PeweHne CoBeTa EBpasminckon sKOHOMNYECKOM
kommccum ot 12.02.2016 N 27
"O6 yTBepxaeHnn Obwmnx TpeboBaHmm
6e30nacHOCTM N 3PPOEKTUBHOCTU MEANLIMHCKNX
n3nennn, TpeboBaHNMN K NX MapKUpOBKE U
3KCMNyaTaUuMOHHOW AOKYMEHTALUMM Ha HUX"



COBET EBPA3MACKOW 3KOHOMWUYECKOW KOMUCCUN

PELUEHUE
ot 12 peBpans 2016 r. N 27

OB YTBEPXXAEHUU OBLUUX TPEEOBAHUN
BE3OMACHOCTU U 3®®EKTUBHOCTU MEAULIMHCKUX U3OENUH,
TPEBOBAHUMN K UX MAPKUPOBKE U 3KCMNNYATALMOHHOU
OOKYMEHTALUUU HA HUX

B cooteetcTBMM ¢ nyHKTOM 2 cTtaTtbn 31 [JoroBopa o EBpasninckom akoHomMMYyeckom cotose oT 29 maga 2014
roga, NyHKToM 2 ctatbM 3, NyHKTOM 4 ctaTbM 4 M NyHKTOM 4 cTtaTtbu 7 CornaweHnss 0 eAuHbIX NpUHUMNax u
npasunax obpalleHms MegUUUHCKNX u3genui (M3genvii MeauLUMHCKOro Ha3HavyeHus U MegULMHCKON TEXHUKW) B
pamkax EBpasuniickoro akoHommu4eckoro cotosda ot 23 aekabps 2014 ropa, nyHktamum 104, 108 1 109 npunoxenns N
1 k PernameHTy paboTbl EBpasvickon 3KOHOMWYECKOW KOMMUCCUM, YyTBepxaeHHoMy PelweHnem Beicliero
EBpasuiickoro akoHomu4deckoro coseta oT 23 gekabpsa 2014 r. N 98, n PeweHuem Bbicwero EBpasuitckoro
akoHomMmumyeckoro coseta ot 23 gekabpsa 2014 r. N 109 "O peanusaumm CornawleHvs o egmHbIX NpUHLMNax u
npaeunax obpalleHns MeOUUUHCKUX U3aenvin (M3genvn MeauLMHCKOro Ha3HayeHus U MeOMUUHCKON TEXHWKMN) B
pamkax EBpasuiickoro akoHommu4veckoro coto3a" CoseT EBpasnnckon 3KOHOMUYECKON KOMUCCUM peLUInst;

1. YTBepantb npunaraemble O0wme TpedoBaHnsa 6e3onacHoOCTM U 3PEEKTMBHOCTU MEOULMHCKNX N3OENUNR,
TpeboBaHMA K MX MapKMPOBKE W SKCMITyaTaLMOHHOW OKYMEHTALUN Ha HUX.

2. HacTtosuwee PelueHne BcTynaeTt B cuny no ncrevyeHun 10 kaneHaapHbIX AHEWN € AaTbl BCTYNNEHUSA B Cuny
MpoTokona, noanucaHHoro 2 gekabpsa 2015 roga, o npucoeamHeHun Pecnybnukn Apmenuns k CornaweHuto o
€[AVHbIX MpUHUUNAxX 1 npasunax obpalleHuss MEOULUHCKUX u3genuin (M3genuin MeauuMHCKOro Ha3HayvyeHus wu
MeOMLMHCKOW TEXHWUKM) B paMkax EBpasniickoro skoHommyeckoro cotsa ot 23 gekabps 2014 roga, HO He paHee
4yeMm no ucteyvermm 10 kaneHgapHbIX AHEN ¢ Aatbl ouumansHoro onybnnkoBaHusa Hactoswero PeweHns.

UneHbl CoeTa EBpa3minckon SKOHOMUYECKON KOMUCCUM:

Ot Pecnybnuku Ot Pecnybnuku Ot Pecnybnuku Ot Kbiprbisckon Ot Poccuickon
ApmeHns Benapychb KasaxcTtaH Pecnybnuku denepaumm
B.FABPUEJIAH B.MATIOLLEBCKW B.CATMHTAEB O.MAHKPATOB N.LLWYBAJOB
n
YTBEPXOEHDI

PeweHnnem CoBeTa
EBpasunnckon sKOHOMU4ECKON KOMUCCUU
oT 12 dbeBpans 2016 r. N 27

OBLUME TPEBOBAHUA
BE3OMACHOCTU U 3®®EKTUBHOCTU MEAULIMHCKUX U3OENUHN,
TPEBOBAHUA K UX MAPKUPOBKE U 3KCMNYATALMOHHOU
AOOKYMEHTALUUN HA HUX

|. Obwume nonoxeHus

1. Hactoswume OO6wwne TpeboBaHus pa3paboTaHbl B COOTBETCTBMM C NMYHKTOM 2 cTtatbh 31 [orosopa o
EBpasunickoM akoHoMmn4yeckoM cotose oT 29 masg 2014 roga, NnyHKTOM 2 cTtaTby 3, NYHKTOM 4 cTaTtbn 4 1 NyHKTOM 4
ctatb 7 CornaweHuss O eguHblX NpUHUMNAax M npasBunax obpalleHns MeauMUMHCKMX u3genuin (n3genvn
MEOMUMHCKOrO HasHa4YeHUs U MeOWMUMHCKOW TeXHWKU) B pamkax EBpasuinckoro akoHoOMmYeckoro cotosa ot 23
nekabpsi 2014 roga u ycTaHaBnuBaloT obwme TpeboBaHus Oe3onacHOCTU U 3PEEKTUBHOCTA MEOULMHCKMX
nsgenuii, a Takke TpeboBaHUS K MapKMpOBKE WM IKCMyaTaUMOHHOW AOKYMEHTauun Ha MeAVUMHCKUE u3genwus,
BbiMyckaemble B obpalleHvne B pamkax EBpasniickoro akoHomm4eckoro cotosa (ganee - Coio3s).

2. insa uenen HacTosAwmx OBLWmx TpeboBaHMIA CMONBb3YIOTCA MOHATUSA, KOTOPbIE O3HAYaloT creaytoLlee:

"aKTUBHbIE MeaULMHCKME n3genus" - MeauuMHCKue U3nenus, NpUMeHsiemMble oTAEeNbHO UM B COYETaHWUU C
OPYrMMU MEAULMHCKUMW U3AeNMaMn, Ans AeNCTBUS KOTOPbIX HEOOXOAMMO MCMNONb30BaHUE SHEPrumn, OTIIMYHOW OT
NPOU3BOAUMON YENOBEKOM, UITN CUIbI TAXECTU.



MeguuuHckve wu3genus, MpegHasHavyeHHble AN nepejadv SHEeprMM Unu  BelecTB OT  aKTMBHOIO
MEeOMUMHCKOrO u3genus K nofb3oBatento 6e3 KX CyLWEeCTBEHHOr0 MW3MEHEHUS, He SBRSATCA aKTMBHbIMM
MeauumMHckumn magenuamn. CamoctosTenbHOe nporpaMMHoe obecnevyeHne paccMaTpyMBaeTCsl Kak akTUBHOE
MeanUMHCKOe u3genue;

"Ge3onacHOCTb MeaMLMHCKOro m3genua" - oTCyTCTBME HeJOonyCTMMOro pucka, CBA3AaHHOIMO C NPUYMHEHUEM
Bpeda Xu3HK, 340POBbLI0 YENOBEKa, a TakkKe OKpyXaloLwen cpeae;

"MHCTPYKUMS NO MPUMEHEeHMI" - SKCnnyaTauuMoHHas [OOKyMeHTauusi, copepxawias uHdopMauuio,
npenocTaBnsemMylo Npon3BoAMTENEM MONb30OBaTENO OTHOCUMTENBHO Ha3Ha4YeHus, Hagnexallero u 6esonacHoro
NCNONb30BaHNSA MEOULUHCKOrO M3genusi, kotopasi MOXeT BKnovaTb B cebda B TOM 4ucne pykoBOACTBO MO
aKcnnyaTaumm, METOAMKY MEAMLMHCKOrO NpPUMEHEHus, nacnopT, dopMynsp, UHCTPYKLUX MO MOHTaxy, Hanagke,
TEXHUYECKOMY OOCNY>XMBAHUIO, PEMOHTY, TPAHCMOPTUPOBKE, XPaHEHUIO, YTUNN3aLMN MEQNLMHCKOrO U3aenus;

"MeauUMHCKME UM3genus Anst AMarHocTuku in vitro" - nobble MHCTPYMEHTbI, annapartbl, npubopsl,
obopygoBaHue, MaTepuarnbl, peareHTbl, KanMbpaTopbl, KOHTPOSibHble MaTtepuanbl W npoyne W3genus,
NPUMEHSEMble B MEAWLMHCKMX Lensx OTAeNbHO WM B CcOYeTaHMM Mexgy coboln, a Takke BMecTe C
NpUHaANEeXHOCTAMN, HeobxoauMbIMM AN MPUMEHEHMST yKa3aHHbIX W34envMin Mo  HasHadeHuto (BKNoyas
crneuumanbHoe nporpaMmHoe obecneyeHne), M npedHasHayeHHble Mpou3BOAUTENEM AN NPUMEHEHUS npwu
nccrnegoBaHmsx in  vitro obpasuoB 6Guonormyecknx MatepuanoB YenoBeka AnS  MNOMyyYeHus MHGOpMaumu
OTHOCUTENBHO PU3NONOrN4ecKoro unu naToriorMyeckoro  COCTOSIHUSA, BPOXAEHHOWN naTonoruu,
NpeapacnosnioXXeHHOCTU K OonpeaerieHHOMY KITMHUYECKOMY COCTOSHMIO unu 6onesHu, COBMECTMMOCTU TKaHeW C
NOTEHUManbHbIM  PEUUNMEHTOM, MPOrHO3UPOBAHUSA peakuMi Ha TepaneBTMYECKMe BO3AEWCTBMS, Bblbopa
TepaneBTUYECKUX CPEACTB U (MNN) KOHTPOS NeYeHus;

"HebnaronpuaTHoe cobbiTne (MHUMAEHT)" - nobas HeMcnpaBHOCTb U (MNW) yXYALIEHWE XapaKTEPUCTUK, Unn
HapyweHne (YHKUMOHUPOBAHUSA MEAWLMHCKOTO W3OEenus, WM HegocTaTO4YHOCTb MO0  HEKOPPEKTHOCTb
COMNPOBOAUTENBHON WMHAOPMAaUMM (OOKYMEHTauMu) Ha MeOWUMHCKOe u3genuve, unu noboyHoe [encTBue, He
yKa3aHHOE B MHCTPYKLMM MO MPUMEHEHMNIO, KOTOPbIE NMPSIMO UITM KOCBEHHO NMPUBENN UMY MOTMN MPUBECTU K CMEPTU
NN Cepbe3HOMY YXyALUEHWNI COCTOSHUS 340POBbsl NOMb30BaTeENEN UK TPETbMX MWL, (NPpY 3TOM NoA CePbEe3HbIM
YXYOLEHNEM COCTOSIHMS 340POBbS NOHUMMAKOTCS OnacHoe AN XusHu 3abonesaHune, CTOMKOEe nopaxeHne OyHKLMK
opraHmama wnu HeobpaTumoe noBpexaeHue CTPOeHUs Tena, COCTOosHWe, Tpebylolee MeauuUMHCKOro unm
XUPYPrnyeckoro BMeLlaTenbCTBa C LEnbio NpeaoTBpalleHmsl OnacHoro Ansi XM3Hu 3aboneBaHus, Unm CTOMKOro
nopaxeHusi OYHKUUX opraHm3ma, unu HeobpaTMMoro NOBPEeXOAEeHUs CTPOEHWsa Tena, COCTosiHWe, Tpelbytollee
rocnuTanunsaumm unm 3Ha4YMTENbHOrO YBENMYEHUS cpoka npebbiBaHMsa B CTaluMOHape yXXe rocnutann3vpoBaHHOro
naumeHTa, yHKLMOHaNbHOE HapyLLeHue y nnoga, ero rubenes, BpOXAeHHasi aHoManusi unvM pogoBas Tpasma);

"HexxenaTenoHoe cobbiTne" - mnboe HexenaTenbHoOe MeAWUMHCKOEe COoObITWEe, HEeMnpOorHo3Mpyemoe
3aboneBaHne nMOO MNOBpEXAEHVME WU HeXenaTeNbHble KIMHWYECKMe nNpu3HakuM (Bkmovas nabopaTopHble
nokasaTenu, OTNIMYHbIE OT HOPMbI) Yy MONb30BaTENen UNn TPETbUX NKL, CBA3aHHbLIX C MPUMEHEHNEM MEOULIMHCKOTO
nsgenvs;

"nonb3oBartenb” - MauMeHT, MEeOULMHCKUA chneuuanuct wunv  moboe apyroe uanyeckoe nuuo,
npUMeHsiloLwne MeauLMHCKoe nsgenue no HasHavyeHuto, onpegeneHHoMy NnponssoauTenem;
"9(bHEKTMBHOCTb MEAULMHCKOro wusgenusa” - CcnocobHOCTb MEOULMHCKOrO WU3L4enusi COOTBETCTBOBATb

Ha3Ha4eHuto, onpeaeneHHomMy npoussoamnTenem.

II. O6wme TpeboBaHus 6e3onacHOCTU U 3PHEKTUBHOCTH,
NPYMEHUMbIE KO BCEM MEOULMHCKUM U3Aennsam

3. MeguuuHckue n3aenusi NPOEKTUPYHOTCS U M3FOTOBNSOTCS TakuM o6pasom, 4ToGbl MpU UCNOMb30BaHUM B
YCroBMSIX W B LENsiX, COOTBETCTBYIOLIMX WX HasHa4YeHuto, orpeneneHHoOMy npousBoauTeneM, W npu
Heo6XOAMMOCTM C YY4EeTOM TEXHUYECKMX 3HAHMI, OnbiTa, 00pasoBaHWs UMM cheunanbHoOW  MOArOTOBKM,
KMMHMYECKOrO U (DU3NYECKOrO COCTOSIHMSI  MONb30BaTensl OHWM  [OEWCTBOBaNM COMMacHO  HasHaYeHuio,
onpeneneHHoOMy Npou3BoauTeNeM, 1 Gbinn 6e3onacHbl Ans Nonb3oBaTens U TPeTbUX NUL, NPU YCIOBUM, YTO PUCK,
CBSI3aHHBIN C MX NPUMEHEHNEM, SIBNSIETCS NPUEMMEMbIM NPW COMOCTaBIEHUN C NOMb30W ANs NoNb3oBaTens.

He ponyckaeTcsi orpaHuyeHWe B3aMMO3aMEHSIEMOCTU MEOWULMHCKUX W3AENUA MyTEM UCMOMb30BaHUS
cneumanbHbIX TEXHUYECKUX UK MPOrpaMMHbIX CPeacTB Unv ApyruMu cnocobamm.

4. PelueHuns, NpUHSATbIE MPOM3BOAUTENEM MNPU MPOEKTUPOBAHUMN U U3FOTOBMEHUUM MEAMLMHCKOrO M3aenus,
OOIMKHbI COOTBETCTBOBATL NPUHLMMNAM 6€30MacHOCTM C y4eTOM OOLLENPU3HAHHOIO YPOBHS pa3BUTUsSt 3HaHWUIA. MNpu
HeobX0AMMOCTM NPOM3BOAUTENL YNPaBMSET pUcCKaMu Takum obpa3oM, 4TOObl OCTATOYHbIA PUCK, CBSI3A@HHbLIA C
noGoli onacHoCTbo, ABMsANCS npuvemnemMbiM. [pousBoanTeNnb PYKOBOACTBYETCS CcreaylowuMy npuHuunamm B
nopsiAKe NPUOPUTETHOCTHU:

BbISIBIIEHWE W3BECTHOW WMV NPEABUAMMON ONAacHOCTM U OLeHKa CBSI3aHHbIX C HEK PUCKOB, BO3HUKAMOLLMX
Mpu  UCMNOMb30BaHWM MEOMLIMHCKOTO U3AeNns MO  HasHayeHuto U Mpu  npeackasyeMoM  HenpaBUSlbHOM
NCMONb30BaHUW;



yCTpaHeHWe PUCKOB MyTEM MPUHATUS COOTBETCTBYIOLLMX TEXHUYECKUX U TEXHOMOIMMYECKMX peLueHUn npu
NPOEKTUPOBaAHUN U N3FOTOBMEHUN MEeOULUHCKOrO U3AenNns;

CHUXXEeHMEe OCTaTOYHbIX PUCKOB NYTEM MPUHATUS afleKBaTHbIX 3aLUUTHBLIX Mep, BKNOYas cUrHansl TpeBoru;

WHopMMpoBaHUe Nornb3oBaTenert 060 BCeX OCTaTOYHbIX pUCKaX.

5. MeguuuHckne nsgennst NPOEKTUPYIOTCS, M3roTaBnMBalOTCA M YyNaKoBbIBAKOTCA TakuM 06pa3om, YTOObl ux
3KCMNMnyaTauMoOHHbIE XapaKTEPUCTUKN U 3(PEEKTUBHOCTb HE Hapyllanucb Npuv TPaHCNOPTUPOBKE M B npoLuecce
XpaHeHUs B COOTBETCTBUN C UHCTPYKLMEN MO NPUMEHEHWIO.

6. MeguunHckmne nsgenusa OomkHbl ObiTb 3(PEKTUBHBIMU TakK, Kak 3TO NPegyCMOTPEHO NPOU3BOAMTENEM, U
OOIMKHbI BbITb CMPOEKTUPOBaHbI U U3rOTOBMNEHbI TakMM 0Bpa3oM, YToObl B HOPMarbHbIX YCNOBUSX dKCnyaTauuu
OHUW COOTBETCTBOBANU LEeNsaM NpUMEHEHUs No Ha3HavyeHuo, onpeaeneHHoMy nNpom3BoanTenem.

7. JkcnnyaTaumMoHHbIE XapaKTepPUCTUKN U 3PEEKTUBHOCTb MEOULIMHCKOIO U3denms He AOMKHbl U3MEHATBCA
00 Takow CTeneHu, YTobbl CTaBMTb NOA Yrpo3y XWU3Hb 1 3A40POBLE MOMb30BaTENEN U TPETbUX NNLL B TEYEHUE CPOKa
aKkcnnyaTaumn, onpeferieHHoro npousBoauTenemM, npu YcroBuKM, 4YTO MeOULMHCKOe u3fenve nogpepraeTcs
BO30ENCTBUSAM, KOTOpPbIE MOTYT BO3HMKATb B HOPMaIbHbIX YCMOBUAX 3KCMyaTaunm, U TEXHNYecKoe obCnyxmBaHme
NpoBOAMTCA B COOTBETCTBUMN C UHCTPYKLMEN MO NPUMEHEHNIO.

8. Bce usBecTHble U npegnonaraemble pUcKy, BO3HUKAOLME NP UCNOSNb30BaHUN MELMULMHCKOIO U3genus, u
nobble HexenatenbHble 3(PdEeKTbl OT TaKOro WUCMNOMb30BaHUA CBOASATCS K MUHUMYMY W OOIDKHbI ObIThb
npueMnemMbiMnU NpPU  COMOCTaBMEHUN C MNONb30M ANA NoNnb30oBaTeENen, nosydyaemMonm OT npenyCMOTPEHHOrO
npovsBoguTenem 4eNCTBUS MEOULMHCKOTO N3AENUSA NMPU HOPMarbHbIX YCITOBUSAX SKCNyaTaLumm.

9. [Ona «kaxgoro MeAOMUMHCKOro wusgenus npegocraBnsdetcsa  uHdopmauus, Heobxogumas ang
noeHTumKkauum 9Toro MeauuMHCKOTO M3denust U ero npov3BOAUTENS, CTpaHbl MPOUCXOXOEHWUS, a Takke
nHdopmauma 4na nonb3oBaTtens (NPodeccMoHanbHOro M HenpodeccnoHanbHoOro), kacarwascst 6e3onacHocTu
MeOMLMHCKOro usgenus, ero QYHKUMOHamNbHbIX CBOWCTB W SKCMMyaTauMOHHBLIX XapakTepucTuk. Takasd
WHpopMaUnss MOXET HaxoaAuTbCA Ha CcaMOM MeAWLMHCKOM M3Oenun, Ha YnakoBKe WNW B WHCTPYKUUM MO
NPUMEHEHMUIO.

10. Hocutenb wuHdopmaumn, ee dopmaT, coaepxaHue UK pacnoriokeHue [OMKHbl COOTBETCTBOBATb
MEOMLMHCKOMY W3OENuI0, €ro HasHayYeHMt0 U TEXHUYECKMM 3HaHWAM, OMbiTy, O0Opa3oBaHWMO UMM MNOArOTOBKE
nonb3oBaTtenem.

Hocutene uvHdoOpMauum B KayecTBe OrPaHUYEHUA MO MPUMEHEHWI0, NPOTMBOMNOKa3aHun, Mep
NPEeAOCTOPOXHOCTN UMW NpeaynpexaeHns OOIMKEH COAepXaTb CBeAeHMs 06 OCTAaTOYHbIX puUckax, CBA3aHHbIX C
npuMeHeHneMm meguumnHckoro usgenus. NoHsaTve "npoTnBonokasaHns" He NPUMEHUMO AN MeAULUHCKUX U34ennit
ANs AWarHoCTUKKM in vitro.

11. VHdopmaumsa, npegycMmoTpeHHas nyHkTom 9 HacTtosawmux O6wwnx TpeboBaHWi, yKa3biBaeTcsl Ha
MapKMpoBKE W B WMHCTPYKUMUM MO NPUMEHEHUI0 Ha PYCCKOM $3blke, a Takke Npu HanMyuum COOTBETCTBYHOLLMX
TpeboBaHWI B 3aKoHOOATENbCTBE FOCYAAPCTB-YIIEHOB Ha roCy4apCTBEHHOM $A3blKe (FOCYAapCTBEHHBIX A3blKax)
rocygapcTB-4YreHoB.

Takas nHdopmaLmsa MoXeT coaep)aTb CUMBOIbI, YCTAHOBIEHHbIE MEXrocyaapCTBEeHHbIMM CTaHaapTaMu, a
TaKKe YCTaHOBIEHHbIE MEXOYHAaPOL4HbIMW CTaHgapTamu (Mpu ycnoBuu, 4YTo 6€30MacHOCTb MEOULIMHCKOTO U3aenus
He HapyllaeTcs B CBA3M C HEMOHMMAaHNEM OTAENbHbIMM NONb30BATENAMU 3HAYEHNS TAKMX CUMBOIIOB).

[ll. O6wme TpeboBaHMsa Ge3onacHOCTU N 3PPEKTUBHOCTH,
NPUMEHNMbIE K MEAULIMHCKUM U3AENUSAM, 32 UCKIIOYEHNEM
MEeOULIMHCKUX U3aenun ans AMarHoCTuKK in vitro

1. XuMunyeckue, pmsmyeckne n bruonormyeckne cBomcTea
MeOULIMHCKUX 13aenni

12. MNpn NpOEKTUPOBAHMMN U U3FOTOBINEHUN MEANLIMHCKUX U3AeNnii ocoboe BHUMaHWE OOMKHO YAeNsSTbes:

1) BbIGOPY MCMOMb3yeMblX MaTepuanoB, 0COGEHHO B OTHOLLEHUN TOKCUYHOCTM U BOCMNTAMEHSIEMOCTY;

2) COBMECTUMOCTU UCMOSIb3YEMbIX MaTepUanoB U GUONMOrMYECKNX KNETOK, TKAHEN, XKNAKOCTEN, BELLECTB U KX
NPOM3BOAHBIX (Janee - Guonoruyeckme matepuarnbl) ¢ y4eTOM Ha3HaYeHUS MEQULIMHCKOTO U3Aenus;

3) BbIGOPY UCMONb3yEMbIX MAaTEPUArnoB C YYETOM TakuMX MokasaTernen, kak TBepAoCTb, M3HOCOCTOMKOCTb U
yCTanocTHasi MPOYHOCTb.

13. MpK NpoeKkTUpOBaHUW, U3rOTOBIMEHUN W YMAKOBKE MEOWULMHCKUX MU3OENUA OOSMKEH ObiTb MakcMManbHO
CHWXEH PWCK, CO34aBaeMblii 3arpssHSALMMUM BeLlecTBaMM M MX oOcTaTtkamu, Ans nonb3oBaTenel u nuu,
Yy4YacTBYIOLIMX B TPaHCMOPTUPOBKE, XpPaHEHUU U OGCRAYXMBaAHUM MEOULMHCKUX U3OEenuin (C y4eTOM HasHayeHus
MEAMLMHCKOro U3fenus, a Takke ANUTENbHOCTM U YacTOTbl BO3AENCTBUS 3TUX BELLECTB Ha OpraHuam YerioBeka).

14. MeguunHckne M3genus NPoeKkTUPYTCS U M3roTaBnMBalTcs TakuMm obpas3oM, 4ToGbl OHM MOrnn ObiTb
Ge3onacHoO Ucronb3oBaHbl C MaTepuanamu, BELLeCTBaMM M ra3amMu, C KOTOPbIMU OHM BXOOST B KOHTAKT npw
HOpMarbHbIX YCMOBUSIX 3KCMyaTauMyM WU Npu NpoBELEHUN TEXHUYECKoro obcnyxuBaHusa. Ecnv meguuunHckue



n3genvs npegHasHadeHbl Ansi BBEAEHUSI JEKapCTBEHHbIX CpeacTB, WX MNPOEKTUPOBAHME W U3rOTOBMIEHME
OCYLLECTBMATCA TakuM 06pa3oM, YTOGbl OHU BbiNM COBMECTMMbI C NEKAPCTBEHHLIMU cpeacTBamu (Npu yCrosum
coGMoAEHNST OFpaHNYEHNiA NO MX NPUMEHEHUID) B Lensx obecrnevyeHns 3pEKTUBHOCTU KaK NeKapCTBEHHOro
CpeAacTBa, Tak U MeAULMHCKOro M3aenusi B COOTBETCTBUN C HA3HAYeHNEM.

15. Mpn NPoOEKTUPOBAHUN U U3FOTOBMEHUM MEAULMHCKUX M3OenuiA OOMKHbl OblTb MakCUManbHO CHUXEHbI
PUCKN:

1) BbI3BaHHbIE BO3MOXHbLIM BblOENEHNEM MINU BbIMbIBAHMEM W3 MEOUUMHCKOrO M3Oenust onacHbIX U (Mnwm)
BpeOHbIX BewecTB (C Yy4eTOM WX CEHCUOMNM3UpYOLWEero [OeWCTBUS, KaHLLEPOreHHOCTW, MyTareHHOCTU Wnn
OTpULATENBHOTO BANSIHUS HA PENPOAYKTUBHYIO (DYHKLMIO);

2) cBsI3aHHble C HenpegHaMepeHHbIM MornajaHMeM B MeAWLMHCKOe W3denne MNOCTOPOHHUMX BeLLecTB (C
Yy4eTOM HasHayeHus, onpeaeneHHOro NPon3BoaAnTeNeM, 1 NpeanonaraeMbiX YCroBuid NPUMEHEHUS MeaULIMHCKOTO
nsgenus).

2. IHpeKUMOHHOE 1 MUKPOOHOE 3arpsisHEHNE MEOULNHCKUX U3OeNuin

16. MNpu M3roToBNEHMU MEAULMHCKOrO M34envsi AOfKeH ObiTb YCTpaHeH WnuM CHWXEH [0 [OonyCTMMOro
YPOBHSA PUCK MHULMPOBAHUSA norb3oBaTenen n TpeTbux nuy. KOHCTpYKUMS MEeAWMUMHCKOro usgenus JormkHa
obecneunBaTb MPOCTOTY B 3JKCnnyataumm M obCcnyxmBaHumM u nNpyu HEOOXOAMMOCTU MaKCUMArbHO CHU3UTb PUCK
noBbIX MUKPOBHBIX yTeYeK W3 MEeOULMHCKOro u3genus u  (Mnm) MUKpobHOro BO3AEWCTBUS B npouecce
MCNONb30BaHUA, a Takke MpegoTBpallaTb MUKPOOHOE 3arpsi3HeHWe MeOULMHCKOro wusgenua wnm npoodbl
nons3oBartenem Unn TpeTbUM fnLOM.

17. lNpn NPOEKTUPOBAHUWN, M3FOTOBMEHMM U YMNAKOBKE MEAMUMHCKUX M3OEeNvi, UMEIOLMX cheumanbHbli
MUKpOOMONorMyecknin crtaTyC B COOTBETCTBUM C MapPKUPOBKOW, [OOIMKHO ObiTb rapaHTUpOBaHO, 4TO
MUKpoBMonornyecknin ctatyc octaetcst 6e3 uameHeHun npu cobnogeHnn yCrnoBuii TPaHCMOPTUPOBKN U XPaHEHNS,
onpeneneHHbIX NpoM3BoANTENEM, OO TEX NOp, NoKa 3alMTHas ynakoBka He OyaeT HapyLleHa Uinn BCKpbITa.

18. Npn NPOEKTUPOBaAHUN, U3rOTOBSIEHUM N YNAKOBKE MEOULVNHCKUX N3OENUA, NOCTaBMNSIEMbIX B CTEPUITBHOM
COCTOSIHUKN, AOMMKHA OblTb rapaHTMpoBaHa WX CTEPUNBHOCTb MpU COOMOAEHWMM YCNOBUIA TPaHCMOPTUPOBKU W
XpaHeHus1, onpeaenieHHbIX NPOM3BOAMTENEM, OO TeX Mop, MoKa 3alMTHasd ynakoBka He OyaeT HapylleHa unu
BCKpbITa. Takne meguuuHCKue n3genusa ynakoBbiBalOTCS B OOQHOPA30BYHO YNAKOBKY.

19. CrepunbHble MeguUMHCKME wu3genua nmbo MeguuMHCKUE U3genvsi, UMerlne  cneumanbHbii
MUKpobuonormyeckun ctaTyc, musrotaeBnuealroTcs, obpabaTbiBaloTCs M NpU HEOOXOAMMOCTM CTEPUNU3YIOTCH C
NpUMEHEHNEM BanvMaMpOBaHHbIX METOA0B, 060pYyAOBaHUSA, MPOLECCOB.

20. MepuuuHckue wusgenus, Tpebywlne cTepunusauun, OOMKHbI ObiTb W3roTOBMEHbI B YCIOBUSAX
KOHTPONMPYEMOW YNCTOTbI MPON3BOACTBEHHBIX 30H.

21. YNakoBKa HECTEPUITbHbLIX MEAULIMHCKUX M3aenui OosmkHa obecnednBaTth MX LENOCTHOCTb M YUCTOTY U B
crnyyae, ecnu MeAWLUMHCKOE W3fenue OOMKHO ObiTb CTepunu3oBaHO nepes MCMofib30BaHUEM, MaKcUMarbHO
CHU3UTb PUCK MUKPOOHOro 3arps3HeHus, Npu 3TOM yMNakoBKa [AOMKHA ObiTb COBMECTUMOW C METOAOM
cTepunM3aunn, ykasaHHbIM NPON3BOANTENEM.

3. MeguuuHckue nagenus, cogepxallime BeLLecTBo,
paccMaTprBaeMoe Kak fiekapCTBeHHOe CpecTBo

22. B cnydyae ecnn MeauUMHCKME W3OENUS COAepXaT BELEeCTBO, KOTOPOEe Mpu CaMOCTOSITENbHOM
NCMNOMb30BaHWM MOXET CHUTATBLCS NEKapCTBEHHBIM CPEACTBOM B COOTBETCTBMU C NyHKTOM 1 cTaTbyn 1 CornaiueHums
0 eauHbIX NPUHLUMNax 1 npaBunax obpalleHusl nekapcTBeHHbIX CPeACTB B pamkax EBpa3ninckoro skoHOMUYeCcKoro
coto3a oT 23 gekabpsi 2014 roga 1 KOTopoe OKasbliBaeT OOMOMHUTENbHOE BO3OENCTBME HA OpraHM3M 4erioBeka
Hapsgy C BO3AEWUCTBMEM MEOMUMHCKUX W3OEenui, NOATBepXAeHMe OGe3onacHoCcTM M 3EEKTUBHOCTU TaKUX
MeOMLUMHCKUX M3oenui BkrtodaeT B cebs noateepxaeHwe 6Ge3onacHoCTM M 3PEKTUBHOCTM NEKAapPCTBEHHOro
cpencTBa € Y4ETOM €ro NPUMEHEHUS B cOCTaBe MeANLMHCKUX U3AENWIA.

4. MeguumHCKMe nsgenvs, cogepxaiume matepuvansbl
B1onornM4eckoro NPONCXoXaeHus

23. B cnyyae ecnu MeguUMHCKME WU3OEnus copepxaTt ©Ouonorvyeckne maTtepuarnbl XUBOTHBIX, TO
ncnonb3yemble ONs 9TUX LENen XUBOTHblE OOIDKHbI MOABEPraTbCA BETEPUHAPHOMY KOHTPOM (Hags3opy), Mo
pe3ynbTataM KOTOPOrO OHWM [OMKHbl OblTb MPU3HaHbl 340POBLIMU C YYETOM Ha3HAYEHWUs] WCMONb3yeMbIX
Guonorvyeckux matepuanoB. 300pPOBbLIM KMBOTHOE MPU3HAETCS B Criydae OTCYTCTBUSA 3aboneBaHui, KOTopble
MOryT NOBMNUATL Ha 6e30MacHOCTb U 3P(PEKTUBHOCTb MEANLIMHCKOTO U3denusi.

MHdopmaums npousBoaMTeNs MeOUUUMHCKOro u3genust o Guonornyeckux maTepuanax, B TOM 4ucrie o
BblOOpEe >KMBOTHbIX, MX reorpadmyeckoM MpOUCXOXaeHUN, B3ATUM Npob, ycrnoBuax ob6bpaboTku, XpaHeHusa wu



obpalleHnss ¢ buonornyeckumm maTepuanamu, OOSKHA XPaHUTbCHA B YMNOSIHOMOYEHHOM OpraHe rocygapcrtea -
uneHa Coto3a B cipepe 34paBooxXpaHeHnst (ganee - yrnoriHOMOYEHHbIV OpraH rocyaapcTBa-yrieHa).

O06paboTka, XpaHeHuWe, TeCTUpOBaHME W obpalleHne ¢ OUoNorMvyeckumMyM Matepuanamm >XUBOTHOIO
NPOUCXOXOEHNS [OOMKHbI obecneymBaTb 06e30MacHOCTbL Monb3oBaTene WU TpeTbux numu. B yacTtHocTw,
6e30MacHOCTb B OTHOLLUEHWUW BUMPYCOB, APYINX MHEKLUMOHHBIX areHToB U MHbIX BO30yautenen 6onesHen, obLmnx
ONs 4YenoBeka U XXUBOTHbIX, AOMKHA obecneumBaTbCa NOCPEACTBOM MPUMEHEHUS BannaupOBaHHbIX MEeToaO0B
YHUUTOXEHNS UM MHaKTUBALMU B X04€e NPOM3BOACTBEHHOrO npoLecca.

24. B cnyyae ecnn MeauUMHCKME u3fenust cogepxaTr OuonormdeckMe marepuarnbl 4enoBevecKoro
NPOUCXOXOeHNs, TO BbIOOPp OOHOPOB, a Takke o0O0paboTka, XpaHeHWe, TecTupoBaHme U obpauieHne cC
OvonorMyeckMMn  mMaTepuanamm 4YernoBEYECKOrO MPOMCXOXOEHUS  OCYLLECTBMSIOTCA B COOTBETCTBUM C
3aKoHO4aTeNbCTBOM rocygapcTB - 4neHoB Cor3a M OoMmkHbl obecneuymBatb oONTUMarnbHYt0 6e30MacHOCTb
nonb3oBartene n TpeTbux nuu. B yacTHOCTM, 6e30MacHOCTb B OTHOLLUEHWM BUMPYCOB UM OPYrUX MHAEKUMOHHBIX
areHToB [OMmkHa obecneunmBaTbCs MOCPEACTBOM MNPUMMEHEHMST BanMOMPOBAHHbIX METOOOB YHUYTOXEHUS Wnn
WHaKTUBALMM B XO4e NPOn3BOACTBEHHOIO NpoLiecca.

25. B cnyyae ecnu MeauvuuMHCKME u3denus cogepxkart Ouonornveckme matepuanbl  MUKPOOHOro
npoucxoxaeHws, To obpaboTka, XxpaHeHne, TeCcTupoBaHue 1 obpalleHne ¢ Buonornyeckumm Matepvanamm 3Ton
npupoabl OOMKkHbI obecneymBaTbh onTMManbHy0 6e30nacHOCTb Monb3oBaTtenen u TpeTbux nuy. B yacTHoCTw,
6€e30MacHOCTb B OTHOLLEHUN BUPYCOB U APYrNX MHAEKUMOHHBIX areHToB AoImkHa obecneymBaTbCs MOCPEACTBOM
NPUMEHEHNA BannanpPOBaHHbIX METOOO0B YHUUTOXEHUSA NN MHAKTUBALMK B X04e NPOM3BOACTBEHHOrO npouecca.

5. MeguumMHCK1e M3aenus, NpMMeHsIEMbIE B YCIIOBUSIX BO3OENCTBUS
BHELLHMX haKToOpOoB

26. MeguumnHCKMe w3genus MNpPOEKTUPYITCS M M3roTaBnMBalTCA TakMum obOpasom, 4Ttobbl Mx cbopka,
HacTponka, kanubpoBka, MCnonb3oBaHWe 1 obCcnyXrBaHue B YCMOBUSAX BO3OEWCTBUSA BHELUHUX hakTopoB Obinu
npoBefeHbl 6e3onacHo 1 obecneunnm oxvaaemyto 3PEKTUBHOCTb MEAULIMHCKOrO NPUMEHEHHNS.

27. B cnyyae ecnu MeguuuHCKMe nsgenus npegHasHadeHbl Ans NPUMEHEeHWst B KOMOMHauMM ¢ Apyrumu
MeauUMHCKUMK usgenvamm n (unu) obopygosBaHueM, BCS KOMOMHaUMS, BKMOYas COEAMHUTENbHYI0 CUCTEMY,
AorkHa ObiTb 6e30MacHON 1M He AOMKHa yxyAlwaTb 3asBneHHble PyHKUMOHANbHbIE XapaKTEPUCTUKN MEeONLMHCKUX
nsgenun. Jliobble N3BeCTHbIe OrpaHNyYeHust NO NPYMEHEHUIO TakoW KOMOUHAUMK yKa3blBalOTCA HA MapKMpOBKE U
(Mn) B MHCTPYKLMU NO npuMeHeHuto. MNpu NpPoeKTMPOBaHUN N U3rOTOBIEHUN COEAMHUTENbHBIX CUCTEM AOJPKHbI
ObITb MaKCMMarbHO CHUXEHbl BO3MOXHbIE PUCKN HENPABUIIBHOTO COEAUHEHUS.

He ponyckaeTca npumeHeHne B cOCTaBe MeOMLMHCKOrO W3Aenusi cneumanbHblX TeXHWYeckux u (unm)
MPOrpamMmMHbIX CPeACTB, UCKMYaLWUX MU OrPaHNYMBAIOLLMX BO3MOXHOCTb €ro MCMob30BaHWs B KOMOMHaLUM C
APYruMy npegHasHayYeHHbIMU AN 9TOro MeAMLMHCKUMU usgenuamu u (unv) obopygosaHvem.

28. MeguumMHCKMe u3gennsi NPOeKTUPYKTCA M U3roTaBMMBalOTCA Takum o6pa3om, 4ToObl YCTpaHWUTb UMK
CHWM3UTb A0 NPUEMIIEMOrO YPOBHS:

1) pucKk TpaBMMPOBaHWSA MONb3OBATENA WNN TPETbMX NUL B CBA3N C (DU3NYECKMMU XapaKTepucTUKamu
MeOULMHCKOTO M3genus;

2) puck ownbkM NpM UCMOMb3OBaHUM MEOMUMHCKMX M3OENUA U3-3a KOHCTPYKTUBHBIX XapakTepUCTMK Unu
YyerioBeyeckoro grakTopa;

3) pu1CK, CBA3aHHbIV C OO BLEKTUBHO NpeackadyeMbiMM BHELLHUMMN BO3OENCTBMAMW UM TAKUMU OKPY>KatoLLMMKU
YCNOBUAMMW, KaK BHELUHWE 3eKTPOMarHuMTHbIe MOfs, 3rekTpocTaTuyeckne paspsabl, usnydyeHue, atmocdepHoe
AaBrieHune u ero nepenagpl, BNaXHOCTb U TeMrnepaTypa BO34yXa;

4) pyCK, CBSI3aHHbIN C NCMOMNb30BaHNEM MEAMLMHCKUX U3AENUA NpU KOHTaKTe C MaTtepuanamu, XuakocTamu
1 razamu, BO34eNCTBMIO KOTOPbIX MeaUUMHCKME U3Lenys noaBepraoTcs B HOPMarbHbIX YCNOBUAX aKCMyaTauuu;

5) pwuck, cBsi3aHHbIA C BO3MOXHbIM HEraTMBHbIM B3avMOAEWCTBMEM MEXAY NporpammHbIM obecnedeHnem
MEANLMHCKNX U3OEeNWIA 1 YCNOBUSAMU, B KOTOPbIX OHO 3KCMNIyaTUpyeTCs;

6) puck crny4anHoro nonagaHusi NOCTOPOHHMX BELLECTB B MeQULIMHCKME U3Oenus;

7) puUCK B3aWMHbIX TOMEX, CBA3aHHbIX C OPYrMMW YCTPOWCTBaMW, OObLIYHO MPUMEHSIEMbIMU B
ne4yebHO-ANArHOCTUYECKOM npoLiecce;

8) puCK, BO3HMKAIOLLMIA MPU HEBO3MOXXHOCTU TEXHUYECKOrO OBCMYXMBaHWUSA UMM KanmbpoBKM MeANLIMHCKUX
n3genun (Hanpumep, AN MMMNMAHTaATOB), M3-3a CTAPEHUS MCMONb3yeMbIX MaTepuanoB UMM MOTEpU TOYHOCTU
N3MEepUTENBHOrO UM KOHTPOSTBHOMO YCTPOMCTBA.

29. MeguumHcKkne mn3genusi NPOEKTUPYITCA M M3roTaBNMBalOTCHA Takum o6pas3omM, 4Tobbl yCTpaHuUTb WU
MaKCUMarnbHO CHW3UTb PUCK BOCMNAMEHEHUS UMW B3pbiBa B HOPMaribHbIX YCMOBUSAX 3KCNNyatauuM unu B crnyyae
eguHu4Horo otkasa. Ocoboe BHUMaHue [OIMKHO YyAenATbCA MeAUUMHCKAM  WU3AenusiM, MPUMEHAEMbIM C
MCMoNb30BaHMEM NErKOBOCMNaMEHSIIOLNXCH UMW B3PbIBYATbIX BELLECTB.

30. MeamuunHckne usgenusi NPOEKTUPYIOTCS U U3rOTaBnMBAalOTCA TakMuM obpas3oM, 4ToObl cnocobcTBOBaTHL
6esonacHo yTunusaumm oTxo4oB, 06pa3oBaBLUNXCS MOCHE UCNOMNb30BaHWUA MEOULMHCKUX U3AENUNA.



6. MeauuuHCK1e U3aenusi, OTHOCALLMECS K cpeacTBam U3MepeHuit

31. MeanumnHckue nsgenus, BKNIOYEHHbIE B NepevyeHb MEAULMHCKUX M3OEeNnn, OTHOCSLMXCS K cpeacTBam
NU3MepeHNA, B OTHOLLEHUM KOTOPbIX MPOBOAATCA MCMbITAHUS B LeNsSxX YTBEPXOEHWS Tuna CpeacTB U3MepeHun,
NPOEKTUPYIOTCA U U3rOTaBMMBAOTCHA Takum 06pa3oM, 4Tobbl 0becneunTb 4OCTaTOUYHYI0 TOYHOCTb, MPELM3MOHHOCTD
N CTabUNbHOCTb C Y4ETOM Ha3HAYeHUA MeOULMHCKOrO N3aenus.

32. WsmepuTenbHble, KOHTPOMbHbIE WM MWHOMKATOPHbIE LUKanbl MNPOEKTUPYKTCA B COOTBETCTBUM C
3ProHOMMNYECKUMM NPUHLIMNAMU C Y4ETOM Ha3Ha4YeHUs MEeAMLMHCKOro n3aenus.

YncnoBble 3Ha4YeHWUs OOIMKHblI ObiTb BbIpaXXeHbl B OOLLUENPUHATLIX €AMHMLAX W3MEPEeHUs U MOHATHbI
nonb3oBaTensaMm.

33. PesynbTatbl n3amepeHuii, BbIMONTHEHHBIX C UCMOSIb30BAHMEM MEOMLMHCKOrO U3Oenusi, OTHOCSLLErocs K
CPeACTBaM W3MEPEHUWI, BblpaxalTcs B eguHuuax BenuumH MexayHapogHon cuctembl eamHuy (CU) wnu Bo
BHECUCTEMHbIX €QNHMLIAX BEMMYMH B COOTBETCTBUM C NMEPEYHEM BHECUCTEMHbIX €4MHUL, BENMNYMH, NPUMEHSIEMbIX
npu paspaboTke TexHuveckmx perrnameHToB Coto3a (BKMYasd MX COOTHOWeEHUst ¢ MexgyHapogHOM CUCTEMON
eanHuy, (CN)), yTBepxgaembiM EBpasninckon akoHOMUYECKOM koMmuccuen (ganee - Kommccus).

7. 3awuTa oT M3nyveHus

34. MeguumHckne n3genns NPOEKTUPYHOTCH, M3roTaBMNMBaKOTCA M yNakoBbIBAOTCHA Takum obpas3om, 4Tobbl
MUHMManbHO noAdBepratb MONb3oBaTenen M TPeTbUX NuL BO3OEWCTBUIO U3IyYeHUs, He YMEeHbLuas npu 3TOM
YCTaHOBIEHHbIE YPOBHW M3MyYeHus, HeobxoanmMble Ans OCTMXKEHUS ANArHOCTUHECKMX U TepaneBTUYECKUX Lienew.

35. B meauumHCKnx wsgenuax, npegHasHayeHHbIX AN reHepupoBaHWs OMAacHbIX WAW MOTEHUManbHO
OMNacHbIX U3NYy4YeHUN, HeoBXoaAMMBIX ANS AOCTWXEHUS KOHKPETHbIX MeQULIMHCKMX Lenen, B cnyvyae ecnuv nonb3a ot
MCMONb30BaHNSA 3TUX W3NYYEHWN BbICOKOW WMHTEHCUBHOCTM cuuTaeTcs bonee 3HauYUTENbHOM MO OTHOLUEHWIO K
OMacHOCTK, 3aKmioyalLencs B W3NydYeHWu, AOSbKHa npeaycMaTpuMBaTbCA BO3MOXHOCTb YMNpaBneHWs 3TUMM
N3MNy4eHNs MM CO CTOPOHbI Mnofb3osaTtens. [pu NpoeKkTUpOoBaHWM U U3rOTOBNEHUM TakUX MEOULMHCKUX M3genui
AormkHa obecneymBaTbCqd BOCMPOM3BOOMMOCTb WM3MEHSeMblX MNapamMeTpoB [EHEpMpPYyeMOoro U3nydeHus B
AONyCTMMbIX Npeaenax.

MeauvuuHckme m3genus, npegHasHavyeHHble Ans reHepyMpoBaHUs OMacHOro BMAMMOrO U (Mnn) HEBUAMMOTO
N3MNy4YyeHnsi, OCHAaLLATCA BU3yalbHbIMM W (MNM) 3BYKOBbIMWM CPEACTBaMU NPedynpexaeHns O  Hanuyium
(aKTMBHOCTM) Takoro uUsny4eHums.

36. lNpyM nNpoeKkTMpoBaHWMM W W3rOTOBMEHUA MEeOMUMHCKMX W3OENUA OOIDKHO MaKCUMarbHO CHWDKEHO
BO3J4eNCTBUE HenpeaHaMmepeHHO reHepnpyemMoro NoGoYHOro NN PacCeSAHHOrO U3NyYeHus.

37. Tpn NpoOEKTUPOBaHUN U U3TOTOBIEHUN MEANUMHCKUX U3LENUIA, NpeAHas3HaYeHHbIX ANS reHepupoBaHus
MOHN3MPYIOLLLEro U3nydYeHusi, AOSKHbl obecrneuvBaTbCs PerynupoBaHMe KOMWYECTBEHHbIX U FeOMeTPUYecKUX
nokasarteneun reHepMpyemoro U3fny4yeHus ¢ y4eTom Ha3HavyeHus, onpeaerneHHoro Npom3soanTenem.

MeOuumHCKME Un3denus, TreHepupyloliMe MWOHM3MpYIoLlee WU3fydyeHue W npefHasHayeHHble Ans
pPaanonorMyeckon AMarHOCTMKN, MPOEKTUPYIOTCSH U U3roTaBnNuBaKOTCA Takum obpasom, 4Tobbl NpyU MUHMMASBHOM
BO3OEWNCTBUM U3NydeHUMs Ha nonb3oBaTtens obecneunBanocb Heobxogumoe pAns AMarHOCTUKM  KayecTBO
n3obpaxeHus u (Mnn) nonyyaembix pe3ynbTaToB UCCIEA0BaHUN.

MeauuuHckMe u3genus, reHepupyllmMe WOHM3WpYloLWee U3nydeHMe U npegHasHayeHHble  Ans
pagvoniorMyeckon Tepanuu, NPOEKTUPYIOTCA W WU3roTaBnMBalOTCA Takmm obpasom, 4Tobbl obecneudvBanucb
KOHTPOSb W yrnpasneHne [030M o6nyyeHus, TUNOM, 3Heprven 1 nNpu HeobxoaMMOoCTW pacnpedeneHvem aHeprum
HanpaBneHHOro N3nyyYeHus.

8. MeauvLUmMHcKMe nsgenus, BKoYatoLme
B cebs nporpammHoe obecrneyeHune, 1 aBTOHOMHOE NPorpamMmmHoe
obecneyeHmne, aensoLeecsd MeaMUNUHCKUM n3aenvem

38. MeaguuuHckue nsgenus, Bknovaowmne B cebs nporpammHoe obecneyeHne, 1 aBTOHOMHOE NPOrpaMMHoe
obecneyeHve, SABMnsOWEECS MEAULMHCKAM M3OenueM, MPOEKTUPYIOTCS U M3roTaBnMBalOTCA Takum obpasom,
4yT0ObI 06ecneynBaTb cTabuneHoe, HagexHoe 1 apdeKkTMBHOE DYHKLMOHMPOBaHUE STUX MEANLMHCKUX U3genvmn B
COOTBETCTBUM C HA3Ha4YeHMEM, onpegerieHHbIM Npou3BoauTENEM.

9. AKTMBHblE MEOULMHCKMNE N3OENNS, CBA3aHHbIE C UICTOYHUKOM
SHEpPrmn nnun OGOpyﬂ,OBaHHbIe MCTOYHNUKOM 3Heprmm

39. [na aKkTMBHbIX MEOUUMHCKUX u3genuin B chny4ae €ANHNYHOMN HencnpaBHOCT nNpUHMMAKTCA
COOTBETCTBYHOLLME MEPDbI ONA YCTPaHEHUA UM CHMXEeHUA nocnenyrwmnx puckos.



40. AKTMBHbIE MEOULMHCKNE U3OENUS, MPU UCMONb30BaHNMN KOTOPbIX 0€30NMacHOCTb Nonb3oBaTenen 3aBUCUT
OT BHYTPEHHEr0 UCTOYHMKA NTaHKs, 06opyayTCa CPeACTBOM ONpeaesieHnst COCTOSTHUS UCTOYHMKA NUTaHKUS.

41. AKTMBHbIE MEOULMHCKNE N3OENUs, Npyu UCMONb30BaHNMN KOTOPbIX 0€30nacHOCTb Nonb3oBaTesnen 3aBUCUT
OT BHellHero NCTo4YHnKa nNntaHn4a, AoJNKHbl BKIKO4YaThb B cebs Cuctemy CurHanmsaunm gna onoseLweHuna o nepe6oe
B NNTaHUN.

42. AKTUBHble MeOULMHCKME u3genus, npegHasHavyeHHble O MOHUTOPMHra OOHOr0 WM  HECKOMbKUX
KIMNMHNYEeCKNX napamMeTpoB Mnonb3oBaTtens, 060py,u,yr0TC;| COoOoTBETCTBYHOLLMMN CUCTEeMaMn curHanumsadmm ansa
npegynpexaneHna nonb3oBatend O BO3HUMKHOBEHUU CUTyalun, KOTOpadA MOXeT npuBeCtTn K CMepTn wunn
Cepbe3HOMY HapYLLUEHMIO COCTOSHUS €ero 340POBbSI.

43. AKTVMBHble MEOVUMHCKME W3OEeNUs MNPOEKTUPYITCS W M3roTaBnMBalOTCA Takum obpasom, 4ToObI
MaKCUMarnbHO CHU3WUTb PUCK CO34aHWUS 3NEKTPOMArHUTHbLIX MOJiIeN (3MEeKTPOMAarHUTHbIX MOMEX), KOTopble MOryT
oTpuuaTeNbHO CKasaTbCA Ha paboTe ApyrMx MeAMUMHCKMX usgenun, obopynooBaHWsi M CPeacTB CBSA3M B
COOTBETCTBUN C UX HA3HAYEHNEM.

44. AKTVBHble MEOUUMHCKME W3OEeNUs MNPOEKTUPYIOTCS W M3roTaBnMBalOTCA Takum obpasom, 4ToObI
obecneuntb ypoBEHb YCTOMUYMBOCTY K SN1IEKTPOMArHUTHLIM NoMexam (MOMexXoyCTOMYMBOCTH), oBecneumnBaoLmnin ux
(byHKLI,I/IOHVIpOBaHVIe B COOTBETCTBUM C HA3Ha4YeHneMm, onpeaeneHHbiM Npon3BoanTenem.

45. AKTVBHble MeAVLMHCKME W3Oenusa MNpPOEeKTUMPYITCA W U3roTaBnvMBalTCA TakMMm obpasom, 4TOObI
MaKkcunmaribHO CHU3UTb PUCK cnyqa|7|Horo nopaxeHuna nonb3oBaTtena Unm TpeTbero nuua 3NeKTpu4eCKMM TOKOM Kak
npn HOpMarllbHbIX YCNOBUAX 3KCnnyaTaunun MeguunHCKOro n3genund, Tak n B yCcrnoBuax e,lJ,I/IHI/I‘-IHOVI HeuncnpaBHOCTU
npn ycnosun, 41O MeaUUMHCKOE wudaenune YCTaHOBIEHO WU O6CJ'Iy)KVIBaeTCF| B COOTBETCTBMN C YyKa3aHuUAMU
npounssogunTens.

10. 3awmra oT MEXaHNYECKMX U TEPMUYECKNX PUCKOB

46. MeguumHCcKMEe W3OENUS NPOEKTMPYKOTCS W M3roTaBnMBalTCA Takum o06pasoM, 4TOObI 3aWwuUTUTb
nonb3oBaTtens U TPeTbUX NNL OT PUCKA MEeXaHUYECKUX MOpaKeHWU, CBA3AaHHOIO C COMPOTMBIIEHNEM OBWXXEHMIO,
HeCTabuNbHOCTBIO U HANUYMEM OBWXYLLMXCSA YacTeln B COCTaBe TakMx MEANLMHCKNX N3OENNNA.

47. MeguumHckne wsgenus MNpPOEeKTUMPYIOTCA W U3roTaBnMBalOTCA Takum o6pasoM, 4Tobbl MakcumarnbHO
CHU3UTb PUCK, CBSI3aHHbIA C BMOpaumen, cosgaBaeMon 3TUMM MEAULMHCKAMWU U3Oenusamun, nytem npuMeHeHus
CPEACTB, MO3BOMSAKLINX OrpaHMYNTL BMOpaLMIO, ecrnn TONMbKO BMOpaUMs He SIBNSIETCA YacTbilo NpegHasHavyeHus
MEANLNHCKMX N3aenun.

48. MeauumHcKkne m3gennsa MNpPOEKTUPYHTCA M U3rOTaBNUBAKTCSA TakuM obpas3om, 4TOObl MakcumarnbHO
CHU3WTb PUCK, CBSI3aHHbIN C CO34aBaeMbIM LLYMOM, MyTEM NPUMEHEHUS] CPEACTB, UCMOMNb3yeMbIX ANst YMEHbLUEHMWS
LyMa, ecrin TOMbKO CO30aBaeMblli LUYM He SBMSETCH YacTblo NpegHasHavyeHnst MeaUUUHCKUX M3Oenni.

49. Knemmbl, pasbembl, COeAWHUTENUW W Apyrne YCTPOWCTBA MNOAKMIOYEHUS MEAULMHCKUX u3genunm K
NCTOYHMKAM 3NIEKTPUYECKON, TMAPABNMYECKON UMW NMHEBMATUYECKON 3HEPTNM NMPOEKTUPYIOTCA U U3roTaBNMBaOTCS
Takum obpasom, YToOblI MaKCUMarbHO CHU3UTL NH0ObIE BO3MOXHbIE PUCKN.

50. MeauumMHCKMe M3Oenusa MPOEKTUPYIOTCS U U3roTaBNMBAKOTCA Takmm obpasom, 4ToObl MaKCcMManbHO
CHU3UTb PUCK OLIMOOK, BO3HUKAKOLUX NPU HENPABWUIIBHOM MOOKITHOYEHMM UMW NEPEKIoYeHMn BO Bpemsi paboThl
annapartypbl Unv eTanemn B COCTaBe TakuX MEAULMHCKUX U3OENni.

51. OTKpbITblE YAaCTU MEOULUHCKUX U3AENUA (3a WCKMIOYEHUEM 4acTelr, NpeAHasHadeHHbIX AMs nogayu
Tenna unuM AOCTWXKEHWUS 3afaHHbIX 3HAYEeHUN TemnepaTtyp) He AOJDKHbl JOCTMraTb MOTEHUManbHO OMacHbIX
3Ha4YeHWI TemnepaTyp NPy HOPManbHbIX YCNOBUSAX SKCMNyaTauum.

11. SawwmTa ot PUCKOB, BO3HUKaKOLWKMX OJ14 NON1b30BaATENA
OT nogaBaemon dHeprmn nnun seLlecTs

52. MeaumuuHckve wusgenus, npefHasHadeHHble A8 Mofady Nonb3oBaTento 3HEpPrun WNu BELLECTB,
MPOEKTMPYIOTCA U M3roTaBMMBAKOTCA TakMM o6pasom, 4TOObl KONMYECTBO NOAaBaeMoW 3HEepruu Wnv BeLlecTBa
MOXHO ObINO yCTaHaBnuBaTb M NOJAEpPXMBaATb C TOYHOCTbIO, AocTaTtodHoM Ans obecnedeHus 6e3onacHoOCTu
nornb3oBarens.

53. MeguumHCkue u3genus OCHaWalTCsA cpeacTBaMy NpegoTBpalleHus u  (unu) uHavkaumm nobbix
HEeCOOTBETCTBUIN B NOCTaBNEHHOM KOMNUYeCTBE 3HEPrNN UMW BeLLEeCTBa, KOTOPOE MOXET NpeAcTaBnsaTb ONAaCHOCTb.

54. Ha mMeaunumHCKOM wm3genuu 4eTKo YKasbiBaeTcs MHAopMauus O YHKUMAX CPEeACTB ynpasrieHus U
MHOUKaTopoB. Ecnn nmeeTca MHCTPYKLMSA MO NPUMEHEHUIO, UM PYKOBOACTBO MO SKCnfyatauuu, unu BusyarbHble
cpeacTBa MHAMKaALUMW ONepauMoHHbLIX WU PEryrnvpoBOYHbLIX MapamMeTpoB MeOMUMHCKOro u3genus, To Takas
nHdopmaumsa AomKHa ObiTb MOHSATHON NONb30BaTEeN!o.

12. 3awmTa OT pUCKOB, BO3HMKAIOLLMX
B CBAA3U C UCMONb30BaHMEM MEANLMHCKUX U3OENUNA,



npegHasHa4vyeHHbIX npon3sBoanTernemM ana npuMmeHeHus
nonb3oBaTtefnidaMun, He MMer LM cneunarnbHOro
MeanUunHCKOro 06pa3OBaHM9|

55. MeauumHckme m3genusi, npegHasHa4YeHHble Npov3BoAUTENEM AN NPUMEHEHMSI NMONb3oBaTensMu, He
UMELLUMK CreumanbHOro MeanuMHCKOro 06pasoBaHmst, MPOEKTUPYIOTCS U M3rOTaBMNMBAOTCS C y4ETOM HaBbIKOB U
cpencTB, [AOCTYMHbIX 3TUM fvuam, Takum obpasom, 4YTOObl MeguuuMHCKUe wusgenus YHKLMOHWpOBanu B
COOTBETCTBMU C UX Ha3HAYEHNEM B YCIOBUSAX OO BEKTMBHO OXNOAEMbIX OENCTBUIN CO CTOPOHbI 3TUX L.

56. MeguuumHckne wu3nenus, npefaHasHavyeHHble AN NPUMEHEHUs MoNb3oBaTeENsMU, HEe WUMELUMU
crneumanbHOro MeauUMHCKOro oOpasoBaHWs, MPOEKTUPYIOTCS W W3rOTaBMMBalOTCS Takum o6Gpas3oMm, 4ToObl
MaKCMMarnbHO CHU3WTb PWUCK OWMUOKM B Mpouecce MPUMEHEHUS MeOULMHCKUX W3denuid, a Takke npwu
WHTepnpeTauum pe3yrbTaToB TECTUPOBaHWS.

57. MeguuuHckne wusgenusi, npegHasHayeHHble Ans NPUMEHEHUS MoNb30BaTENsAMU, He MMEeLMMU
crneumanbHOro MeauUMHCKOro oOpasoBaHusl, OOSKHbl UMETb, €cniu 3TO OOBLEKTMBHO BO3MOXHO, (YHKLMUIO
MOATBEPXKAEHUS TOro, YTO MPU WCMOMb30BaHUM 3TU MeAMUUHCKMe usgenus OyayT ¢yHKUMOHWpOBaTb B
COOTBETCTBMU C Ha3Ha4YeHNEM, ornpeaerieHHbIM NPOU3BOAUTENEM.

13. TpeboBaHma K MapknpoBke MeOULIMHCKUX N3AEenun

58. Mapk1poBka MeaNLMHCKOro U3genus OomkHa coaepXatb cneayoLwyo nHopmaumio:

1) HaMmeHoBaHWe un (MnK) TOProBoe HaMMeHOBaAHUE MEOULVNHCKOrO U3AenNus;

2) vHpopmauus, Heobxognmas Ans MaeHTUUKaLmMmM MeauLMHCKOro M3Lenusi, a TaKkke MHgopMauus o ero
HasHayeHun (Npu HeobXxoaMMOCTH);

3) cBegeHus O npowu3BogWTENe, BKMKYAs MONHOE W CcoKpalweHHoe (MpU HanmuuMu) HavMeHOBaHWS
IOPUAMYECKOTO NWLa, MECTO HaxoXAeHus (dpamunusi, Mms, OTYECTBO (MPU HanMyYMM) U MECTO XKWUTEMNbCTBA
dmamyeckoro nmua, 3aperncTpupoBaHHOIO B KayecTBe MHAMBMAYaNbHOrO NpeanpuHMMarens), NoyToBbIA agpec
npov3BoauTENs, CTpaHa MPOUCXOXAEHUS MeaUUMHCKOro magenuvs. MoyToBbi agpec npou3BOAUTENsS MOXET He
YKa3bIBaTbCA B MapKMPOBKE, €CININ OH COOEPXUTCSA B MHCTPYKUMM MO NPUMEHEHUIO, MpuaraeMon K MeamLMHCKOMY
nsgenuio.

Ha mepguuuHckme wmsgenusa, npousBedeHHble B rocyaapCTBe, He sapndwowemcsa uyneHom Coto3a, MOXeT
HaAHOCUTbCS OOMNOSTHUTENbHAs MapKUpOBKa, coAepxawas cBedeHuss 00 yYNOMHOMOYEHHOM npeacTaBuTene
WHOCTPAHHOIo MPOM3BOAUTENS, BKMOYAsA MOSIHOE M COKpalleHHoe (MpW HanMyYnm) HaMMEHOBAHUA HOPUONYECKOrO
nvua, MecTo HaxoxaeHust (dbamunusi, UmMsl, OT4ECTBO (MPW HanMyYUM) U MECTO XuTenbcTBa HU3MYECKOrO nnua,
3aperMcTpupoBaHHOIO B KayecTBe WHAMBWMAYanbHOrO MNpeanpuvHMMaTens), MOYTOBbIA agpec YMONTHOMOYEHHOrO
npencraBvTens npoussoauTens. [JononHuTenbHas MapkMpoBKa He JOIKHA CKpbiBaTb MapKUPOBKY, COAEPKALLYIO
CBefeHus 0 NpoM3BOAUTENE MEOULIMHCKOTO U3denus;

4) wHcopmaumMsi O HanMMuMM B MEOWMUMHCKOM MW3OENUM TNEKapCTBEHHbIX CPEeACTB MM OMOonornyeckmx
mMaTepuarnoB, a TakKe HaHOMaTepuaroB, ecnu TakMe HaHoMaTepuarnbl He CoAepXaTcs B CBA3aHHOM COCTOSIHUM,
UCKINIOYaLWeM BO3MOXHOCTb WX MonagaHust B OpraHuM3m nonb30oBaTensd npu UCNONb30BaHUN MEOULMHCKOrO
n3genus no HasHavyeHuo, onpeaeneHHoOMy Npomu3BoauTENeM;

5) kog (Homep) napTUM NN CePUNHBIA HOMEP MEAULIMHCKOro u3genus;

6) cpok (C ykasaHuem roga n mecsua), 40 UCTEeYEHUs KOTOPOro MeauuUmMHCKoe nsgenue MoxeTt 6e3onacHo
NCNoNb30BaThCS;

7) rod BbIMycka MEOULMHCKOTO M3OENusi, eCnn He yKasaH CPOK, OO WCTEYEHUS KOTOPOro MeAMLMHCKOoe
nsgenve mMoxeT 6esonacHo ncnonb3oBaTtbes. [0 BbiMycka MEAMLMHCKOrO M34enus BKYaeTCs B HOMEP napTum
UNN CEPUNHBIN HOMEP MPU YCINOBUK, YTO rof BbiMycKa NEerko MaeHTMgULUMpYyeTCsl B COCTaBe Takoro HOMepa;

8) uHdpopmauma 06 0coObix ycrnoBusSIX XpaHeHust u (Mnu) obpalleHus MeauUMHCKOro u3genust (npu
HeobXxoaMMOoCTH);

9) nHdopmaLmsa O CTEPUITbHOCTU MEOULMHCKOTO U3fenus (ecrnv MeguuuHCKOe u3genve MnocTaBnseTcs B
CTEPUITbHOM BMAE) C YKa3aHMeM MeTofa CTepunmsauuu;

10) npepynpexneHue unuM Mepbl NPedOCTOPOXHOCTU, KOTOPbIE YKa3blBAtOTCA TakMM o0bOpa3om, 4ToObI
NnpvBreYb BHUMaHWE MNOfb30BaTenst UM TPETbEro nuua. Ata UHpopMaunss MoXeT ObiTb CBeAeHa K MUHUMYMY B
cny4vae, ecnv 6onee getanbHasa MHOOPMaLMA COAEPKUTCS B UHCTPYKLUN MO NMPUMEHEHWIO;

11) vHdopmauusa o6 ogHOPa30BOM UCMONB30BAHUM MEOMULMHCKOIO M3genus (ecnv meguuMHcKoe msgenve
npeaHasHavaeTcs Ansg 0AHOPa30BOro MCMOMb30BaHUS);

12) nHdopmaLmsa 0 BOCCTAHOBIEHUN MEAULIMHCKOrO M3AENNsi C yKasaHWeM 4Yucna Npou3BefeHHbIX LUKIOB
BOCCTa@HOBIEHUSI M NIOObIX OrpaHUYEHUn MO YMCHY LIMKIIOB BOCCTAHOBMEHUSA (ECNU MeauUMHCKOe u3genuve Ans
O[JHOPa30BOro NCMOSb30BaHMWA SIBNSAETCA BOCCTAHOBIEHHBLIM);

13) nHdopMaLumsa 06 M3roTOBNEHMUN MEOUULMHCKOTO M3Oenus no WHAMBMAyarnbHOMY 3akasy Morb3oBaTterns
UCKNIOYUTENbHO AN NUYHOMO MNPUMEHEHUST B COOTBETCTBMM C Ha3HavyeHMeM MeAWLMHCKOro crneumanucta,



BblAaHHbLIM B MMCbMEHHOM hopme;

14) uwHdopmauusa o npegHa3HaAYeHUN MeOULUMHCKOrO U3Aenus TONbKO AN NPOBEAEHMUST KITMHUYECKUX
UCNbITaHUI B LLENSAX perncTpauum;

15) wuHpopmauua O npefHasHa4YeHUU MEOULMHCKOrO Uu3genus  TOMbKO  ANfsl  BbICTABOYHbIX — MMK
OEMOHCTPaUMOHHbIX uUenen. B aTom cnyyae TpeboBaHuA MO MapKUpOBKe, ykasaHHble B nognyHkrax 1 - 14
HaCTOALLEro NyHKTa He ABNSATCS 06a3aTenbHbIMUY;

16) nHopmaLma o6 MHaAKTMBALMN BO3MOXHbIX BUPYCOB U APYrNX MHPEKLUNOHHBIX areHToB B MeOULUHCKOM
nsgenun, HaHocmas B Buae Hagnucy "aHtutena k BUY 1, 2 u supycam renatntos C n HBsAg otcytcTtBytoT" (ecnum
MeOMLMHCKOe M3genue MMeeT B CBOEM COCTaBe CbIBOPOTKY (Mnasmy) KpOBW YerioBeKa Wnv 3MeMeHTbl TKaHu
YyenoBeka).

59. B cnyyae ecnu MeauMUMHCKME W3OENUS UMM UX KOMMOHEHTbI, NpeAHa3HayYeHHble AN BBEAEHMS B
OpraHu3am 1 BbIBEAEHMS U3 OpraHm3ama 4verioBeka NeKapCTBEHHbIX CPEACTB, XXMAKOCTEN OpraHvM3Ma WUin gpyrux
BELLECTB NMOO A51s TPAHCMOPTUPOBKM M XPaHEHUS TakuX CPEACTB, XXUAKOCTEN UIM BELLECTB, COAEpXaT BpeaHble
BellecTBa, obnagamlime B 3aBUCMMOCTU OT MX KOHLEHTPaUMM KaHLEPOreHHbIMU, MyTareHHbIMU UM TOKCUYHBLIMU
ONs penpoayKTUBHON OYHKLMK CBONCTBAMW, Ui coaepxaT dTanaTbl, TO TakMe MeguuuHCKUe u3genus nognexar
crneumanbHOM MapkMpoBke. OTa crneumarnbHas MapKMpoOBKa HaHOCUTCS Ha MeOULMHCKOE U3fenue u ero ynakoBKy
nmbo npy HeoBXoOUMOCTM Ha BHELUHIOK YMNaKOBKY, WCMONb3yeEMYH AN XpaHeHWss U TPaHCMOPTUPOBKU
MEANLMNHCKOro n3genus.

60. MapknpoBka CTepUNbHbBIX U HECTEPUIBHBIX MEOULMNHCKNX M3OENWIA AoIMKHA obecneymBaTb BO3MOXHOCTb
pasrpaHMYeHns UOEHTUYHBbIX WM CXOXMX BUOOB MEOULMHCKMX W3OEeNuin, BbINylWeEHHbIX B obpalieHne B
CTEPUITBHOM W HECTepuUribHOM BuAe, W pasnuyaTbCsd Takmm obpaszom, 4TOObl Nonb3oBaTeNb MOr C MOMOLLbIO
MapKNPOBKN OTINYUTb CTEPUIbHOE MEOULMHCKOE N3aenne OT HECTEPUITbHOIO.

61. MapkupoBka [OomkHa ObiTb HaHeceHa Ha MeauuMHckoe u3genve. Ecnm 370 HEBO3MOXHO wnu
HeLenecoobpa3Ho, MapKMpoBKa (4aCTUYHO WM MOJSTHOCTBIO) MOXET OblTb HaHeceHa Ha YNakoBKY AMNsi KaKOow
€[VHNLbI MEOULIMHCKOTO M3Oenusi, u (Mnn) Ha rpynmnoBYH0 YNAKoBKY, U (MN) HA MHCTPYKLMIO MO MPUMEHEHUIO.

62. MapkupoBka MOXeT ObITb AOMofHeHa MHdopMaunen o MeaAULUHCKOM M34enuM B MallMHOYUTAEMOM
dopmaTe, B TOM Yncne C UCMNOMNb30BaHMEM PaanoyacTOTHON naeHTUMKaLum nnu WTpux-Koao0B..

63. MeguumHCckue u3genus, npoweawme ycTaHoBreHHble B pamkax Coro3a npouenypbl perucrpauum um
NoATBEPXKAEHMS COOTBETCTBUA ob6Wwmm TpeboBaHuAM Ge3onacHOCTU U 3PPEKTUBHOCTN MEOULMHCKUX M3OEeNnH,
TpeboBaHMAM K BHEOPEHUIO N MOAAEPXKAHUIO CUCTEMblI MEHEKMEHTa KayecTBa MEeOMLMHCKUX U3L4envin, nepen
BbinyckoM B obpalieHne B pamkax Coto3a nognexar o00si3aTenbHOW MapKMpOBKE crneumnanbHbIM - 3HAKOM
obpalleHns MeguLUHCKOro n3genus Ha poiHke Coto3a (ganee - cneumnanbHbIN 3HaK obpalleHus).

MapkupoBka cneuunanbHbiM 3HaAKOM 0OpalleHusl, HaHocMMasi Ha MeOMLMHCKOe u3genve, BbINoSHseTcs
ntobbIM TEXHONOrMYeckum cnocobom, obecneumBaroLLMM YETKOE U SICHOE ero n3obpaxeHue B TEYEHNE BCEro cpoka
CcnyX0bl (rogHOCTM) MEONLIMHCKOrO U3aenus.

CneumanbHbli  3HaK OOpalleHUs He HaHOCUTCA Ha MeOWMUMHCKOe W3fdenve B Ccry4Yae, ecnu  3To
TEXHOMNOrMYECKN HEBO3MOXHO UNW OyaeT NpeacTaBnsATb Yrpo3y XU3HU U 340POBbLI0 MNONb30oBaTENS.

14. TpeboBaHusa K MHpOpMaLUK, coaepKalLencs B UHCTPYKLUK
no NPUMEHEHNI0 MeANLIMHCKOro n3genus

64. NHCTpyKUMSA NO NpUMEHEHM0 MOXeT BbITb NpedocTaBneHa nonb3oBaTento Ha GymaxxHOM HocuTene nubo
B ONEKTPOHHOM BMAE Kak BMecTe C MeOUUMHCKUM K3Aenuem, Tak U OTAeNbHO OT Hero, B TOM 4ucrie nytem
pa3melleHns MHOpMaunM Ha 3KpaHe, SBMALWEMCS YacTbio MeOWMUMHCKOro uagenuvs. BeibpaHHbin cnocob
NpPefoCTaBeHNs MHCTPYKUMU MO NPYMEHEHNI0 OOoMmKeH ObiTb NMpMrogeH M AocTyneH ans nonb3oBaTtenen. Ecnu
WHCTPYKUUSI MO NPUMEHEHWIO MpedocTaBrieHa Ha HocuTene, OTNIMYHOM OT GyMaKHOro, NMpou3BOAMTENb AOIDKEH
rapaHTMpoBaTb, YTO NOTPebuTenb MHHPOPMMPOBaH O cnocobax:

1) npocMOoTpa UHCTPYKLUM NO NPUMEHEHNIO;

2) nonyyeHust akTyanbHON BEPCUM MHCTPYKLUN NO NPUMEHEHWIO;

3) nony4eHusa BymaxxHOM BEpPCUM MHCTPYKLUMM MO NPUMEHEHWIO.

65. VIHCTpyKUMst No NpYMEHEHUIO A0MKHa codepXaTtb cneayoLuyo nHpopmaumio:

1) HaMmMeHoBaHWe U (M) TOProBOE HAaMMEHOBaHME MEANLIMHCKOrO U3genus;

2) cBegeHus O Npou3BoguTene MeAMUUHCKOro v3genus u (unm) ero ynonHOMOYEHHOM npefcTaBuTerne,
BKIIOYASA MOSIHOE M COKpalleHHoe (MpM HanMyunu) HavMMEHOBaHWS HOPWAMYECKOrOo nuua, MECTO HaxOXAeHWSs
(dbamunusg, ums, oT4eCTBO (MPM HaNMMuYMKM) U MECTO XWUTenbCTBa (PU3NYECKOro nvua, 3aperncTpMpoBaHHOrO B
KayecTBe WHAOMBMAYyanbHOro npeanpuHumarens), MoYToBbI agpec, Homepa TenedoHa, akca, agpec
3ANEeKTPOHHOW NoYThI (MpY HanU4Yun);

3) HazHayeHMe MeOMUMHCKOro U3fenusi ¢ ykasaHweM nonb3oBaTens (Hanpumep, nauveHT, MeauLMHCKUIA
cneumanuct, uanyeckoe nuLUO, NPUMEHsIoWEee MeOUUMHCKOe W3genve Mo HasHauyeHuio, onpeaeneHHoOMy
npoussoauTenem);



4) byHKUMOHANbHbIE XapaKTEPUCTUKN MEQULIMHCKOrO U3genus;

5) 0606LLEeHHbIE pe3ynbTaTbl KIIMHUYECKMX UCTbITAHWIA, MPOBEAEHHbIX B LENsiX perMcTpauum MeamuuHCKoro
N3AEenus, U1 CCbifika Ha UCTOYHMK, FAe Takas nHopMaLums AOCTynHa AN nonb3oBaTens;

6) ocTaTouHbIE PUCKM, MPOTMBOMOKa3aHWs, oXnaaemole u npeackasyemMbole NoOOYHbIE 3PEKTLI, CBA3AHHbIE
C NPYMEHEeHNeM MeAVLMHCKOro U3Aenus o HasHavYeHuo, onpeaeneHHoOMy Npou3BoauTenem;

7) TEXHUYECKNE XapaKTEepUCTUKN, HEOBXOAMMbIE MOMb30BaTENO ANA NPUMEHEHUS MEeAMUUHCKOro usgenms
Mo Has3Ha4YeHuto, onpeaeneHHoOMy NPou3BoaUTENEM;

8) wvHdopmMauma O HanuMuun NEeKapcTBEHHOro cpencTBa, 6Ouonormyeckoro matepuvana u  (Mnu)
HaHomaTepuana;

9) uHdopmMauus o nopsigke YCTaHOBKM M BBOAa B 3Kcnfyatauuio (npy HeobxogmmocTu), a Takke o
HeobXx04MMOCTU NpeaBapuUTenbHON NOArOTOBKN K UCMOMb30BaHMIO MEOULMHCKOIO U3OEeNns;

10) cneuuwanbHble TpebOBaHMA B OTHOLIEHUM MNOMELLEHUNA, CcheunanbHOW MNOATrOTOBKM WM OCOBOMN
KBanudukaLmm nonb3oBaTens u (unu) TpeTbux nuu;

11) nHdopmaums, Heobxoaumasa ONA MPOBEPKUA NMPaBUITbHOCTU YCTAHOBKM MEOWLMHCKOrO M3Oenust U ero
rOTOBHOCTU K Ge3onacHon paboTe No HasHa4yeHuto, onpegeneHHoMy NpPoM3BOAUTENEM, C YKasdaHWEM CrneayLmnx
cBedeHun:

cogepxaHve W MNepuoaNYHOCTb TEXHUYECKOrO OOCMYXKMBaHMS, BKMOYad OYUCTKY W Oe3MHdEeKUuto
MeOULMHCKOTO M3genus;

Hannyne pacxoAHbIX KOMMOHEHTOB MEAMLIMHCKOrO U3genus u npoueaypa ux 3ameHbl;

HeobxoaMMOoCTb KanubpoBku Ans obecneyeHus Hagnexawen u HesonacHon paboTbl MeAULMHCKOro
n3aenus B TeYEHNe cpoka ero cnyxosl;

METOAbl CHUXEHUS PUCKOB, CBA3AHHBLIX C YCTAHOBKOMW, KanMbOpoOBKOW WM OOCNYyXMBAHWEM MEOULIMHCKOrO
n3genvs;

12) HdpopMauusa o cneumanbHbIX YCIOBUSIX XpaHEHUS 1 (Mnn) obCcny>xmBaHUa MeAULMHCKOTO U3AEnus;

13) nHdopmaumsa o nopsigke 4ENCTBUIN B Criyvae HapyLleHUs CTEPUNbHOM YNakoBKN MEOULMHCKOTO N3genus
nepepn ero Ucnosb3oBaHNeEM (ECNN MEAULMHCKOE U3aenne nocTaBnaeTcs CTEPUITbHBLIM);

14) wHdopmMauus 0 meTode CTepunu3auum MeauUMHCKOro wusgenus (ecnv MeguuuHCKoe usgenuve
nocTaBnseTCA HECTEPUIbHBIM C yKa3daHMeM HeOBXOAMMOCTU ero CTepunm3aunm nepes UCnornb3oBaHneMm);

15) nHdopmauma o Hagnexawen obpaboTke MegULMHCKOro U3gennst Ans ero NOBTOPHOIO UCMOMb30BaHWS,
BKIIOYAA O4YUCTKY, Ae3MHEeKUno, ynakoBky M npu HeobxoauMoCTM MeToA MNOBTOPHOW cTepunu3aumu (ecnu
MeaMUMHCKOe M3genue npegHasHavyeHo Ans MHOropa3oBOro MCNOMb30BaHUS), a Takke KpUTepun HeNpUrogHoCTy
NCMNOMb30BaHNS MEQULMHCKOTO U3Oenus;

16) wHdopmauusa, Heobxogumass AnNd wuaeHTUMKaUMM MEOMUMHCKUX W3OEeNUn C LEenblo  MosydeHus
G6e3onacHo KomMbuHauum u uHpopmaunss 06 M3BECTHLIX OrpaHWYEHMSX MO COBMECTHOMY MCMONb30BaHUIO
MEeOMULMHCKUX M3Oenui (ans MeauuMHCKUX M3Oenui, npegHasHavyeHHbIX ANsl UCMOMb30BaHWUsA BMECTe C ApYrMMu
MEeOULMHCKUMU N3Oenusamn n (Mnu) ¢ U3genmsammn odLero HasHadeHus);

17) vHdopmaumsa o npupode, Tune, a Tawkke (Npy HeoOXOOUMOCTWU) WHTEHCUMBHOCTU WM pacnpeneneHun
n3ny4yaemo MegMUMHCKUM M3genveMm pagvauum u crnocobax 3aliMTbl MOMb3oBaTenen unu TPeTbux nuy OT
HenpegHaMepeHHOro M3nyyYyeHUs B Mpouecce WCMOoNb30BaHMA MeAVLMHCKOro usgenusa (ecnu MeauuuHcKoe
nsgenve cosgaeT onacHbIV UM NOTEeHUMarnbHO ONacHbIN ypOBEHb paavauum B MEQULMHCKUX Lensix);

18) nHdpopmauus ana nonb3oBaTtenen (NpeaynpexgeHns, Mepbl NPegoCcTOPOXHOCTU, NpeanpuHMMaemble B
crnyyae HeobxoANMOCTU Mepbl U OFPaHUYEHNS NPU UCMONb30BaHUN MEANLIMHCKOIo n3aenus), BKYas:

npegynpexageHne, Mepbl NPegoCTOPOXHOCTU U (MNK) Mepbl, NpeanpuHMMaemble B Crydae HeucrnpaBHOCTM
MEOMULMHCKOrO M3OeNnust UM OTKIMOHEHU B ero oyHKLMOHMPOBaAHUW, KOTOpble MOTyT BNUSTbL Ha Ge3onacHoCTb
MEeOULMHCKOTO U3genus;

npegynpexaeHne, Mepbl NPegoCTOPOXHOCTU U (MNnN) Mepbl, NPpeAnpUHMMaemMble B Cliydae BO3OENCTBUS Ha
(PYHKUMOHNPOBAHME MEOULMHCKOTO U3LENUSA BHELHWX (hakTOpoB, CBSA3a@HHbIX C MPUMEHEHWEM MELMLUHCKOro
n3genvs B KOMOUHaLMM ¢ ApyruMu MEQULUHCKMMU M3genusmu u (unvn) obopyaoBaHneM, Unm Takmx 0akTopoB, Kak
BHELLUHWE 3NEKTPOMarHUTHbIE MONS, ANEKTPOCTaTUYECKNe paspsadbl, U3nydeHue, aTMOCEPHOE OaBIieHNE U ero
nepenagbl, BaXHOCTb U TeMnepaTtypa BO34yxa;

npegynpexgeHne, Mepbl NPegoCTOPOXHOCTU U (Mnn) Mepbl, NpeanpuHMMaemMble B Criydae npeackasyemoro
pyCKa aNeKTPOMarHUTHbIX MOMEeX, CO34aBaeMbIX MEAMLUHCKMM M3gennemM npu NnpoBeaeHnn 1 oueHKe pesynbTaToB
cneunduyecknx OMarHOCTUYECKMX WCCNedOBaHUN, TepaneBTMYECKOrO NEeYEHUs MMM Mpu ero UCMnonb30BaHWM
(HanpyumMep, 3NEeKTPOMarHUTHOE U3rNyyeHMe MEAMLMHCKOro u3genus, okasbiBalllee BMMSHWE Ha gpyroe
obopynoBaHue);

cBefeHns 00 orpaHNYeHnsaX UM HECOBMECTMMOCTU C MEAMLMUHCKMM U3OEeNMEM OTAENbHBLIX JIEKAPCTBEHHBIX
cpeactB unu  GMonornyeckMx maTepuanoB (ecnv MeguUMHCKOE uW3genue npegHasHadeHo AN BBeOeHus
nekapCTBEHHbIX CpeAcTB Unu B1onormyecknx matepuarnos);

npegynpexaeHve, Mepbl NPeAOCTOPOXHOCTM U (MNM) OrpaHUYeHUsl, CBsi3aHHble C JIEKAapPCTBEHHLIMU
BeLlecTBaMU Unu BMONOrMyeckMMm MaTepmanamm, KotTopble BXoAAT B COCTaB MEANLIMHCKOrO U3aenus;



npegynpexneHne, CBsI3aHHOE C BXOOSALWMMM B COCTAB MEOULMHCKOIO WU3Aennsi  KaHLEepPOreHHbIMMU,
MYTareHHbIMU UIM TOKCMYHBbIMW MaTepuanamu, BO3MOXHOE BblAENEHVME WM BbiMbiBaHWE KOTOPbIX NMPUBOAUT K
ceHcnbnnunsaumm, annepruyeckon peakuum unm oTpuuaTternibHO BNMSET Ha PENPOLAYKTUBHYIO (PYHKLMIO;

npeaynpexaeHne unM mepbl NPegoCTOPOXHOCTK, npeanpuHMMaemble nonb3oBaTenem npu ytunmsaumu
MEOMLIMHCKOrO u3aenus, NPUHaanexXHoCTen M pacxodHblX MaTepuarnoB, WUCMOMNb3yeMbiXx BMeCcTe C HuM (mpu
Hanu4uum), BKroYas cnegyowie cBeaeHus:

MHEKLMOHHAsA M MUKpPoBHas onacHOCTb MeANLNHCKOro U3aenus;

aKonornyeckasi onacHoCTb MeauULMHCKOro u3aenus;

dmamyeckas onacHOCTb MEANLMHCKOro U3genus;

19) uHdopmaums o6 obcToaTenbcTBax, MPU KOTOPbLIX MONb3oBaTeNb AOSMKEH MPOKOHCYNbTUPOBATLCS C
MEeOMLMHCKUM creyuanucTtoM (4ns MeguuuHCKUX U3genuin, npegHasHavyeHHbIX AN MCMoNb30BaHMsA nuuamu, He
NMELLMMN MeaMULMHCKOro obpasoBaHus);

20) gaHHbIe O BbINyCKe UK NocnegHeM nepecMoTpe UHCTPYKUUN MO NPUMEHEHNIO;

21) MHopmaumnsa o HeobXoANMMOCTU HanpaBneHUst COOBLLEHNST MPOM3BOAUTENIO UK €ro YNOSTHOMOYEHHOMY
NPEeACTaBUTEND O HeXenaTenbHbIX CODbITUSIX, KOTOpble WMEKT Mpu3HaKkM HebnaronpusTHOro cobbITUs
(vHUnpgeHTa).

66. NHCTpyKuMa NO MPUMEHEHUIO AOMKHA ObiTb COCTaBfieHa C UCMOMb30BAHMEM TEPMMHOB, MOHATHbIX
nonb3oBarternto, 1 Npu Heob6Xo4MMOCTH CONPOBOXAATLCA PUCYHKaMM N anarpaMmmami.

MHCTpYKUMS MO MPUMEHEHMIO MOXET cofepXaTb OTAeNnbHble CBedeHus Ansd npodeccuoHanbHbIX W
HenpodeccnoHarnbHbIX NOMb30BaTENEN.

67. HCTpyKUMSt NO NPUMEHEHMI0 MOXET ObITb NpeAcTaBneHa B COKpALLEHHOM BUOE WU Ha MapKMPOBKE
(Ons MeaMUMHCKMX M3OEenuin KnaccoB NOTEHUMarnbHOro pucka npuMeHeHus 1 v 2a), ecnn MeguuMHCKOe m3genve
MOXeT OblTb MCMonb3oBaHO 6e3onacHo M No Has3HadeHuto, onpeaenieHHoOMy Npou3BoanTenem, 6e3 NHCTPYKUMK No
NPUMEHEHMNIO.

68. OgHoro sk3emnnsipa WHCTPYKLUUW MO MPUMEHEHU0 MOoXeT ObITb [OCTaTOYHO, €eCnu MocTaBnsieTcs
HECKOJIbKO MEOULMHCKUX W3Aenuii OgHOMY Mofb3oBaTtento no ogHomy agpecy. Mo TpeboBaHuio noTpebutens
npov3BoauTENb AOMKEH NPEeLOCTaBUTb AOMOMHUTENbHbBIE IK3EMMNIIAPLI MHCTPYKLMM MO MPUMEHEHMIO.

IV. O6bwwme TpeboBaHns 6e3onacHOCTU n 3PHEKTUBHOCTY,
NpUMeHsIEMble K MEAULUHCKMM M34ennsM Ans AUarHoCTUKK in vitro

1. Xumnueckne, dusmyeckue n buonormyeckme cBOMCTBa
MeaULIMHCKUX U3Oenun Ons guarHoCcTMKM in vitro

69. lNpn NpOEeKTUpPOBaHMU K M3IFOTOBMEHUM MEOMLMHCKUX M3Oenuih Ansg AnarHocTukM in vitro ocoboe
BHUMaHWe JOMKHO yaenaTbCA BO3MOXHOMY YXYALLIEHUIO aHanuTnyeckon agekTMBHOCTU U3-3a HECOBMECTUMOCTHU
NPUMMEHSEMbIX MaTepuasnos, Npod 1 (Mnn) aHanuToB.

70. lMpu nNpoekTpoBaHWWN, W3rOTOBNEHUN W YyNakKOBKE MeOUUWHCKUX U3fenui Ang AuarHoCTUKKM in vitro
OOIMKEH OblTb MakCMMarnbHO CHWXKEH PUCK, CO3OaBaeMblii 3arpsi3HAOLWMMKU BeLecTBaMn M UX OcTaTkamu s
nonb3oBatene M nuu, Yy4acTBYKLUX B TPaAHCMOPTUPOBKE, XpPaHEHUM, OOCAYKMBAHMM W UCMONb30BaAHUA
MEeOMLMHCKUX U3AENUA ANs ANarHOCTMKK in vitro (C y4eToM HasHayeHUst MeQULMHCKOTO u3genus gns AnarHoCTUKK
in vitro, a Takke ANUTENBHOCTM U YacTOTbl BO3AENCTBUS 3TUX BELLECTB HA OpraHM3M YerioBeKa).

71. Mpy NPOEKTUPOBAHUN U U3FOTOBMNEHUM MEOULVHCKUX U3OENUA NS OMArHOCTUKM in Vitro JoSmkHbl 6bITh
CHWKEHbI PUCKM:

1) cBS3aHHbIE C onacHbIMKU U (MNK) BpedHbIMU BeLLecTBaMU, KOTOPble MOTyT BbiMbIBATbCS UMK BblTeKaTb U3
MEeOUUMHCKOrO M3genusa  Ons  guarHocTukm in vitro (C y4eToM UX  CEeHCMOUNU3MpyloLwero OencTeus,
KaHLLepOreHHOCTN, MyTareHHOCTWN UMK OTpULaTENbHOro BUSHUS Ha PENPOAYKTUBHYHO (OYHKLNIO);

2) cBfA3aHHble C HenpeaHamMepeHHbIM nonajaHueM B MeAWUMHCKOe u3genuve And guarHoCTuKM in vitro
NMOCTOPOHHMX BeLLecTB (C y4eTOM HasHadeHus, onpedeneHHoro npovssBoauTenem, U npegnonaraembix yCrnoBun
NPUMEHEHNS MEANLIMHCKOro U3genus ans guarHoCcTuKK in vitro).

2. IHbeKunMoHHOe 1 MUKPOBHOE 3arpsisHEHNE MEOULNHCKUX U3LeNun
AN AMarHoCTUKM in vitro

72. Tlpn nNpoOeKTUpPOBaHUM W U3rOTOBMAEHUN MEOUUMHCKUX U3genuin Ond AnarHoCTUMKM in  vitro puck
NMHULMPOBaHMUS NONb30BaTENEN U TPETLUX NULL AOIMKEH ObITh YCTPAHEH UM CHWXKEH OO AOMYCTMMOrO YPOBHSI.

KOHCTpyKUMST MeguUUHCKOro M3genus Ans OuarHocTuku in vitro gomkHa obecnevvBaTtb NpoOCTOTY B
obpaleHnn n obcnyXknBaHMM M NpU HEOOXOAMMOCTM MaKCMMAarbHO CHU3WUTb PUCK MUKPOOHBLIX YyTevek W3
MeOMULMHCKOrO M3genus Anst AMarHoCTUKM in vitro u (Mnm) MnkpoBHOro BO3aencTBus B NPOLLECCE MCNONb30BaHMs, a
Takke npegoTBpallaTb MUKPOOHOE 3arpss3HeHne MEeAMLMHCKOro Msgenust ans AnarHoCTuMKuM in vitro unu npobbl



nonb3oBaTteniemM Unn TpeTbUM fLIOM.

73. Tlpn NpoeKkTUpoBaHUN, U3rOTOBMIEHMM M YNaKOBKE MEAMUMHCKUX n3genuin Ons AnarHoCTuKWM in vitro,
UMEeLNX cneyunanbHbIi - MUKPOBUONOTrMYECKUIn CTaTyC B COOTBETCTBMM C MapKMPOBKOMW, [LOMMKHO ObiTb
rapaHTMpoBaHO, 4YTO MUKpobuomnorMyeckun cratyc octaetcs ©0e3 u3MeHeHurd npu cobnogeHun ycroBum
TPaHCNOPTUPOBKN 1 XpPaHEHUsI, OnpeaeneHHbIX Npon3BoanTenem, 4o Tex nNop, Noka 3almTHas ynakoska He byaeT
HapyLLeHa unu BCKpbITa.

74. CtepurbHble MeguuMHCKME u3genus ans AMarHocTuKM in vitro nnbo meguuuHckue wmsgenus ans
ONarHoCTUKK in vitro, umeroLimne cneumanbHbii MUKPOBMONOrMyecknin cTaTyc, M3rotaBnmBaloTcs, obpabaTbiBatoTCA
1 Npy HEOBXOAMMOCTU CTEPUNU3YIOTCSA C NPUMEHEHNEM BanuaNPOBaHHbIX METOA0B, 060pYyAOBaHUA, NPOLECCOB.

75. MeguuumHckne wn3genust ANS AWArHOCTMKM in  vitro, Tpebywouwume cTepunus3auun, AOOSMKHbI ObiTb
N3roTOBIEHbI B KOHTPOSIMPYEMbIX MPON3BOACTBEHHbIX YCIOBUSX.

76. YnakoBka HeCTEpUIbHbIX MEAUUMHCKUX M3Oenui Ansa AMarHoCTMKW in vitro gormkHa obecneudmBaTb MX
LENIOCTHOCTb M YMCTOTY M B Cny4vae, ecniv MeguuMHCKOe u3fenve ans AMarHocTukM in vitro AOMmKHO ObiTh
CTEpPUINIM30OBAHO Mepen WCMofb30BaHMEM, MakKCMManbHO CHU3UTb PUCK MUKPOOHOro 3arpsi3HeHusi, nNpu 3TOM
yrnakoBKa JOMKHa OblTb COBMECTUMOW C METOOOM CTEPMNM3ALMK, YKa3aHHbIM NPON3BOAUTENEM.

3. MeguuuHckne nsgenust Anst AMarHocTukM in vitro, cogepxatiune
MaTepuanbl O1ONOrnYecKoro NPOUCXOXAEHNSI

77. B cnyyae ecnu meguumnHCKue ngenust 4nst MarHoCTUKKM in vitro cogepxat buonoruyeckme martepuansl
XWUBOTHbIX, TO 00paboTka, XpaHeHne, TecTupoBaHme BMOMNOrMYECKNX MaTepuarnoB XMBOTHOrO MPOUCXOXOEHUS, a
Takke obpalleHMe C HMMW [OOJDKHbl OCYLIECTBNATbCS Takum obpasom, 4ToObl obecneuntb Ges3onacHoOCTb
nosnb3oBaTenen n TpeTbux nu,.

Be3onacHOCTL B OTHOLLEHMM BUPYCOB, OPYrMX WMHMEKLMOHHbIX areHTOB M MHbIX BO3GyauTenen GonesHewn,
obWwmMx Ons 4venoBeka W KUBOTHbIX, AO/MKHa obecneuymBaTbCsl NOCPEACTBOM MPUMEHEHUS BanuampoBaHHbLIX
METOAOB YHUUTOXEHUS MW MHAKTMBALUMW B XO4€E NMPOM3BOACTBEHHOrO npouecca. YKasaHHble BannguMpoBaHHble
MeToObl He MPUMMEHSATCA B OTHOLIEHUN MEOUUUHCKUX M3Oenuin AN AWarHOCTMKKM in vitro, ecnu akTMBHOCTb
BMPYCOB U APYINX MH(PEKUNOHHBIX areHToB 00yCrnoBneHa HasHaYeHneM MeULUMHCKUX M3Oenuin onst AMarHoCTUKM
in vitro Mnu npouecc YHNUTOXEHNSA NN NHAKTUBALIMU MOXET CHU3NTb 3PEKTMBHOCTE MEANLIMHCKOrO M3aenus ans
AMarHocTuKu in vitro.

78. B cnyyae ecnu MeguuMHCKne n3genus ons AMarHoCTuKM in vitro cogepxkat buonornyeckme matepuvarnsl
YENoBEYECKOTO MNPOUCXOXAEHMs, TO 0OpaboTka, XpaHeHue, TecTupoBaHMe U obpalieHne ¢ Omonornyeckumu
mMaTtepuanamm 4ernoBeYeCcKOro MpPOUCXOXKOEHUS OOMKHbI OCYLLECTBMATLCSA Takum obpasom, 4ToObl obGecneyntb
©Ge3onacHoOCTb Nnosb3oBaTenen u TpeTbux nuu.

BesonacHoCTb B OTHOLIEHMW BUPYCOB W APYrUX WHAEKLMOHHBIX areHToB [OIMkHa obecneynBaTbes
nocpeacTsoOM  MPUMEHEHUS1  BanuAMPOBaHHbIX  METOAOB  YHUUTOXEHWS UMM UHaKTMBauum B Xode
NPOn3BOACTBEHHOrO npouecca. YKasaHHble BanuMaupoBaHHblE METOAbl HE MPUMEHAITCA B OTHOLUEHMM
MeOMLMHCKUX U3genui Ang AUarHocTuKkM in vitro, ecrniv akTMBHOCTb BMPYCOB U APYrUX MHEEKUMOHHBLIX areHToB
obycrnoBneHa HasHa4YeHUEM MEOULMHCKUX U3AeNnuA ANnst OUArHOCTWMKM in Vitro unm npouecCc YHUYTOXEHUS unu
WHaKTUBALMN MOXET CHU3UTb 3(PEKTUBHOCTb MEOULMHCKUX U3Oenuin Ana AMarHOCTUKN in vitro.

79. B cnyyae ecnu MmeguuMHCKne usgenvs ong AvarHocTukuy in vitro cogepxkat buonormyeckme marepuansl
MUKPOOHOro npoucxoxaeHunss, To obpaboTka, XpaHeHue, TecTupoBaHuMe U obpalwieHune ¢ Buonornyeckumm
MaTepuanamu 3TOM NpuUpoabl AOMMKHbI OCYLLECTBMASATLCA TakMM o0pasom, 4Tobbl obecneyunTb 6Ge30nMacHOCTb
nosnb3oBaTenen u TpeTbux nu,.

BesonacHOCTb B OTHOLWIEHMW BUPYCOB W APYrUX WHAEKLMOHHBIX areHToB [OIMkHa obecneynBaTbes
nocpeacTsOM  MPUMMEHEHUS1  BanWAMPOBAHHbIX  METOAOB  YHUUTOXEHWS UMM UHaAKTMBauum B Xode
NPOn3BOACTBEHHOrO npouecca. YKasaHHble BanvaupoBaHHblE MeToAbl HEe TMPUMEHSATCS B OTHOLUEHMM
MEeOMLMHCKUX M3Oenui AN AMarHocTuKM in vitro, ecriv akTMBHOCTb BMPYCOB U APYrUX MHAEKUMOHHBLIX areHToB
obycnoBneHa Ha3Ha4YeHWEM MEOULMHCKUX M3OEeNUA ANs OUarHoCTUKM in vitro unm npouecc YHUYTOXEHWS WIu
WMHaKTUBaLMN MOXET CHU3UTb 3(PPEKTUBHOCTb MEOULMHCKOrO N3genus ans guarHoCTukuM in vitro.

4. MegunumHckue nsgenusa ans gnarHoCcTukK in vitro,
npUMeHsieMble B YCINOBUSX BO3ENCTBUS BHELUHNX DaKkToOpoB

80. MeguumHckue nagenusa onst ANarHoCTUKK in Vitro NPOEKTUPYKTCS U N3rOTaBIMBAKOTCS Takum 0bpasom,
4yTOObI MX cbopka, HacTporika, kannbpoBka, NCMOMb30BaHME U OBCNYXMBAHWE B YCIOBUSIX BO3OENCTBUSA BHELUHMX
dakTopoB ObINK NpoBeaeHbl 6esonacHo.

81. B cnyyae ecnn meauumHckMe usgenusa Ang AMarHOCTUKM in vitro npeaHasHaveHbl Ans NpUMEHEHUs B
KOMOMHaUMM C OpyrMMyW MEeOUUMHCKUMUW u3genuamm u (unu) obopydoBaHMeM, BCA KOMOWHaUMs, BKYas
COEeIHUTESbHYI0O CUCTEMY, OOIMKHa ObiTb 6e30nacHOn U He OOIpKHA yxyawaTtb 3asiBNeHHble YHKUMOHAamMbHbIEe



XapakTEPUCTUKA MEOULMHCKAX W3JEenuin Ons  AuarHoCTukM in  vitro. JlioOble W3BECTHbIE OrpaHuyeHuss no
NMPUMEHEHMIO TaKoOW KOMOMHaUMW YKasbiBalOTCA Ha MapKMpoBKe W (MnM) B MHCTPYKLUW MO npumeHeHuto. [pu
MPOEKTMPOBAHUN N WU3TOTOBMEHUN COEOMHUTENbHBIX CUCTEM OOMKHbI OblTb MAKCMManbHO CHWDKEHbI BO3MOXHbIE
PUCKN HENPaBUITbHOMO COEAMHEHMS.

He ponyckaetcs npMMeHeHVWe B cocTaBe MeAMUMHCKOro M3genusa Ans AMarHoCTWMKKM in vitro cneumanbHbIX
TEXHUYECKMX W (MnM) NporpaMMHbIX CPEACTB, WCKMYaKLWNX WAM  OFPaHUYMBAaIOWNX BO3MOXHOCTb €ro
NCMNOMb30BaHWUA B KOMOMHaUMM C OPYrMMW NpefHasHavYeHHbIMWU ANs 3TOro MeAUUMHCKUMWU U3OEnuaMU U (Mnun)
obopynoBaHuem.

82. MeguumHckue usgenusa Anst ANarHoCTMKK in Vitro NpOekTUpYTCa 1M M3roTaBnMBalOTCA Takum obpasom,
4YTOObI YCTPAHWUTb UM CHU3WUTbL A0 MPUEMIIEMOrO YPOBHS:

1) pucK TpaBMMPOBaHWSA MONb3OBATENSA WMNN TPETbMX NUL B CBA3W C (DU3NYECKMMU XapaKTepucTukamu
MeOMLIMHCKOro n3aenus Ana AMarHocTuKy in vitro;

2) puck OWMBKM NpU  MCNOMb30BaHWM MEAWMLMHCKOrO WU3genus Ansa  AuWarHocTvku in vitro us-3a
KOHCTPYKTMBHbIX XapakTEePUCTUK UITN YerToBEYECKOro dakTopa;

3) pUCK, CBA3aHHBIN C 0GBEKTMBHO NpeAcKkasyeMbIMU BHELLHUMUW BO3LENCTBUMAMMU UM TaKUMK OKpY>KaoLWnMn
YCNOBUSAMMW, KaK BHELUHWE 3eKTPOMarHuMTHblEe MOMs, 3MekTpocTaTuyeckne paspsabl, UsnyydyeHue, atmocdepHoe
AaBrieHve n ero nepenagbl, BNaXXHOCTb U TeMnepaTypa BO3AYyXa;

4) puck, CBA3aHHbIN C UCMONb30BaHMEM MEAULMHCKUX M3Oenui Ans AMarHoCTWKWM in vitro npu KOHTakTe C
mMaTtepuanamm, XXmgkoctaMum 1 rasamv, BO3AENCTBMIO KOTOPbIX MeOMUMHCKME M3Oenns Ons AMarHoCTuKWM in vitro
NMoABeprarnTCs B HOpMaribHbIX YCNOBUSX SKCNnyaTaumu;

5) puck, CBA3AHHbIA C BO3MOXHbIM HEraTMBHbIM B3aUMOAEVCTBMEM MEXAY NporpaMmmHbiM obecneyeHnem
MeOMLMHCKOro M3aenus Ana AMarHoCcTUKK in Vitro n yCroBusiMu, B KOTOPbIX OHO 3KCNnyaTupyeTcs;

6) pyck crny4anHoro nonagaHuns NOCTOPOHHUX BELLEeCTB B MeANLIMHCKME U3genus Ans AuarHocTuku in vitro;

7) pUCK HenpaBWbHOW MAEHTUdUKaUUKM Npob B pamkax AUarHOCTMKM in vitro;

8) pwck B3aMMHbIX MOMEX, CBSA3aHHbIX C APYrMMW  YCTPOWCTBaMK, OOBIYHO MpPUMEHSeMbIMU B
ne4yeBHO-AMArHOCTUYECKOM MpoLiecce.

83. MeavuuHckmMe n3genus Ans AMarHOCTUKM in Vitro NPOEeKTUPYTCA U U3roTaBAMBaKOTCA TakuM 06pasom,
YTOObl YCTPaHUTb WM MaKCUMAanbHO CHU3UTb PUCK BOCMIIAMEHEHUS UMW B3pbiBa B HOPMAalbHbIX YCNOBUSAX
aKcnnyaTaumm unm B crnyyae egnHuyHoro otkada. Ocoboe BHMMaHMe JOIMKHO yAenATbCA MeQULMHCKUM M3Oennsam
AN AWarHOCTMKM in vitro, MpUMEeHseMbIM C WCMOMb30BaHWEM IErKOBOCMIaMEHSIIOLNXCA WM B3pbIBYATbLIX
BELLECTB.

84. MeavuunHckMe n3genus Ans AMarHOCTUKM in Vitro NPOeKTUPYITCA U U3roTaBAMBalOTCA Takum 06pasom,
4yTObObI cnocobcTBOBaTH HE@30NacHOW yTUNU3auum 0TXo40B, 06pa3oBaBLUMXCS NOCME UCMOMb30BaHWUA MEAULMHCKUX
n3genuin gns guarHocTUKM in vitro.

5. ®yHKLMOHaNbHbIE XapaKTEPUCTUKA MEOULNHCKMX N3Oennii
ONs AWarHoCTUKM in vitro

85. MeavuuHckMe n3genus Ans AMarHOCTUKM in Vitro NPOeKTUPYITCA U U3roTaBAMBaKOTCA Takum 06pasom,
4Tobbl MX (PYHKUMOHANbHbIE XapaKTepucTMku 6asnpoBanmcb Ha COOTBETCTBYHOLLEN HAy4yHONW U TEXHUYECKON
ocHoBe. MeguumHckne nsgenus ans AnarHoCTuKkK in vitro 4OMmKHbI (PYHKLMOHMPOBATL Ha NPOTSKEHWUM BCEro Cpoka
JKcnnyaTaumm B COOTBETCTBUM C HA3HayYeHMeM, onpegeneHHbIM Npon3BoanTenemM, B 4acTu:

1) xapakTepucTuk aHanuTU4eckon 3MPAEKTUBHOCTN: TOYHOCTb (MPaBUMBHOCTL W NPELM3NOHHOCTD),
cucTemMaTMyeckas MorpeLlHoCcTb, aHanuMTuyeckass YyBCTBUTENMbHOCTb, aHanuTuyeckas cneundudHocTb, npeaen
OBHapyXeHus (OeTekuuu), aHanuTUYeCKUA [[uanasoH, JIMHENHOCTb, TOYKa OTCEYEeHWs, MOBTOPSEMOCTb,
BOCNPOM3BOAMMOCTb, BKIOYAs YCNOBUSA €€ OnpeaerneHns, onpeaeneHne BO3MOXHbIX MHTepdepeHToB 3HA0reHHON
N 3K30MEHHOW NPUPOAbLI U NEPEKPECTHYIO PEAKTUBHOCTD;

6) xapaKTepuCTUK KNMHU4Yeckon 3dhEKTUBHOCTU: OMarHOCTUYecKas YyBCTBUTENbHOCTb, AMarHOCTU4YecKas
cneundUYHOCTb, NpeackasaTernibHas LEHHOCTb MOMOXUTENBHOTO M OTpUUATENBHOrO PesynbTaToB, OTHOLUEHWE
npaegonogobus, oxnagaeMble 3Ha4YEHNsi B HOPManbHOW MW BblAENEHHON NONYNSUnN.

86. B cnydyae ecnn aeKTUBHOCTb MEOULMHCKAX MU3genun And OuarHocTuky in vitro 3aBucuT OT
KanmbpaTopoB U (MNW) KOHTPOSbHbLIX MaTepuarnos, MeTPosiorMyeckas NpoOCNeXMBaeMoCTb MX 3HaYEHUN OOMKHa
obecneunBaTbCs pedepeHTHbIMM MeTodamu U (Unu) MMerwmMMncs pedepeHTHbIMU MaTepuanamu Gonee
BbICOKOIO Mopsiaka.

87. YucnoBble 3HavyeHWss pe3ynbTaToOB UCCNefoBaHMsA 0OpasuoB OMONOrMyeckMx MaTepuarioB 4eroBeka,
nony4eHHble B paMKax AUarHOCTUKK in vitro, AOMmMKHbI ObITb BblpaXkeHbl B OOLLENPUHATLIX U CTaHO4aPTU3UPOBaHHbIX
eAnHMLax.

6. 3awuTa oT n3nyveHus



88. MeguumHCcKne nsgenusa ons AnarHoCTUMKKM in vitro MpOeKTUPYTCS, N3roTaBnMBalOTCA U YNakoBbIBaAKOTCA
Takum obpas3om, 4YTOObl MMHMManbHO MoABepraTb Mofb3oBaTenien U TPEeTbUX MWL BO3LEWCTBUIO MOTEHLMANbHO
OMacHoro Nany4deHus.

89. MeguumHckmne nsgenns ans amarHoCcTukK in vitro, npeaHasHavYeHHble AN reHepupoBaHUsa NoTeHUMansHo
OMacHOro U3nyyeHusi, NPOEKTUPYIOTCA U M3roTaBNMBAKOTCA Takmm obpas3om, YTobbl rapaHTUPOBaTb KOHTPOSb U
(nnn) perynupoBKy XxapakTepUCTMK U KONMYECTBA UCMYCKAEMOro U3Ny4yeHUsl, 1 OCHALLATCS BU3yanbHbIMU U (U5n)
3BYKOBbIMW CPEACTBaMU NpeaynpexaeHns 0 Hannumm (akTMBHOCTM) TaKOro U3nyyeHums.

7. MeavuuHckue nagenunsa ans AMarHoCTUKK in vitro,
BKMOYaLLme B cebs nporpaMmHoe obecneyeHne, 1 aBTOHOMHOE
nporpaMmHoe obecrneyeHne, aBnsoLLeecss MeANUNHCKAM N3aennem
ONS AWarHoCTUKM in vitro

90. MeamumnHcKMe usgenusa Ans QuarHocTuKM in vitro, Bkrovarowme B cebs nporpammHoe obecneyeHuve, u
aBTOHOMHOE MporpaMmHoe obecrneveHune, ABNSOLEECs MeOUUMHCKUM W3Jenvem Ans OMarHocTuKu in vitro,
NPOEKTUPYIOTCA W U3roTaBnMBaloTCA TakuM oOpa3oMm, 4Tobbl obecneynBaTb CTabUNbHOE, HadexHoe U
acppekTnBHOE (PYHKLMOHUPOBAHME ITUX MELAULMHCKMX U3OENWA B COOTBETCTBUM C HA3HAYEHUEM, ONnpeaeneHHbIM
npovssBoguTenem.

8. AKTVBHbIE MEOULUHCKNE N3genust Ansg ANarHoCTUKN
in vitro, cBA3aHHbIE C ICTOYHWKOM 3HEPrUM UM 00OPYAOBaHHbIE
NCTOYHWKOM 3HEPInM

91. AKTMBHbIE MeOULUMHCKME N3aenns Ana AMarHOCTUKK in Vitro, Mpu MCNonb3oBaHWM KOTOpbIX 6e30nacHOCTb
nonb3oBaTerniey 3aBUCUT OT BHYTPEHHEro NCTOYHMKA NUTaHns, 0bopyaylTCa CpeacTBOM OnpeaeneHust COCTOAHUS
NCTOYHUKA MUTaHWS.

92. AKTUBHbIE MeAMLMHCKME usgenus Ans QUarHOCTUMKK in Vitro MpOeKTUPYTCS M M3roTaBnMBalOTCA TakUM
06pasom, 4YTOBbl MakCUMarnbHO CHU3UTb PUCK CO34aHWUS SMEKTPOMAarHWTHbIX NoMen (3NeKTPOMarHUTHbIX NoMex),
KOTOpble MOryT oTpuuaTenbHO cka3aTbCA Ha paboTe ApyrMx MeAMUUMHCKMX m3genui, obopyaoBaHus n CpeacTs
CBSI3M B COOTBETCTBMM C UX HA3HAYEHNEM.

93. AKTUBHbIE MeAVLMHCKME U3genus Ans OUarHOCTUKM in Vitro NpoeKkTMpYITCH U M3roTaBnNMBaloTCA TakuMm
obpasom, 4YTobbl obecneynTb ypoBEHb YCTOMYMBOCTM K SMEKTPOMArHWTHbIM nomexam (MoMexoyCTOMYMBOCTM),
obecneunBaoLwni X PyHKLUMOHMPOBAHNE B COOTBETCTBMM C Ha3Ha4YeHneM, onpeaeneHHbIM NPoON3BOANTENEM.

94. AKTMBHbIE MEOMLUMHCKNE M3Jenusa Ans AUarHOCTUMKM in Vvitro NpoeKkTUpYTCA U M3roTaBnMBalTCA Takum
o6pa3omM, 4TOObl MaKCMManbHO CHM3UTb PWUCK CIyYaWHOro MOPaXKEeHMA MOoNb3oBaTens WM TpeTbero nvua
3MEeKTPUYECKUM TOKOM KaK Mpu HOpMasbHbIX YCIOBUSAX KCMyaTaumnm MeAWLMHCKOrO U3genusi, Tak U B YCNoBUSAX
€OWHWYHOW HeWCnpaBHOCTW MpW YCROBUW, YTO MEOMUMHCKOE u3fdenue ycTaHOBMEeHO M obcnyxuBaeTca B
COOTBETCTBUM C YKasaHUAMW NpousBoanTens.

9. 3awwmTa OT MEXaHNYECKNX N TEPMUYECKUX PUCKOB

95. MeavuuHckMe n3genus Ans AMarHOCTUKM in Vitro NPOeKTUPYITCA U U3roTaBnMBaKOTCA Takum 06pasom,
yTobObl 3aWUTUTE MNONb3OBATENA U TPETbUX JUL, OT pUCKA MEXAHUYECKMX MOPaKEHWUN, CBSA3AHHOIO C
COMNPOTUBMEHNEM LBWXEHUIO, HECTAOUINBHOCTBIO Y HANMYNEM OBWXKYLLUXCSA YacTeN B COCTaBe TakMX MEeAUNLMHCKNX
n3genun.

96. B cnyyae ecnu B cocTaBe MeAMUMHCKOrO wusgenusa in vitro umeloTcs ABWXKYyLWIMECH 4yacTw,
npeaycMaTpuBaloTCa cpefcTBa 3alluTbl NONb3oBaTeNnsd OT pUCKa, CBSAA3AHHOTO C BO3MOXHbIM paspylleHueM
OBWXYLLINXCA YacTen Unm ¢ Nx oTpbIiBOM.

97. MeavuMHCKMe M3penust Ans OMarHOCTUKM in Vitro NpOeKTUPYTCA U U3roTaBnMBalOTCA Takum 06pasom,
4TOObI MakCMMarnbHO CHU3UTb PUCK, CBA3AHHbLIA C BMOpauuven, co3gaBaeMon 3TUMU MeOULMHCKUMU U3OENUAMNU,
nyTeM MPUMEHEHUS CPeACTB, NMO3BOMAIOLNX OrPaHUYUTL BUOpaLUIo, €CNi TONMbKO BMOpaumnsa He SIBMSETCS YacTbio
npeaHasHavYeHns Taknx MegULNHCKUX U3Oenun.

98. MeguumHCckue nagenusa Anst ANarHoCTUKK in Vitro NpOeKTUPYITCA M M3roTaBMBaKOTCA Takum obpasom,
yToObl MaKCUMarbHO CHM3UTb PUCKW, CBA3a@HHbIE C CO34aBaeMbiM LIYMOM, MyTEM MNPUMEHEHUsa (rpu
HeobxoaMMOCTN) CPeACTB, UCMONb3YEMbIX A1 YMEHbLUEHMWS LWyMma.

99. Knemmsbl, pasbembl, COeQUHUTENU U ApYyrMe YCTPOWCTBa MOAKIMHOYEHUS MeAWULMHCKUX u3genuin ans
OWarHoCcTMKM in  vitro K WCTOYHMKaAM 3NEKTPUYECKOW, TUOpaBfIMYECKOM WM MHEBMATUYECKON 3HEpPrumn
NPOEKTUPYIOTCH U U3roTaBNMBalOTCA Takum obpasom, YToObl MakCUMarnbHO CHU3UTL N0ObIe BO3MOXHbLIE PUCKM.

100. MeguumHckue M3genust onNs UarHOCTUKM in Vitro NpOeKTUPYIOTCS U U3roTaBNMBalOTCS Takum obpasom,
4TOObLI MaKCMMarbHO CHU3UTb PUCK OLUMOOK, BO3HMKAIOLWLMX NMPU HENPaBUIIbHOM MOOKITIOYEHUN UNKW NE PEKITHOYEHNN



BO Bpemsi paboTkl annapaTtypbl Unu geTtanen B COCTaBe Taknx MeAULMHCKUX U3LOENUNA.

101. OTKpbITble 4YacTM MeAUMUMHCKMX MW3Oenui ANns OUMArHOCTUKM in vitro (3a WCKMYeHUeEM YacTewn,
npeAHasHadeHHbIX Ans nogayu Tenna unvM OCTMKEHUS 3adaHHbIX 3HAYEeHUn TeMnepaTyp) HE OOIMKHbI 4OCTUraThb
NOTEHLManNbHO OMacHbIX 3HAa4YEeHWI TemnepaTyp NPy HOPMarnbHbIX YCNOBUSAX AKCMnyaTaumm.

10. 3awmTa oT pMcKoB, co3naBaeMbIX MEANLMNHCKMMU
n3genusimmn ans AMarHoCTUKM in vitro, npegHasHa4YeHHbIMN
AN caMOTeCTMPOBaHMs! NonNb3oBaTenem Unu TeCTUpoBaHUs
B6nM3M nonb3oBaTens

102. MeauuuHckMe wu3genua Ana AuarHOCTUMKM in vitro, npegHasHayeHHble Afs caMOoTecTUpOBaHUS
nonb3oBaTefieM Unu TeCTUpoBaHUS BONM3M Monb3oBaTensl, NPOEKTUPYIOTCS M U3roTaBnMBalOTCA TakuM 00pasom,
4TOObl OHM (PYHKLUMOHMPOBANU B COOTBETCTBUM C HA3HAYEHWEM, ONpedeNieHHbIM MPOM3BOAUTENEM, C Yy4EeTOM
HaBbLIKOB MOJIb30BATENS U YCIOBUIA 3KCNTyaTauumn MeAULMHCKOro n3genus.

103. MeauuuHckMe wusgenua Ana AuarHOCTMKM in vitro, npegHasHayeHHble Afs camMOoTecTUpOBaHUS
nonb3oBartenem unu TeCTUpoBaHUSA BONM3M NOnb30BaTens, NPOEKTUPYIOTCS U U3roTaBnMBaKOTCA TakuMm obpasom,
4ToObl MakcMMarnbHO CHU3WUTb PUCK OLIMOKM MOMb30BaTensi, HE WMEKLEro crneumanbHOro MeauLMHCKOro
0obpasoBaHus, NPU MPUMEHEHUN TakMX MeAULMHCKUX U3Oenuin, a Tawke npu otbope npob nnm mHTEepnpertauum
pe3ynbTaTtoB TECTUPOBAHUS.

104. MeawvumHcKkne wu3genusa ANnd OuarHocTuku in  vitro, npegHasHayeHHble Ofis CaMOTEeCTUPOBaHUSA
nonb3oBartenem unu ang TecTuposaHusa B6NM3n nonb3oBaTens, JOMMKHbI UMETb, €Cru 3TO 06BEKTUBHO BO3MOXHO,
YHKLMIO NOATBEPXKAEHUS TOrO, YTO MPU UCMNOSIb30BAHUM 3TV MeauLMHCKME nsgenusa oyayT dyHKUMOHMpOBATL B
COOTBETCTBMM C HA3HA4YEHMEM, OnpeaerieHHbIM NPOoM3BOAUTENEM.

11. JononHuTenbHble TpeOOBaHUSA K MapKMPOBKE MeaNLMHCKUX
M3genun anst gMarHoCTUKM in vitro

105. B OTHOLWEHUN MEOULMHCKUX M3Oenui ANnsS AMarHoCTUKW in Vitro npyuMeHsoTca noMumo TpeboBaHui K
MapKUpPOBKe, yka3aHHbIX B nogpasgene 13 pasgena lll HacTosawmx O6wmx TpeboBaHun, Takke OONONMHUTENbHbIE
TpeboBaHusa, npegycmaTpmBaloLLme, YTO MapkuMpoBKa MEOULMHCKUX M34enui Ang OuarHocTuky in vitro gomkHa
cofepxaTb CriefyoLLyo nHopMaLmio:

1) uHcbopmaums o npegHa3HaYeHNN MEQULIMHCKOrO U34enus Anst AMarHoCTUKM in vitro;

2) cBefeHuss o macce (HeTTO) COAEPXMMOro (B eguHuuax Beca uMnu obbema), KonvdecTBe eauHuL, Uiv
ndor KOMOMHaLUMK NokasaTtenen, KOTopble TOYHO OTPaXKalOT COAEPXKAHME YNAKOBKU (MPY Hannu4uu);

3) cBedeHuss 006 OCHOBHbLIX WHIPEAMEHTax, COAEepXaluxcs B YMNaKoBKE MEOUUMHCKOrO usgenvs Ans
JNarHoCTuKu in vitro;

4) 3HaKk nNpegynpexaeHusa ob onacHoOCTW, ecrnv MeguUUHCKOe usgenve Ans OMarHOCTUKM in vitro cogepxut
onacHble BELLECTBa;

5) uHopmaumsa o cneynanbHOM MUKPOBUONOrMYECKOM CTaTyce UMM YMCTOTE MEOULUHCKOro usgenusa ans
AMarHocTuku in vitro (mpn HeobxoamMmMocTu);

6) wHdopMauMa O npedHas’HavyeHMM MEeOMUMHCKOro wu3genusa and  auarHoctvku in vitro  gns
CaMOTEeCTUPOBaHNSA Nonb3oBaTeNeM Unu Ansg TeCTMpoBaHns B6NM3u nonb3osartens (Mpy Hanuyuunm).

12. TpeboBaHua K MHCpOpMaLUW, coaepXKallencs B UHCTPYKLUK
Mo NPUMEHEHNI0 MEAMLNHCKOIO U34enus anst AUarHoCTUKM in vitro

106. VIHCTpyKUMS MO NPUMEHEHN0 MeOULUHCKOro U3genus Ang AMarHOCTMKW in vitro gorkHa cogepxaTtb
crnepywoLyo MHopMaLmio:

1) HanmeHoBaHue u (MnK) TOproBoe HanMeHoBaHUe MeaMULMHCKOro U3Aenusa Ang AnarHoCTUKY in vitro;

2) cBefeHuss O nMpou3BoauMTENe MEAUUMHCKOro Wu3genust Ans  AuarHoctuku in vitro mn  (mnn) ero
YMOTHOMOYEHHOM MpeAcTaBMTENe, BKIOYasi MOMIHOE UM COKpalleHHoe (Mpu  HanmMyuu) HanMeHOBaHUs
IOPUONYECKOTO N1La, MECTO HaxoxaeHus (pamunus, ums, OT4YECTBO (NMpWU HaMUuMM) U MECTO KUTENbCTBa
dur3nyeckoro nuua, 3aperncTpUpoOBaHHOIO B Ka4eCTBE UHOUBMAYAIbHOrO NpeanpuHUMaTens), NovToBbIA agpec,
HomMmepa TenedoHa, dakca, agpec ANeKTPOHHOW NoYThl (MPU HaNUYUK);

3) Ha3HayYeHne MeaULMHCKOro M3aenus s gMarHoCTUKKM in vitro, B TOM Yucre:

PYHKLMOHANbHOE Ha3HaYeHHNE;

onncaHue Toro, 4YTo onpegensieTcs u (Unn) n3mepsieTcs;

crneunduryeckoe pacCcTpolCTBO, COCTOsIHME WM DaKTOp pucka AN OOHapyXXeHus, onpefeneHus wunm
anddepeHUNpoBaHMsa KOTOPOro npefHa3Ha4YeHo MeAUUMHCKOEe Wu3genve [Ons OuarHocTuku in vitro  (mpwu
HeobxoaMMocCTN);



npegHasHadeHne  MeOMUUMHCKOrO  u3genus  ans  AuarHocTvkum  in vitro  Agns KayeCTBEHHbIX,
MONYKOSNIMYECTBEHHBIX UM KONMMYECTBEHHbIX ONpeaeneHun;

TMN aHanuanpyemoro obpasua;

4) wHdopmauma o0 npeaHasHa4YeHUM MeAUUMHCKOrO M3genust Ang AuarHOCTUMKKM in vitro ons KIMHU4eCKon
nabopaTtopHOM ANArHOCTUKM;

5) Ha3HayeHue MeaMLMHCKOro M3genusa Anst AMarHOCTUKKM in vitro ¢ ykaszaHveM nonb3oBaTtens (Hanpumep,
naumeHT, MeANLNHCKUIA cneumanuct, pusmdeckoe nuuo, NpMMeHsioLlee MeguUMHCKOe n3genue no HasHadeHuto,
onpeneneHHoMy NpousBoanTenem);

6) NpuHUMN TecTa;

7) onucaHne peareHToB, KanndpaTopPOB U KOHTPOIbHbIX MaTepuaros;

8) nepeyeHb MaTepuanoB UK cneuunanbHblX MaTepuanos, KOTOpble TpebylTca ANnd NpoBeAeHUs
TEeCTUpoBaHus (aHanu3a), HO He cofepXaTCsi B KOMMIEKTE MOCTaBKU MEeAULMHCKOTO U3genus Ans ANarHoCTuKK in
Vitro;

9) ona MeOMUWHCKMX u3genui Ansg OuarHocTUKM in vitro, npeaHasHayeHHbIX ANs MCMOoNb30BaHUSA B
KOMOMHaUMM C APYrUMU MEAULMHCKUMW U3OENUSIMU, BKITIOYaA MeAWLMHCKME u3genusa onsg AMarHocTuky in vitro, -
UHcopmaums ona naeHTudukaumm MeguUMHCKUX U3LEeNUi ¢ Lenbtio nonyyeHunss 6esonacHor KombuHaumm u (unm)
nHpopmaumsi 06 M3BECTHbLIX OrpaHUYEHMSAX MO COBMECTHOMY MCMOMb30BaHNIO MEANLIMHCKUX U3AENUIA;

10) cBegeHus O cneumanbHbIX YCNOBUSAX XpaHeHus (Hampumep, TemnepaTtypa M BNaXHOCTb BO3Ayxa,
ocBeLleHne 1 gp.) u (unu) obpalleHns nonb3osBatenen ¢ MEANLUHCKMM U3Aenuem in vitro;

11) cBegeHus O XxapakTepucTMkax CTabunbHOCTU MEeAWMUMHCKOrO wusgenus gns AvMarHocTuky in vitro
(Hanpumep, ycnoBusi XpaHEHWsl, CPOK FOOHOCTU MOCMe MEPBOro BCKPbITUS MEPBUMYHOrO KOHTEMHEpa), a Takke
YCINOBUAX XpPaHEHNsI U CTabunbHOCTM pabounx pacTBopoB (Npy HeobxoanmocTw);

12) vHdopmaumsa O CTEPUNIBHOM COCTOSHMW, METOAE CTepunu3auum M O nopsiake OEWCTBUA B cryyae
HapyLleHnsl CTEepWUribHOW YNakoBKW (ecnn MefMUUMHCKOe u3genue Ans AMarHOCTMKM in vitro nmoctaBnsieTcs B
CTEepWIbHOM BUAE);

13) vHdpopmauus gna nonb3oBaTtenen (NpeaynpexaeHns, Mepbl NPpegoCTOPOXHOCTU, NPEANPUHUMAEMbIE B
cny4yae HeobxoauMOCTM Mepbl U OrpaHUYEHUsT MPU UCMOMNBb30BaAHUM MEOULMHCKOTO U3genusa Anst AMarHOCTUKKM in
vitro), Bkntoyas:

npegynpexaenne, mMepbl NPeaoCTOPOXHOCTM U (Mnn) Mepbl, npeanpuHuMaemble B criydae cbost vnm
OTKIOHEHUI B PYHKLVNOHNPOBAHUN MEAMLMHCKOrO U3aenus Ans AMarHoCcTukuM in vitro, onpegensiemMblx no BHELUHUM
npusHakawm;

npegynpexgeHne, Mepbl NPegoCTOPOXKHOCTU M (MnM) Mepbl, NpeanpuUHUMaeMble B OTHOLUEHWMM TakuxX
npeackasyemMblX BHELHUX (HakTOpPOB, KaK BHELIHWE 3MeKTPOMarHWTHbIE MONA, 3neKkTpocTatudeckue paspsagbl,
n3ny4yeHvne, atmocepHoe JaBrneHne 1 ero nepenagpl, BNaxHOCTb U TemnepaTypa BO34yxa;

npegynpexaeHne, Mepbl NPegoCTOPOXHOCTU U (MNN) Mepbl, NpeanpUHUMaeMble B criydae npeackasyemoro
pyCKa 3NEKTPOMAarHMTHbIX MOMEX, COo3AaBaeMblX MEOULMHCKUM M34envem Ons OUarHOCTUKM in vitro ana gpyrux
MeaULMHCKUX U34enuvn, obopynoBaHWs 1 CPeacTB CBA3W;

npegynpexneHne, CBA3aHHOE C BXOASALWMMM B COCTaB MeOMUMHCKOrO M3Oenus Ans AWMarHOCTUKM in vitro
MaTepuanamu, KOTOpble SABMASKTCA KaHUEPOreHHbIMW, MYTAreHHbIMW WM  TOKCUYHbIMM NGO NpuMBOOAT K
ceHcnbnnunsaumm, annepruyeckon peakuumn unu oTpmuaTenbHO BAUSIIOT HA PENPOAYKTUBHYIO DYHKLINIO;

npegynpexnenne, Mepbl NPedoCTOPOXHOCTM U (MnM)  Mepbl, npeanpuHMMaeMble B OTHOLLEHMU
noTeHUManbHO MHPEKLMOHHOrO MaTepuana, Cogepxallerocs B MEANLMHCKOM N3aenun ansg AnarHoCTukK in vitro;

14) nudbopmauusa o npegHasHa4YeHMM MEeQMLUHCKOro M3genusa Ansg AMarHoCTUKW in vitro Ans ogHopasoBoro
NCMNONb30BaHus;

15) nHdopmauma o Hagnexawen obpaboTke MEeOUUUHCKOro M34enus Onis OUarHocTuKM in vitro ans ero
MOBTOPHOrO MCMNOJIb30BaHUSA, BKIOYAsA OYUCTKY, AE3MHEKLNIO, YNAKOBKY Y NPU HEOGX0OMMOCTN METOL NOBTOPHOMN
cTepunu3auum (ecnv MeguuMHCKoe u3genuve Ons AMarHOCTMKM in vitro npegHasHayYeHo Ans MHOropasoBOro
NCMNonb30BaHWs);

16) cneuunanbHble TpeboOBaHMS B OTHOLIEHUM MOMELLEHUN, CcheunansHOW MoAroTOBKM wUnn  ocobon
KBanudukaumn nonb3oBartens n (unu) TpeTbux nuy (Mpu HeobxoaMMocCTH);

17) vHdpopmauus o6 ycrnosusax, Heobxogmmbix ang cbopa, obpaboTku 1 nogrotoBkn ob6pasuyoB, AaHHbIE MO
CTabunbHOCTU aHanuanpyembix ob6pasuoB, B TOM 4YWUCIE YCINOBUSI WM ANUTENBHOCTb XPaHEHWs, YCIOBUS
TPaAHCNOPTUPOBKN, OrPaHUYEHMS NO LMKIaM 3aMOpPO3KM (pasMopaXXnBaHus);

18) nogpobHasa MHpopmaumnsa 0 NOArOTOBKE K MCMOMb30BaHMIO MEAULMHCKOrO U3genusa ans AMarHoCTUKM in
vitro;

19) mHdopmaums, Heobxooumas ANs NPOBEPKM NPaBUSIBHOCTU YCTAHOBKM MELMUUWHCKOro w3genus ans
OMarHocTukK in vitro n ero roToBHOCTK K 6e3onacHon paboTe No Ha3Ha4YeHUo, ONpPeLENeHHOMY NPOU3BOAUTENEM,
C yKa3aHUeM criegyloLmx CBeAeHNI:

cofepXaHve W MNepuoanyYHOCTb TEXHUYECKOTO OOCMYXKMBaHMSA, BKIOYAA OYUCTKY W Oe3vHdEKUUto
MEeAMLIMHCKOro n3aenus;



HeobxooMMOCTb KanmbpoBkM aOnsa obecneveHus Hagnexawen u 0esonacHol paboTbl MefMLMHCKOro
n3genvsa ang AMarHoCTUKM in vitro B Te4eHne cpoka ero cnyxosl;

METOAbl CHWXEHWS PUCKOB, CBSA3AHHbLIX C YCTAHOBKOM, KanubpoBKOW unn OOCNyXUBaHMEM MeOMLMHCKOrO
n3genus Ans auarHocTuku in vitro;

20) pekomeHAaL MM B OTHOLLEHWM Npoueayp KOHTPOMs kavyecTBa npu HeobxoanmocTy;

21) uwHdopmauusa O MNpPOCNEXUBAEMOCTN 3HAYEHWW, 3adaHHbIX ANs KanubpaTtopoB WU KOHTPOSbHbIX
MaTepunanos, koTopas obecrneynBaeTcsl NOCPEACTBOM AOCTYMNHbIX pehepeHTHbIX METOAUK (METOAOB) N3MEPEHUS U
(vnn) aTanoHos;

22) npouenypa TeCTUPOBaHUA, BKMOYasd pacyeTbl U MHTepnpeTaumm pesynbTaTOB TECTUPOBaHWSA, U Npu
HeobXx04MMOCTU MHAOPMaLMS O LieriecoobpasHOCTV NpoBeaeHNS NOATBEPKAAIOLUNX TECTOB;

23) xapaKTepuCTUK1 aHanUMTUYeCcKon adpeKTUBHOCTU: YyBCTBUTENBHOCTb, CMELUU(UYHOCTb, NPaBUIIbHOCTD,
MOBTOPSIEMOCTb, BOCMPOU3BOAUMOCTb, Mpeden OOHapyXeHus (OeTekumr) v Auana3oH W3MepeHusi, BKIvas
MH(OPMALIMIO O BIIUSHMM U3BECTHBLIX UHTEP(EPEHTOB, 00 OrpaHUYEeHNs X MeToda M UCMOMb30BaHWM OOCTYMHbIX
pedepeHTHbIX MaTeprarnoB 1 METOA0B aHanm3a (Mo NPUMEHUMOCTHW);

24)  XapakTepUCTUKM  KINMHUYEeCKOW  3PEKTMBHOCTU:  OAMarHoCTMyeckass  YyBCTBUTENbHOCTb U
anarHoctmyeckasa cneunmnyHocTb (Mpy He0BXO0ANMOCTK);

25) Buonormyecknn pedepeHTHbIN nHTepBan npm HeoBxoaAMMOoCTY;

26) nHdopmauma 06 MHTepdEepUpPYOLLNX BELLECTBAX MMM OrpaHUYEeHMUsX, CBA3aHHbIX C NpoboK, KoTopble
MOrYT NOBMUSATb Ha pe3ynbTaT UCCNEeAOBaHUS;

27) npepynpexgeHve w (unu) cneumanbHble Mepbl NPEeAOCTOPOXHOCTM B OTHOWeHuMn 6esonacHon
yTUNn3aumm MeauLmMHCKOro u3genusa Ans QuarHoCTUKKM in vitro n npuHagnexHocTen (Npyu Hannyum), KoTopble npu
HeobX04MMOCTU OOMKHbI OXBaTbIBaTb criegyloLme dakropbl:

WH(EKUMOHHBIE UM MUKPOOHbLIE PUCKM, B TOM YMUCIIe BO3MOXHOCTb 3arpsi3HEHMSI PacxXOHbIX MaTepuanos
NHMEKLMOHHLIMU areHTaMn YernoBEYECKOro NPOUCXOXKAEHNS;

3KOJIOIMYECKME PUCKM, CBA3AHHbIE C MOTEHUMANbHO ONacHbIMM MaTepuanamu 1 BeLLecTBaMu;

dm3ndeckme pucku, B TOM YMCIie BO3MOXHOCTb B3pbiBa UM BO3ropaHus;

28) B OTHOWEHUN MEOMLMHCKOrO u3genus Ana  AWarHOCTUKM in  vitro, npegHasHayeHHoro Aang
CaMOTeCTUPOBaHNSA NoNb3oBaTenemM UnuM TecTupoBaHusi B6Nn3n nonb3oBartens, Takke cnegyouime cBeaeHns:

noapobHasi uHdopmaums o npoueaype TecTupoBaHus (MOArOTOBKa peareHToB, 0TOOp (MoAaroToska) Npobbl,
NOPSIAOK BbIMOSTHEHUS U MHTEPNpeTaLmsa pe3ynbTaToB TECTUPOBAHUS);

peKoMeHAaUMN OTHOCUTENbHO AEWCTBMIA NONb30OBaTENS B Cryvyae MNOSNOXUTENBHOro, OTpULATENBbHOIO UNn
HeonpeaeneHHoro pesynbTara TeCTUPOBaHMS;

WHdoOpMaUNA O MOrpelHoCTsX TecTa U BO3MOXHOCTM  MOMYYEHUS]  MOXHOMOSOXUTEMbHBLIX — WIN
NOXHOOTPMLUATENbHBIX PEe3yNbTaToOB TECTUPOBAHMS, a TakkKe OTHOCUTENbHO (DaKTOPOB, BNUSIIOWMX Ha pesynbTaT
TECTUPOBaHWS;

UHdopMaUns 0 He4OMYCTUMOCTU MPUHATUS NOMb3oBaTeENeM MeOULMHCKUX pelueHnii 6e3 npegsapuTenbHoOn
KOHCynbTauMm ¢ MEOULMHCKUM CNEeLUanmcTomMm;

29) gaHHble 0 BbINycke Uy nocregHeM nepecmMoTpe UHCTPYKLUUM MO MPUMEHEHMIO;

30) nHopmaumnsa o HeoBXoANMOCTU HanpaBneHUst COOBLLEHNST MPOM3BOAUTENIO UMK €ro YNOSTHOMOYEHHOMY
NPEeACTaBUTENKD O HexXenaTenbHbIX COObITUSIX, KOTOpble MMEKT Mpu3HakMm HebnaronpusaTHOro cobbiTus
(vHUMpgeHTa).

107. NHCTpyKLMSA NO NPpUMEHEHUI0 MOXeT ObiTb NpeacTaBneHa B COKPaLLEHHOM BMAE WU HA MapKMpOBKe
(oNa MeanUMHCKMX M3genui ansa AMarHoCTUKM in vitro KnaccoB MOTEHLUManbHOro pucka npumeHeHmsa 1 un 2a), ecnu
MeauUMHCKOoe wu3genve MoXeT OblTb  MCMoNb3oBaHO 6Ge3onacHO WM MO Ha3HaYeHuo, onpefeneHHomy
npoussoguTeneM, 6€3 NHCTPYKUMM NO NPUMEHEHMUIO.

108. OpHoro aksemnnspa MHCTPYKUMM MO MPUMEHEHWUID MOXET ObiTb LOCTATOYMHO, €crny MocTaBnsieTcs
HECKONbKO MEAMUMHCKUX U3Zenuin Ans OUarHocTuKM in vitro ogHOMy nonb3oBaTtento no opgHomy agpecy. Mo
TpeboBaHMO NOTPeOUTENSA NPOM3BOAMTEND AOIMKEH NPefoCTaBUTb AOMONTHUTENbHBLIE SK3EMMNMSIPbI MHCTPYKLMKU NO
NPUMEHEHMIO.

V. [JokazaTenbCTBa COOTBETCTBUS MeANLMHCKNX
nsgenun obwmm TpeboBaHusamM 6e3onacHOCTU N 3hPEKTUBHOCTH
B LIeNsiX peructpauum

109. CooTBeTcTBME MEAMLUMHCKOrO wu3genusa Hactosdwmm OO6wum  TpeboBaHusaMm obecneymBaeTcs
BbINOMTHEHNEM  YCTAHOBIMEHHbLIX 3TUM [OKYMEHTOM TpeboBaHWN HEMOCPeACTBEHHO NMOO  BbINOSIHEHMEM
TpeboBaHWI CTaHOApPTOB, BKIHOYEHHLIX B MEpeyYeHb CTaHAapToB, B pe3ynbTaTe NPUMEHEHUs KOTOPbIX Ha
00bpOoBONbLHOM OCHOBE MOJSTHOCTLIO MMM YacTUYHO obecneumBaeTcst cobMogeHMe COOTBETCTBUS MeAULIMHCKOro
nsgenus Hactosiwmm O6wmm TpeboBaHusiM (Qanee - NepeYveHb).

110. NMepeyveHb opmMupyeTCs Ha OCHOBAHWUW NPEANOXEeHUA YNOMHOMOYEHHbIX OpraHoB rocy4apCcTB-YreHOB,



npuHMMaeTcss pekoMmeHgaumenn Komuccum no cornmacoBaHMO C  rOoCygapcTBaMU-YIEHAMU U MOANEXUT
aKkTyanusauum no Mepe HeobXxoaAMMOCTH.

Mopsapok hopMmMpoBaHns NepeyvHs NpuHMMaeTcsa pekoMmeHgaumen Kommecun.,

[na BknOYeHMs CTaHOAPTOB B MepeyeHb YNONHOMOYEHHbIE OpraHbl rocyaapCTB-UNeHOB NpeacTaBnsoT B
Komucecunto ceegeHnst no doopme cornacHo npunoxeHmto N 1.

111. B uensx peructpaumm cOOTBETCTBME MeaUUMHCKOro udgenua Hactoswum OO6wmm TpeboBaHUAM
noaTBepXKAaeTcs NPOU3BOAMTENEM NN €ro YNonHOMOYEHHbIM NpeacTaBMTeNneM NOCPeacTBOM MpeacTaBneHus B
YMOMHOMOYEHHbIA OpraH rocygapcrea-yunieHa cBedeHu O cobnoaeHun yCTaHOBIEHHbIX TpeboBaHuin no dopme
cornacHo npunoxeHuto N 2. YkazaHHas dpopma 3anonHseTcs B COOTBETCTBUN C YCTAaHOBMNEHHLIM NOPSAAKOM.

112. [loka3zaTenbCcTBa COOTBETCTBUS MEOMULMHCKOIO N3AENNSA MONOXEHWSIM, YCTAHOBITEHHBIM NMyHKTaMKU 3, 6 1
8 HacTosAwmx O6wWwmx TpeboBaHWN, OOIMKHbI BKMOYATb KIMHMYECKOE OOOCHOBAHWE Ha OCHOBE KIMHUYECKMX
AaHHbIX O MEOULMHCKOM U3OenNnun.

Mpunoxexne N 1

kK O6bwum TpeboBaHmam 6esonacHoOCTU
1 3PPEKTUBHOCTU MEOUNLNHCKUX
nsgenun, TpeboBaHUsaM K Ux
MapKMpOBKe U 3KCnyaTaLnoHHON
AOKYMEHTaLMN Ha HUX

®OPMA
npeacTaBneHus cBeAeH A BKIIOYEHNsI CTaHAapToB
B NepeyeHb CTaH4apPTOB, B pe3yrbTaTe NpUMeEHEHUst KOTOPbIX
Ha JO06POBONBHON OCHOBE MOSTHOCTBIO UMK YAaCTUYHO
obecneunBaeTcst cobnogeHne CoOOTBETCTBUSA MEOULIMHCKOrO
nsgenusa TpeboBaHuam 6e3onacHoOCTU N 3hPEKTUBHOCTH
MeONLMHCKUX U3aenum

O6o3HavyeHne | HanveHoBaHue | [ata BBegeHus | [NpumeHsiemble pasgensl MyHKT OBLwMX
cTaHpapTa cTaHpapTa B AencTeume cTaHpgapra <*> TpeboBaHun <**>
1 2 3 4 5

<*> YkasblBaloTCA MpUMMeHsieMble pa3genbl cTaHgapTa, ecnu He BCe pasgensl cTaHgapTa obecnevvBaroT
Npe3ymMnumio COOTBETCTBUSA MeauumHckoro usgenus O6wmm TpeboBaHuaMm ©GesonacHocT u 3dpdEKTUBHOCTH
MEeOUUMHCKUX U3genuin, TpeboBaHMAM K WX MapKUPOBKE W 3JKCMyaTaUMOHHOW [OOKYMEHTauMM Ha HUX,
yTBepxaeHHbIM PeweHnem CoBeTa EBpasninckont akoHoMuyeckon komuceum ot 12 coespans 2016 r. N 27.

<**> YkasblBaeTCa COOTBETCTBYyLWMN NyHKT O6wmx TpeboBaHum 6GesonacHocTM u 3heKTUBHOCTM
MeauUMHCKUX usgenuid, TpeboBaHWA K WX MapKMpoBKE W 3KCMyaTauMOHHOW [OKyMEHTauum Ha Hux,
yTBepxaeHHbix Pewennem CoBeTa EBpasumnckon akoHomudeckon komuccum ot 12 dheBpana 2016 r. N 27,
KOTOPbLIN BLINOMHAETCS NPU NPUMEHEHUN pasfena ctaHgapTa, ykasaHHoro B rpade 4 HacToswen popmel.

Mpunoxexne N 2

kK Obwwmm TpeboBaHMAM Ge3onacHoCTH
N 3pPEeKTUBHOCTU MEULIMHCKNX
nsgenun, TpeboBaHUAM K UX
MapKNPOBKE M 3KCMNyaTauuoHHOM
OOKYMEHTaUMN Ha HUX

®OPMA MPEOCTABJIEHUSA CBEOEHU



O COOTBETCTBW/N MEONLIMHCKOIO U3OENNA TPEEOBAHUAM
BE3OMNACHOCTU N 3PPEKTMBHOCTW MEOVNLIMHCKNX N3OENNA
N NOPAOOK EE 3AMNOJIHEHWA

|. dopma npeacraBneHns ceegeHni
0 COOTBETCTBUS MEAULIMHCKOrO U3aenus TpeboBaHusam
©e30nacHOCTM 1 3PPEKTUBHOCTU MEAULIMHCKUX U3Oennin

HavmeHoBaHWe MeguUMHCKOro n3genus:
MyHkT OOWMX | MpMMEeHMMOCTb K MeTog, PekBunanTtbl PekBnanTbl PesynbTtat
TpeboBaHui MEOULMHCKOMY | WCMOMb3yEMbIN | HOPMaTUBHOIO OOKYMEHTa, OLIEHKM
n3genuio ans OOKYMEHTa Ha | MoATBEPXKAAoLLEro
JokKasaTenbCTBa | MCMONb3yeMbli cooTBeTCTBME
COOTBETCTBUSA meToa
1 2 3 4 5 6

[I. Mopsagok 3anonHeHns opmbl
npeacTaBneHns cBeAeHU 0 COOTBETCTBUN MEeANLIMHCKOro
nsgenusa TpeboBaHuam 6e3onacHoOCTU N 3hPEKTUBHOCTH

MeONLMHCKUX U3aenun

1. B rpadhe 1 ykasbiBaeTcsa COOTBETCTBYOLWMIA NYHKT O6LWmMX TpeboBaHun 6e3onacHOCTM U 3PEKTUBHOCTH
MEAMUMHCKUX un3genuin, TpeboBaHui K WX MapKMpoBKE W IKCMMyaTauuMoOHHOW [OOKYMEHTauMM Ha  HUX,
yTBepXAeHHbIX PewweHnem CoseTa EBpasminckon akoHoMmmnyeckomn kommceun ot 12 despans 2016 r. N 27 (ganee -
Obwwe TpeboBaHus).

2. B rpadbe 2 ykasbiBaeTcd, NpMMeHNMOo nun TpeboBaHne, NpeayCcMOTPEeHHOE yka3aHHbIM B rpade 1 nyHKTOM
Obuwunx TpeboBaHu, K meguumMHckomy usgenuio ("ga" wnm "Het"). Ecnn gaHHoe TpeboBaHMe He NPUMEHUMO K
MeaMUMHCKOMY u3genuio, B rpace gaetcs o6bscHeHue.

3. B rpacde 3 ykasbiBaeTcd MeTod, NPUMMEHEHHbIN Afs [oKa3aTenbCTBa COOTBETCTBUA MEAMLUHCKOro
nsgenusa TpeboBaHU, NPeaycCMOTPEHHOMY YykaszaHHbIM B rpadpe 1 nyHktom OO6wwmx TpeboBaHwunm (Hanpumep,
npuMeHeHve cTaHdapTa, COOCTBEHHbIE UCTbITaHUS C UCMNOMb30BaHNMEM CTaH4APTU30BaHHOINO MeTOAa, UCMbITaHUS
C MCNosb30BaHNEM COBCTBEHHOrO MeToAa UCMbITaHWI, UCMbITaHWS, NPOBeAEHHble TPeTbel CTOPOHON, Unu ApYrow
mMeTon).

4. B rpacde 4 yKasbiBalOTCH PEKBU3UTbI HOPMaTUBHOIO [AOKYMEHTa Ha MeTod, WCMonb3yeMbln Ans
AoKasaTenbCTBa COOTBETCTBUS MEAMLMHCKOrO usgenus TpeboBaHuio, NpeayCMOTPEHHOMY yKasaHHbIM B rpade 1
nyHkTom O6Lwmx TpeboBaHu.

5. B rpadpe 5 ykasbliBalOTCA PEKBU3UTLI [OOKYMEHTOB, MOATBEPXAAIOLWNX COOTBETCTBME MEAULMHCKOro
nsgenusa TpebosaHWo, NpegyCMOTPEHHOMY YKasaHHbiM B rpade 1 nyHktom O6wwmx TpebosaHui (NPOTOKOMOB
UCNbITAHUIN, CcepTUdUKaTOB, [Aeknapauuii COOTBETCTBUS, OTYETOB O MPOBEAEHHbLIX WCCrefoBaHusX, Opyrux
OOKYMEHTOB).

6. B rpacde 6 ykasbiBaeTCHd 3akrOvYeHMe O COOTBETCTBUM UMM HECOOTBETCTBUM MEAMLMHCKOro u3genus
O6wum TpeboBaHusM.




