COBET EBPA3MNCKOWN 3KOHOMUYECKOIM KOMACCUUA
PELWEHNE
oT 12 chespanga 2016 roga N 27

O6 ytBepxoeHun OO6umx TpebosaHmm 6Ge3zonacHoCcTM W 3peKTUBHOCTHU
MEOUUMHCKMX un3genuin, TpeboBaHui K WX MapKMPOBKE W 3KCMIyaTauWUOHHON
AOKYMEHTAaLUN Ha HUX

B cootBetcTBUM cCc nyHKTOM 2 cT1atbun 31 [loroBopa © EBpa3sunckom
3KoOHOMMYeckom cotode oT 29 maa 2014 roga, NyHKTOM 2 cTatbM 3, NyHKTOM 4
cTtatbu 4 M NyHKTOM 4 cTatbu 7 CornallieHnss 0 eauvHbIX NPUHLIMNAaxX U NpaBuiax
obpallleHna  MeauUNHCKUX mnsaenun  (M3genun MeauLVHCKOrO Ha3HaYeHus U
MEAMULIMHCKOW TEeXHUKM) B pamMkax EBpPasnMCKOro 3KOHOMMUYECKOro cow3a o1 23
nekabpsa 2014 roga, nydktamu 104, 108 v 109 npunoxenusa N 1 k PermameHty
paboTbl EBpPa3snMnCcKOn 3KOHOMUYECKOW KOMUCCUK, YTBEPKOEHHOMY PelleHnem
Bbicliero EBpasuiickoro skoHomMuyeckoro coseta ot 23 aekadpsa 2014 roga N 98, n
Pellenvem Bbicliero EBpasunickoro 3koOHOMUYECKOro copeta ot 23 aekabdpsa 2014
ropa N 109 "O peamusauuu CornalleHuss 0 eOuHbIX MPUHLIKMNaX W npaBunax
obpalleHna  MeaULMHCKUX usaenuin _ (usgenvin  MeamuLMHCKOro HasHayeHusa U
MEOMNLIMHCKON TEeXHUKK) B pamMkax EBpasnmckoro skoHomudeckoro corwsa" CoseTt
EBpasuinckon 3KoOHOMUYECKON KOMUCCUN

peLmn:

1. YTtBepautb npunaraemble O6ume TpeboBaHnss ©GesonacHoOCTM M
3PEKTUBHOCTM MEAUNLUHCKUX M3OeNMA, TpebOoBaHUST K WX MapKMPOBKE U
3KCNSyaTaLlNoOHHON JOKYMEHTAL MM Ha HUX.

2. HacTtosiwee PelueHne BcTynaeTt B cuny no uctedeHnn 10 kaneHgapHbIX OHEN
C patbl BCTynneHus B cuny [poTtokona, nognucaHHoro 2 aekabps 2015 roga, o
npucoeauHeHun Pecnyonukmu Apmenus K CornalleHuio 0 eauHbIX NpUHLIMNax U
npaBuniax___ obpalleHns  MeOULMHCKUX  u3genui  (U3genun  MeauLMHCKOro
Ha3Ha4YeHNA U MEeOMULIMHCKOW TEeXHUKWU) B pamkax EBpPasnncKOro 3KOHOMUYECKOro
corosa ot 23 nekabpa 2014 roga, HO He paHee YeM no uctedeHmn 10 kaneHgapHbIX
AHeNn ¢ aaTtbl odmumManbHOro onyénmkoBaHus HacTosiLero PelueHus.

UneHbl CoBeTa EBpa3suiickon
3KOHOMMNYECKON KOMUCCUMN:

Ot Pecnybnnkn
ApMmeHunsi
B.MabpuensH

Ot Pecnybnnkn
Benapycb
B.MaTioweBckui

Ot Pecnybnvku
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O.MNaHkpaToB


http://docs.cntd.ru/document/420205962
http://docs.cntd.ru/document/420307203
http://docs.cntd.ru/document/420307203
http://docs.cntd.ru/document/420307203
http://docs.cntd.ru/document/420242713
http://docs.cntd.ru/document/420242713
http://docs.cntd.ru/document/420242713
http://docs.cntd.ru/document/420242713
http://docs.cntd.ru/document/420242713
http://docs.cntd.ru/document/420242719
http://docs.cntd.ru/document/420341768

Ot Poccuinckon
denepaumm
W.lWysanos

O6uwume TpeboBaHUA Ge30NaCHOCTU U
3chheKTMBHOCTN MeaULMHCKUX U3aernvm,
TpeboBaHUA K UX MAapPKUPOBKEe U
3KcnnyatauMoOHHOU AOKYMEHTauMm Ha HUX

YTBEPXJEHbI

PeweHnem CoBeTa

EBpasuninckon 3KOHOMUYECKON KOMUCCUN
oT 12 deBpana 2016 roga N 27

. Obwme nonoxeHus

1. HacTtosauwme O6wme TpeboBaHus paspaboTaHbl B COOTBETCTBUM C NYHKTOM 2
cTatbu 31 [JoroBopa 0 EBpasuninckomM akoHoMUYeCKoM corose oT 29 maga 2014 roaa,
NYHKTOM 2 cTatbu 3, NOyHKTOM 4 cTatbu 4 v OyHKTOM 4 cTatbn 7 CorfaweHus o
€0VHbIX MpuHUMNax W npaBuiax obpalleHus MEOMUMHCKUX U3Oenuni (M3genvi
MEAULIMHCKOIO Ha3Ha4YeHus 1 MeOMVLIMHCKOW TEeXHWKWM) B pamkax EBpasunckoro
9KoHOMMYecKoro cot3a ot 23 pgekabpa 2014 roga v ycTaHaBnmBakoT obupe
TpeboBaHua ©6e3onacHOCTM M 3PPEKTUBHOCTU MEOVLMHCKUX U3OENUA, a Takxe
TpeboBaHNs1 K MapPKMPOBKE W 3KCMNSyaTalMOHHOW AOKYMEHTALUN HA MeOULMHCKME
n3penus, Bbinyckaemble B obpalleHne B pamkax EBpasmicKoro 3KOHOMMYECKOro
coto3a (ganee - Coto3s).
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2. Ins yenen HacToAwmx O6LmMx TpeboBaHMn NCNONb3YIOTCSA NMOHATUSA, KOTOPbIE
O3HayvatoT criegytoLlee:

"aKTMBHbIE MeauUMHCKME mn3genvsa" - MeAWUMHCKUE n3genvsi, npuMeHsieMble
OTAENbHO UMK B COMETaHUM C APYTMMU MEAULMHCKUMW U3LENUsSMU, AN eNCTBUS
KOTOPbIX HEOobGX04MMO MWCMOMb30BaHME 3HEpPrun, OTAMYHOW OT NPOM3BOAUMOM
YEroBEKOM, UM CUIbl TSPKECTW.

MeguumHckue wusgenus, npegHasHadeHHble AOnd nepegadym  3Heprv  unm
BELLUECTB OT aKTMBHOMO MEAWMLMHCKOro wu3genus K nonb3oBateno 6e3 ux
CYLLECTBEHHOIO U3MEHEHMS, HE SBMAOTCS aKTUBHLIMU MEOULMHCKMMU N3OENNSIMN.
CamocTtodaTensHoe nporpaMMHoe obecrneveHne paccMaTpuBaeTCs Kak aKTUBHOE
MeANLMHCKOe n3aernue;

"6e30nacHOCTb MeAMLMHCKOro usgenua” - oTCyTCTBME HEAONnyCTUMOro pucka,
CBSI3aHHOTO C MNPUYMHEHWEM BPEAaA XU3HW, 300POBbl YerioBeKka, a TakKxe
oKpyxaroLen cpeae;

"MHCTPYKUMS MO  MpUMEHEHUIO" -  9KCMryaTauMoHHas  JOKyMeHTauus,
codepxalan MHopMaumio, NpeaocTaBnsemMylo NpoM3BoAUTENEM MOMb30BaTEeNto
OTHOCUTENbHO Ha3Ha4YeHusa, Haanexawero u 06e3onacHoro  UCMNonb30BaHUS
MEOULMHCKOrO u3genus, Kotopass MOXeT BKdaTtb B cebss B TOM u4ucne
PYKOBOACTBO MO 3KCnfyaTauun, METOAUKY MELULMHCKOro NpUMEHEHUS, nacnoprT,
dopMyrap, MHCTPYKUMA MO MOHTaXy, Hanagke, TeXHUYEecKoMy OOChy>XMBaHWIO,
PEMOHTY, TPAHCNOPTMPOBKE, XPaHEHWIO, YTUNM3aL UM MEAULIMHCKOIO U3OEenus;

"MeguuMHCKMe usgenva ons AnarHocTuKM in vitro" - mobble MHCTPYMEHTHI,
annapatbl, npubopbl, obopyaoBaHWe, MaTtepuanbl, peareHTbl, Kannbpartopsbl,
KOHTPOSbHblE MaTepuanbl M Npovne u3genusi, NpPUMEHsiEMble B MeOULMHCKUX
uensx OTAEeNbHO WM B COYeTaHun Mexagy cobor, a Takke BMecTe C
NPMHaAONEXHOCTAMM, HEOOXOAUMBbIMM 4N MPUMEHEHUST yKasaHHbIX W3Oenuin no
HasHayeHWo  (BKMYasa  crneuvanbHoe  nporpammHoe  obecneyeHve), u
npeaHasHayYeHHbIe NPoM3BOaMTENEM AN NPUMEHEHMS NMPU UCCneaoBaHusX in vitro
o6pa3uyoB GMOMOrMYECcKMX MaTepuarnoB 4YerioBeka ANs MnonyyYyeHus MHdopmauum
OTHOCUTENBHO (OM3MONIONMYECKOro MMM NaToNIOrMYECKOro COCTOSAAHUS!, BPOXOEHHOM
naTonorum, NPeApacnonoXeHHOCTU K onpeaeneHHOMY KIMHUYECKOMY COCTOSIHUIO
unm OOone3Hn, COBMECTUMOCTM TKaHEeM C MOTeHUManbHbIM  PELUMUEHTOM,
MPOrHO3NPOBaHUS  peakuMi Ha TepaneBTUYeckne BO3gencTeus, Bblbopa
TepaneBTUYECKMX CPeaCTB U (M) KOHTPOSS NeYeHns:;

"HebnaronpuaTHoe cobbiThe (MHUMOEHT)" - nobas HeucnpaBHOCTb U (Mnn)
YXYALLEHNE XapaKTepUCTMK, UM HapylleHne yHKLMOHMPOBaHUS MeLULMHCKOro
n3genud, WM HegocTaTovyHOCTb JIMOO  HEKOPPEKTHOCTb  COMpPOBOAMTENBHON
nHgopMaumm  (QOKYMEHTauMM) Ha MeguuuMHCKoe u3genve, unmim  nobGodHoe
AENCTBME, HE YKa3aHHOE B MHCTPYKUMM MO MPUMEHEHWUIO, KOTOpble MPSMO WIN
KOCBEHHO MPUBENN WU MOIMN NPUBECTU K CMEPTU UMM CEPbE3HOMY YXYALUEHUIO
COCTOSIHVS 300POBbS NOMb30BaTeNen Unum TpeTbmx nuy, (NP 3TOM Nog Cepbe3HbIM
YXYZALLEHNEM COCTOSIHMA 340POBbsSI MOHMMAKOTCS ONacHoe Ans Xu13Hu 3abonesaHuve,
CTOMKOE MopaxeHve yHKUMM OpraHMaMa unm HeobpaTumMoe noBpeXaeHue
CTPOeHusi Temna, COCTosiHMe, Tpebyouee MeaUUMHCKOrO WM  XMPYpPruyeckoro
BMELLATENLCTBA C LENbI NMpeaoTBpaLleHMst OnacHOro Anst Xu3Hu 3aborneBaHus,
WM CTOMKOro MopaXxeHus GoyHKLUW OpraHnsmMa, unm HeobpaTMMoro noBpexaeHus
CTPOeHusi Temna, COCTosdHue, Tpebytlee rocnurtanusaumm W 3HavymMTeNlbHOro
yBenuMyeHns cpoka npebbiBaHMs B CTauMOHape Yxe rocnutanManpoBaHHOMo
nauymeHTa, yHKLMOHaNbHOE HapylweHne Yy nroga, ero rmbenb, BpOXOeHHas
aHomanusi unn pogoeas Tpasma);

"HekenaTernbHoe cobbiTne" - noboe HexenaTernbHoe MeauLlMHCKoe cobbiTue,
HenporHosmpyemoe 3aboneBaHne nMOO NOBpEXOEHNE WM  HexernaTesbHble
KNMHUYEeCKne npusHaku (Bkrovasi nabopaTopHbie nokasaTenn, OT/MYHble OT
HOpPMbI) Yy nonb3oBaTenen WM TPeTbUX Inl, CBSA3aHHLIX C MNPUMEHEHWEM
MEANLMHCKOro U3aenus;

"nonb3oBartent” - nauneHT, MeAWUMHCKUA cheuuanucT wunm nboe apyroe
dm3nyeckoe nMuo, MNpUMEHsILWE MEeAUUMHCKOE W3genMe no  HasHauYeHuto,
onpegeneHHoMy npon3BoauTenem;

"abtbekTMBHOCTL MeauUMHCKoro usnenus” - crnocobHOCTb MEAULIMHCKOro



n3genna cooTBeTCcTBoBaTb Ha3Ha4YeHUoO, onpeaeneHHoMy npon3BoauTeNeM.

Il. O6bwume TpeboBaHMA 6e3onacHOCTU N 3P PEKTUBHOCTHU,
NPUMEHNMbIe KO BCeM MeAULUHCKUM U3genuam

3. MeguuuHckrne mnsgenna NpoekTUPYHTCA U U3FOTOBMSIIOTCA Takum oBpasom,
4yTOObI MpPU WCMOMb30BaHWM B YCMOBUAX W B LENsX, COOTBETCTBYIOLMX WX
Ha3Ha4YeHuto, onpeaeneHHoOMy NpousBoauTeneM, 1 Npn HeobxogMMoCTU C YY4ETOM
TEXHMYECKMX 3HaHWi, OnbiTa, 00pa3oBaHWs WM cneuvanbHOW  MOATOTOBKW,
KNMHUYECKOr0O U  JM3M4EeCKOro COCTOSIHUSI MONb30BaTens OHWM  [AenCTBOBaM
COrMNacHO Ha3HayeHuto, onpeaeneHHoOMy NponssoauTenem, 1 61 6esonacHsl 4ns
nonb3oBatend M TPeTbMX UL NpU YCIIOBWMM, YTO PUCK, CBSI3AHHBIW C WX
NPYMEHEHUEM, SIBMAETCA MPUEMMEMbIM MPW COMOCTaBIEHMM C MOMb30M Ans
nonb3oBaTens.

He ponyckaetcsa orpaHuyeHue B3avMO3aMEHSEMOCTU MeOULUHCKUX U3Oenqn
nyTeM MCNOMnb30BaHNSA cnelmanbHbIX TEXHUYECKUX UM NPOrPaMMHbIX CPEACTB UMK
ApyrMMmu cnocobamu.

4. PelueHusi, NpUHATBLIE NPOM3BOAUTENEM NPU NPOEKTUPOBAHUM N U3TOTOBMEHWM
MEOULMHCKOrO n3genus, AoSmkHbl COOTBETCTBOBATbL MpuHUMNamM Ge3onacHoCcTu c
y4eToM OOLUENpPU3HAHHOIO YPOBHS pasBUTUS 3HaHuW. [lpy HeobGxoammocTu
NPOM3BOAMUTENb YNpaBnseT puckamu TakmMm o6pas3oM, YTOObl OCTATOYHbIA PUCK,
CBSI3aHHbIM C Nobon onacHOCTblo, ABNANCs npuemnembiM. [pousBoauTenb
PYKOBOACTBYETCS CIieAyoLLyMmM NPUHLMNaMKM B NOpsaKe NPUOPUTETHOCTH:

BblFBMEHNEe U3BECTHON WM NpeaBuUaMMON OMacHOCTM U OuUeHKa CBA3aHHbIX C
HEl PUCKOB, BO3HUKaOLWMX MPU WUCMOMb30BaHUM MeOULMHCKOro u3genusa no
Ha3Ha4YeHuo 1 NpU NpeacKkasyeMoM HenpaBuUibHOM UCMNOMNb30BaHWK,

yCTpPaHEeHVe PWUCKOB MyTeM TMPUHATUA COOTBETCTBYIOMX TEXHUYECKMX U
TEXHOSOrMYECKNX PeLLeHNA MPU NPOEKTUPOBAHUM U U3FOTOBMEHUN MEOULMHCKOro
nsgenus;

CHWXEHNEe OCTaTOYHbIX PUCKOB MyTEM MPUHATUS afeKBaTHbIX 3alLMTHBLIX Mep,
BKIKOMasi CUrHarbl TPeBOruy;

NHGOPMMpPOBaHME Nonb3oBaTenen 060 BCEX OCTAaTOYHbIX PUCKaX.

5. MeguvuuHckme u3aenus NPOeKTUPYIOTCS, U3roTaBNIMBAOTCS U YNaKoBbIBAKTCS
TakMm 06pa3om, YTOObI MX KCMIyaTaLMOHHbIE XapaKTepUCTUKM U 3GPeKTUBHOCTb
He HapyLanucb Npu TPaHCMOPTUPOBKE U B NMPOLIECCE XPaHEHUSI B COOTBETCTBUM C
MHCTPYKLMEN MO NPUMEHEHMWIO.

6. MeguuumHckme wusgenusa JomkHbl ObiTb  9PPEKTUBHBIMKM Tak, Kak 3TO
npegycCMOTPEHO  MPOM3BOAUTENEM, W [OMMKHblI  ObiTb  CNPOEKTUPOBaHbI U
N3roToBreHbl TakuM 06pa3oM, YTOOblI B HOpMarbHbIX YCIOBUAX 3KCMyaTaLum oHU
COOTBETCTBOBAaNMM LENaAM MNPUMMEHEHUss N0  Ha3HayeHuto, onpegerieHHoOMy
npon3soguTenem.

7. OKcnnyaTauMOHHblE XapakTEPUCTUKM U 9PEKTUBHOCTb MEOMULMHCKOrO
n3aenua He OOSDKHbI U3MEHATBHCA 4O TaKOW CTeneHu, YTobbl CTaBUTb Noa yrposy
XM3Hb M 300POBbE MOMNb30BaTENEN U TPETbMX UL, B TEYEHME CPOKa IKCNIyaTaumu,
onpefeneHHoro npoussBoauTenem, nNpu YCrioBUM, YTO MeAUUMHCKOe wusgenve
nogBepraeTcs BO34ENCTBUAM, KOTOPbIE MOMYT BO3HWKaTb B HOPMasibHbIX YCIIOBUSX
aKcnnyatauum, U TexHudeckoe obcnyxvBaHWe NPOBOAMTCA B COOTBETCTBUM C
WHCTPYKLMEN NO NMPUMEHEHNIO.



8. Bce wu3BecTHble W npeanonaraemble PUCKW,  BO3HUKaKOLME nNpwu
NCMONb30BaHUN MEOULMHCKOrO nsgenusi, n mobble HexenatenbHble 3deKTbl OT
TaKoro MCnosb30BaHUsA CBOAATCA K MUHUMYMY M OOSDKHBI ObiTb NpYemMneMbiMy Npn
COrnocTaBlIEHUN c Mnosib30omn ans nornb3oBaTenewn, nony4yaemomu oT
NpeaycMOTPEHHOIO MPOM3BOOMTENEM AENCTBUS MEAULMHCKOro u3genus npu
HOPMarbHbIX YCNOBUAX 3KCMyaTauuu.

9. [na «kaxnoro MeauUMHCKOro u3genust npefocTaBnseTcs MHdopMaLuus,
HeobxoauMass AnA  UAeHTUMKaLuM 3TOr0  MEAMLMHCKOTO U3fenus U ero
Npou3BOAUTENS, CTPaHbl MPOUCXOXOEHWS,, a Takke MWHdopMauus Ans
nonb3oBaTens (NpodeccnoHanHOro MM HenpodeccuoHarnbHoro), Kacarolascs
©e3onacHOCTM MeOMUMHCKOrO M3aenusi, ero yHKUMOHArbHbIX CBOWCTB U
3KCnnyaTauMOHHbIX XapakTepuUCTUK. Takasi MHdopMauus MOXeT HaxoouTbCs Ha
caMoM MeAULMHCKOM U3Oernnm, Ha YNakoBKe Ui B MHCTPYKLIMM MO NMPUMEHEHMIO.

10. Hocutenb nHdopmaumum, ee gopmat, cogepxaHne n pacnosioXeHme 4OSPKHbI
COOTBETCTBOBATb MEOULMHCKOMY MW3OENUI0, €ro Ha3Ha4YeHUo M TEXHUYECKUM
3HaHWAM, ONbITY, 06pa3oBaHMIO UM NOATOTOBKE NOSfb30BaTEeNEN.

Hocutenb uWHQopmauum B KavyecTBe OrpaHWYMEHUA MO NPUMEHEHMIO,
NPOTMBOMOKa3aHUn, Mep MPefoCTOPOXHOCTU UMM NpefynpexaeHus  OOSPKeH
cooepxatb cBeOeHuss 00 OCTaTOYHbIX pPUCKaX, CBS3a@HHbIX C MPUMEHEHEM
MeauumHckoro wusgenus. [loHaTve "npoTmBornokasaHus" He MpUMEHMMO ANis
MeaULMHCKUX N3aenmn Ona AuarHocTUKN in vitro.

11. WHdopmaumnsa, npeaycMoTpeHHass nyHKToM 9  Hactoaumx  O6uwwmx
TpeboBaHU, yKasblBaeTCA Ha MapKMPOBKE M B MHCTPYKLUM NO MPUMEHEHWUIO Ha
PYCCKOM A3blke, a Takxe Mpu HanM4yum COOTBETCTBYOWMX TpeboBaHui B
3aKoHoaarenLcTee rocygapcTB-4reHoB Ha rocygapCcTBEHHOM A3bIKe
(rocynapCTBEHHbIX 3blKax) rocyAapCTB-4IEHOB.

Takas wvHopMauma  MoOXeT  codepxaTb  CUMMBOMbI,  YCTaHOBIIEHHbIE
MEXIOCYAapCTBEHHbIMU CTaHA4apTaMu, a TaKxe yCTaHOBIMEeHHbIE MeXayHapoaHbIMM
cTaHgaptamu (Npu ycrnoBuu, 4TO 6e30MacHOCTb MEAULMHCKOrO W3Aennst He
HapyLwaeTCcs B CBSI3W C HEMOHUMaHVeM OTAeflbHbIMU Mofb3oBaTensiMy 3HavyeHus
TaKux CUMBOJIOB).

lll. O6wme TpeboBaHUA 6e3onacHoCTU N 3chpeKTUBHOCTH,
NPUMeHUMbIe K MeAULUMUHCKUM U30enusm, 3a UCKNKYeHnem
MeAULUUMHCKUX u3penun gns guarHocTukwm in vitro

1. Xummnyeckue, usnyeckune n buonormyeckue cCBOMCTBa
MeAULIMHCKUX U3aenumn

12. lMpn NPOEKTUPOBaAHUM W WIFOTOBIIEHUN MEAULMHCKUX u3genun ocoboe
BHMMaHWe OOSTKHO YOenATbCs:

1) BbIBOPY MCNOMb3yeMblX MaTepuarnoB, 0COHEHHO B OTHOLLEHUM TOKCUYHOCTU U
BOCMNIIAMEHSEMOCTH;

2) COBMECTUMOCTU WCMOMb3yeMbIX MaTepuarnoB W OGUONOrMYECKUX KIEeTOoK,
TKaHeln, XWOKOCTEW, BeLecTB W KX MpPoM3BOAHbLIX (fanee - OGuonornyeckue
maTepuarbl) ¢ y4eTOM Ha3Ha4YeHUsi MeAMLNHCKOro U3aenus;

3) Bbl60py ncnosrib3yemMblX mMartepuanos C YH4E€TOM TaKUX nokasartenen, Kak
TBEpOoCTb, M3HOCOCTONKOCTb U yCTanocTtHaa Npo4YHOCTb.



13. lMpn NPOEKTUPOBAHUM, W3FOTOBMEHUM M YNAKOBKE MEAULMHCKUX U3OEenui
AOIKEH OblTb  MaKCMManbHO CHWXEH PUCK, CO34aBaeMblil  3arpsi3HSAOLLYIMM
BellecTBaMMU M UX ocTatkamu, OfsS Nonb3oBaTener M ful, Yy4acTBYHOLWMX B
TPaHCMOPTMPOBKE, XPaHEHUM U OBCIyXMBaHUN MEAULMHCKUX U3genui (C y4eToM
Ha3HaA4YeHUs MEAMLMHCKOrO Wu3Oervsi, a Takke AOfUTENbHOCTU W YacToTbl
BO3ENCTBMS 3TMX BELLECTB Ha OpraH1M3M YerioBeka).

14. MeOMWUWHCKME U3OENMS  MPOEKTUPYIOTCA W U3rOTaBMMBAKOTCA  TakuMm
o6pasom, 4To6Gbl OHM MOrMM ObiTb Ge30MacHO MCNOnb30BaHbI C MaTepuanamm,
BELeCTBaMN U razamu, C KOTOPbIMUA OHM BXOAAT B KOHTAKT MPU HOpMasbHbIX
YCIOBUSIX SKCNIlyaTaumn unm npu npoBegeHnM TEXHNYeCKoro obcnyxmBanns. Ecnmn
MEANLMHCKME U3Oenus npedHa3HadeHbl A1l BBEAEHNS NIEKAPCTBEHHbIX CPeacTB,
NX NPOEKTMPOBAHNE U N3rOTOBIIEHNE OCYLLECTBNATCS TakuM 06pasom, YTOObI OHM
OblNIM COBMECTUMbI C FIEKAPCTBEHHLIMU CpeacTBaMu (Mpu yCcrioBuM cobrogeHus
OrpaHMYeHnn MO UX NPUMEHEHMIO) B Lensx obecnevyeHnss 3hdeKTUBHOCTU Kak
NeKapCTBEHHOro cpeacTBa, Tak U MeOMLMHCKOro MU3genusa B COOTBETCTBUM C
Ha3Ha4YeHneMm.

15. I'Ipm npoeKkTnpoBaHn " N3rotToBrieHNN mMeguunHCKNX n3aenun JosmkHbl 6bITb
MaKCuMaribHO CHMXEHbl PUCKA:

1) Bbl3BaHHblIE BO3MOXHbLIM BblEMNEeHVeM UMM BbIMbIBaHMEM U3 MeOULUHCKOro
n3genna onacHblx U (MnNn) BpedHbIX BELWECTB (C Y4ETOM MX CEeHCUBUNM3NPYIOLLETro
AENCTBUS, KaHLEPOreHHOCTWU, MYTareHHOCTW WM OTpULaTeNibHOro BIMAHMA Ha
PENPOAYKTUBHYIO (DYHKLMIO);

2) CBA3aHHblE C HenpegHamMepeHHbIM nonagaHneMm B MeauumnHCKOE usgenve
NOCTOPOHHUX BELLECTB (C Y4€TOM Ha3Ha4deHud, onpeneneHHoro nponssoanTenem, 1
npeanonaraembiX yCJ'IOBI/IIZ npumMmeHeHna meguumnHCKoro I/ISD,GJ'II/IFI).

2. UHdbekunMoHHOe U MNKPOOHOE 3arpsi3HeHMe MeaULIMHCKUNX
n3pgenuu

16. MNpn M3roToBrNEHUN MEOMULMHCKOrO M3genus OOSkeH OblTb yCTpaHeH wnm
CHWXEH 00 OONYCTMMOrO YPOBHS PUCK MHAMLMPOBAHNS Monb3oBaTenen n TPeTbUx
nmy. KOHCTPYKUMS MEeAUMUMHCKOro usgenua pomkHa obecnevvBatb MPOCTOTY B
aKcnnyatauum m obGCnyXvMBaHMM U NPU HEOOXOAMMOCTU MaKCMMarbHO CHU3UTb
PUCK MOBbLIX MUKPOBHBIX yTeYeK U3 MEeQULMHCKOro m3genms n (Mnm) MMKpoGHOro
BO34ENCTBMSA B MpoLecce UCMOoNb30oBaHWUs, a Takxke npegoTBpaliatb MUKpobHoe
3arpsaAsHeHne MeAuLMHCKOrO u3aoenvs unM npodbl Nonb3oBaTeneM UM TPeTbUM
TALIOM.

17. lMpy NpOEKTMpPOBaHUW, MU3TOTOBIIEHUM M YNAKOBKE MEOULMHCKUX U3OEenun,
UMEWMX  creymnanbHbli  MUKPOOMONOrMYECKUA CTaTyC B COOTBETCTBUM C
MapKUPOBKOWN, OO/MKHO OblTb rapaHTUpPOBaHO, YTO MUKPOBMOMOrMYecKkMn cTaTyc
octaeTca 06e3 u3MEeHeHWA npu COGMOAEHUN YCIOBUA TPAHCMOPTUPOBKA U
XpaHeHus1, onpeaerneHHbIX NPoM3BoOAMTENEM, A0 TEX NOp, NOKa 3alMTHasA ynakoBKa
He GyaeT HapyLleHa U BCKpbITa.

18. lMpn nNpoekTUpoBaHWUM, U3rOTOBMEHUN U YMNAKOBKE MEOULMHCKUX U3Oenqn,
NMOCTaBMAEMbIX B CTEPUIBHOM COCTOSIHMM, AOSbkHa ObiTb rapaHTUpoBaHa WX
CTEPUINbHOCTL MpW  COBMNIOAEHUN  YCNOBMW  TPAHCMOPTUPOBKU U XpPaHEHWs,
onpegerneHHbIX Npon3BoguTeneM, 4O TEX NOop, NoKa 3amTHas ynakoBka He Oyaet
HapylleHa WM BCKpbITa. Takve MeOuuMHCKUE wusgenusa ynakoBbiBalTCA B
OLHOPAa30BYIO YMAKOBKY.



19. CrepunbHble MeauUMHCKME wu3genust mMbBo  MeauuMHCKME  usgenvs,
nMelowe cneumanbHbld  MUKPOOMOMNOTMYEeCKUiA  cTaTyc, W3roTaBMBAatOTCS,
obpabaTtbiBalOTC U MNpU  HeobXOOMMOCTM CTEPUNU3YIOTCS C  NMPUMEHEHVEM
BanMaMpPoBaHHbIX METOA0B, 060pYyA0BaHUS, MPOLECCOB.

20. MeauuuHckne wusgenua, Tpebyowme cTepunmsaunn, LOOKHbl ObiTb
N3roTOBJIEHbI B YCITOBUSAX KOHTPONMMPYEMOWN YNCTOTbI MPON3BOACTBEHHbLIX 30H.

21. YnakoBKa HECTEPUITbHbLIX MEAULIMHCKNX M3OENM A0IpkHa obecneymnmBaTtb UX
LeNOCTHOCTb M YMCTOTY U B Crlydae, €Crim MEAULMHCKOE unenve AoSkHO ObiTb
CTEPUNM30BAHO Nepen MUCMofb30BaHMEM, MAKCUMaribHO CHU3UTbL PUCK MUKPOBGHOro
3arpsAsHeHud, npu 3TOM yMNakoBKa [JOrpkHa OblTb COBMECTUMOM C  METoOoM
CcTepunmMsaumnm, ykazaHHbIM NpomM3BoguTENEM.

3. MegnuuHckune nsgenus, cogepxaiime BeLLecTBO,
paccmaTpMBaeMoe Kak NeKkapCcTBeHHoe CPpeACTBO

22. B cnyyae ecnn MeQuMUUHCKME U3OenNns copepXaT BellecTBO, KOTopoe npwu
CaMOCTOATENbHOM UCMNOSb30BaHNM MOXET CUUTATbCS JIeKapCTBEHHbIM CpeaCTBOM
B COOTBETCTBMM C NYHKTOM 1 cTatbm 1 CormaleHns O eauHbIX NPUHLLMNaX W
npaBuiiax _obpalleHnss  NIeKapCTBEHHbIX CpPeAcTB B paMkax EBpasmnnckoro
9KOHOMMYECKOro coto3a oT 23 paekabpa 2014 roga M KOTOPOe OKasblBaeT
AOMNOSNHUTENbHOE BO3OEMNCTBME Ha OpraHM3M 4YerioBeka Hapsigy C BO3OENCTBUEM
MEOULMHCKMX MU3Oenun, noateepxaeHne 6e3onacHocTn n 3dpdPeKTUBHOCTM TaKuX
MeOUUMHCKMX un3genun BkrtovaeT B cebsi noaTeepxaeHve 6e3onacHocTU U
3¢hheKTMBHOCTW NEKapCTBEHHOINO CpeacTBa C y4€TOM ero NpUMEHEHNs B COCTaBe
MeOMNLMHCKNX U3Oenn.

4. MeauumHCKne nsgenus, cogepxawme matepmansbl
OMoNnorM4eckoro NPOUCXoXaeHus

23. B cnyyae ecnm meguuMHCKMe u3genus copepaTr  Guonormveckue
mMartepuvarnbl XUBOTHbIX, TO UCMOMb3yemMble AN 3TUX LeNen KMBOTHbIE OOSDKHbI
noaBepraTbCsl BETEPUHAPHOMY KOHTPOSO (Hag30py), No pesyribTataM KOTOPOro OHM
AOkHbl ObITb MPU3HaHbI 340POBBIMW C  YY4ETOM Ha3HA4YeHUs1 UCMOoSb3yeMblX
Gvonornyecknx matepuarnioB. 340POBbIM XMBOTHOE MNPU3HAETCA B Cryyae
OTCYTCTBUS 3aboneBaHuii, KOTOpble MOryT MOBMMATL Ha 6Ge30nacHOCTb W
3)EeKTUBHOCTb MEAULIMHCKOrO U34enusi.

MHdopmaumna npounsBoanTenss MeOuLMHCKOro wusgenMss O OBMonornyeckmnx
maTtepuanax, B TOM 4ucre O BblbOpe >KMBOTHbIX, WX reorpadmyeckom
NPOUCXOXOEHUN, B3ATUM Npob, ycroBuax obpaboTku, xpaHeHus 1 obpalleHust ¢
OvonorMyeckuMmm mMatepuanamu, OOoSbkHa XpPaHUTbCS B YNONIHOMOYEHHOM OpraHe
rocynapctBa - uJneHa Cows3a B cdepe 34paBoOXpaHeHuss (oanee -
YNONMHOMOYEHHbIV OpraH rocyAapcTBa-4reHa).

O6paboTtka, XxpaHeHue, TecTupoBaHue M obpalleHne ¢ BuonornYecKkumm
mMaTepuanamm XMBOTHOMO MPOUCXOXOEHUS OOIMkHbI obecnedmBaTb 6e3onacHoOCTb
nonb3oBatenem K TpeTbuMx nuy. B 4yacTHocTM, Ge3onacHOCTb B OTHOLLEHWUM
BMPYCOB, APYrMX MH(PEKLMOHHbIX areHTOB M MHbIX BO3byauTenen 6onesHemn, obLmx
ANs1 YernoBeKka W XMBOTHLIX, AO/MkHA obecneymBaTbCs NOCPEACTBOM MPUMEHEHMS
BanMAMPOBaHHbIX  METOAOB  YHUMTOXEHUSS WM MHaKTMBaUMM B XoAe
Npon3BOACTBEHHOIO NpoLecca.
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24. B cnyyae ecnM MeguuMHCKME u3genus copepart OGuonormveckue
MaTepuanbl 4YeroBEYECKOro MPOUCXOXOEHMS,, TO BbIOOp AOHOPOB, a TaKxke
o6paboTka, XpaHeHue, TecTupoBaHMe U obpaweHne ¢ Buonornyeckumm
MaTepuanammn YesioBe4EeCKOro NPONCXOXOEHNS OCYLLECTBIAIOTCS B COOTBETCTBUN C
3aKkoHo4aTenbCTBOM rocydapcTB - 4neHoB Corw3a u OomkHbl obecnedmBaTh
onTumarnbHyto 6e3onacHoCcTb nonb3oBaTtenerM M TpeTbuMx mmy. B yacTHocTw,
6e30nacHOCTb B OTHOLLEHUW BUPYCOB U OPYrnX MHEKLIMOHHBIX areHTOB [OrmkHa
obecrneunmBaTtbCAd  MOCPEACTBOM  MPUMEHEHUST  BanMAOMPOBAHHLIX  METOOOB
YHUUTOXEHUSA UMW MHAKTMBaL MK B X04e NPpOoM3BOACTBEHHOIO npoLuecca.

25. B cnyyae ecnm wmeguuMHCKMe u3genus copepaTt  Guonormveckue
MaTepuanbl MMKPOOHOIo NpoNCXoxaeHunsi, To 0bpaboTka, XpaHeHne, TECTMPOBaHUE
n obpaweHne c OGuonorMdeckumMn Mmartepuanamm 3TOM  NPUPOAbl  AOSDKHbI
obecneunBaTb onTuUmarnbHyt0 6e3onacHOCTb Monb3oBaTtenen u TpeTbux nuy. B
YacTHOCTK, 6€30MacHOCTb B OTHOLLEHMW BMPYCOB 1 APYrMX MHAEKLIMOHHbBIX areHToB
AoIpkHa obecnevmBaTbCA NOCPEACTBOM MPUMMEHEHUS] BanuMaMpoBaHHbIX METOA0B
YHUYTOXEHUSI N MHAKTUBAaL MM B X04€e NPOU3BOACTBEHHOMO NpoLecca.

5. MegnuuHckmne nsgenus, npuMeHsieMble B YCIOBUAX
BO3eNCTBUA BHELWHUX hpakTopoB

26. MeguumHcKue wm3genus nNPOEKTUPYTCA W U3rOTaBfMBAKOTCH  TakuM
obpasoMm, 4TOGbI KX cOopka, HacTpoyvka, KanubpoBKka, WCMONb3oBaHME U
obcnyxMBaHMe B YCIIOBUSIX BO3AEVCTBUA BHELLUHMX (PaKTOpPOB Oblnv npoBeneHbl
G6esonacHo un obecneunnm  oxugaemyro  3(PPEKTUBHOCTb  MEAULMHCKOrO
NPUMEHEHMSI.

27. B cnyyae ecnn MeguUMHCKME n3genus npeaHasHadveHbl 458 NPUMEHEHM B
KOMBUHaLMM ¢ OpyrMMyM MeguuMHCKUMU usgenuamu n (unv) obopyaoBaHueM, BCS
KOMOUHaL s, BKNOYasi COeANHUTENbHYI0 CUCTEMY, A0STkHaA ObITb 6e3onacHon n He
AOIPKHA yXyALwaTb 3asiBreHHble (OYHKLNOHANbHbIE XapaKTEPUCTUKM MELAULMHCKUX
n3genun. Jiobble M3BECTHble OrPpaHMYEHMsT MO NPUMEHEHMIO Takon KOMOMHaLuM
YKa3blBalOTCA Ha MapKUMpoBKE U (MN1) B MHCTPYKUMM MO npumMeHeHuto. [lpu
NPOEKTUPOBAHNUA W  W3FOTOBIIEHUN COEAUHUTESNbHbIX CUCTEM OOSMKHbI  ObITb
MaKCUMaIbHO CHIDKEHbI BO3MOXHbLIE PUCKN HEMPABUITbHOTO COEAMHEHNS.

He ponyckaetcsa npuMMeHeHMe B COCTaBe MeOMLUMHCKOro  mU3genvs
cneumanbHbIX TEXHUYECKUX U (A1) NPOrpaMMHbIX CPEeAcCTB, UCKHYAOWMX WIn
OrpaHNYMBaOLLMX BO3MOXHOCTb €ro UCMofib30BaHUs B KOMOWHaUMM C Apyrumm
npegHasHadYeHHbIMW  ANst 9TOr0  MeQUUMHCKUMK — u3genmamn 1 (4nu)
obopynoBaHueM.

28. MeguuuHCKue wu3genvsi MNPOEKTUPYIOTCS W U3rOTaBIMBAOTCS  TaKUM
06pa3oM, YTOObI YCTPaHUTL UMM CHU3UTL 40 NPUEMIIEMOTO YPOBHS:

1) puUCK TpaBMMPOBaHWS Monb3oBaTenss WM TPeTbUX JuL B CBS3U C
M3NYECKUMUN XapaKTEPUCTUKAMU MEAMLNHCKOMO U3AENns;

2) puck owMOKM NpU  UCMOMb3OBaHUM  MeOUUMHCKUX UW3denuin  u13-3a
KOHCTPYKTUBHbIX XapaKkTEPUCTUK U YENIOBEYECKOro (hakTopa;

3) puck, cCBA3a@HHbIN C OODBEKTMBHO npeAcKkasyemMbiMM  BHELUHUMMN
BO34ENCTBMAMU UM TaKMMKU  OKPYXalOLLWMK  YCIOBMSIMW, KAk BHELUHWEe
9MIeKTPOMarHUTHble  MNOMsA,  AMeKTpocTaTudeckne  pas3psdbl,  M3NyyYeHue,
aTMocdepHoe AaBreHve 1 ero nepenagbl, BNaXHOCTb U TEMNepaTypa BO34yXa;

4) pUcK, CBA3aHHbIN C NCNOMb30BaHNEM MEAULNHCKUX U3OENMIN NPU KOHTaKTe C
MaTepuanamu, XuoKocTsaMM W rasamu, BO3LEWMCTBUIO KOTOPbIX MegULUHCKUE
n3genua nogBeprarTcs B HOpMarbHbIX YCIOBUAX 3KCNyaTauuuy;



5) puUCK, CBSA3aHHBLIN C BO3MOXHbIM HEraTVBHbIM B3aUMOAENCTBUEM MeXay
nporpaMMHbIM 06ecrneveHneM MEeANLVHCKUX U3OENUiA U YCIOBUAMM, B KOTOPbIX OHO
3KCnIyaTmpyeTcs;

6) puck cnyyanMHoro nonagaHusi MOCTOPOHHMX BELIECTB B  MEAULMHCKME
n3nenus;

7) puUCK B3auMMHbIX MOMEX, CBSI3@HHbIX C APYrMMM YyCTpomcTBamu, OObIYHO
NpUMEHsieMbIMU B Nie4ebHO-AMarHOCTUYEeCKOM NPOLLECCE;

8) puCK, BO3HMKAIOLWLMIN NPU HEBO3MOXHOCTU TEXHUYECKOTO OBCMy>XMBaHUSA U
KanMbpoBKM MEOUUMHCKMX u3genui (Hanpumep, AN  MMMAaHTaTtoB), M3-3a
CTapeHnsi NCNOSb3yeMbIX MaTepuasioB UM NOTEPU TOYHOCTU M3MEPUTENBHOMO UM
KOHTPOSbHOro yCTPOMCTBA.

29. MeguuuHCKMEe WU3enus MPOEKTUPYIOTCS U U3rOTaBMBAKOTCS  TaKUM
06pa3oM, YTOObI YCTPaHWUTb UMM MaKCMMaribHO CHU3WUTb PUCK BOCTSIAMEHEHMS Unn
B3pblBa B HOPMasbHbIX YCINOBUSIX AKCMyaTaLum Unn B criydae eanHUYHoro otkasa.
Oco60€e BHUMaHWE OOMMKHO YAeNnATbCS MeQUUMHCKUM U3LenusiM, NPUMEHSIEMbIM C
NCMNONb30BaHNEM NErKOBOCMTAMEHSIFOLLMXCS UMW B3PbIBYaTbIX BELLECTB.

30. MeauumHcKue wm3genus nNPOEKTUPYTCA W U3roTaBfMBAKOTCS  TakMM
obpasom, 4TObBbLI cnocobcTBoBaTb  Ge3onacHoM  yTUNM3auuMnM  OTXOOOB,
06 pa3oBaBLLMXCA NOCTE UCMNOSb30BaHNS MEOULMHCKMX U3OENWN.

6. MeanumMHcKue n3genuns, oTHOCALWMECH K cpeacTBam
U3MepeHun

31. MeanuuHckne nsgenus, BKIHOYEHHbIE B NepeyYeHb MEeOULMHCKUX U3OENnvn,
OTHOCSILLMXCA K cpeacTBaM M3MEPEHUW, B OTHOLLEHMW KOTOPbIX MPOBOASATCSA
NCNbITAHWA B LENsX YTBEepXOeHWs Tvna cpeacTB U3MEPEHUI, NPOEKTUPYHTCS U
N3roTaBMMBAalOTCSA TakuMm o6pa3oM, 4YTobbl obecneynTb 4OCTaTOYHYK TOYHOCTb,
NPeLM3NOHHOCTb 1 CTabUNBbHOCTb C Y4€TOM Ha3Ha4YeHMs MEANLIMHCKOro n3aenus.

32. NamepuTenbHble, KOHTPOSbHbIE UMM MHAUKATOPHbIE LKarbl NPOEKTMPYHTCS
B COOTBETCTBUM C SPrOHOMMYECKMMM MPUHLMUMAMU C Y4ETOM Ha3HaYeHust
MEANLMHCKOro 13aenus.

UncroBble 3Ha4YeHUs! OOMKHbI OblTb BblpaXXeHbl B OBLLENPUHATBLIX eauHULax
N3MEepPEHNs 1 NOHATHBI NONb30BaTeNsAM.

33. PesynbTatbl U3MepeHUn, BbINOMHEHHbBIX C UCMOMb30BaHWEM MeOULUHCKOro
n30enus, OTHOCSALUEroCsl K CpeacTBaM W3MEPEHWI, BblpaXalTcs B eAuHuLax
BennumH MexxayHapogHon cuctemsl eanHny, (CU) nnm Bo BHECMCTEMHbBIX eaNHMLaX
BEMMMYMH B COOTBETCTBUM C MNEPEYHEM BHECUCTEMHbLIX €OVHUL, BENYMH,
npUMeEHsieMbIX Npu paspaboTke TexHudeckux pernameHToB Coto3a (BKMO4as KX
cooTHoweHus ¢ MexayHapogHou cuctemon eguHuy (CW)), yTBepxgaembiM
EBpasunckon akoHoMM4eckon komuccuen (ganee - Kommccus).

7. 3awmTa oT N3ny4vYeHus

34. MeguunHckmne nsgenus NPOEKTUPYHOTCH, M3roTaBNMBAaOTCH 7]
yrNakoBbIBaAKOTCS Taknm ob6pa3oM, YToObl MUHMMarbHO NoaBepraTb Nosib3oBaTenen
N TPETbUX NN, BO3AENCTBUIO U3Iy4YEHUS, HE YMeHbLLAda Npu 3TOM YCTaHOBEHHbIE
YPOBHWU  U3MyYeHUsi, Heobxoaumble Ofs LOOCTMKEHMS OUMArHOCTUYECKUX U
TepaneBTUYECKUX LiENEeN.



35. B MeguumnHCKmx nsgenusax, npegHasHadeHHbIX 48 reHepMpoBaHMs ONacHbIX
WM NOTEHUMAnbHO OMacHbIX WU3IyYeHWn, HeobXoaUMbIX AN LOCTWDKEHUS
KOHKPETHbIX MEAULMHCKMX LieNnen, B clydyae ecnm nonb3a OT UCMNOSb30BaHNUS 3TUX
N3rNy4eHUn BbICOKOM WHTEHCMBHOCTU cuuTaeTca 6onee 3HadYuTenbHOM no
OTHOLLEHMID K  OMacHOCTW,  3aKMoyallwencss B MU3NyYeHun,  [OrpkHa
npegycMaTpmBaTbCA BO3MOXHOCTb YNPAaBMEeHNs 3TUMN U3MYYEHUSIMU CO CTOPOHbI
nonb3oBatens. [py NPOEKTUPOBaHNM N U3FOTOBIIEHUN TaKNMX MEAULMHCKUX U3LENNI
AoimkHa obecnevmBaTbCs  BOCMPOM3BOAMMOCTb  U3MEHSAEMbIX  NapamMeTpoB
reHepypyeMoro 13ny4yeHus B JONyCTUMbIX Npeaenax.

MeguvunHCcKue wu3genusi, npeaHa3HayveHHble [OMS FeHepUMpPOBaHMSA  OMacHOro
BMOAUMOIO M (MNM) HEBMOAMMOIO WU3MyYEHMUS, OCHALLIATCH BU3yarnbHbIMU U (MNN)
3BYKOBbIMM CpeacTBaMu MNPeaynpeXaeHus O Hanmumm  (aKTMBHOCTM) TaKoro
N3ny4yeHus.

36. Mpu NpPOEKTUPOBAHUM W W3FOTOBMEHWN MEAULMHCKUX W3AENUA  [AOMMKHO
MakCMManbHO CHWXEHO BO3JENCTBME  HEenpegHaMEpPeHHO  reHepuUpyeMoro
NMOGOYHOro UM PacCesHHOIO U3Ny4YeHus.

37. Tlpyn NpOeKTMPOBaHWM W  WU3FOTOBMIEHUN  MEAULMHCKUX  M3Aenvn,
npeAHa3Ha4YeHHbIX O FEeHEePUPOBaHNA WOHU3UPYIOLLErO U3MyYeHWs, OOMKHbI
obecneumBaTbCsi  perynMpoBaHWe  KOMMYECTBEHHbIX W FEOMETPUYECKUX
nokasaTenen reHepupyemoro U3ry4eHuss C y4eTOM HasHaueHus, onpegerieHHoro
Npon3BoAnTENEM.

MeOVuWHCKME u3Oennsi, reHepupyloLume WOHU3UPYIoLLee  U3NydeHue W
npefHasHayeHHble AN PaguonorMyeckon AMarHOCTMKW, MPOEKTMPYHOTCH U
M3roTaBMMBalOTCA Takum o6pasom, 4ToObl MpU  MUHMMAaNbHOM BO34ENCTBUM
M3ny4yeHns Ha nonb3oBaTens obecneuuBanocb Heobxogumoe ANA AMArHOCTUKM
KayeCcTBO U306 paxeHusi n (Mnun) Nory4yaemMbix pe3yrnbTaToB UCCIeL0BaHNUN.

MeguuvHcKne  um3genusl, reHepupyloLLMe  VOHU3MPYIOLLee  U3NydeHne WU
npeaHa3HadeHHble  Ond  paguonorMyeckon  Tepanuu,  NPOEKTUPYKTCS U
N3roTaBMMBalOTCA Takum obpasom, 4TOObI oGecneyMBanmMCb KOHTPOMb U
ynpaeneHve [o30M 0bnyyeHus, TUMOM, 3JHeprmem u npuv HeobxooMmocTu
pacnpeaerneHneM aHeprum HanpasreHHOro U3NyYeHus.

8. MeanuuHcKue n3genus, BKnroyarowme B cebs
nporpamMMmHoe o6ecnevyeHme, ¥ aBTOHOMHOE NporpaMmMHoe
obecneyeHue, ABNAOLIEECA MeOULMHCKUM n3genuem

38. MeguumHckue nsgenus, Bknovarowme B cedsa nporpammHoe obecneveHme, n
aBTOHOMHOE MporpaMmmMHoe obecnevyeHue, SABNALWEECHS MEAULVHCKUM U3OENUEM,
NPOEKTUPYIOTCS W U3roTaBMMBalOTCA TakuMm ob6pasom, 4Tobbl obecnevyvBaTtb
cTabunbHoe, HagexHoe n 3adeKkTMBHOE (YHKLIMOHMPOBAHME 3TUX MEAULMHCKNX
N3aenuin B COOTBETCTBUM C Ha3Ha4YeHeM, onpeaerneHHsIM NPoM3BOAUTENEM.

9. AKTUBHbIE MeONLUMHCKNe nsgenusi, cBsi3aHHble C
MCTOYHUKOM 3Heprum nnm ob6opyaoBaHHble NICTOYHUKOM
3Heprum

39. Ina akTMBHbIX MEAULMHCKUX U3Oenuin B criydae eanHUYHON HEUCNPAaBHOCTH
NPVHUMAKOTCH COOTBETCTBYIOLLME MeEpbl Af1  YCTPAHEHUSI WM CHWDKEHMS
nocregyloLmx pUcKoB.

40. AKTMBHblE MeOUUMHCKME U3Odenud, npu  UCMNONb30BaHMM  KOTOPbIX
0e30nacHOCTbL MNonb3oBaTeNnen 3aBUCUT OT BHYTPEHHErO0 WCTOYHWKA MUTaHWUS,
obopyayrTcsa CPeacTBOM onpeaeneHnsi COCTOAHUSA UCTOYHUKA NUTaHUS.



41. AKTMBHble MEeOUUMHCKME Un3aenus, npn nCcnonb3oBaHNMMN  KOTOPbIX
©e30MacHOCTL NMoMnb30oBaTeNen 3aBUCUT OT BHELLHETO MCTOYHMKA MUTAHWUS, OOIPKHbI
BKNoYaTh B ceds cucTtemy curHanmsauum anda onoselieHmns o nepeGoe B nNTaHUn.

42. AKTUBHblE MeOMLMHCKWE u3genusi, npefHasHayYeHHble Ans MOHWUTOPWHra
OOHOTO WIM HECKOSbKMX KIMHUYECKMX MapameTpoB Nonb3oBatess, obopyaytoTcs
COOTBETCTBYOLLMMM  CUCTEMaMM  CUTHaANM3aUuM AN NpeaynpexneHus
nonb3oBaTens 0 BO3HUKHOBEHWM CUTYyaLUM, KOTOpasi MOXET NPUBECTU K CMEPTU
UM Cepbe3HOMY HapYLLEHMIO COCTOSIHUS €ro 3[10POBbSI.

43. AKTUBHblEe MeOMLWHCKME W3OENUs MPOEKTUPYITCS W U3roTaBMBaOTCS
TakuM 06pa3oM, YTOOblI MakCMMaribHO CHU3UTbL PUCK CO34aHUs 3NEKTPOMArHUTHbIX
nonew (3NeKTPOMarHUTHLIX MOMeX), KOTopble MOryT OTpuuaTeNlbHO ckasaTbCs Ha
paboTe ApyrMX MEAUUMHCKMX wu3genuii, obopyaoBaHuMs UM CpPeacTB CBS3U B
COOTBETCTBUWN C UX HAa3HaYEHMEM.

44. AKTVBHble MEAWMLMHCKME W3Oenus NPOEKTUPYITCA W U3roTaBrMBaKTCA
Takum obpasom, 4Tobbl 06ecneunTb YpoBEHb YCTOMUMBOCTU K 3NIEKTPOMArHUTHLIM
nomexam (MOMexoycTom4mMBOCTH), obecneuvmBaloLLmni UX yHKLUMOHMPOBAHUE B
COOTBETCTBUM C HA3HAYEHMEM, ONPEAENEHHBIM NPON3BOANUTENEM.

45. AKTVMBHble MeOWMUMHCKME un3genus NPOEKTUPYTCA U WN3rotaBIMBalOTCA
Takum o6pasoM, YTOObl MakCMMarnbHO CHU3UTb puck CJ'Iy‘-IaIzHOFO nopaxeHn4
nonb3oBaTtena U TpeTbero niua 3JeKTpUu4eCKMM TOKOM KaK Mpu HOpPpMaribHbIX
YCINoBUAX aKcnnyataunnm mMeguunHCKOro msaenvd, Tak U B YCIrioBUAX eaNHNYHOM
HemcnpaBHOCTK MNpwu YycloBun, 4YHYTO MeaUMUWMHCKOE Wu3genne YCTaHOBJIEHO WU
o6cny>|<|/|BaeT09| B COOTBETCTBUN C YKa3aHNAMU NPON3BOOUTENA.

10. 3awmTa OT MEXaHUYECKUX N TEPMUYECKNX PUCKOB

46. MeOuuuHCKME wu3Oenusa  MpPOeKTUPYIOTCA U U3roTaBMBAKOTCH  TakKuUM
00pa3oM, YTODObI 3aLWUTUTEL NOSMb30BaTENS U TPETbMX JINL, OT pUCKA MEXaHUYECKMX
NMOPaXXEHWIN, CBSI3AaHHOIO C COMPOTMBIIEHMEM [ABWXEHWUIO, HECTAOWIMbHOCTLIO U
HanM4YNeM OBWKYLLMXCS YacTeN B COCTaBE TakMX MEAULMHCKNX U3LENWN.

47. MeguuWHCKME U3OENUs MPOEKTUPYIOTCS M U3rOTaBNMBAOTCS  TaKUM
obpa3oM, 4YTOObl MaKCUMMarbHO CHU3UTb PUCK, CBSI3aHHbIA C Bubpauuen,
C037aBaeMOV 3TUMM MELVLUHCKUMU U3LENUsSIMK, NyTeM MNPUMEHEHUsI CPEACTB,
NO3BOSSAOWMX OrpaHUYUTL BUOpaLUO, ecrin Torbko BuOpauus He siBrsieTcs
YacTbio NpeaHa3HaYeHUst MeAULMHCKNX U34EenuA.

48. MeouumHckne wu3genus NPOEKTUPYKTCA WU U3roTaBiIMBAOTCA TaKUM
06p830M, 4YTOObI MaKCMManbHO CHU3UTb PUCK, CBS13aHHbIN C CO3aBaeMbIM LLIyMOM,
nyTemMm npuMMeHeHna cpencTB, NCNOJb3yeMbIX ANA YMeHbLUeHUA LWyMa, eCIin TOJbKO
co3aaBaeMbli LLYyM HE ABNAEeTCA 4aCTblo npegHasHa4YeHna MeanunHCKNX n3genvn.

49. Knemmbl, pasbeMbl, coeguvHUTENN W Opyrme YCTPOMUCTBA MNOAKIIHOYEHMUS
MEOUUMHCKMUX U3OernMin K WCTOYHWKaM 3MEeKTPUYECKORW, MOopaBfIM4ECKOn Wumm
MHEBMATMYECKON IHEPTMM MPOEKTUPYIOTCS U U3rOTaBMMBalOTCA TakuM obpasom,
4TOObI MaKCMMarbHO CHU3UTL NOObIE BO3MOXHbLIE PUCKN.

50. MeauumHCKue wm3genus nNPOEKTUPYTCA W U3rOTaBfMBAKOTCH  TakMM
obpa3oM, 4TOObI MaKCUMarnbHO CHM3UTb PUCK OWMOOK, BO3HMKAKOWMX MpU
HenpaBUIbHOM MOAKIOYEHUN UMM NEPEKMIOYEHNN BO BpeMsi paboTbl annapaTtypbl
WM geTanen B COCTaBe TakUX MEQULMHCKUX U3AENUNA.



51. OTKpbITble 4YacTW MeAULMHCKUX U3OenMni (3a WUCKIIoYeHVMeM YacTewn,
npedHasHayYeHHbIX AN nogadn Tenna WM OOCTWKEHUS 3adaHHbIX 3HaYEeHWN
TeMnepaTtyp) He [OOSfPKHbl AOCTUraTb MNOTEHUManbHO OMacHbIX  3HAYeHWi
TemnepaTtyp nNpu HopMarbHbIX YCNOBUAX KCryaTauum.

11. 3awmTa oT pUCKOB, BO3HUKAKOLWMX ANS NOfb3oBaTens
OT NnogaBaeMoOUW 3HepPrum Unum BewecTB

52. MeOuuuHCKMe u3denus, npeaHasHaveHHble AONnA nodady Mnonb3oBaTernto
3HEpPrUM UNM BELLIECTB, MPOEKTUPYIOTCS U U3rOTaBMMBAOTCSA TakMM 06pasoM, YTOObI
KOMMYEeCTBO MOJaBaeMON HEPrM UM BeLLeCTBa MOXHO BbIfio yCcTaHaBMMBaTh U
noadepmBaTb C TOYHOCTbIO, [AOCTATOMHOW AnA obecneveHuss 6GesonacHOCTM
nonb3osaTerns.

53. MeavuUMHCKMe U3aenvs OCHaLLaTCA cpeacTBamy NpeaoTBpaLleHns U (Mnu)
MUHOWKaLUM MoObIX HECOOTBETCTBUI B MOCTABIIEHHOM KOMNMYECTBE 3HEPruv Unm
BELLUECTBAa, KOTOPOe MOXET NPeAcTaBNsATb ONacHOCTb.

54. Ha meauUMHCKOM M3enMn YeTKo ykasblBaeTcsi MHopMauus o oyHKLMSIX
CPEACTB YNpaBrieHUst U MHAMKATOPOB. Ecnn nMeeTcst MHCTPYKLKSA MO NPUMEHEHUIO,
WM PYKOBOACTBO MO 3KCMMyaTauuu, WnM Bu3yasrbHble CPEeACcTBa WHAMKaLUM
OMEPALMOHHBIX MMM PErYNIMPOBOYHBLIX MApaMETPOB MEOULMHCKOTO M3fernusi, To
Takas MHdopmMaLms JOMmKHa ObITb MOHATHOW NOMb30BaTEN!O.

12. 3awmTa oT pUCKOB, BO3HMKAIOLWMX B CBA3N C
MCNONb30BaHMEM MEAULIMHCKNX U3nenun,
npeaHa3Ha4YeHHbIX NpousBoauTesNieM AN NpUMeHeHUs
nosnb3oBaTeNifAiM1, He UMELUMU cneLuanbLHOro
MeAULIMHCKOro obpa3oBaHus

55. MeguunHCKMe wu3genud, npegHasHayeHHble npou3BoauTenemM  AOns
NPUMEHEHNS NOMb30oBaTENsIMK, HE UMEWMMKU  cneunansHoro  MegULNHCKOro
06 pa3oBaHKs, NPOEKTMPYIOTCSA U U3rOTaBMBAKOTCS C Y4€TOM HaBbIKOB U CPeacTB,
AOCTYNHbIX 3TMM §uuam, Takum obpas3om, 4YToObl MeguuMHCKMe usgenvs
(PYHKLMOHMPOBANM B COOTBETCTBMU C UX Ha3HaA4Ye€HWEM B YCIIOBUSAX OOBEKTUBHO
OXuaaemblX JENCTBUIA CO CTOPOHbI 3TUX FnL,.

56. MeguuunHckme n3genn4d, npeaHasHa4YeHHblIe ana npuMeHeHnd
nonb3oBarenamm, He umMmerwmMnm cneuunaribHoro mMeguLlmnHCKOro 06paSOBaHVIF|,
NPOEKTUPYKTCA U WU3roTaB/IMBaOTCA Takum o6pasoM, YTOObI MaKkcMManbHO
CHU3NTb PUCK owmnbkm B npowuecce npnmeHeHnAa mMeaguumHCKUX n3genuin, a Takxe
npun nHTepnpetTaunn pesyrnbtaTtoB TECTUPOBAHUA.

57. MeguuuHcKkne  v3denus,  npedHasHadeHHble AN NPUMEHEHWs!
nonb3oBaTensMM, He WMEeLWMMN CchneuuanbHOro MeAULMHCKOro oGpasoBaHus,
[AOIMKHbI MMETb, ECIIM 3TO OGBEKTUBHO BO3MOXHO, (DYHKLIMIO NMOATBEPXKOEHUS TOrO,
YTO MNPV UCMONb3OBAHUN 3TN MEAULMHCKME n3aenus OyayT dyHKUMOHMpOBaTb B
COOTBETCTBUM C HA3HAYEHMEM, ONpeAENEHHbIM NPON3BOANTENEM.

13. Tpe6oBaHUA K MapKMpOBKe MeAULIMHCKUX U3aennun

58. MapknpoBka MeOWLMHCKOro usgenusa [OrpkHa copepxaTb CrefyioLLyto
WMH(popmaLnto:;

1) HanmeHoBaHWE 1 (MUNN) TOProBoe HaMMEHOBaHWE MEOMULIMHCKOrO U34enus;



2) nHgopmaums, Heobxoaumasi 4na naeHTUUKaLnMM MEAULIMHCKOrO u3genus, a
TaKkke NHGopmaLmst 0 ero HasHadeHun (Npu HeobxoaMMOCTH);

3) cBeaeHus 0 NpoM3BoAUTENE, BKIOYAs MNOSHOE M COKpaLLEHHOE (MpY Hann4ymn)
HanMeHOBaHUs FOPUOMNYECKOTO NNLLA, MECTO HaXOXOeHWs (amMunns, NMsi, OTYECTBO
(Mpn HanMM4MM) M MECTO XUTeNbCTBa (M3NYECKOrO N1ua, 3aperMcTpMpoOBaHHOMO B
kayecTBe NHOVBWAYAINbHOIO npeanpuHMMarens), MOYTOBbIN agpec
npou3BoauTENsi, CTpaHa MNPOUCXOXOEHUS MeguUMHCKOro uagenus. [oyToBbin
agpec npousBoauTENs MOXET He YKasbiBaTbCA B MapKUpPOBKE, €CrnM  OH
COAEPXKUTCA B WHCTPYKUMW NO MNPUMEHEHMIO, MNpunaraemMorn K MeguuUHCKOMY
n3aenuio.

Ha meguumHcKkue nsgenus, Nnpou3BefeHHble B rOCy4apCcTBe, He SABMSOLLEMCSH
yneHom Coro3a, MOXET HAaHOCUTbCS AOMOSHUTENbHAA MapKMPOBKAa, COAepXallas
cBegeHvs o6 ynorHOMOYEHHOM MpeacTaBuMTENE WMHOCTPAHHOIO NPOW3BOAUTENS,
BKIKOMasi MOMHOE WM COKpaLLeHHOe (MpW HanMymM) HaMMEHOBaHWUS tOPUOUYECKOrO
nMua, MecTo HaxoxgeHus (damunusi, umsi, OT4ecTBO (MpU HaMMYMKU) U MECTO
XUTENbCTBA  M3MYECKOrOo  fmua,  3aperMcTpupoBaHHOrO B KadyecTBe
WMHOMBMAOYANbHOTO  MpeanpuHUMaTens), MNoYTOBbIA  agpec  YNONHOMOYEHHOro
npegcTtaBuTenss npoussoguTens. [ononHuTenbHass MapkuMpoBKa He [AorbkHa
CKpblBaTb MapKUPOBKY, COAEPXALLY) CBELAEHNS O NMPOU3BOAUTENE MEOULMHCKOro
ns3penus;

4) VIHd)OpMaLWIFl O Hann4mMn B MeEQULIMHCKOM U3aenunn nekapCcTtBeHHbIX CcpeacTB
nnm  Bmonorndecknx mMatepuarioB, a TaKXxe HaHoMaTtepuanoBs, eclqin Takune
HaHOMaTepuaribl He codepxatcAd B CBA3AHHOM COCTOAHUU, WUCKIKOYaKoLWeEM
BO3MOXHOCTb MUX nonagaHna B OpraHnM3mMm nosjib3oBartend npu ncnorb3oBaHUAU
MeaunUnHCKOro nsaennd no HasHa4veHuto, onpeaeneHHoMy npon3BoanuTenem;

5) kog, (HOMep) NapTUK UM CEPUIAHBIN HOMEP MEAMLMHCKOMO U3Aenus;

6) cpok (C ykasaHveMm roga u mecsua), 4O UCTEYEHUS KOTOPOro MeAULMHCKOoe
n3genve Moxet 6e3onacHo MCNonb30BaThCS;

7) roq BbiNycka MeOWULMHCKOrO M3Aenus, eCrin He yKasaH CPOoK, A0 UCTEYEeHUs
KOTOPOro MeauuUHCKOe usgenve MoxeT 6e3onacHo ncnonb3oBaTbes. o4 Bbinycka
MEOMLMNHCKOrO U3enust BKIOYaeTCs B HOMEp MapTuM UM CEePUHbIA HOMep Npu
YCIOBWUM, YTO rof, BbiMyCKa ferko MaeHTUmumnpyeTcsi B COCTaBe Takoro HomMepa;

8) wvHdopmauma o6 ocobbix YCMoOBMAX XpaHeHus W (4nun) obpalueHus
MeAULMHCKOro n3genus (npu HeobxoammocTw);

9) MHGOpPMaLMs O CTEPUIIbHOCTU MEOMULNHCKOro n3nenust (ecnm MeauuuHCKoe
n3genve NocTaBseTCs B CTEPUIbHOM BUAE) C YKa3zaHMEM MeToAa CTepunmMsauunm;

10) npegynpexgeHve unu mepbl NPegoCTOPOXHOCTU, KOTOPble YKa3blBalOTCHA
Takum obpa3om, 4YTOObl NpMBIieYb BHUMAHME MOMb30BATENSA UMM TPETbEero nuua.
OTa mHGopmaums MoxeT ObiTb CBedeHa K MWHMMYMYy B cnydae, ecrnin bonee
AetanbHas NHGopMaLms COAEPKUTCA B UHCTPYKLUM NO MPUMEHEHWIO;

11) wHcpopmauuna o6 OAHOPa3OBOM MCMOMb30BAHUM MEOMLMHCKOrO u3genvs
(ecrm  meguumMHCKOE — mM3genue  npefHasHadaeTcda  And O4HOPa30BOro
NCNOSb30BaHNSA);

12) wHpopmMauusa O BOCCTAHOBMEHWM MEAMLMHCKOrO M3Aenus C yKasaHuem
yncna NpomnsBeneHHbIX LMKIOB BOCCTAHOBIIEHUS M NMOObIX OrpaHUYEeHUn No Ymcny
LVUKINOB BOCCTAHOBMEHMS (eCnv MeAWUMHCKOe Wu3genve ansi O4HOPa30BOro
NCNONb30BaHNs ABMSETCSA BOCCTAHOBIEHHbIM);



13) wHdopmauua 006  M3rOTOBMEHMM  MEAWMUMHCKOroO  mM3gernmsa  no
WHOMBUOYanbHOMY 3akasy Monb3oBaTens  UCKMIYUTENbHO  ANS  JIMYHOTO
NPUMEHEHNS B COOTBETCTBMM C Ha3HAYEeHMEM MEAULIMHCKOro cneuunanucTa,
BblAaHHbIM B MMCbMEHHON hopMeE;

14) wHdopMauusi o npeaHasHaYeHUM MEAWLMHCKOTO M3Aenusi TomnbkKo Ans
NPOBEAEHMS KIIMHUYECKUX UCTIbITAHWUI B LIENSIX perucTpauum;

15) wHdopmaumss 0 npegHasHa4YeHUn MeOMLMHCKOrO u3genus TOnbKo And
BbICTABOYHbIX UM OEMOHCTPAUMOHHLIX Lenen. B aTom cnydae TpebGoBaHus no
MapKMPOBKe, yKa3aHHble B MNognyHKTax 1-14 HacTosLero nyHKTa He SBMATCS
obsazaTenbHbIMY;

16) wuvHdopmauuna 006 WHaKTMBALMM  BO3MOXHbIX BUPYCOB W OpYyrnX
WMHEKLMNOHHBIX areHTOB B MEeOWLMHCKOM M34enuu, HaHoCUMasi B BMAe Hagnucu
"aHTutena k BUY 1, 2 n Bupycam renatntoB C n HBsAg otcytcTByoT" (ecim
MeOULMHCKOe u3genMe UMeeT B CBOEM COCTaBE CbIBOPOTKY (nrasmy) KpoBu
YernoBeKa UM 3NEMEHThI TKaHN YernoBeka).

59. B cnyyae ecnM  MeAWUMHCKME W3OEnMst WM UX  KOMMOHEHTHI,
npeaHasHadeHHble O BBEeOEHVUS B OpraHu3M U BbIBEOEHUS M3 OpraHu3ma
YyeroBeKka NeKapCTBEHHbIX CPEACTB, XUAKOCTEN OpraHvM3mMa WUnv ApyrMx BeLLecTB
b0 AN TPaHCMOPTUPOBKU N XpaHEHUA TakuX CPeacTB, XUAKOCTEN U BELLECTB,
coaepxaT BpeaHble BelwecTBa, obnagatowme B 3aBUCUMOCTU OT UX KOHLIEHTpaL MK
KaHLLEPOreHHbIMM, MyTareHHbIMU UM TOKCUYHBIMU AN PENPOOYKTUBHOM (hyHKLINM
cBOWCTBaMM, Unu codepxaT doranatbl, TO TakMe MeAULVHCKME U3Oenus noanexar
cneuuvansHON MapkupoBke. 3Ta cneuuvanbHas MapKUpoOBKa HaHOCUTCA Ha
MeOMLMHCKOE U3Lenve U ero yrnakoBky NMbo npy HeoOGXOAMMOCTU Ha BHELLHIOH
YNaKoBKYy, WCMONMb3yeMy [Ofi XpaHEHWs W TPaHCMOPTUPOBKM MeaULIMHCKOro
nspenvs.

60. MapkupoBka CTEpUIbHbIX U HECTEPUITbHBIX MEAULMHCKUX U3OEernuiA SoIbkHa
obecneymBaTb BO3MOXHOCTb PasrpaHUYEHUs! WOEHTUMYHbIX WM CXOXMX BUOOB
MEOMLUMHCKMX  U3OeNnuii, BbiNyWeHHbIX B obpalleHne B  CTEpUrbHOM U
HEeCTEPUINbHOM BuAe, U pas3nnyaTbCcs Takum obpa3om, YToObl Nornb3oBaTerb Mor ¢
MOMOLLLID  MapKMPOBKM  OTINIMYUTL  CTEPUIIbHOE MeaWMUMHCKoe usgenve ot
HECTEPUITBLHOIO.

61. MapkupoBka gormkHa OblTb HaHeceHa Ha MeguvunHcKoe mnsgenve. Ecrm ato
HEBO3MOXHO WM HeuenecoobpasHo, MapKMpoBKa (Y4aCTUYHO WM MOMHOCTLIO)
MOXeT ObITb HAHECEHa Ha YNaKOBKY AN KaXXaon eAUHNLbI MEAULIMHCKOrO U3aenus,
1 (UNn) Ha rPyNMNoBYIO YNAaKOBKY, 1 (UNK) HA MHCTPYKLMIO NO MPUMEHEHWIO.

62. MapkmpoBka MOXeT ObITb gonosiHeHa WHdopMaunen o0 MEeAULNHCKOM
n3genumn B MaluMHoYMTaemom dopmMaTe, B TOM 4YMCIle C UCMOMb30BaHUEM
pagno4YacTOTHOM MAEHTUMKALMM UMK LUTPUX-KOLOB.



63. MeguuuHCcKue wmsgenus, npolledlume yCTaHoBreHHble B pamkax Cotosa
npouenypbl perMcTpaunm n noaTBEPXOEHUs COOTBETCTBMS obuwmmM TpeboBaHWsaM
6esonacHoCTM U 3PPEeKTUBHOCTM MEAUUMHCKUX u3genun, TpeboBaHuaM K
BHEOPEHMIO M MOAOEPXKAHUIO CUCTEMbI MEHeOXMEHTa KadecTBa MeOVLMHCKUX
n3genun, nepen  BbiNyckom B obpaweHne B pamkax Cowo3a nognexar
obAa3aTenbHOM MapKMpOBKE CcneuuvarnbHbIM 3HaKoM ODpalleHns MeauLMHCKOro
nsgenua Ha poiHke Coto3a (ganee - cneumanbHblin 3HaK o6 palleHns).

MapknpoBka cneumnansHbIM 3HaKOM OOpalleHusl, HaHOCUMasa Ha MeauLMHCKOoe
n3genue, BbINONHAETCS NOObIM TEXHONMOrMYeckum crnocobom, obecneymsaloLLm
YeTKoe N ACHOoe ero m3obpaxeHue B TeyeHue BCEero cpoka cnyObl (FO4HOCTW)
MeOMLMHCKOro n3genus.

CneumanbHbliA 3HaKk obpallieHMst He HaHOCUTCS Ha MedWLMHCKoe u3gernve B
Cllydyae, ecrim 3TO TEXHOSIOMMYECKN HEBO3MOXHO Mnn B6yaeT npeactaBnaTb yrpo3y
YMU3HW 1 340POBbLIO NONb30BaTENs.

14. TpeboBaHuMsA K UHDOpMaL UK, coaepkKallenuca B
MHCTPYKLUUN NO NPUMEHEHUIO MEAULMHCKOro nsgenus

64. VIHCTpyKUMSA NO NpMMEHeHnto MoxeT ObiTb NpegocTaBrieHa Nofb3oBaTento
Ha BymaxkHOM HocuTene nMMbo B 3MEKTPOHHOM BMAE Kak BMECTE C MEAWLMHCKUM
nsgenuem, Tak U oTAenbHO OT Hero, B TOM Yucrie nyTemM pasmMeLleHns nHgopmadm
Ha 3aKpaHe, ABNAIOLEMCS YacTbio MeAUUMHCKOro usgenus. BoibpaHHbIn cnocob
npegocTaBfeHNs NHCTPYKLUM MO NPUMEHEHWNIO AOSMKEH ObITb NPUroAeH 1 AOCTYyNeH
AN nonb3oBatenen. Ecnn MHCTPyKUMS NO MpUMEHEHWIO npedocTaBfieHa Ha
HocuTene, OT/IMYHOM OT OyMaXkHOro, NMPoM3BOAUTENb AOIPKEH rapaHTMPOBaTb, YTO
notpebutens nHopMmMpoBaH o cnocobax:

1) NPOCMOTPA UHCTPYKLMM MO NPUMEHEHWIO;
2) nony4yeHnst akTyarbHOW BEPCUN MHCTPYKLIUM MO NPUMEHEHWIO;
3) nony4eHnst GyMaxkHo BEpCUM MHCTPYKLIUM MO NPUMEHEHWIO.

65. WHcTpykumss no nNpuUMEHeHWo [OO0fkHa  codepxaTb  CIieAyioLLyto
NHopMaLmIo:

1) HanmveHoBaHune " (I/IJ'IVI) TOproeoe HanmmeHoBaHne MeguLNHCKOro n3aernnd;

2) cBegeHus O npou3BoauTene MeEAWUMHCKOro wusgerma u  (unm)  ero
YNONMHOMOYEHHOM NpeAcTaBUTEnNe, BKMHOYAsA NOMHOE M COKPALLEHHOE (NpY HanM4mm)
HaMMEeHOBaHMSA KOPUONYECKOro NiLa, MECTO HaxoXaeHus (damunms, NMsi, oTYECTBO
(Mpy HanM4MM) N MECTO XUTENbCTBaA (PM3NYECKOrO NnLa, 3aperMcTpupoBaHHOMO B
KayecTBe WHAMBMAYaANbHOIO nNpeanpuHUMaTensl), MnoYTOBbLIM agpec, Homepa
TernedoHa, dakca, agpec 3NeKTPOHHON NOYThI (NpY HaMn4YmK);

3) Ha3Ha4YeHne MeguLMHCKOro N3Oenns ¢ ykasaHneM nosb3oBartens (Hanpumep,
NaumeHT, MeguUMHCKMN  cneumanucT, dmandeckoe nuuo, NpUMeEHsIoLLee
MEANLMHCKOE M3aenme no HasHa4YeHUo, onpeaeneHHOMY NPOU3BOAUTENEM);

4) (byHKLIMOHAmbHbIE XapakTepUCTUKN MEAMULIVHCKOTO U3aenus;

5) 0606LEeHHbIE pe3ynbTaTbl KIMHUYECKMX UCMbITaHWIN, NPOBEAEHHbIX B LIENSIX
perucTpauum MeauUMHCKOrO W3Oenusi, WM CCbiflka Ha WCTOYHMK, rae Takas
MHbopMaLIMa AOCTYyNHa Ans nonb3oBaTtens;

6) ocTaToOuYHble PWCKM, MPOTMBOMOKa3aHWs, OXMOaemble W npeackasyemMble
noboyHble 3dpeKTbl, CBA3aHHblIE C MPUMEHEHUEM MeOWULMHCKOro u3genust no
Ha3Ha4YeHuto, onpeaeneHHOMY NPOU3BOAUTENEM;



7) TexHUYecKMe XapaKTepuCTUKKM, HeobxoOoumble Monb3oBaTernio  Ang
MPUMEHEHNS  MEAMLIMHCKOrO  M3AenMs N0  HasHayeHwo,  onpeaerieHHoMy
npousBoauTeEneMm;

8) uvH(opmauma O HanuyiuM nekapcTBEHHOrO cpeacTBa, GMonorM4yeckoro
mMatepuwana u (unm) HaHomaTepuana,

9) wmHdopmaums O nopsake YCTaHOBKM WM BBOAA B 3KCnyatauuto (npwu
HeobxooMMOCTK), a TaKkke O HeoOXOoAMMOCTU NpPeaBapUTENbHOM MNOATOTOBKU K
MCMNOMNb30BaHMIO MELMULMHCKOro U3Oenus;

10) cneumnanbHble TpebGoBaHMA B OTHOLUEHMM MOMELLEHUI, CchnewumanbHon
MOArOTOBKM UM 0COBON KBanMdmKaLum nosb3oBaTens n (Unu) TpeTbUx Nnu;

11) wHdopmauus, Heobxoaumasi AN MNPOBEPKW MNPaBUMBHOCTU YCTaHOBKM
MEOULIMHCKOrO M3Oenns u ero roToBHOCTM K 6esonacHon pabote no HazHa4yeHuto,
onpeaeneHHoMy Npon3BOANUTENEM, C YKa3aHWEM CIIELQYHOLLMX CBEOEHWIA:

coaepaHue W NEepUOANYMHOCTb TEXHUMYECKOro OOCnyXMBaHUSA, BKIOYas
OYUCTKY U AE3MHEKLNIO MEQULMHCKOIO U3 enus;

HannMymMe pacxogHbIX KOMMOHEHTOB MELMLMHCKOro usgenus v npouegypa ux
3aMeHbl;

HeobXxooMMOCTb KanmbpoBKM Ana obecneveHus Hagnexaillen u 6esonacHom
paboTbl MEOULMHCKOrO U3aenns B TEHEHNE CPOoKa ero cryxobil;

METOObl CHWXKEHUS PUCKOB, CBSI3aHHbIX C YCTAHOBKOW, KanmbpoBKOW WIn
o6 cnyxMBaHMeM MegULMHCKOro U34enus;

12) nHdopmauma o crneumarnbHbIX YCIOBUAX XpaHeHust u (unn) obcrnyxmBaHus
MeAMLNHCKOro n3genus;

13) wvHdopmauma o nopsgke OEUCTBUMAW B Criydae HapylleHWs CTepuribHOW
YNakoBKW MEeAMULMHCKOro U3aenus nepeg ero Ucrnosib3oBaHneM (ecnvm meauLmMHCKoe
nsgenve nocTaBrsiETCHA CTEPUITbHBIM);

14) uwHdopMauus O MeTode CTepunusauum MeauuMHCKOro msgenust (ecnm
MeOQMUMHCKOE  u3fenve  MOCTaBNSeTCS  HeCTEepUSlbHbIM  C  yKasaHWeMm
HeobGXOoANMOCTU ero CTepUnNM3aL M1 nepen UCrosnb3oBaHNeM);

15) mHdpopmaumna o Hagnexawen obpaboTke MegULMHCKOro u3genus Ans ero
MOBTOPHOrO WUCMOMb30BaHUSA, BKIOYasd OYUCTKY, OE3UHMEKLUIO, YNaKkoBKY U Mpu
HeobXxo4MMOCTM METOZL MOBTOPHOW cTepunu3auumn (ecrnm mMeguuuHCKoe usgenve
npegHasHadeHo [Afs  MHOropasoBOro UCMOMb30BaHUSA), a Takke Kputepum
HEMPUrogHOCTM UCMOMb30BaHUSA MEOMULMHCKOIO U34en s,

16) nHdopmauus, Heobxogmmasa Ans MaeHTUgMKaLMM MEAULNHCKUX U3aenui ¢
uernbto nonydeHus 6esonacHon KoMOGuHauum u mHGopmaumsi 06 M3BECTHbIX
OrPaHNYEHMAX MO COBMECTHOMY WCMOMb30BAHUIO MEOULMHCKUX m3genun (ans
MEeOMUNHCKMX N34enNnii, npegHasHavyeHHbIX 419 UCMONMb30BaHUSA BMECTE C OPYIMMM
MEANLMHCKMMUN U3AENMMAMU U (UNN) C M3 ennsMM OBLLEro Ha3HaYeHus);

17) wHdopmauma o npupogde, Tune, a Takke (Npy HeobxoaumocTK)
WHTEHCMBHOCTM 1 pacnpegeneHun n3ny4yaeMon MeauLnMHCKUM n3gennem paguaumm
n cnocobax 3awmTbl MoNb3oBaTernierd UM TPeTbMX Nl OT HenpegHaMepPEeHHOro
M3Ny4yeHns B Mpouecce WCMOMb30BaHWA  MEOMUMHCKOro  msgenus  (ecnm
MeOULMHCKOEe M3genve co3gaeT onacHbI MM NOTeHUManbHO OMNacHbIA YPOBEHb
paguaunm B MEQULMHCKMX Liensx);



18) wHdopmaums  ana nonb3osaTenen  (NpegynpexaeHus, Mepbl
NPeaoCTOPOXHOCTW, nNpednpuHMMaeMble B Clydyae HeobxoaumocTW Mepbl U
OrpaHNyeHus Npu NCNonb30BaHUM MEAULMHCKOTO U3aenus), BKIYas:

npegynpexgeHve, Mepbl NpegoCTOPOXHOCTU U (MNK) Mepbl, NpeanpuHMMaemMble
B Clflydae HeucnpaBHOCTU MEOULMHCKOTO U3OEeNns UM OTKIOHEHWA B ero
PYHKLMOHMPOBAHUA, KOTOpPble MOryT BnMATb Ha 6e30nacHOCTb MegULUHCKOro
nsgenvs;

npegynpexgeHue, Mepbl NPegoCTOPOXHOCTU U (MNK) Mepbl, NpeanpuHMMaemMble
B Cry4yae BO3[eNCTBUS Ha (DYHKLMOHMPOBAHME MEAMLMHCKOTO U3AENs BHELLUHWX
(PaKTOPOB, CBA3AHHbLIX C NPYMEHEHWEM MeAULMHCKOro u3genus B KombuHauum ¢
APYTMIMU  MEAUUMHCKUMW - u3genusamm  u - (unv) obopynoBaHMEM, WM Takux
raKTOpPOB, KaK BHELLUHVE 3JIEKTPOMArHUTHbIE NOMS, 3IeKTpocTaTU4ecKne paspsiabl,
n3ny4yeHve, aTMocdepHoe AaBrieHne 1 ero nepenagbl, BNaXHOCTb U TemnepaTtypa
BO3AyXa;

npegynpexgeHve, Mepbl NPpegoCTOPOXHOCTU U (UNK) Mepbl, NpeanpuHMMaemMble
B Crly4ae npeackasyeMoro pucka 3rieKTPOMarHUTHbIX MOMEX, COo3[aBaeMblX
MEeAVLMHCKUM n3genvemM rnpu npoBegeHun 1 oLeHKe pesynbTaToB crneyungmuyeckmnx
ANArHOCTUYECKNX UCCIeaoBaHWA, TepaneBTUYECKOro JieYeHns WM npu  ero
MCMNOMb30BaHWN  (HaNpuMep,  3MEeKTPOMarHUTHOE  U3NydeHue  MeAULMHCKOro
n3genns, okasblBaroLLee BMnsiHWE Ha apyroe obopyaosaHuve);

cBefeHnsa 06 orpaHNYeHnsX UM HeCOBMECTUMOCTU C MEOULIMHCKUM U3genvem
OTAErNbHbIX NeKapCTBEHHbIX CPeACcTB WM BGuornorMvyeckMx marepuarnos (ecrnu
MeOULVHCKOe mu3fenve npefHasHavYeHo OnA BBeOEeHUS JeKapCTBEHHbIX CPeacTB
nnm 6nonornMyecKnx maTepmarnos);

npegynpexgeHve, Mepbl NPegoCTOPOXKHOCTU U (UNN) OrpaHNYEHUs], CBA3aHHbIE
C neKkapcTBEHHbIMM BeluecTBamMn unv GMONorMyeckumMmn matepuanamum, KoTopble
BXOAST B COCTaB MeAULMHCKOro u3genuvs;

npegynpexgeHve, CBA3aHHOe C BXOOALMMU B COCTaB MeOMLMUHCKOro u3genus
KaHLEeporeHHbIMK, MyTareHHbIMW WM TOKCUYHBbIMW - MaTepuanamu, BO3MOXHOe
BblAerfieHne WM BbIMbIBaHWE  KOTOPbIX MPUMBOAWUT K  CeHcubunuaauuu,
annepru4eckon peakunm unm oTpyuaTenisHo BIIMSIET Ha PenpoayKTUBHYIO (PyHKLMIO;

npegoynpexneHne  wunM - Mepbl  NPEAOCTOPOXHOCTW,  NPEeAnpUHMMaemble
none3oBaTeneMm npu yTunu3aunv MeauunHCKOro U3genus, MNpuHaaneXxHocTen u
pacxogHbIX MaTepuarnoB, UCNOMb3yeMbiX BMECTE C HUM (MPU Hanuuum), BKIOYas
crnepylolme CBeAeHNs:

NHPEKLMOHHAA N MMKpobHas onacHOCTb MEeAULIMHCKOrO U3aenuss;

3Korormyeckast onacHoCTb MeAMLMHCKOro u3aenus;

dom3nyeckas ornacHoOCTb MeULMHCKOro U3aenus;

19) uHdopmauns 06 obcToAaTenbCTBax, NPM KOTOPbIX MOSb30BaTENb [OIKEH
MPOKOHCYNbTMPOBATLCS C  MEAWUMHCKMM cneumanuctoM (4ns  MegULUHCKUX
n3penun, npegHasHayYeHHbIX A9 UCNOMb30BaHUS NvuaMu, He VMerLWyMu
MeauUNHCKOro obpasoBaHus);

20) [OaHHble O BbIMyCKE WNM MNOCNEQHEM MNepecMoTpe MWHCTPYKLUM Mo
NPUMEHEHMIO;

21) nHdopmauns 0 HeobxoAMMOCTU HanpaBfeHs1 COOBLIEeHNS NPON3BOAUTENO
WK ero YNonHOMOYEHHOMY NPeACTaBUTENIO O HeXernaTernbHbIX COObITUSIX, KOTOPbIE
NUMEIOT NPU3HAKKM HeBNAronpUsATHOro CobbITUSA (MHUKOEHTA).

66. MHCTPYKUMSA MO NPUMEHEHMIO A0MMKHA ObiTb COCTaBIIEHA C NCNOSIb30BaHNEM
TEPMWHOB, MOHATHLIX MOMbL30OBATENO, U NPU HEOHXOOMMOCTM COMPOBOXOATLCA
PUCYHKaM1 1 anarpaMmmamu.

MHCTPYKUMA NO MPUMEHEHMIO MOXET coaepXaTb OTAenbHble CBeAeHus Ons
npodeccmnoHarnbHbIX 1 HenpodecCnoHarnbHbIX NOofb30BaTeNen.



67. VIHCTpYKUMSI NO NMPUMEHEHMI0 MOXET ObiTb NpeacTaBrneHa B COKPALLEHHOM
BMOE UMM HA MapKUpOBKe (ANs MEAUUMHCKMX U3AENWin KNacCcoB MOTEeHLUansHOro
pucka npuMeHeHuMss 1 W 2a), ecnM MeOuUMHCKOe u3denne MOXeT OblTb
ncnonb3oBaHO 6e30MacHO M MO Ha3Ha4YeHWto, onpefeneHHOMY MPOU3BOAMUTENEM,
6€3 MHCTPYKLIMM MO NPUMEHEHMIO.

68. OHOro aK3eMnnsApa UHCTPYKLIMM MO NPUMEHEHMIO MOXET GbITb JOCTaTOYHO,
€CI1 NOCTaBMAETCSA HECKOMNbKO MeAULMHCKMX U3Oenuii oqHOMY nonb3oBaTernto no
ogHomy agpecy. o TpeGoBaHuio noTpebuTens Npov3BOAUTENb  OOIDKEH
NPeaoCcTaBMTb AOMOMNHUTESbHbIE 9K3EMMNIAPbI MHCTPYKLMM MO MPUMEHEHWIO.

IV. O6wue TpeboBaHMA 6e3onacHOCTU U 3hhEeKTUBHOCTMH,
npUMeHsieMble K MEAULIMHCKUM U3aenuam ansa oUarHoCTuKu
in vitro

1. Xummnueckue, usnyeckne u buonormyeckue cBOMCTBa
MeAULIMHCKUX U3aesniun Ans AMarHocTUKM in vitro

69. [llpn nNpPOEKTMpPOBaHUN W W3rOTOBMIEHUN MEAULMHCKUX U3genuin  ans
ANArHOCTUKM in  vitro ocoboe BHMMaHWe [OOSMKHO YAEeNsaTbCH  BO3MOXHOMY
yXyaweHno  aHanutudeckon  3adpeKTMBHOCTM  M3-3a  HECOBMECTUMOCTU
NPUMEHsiIeMbIX MaTepunarnos, Npob 1 (Mnn) aHanUToB.

70. [Mpy NpoeKTUPOBaHNN, U3rOTOBEHNM U YNAKOBKE MEAULMHCKUX N3Oenni ang
AVAarHoCTUKK in vitro gorpkeH ObiTb MakCUMManbHO CHWDKEH PUCK, CO3[aBaeMblin
3arpsaAsHAWMMM  BEWECTBaAMMU M UX OcTaTkamu AN nonb3oBateneri wm nuu,
y4acTBYIOLLMX B TPaHCMOPTUPOBKE, XPaHEHWM, OOCMyXMBaHMM U MUCMOMb30BaHUK
MEOULMWHCKMX W3Jenun Ansg AMarHoCTUKM in vitro (C  yd4eToM HasHayeHus
MEOMLIMHCKOro u3genus AONns AMarHoCTUKK in vitro, a Takxke AnUTENbHOCTU WU
4YacTOTbl BO34ENCTBMSA 3TMX BELLECTB Ha OPraHn3M YerioBeka).

71. Tlpn NpPOEKTMPOBaHUMN W W3FOTOBIIEHMM MEOULNHCKUX WU3Zenui ang
AVarHOCTUKM in Vitro AOMmKHbI ObITb CHDKEHbLI PUCKMU:

1) cBA3aHHble C onacHbIMW U (MNK) BpeOHbIMM BeLecTBaMu, KOTOpble MOryT
BbIMbIBaTbCH MMM BbITEKATb U3 MEQULIMHCKOrO M3aenusa Ana AnarHoCTUKM in vitro (c
Yy4eTOM MX CEHCUBUMN3MPYIOLLIErO OEeNCTBUSA, KaHLLEPOreHHOCTW, MyTareHHOCTU Unn
OTpULLATENBHOIO BMNSIHWSA Ha PENPOAYKTUBHYIO COYHKLUIO);

2) cBsi3aHHble C HenpegHaMepeHHbIM MonagaHveM B MeAUUMHCKOoe u3genve
ANS  OUarHOCTUKM N Vvitro MOCTOPOHHMX BeLecTB (C Y4eTOM HasHayeHus,
onpeadeneHHoro npov3BoauTeENeM, U nNpeanonaraeMblX YCIOBUN MPUMEHEHUS
MeOMLMHCKOro M3aenus Ans AMarHoCTUKM in vitro).

2. UHpeKunMoHHOEe 1 MUKPOOHOe 3arpsasHeHne MeauLMHCKUX
usgenuu ansa AMarHoCTukMm in vitro



72. Tlpn NpPOEKTMPOBaAHMM W W3FOTOBIIEHUN MEAUUMHCKUX U3Lenun  Ans
AWarHOCTUKK in vitro puck MHMUMpOBaHNA Nonb3oBaTenen N TPETbUX NNL, OOSPKEH
ObITb YCTPAHEH UMM CHUKEH 40 AO0MYCTUMOrO YPOBHS.

KOHCTpYKUMA MeOuUMHCKOro usgenua And OMarHoCTuMKM in vitro gorkHa
obecneunBaTb NPOCTOTY B OOpalleHMM 1M OBCnyMBaHUM U NpU HEOOXOAMMOCTM
MaKCMMasibHO CHU3UTb PUCK MUKPOBHbBIX yTeYyeKk M3 MeauLMHCKOro u3genvsa Ans
avarHoctukm in - vitro mn (M)  MUKpOOHOro BO3ZENCTBMA B npouecce
NCNOMb30BaHNs, a Takxke NpeaoTBpallaTb MUKPOOHOE 3arps3HeHne MeauLUHCKOro
ns3genusa Ansg AuarHoCTUKM in vitro nnn npobbl Nonb3oBaTenem Unn TpeTbMM SILLOM.

73. Tpn NPOEKTMPOBAHNM, N3TOTOBIIEHUN 1 YNAKOBKE MEAULIMHCKUX U34enui Ans
ANArHOCTUKM in Vitro, umerowmx cneymanbHbli MUKPOBMONorMyeckuin cratyc B
COOTBETCTBMM C  MapKMpPOBKOW, AOMMKHO  ObiTb  rapaHTUMpOBaHO,  4YTO
MUKpOBMOnorMyecknin ctatyc octaetcs 6e3 nameHeHun npu cobniogeHnmn ycrosui
TPaHCMOPTMPOBKM N XpaHEHUS, ONpeaeneHHbIX NPon3BoauTenem, 4o Tex nop, noka
3aWmTHadA ynakoBka He 6yaeT HapyLlleHa unm BCKpbiTa.

74. CTepurbHble MeOVUWHCKME u3denust ANd OuMarHoCTMKM in vitro nmbo
MeOULUUHCKME wusgenus Ons  OuarHoCTUKKM in vitro, umerowme crieyunanbHbln
MUKpoBMonormyecknn  ctaTyc, Wu3rotaBnmBaroTcd, obpabartbiBaloTcs W npu
HeobXxoOMMOCTN CTEepUrU3yTCA C MNPUMEHEHWEM BanuOUPOBaHHbLIX METOAO0B,
o6opyaoBaHusi, NpoL,EeCCOB.

75. MeguuuHckMe wm3genua  Ang  AWAarHoOCTUKM  in vitro, Tpebytowwme
cTepunmsanmm, O OMKHbI ObITb M3roTOBIEHbI B KOHTPONMpyeMbIX
NPOM3BOACTBEHHbIX YCIOBUSIX.

76. YnakoBKa HeCcTepuilbHbIX MEAULMHCKUX M3OENMN ANA OUarHOCTMKKM in vitro
AormkHa obecneynBaTb UX LENOCTHOCTb U YUCTOTY U B Crydae, ecnm MeguumHCKoe
n3genue ans  AMarHoCTMKM i vitro gorpkHo ObiTb  CTEPMTM30BaHO  Nepea
NCNOMNb30BaHNEM, MaKCMMaribHO CHU3UTbL PUCK MUKPOBHOTO 3arpa3HeHnst, Mpy 3TOM
ynakoBka AorbkHa ObiTb COBMECTUMOW C METOOOM CTepurnmsauuny, yKaszaHHbIM
npou3BoguTENEM.

3. MeanuuHcKue n3pgenusa onsa AMarHoCcTUKM in vitro,
coaepxawme mMatepuasnbl 6Monoruyeckoro
NPoOUCXoXxaeHuns

77. B cnyyae ecnn MeauuMHCKUE nsgennus Ong AnarHocTUKK in vitro cogepxat
Ouonornyeckne matepmarnbl XMBOTHBLIX, TO 06paboTka, XpaHeHue, TeCcTUpoBaHuE
OMoNorMYecKnx MartepuarnoB XMBOTHOMO NMPOUCXOXOEHUA, a Takxke obpalleHue c
HAMW  OO/DKHbl  OCYLLECTBMATbLCA  Takum  obpasom, 4Tobbl  obecneynTb
©e30nacHOCTb Nonb3oBaTenen U TPETbUX ML,

Be3onacHOCTb B OTHOLLEHMW BUPYCOB, APYIMX MHAPEKLMOHHBIX areHTOB M UHbIX
Bo3Oyautenen 6GonesHen, oOWMX AN 4YenoBeKa W KMBOTHbIX, AOSDKHA
obecneunmBaTtbCAd  MOCPEACTBOM  MPUMEHEHUS  BanMAMPOBaHHLIX  METOLOB
YHULTOXEHUSA UMW MHAKTUBALMM B XO4e NPOM3BOSCTBEHHOrO npoLecca. YkasaHHble
BanMANPOBaHHLIE METOAbI HE MPUMEHSOTCS B OTHOLLIEHMN MEOUUMHCKMX U3OENUN
AnNa OUMarHOCTMKKM in vitro, ecrnM akTUBHOCTb BUPYCOB M APYrMX MHMEKLMOHHbIX
areHToB 00ycroBreHa HaszHavyeHMeM MefULMHCKUX MU3Oenui ONns OMarHOCTMKK in
Vitro unn NpoLecc YHUUTOXEHUS UMM MHAKTUBALMN MOXET CHU3UTb 3GdeKTUBHOCTb
MeOMLIMHCKOro nsgenna ang ouarHoCTUKK in vitro.



78. B cnyyae ecnn MeavUMHCKUE M3nenust 4na AMarHoCTuKK in vitro cogepxat
Ovonormyeckne Marepuanbsl 4YenioBE4YEeCKOro MnpoucxoxaoeHus, To obpaboTka,
XpaHeHne, TecTupoBaHMe W obpalleHne c OBuonormyeckumn matepuanamm
YerioBEeYECKOro NPOUCXOXOEHUSA LOMMKHbI OCYLLECTBNATLCS Takum 06pa3om, 4Tobbl
obecneuntb 6e3onacHOCTb NONb3oBaTeNen U TPETbUX NNLL.

BesonacHoCTb B OTHOLIEHMM BUPYCOB W APYMMX WHAEKLMOHHbIX areHToB
AoimkHa obecneynBaTbCs NocpegCcTBOM MPUMEHEHWUS BanMAMPOBaHHbLIX METOL0B
YHUUTOXEHWUSI UMW MHAKTMBaLUM B XO4€ NPOU3BOACTBEHHOrO npoLecca. YkazaHHble
BanMAupoOBaHHble MEeTOAbl HE MPUMEHSAIOTCA B OTHOLLEHUN MeOULMHCKUX U3Lenui
AN ANarHOCTWMKM in Vitro, eCrnm akTMBHOCTb BMPYCOB W APYrMX WHGEKLMOHHbIX
areHToB 06ycrioBrieHa HaszHayeHneM MefULMHCKUX MU3Oenvi Ans OMarHOCTUKK in
Vvitro nnn Npouecc YHUUTOXEHUSA NN NHAKTUBALMN MOXET CHU3UTb 3PEKTMBHOCTb
MeOULMHCKUX n3genmn ona guarHocTuKuy in vitro.

79. B cnyyae ecrnm MeguUMHCKUE U3genns Ana OMarHoCTuKK in vitro cogepxat
Gvonormyeckne marepuanbl  MUKPOOHOrO npoucxoxaeHusi, To obpaboTka,
XpaHeHne, TecTUpoBaHMe M obpalleHne ¢ Buonornyeckumm martepuanamum 3Tomn
Npupoabl  OOSDKHbI  OCYLIECTBISATbCA  Takum obpa3om, 4ToObl obecneuntb
6e30nacHOCTb Mosb3oBaTenen U TpeTbUX NnL,.

BesonacHoCTb B OTHOLWEHWM BUPYCOB W APYrMX WHMEKLMOHHBLIX areHToB
AoimkHa obecneynBaTbCs NOCPeaCTBOM MPUMEHEHWUS BanMAMPOBaHHbIX METOLOB
YHUYTOXEHWUSI UMW MHAKTMBALUM B X04€e NPOU3BOACTBEHHOrO npoLecca. YkaszaHHble
BanManpoOBaHHble METOAbl HE MPUMEHSIOTCA B OTHOLLEHUN MELULMHCKUX U3Lenui
AN ANarHOCTWMKM in Vitro, eCrnm akTMBHOCTb BMPYCOB W APYrMX WHGEKLMOHHbIX
areHToB 06ycroBreHa HaszHayeHWeM MefULMHCKUX M3Oenui ONns OMarHOCTMKK in
Vvitro nnn Npouecc YHUUTOXEHUS UM MHAKTUBAL MU MOXET CHU3UTb 3PEKTUBHOCTb
MeAMLIMHCKOro nsgenna ang oMarHoCTUKK in vitro.

4. MeanunHCKMe nsnenus ons oMarHoCTUKM in vitro,
NPpUMeHsieMble B YCITOBUAX BO3AENCTBUA BHELUHUX
c¢akTopoB

80. MeguuuHCKMe u3genus Ans OUMarHOCTMKKM i Vitro NpoekTUpytoTcs wm
N3roTaBfMBalOTCS Takmm oBpasom, 4Tobbl ux cOopka, HacTponka, KanmbpoBKa,
ncnonb3oBaHMe M OGCNyXMBaHME B YCIIOBMSX BO3AENCTBMS BHELUHMX (PaKTOpPOB
6611 npoBeaeHbl 6e3onacHo.

81. B cnyyae ecnum MeguUMHCKWE u3gdenua Ong  guarHocTuKM in vitro
npegHasHadeHbl AN NPUMEHEHUs B KOMOWHauum C Apyrumu  MeguLUHCKUMU
nsgenuammn n (unu) obopygoBaHvem, BCA KOMOMHaLMS, BKIOYas COeQUHUTENbHYIO
cuctemy, gorpkHa ObiTb 6e3onacHOM M He [OoibkHa yXydwaTb 3asBrfieHHble
OYHKLMOHAMNbHbIE XapaKTEPUCTUKM MEAULMHCKUX u3genun Ans ANarHOCTUKK in
vitro. Jltobble K3BECTHblE OrpaHVYeHnss MO MPUMEHEHMIO TakKoW KomMOuHauum
YKa3blBalOTCA Ha MapKUpoBKE U (MN1) B MHCTPYKUMM MO npuMeHeHuto. [lpn
NPOEKTUPOBAHUA U  W3FOTOBIIEHUN COEOUHUTESNbHBbIX CUCTEM AOSKHbl  OblThb
MaKCMMasbHO CHWXEHbI BO3MOXHbIE PUCKW HEMPaBUITbHOTO COEAMHEHMS.

He ponyckaeTcsa npuMeHeHMe B COCTaBe MeAWUMHCKOro u3genuvs ang
ANAarHOCTUKM in vitro cneymanbHbIX TEXHUYECKUX U (UN1) NpOorpaMMHbIX CPeACcTB,
NCKIMIOYaWMX UM OrpaHMYMBalOLWMX BO3MOXHOCTb €r0  MCMOMb30BaHuA B
KOMOUHaL MM ¢ ApyrumMmn npegHasHa4YeHHbIMU ANst 3TOro MeAULUHCKUMN U34ennsamm
n (nnn) obopyaoBaHMeM.

82. MeguvuuHckvMe wu3germs Ona AWMArHOCTUKM in Vvitro nNpoekTupylTca U
M3roTaBfMMBalOTCs Takmm 00Opa3oMm, 4TOObl YCTpPaHUTb WM CHU3UTb OO0
NPUEMIIEMOTO YPOBHS:



1) puck TpaBMMpoBaHUSA MoOfb3oBaTenss WM TPeTbUX JinL B CBA3UM C
M3NYECKMMN XapaKTEPUCTMKAMMU MEOMLMHCKOIO M3genust Ans AuarHoCTUKK in
vitro;

2) pyCK OWMOBKM NpU MCMNONb30BaHUN MEAULIMHCKOrO U3genus Ana AnarHOCTUKK
in vitro n3-3a KOHCTPYKTMBHbIX XapakTEPUCTUK NN YEerioBEYECKOro hakTopa;

3) puUCK, CBSA3a@HHbIN C OODBEKTMBHO npeAckasyemMbiMM  BHELUHUMMN
BO34ENCTBMAMW UM TakKMMKU  OKPYXalOLLWMK  YCIOBMSIMW,  KaK  BHELUHWEe
9MIEeKTPOMarHUTHbIe  MNOMsA,  dMeKTpocTaTudeckne  pas3psdbl,  M3NyyYeHue,
aTMocdepHoe AaBreHve 1 ero nepenagbl, BNaXHOCTb U TEMnepaTypa BO34yXa,;

4) puCK, CBSA3aHHbIN C WCMNOMb30BaHNEM MELULUMHCKUX U3genvn  ang
AWarHoOCTUKKM in Vitro nNpu KOHTakTe C MaTepuanamu, XMOKOCTAMUM W rasamu,
BO3OENCTBMIO KOTOPbIX MeAuUMHCKME u3genus ans  AuarHocTUKKM in  vitro
noAdBeprarTcH B HOPMarbHbIX YCIIOBMAX SKCMyaTaumm;

5) puck, CBSA3aHHbI C BO3MOXHbIM HEraTMBHbIM B3aUMOAENCTBUMEM MEXOY
nporpaMMHbIM 06ecrneyeHeM MeauLMHCKOro u3aenus Ans ANarHoCTUKM in vitro u
YCIOBUSIMU, B KOTOPbIX OHO 3KCMyaTMpyeTcs;

6) puCK crnyvyarHoro nonagaHnsi NOCTOPOHHUX BELLECTB B MeAULIMHCKNE U3Lenums
OIS OAWarHoCTUKM in Vitro;

7) pUCK HenpaBuibHOW naeHTndmkaumm npob B paMkax gnarHocTuku in vitro;

8) pucK B3aWMHbIX MOMEX, CBSi3aHHbIX C OPYTMMU YCTPOMCTBamu, OBbIYHO
NPYMEHSIEMbIMU B Ne4YeBHO-ANarHOCTUYECKOM MNpoLecce.

83. MeguuuHcKue wusgenua Onsa OUMarHOCTMKM in Vitro NpOeKTUpYTCca W
N3roTaBfMMBalOTCS TakMuM 00pa3om, 4ToObl YCTPaHUTb UM MakCUMarbHO CHU3UTb
PUCK BOCMNSIAMEHEHNS UMM B3pbiBa B HOPMasibHbIX YCMOBUAX 3KCMnyaTauum unm B
cnyyae eguHu4Horo otkasa. Ocoboe BHMMaHME OOSMKHO YOEenATbCA MeaULMHCKUM
n3genMsm  Ana  AnarHoCTUKWM in  vitro, npuMeHsieMbiM C  UCMNONb30BaHWEM
NEerkoBOCNIaMEHSIHOLLMXCS U B3PbIBYATbIX BELLECTB.

84. MeguuuHCKMe u3genus Ans OUMarHOCTMKKM in Vitro NpoekTUpyloTcs W
N3roTaBMMBalOTCA TakumM oOpa3oMm, 4ToObl cnocobcTBoBaTb 6Ge3onacHOM
yTUnM3aumm oTxodoB, o6pa3oBaBLUMXCS MOCME UCMNOMb30BaHUS  MEAULMHCKUX
n3genuin ans anarHocTuKu in vitro.

5. DyHKUMNOHalbHbIE XapaKTepPUCTUKN MeAULIMHCKUX
n3genuu gna AMarHocTukwm in vitro

85. MeguuuHCKMe u3genus Ans OMarHOCTMKM i Vitro nNpoekTUpytoTcs W
N3roTaBMMBalOTCS Takum obpa3oM, 4YTOObl MX (PyHKLMOHANbHbIE XapakTepUCTUKK
OasnpoBanmMCb Ha COOTBETCTBYHOLUEN HAy4yHOM W  TEXHWYECKOMW OCHOBE.
MeauvunHcKue mn3genusa Ana AuarHOCTUKW in vitro JOormkHbl (OYHKLMOHMPOBaTbL Ha
NPOTSDKEHMM BCEro Cpoka 3KcrhryaTaumMM B COOTBETCTBUM C  Ha3HAYEHUEM,
onpeneneHHbIM Npon3BoauTENeEM, B YacTu:

1) xapakTepuCTUK aHaNMMTUYECKON 3CPEKTUBHOCTU: TOYHOCTb (MPaBUMbHOCTL M
NpPeum3nOHHOCTb), cuctemaTnyeckas NOrpeLuHoCTb, aHanuTnyeckas
YYBCTBUTEMbHOCTb, aHanmMTMyeckasa cneumguyHoCcTb, npegen obHapyxeHus
(oetekumn), aHanNUTMYECKUA  OuanasoH, JIMHEWHOCTb, TOYKa OTCEeYeHus,
NOBTOPSEMOCTb, BOCMPOU3BOAUMOCTb, BKMOYas YCroBUA ee onpedenieHus,
onpeaeneHne Bo3MOXHbIX MHTEPdEPEHTOB 3HAOMEHHOM M 9K30reHHOM npupoabl u
nepekpecTHy PeakTUBHOCTD;



0) XapaKTepucTuk  KIMHMYeckonm  3dhpeKTMBHOCTW:  AMarHoCTMYeckas
YYBCTBUTEMbHOCTb, AMArHOCTUYECKas CcrneumdmyHoCTb, npeackasarernbHas
LEHHOCTb  MOSIOKUTENBHOIO UM OTpUUATENbHOMO  pe3yrnbTaTtoB, OTHOLLEHWE
npaBgonogobus, oXxuaaemble 3HAYEHUSs B HOPManbHOW WU BblOEreHHOM
nonynawum.

86. B cnyyae ecrm appekTMBHOCTL MEQULIMHCKUX N34ennin Ans ANarHOCTUKK in
vitro  3aBucuMT OT KammbpaTtopoB UM (M)  KOHTPOSbHbIX — MaTepuaros,
MeTporiornyeckasi NpPOCNEXMBAEMOCTb WX 3HaYeHMn [ofvkHa obecneymBaTbCs
pedepeHTHbIMM MeToA4aMn U (MK) UMELLMMNCS pedepeHTHbBIMU MaTepuanamm
6onee BbICOKOro nopsigka.

87. YncrnoBble 3Ha4YeHUs pe3ynbratoB UccrnenoBaHnAa 06pa3Ll,OB Buonormyecknx
MaTtepuarnoB 4YenoBeKka, nosiydeHHble B paMKax AnarHoCTUKU in vitro, 4orwKHbI BbITb
BblpaXeHbl B O6LLI,eI'IpI/IHFITbIX M CTaHOapTU3npoBaHHbIX eAnHULaX.

6. 3awmTa oT N3nyvYeHus

88. MeouuuHckne wsgenma AN OUMarHOCTUKKM  in vitro  NpoekTUpytoTcs,
N3roTaBMMBAOTCA W  YMNaKOBbIBAOTCS TakMM 00pas3oMm, 4YTOObl MWHUMAsbHO
noasepraTb Nonb3oBaTenen U TPeTbUX N1L, BO3AENCTBUIO NOTEHLMANbHO ONacHoOro
N3ny4yeHus.

89. MeguumHckme usgenusa ns AuarHoCTUKM in vitro, npegHasHa4YeHHble Ons
reHepMpoBaHMA  MOTEHUMaNbHO  OMAacHOro  U3fydeHus, MPOEKTUPYIOTCS U
N3roTaBMMBAOTCA Takum 00pa3oM, 4YTOObl rapaHTUpOBaTb KOHTPOSb M (Mnn)
PErynMpPOBKY XapakTEPUCTMK W  KONM4ecTBa MCMYCKAEMOro W3fydeHus, W
OCHaLLATCA BM3yarnbHbIMU M (MNK) 3BYKOBbIMW CpeacTBaMu npenynpexneHnst o
HanM4ymMmn (aKTUBHOCTM) TaKOro U3Ny4YeHus.

7. MeanuuHCcKue nspgenus ons AMarHoCTUKM in vitro,
BKJIlOYaKoLWue B ceds nporpamMmHoe obecneveHue, n
aBTOHOMHOeE nporpamMmmMHoe obecnevyeHune, ABNsAKOLWEECH
MeOULUHCKUM u3genvem ansi AMarHoCcTuKwm in vitro

90. MeouuuHcKue wmsgenusa Aang AuMarHocTUKKM in vitro, BKMovawowme B cebs
nporpammHoe obecnedeHne, M aBTOHOMHOE MporpammHoe obecrneveHue,
ABNSAIOLLEECH MEAULMHCKUM MU3genvemM Ans AUarHOCTUKM in vitro, NPOeKTUpYTCa m
N3roTaBnMBalOTCs Taknm obpasom, 4Tobbl obecneymBaTtb cTabunbHOE, HageXHoe U
adpdpekTUBHOE (PYHKLMOHUPOBAHNE 3TUX MEeOULNHCKUX U3ernuin B COOTBETCTBUN C
HasHayeHneMm, onpeaesieHHbIM NPON3BOAUTENEM.

8. AKTUBHbIe MeAULUMHCKUEe usaenus Ans AMarHoCTUKM in
vitro, cBsi3aHHbIe C UCTOYHMKOM 3HEPruu Unu
o6opyaoBaHHble UCTOYHUKOM 3HEpPrum

91. AKTMBHble MeguUMHCKME u3denus And  AnarHocTukM in  vitro, npwm
NCNOMNb30BaHNM KOTOPbLIX 6e30nacHOCTL Monb3oBaTenier 3aBUCUT OT BHYTPEHHErO
MUCTOYHMKA nNuTaHus, obopyaylTca CcpeacTBOM — OnpedernieHust  COCTOSHUS
WMCTOYHMKA NUTaHUS.



92. AKTMBHbIE MeAULMHCKME U3aenusa And AnNarHOCTUKM in Vitro NpoekTupyroTcs
N N3rOTaBMMBAOTCS Taknm 0b6pa3omM, YTOObI MakCMManbHO CHU3UTb PUCK CO34aHMs
3MEKTPOMAarHUTHbIX  MNofen  (3MeKTPOMarHUTHbIX  MOMEX), KOTopble  MOryT
oTpyuaTenbHO cKasaTbCA Ha paboTe ApyriMx  MeOVUMHCKUX — U3AEenvin,
obopyaoBaHust U cpeacTB CBSA3M B COOTBETCTBUM C MX Ha3HAYEHNEM.

93. AKTMBHbIE MeAULIMHCKME U3aenusa And ANarHOCTUKK in Vitro NpoekTupyroTcs
N U3roTaBMBalOTCA TakuM 06pa3om, 4Tobbl 06ecneynTb ypoBEHb YCTOMYMBOCTH K
3MIEKTPOMArHUTHbLIM ~ MoMexam  (MOMEXOYCTOMYMBOCTHM), obecneumBaroLLmi  Ux
(OYHKUMOHMPOBaHWE B  COOTBETCTBMM C  Has3Ha4yeHWeM, onpeneneHHbIM
npousBoguTenem.

94. AKTMBHbIE MeAULIMHCKNE U3aenua And ANarHOCTUKK in Vitro NpoekTupyroTcs
N WN3rOTaBMMBaKOTCA Takum 06pa3oM, 4YTOObl MaKCUManbHO CHU3WUTb PUCK
CNyYamHOro NOpaXKeHUs1 Nosib3oBaTeNd UM TPETbEero Nnua NEKTPUYECKUM TOKOM
Kak Mpu HOpMarbHbIX YCMOBMAX 3KCMNSyaTauMn MeOULWHCKOro M3genusi, Tak n B
YCMOBUSIX €OMHUYHOW HEUCNPaBHOCTM MpPU YCrOBUW, YTO MEAULMHCKOE msgenue
YCTaHOBIEHO M 06CNYXMBaETCSA B COOTBETCTBUN C YKa3aHUSIMU NPOU3BOLUTENS.

9. 3awmTa OT MeEXaHNYECKUX U TEPMUYECKNX PUCKOB

95. MeguuuHCKME u3genus Ans OUMarHOCTMKM in  Vvitro nNpoekTupytoTcs wu
N3roTaBMMBAaOTCSA TakuM 06pa3om, YTOObI 3aLLUTUTL NOMb3oBaTENst N TPETbLUX NNL
OT puCKa MEXaHWYEeCKMX MOopaKeHWI, CBA3AHHOMO C COMPOTUBIIEHUEM ABWKEHWUIO,
HEeCTabUNbHOCTLIO W HanMMUYMEM ABWKYLLMXCA 4YacTed B COCTaBe TaKuX
MeOULIMHCKUX U3Oernni.

96. B cnyyae ecnn B cocTaBe MeOULMHCKOIO wusgenus in vitro mmetrotcs
ABWXyLLMECS 4YacTu, npedycmaTpuBaloTCA cpeacTBa 3awmTbl Nofb3oBaTens oT
puCKa, CBSI3aHHOTO C BO3MOXHbIM pPa3pyLUEeHMEM OBWXKYLLMXCS YacTenh UM C KX
OTPbIBOM.

97. MeOuuuHCKMe u3genus Ans OMarHOCTMKM in Vitro NpoekTUpyloTca W
N3roTaBMMBAlOTCS Taknm obpasom, YToObl MakCUManbHO CHU3UTb PUCK, CBA3AHHbIN
c BuOpauuven, cosgaBaemMo ITUMM  MEOUUMHCKMMU  U3OENMAMW, NyTEM
NPUMEHEHNSS CpPeacTB, MO3BOSSIOWMX OrpaHNyMTbL BUOpauMio, ecnu  TOSbKo
BUBpaLMsa He BMSETCS YacTblo NpeAHa3HaYeHNss Takux MEAULIMHCKUX U3OENUNA.

98. MeguuuHCKMe u3genus Ansa OUMarHOCTMKM i Vitro NpoekTUpyloTca wu
N3roTaBMMBAOTCA TakMM ob6pa3omMm, 4TOObl MaKCUMarbHO CHU3UTb  PUCKM,
CBSI3aHHble C CO3[4aBaeMbiM LUYMOM, NyTeM NpuMeHeHus (Npu HeobXxoaumocTK)
CcpeacTB, UCMONb3yeMblX 5151 YMEHbLLEHMWS LLyMa.

99. Knemmbl, pasbembl, COEOUMHUTENM WU OpYyrne YCTPOMUCTBA MOAKIOYEHMS
MEANLMHCKNX U3gennin Ona OuarHOCTUMKM in vitro K MCTOYHMKaM 3NEeKTPUYECKon,
rMapaBnnM4eckon nnm nHEeBMaTU4YECKON 3Heprmm NPOEKTUPYHOTCS 7]
M3roTaBMMBAKOTCA TakMM 00pa3oM, 4YTOObl MaKCUMarbHO CHU3UTb noOble
BO3MOXHbIE PUCKMW.

100. MeguvuuHCcKve wusgenus Ons OWarHOCTUKW in vitro MpoekTupylTcs Wt
M3roTaBMMBalOTCA TakuMm oBpasoM, YTOObl MaKCUManbHO CHU3WUTb PUCK OLLMBOK,
BO3HVKAIOLLMX NPU HENPaBUIMbHOM MOAKIMOYEHUN UMM MEPEKITIOYEHUN BO BpPeEMS
paboTbl annapaTypbl U1 AeTanen B COCTaBe Takux MegULUHCKUX U3aenun.

101. OTKpbITblEe YacTU MeOUUMHCKUX U3genun ana AuvarHocTukuy in vitro (3a
UCKIIOYEHNEM YacTeln, npefHasHa4yeHHbIX AN nogadn Tenna WU SOCTWKEHMS
3a0aHHbIX 3HA4YEeHW TemnepaTyp) He AOSMKHbl AOCTUraTb MOTEHLMUaNbHO ONacHbIX
3HaJYeHuI TemnepaTtyp Npu HopMarbHbIX YCIIOBUSIX KCNITyaTauumn.



10. 3awmTa OT pPUCKOB, co3aaBaeMbIX MeAULUHCKUMU
n3genAMM OnA AMarHoCTUKM in vitro, npeaHasHavYeHHbIMU
ONA caMoTeCTUPOBaAHUA NOJSib30BaTeNnemM unum
TecTMpoBaHus BONU3n nonb3oBaTtens

102. MeguuuHCKME nsgenus ana AnarHoCcTukKM in vitro, npegHasHayYeHHble O
CaMOTECTUPOBAHNS MONb30OBaTENieM WM TECTUPOBaHWUS BOMM3M Monb3oBaTens,
NPOEKTUPYIOTCS U WU3roTaBfMBalOTCS  Takum  0Opas3oMm,  4ToObl  OHUK
(OyHKUMOHMPOBaANM B~ COOTBETCTBMM  C  Ha3HayeHWeM,  onpegeneHHbIM
nponsBoguTenemM, C y4eTOM HaBbIKOB MOMb30BATENsA W YCrOBUIA 3KcnyaTauum
MeOMLMHCKOro nsgenus.

103. MeguuuHckue mnsgenusa Ans AMarHoCTUKK in vitro, npeaHasHavyeHHble Ona
CaMOTECTUPOBaHNS NOSb30BaTESNIEM WM TECTUPOBaHWS BOMM3M Monb3oBaTens,
NPOEKTUPYIOTCS U WU3roTaBMMBAOTCA TakuM 00pas3om, 4ToObl MakcUManbHO
CHU3UTb PUCK OLUMOKM Nonb3oBaTensi, He UMEKLLEro crneunanbHOro MeguuLMHCKOro
00pas3oBaHns, NpU NPUMEHEHUN TaKUX MEOULIMHCKMX U3ENIA, a TaKxe npu otoope
nNpob nnm nHTepnpeTaummn pesynbTaTtoB TECTUPOBAHMS.

104. MeguuuHCKMe nsgenus ana AnarHoCcTukuM in vitro, npeaHasHayYeHHble O
CaMOTECTUPOBAHUS  MoOMnb3oBaTeneM Wi  Ans  TecTUpoBaHMst  BOMuU3m
nonb3oBaTtensl, OOIPKHbl UMETb, €CnM 3TO OOBLEKTMBHO BO3MOXHO, OYHKLMIO
NOATBEPXKOEHUSI TOTO, YTO MPU MUCMOMb30BaHUN 3TU MefULMHCKME nu3genus oyayT
yHKLMOHMPOBATL B COOTBETCTBUM C  Ha3Ha4yeHueMm,  onpeneneHHbIM
Npon3BOAUTENEM.

11. JononHuTenbHbIe TpeboBaHUA K MApPKUPOBKe
MeAULMHCKUX n3aenun ansa AMarHocTukm in vitro

105. B oTHOWEHUM MEeOULUMHCKMX Wu3genMn Ons  OWarHOCTUKM  in  vitro
NPUMEHSIIOTCS NOMMMO TpeboBaHMIN K MapKMPOBKE, yKa3aHHbIX B nogpasgene 13
pasgena lll HacTosawmx O6wmx TpeboBaHU, TaKxke AOMNONHUTENbHLIE TpeboBaHMs,
npegycmaTpmBaroLLme, YTO MapkupoBka MEAULIMHCKUX U34EeNui ONs GUarHOCTMKM in
vitro formkHa coaepkaTtb crieqyoLyo MHopmMaLnio:

1) nudopmaL s o npegHasHa4YeHUM MeguLMHCKOro U3genus Ans AMarHoCTyKK in
vitro;

2) cBefeHust 0 macce (HeTTo) cogepxumoro (B eguHuLax Beca unm obbema),
KonmMyecTBe eauHuL, unu mobon KomMOuHauMM nokasaTernen, KOTopble TOYHO
OTpaxaroT coAepXXaHue ynakoBku (Npy HanM4mm);

3) cBegeHMss 06 OCHOBHbIX WHIPEAMEHTaX, COAEpXalWXcsi B YynakoBKe
MeaULIMHCKOro u3genusa Ans AuarHoCTUKM in Vitro;

4) 3HaK npegynpexgeHus ob onacHoCTW, ecnv MeauUMHCKOe u3genue ans
AMarHoOCTUKM in vitro coaepxu1T onacHble BELLECTBA;

5) uHdopmauus o cneumnansHOM MUKPOGUONOrMYECKOM cTaTyce WM YUCTOTe
MeOMLNHCKOro M3aenus Ans AMarHoCTUKM in vitro (Mpy HeoGxoanMocTw);

6) nHdopMaLusi 0 NpeaHa3HavYeHN MeAULMHCKOro U3fenusa Ans ouarHoCTUKK in
vitro Ana camoTecTMpoBaHUsi MOMb3oBaTeneM WM AN TeCTUpOBaHWUsA BOMM3u
nonb3oBatens (Npu HanMuun).

12. TpeboBaHuA K UHOpMaL UK, coaepkKallenuca B



MHCTPYKLUUN NO NPUMEHEHUIO MeAULIMHCKOro nsaenus ans
ONArHOCTUKM in vitro

106. MIHCTpYKUMS NO NPUMEHEHWIO MEOULIMHCKOTO U3ernvs Ans AUarHOCTUKK in
vitro IofpkHa cofiepkaTb crneaytoLLyo MHhopMaLnio:

1) HaMMeHoBaHWe U (Mnn) TOProBoe HaMMeHOBaHWE MeaMULMHCKOro U3genua ang
OMNarHoCTUKMU in Vitro;

2) cBeAeHus 0 Npou3BoAUTENE MEAULMHCKOrO U3enus 4ns AMarHOCTUKK in vitro
n (M) ero ynosIHOMOYEHHOM MNpeACcTaBuUTENe, BKMOYasa MOSIHOE M COKpalleHHoe
(Mpn HaNUYMKN) HaMMEHOBaHUS LOPUONYECKOrOo NLa, MECTO HaxoXaeHus (damunus,
UMsl, OTYEeCTBO (MPU HamMuuUM) U MEeCTO XUTenbCTBa (M3M4ecKoro nmua,
3apermcTpupoBaHHOro B KadecTBe WHAMBMAOYANbHOro  npeanpuHMMaTens),
MOYTOBLIN agpec, HoMmepa TenedoHa, dhakca, aapec SNEKTPOHHOW MoYThl (Npu
Hann4ymu);

3) Ha3Ha4YeHne MeaNLNHCKOro n3genusa aAns AMarHocTuKK in vitro, B TOM Yucne:

JoyHKLMOHarnbHOe Ha3HavYeHue;

onucaHme Toro, YTo onpegenseTcs u (Mnn) nsmepsieTcs;

cneuuduyeckoe paccTPOMCTBO, COCTOAHME UMM UakTop pucka Aans
OOHapyxeHusi, onpegenexHms unn auddpepeHumpoBaHms KOTOPOro NpegHas3Ha4YeHo
MeaULMHCKOe u3fenue Ana AMarHoCTHKK in vitro (npu Heob6xogmMmMocTw);

npegHasHadeHve MeguuMHCKOro wusgenus Ansa AnarHoCTUKM in vitro ang
Ka4yeCTBEHHbIX, MOMYyKONMYECTBEHHbBIX UM KONMMYECTBEHHbIX OnpeaeneHui;

TMN aHanmaupyemoro obpasua;

4) nHdbopMaums 0 npegHasHaA4YEeHUN MEAVLMHCKOrO M3envs s AUarHOCTYKM in
vitro Ans KNMMHM4YECKon NabopaTopHOM ANArHOCTUKM;

5) HasHayeHne MeguLMHCKOro nusgenusa Ans OMarHoCTMKK in vitro ¢ ykasaHnem
nonb3oBartens (Hanpumep, MNauWeHT, MeOULMHCKMI cneuuanucT, dmsndeckoe
nuo, npuMeHsitolee MeguLMHCKOoe usfenue no HasHavyeHuio, orpegeneHHoOMy
Npon3BoOgMUTENEM);

6) NpYHUMN TecTa;
7) onucaHue peareHToB, KanMbpaTopoB U KOHTPOIbHbIX MaTepunarios;

8) nepeyeHb MaTepuarnoB M cneumanbHbIX mMaTepuanoB, KOTOpble TPebyrTCs
ANs NpPOBeAEeHUs TEeCTUPOBaHWSA (aHanu3a), HO He COoAepXaTcsi B KOMMeKkTe
NOCTaBKN MEAULMHCKOrO U3aenusi Ans AnarHocTUKM in vitro;

9) 4Na MeguUMHCKMX U3Lenui AN AnarHOCTUKM in vitro, npeaHasHavyeHHbIX 4N
NCNOMb30BaHNs B KOMBMHaUMM C OpYyrMMU MeOULMHCKUMU U3OennsaMu, BKI4Yas
MeauUMHCKMEe u3genua  ans  AuarHocTukn in  vitro, - wuHdopmaums ans
noeHTuMKauum MeauUMHCKUX M3OenMn C  LUernbl  nomnydeHnss 6esonacHom
KOMBUHaLmm n (1nmn) nHdopmaumns 06 N3BECTHbIX OrpaHUYEHNAX MO COBMECTHOMY
NCMONb30BaHMNIO MEeAULIMHCKUX U3AeNnuii;

10) cBegeHnsa o cneumanbHbIX YCIOBUSAX XpaHeHUs (Hanpumep, Temneparypa u
BMNaXXHOCTb BO3A4yXa, OCBelweHne u ap.) u (unm) obpalleHus nonb3oBaTenen C
MeaULMHCKUM U3aenuem in vitro;

11) cBeAeHUss 0 XxapakTepucTMKax CTaburnbHOCTM MeOULUHCKOro usgenus Ans
AMArHOCTUKM in vitro (Hanpumep, YCIoBMs XpaHeHWs!, CPOK rO4HOCTU MOCIie NePBOro
BCKPbITUSI NEPBUYHOIO KOHTEMHEpPA), a Takke YCIOBUSX XPaHEHWUS1 U CTabUNbHOCTM
pabounx pacTBOpPOB (Mpn HEOBXOANUMOCTI);



12) nHpopmaumsa 0 CTepUNbHOM COCTOSAHUM, METOAE CTEPUNN3aLmMn 1 0 nopsake
AENCTBUA B Crydae HapylleHUss CTEepuribHOM YMaKoBKM (ecrivm  MeguuMHCKoe
nsgenve Ans AMarHoCTUKM in vitro nocTaenseTcsa B CTEPUIbHOM BUAE);

13)  wHdopmaums  ang nosnb3oBaTtenen (npegynpexaeHus, Mepbl
NpegoCTOPOXHOCTK, NpeanpuHMMaeMble B Criydae HeobXoaAuMOCTU Mepbl U
OorpaHMYeHns NpU KUCMOonb3oBaHUM MEeOUUMHCKOro u3genua ans OuarHoCTUKK in
vitro), Bkrovas:

npeaynpexaeHue, Mepbl NPegoCTOPOXHOCTU U (MNN) Mepbl, NpeanpUHUMaeMble
B crydae c60s nnm OTKIOHEHU B (DYHKLMOHMPOBAHUN MEOVLMHCKOrO U3aenust ans
AnarHocTUKM in vitro, onpegensiemMbiX No BHELUHUM NpuU3Hakawm;

npegynpexageHne, Mepbl NPeAOCTOPOXHOCTY U (M) Mepbl, NPeANPUHMMaeMble
B OTHOLWEHUN TakuX npeackasyemMblX BHELHUX (PakTopoB, Kak BHeLUHWEe
3MNEeKTpPOMarHuTHble  MonsA,  3nekTpocTaTuyeckue  paspagbl, nsnyyeHue,
aTMocdepHoe AaBrneHve 1 ero nepenagbl, BNaXXHOCTb U TeMnepaTtypa BO34yxa;

npegynpexaenne, Mepbl NPEAOCTOPOXHOCTU U (M) Mepbl, NPEANPUHMMaeEMbIe
B Crflydae npeackasyeMoro pucka 3reKTPOMarHUTHbIX MOMEX, CO3[aBaeMblX
MeOUUMHCKUM nsgenueMm Ons OUarHoCTUMKM in vitro ans apyrux MeguumMHCKUX
nsgenun, obopygoBaHusa U cpeacTs CBA3Y;

npeaynpexaeHve, CBa3aHHOe C BXOASAWMMKM B COCTaB MeAULMHCKOrO U3genums
AN ANMarHOCTUKM in vitro mMaTepuanamu, KOTopble SBMSOTCHA KaHLeporeHHbIMU,
MyTareHHbIMM WM TOKCMYHbIMM ~ NMOO  NpMBOOAT K  CeHcubunmsauum,
annepryMyeckon peakumm WnM  OTpuuaTeNnbHO BIUSIOT Ha  PENPOAYKTUBHYHO
yHKLMIO;

npegynpexageHne, Mepbl NPeAOCTOPOXHOCTU U (M) Mepbl, NPeANPUHMMaeMble
B OTHOLUEHMM MOTEHUManbHO WMH(EKLMOHHOIO MaTepuara, cogepXallerocsi B
MeaULUNHCKOM U3aenuu Ana MarHOCTUKMK in vitro;

14) nHcbopmauuns o NpeaHasHa4YeHM MEeQULIMHCKOTO U3genus Ans MarHoCTUKK
in vitro 4ns 0g4HOPa3oBOro NCMOSIb30BaHUS;

15) wHdopmauuss o0 Hagnexawen obpaboTke MeauLMHCKOro usgenus ang
ANarHoCTUKM in vitro Ans ero MOBTOPHOrO WCMOSb30BaHWUs, BKIOYasi OYUCTKY,
AE3VHMEKLNIO, YNAKOBKY MU NP HEOOXOAMMOCTN METOL MOBTOPHOM CTepunnsamm
(ecrm mMeguuMHCKOE wu3genve Anst AWAarHoCTUKM in vitro npeaHasHavyeHo Ans
MHOropa3oBOro MCMnosb30BaHUS);

16) cneunanbHble TpebGoOBaHMA B OTHOLUEHMM MOMELLEHUIN, CchnewumnanbHOn
NnoAroToBkM mnnm ocobon Keanudmkaumm nosrb3oBaTtens U (Unn) TpeTbux nmy, (npw
HeobxoaMMOoCTW);

17) wHdopmauma o6 ycnosusix, Heobxoaumbix Ans cbopa, o6paboTkm wm
noAroToBkM obpasuoB, AaHHble MO CTabunbHOCTU aHanM3Mpyembix obpasLoB, B
TOM 4uUCrie YCIMOBUSA W LONMTENbHOCTb XPaHEHUS, YCIOBUS TPaHCMOPTUMPOBKM,
OorpaHMYeHus No LiKKIam 3amMmopo3ku (pasmMopaxmBaHus);

18) nogpobHasi MHopMaLmsa O NOAroTOBKE K MCMOSb30BaHUIO MELULMHCKOro
n3genvst Ans AnarHoCcTUKWM in vitro;

19) wHopmaumsa, Heobxoammas ANS NPOBEPKM MPaBUITbHOCTU YCTaHOBKM
MEOULMHCKOro u3genus Ana AnarHOCTUKKM in vitro n ero roToBHOCTU Kk 6e3onacHom
paboTe nO HasHadYeHuo, OnpedeneHHoOMy npousBoguTeNneM, C yKasaHueMm
cregylowmx cBegeHui:

coaepxaHne U1 NEepUOAMYHOCTb TEXHUYECKOro OOCnyXMBaHUA, BKIOYasa
OYUCTKY N Ae3NHPEKLNI0 MeQULMHCKOrO U3 enus;

HeobxooMMOCTb KanmbpoBku Ana obecneveHns Haanexawen n 6esonacHom
paboTbl MEQULMHCKOrO U3genusa Ons OuarHoCTMKKM in vitro B TedeHne cpoka ero
CIyx0bl;

METOObl CHWXKEHUS PUCKOB, CBSI3@HHbIX C YCTAHOBKOW, KanmbpoBKOW WIn
o6 cnyxMBaHMEM MeLULMHCKOro U3genus Ans AMarHoCTyKM in Vitro;



20) pekoMeHOauMM B OTHOLLUEHWM MpOUEAypP KOHTPOMs KayecTBa nNpu
HeobXoAUMOCTH;

21) wvHopMauMss O  NPOCNEXMBAEMOCTU  3HAYEHWW, 3afaHHblX  And
KanmbpaTopoB UMM  KOHTPOrbHbIX ~MaTepuanoB, KoTopas obecneyvBaercs
NOCPEACTBOM OOCTYMHbIX pedepeHTHbIX METOAMK (METOO4OB) M3MEpPeHUs u (1nu)
3TaroHOB;

22) npouedypa TeCTUPOBaHMS, BKIOYas pacyeTbl W MHTEpnpeTauum
pe3ynbTaToB  TEeCTUPOBaHUS, W Npu  HeobxogumocTM  MHdopMauus O
Llernecoobpa3HOCTM NPOBEAEHMSI NOATBEPKAAIOLLYX TECTOB;

23) XapaKTepUCTUKM aHanmmMTUYecKon I3EKTUBHOCTU: YYBCTBUTENBHOCTD,
cneuntmryHOCTb, NPaBUIbHOCTb, MOBTOPSIEMOCTb, BOCMPOU3BOAMMOCTb, MNpedern
obGHapyxeHusa (OeTekuun) u auanasoH U3MEPEeHWs, BKMYas WMHGOpMauulo o
BIMSHUN U3BECTHbIX MHTEPGEPEHTOB, 06 OrpaHNMYEeHnsIX MeToda U UCNOfNb30BaHUA
OOCTYMHbIX pedepeHTHbLIX MaTepuarnos U MeToAoB aHanmsa (No NPUMEHUMOCTN);

24)  XapaKTEepUCTUKM  KIMHUYECKOW  9pbeKTUBHOCTM:  AMarHoCTMYecKas
YYBCTBUTENBHOCTb M AMarHoCTMYeckasi cneungunyHocTb (Npn HeobxoanmocTn);

25) Guonornyeckuin pedepeHTHbI MHTepBar NpyM He06XxoaMMOCTH;

26) wHdopmauus o6 UHTepdepUpYOLWMX BeLecTBax WM  OrpaHUYEeHUsIX,
CBSI3aHHbIX C NPOBON, KOTOPbIE MOTYT MOBMNATL Ha pe3ynbTaT UCCREeAOBaHUS,;

27) npegpynpexaoeHve u (Mnn) cneumarnbHble Mepbl NPegoCTOPOXHOCTU B
OTHOLIEeHMM 6e30MacHoON yTUNM3aumnumnm MEAULNHCKOrO U3genua Ans AMarHoCTUKK in
vitro 1 NpuHagnexHocTen (Npu HanMyum), KOTopble NpU HeobXoaMMOCTU OOSKHbI
oxBaTblBaTb crneayowpe akTopbi:

WHPEKLMOHHBIE UM MUKPOOHbIE PUCKW, B TOM 4YUCIIE BO3MOXHOCTb
3arpsi3HEHUsI pacxodHbIX MaTepuarnoB MH(EKLUMOHHBbIMM areHTaMu YesiloBe4EeCKOro
NPOUNCXOXOEHUST;

9KOSOrMYecKme puckK, CBsidaHHble C MNOTEHLMArnbHO OnacHbLIMM MaTepuanamm 1
BeLleCTBaMu;

dm3n4ecKkmne p1ucku, B TOM YnCIe BO3MOXHOCTb B3pbiBa U BO3ropaHus;

28) B OTHOLWEHUN MeOMLMHCKOro wusgenns Ans  guarHocTuku in  vitro,
npeaHasHa4YeHHoro Ansi CaMOTECTUPOBaHUA MOMb30OBaTENEM WM TECTMPOBAHMS
BONM3M Nonb3oBaTens, Takxe cnegyowme CBeAeHUs:

nogpobHasa nHopmMauusa o npouenype TeCTUPoOBaHWUsS (MOArOTOBKA peareHToB,
oT60p (noaroToBka) NPoObLI, NOPAAOK BLINOSHEHWA U UHTEpnpeTaunst pesynbTaToB
TECTUPOBaHUS);

pekoMeHgauMn  OTHOCUTENbHO  OEWCTBUMA  Mofb3oBaTenss B Criyyae
NONOXUTEMbLHOrO, oTpuuaTenbHOro nunu HeonpeaeneHHoro pesynetara
TECTUPOBAHUS;

WHopMaUmMss O  MOrpeLHocTAX TecTa U BO3MOXHOCTM — MOSlydeHus
TIOXXHOMOSIOXKUTESbHBLIX UM FIOXKHOOTPULLATENBHLIX Pe3ynsTaToB TeCTMPOBaHUS, a
TaKxe OTHOCUTENBHO (PaKTOPOB, BNMSIOLLMX HA pesynbTaT TeCTMPOBaHUS;

MHGOPMaUNsS O HeLonyCTUMOCTU MPUHATUS MoNb3oBaTesnieM MeaUUMHCKUX
peleHun 6e3 npegBapuUTenbHOM KOHCYNbTaL MM C MEAULMHCKAM CNELNanncToMm;

29) paHHble O BbiMycke WM MNocrneaHemM NepecMoTpe  MHCTPYKUUM Mo
NPYUMEHEHUIO;

30) nHdopmauns o HeobXo4MMOCTM HanpaBreHUs1 COOBLIEHNS NPON3BOAUTENO
WM ero yrnornHOMOYEHHOMY NpeaCcTaBUTENO O HeXenaTenbHbIX COBbITUAX, KOTOPbIE
UMEIT NPM3HaKKN HeBaronpmusaTHOro cobbITUS (MHUMOEHTA).



107. NHCTPYKLUMSI MO NMPUMEHEHMIO MOXET ObITb NpeAcTaBneHa B COKpaLLEHHOM
BMAE WM HA MapKMpOBKE (AN MEeOQULMHCKUX U3enui Ans AUarHOCTWMKK in vitro
KnaccoB MOTEHLMarbHOro pucka npuMeHenust 1 1 2a), ecnm MeguUMHCKOe n3genve
MOXeT ObITb WcCnonb3oBaHO 6e3onacHo M MO Ha3HaYeHWUo, OonpegeneHHoMy
npoussoauTenem, 6€3 UHCTPYKLMM MO NPUMEHEHUIO.

108. OpHoOro ak3emnnsApa WHCTPYKLUUM MO  MNPUMEHEHUIO MOXeT ObliTb
AOCTaTO4HO, €CINM  MOCTaBMNSETCH HECKOMbKO MEOUUMHCKUX Uu3genun  And
AVArHOCTUKM in vitro ogHOMY nomnb3oBaTtento no ogHomy agpecy. Mo TpeboaHuio
notpebutenda  nNpousBOAMTENb  OOIDKEH  MPegocTaBUTb — OOMOMHUTENbHbIE
9K3eMNNsapbl UHCTPYKL MU NO NPUMEHEHMIO.

V. [loka3aTenbCcTBa COOTBETCTBMA MEAULUMHCKUX u3genumm
oowmnm TpedboBaHUAM 6e3onacHocTU U 3 heKTUBHOCTHU B
Lensax permctpauum

109. CooTBeTCTBNE MEAULMHCKOIO M3genua Hactoawmm Ooumm TpeboBaHusaM
ob6ecneynBaeTcs BbINOSIHEHMEM YCTaHOBIIEHHbIX 3TUM AOKYMEHTOM TpebGoBaHui
HEenocpeacTBEHHO MO0 BLIMONIHEHMEM TPEOOBaHWUIA CTaHOAPTOB, BKIMOYEHHbIX B
nepeyeHb CTaHOApPTOB, B pe3ynbTaTe MPUMEHEHMS1 KOTOPbIX Ha [00pOBOMbHON
OCHOBE MOSHOCTbI0 UNN YacTUYHO obecne4ymBaeTcs cobnogeHne CoOTBETCTBUSA
MeOMLUNHCKOro n3genusi Hactoswmm O6uwm TpeboBaHUAM (ganee - nepeYveHb).

110. lMepeyeHb GopMUPYETCS HA OCHOBaHWM MPEASIONKEHUIA YNONHOMOYEHHbIX
OpraHoB rocygapcTB-YfieHOB, NpUHMMaeTca pekomeHgaumen Komuccum Mo
CorracoBaHWi0 C rocydapcTBaMu-yrieHaMn M MognexuT akTyanmsaumm no mepe
HeobXxoaAnMOoCTH.

Mopsagok dhopMmnpoBaHnst NepeYHs NMpMHUMaETCsl pekomeHgaumen Kommceun.

[Ona BkMoveHus CTaHOapToB B MNepeveHb  YNONHOMOYEHHble  OpraHbl
rocyqapcTB-4rieHOB npencTaBnaoT B Komuccuio ceefgeHusi no opme CorfiacHo
npvnoxeHuto N 1.

111. B uensax perMcTpaunm cooTBETCTBUE MEAULMHCKOrO U3Oennsa HacTOSALLMM
O6bumpm  TpeboBaHMAM noaTeepXnaeTcs npou3BoauTENEM nnm €ero
YMOSTHOMOYEHHbIM npeacTaBuUTenem nocpeacTeoMm npeacTaBneHns B
YMONMHOMOYEHHbIN  OpraH  rocygapcTBa-uneHa cBegeHun o  cobrniogeHun
YyCTaHOBIEHHbIX TpebGoBaHuin no ¢opme cornacHo npunoxeHnto N 2. YkasaHHas
dopma 3anosfHAeTcsl B COOTBETCTBUN C YCTAHOBIIEHHBIM MOPSIAKOM.

112. [okasatenbcTtBa COOTBETCTBUS MEAWULMHCKOTO M3OENUS MNOMOXEHUSIM,
YCTaHOBMEHHbIM MNyHKTaMn 3, 6 M 8 HacTtoAaumx O6umx TpebGoBaHWMIN, LOIKHbI
BKMOYATb  KIMHWYECKOe OOOCHOBaHME HA OCHOBE KIIMHWYECKUX [OAHHbIX O
MEOULIMHCKOM N34ENnN.

MpunoxeHue N 1. ®Dopma npeacraBrieHUs cBeaeHUN Ans
BKJIIOYEHUA CTaHAAPTOB B NepeyYeHb CTaHAApToOB, B
pe3ynbTaTe NPUMEHEeHUA KOTOPbIX Ha AOOPOBOSILHOM
OCHOBE NOJTHOCTLIO UM YaCTUYHO obecnevynBaeTcA
cobnogeHne cooTBEeTCTBMSA MeAULIMHCKOro nsgenus
TpeboBaHNAM ...

MpunoxeHwne N 1

kK O6wmm TpeboBaHnsam 6e3onacHoOCTH

N 3¢pdeKTUBHOCTUN MEAULMHCKNX N3OENNNA,
TpeboBaHUAM K NX MApPKUPOBKE U
aKcnnyaTaunoHHOM JOKYMEHTaL MM Ha HUX



®OPMA

npeacTaBneHns CBeAeHU ANs BKIIOYEHMS CTaH4apToB B NepeyeHb CTaHa4apToB, B
pesynbtate MNPUMMEHEHUS KOTOPbIX Ha O0OPOBOMBHOM OCHOBE MOSIHOCTLIO WIU
yacTndyHO obecneuymBaeTcsa cobrniogeHve COOTBETCTBUSA MEeOMLMHCKOrO usgenvs
TpeboBaHusam 6esonacHocT N 3hdeKTUBHOCTU MEQULIMHCKMX U3LEMNNI

O6o3HayeHne || HaumeHoBaHuve (| [data MpumeHsiemble || MyHKT O6LWMX
CTaHgapTa CTaHgapTa BBeOdeHus || pasgenbl TpeboBaHun™*
B CTaHpapTa*®
gencreune
1 2 3 4 5

* YKasblBalOTCA NpUMEHsIEMble pa3fenbl cTaHgapTa, eciivm He Bce pasgerbl
CTaHgapTa obecnedmBaloT NPe3yMnuuio COOTBETCTBUSA MEOULMHCKOrO U3aenvs
O6wmm TpeboBaHMaM 6e3onacHOCTU M 3PPEKTUBHOCTU MEOULIMHCKMX U3OENNIA,
TpeboBaHNSAM K WX MapKMPOBKE W 3JKCMfyaTauMOHHOM OOKYMEHTaUUM Ha HUX,
yTBepxaeHHbIM PelieHnem CoseTta EBpa3mMinckon aKOHOMUYECKOM Kommccum oT 12
depanst 2016 roga N 27.

** YKasblBaeTCs COOTBETCTBYHOLLMIA NYHKT O6Lmx TpeboBaHun 6e3onacHoCTr 1
3PEKTUBHOCTM  MEAULUHCKUX M3genmi, TpeboBaHWA K WX MapKMPOBKE U
3KcnnyaTaunoHHOM [OKYMEHTauMM Ha HuX, yTBepxaeHHbix PewweHnem CoBeTa
EBpaswniickon akoHommudeckon kommccum ot 12 despanst 2016 roga N 27, KoTopbIN
BbIMOSIHAETCA NpU MPUMEHEHWM pasfena cTaHgapTa, ykasaHHoro B rpade 4
HacTosLLEN PopMbI.

MpunoxeHue N 2. Popma npeacTaBreHNs CBeAEeHUN O
COOTBETCTBUU MeAULIMHCKOro nsgenunsa tTpeboBaHUAaM
6e3onacHocTU U 3¢hphpeKTUBHOCTU MEONLIMHCKUX U3aesium un
NOPAAOK ee 3anosIHeHUs

MpunoxeHne N 2

K O6wmm TpeboBaHmnsam 6e3onacHoOCTH

N 3¢pdeKTMBHOCTUN MEAULMHCKUX N3OENNNA,
TpebOoBaHUAM K NX MAPKMPOBKE U
aKcnnyaTaunoHHOM JOKYMEHTaL MM Ha HUX

l. dopma npeacraBneHnsa cBeAeHUN 0 COOTBETCTBUA MEeOULIMHCKOro
nsgenus TpeboBaHMAM 6e3onacHOCTU U 3hPEKTUBHOCTH
MeAULUHCKUX u3genumn



HavnmeHoBaHne MeauLMHCKOro usaenvs:

MyHKT MpumennmocTb || MeTtoa, PekBn3unTbI PekBunaunTbl PesynbTar
O6umx K NCnonb3yembIn HOPMAaTMBHOTO || OOKYMEHTa, OLLEHKM
TpeboBaHun || MeguuMHCKOMY || Ang AOKYMEHTa Ha || mogTeepaaroLLero
n3genvio AoKasaTenbcTBa || ucnonb3yemblt || COOTBETCTBUE
COOTBETCTBUSA mMeToa
1 2 3 4 5 6

Il. Mopsgok 3anonHeHnA opmbl NpeacTaBrieHUsl CBeAeHUN O
COOTBEeTCTBUU MEOULIMHCKOIrO usaenusa TpedboBaHMAM 6e30NacHOCTU U
3 heKTUBHOCTU MEAULUMNHCKUX U3aenun

1. B rpacde 1 ykasbiBaeTCA COOTBETCTBYHOLMN MNYHKT O6wmx TpeboBaHun
0e3onacHoCTM M 3PeKTUBHOCTN MEOUUNHCKUX un3genun, TpeboBaHun K uX
MapKMpoBKe W 3KCNMyaTauMOHHOM [AOKYMEHTaUuW Ha HUX, YTBEPKOEHHbIX
PeweHnnem CoseTta EBpasnickon akoHoMuMYeckon kommccum ot 12 deBpansa 2016
roga N 27 (ganee - O6wpe TpeboBaHus).

2. B rpace 2 ykasbiBaeTcd, NpUMEHUMO nn TpeboBaHue, NpeaycMOTPEHHOe
yKasaHHbIM B rpade 1 nyHktom O6uwmx TpeboBaHur, K MEQUUNHCKOMY U34ENNI0
("ma" vwm "Het"). Ecrm paHHoe TpeboBaHWe He MNPUMEHMMO K MeLULMHCKOMY
nsgenuio, B rpadpe AaeTca 06 bACHEHWe.

3. B rpacde 3 ykasbiBaeTcss MeToq, MPUMMEHEHHbIN Afs AoKasaTenbcTBa
COOTBETCTBUA  MEOMUMHCKOrO  usgenus  TpeboBaHuo, npesycMOTPEHHOMY
yKkasaHHbIM B rpade 1 nyHktom O6uwmx TpeboBaHun (Hanpumep, NpPUMEHEHWE
CTaHgapTa, COOCTBEHHblE UCMbITaHWA C UCMONb30BaHMEM CTaHOaPTU30BAHHOMO
MeToAda, WUCMbITaHUA C  UCMONb30BaHMEM COBCTBEHHOrO MeToda WCMbITaHWuw,
UCMbITaHUA, NPOBEAEHHbIE TPETbEN CTOPOHOW, UMK OPYron MeTos).

4. B rpade 4 yKkasblBalOTCH PEKBU3UTbI HOPMATMBHOIO AOKYMEHTa Ha MeToA,
ncnonb3yembl Ond  gokasatenbCTBa COOTBETCTBUS MEAWMUMHCKOro u3genus
TpeboBaHNO, NpegyCMOTPEHHOMY YKaszaHHbiM B rpade 1 nyHkTom O6umx
TpeboBaHu.

5. B rpade 5 ykasbiBalOTCA pPEKBU3UTbI [AOKYMEHTOB, MNOATBEPXKIAIOLLMX
COOTBETCTBME  MEOMUMHCKOro  usgenus  TpeboBaHuo, npegycMOTPEeHHOMY
yKkasaHHbIM B rpade 1 nyHkTtoM O6uwmx TpebGoBaHu (MPOTOKOMOB UCMNbITAHWUNA,
cepTMdmKaToB, AeKnapauui  COOTBETCTBUSA, OTYETOB O  MPOBEAEHHbLIX
nccneaoBaHusx, 4pyrMx AOKYMEHTOB).

6. B rpadpe 6 ykasbiBaeTCs 3aKkntO4YeHNe 0 COOTBETCTBUM MM HECOOTBETCTBUM
MeauunHckoro nagenust O6wmm TpeboBaHNsIM.

ONEKTPOHHbIN TEKCT AOKYMEHTA
nogrotoeneH AO "Kogekc" n ceepeH no:
ogmumanbHbI cant
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