEHHOTO
npernapara A MEIULMHCKOIO NMPUMEHEHHS C YYaCTHEM B KauecCTBE MAlMEHTOB
AETEA-CHPOT u JIETEHA, OCTABIIMXCS BE3 INOIIEYEHUSA
POIUTEJIENA.

B oTol cBA3M HEOGXOAMMO OTMETHTH, YTO B COOTBETCTBHH O CT. 21
KoHcTurymun P® MeponpusTus, opraHu3oBaHHEIE 6e€3 COOTBETCTBYIOLIETO
3aKOHHOTO OCHOBaHHA (NOJ 3aKOHHEIM IIOHHMAETCS OCHOBAHHE, 3aKPEILIEHHOE
crateeir 15 Konctutynuu P®) oTHeceHH! 3aKOHOJATEIIbCTBOM K IIBITKaM,
HAaCHIIMIO, NPpYroMy >KECTOKOMY MM YHIDKAIOIIEMY YEJIOBEYECKOE NOCTOMHCTBO
OOpallleHHIO, METMIIUHCKAM, HayYHBIM WM WHBIM OMBITaM. COIVIACHO OyHKTY 3
cT. 41 Koncrurynnn P® COKphITHE NOKHOCTHBIMH THIAMH JFOGOr0 YPOBHS
(GakToB M 06GCTOATENBCTB, CO3MAKOIIMX YIpo3y AJis XH3HU U 3[0POBBS JIOACH,
BJIEYET 32 COOOM OTBETCTBEHHOCTh B COOTBETCTBHU C beneparbHEIM 3aKOHOM.
CoKpsITHE — 3TO He TONBKO yTaWBaHHeE HH(OpMalliH, HO M paclpOCTpaHEHHEe




3aBEJIOMO  HE[IOCTOBEPHOH, JIOXHOM WMHOOPMALHK O COCTOSHMM OKpY’KAIOLIeH
CPEIIbl, CaHWUTapHO-3MMAEMHONOTHYECKOM COCTOSHHM M JAPYTMX COOHITHSX H
00CTOATENBCTBAX, YTPOKAIOMIMX 3OPOBBIO JIOIEH,

IIpuMennTeNBHO K Hallelf CHTyalMH 5TO O3HAYaeT, YTo JIMIIa, BbIIABIIHE
pacropsbkeHuss 06 HCHONB30BAHMH B OTHOINEHHWH JeTeit SKCIIEPUMEHTAITBHBIX
npenaparoB, OyAyT NMEpCOHANBHO OTBEYaTh 33 CONESHHOE B COOTBETCTBHH CO
cratbedi 53 KomctuTymuu u crateeit 1069 TK P®, IpelyCMaTpUBAIOIIUMH
JIA9HYI0 OTBETCTBEHHOCTD 33 IPUYMHEHHBIN IPaXIAHHHY BpeJl.

B ar0#t CcBA3M, cuMTaeM HeOOXOMMMBIM HAmOMHHTE BaMm u 00 yroJoBHOIA
OTBETCTBEHHOCTH 3a HapyIIeHHE NEPEYMCICHHBIX BHIIIE HOPM IIPaBa:

1.

2

Cratba 330 YK P® - camoynpaBcrBo. HakaseiBaeTcs mrpapaMu |
JHUIIEHHEM CBOOOIBI Ha CPOK JI0 5 JIET;

Cratbn 286 VK P® - npeBhlIeHHe NOKHOCTHEIX ITOJHOMOYHIA.
HaxkassiBaercs mrpadamu u nmmeHueM cBo6Oms Ha cpok ao 10 jer ¢
JMIIEHHUEM NIPaBa 3aHUMATh OIpeeIeHHBIE JOLKHOCTH,

. Cratea 111 VK P® - NPUYMHEHHE TAKKONO Bpeda 3H0pPOBBIO

B OTHOIIIEHHM MAJIOJIETHEIO WJIM HWHOTO - JIWI[A, 3aBEIOMO I BHHOBHOTO
Haxonsuierocs B OeCrIOMOIIHOM COCTOSHHHM. Haka3piBaeTcs JIHIIEHHEM
cBOOOBI Ha cpok 10 10 neT.

Crarba 238 YK P® - Brmonuenue paboT WM OKa3aHWe YCIyr, He
OTBEYAIOIIMX TpeOOBaHUAM GE30MaCHOCTH JKM3HH WA 3IOPOBBSA
notpeburenedi. HakasniBaeTcs mumeHneM cBo6GO/IBI Ha cpok jo 10 ner.

B sakmoyeHnuu xorenock 6bl MOYEPKHYTH, 49TO YKa3aHHEIE B
HAaCTOfIIEeM OOpalleHMH OOIIecTBeHHBIE OOBEAMHEHHS, OpPTaHM3ALMH |
rpacaHe (M He TOJIBKO OHH, TIOCKONBKY JaHHOe obpallleHHe yXKe HpeaaHo
IIMPOKOH OrJacke M K HeMy HNPHCOCAMHSIOTCS ApYTHEe OPraHW3aldd M
TpakJiaHe) He yCIIOKOATCA, M He JaldyT KaledWTh 3J0POBbE HAINMX JETEi.
Mei Gynem MOCTOSHHO MOHHTOPHTH M JepXKaTh Ha KOHTpPOJI€ CHUTYAILHIO C
«BaKUMHALKEH OT KOBHUI)» BO BCEX OpPraHM3allUsX, [l B HACTOSIIEE BPeMs
IpeOBIBalOT JETH-CUPOTHI U IETH, OCTaBIIMECH 6e3 MOomeYeHus POAMTEIIEH.

Ilpu 3TOM, pYKOBOACTBYACH cTaThelt 29 Koncrutynun P®, wmm
OCTaBliieM 3a CO0OH IpPaBO MNPOBONMTH MEPONPHUATHS C MIHPOKHM
MPUBICYECHHEM  OOIECTBEHHOCTH, pa3MeleHHeM  IyGIMKaudii B
COLMATBHBIX CETAX W Ha JPYrMX MyONMYHBIX pecypcax C yKa3aHHeM
MEPCOHANBHBIX  JaHHBIX  JOJDKHOCTHBIX  JTHI COOTBETCTBYIOIIMX
MHUHHCTEPCTB ¥ BEJOMCTB, a TaAKX€ AUPEKTOPOB M ITIaBHBIX Bpayeil JeTCKHX




JOMOB M [JpYI'MX aHAJOTMYHBIX OpraHM3alliii, KOTOphIE IOMPOOYIOT
JOIyCTUTh NOA00HOe 6e33aKOHHME B OTHOIIEHUM OOE3[IOJIEHHBIX [ETei,
BOCIIMTBIBAIOIMXCS 0€3 HACTOAIIEH pOAMTENHCKOM JIOOBH, 3aIlUTEL U
MO IEPIKKH.

Yyxwux nereit He 6piBaeT! Y1 MBI He TO3BOJIUM MPEBPATHTH HAIIMX JETEH
B IOJONBITHBIX GONBHAIX XHUBOTHEIX B YTOIy 3JIOBEIIMM IJIAHAM MHPOBOA
3aKyJIUCHI!

YuyuTeIBas TOT (akT, YTO pelIeHHEe HACTONAIIEro BOMpOCAa He
TePOHT OTJAraTejibCTB, a TaKkKe NPHHHMAas BO BHHMaHHE ero
NEepPBOCTENEHHOCTD, CONHAJbHYIO 3HAYHMOCTh H BasKHOCTh, TpeOyeM B
camoe OaHikaililee BpeMsi NPOBECTH pacCIIHPEHHbIe  COBEIIAHHS
yKa3aHHbIX B O00OpalleHHH roCyJapCTBEHHBIX OpPraHOB, c
NpHBJIeYeHHEM K YYACTHIO B JaHHBIX COBEIIaHHAX 3asiBHTeNIeH, H MO
HTOraM BBIHECEHHOI'0 pelieHHs] YBeIOMHThb IIHPOKYIO 00eCTBEHHOCTh
0 Mepax IO HeJONYINeHHI0 TNpOBeleHHS MeAHIHHCKHX ONbITOB HaJ
JE€TbMH C yKa3aHHeM JIHIl, OTBETCTBEHHbIX 332 MCNOJIHEHHE JaHHOIO
pelLIeHHs.

B aTO# CBf3U cuMTaeM HEOOXONUMBIM elle pa3 NOAYEepPKHYTh, YTO, IO
opunuansHeiM 3asBieHusM [Ipesupenta P®, Ilpencemarenss Cosera
®enepanuu PO u rnaeel Pocnorpebranzopa PP, npuMeHenue mpenaparos
B KauecTBe IPHBHBOK OT KoBHI» Oymer ocymectBiusTecsi CTPOI'O na
no6poBoIbLHOK ocHOBe. Bce O5TH HMHTEpBBIO M 3adBIIEHHS BBICIIMX
JOJDKHOCTHBIX JIMI] UMEIOTCS B ITyOJIMYHOM JOCTYIIE.

TpebGyeM cumtaTh ykazaHHOe obpalleHHe OQHUIMATLHEIM IPEBEHTUBHBIM
IIpenynpexnenueM o6 OTBETCTBEHHOCTH, B TOM YHCIE, YIOJIOBHOM, BCEX
JO/DKHOCTHBIX JIML], PacHoJiararoliiX COOTBETCTBYIOIIEH KOMIIETEHIIUEH U
MOJTHOMOYHMSIMH B OTHOLIEHHWM H3JIOXKEHHBIX BBIIIE IPaBOBBIX H
MEIMIMHCKUX BONPOCOB B OTHOIICHWM HECOBEPIICHHOJIETHUX JeTeHd
Poccuiickoit @enepanun.
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