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OB YTBEPXJEHHUM IIOPSIIKA IPOBEJEHNUA MOHUTOPUHT' A
BE30OIMACHOCTH BHOMEJUIIMHCKUX KJETOYHBIX IPOAYKTOB

B cooTBeTcTBHHM ¢ YacThio | craThy 41 PenepanbHoro 3akoHa ot 23 urons 2016 1.
Ne 180-03 «O 6uoMeqMIUHCKUX KIETOYHEIX mpoaykTax» (CobpaHue 3aKOHOAATEIECTBA
Poccuiickoii ®eneparmu, 2016, Ne 26, ct. 3849), npukassisaio:

VTBepmHMTh NpuIaraeMeili IlopsnoK IpOBeleHHS MOHHTOPHMHIa 0€30macHOCTH
OHOMEAMLIMHCKHUX KJIETOYHBIX IIPOAYKTOB. '
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YTBepxaeH
npukazoM DefiepabHOH CITyXObI 10 HAA30DPY
B chepe 3ApaBOOXPAHEHHS

or O.CF.AOTNe 57

MOPSIIOK IMMPOBEAEHUSI MOHUTOPHUHI' A BE3OITACHOCTH
BUOMEJUIIMHCKHUX KJIETOYHBIX ITIPOAYKTOB

1. Hacrosumit Ilopsamox  mNpoBefeHHs  MOHHTOpMHra  0e€30MaCHOCTH
6HOMEIUIMHCKAX KIETOUHBIX MNPOLYKTOB YCTaHaBIMBaeT TpeOoBaHHsA K NPOBEACHHUIO
MOHUTOPHHTa 6€30aCHOCTH OHOMEIULIUHCKHIX KIETOYHBIX NPOAYKTOB, HAXOJAMXCA B
oOparenuy B Poccuiickoi ®enepalit.

2. MounutopuHr 6e30IacHOCTH  OMOMEIMIMHCKUX  KJIE€TOYHBIX MPOAYKTOB
MPOBOAUTCS B LeENAX BBIABICHHUS BO3MOXHBIX HETAaTUBHBIX MOCTIeACTBUI  UX
HpYMEHEHUS.

3. MonuTopunr Ge30macHOCTH OMOMEAULMHCKUX — KIETOYHBIX — IPOILYKTOB
nposoautcst DenepanbHOM CiTyxO0H M0 HaA30py B chepe 31ApaBOOXpaHEeHHs (Hajee —
Poc3apaBHan3op) U ee TeppUTOPUAIBHBIMY OpraHaMy MyTEM aHaIu3a NpeoCTaBIAEMOR
cyObekTaMy oOpalieHuss OHOMETMLUHCKHUX KJICTOYHBIX IMPOILYKTOB cooOuieHn o
NOGOUHBIX NeHCTBUAX, HEXEIATENBHBIX pEeaKLUaX, CEPbE3HBIX HEKENaTeIbHbIX
peakiusaX, HENpeJBHASHHBIX  HEXENAaTeJbHBIX  peaKkuusX MpH  NPHMCHEHHH
GHOMEIMIMHCKAX KIETOYHBIX MPOIYKTOB, 00 WHIMBHAYalbHOW HENepeHOCHMOCTH,
OTCYTCTBHH 3(Q(EKTUBHOCTH OMOMEAULMHCKUX KIETOYHBIX [POAYKTOB (manee —
HeXeJaTelIbHble PeaKiyi), 00 0COOEHHOCTAX WX B3aUMOJCHCTBHSA C JIEKAPCTBEHHBIMU
npenaparamMy, MeJUIMHCKAMM M3JIeNUSMY, THIIEBBIMH MNPOAYKTaMH, APyrHMH
GHOMEIMIMHCKAMA KJIETOYHBIMM MpPOAYKTaMH, a Takke 00 HHBIX ¢aKkrax o
0GCTOATENBCTBAX, IPEIACTABIIONIMX Yrpo3y JKH3HH WM 30POBBIO HCJIOBCKA TIpH
IIpHMeHEeHNY GMOMEIMLMHCKIX KIIETOYHBIX MPOAYKTOB (fanee — MHas uHpOpMaLUs T10
GeszonacHocTH H S(Q(EeKTMBHOCTH) M BBIABICHHBIX Ha BCEX OJTamax oOpalueHus
6HOMEIUIIMHCKIX KIETOYHBIX IPOAYKTOB B Poccuiickoit denepanui.

4. MoHUTOpHHT 0e30MacHOCTH OUOMEIMIMHCKUX KJICTOYHBIX MPOLYyKTOB
[IPOBOJMTCS ¢ COBNMoIeHHeM 3aKoHoHaTenbcTBa Poccuiickoit denepauy B obnactu
3aLIUTHI IEPCOHANBHBIX JAaHHBIX.

5. JIOMXHOCTHBIMM JIMI[AMH, YHOJIHOMOYEHHBIMH MPOBOJAMTH MOHHTOPHMHT
0e30MacHOCTA OHOMEIUITUHCKUX KIETOYHEIX MTPOYKTOB, ABJIAIOTCS:

1) pykoBoAHUTeNb (3aMECTUTENH pyKoBoauTest) Poc3npaBHan30pa, PyKOBOAUTENN
(3aMeCcTHTENM PyKOBOAMTEIIS) TEPPUTOPUATBHBIX OpraHoB Poc3paBHa30pa;

2) pYKOBOAMTENM CTPYKTYypHBIX TofpasmencHuii PocsapasHajsopa, X
3aMeCTUTENH, JOKHOCTHEIMHU PErlIaMeHTaMM KOTOPBIX MPelyCMOTPEHbI NOJTHOMOIHA
110 TIPOBEIEHAIO MOHIUTOPHHTa 6€30MacHOCTH OHOMEe IUIMHCKMX KJIETOYHBIX IPOIYKTOB;



3) ¢enepanbHBle [OCYIApCTBEHHBbIE I'PaXIaHCKHE Ciyxauue PocsapaBHanzopa,
TOIDKHOCTHBIMH PETIaMeHTaMH KOTOPBIX MPEAYCMOTPEHBI OJTHOMOYHS 110 IPOBEACHUIO
MOHMTOpPUHTa 6e30IacHOCTH OMOMEAMUMHCKHIX KIIETOYHBIX IIPOJYKTOB.

6. MouuTopuHr 06e30NmacHOCTH OHOMEIMUMHCKMX KJIETOYHBIX IMPOAYKTOB
nposoauTcs Poc3apaBHaI30pOM Ha OCHOBAHUM CBEJICHUM, TIONyY€HHBIX B BUJE!

1) coobennit cyObekToB 00paleHus: OMOMENUIIMHCKUX KICTOYHBIX IPOAYKTOB K
OpraHOB IOCYIapCTBEHHOM BIIACTH (anee — COOOIIeHHH);

2) 0006GIEHHBIX CcooOmeHuH 1o  0e30macHOCTH  3aperiCTPUPOBAHHBIX
OHOMEIUIMHCKAX KIETOYHBIX IPOLYKTOB, HampaBiseMblX B Poc3gpaBHam3op
BIaflebliaMi  PETMCTPAIMOHHBIX  YJOCTOBEPEHMH OHOMEOUUMHCKHX — KJIETOYHBIX
TIPOAYKTOB M OPraHM3aTopaMyl KIMHHYECKHX HCCIENOBaHUA (nanee — BlafesbLbl
PETUCTPALIMOHHBIX YAOCTOBEPEHHUH);

3)  0600mEHHBIX  coOOWeHHH 1o  Ge3omacHOCTH  pa3pabaTbiBaeMbIX
GHOMEIMIMHCKAX KIETOYHBIX IIPOAYKTOB, HampabideMbIXx B PocsapaBHan3op
IOPHMIMYECKUMHU JIMIIAaMH, Ha MMs KOTOPBIX BbII@HBl paspellieHHs Ha IPOBEICHHE
KIVHAYECKHK HCCIIeNOBaHUH GMOMEIUIMHCKAX KIIETOYHBIX MPOAYKTOB B Poccuickoi
Oenepalluy, 1160 YIOTHOMOYEHHBIMI HMU IPYTHMH IOPHAMYECKMMH JHL[aMHU (Jajee —
JOpUIMYECKAe JIHIa, HAa HMA KOTOPHIX BBIJAHBI Pa3pelCHHs Ha IMPOBEACHUC
KIMHUYECKIX UCCIIEOBAaHUMN);

4) nadopManuH, IOIyIeHHOH B X0/ OCYLIECTBIIEHHs FOCY 1apCTBEHHOTO KOHTPOJIs
B chepe obpareHHs OHOMEAUIMHCKHMX KIIETOYHBIX IPOJYKTOB.

7. B nenax oLeHKM MHPOpMAllWM, yKa3aHHOH B IyHKTe 6 Hacrosuero Ilopsnka,
PocszpaBHaazop npusiiekaet OefepalbHOE rOCy 1apCTBEHHOE OI0/UKETHOE YUpexkIeHN e,
HaxosIeecs B BeJeHUN Poc3apasHanzopa (fajee — SKCIepTHas OpraHu3allys).

8. Owenka uHObOpMalMK, yKazaHHOH B myHKTe 6 Hacrtosmero [lopsiaxa,
OCHOBBIBAaeTCS Ha MPHUHIUIAX 3aKOHHOCTH, COOJIOZEHHs NpaB U CBOOOJ desoBeka U
rpa<IaHHHA, [PaB IOPUIANYECKOTO JIMIA, HE3aBUCHMOCTH IKCIIEPTa, OOBEKTHBHOCTH,
BCECTODOHHOCTH ¥ TIOJHOTBHI HCCJIENOBaHWM, MPOBOJAMMBIX C HCIIOJIbE30BAHHEM
COBPEMEHHBIX JOCTH)KEHWH HayKH U TEXHHKH, OTBETCTBEHHOCTH OKCIIEPTHOH
OpTaHHU3AIUH TI0 IPOBEJCHUIO SKCIIEPTHOH OLIEHKH U Ka4ecTBa 9KCIIEPTHON OLCHKH.

9. CybbekTsl oOpamieHdss OHOMEIMUMHCKHAX KJIETOYHBIX IPOJAYKTOB, 32
HCKITIOYEHHEM OPHIMYECKAX JIML, Ha MM KOTOPBIX BbINAHBl pa3pelleHHs Ha
TpOBeICH)E KIMHUYECKUX HCCIe0BaHui GHOMEIUIMHCKUX KI€TOYHBIX MPOAYKTOB B
Poccuiickoit ®epeparyy, HarnpasisioT B Poc3apaBHan30p cOOOIIEHHs O HeXeIaTeTbHbIX
peaKkIsax, a Takke o6 uHOM HHbOpMAUMH 10 Ge30MacHOCTH M JPQPEeKTHBHOCTH
3aperucTpupoBaHHbIX B Poccuiickolt @enepannu, Win Npy NPYKU3HEHHOM JOHOPCTBE
GHOJIOTHUECKOT0 MaTepHala B LIEJSIX HX TPOU3BOACTBA (puytoxenue Ne 1 k HacTosmeMy
[Topsaxy).

10. Opuanyeckre nuia, Ha MM KOTOPHIX BbIAaHBI paspelleHHs Ha IPOBEICHUE
KJTMHIYECKUX UCCleJOBAaHMM, HANIPaBIsAioT B Poc3ipaBHAI30p COOOLIEHUS O Cepbe3HbIX
W OJHOBPEMEHHO HENpEIBUICHHBIX HEXeNAaTENbHBIX PEaKIHAX Ha OMOMCIMIHHCKHE
KJIETOUHBIE IPOAYKTBI, H3ydarollecs B KIMHMYECKOM HCCICJIOBaHUH MM TIPH
NPHXM3HEHHOM JOHOPCTBE OMONOTHMYECKOro MaTepraia B LENAX ero Mpou3BOACTBA
(nmpunoxenune Ne 2 x HacrosmeMy [lopaaky).



11. CooliieHust HanpapisatoTcs B Poc3apaBHan3op uepe3 ABTOMAaTHU3UPOBAHHYIO
uHpopMalnoHHyI0 cucteMmy Poc3apaBHanzopa (nanee — AUUC PocsgpaBHanzopa), 1160
IO I10YTe, (PaKcy, 3JeKTPOHHOH HoyTe.

O6006111eHHEIE COOOIIIeHHUS 1o 0e30macHOCTH 3apEeruCTPUPOBAHHBIX
OMOMETUIIMHCKUX KJIETOYHBIX IPOIYKTOB  00001LeHHbIE COOOIIeH s 110 OE30I1aCHOCTH
pa3pabarbiBaeMbIX OHOMEOUIIMHCKMX KJIETOUHBIX MpPOAYKTOB IPEICTaBISIOTCS
BIIaJIENblIaMHA PETHCTPAIMOHHBIX YIOCTOBEPEHUN U IOPUANYECKUMH JIMLAMH, Ha UMs
KOTOPBIX BBIAHBI pa3pelleHrss Ha IpOBeJeHHe KIMHWYECKUX HCCIeI0BaHUM, B
Pocanpasranzop uepez AWIC Poc3npaBHanzopa 1ub0 Ha 3IEKTPOHHBIX HOCUTENAX.

12. Biragenplpl perucTpallMOHHBIX YIOCTOBEPEHUI B CPOK He no3fHee 15 pabounx
IHel CO JOHSA MOJydyeHHWs COOOIIeHHH OT CyOBeKTOB oOpallieHus OHOMEIUIUHCKUX
KJIETOYHBIX ITPOJYKTOB M OPraHOB T'OCYJApCTBEHHOM BJIAcTH JOJDKHBI COOOLIATH B
Poc3mpaBHan30p O CIEAYIOLIMX HEXeNaTeNbHBIX peaklUUax Wi HHPOpMaluu [0
©€301acHOCTH, BBIIBJICHHBIX ITPH IIPUMEHEHUH OHOMEIULIMHCKUX KJIETOUHBIX IPOLYKTOB
BHE KJIMHUYECKUX HCCIIeIOBaHMM, BiaJeNblaMid PErHCTPAlMOHHBIX YyIOCTOBEPEHUH
KOTOPBIX OHH SIBJISIFOTC:

1) cepb&3HBIX HEXKENATENbHBIX pEeaKlUAX, BBIABIEHHBIX IIpH TNPUMEHEHUH
OMOMEIMIIMHCKHX KJIETOYHBIX MPOIYKTOB ¥ IPHXU3HEHHOM JOHOPCTBE OMOIOTUYECKOIO
MaTepuaia B IesX NPOW3BOACTBA OMOMEAIMIIMHCKUX KJIETOYHBIX IIPOAYKTOB Ha
tepputopun Poccuiickoit @enepanuy;

2) HexeJaTeNbHBIX PeakIUIX, BO3HUKIINX Ha Tepputopuu Poccuiickoi denepanuu
IPY BO3JeHCTBUY OMOMETUIIMHCKUX KJIETOYHBIX IIPOLYKTOB, CBI3aHHOM C MEUIIMHCKOM
JeSTeIEHOCTEIO MPH O0pamieHny OMOMEeIUIIMHCKUX KIeTOYHBIX POAYKTOB;

3) cirydasix oTCyTCTBHUS 3P (HEKTUBHOCTH OMOMETUIIMHCKUX KIETOYHBIX IPOIYKTOB,
IPUMEHSIEeMBIX TpU 3a00JIeBaHUAX, IIPEACTABIIAIOIINX HENOCPEACTBEHHYIO yIPO3Y XKU3HH
YeJl0oBeKa, KOTJa OTCYTCTBHE KIMHHUYECKOro 3(pQeKkTa HE BBHI3BAHO WHAUBUAYaJbHBIMU
0COOEHHOCTSMH TIIallMeHTa W/Wau creluduKoil ero 3aboseBaHus, BBISIBICHHBIX Ha
tepputopur Poccuiickoit Genepanuu;

4) yrpoze >KM3HH W 3J0POBBIO 4UEIOBEKa, BBIABICHHON IIpU NPUMEHEHUHU
OMOMEIMLIMHCKHUX KIETOYHBIX IPOAYKTOB BHE [T0Ka3aHUM HHCTPYKLUY 110 IPUMEHEHHIO;

5) choydyasx poOXAEHHS AETed C BPOXKAEHHBIMH AHOMAIUSMU HIH IIOPOKaMU
pa3BUTHSA, €CId B OTHOIIEHWH OIHOTO M3 pOJUTENeN Takux JeTed paHee IIpH
MEIUIHHCKOM BMeIIaTeICTBE MPUMEHSITUCH OMOMEIMLIMHCKUE KIETOUYHbIE IPOAYKTHI;

6) yrpose *H3HU U 3JOPOBBIO YEJIOBEKA BCIEACTBUE NepeAayd MHGEKUHOHHOTO
3abosieBaHus Yepe3 OMOMETUIIMHCKUN KII€TOYHBIN IPOAYKT;

7) yrpo3e XH3HH W 3I0POBBIO YeNOBEKA, BO3HUKIIEH B CBA3H C OLIMOOYHOMU
nHopMaIrel B HHCTPYKIIMH 110 IPUMEHEHUIO WM B MapKUpPOBKe OMOMETUIIMHCKOTO
KJIETOYHOT'O IIPOAYKTA;

8) BHECEHMM HU3MEHEHHH B HHCTPYKLHMIO MO MNPUMEHEHUI0 OHOMEIULIMHCKOIO
KJIETOYHOTO IHPOAYKTa WM PETrUCTPalMOHHYI0 AOKYMEHTALMIO, IPUOCTAaHOBIEHHUH
NpUMEHEHHs,, OTMEHbl TOCYAapCTBEHHOW perucTpal WIM HWHBIX OIpaHMYCHHUH
obpaieHuss 6HOMEIULIMHCKUX KJIETOYHBIX NPOAYKTOB Ha TEPPUTOPUU HHOCTPAHHBIX
TOCYZAapCTB B CBSI3M C BBISBJICHHEM HEXXEJIATENbHbIX PeaKkiyil Win HHGOPMALHK IO
0e30MacHOCTH Ha BCeX dTanax obpalieHns OMOMEIUIIMHCKUX KJIETOYHBIX ITPOJYKTOB;



9) yrpose >XKH3HM M 3JOPOBBIO YEJOBEKa, BBHIABICHHOW IIpM aHaW3e Hay4YHOU
JIUTEPATYPHI.

13. Cpok mns coOOIIEHHS O HeXeNaTeNbHBIX pPEeaKUUAX HIM HHQOPMALHMU I10
6e30macHOCTH ¥ 3 (PEKTUBHOCTH, YKa3aHHBIX B IIOMIYHKTaX 1-6 myHKTa 12 Hacrosuero
T[Mopsinka, MCUUCIISIETCS OT JAThl, KOrJa BIaJeliblly PETUCTPAIIHOHHOTO YAOCTOBEPEHHS
CTaJId M3BECTHEI CIIeAyIOIHUE CBEICHNUS:

1) wundopMalmsd, T[O3BONSIOMIAS HACHTUQHULUPOBATL IOPHOMYECKOE MM
u3MUecKoe MO, BBIABHBINES HEXENaTeNbHYIO DPEaKUHI0 HIM HHPOPMALMIO 110
0€30MacHOCTH;

2) urdopMarius, II03BoJIAIoMas HICHTH(GUINPOBATE PU3UUECKOE JHULLO, Y KOTOPOTO
HaOJII0Jaack HeXXeaTeNlbHas peaKLys;

3) uHpopMaIKs, O3BOJIIOLIAas HASHTU(QUIMPOBATh OMOMEIULIMHCKHUM KII€TOYHBIH
IPOLYKT;

4) uadopmarys, MO3BONIAIONIAS UICHTU(GHLIUPOBATh CUMIITOMBI HEXENATEIbHON
peaKiuu.

Cpox coobrenrs 06 neHdpopMauuy Mo 6€30MacHOCTH, YKa3aHHOM B MOAIYHKTaX 7-
9 mynkra 12 Hactosmero [lopsaka ucuuciasercd OT [HaThl, KOrga BIaielbleM
PETHCTPAIIMOHHOTO yIOCTOBEPEHUs OBLIH YCTAHOBJIEHBI COOTBETCTBYIOINME (aKThl H
00OCTOSITENbCTBA.

14. Biagenslbl peruCTpalHOHHBIX yIOCTOBEPEHUH HallpaBisitoT B Poc3apaBHansop
COOOIIEHHs O  HEXENaTeNbHBIX peakuusaX, a TaKkKe HHYI MHQOPMAIMIO II0
6e3omacHOCTH M 3G(MEKTUBHOCTH OGHOMEIMIMHCKUX KIETOYHBIX IIPOAYKTOB JHOO
U3MEHSIOIUX OTHOIIEHHE OXUIAeMO# IONb3bl K BO3MOXXHOMY DPHCKY IPHMEHCHHS
OUOMEIMIMHCKAX KIETOYHBIX MPOAYKTOB, BBIABICHHBIX Ha BCEX 3Talax OOpauleHus
OMOMEUIIMHCKHX KJIETOYHBIX MpoAyKTOB B Poccuiickoil Penepanuy, He YKa3aHHBIX B
nysakre 12 mHacrosmiero Ilopsiaka, a Taike pes3ylbTaThl aHalU3a HHOOPMAIWH,
yKa3aHHO# B myHKTe 12 Hactosmero ITopsaxa, B cocTaBe 0000IEHHEIX COOOIIEHHU MO
0€30IacCHOCTH  3aperHCTPUPOBAHHBIX OMOMEIMIMHCKHUX  KJIETOYHBIX  IMPOIYKTOB
(mpunoxenue Ne 3 x Hactosimemy ITopsaky).

15. O6obmeénuple cooOleHns 10 ©e30MacHOCTH  3apeTrHCTPHPOBAHHBIX
OMOMEIULIMHCKHX KJIETOYHBIX MPOIYKTOB HaIpaBisfioTcss B Poc3apaBHan3op He pexe
OIHOrO pa3a B IOX B CPOKH, OTCUHMTHIBaeMble OT JaTbl NEPBOH IOCYNapCTBEHHON
pErHCTpaly OHOMEIUIIMHCKOTO KIeTOYHOro npoaykra B Poccuiickon @enepaiuy, He
nosgHee 60 pabGouumx mHeW OT MJaThl HCTedeHWsA Nepuofa cOopa CBENEHHH O
HEXXEeJIATENbHBIX PEaKIUAX WiId HH(GOpMaIKu 1o 6e30nacHOCTH B 3QGEKTUBHOCTH VIS
JAHHOTO OMOMEAMIIMHCKOTO KIETOYHOIO IIPOAYKTA.

16. TIpu BEIABIEHHU HEXXENIATENIBHBIX PeaKLui 1 HHOPMaLKK 10 6€301aCHOCTH
1 3GGEKTUBHOCTH, He COAESPXKAIUXCSl B MHCTPYKUHH [0 MPUMEHEHHIO, U3MEHSIOLIMX
OTHOILEHHE OXXHUIAEMOM IMOJB3EI K BO3MOXHOMY PUCKY IIPUMEHEHHs OMOMEIMIIMHCKUX
KJIETOYHBIX MPOAYKTOB, Poc3apaBHa30p NPUHUMAET pEIIEHHE O 3aIpoce Y Biajesbla
PETMCTPALIMOHHOIO YAOCTOBEPEHHs BHEOUEpPEeNHBIX OOOOWEHHBIX COOOLIEHHH MO
0€301aCHOCTH  3apETHCTPUPOBAHHBIX OHOMENULMHCKUX  KIETOYHBIX IMPOIYKTOB,
KOTOpEIE HAaNpasJIsioTcs B Poc3apaBHaa30p B CPOK, He MpeBblaroimuii 60 pabounx aHen
OT JaThl IONTy4eHHs 3anpoca Poc3apaBHaazopa.



17. FOpuauyeckue nviia, Ha UMs KOTOPBIX BbIIaHbI pa3pellleHUs Ha IPOBEACHUE
KIMHUYECKUX UCCIIeJOBaHUM, B CPOK He Mo3Hee 7 pabouux AHEH MOJDKHBEI cOOOIIATh B
Poc3npaBHaa30p O JIETAIBHBIX WIM YTPOXKAKOLIUX KU3HU CEPHE3HBIX U OJHOBPEMEHHO
HEMPEABUICHHBIX  HEXEJNATeJIbHBIX  peaKkUusX, CBA3AHHBIX C  HUCCIEAYEeMbIM
OMOMEIMIIMHCKMM  KJIETOYHBIM  IPOAYKTOM U  IPWXHU3HEHHBIM  JOHOPCTBOM
OHMOJIOTMYECKOTO MaTepuaja B LENsIX NPOU3BOACTBA OMOMENUWUMHCKUX KJIETOYHBIX
IPOJAYKTOB, BBIABICHHBIX B XOJI€ KIMHHYECKHUX HCCIECNOBAaHUN, pa3spelIeHHBIX K
npoBeaeHuto B Poccuiickoit @exepaiuu, eciii HHOE He MPEIyCMOTPEHO 0A00pEeHHBIM
IIPOTOKOJIOM KJIIMHUYECKOI'0 UCCIEIOBAHUA.

18. FOpunuueckue nuiia, Ha UM KOTOPBIX BBIJAHbl pa3pelleHusl Ha IPOBEICHUE
KIMHUYECKUX UCCIIeIOBaHUM, B CPOK HE To3AHee 15 pabounx gHe# JoMKHBI coo0aTh B
Poc3aopaBHam30p O HEXeNaTEeNbHBIX peakUusxX M cleayloleil HHpopMauuu 110
6e3onacHOCTd U () PEKTUBHOCTH, U3MEHSIOIICH OTHOLIEHUE OXHUIAEMOW IONb3bI K
BO3MOXKHOMY PHCKY INPUMEHEHHs OHOMETUIIMHCKHX KJIETOYHBIX POAYKTOB, CBI3aHHOU
C wuccienyeMblM OHOMEIULMHCKUM KIETOUYHBIM MPOJYKTOM, K BBIIBJIEHHOM B
KIIMHUYECKUX © HOKIMHUYECKHUX HCCIENOBAHUAX, PA3PELUICHHBIX K IPOBEIEHUIO B
Poccuiickon Penepauuu:

1) cepb&3HBIX HEXKENATEAbHBIX PEAKLMSX, SBISIONIMXCA HENpEeIBUICHHBIMHU, 32
UCKJTIOUYEHWEM YKa3aHHbIX B IyHKTe 17 Hactoswero . [lopsnka, cBsi3aHHBIX C
HCClIeyeMbIM OHOMEAUIMHCKUM  KJIETOYHBIM [POAYKTOM U  MNPHUKU3HEHHBIM
IJOHOPCTBOM OHOJIOTHYECKOr0 Marepuajiga B LEsIX MPOU3BOACTBA OHOMETUIMHCKUX
KJIETOYHBIX POAYKTOB, U BBEISBIICHHBIX B KIIMHUYECKUX UCCIENOBAHUAX, Pa3pellIEeHHbIX
K IpoBeeHuIo B Poccuiickoit @enepanny;

2) yrpo3e >XH3HH U 3A0POBBIO YEJIOBEKAa BCJIENCTBUE OTCYTCTBUSA 3(P(HEKTHBHOCTH
OMOMETULIMHCKUX KIIETOYHBIX IIPOAYKTOB;

3) ciuydasx poXIeHUs AeTedl ¢ BpOXIAEHHBIMM AHOMAJIMSAMU HIM IOPOKaMHU
Pa3BUTHUS B Cily4yae, €CJId B OTHOLLUEHUU OLHOIO U3 POAUTENEH TaKUX NETEH paHee IPH
MEIUITHHCKOM BMEIIATeIbCTBE MPUMEHSIIUCH OMOMEIULIMHCKUE KIIETOYHbIE ITPOIYKTHI;

4) mpeBBIIIIEHUH YaCTOThI CEPbE3HBIX HEXENATeNbHbIX PeaKLUA Ha UCCIENLyEeMBblH
OMOMEIUIIMHCKUY KIEeTOYHBIA IMPOAYKT MO CPaBHEHHIO C YacCTOTOW, yKa3aHHOW B
JOKYMEHTALUU KIIMHUYECKOr0 UCCIIeIOBaHu A,

5) yrpo3e XU3HM M 3J0POBBIO UYEJOBEKA, BBIABICHHOW B XOI€ IpPOBEAEHUA
OOKIIMHUYECKMX M KIMHAYECKHX HCCIeNOBaHUM OMOMETUIIMHCKUX  KJIETOYHBIX
IIPOLYKTOB.

19. Cpoku mns coOOINEHHS O HeXeNaTeNbHBIX peakuuixX U HHPOpMaluu Mo
0e30macHOCTH, yKa3aHHBIX B NyHKTe 17 W moamyHkTax 1-2 myHkrta 18 HacTosimiero
IMopsinka, uCYUCISAIOTCA OT NAThl, KOT 1A IOPUIAYECKOMY JIHLY, Ha UMsI KOTOPOT'O BEIJAHO
pa3pelleHne Ha MPOBeIeHNE KIIMHUYECKUX UCCIEeOBAHUM, CTald U3BECTHEI CIENYIOLINE
CBEJICHUS:

1) wundopmauus, mnO3BOJSIOUIAS UACHTA(GUUUPOBATh IOPUIUYECKOE UM
(bHU3UUeCcKoe JIUIIO, BBISBUBLIEE HEXeJIaTeNbHYIO PeaKIHIo;

2) nHbopMaLus, MO3BOJIAIONIasA UISHTUPUIUPOBATh HU3IHUECKOE U0, Y KOTOPOTO
HabJIr01aIach HeXeaTeNbHas peaKkius;



3) uHbopMalKs, MO3BOJISIOIAST UISHTUPHIMPOBATh OMOMETULIMHCKUH KIIETOUHBIH
IPOAYKT;

4) wndopMallusA, MO3BOJIAIOLAS HWIACHTUGUINPOBATh CHMITOMBI HIH HUCXOX
HeXeNaTeIbHON peaKlMy, KOTopas ONpeaesieHa KaK CephE3Has U HEMpPEIBUACHHas.

Cpok mist coobiienus o pakrax U 06CTOATENbCTBAX, YKa3aHHBIX B MOAMYHKTaxX 3-5
nyHkra 18 HacTosuero [lopsaka, ucuucnaeTcs ¢ AaThl, KOrJa FOPUIUYECKHM JIMLOM, Ha
¥IMs KOTOPOTO BBIZIAHO pa3pellieHre Ha ITPOBEJeHHE KITMHUUECKUX UCCIIeIOBaHNH, ObLIH
YCTaHOBJICHbI JaHHBIE PaKThl U 0OCTOATENBCTBA.

20. ¥Opuanueckoe JTULO, Ha UM KOTOPOTO BBIJAHO pa3pelleHHe Ha IIPOBEIeHHe
KIMHHYECKHX HCCIeJOBaHUM, 1o 3amnpocy Poc3apaBHaasopa, pacKpeIBaeT KO JICYEHHS B
COODILEHMIX O CEPHE3HBIX HENPEIBUACHHBIX HEXEIATENBHbIX PEaKIUAX, BEIABJICHHEIX B
XO/I€ CJIETIBIX KIIMHHUYECKUX UCCIIEIOBAHUN.

HevictBue mynktoB 17 m 18 Hacrosmero Ilopsaxa He pacnpoCTpaHsAeTCs Ha
COOOIIEHNS O CEpPbE3HBIX M OJHOBPEMEHHO HENPEABUACHHBIX HEXENaTeIbHbBIX
peakuusX, MPOU3OUIEAINMX C  YYacTHHUKaMH  KIMHHUYECKHX  HCCIIeOBaHUM
OHOMENNIMHCKUX KIIETOYHBIX MPOAYKTOB, MONy4YaBIINX I1anebo.

Coobmiennss O BBIABIEHHBIX Ha Tepputopur Poccuiickoil  ®enepanuu
HeXeJIaTebHBIX peaknusXx Ha OMOMEOUUMHCKHE KIETOYHBbIE IPOAYKTBl CpPAaBHEHMS,
3aperucTpupoBaHHble B Poccuiickoii ®enepanyy, HalpabisAoTcs B PocsapaBHansop B
cooTBeTCcTBHHU ¢ MyHKTamu 12 u 13 Hacrosuero Iopsaaxa.

21. Opunnueckue nuila, Ha UMs KOTOPBIX BBIIAHBI pa3pellleHHs Ha NPOBENCHHE
KIMHHYECKHX MCCJIeOBaHWi, HampaBisioT B Poc3apaBHaa3op — cooOlieHHs O
HeXeJIaTeJIbHBIX PeakKUUsIX, a Takke O (akTax U 0OCTOATENBCTBAX, NPEACTABIIAIOIINX
yIpo3y XU3HH WU 3M0POBBIO YeJIOBeKa IIpH IPUMEHEHHH OMOMEIMUMHCKUX KIETOYHBIX
IIPOIYKTOB, He YKa3aHHbIE B ITyHKTax 17 u 18 HacTosmero [lopsaaka, a TakyKe pe3yybTaThl
aHaM3a UHPOpMaIuK, yKkazaHHo# B myHkTax 17 u 18 Hacrosmero ITopsyka, B cocraBe
0000MEHHEIX COOOmEHuH 1Mo 0e30macHOCTH pa3pabaTbiBaeMbIX OHOMEIHUIMHCKUX
KJIETOYHBIX MPOAYKTOB (Tprioxerne Ne 4 k Hactosmemy Ilopaaky).

22.  O6oOménHple  cooOIIeHHss 1O  0e30macHOCTH  pa3pabaThIBAEMBIX
OMOMEIMIIMHCKHUX KJIETOYHBIX MPOAYKTOB HalpaBisiOTCA B Poc3apaBHaI30p He pexe
OJHOTO pa3a B T'Of B CPOKH, OTCUMTHIBAEMBIE OT JaThl Hayajia IePBOTO KIMHHYECKOTO
HCCIIEAOBAaHHA OHOMEIUIIMHCKOTO KJIETOYHOIO MPOAYKTa B MUPE WM OT JaThl [E€PBOM
roCyIapCTBEHHOU perucTpaluy G0MOMEIULIMHCKOrO KJIETOYHOTO NPOXYKTa B MHUpE, HE
no3auee 60 pabounx AHEH OT AaTHl HCTeYeHHs neproja cOopa COOOLIEHHUH.

23. Ilpu BBHISIBIIEHHM CBEJCHUHN, U3MEHSIOINX OTHOLUICHHUE OXHAAEeMOH IIOJNB3bI K
BO3MOXXHOMY PpHCKY IpUMEHEHUs OHOMEIMLUHCKOIO KIJIETOYHOro TIpPOAyKTa B
KJIMHMYECKOM HCCIIeJOBaHNH, Poc3[paBHaA30p IPHUHUMAET DEUICHHE O 3ampoce y
IOPUIUYECKOro0 JIMIla, Ha KM KOTOpPOrO BBINGHO paspellleHHe Ha IIpOoBeleHue
KIMHWYECKUX HUCCIIeIOBaHUH OMOMEIUIIMHCKUX KIETOYHBIX IIPOAYKTOB, BHEOYEPEIHBIX
000OIIEHHBIX COOOIIEHHM 10 0e30macHOCTH pa3pabaTbiBaeMbIX OMOMEIULMHCKHX
KJIETOYHBIX TPOAYKTOB, KOTOphble HampaBisioTcs B PocsapaBHaz3op B CpPOK, HE
npeBblamui 60 pabounx AHEH OT JaThl NOMYyYEHHS IOPUINYECKHM JIMIIOM, Ha UM
KOTOPOTO BBIJAHO pa3pellieHHe Ha IPOBEICHUE KIMHHUYECKUX HCCIIEAOBAHMH, 3arpoca
Poc3npasnanzopa.



24. OcymecTsieHue paboTsl CyObeKTOB 0OpalleHus GMOMEINIIUHCKIX KIETOTHBIX
MPOAYKTOB (MEAMULMHCKAX OPTaHU3aLMi) 110 BBIABIECHHIO HEXENAaTeIbHBIX PeaKUMH U
MHpOpMAIMY 110 6e30MacHOCTH ¥ 9G(OEKTHBHOCTH NPH TPUMEHEHHH OHOMEIULIMHCKIX
KJIETOYHBIX IPOJYKTOB DPErVIAMEHTHPYeTCs BHYTPEHHMMH NpPHKa3aMud MEIMLUHCKOH
OpraHU3alHH.

25. CyObexThl oOpalneHuss OHWOMEIMUMHCKMX  KJIETOYHBIX  IPOLYKTOB
(MEIUIMHCKIE OPTaHH3aIMK) B CPOK He Mo31Hee 3 pabounx MHEH JOJDKHBI coo0WaTh B
Poc3apaBHan30p O CepbE3HBIX HEXENATENBHBIX PEaKUHsX C JICTAIbHBIM HCXOAOM Wi
YIpo30ii JKM3HH, 38 MCKIIOYEHHEM HEXENAaTeNbHBIX PEaKUUH, BBIABICHHBIX B XOXE
TIpOBeieHHs KIMHHYECKUX HCCIeIOBaHMMA, NPOBOIMMBEIX B MAHHOW MEIULMHCKOH
OpraHu3alyH.

26. CyObekThl OOpamieHHss OHMOMENWIMHCKMX  KJIETOYHBIX  IIPOLYKTOB
(MeIMIMHCKHE OPTaHHW3alUK) B CPOK, He NpeBhIlaommi 15 paboynx IHEH, NOMKHEL
coobmath B Poc3apaBHai30p 0 CIEOyIOMIHX HeXeTaTeNbHbIX PEaKMIX U HH(pOPMALMH
110 Ge30macHOCTH 1 3 )EKTUBHOCTH, BbISBICHHOM JaHHOH MEMIIMHCKON OpraHu3alueq,
3a MCKJIIOYEHUEM HEXeJaTeIbHBIX peakUuHd, BBIABICHHBIX B XO[I€ MPOBEICHHUA
KIHHAYECKUX UCCIICIOBaHMM:

1) cepb&3HBIX HEXENATeNBHBIX PEaKUUAX, BBIBICHHBIX IpH NPUMCHCHHU
GHOMEIUIMHCKIX KJIETOYHBIX TPOLYKTOB U [IPUKHU3HEHHOM JOHOPCTBE OHOJIOrH4ECKOTO
MaTepyaja B UesSX IPOU3BOJACTBA OUOMEIMUMHCKHX KIETOYHBIX MPOAYKTOB, 3a
MCKIIOUEHHEM CEphE3HBIX HEXeNaTeNbHbIX peaKui, YKa3saHHbIX B IyHKTe 25
Hacrosero [Topsaka;

2) caydasx mepefavyd MHGEKIHOHHOTO 3a0o0jeBaHMs Yepe3 OHOMEIUIMHCKHUE
KJIETOYHBIE TPOTYKTHI;

3) cilyyasx OTCYTCTBHS 3asBICHHOMN 3D()EKTUBHOCTH OMOMETHLIMHCKHUX KIETOUHBIX
IPOAYKTOB, MPUMEHSIEMBIX IpH 3a00JI€BaHUsAX, MPEACTABIIOMNX Yyrpo3y Ui KU3HH
yeoBeKa, KOrjaa OTCYTCTBHE KIMHHYECKOro 3QQeKra He BbI3BAHO WHIUBUIYaJbHEIMU
0COGEHHOCTIMHU TTALMEHTa U (WIIH) CrielnduKo ero 3ab0eBaHus;

4) HexenaTeNbHEIX PEakKIUsX, BO3HUKIIAX TP BO3ACHCTBAM OHOMEIULHHCKOIO
KJIETOUYHOTO IIPOAYKTa, CBS3aHHOM C MEJULUHCKOM JIesATeNbHOCTBIO B paMmKax
obOparieHuss OMOMEIULIUHCKAX KIETOYHBIX MPOIYKTOB.

27. OpraEu3aliii, OKa3bIBAIOLIHE MEAWIMHCKYIO TOMOLIL OepeMEeHHBIM,
POMEHHIAM, POAUIBHHIAM U HOBOPOX/IEHHBIM, B CPOK He nosjgHee 15 pabouux gHen
NOKHBL coobmare B Poc3mpaBHan3op 060 Bcex clydasX pOXIEHUS OeTeH ¢
BPOXIEHHBIMHA aHOMATHAMH WM [OPOKaMU Pa3BUTHS, €CIM B OTHOIUEHHM OJHOTO M3
ponutesel Takux feTel paHee IPHMEHAINCH OMOMEAULIIMHCKHE KIICTOUHBIE POAYKTEI.

28. Cpoku i cOOOLIEHHs O HeXeNaTeNbHBIX pPeaklusX W MHGOPMALUH IO
6e30MacHOCTH, YKa3aHHBIX B IyHKTax 25-27 Hactosumlero [lopsaka, HCUHCIAIOTCA C
IaTbl, Korja CyOBekTy oOpauieHus OHOMEAHIMHCKHX KIETOYHBIX IIPOAYKTOB
(MeIMUMHCKOH OPraHU3aIlK) CTAIIM M3BECTHBI CIIEIYIOIIME CBEIEHHS O HEXeNaTeIbHOH
peaxIiy U 0COO0M CUTYalUH:

1) wuHQOpManMs, NO3BOJSIOMAs HIACHTHGHUMPOBATE  FOPUAWYECKOE WM
dH3MYECKOE JIHIIO, BRISBUBLIEE HEXKEIATENbHYIO PEAKILUIO UK 0COOYIO CUTYALHIO;



2) uadopManus, Mo3BOJISIOas HACHTUHUIUPOBATE QUINIECKOE JIULIO, Y KOTOPOTO
Habromanach HeXxenarenbHas peaKLys;

3) uHdopMaIKs, TO3BONIAIOLIAS HACHTUGHIHPOBATE OHOMENUIIMHCKIA KII€TOYHBIN
IPOIYKT;

4) urpopMauus, M03BOJSOMAs HISHTUDUINPOBATE CHMIITOMBI HEXeNaTeIbHOM!
peakuuu.

29. Konuu coobinenuii, HampaBlieHHBIX B Poc3apaBHan30p, B COOTBETCTBHUHU C
nyuktamu 25-27 Hacrosimero Ilopsaka, XpaHATCS B MEIMIMHCKOM NOKyMEHTaLMU
MaLeHTOB.

30. Coob1ieHus1, 00001mEHHBIE COOOIIEeHNUS 10 0€30I1aCHOCTH 3aPErHCTPHPOBAHHbIX
OUOMEIUIMHCKUAX KJIETOYHEIX MPOLYKTOB, 0000MEHHBIE COOOLIEHHUs N0 0e30MacHOCTH
paspabaTbiBaeMbIX OHOMEIULIMHCKMX KIETOYHBIX NPOAYKTOB, IOCTyNArolKe B
anekTpoHHOM BHe B AVIC Poc3ipaBHaa30pa, pEruCTpUPYIOTCS aBTOMAaTHYECKH.

31. Coobmienus, nocrymnaroinue B Poc3apaBHaa30p 1o noure, $haxcy, sJeKTPOHHOM
noyre, a TaKxe OOOOIIEHHBIE COOOIIEHUS MO OE30MaCHOCTH 3aperuCTPHUPOBAHHBIX
OGUOMETULIIMHCKUX KIETOYHEIX IPOAYKTOB, 0000IIEHHEIE COOOLEHHU 10 6€30IaCHOCTH
pa3pa0aThiBaeMbIX OHOMEIMIMHCKMX KIETOYHLIX IPOMYKTOB, IOCTyNAroWIUe B
Poc3apaBHAA30p Ha 3JIEKTPOHHBIX HOCHTENSAX, PETHCTpHpYIOTCA M BHocsTcs B AMC
PocsapaBuanzopa B TeueHue 10 pabouux JHEH ¢ ATl MX IOCTYTUICHHS.

32. OueHka HHGOPMALIUK HAyYHOTO ¥ KIMHUIECKOro XapaKTepa, COAEpKallencs B
coobmenusx, nocrynaromux B AUC Poc3npaBHanszopa, OCyLIECTBISAETCS IKCIEPTHON
opraHuzalleli B TedeHme S5 pabounx JHeH ¢ JaTel nocTymienus B AWC
Poc3npasHazasopa.

OneHka WHGOPMALMK HAYYHOTO M KIMHHYECKOTO XapaKTepa, CoIepKallercs B
0006IIEHHBIX COOOLIEHUAX MO0 GE30MaCHOCTH 3aperHCTPHUPOBAHHBIX OMOMEIUIIMHCKHX
KJIETOYHBIX NPOAYKTOB W  OOCOOIEHHBIX  COOOIMIEHHMAX 10  0e30macHOCTH
pa3pabaThIBaeMbIX OHOMEIUIMHCKHUX KIETOYHBIX NPOJYKTOB, IPOBOAUTCS IKCIEPTHOH
opranuzanueil B TedeHue 60 pabouMx JHEH C OaThl WX MOCTYIUICHHS B 3KCIEPTHYIO
OpraHu3aIHIo.

33. PesynpraThl OLEHKH WHGOPMAlMU HAy4yHOrO M KIIMHUYECKOTO XapakTepa,
colepXamielics B COOOIICHUAX, HANpaBsOTCs B Poc3apaBHan30p 9IKCHEPTHOH
OpraHu3alyel B COCTaBe eXXEHEAENbHAIX OTYETOB.

Pe3ynbTarel OLEHKM HHGOpPMAlMM HAy4HOTO M KIMHMYECKOrO XapakTepa,
colepxaiieiics B 000OIIEHHBIX COOOIIEHUAX MO OE30MacHOCTH 3aperHCTPHPOBAHHBIX
OUOMENUUMHCKUX KIETOYHBIX IPOAYKTOB W  OOOOIIEHHBIX COOOLIEHHAX IO
Oe3omacHOCTH  paspabarblBaeMblX  OMOMEOMLIMHCKHX  KIIETOYHBIX  I[IPOAYKTOB,
HampaBJAroTca B PoC3mpaBHAam30p B COCTaBE €XEMECSAYHBIX OTYETOB OKCIEPTHOH
OpraHU3alyH.

34. Tlpu mOMy4eHHH 3aKIFOUEHHs SKCIIEPTHOM OpPTaHM3alMH O HelOCTaTOYHOCTH
MHGOPMAlMK  COJepXKamencs B OGOGIIEHHBIX COOOIIEHMAX 10 6e30MacHOCTH
3aPerHCTPUPOBAHHEIX OWOMEIULMHCKAX KISTOYHBIX IPOTYKTOB M  O0OOIIEHHBIX
COOOIIEHUAX II0 0e30MacHOCTH pa3padaTbiBaeéMbIX OHMOMEIUIMHCKHX KJIETOYHBIX
IPOIYKTOB Ul OLEHKHA U3MEHEHMS OTHOILIEHMS OXHAAEMOW IOJIB3bI K BO3MOXHOMY
PHCKy IIPUMEHEHNs GHOMEJUIMHCKUX KJIETOYHBIX IPOAYKTOB, POC31paBHaI30p B CPOK,
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He mpesblmmatonmi 10 paboumx AHel ¢ JaThl MOCTYIUIEHHWS JaHHOW HHQpOpMaluH,
HampaBiseT BIAJENbLly PETUCTPALIMOHHOIO yNOCTOBEPEHHS OHMOMEIMIIMHCKOTO
KJIETOYHOT'O MPOIYKTa WY IOpUANYECKOMY JIUILY, HA KMS KOTOPOTO BBIIaHO pa3pelleHne
Ha [pOBEJIEHHEe KIMHUYECKHX HCCIeOBaHUMN, 3alpoc O BHECEHUM M3MEHEHUH B
000011EHHBIE cOO0IIeHNs 1O 0e30MacHOCTH 3apeTrMCTPUPOBAHHBIX OHOMENULIMHCKUX
KJIETOYHBIX IPOAYKTOB WiIH 0000mEHHBIe cooluieHuss 1o  0e30macHoCTH
pa3pabaTeiBaeMbIX OMOMEIULUHCKIX KJIETOUHBIX POTYKTOB.

35. Brnagenel perucTpalliOHHOrO yAOCTOBEPEHUS WK IOPUANYECKOE JIULO0, HAa UM
KOTOPOT'O BBIIAHO pa3pelleHne Ha IPOBECHIE KINHUYECKUX UCCIIEJOBaHUM, B CPOK, HE
npesplarolui 30 pabouux OHeW c Oarhl MOdydeHWs 3anpoca Poc3mpaBHaznzopa,
yKa3aHHOro B myHkTe 34 Hactoswero [lopsaka, momkeH yCTpaHATh 3aME4aHus M
HanpaBlsATh B Poc3gpaBHamzop o0000mEHHBIE cooOlieHUss 10 ©Oe30MacHOCTH
3apeTHCTPUPOBAHHBIX OHOMEIULMHCKAX KIJIETOYHBIX IIPOAYKTOB MM OOOOIIEHHEIE
coobueHnst mo ©e30macHOCTH pa3palbaThiBaeMbIX OHOMEOMIIMHCKAX KJIETOYHBIX
IIPOAYKTOB C y4€TOM BHECEHHBIX U3MEHEHUH.

36. Ilpy BHISBICHHH SKCIEPTHOM OpraHu3alMeil B XoJe OLEHKH HHGOopMauuu
HAYYHOr'0 M KJIMHHYECKOro XapakTepa, coiepxalledcs B COOOLIEHHIX, 0000MEHHBIX
coobmeHnsax 1o 0e30MacHOCTH 3apeTUCTPUPOBAHHBIX OMOMENUIUHCKUX KIIETOYHBIX
IPOAYKTOB U OOOOWIEHHBIX COOOILEHMSX 10 OE30IMacHOCTH pa3pabaThIBacMBIX
OMOMEIMLIMHCKUX KJIETOYHBIX IPOAYKTOB, CBEIEHNH, OTCYTCTBYIOILMX B MHCTPYKIHH 110
IPUMEHEHUI0 WIH JOKYMEHTAallMd KIMHHYECKOrO HCCIECNOBaHMs, H3MEHSIONX
OTHOIIIEHUE 0XXUJ1aeMOI MONb3bl K BO3MOKHOMY PUCKY IIpUMEHEHUS OMOMENULIMHCKUX
KJIETOUHBIX MPOIYKTOB, 3KCIIEPTHAs OpraHM3allusl HarpaBiseT B CPOK, He MO3aHee S5
pabouux JHEH OT AaThl BBISIBICHHWS COOTBETCTBYIOILMX CBEIAEHHWM HalpaBisieT B
Poc3npaBHan3op 3akimodeHre 00 H3MEHEHHM OTHOLUEHHS OXXHUIAeMOHM MOonb3bl K
BO3MOXXHOMY PHUCKY ITpUMeHEHHs OMOMEIULIMHCKUX KIETOYHBIX IPOTYyKTOB.

37. B teuenue 5 paboumx AHeH ¢ AaThl MOCTYIUIEHHUsS 3aKIIOYEHHUS JKCIIEPTHOU
oprasuzanyy 00 W3MEHEHWH OTHOLICHHS OXXUIAEMOM NMONB3Bl K BO3MOXXHOMY PHUCKY
MPUMEHEHHUS OMOMeIUIIMHCKUX KJIETOYHBIX PONYKTOB, Poc3npaBHan3op yBeaomMiser oo
3TOM BJIaZieJIbIla PETHCTPAIIMOHHOr0 YAOCTOBEPEHHUS WU IOPUANYECKOE JIULIO, HA UMs
KOTOPOTO BBIIaHO pa3pelleHre Ha IPOBeJieHNe KIMHUIECKUX UCCIIeN0OBaHUM.

38. Bragenen perucTpaiiOHHOTO YAOCTOBEPEHUS WK IOPUANYECKOE JIULO, HAa UMS
KOTOPOI'O BBIIaHO pa3pellieHre Ha NPOBEACHUE KIMHUYECKUX UCCIIEeIOBaHUi, B T€YeHHE
10 paboumx mHEW C JaThl MOJYy4eHHs yBenoMieHHs Poc3apaBHaa30pa, yKa3aHHOTO B
nyHkre 37 Hactosimero [lopsiaka, AOMKHBI IIPOBECTH MPOBEPKY [JOCTOBEPHOCTH
noJilydeHHOH MH(OpPMaIH W NMpPEeAOCTaBUTh MH(GOPMALIMIO O pe3yJbTaTax NpPOBEPKU B
PoczapaBHanzop.

39. B nepuox mnpoBeneHUs NPOBEPKU, YKAa3aHHOM B IyHKTe 38 HACTOSLLErO
ITopsiaka, Biaaenel perucTpalliOHHOTO YJOCTOBEPEHUS WY IOPUIUYECKOE U0, HA UM
KOTOPOTO BBIIAaHO pa3pellleHue Ha MpOBeAeHHE KIMHHUYECKUX MCCIENOBaHUM,
NPUHUMAIOT MepHI IJIs TOTO, YTOOBI Bpe, CBsI3aHHbBIN ¢ oOpanieHrneM OMOMEIUIIMHCKOrO
KJIETOYHOrO MPOAYKTa, He YyBeawumics. JlaHHble Mephl MOTYT BKIIOYaTh B ceOs
IOTIOJTHUTEJIbHOE  HHGOPMHpOBaHMEe CyObeKTOB oOpalleHus OHOMEIULIMHCKUX
KJIETOYHBIX IIPOIYKTOB MO 0€30IacHOCTH OHOMEIHUVHCKUX KJIETOYHBIX IPOAYKTOB,
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NPUOCTAHOBJICHHE TPUMEHEHUs WIM oOpalleHns OHOMEIMUMHCKHMX KIETOYHBIX
IPOLYKTOB, & TAK)KE MPHOCTAHOBICHHE KITMHHYECKIX HCCIIeI0BaHMH pa3pabaThIBaeMOro
OMOMEIUIIMHCKOTO KIETOYHOI'O IIPOLYKTA.

40. B teuenne 10 paGoumx AgHe# ¢ OaThl MOCTYIUIEHUS PE3YJHTATOB NPOBEPKH,
ykazaHHOM B myHKTe 38 Hacrosmero Ilopsnmka, npoBeleHHOM BiaaeiIbLUEM
PErHCTPaLHOHHOTO yOOCTOBepeHUs, Poc3npaBHag3op yBedoMiIseT MHHHUCTEPCTBO
3apaBooxpaHeHus Poccuiickoii @Denepaldd O BBISBICHWH HOBBIX [aHHBIX IO
OesomacHOCTH ¥ S5(G(PEKTUBHOCTH OMOMENHMLIMHCKHMX KIIETOYHBIX MPOAYKTOB, HE
COepKAIUXCsl B WHCTPYKLUH IO IMPUMEHEHHUIO MM JOKYMEHTAlMH KIMHUYECKOTO
HCCIIEOBaHUA, U3MEHSIOUIUX OTHOILICHUE OXKHUIaeMOW IOJB3Bl K BO3MOXKHOMY PHCKY
IPUMEHEHHUS GMOME TMLIUHCKHXK KJIETOUHbIX IPOAYKTOB, ¥ HANpPaB/IsgeT HH(YOPMALIUIO ISt
pPaccMOTpeHHsI BOIpoca O HEOOXOJMMOCTH BHECEHHS HU3MEHEHHH B PErMCTpalMOHHOE
Iocke OMOMEIUIMHCKOrO  KJIETOYHOrO MNPOAYKTa, OTMEHBl IOCYJapCTBEHHOM
PerHCTpaliy, MpPOBEACHHH NOKIMHHUYECKUX WM KJIWHAYECKMX MCCIeJOBaHKH
OHOMEAMLIMHCKHUX KJIETOYHBIX MTPOLYKTOB, JIMOO HHBIX JOMOJHUTENBHBIX UCCIIETOBAHMMA
KauecTBa, 3)(eKTHBHOCTU U 6€30MacHOCTH OMOMEIUIIMHCKHUX KIIETOYHBIX MPOAYKTOB.

41. TTo uTOraM paccCMOTpPEHHs pPEe3yJbTaTOB NPOBEPKH, YKa3aHHOH B IyHKTe 33
Hacrosmero  Ilopsgka, — mpeAcTaBieHHBIX — BIAAEHBLEM  PETHCTPALIMOHHOIO
yIOCTOBepeHNsT OHOMEIUIMHCKHAX KIETOYHBIX NPOAYKTOB, Poc3apaBHan30p B TeUCHUE
30 pabouux AHEH OT JaThI MOTy4YeHHs pe3yJIbTaTOB IPOBEPKH, 3alIpallliBacT y Bjlaiesblia
PETUCTPALMOHHOTO yAOCTOBepeH s, [1naH ynpaBneHus puckamu (mpuioxeHde NeS K
nactosiemMy [lopsanky).

42. TInan ymnpapieHus puckamu HampasiseTrcs B PocsapaBHamzop B Teuenue 60
pabouMx JHEH OT JaThl MOydeHus 3amnpoca PocsapaBHan3opa, yKa3aHHOIO B yHKTe 41
Hacrosero [lopsnka.

43. Tlpu BBIABIEHHH WHQOPMAIMH O HECOOTBETCTBMM OUOMEIULMHCKOTO
KJIETOYHOTO IIPOAYKTa TpeOOBaHUIM KayecTBa, 3 (GeKTHBHOCTH U OE30MaCHOCTH, B XO/€
IpOBe/leHUs TIPOBEPKH, YyKa3zaHHOM B IyHKTe 38 Hacroswero Ilopsuaka, Bnazgenen
PErUCTPalHOHHOIO YAOCTOBEPEHHUS IOIKeH pa3paboraTs [lnan ynpaBieHus: pucKaMu U
NIpeCTaBUTh ero B Poc3npaBHansop.

44 TInan yrpaBlieHHAs PHCKaMH BKJIIOYAeT MOAPOOHOE ONHUCAHUE MEPONPHUATHH M0
MOHHTOPUHTY 0€30T1aCHOCTH OMOMEIMLIMHCKHUX KJIETOYHBIX IPOAYKTOB, HAIIPABJICHHBIX
Ha BBISABJIEHHE, OLIEHKY U NPEeJOTBpPallcHUE MU MUHUMU3ALHKIO PHCKOB, CBS3aHHBIX C
OUOMEIMUUHCKAMY KJIETOUHBIMH IIPOAYKTAaMH, BKIIOYas OLCHKY 3(Q(EeKTHBHOCTH
J@aHHBIX MEPOIIPUATHH.

45. Poc3mpaBHam30p B CpPOK, He IpeBBINIAIOMMN 5 paboynx OHEH C JHaThl
noctyruiendss IlnaHa ympaBieHHsS pPHUCKaMH, HaIpaBle€T €ro B 3KCIEPTHYIO
OpraHU3alMI0 Ui MPOBENEHHS Hay4YHO-KIMHUYECKOM OLEHKH C LIETBbIO ONpeneneHUs
JOCTATOYHOCTH IpeAJiaraeMbIX MEPOIPHUATHH Ui NpPeNOTBPAIlCHMs Bpeaa >XKU3HU H
3IOPOBBIO I'PaXKJIaH IMPU NPUMEHEHUH OUOMEIULMHCKUX KIETOYHBIX IIPOJTyKTOB.

46. 3akinro4YeHHE JKCIEPTHOH OpraHM3alMi O JOCTATOYHOCTH IPENJIOXKEHHBIX
[TnaHoM ympaBieHUs PUCKaMHM MEPONPHUATUH Ul MPEJOTBpAIlleHHS Bpeda >XU3HHU U
3[0POBBIO, TpakJaH NPU HNPUMEHEHHH OHOMEIUIMHCKHUX KIETOYHBIX TIPOTYKTOB
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HanpasiseTcs B Poc3npaBHan3op B TedeHue 20 paboyux AHeH OT JaThl MOCTYIUICHHUS
[Inana ynpaBieHUsl pUCKaMH B 3KCIIEPTHYIO OPraHU3aLHUIO.

47. Poc3apaBHam30p B Te4eHHE 5 paboynx AHEH OT JaThl IOMYyUYEHUS 3aKIFOUCHHUS
SKCIIEPTHOM OpraHu3anuy, ykasaHHOro B IIyHKTe 46 Hactosmero Ilopsaka, HanpaBiseT
BJIaJIeNblly PEeruCTPallMOHHOTO yAOCTOBEPEHUS YBEIOMIIEHHE O corylacoBaHuu Ilnana
yrpaBlieHUd pUCKaMH, JTUOO yBEIOMIIEHHE O HEOOXOIMMOCTH BHECEHWS MU3MEHEHUH B
[InaH yrpaBneHus pUCKaMH.

48. B cnyyae nony4eHusl yBeIOMIEHUS O HEOOXOIMMOCTY BHECEHUS] U3MEHEHUH B
[Dran ynpaBieHHs pUCKaMH BJIafesell PeruCTPalMOHHOIO YIOCTOBEPEHHUS B CPOK, HE
npesblmaomui 20 paboyux AHeH co [Hs IOJNyYEeHHUs YBEIOMIICHMs, HalpaBisgeT B
Poc3apaBrHanzop [lnan ynpasneHus pUCKaMH C yY€TOM BHECEHHBIX H3MEHEHUH.

49. TTo uToraM pacCMOTPEHHs pe3yJlbTaTOB IPOBEPKH, YKa3aHHON B IyHKTe 38
HacTtosero Ilopsigka, mpencTaBleHHBIX IOPUIWYECKUM JHMLOM, Ha HMS KOTOpPOTO
BBIIaHO pa3pellleHHe Ha MPOBEJEHUE KIMHUYECKHX HccleoBaHuM, PocznpaBHan3op B
teueHue 30 pabouux AHeH ¢ AAThl MOJY4YeHUs pe3yJbTaTOB IIPOBEPKHU, pacCMaTpUBAET
BOIIPOC O HampasjieHHd B MUHHCTEepCTBO 3paBooxpaneHus Pocculickoii enepauuu u
IOpUANYECKOMY JIMIly, Ha MM KOTOPOTO BBIJAHO paspelleHHMe Ha IIPOBEIEHHE
KIMHUYECKUX HCCIeNOBaHUM, WHGOpManUM MJIi pacCMOTPEHUs Bompoca o
HEOOXOUMOCTH IIPUOCTAHOBIICHUS KIMHUYECKOTO HCCIIENOBAaHMS, JOCPOYHOIO
3aBepIIeHHs KIMHUYECKOI0 HCCIEeNOBaHMs, OO0 BHECEHUsS WU3MEHEHHUH B IPOTOKOI
KIIMHUYECKOr0 UCCIICIOBAHMS.

50. Ilo pe3ynpTaTaM MOHHTOpPUHIa 0€30MaCHOCTH OMOMEIULIMHCKUX KJIETOYHBIX
nponykroB Poc3gpaBHaz3op pa3melaeT Ha CBOeM O(HLUMAILHOM caliTe B CETH
«HTEpHET» CBelEeHUSA O pelleHusX MUHHCTEpCTBa 34paBooxpaHeHus Poccuicko
Depnepanuu, NPUHATHIX IO pe3yJibTaTaM paccMoTpeHus nHpopmaunu PoczapasHansopa,
ykazaHHOU B ImyHKTax 40 u 49 nacroswero Ilopsnka.
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Tpunoxenue Ne 1 k [TopsiKy MPOBEAEHNS MOHUTOPHHTA 6e30TIACHOCTH
OUOMEIMUMHCKUX KJIETOYHBIX TPOAYKTOB, YTBEDKACHHOMY IPHKA30M
denepanbHO¥ CiTyKObI 10 HAA30pY B Cepe 3APaBOOXPAHEHHUS

o O CL AR S5 OAL

PexoMeHIOyeMbIit 0Opaselt

Coobmenue o HexeaareasHoii peakuun (HP), a Takke 06 HHBIX GaKTax v 00CTOATENLCTBAX,
NpeacTABJISIOMHX YIPO3Y *H3HH UM 3[10POBBIO 1€/I0BEKA NPH NPHMEHCHHH OHOMENHIIMHCKOr0
KJICTOYHOT0 MPOAYKTA

D IepBu4HOE JononruTeNbHAs HHbOPMALUA K COOBLICHHIO
Ne oT

Hununansl nanvenTts (Koj NaMeHTa)* ITon oM oX

Bec Kr, go 1 roga- B rpaMmMax
Bospacr BepeMeHHOCTE O, CPOK Hezenb

Anneprus o Her o Ectp, Ha

Jleuenne 0O amOyfaTopHoe O CTalHMOHapHOe

o HP y nauuenra, nony4atouiero BMKII

o JloHOpCTBO

0 BosnelicTBHe, CBI3AHHOE C PO(ECCHOHATLHOM AESTEMEHOCTBIO (BKioas HP y MeMUMHCKUX paGOTHUKOB)

Haumenosanne BMKII ITpousBoauTETHL Hosa, myts | JlaTa Havyana Hata TTokazanue
cepun BBEJIEHHS Tepanuu OKOHYaHHsA
Tepanuu

1

2
OnucaHue peakuun* (ykasplBaloTCs BCE NETANH, BKIIO4As JaHHbIC 1a00paTOPHbIX o CwmepTh
WiCCIeOBaHHI; YCIOBUS XpaHeHUs i TpaHcnopTuposkd BMKIT; ans BpoXAEHHbIX aHOMaIHuH

O Yrposa )XH3HH

YKa3bIBaIOTCH

o Tocnuranu3auus UIH ee
fpoaieHne

sce apyrue BMKII u nekapcTBeHHbIE CPEACTBA, TPHHAMAEMBIE BO BpEMA OGepeMEeHHOCTH, 8

o HHBaJIUIHOCTH
TaKKe 1aTy NOCTeqHeN MEHCTPYaIliH)

0 BpoxaeHHBIE aHOMATTH

0 Knunuuecky 3Ha9uMoe COOBITHE

o He npumMenumo

Hara navaja HP Hara paspewenus HP

Conposoxaanacs 11 ormena BMKIT ucaesnosennem HP? o Her o {a o BMKII se ot™ensinocs 0 He npumeHnmo

Hasnauanocs 11 BMKII nosropao? o Her o Jla o CHmkeHue 03Bl

0 HemeIMKaMeHTO3Has Tepanus (XMpYpruieckoe BMEIIaTeNbCTBO)

a .neKapCTBeHHaﬂ Tepanuvs




i

0 Buipoposnenue 6e3 nocnenctBuit o Yiyuumenue coctosnue 0O CocTosHue Oe3 u3MeHeHu i

o Br3nopoBieHHe ¢ MOCHESACTBUAMH (YKa3aTh)

n Cmepts 0 HeussectHo o He mpumenumo

HaumeHoBaHne [TpowussoauTeNb Homep
JIEKapCTBEHHOTO CPEACTBA cepuu
(Toprosoe)

Jo3a, nyTsb
BBEACHUS

Hara Hauana
Tepanuu

Jlarta
OKOHYaHUs
Tepanuu

[TokazaHue

(T I~ B U TS B O B

o Bpau o [lpyro# cenyanucT CUCTEMBI 3APABOOXPaHEHHUA

KoHTakTHbI Testedon/aapec 31eKTPOHHOH NOYTbI:*

o Ilamwenr 0 HHoe nuno

D.1.0

JO/mKHOCTE U MECTO paGoThl

Hara cooliueHus

* noJie 00513aTeNIbHO K 3a110JIHCHH IO

CooGuieHue MoeT OBITh OTIPABIICHO:

e ajpec SNEeKTPOHHOM nouthl: bmkp@roszdravnadzor.ry,

o  daxc: +7(495)698-15-73
e  oH-naiiH Ha caiite npr.roszdravnadzor.ru
L ]

nouTtoBkii axpec: 109074, r. Mocksa, CraBsHcKas momanis, 1. 4, crpoexue 1.




[Mpunoxenue Ne 2 k [Nopaaxky nposeneHus
MOHUTOpUHra 6€3011acHOCTH OHOMEINUUHCKUX
KJIETOYHBIX [POXYKTOB, YTBEPKASHHOMY NPUKa3OM
denepabHOi cIyx6bI MO Hap3OpY B cdhepe
3IpaBOOXpaHEHUs

o'rpa?'pf W/f Ne 5377,@

PekomeHayeMblil o6pasell

CooblleHne 0 HeXxeIaTeIbLHOH peaKuuy Ha OHOMeJHUHHCKHHA KIeTOYHbIf
NPOAYKT, H3y4alolHiics B KIMHHYECKOM HCC/IeJOBAHHH

Ne [MPOTOKO/IA& KJIMHUIECKOT0 HCCACI0BaAHNUA

Haumenosanue BMKIT

Haumenosanue npomoxona

MNe pazpewienus Ha NPOBEQEHUE KIUHUYECKO2O
uccnedosanus 8 Poccutickoi @edepayuu

HaumeHOBaHNE 1e4eOHOTO YUpEeXICHH, B
KOTOPOM BbIABJICHA HEXKEIATEIbHAS PeaKiysi

1. UudopMaumst 0 HexeaTe/IbHOW peakLyu

WHnumansl Ctpana JlaTta poxaeHus Bospacr [Ton Jata Hauana OTMETBTE BCE, UTO
HalueHTa HexenareapHoi | cootBercTByeT HP
peaKiu O CmepTh
(eHe OVYrpo3a Ku3HH
/MecA/Ton)
[T ocivTanu3aliks ni

Omnrcanye HeXXeNaTebHOM peakuuy (BKIIoUas JaHHbIE 1ab0opaTopHBIX 1 ee MPoANEHNE
MHCTPYMEHTAIbHBIX HCCIIEIOBAHUH) .~ Crotixas yTpaTa

TPYLOCTIOCOOHOCTH
WY WHBAJIMAHOCTD

OKnuHuuecku
3HAYUMOE cOObITHE

() BpoxxaeHHbIE
aHOMa/uy

o He npuMeHnMO

11. Mudopmauus o noaoszpesaeMom EMKIT

Tonospesaemsrit BMKII Hcuesna au peakuus
nocne OTMEHEI
npenapara?

(iJla C'Het

{IHenpuMeHuMO

CyTounas no3a(bl) [TyTb(-11) BBEAEHHS Bo3sHuWkna ik peaxuus
BHOBB 10CNE
MOBTOPHOTO

IMoxazanue(s) K HA3HAUYEHHIO: TpUMEHCHUA




JIEKapCTBEHHOIO
npenapara?

iiJla T1Het

{iHenpumeHUMO

HaTLI JICYCHHA C no HpOI[OJ'l)KI/ITe.IIbHOCTb TCpalKuu

I11. ComyTcTBYIOLIAA TEpanusd U aHaMHeE3

Conyrerpyromuit BMKII win siekapcTBeHHBIN Npenapat(-bl) U JaTbl BBEICHH (3a HCKIIOYEHUEM TEX, KOTOpbIE
TIPUMEHSIN 11 JIEYEHNs HEXEIAaTeIbHOH peakiyy)

Jlpyrie pe/icBaHTHbIE AaHHbIE aHaMHe3a (HATPUMED, AMAarHO3bl, ALIEPril, 6ePEMEHHOCTD C yKka3aHHeM BPEMEHH
roceHE M MEHCTPYalluH)

IV. Uadopmaliys 0 NpOoU3BOIUTEIIE

Haumenosanue u adpec npousgodumess

W neHTHUKALHOHHBIH HOMED CITydast JlaTa mostyveHns HHPOPMALMK O HEKEJATENbHOM PEaKLH
MPOU3BOAUTENEM

HcTouHKK HHGOPMALINH O HEXKENATENBHOMA peakuu

[Uccrenosanue [JTurepatypa JCnenyanuct 3ApaBooXpaHenus [ PerylaTopHbie OpraHsl T dpyro#

JlaTa DaHHOTO COOOLIEHHA

Tur coobmeHus

OIepsuunoe CIlosTopHOE

CoobuieHue MOXeT ObITh OTIIPABJICHO:

azipec 3NMeKTPOHHOM mouThl: bmkp@roszdravnadzor.ry,

dakc: +7(495)698-15-73

OH-JIaliH Ha calite npr.roszdravnadzor.ru

nouToseIi anpec: 109074, r. Mocksa, CnaesiHckas ruiomane, . 4, ctpoeHue 1.




[Mpunoxenne Ne 3 k TNopaaxy nposeaeHHss MOHMTODHHTA
6esonacHocTH 0HOMEAMUMHCKUX KIETOYHbIX MPOLYKTOB,
YTBEPXKACHHOMY TpHKa3oM DenepanbHOH CiyxObl no
Ha30py B cepe 3ApaBOOXPaHECHUA

oT ﬂﬂf Zﬁ/f Ne ‘5277“?/

Pexomenmyemslii oOpaselt

O606mennoe coobuenne no GesonacHocTH 3aperncrpuposanHoro BMKII
(OCB)

1. TurynbHas CTPaHHIA

TuTy7BHAs CTpaHMIA COZEPXKHT mnopsakoseii Homep OCB, HasBaHMe
froMequuuHCcKoro KierogHoro mnpoaykrta (BMKII), orderHsl# mnepuon, Aaty
COCTABJIGHHS OT4YeTa, Ha3BaHHMe U aJpec BjlaJeNbla pPErucTPaLOHHOIO
YIOCTOBEPEHHS, 3aABIEHUE O KOHYUASHIHATEHOCTH MHGOPMALIMH, COepXKaleHcs
B OCb.

2. Ornasiaenne

3. Pesome

1) BBegeHHe, yKa3aHHE HOMEPa OTYETa ¥ OTUETHOIO NIEPUOAA,;

2) HauMeHOBaHUE OHOMEIUIMHCKOTO KJIETOYHOro NpOXyKTa (BMKITI), Tun
BMKII (ayTonOrM4HBIN, AQUIOTEHHbIH, KOMOMHMPOBAHHBIN), KaueCTBEHHBIE U
KOJNMYECTBEHHbIE XAPAKTEPHCTUKH KIETOYHON JIMHHM (KIETOYHBIX JIMHHH),
HAPMEHOBaHUsA M KOJHUYECTBO BCIIOMOraTEJbHBIX BEILIECTB, BXOMAIIUX B COCTAB
BMKI], HanMEHOBAaHHA (MexXIyHapOIHBIE HETaTeHTOBAaHHEbIE, i1t
rPYIIMPOBOYHBIE, WIH XUMHYECKHE) W KOJIUYECTBO JICKAPCTBEHHBIX Npernaparos,
pxomsamux B coctaB BMKII, HanMeHOBaH#s MEIUIUHCKUX M3IEUM, BXOIANX B
cocraB BMKII, pexum u crnoco6 npumeHenns BMKII, mpoaomxHTEIBHOCTD
JIeYeHU; |

3) OLIeHKa KyMY/IATUBHOTO BO3/IEHCTBHS B X0JI¢ KITMHMYECKUX HCCIE[OBAaHUM;

4) OLIEHKa JUTHTENTLHOCTH MOCTPETHCTPALIOHHOTO NPUMEHEHUs i 00BEMOB
npumenenust BMKII 3a nanHbIi Ieprof;

5) YHCII0 CTPaH, Ha TEPPUTOPUN KOTOPEIX pasperieHo npumerenne BMKIL

6) 06061meHHas HHGOPMALH 10 OLIEHKe COOTHOIICHH MOJIb3bl ¥ PUCKA;

7) IpUHATHIE U TpeIaraeMsble JeHCTBUSA, CBA3aHHBIE C HI3MEHEHUEM npoduIs
6e30MaCHOCTH, BKIII0Yasl CYILECTBEHHBIE I3MEHEHHS B OPOLIIOPY MCCIeAOBATENS Ha
Tare KIMHMYECKAX UCCIIeIOBAHAN M B MHCTPYKIIMIO [0 IIPUMEHEHHMIO, THOO0 MHBIE
MEpB! BBIABJICHHS WM IPEAOTBPALEHHEe PUCKOB IIPY IPUMEHEHHUH BMKII;

8) 3aKJIIOUeHUeE.



4. BBegenue
1) nata nepsoit rocynapcrBenHol peructpamuu BMKII B mupe, OTUYETHBIA

TIIEPHOJ U MOPSAAKOBBIM HOMED OTYETa,

2) nanmenosanue BMKII u kpaTkas xapaktepuctrka BMKII, anagoru4no
noapaszeny 2 pasgena 3 OCb;

3) kpaTKoe OmHCaHNe KaTeropyil NalKueHTOB, KOTOPBIE MOTYYaroT JICYECHHE C
HazHaueHueM BMKIT uiau OpuH BKIIFOUEHB! B KTHHAYECKUE MCCIICIOBAHHS,

4) xpatkas uHMOpMaLys [0 JaHHBEIM 00 3QQEKTUBHOCTH U 0€30MacHOCTH
BMKIT, kortopas He 6bu1a BKiItodeHa B mogasaemele OCB.

5. PerucrpanHOHHbLIH CTATYyC B MHpP€

Kpatkas wuHpopMamys O [gartax W CTaTyce perucTpauiu BMKII B
MHOCTPAHHBIX ~TOCY[apcTBaX, BKIIOYAIOas JaThl MEPBBIX PErHCTPaluy,
HHQOPMALIMI0 O TOCYJApCTBEHHBIX PETHCTpaLMsX, ACHCTBYIOIMX Ha MaTy
3apepienns neprona OCB, ceeenns 06 0100peHHBIX NOKa3aHUAX K IPUMEHCHHUIO.

6. Mepbl, NPHHATBIE 32 OTHYETHBLIA NEPHOA, B CBSI3H C BbIABJICHHEM

HOBBIX JAHHBIX M0 0€30NaCHOCTH

1) undopmanus o Mepax, INPUHATHIX BIAJENbLEM PErHCTPalHOHHOTO
yIIOCTOBEPEHHS, OPraHaMu FOCYAapCTBEHHOH BJ1acTH B Chepe 31paBOOXPAHEHUS (B
TOM 4HCJIe MHOCTPAHHBIX FOCYAApCTB), CIOHCOPOM KIIMHUYECKOro MCCIICN0BaHus,
TUYECKVMH KOMHUTETaMH, WHBIMH CcyObexktamu obOpamenus BMKII B xone
IPOBECHUS KIMHUYESCKUX UCCIETOBAH!H, MEAHIIMHCKOIO IPUMEHEHNUS, KOTOPBIC:!

a) OKa3ali CYIIECTBEHHOE BIIMSHHE Ha COOTHOIICHME IOJIB3bI K PHUCKY
pUMeHeHHs 3aperucTpuposanaoro bMKIL;

6) oOKasamiM BIMSHAE HAa IIPOBEJEHME KOHKPETHOrO KIMHHYECKOro
FCCIIEIOBAHKS WIH B [IEJIOM Ha IIporpaMMy KinHH4YecKoi paspaborki BMKIT.

2) uudopManus 0 Mepax, NPUHATEIX B OTHOILCHUH HCCIIELYEMOro BMKITI,
BKJIIOYas:

a) OTKa3 B BbJa4ye paspelleHHs Ha I[POBEICHHE KIMHHYECKOTOo
UCCIeNOBAaHUS/UCIIBITAHMS 110  acrlekTaM  Oe30lacHOCTH MM 9THYECKUM
OCHOBaHUSM,;

6) uyacTMYHas WIA TOJHas NPHOCTaHOBKA KIMHMYECKOIO HCCIENOBAHHS
paHee IIAHAPYEMOTO CPOKa BCIIEICTBHE BEIBICHUS JAHHbIX I10 0e30MaCHOCTH UK
OTCYTCTBUS ) PEKTUBHOCTH,

B) oT3bIB Hcciexyemoro bBMKIT;

r) OTKa3 B TOCYJAapCTBEHHOW PErHCTPALMM HJIM BHECEHHH H3MEHEHMH B
PETMCTPALIMOHHYI0 JOKYMEHTAlMIO MO TIOKa3aHWIo, H3y4aBIIEMYyCs B XOAe
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KIMHAYeckoro uccienosanus BMKII, Bkifodas NOGPOBOJNBHBIA OT3BIB OAAYH
3asgBIIEHHS HA pErHCTPALUIO;

1) MepONpUATHs [0 NPEeNOTBPALICHUIO TNPUYMHEHHA Bpeja JHUSHH U
3J0POBbIO TPAXKIAH ¥ METHIIMHCKHX paGOTHHUKOB IIPH IIPUMECHEHUM BMKTII, B Tom
qucle:

-BHECeHMe M3MEHeHHMHi B TIIPOTOKOJN KIMHUYECKOro  HCCIIeAOBaHUA,
06yCIIOBIEHHbIX JaHHBIMH 110 0€30MTacHOCTH HIIH 5} heKTUBHOCTH HMCCIIEyeMOro
BMKII (BKmodYas HM3MEHEHHE PEXMMa M[O3UPOBAHHSA, W3MEHCHH KpPHUTCPUCH
BKITIOUCHUS/MCKIIOUEHNS, BBEIEHME [ONOJHWTEIBHBIX MEp MO KOHTPOJIO
COCTOSHHMSI yYaCTHHKOB MHCCIENOBaHHMs, OTPaHMYEHHE MPOAOLKHTENLHOCTH
HCCIIeIOBaHUS);

- OrpaHWYeHHs UCCIIEyeMO MOMY ALY HIH NOKa3aHWu{ K IPUMEHEHHIO;

-u3MeHeHHs MH(GOPMHUPOBAHHOIO COrNIacHsd, CBA3aHHBIE C npoguinem
oe3onacHoct BMKII;

- u3MeHeHns coctasa ucciexyemoro BMKIT;

- W3MeHEHWe WHCTPYKIMH [O B3STHIO OHOJOIMYECKOro Marepualia IIpH
MPMKA3HEHHOM JOHOPCTBE OHMOJIOrMYECKOro marepuana B HEIX MPOU3BOJACTBA
BMKI]I;

_JIOTIONTHUTENIFHOE TpeOOBaHUE OPraHOB YIPaBICHHA 31PaBOOXPAHEHHEM (B
TOM YHCTE€ HMHOCTPAHHBIX TOCY[apCTB) MO O0COOOMY TOPAAKY MPEeACTABICHUS
HHG(OPMALIKH 110 6€30IIaCHOCTH UCCIIELYEMOTO BMKII,

-BHeouepe[HOe WMH(OPMUPOBAHME HCCIef0BaTeNIed WM MCEIHLUHMHCKHX
paGOTHHKOB I10 BOIPOCaM 0€30I1aCHOCTH UCCICAYeMOTOo BMKII;

- IUIaHMPOBaHWE HOBBIX JOKIUHHUYCCKHX, KIMHAYECKAX HIH  HMHBIX
{icCyIeIOBaHUE 110 U3yUYeHHIO TPpodmIA 6€30I1aCHOCTH, HCCIICyeMOTo BMKIIL

3) Mepbl, IPUHSATHIE B OTHOLICHUH 3apErHCTPHPOBAHHOIO BMKII, BKIIOYaroT:

a) OTKa3 B MPO/ICHHH CPOKa JEHCTBHS PETUCTPAlHOHHOTO YAOCTOBEPCHUA (B
TOM YHCJie B HHOCTPAHHBIX TOCYAapCTBax);

6) [PUOCTAHOBJIEHWE  NPHUMEHCHMUS, oOpallleHuss ~ WIM ~ OTMCHA
roCyapCTBEHHOM PETHCTPaly (B TOM YUCIIE B HHOCTPAHHBIX rocyIapcTBax);

B) MEpONpUATHS IO INpPENOTBPALICHHUIO NPHYMHEHMS Bpela JXU3HH H
370pOBBIO IPaXKAaH U MEIUIMHCKHUX paboraukos npu npuMenenrst BMKII, B Tom
quCIe:

- OrpaHHYeHUs O0paIlEHUS U NPUMEHEHNS BMKII;

- U3MEHEeHHs HHCTPYKIUH 110 IPUMEHEHHIO, a TAK)KE MHCTPYKLMH I10 B3ATHIO
GUONOTMYECKOTO MaTepuaia NpH TPIKA3HEHHOM JOHOPCTBE BKIOYad HOBBIC
TIPOTUBOIIOKA3aHMs, & TAKXKe OrPaHMICHHUE IPHUMCHCHHS BMKII y oTaenbHBIX
KaTeropuil NaluueHToB,;
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- MepOIpHATHS IO IONOTHUTENBHOMY HH(POPMHUPOBAHUIO MEAMIHMHCKUX
paGOTHHUKOB I10 BOIIPOcaM 0e30I1acHOCTH BMKII;

- TpeboBaHKe OPraHOB rOCYIAPCTBEHHOU BJIACTH B cepe 31paBOOXPAHEHHS
(8 ToM uHcie B  WHOCTPaHHBIX rocynapcrsax) O  MPOBENCHHH
nocTperiucrpanronsoro ucenenosanus BMKIL

7. Vi3MeHeHHsl, BHeCeHHbIe B HHCTPYKuUHIo no npuvenennto BMKII

B pasnen BKmoyaercs HHbopManusa 000 BCeX CYLIECTBEHHBIX H3MCHCHHSX,
BHECEHHBIX B MHCTPYKIHIO 1o npuMereHnio BMKII 3a oT4eTHBIH NEPUOL, B TOM
qHCIe:

- uHdopManus 06 W3MEHEHWSIX NPOTUBONOKa3aHHH, 0COOBIX YKa3aHHMIX,
Cepbe3HBIX He)KeNaTeNIbHbIX peaKLuax, He)XenaTeJIbHbIX peakLusiX,
pzaumopeiictBusax bBMKII ¢ npyrumu BMKII 1 iekapcTBEHHBIMHU TpenapaTamMu,

- HOBBIE JaHHBIE IO 6€30MaCHOCTH, TIOJyYEHHbBIE B XO/1€ NIPOAODKAIOIIXCA
11 3aBepLICHHBIX KIHHHYECKUX HCCIIEJ0BaHUH;

- HOBBIE NaHHblE IO 0E30MacHOCTH, IOJNyYEHHBIE B XOAE AOKIMHAYECKHUX
HCCIIeJOBaHUM.

HHpopManys 0 JaHHBIM H3MEHEHHSIM IIPEICTABIAETCA B COOTBETCTBYIOMIMX
paznenax OCB.

K OCB npwiaratoTcs KONHM H3MEHEHUH WHCTPYKIWM [0 MPUMEHEHHIO,
CB3aHHBIX ¢ GesomacHocTbio BMKIT, yTeepxkaenHsix B nepuoa noarorosku OCB,
1160 3asBIICHHBIX IS BHECEHMS M3MEHeHHH B MMHHCTEPCTBO 3APaBOOXpaHEHU
Poccutickoit @enepaiuu.

8. CBegenusi o KojuuecTBe manuentos, noaydasmux BMKII 3a

OTYETHBIH NEPHOI

1) ofinee KOJIMYECTBO MAUHUEHTOB, MNOJIYYaBLIMNX BMKII B KJIMHUYECKHX
pCcCeIoBaHMsX (IPEeANIOYTHTENBHO B TaGIHYHOM (opMaTe), B TOM YHCIIE:

a) oflnee KOJNMYECTBO YYACTHHUKOB KIMHHUYECKUX uccnenoanuii BMKII,
BKJTIFOUSHHBIX B IPOJOJDKAIOIIIECS U 3aBEPIICHHBIC KITMHUYECKIE UCCIICN0BaHNA 1
HO/IBEPIIINXCS BO3JIEHCTBHIO HCCIEAyEMOTO BMKII, mnane6o, wim/u BMKII uiu
NEKApCTBEHHBIM Ipemapar CpaBHEHHS, OT [JaTbl IepBON  MeXIyHapOIHOH
peructpaiuu paspabarsisaemoro BMKII;

6) pacrnpeneneHHe yYaCTHUKOB KIMHHUYCCKUX UcciefoBaHUM 110 BO3PacTy,
I10J1y, PacOBOM NMPUHAIJIEXKHOCTH;

B) UH(GOPMAIIMIO O JO3UPOBKAX, MyTAX BBEICHUA BMKII, npuMeHsABILIHUXCS B
X0Jle KITMHUYECKUX HCCIeNOBaHUM;

r) uadopManus O KIHHUYECKUX HCCIIEI0BAHUAX C yIacTUEM 0COOBIX TpyHIIax
TaIMeHTOoB (BKIIOUast GepeMEeHHBIX XEHILMH, TAlHEHTOB ¢ HapyIICHHAMA GyHKLHMH
[I04YeK, MEeYeHH, CEepPAEeYHO-COCYIUCTOM CHCTEMBl; MAlMEHTOB C KIMHHYCCKH
3HAYMMBIM FeHETHIECKUM TTOTUMOPOH3MOM);
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1) uHbOpMailus O KIMHUYECKHX HCCIIEN0BAHUAX BMKI1 ¢ yuacTeMm
3JI0pPOBBIX JOOPOBOJIBLICB;

e) uH(OpMaLKs O CEpPHEe3HBIX HEXeIaTeNbHbIX PEaKUUsAX, BBIABICHHBIX B
X0/ KIMHAYECKUX UCCIIEOBAHMIM.

2) ofmee  KONMYECTBO  MAalMEHTOB,  MOJy4aBIIHX BMKIT B
IOCTPErHCTPALIMOHHOM MIEPHOJIe, B TOM YUCTIE:

a) obmas uHGOPMALHA O KOIMYESCTBE NALMEHTOB, NOIYydaBIINX BMKII B
[TOCTPErUCTPALIMOHHOM Teprosie (3a UCKIIOUEHHEM KIMHHICCKHX HCCIIeJOBaHUH),
C pacrpe/ie/ieHHeM TI0 TOJIy, BO3pAcTy, MOKa3aHHAM, 103aM, dopMaM BBINIyCKa U
pErrioHaM, T7e 3TO IPHUMEHHUMO;

6) HaHHBIE O KOJIUYECTBE NAIIAEHTOB OCOOBIX IPYII, MOJTYaBIIMX BMKII, B
TOM YHUCJIE:

- IALIMEHTOB JETCKOr0 BO3PacCTa;

- MALMEHTOB IMOXUJIOr0 BO3pacTta;

- eHIIMH B neprol 6epeMEHHOCTH U KOPMIICHHU,

- MALMEHTOB C HapyIIeHUsIMH (YHKIHH eYeHH W/HITH OYeK;

- HAIIMEHTOB C HHOM Ba)KHOM COMYTCTBYIONIEH aTOJIOTHEH;

_[IALMEHTOB, ¢ GoJIee BRIPAKEHHOM THKECTHIO 3a00IeBaHNA 110 CPABHEHUIO C
M3y4aBIIHCS B XOJ€ KIMHUIECKHX UCCIIEJOBAHUM,

-MAIMEHTOB ¢ TeHETHYECKHUM TIOJIMIMOP(QU3MOM, BIUSAOIIMM Ha TPHMEHEHHC
BMKII;

- [aWeHTOB C pAacOBBIMH WM OTHHYECKHMH  XapaKTepHCTHKaMH,
prusironMy Ha npumeHeHne BMKIL

3) ocobernocty npuMenenus BMKIL

Nudopmanust o npumenenuu BMKIT Bre [TOKa3aHUi WHCTPYKLHMH IO
TIPUMEHEHUIO.

9. O606mennble Ta0HUHbIE JaHHbIE O BbISIBJEHHBIX HeXKeJIATEIbHbIX
peaknusax

1) o6o6meHHas HHYOPMALKS O KOMUYECTBE CEPHE3HBIX HEMENATENBHRIX
peaKiyi, BBIABICHHBIX B X0/I€ KIIMHUYECKUX JCCIeI0OBaHMHM (IO CHCTEMaM OPraHoOB)
wis uccnegyemoro BMKII, BMKII uiu niexapCTBEHHBIX NPENapaTos CpaBHeHNMA,
rwianeoo;

2) o6obmenHas HHoOpMaLus MO  HEXENATCNbHBIM  PEaKIiM,
BBISBJIEHHBIM B XOZ€ IMOCTPETUCTPALIHOHHOTO IPUMEHCHUS,

3) uHQOpMANKA O KOIMIECTBE U BHAC HEXKENATENBHBIX PEAKIMAX 3a BECH
nepuof ¢ Aathl nepsoit peructpami BMKII B Mupe, a Takxke 3a OTYETHBIN [EPUOL
OCBH (nokaszarejd HNpPUBOJATCS pa3fielbHO, BKIIOHACTCA uHpOpMaLUsA U3
HaBIFOJaTeTbHBIX HCCIeI0BaHHi, 8 TaKXKe U3 COOOIIEeHUH CyOBEeKTOB oOpatueHus
BMKII). CephesHble HeXXelaTelbHble PeakUMd U PEeakuuy, He OTHOCAIIMECA K
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KaTeTOPHH CEPhe3HbIX, IPUBOLITCA B pa3HbIX Tabnuuax. HexenatenbHble peakiuy
TPYIIHUPYIOTCS IO CUCTEMAaM OpPTraHOB,

[To o0cof0 BaXHBIM acllekTaM mnpoduis O6e30MacHOCTH MOTYT OBITh
TpeCTaBIIeHbl OTAENbHBIE TAONHUIBI HEXEATENbHBIX PEaKUUH ¢ IPYNIHPOBAHHEM
IAHHBIX [0 MIOKa3aHUAM, CTIoco0y BBEACHHS U MHBIM TapaMeTpaM.

10. Pe3ome BaXHBIX AAHHBIX, MOJYYEHHBIX B XO0J€ KJIAHHHYECKHX
HccJe0BaHMI 32 OTUYeTHBIH NMepPHOJ

1) uHbOpManus O 3aBEpPIICHHBIX HIIH IPOAOJDKAIOIIUXCS B OTYETHOM
Tnepuo/e KIMHUYECKHX HCCIIeOBaHHAX dQ(EKTUBHOCTH M 0€301aCHOCTH, BKIFOYas
3HAYMMYIO WH(GOPMALMIO 0 HOBBIX IAHHBIX IO ()(EKTHBHOCTH U 0€301aCHOCTH
BMKII:

a) 3aBepLUCHHbIE KIMHUYECKHE UCCIIEIOBAHUS;

) mpoAoKaroIyecs KIMHUYECKHE HCCTIEOBaHNMS;

B) JJTHTEJIbHBIN OCIe Ay MOHUTOPHHT.

B noxpaszesie IpUBOIUTCS HHGOPMAIKA O MOHUTOPHHIe YIaCTHHKOB paHee
3aBEpIIEHHBIX KIMHHYECKIX UCCIe0BAHUM, €CIIM B XO[i¢ MOHUTOPHHIA MOJIY€HBI
HOBBIE AaHHbIe 110 6e3omacHocT BMKIT;

2) maHHbIE, OMyYeHHBIE B X0 0c00BIX ciTydaeB npumeHeHus bBMKIL

IIprBOASTCA KIMHMYECKUe NaHHbe 00 3PGheKTHMBHOCTH U Oe30MacHOCTH
BMKII, monydeHHEe B Xoie TNpvMeHeHHs Hesaperucrpuposantoro BMKII,
BBO3MBIIIETOCS 0 >KM3HEHHBIM IOKa3aHUAM (B MpeIpervcTPallHOHBIH MEpUO),
nu6O MpeACTaBIABILErocs B IPOrpaMMax OFPaHHYEHHOTO IOCTYIIa, B TOM YHUCJIC B
HHOCTPaHHBIX FOCYyAapCTBax.

11. /laHHbIe HEHHTePBEHIHOHHbIX HCCJIEJOBAHUA

1) B pasnese MpUBOITCS HOBBIE JaHHBIE N0 O€30MACHOCTH, a TaKXKe OLCHKA
BIIMSTHUS 3THX JAHHBIX Ha cooTHouIeHHe moiyb3bl U pucka BMKII, mony4yeHHbIe B
X0/l¢ HEMHTEPBEHIIMOHHBIX KIMHIYECKUX HCCIIeJOBAaHUH/MCTIbITaHui (HarpuMmep,
HEHHTEPBEHIIMOHHEIX ~ MCCIENOBaHUH, SIHAEMUONIOIHIECKUX — HCCIe0BaHMH,
PEeruCTPOB, INPOrpaMM aKTHBHOTO MOHMTOPHHIA), [POBOJHUMBIX BIIaJCIbLEM
PErUCTPAIIMOHHOTO YIOCTOBEPEHMS B OTYETHBIH IIEPHO;

2) xk OCB Moxer mNpunararbCs II€peYeHb HEUHTEPBEHIMOHHBIX
HCCIIENOBAHHUM, NPOBOAAIIMXCS BIIAJENBLEM PETHCTPALIMOHHOTO yIOCTOBEPEHHU,
BLIMIOJTHEHHBIX ¢ IeNblo oeHKH npodwis GesonacHoct, BMKII, mubo ¢ uenbio
OleHKH 3()(GEKTHBHOCTH MEPONPUATHHM 110 MPEAOTBPAIICHUIO BpENa XHU3HH U
3/[0pOBBIO IIPY PMMEHEHNH YeroBeKa npy npumeneHur bMKIL;

3) k OCB MoryT mpunaraTbCsi IPOMEXYTOUHBIE OTYETHI UIIH OKOHYATEIbHBIC
OTYETHl HEMHTEPBEHITMOHHBIX HCCIEIOBAHU.

12. JdaHHble APYrHMX KJIHHHYECKHX MCC/IeIOBaHUA H M3 JPYrHX
ACTOYHHKOB
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B pasgene o6obiaercs HHQOpMALHUS, Kacarolascs OUEHKH COOTHOLICHHA
mone3sl ¥ pucka BMKII u monydeHHas IO pe3ylbTaTaM MHbBIX KIHHHYECKHX
WcCIeqOBaHMi,  CIIOHCOPOM  KOTOpPBIX  HEp)Kareslb  PeruCTPalliOHHOTrO
YIOCTOBEPEHHs He SABIAETCS, MHOO MOyYeHHas M3 MHBIX WCTOYHHKOB, BKIIOYad
pe3yJbTaThl MeTa-aHaJM30B PaHIOMH3UPOBAHHBIX KIMHHYECKHUX KCCIIeAOBaHUH,
JlaHHbIE [0 6e30IIaCHOCTH MapTHepOB 1o paspabotke BMKIL

13. laHHbIE 0 NPHKH3HEHHOM JOHOPCTBE

B pasgene MpUBOIATCA JaHHBIE O KOJUYECTBE JOHOPOB, y KOTOPBIX 3a
OTHETHBIH TIEpHON TPOBOAMICS 3a00p OHONOTHYECKOro Marepuana s uenen
nponssoacTBa BMKII, NaHHBIE O HEXeNaTeNbHbIX ABICHUAX, BBIABICHHBIX B
Tmporiecce B3SATHSL OMOJIOTHYECKOro Marepuana (B TOM HHCJIE HEKENATCNbHBIX
peaKHusX, BhI3BAHHBIX JIEKapPCTBEHHBIMY TIperapaTaMy, HCTIONb30BAHHBIMY B XO€
B3STHS OMOIOTMYECKOr0 MaTepHana), WHOpMauus IO  ApyruM Ipobnemam
6e30MaCHOCTH, BBIABIEHHEIM B MpOLecce B3ATHA OHONIOrHYECKOT0 MaTepHala mpy
[PYXH3HEHHOM JOHOPCTBE, CBENEHHS O IPOM3OIUEIINX 33 OTUETHBIH MEPHOL
W3MEHEHHUAX HHCTPYKIMH MO B3ATHIO OHOJOrMYeCKOro Marepuana, HMEHoLIMX
NOTEHIMAJIbHOE BIMSHUE HAa COOTHOILLUEHHE IOJb3bl W PUCKa NPU NPUMEHECHUH
BMKII.

[Ip HEOGXOAMMOCTH JAHHBIE O HEXENATENbHBIX SBICHUAX MPUBOAITCA B
TaGnuuHOM dopMaTe, aHaTIOrHYHO moapaszeny 1 pasnena 9 OCb.

14. JlanHBbIE JOKJHHHYECKHX HCC/IEN0BAHHM

[Tpuoautcs 0000IIeHHas HHG(OpMaUys IO 3HAYMMBIM B OTHOLICHHH
npodmist Ge30MacHOCTH JAHHBIM, MOJYYCHHBIM B PE3yJIbTaTe NOKIMHHICCKHX
UCCIENOBAHUM in VIVo U in Vitro, BBIIOJHAEMBIX WIH 3aBEPIICHHBIX B OTYETHBIH
13(570)500)i 8

15. JlnrepaTypa

OcyimecTBisieTcss 0600MIeHNE TOTYYEHHBIX HOBBIX U 3HAUMMBIX aHHBIX 110
6e30MacHOCTH, KOTOpHIe OBUIM OMyOIMKOBAHB B PEIEH3MPYeMOll HaydHOM
nurepaType, 60 ObUIM IONyYeHBl M3 HEOIYOIMKOBAHHBIX MoHorpadui,
UMEIOIINX OTHOIIEHHE K JIEKAPCTBEHHOMY IIpernapary, HOCTYNHBIC Biladesblly
PErHCTPALMOHHOTO YIOCTOBEPEHHUS B OTYSTHBIN MIEPHOA.

16. OtcyrcrBue 3(p(peKTHBHOCTH B KOHTPOJHPYEMbIX KIHHHYECKHX
HCCJIeJOBAHUAX

JlaHHBIe, TONyYeHHBIE B X0/€ KITHHIIECKAX MCCIIe0BAHNUH, KOTOPbIE MOTYT
CBHIETEIHCTBOBATD 0 0TCYTCTBUY 3 pexTuBHOCTH, st BMKIL ncnone3yeMbIx 11
JleYeHrst ¥ IPO(GUIAKTHKY yrPOXKaIOUIUX XKU3HH 3a00eBaHui. Taxke IpUBOAUTCH
uH(GOpManms 06 snu3oaax HeapdexTnsHOCTH MHBIX BMKII B cirydae, eciiv JaHHBI®
CBeIeHNs BIUSIOT Ha COOTHOLIEHHe 107156361 ¥ prcka BMKIL
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17. Baxuas uHpopmanusi, NOJY4YEeHHasi ToOC/He 3aBeplICHHUdA
noaroroskn OCH

B paszienie 060611aI0TCs OTEHIHAEHO BaXKHBIE JAHHBIE 110 6€30I1aCHOCTH U
3¢ (DEeKTUBHOCTH, KOTOPbIE GbLIH MOy IeHb! II0CTIE JaThl OKOHYaHHUs cOopa JaHHBIX,
Ho B mepuon moxaroroBku OCD, Bkmroyas HaHHBIE, MOJYyYCHHBIE W3 HAyYHBIX
myOnuKaLui, MOKIMHUYECKUX M KIMHHYECKMX HcceqoBaHuii. Kpome Toro, B
pasziel BKIroYaeTcs MHGOPMALKs O PeIeHHAX OPraHoB rocy1apCTBEHHOHN BIACTH B
chepe 3ApaBOOXpaHEHUS, MPHHATHIX B CBA3W C BBIABICHHEM HOBBIX JAHHBIX IO
6e3onacuoct BMKIL

18. OG30p HOBBIX, pacCMaTPHBAEMBbIX H 3aBepIIeHHbIX CHIHAJIOB

Pa3jen BKITIOYAET JaHHBIE [10 pACCMATPUBAEMBIM CHI'HaNIaM 0€30MacHOCTH, a
TaK)e CHTHAlaM, pacCMOTpeHME  KOTOphiX  3aBepumieHo.  Mudopmanus
npexcTaBisercss B TabnmdaHoi ¢opme. Tabnuua npuiaraeTcss K OTYETy B bopme
TIPUTIOKEHHSL.

19. Curnajabl 6e30MacHOCTH U OleHKa pucka npumenenus BMKII

JlaHHBIN pa3gen BKIIOYAET CIeXyIOLIHe IIoApa3aesbl:

1) o6o6uraromas HHPpOpMaLKs 110 podaemaM Oe30TaCHOCTH:

a) uH(pOPMALMA O MOATBEPKACHHBIX H U3y4aeMbIX CHIHa/laX 0e3011acHOCTH
BMKIT;

6) urdopMmanus MO KaXIOMYy CHUTHaly O€30macHOCTH IPUBOIMTCA B
OTeNbHOH Tabuile, CoAepXXalle CleAyoIne pa3iesibl:

- KpaTKoe ONUCaHKe CUrHajIa 6e30IacHOCTH;

- gjaTa, Korja uH(OpMalus O CHUrHaje O€30MacHOCTH CTajla H3BECTHa
BJIaJIe/IbIly PETUCTPALIMOHHOIO Y IOCTOBEPEHHS;

- cTaTyc curHana (OATBEPK IEHHBIH, H3y4aeMbIi Ha ATy 3aBepLueHus cOopa
nanneix st OCB);

- HCTOYHHK CUTHAJIa;

- KpaTKas XapaKTepHCTHKa CUTHana 6€30MacHOCTH;

- JanpHeHIe MepOTIPUATHS 110 U3yUYEHHIO CUTHAIA;

- IPOBOAMMBIE HITH IUIAHHPYEMblE MEPONPUATHSL 10 PEAOTBPAILECHHIO YIPO3
YKH3HU U 3[I0POBBIO UEJIOBEKA.

2) omenka curHanoB 6Oesomacroctd BMKII. IlpuBomutes obobiaromas
uH(QOPMAIHs TI0 Pe3yJIbTaTaM OLEHKH CHTHAJOB 0e30MacHOCTH, 3aBEPIICHHOH B
OTYETHBIN NIEPHO.

3) oueHKAa PHUCKOB M HOBOH uH(opmauuu. [lauuell mompaszen OCB
COZIEPXMT ONMCAHUE U OLEHKY BeeX puckos mpuMeHeHust BMKII, BRISBICHHBIX 32
OTYETHBIH IIEPUOJI, @ TAKXKe OLEHKY BIUAHHS HOBBIX JaHHBIX HA PaHEC BBIABJICHHbIC
PHCKH.
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4) XapaKTepHUCTHKa PUCKOB. | IpHBOIUTCS XapaKTepUCTAKa IIOJTBEPKAECHHBIX
¥ TIOTEHIMATHHBIX PUCKOB HA OCHOBAHMHU KyMYJIATHBHBIX aHHBIX (B TOM UYHKCIIE HE
OrpaHi4MBaeMbIX OTYCTHBIM TIEpHOJIOM) ¥ OIHCHIBAETCS BaXKHas OTCYTCTBYHOIIAd
uHdopManys.

Wudopmanys 1o pUcKaM BKIOYAeT:

a) 4acToTy,

6) uMCIO BBIABJIEHHBIX CIy4acsB (HymepaTop) M TOYHOCTb OLEHKH, C
yKa3aHHEeM HCTOYHHUKA JaHHBIX;

B) 00beM Ha3HAYEHUH (HEHOMMHATOD), BBIPAXKEHHBIH KaK YACIO [ALHCHTOB,
MAaLHEHTO-MECSIIEB (-JIE€T) ¥ TOYHOCTh OUCHKH;

r) OIIEHKY OTHOCHTEILHOTO PUCKA ¥ TOYHOCTH OLCHKH;

1) OlLIEHKY a0CONIIOTHOIO PHCKA U TOYHOCTD OLCHKH,

¢) BIMSHHE Ha NalieHTa (BIUAHNE Ha CUMIITOMBI, KaueCTBO KU3HU);

) BIMsHHE Ha OOIECTBEHHOE 3710POBBE;

3) akropbl pHCKa (HampuMmep, HWHIUBHIYalbHBIC (akTopbl  pHCKa
(paccMaTpuBaeTCs BO3pacT, 6epeMeHHOCTh/TaKTalus, HapyLIEeHHS (GYyHKLIUH
neyenw/moYeK, 3HAUMMas COIYTCTBYIOIAs IATOJNOTHs, CTCNeHb THKECTH
3aGONeBaHMil, TEHETHYECKHH IOMMMOP(QHU3M, pacoBas W/uni  STHUYECKAs
NPMHAJIEKHOCTB), 1032);

1) TIPOOJKUTENIBHOCTD JICYCHHS, IEPUOJL PUCK;

K) TpeIoTBPaTMMOCTh (OLCHHBACTCA MPENCKA3yeMOCTE, BO3MOXXHOCTD
MOHHTOPMHTa COCTOSHHS MO HMHIMKATOPHBIM CHMIITOMaM HJIH 1260paTOPHEIM
rIapaMeTpam),

1) 0OpaTUMOCTD;

M) IOTEHIMAIBHBIA MEXaHU3M;

H) YpOBEHb [OKA3aTENbHOCTH H HEONpPENeNIeHHOCTH, BKJIIOUas aHallu3
TIPOTUBOPEYAIIUX (PAKTOB IPU X HATHIHH.

5) 53eKTHBHOCTH MEP MUHHMHU3ALIHA PUCKA.

[IpencTaBIsIIOTCS Pe3ybTaThl OLEHKH 3¢ (GEeKTUBHOCTH Mep MHHMMHU3AINH
pucka. B 06001meHHOM BHze TIPEICTaBIsAeTCA COOTBETCTBYIOIIas HHbopManus 1o
3G (EKTUBHOCTH H/HIH OTPAHHYCHUAM KOHKPETHBIX MED MUHUMH3ALMM PUCKa TIO
BAXHBIM HACHTH(HUIMPOBAHHBIM PHCKaM, KOTOpasi Oblia MOJy4eHa 33 OTYETHBIA
nepuoy. Pe3ynbTaThl OLEHK] 32 OTYETHBIN MEPHOA PEACTABIAOTCA B IPUIIOKEHUH
K OTUETY.

20. OmneHka N0Jb3bI

1) Baxuas GasucHas MH(pOpMALHA 10 3(pHEKTUBHOCTU B XOZe KIMHUYECKUX
HCTIBITAHAH U IPUMEHEHHUs B MEULMHCKON NPAKTHKE

B noppaszmene CyMMHpYeTCs OCHOBHas uHbopMauus 10 3¢ (HeKTUBHOCTHA
BMKII B Xxome  KIMHUYECKHX pcciaenoBaHuit ¥ 9GGEKTHBHOCTE,
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IPOJIEMOHCTPUPOBaHHAsl NPH INPUMEHEHHH B MEIULIMHCKOM NpaKTHKe OT Havala
OTYeTHOTO Tepuona. JanHas wHPOpMALUs KacaeTcs OJOOpPEHHBIX IOKa3aHMH K
IIPYMEHEHHUIO.

s BMKII ¢ HECKONBKUMHY TOKa3aHUSIMH, LETIEBEIMU NOMYJIALIUSAMK H/UITH
croco0aMu BBEJEHHS MTOJIb3a OMUCHIBAETCS B OTIEIBHOCTH 110 KaXX0My (akTopy.

Hns BMKII, y KOTOpPHIX 3a OTYETHBIH mepuol ObUIM BbISBIECHEI
CYILIECTBEHHBIE H3MEHEHHS PO 6e30macHOCTU Ui 3 HEeKTHBHOCTH, NaHHEIH
moapasgesl  BKIOYaeT  MHGOpManMIo 110 O0OCHOBaHHIO  OOHOBJIEHHOW
xapaktepucTrky mosib3sl BMKII, oTpaskeHHOM B moapasjese 3 OaHHOrO paszela.
JanHas “HGOpMaLUs COACPKUT CIIEAYIOLIME Pa3Iebl:

a) SIMHUIEMHUOJIOTHS U IIPOUCXOXKAECHUE 3a00IE€BaHNs;

0) XapaKTepUCTHKA MOJIB3bI (Hampumep, JUarHOCTHYECKOE,
MPOPUIAKTHIECKOE, CHMITOMATHIECKOE, O0NI€3Hb-MOTUPULIMPYIOLIEE);

B) BaXXKHbIe KOHEUHbIE TOYKH, TOATBEPIK JAIOIINE NONB3Y (HaIpUMED, BIUAHUE
Ha CMEPTHOCTh, CHMIITOMATUKY, HCXO/BI);

r) nokaszarenbcTBa 3()(QEKTHBHOCTH B KIMHHYECKHX HCCIIEAOBaHHUIX U
MEAMIMHCKOMN npakTuKe 1o cpaBHeHuto ¢ BMKII unu nexapCTBEHHBIM MIperapaToM
CpaBHEHHS (HampHMep, CPaBHUTEIBbHBIE KIMHUYECKHE MCCIIEIOBAHUS C aKTHBHBIM
KOHTPOJIEM, METa-aHAIN3bl, 00CepBalliOHHbBIE HCCIEOBaHH)A);

I) TEHJEHIIMM ¥ [0KAa3aTeJIbhCTBA IOJB3bl 10 BAXKHBIM IOMYJIALUOHHBIM
HnoArpynmnaM (HampuMep, BO3PACTHBIM, I[IOJIOBBIM, STHHYECKHM, MO CTENCHH
TSKECTH 3a00JIeBaHus, TeHETHYECKOMY TONUMOP(H3MY) B CIIydae, €CIIM 3TO HMEET
OTHOIIIEHHE K OIIEHKE COOTHOILEHHS M0MIb3bl U PUCKA.

2) HOBas BBIABJIEHHAs HHPoOpMaLus 10 3PGHEKTUBHOCTH B X0J€ KITHMHHYSCKUX
UCIBITAHUH ¥ IPUMEHEHUS B MEAULIMHCKOM IPAKTHKE

EciM B TeYEHHE OTYETHOTO Mepruoa Oblia IMoiy4eHa HoBas HH(OopMalys 110
s¢pdexrrBroctd BMKII B KITMHUYECKUX UCCIIEIOBAHMAX ¥ MEAULHCKON IIPaKTHKE,
9TH JaHHbIE TPEACTABIISIIOTCS B JAHHOM paselie.

3) XapaKTepUCTHUKA I10JIb3EI

B nozpaszene npeacTasiseTcs 00beANHeHHAsS HHbOpMaIus N0 6a3UCHBIM U
HOBBIM JAHHBIM IT0 TEPamneBTUYECKOM IT0JIb3e, KOTOPBIE CTald H3BECTHBI 32
OTYETHBIH TEPUOJ IO 0T0OPEHHBIM [TOKa3aHHUAM.

B ciyyae OTCYTCTBHS HOBBIX JaHHBIX 1O NMPOQHUIIO NONL3bI M OTCYTCTBHUA
3HAYUTENBHBIX H3MEHeHUH npoduis ©0e30MacHOCTH, PEKOMEHIYeTCs JaBaTh
CCBUIKY Ha Iofpasjien 1 JaHHOro pasnena.

21. HWnaTerpHpoBaHHBLIH AHAJIH3 COOTHONIEHHS MOJIb3bl H PHCKA IO
0100 peHHBbIM NOKA3AHHAM

B paspmene BnagenbleM perucTpalliOHHOIO YAOCTOBEPEHNUS MPEACTaBIACTCA
o6o6IeHHas oneHka monb3bl ¥ pucka BMKIT ¢ yderom uHbOpMauuH,
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NpeCTaBJeHHON BbIlTe. Pe3yNbTaThl MHTETPUPOBAHHOrO aHallisa BKJIFOYAIOT
CIIEAYIOIINE DIIEMEHTHI:

1) MenumuHCKas IOTPeOHOCTs K BaXHbIC ANBTCPHATHBBI (KOHTEKCT
COOTHOIIICHHS TIOJIb3BI U PHCKA).

B nmoppasfene IpeACTaBiseTcs KpaTKoe — ONMCAHUE MeIUIIHCKON
notpe6socty B BMKII 1o 00OpeHHBIM TOKAa3aHMAM 1 CYMMHUPOBAHO TIO
anbTepHaTUBaM (MEIMKAMEHTO3HBIM, XHPYPIAYECKUM HIIH  MHBIM; BKJIIOYas
OTCYTCTBUE JICUEHHU).

2) OlIeHKa NMPOLeYPHI aHANIW3a COOTHOLICHHUS MOJIE3BI ¥ PHCKA.

COOTHOIIEHHE O3Bl HPUCKA UMEET pas3invyHOe 3HA4YEeHHE B 3aBHCHMOCTH
OoT TOKa3aHMH ¥ uedeBblx mnomyisimui. CrepoBaTenpHO, UL BMKII,
3aperiCTPUPOBAHHBIX [0 HECKOJBKAM [OKA3aHMAM, COOTHOLICHHE IOJIBSBI 1 pucka
OLEHHBAeTCS OTHENBHO TI0 KaXIOMy TMoOKasaHuio. B ciydae HaIMdns
CYIIeCTBEHHBIX PA3THIHi COOTHOLICHHUS TMONB3bI i PHCKA MEXIY IOATrpYHNIIaMH B
paMKax OJ{HOTO [IOKa3aHHs, OLIEHKa COOTHOIEHHS [OIB3bI U prcka TpeICTaBIsAeTCs
OTIEIHHO ¥ IJIS NOMYJIAIMOHHBIX MOATPYNI, €CIIH 3TO BO3MOXKHO.

PexoMeHJaIlii B OTHOILIEHUY OLIEHKH IOJIb3bI H PUCKOB:

- KIFoueBas HHPOpMAI¥s, IPEACTABIEHHas B IPEIIECTBYIOIINX pasaeiax Io
[10JIb3€ U PUCKY, 00BEIHHACTCS C LISIIBI0 OLCHKA HX COOTHOIICHHA,

- oreHuBaercs KoHTekeT npumeHenns BMKII: msneuenue, poQUITaKTHKA,
IMATHOCTUKA; CTETIeHb TSYKECTH M CePhe3HOCTh 3a00NeBaHus; LeneBas MOy It
(OTHOCHTEIIBHO 30POBbIE, XDOHUUECKHE 3a00JieBaHUA);

- B OTHOILIEHUH ITOJIB3bI OLIEHUBAETCS €€ XapaKTep, KIMHHYeCKas 3HaYMMOCTb,
IPOIOTKUTENBHOCTE 3 derTa, 06001aeMOCTb, J0KAa3aTeNBCTBO 3P PEeKTUBHOCTH Y
[AIMEeHTOB, He OTBEYAIOMMX Ha AaIbTEPHATHBHOE JIEUCHUE, BBIPAKEHHOCTD
3¢ dexTa, HHANBATYATBHBIC 3T€MEHTBI MOJIb3BL;

- B OTHOLICHHMH PHCKA OLEHUBACTCS KIMHUYECKAs 3HAYUMOCTh (nanpumep,
XapakTep TOKCHYHOCTH, CEpbe3HOCTH, 4acToTa, IpeICKa3yeMOCTh,
TIpeIoTBPaTHMOCTh, 0OPATUMOCTh, BIUAHHE Ha MalMeHTa), a TAKOKE aClIeKThl PUCKa,
CBS3aHHBIE C B3ATHEM OHOJIOTHYECKOTO MaTepuana, NPUMEHEHHEM HE 0
0OGPEHHBIM MOKA3aHMsIM, HOBBIM IOKa3aHUAM ¥ HENPABH/IBHEIM NPUMEHCHHCM;

- mpu  (GOPMyNMpOBKE OIEHKH COOTHOWIEHMS IONB3RI W - pHCKA
paccMaTpUBAIOTCS Clabble W CHIBHBIE CTOPOHBI, 2 TAKXKe HeOoIpeeIeHHOCTH
JOKasaTeNbHOM 6asbl C ONUCAHWEM WX BMAHHSA Ha OLCHKY. [TprBoAKTCA
XapaKTePUCTHKA OTPAHUYEHUH BBIIONHEHHOH OLCHKH.

3) mpeacTaBIAIOTCS OMUCAHNe U apryMEeHTalUs MCIIONIb3yEeMOM METOI0TIOT YU
IUTSL OLIEHKH COOTHOIIEHUS I0JIb3BI M PUCKa.

- NpEeIONOXEHHUs, PACCMOTPEHHE, COOTHECEHHS, KOTOPbIe MOATBEPKAAIOT
CIIeNTaHHBIi BBIBOJ ITO OLEHKE COOTHOILICHHUS MOJIb3bI U PUCKA,
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- KOMMEHTapU{ B OTHOILEHHH BO3MOXXHOCTH BBIPA)KEHUS I10JIB3bl M PHCKA B
TPEACTABICHHOM BHJIE H UX COIIOCTABIICHHUS;

- €CIId INpecTaBlIeHa KOJHUYECTBeHHAs OLleHKa COOTHOIIEHHS, BKIIOYAaeTcCs
0600111eHHOE ONKICaHNe METOIOB OLICHKH;

- DKOHOMHYECKas OLIeHKa (HalmpuMep, COOTHOUIEHHE CTOMMOCTH M
3¢ HEeKTUBHOCTH) HE pacCMaTpUBaeTCs IIPU OLEHKE COOTHOLLEHHs IOJIb3bI M PUCKA.

22. 3akai0ueHne U JeHCTBHSA

1) pasgmen OCB comepXWT 3aKJIOYEHHE O BIMIHUM BCEH HOBOHU
HH(OpPMAIIHH, BEIABICHHON B OTUETHBIH NTepHUojl, Ha OOIIYI0 OLEHKY COOTHOLUEHHUS
MOJB3a-PUCK IO KaXIOMY OJOOpEeHHOMY IIOKa3aHHWIO, a TakKXe IOIArpyInam
NAI[UEeHTOB.

2) 3aKiIOYeHHWe  BKJIIOYaeT  IIpelBapUTENbHblE  MPENJIOKEHHS 110
ONITUMM3ALIMH WK JaTbHENIIel OUeHKH COOTHOIICHNS M0JIb3bI U PUCKA C LEJIbIO UX
IOCIEAYIOIIEro OOCYXKAEHUS C COOTBETCTBYIOLIUMMH PETYJISITOPHBIMU OpraHaMH.
JlaHHBIE TIPETOKEHUST MOTYT BKJIFOYaTh Mephl MUHMMHU3ALMH PHUCKA.

23. Ipunaoxenns k OCb

PexoMennyercs B OCB BKITIOUYATh CleAYIOLIUE IPHUTOKEHUA:

1) cmpaBouHas HHpOpMAaIUS;

2) KyMyJIATHBHBIe oOoOmatomuye TabIuuHble IaHHBIE [10 CEPHE3HBIM
HEJ)KEJIaTeIbHBIM SIBIEHUSM, BBISBJIIEHHBIM B X0/1€ KIIMHUYECKUX UCCIIEIOBaHUH;

3) KyMyJISTHBHBIE H WHTepBanbHbIE 0000matoNe TablIU9HbIE JaHHBIE I10
Cepbe3HBIM U  HECEPhE3HBIM  HEXKEeJaTeNbHBIM  peakUusM I10  JaHHBIM
TIOCTPErUCTPALIMOHHOTO IIPUMEHEHHS;

4) Ttabnu4Hble JaHHBIE [0 CUTHAJAM;

5) oOlLleHKa CUTHAJIOB;

6) mepeveHb BCeX MOCTPETrUCTPALUOHHBIX HCCIEIOBAHUM 11O OE30IIaCHOCTH.



[Mpunoxenue Ne 4 k [Mopsaky NpoBeacHAs
MOHMTOpHHra 6€30MacHOCTH OHOMEIMUMHCKIX
KJIETOYHBIX [POLYKTOB, YTBEPKAEHHOMY MPHKA30M
denepanbHOt ciryxGbi MO HAN30pY B cdepe
37paBOOXpaHEHNA

or Gl-OF AO/F Ne SOZL

Pexomenmyemsbll obpasen

OGoGmenHoe coobuenne no Gesonacuoctu paspadarsisaemoro BMKII
(OCbP)

1. TuryabHas cTpaHUOA

TuTynpHAs CTpaHWla COJEPXMT IIOPSAAKOBBIH HOMED OCBP, Ha3BaHHe
HCCIIElyeMOro  OHMOMEIHLIMHCKOTO KJIETOYHOIO IPOAYKTa (BMKII), oTuyeTHEIH
TIepHOJ, ATy COCTaBIeHUs OTUETa, Ha3BaHHUE H aJlpec OpraHusaluy, MOJTyYUBLIEH
paspelleHre Ha OPTaHM3ALMIO NPOBEACHUS KIMHHIECKOTO HCCIeNOBaHNA BMKII,
UM YIIOJHOMOYEHHOH €10 OpraHu3alid, 3asBICHHE O KOH(UIEHIIUATbHOCTH
nHdopmanuy, comepxameiica B OCBP, u mpenocrepexenue, 4o OCBP moxer
COJEPKAaTh AaHHBIE C PACKPBITBIMU KOJaMH PaBJOMU3ALKH.

2. Kparkoe usiaoxenne OCbP

B pasieN BKIIOYAIOT KPaTKylo HHYOPMAIMIO 10 HanOoIee BAXKHBIM HaHHBIM,
TAKAM KaK: HOMep OTdeTa U OTYETHhHIM IIepUoJ], KpaTKas XapaKTepucCTHKa
uccnenyemoro  BMKIT  (tum  BMKII (ayTONMOTHYHbIH,  AJJIOTEHHbIH,
KOMOMHMpPOBAaHHEI), KayeCTBEHHbIE M  KOJMYECTBEHHbIE — XapaKTCpUCTHKH
KJIETOYHOM JIMHMM (KJIETOYHBIX JIMHHUM), HAaUMEHOBaHMA M  KOJIUHYCCTBO
BCIIOMOTATEIBbHEIX BemecTB, Bxoasmmx B cocras BMKII, HauMeHOBaHHSA
(MeXTyHapOo/JHble HEIIATeHTOBAHHBIE, UM IPYIITHPOBOYHBIC, UIH XMMHY€ECKUE) U
KOJMYECTBO JIEKAPCTBEHHBIX IIPENaparoB, BXOAAUNIMX B COCTaB BMKI],
HAMMEHOBAHUS MeIWIMHCKUX wm3fenui, sxonsmwx B coctaB bMKIL, pexum u
criocoG npuMenerns BMKIL, pofo/KHTenbHOCTD JIEYeHH)s ); OLCHKA KOJIN1eCTBa
CyOBEeKTOB HCCTENOBaHWs (JHI IOABEPTLIMXCS BO3ACHCTBHIO HCCIEAyeMOro
BMKII u £OHOPOB GHOJOTMYECKOro Marepuana B HEIsX IPOU3BOACTBA BMKIT);
PETHCTPALMOHHBIA  CTaTyC C yKasaHWeM KOJIMYeCTBa CTpaH, €Cjlu  OH
3aperHCTPUPOBaH; KpaTKoe M3JOkeHHe OOOOIIEHHOM — OLEHKH npoduis
6e30acHOCTH; KPATKOE M3JI0KEHUE BAKHBIX PUCKOB; MEPBI, MPUHATHIC B CBA3N C
IaHHBIMH TI0 0€30IMaCHOCTH, BKIIOUas CYIICCTBEHHBIE HU3MCHCHUS B OpouItope
yiccie0BaTelIs; 3aKIF0UeHUE/BBIBO/IBL.



3. Ornasiaenne
4. Beegenue
B paszen BKIIOYAOT HHGOPMALHUIO 0 faTe repBudHOH peructpaury bMKII

B MHpe, OT4ETHOM Iepuone U mopsaxkoBoM Homepe OCBP, XxapaKTepHCTHKE
uccneqyemoro BMKII, ananormuno pasgeny 2 OCBP, xpatkoM ONHCaHHH
TMOKa3aHMil K NPUMEHEHHIO U HCCIeNyEeMBIX MOMYNIAIHIX, KPAaTKOM OIHCaHMN
XapakTepa M BPEMEHHOW HANpaBIeHHOCTH KIWHWYECKHX HCCIIeIOBaHUM,
BKJIFOUEHHBIX B OTYET, 4 TAKXKE O KPaTKOM OITMCAaHWU U IMOSCHEHHUS B OTHOLICHUH
KaKoH-1u6o HHpOpMaI¥K, KoTopas He Oblia BKIOYEeHa B OTUET.

5. PerucTpanHOHHBbIH CTATYyC B MHp€E

6. Mepbl, IPHHSITHIE 32 OTYETHDIH EPHO/, B CBSA3H ¢ JAHHBIMH 110
0e30nmacHOCTH

Pasfen BKIIOYAeT ONMCaHWE Mep, MPUHATBIX 33 OTYETHBIA IEPUOJ
OpraHmsandeil, IONyYMBIIEH paspellleHne Ha OpPraHM3alMI0 MPOBEACHUA
xkagardeckoro ucciaegoBanus BMKII, ynmoaHOMOYEHHBIMH oOpraHamu B LeJAX
6€30MacHOCTH, KOTOpbie OKa3ajld BIHSIHHE Ha IMPOBEICHHUE OIPEACTICHHOTO
KJIMHAYECKOTO HCCIIENIOBAaHUS MM Ha MPOrpamMMy KIHHUYECKHX HCCIENOBaHUH B
nenoM. B paszene yka3bIBaloT OCHOBAHMS VTS IPHHATHSL MEp, a TAKXKE BO3MOXKHbIC
M3MEeHeHHs. [0 paHee MNPUHATHIM MepaM. B ciydae HajqnMuusi rocyaapCTBEHHOH
PErMCTPALUK, TaKXXe BKIIOYAKTCA MEpbl B OTHOLICHHM 3apETMCTPUPOBAHHOTO
BMKIL

7. U3meHeHHs, BHECEHHbIe B OpOIIIOPY HCCJIe10BaTe s

Paszen BKIIOYAEeT MepeueHb W3MEHEHHMH, KOTOpble OBLIM BHECEHBI 32
OTYETHBIM IIepHo B OpOLIIOpY HCCIENOBaTelss WIH HMHYK CHPaBOYHYIO
nHGOPMAIIMI0O TI0 0e30NacHOCTH B CBA3W C HOBBIMU aCIIEKTaMH npoduns
6esomacHoctr ucciaeayemoro BMKIIL. HHudopmanus mo AaHHBIM H3MEHCHUAM
TIpeICTaBIsAETCs B COOTBETCTBYIomuX paszenax OCHP.

8. IlepedeHb NPOXO/IKAIOIIHXCS H 3aBePUICHHLIX B OTYETHOM Iepuoae
KJIMHUYECKHX HCCJIeJOBaHHH

B paszene mpencTaBiIseTcs KpaTkas MHQOpMaLys Mo MPOJOIKAIIIMMCS U
3aBEPINEHHBIM B  OTYETHOM II€pHOJAE  KIMHUYECKMM  HCCICNOBAHUAM  C
PeICTABIEHHEM B TNPHIOXKEHHH K OTYeTy METAIbHOM HMHQOpPMAlud IO
WCCJIENOBAHMM B TaOIHYHOHN GopMe MO CIEAYIONUIUM pa3aeiaM:

1) uaenTHOUKAIMOHHBIN HOMED M (a3a UCClIeNOBaHHS;

2) cTaryc BBINOJIHEHYS,

3) rocymapcTBa, B KOTOPBIX DAacCIlOJIOXKEH KaKk MHHUMYM OJIMH
HCCIIeIOBATENbCKUM LIEHTD;

4) KpaTKoe Ha3BaHUE HCCIIeIOBaHMU; IU3aiH HCCIICIOBaHN)S,
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5) [o3bl U PEXHMM JO3HPOBAHUS HCCIELYEMOTO BMKII u BMKII wuin
npenapaTa(-oB) CPAaBHEHHS;

6) ommcaHue IIpoliecca MPHXKU3HEHHOIO NOHOPCTBA OMOJIOTHYECKOTO
MaTepualia B Lelsx npoussonctsa BMKIT;

6) XapaKTeprCTHKa UCCIIElyeMOH MOy JIALNH,

7) nata Hadaja KIMHAYECKOTO MCCIIe0BaHMA,

8) nmaHupyeMblil 00beM BKIIFOYCHNUS;

9) oleHKa KyMYJIATUBHOTO 4Mcyia CyOBEKTOB HMCCIENOBaHUs, IMOTy4HBIINX
JiledeHue U JOHOPOB OHOJIOrHYECKOr0 Marepuana B UeJIfX MpOU3BOACTBA BMKII B
KaXkmoii JiedeOHOH IrpyIIe.

9. OueHKa KOJHYeCTBA Cy0bLEKTOB, MOABEPrUIMXCH BO3JeHCTBHIO
uccaexyemoro BMKII, u 10HOpoB O0OHOJOrHYeCKOro MarepHa/ia B ILEJsX
nponssoacrsa BMKII

JlaHHBIE TIPEACTAaBISIIOT B Ta0NMYHOW ¢(opMme; B Clydae HaIMIMA
CYILIECTBEHHBIX PasIHIuil MEXAY KIMHUYECKUMH HCCIIENOBAHUAMH B OTHOIMICHUH
pcceqyeMoli M03bI, Croco0a BBENEHWs, HWCCIeNyeMOH INOMyNsAUuy, [aHHBIC
CBENCHHMsS [PEACTABNAIOT OTHENbHO; €CM CBOAHblE TalIHMIBI CEPBE3HBIX
HeXeJIaTeJbHBIX SBJIEHUM MPEACTAaBICHBI OTAENBHO IO KaXIOMY HCCIEAyeMOMY
MOKA3aHMIO, IaHHBIE MO OLEHKe BO3HEHCTBHA (KyMYJISTHBHOM BO3ICACTBUH)
IPYIIUPYIOT IO UCCNIELyeMbIM MOKa3aHUAM.

KonuuecTBO CyOBEKTOB, IOJIBEPIIIMXCS BO3JCHCTBHIO HCCIIEYyeMOro
BMKII, u noHOpOB OHMOJIOTHYECKOro MaTtepHaga B LEJsIX MPON3BOIACTBA BMKIT],
TIPEeCTABISIIOTCS CIIEAYIOIIHM 00pa3oM:

1) 060611eHHAs OLEHKA KONHYECTBa CyObeKTOB KIMHAIECKUX HCCIIEJOBAHUM
(muu, momBeprmmxcs Bosgeitctsuio uccnexyemoro bBMKII B xone npoBeAeHHA
KIMHAYECKUX MCCIeNOBaHUM, W JOHOPOB OHONOrMYEeCKOro MaTepHanga B LEIAX
npomssopictea BMKII). B TaGnuuHoil (opMe TNPEACTaBISCTCA CIEyIOLIas
uHbOpMaLysL:

a) obmiee 4uciO CyOBEKTOB B MPOJO/DKAIOIIMXCA W B 3aBEPLICHHBIX
KJIMHUYECKHX UCCIIEOBAHUAX;

6) KOJIMYECTBO CyOBEKTOB KIMHUYECKHX MCCIENOBAHUH (JIAI MOTYYHBIIAX
ucenenyemeii  BMKIL, mmanebo u  mpenapaTel  CpaBHEHWS 1 JIOHOPOB
6HOIOrMYecKoro Marteprana B uensx npouspoactsa BMKII), HaumHas ¢ 1aThl
Hauana kinanueckux uccnenosannii BMKII (B city4yae cienbIx MpoJo/KaIOIINXCs
MCCIIEJOBaHUH YHCIIO CYOBEKTOB OIEHHBASTCS UCXO[A U3 MCIIOJIB3YeMOro METO/A
PaHIOMU3ALMN);

B) KyMYJISATHBHOE KOJIHYECTBO CyOBEKTOB KIMHMIECKHX UCCIIEZIOBaHUH 110
BO3PACTHBIM IPYyIIIaM, MOy, PACOBOH NPUHAMIEKHOCTH, |
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r) peMorpadUvecKkue XapaKTEPUCTHKHM I10 OTHAEIBHBIM HCCICIOBAHUAM
0c000#t BaXKHOCTH.

B moapasmene NpuUBOIATCS yKa3aHHe M OOOCHOBAaHHME MCIIOIB30BaHHBIX
METOJIOB OLEHKH OOOOIIEHHOro BO3JAEHCTBMS, a TaKXKe OrpaHW4YeHHUS NaHHBIX
METOJOB.

2) OLleHKa BO3JEHCTBHUS IIPpH MOCTperucTpaonHoM npumenenn BMKIL B
ciydae, eciu uccnenyemplii BMKIT 3aperncTpipoBaH Ha TEPPUTOPHE KaKOH-THO0
CTPaHBL

10. JaHHble B BHAE CTPYKTYPHPOBAaHHBIX CINHCKOB H 0000IIEHHBIX
Tabann

B Buie CTPyKTYpHPOBAHHBIX CIIMCKOB MPEACTAaBJIAIOT WH(YOPMALHIO O
CephE3HBIX HEXeJATeNbHBIX PEaKLHIX, 3aperdCTPHPOBAHHBIX OpraHU3alved,
MONyYMBIIEH pa3pelieHde Ha OpraHM3aluio MPOBEACHHUS  KIMHUYECKOTO
uccienoanus BMKII, 3a oT4eTHBIN Tepuo, 1 00001IeHHbIE TaOIMYHEIE JaHHbIE
II0 Cephe3HBEIM HEXENATENbHBIM SBICHUSIM, KOTOpBIE OBbUIM 3a8perHCTPUPOBAHE
opraHusaiueif, IONy4MBIUEH paspellieHHe Ha OpraHU3alHI0 MPOBEACHUA
imHuueckoro uccienosanus BMKIL, ¢ mepBoil rocyqapCTBEHHOW perucTpanyu
BMKII B mupe.

B  BHIE CTPYKTYPHPOBaHHBIX CIIACKOB M  OOOOLICHHBIX  TabJHI
IPeICTABIAIOTCS CIEAYIOIINE JaHHbIE:

1) cpaBouyHasi UHGoOpMaIusl.

VKa3bIBaIOT BEpPCUHU UCIOJIb30BaHHOIO JUISt KOAMPOBaHHMS
TEPMHHOJIOTHYECKOTO CJIOBaps, OpOIIIOpPHE HCClieNOBaTeNnss U HHCTPYKIMH IO
npumerenno BMKIT, a Takyke HHCTPYKLUH 10 B3ATHIO OHOJIOTHYECKOro MaTepuana
B eJsx mpoussozctBa BMKII, KOTOpbIe HCIIONB30BANHCE B Ka4eCTBE CIIPABOYHON
undopManuu 10 0€30IacHOCTH [Js OMpeAeNeHHs IPEeIBUACHHOCTH MpH
COCTaBJIEHUH TaOJIMYHBIX JAHHEIX.

2) CTPYKTYypPHUPOBAHHEIA CIIHCOK CEPhEe3HBIX HEXEJATEeNbHBIX peaklui 3a
OTYETHBIN IIEPUO.

[IpuBoOsST KpaTkoe ONUCaHWEe MpPHHLHWIA BKIIOYEHHA  CEPhE3HBIX
HeXeNlaTeNbHbIX pPEeaKiyii B CIIUCOK, CaMH CIIMCKH CEpPBE3HBIX HEIKEIATEIbHBIX
peakiuii, 3aperuCTPUPOBAHHbIX IIPY HPOBEIEHHN KIMHUYECKHX HCCIIeJOBaHHH 32
OTYeTHBIA nepuon, mpusonstcs B npuinoxennn Kk OCBP. CTpyKkTypHpoBaHHbBIE
CIIUCKHM MPEICTABIAIOT HHGOPMALMIO IO BCEM CEPHhEe3HBIM HEXENATeNbHBIM
peaKuusAM W3 KIMHAYECKAX  WCCIeJOBaHMH  OpraHW3alMH, [ONy4HBIICH
paspelleHHe Ha OpTaHU3alMIO IpOBe/IeHus KiTHIdeckoro uccnenosanns bMKII, B
OTUETHBIA mepuoh. JlaHHBIE B CIOUCKAaX TPYNIHPYIOT MO KIXHUYECKUM
WCCIIEeIOBAaHUAM M 3aTeM II0 OpraHo-QYHKLHMOHAIBHBIM Klaccam, OTAENBHO IJIA
CyOBEKTOB KTMHMYECKHX MCCIIeJ0BaHuI (BKITI0Yas JIMI] IOy IMBILUX HCCIIEly eMbIH
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BMKII, miane6o u/Wiiy npenapaTsl CpaBHEHHs, a TAKXKE JOHOPOB OMOJIOTMYECKOTO
MaTepHala B Lensx npoussoncTsa BMKII).

WudopManus 1O  CEPhe3HbIM  HEXENATeNbHBIM  peaklMiM B
CTPYKTYPUPOBAHHBIX CIIMCKAX BKIIIOYACT CIEAYIOLINE NaHHbIC:

a) HAeHTU(UKALMOHHBIH HOMEP KIIMHUYECKOrO HCCIIeA0BAHNA,

6) NIeHTHUKALMOHHBIA HOMEp CyObeKTa HCCIIEOBAHNS;

B) MACHTHhUKALMOHHEIM HOMEpa COOOIICHUs O CephE3HON HeXeNaTeNbHON
peakuuud 10 0ase JaHHBIX OpraHM3alUY, NoNyYMBIIEH paspelleHue Ha
OpraHH3aIuMIo MpoBeseHns Kiurudeckoro BMKIL;

r) cTpaHa BBIABJECHHS CEPbe3HOHN HexenaTeNnbHOH Peakiuy;

1) BO3pAcT U I10JI CyObeKTa UCCIEOBAHUS,

€) yKa3aHHe TPYIIIbl ICYEHHs WK yKa3aHHe, YTO NaHHbIC OCTICIUICHHBIE, ECIH
He BBIMTOIHAIOCH PACKPHITHE PaHIOMU3ALIIOHHOIO KOJa;

K) 71038 U [UTATEIBHOCTh HAa3HAYCHHs HCCIIEAyEeMOro BMKII (B ciyuae, eciiu
HeOGXOAMO, TaKXKe JIeKapCTBeHHas GopMa 1 criocob BBEACHH);

3) JaTa Havyaja W/WIM BpeMs OT Hayana IpHeMa N0 pasBUTHA Cepbe3HON
HeXxellaTeJIbHOHN peaKIIyH,

¥) JaThl Hadajla ¥ OKOHYaHHA Ha3HAYCHMA uccnenyemoro BMKII 151058)07¢
OLIEHKA MTPOIOJDKUTEIBHOCTH JICUCHHUS,

K) Ha3BaHue (ONUCAHNE) CEPbe3HON HEXeNIaTeIbHOM peaKUnu;

JT) KCXOJI HeXKeTIaTeIbHON PeaKIty;

M) KOMMEHTapuH,

3) o6oOuweHHble TaONMYHBIE [@HHBIE O BBIABICHHEIX — CEPbE3HBIX
HEXeJIaTeNbHBIX SBICHUSX.

TIpuBOAAT OTCHUIKY K MPUIOKEHHIO C 0600MIeHHBIMA (KYMYJISTHBHBIMH)
Ta6IMUHBIMA JAHHBIMH 110 BBIABJIEHHBIM CEPbE3HBIM HEXEIaTeJIbHbIM SBICHUAM,
MONTYYeHHBIM OpraHu3alMed, MONy4HBIIEH paspelleHrHe Ha OpraHu3alliio
IpOBeNeHNs KIMHAYECKOTO HCCIIEIOBAHMU BMKII, 3a mepuox OT IaThl Havaja
KTMHAYeCKIX HCCIIeI0BAHMMN 0 HAaThl OKOHYaHHs cGopa JaHHBIX Tekymmx OCBP.
B ciyuae OTCYTCTBHS KaKoO#-MHO0 4acTi TabiMYHBIX NAHHBIX NACTCA 00BSICHEHHUE
npudunasl.  O600mIeHHBIe TabNu4Hble JaHHBIE O BBIABICHHBIX CEPHE3HBIX
He)KeNaTeNbHBIX SBJCHUAX [PHBOJATCA B IPHIOKEHHH U (OPMHPYHOTCHA C
pa3eNeHneM 110 OpraHo-yHKUHOHATBHBIM KIaccaM, IO HCCIIeNyeMbM BMKII, a
taioke mo BMKII u npenapatam cpaBHeHus. B cirydae HEeOOXOIUMOCTH JaHHbIE
MOTYT OBITH CTPYNIMPOBaHBI IO OTACIBHBIM IMPOTOKOJIAM HCCIIeIOBaHMH,
oKasaHUsM, crocoGaM BBEJEHHS, TpOLEeype MOHOPCTBa OHONOrMYECKoro
MaTepuana B neisix npoussoactsa BMKII ui MHBIM KaTeTOpHAM.



11. BaHble AaHHDbIE, OJIYYeHHbIE B X0/le KJAHHHYECKHX HCC/e10BaHHH
32 OTUYETHBIH NepHol, BKJIIYAIOT B ceb:

1) 3aBeplIeHHBIE KITMHUYECKHE HCCIIEI0BAHNA

B xparkom 06OOLIEHHOM BHIEC NPHUBOIUTCH nHpopManys IO HOBBIM
KIIMHUYECKH BaXKHBIM JAaHHBIM, [TOJYyYEHHBIM IO pe3ylbTaTaM 3aBepIIMBIINXCA 34
OTYETHBIHN MIePHOJ KIMHIYECKHX MCCIIEI0BaHHU.

2) IpoAoDKAIOINECc KIHHHYECKHEe UCCIEN0BaHNUS.

B kparkoM O0OOIIEHHOM BHAE MPUBOAUTCH uH(OpMaIys M0 KIMHHYECKH
Ba)XKHBIM JAHHBIM, BBIBJIEHHBIM B XOJA€ NPOBEICHUS €IIE HE 3aBCPHIMBIIMXCA
KIMHAYECKHX VICCIEAOBaHUH.

3) ANUTENBHOE TOCIeNyIoNIee HabIIoIeHHE.

B pasmen BKIIOYAIOT MH(OpMAUUIO O pe3yibraTax JAHTEIBHOTO
OCJIeIyIONIero HabmroAeHus 3a CyObeKTaMi KIMHUIECKOrO UCCIIC0BAHMA [0CIC
3aBEPIICHHUS YIacTUs B KIMHMIECKOM MCCIEI0BAHNM.

4) HHOE TepaleBTHYECKOe TIPIMEHEHNE UCCIIEYyEMOro BMKIL

IIpHBOZAATCS KIMHAYECKH BaXKHBIE TAHHBIE [0 0€30MTaCHOCTH, KOTOPEIC ObL1H
TIOTy4eHbl MPY IIPOBEJEHHH CIeLHalbHBIX MPOTOKOJIOB HCCIIeIOBaHUM, B XOHe
KOTODBIX BBIMONHSETCS OPraHW30BAHHbBIA COOp ¥ NPE/CTABICHHAC UHPOpMAILHH O
HeXKeJlaTeNbHBIX PEaKIUsX.

12. lanHbIe M0 (6€30MaCHOCTH, MOJIyYeHHbIE B X0/1¢ HEHHTEePBCHIHOHHbIX
nccJef0BaHui '

B jaHHoM pasfiene npuBopuTca  oboOIaromas uHpOpMaLud IO
GEe30IIaCHOCTH, MONYYEHHass 3a OTYETHBIM MEpHOA B pE3yJbTaTe MPOBCACHHA
HEHHTEPBEHLMOHHBIX HCCJIeIOBAaHUH (Harpumep, HabIr0JaTeNbHBIX
WCCIIe0OBaHUM, 3MUIEMHUOJIOTHYECKUX HCCIEN0BaHNM, PETHCTPOB M MPOrpaMM
aKTHBHOI'O MOHUTOPHHTIA).

13. lanHbI€e 10 Ge30MacHOCTH, OJTy4YeHHbIe B X0/I¢ IPYrUX KIHHHYECKUX
HccJie0BaHHi

B  famHBIH pasfen  BKIIOYAOT  0000IIaroLIyIo uHboOpMaLUIO 110
6e30MacHOCTH, IIONydeHHas OpraHusanMedf, MONyYHMBILICH paspellleHHe Ha
OpTaHM3alldi0 IPOBEJCHUS KIMHUYECKOIo HCCICNOBAHNA BMKII, 3a oT4eTHBIA
[epHOA B pe3yJbTaTe HPOBENCHHS MHBIX MCCIENOBAHWH, B TOM HHC/IC aHalM3a
CBOJHBIX JaHHBIX WU MeTa-aHaJK3a.

14. [lanHble no  0e30macHOCTH, NnoJiy4eHHbIe B  Xxoje
MOCTPErnCTPALHOHHOr0 NPHMEeHeHH s

Eciau uccnenyemsrit BMKII 3apeructpupoBal Ha TEppUTOPHU KaKo#-1160
CTpaHbl, B pa3fiene MpPEeICTaBIAeTCs KpaTkas o6o6uieHHas HHpoOpMalus Mo
OCHOBHBIM [AHHBIM MO OE30MacHOCTH, KOTOpble OBUTM MONy4eHBl B XOIC
TIOCTPETUCTPALMOHHOTO NIPHMEHEHHUS U CTAIM JOCTYIHBI B OTETHOM NEPUOAL, B
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TOM YHCTIe TEM JAHHBIM, KOTOPHIE SBIMCH OCHOBAaHUEM JJisl BHECEHHs M3MCHEHHH
B HMHCTPYKIHMIO MO MPHMEHEHHIO, MHCTPYKLMIO IO B3ATHIO OHMOJIOrMYECKOro
matepuana B Uemsx npoussoactsa BMKII, Opoltopy  HMCClieoBaTeNs,
MHQOPMUPOBAaHHOE COTJIache WM IUIaH YNPaBJI€HUS PHUCKaMHU. JlaHHBIE TIO
6e30MacHOCTH B pa3zielie BKIIYAIOT Pe3yJIbTaThl IPUMEHEHMS KaK B COOTBCTCTBUH
¢ MHCTPYKLHUEHN 10 NPUMEHEHHMIO, TaK U IPUMCHEHHMS II0 HE3aperHCTPUPOBAHHBIM
TOKa3aHUAM, Pe3yJbTaThl OUIMOOK HasHaueHWs  NPUMEHEHUS Y 0CcOo0BIX TPy
[ALMEHTOB, a TAKXeE JOHOPCTBE OMOJOrMYECKOTO MaTeprana B LIEJIAX MPOU3BOACTBA
BMKIL

15. JlaHHbl€ AOKAHHHYECKHX HCCIEI0BAHUH

IIpescTapisioT 0GOOIEHHBIE JaHHBIE O Haubosee BXXHBIM CBEICHUAM 10
6e30MacHOCTH, ITOJyYEHHBIM 332 OTYETHEBIA IEPHOX 10 pe3ybTaTaM MPOBEICHHBIX
FUTH TIPOJIOJIKAIOIIMKCS. JOKIUHIUIECKHMX UCCIIeJOBaHUH in VIvo U in vitro.

16. JInTepaTypHbie NaHHbIE

IIpe/iCTaBIsAIOT HOBBIE U BaXHEIE JAHHbIE O OE30MaCHOCTH, MMEIOLIMS
oTHOIIeHHe K wucciaexyeMomy BMKIL, Kortopsle OIyGIMKOBAaHBI B HAy4HOH
JIUTEpaType, BKIFOUEHB B HEOITyOIHKOBaHHbIE MOHOTPa(ui, OB PECTABICHb]
Ha HAYYHBIX KOH(epeHUWsX, 1160 OmyOnMKOBaHBI B BUIE aOCTPAKTOB M CTaild
JIOCTYITHBI B OTYETHBIN IIEPHOL.

17. Apyrue OCBP

Ecnu rorosutcs Heckonbko OCBP mns oxsoro uccnenyemoro BMKII, o B
JAHHOM pasjielle IPUBOAMTCS B OGOGILIEHHOM BHJE OCHOBHas MH(OpMALUS IO
6esonacHocti u3 apyrux OCBP.

18. /IaHHbBIe N0 HEAOCTATOYHON TepaneBTHYECKOi 3P PeKTHBHOCTH

B naHHOM pasfene CyMMHPYIOTCS HaHHBIE, KOTOPBIE CBHAETEIBCTBYIOT O
HemocTaTouHO ddexTuBHOCTH Hccnenyemoro BMKII, nmbo ero MeHslIeH
50 (})EKTUBHOCTH [0 CPABHEHMIO C MCIOJB3YeMOH JUIl JIEUCHHS CEPhE3HBIX H
KH3HEyTPOXKAIOIIVX 3260/ IeBaHNH TepaIyel ¥ MOTYT OTpaXXaTh MOBBIIICHHBIH PACK
U1 CyOBEKTOB UCCIIEHOBAHMS.

19. MHble naHHbIE N0 0€30NaCHOCTH, BbIfIBJIEHHbIE B X0[i¢ KIHHH1€CKUX
HccJIe0BaHHui

B faHHOM pasjieNe IMPUBOAUTCS NONMOJHUTENbHAas WHGOpMalUs Mo
0€e30MMacHOCTH, 8 UMEHHO!

1) o0606ienHble TAaONUYHBIE [aHHBIE IO CEPHbE3HBIM HEKENATE/IbHBIM
peakLusIM.

B nmoxpasgene [PUBOAMTICA  WHGOpMAnMs O BCEM  CEPBhE3HBIM
HeXeTaTeIbHBIM PeaKIHaM CyObeKTOB KIMHUYECKUX HCCIIEN0BaHMH (BKIIIOYAs JIULL,
nonyquBIKX Hccnenyemblii BMKII, mmaneGo w/mian npenaparbl CPaBHEHUSA, a
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TaKXke JOHOPOB OMOJIOTMYECKOro Marepyana B LIeNsX NPOU3BOACTBA BMKII), mytem
yKa3aHus 00IIEero KOJMYECTBa CePhE3HBIX HEXENATeIbHbIX peaxuuii 1o:

a) OpraHo-(QyHKLIMOHATBHOMY Kjlaccy;

6) TepMUHAM HeXXeNIaTeIbHBIX PEaKIui;

B) IpYIIIe JEeUEHHU.

BhiIe/IsSIOTCS HeXeNaTellbHble peaklyy, He OMNKMCaHHble B MHCTPYKIUHU IIO
MEIULIHCKOMY IPUMEHEHHIO OMOMETUIIMHCKOTO KJIETOYHOTO IIPOJYKTA.

2) cmMcOK Cy(GBheKTOB KIMHHYECKHX HCCIIC[OBAHMH, KOTOpBIE yMepIH B
TeUeHHEe OTYETHOTO NIEPHOJIA.

[IpuBomutcs WHGOPMALMIO MO CyOBEKTaM KIMHHIECKHX UCCIIeJOBaHUH,
KOTOPBIE yMEPIH B XOJA€ MPOBEACHUS KIMHMYECKUX HCCIIeIOBaHUM, KOTOpas
BKJIIOUAET CIeAYIOLIME TaHHbIE!

a) UIEHTU(UKALOHHBIA HOMEp CIIydas JeTalbHOrO HCXOAa;

6) HasHaYeHHOE JIedeHHe (MOXKET COXPaHATECH OCJICTUICHHE);

B) IPUYKMHA CMEPTH 110 KAXKIOMY CyOBEKTY HCCIIEIOBAHMUSL.

3) CHHMCOK CyOBEKTOB KIMHHYECKHX HCCIICNOBAHUH, KOTOpBIE ObLIH
UCKITIOUEHB] 3 KIMHUYECKHX HCCIe0BaHUH B CBSA3H C PA3BUTHUEM HEXEC/IATEIbHBIX
SBJICHUH B TE€UEHHUE OTYETHOTO MEPUOA.

TIpuBOAUTCA MH(POPMALMIO MO CyOBEKTaM HCCIeNOBaHUH, KOTOPBIE ObuH
MCKIIOYEHB] M3 MCCIIEOBAHMH B CBA3M C Pa3BHTHEM HeEXENaTeNbHbIX SBICHUH B
TeYeHHe OTYETHOIO MEPUOAA, BHE 3aBUCHMOCTH OT YCTaHOBJICHHS B3aUMOCBA3H C
Ha3HaYeHHEM HCCIIeLyeMOro npenapara.

4) cyliecTBeHHbIE IIONPaBKM B MPOTOKONBI KIMHUYCCKUX HCCIIeJ0BaHUMN
¢azsl L.

OIMUCHIBAIOTCS CYIIECTBCHHBIE M3MEHEHHS B IIPOTOKOJAX KIMHUYCCKHX
wccrnenoBaHuil gaser I, cenaHHbIe Ha MPOTSHKEHUM OTUETHOrO NEpUo/a, eClId OHU
paHee He MPeACTaBIIANKNCEH KaK [IOIIPaBKH K IIPOTOKOJTY .

5) cylleCTBEeHHBIE H3MEHEHHS TIpOIIecca IOHOPCTBa

[TprBOIUTCS KPaTKOe OIMCaHHE CYLIECTBEHHbBIX U3MEHEeHHUH Ipoliecca
JIOHOpCTBA OMOJIOTHYECKOro MaTepHana B ILelsiX INPOM3BOACTBA BMKI]I,
ITPOM3OIIEAIIMX 38 OTUETHBIH IEPUOL, C OTPaXKEHUEM OLECHKH UX MOTEHIHAIBHOTO
BIMSIHHS Ha aCIIeKThI IPOQHII 6€301NaCHOCTH.

6) CyILeCTBEeHHBIE H3MEHEHHs TIpOIecca IPOM3BOACTBA

[TpuBOANTCS KpaTKOe OIMCaHWe CYIIECTBEHHBIX M3MEHeHUH mpolecca
TIPOM3BOJCTBA, IPOM3OIIEIINX 3a OTYCTHBIM NEPUOJ, C OTPKEHHEM OLCHKH HX
OTEHLHAIBHOIO BIUAHHS Ha aCIeKTHI MpoQuiisa 6e30IacHOCTH.

7) onrcague 00IIero UCCIeI0BaTENILCKOrO IlaHa Ha TPEACTOSAIINHI T

I[IpuBOAMTCSA KPaTKOE OMMCAHKME UCCIIeI0BATEBECKOrO M1aHa, 3aMEHAIOIIETO
TJIaH UCCIIeJOBAHUA 3a MPEJIIEeCTBYIOIHUHA rOJ.
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20. JlaHHBIE, MOJy4eHHbIE 0cJIe AaThl OKOHYaHus cOopa JaHHBIX OCBbP

Pa3gen Bko4aeT o0OOIIEHHYIO MHQOPMAIHMIO IO MOTCHIMATbHO BaXXHBIM
JaHHBIM 110 6€30MaCHOCTH, KOTOPBIe ObLITH BBIABIEHE! TOCTIE JaThl OKOHYaHHUs cOopa
JaHHBIX, HO B riepuox noarorosku aanHoro OCBP.

21. O606menHasi oneHka npoduias GesonacHocta Heeaeayemoro BMKIL

B pasjene NpuBOOMTCS OCOOIIEHHAs OLEHKa NpoQuis 0e30macHOCTH
uccnenxyemoro BMKIT ¢ 06beIMHEHHBIM aHATN30M BCEX MMEIOLIMX OTHOLICHHE
HOBBIX  KJIMHMYECKUX, HJOKIMHHYECKMX, OIHIEMHOJOTHYECKUX  JaHHBIX,
TIOJTyYEHHBIX Ha MIPOTSKEHHN OTIETHOTO IEPHOAA, C COTIOCTABIEHHEM C IIPEXXHIMU
cBeleHMsMH [0 Tpodumo GesomacHoctd uccnexyemoro BMKIL [l
3apeructpupoBanHbix BMKII omenka BKIIOYaeT KIMHAYECKA 3HAYMMBIC NAHHBIC
HOCTPErHCTPALIAOHHOIO MOHUTOPHUHTA.

1. OnieHKa pUCKOB

[Ipy  OUeHKE pHCKA  HHTEPNPETHPYIOTCS  JaHHBIE IO  HOBBIM
WIeHTHQHIMPOBAHHEIM TpoGieMaM 110 Ge30IacHOCTM WM 3HAYMMOM HOBOW
nHopMarmu 1o Ge3zonacHocTH. [IpencTaBiseTcss ONEHKa CNEMYIOMIMX acIeKToB
npoduis 6e30IacHOCTH Ui CyOBEKTOB KIMHUYECKMX HCCIIeOBAaHHH (Jtan
nonyuusmux uccnenyemsii BMKIT u 10oHOpOB 0O¥OJOrMYecKoro Mmarepuana B
nensx npousBoactsa BMKII):

a) HOBBIE BBIABJICHHBIE aCMEKTHI PO 6€3011aCHOCTH:

- OmmUcaHMe HeXENATENIbHBIX BICHUH WK PEaKiunii;

- u3MeHeHUs 1abOpaTOpHBIX IAapaMeTPOB, CBA3aHHBIE C NPHUMEHCHUEM
ucciaenyemoro bBMKII;

- (haKTOPBI PUCKA,;

- B3aUMOCBS3b C JO3aMH U MPOJODKUTEILHOCTHIO JICUCHHUS;

- 0OPaTHMOCTH OCJIOXKHEHHI,

- (aKxTOphl, KOTOpble MOTYT OBITH IOJIE3HB! IJISI NPOTHO3UPOBAHUS MIIH
peOTBPAIEHNs HeXeNaTebHbIX PEaKinii;

6) 3HaYMMBbIe W3MEHEHUS B XapaKTEPUCTHKE paHee 3aperMCTPUPOBAHHBIX
He)KeJTaTeJIbHBIX PeaKLui;

B) CHMIITOMBI, KaJI00B1, 1ab0paTOPHbIe H3MEHEHHUs], XapaKTePHbIE [JIS HOBbIX
WIN paHee WICHTHGUIMPOBAHHBIX KIMHMYECKH 3HAYNMBIX BHJOB TOKCUYHOCTH
(remaToTOKCUYHOCTE, KapAHOTOKCHYHOCTb, MHUEJIOTOKCUYHOCTE,
HeQPOTOKCHYHOCT, JIEr09HAasi TOKCHYHOCTH, HOHPOTOKCUIHOCTE, AMMYHOT€HHOCTD
¥ PEaKIiK TMIepPIyBCTBUTENBHOCTH);

I) NeTalbHbIe NCXOAB! HeXeNaTeIbHbIX SBICHUH;

I) OCTaHOBKa KJIWHHUYECKOTO MCCICNOBaHMSA IO [PUYHHE PA3BUTHA
HeXeJIaTelbHbIX SBICHUH, BKIIOUas M3MEHEeHHs J1aOOpaTOPHBIX NapaMeTpOB HJIH
pe3ysbTaToB 00CIe10BAHNH,
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e) B3aumogeiictBusg ¢ BMKII, nekapCcTBEHHBIMH INpenapaTaMM H HHBIE
B3alMO/ICHCTBHS;

) BaXHbIe JaHHBIE IO 0E30MacHOCTH, IIONyYeHHbie B JOKIMHHYECKHX
HCCIICIOBAHUSAX;

3) acmeKThl MPOW3BOACTBEHHOrO MpOLecca M JIOHOPCTBA OHONOTHYECKOTrO
matepuana B ueisix npoussoactsa BMKII, koropble MOryT Oka3aTh BIHMAHHME Ha
npo¢dunb 6€30I1aCHOCTH;

M) HENOCTaTOYHAas TepaleBTHYecKas OJ(Q(EKTUBHOCTh, €CIM  OHa
MpEeNCTaBiseT  JOMOJNHHUTENbHBIA  PHUCK ‘I CyOBEKTOB  KIHMHHYECKOTO
HCCIIEJOBAHUS];

K) HaJM4ue JOMOJHATEBHOTO PACKa JJIs 0COOBIX IPYIIII [ALUECHTOB;

JT) BO3IEUCTBHE B [IEPHOJ OEPEMEHHOCTH M JIAKTALIUU U €0 HCXOB;

M) acleKThl 0€30MacHOCTH IPH JUTUTEIBHOM IPUMEHEHNN;

H) JaHHBIE [10 KIMHUYECKU 3HauuMbIM omnbkam npumenenus BMKIT;

0) ClTy4yau IepelO3UPOBKH U €€ KOPPEKIIHH;

1) CJTy4a HeNPaBUJIBHOTO NIPUMEHEHHUS,

p) acreKThl 6e30MacHOCTH, CBA3aHHbIE C IPOLIEAYPaMH, ITPeyCMOTPEHHBIMU
IIPOTOKOJIOM KJIMHHYECKOTO HCCIeN0BaHusA, MMOO C MPOBEIEHNEM UIH AU3aHHOM
KJIMHHYECKOT0 UCCIIeJOBaHMS,

C) NMOTeHIWANbHBIM PHCK 3HAYMMBIX HOBBIX JAHHBIX 1O 0e30IaCHOCTH,
BBISIBJIEHHBIX JUISE APYTrOTO COEAUHEHHS aHAJIOTHYHOTO KJlacca.

2. OlleHKa COOTHOLIEHUS IOJIBE3BI U PHCKa

B pasmene MPUBOAUTCS KPAaTKOE 3aKIIOYEHHE MO OLEHKE COOTHOIICHWS
COBOKYITHOTO PYCKa, YCTAHOBJIEHHOTO IO pe3yJibTaTaM aHanu3a OOOOICHHBIX
JAHHBIX 10 0E30NacCHOCTH, B OXHIaeMO# 3((EeKTHBHOCTH/MONL3BI. Y Ka3blBaeTCs
HACKOJILKO M3MEHIIach OIIEHKA COOTHOIEHH S T0Jb3a-pucK uccaexyemoro bBMKII
110 CPAaBHEHHIO ¢ MIPEIIECTBYIOIIMM OTYETOM 110 G€30I1aCHOCTH.

22. O6061meHHasi HHPOPMAaLHs 0 BAJKHBIX PHCKAX

B paszene npuBoauTcs KpaTkas 06001eHHas HHGOpMAanKs 0 BOXHBIX PUCKaX
B (GopMe TepeyHs BaXHBIX HACHTHGHUMPOBAHHBIX M NOTCHUMAIbHBIX PHCKOB.
Kaxaplli U3 pHUCKOB TOABEPraeTcs €XEroAHOW IIepEeolleHKEe C aHalM30M BCEX
MMEIOILIXCS Ha TEKYLIMI MOMEHT 00beIMHEHHBIX JaHHBIX ¥ 3HAHHH.

OxapakTepr30BaHHbIE PHUCKH, a TAKXX€ PUCKH, HAIHYHE KOTOPBIX B XOIE
IOCTEeTYIOIIEro aHaIN3a He TIOATBEPAMIUCE, IPUBOAATCS B 0630pe B BIAE KPaTKOIo
OTIHCaHUs.

23. 3aka0ueHHe

B 3aKiIIOYEHHH COJAEPXHUTCA KpaTKoe ONHCaHWEe BCEX H3MEHEHHH B
MMEIOLIUXCS 3HAHUAX 10 3 deKTUBHOCTH U GesonacHocTH uccienyemoro BMKIL,
KOTOpbIE MMPOU3OLLTH 32 OTUYETHBIH MEPHOJl ¥ ITOBIUSITH Ha OLEHKY, CICTaHHYIO B
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Tpe/IIeCTBYIOIIEM OTYeTe [0 6e30macHOCTH. B 3aKioueHne BKIF0YAETCs yKasaHue
IeHCcTBHi, KOTOpBIE OBLIH IIPeAIPUHATEL W IIAHUPYIOTCA C UENBIO HAIJIEXKALICTO
OTpaXKEHMs BBISIBICHHBIX HOBBIX aCIeKTOB Mpoduisi 6e30MacHOCTH B MpOrpamMme
KnuHAYecKux uccnenoBanuii BMKIL

24. IlpunokeHHs K OTYETY

OCBP conepxut crenyrolye MprioKeHns:

1)  Opoumopa HCCIEAOBATENS,

2)  KyMyjasaTuBHas TabiMla CyLIECTBEHHBIX 3alpPOCOB CO CTOPOHEI
YIIOJTHOMOYEHHOTO OpraHa,

3)  cTaTyc BBIIOJHEHUS POJOJDKAIOIIMXCS ¥ 3aBEPIICHHBIX KITMHUYCCKUX
UCCIIeJOBaHMM;

4) KyMynATHBHBIE TaONuIBl 10 JeMOTpaQuvecKuM HaHHBIM CyOBEKTOB

KJIMHHYECKUX UCCIIEeIOBaHUH;
5) CTPYKTYpHpOBaHHbBIE CIIMCKH IO CEPBE3HBIM HEXeJIaTeIbHBIM PEakIusM,
BBISIBJIEHHBIM 33 OTUETHBIN IIEPHOI,

6)  KyMylIATUBHBIE TaGIMYHBIE JAHHBIC O BBIABICHHBIX CEPbE3HBIX
He)KellaTeNTbHBIX ABIICHUAX,

7)  pebeparsl HayIHBIX MyOIHKALKH.

JIOMONTHUTEBEHO MOTYT OBITH NPEICTABJIEHbI CIISTYIOUINE NPUIOKECHHS:

- KyMyJISTHBHbIE TabJIM4HbIE NaHHBIE [10 BCEM CEPHE3HBIM HEXKENATEIbHBIM
peaKLuaM;

- CIHMCOK CyOBEKTOB KIHHHYECKHX MCCIEOBAaHUH, KOTOpBIE YMEpIH B
TeYeHHEe OTYETHOTO NIEpHOJIa;

- CNHUCOK CyOBEKTOB KJIMHWYECKHX HCCIIEJ0BaHHH, KOTOpble OBLIA
UCKJIFOYEHBI U3 KIMHUYECKUX MCCIIeI0OBAaHUH B TEYEHHE OTUETHOIO IIEPHUOAA;

- CYINECTBEHHBIE H3MEHEHHs MPOTOKOJIOB KIMHHYECKHUX HCCIIeJOBaHUN
I dassr;

- CylIeCTBEHHBIE H3MEHEHHU Ipoliecca MPOU3BOACTBA,

- ONUCAaHWe OOIIero IUIaHA MCCIEeJOBaHUM Ha MpPEACTOALIMA roj, eciu
MIPUMEHUMO.



[Tpunoxenue Ne 5 k [Topaaky nposeaeHns
MOHMTOPHHIa 6€30MacHOCTH GHOMEAMLMHCKHX
KJETOYHBIX IPOAYKTOB, YTBEPKAECHHOMY TIPHKA3OM
denepanbHON CITyKObI 10 HAA30PY B chepe
3ApaBOOXpaHEHHU

OTQZ'OOP. M/P No jﬁp@

PexoMmenayeMblii 06pasen

Ilnan ynpasJenus puckamu (IIYP)

1. TuTyabHas CTPAHHLA

TUTy/NbHAS CTPAHHMI@A CONEPKMT MOPSIKOBBIM HOMEp IUIaHA YIPaBICHHA
puckamu (manee — IIYP), HasBanue OMOMEIHMIMHCKOTO KJIETOYHOrO MpOAYKTa
(nanee — BMKII), pmary cocrapienus IIYP, Hasanue ¥ ajpec BIal€ibla
PETHCTPALMOHHOTO YAOCTOBEPEHHUs MM IOPHIMYECKOrO JIMIA, Ha HMA KOTOPOro
BBIJIAHO paspellieHHe Ha IPOBEJEeHHe KIMHUYCCKUX UCCIIeJOBaHU, 3asBJIECHHE O
KOH(HIEHIHATBHOCTH HHpOpMaIHH, conepxkaeiics B ITYP.

2. Ornasiaenue

3. O63opuass uHpopManus 10 OHOMEIHUMHCKOMY KJETOUHOMY

NPORYKTY

JlaHHBIA pasfieN CONEPXKAT aAMHHHCTPATHBHYIO HHQOPMAIUIO O [1YP, a
TaKxe 0630pHyIo uHpopmaumo o BMKII, Ha KOTOPEIA COCTABIAETCS [TIVP.

3.1. Uadopmarmsa o BMKIL:

1) nanmenosarune bBMKII

2) tun BMKIT (ayTONOTHYHBIHN, aliOreHHBIH, KOMOHHHUPOBaHHBIN)

3) kaueCTBEHHbIE M KOJHMYECTBEHHBIC XapaKTEPUCTHKH KJIETOYHOH JTHUHHUH
(KJI€TOYHBIX JINHUH)

4) HaUMEHOBaHHUsl M KOJIMYECTBO BCIIOMOTraTEeNbHBEIX BEIIECTB, BXOMANIMX B
coctaB BMKII

5) HaHMEHOBaHUs (MexyHapOHBIE HEeaTeHTOBAHHEIE, WK
IrpyNIUPOBOYHBIE, WA XHMHYECKHE) U KOIHYECTBO JIEKAPCTBCHHBIX NIPEIapatos,
Bxogauwx B coctaB BMKII

6) HaUMEHOBAaHH MEIUIIMHCKUX w3 menuii, Bxoasiux B coctas BMKII,

7) ToKa3aHus:

- 0HOOpEHHEIE,;

- NpezJiaracMele;

8) peXuM NO3UPOBAHUA:

- 0100pEHHBIH;

- IIpeJIaraeMali;

9) GhopMBI U TO3UPOBKH:

- ogoOpeHHasd;
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- mpeaJlaraemas;

10) Biiajenew; perucTpalidOHHOrO yAOCTOBEPEHUS,

11) mara u cTpaHa MEpBOM perucTpalvy B MHPE;

12) mara u cTpaHa, B KOTOPOH OBIIO HAYaTO MEIUIMHCKOE TPUMEHEHHE.

13) 06IeMHpOBON PeryNATOPHEIA cTaTyc ¢ pa3OUBKOW IO CTpaHaM (xara
PETHCTPalMK/0TKa3a, JaTa pa3MEIleH:s Ha PhIHKe, TEKYIIUH CTaTyC perucTpaluy,
TMOSICHUTEIEHBIE KOMMEHTapUN).

3.2. AnmunucTpaTtuBHas uH(Gopmaiys o ITYP:

1) mata okoH4aHus c6Opa JaHHBIX B paMKax Tekywero IIYP;

2) nata npeACTaBICHUS U HOMEDP BEPCHUH,

3) mepeuens Bcex yacrteit [TYP ¢ mpencraBneHneM HHGOpMaluK O JaTe U
Bepcuu [1YP, B pamkax KOTOpOTO B ITOCIEAHUH pa3 MPeICTaBIsIIach 4acTh.

4. XapakTepHcTHKa 0€30MacHOCTH

4.1. DIUAEeMUOJIOTHS TIOKa3aHUi 110 LeJIEBOH MOy IALHH

Onucague BKmMouaeT B ce0s  OLEHKY YpOBHS  3a00J1€BaeMOCTH,
PACIIPOCTPaHEHHOCTH, CMEPTHOCTH, PaclPOCTPAHEHHBIX B ILIEJNEBOM IIOMYNSALHH
CONMYTCTBYIOLIUX 3a00IeBaHUM U NMPEeJICTaBIEHO CO CTpaTHQHKAILIKEH [0 BO3PACTY,
TIOJIy ¥ paCOBOMY WJIM STHUYECKOMY IIPOUCXOXKICHHIO. Pasiiuus B SIINAEMUONIOTHH
B pasHBIX pErMOHAX TaKXe [OJBepracIcs OleHKe H omucaHuio. Takxke
TIPeIOCTaBIAETCS MH(POPMAIIHUS O BAXXHBIX COITyTCTBYOIMX 3a00JI€BaHHUAX LIeTeBOH
nonynsiud ¥ Bo3MoxkHoM BiusHUM BMKII Ha comyTcTBYMOIYI0 NATOJOIHUIO.
BxirouaeTcs uHbOpMalps o mpeanonaraeMoM HasHadenun BMKII, Hampumep,
IpeAHA3HAYEHO JIU OHO Ui NPOMHIAKTHKK 3a00IeBaHUM, s MPelOTBPalLeHHs
CepPhEe3HBIX HMCXOHOB 3a00JIieBaHMH MM [ TOPMOXEHHS INPOrpecCUpOBAHUS
XpoHHYeckoro 3aboneBanus. Takxke npeacraniseTcs kpaTkui 0630p mecta BMKII
cpe¥ MOAXOOB K JIEUSHHIO JaHHOTO 3a00/1€BaHMs.

4.2. JoKJIMHUYECKas 4YacTh.

JlagHBI  MOAYJb MpeAcTaBiseT COOOM pe3loMe OCHOBHBIX JaHHBIX,
IONy4eHHBIX B pe3yibTaTe [NOKIMHHYECKHX HCCIeN0BaHHMA 0e30MmacHOCTH,
BKJIIOYAs:

1) uccrnenoBaHue TOKCUYHOCTH;

2) IaHHbIE [0 O0IUM (apMaKOIOTHYECKUM CBOMCTBAM,

3) naHHsbI€ M0 peakuysM B3aumoaencTeus bMKII,

4) uHBIe JaHHBIE 10 TOKCUYHOCTH.

Kpome TOro, OmMMCHIBAIOT acleKThl KauecTBa, B Ciydae €ClIM OHH MOTYT
3HAYMMO OTpa3uThes Ha mpoduie 6ezonacHocTy BMKIL

Ecnu BMKII npengna3sHadueH i NPUMEHEHHs JKEHIIMHAMH IE€TOPOIHOIO
BO3pacTa, MPUBOAITCSA AaHHbIE O PENPOJYKTHBHOW TOKCHYHOCTH M BJHMAHMM Ha
pasBHTHE IUIOJ, @ TaKXKe O IMOCIeACTBHAX Hcmonb3oBanus BMKII y naHHOHU
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IPYIIIB! TALUEHTOB.

OcTalibHble 0cOoObIe TPYIIbI HaCeNIeHUs pacCMaTPUBAIOT B 3aBUCHMOCTH OT
YTBEpKICHHBIX TMOKA3aHUN W LIeNIEBOH MOMYJIALMH, 8 TAKXKE OT HEO0OX0AUMOCTH
HaJIM4YHsl KOHKPETHBIX JOKIMHHYeCKHX NaHHBIX.

Kpome Toro, OnMCHIBAFOTCS aCleKTHI MPOLECCa AOHOPCTBA OHOJIOrHYECKOTO
marepuna B uemsix npouspoiactea BMKIL, B ciydae eciad OHM MOTYT SHa1HMO
orpasuthes Ha mpodue Gesonacroctr BMKIL

4.3. Bosneiicterie BMKII B x0/le KIIMHIYECKHX HCCIEI0BaHHUH

B pasfene TNpPEACTaBIAIOTCA [aHHBle O TAUMEHTaX W JIOHOpaX
Guronorndyeckoro Marepuna ais npoussozctea BMKIL, koToprie OBLIY BKJIIOUEHBI B
KIUHAYECKWe HCCIeNoBaHMs (Ha KakMX rpynnax MNalueHTOB H3ydaliCid BMKTI).
JlaHHBIe HPENCTABISIOT B (opmare, yHOOHOM Uil aHalu3a, HalpUMEp, B dbopme
TaGimw/rpadukos. OGbeM HCCleAyeMOl MOMYNANMA OMUCHIBACTCA C yKasaHHEM
JAHHBIX O KOJIMYECTBE NALMEHTOB 1 B)EMEHHOI0 POMEXYTKA, B TeICHHE KOTOPOTO
nanpenTsl moasepranucs BozneiicTsuo bMKIIL [lanHble MO JeMorpapruecKuM
XapaKTePUCTHKAM yUYaCTHUKOB, BKITFOUEHHBIX B KITMHUYECKUE HCCIICIOBARNA, TAKMC
CTpaTUQUUMPYIOTCS B 3aBACHMOCTH OT THNA HCCICAOBAHUAL. Crparudukarns
Oy IAIEOHHbIX TOATPYIII BKIIOYAET B Ce0si:

- BO3PAcT U M0,

- IOKa3aHus;

- IO3UPOBKY;

- pacoBO€ MPOUCXOXKICHHUE.

ITpencrapisercs HHGopMauys (IpH HaTM4uK) 06 M3yUeHHUH BO3JEHUCTBHUSA HA
OTZeNbHble TTOMyJIAUMOHHBIE IPyNIbl. Tarke yKashIBAaeTCs CTENCHb TAKCCTH
HapyIueHUs QyHKIMH IIOYeK, IEUCHH WU CepIeYHO-COCY IUCTOM CHCTEMBI, @ TAKKE
reHeTUYECKOro MoNuMophu3mMa.

Ecnu [IYP mnpexcraBisieTcss BMECTe C 3asABJICHHEM Ha BHECCHME HOBOTO
HoKa3aHus, OTIENbHO B Hadajne pasieia, a TakiKe B CBOAHBIX Tabnunax,
TIPECTaBISIOTCS TaHHbIE 10 HOBOH JIeKapCTBEHHOM (pOpME UK CrIOco0y BBEICHHS,
JaHHble KIHHUYECKHUX UCIBITaHHH, CeU(UIHbIe 111 JaHHOTO MOKa3aHu .

4.4, Tlomynsuuy, HEU3y4YeHHBIE B XO€ KITHHAISCKUX UCCIIeIOBaHUH

B 1aHHOM pasjiene NpeCTaBiseTcs MHpopMaLysa O TOM, KaKue IOArpyIIbl
AlEHTOB LIeJIEBBIX IOMYJAIMHA He ObUIM U3YYEeHBI MU OBLIM M3Y4eHBI JIMIIb B
OrpaHHYEHHOHM CTeNeHH B TpeneNnax TIPYNN TMAlHeHTOB, BKIIOYCHHBIX B
KIMHWYECKUE UCCIIeIOBaHuUA.

BbIBOIEI O BO3MOXKHOCTH IIPOTHO3HPOBAaHMA 0€30I1aCHOCTH s LEJICBBIX
MOMYALKH OCHOBBIBAIOTCS Ha TOAPOOHON OLEHKE OrpaHUYEeHHN HMEIOIIHIXCs
JAHHBIX KIMHAYECKUX HCCiIeJoBaHui nub0 HMX OTCYTCTBHH A Kakux-Jubo
MOy
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Take TpeCcTaBIgeTcs HHPOPMALHs 00 OrPaHHICHUAX KIMHUYIECKOH Oasbl
JTaHHBIX B OTHOILICHHH BELIABJICHHs HEXeNaTeNIbHbIX PEAKIMH 10 IPUYKHE:

1) KosinyecTBa BKIFOUYECHHBIX B HCCIICAOBaHUS NIALIUEHTOB,;

2) KyMYJISTABHOTO BO3JAEHCTBUS;

3) AMUTENBHOCTH IPUMEHEHN.

Ecnyt oTCYTCTBYyIOmMAs HHGOPMALKs MOXET NMPENCTABIIATh CePbe3HbIH PUCK
TS LieJIeBBIX MOMyJIALM, 9T0 oTpaxkaeTcs B myHKTe 4.8 [TYP.

PaccMmarpuBaeMbie 0c000 IPYIIBI MTAMEHTOB BKIFOYAIOT:

1) memMaTPHUECKy!O MOMYJSALHIO OT POXaeHus W Ho 18 mer ¢ yueToM
Pa3INYHBIX BO3PACTHBIX KaTETOPHi;

2) MOXHUIBIX MalUeHToB, crapme 65 ner. IIpoBOAMTCS OLEHKA BIIMSHUS
COIyTCTBYIOMIEH MATONOTHY WK HapylieHHs (QyHKUMA opraHoB. OLeHUBaeTCA
HEeo6XOIHUMOCTh IIPOBeIeHHS 1a00paTOPHOro CKPHHUHTA B IIJIAHOBOM IOPSAKE IPY
HazHauenuy BMKII nmanuwerTaM B JaHHOHN HOArPYIITE MAlHeHTOB;

3) GepeMeHHBIX MM KOPMAIINX KEHIUH;

4) nalMeHTOB ¢ HapyLUIeHUAMH QYHKIHUY [IEYEeHH;

5) HaIMeHTOB ¢ HapyHMIeHUAMH (QyHKIMH TOYEK;

6) IAIMEeHTOB C TPOYUMH 3HAYHMBIMH COIYTCTBYIOIIMMH 3300 1€BaHUAMM,;

7) HALMEHTOB, CTENEeHb TSKECTH 3a00JeBaHUS KOTOPHIX OTIMYAeTCs OT
M3y4eHHOU B X0Jie KIMHHYECKUX UCITBITAaHUH;

8) MOArpymn MAIMeHTOB, SABJIAIOUIAXCS HOCHTENAMH H3BECTHOrO H
peEBaHTHOrO TeHETUYECKOT0 NoMMMoppu3ma;

9) malMeHTHI Pa3IuYHOTO PACOBOIO H/UITK 3THHYECKOTO MMPOUCXOKICHHS.

4.5, TlocTperucTpalliOHHEIN ONBIT TPUMEHCHUS

B naHHOM pasfelie IpencTaBisieTcs HHGOopMaIus O KOJINIeCTBe NalueHTOB,
KOTOPBIM Ha MOCTPErHCTPalMOHHOM JTane MPUMEHEHHS HasHavacs BMKII;
0COBEHHOCTAX INPHMEHEHHs B ITOCTPETHCTPALMOHHON MEIMIUHCKOH IIPaKTHKE,
BKJIFOYas IPHMEHEHHE y 0COOBIX IPYII Mal[eHTOB, YKa3aHHBIX B ITyHKTE 4.4 T1VYP,
0 KOJIHYECTBE TTALMEHTOB, BKIIOUEHHBIX B HAOIIOAaTE/IbHEIE HCCIIEN0BAHMUs, B X0OI€
KOTOpBIX OBLTH COOpaHBbI JaHHBIE O O€30IIaCHOCTH ¥ IIPUHATEI PETYJISATOPHEIE MEPBI
wis npuseneHus uHdopmaumu o OesomacHoctd BMKII B COOTBETCTBHE C
AMEIOLIUMHUCS JaHHBIMH.

4.5.1. [JlelicTBusS peryJsaTOPHOTO OpraHa ¥ [OeHCTBUA  BIajesbla
PETHCTPALOHHOTO YIOCTOBEpeH s, cBA3anHEIe ¢ 6esonacHocThio BMKIL

YKa3BIBAIOTCS BCE PElIeHH s PETY/IATOPHBIX OPTaHOB Ha IoO0M PhIHKE (B TOM
qpciae  MPeAlpHHATBIE 110 MHHWIKATHBE  Blajenbla  PEruCTPALOHHOIO
yIOCTOBEPEHHS), IpPEANPUHATEIE B CBS3M C BBIABJICHHBIMU npobieMamM 110
6ezonacsoctt BMKII. TlepedeHp COOEPXKHUT TMEPEIUCICHHE M OMHMCAHUE
IPEINPUHSATEIX PETYJSITOPHBIX NEACTBUI C yKa3aHHEM CTPaHbI U JAThI.
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4.5.2. Pe3ymbTaThl IOCTPETUCTPALMOHHOTO IPUMEHEHHS, MOTYIECHHBIE HE B
X0Jle KITHHAYECKHUX UCCIIeIOBAHUN

TIpencTaBisAlOTCA  COBOKYIHBIE JIAHHBIE 1O  KOJIMHECTBY NAI[MEHTOB,
[TO/[BEPTIIMXCSA BO3IEHCTBHIO Ha IOCTPEIUCTPAlHOHHOM JTalle. Heobxoaumo
cIenaTh KONHYECTBEHHYI0 M Au(GepeHIUPOBaHHY0 OLCHKY BO3JIEUCTBUS C
HCIONb30BaHHeM OOOCHOBAaHHOW METOJNWKH pacyeTa HCXOAd U3 ocoOeHHoCTeH
TPUMEHEHHUs U [IeTIEBBIX TIOMYJISLHH.

Iinst BMKII, mpuMeHseMBIX 110 Pa3/in4HbIM TI0Ka3aHUSM, B PA3HBIX PEKHMaX
JO3HPOBaHMs, C PA3TMYHBIMU ITyTAMM BBEACHHST PactcT BO3EMCTBYS IPUBOJUTCS
OTJIENBHO [0 KAXKIOMY U3 KPUTEPHEB CTpPaTU(HUKALHH.

4.5.3. Pe3ynpTaThl MOCTPETMCTPAMOHHOTO OMBITA MPUMEHCHHMA y TPy
[AIMEeHTOB, HEM3yYEHHBIX B X0J€ KIMHUYECKUX UCCIIEIOBaHUM

Ecnayu mocTperucTpalioHHOe [IPUMEHEHHE BMKII 6b110 3aUKCUPOBAHO Y
0COBBIX IPYIII NAIMEHTOB, yKa3aHHBIX B IyHKTe 4.4 ITYP, npeacrasisfeTcs OLUESHKA
ypcia TAIMEHTOB, ITOJBEPIIIMXCS BO3AEHCTBHIO, K METOA pacdeTa BHE
3aBUCUMOCTH OT Toro, ucrnons3osaicst 11 BMKII 1o yTBepXACHHBIM [IOKA3aHHAM
JUIH BHE yTBEPXKICHHBIX MMOKa3aHUH K MPUMEHEHHUIO.

Taxxe mpeacTasiseTcs MHGoOpMaLys O BO3MOXHOM H3MECHEHNH popuIsA
>QPEeKTUBHOCTH U MpoQuiisi Oe30macHOCTH BMKII B OTHOLIEHHH ITUX OCOOBIX
IPYIIN MALMEHTOB [0 CPABHEHHIO C OCTATIBHON YacThIO 1eJIEBOM TIOIYJISILIMH.

4.5.4. YTBepXIeHHBle IOKa3aHUI K NPUMCHCHUIO H baxTU4ecKoe
IpUMEHEHHE

B naHHOM pasziene NPUBOAATCS TaHHbIE O TOM, KakKiM 06pa3oM QaKTHIeCcKoe
NpUMEHEHWEe B MEJULMHCKOH TIPAKTHKE OTIHHANoCh OT IIPOTHO3HPYEMOTO
PHMEHEHHUs U OT OJNOOPEHHBIX MOKa3aHUH U IIPOTUBOIIOKa3aHU# K NPUMEHEHHUIO
(MCIIONB30BaHNE BHE YTBEPIKACHHBIX [I0Ka3aHUM K IPUMEHEHHIO).

[IpuMeHeHHe HE B COOTBETCTBAU C YTBEPXKACHHBIMH IIOKA3aHWAMH B TOM
yHCIIe BKITIOYAeT B ce0st HeooOpeHHOe MPAMEHEHHE y NeIUaTPHIeCKUX NallieHTOB
pa3NMYHBIX BO3PACTHBIX KATETOPUH, a TAKXKE MPUMCHEHHE IO HE yTBEPKICHHBIM B
MHCTPYKIHH MO NPHMEHEHHIO [OKa3aHWAM B CIydasx, €Ciid 910 TIPUMEHEHHE
IPOUCXOIUT HE B paMKax KIHHHIECKOTO WCCIIENOBAHMS/UCTIBITAHHU.

4.5.5. [IpuMeHeHHE B X0/ SMUAEMHUOIOTHIECKUX HcClieJOBaHUH

[IpuBOAUTCS TIEpEYEeHb ONMHIEMHUOJOTHYCCKHX UCCIIeIOBaHMi, KOTOpBIC
BKJIIOYAIOT CGOp M OLEHKY AAHHBIX MO Oe30MacHOCTH. Ecnu uccnenoBaHue ObLIO
onyO6JIHKOBaHO, TO IPUBOAUTCS CChIIIKA Ha IyOIUKaLHIO.

4.6. JIONONTHHTENbHbIE TPeOOBAHHA K CTICLMQUKALIHA 11O 6e30macHOCTH

4.6.1. TloTeHIMAIBHBIH PUCK MepeJadl HH(QEKIMOHHBIX areHTOB

Bramerner,  pEerHCTPAlMOHHOrO  yAOCTOBEpeHMs — MPOBOIUT  OLCHKY
OTeHLMAJIBPHOTO pUCKAa Iepefadd  HMHGEKIMOHHBIX  areHToB (xapaxTep
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ITPOM3BOACTBEHHOTO [IPOLECCA, MCTIONIB3YEMbIC MaTrepHranamsbl).

4.6.2. TIOTeHUMAIBHBIA PUCK BO3HUKHOBEHHsS OMWMOOK IIPH IPUMEHCHHH
(nasnayenur) BMKII

OneHUBaeTC BO3MOXXHOCT BO3HMKHOBEHHMS OLUMOOK TNPH NPUMEHCHHH
(nasHadennn) BMKII. VYuurbiBaeTcs HAaMMEHOBAHHE, XapaKTEPUCTHKH (hOopMBI
BBIMYCKA, HHCTPYKIHMHM IO IPUMEHEHHIO i MapKUPOBKa.

B ciydyae Hamuuus GOpM C pasIAIHOM nosupoBkoii BMKII oneHuBaeTCs
IOCTATOYHOCTh BU3yaIbHOM (Wi $u3idecKol) IupdepeHIHamn MexXy BMKII ¢
pasnudEbME fo3upoBKamu i Mex iy BMKII u nekapcTBEHHBIMHU MperapaTami, KaK
TIpaBUsIO, Ha3Ha4aeMBIMU WK IPUHIMAEMBIMK OTHOBPEMEHHO.

Anammsupytotcss ommbku mpumenenus BMKIL,  BRIABICHHBIE B XOIE
pa3paGoTK¥ MpPOAYKTa, BKJIIOYAs KIMHMYECKHE MCCICAOBAHMA,  a TaKXKe
NPENCTABNAIOT HHGOPMALIHIO O CaMHX OLIMOKaX, UX MOTCHIHMANBHBIX NPUIHHAX U
criocofax ux ycTpaHeHHsI.

B ciydae, eciid B X0J€ MOCTPETHCTPAMOHHOr0 Nepuoaa ObLTH BBISBJICHBI
He)XejaTeNbHble PpEeaKiU{, SBUBIIMECS pPe3yNbTaToOM MeEANLHHCKIX omuboK,
TIPOBOJUTCS UX AHATU3 U TPEIJIaraloTes My TH MHHAMU3AUHA OLINOOK.

Ecimu BMKIT nomkeH MPUMEHATHCS BMECTe ¢ MEAMLHHCKUM YCTPOUCTBOM
(m3nemuem) (sBisrourerocs wactbio BMKIT nmn HeT), PaccMaTpUBAalOTCs BCE
haKTOpsl OMACHOCTH, KOTOpblE MOIYT TPEACTABIATE PHUCK I TAltMCHTa
(HEHCIPaBHOCTH MeULIHCKOTO YCTPOHCTBA).

4.6.3. Oco0Oble aceKThl IPUMEHEHUS B II€IHaTPUU

B 1aHHOM NOJpa3sieNie paccMaTPUBAIOTCS aCIIEKThI HCTIOIb30BAHMA BMKII B
neAUaTpHH, HeyKasaHHble B MyHKTe 4.4 IIYP, a HMEHHO!

1) npo6ieMB1, BBISBICHHBIE B IIaHE NEARATPUICCKUX HCCIIeJ0BaHHM

B mnonpasfene YKasbBalOTCA JIOOBIE DPEKOMEHAAUMH IO JIMTEJILHOMY
MOCTe/yIOIeMy MOHMTOPHHIY Ge301acHOCTH ¥ 3Q(QEeKTHBHOCTH NPY NPUMEHEHIY
y MalHeHTOB euaTpuyeckol nonysitmn. B ciydae, eciu IAaHHEBIM acnekT Oonee
He SIBJIAETCS TPEAMETOM ONACeHMH MO Ge30MacHOCTH, NACTCS COOTBETCTBYIOLICE
00BsICHEHUE U 0OOCHOBAHUE,

2) HOTeHLMan [Uisl MEeJUaTPHYECKOrO HCTIONL30BAHMA BHE yTBEPKACHHBIX
MoKa3aHui K IPUMEHEHUIO.

OrenuBaercs puck npumeHeHus BMKII BHe yTBEPKICHHBIX MOKa3aHUM K
TIPUMEHEHHUIO Y NIeHaTPHIECKOM IOy IAIUH 160 KaKoi-In0o ee 4acTH, B cliydae
ecd HO30JIOTHS, SBISIOIAACS OJOOPEHHBIM MOKa3aHMEM NpUMCHEHUS BMKII,
TaKKe BCTPeYaeTcs U B [IeIHATPHIECKON TOMY ALK, HO IPUMEHEHHC ¥ MOCeAHEN
He sBiseTcs OJOOpEeHHHIM. Bce BO3MOXHBIE (GaKTHYECKHE HANpaBIeHHs
npumeneruss BMKII otpaxaeTcs B MyHKTaX 4.5.2u4.531I1YP.

4.6.4. TIporHo3upyeMoe HOCTPEruCTPalliOHHOE UCIIONE30BAHNC
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Bnagenel, perdcTpaldOHHOrO YAOCTOBEPEHHS MpeICTABIACT I0ApOOHYIO
uHGOPMAILIMIO O NPOTHO3MPYEMOM HAIIpaB/leHHH NPAMEHEHH, IPEronaracMoM
npuMenenuy naruenTamu BMKII ¢ TeyeHWeM BPEeMEHH, MOJIOKCHUH BMKII B
TepareBTHYECKOM apceHaie.

Heo6GX0AUMO MPUBECTH OLEHKY IOTEHLHana AN MPUMEHCHH BMKII Bue
YTBEPXKIEHHBIX NOKa3aHUi K IPUMEHEHHUIO.

4.7. UnenTrUpOBaHHEIE ¥ NOTCHIMAIBHBIC PUCKH

[TpuBomutcst MHGOpMAUUs O  BAKHBIX UIEeHTHQUIUPOBAHHEIX U
TOTEHIIHANbHBIX DPHUCKaX, CBI3aHHBIX C HCIOJIB30BAHAEM BMKII, Bxitoyas
¥HGOPMALIMIO O BBISBIGHHBIX M NOTEHUHANBHBIX HEXENATCNBHBIX DEaKIiX,
BRIBICHHOM ¥ TOTeHIManbHOM B3ammomeiicteuu ¢ apyrumu BMKID u
JIeKapCTBEHHBIMY TIpeNapaTaMy, TPOAYKTaMH IIATaHUA U APYTHAMH BEIECTBAMH, 4
TaKKe 0 (PapMaKONOTUIECKHIX KITACCOBBIX d(peKTax.

4.7.1. HoBble HaeHTUGUIIUPOBAHHBIE PUCKH

IlepeunciisitoTcss W TOAPOOHO OLECHHBAKOTCH npobieMsl  G€30IIaCHOCTH,
BBISBJIEHHBIE CO BPEMEHH TIoceAHero npejactasnenus [TYP.

YKka3sbiBaeTcs IPHIUHHbBIN (akTop mpobieMbl 6€30MacHOCTH; uHbOpMaLUs O
TOM, SBJSETCS JH JAHHBIH acmeKT PHCKA BaXHBIM HACHTH(QUIMPOBAHHBIM WK
BAYKHBIM TOTEHLMAILHEIM PHCKOM; MPHBOXUTCA OOOCHOBaHHE IO BO3MOXHBIM
HeoOXOMMMBIM MepaM MHHHMH3aLMH PHCKOB MWK HOBBIM  CHICLHMAIBHBIM
WCCIIe IOBAaHUSM/MCIILITAHUSAM 110 JAaHHOMY aCIIeKTy PHCKa.

4.7.2. Tloppobras na(GOpMALKS O BOXHBIX MACHTHQHIEPOBAHHBIX 1 BaXHDIX
NOTEHI[HATBHBIX PUCKAX

IIpencrapisercs uHQOpMAIMs O JHOOOM PHCKE, KOTOPBI MOXeET OBITh
BKJIIOYEH B [IPOTHBONOKA3aHHA UK PEAYNPeKIEHHAA U MEPBI IPEAOCTOPOKHOCTH
WHCTPYKIIMH 110 TPUMEHESHHUIO, a TaKke HHGOPMAIUs O B3aumozeiictusx BMKII u
JIeKapCTBEHHBIX IPENapaToB, KOTOPbie MOTYT MMETh KIMHHYECKOC 3HAYCHAC H
(hapMaKoJIOrH4ecKUe KIacCoBbIE 3D (PEKTEL.

JlaHHBIE O PHCKax BKJIIOYAIOT B Ce0s ClIeIytomee:

- YacTOTa;

- BO3JEHCTBHE Ha 30POBHE HACEICHNUS;

- BO3JEHCTBHE Ha OTAEIBHOIO IMallUeHTa;

- (haKTOpBI PHCKA,

- IPeNOTBPaTUMOCTD;

- BO3MOXHBIA MEXaHU3M Pa3BUTHUS.

4.8. O606meHHas HHPOpMAaIHs 1o Ipobemam o 6e30nacHOCTA

[TpuBoaurcs 0600ImeHHas HHGOpPMAIUA MO ONPEACITACMBIM npoGyiemaM
0€e30MacHOCTH:

- B)XHBIN UACHTHGUIIMPOBAHHBIN PHCK;
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- Ba)KHBIH IIOTEHIMAIBHBIA PUCK;

- BaXKHAs OTCYTCTBYOIas HHGOpMALHS.

TlepeyeHb PECKOB MOXET BKIIFOUATh B Ce0s:

1) prCK¥ JJIs XKMBBIX IOHOPOB, B YaCTHOCTH:

- PHCKH, CBS3aHHBIE C MOJATOTOBKOH K IIPOLENYPe B3ATHA OHMOJIOTMYECKOTO
MaTepHana I8 Leled NPOH3BOJACTBA BMKII (manpumep, WCHOJB30BAHHE
MMMYHOCYTIPECCHBHBIX IIPEMAPATOB, IUTOTOKCHYECKUX MPe1apaToB Wi ¢hakTOopoB
pocra);

- DMCKH, CBS3aHHBIE C XMPYPrHYeCKUMH HIH [PYrMMH MEIUIMHCKUMH
IIPOLIEYPaMH, BO BpeMs UJIH TOCHIe B3ATHs OHOJIOTMYECKOro MaTepHaa /s nenen
npoussoncTsa BMKII;

2) PUCKH Ui TIALIMEHTOB, CBA3aHHBIE C MOKa3aTe/IAMH kayectBa bMKII, B
YaCTHOCTH:

- DHCKH, CBS3aHHBIE CO CBOWCTBaMH HCTOYHMKA KIETOK H CBOMCTBaMHU
MaTepHaOB UCIIOIB30BABIIMXCS B IPOU3BOACTBE KIICTOK;

- PVICKH, CBS3aHHBIE C XapaKTEPUCTUKOH I€HHO-UHXEHEPHBIX HPOMYKTOB (B
TOM YHCJIE BEKTOPOB), UCIOJIB3YEMBIX IIPH IPOU3BOJCTBE BMKII;

- PHUCKH, CBS3aHHBIE CO CBOWHCTBAMM BEIIECTB OHONOTHYEeCKH aKTHBHBIX
BellleCTB, UCIONB3yeMbiM npu mpousBoactee BMKII (B 4acTHOCTH, bepMeHTOB,
AHTUTEN, LUTOKMHOB, LHUTOTOKCHYECKUX MPEnaparos, dbakTopoB  poCTa,
AHTUOHOTHKOB, CHIBOPOTKH KPOBH K APYTHX MPOIAYKTOB KPOBH);

- DHCKH, CBS3aHHBIE ¢ OOecreueHMeM KauecTBa M IapaMeTpoB KadecTba
BMKII B OTHOLIEHHMH COCTaBa, CTaOUIBHOCTH, OHUONOTMYECKON aKTUBHOCTH H
NIPUMECEN;

- PUCKH, CBA3aHHbIE C TPAHCMHCCHOHHBIME (BUPYCHBIMA, OaxTepraIbHBIMHU U
rpuOKOBBIMA HHQEKUMAMH, MapasHTapHbIMU WUHBA3UsIMH) W OHKOJIOTHYECKUMHU
3a00JIEBaHUSIMU;

3) puCKH Ui NALMEHTOB, CBSI3aHHBIE C XPAHCHNEM H nepesoskoit BMKII, B
JaCTHOCTH:

- PMCKH, CBSI3aHHBIE C KOHCEpBalUeH, 3aMOpaXBaHUEM U Pa3MOPaXUBAHNCM
BMKII;

- PUCKH, CBS3aHHBIE C HECOOJIOIEHHEM TeMIIEPaTyPHBIX yCIIOBUI XpaHEeHHS
U TPAHCIIOPTHPOBKH (HaIpuMep, HecoOMo/IeHHe YCTOBHH XOJIOZOBOH LIETH);

- PMCKH, CBSI3aHHBIE CO CTaOMIBHOCTBIO MPOMYKTa,

4) pyUCKH [UIS TTALIEHTOB, CBS3aHHBIE C NPUMEHCHUEM BMKII, B yacTHOCTH:

- PUCKH, CBS3aHHBIE C BEIECTBAMM OHOIOrHIeCKH aKTUBHBIMU BEICCTBAMH,
ucronb3yeMsiMu  Tipu  mpomssofctee  BMKII - (Hanpumep, bepMeHTaMH,
AHTHTEIaMH, IATOKUHAMH, GaKTOpaMi pocTa, aHTHOMOTHKAMH, CBIBOPOTKO! KPOBH
¥ JPYTMMU IPOLYKTaMH KPOBH);
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- PHUCKH, CBf3aHHBIE C IOATOTOBKOHM MNAlMEHTa K IPUMEHCHUIO BMKII
(Hampumep, HCIIOJIb30BaHNE HMMYHOCYTIPECCUBHBIX TpenapaTos,
IIATOTOKCHYECKIX NPETIApaToB MK GaKTOPOB POCTa);

- DHCKHM, CBS3aHHBlE C XHPYPTHUECKOH MIH Jpyro# MeIULIMHCKOM
POl LY PO, IPOBOJUMOM B CBSA3H C IPHUMEHEHHEM BMKII (Hanpumep, aHECTE3HH,
uHGY3MM, TpaHcQy3WM, MMIUIAHTALUMH, TPaHCIVIAHTALMs M Ipyroro crocod
BBEJICHIS);

- PMCKH, CBSI3aHHBIE C MOCJIEIyIOLUIUM KIMHMYECKUM BEACHHEM NallMeHTa
(Hampy¥Mep, MMMYHOCYIIPECCHH, B KaueCTBe COIPOBOXAIOIEH TepamuH, M
JIeYeHNS OCTIOKHEHH M, TUarHOCTHYECKHX TIPOLEyD, TOCTTUTATH3ALKH);

- DHCKHM, CBsA3aHHBIC C OMMOKaM¥ WIM HapyLICHHAMH HHCTPYKLMM IIO
npumerennio BMKII (Hanpumep, pasiuyue B MpoUeAypax NPUMCHEHMS BMKII,
MCTIONB3YEMBIX Pa3IM4HbIMU METUIMHCKUMHU OpraHM3aliaAMy I MEIMIMHCKUMH
paboTHUKAMH);

5) pUCKH, CBS3aHHBIE C BO3/ICHCTBUEM BMKIT ga namuenTa, B YaCTHOCTH:

- HexenaTelbHas HMMYHOTEHHOCT KM €& TIOCIeNCTBUs (HampuMmep,
aHaQUNaKChs, peakius TPAHCIUIAHTAHT TPOTMB  XO3fMHA, OTTOPKEHMA
TpaHCIUIaHTaTa, PeaKLUK THIIEPIyBCTBUTEIBPHOCTH, MMMYHOIeDULINT);

- DHCKH, CBS3aHHBIE CO CIydJaliHOM WM MpelHaMepeHHOH reHETHUYECKOM
MomuuKaledl KIeTOK NalueHTa (amonTo3, M3MEHEHHe (QYHKLUH, H3MEHEHHUE
pocra w/unn 1uddepeHIHPOBKY, 3I0Ka4E€CTBEHHBIE HOBOOOpa30BaHu:),

- PAHHME U MO3/[HNE NTOCNEACTBAS XOMHHIa KJIETOK, BCTpanBaH!s, MUrpaluH,
mudhepeHIIMPOBKH, MUTPAIIAY 1 MPONK(epary KIeToK;

6) pUCKM Ui MALMEHTa, CBA3AHHBIE CO BCIIOMOraTENIbHBIMU BEIICCTBAMH,
pxogsmumu B coctaB BMKII (uampumep, Ouonerpajanus, MEXaHHYCCKHE
(baxTopsl);

7) pWiCKH, CBA3aHHBIE C NOCTOSHHBIM HaxoxneHuem BMIIK B opramnsme
IaleHTa, B YaCTHOCTH!

- IOCTYMHOCTB HEOTIOAKHOM NOMOIIN U aHTHAOTOB U UX PUCKH;

- NO3OHHE OCIOKHEHHs, B YaCTHOCTH, 3JI0KaYeCTBEHHBIC OIYXOJIH MU
ayTOMMMYHHBIE HapyLICHNS;

- BIMSHHE NPEIIECTBYIOLIEH TN CONPOBOXKIAIOLICH TEpanuu, a TaKke
BEPOATHBIX B OyIyllleM METOI0B TePAIuK ¥ JUATHOCTUKH Ha NPUMCHCHUE BMKIT]I,
a Take obpatnoe, BiuusHHe BMKII Ha nocieayromue METOAB! JICUCHWT U
IWAarHOCTHKH,

8) pHMCKH [T MALUEHTa, CBA3aHHbIE C MOBTOPHBIM NPUMCHCHHEM BMKIIL, B
YACTHOCTH:

- PHCKY Pa3BUTHs HIMMYHHBIX DEaKLuii (Hampumep, aHaUIaKTUYECKHUH IOK,
HelTpanu3yollie aHTHTENA);
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- DHCKH, CBSI3aHHbIE C NTOBTOPHBIMH XHPYPIUYSCKUMHU HJIH MEIWLIUHCKAMH
TpoLeLypamMy CopoBoxaatouMu npumenenre BMKII 1 ux nocneacTBusMy;

9) pHCKH, CBS3aHHbIE CO 3J0POBBEM JETEH, UbH POIUTENH MOABEPIIUCH
neicteuro BMKII, B yacTHOCTH:

- PVICK, CBA3aHHBIN C JefcTBHEM Ha IIof py npumeneHnd BMKII Bo Bpems
OepeMEeHHOCTH ¥ KOPMIIEHHS IPYAbIO;

- PpHCK Tiepefadyd TeHEeTWYECKOro Marepuana, BEKTOPOB, KIETOK,
MHQEKIMOHHBIX areHToB, cojepxamuxca B BMKIL, neraMm, 4YbHM pOaUTENH
noy4yanu BMKIT;

- PUCKM MHTerpauyy reHermdeckoro marepuana bMKII B monoBsle KIETKH
HanpenTa, a TaKKe FeHeTHUeCKHe TPaHCPOPMalliM IIOJOBBIX KIETOK BCIICICTBHE
npumeneHus bMITK.

10) puckud s OKHBBIX JOHOPOB M IALIMEHTOB  CBA32HHBIE C
IIPOCIIEKMBAEMOCTBIO GHOJOTHYECKOr0 MaTepualia Y 3alllUTOH IEPCOHANBHBIX
JaHHBIX.

11) prcKH, CBS3aHHBIE C BO3AEHCTBUEM Ha OKPY)KAIOLIYO CpElly B MpOLECCce
o6pamennst BMKII (HampruMep, BCIENCTBHE NONANaHUS B OKPYXAIOIIyIO CPeay
reHeTHIECKIK BEKTOPOB, HCIIOJB3yeMBIX B ripousBoscTee BMKII).

5, IlInan no monuTopuury oesonacHoctd BMKII

TTpUBOIMTCS OMUCAHHE TOrO, KAKUM 00pa3oM BiajesIell PEruCTpalioOHHOro
YIIOCTOBEPEHHsT IUIAHMpPYeT Jajiee BbIABISATE M OXapaKTepu3oBaTh PUCKH,
yka3aHHble B TpeOOBaHHAX 0€30MacHOCTH. YKa3bIBAalOTCA  IUIAHHUPYEMBIC
BIQJENbLEM DPETHCTPALMOHHOTO YAOCTOBEPEHHS Mepbl 110 MOHHUTOPHHTY
6esomacroctd BMKII B OTHOLIEHHH KaXKAOH IIpoOieMbl 0€30MacHOCTH.

JlaHHOe ONHCaHue IpeAyCMaTpUBaET ClICAyIOLINe HENH:

1) BEIsIBIIEHHE HOBBIX NIpobiieM 6€30MacHOCTH;

2) HanbHEHUIYI0 XapaKTepHCTHKY H3BECTHBIX MpolieM Mo Ge30MacHOCTH,
BKJIIOYAs ONpefesicHne GakTopoB PHCKa,

3) HcclleJoBaHUE JEHCTBATENBHOTO HAIMYMS MOTEHIMANBHBIX IIPOGIeM 1o
0€e30IacHOCTH;

4) ompe/iesieHIe METOIOB TIOJTyIeHHs BaXKHON OTCYTCTBYIOLIEH HH(OPMAITHH.

5.1. ILtaHOBBIE MEPOIPUATHS 110 MOHHTOPUHTY 6e3omacHocTd bMKII

IL1aHOBbIE MEPOTIPUATHS 110 MOHUTOPUHTY Ge3onacHocT BMKII BkmoyatoT
B cebsi KOMIUIEKC MEPOIPUITUH, peryiapHO IPOBOJUMBIX BJIAJCIBICM
PETHCTPAlAOHHOTO ~ YHOCTOBEPEHHs C LeNbio  OOecHedyeHHs  BBIIONHEHHUS
TpeGoBaHuil 3akoHOaTeNbCTBa Poccuiickoit @enepanny B 001aCTH MOHMTOPHUHTA
6e3orracioct BMKIL

5.2. JIOMONHHUTE bHbIE MEPOIIPUSITHSA 110 MOHUTOPHHTY Gezonacnoctit BMKII

Biajener] perucTpalMOHHOTO yIOCTOBEPEHHS BKIIOYAET B JAHHBIN paslel
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BCE MCCIIEIOBAHMS, HAIIPaBJIeHHbIe Ha U3ydeHHe IpobieM 6e30MacHOCTH, a TaKXKe
MCCNEOBAHMS, KOTOpPBle MOTYT TpPEIOCTABUTH TONIE3HYHO HHGOPMALMIO O
6esonacHoct  BMKII. BxmowaroTcs IOCTPErHCTPAMOHHBIE  HCCICIOBaHUA
6e30IMacHOCTH, KIIMHUYECKHE UCCIEN0BAHMS WM TOTIOJHHTENbHBIE NOKINHHYCCKUC
HCCIIEOBAHUS.

[TpOTOKONBI HCCIICNOBAHMHA, a Takke pe3loMe OTHETOB IO pe3ylbTaTaM
JcCleNOBaHMN B paMKaX IUlaHa [0 MOHHTOPHMHIY 0e30IacHOCTH BMKII
TIPEACTABIAIOT B NpIIoxeHusx K [TYP.

5.3. Tlnans! nAefCTBHI IO AOMOJHHUTEILHBIM TPEOOBAHUAM 10 MOHUTOPUHTY
6esonacaoctd BMKII B oTHOIIEHHH TTpoOiieM 110 6e301MacHOCTH

PekoMmenayeTcss IUIaH AeMCTBUN B OTHOINEHHHM KaXKIOH npoOneMsl 10
6€30MACHOCTH NPEICTABIATE B COOTBETCTBHH CO CIIEYIONICH CTPYKTyPOH:

1) mpo6eMa 1o 6e30IMacHOCTH;

2) LieNb Tpe1araeMoro IenCTBUs;

3) npeasiaraeMoe J€HCTBHUE;

4) OCHOBHBIE 3TaIlbl OUEHKH U OTYETHOCTHU.

5.4. CpomHas Tabuuiia 1O JONOJHHUTEIBHBIM  MEPOINPHATHAM  IIO
MoHHuTOpUHTY 6e3onacHocTd BMKII

B 1aHHOM pa3jiefie MPeACTaBIAeTCA CBOIHAs TabuIia BCeX JIOMONHUTENbHBIX
MeponpHATHil o MoHuTOpHHTY OesomacHoctd BMKIIL, Bkmodas riaHHPyeMBbIe
JAThI 3TAIIOB UX BBIIOJTHEHH.

6. Ili1aH NOCTPErucTPALHOHHBIX HeC/eJ0BaHUH P PeKTHBHOCTH

Tpe6oBanust K NOCTPETHCTPALMOHHBIM HCCIIEIOBAHUSAM 10 3 (EeKTUBHOCTH
OTHOCSTCS UCKIFOUUTENILHO K OJOOPEHHBIM ITOKa3aHUsM, HO HE K HCCICIOBaHUAM,
M3YYAIOLIMM IONOIHUTENBHEIE, HEONOOPEHHBIE OKA3aHHUs.

B pasnene NpPUBOAMTCS KpaTkas OLEHKA HEOOXONMMOCTH IpOBEACHHA
NaNbHEHMX  ITOCTPErMCTPALMOHHBIX — HCCleNoBaHuWH  3GdEKTUBHOCTH MO
CJIETYIOIUM acCIlIeKTaM:

1) TIpPEMEHMMOCTH HaHHBIX 00 >(QGEKTHBHOCTH AJIi BCEX MallCHTOB B
[eJIeBOM IOIYJIALINH,

2) aKTOpHl, KOTOpble MOrYT IOBNHATE Ha 3(dEKTHBHOCTH BMKII B
[IOBCEHEBHOM MEIUIIMHCKOMN IIPAKTHKE;

3) BapHaGeTEHOCTh TEPANeBTUEEeCKOro dhdexTa B CyOnomyIausX.

[IpoeKThl MPOTOKONOB I IUIAHHPYEMBIX KIHHIIECKHUX HCClieJ0BaHUH
BKJTIOUAIOTCS B BUe TprioxeHus k [TYP.

7. Mepbl MUHHMH3AIlHH PHCKOB

B maH MUHHMH3AUMHA PHCKOB BKJIIOYaeTCs MOApoOHas HHGpopMalus O
MEPONPHATHAX [0 MUHHMU3ALKK PUCKOB, KOTOPbIe OyIyT NPEANPUHATEL ¢ LETbIO
YMEHBIIEHUsS. PHUCKOB, CBA3aHHBIX C KaXJIOH M3 YCTaHOBJICHHBIX npobieM IO
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0€30TI1aCHOCTH.

7.1. PyTuHHBIE MePbl MUHUMU3ALAN PHCKOB

PyTHHHBIE Mepbl MHHMMH3ALAN PUCKOB BKIIOYAIOT B cebs MepOmpUATHS,
KOTOpbie MPOBOAATCA B OTHOIICHUM KaXIOTO BMKII. PyrtuHHBIE MEpPBHI
pacIpoCTpaHAIOTCs Ha!

- HHCTPYKIIHUIO [10 IPUMEHEHHIO;

- MApKUPOBKY;

- TUCTOK-BKJIABII/HHMOPMALIMIO IS MAMCHTA;
- pa3Mep yNaKOBKHY;

- perynstopusiit cratryc BMKIL

7.2. JIoONHATENbHBIE MEPOTIPUATHS 10 MUHUMHU3ALKMH PACKOB

JIOTIONTHUTEIbHBIE MEPOINPUATHS 1o MHUHUMU3ALUN PUCKOB
Ipe/yCMaTPUBAIOTCS, KOTIa PYTHHHBIE MEPOIIPUATHA ABIAIOTCA HeI0OCTaTOYHBIMU
st oBeciredenHus 6e30MacHoro ¥ 3 GEeKTHBHOIO UCTIONIE30BAHMS BMKIL

7.3. ®opmaT IaHa MUHUMHA3alHK PUCKOB

B maHHOM pasjelieé pacCMaTpUBaeTCs Kaxzaas npoGiema 1o 06e30MacHOCTH,
ompefieNieHHass B CHENU(HUKALUH  TIO 0e30mMacHOCTH, B COOTBETCTBHHM CO
ClIeIyIOLUIMH acleKTaMu:

1) onucanue npoGIeMbl O 6e30macHOCTH;

2) Leb TIpeIOKEHHOrO ASHCTBH;

3) pyTHHHBIE MEPEl MUHIMH3ALUH PUCKOB;

4) [OTIONHWTENbHBIE MEPOTPUSTHS 10 MAHUMH3ALMA  PHCKOB (ecan
HeoBXOAUMO), 3afaddl IO KaXIOMy MOIOIHHTENbHOMY MEpOTPHATHIO M
000cHOBaHNE HEOOXOIUMOCTH,

5) crocol oleHKH 3¢ (eKTHBHOCTH MEPOTPHUATHIH 0 MUHUMU3ALMM PUCKOB
C TOUKH 3PEHHUS IOCTIKEHNUS TIOCTABICHHBIX LeNel;

6) Lenb MHHAMH3ALMKM PUCKOB, TO €CTh KPUTEPHH OLECHKH YCIEIHOCTH
IIPHHATHIX MEP;

7) OCHOBHBIE 3TAIlbl OLEHKH X OTIETHOCTH.

7.4. OOHOBIIEHH TJIaHa MUHHMHK3alluK PUCKOB

[TpuBOAMTCS OIIEHKA BBHINOJHACMBIX PYTHHHBIX W/UIM JTOTIOMHUTEIBHBIX
MepONPUATHI I0 MHHMMH3allMK PUCKOB. B pamkax IaHHOM KPUTHUYECKOW OLCHKH
BIajJeNblieM PErMCTPAlMOHHOTO  Y[JOCTOBEPEHHS  OLICHMBAIOTCAH ¢akxTopsl,
CIIOCOOCTBYIOIIHE JOCTHKEHHMIO MOCTABJICHHBIX Hejel 1o MUHAMH3ALMH PHUCKa,
nubo TIpUBOASAINKE K HU3KOMY YPOBHIO 3((GeKTHBHOCTY  NTPOBOJAMMBIX
MEPOTIPHUSTHH.

7.5. Onenxa 3G(GeKTUBHOCTH MEPONIPUSTAH 10 MUHUMU3ALMHA PUCKOB

[IpuBOmWTCS  KPUTHYECKas  OLCHKa NefCTBUM, HampaBiIeHHBIX Ha
NpeJOTBpALleHNe Pa3BUTHS HEXeNaTelbHbIX peakiiif, CHUXXEHHE YaCTOTHI
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pa3BHTHs WM CTETIEHH TSDKECTH HEXEIATeIBHBIX peakiuil, a TaKKe MUHIMHU3AIHIO
HeONArONPHUATHBIX TOCTEACTBUN BO3JCHCTBAA HA IAllMeHTa [pH pa3BUTHH
nexenarenshoil peakuu Ha BMKIL B ciydae BBISBICHHA He3(hHEeKTHBHOCTH
KOHKpETHOM CTpaTeru IO MHHMMHU3ALMK PHCKOB, Heo6X0oAUMO pa3paboTaTh U
BHEJIPHTD JIbTEPHATUBHbIC MEPOIIPUSTHA.

8. Pe3ioMe mi1aHa MHHHMH3A1LHH PHCKOB

JlaHHBI pa3nen COAEPKUT OCOOLICHHYIO nH(OPMaLHIO, OCHOBaHHYIO Ha
nogpasaenax 4.1 u 4.7 u pasaenax 6u7IlYP:

1) 0630p MHUAEMHOJIOTHH 3a00JIeBaHNH;

2) 000G6IIeHHBIE JaHHbIE 110 OLCHKE 3(QPEKTUBHOCTH;

3) o6061eHHas HHGOpMAaLHs 10 npoGieMaM 1o 6€30TaCHOCTH;

4) Tabnuusl:

- 0606 menHas UHOOPMALKS [0 MEPOTIPHUATHSIM 10 MUHUMU3ALKWA PUCKOB B
OTHOLICHHH KaX O} 13 pobieM 1o 6e3011acHOCTH,

- TTaH TOCTPErHCTPAIMOHHOTO PasBUTHS (B OTHOILCHHHU 0e30MacHOCTH U
> QEeKTUBHOCTY), BKIIOYAIOMHUA JETaIpHOS OMMCAHAe H OOBSICHEHHE II0 BCEM
MEpOTPHATHSM,  SBIMIOMMMCS  YCJIOBASMU IOy ICHNA PETrUCTPALMOHHOTO
yIOCTOBEPEHUS.

9, Ipuaoxenns k Iliany ynpasJieiss pucCKaMu

[Lnax yrpaBiieHus: pUCKaM¥ MOXET COIEpXKaTh CICIyIOHe IIPUITOXKCHHU:

Texymas Bepcus (WK Npeayaraemas, el GHOMe TVIIUHCKHUH
TTpuioxenue 1 KNeTOYHBIA NPOIYKT HE 3apErvCTPHPOBAH) MHCTPYKIMH 110
MeIUIMHCKOMY IPUMEHEHHUIO U JIMCTKA-BKIa/blIa

KpaTkuii 0630p BBIIOJHAEMBIX U 3aBEPILCHHBIX TPOrpaMM
[Tpunoxenue 2 P P . P porp
KIMHUYECKUX UCCIIEIOBAaHUM

KpaTkuii 0030p BBITOIHIEMBIX U 3aBEPLICHHBIX ITPOrpaMM
[MprioxeHue 3 P P P . porp
(hapMaKOIHAEMHOJIOT H4eCKUX HCCIICA0BAHNN

Ipunosxenue 4 [TpOTOKONB! IPEANAraeMbIx ¥ IPOBOAUMBIX HCCIIeIOBaHUH

Crienuanbuble GOPMBI MOCIEIYIONIEro HabmoieH s 32
[punoxeHue S
HeXeJaTeIbHBIMUA peaklusiMH

Tpunoxenue 6 [IpOTOKONIBL IPEUTAraeMbIX H HPOBOMMMBIX UCCIIeIOBaHHUM

HpI/IJ'[O}KeHI/Ie 7 HosBble JOCTYIIHBIE OTYCTHI 00 ucciie10BaHuAX

[lonpobHas nabOpMaIKs O NPETOKEHHBIX TOTIOTHATEIBHBIX
[MpunoxeHue 8
MEPOIIPHUATHAX [0 MUHUMI3ALMHU PUCKOB (ecny IPUMEHHMO)

Jpyrye BCIIOMOTraTeIbHbIE JAHHBIC (BKJIFOUAs CCBUTOYHBIN

[Tpunoxenue 9
aTepual)




