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CrtpaHuua 1

COBET EBPA3NACKON 3KOHOMUYECKO KOMUCCUI
PELLEHUE

ot 12 cheBpans 2016 roga N 27

06 yTBEpPXOeHUN

06X Tpe6oBaHUM 6e30nNacHOCTU N 3hhEKTUBHOCTU MEAULIMHCKUX U3aeNnii, Tpe6oBaHUN K NX
MapKUupoBKe U 3KCI1.I1vaTaI.l.VIOHHOVI AOKYMEeHTaunn Ha HUX
B cooTBeTCTBUMU C

nyHkTOM 2 cTatbu 31 [loroBopa 0 EBpasninckom 3KOHOMUYECKOM coto3e oT 29 mas 2014 roga,

NMYHKTOM 2 CTaTb¥ 3,

MYHKTOM 4 cTatbh 4 1

NyHKTOM 4 cTatbu 7 CorfaueHvs 0 eAviHbIX MpuHUMnax 1 npasuaax o6palleHnss MeamLUHCKUX
vm3genuii _ (M3penvii - MeauLMHCKOrO  HasHaAYeHUs U MeAULMHCKOW TEeXHUKM) B pamkax EBpasuiickoro
3KOHOMMYECKOro coto3a o1 23 aekabpsa 2014 roaa,

nyHktamu 104,
108 n

109 npunoxexHuns N 1 K

PernameHTy pa6otbl EBpa3minckoii 3kOHOMUYECKO KOMUCCUN, YTBEPXKAEHHOMY

PeweHnem Boicliero EBpa3uiickoro 3KOHOMMYeCcKoro copeta ot 23 aekabps 2014 roga N 98, n

PeweHnem Bbicliero EBpasninckoro sKOHOMMYECKOro coBeta oT 23 aekabpsa 2014 roga N 109 "O
peanvsaunn CornalleHus 0 eamHbIX NpUHUMNax 1u npaswuaax obpalleHns MeguumnHCKUX U3genuin (usgenuia
MEANLIMHCKOrO Ha3HayYeHUs N MEeAMLIMHCKOW TEeXHWKWM) B pamkax EBPa3viickoro 3KOHOMWYECKOro corosa’
CoBeT EBpa3suniickoit 3KOHOMWUYECKON KOMUCCUM

peLwmn:
1. YTBEpPAUTL NpunaraemMble

Ob6ume TpeboBaHMs 6e30MacHOCTU U 3PMEKTUBHOCTU MEAULIMHCKUX U3OENUiA, TpeboBaHusa K WX
MapKMPOBKE N 9KCM/1yaTaLUMOHHOM JOKYMEHTALUUN HA HUX.

2. HacToslulee PelueHune BCTynaeT B Cuay no ucrtevyeHmn 10 KaneHgapHbIX AHEeR ¢ aatbl BCTYN/IEHMS B
cuny

[NpoTtokona, nognucaHHoro 2 paekabps 2015 roga, o npucoeguHeHun Pecny6avkm ApmeHusa K
CornalleHnio 0 eAuHbIX NpuUHUMnax W npaBuaax obpalleHns MeauuMHCKUX — n3fgenuii  (usgenuii
MEANLMNHCKOr0 Ha3HaYeHns 1 MegnLLMHCKON TEXHUKKN) B paMKax EBpa3uniickoro sKOHOMU4YEeCKOro coto3a ot 23
gekabpa 2014 roga, HO He paHee 4eM MO ucTedyeHun 10 KaneHAapHbIX AHe ¢ Aartbl ohuumanbHOro
ony6smKkoBaHusA HacTosLwero PelleHus.

Unexbl CoBeTa EBpasniickoii
3KOHOMMYECKOW KOMUCCUN:

Ot Pecny6nukn
ApMeHunsa
B.la6puensH

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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06 yTBepxaeHun Obwmx TpeboBaHMii 6e30nacHOCTY 1 3PPEKTVBHOCTM MeANLMHCKMX U3AENNiA, TPeboBaHWA K MX MapKUpOBKe U
3KcnayaTauyoHHON AOKyMEHTaUMN Ha H1X
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Pewennem Coseta

EBpasuniickoii 3KOHOMUYECKOW KOMUCCUN
oT 12 cheBpans 2016 roga N 27

O6wume Tpe6oBaHUsA 6e30nacHOCTU U 3PPEKTUBHOCTU MEOULIMHCKUX U3aenunii, Tpe6oBaHusA K X
MapKUPOBKEe U 3KCM/lyaTaLMOHHOI AOKYMEHTaUuum Ha HUX

I. O6LMe nonoxeHUs
1. Hactosawwme O6wme TpeboBaHUsa pa3paboTaHbl B COOTBETCTBUN C

nyHKTOM 2 cTatb¥ 31 JloroBopa 0 EBpa3niickom 3KkoHOMU4YeckoM coto3e oT 29 mad 2014 roga,

MYHKTOM 2 CcTaTby 3,

NMYHKTOM 4 cTatbh 4 n

NyHKTOM 4 cTtatbu 7 CornalleHns 0 eauHbIX NpuHumMnax 1M _npasunax _obpalleHns MeamnLnuHCKUX
usgenuii  (M3penvin -~ MeavUMHCKOro  HasHa4YeHUs U MeaULMHCKOW TEexHUKM) B pamkax EBpasuiickoro
3KOHOMMYECKOro coto3a oT 23 aekabpsa 2014 roga u ycTaHaBnuBatoT 06LiMe TpeboBaHMs 6e30MacHOCTU 1
3(PEKTUBHOCTN MEANUMHCKUX WU3LENUA, a Takke TPeboBaHUS K MapKMpOBKE W 3KCM/lyaTalMOHHOM
OOKYMEHTauMn Ha MefuUMHCKUE W34enusi, BbiMyCKaemble B oOOpalyeHne B pamkax EBpasuiickoro
3KOHOMUYECKOTO coto3a (ganee - Cotos).

2. Ons ueneii HactoAwmx O6WmMx TpeboBaHWiA WCMOMb3YOTCA MOHATMSA, KOTOPble O3Ha4aloT
cnepywoulee:

"aKkTuBHble MeguUWHCKME unsgenua” - MeguunHCKUE U3fenus, NpUMeHsemble OTAENbHO WU B
coyeTaHun ¢ OpYruMyv MeSULMHCKUMWU U3LennsamMu, AN OeACTBUS KOTOPbIX HeobXo4UMO WUCMNO/b30BaHue
3HEpPrun, OT/INYHON OT NPOM3BOANMON YENTOBEKOM, UMW CUMbI TSHXKECTH.

MeaunumHckue wnspenva, npegHasHavyeHHble ANA nepejadn 3Heprum UanM BewecTB OT aKTUMBHOIO
MeaNUNHCKOIo mnsgenna K nosib3oBaresnto 6e3 ux CyWeCTBEHHOIO U3MEHEHUA, HE ABNAKTCA aKTUBHbIMU
MeguUMHCKUMU n3gennamm. CaMmocTosaTesibHoe nporpammvHoe obecneyeHne paccMmaTpmnBaeTCA KakK akTuBHoe
MeaNLUNHCKOE N3aenne;

"6e30MacHOCTb  MEeAWLMHCKOrO u3genusa” - OTCYTCTBME HeOMyCTUMOrO pucka, CBSI3aHHOMO C
NpUYMHEHNEM BPeaa XU3HW, 340POBbLI0 YEOBEKA, a Takke OKpyXaloLeli cpeae;

"MHCTPYKUMS NO MPUMEHEHMIO" - 3KCh/yaTauuoHHasi AOKyMeHTauusl, cogepxawas uHdopmMaumio,
npefocTasnsemMyo Npou3BOAMTENIEM MOMb30BaTEN0  OTHOCUTE/IbHO  HasHauyeHus, Haanexaiwero u

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT
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6e30MacHOro MCMo/ib30BaHMsl MeAWLIMHCKOTO W3Menus, KoTopasi MOXEeT BK/IodaTb B cebs B TOM uucre
PYKOBO/ICTBO MO 3KCn/iyatalymn, MeTOANKY MeAMLIMHCKOTO NPUMEHEHWS, NacnopT, hopMysp, UHCTPYKLMK No
MOHTaXy, Hanafke, TEXHUYECKOMY OOGC/yXMBaHUIO, PEMOHTY, TPAHCMOPTMPOBKE, XPaHEHWIO, YTUAM3aLum
MeMLMHCKOIO N3aenus;

"MeauUMHCKNE M3Aenusa ANs AWarHOCTMKW in vitro" - /6ble MHCTPYMEHTHI, annapartbl, nNpuoopsl,
obopygoBaHMe, MaTepuasbl, peareHTbl, Kanmbpatopbl, KOHTPO/IbHblE MaTepuasibl U npoyne W3genus,
NPUMEHSIEMblE B MEAMUMHCKMX LEeNsiX OTAeNIbHO WM B COYETAHUM Mexay coboil, a Takke BMecTe C
NPUHAAMEXHOCTSIMU, HEOOXOAUMbIMU A1 NPUMEHEHUS] YKa3aHHbIX M3fenuii No HasHauvyeHuio (BK/tovas
cneumasibHoe nporpammHoe o6ecneyeHune), U npegHasHavyeHHble MPou3BOAUTENEM A1 NPUMEHEHMS NpU
nccnegoBaHusix in vitro obpasuoB OMOMOrMYECKNX MaTepuasioB 4enoBeka Ansl nosyyeHus uHdopmaumm
OTHOCUTENbHO  (QM3MOMOTMYECKOrO WM MATO/IOTMYECKOTO  COCTOSIHUSI,  BPOXAEHHOW  nartosiorum,
npeapacnonoXeHHOCTN K onpeaenieHHOMY KJMHUYECKOMY COCTOSIHUIO MU 60MEe3HN, COBMECTUMOCTM TKaHel
C NOTEeHUMa/IbHbIM PEeLUNMEHTOM, MPOrHO3MPOBAHUS peakuuii Ha TepaneBTMYECKNe BO3LENCTBUS, Bbibopa
TepaneBTUYECKUX CPEACTB U (UNN) KOHTPONS NIEYEHNS;

"HebnaronpuaTHoe coO6bITUe  (MHUMAEHT)" - wbas  HeucnpaBHOCTbL U (UNK)  yxyAdweHue
XapakTepucTuK, Nan HapylweHne YHKUMOHNPOBAHNSA MEAULMHCKOrO U34enus, Win HefoCcTaTo4yHOCTb /M0
HEKOPPEKTHOCTb COMPOBOAWTENBHOW UWHGIOPMaLMM  (LOKYMeHTauuM) Ha MeguuMHCKoe usgenuve, wunu
noboyHoe aelicTBre, He yKa3zaHHOe B MHCTPYKLUM MO NPUMEHEHWIO, KOTOpbIe NPSIMO WM KOCBEHHO MPUBENM
UM MOIAW MPUBECTM K CMEPTU W CEepbe3HOMY YXYALWIEHWUIO COCTOSHWA 340POBbsS MNONb3oBaTenei uam
TPETbUX N1y, (MPU 3TOM NOA, CEpPbe3HbIM YXYALWEHWEM COCTOSHMSA 340POBbA NOHMMAOTCA OnacHoe A4S
XWN3HM 3ab0neBaHne, CTOMKOe nopaxeHne IyHKUUM OpraHnsma UM HeobpaTuMoe NoBpeXAeHNe CTPOeHUs
Tena, COCTOsHMe, Tpebylollee MeAULUHCKOTO WKW XMPYPrMYEcKoro BMellatesibCTBa C  Lefbio
npefoTBpaLleHNss ONacHOro AnA XWU3HW 3abonesBaHust, UM CTOMKOro NopaxkeHus OYHKUMUW opraHu3ma, uim
HeobpaTMOoro NoBpexaeHNs CTPOEHNA Tesa, COCTOsHNE, TpebyoLee rocnutam3aumn nmn 3HaunTelbHoro
yBeNMYEHUA cpoka npebbliBaHUSA B CTauMOHape yXe rocnutasi3npoBaHHOro naumeHTta, yHKLUOHasTIbHOe
HapyLleHue y nnoga, ero rmbens, BpoXaeHHas aHoMasimsa Unv pogosas Tpasma);

"HexxernaTe/lbHoe CcoobITUE" - N060Ee HexenatenbHoe MeAWLUVMHCKOEe COObITVe, HEMpPOrHo3upyemMoe
3a60/1€BaHMe NGO NOBPEXAEHNE WM HexXenaTe/lbHble KAMHUYeckue npuaHaku (Bkouasi nabopaTopHble
nokasartesnii, OT/IMYHbIE OT HOPMbI) Yy MOMb30BaTenieli WAM TPETbUX ML, CBA3AHHbIX C MPUMEHEHMEM
MeMLIMHCKOrO N3aenus;

"nonb3oBaTtenb” - NauUWEHT, MeAMLMHCKWIA cneunannuct unu nwboe apyroe guanyeckoe numuo,
npuMeHsoLLmMe MeMLMHCKOe U3Lenve No Ha3HavyeHno, onpeaesieHHoMyY Npou3BoauTENEM;

"3()(PEKTUBHOCTb MEAULMHCKOTO U3AENns" - CNoCOBHOCTb MEAULMHCKOTO U3AEeNns COOTBETCTBOBATH
Ha3Ha4YeHuto, onpeaesieHHOMY NPOV3BOAUTENEM.

Il. OGwue Tpe6GoBaHus 6e30nacHOCTU U 3(PPEKTUBHOCTU, MPUMEHUMbIE KO BCEM MeAULUHCKUM
n3genuam

3. MeguuuHCcKMe W34enust MNPOEKTUPYKTCA W U3TOTOBMSIOTCH TakuM 06pasoM, 4TO6bl  Mpw
UCMOMb30BaHNN B YCMOBMSIX W B LENsiX, COOTBETCTBYIOLMUX WX HA3HAYEHUO, OnpeaeneHHoMy
Npou3BOAMTENEM, W NPU HEOOXOAUMOCTU C YYETOM TEXHUYECKMX 3HAHWK, OMbiTa, 06pasoBaHWs WK
crneunasibHON NOArOTOBKM, K/IMHWUYECKOTO W (DU3MYECKOro COCTOSIHUS MOMb30BaTesisi OHU AelcTBOBaIU
COrnacHo Has3HauYeHWo, ONpeaeneHHoOMy Npon3BoAMTENEM, U BblIn 6e30nacHb! A1 Nob30BaTeNs U TPETLUX
NUL, NPU YCNOBUK, YTO PUCK, CBSA3AHHbIA C UX NPUMEHEHUEM, SIBASIETCA NPUEMIEMbIM NPU COMNOCTaBNEHUN C
nonb30i AN Nonb3oBarens.

He ponyckaetca orpaHuyeHne B3anMMO3aMeHAEMOCTU MeaULUHCKNX I/I3,D|EI'II/II7] nyTemMm Mcnosib30BaHnA
cneynasibHbIX TEXHNYECKNX NN NMPOorpaMmMHbIX CpeacTs Uian apyrmmm cnocobamu.

4. PelwweHusl, nNpuHATble NPOU3BOAUTENEM MNPV MPOEKTUPOBAHWU U W3TOTOB/IEHUU MEAULMHCKOro
u3genus, [O/MKHbI COOTBETCTBOBATb MNpUHLMNAM 6e30MacHOCTX C YY4ETOM O6GLLENPU3HAHHOTO YPOBHS
pasBUTMA 3HaHWi. Mpu HeobXxoAMMOCTVM NPOW3BOAMTESNb YMNPaBASET puUCKaMU Takum 06pas3om, 4TOObI
OCTaTOYHbIi  PUCK, CBA3a@HHbIM C 1060  OnNacHOCTbI, ABMANCA npuemnembsiM. [ponsBoguTenb
PYKOBOACTBYETCS CrefyoLuMy NpUHLMNaMmn B nopsigke NnpuopuTeTHOCTU:

BbISIB/IEHNE W3BECTHOW WAN NpPeaBuaMMOl OMacHOCTM M OLeHKa CBSI3aHHbIX C HEK PUCKOB,
BO3HMKAOLWMX NPV UCNOMb30BaHUN MEAMUMHCKOTO U3fAenvs Mo HasHayeHW W npu  npenckasyemMom
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HenpaBW/1bHOM NCNOJ/1Ib30BaHNN;

YCTpaHeHne pPUCKOB NyTeM MNPUHATUA COOTBETCTBYHOLUX TEXHUYECKUX N TEXHOJTOTMYECKNX peLLIGHI/Iﬁ
npun NPoeKTnpoBaHMn N N3rotoB1IEHNN MEQNLIMHCKOIO U30E/TNA;

CHMXEHME OCTaTO4YHbIX PUCKOB NyTEM TMPUHATUA afeKBaTHbIX 3allUTHbIX Mep, BKAW4Yad CUrHaslbl
TpeBoOru;

NMHGOPMMPOBaHME NONb30BaTeNen 060 BCEX OCTATOYHbIX pucKax.

5. MeguuuHcKne u3genns MpoeKTUPYHTCS, U3TOTaBMMBAKOTCS M YNaKOBbIBAKOTCS TakuM 06pasom,
YTOGbI UX IKCM/TyaTalMOHHbIE XapaKTepUCTUKN U 3REKTUBHOCTb HE HapyLLa/IUCh Npy TPaAHCNOPTUPOBKE U B
npouecce XpaHeHNs B COOTBETCTBUM C MHCTPYKLME N0 NPUMEHEHNIO.

6. MeauuuHckue w3aenust A0MKHbI  ObiTb  3EKTUBHLIMU TaK, Kak 3TO MpeaycMOTPEHO
MPOM3BOAMTENEM, U A0/KHbI ObITh CMPOEKTUPOBAHbI U M3TOTOB/IEHbI TAKUM 06pa3oM, YT06bl B HOPMasTbHbIX
YCMOBUSIX 3KCM/lyaTalyMu OHU COOTBETCTBOBA/IN LENMAM MPUMEHEHWS MO Ha3HAYEHWIo, OnpeaesieHHOMY
MPOU3BOAMNTENEM.

7. OKCn/yaTauMOHHbIE XapakKTEPUCTUKN W 3(PPeKTUBHOCTb MeAMLUMHCKOTO W3AEeNUs He O0/MKHbI
M3MEHSITLCA [0 TaKoW CTeneHu, YTobbl CTaBUTb MOJ Yrpo3y XW3Hb U 300POBbE MO/Ib30BAaTENIeN U TPETbUX
/ML, B TEYEHME CpoKa 3KCh/lyatauuu, onpeaesieHHoro npousBoavTesieM, Npu YC/0BUMKU, YTO MEAULIMHCKOe
usgenue nogeepraeTcsi BO3AeCTBUSIM, KOTOPblE MOTFYT BO3HMKATb B HOPMaUlbHbIX YC/TOBUSIX 3KCJlyaTaumu,
N TEXHMYECKoe 06C/Ty)XMBaHUe NPOBOANUTCS B COOTBETCTBUM C MHCTPYKLMEN NO NPUMEHEHMIO.

8. Bce u3BecTHble W npegnonaraemMble PUCKWU, BO3HMKaOLWME MNPU MCMNOSb30BaHUN MeOULMHCKOro
n3penuva, mn Nobble HexenartefbHble S(bCDEKTbI OT TakKoro ncnosib3oBaHnA CBOAATCA K MUHUMYMY N O0J1KHbI
ObITb npuemMmnemMmbiMn  nNpu  conocrtaesneHnn C Mo/b30i onsa nosb3oBaTenei, nonyqaemoﬁ oT
npeaycMoTpeHHOro npounssogutesiem AeﬁCTBMﬂ MEANMUMNHCKOIo usgennda npu HopMasibHbIX YC/TOBUAX
Kcniyaraunn.

9. AnA Kax4oro MeAUUMHCKOro u3fenqs npefoctaBnsercs uHdgopmauus, Heobxogumas Ans
naeHTUdMKaLMM 3TOr0 MeAWLIMHCKOTO U3Aenvs U ero npousBoauTens, CTpaHbl NMPOVCXOXAEHUS, a TaKke
WHpopmaunsa ans  nosb3oBatensa  (NPOoheccuoHanbHOro UM Henpog)ecCcMOoHasTLHOro),  Kacaklasacs
6e30nacHOCT  MEAMUUMHCKOrO  m3genus, ero  (OyHKUMOHasIbHbIX  CBOMCTB M 3KCMNJyaTalWOHHbIX
xapakTepucTuk. Takas MHhopMaLns MOXET HAXOANUTLCA Ha CaMOM MeAMLIMHCKOM U3LENUN, Ha YNakoBKe Uin
B MHCTPYKLMK NO NPYMEHEHMIO.

10. Hocutenb uHdopmaumm, ee opmar, CoAepXaHNe MU pacnonioXeHne A0/MKHbl COOTBETCTBOBATb
MeOULMHCKOMY W34ENunio, ero HasHa4YeHMo N TEXHUYECKNM 3HaHWAM, OMbITY, 06pa30BaHU0 UM NOATOTOBKE
nosb3oBaTesnen.

Hocutenb uvHopMauum B KayecTBe OrpaHuMYeHWin MO NPUMEHEHWUIO, MNPOTUBOMOKA3aHWA, Mep
NPefOCTOPOXHOCTY U/U NpeaynpexaeHns A0/HKEH coaepXaTb cBefleHUs 06 0CTaToUYHbIX pUcKax, CBA3aHHbIX
C NPUMEHEHNeM MeauLMHCKOro nsgenus. NoHaTne "npotnsonokasaHud” He NPUMEHUMO AN MeAULMNHCKUX
n3gennii ans AnarHoCTUKK in vitro.

11. ViHchopMaums, npeaycMOTpeHHast NyHKToM 9 HacToswmx O6wwmx TpeboBaHWUii, ykasbiBaeTcsl Ha
MapKMPOBKE N B MHCTPYKLMM MO NPUMEHEHUIO HA PYCCKOM i3biKe, a Takke Npu HaJiMunmM COOTBETCTBYHOLLMX
TpeboBaHWii B 3aKOHOAATE/bCTBE TOCYAAPCTB-Y/IEHOB Ha TOCYAAPCTBEHHOM A3blKe (rOCYAapCTBEHHbIX
A3blKax) rocy4apCcTB-4Y/IEHOB.

Takas |/|H¢)op|v|au|v|;| MOXET coaepxXaTb CUMBO/Ibl, YCTaAHOBJIEHHbIE MEXIOCyAapCTBEHHLIMN
CTaHOgapTamMu, a Takke yCTaHOBJ/IEHHblE MeXAyHapOoAHbIMMN CTaHOAapTaMu (I'Ipl/l ycnosun, 4To 6e30nacHOCTb
MeanUnNHCKOIo n3gennsa He HapylaeTCAa B CBA3U C HEMOHMMaHMeM oTAE/IbHbIMU NOJIb30BaTe/IAMN 3Ha4YeHNA
TakKnx CI/IMBO}'IOB).

lll. O6wme TpeGoBaHMA 6e3onacHOCTU N 3HPEKTUBHOCTU, MPUMEHUMbIE K MEAULMHCKUM U34eNusim,
3a UCKJ/TIOYEHUEM MeAULUHCKUX U3[eNnid oNnsa AUarHoCTUKM in vitro
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1. Xumnueckue, pusnueckme n 6monormyeckue cBoicTBa MegULMHCKNX usgenui
12. TMpy NpPOEKTUPOBAHUN W W3FOTOB/IEHUN MEAULMHCKUX W34ennii 0coboe BHUMaHWe [O/MKHO
yaensaTbes:

1) Bbl60py MNCnoJsib3yemMblX Mmarepmnasios, 0COOEHHO B OTHOLLIEHUM TOKCUYHOCTU WU BOCM/TaMEHSEMOCTH;

2) COBMECTMMOCTU WCMOMb3YEMbIX MaTepuasioB UM 6GMOMOrMYECKUX KIETOK, TKaHeW, XWAKOCTEN,
BELLECTB U MX NPOU3BOAHbLIX (gasee - 6UonorMyeckme Matepuasbl) C YH4ETOM Ha3HAuYeHUs MeAauLMHCKOTO
nsgenus;

3) BbIOOPY UCNOMb3YEMbIX MaTepUasioB C YYETOM TakMx MoKasaTefnein, Kak TBEpPAOCTb,
N3HOCOCTOMKOCTb M YCTasI0CTHAst MPOYHOCT.

13. Mpv nNpoOEeKTUPOBaHMK, W3FOTOBMIEHUN 1 YMAKOBKE MEAVLMHCKUX W3Aennii Jo/mMKeH O6biTb
MaKCUMaslbHO CHWXKEH PUCK, CO3[aBaeMblii 3arpsAsHAIWMMKA  BellecTBaMM W KX ocTatkamu, AN
nofb3oBartenieil n fnL, y4acTBYIOWMX B TPAHCMNOPTUPOBKE, XPaHEHUW U OBCAYXUBAHUN MEAULMHCKUX
n3genuii (C y4eTom HasHadeHuUss MeAMLIMHCKOTO U3AeNNs, a TakKe A/IMTENbHOCTM U YacTOThbl BO3AeCTBMUS
3TVX BELLECTB Ha OpraHnU3M YenoBeka).

14. MegnuMHCKUE U3aennsa NPOEKTUPYOTCA U M3roTaB/IMBAKOTCA TakMM 06pa3oM, Y4TOGbI OHWM MOTU
6bITb 6€30MacHO UCMOMb30BaHbl C MaTepuasiaMu, BELLECTBAMM U razaMu, C KOTOPbIMU OHW BXOAAT B KOHTaKT
Npu HOPMa/IbHbIX YCNOBWAX 3KCMyaTauuMu WAnM Mpu NPOBEAEHUN TEXHMYECKOTo o6cnyxmBaHus. Ecnm
MeAVNUMHCKNE W3Oenus npefHasHayeHbl A1 BBEAEHUS] NIEKAPCTBEHHbIX CPEACTB, UX MPOEKTUpPOBaHWE U
N3roTOB/IEHNE OCYLLECTBMAIOTCA TakMM 00pa3oM, 4TOObl OHWM OblM COBMECTUMbI C JIEKAPCTBEHHbLIMU
cpeactBamu (NpU YC/A0BMM COGMOAEHUST OrpaHUYEHUn NO KX MNPUMEHEHMIO) B LENsSX obecneyeHust
30(heKTMBHOCTM KaK JIeKapCTBEHHOTO CpeacTBa, Tak WM MeOMUMHCKOTO W34ennss B COOTBETCTBUMM C
HasHauYeHneM.

15. Tpn NpOEeKTMpPOBaHUN W W3FOTOB/IEHUU MeANLUHCKNX I/I3p|el'll/ll7l OOJIKHbI ObiTb MakCUMasibHO
CHMXXEHbI PUCKWN:

1) BbI3BaHHbIE BO3MOXHbIM BbIE/IEHNEM WU BbIMbIBAHUEM U3 MELULIMHCKOTO U3AENUSI ONAacHbLIX U
(Mnn) BpeaHbIX BELECTB (C YYETOM UX CEHCUBUIM3MPYIOLLEro AeCTBUS, KaHLLEePOreHHOCTU, MyTareHHOCTM
WM OTPULATE/NTBHOTO B/IMSIHWSI HA PENPOAYKTUBHYIO (DYHKLMIO);

2) cBsi3aHHble C HenpeaHaMepeHHbIM NonagaHnemM B MeuLMHCKOe U3aenne NnocToPOHHUX BELLECTB (C
YYEeTOM Has3HauyeHusi, OnpeAeneHHoro npou3BoaMTeNieM, W npearnonaraembix YCnoBuUli NpUMEHEHUs
MEANLIMHCKOrO M3aenus).

2. NHdpeKLMOHHOEe N MUKPOGHOE 3arps3HeHe MegULMHCKUX usaenuii
16. MNpwn N3roTOBIEHNN MEAWLMHCKOTO M3AeNns A0/MKEH ObiTb YCTPAHEH UAW CHDKEH A0 AO0NYCTUMOro
YPOBHS PUCK MH(OIULIMPOBAHUSA NO/b30BaTesnein n TpeTbux anL,. KOHCTPYKUNS MeaMLMHCKOTO U34enus A0/HKHa
obecneunBaTb NPOCTOTY B 3KCM/yaTauuy v 0BCNYXMBAHWU U NPU HEOOXOAMMOCTY MakCUMaslbHO CHU3UTb
PUCK MOBbLIX MUKPOGHBIX yTEYEK N3 MEeSULMHCKOTO n3genvs u (im) MMkpobHOro BO3A4ENCTBMA B npouecce
MCMO/b30BaHNsA, a Takke MpefoTBpallaTb MUKPOGHOE 3arpsi3HeHne MeAMLMHCKOrO0 W3AEeNus WM npobbl
nosib30BaTeneM Uy TPETbUM JSIMLIOM.

17. MNpwn NpoeKTUpPOBaHUM, U3TOTOBMIEHNM U YNAKOBKE MEeANLMHCKAX U3Aennii, UMetoLLmMX cneumasibHbll
MUKPOBWOMOTMYECKNIA CTaTyC B COOTBETCTBUWM C MapKMPOBKOW, [AO/HKHO ObITb rapaHTMPOBAHO, YTO
MUKPOBUOSOTMUYECKUIA CcTaTyC ocTaeTcss 6e3 M3MEHEeHWld Mpu COBMIOAEHUN YCNOBUI TPAHCTIOPTUPOBKN ”
XpaHeHus1, onpeeneHHbIX NPou3BoanTENEM, 10 TeX Nop, NoKa 3alUTHas ynakoBKa He 6yAeT HapylueHa uau
BCKpbITA.

18. MMpv NPOEKTMPOBAHWW, W3FOTOB/IEHWM W YMAKOBKE MEOULMHCKUX W3AENViA, MOCTaBMSEMbIX B
CTEPU/IBHOM COCTOSIHUM, AO/DKHA ObITb TapaHTUpPOBaHa WX CTEPU/IBHOCTL Mpu COGMOAEHUN YCOBWIA
TPaHCMNOPTUPOBKM 1N XpaHeHWs!, OnpeAesieHHbIX NPoV3BoAMTENEM, [0 TeX MNop, Noka 3alyTHas ynakoBka He
Oy[eT HapyLLeHa UM BCKpbITa. Takne MefuLMHCKME U34EeNs YNaKoBbIBAKOTCA B OHOPA30BYH0 YMaKOBKY.

19. CrepunbHble MeOWMUMHCKME M3penunst NnMbo MeguUMHCKME W34ennsi, MMeWme crneumasibHbll
MUKPOBNOMOrMYECKUNIA CTATyC, N3roTaB/IMBatoOTCsl, 06pabaTbIBalOTCA U NpU HEOOXOAUMOCTU CTEPUIN3YIOTCS C
NpMMEHEHEeM BaIMAMPOBaHHbIX METOL0B, 060pYA0BaHMS, MPOLIECCOB.
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20. MeguumHckue umsnenus, Tpebytolye CTEPUNU3ALMKA, A0MKHbI 6biTb W3rOTOB/IEHbI B YC/OBUAX
KOHTPO/IMPYEMOI YACTOThbI MPOU3BOACTBEHHbIX 30H.

21. YnakoBKa HEeCTepu/ibHbIX MEAMUMHCKMX W3AEenuii aomkHa o6ecneunBatb WX LUETOCTHOCTb U
UMCTOTY ¥ B C/lyyae, ecniv MefULMHCKOEe M3aenne AO/MKHO ObiTb CTEPUIN30BAHO Mepes UCMo/b30BaHVEM,
MakCMMaslbHO CHU3UTb PUCK MUKPOGHOTO 3arpsi3HEHUs], NPV 3TOM YnakoBKa AO/MKHA 6biTb COBMECTUMON C
METOZOM CTepPUIN3aLMK, YKa3aHHbIM NMPOU3BOAUTENEM.

3. MeguuUUHCKMe n3genusl, CoaepXxalyme BeLecTBo, pacCMaTpuBaeMoe Kak /iekapcTBeHHoe
cpeacTBo
22. B cnyyae ecnm meauuUMHCKME WU3AeNUst CofepXaT BeLecTBO, KOTOPOe MpY CamoCTOSITE/IbHOM
MCMOMb30BaHNN MOXET CUMTATLCS IEKAPCTBEHHbIM CPEACTBOM B COOTBETCTBUN C

nyHkTom 1 ctatby 1 CorfalleHus 0 eauvHbIX NprHUMnax U npaBuiax 06palleHns ekapCTBEHHbIX
CpecTB B pamkax EBpasuniickoro 3KOHOMUYECKOro coto3a oT 23 aekabpsa 2014 roga v KOTOPOE OKasblBaeT
[ONOSTHUTENBHOE BO3AENCTBME HA OpPraHW3M 4YesioBeka Hapsdy C BO3AENCTBMEM MEAMUMHCKUX W3AENui,
nofATBepPXAeHNe 6e30nacHOCTM 1 3PIEKTVBHOCTM TakUX MEOULMHCKUX W3L4enuli BKIYaeT B cebs
noATBeEpPXAEHNE 6e30MacHOCTU 1 IhPEKTUBHOCTY SIEKAPCTBEHHOTO CPEACTBA C YYETOM €r0 NPUMEHEHUS B
cocTaBe MeAULMHCKMX U3LeNUiA.

4. MegMuMHCKMe U3[enunsl, cogepxalyme MmaTteprasibl 6GUMONIOrMUYECKOro NPOUCXOXAEeHUS
23. B cniyyae ecnv MeAvLMHCKME M3Aenvsi coaepxkar 6uonornyeckue Matepuasibl XKUBOTHbIX, TO
ncnonb3yemMble A1 3TUX Lieneit XXMBOTHbIE A0/KHbI NOABEPraTbCs BETEPUHAPHOMY KOHTPO/O (Haa3opy), no
pesynbTataM KOTOPOrO0 OHW [AO/MKHbI 6biThb NPU3HAHbLI 340POBLIMU C YUYETOM Ha3HAYEHWUS UCMOMb3YEMbIX
GUOMIOrMYECKUX MaTepuasioB. 3/0POBbIM KMBOTHOE MPU3HAETCA B C/lyyae OTCYTCTBUA 3ab0seBaHuid,
KOTOpble MOTYT NOB/MATL HA 6E30MaCHOCTb U 3IEKTUBHOCTL MEANLIMHCKOTO U3AENUS.

VHdhopmaLmsa npon3sogutens MeauumnHCKoro n3genns o 6uosiornyecknx Matepuanax, B Tom yncne o
BblIGOPE XMBOTHbIX, UX reorpagmuyeckoM NPOUCXOXAEHNW, B3ATUM NPO6, YyCNOBUSAX 06paboTKn, XpaHeHus 1
obpalleHns ¢ 6uonornyeckumMmn matepmanamMmm, omxKHa XPaHnTbCs B YNO/THOMOYEHHOM OpraHe rocyaapcrsa
- unieHa Coto3a B chepe 34paBoOXpaHeHns (gasiee - ynosIHOMOYEHHbI opraH rocygapcrBa-ysieHa).

O6paboTka, XpaHeHne, TeCTMPOBaHME M obpalleHne ¢ GUOIOTMYECKUMM MaTepuanamm X1UBOTHOMO
NMPOUCXOXAEHMSA OO/MKHbI 06ecneyvBaTb 6e30MacHOCTb MoMb3oBaTeneid M TpeTbuMx Nud. B yacTHoCTw,
6€e30MacHOCTb B OTHOLUEHWW BUPYCOB, APYrMX MHMEKLMOHHBLIX areHTOB M MHbIX BO30yauTenein 6onesHei,
06LMX NS YesoBEKA U XMBOTHbIX, AO/MKHA obecneunBaTbCcs NOCPeACTBOM NMPUMEHEHUS Ba/IMAMPOBaHHbIX
METOA0B YHUUTOXEHMS U/IM MHAKTUBaLMM B XO[e NPOM3BOACTBEHHOIO Npouecca.

24. B cnyyae ecnv MeAuUMHCKUE U3Aenns CofepXaT GMOonorMyeckue Martepuasibl YesloBEYECKOro
MPOUCXOXAEHNSA, TO BbIGOP [OHOPOB, a Takke 06paboTKa, XpaHeHWe, TecTMpOBaHWe U obpalleHue ¢
GUOMOrMYECKUMM  MaTepuanam YesioBeYecKoro MPOUCXOXAEHNS OCYLLIECTBASIOTCA B COOTBETCTBUM C
3aKoHOAaTEeNbCTBOM TOCYAapCTB - 4/ieHoB Colo3a M [o/MKHbI 06ecrnedrBaTh ONTUMasIbHY0 6e30MacHOCTb
nofb3oBareneit n TPeTbUX nL,. B 4acTHOCTU, 6e30MAaCHOCTb B OTHOLLEHWUWN BUPYCOB W APYMMX MHEKLIMOHHbIX
areHToB A0/MKHA 06ecneunBaTbCsl NoCPeACTBOM NPUMEHEHNUS BA/IMAMPOBAHHLIX METOA0B YHUUTOXEHUS UK
MHaKTMBALM B X0/le NPOV3BOACTBEHHOMO NpoLecca.

25. B cnyyae ecnu MeauUMHCKUE W3Aenns cofepxar OGuosiorMyeckne martepuasibl MUKPOGHOO
MPOUCXOXAEHNSA, TO 06paboTKa, XpaHeHne, TECTUPOBaHNE 1 oBpaLleHne ¢ 61UOMOrMYEcKMU MaTepraiaMm
3TOW MpupoAbl AO/MKHbI O6ecrneunBaTh ONTUMasIbHYO 6€30MacHOCTb Mosib3oBaTeneil U TPeTbux nuuy. B
YyacTHOCTM, 6e30MacHOCTb B OTHOLWIEHWM BUPYCOB W APYrUX  WH(EKUMOHHBLIX areHToB  A0/hKHa
obecneunsaTbca NoCPeacTBOM MPUMEHEHUS Ba/IMAMPOBAHHbIX METOO0B YHUUTOXEHUA WU MHAKTMBALUU B
X0Ae NPOV3BOACTBEHHOTO NpoLiecca.

5. MeguuuHckue usgenus, NpuMeHsieMblie B YC/I0BUSIX BO34e/ACTBUA BHELIHMX (DaKTOpPOB

26. MeanuMHCKME U3aenms NPOEKTUPYHOTCA U M3roTaBMMBAOTCS TakuM 06pas3oM, 4TOObl MX cOopka,
HaCTpPOIiKa, KaMbpoBKa, MCMNOb30BaHNE N 06CNYXMBaHME B YC/I0BMAX BO3AENCTBUS BHELUHUX (hakTOpoB
6blNN NpoBeAeHbI 6e30MacHo 1 06ecneynniv oxngaemMmyto aPEKTMBHOCTb MEANLMHCKOIO NPUMEHEHMS.
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27. B cnydae ecnu MeauUMHCKUE W3Oenusi npefHasHayeHbl A7s NPUMEHeHUst B KOMGMHAUuWM C
LPYTUMU MeAULMHCKMU U34enuamn 1 (Mnn) o60pyaoBaHueM, BCsi KOMBGMHALIMS, BK/lOUYAsA COEAUHUTENbHYIO
cucTeMy, Io/MkHa GbiTb 6E30MACHO 1 HE Ao/MKHA YXY/LATh 3asBMeHHble (yHKLMOHAIbHbLIE XapaKTepUCTUKN
MeANLMHCKUX n3aenuii. Nlio6ble N3BECTHbIE OrpaHNYEeHMsI MO NPUMEHEHUIO TaKoli KOMGMHALMK YKa3blBaOTCS
Ha MapkupoBke W (MAM) B WHCTPYKUMM MO NpUMEHeHMo. Tpu NPOEKTUPOBaHWM W U3rOTOB/IEHUN
COEAVHUTENbHLIX CUCTEM [AO/KHbI ObiTb MaKCUMa/IbHO CHWKEHbI BO3MOXHbIE PWCKU HEMNpaBW/IbHOMO
coeaviHeHusl.

He gonyckaeTcsi NpMMeHeHne B cOCTaBe MeAMLMHCKOTO U3aenvs cneumasbHbIX TeXHUYECKUX 1 (1n)
NporpaMMHbIX CPEeACTB, WCKIIOUAWMX WM  OrpaHUMuYMBAIOLMX BO3MOXHOCTb €0 WCMO/b30BaHWSA B
KOMBVHaUMW C ApYrMMU NpeAHa3HauYeHHbIMU /151 3TOr0 MeAULUUHCKUMW M3aenusimmn n (nm) o60pyaoBaHnem.

28. MefuuMHCK1ue n3aenus NPOEKTUPYTCA W U3roTaB/IMBAOTCS TakMM 06pasoM, YToGbl YCTPAHWUTL
WM CHU3NTb [0 NPUEMSIEMOTO YPOBHS:

1) PUCK TpaBMNPOBaHUA NMOSIb30BaTeNA UK TPETbUX NTNL, B CBA3N C (*)I/ISI/ILIECKMMI/I XapakTepunctnkamm
MeaNUNHCKOIo N3aesns;

2) PUCK OoLwmnobKM npn MnCnosib3oBaHNn MeguunHCKNX I/I3,El,9]'|l/||7| N3-3a KOHCTPYKTUBHbIX XapaKTepUCTuk
nnn 4yesioBeyvyeckoro C*)aKTopa;

3) pUCK, CBSI3aHHbI C OGBEKTUBHO MNPEACKasyeMbiM/ BHELUHWMWU BO3OEACTBUAMU WU TaKUMWU
OKPY)XaIOLVMMN  YC/TOBUSIMW, KaK BHELLUHWE 3/1eKTPOMarHWTHble Mofis, 3nekTpocTatnyeckme paspsifbl,
n3nyyeHne, atMocepHoe AaB/eHne 1 ero nepenagpl, BaXHOCTb U TeMNepaTypa Bo3ayxa;

4) pUCK, CBA3aHHbI/i C MCMOMb30BAHWEM MEAVLIMHCKUX W3AeNnuii Npu KOHTakTe C martepuanamu,
XUOKOCTAMW U ra3amu, BO3AENCTBUIO KOTOPbIX MEAMLIMHCKME W3Aenus MNOABepralTcs B HOPMasibHbIX
YCNOBUSX 3KC/yaTauum;

5) PUCK, CBS3aHHbIA C BO3MOXHbIM HeraTMBHbIM BS&I/IMO,ELEVICTBI/IGM Mexay nporpamMmmMHbIM
obecneyeHnem MeaANUNHCKNX MS,D,GHMVI N yCNnoBuAMM, B KOTOPbIX OHO 3KCMN1yaTUPYETCA,

6) p1CK cnyyaiiHoro nonagaHns NOCTOPOHHKX BELLECTB B MeAMLMHCKIE U3aenns;

7) pUCK B3aMMHbIX NMOMEX, CBA3aHHbIX C APYrMMW YCTPOWCTBaMM, 0ObIYHO NPUMEHSIEMbIMU B N1Ie4E6HO-
AnarHocTn4Yeckom npouecce;

8) PpuWCK, BO3HUKAKOLWIMIA NPU HEBO3MOXHOCTM TEXHUYECKOTO O6CAYXMBAHWUS WU  Ka/M6POBKU
MeAULMHCKUX U3Aenunii (Hanpumep, AN UMMIAHTATOB), U3-3a CTAPEHUA MCMOMb3YEMbIX MarepuasioB Uau
noTepy TOYHOCTU U3MEPUTESILHOTO U/IN KOHTPOSILHOTO YCTPOMCTBA.

29. Me,CI'I/IU'I/IHCKI/Ie n3genna npoeKTUpyrTCA 1N U3rotaB/IMBaAOTCA TaknM o6pa30M, 4YTOObI YCTPaHUTb
NN MakCMMas/ibHO CHU3UTb PUCK BOCMN/1aMeHEeHNA U B3pbiBa B HOPMaJ/libHbIX YC/TOBUAX 3KCrtyataunn nnm
B C/iydae e€eOUHNYHOIo OTKasa. Ocoboe BHUMaHue OO/DKHO  yaenAaATbCA MegUUNHCKUM - U30EeNTNAM,
npuMeHAeMbIM C UCNO/Ib30BaHUEM N1ErKOBOCN/TaMeHALWNUXCA UK B3PbIBYATbIX BELECTB.

30. MeauuuHcKue ©3Oenusi NPOEKTUPYIOTCS U M3rOTaB/IMBAlOTCA  TakMM  06pas3oM, 4TOObI
cnocobcTBOBaTbL GE30MacHoO yTuaMsaumMm 0TXo[0B, 06pa3oBaBLUMXCS MOCNE UCMNONb30BaHUS MeAULIMHCKMX
n3genui.

6. MeguuUUHCKUe n3genus, OoTHOCSLMECH K CpeacTBam uamepeHuii
31. MeguumHcKMe W3AeNVsl, BKIHOUEHHble B NepeuyeHb MEAULMHCKUX W3AeniA, OTHOCSILUXCA K
cpeacTeaM U3MEpPEHUiA, B OTHOLLIEHMW KOTOPbIX MPOBOASTCS UCTbITaHWS B LENSX YTBEPXAEHUS TUMa CPeAcTB
M3MEPEHUA, NPOEKTUPYIOTCA U U3rOTaBNMBAOTCA TakMM 06pa3oM, 4ToGbl O6ECMedUnTb [J0CTATOUHYHO
TOYHOCTb, MPELM3NOHHOCTb 1 CTaBWU/TbLHOCTb C YYETOM Ha3HAUYeHUs1 MeAVLMHCKOTO U3aenus.

32. N3mepuTenbHble, KOHTPOJIbHLIE WM UHAMKATOPHbIE LUKa/bl MPOEKTUPYHOTCS B COOTBETCTBUU C
3ProHOMUYECKMMM NPUHLMNAMW C YHETOM Ha3HAYEHWS MEAULIMHCKOTO N3aenus.

YuncnoBble 3HAUYEHWST A0MKHbI GbiTh BblPaXXeHbl B OGLLENPUHSTLIX €4MHULLAX U3MEPEHUs 1 MOHSATHbI
nosib30BaTeNsiM.
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33. Pesynbratbl M3MepeHWil, BbIMOMHEHHbIX C  WCNOMNb30BaHWEM  MEAMLUMHCKOTO  M3genwvs,
OTHOCSILLErOCs K CpeacTBaM M3MEPEHWUI, BblpaXaloTcsd B eAuHMLaX BenuuuH MexayHapofHOW cuctembl
eanHuy (CU) nam Bo BHECUCTEMHbIX eAVHULLAX BENNYNH B COOTBETCTBUM C MEPEYHEM BHECUCTEMHbIX €ANHNL,
BE/INYVH, NMPUMEHSEMbIX MPU pa3paboTke TeXHUYECKUX pernameHToB Coto3a (BKUas UX COOTHOLLEHWS C
MexayHapogHoii cuctemoii eauHuy, (CW)), ytBepxzaembiM EBpasniickoli 3KOHOMUMYECKOW Komuccueld
(manee - Komuccus).

7. 3awmTa oT UsslydyeHus
34. MegnumHCKMe U34eNns NPOEKTMPYIOTCS, M3rOTaBMUBAKTCS WM YNakKOBLIBAKTCA Takum 06pasom,
YTO6bI MMHUMASILHO NOABEPraTh No/b30BaTeNei N TPETbUX NNL, BO3AENCTBUIO N3/TyYEHWS, HE YMEHbLUIas npu
3TOM YCTaHOB/IEHHbIE YPOBHW W3/lyY4eHUs, Heobxoaumble [AN1A  LOCTUXKEHUS  AMArHOCTUYECKUX U
TepaneBTU4eckux Lene.

35. B MeauUMHCKUX U3aenuvsix, npeAHasHaueHHbIX /18 TeHepUMpOoBaHnsl OMacHbIX WK NOTEHUMA/IbHO
OMacHbIX WU3/TyYeHUid, HEOBXOAMMBIX A/ AOCTMXKEHUSI KOHKPETHbIX MEAULMHCKUX Lenel, B caydae ecnu
nosib3a OT UCMOMb30BaHNSA 3TUX U3/yUYEHU BbICOKO MHTEHCMBHOCTM cuuTaeTcsi 60siee 3HauuTesIbHOl no
OTHOLUEHMIO K OMACHOCTW, 3aK/oyalolWeincs B W3/yYeHUW, [O/HKHA NpeaycMaTpuBaTbCs BO3MOXHOCTb
yNpaBieHUst 3TUMU U3/TyYEHNUSIMU CO CTOPOHbI Nosib3oBatenst. Mpu NPoeKTVPOBAHUM 1 U3FOTOB/IEHUN TaKMX
MEeAWUVMHCKUX  W3f4enuii  Jo/mkHa oGecrneyvBaTthCsl  BOCMPOM3BOAMMOCTb — M3MEHSIEMbIX — NapameTpoB
reHepupyeMoro nsslyyeHusi B AONyCTUMbIX Npeaenax.

MeanuyHCcKMe u3genusl, npefHasHauyeHHble [N TeHepMpPoBaHWsS ONacHoro BUAMMOTO U (UK)
HEBMAMMOTO M3/yYyeHusi, OCHaLLAOTCA BU3yasibHbIMU 1 (M/1M) 3BYKOBLIMW CpPeAcTBaMU NpeaynpexaeHust o
HaNIMuMmM (aKTUBHOCTU) TAKOTO U3/TyYeEHNS.

36. MNpy NPOEKTUPOBAHUM U W3FOTOB/IEHUN MEAMLMHCKUX WU3AENWA JO/HKHO MaKCUMaslbHO CHUXEHO
BO3/elicTBNE HenpeaHaMepeHHO reHeprpyeMoro No6GoUHOMo UM PACCesIHHOTO U3/TyUYeHNs.

37. Tpy NpPOEKTUPOBAHWU W W3TOTOB/IEHUM MEAULMHCKUX W3AENUiA, NpefHa3HAYeHHbIX A/s
reHeprpPoBaHVs MOHU3MPYIOLLETO M3/TyYeHnsl, AO/MKHbI 06ecneunBaTbCsl PerysiMpoBaHne KoIMYeCcTBEHHbIX U
reoMeTpuyecknx rokaszaTefieil reHepupyemoro M3flydeHusl ¢ y4eToM HasHauyeHusl, onpenesieHHoro
NpPOV3BOANTENIEM.

MeanuyHCKMe u3aenusl, reHepupylowme MWOHUSMPYIOWEe W3/lyyeHne U npeAHasHauyeHHble Ass
pagMonoruyeckoli  AMarHoCTVKM, NPOEKTUMPYIOTCA W M3IOTaB/MBAKOTCA Takum o6pa3om, 4TOo6bl npu
MUHUMaNIbHOM BO3AENCTBUM M3/TyYeHMst Ha Mosib3oBaTesis o6ecneynBanocb He06XoANMOoe A1 ANarHOCTUKN
KauecTBO 1306paxeHunst n (Unn) NoslyyaemMblx pesyibTaToB UCC/Ied0BaHWIA.

MeanumHckue wmspenua, reHepupylowne WoHM3upylLwee wu3slydeHne W npefHasHauyeHHble A
pa,EI.VIOJ'IOFI/IL-IECKOﬁ Tepanun, NPOEeKTUPYKTCA U U3roTaB/IMBaAOTCA TakKUM o6pa30M, 4yTOObI 0bBecneymBanncCb
KOHTPO/Ib N YynpasjsieHne ,D,O3Ol7| O6I'Iy‘-leHI/IFI, TUNOM, SHEDFMGVI n npu H806XO,CI,I/IMOCTI/I pacnpeneneHnem
3Heprmm HanpaB/1IEHHOIo N3Ny4YeHnA.

8. MeguUUVHCKUE u3genus, BK4Yalowme B cebsi NnporpaMmMmHoe o6ecneyeHne, U aBTOHOMHOe
nporpaMmHoe oGecrne4yeHune, ABNAIOLWEeCA MeAULMHCKUM U3gennem
38. MeguumHckMe u3genvsl, BKIYawowye B cebs nporpamMmHoe obGecrneyeHne, M aBTOHOMHOE
nporpaMMHoe oGecneyeHune, SBASIOLEECS MEAUUMHCKUM W3Ae/MeM, NPOeKTUPYHOTCS U U3roTaBMBaKTCS
Takum 06pa3om, 4To6bl 06ecneunBaTb CTabubHOe, HaZexHoe U ahekTMBHOE (DYHKLMOHMPOBAHNE 3TUX
MeAMLMHCKUX U3AeNniA B COOTBETCTBUM C HA3HAUYEHMEM, ONpeAesieHHbIM NPOU3BOANTENEM.

9. AKTUBHbI€ MeAULMHCKUE N3[EeNUs, CBA3aHHble C UICTOYHUKOM 3HEPrun unm o6opyaoBaHHble
MCTOUYHMKOM 3HEPrumn
39. [na aKTUBHbIX MEeAVLUMHCKUX W3[AeNWiA B Cryyae eAMHWYHON HEeWCNpaBHOCTU MPUHMMAKOTCS
COOTBETCTBYIOLLME MEPbI A/1S1 YCTPAHEHUS] /TN CHUXKEHWS! NOCIEYHOWMUX PUCKOB.

40. AKTVBHble MeAMLMHCKUE U3Oenusi, Npu MCrosib30BaHUM KOTOPbIX G6e30MacHOCTb Nosb3oBartesie
3aBWCUT OT BHYTPEHHErO NCTOYHMKA NUTAHWUS, 0GOPYAYIOTCS CPeACcTBOM OnpefeneHnst COCTOSHUSI UCTOYHMKA
nuTaHus.
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41. AKTUBHble MegULNHCKWE n3genns, Npyu UCnosib30BaHUM KOTOPbIX 6e30nacHOCTb Mnosb3oBaTenei
3aBUCUT OT BHELWHEro WUCTO4YHUKa nNuUTaHudA, AOJ/DKHbI BK/O4YaTb B cebs CuctemMmy curHanunsauumm agns
onoseuieHna o nepe6oe B NMNTaHUW.

42. AKTMBHblE MeAULUMHCKE U34enisl, npeaHasHauYeHHble A1 MOHUTOPKHIA OHOTO U/IN HECKOJbKMX
K/IMHWYECKMX NapamMeTpoB Mosib3oBatesnsi, 060pyayoTCsl COOTBETCTBYIOLMMU CUCTEMAMK CUTHA/TM3ALMN 1S
npeaynpexaeHnst nosnb3oBaTesnisi 0 BO3HUKHOBEHWM CUTyauuu, KOTopas MOXET MPUBECTU K CMepTu Wu
CEepbE3HOMY HapyLLEHMIO COCTOSIHIS €ro 340PO0BbS.

43. AKTUBHble MEAMLMHCKME U3AEenUs NpoeKTUPYHTCS W U3IOTaBMMBAKOTCA TakuM 06pasoM, UTo6bl
MaKCUMasibHO CHM3WTb PUCK CO3[aHWsi 3/1EKTPOMArHUTHbIX Noneli (3NeKTPOMarHUTHLIX MomMex), KoTopble
MOTYT OTPULATENBHO CKas3aTbCs Ha paboTe Apyrux MeauUMHCKUX u3aenuii, 060pyaoBaHns U CpeacTs CBs3u
B COOTBETCTBMU C UX HA3HAYEHMNEM.

44. AKTMBHble MeAMLVMHCKAE W3AEeNuUs NPOEKTUPYIOTCS W M3rOTaB/MMBAOTCA TakMM 06pasoM, 4YTo6bI
o6ecneunt  YpOBEHb  YCTOWMYMBOCTM K  3/IEKTPOMArHWTHbIM  MoMexam  (MOMEXOYCTONUYMBOCTH),
obecneunBaloWMii - UX  (QYHKUMOHMPOBAHWE B  COOTBETCTBUM C  HA3HAYEHWEM, OMpPeAeSieHHbIM
NMPOU3BOLAUTENEM.

45. AKTUBHble MEMLIMHCKME W3AEeNUs NMPOeKTUPYHTCS W U3TOTaBMMBAKOTCA TakMM 06pasoM, UTo6bl
MaKCUMa/lbHO CHU3UTb PUCK C/lyYaiiHOTO MOPAXEHUSI NMOMb30BaTENIs UM TPETLEro sinua 3M1eKTPUYECKUM
TOKOM KaK Mpyu HOPMaJsibHbIX YC/TOBUSIX IKCMTyaTauuy MeinLMHCKOro 13aenusl, Tak 1 B YC/I0BUSIX eAnHNYHO
HeMcnpaBHOCTKX NpY YC/I0BUK, YTO MeAULMHCKOe 13aenne YyCTaHOBNEHO 1 06C/TYXMBAETCS B COOTBETCTBUN C
yKasaHUsiMU Npoun3BoanTens.

10. 3awmTa OT MEXaHUYECKNX N TEPMUYECKUX PUCKOB
46. MeguuuHCKMe U3AeNnusi NMPOEKTUPYHOTCS UM U3rOTaB/IMBAKOTCS TakuM 06pasoM, uTo6bl 3aLMTUTbL
Nosb30BaTeNsi U TPETbUX JfIML, OT PUCKA MEXAHWYECKUX TMOPaVKEHUIA, CBSI3@HHOTO C COMPOTUB/IEHUEM
LBWKEHUIO, HECTABWIBHOCTBI0 U HAJTMUMEM ABUXKYLLMXCS YacTeli B COCTaBe TakuxX MEAULMHCKIX U3AENNA.

47. MeanLMHCKNE n3aenns NpoeKTUPYHOTCA U U3rOTaB/IMBAKOTCSA TakMM 06pasoM, YTOObl MakCUMasibHO
CHM3UTb PWCK, CBSA3aHHbLI C Bubpauuvenr, co3gaBaemMon ITUMU  MEAVMUUHCKAMW  M3OEeNMAMNU, MyTem
NPUMEHEHNA CPeACTB, NO3BOMALMX OFPaHNYUTL BUGPALMIO, ECNN TO/IbKO BUBpaUns He SIBNSIETCS YacTbio
npegHasHaveHnss MeanLMHCKNX N3LENWIA.

48. MepguumMHCKMe n3aenns NPOEKTUPYITCA Y M3roTaB/IMBAIOTCA TakuM 06pa3oMm, YTOObl MakCMMasIbHO
CHU3WTb PUCK, CBfA3aHHbI C CO34aBaeMbiM LUYMOM, MyTeM MNPUMEHEHUs CPEeACTB, WCMOSb3yeMbIX O/
YMEHbLUEHNA Lyma, eC/IN TOSIbKO CO34aBaeMblil LYM HE SIBSIETCA YacTblo NpefHasHaYeHUss MeaULUHCKUX
n3genuii.

49. Knemmbl, pas3bemMbl, coegnHnTenn n agpyrume yCTpOIZCTBa NoAKMKYEHNA MEONLIMHCKNX |/|3,u,en|/||7| K
NCTOYHNKaM 3I'IeKTpVI'-IeCKOI\/‘I, FM,D,paBﬂMHeCKOVI WM NMHEBMAaTU4eckoi 3HEepPrnn npoeKTnpyrTca wu
N3rotTaBMBalOTCA TakKUm o6pa30|v|, YTOObI MaKCMMaslbHO CHU3UTb J10OblE BO3MOXHbIE puckn.

50. MegmumHckne n3genvsa npoekTUpyTCsa U N3roTaB/IMBAOTCS TakuM 06pa3oMm, YTo6bl MakCMasbHO
CHU3WTb PUCK OLIMOGOK, BO3HMKALWMX NPU HEMPaBUbHOM MOAK/IYEHWUN WU NEPEKITYEHNN BO BpPEMS
paboTbl annapaTtypbl UAn geTaneli B coCTaBe Takux MeanMLMHCKUX N3LeNNiA.

51. OTKpbITble 4YacTU MEAULIMHCKUX u3aenuii (3a MCKIUYEHWEeM 4vacTeil, npegHasHayeHHbIX A/1s
nofaun Tenna Wam JOCTMXKEHUS 3afaHHbIX 3HAUYEHWId TeMnepaTyp) He AO0/MKHbl AOCTUraTh MOTEHLUMANbHO
OMacHbIX 3HaYEHUIA TemnepaTyp NPy HOPMasibHbIX YC/TOBUSIX KCMayaTaLum.

11. 3awmTa OT pUCKOB, BO3HMKAIOLWUX AJ1s1 NO/Tb30BaTeNA OT NogaBaemMoii aHeprum Uiv BellecTB
52. MeguuMHcKMe nU3aenusi, NnpefHasHaydeHHble 4718 nofayn Mosib30BaTesnito 3HEPTUM UM BELLECTB,
NPOEKTUPYIOTCA W W3roTaBNMBalOTCS TakuM 06pa3oM, 4YTOObl KO/IMYECTBO MOAABaEMOli 3Hepruv unm
BELUeCTBa MOXHO 6bl/10 yCTaHaBNMBATb U MNOAAEPXUBATb C TOYHOCTbIO, AOCTATOYHOM ANs obecnedyeHus
6e3onacHOCTY Nnosnb3oBaTens.

53. MeAMLMHCKE WM3AENUsi OCHALLAIOTCS CpeAcTBamy NpefoTBpalleHns v (Mn) UHAMKALMU Mo6bIx

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT



06 yTBepxaeHun Obwmx TpeboBaHMii 6e30nacHOCTY 1 3PPEKTVBHOCTM MeANLMHCKMX U3AENNiA, TPeboBaHWA K MX MapKUpOBKe U
3KcnayaTauyoHHON AOKyMEHTaUMN Ha H1X
PeweHue Cosema ESK om 12.02.2016 N 27

CrtpaHuua 10

HECOOTBETCTBWIA B MOCTaB/IEHHOM KO/IMYECTBE JHeprmn mnnn BelwecTtBa, KOTOPOEe MOXET npeactaB/ATb
OnacHOCTb.

54. Ha MeAMLVHCKOM U34enN YeTKO yKasblBaeTcsl MHhopMaums 0 YHKLUMSIX CPEACTB YNpaBieHns 1
WHAVKATOpPOB. EC/M MMEeTCH WMHCTPYKUMS MO MPUMEHEHMW0, WM PYKOBOACTBO MO 3KChjyatauuv, Uam
BU3yaslbHble CpEACTBA WHAMKAUMKM ONEPAaLMOHHBIX WM PETYIMPOBOYHBIX MapamMeTpoB MeAMULMHCKOro
n3genusi, To Takast MHhopMaums Ao/HKHA BbITb MOHSATHON NOMb30BATENHO.

12. 3awmTa OT PUCKOB, BO3HMKAIOLMX B CBA3U C UCNOJIb30OBAHUEM MEAULVHCKUX U3Lennid,
npepHasHauyeHHbIX NPoU3BOAUTENEM AJIA NPUMEHEHUSA NMO/Ib30BaTENAMM, HE UMEIOLMMU
cneuuanibHOro MeaguLMHCKOro oGpa3oBaHus

55. MeguumHcKne nsgenusi, npegHasHauyeHHble Npou3BoanTeNemM Anst NPUMEHEHUs Nosib3oBaTeNnsimu,
He MMerLWUMK creumanbHOro MefuUMHCKOro 06pa3oBaHmnsi, NPOEKTUPYIOTCS U U3roTaB/IMBAIOTCA C YYETOM
HaBbIKOB 1 CPeACTB, [OCTYMHbIX 3TUM JULaM, TakuM o06pa3oM, 4TOObl MeAuUUMHCKUE W3aenusi
(PYHKLUMOHMPOBaIN B COOTBETCTBUW C MX HA3HAYEHUEM B YC/IOBUSIX 06BEKTUBHO OXUAAEMbIX AENCTBUIA co
CTOPOHbI 3TUX NNL,

56. MeguuuHckie w3genvsl, npegHasHayYeHHble A1 NPUMEHEHUs! NOoMb30BaTeNsAM1, He VMEKLWMUMU
CrneunasibHOTO MeAMLUMHCKOTO 06pa3oBaHus, NMPOEKTUPYKTCS U M3roTaB/MBAKOTCA TakuMm 06pasoM, 4YTo6bl
MaKkCMMa/lbHO CHU3WUTb PUCK OWKMGKM B MPOLECCE MPUMEHEHWS MEAVUMHCKMX W3AENuid, a Takke npu
VHTEpnpeTaLnmn pesynsratoB TECTUPOBAHUS.

57. MeguuuHckne usaenwvsl, npefHasHaudeHHble ANa NPUMeHeHUs! NoMb30BaTeNsaAM1, He VMELUMU
CrneunanbHOTO MeAMLIMHCKOTO 06pa3oBaHusi, JO/MKHbI UMETb, €C/IN 3TO OGLEKTUBHO BO3MOXHO, (PYHKLIMIO
NOATBEPXKAEHNS TOTO, YTO MPU MCNOMNb30BaHWM 3TV MeAuUMHCKMEe u3aenust 6yayT yHKUMOHMPOBATL B
COOTBETCTBUM C HA3HAYEHUEM, oNpe/ieNIeHHbIM NMPOM3BOANTENEM.

13. Tpe6oBaHUA K MAPKMPOBKE MEeAULMHCKUX U3genuii
58. MapKk1poBka MeAULMHCKOro U3AeNnsa Ao/KHA COAEPXaTb CeayoLLy0 MHDOpMaLIo:

1) HaumeHoBaHue 1 (MNn) TOProBoe HavMeHoBaHMe MeANLMHCKOro U3aenns;

2) nHdhopmaums, Heobxogmmasi Anst MAeHTUMKaLMM MeaMLUMHCKOro nsaenus, a Takke nHdopmMmaums
0 ero HazHayeHuu (Npu Heo6XoANMOCTHN);

3) cBefeHNs O Mpou3BOAMTENE, BK/IOYAs MOSHOE W COKpaleHHoe (MPW HasIMyMKM) HaMMEHOBaHWS
IOPUANYECKOr0 NMLA, MECTO HaxoXAeHWs (haMunusi, UMs, oTYecTBO (MPU HaNMUMK) U MECTO XXMTENbCTBA
hm3myeckoro nuua, 3aperncTpMpoBaHHONO B KayecTBe WMHAMBUAYA/ILHOTO NpeanpuHUMaTensl), noyToBbli
afipec NpPou3BOAUTENS, CTpaHa NPOUCXOXAEHUS MEAULMHCKOrO u3aenvs. MNouToBbIi aapec Npou3BoauTeNs
MOXET He yKa3bIBaTbCH B MAPKMPOBKE, EC/IN OH COAEPXUTCS B UHCTPYKLMW MO NPUMEHEHWIO, NPUIaraemoii k
MeAVLHCKOMY U3LEe/NI0.

Ha meguumHcKme nsgenvs, NpousBefeHHbIe B rocyAapcTBe, He SBASOWEMCS YneHom Coto3a, MOXeT
HaHOCWTbLCS AONOSHUTENIbHAA MapKMpOBKa, cofepxalias cBefeHusi 06 yno/IHOMOYEHHOM npeacTaBuTene
WHOCTPaAHHOTO MPOU3BOAMUTENS, BK/OYAas MOIHOE W COKpalleHHoe (Npu  HanuumM) HauMeHOBaHMUS
HOPUANYECKOrO NNLAa, MECTO HaxoXaeHus (pamuans, nms, 0T4ecTBO (NPU Ha/IMUYMK) U MECTO XUTENbCTBa
hm3nyeckoro nuua, 3aperncTpupoBaHHOIO B KAvyecTBe WHAMBMAYASIbHOTO NpeanpuHMMaTenisl), NoYTOBbIiA
agpec YNo/IHOMOYEHHOro npeAcTaBuTens npoussogutens. [onosnHutenbHas MapKMpoBKa He [0/KHAa
CKpbIBaTb MapKNpPOBKY, COAEPXalllyto CBEIEHUS O NPOM3BOANTENE MEANLMHCKOIO U3aenus;

4) I/IHdJOpMaLI'I/IFl 0 Ha/indynn B MegUUMHCKOM Usaennmnm nekapCTtBeHHbIX CcpeacTts Uian 610N0rnNYecKnx
mMartepunasioB, a TakKkKe HaHoMaTepuasioB, €C/in TakKne HaHoMarepuasibl He cofepxarcd B CBA3aHHOM
COCTOAHNN, UCK/TKYaKWweM BO3MOXHOCTb UX MnonagaHnA B OpraHM3M Mosib3oBartesid npu ncnosib3oBaHnn
MeanUunHCKOro n3aenna no HasHavyeHuto, onpegesieHHoMy npomn3soanTenem,

5) koZ (HOMep) NapTun NN CEPUNHBIA HOMEP MEANLIMHCKOTO U3LeNns;

6) cpok (C ykasaHueMm roga M mecsua), A0 WUCTEYEHUs KOTOPOro MeAMLMHCKOE W3Aenue MOXET
6e30nacHO UCMNo/b30BaTbCS;
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7) roA, BbiMycka MeANLUMHCKOro U3AENUs, ec/i He yKasaH CpPOK, 0 UCTEUYEHUST KOTOPOro MeAMLIMHCKOe
nsgenne Moxer 6e30MnacHO MCMoMb30BaTbCA. [0f BbiNycka MEeAMUMHCKOrO W3AEeNUst BK/IOYAETCS B HOMeEp
napTUM WK CepuitHbIli HOMEpP NPW YCI0BUK, YTO o[, BbiNycKa SIErKO UAEHTUULMPYETCS B COCTABE TaKoro
HoMepa;

8) uHhopmaumsa 06 0cobbIX YCNOBUAX XpaHeHUA U (M) obpalleHus MeauuuHCKOro nsgenusa (npu
Heobxo4nMOoCTK);

9) uHpopMaLsl 0 CTEPUTLHOCTU MEeANLMHCKOTo U3aenns (ecnvm MeauumMHcKoe usaenne nocTaBaseTcs
B CTEPW/IbHOM BMAE) C YKasaHUeM MeToAa CTepuIn3aumu;

10) npeaynpexaeHve UM Mepbl NPefoCTOPOXHOCTM, KOTOPbIE YKa3blBalOTCA TakM 06pa3oM, UTO6LI
NnpuBMeYL BHUMaHWE MOMb30BaTeNs WM TPETbEero Avua. 3Ta MHgopmauus MOXeT 6biTb cBedeHa K
MVUHUMYMY B Cnly4ae, ecniv 6onee fetasibHas HADOpPMaLs CoAePKMUTCS B MHCTPYKLMM N0 NPYMEHEHMWIO;

11) uHdpopmauus o6 OAHOPA30BOM MCMOML30BAHUM MeAMLUMHCKOTO u3genusi (ecnv meamuyHcKoe
usgenvie npefHasHavaeTcsa 415 04HOPA30BOro NCMO/Mb30BaHNS);

12) VIHCbOpMaLI,I/IFI O BOCCTaHOB/1IEHUN MegNUWNHCKOro mnsgenna C ykasaHuem 4ducriia nponsBeneHHbIX
LMK/TOB BOCCTaAHOBJIEHNA U N06BbIX OFp&HI/I‘-IGHI/IVI no 4ncny UWKIoB BOCCTaHOB/IEHUA (EC]'II/I mMeagnymnHckoe
n3penve ana oaHopa3oBOoro NCNosib3oBaHNA ABNAETCA BOCCTaHOBﬂeHHbIM);

13) wvHdopmaumss 06 U3roTOBMEHUM MEAMUMHCKOTO M3Aenns no  MHAMBUAYa/lbHOMY 3akasy
Nnonb3oBaTesis UCKUMTENBHO A1 NIMYHOTO NMPUMEHEHMS B COOTBETCTBUM C Ha3HAYEHWEM MEAULMHCKOro
cneumanncTta, BblAaHHbIM B MMCbMEHHON hopMme;

14) vHdopmaums o0 nNpeaHasHaYeHUn MeAULMHCKOTO M3AENWs TOMbKO AMs NPOBEAEHNS KIIMHUYECKNX
UCMbITaHWUI B LENSIX PErMcTpaLuuy;

15) MHCbOpMaLI.VIFl 0 npegHasHadYeHun MeanunHCKOro wmsaenna TOJMIbKO A4 BbICTAaBOYHBLIX WA
O0EMOHCTPaLUNOHHbIX ueneﬁ. B atom cny4vae Tpe6OBaHI/IFI Nno MapkKMpoBKe, YKa3aHHbIE B

noanyHkTax 1-14 HacTosALLEro NyHKTa He SABNSAITCA 0683aTebHbIMU;

16) wHdopmaunss 06 WHaKTMBALMN BO3MOXHbIX BUMPYCOB W APYIUX WHOPEKLUMOHHbLIX areHToB B
MegMUMHCKOM n3gennn, HaHocumaa B Buae Hagnucu "aHtutena Kk BUY 1, 2 u Bupycam renatutos C un
HBsAg oTcyTcTBYHOT" (€CAM MEeOUUUHCKOEe U3genve MMEEeT B CBOEM COCTaBe CbIBOPOTKY (M/1a3mMy) KpoBwu
yenoseka Uan 3/1eMEHTbl TKaHU YesloBeka).

59. B cnydyae ecniv MeavLMHCKUE U3Oennust UM UX KOMMOHEHTbI, NpeAHa3HauYeHHble /1S BBEAEHUS B
OpraHn3M 1 BbIBEAEHUS W3 OpraHM3Ma YefioBeka NeKapCTBEHHbIX CPEeACTB, XWAKOCTElM opraHvuaMa Wau
[pyrMx BellecTB /60 A58 TPAHCTOPTUPOBKM U XpaHEHUS TakUX CPeACTB, XWAKOCTE WAM BeLLecTs,
cofepxaT BpeAHble BellecTBa, 06/1afalolve B 3aBUMCUMOCTM OT UX KOHLEHTPaLUMW KaHLEPOTeHHbIMM,
MyTareHHbIMU UM TOKCUYHBLIMU A1S1 PENPOAYKTUBHOW (DyHKLMM CBOWCTBaMK, UNKM cogepxar chranarbl, TO
Takne MeauUMHCKMe W3Aenvsi Noanexar crneuvasibHOW MapKMpoBKe. 3Ta crneuuanbHas MapKupoBKa
HaHOCUTCS Ha MedMUMHCKOe M3Aenne U ero ynakoBKy Nn6o npu Heo6XoAMMOCTV Ha BHELLUHIOW YMaKOBKY,
UCMO/b3yeMYHO /151 XpaHEeHUsI U TPAHCMNOPTMPOBK MEAULIMHCKOIO M3aerusi.

60. MapkmMpoBKa CTEPW/IbHbIX W HECTEePUSIbHbIX MEAMUMHCKUX u3genuii fosxHa obecneumBatb
BO3MOXHOCTb PasrpaHUYeHns UAEHTUYHBIX WM CXOXMX BUAOB MEAMUMHCKUX W3AESINiA, BbINyLLIEHHbIX B
obpalleHne B CTePWIbLHOM U HECTEPU/IbHOM BUAE, U pasnnuaTbCsl TakuM 06pa3oM, YToGbl NOMb30BaTE b
MOT C MOMOLLIbIO MaPKUPOBKM OT/IMUNTL CTEPU/IbLHOE MEAULIMHCKOE U3eNnne 0T HECTEPWU/TLHOTO.

61. MapkuMpoBka A0/kHa OblTb HAHECEHA Ha MeAULMHCKOEe u3genvie. Ecnv 310 HEBO3MOXHO WM
Heuenecoo6pasHo, MapKUMpPoBKa (YACTUYHO W/ MOSHOCTbIO) MOXET 6biTb HAaHECEHa Ha YMakoBKy Asis
KaXXOoW eauHuLbl MeAVUMHCKOTO u3genusi, u (Mnn) Ha rpynroByk YNakoBKy, W (M/IM) HA MHCTPYKUMIO MO
NPUMEHEHNHO.

62. MapkupoBka MOXeT ObiTb AonosiHeHa wHdopMauueidi 0 MeguUWUHCKOM  W3aenun B
MalumHounTaemomMm cpopmare, B TOM 4KUC/le C WCNO/Ib30BAHWEM pPaAMovyacTOTHON MAeHTUUKaUmM wnm
LUTPUX-KOAOB.
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63. MeguumHcKme n3genns, npowealine ycTaHoBMNEHHbIE B pamkax Coro3a npoueaypbl permctpauum
N MOATBEPXAEHUSI COOTBETCTBMA 0OOWWMM TpeboBaHMAM 6e30MacHOCTM U 3O(IEKTUBHOCTU MEAULMHCKMX
n3aenuin, TpeboBaHMSAM K BHEAPEHUD W MOAAEPXAHUI0 CUCTEMbl MEHEMKMEHTA KayecTBa MeAULMHCKUX
u3genvii, nepep BbIMyCKOM B obpalweHve B pamkax Coto3a nogsexar 006s3aTeNbHON MapKMpoBKe
crneynasibHbIM 3HaKOM O6pallleHnss MeauUMHCKOro nsgenns Ha poiHke Coto3a (ganee - cneumasnbHbiii 3HaK
obpalleHus).

MapkunpoBKa cneumasibHbIM 3HaKOM 06paLleHns, HAHOCUMas Ha MEAVLMHCKOE U3aenue, BbINOHSAETCS
N06bIM TEXHOMOTMYECKMM CNOCOB0M, 06eCNEUMBaOLLMM YETKOE U ACHOE €ro N306paxeHne B TeHEHME BCETO
cpoka cnyx6bl (rO4HOCTN) MEANLIMHCKOIO NU3Lenus.

CneumanbHblii 3HaK 06palleHns He HaHOCWUTCS Ha MeAUUMHCKOe u3fenue B cryyae, ec/ivm 370
TEXHOI0rMYECKN HEBO3MOXHO UK ByfeT NPeacTaBsATh YrPo3y XMU3HM 1 3[0POBbIO N0/Ib30BaTe S,

14. TpeGoBaHUA K MH(hopMaLMn, cogepxalyeiicss B MUHCTPYKLUM MO NPUMEHEHUIO MeAULIMHCKOTO
nsgenus

64. WHCTpyKUMs N0 NPUMEHEHUID MOXET ObiTb NpefocTaB/ieHa MOMb30BaTeNNl0 Ha OGyMaXHOM
HocuTene NMb0o B 3/1IEKTPOHHOM BUAE Kak BMECTE C MEAVLMHCKAM N34EeNNEM, Tak N OTAE/bHO OT HEro, B TOM
ynucne nyTem pasMelleHns MHopMauuyM Ha 3KpaHe, SBASHOWEMCS 4acTbi MEAMUMHCKOrO WU3genusi.
BblGpaHHbIii cnocob npegocTaBeHns MHCTPYKLMM N0 NPUMEHEHWIO AO/KEH ObITb NPUrOAEH 1 AOCTYNEH ANS
nonb3oBaresnieil. ECiM MHCTPYKLMS MO NPUMEHEHMIO NPeAoCTaB/IeEHA HA HOCUTENE, OT/IMYHOM OT BYMaKHOrO,
npon3BoANTENb AO/MKEH rapaHTUpoOBaTh, UTO NOTPebUTENb MHDOPMUPOBAH O cnocobax:

1) npocMoTpa MHCTPYKLUMM NO NPUMEHEHNIO;

2) NoNy4YeHns akTyasibHON BEPCUUN MHCTPYKLMMN MO MPUMEHEHWIO;

3) nonyyeHns GyMakHON BEPCUN MHCTPYKLMMW MO MPUMEHEHMIO.

65. VIHCTpyKUMSA NO MPUMEHEHMIO IO/MKHA COAepXaTb CNeyoLLyo UHhopMaLumio:

1) HaumeHoBaHue 1 (MNn) TOProBoe HavMeHoBaHMe MeANLMHCKOro U3aenns;

2) cBefeHns 0 NPoM3BOAMTENE MEAWLIMHCKOTO u3aenus un (Wav) ero ynosiHoMoOYeHHOM NpeacTaBuTene,
BKJ/IlOYas MOMHOE M coKpaleHHoe (Npy HaNn4yMKn) HaMMEHOBaHUSA KPULNYECKOrO NULa, MeCcTO HaxoxaeHUs
(chamnnus, nms, oT4ecTBO (NPU HANIMUNK) U MECTO XUTENbCTBA PU3NYECKOTO NnLa, 3aperncTpupoBaHHOro B
KayecTBe WHAMBUAYasIbHOrO npegnpuHumarens), Mo4vToBbI agpec, Homepa TenedoHa, (akca, agpec
3/1EKTPOHHOI NOYThI (NpY HAIMYMK);

3) HasHayeHMe MefUUMHCKOTO W34ennsa C  ykasaHuem nosb3oBartens (Hanpumep, nauueHT,
MEeAMLUMHCKUIA cneunanuct, nsnmyeckoe uuo, NpUMEeHsIolee MeguuMHCKOe u3fenve No Ha3HauveHuio,
onpegeneHHomy npov3BoguTenem);

4) (yHKLMOHASIbHBIE XapaKTEPUCTUKMA MEANLMHCKOIO U3Lenus;

5) 0606LleHHble pe3ynbTaTbl KAMHUYECKUX WCMbITAHWA, MPOBEAEHHbLIX B LENsSX perucrpaummn
MEeANLMHCKOrO N3AeNuUsi, Un CCbifika Ha UCTOYHKK, TAe Takast MH(hopMaumsa AOCTynHa Ans nonb3oBaress;

6) ocTaTo4Hble PUCKM, MPOTMBOMOKA3AHMSA, OXUAAeMble U NpeackasyeMble No6oYHbIE IDEKTHI,
CBA3aHHbIE C NMPUMEHEHNEM MEAULIMHCKOIO U3Ae/ns Mo HasHaYeHWIo, onpeAeieHHoOMY NPoU3BOANUTENEM;

7) TEXHUYECKNE XapPaKTepPUCTUKHN, HEO6XOAI/IMbIe nonb3oBarenin anda npuMeHeHuna megnunHCKoro
n3nennda no HasHa4eHuto, onpeaneneHHomMy nNpou3BoanNTENIEM;

8) VHchopMauMsi O Ha/JMuuM fIEKAPCTBEHHOTO CPEeACTBa, 6uonornyeckoro marepuana u  (Mnm)
HaHoMaTepuana,;

9) nHdopmaLusa 0 nopsiake YCTaHOBKU M BBOAA B 3Kcnyatauuio (Npy HEo6bXxoAMmoCTK), a Takke o
Heo6X0AMMOCTIN NPeABapUTE/IbHON NOArOTOBKM K MCMOMb30BaHUI0 MEANLMHCKOTO U3AE/US;

10) cneuyuwanbHble TpeboBaHWS B OTHOLLEHUW MOMELLEHWIA, creumasibHOM NOArOTOBKM WM 0COOOA
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KBasIMgoukaLuumn nonb3oBartens u (Mnm) TPETbUX NnL;

11) vHdpopMauus, Heobxoammas A/1s NPOBEPKN NPaBWU/IbHOCTW YCTAHOBKN MEAMLIMHCKOrO M3Aenus u
€ro roToBHOCTU K 6e3onacHoii paboTe No Ha3Ha4YeHWI, OnNpeaesieHHOMY NPOU3BOAUTENIEM, C yKa3aHueMm
cneayoLwmnx cBeaeHuii:

cogepxaHne n nepnognyHoCTb TEXHUYECKOrO O6CI'Iy)KI/IBaHI/IF|, BK/1KOHaA OYUCTKY WU ,El.e3I/IHCpeKLI,I/II'O
MEeANLNHCKOIo n3genunsa;

Hanmnyme pacxogHbiX KOMMOHEHTOB MeAULMHCKOro nsaenna n npoueaypa nx saMmeHbl;

HEeobX0AMMOCTb Ka/IMBPOBKM AN obGecneveHns Hagnexawen n 6esonacHoin paboTbl MeAULMHCKOIO
N3aen1s B TEYEHME CPOKa Ero CNyxobl;

MEeTOAbl CHWMXEHNA pPUCKOB, CBA3AHHbLIX C yCTaHOBKOM, KaJ'II/I6pOBKOI7] nnn O6C!'Iy)KI/IBaHI/IeM
MeaNUNHCKOIo n3aesnns,

12) wuHcpopmauyst 0 crneunasibHbIX YC/IOBUSIX XpaHeHWs W (Uin) 06CNYyKMBaHWUS MEeOULMHCKOTO
nsgenvsi;

13) uHdopMauua o nopsiake AEWCTBUIA B Cllyvae HapyLUEHWS! CTEPUSIbHOM YNakoBKU MeaWLMHCKOro
n3genusi Nepes, ero NCnosib3oBaHueM (EC/N MEAULMHCKOE N3AENNe NOCTaBSETCA CTEPUIIbHBIM);

14) vHchopMaumsi 0 MeTofe CTepunmsauuyM MeauuUMHCKOro usfenust (ecnv MeavuMHcKoe uspenve
NOCTaB/SETCSA HECTEPU/IbHBIM C YKa3aHWEM He0BX0AMMOCTY ero CTepuM3aLmn nepes Ncnosib3oBaHeM);

15) wuHcopMaumsi 0 Hag/nexaleii o6paboTke MeAWLUMHCKOTO W3Aenusl 1S €ro  NOoBTOPHOro
UCMO/b30BaHUS, BK/OYASi OYMCTKY, [AE3VHCIEKLMIO, YNakoBKy M Mpu HEO6XOAMMOCTM METO[ MOBTOPHOI
cTepuamsaLmn (ecnv MeAULMHCKOe U3aenne npeaHa3HaueHo A/ MHOTOpasoBOoro MCMO/b30BaHWS), a Takke
KpUTEPUN HEMPUTOAHOCTY UCMOMb30BaHUA MEAVLMHCKOTO U3LENNS;

16) uHdopmauus, Heobxoaumasa AN MAEHTUUKAUMN MEAVLMHCKUX W3Ae/niA C Lenbilo NosyyeHus
6e30MacHon KOMOUHaLMN 1 UHopMaunss 06 U3BECTHBLIX OrPaHNYEHUSX MO COBMECTHOMY WUCMO/Ib30BaHUI0
MEAULIMHCKNX M34enuii (4N MEeQULMHCKUX W3AenuniA, npefHasHayvyeHHbIX A1 UCMOMb30BaHWsA BMeECTe ¢
APYTUMU MeANLMHCKUMMN U3AennsaMmn n (Unun) ¢ n3aenmsaMm o06LEero HasHaveHns);

17) nHchopmaumsa o npupoae, Tune, a Takke (Npy He0H6Xo0ANMOCTN) UHTEHCUBHOCTU 1 pacnpeaeneHnm
n3sly4aemMoii MeauLMHCKUM U3hennemM paguaumm n cnocobax 3alluTbl NOMb3oBaTeNen AN TPETbUX AN, OT
HenpeAHaMepPEeHHOro M3/Tly4eHMs B NPOLECCE MCMOoJb30BaHUA MeAULMHCKOrO nsgenns (ecnu MeguumMHCKoe
n3genue co3gaeT onacHbIi UM NOTEHLMANIbHO ONACHbIA YPOBEHb pagnaumn B MeAULMHCKNX LEeNsX);

18) wuHdopmauuss  ans nonb3oBatenieli  (MpeaynpexaeHvs,  Mepbl  NPefoCTOPOXHOCTY,
npeanpvHUMaemMble B criyyae Heo6XO0AVMMOCTV Mepbl 1 OrpaHUYEHUs NMPU MCMOMb30BaHUM MeAMLMHCKOTo
nspenusi), BKIUas:

npeaynpexaeHne, Mepbl MPeAoCTOPOXHOCTY W (UIM)  Mepbl, NpeanprHUMaemMble B cydae
HEencnpaBHOCTN MEAULMHCKOTO U3Ae/Isi N OTKNIOHEHWIA B ero (hYHKLUMOHMPOBAaHNM, KOTOPbIE MOTYT BUSITL
Ha 6e30MacHOCTb MeANLMHCKOro N3aenus;

npeaynpexaeHue, Mepbl NPefoCTOPOXHOCTM W (M)  Mepbl, NpPeanpuHUMaemMble B Clydae
BO3MEACTBUA HA (PYHKUMOHMUPOBAHWE MEAULIMHCKOTO W3AEeNNs BHELUHWX (DaKTOpPOB, CBSI3aHHbLIX C
NPUMEHEHNEM MEAMLIMHCKOTO W3AENUst B KOMBWHALMW C APYTMMU MEAMLMHCKUMK un3aenvsamu v (Mnm)
060py0BaHNEM, WM TakUX (PAKTOPOB, KaK BHELLUHWE 3/eKTPOMarHUTHbIe MoMsA, 3MeKTpocTaTudeckme
paspsiapl, M3nyyeHne, aTMocqepHoe JaBNeHVe U ero nepenagpl, BIaXHOCTb U TeMnepaTtypa Bo3ayxa;

npegynpexaeHve, Mepbl NPefoCTOPOXHOCTU U (WM) Mepbl, NpeanpuHUMaemble B Crlyyae
npeAcKalyeMoro prycka 3/1eKTpOMarHMTHbIX MOMEX, CO34aBaeMbIX MEANLMHCKAM U3AeNNeM Npy NPOBEAEHUN
N OLEHKe pe3y/bTaToB Creunruyecknx AMarHoCTUYECKNX NCCiefoBaHuWin, TepaneBTMYECKOro SIeUeHns unm
npu ero Ucnonb3oBaHMK (HaNpUMep, 3NeKTPOMarHMTHOE N3/TyYeHne MeguLMHCKOro U3AeNns, oKasbiaroLlee
B/MsIHWE Ha Apyroe o6opyaoBaHue);

cBefeHNss 00 OrpaHMyYeHnsX WAN HECOBMECTUMOCTU C MEeAMLMHCKUM Un3aennem OTAEeNbHbIX
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NeKapCTBEHHbIX CPeAcTB MMM GUOMOTMYECKNX MaTepuanoB (EciM MeauuMHCKOe u3fenve npefHasHavyeHo
[Ns1 BBEAEHWUSI NIEKAPCTBEHHbIX CPEACTB WU GMONOrMYECKUX MaTEPUAIOBY);

npegynpexaeHne, Mepbl npegocTtopoXHOCTN “n (I/I!'II/I) OorpaHn4yeHus, cedA3aHHbIE C J1IeKapCTBEHHbLIMU
BewecTsaMmn nan 6ronornyecknmm MarepunasiaMmin, KOTopblie BXOAAT B COCTaB MeAUNLIMHCKOIo Usaenuna;

npeaynpexaeHve, CBA3aHHOE C BXOAAWMMU B COCTAB MEAULMHCKOIO M3AENVs KaHLEPOTeHHbIMY,
MyTareHHbIMU UM TOKCUYHLIMU MaTeprasiamMmy, BO3MOXHOE BblAe/IEHNE U BbIMbIBAHNE KOTOPbIX NPUBOAUT
K CEHCUBWUNN3ALMK, aS1/TIEPTUYECKON peakLun Ny OTpULLATENBHO B/IUSIET HA PENPOAYKTUBHYH (OYHKLIMIO;

npegynpexgeHve WM  Mepbl  NPeAoCTOPOXHOCTA, NpeAnpuHMMaeMble  Monb3oBaTesiem  npwu
yTUAN3aumMM MeAULMHCKOTO N3[enus, NPUHaA/IEXXHOCTEN N pacxoAHbIX MaTepuasioB, UCNOMb3YEMbIX BMECTe
C HUM (NP HaNM4MK), BKKOYas creayoLlime CBegeHNns:

I/IH(*)eKLI'I/IOHHaﬂ nnn MI/le06HaFI OnacHOCTb MeANUMNHCKOro nsaenns;
3Konorn4yeckad onacHoOCTb MeguLUMHCKOIo n3aenma,
CbVI3I/I‘-IeCKaFI OonacCcHOCTb MeANLUMHCKOro nsaenuna,

19) nHdpopmanms 06 06CToSATENBCTBAX, MPU KOTOPLIX NOMb30BATE b A0/MKEH NMPOKOHCY/ILTUPOBATLCS C
MEeANLMHCKUM crieuypuanncToM (415 MeAULUHCKUX USAENWIA, NPefHa3HAUYEeHHbIX 415 UCNOb30BaHMs NULamu,
HEe UMELLMN MeQULNHCKOTO 06pa3oBaHusl);

20) faHHble O BbIMyCcKe Wv nocnegHem nepecmoTpe MHCTPYKLMK MO NPUMEHEHNIO;

21) uvHopMauua o0 Heob6XoAMMOCTM HanpaB/eHus COOOLLeHWs NPOU3BOAMTENII WU €ero
YNOHOMOYEHHOMY  MPeACTaBUTENi0 O  HeXenaresibHbIX  COObITUAX, KOTOpble  MMEKT  NpU3HaKK
HebnaronpuATHOro cobbITUSA (MHUMAEHTA).

66. |/|HCprKLI.I/IF| no NpMMEHEeHNK O0/DKHa ObITb COCTaB/IEHA C NCNO/b30BaHNEM TEPMNHOB, NOHATHbIX
nosib3oBaresiv, 1 npu HeO6XO,qMMOCTM conpoBoXaarbCA PUCYyHKaMn 1 Anarpammamu.

VIHCTPYKUMA MO MPUMEHEHMIO MOXET COAEPXaTb OTAes/IbHble CBeAEeHWs ANs NPOECCUOHaA/TbHBIX U
HenpodeccnoHaslbHbIX No/b30BaTeNEN.

67. WVHCTPYKUMS MO MPUMEHEHWI0 MOXET ObiTb NpeAcTaB/eHa B COKPALEHHOM BUAE WM Ha
MapK1poBKe (AN MeAVLIMHCKAX W3Aenuii KNaccoB MNOTEHLMasIbHOro pucka npuMeHeHus 1 v 2a), ecnu
MeAMLUVHCKOe Wn3fenne MOXeT 6biTb WCMO/b30BaHO Ge30MacHo U Mo HasHa4YeHwio, onpeaeneHHoMy
npou3BoanTeNnem, 6e3 MHCTPYKLMM N0 NMPUMEHEHWIO.

68. OAHOro 3K3eMMN/IApa UHCTPYKLMU N0 MPUMEHEHNIO MOXET 6bITb AOCTATOUYHO, C/IN NOCTaBAAETCS
HECKO/IbKO MeAULMHCKIX U3AeNnii ogHOMY Mo/b30BaTesIto No ogHoMy agpecy. Mo Tpe6GoBaHuio NoTpe6uTens
NPOU3BOANTESb AO/HKEH NPEAOCTABUTbL AOMNO/IHUTEbHbBIE 3K3EMM/IAPbI MHCTPYKLMM MO NPUMEHEHMIO.

IV. OGuue Tpe6oBaHMA 6e3onacHOCTU N 3(PheKTUBHOCTU, MPUMEHAEMbIE K MEAULIMHCKUM U3aennam
ANA AMarHocTUKM in vitro

1. Xumunueckue, pusnyeckue n 61Mosiormyeckme cBoictBa MegULUMHCKUX U3Lenunii onsa guarHoCTUKu
in vitro
69. MpK NPOEKTUPOBAHMN N M3TOTOBIEHUN MEAULMHCKNX U3OEeNuii ANst ANarHoCTMKK in vitro ocoboe
BHMMaHWE [O/DKHO YAENATbCA BO3MOXHOMY  YXYAOLWEHU aHa/IMTU4Yecko  3ddhekTMBHOCTM  M3-3a
HEeCOBMEeCTUMOCTHY NPUMEHSIeMbIX MaTepuasioB, NPo6 1 (U1) aHaINTOB.

70. MNpv NPOEKTMPOBaHNM, N3rOTOB/IEHMUN N YNAKOBKE MeANLMHCKUX U34ennii Ans AnarHoCTUKK in vitro
[OMKEH OblTb MaKCMMasIbHO CHXKEH PUCK, CO3aBaeMblii 3arpsA3HSOLLMMUN BELLECTBAMM 1 UX OCTaTKamu A4sis
nonb3oBaresieil U finLl, Y4acTBYHOLWMX B TPAHCMOPTUPOBKE, XPaHEHMU, 06CAYXMBAHUM U MCMNONb30BAHUN
MEAMLMHCKUX u3aenuii Anst AMarHOCTUKM in vitro (C Y4eTOM Ha3Ha4YeHus MeAMLUMHCKOro u3genus ans
ONarHOCTUKK in Vitro, a Takxke ANUTENIbHOCTU N YacTOTbl BO3AENCTBUS 3TUX BELLECTB HA OpraHn3m 4YenioBeka).

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT



06 yTBepxaeHun Obwmx TpeboBaHMii 6e30nacHOCTY 1 3PPEKTVBHOCTM MeANLMHCKMX U3AENNiA, TPeboBaHWA K MX MapKUpOBKe U
3KcnayaTauyoHHON AOKyMEHTaUMN Ha H1X
PeweHue Cosema ESK om 12.02.2016 N 27

CrtpaHuua 15

71. MNpy NPOEKTMPOBAHUN N U3rOTOB/IEHUN MeAMLUMHCKMX U3Aenuii ANa AWarHoCTUKK in Vitro AO0/KHBbI
ObITb CHUXXEHbI PUCKN:

1) cBsizaHHble C OMacHbIMW U (UM) BPeAHbLIMK BELECTBaMU, KOTOPbIE MOFYT BbIMbIBATLCS W/
BbITEKaTb W3 MeAMLMHCKOTO W3Aenua [A1s AWArHOCTMKM in vitro (C y4eToM WX CEHCUBWUIN3UPYIOLLETO
[elCTBUS, KaHLEPOTEHHOCTW, MyTareHHOCTW WK OTPULLATENBHOMO B/IUSIHUSI HA PENPOAYKTUBHYO (OYHKLNIO);

2) cBA3aHHbIE C HEMpeAHaMepeHHbIM NonagaHNeM B MEAMLMHCKOE u3genve 4as AMarHOCTMKNM in vitro
NMOCTOPOHHMX BewecTB (C y4eTOM Ha3HauyeHusi, ONpPeAesieHHOr0 MNpoM3BOAUTENEM, W Mpeanonaraembix
YCNOBWiI NPUMEHEHNS MEANLMHCKOIO N34enns A8 ANarHoCTuKK in vitro).

2. NHpeKLMOHHOE N MUKPOGHOE 3arpA3HeHne MeAULMHCKUX U3[enuii gna guarHocTuKM in vitro
72. Mpy NPOEKTUPOBAHMU N W3FOTOBMEHUN MEAVNLUMHCKUX W3AENWIA AN8 AUArHOCTMKM in Vitro puck
MHMUMPOBaHMA Nosib3oBaTesieil U TPETbUX UL, AO/MKEH ObiTb YCTPAHEH UMW CHMXEH A0 A0MyCTMMOro
YPOBHSI.

KOHCTpYKUUS MeaMLUMHCKOTO U3Aenna Ansl AMarHocTUKM in vitro go/mkHa o6ecneumBaTtbh MPOCTOTY B
o6palleHn 1 06CNTYXUBAHUM U NPU HEOGXOAMMOCTM MakCUMasibHO CHU3UTb PUCK MUKPOBHbLIX yTeuyek U3
MEAULIMHCKOIO U3denvs [AO7s AWArHoCTUKM in vitro u (Mnn) MUKPOGHOrO BO3AECTBUS B Mpolecce
UCMO/Mb30BaHMsA, a Takke npefoTBpalwaTtb MUKPo6HOe 3arpsisHeHVWe MeAMUMHCKOro uspenvst  anst
[ANAarHoCTVKM in vitro nny npo6bl NoNb30BaTENEM U TPETLUM JIULIOM.

73. Mpn NPOEKTNPOBAHWM, N3TOTOB/IEHNN U YTAKOBKE MELNLMHCKUX U3AENNIA 418 AUarHOCTVKM in vitro,
MMEKLWUNX cneynanbHblii MUKPOBMOIOrMYECKNIA CTaTyC B COOTBETCTBMM C MAapKMPOBKOW, AO/MKHO ObiTb
rapaHTMpoBaHO, YTO MWKPOOGMONOTNYECKMiA cTaTyc ocTaeTrcad 6e3 U3MEeHeHW npu cOo6MAeHUN YCNOBWiA
TPaHCMNOPTUPOBKN N XpaHEHMS, ONpeaesieHHbIX NPou3BoAMTENEM, A0 TeX NOp, NOKa 3aluTHas ynakoBka He
OyA€eT HapyLleHa Un BCKpbITA.

74. CTepwibHble MeAWULMHCKUE U3Aenns AN AMarHOCTWKW in vitro Nnbo meavuuHckne nsgenusa ons
OnarHocTvk in  vitro, wuMewowme crneunanbHbli  MUKPOBMOMOTMYECKUiA  cTaTyc, W3roTaBAMBaloTCA,
obpabatbiBalOTC U MpY HEOBXOAUMOCTU CTEPUIN3YIOTCS C MPUMEHEHWEM Ba/lMAMPOBAHHLIX METOL0B,
060pyaoBaHMs, NPOLLECCOB.

75. MegnumHcKne u3genus ans AuarHoCTUKK in vitro, Tpebylouwmne cTepunmnsaumm, AOMKHbl ObITb
N3roTOB/IEHbI B KOHTPO/IMPYEMbIX NPON3BOLACTBEHHbIX YC/IOBUSIX.

76. YNakoBKa HECTEPU/TbHBLIX MEeAVLMHCKMX U3AEennii Ana AMarHocTuKM in vitro Ao/mxHa o6ecnednBatb
UX LieIOCTHOCTb 1 YUCTOTY U B C/lydyae, ec/in MEAULMHCKOE M3aenne A58 ANarHOCTUKM in Vitro JO/MKHO 6bIiTh
CTEPUNN30BaHO Nepes UCMOo/b30BaHNEM, MAaKCUMasIbHO CHU3WUTb PUCK MUKPOGHOTO 3arpsi3HEHNs], Npu 3TOM
ynakoBKa [0/XHa ObITb COBMECTMOi C METOIOM CTEPUM3ALIM, YKa3aHHbIM NPOU3BOANTENEM.

3. MeguuUUVHCKue usgenusa gnsa AUarHocTuKY in vitro, cogepxaline matepuasibl 6U0OrMYEcKoro
NPOUCXOXAEHNSA
77. B cnyyvae ecnu MeguuMHCKME M3fgenus pns AMarHocTuky in vitro cogepxar Guonornyeckmne
mMaTtepuasibl XUBOTHbIX, TO 06paboTKa, XpaHeHWe, TECTMPOBaHME OGMOIOTMYECKMX MaTepUasioB XMBOTHOIO
NPONCXOXAEHUS, a TaKkkKe obpalleHne C HAMW OO/MKHbI OCYLLECTBASATLCSA TakuM 06pa3om, UTOObI 06ecneunTb
6e30MacHOCTb No/b3oBaTenei u TPETbUX ML,

Be3onacHOCTb B OTHOLLUEHUW BUPYCOB, APYrMX WHIEKUMOHHBLIX areHToB W WHbIX BO36yauTenel
6ofe3Hell, 06WMX A7 Ye/loBEKA W XMBOTHbIX, A0/HKHA 06ecneumBaTbCs MOCPEACTBOM MPUMEHEHMS
Ba/INANPOBAHHbIX METOAO0B YHUUTOXEHUS WM WHaKTMBaUMW B XOA4e NpOu3BOACTBEHHOIO MpoLecca.
Yka3zaHHble BaNMAMPOBaHHbIE METOAbl HE MPUMEHSIIOTCA B OTHOLIEHUW MEAWULUMHCKUX W3genuin ans
OMarHoCTUKM in  vitro, eciM akTMBHOCTb BUPYCOB M ApPYrux WHQEKUMOHHBLIX areHToB o6ycrioBneHa
Ha3HaYeHVeM MegULMHCKNX U34ENUiA AN ANArHOCTMKM iN Vitro Uan NpoLEeCC YHUUTOXEHUS WM UHAKTUBaLUA
MOXET CHU3UTb 3DEKTUBHOCTL MEANLIMHCKOIO U3Aenns ANs AUarHocTuky in vitro.

78. B cnyyae ecnu meauuUMHCKME u3gennst ANst AMATHOCTMKW in vitro cogepxar 6uonornyeckue
MaTepuasibl YesI0BEYECKOro MPOUCXOXAEeHUs, TO 06paboTka, XpaHeHue, TecTMpoBaHWe 1 ob6palleHne ¢
6MON0rMYECKUMIN MaTepmanammn YesloBe4YeCKoro NPonCXoXaeHns 4O/MKHbI OCYLLIECTBAATLCA TakuM 06pas3om,
yTOObLI 06ECNEeUNTb 6€30MacHOCTb Nosib3oBaTenel U TPETbUX NnL,.
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Be3onacHOCTb B OTHOLLUEHUW BUPYCOB M APYrMX MHGEKUMOHHBLIX areHTOB A0/MKHa obecneymBaTtbCs
nocpeacTsOM MNPUMEHEHNS Ba/IMAMPOBAHHLIX METOA0B YHUUTOXEHMS WM MHaKTMBauumM B Xode
NPoOn3BOACTBEHHOIO Mpouecca. YKasaHHble Ba/IMAMPOBaHHbIE METOAbl HE MNPUMEHSIOTCS B OTHOLUEHWUN
MEeOUUMHCKUX W3AeNnii ANs AMarHOCTMKW in Vitro, ec/iM aKTMBHOCTb BMPYCOB M APYrMX WHMEKUMOHHbIX
areHToB 006yc/ioBfieHa Ha3Ha4YeHMEM MEeAUUMHCKUX W3enuii Ans AUarHocTUKM in vitro uam npouecc
YHUUTOXEHNS UM MHAKTMBALMN MOXET CHU3UTb 3DPEKTUBHOCTE MEANLIMHCKNX N3A4ENNIA 418 ONArHOCTUKK in
vitro.

79. B cnyyae ecnu meguuMHCKME uM3genus pns AMarHocTuky in vitro cogepxar Guonornyeckmne
MaTepuasibl MUKPOOHOTO MNPOUCXOXAEHMS, TO 06pabOoTKa, XpaHeHue, TecTUpOoBaHWe U obpalleHne cC
6GMONOrNYEecKMMM  MaTepuanamm 3TOM NpUpoAbl  AO/MKHbI  OCYLECTBAATLCA TakMM 006pas3oMm, 4TOObI
obecneunTb 6€30NaCHOCTb NONb30BaTENEN N TPETbUX L.

Be3onacHOCTb B OTHOLLUEHUW BUPYCOB M APYrnX MHGEKUMOHHBLIX areHTOB A0/MKHa obecneymBaTtbes
nocpeacTsOM MNPUMEHEHNS Ba/IMAMPOBAHHLIX METOA0B YHUUTOXEHMS WM MHaKTMBauum B Xode
NPoOn3BOACTBEHHOIO MpoLlecca. YKasaHHble Ba/IMAMPOBaHHbIE METoAbl HE MNPUMEHSAIOTCH B OTHOLUEHWUN
MEeOMUMHCKUX W34eNnii ANs AWarHOCTMKW in Vitro, ec/iM akTMBHOCTb BMPYCOB M APYrUX WHKEKUMOHHbIX
areHToB 00yc/ioBfieHa Ha3Ha4YeHUMEM MEAUUMHCKUX W3enuii Ans AUarHoCcTUKM in vitro uiam npouecc
YHUUTOXEHNS NN UHAKTUBALMN MOXET CHU3NTb 3D(PEKTVBHOCTb MEAMLMHCKOIO M34enmsa Anst GUarHoCTuKu
in vitro.

4. MeguUMHCKMe usgenus gNna AUarHocTyKM in vitro, npyuMeHsieMble B YC/IOBUSAAX BO3[ENCTBUSA
BHELIHNX (haKkTOpPOB
80. MeguunHckne usgenusa Ans OMarHOCTUKM in Vitro MPOEeKTUPYKOTCA WM U3roTaBAMBAKTCA TakuM
o6pasoM, 4TOObl WX COOpKa, HacTpolika, Ka/MbpoBKa, WUCMOMb30BaHWE U O6GCAY)XUBaAHWE B YC/1OBUSX
BO3ECTBUS BHELLHMX (DAKTOPOB ObI/IM NPOBEAEHbI 6E30NACHO.

81. B cniyuae ecnv MeauuMHCKUE U3gennusa Anst AUarHOCTMKY in vitro npeAHasHayYeHbl A1si IpUMeHeHUs
B KOMGUHALMM C APYTMMU MEAVNLVHCKAMU U3gennsmu n (unm) o6opyaoBaHMeM, BCS KOMBUMHALMS, BKOYas
COEAVHNTENbHYIO  CUCTEMY, [A0/KHA OblTb  6e30nacHoii M He [o/bkHa  yXydwaTtb — 3asiB/IEHHble
(hYHKUMOHa/IbHbIE XapaKTEPUCTUKN MeOVUUHCKUX U3OeNvii Ansi AUarHoCTVKM in vitro. Jliobble M3BECTHbIE
OrpaHnNyeHuns Mo NPUMEHEHUIO Takoli KOMBUHALMM YKa3bIBAOTCA HA MapKUPOBKE W (U1M) B UHCTPYKLMU NO
npUMeHeHKt0. Mpy NPOEKTNPOBAHUM U N3rOTOBMEHUN COEAVHUTENbHBIX CUCTEM A0MKHbI BbITh MaKCUMasIbHO
CHWDKEHbI BO3MOXHbIE PUCKM HENPAaBU/IbHOTO COEANHEHNSI.

He ponyckaeTca MnpuUMEHeHMe B CcOCTaBe MeAMLMHCKOTO U3Aenus A48 [AWMArHoCTUKM in  Vitro
crneumasnbHbIX TEXHUYECKUX W (UNIKM) MpPOrpaMMHbIX CPeAcTB, WCKIHUaloWmMX WM  OrpaHnymMBatoLmx
BO3MOXHOCTb €r0 UCMO/b30BaHusA B KOMOUHaUUN ¢ ApYruMy npegHasHavyeHHbIMU 4715 3TOr0 MeAULUHCKUMU
nsgenuamu un (nnm) obopygoBaHNEM.

82. MeguuyHckne w3genus Aas AMArHOCTUKM in Vitro NPOEKTUPYIOTCA M W3TrOTaB/VMBAKOTCH TaKUM
06pa3om, YTo6bl YCTPAHUTL WK CHU3UTb A0 NPUEMJIEMOTO YPOBHS:

1) pucK TpaBMUPOBAHWS NOMbL30BATENIS UK TPETBUX ML, B CBSI3N C (IM3NYECKMI XapaKTepUcTUKaMm
MeAWLMHCKOrO U3aenusi 4ns AUarHocTrKK in Vitro;

2) puck OWwnbKM MpWM WCMNOAb30BAHUN MEAWMLUMHCKOro M3genns Ans AWarHocTukM in vitro un3-3a
KOHCTPYKTUBHbIX XapakTepUCTUK W YE/T0BEYECKOro dakTopa,;

3) puWCK, CBSI3aHHbIA C O6LEKTUBHO MpPeACKa3yeMbIMV BHELUHUMU BO3AEHCTBUSAMU WU TaKUMU
OKPYXXAIOLWMMU  YC/IOBUAMM, KaK BHELUHME 3/IEeKTPOMArHUTHbIE MO/, 3/1eKTpocTaTMYeckne paspsabl,
U3nyyeHve, aTMocepHoe AaBneHne v ero nepenagpl, BaXHOCTb 1 TEMNepaTypa Bo3ayxa;

4) pyCK, CBA3aHHbI C UCNOSIb30BAHUEM MEAULIMHCKMX U3Aenuii Ans AUarHoCTUKK in Vitro Npy KOHTakTe
C mMatepvanamu, XUOKOCTAMU U razaMu, BO3AECTBUIO KOTOPbIX MeAUUUHCKME U3Oenns Ansl AMarHoCTUKA in
Vvitro nogpepraroTcsl B HOPMaUlbHbIX YC/I0BUSIX 3KCMTyaTauum;

5) pucCK, CBSi3aHHbIA C BO3MOXHbIM HEraTMBHbIM B3aUMOAENCTBMEM MeXAy NPOrpamMMHbIM
obecrneyeHnemM MeAVUMHCKOrO Mn3fenust ANna  AMarHocTMKM in vitro M yC/NoBUSIMM, B KOTOPbIX OHO
3KCnyaTupyercs;
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6) pUCK CrlyyainHoOro nonagaHus NOCTOPOHHUX BELWECTB B MeAULMHCKME U3aennst ans ANarHoCTUKK in
vitro;

7) pycK HenpasBubHOW naeHTUdMKaLUm Npob B pamkKax AMarHoCTUKM in Vitro;

8) PUCK B3aMMHbIX NMOMEX, CBA3aHHbIX C APYyTrMMun yCTpOI7ICTB&MI/I, 06bI4HO npuMeHAaemMbiMnN B neyebHo-
OnarHoCTnyeCcKom npouecce.

83. MeavuyHcKMe u3genust s AWarHoCTUKKU in Vitro NPOEKTUPYIOTCS M M3roTaB/IMBAOTCS TakKUM
06pas3oM, YTo6bl YCTPaHUTb WU MaKCMMasIbHO CHM3UTb PUCK BOCMIAMEHEHWs UK B3pbiBa B HOPMasibHbIX
YCNOBUSIX 3KCMyaTtauuy Wan B c/yyae eauHu4YHoro otkaza. Ocoboe BHMMaHWEe [A0/HKHO YAensTbes
MEAUUMHCKUM  u3genusiM  ANns  AWarHocTMKM  in vitro,  NpYMeHsieMbIM  C  UCMOJ/Ib30BaHNEM
NErkoBOCNIaMEHSIOLLMXCS UTN B3PbIBYATLIX BELLECTB.

84. MeguuyHckne w3aenust Ans AMArHOCTUKM in Vitro NPOEKTUPYIOTCS M M3TrOTaB/MBAOTCH TaKUM
o6pas3oMm, 4TOGbl Ccnoco6cTBOBaTb — Ge3onacHol  yTunmusaumu  0TX04oB, 06pasoBaBLUMXCA — Noc/e
UCMOMb30BaHNS MEAVLMHCKIX U3AENUiA AN1S AUArHOCTUKM in vitro.

5. ®yHKUNOHa/IbHbIE XapaKTePUCTUKU MeAULMHCKUX u3genuii ans guarHocTukm in vitro
85. MeguupHckne usgenus Ans OMarHOCTUKM in Vitro MPOeKTUPYHTCA WM U3roTaBMBAKTCA TakuM
o6pasom, 4TO6bl MX OYHKUMOHA/IbHbIE XapaKTepUCTUKN 6a3nMpoBa/IMCb HAa COOTBETCTBYHOLLEN HayuHOW U
TEXHMYECKOW OCHOBe. MeauumHCKue usgenust ons guarHoCTUKM in vitro AO/mKHbl OYHKUMOHMPOBATb Ha
NPOTSHKEHUM BCErO CPOKAa 3KCM/yaTauuy B COOTBETCTBMM C HA3HAYEHNEM, ONpeAeneHHbIM NPON3BOAMTENEM,
B YacTu:

1) XapakTepucCTMK aHasIMTMYeckoin 3hheKTUBHOCTU: TOUHOCTb (MPaBW/ILHOCTL U MPELW3VOHHOCTD),
cucTeMaTMyeckasl MOrpellHoCTb, aHa/UTUYeckass 4YyBCTBUTESIbHOCTb, aHanMTUYeckas ChneuugIMuHOCTb,
npegen  oGHapyXeHust  (AeTekuuu), aHa/IMTUYECKWIA AManasoH, JIMHEAHOCTb, TOYKA  OTCEYeHus,
MOBTOPSIEMOCTb, BOCMPOM3BOAVMOCTL, BK/IHOYAsi YC/IOBUSI €€ OMNpefefeHns, OnpefesieHne BO3MOXHbIX
VHTEP(EPEHTOB 3HAOTEHHO 1 3K30T€HHOW NPUPOABI 1 NEPEKPECTHYHD PEAKTUBHOCTD;

6) XapakTepuCTUK  K/IMHMYECKOW  3oPEKTMBHOCTW:  AMArHoOCTMYecKkass  YyBCTBUTE/IbHOCTb,
AnarHoctnyeckasi crneumuuHocTb, npeAckasatesibHasi LEeHHOCTb MOMOXUTE/IbHOTO U OTPULATENbHOTo
pe3ynsbTatoB, OTHOLUEHVWE NpPaBAonofo6usl, OXMAAeMble 3HAUeHUss B HOPMasibHOW WAWM  BblAENeHHO
nonynsiLnu.

86. B cnyuyae ecnu ahpeKTUBHOCTb MeAWLMHCKUX W3A4enuii gns AWarHoCTUMKW in Vitro 3aBucuT OT
KaimbpaTopoB U (MAKN) KOHTPOSIbHLIX MaTepuasioB, METPOOrMYeckass NPOC/EXMBAEMOCTb WX 3HAYEeHWiA
JomkHa obecneumBaTbcs pedpepeHTHbIMU MeTogamu 1 (MNKn) UMetoLMMucs peddepeHTHbIMM MaTepuaniamm
60/1ee BbICOKOTro nopsaaka.

87. Uucnoeble 3HaAYeHUs Pe3y/nbTATOB MWCCMeAoBaHNs 06pasLoB 6GMOSIOTMYECKUX MaTepuasioB
yesioBeKa, Mo/yyYeHHble B pamMKaxX AMArHOCTUKW in Vitro, A0/KHbI 6biTb BblpaXXeHbl B O6LUENPUHATLIX U
CTaHAAPTU3MPOBAaHHbIX eAVHNLLAX.

6. 3awmTa oT U3nyyeHus
88. MeguumHckne wsgenus AN OUArHOCTUKM N Vitro  NPOEeKTUPYIOTCH, U3roTaBnvMBalTCcA U
yNakoBbIBAOTCA Takum 06pa3oM, 4YTOObl MUWHUMa/IbHO MoABepraTb MOSb30BaTeNen n TPETbUX /Nl
BO3AENCTBUIO NOTEHLMA/IbHO ONACHOI0 U3/Ty4YeHMS.

89. MeguuuHCKMe u3genus Ans AMArHOCTUKM in vitro, npefHa3Ha4yeHHble A/ TeHepUpPOBaHUS
NOTEHUMA/ILHO OMAacHOro W3/ly4YeHUsi, MPOEKTUPYIOTCA W U3rOTAB/IMBAKOTCA TakuM 06pa3oM, 4ToGbl
rapaHTMpoBaTh KOHTPO/b U (U/IM) PErysIMpOBKY XapaKTeEPUCTVK WU KOIMUYECTBA UCMYCKAEMOr0O U3/yYeHus], 1
OCHALLLAKOTCA BU3yasibHbIMU 1 (M) 3BYKOBBLIMU CPEACTBAMU MPEAYNPEXAEHUS O Ha/Muuu (aKTMBHOCTM)
TaKoro U3syyeHus.

7. MeguuuHCcKue nsgenusa anasa gUarHocTuKM in vitro, Bkoyarowme B ce6s nporpaMmMHoe
oGecneueHne, ¥ aBTOHOMHOE NMPOrpamMMHoOe oGecneuyeHne, ABNAOLWEECA MeAULMHCKUM U3genuem
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ANA AMarHOCTUKM in vitro
90. MeguuvHckMe w3genus An8  AWarHocTuMky in vitro, BkoYawwme B cebs nporpaMMmHoe
obecneyeHne, 1 aBTOHOMHOE MpOrpaMMHOE obecneveHue, ABMAOLIEECH MEAVMUMHCKUM WU3fenvem Ans
OMarHoCcTVKM in  Vitro, MPOEKTMPYIOTCA W  W3rOTaB/IMBAKOTCS TakMM 06pa3omMm, 4ToObl 0b6ecneuymBaTb
cTabunbHoe, HagexHoe 1 3hheKTUBHOE PYHKLIMOHUPOBAHME 3TUX MEANLIMHCKUX U3AENNiA B COOTBETCTBUN C
Ha3HayeHeM, onpegeneHHbIM NPOU3BOANTENEM.

8. AKTUBHbI€ MeOULMHCK1E N3[EeNUA A/ AUarHoCTUKM in vitro, CBA3aHHbIE C UICTOYHUKOM SHEpPrumn
W 06OpyAO0BaHHbIE UICTOUHMKOM 3HEPTUU
91. AKTMBHble MeAWUMHCKME W3aenust A1 AWarHoCTUKM in Vitro, Npu WCNOMb30BaHWM KOTOPbIX
6e30MacHOCTb Mofib3oBateneli 3aBUCUT OT BHYTPEHHEro WCTOYHMKA MUTaHUsi, 060PYAYHTCS CpPefCcTBOM
OnpeaeneHunst COCTOSIHWUSA UCTOYHMKA MUTaHKSI.

92. AKTUBHbIE MeguunHCKmne mnsaenmna ona anarHoCTukn in vitro NPOEKTUPYHTCA N U3rotaB/iNBakOTCA
TakKnm o6pa30M, yTObbI MaKCUMaJ1bHO CHU3NTb pucKk  co3gaHuA ANEKTPOMArHUTHbIX nonei
(SI'IEKTpOMaFHI/ITHbIX nomex), KOTOpblE MOTyT OTpuUUaTes/ibHO CKa3aTbCA Ha pa60Te apyrnx meguunHCKnX
|/|3,El,ef||/||7|, O60py,U,OBaHI/IFI n cpeacTe CBA3M B COOTBETCTBUM C NX HA3HAYEHUNEM.

93. AKTUBHblE MEMLMHCKUE W3Aenust 41 ANarHOCTUKM in Vitro NPOEKTUPYTCA U M3roTaBnBarTCS
TakuMm 06pa3oM, 4TO6bl 06ecneunTb YPOBEHb YCTOMYMBOCTM K  3/IEKTPOMArHUTHbIM  MOMEXam
(noMexoycToRuMBOCTM), O6GECneUMBAIOWLMIA UX (DYHKLMOHWPOBaHNE B COOTBETCTBMM C Ha3Ha4YeHWEM,
onpegeneHHbIM NPoN3BoANTENEM.

94. AKTVBHble MeAMLMHCKUE M3aenust 4718 AMarHOCTUKM in Vitro NPOEeKTUPYTCS U U3roTaBNnBaKOTCS
TakuM 06pa3oM, YTOObl MaKCMMaslbHO CHU3UTb PUCK C/lyYaiiHOrO MOPaXEHWUs! NONb30BaTeNA UM TPETLETO
LA NIEKTPUYECKUM TOKOM KaK Npu HOPMaUlbHbIX YCNOBUAX 3KCMayaTaLum MeAULIMHCKOro U3aenus, Tak U B
YC/OBUSIX €AMHUYHOM HEeWCnpaBHOCTM MNPV YC/I0BUW, UTO MEAULIMHCKOE W3[e/Me YCTAHOB/IEHO U
06C/Ny)XMBAETCS B COOTBETCTBUM C YKa3aHUSIMU NPOU3BOANTENS.

9. 3awmTa OT MEXaHUUYECKNX U TEPMUUYECKNX PUCKOB
95. MeavuyHCKMe M3aenust s AWarHoCTUKKU in Vitro MPOEKTUPYITCS U M3roTaB/IMBAOTCS TaKUM
06pa3oM, YToGbl 3ALMTUTL NOSb30BATENS U TPETLUX JIULL OT PUCKA MEXAHUYECKMX MOPadKEHWIA, CBSI3aHHOTO C
COMPOTUB/IEHNEM [BWXEHWUIO, HECTaGU/IbHOCTbIO W HaMuMem ABWXKYLUMXCS 4acTeli B cOCTaBe Takux
MEANLIMHCKUX N3AeNNiA.

96. B cnyyae ecn B COCTaBe MEAULMHCKOTO WM3AENUs in Vitro MMelTcsi ABMXKYLLMECS uacTw,
npeaycMaTpuBaloTCs CPeACTBa 3aluUThl M0/Ib30BaTeNs OT PUCKa, CBA3AHHOTO C BO3MOXHbLIM pa3pyLleHnem
[IBXKYLLIMXCA YacTei Un ¢ UX OTPbLIBOM.

97. Me,EI'I/ILI,I/IHCKI/Ie m3genna gna AnarHOCTUKKU in vitro NPOEKTUPYKTCA N MU3roTaB/INBaKOTCA TaknM
o6pa30M, ytobbl MakCUMaslbHO CHU3WUTb PUCK, CBSI3aHHbIN C B|/|6pau,l/|e|7|, co3p,aBaeM0|7| ATUMN
MeQNUNHCKUMU MN30eNNAMK, nyTeM MNpuMeHeHua Cpeacts, MO3BO/IANWNX OrpaHNYnUTb B|/|6pau,|/uo, ec/m
TOTbKO Bm6pau,vm He ABMAETCA 4aCTbio nNpeaHasHa4YeHna Taknx meguunHCKmnx |/|3,qen1/||7|.

98. MeguupHckne usgenusa ONns OMarHOCTUKKM in Vitro MPOEeKTUPYIOTCA M U3roTaBMBAKTCA TakuM
06pa3oM, YTOObl MakCUMaslbHO CHU3WTb PUCKM, CBSI3aHHble C CO34aBaeMbIM LUYMOM, NyTeM MPUMEHEHMS
(Mpn HEOBXOAMMOCTI) CPEACTB, MCMOMb3YEMbIX O/151 YMEHbLUEHUS LLIyMa.

99. KnemMMbl, pa3beMbl, COEAUHUTENN U ApYyT1e YCTPOCTBA NOAKUEHNUSI MEAULMHCKUX N3AENNiA Ans
[ONArHOCTUKM in Vitro K WCTOYHMKAM 3MEKTPUYECKON, TMAPaBMYECKON WU MHEBMATUYECKON 3Heprum
MPOEKTVPYIOTCS U U3rOTAB/IMBAOTCS TakuM 06pasoM, UYTOGbl MakCUMaslbHO CHU3WTb /to6ble BO3MOXHbIE
pViCKW.

100. MeguuMHCKue w3genust Ans AUarHOCTUKM in Vitro MpPOeKTUPYHTCS UM M3roTaB/MBAOTCA TakuM
06pa3oM, YTO6bl MAKCUMa/TbHO CHU3UTbL PUCK OLLIMGOK, BO3HUKAIOLLIMX MPU HEMPABWUbHOM MOAKMOUEHNUN UK
nepekxstYeHnn Bo Bpemsi paboTbl annapaTtypbl WK feTasieil B COCTaBe TakMX MeAMLMHCKUX N34esuii.

101. OTKpbITble YaCTU MEAMLMHCKUX M3OeNnii ANs AUarHoCTWKK in vitro (3a UCK/YEHMEeM vacTen,
npeAHasHa4YeHHbIX A8 nojayn Tenna WM AOCTMKEHMS 3afaHHbIX 3HAYeHWin TemnepaTtyp) He A0/KHbl
JOCTUraTb NOTEHLMA/IbHO ONACHbIX 3HAYEHUIA TeMNepaTyp NPy HOPMasTbHbIX YCOBUAX 3KCMTyaTaLum.
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10. 3awmTa OT PUCKOB, CO3JaBaeMbIX MeAULUHCKUMU U3JeNUAMU /151 AUArHOCTUKM in vitro,
npegHa3HauYeHHbIMU 411 CaMOTEeCTMPOBaHUSA NOJIb30BaTe/IeM WU TECTUPOBaHUS B6/1U3U
nonb3oBartens

102. MeguuyHCKUe M3genua Ans AUarHOCTMKK in vitro, npefHa3HauyeHHble A7is caMOoTeCcTUPOBaHUA
nosib3oBaTesieM WM TECTMPOBaHUS BGM3M MOMb30BATENS, MPOEKTUPYIOTCH WM M3rOTaBMMBAOTCA TaKUM
06pa3om, YToGbI OHM (PYHKLMOHMPOBA/IN B COOTBETCTBUM C HA3HAYEHUEM, ONPeAe/IeHHbIM NPOV3BOANTENEM,
C YY4ETOM HaBbIKOB M0JIb30BATESIS U YC/I0BUIA 3KCNyaTalmum MEAULIMHCKOTO U3AENus.

103. MeanumHckMe n3genus ons AMarHoCTUKM in vitro, npeaHasHavyeHHble ANs caMOTeCcTUPOBaHUs
nosib3oBaTesieM WAn TecTUpoBaHWUA BOAM3M MNOMbL30BATENS, MPOEKTUPYIOTCA W U3TOTaBNUBAKTCS Takum
06pasom, 4YTOObl MakCUMa/sIbHO CHU3WUTb PUCK OWWOKM NOMb3oBaTesid, He WMELWEro cneunanbHOro
MeOMLMHCKOro 06pa3oBaHuns, Npy NPUMEHEHUN TaknxX MeSULMHCKUX U3Lennid, a Takke npu otéope npob unm
MHTepnpeTauun pesynsratoB TECTUPOBAHUA.

104. MeguuyHckue v3genua ans AWarHOCTMKM in vitro, npefHa3HauyeHHble A71s caMoTeCcTUPOBaHUA
nosib3oBaTenieM WM Afs TeCTUPOoBaHUA B6AM3W MOMb30BaTeNs, AO/MKHbI UMETb, €C/M 3TO O6BLEKTMBHO
BO3MOXHO, (DYHKUMIO MOATBEPXAEHUS TOTO, UTO MpPY WCMOSIb30BaHUM 3TU MeAWUMHCKUE w3genus 6yayTt
(hyHKLMOHMPOBATL B COOTBETCTBUM C HA3HAYEHUEM, ONPeAe/IEHHbIM NPOU3BOANTEEM.

11. flononHuTeNbHble TPEGOBaHUA K MAPKUPOBKE MELULMHCKUX U3aenuii Ans ANarHocTukM in vitro
105. B OTHOLUEHUN MEAUUMHCKUX W3aenuii Ans AMarHocTUKM in  vitro NPUMEHSIIOTCS MOMUMO
TpeboBaHWii K MapKNPOBKE, YKa3aHHbIX B

nogpasgene 13 pasgena lll HacToswmx O6wWux TpeboBaHWil, Takke AONONHUTENbHbIE TPe6GoBaHWs,
npegycmarpuvBatoLLme, YTO MapkMpoBKa MeANLMHCKUX U3LeNNiA ANna AUarHOCTUKK in vitro Ao/mKHA coaepxaTb
cneayoLLyo MHopmauuio:

1) nHdhopmaLmsi 0 NpeAHasHauYeHUN MeAULIMHCKOTO M3A4enust Ast AUarHoCTUKK in Vitro;

2) cBegeHusA 0 macce (HeTTo) cogepxumoro (B eguHmuax Beca nam 06bLemMa), KONM4ecTse eaquHunL, Um
no60oi KoMbMHaLMM Nnokasaresnel, KOTopble TOYHO OTPAXKAKT CoAepXaHne yNnakoBKM (Mpy HaM4mn);

3) cBefeHnNs 06 OCHOBHbIX VMHIpeAneHTax, CoOAePXalLMxcsa B yNakoBKe MeAULMHCKOro nsgenus gns
ONarHoCTUKK in Vitro;

4) 3HaK npeaynpexneHns o6 OnacHOCTW, eC/M MeAMLMHCKOe u3denue Ans AMarHocTukM in vitro
COZEPXNT ONacHble BELLECTBA;

5) uHhopmaums o cneumasibHOM MUKPOOMOMOrMYECKOM cTaTyce Uan YNCToTe MeULUHCKOro n3aenms
ONA AMarHoCTUKK in vitro (Npy HE0BX04UMOCTW);

6) uvHjopmauua o0 npefHasHauYeHUM MeAMLMHCKOro Wu3fenus Ans  AuarHoCcTWMKM in vitro gns
CaMOTeCTMPOBaHNS NO/Ib30BaTENEM WM 419 TECTUPOBaHWA BON3M NOMIb30BaTeNs (NPY HAM4YmK).

12. TpeGoBaHUA K MH(popMaLMU, coaepxaLyeiica B MUHCTPYKLUM MO NPUMEHEHUI0 MeAULIMHCKOTo
usgenua gna guarHocTukm in vitro
106. NHCTPYKUMA NO MNPUMEHEHMIO MEOUUUHCKOTO Mu3genus Ans AMarHOCTUKM in vitro gomkHa
cofiepXatb cneayLyo nHhopmauuio:

1) HaumeHoBaHve 1 (UK1) TOPrOBOE HAUMEHOBAHVE MEAVLMHCKOTO U3AENVs AN1S AUArHOCTVKM in Vitro;

2) cBefeHuss O nNpousBoAuTene MEeAWLUHCKOTO W3Lenus ONsS AUAarHoCcTuKM in vitro m (unm) ero
YMNOSIHOMOYEHHOM MpeAcTaBuTene, BKIKOYas MNOMHOE W COKpaleHHoe (Npy HaaMuuu) HauMeHOBaHWSA
IOPUANYECKOro NNua, MECTO HaxoxaeHusa (pamMuivsa, UMs, 0TYeCTBO (NPU Ha/IMYUKM) U MEeCcTO XUTe/bCTBa
hv3nueckoro nuua, 3aperncTpupoBaHHOIO B KavyecTBe WHAMBUAYASIbHOTO NpeanpuHUMatens), noyToBbIiA
azpec, HoMmepa TenedoHa, dpakca, agpec 31eKTPOHHOM NoYTbI (NPU HaNYMK);

3) HasHauYeHne MeaULHCKOTo M3Aenuna ANs AUarHoCTUKM in Vitro, B TOM yucne:
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06 yTBepxaeHun Obwmx TpeboBaHMii 6e30nacHOCTY 1 3PPEKTVBHOCTM MeANLMHCKMX U3AENNiA, TPeboBaHWA K MX MapKUpOBKe U
3KcnayaTauyoHHON AOKyMEHTaUMN Ha H1X
PeweHue Cosema ESK om 12.02.2016 N 27

CrtpaHuua 20

(hyHKLMOHANbHOE HAa3HAYEHNE;
onvcaHue Toro, YTo onpeaensieTcs u (Um) umepsieTcs;

crneumdryeckoe paccTpoiicTBO, COCTOSIHUE UM (PaKTOP puUcka A1 0GHaPYXEHWs, ONpeaeneHunst um
AndbdpepeHUMpoBaHMsl KOTOPOro npeAHasHaueHo MeAuLMHCKOe u3fdenve A8 AUarHoCTMKM in vitro (npu
Heo6X0AMMOCTK);

npegHasHayeHne MeOULMHCKOrO u3denus aas  AMarHocTMKM in vitro  Ans  KauyecTBEeHHBbIX,
MOJYKOSIMYECTBEHHbIX UM KOJIMYECTBEHHbIX OnpeaeneHuii;

TN aHaIM3NPYeEMOro obpasua;

4) wuHcopMauuss O npegHasHauYeHUM MEAMUMHCKOrO W3Aenus Ans AMArHocTUKM in vitro ans
K/TMHUYECKOli NaGopaTopHOW ANArHOCTKK;

5) HazHauyeHne MeAMLIMHCKOrO u3fdenvs [ns AWArHoCTUKM in vitro ¢ ykasaHuMeM Tofb30BaTesis
(Hanpumep, NaUUeHT, MEANLIMHCKUIA CNeLnanncT, gousndeckoe nLo, NpUMeHsioLLee MeAULIMHCKOe u3aenme
Mo Ha3Ha4YeHwWio, onpeaeneHHOMY NPON3BOANTENEM);

6) NpuHUMN TecTa;
7) onucaHue peareHToB, KaIMOPaTOPOB U KOHTPOSIbHLIX MATEPUASIOB;

8) nepeyeHb MaTepuasioB U CrneunasnibHbIX MaTepuanos, KOTopble TPebykTca Ans MNpoBeAeHus
TecTupoBaHus (aHanu3a), HO He cofepXarcs B KOMMJEKTe MNOCTaBKM MEAUUUHCKOro wusgenus ans
ANarHoCTUKK in Vitro;

9) ANst MEeAMUMHCKMX W3AENWIA ANs AUArHOCTUKM in vitro, npefHasHauYeHHbIX A/19 UCMO/b30BaHNSA B
KOMOUHALUW C APYTUMU MEAULMHCKUMN U3LENVSIMU, BK/OYAs MEeAMUMHCKME WU3AENNUS A8 AMArHOCTUKK in
vitro, - uHchopmMaums A8 MAeHTUVKAUUM MEAMLMHCKUX W3AeNWid C Lefbilo nosyyeHus 6esonacHol
KOMBUHauum un (Mnn) uHdopmauusi 06 U3BECTHbIX OrpaHnYeHusix Mo COBMECTHOMY WCMO/b30BaHMIO
MEAVLIMHCKNX U3AENNIA;

10) cBegeHns 0 cneuunasbHbIX YCOBUAX XpaHeHUs (Hanpumep, TemnepaTtypa U BNaXHOCTb BO34yXa,
ocBelleHne n ap.) n (unm) obpalleHns nonb3oBartesnien ¢ MeanUMHCKUM U3AENNEM in Vitro;

11) cBefeHUs 0 XapakTepucTukax CTabunbHOCTM MeAULUMHCKOro usgenvs Anasi AMarHoCTUKM in vitro
(Hanpumep, yC0BUSI XpaHeHWs1, CPOK FOAHOCTM NOC/e NeEPBOro BCKPLITUS MEPBUYHOIO KOHTEMHEPA), a Takke
YCIOBUAX XpaHEHUS U cTabuibHOCTU paboyunx pacTBopoB (Mpy HEoBXoANMOCTN);

12) nHpopMauya 0 CTepU/IbHOM COCTOSIHAM, METoAe CTepuaM3aLum 1 o nopsiake AeicTBuii B ciyyae
HapyLeHs CTepWIbHON YNakoBKuN (eCi MeAULUHCKOE m3genve AN AMarHOCTMKM in vitro noctaensercs B
CTepu/ibHOM BUAE);

13) wHopmaumss  Ans  nonb3oBaTeneit  (NpeaynpexaeHnsi,  Mepbl  NPeaoCTOPOXHOCTMH,
npeanpuHUMaeMble B cllyyae HeobxoAMMOCTU Mepbl M OFpPaHWYeHUst Npy MCMoMb30BaHUN MEAULMHCKOrO
n3gennst Ans AunarHocTukM in vitro), BkNoYas:

npeaynpexaeHne, Mmepbl NpeaocTOPOXHOCTU 1 (MNK) Mepbl, NpeanpuHUMaeMble B ciydae c6os Unu
OTK/IOHEHWIT B (DYHKLIMOHMPOBAHUM MEAULIMHCKOIO M3Aenunst Ans AMarHoCTUKK in vitro, onpeaensiemMbiX no
BHELLUHUM MNpU3HaKaM;

npeaynpexaeHve, Mepbl NPefOCTOPOXHOCTA U (MNK) Mepbl, NPEANPUHMMAEMbIE B OTHOLLEHWM TaKMX
NpeackasyemblX BHELIHUX (PAKTOPOB, Kak BHELUHWE 3/IEKTPOMArHUTHbIE MOJIS, 3/IeKTpoCTaThYecKue
paspsgbl, U3nyyYeHne, aTMocepHOe AaB/eHVEe U ero nepenagsbl, BNaXHOCTb 1 TEMNePaTypa BO34yXa;

npegynpexaeHve, Mepbl NPeaoCcTOPOXHOCTU 1 (WaM) Mepbl, NpeanpuHUMaemble B Criyyae
npeAcKasyeMoro pycka 3/1eKTPOMarHNTHbIX MOMEX, CO34aBaeMbIX MEAULMHCKUM U3AENNEM A1 ANarHOCTUKN
in vitro Ansa apyrnx MeguuuHCKnX nsaenuii, 06opyaoBaHns U cpeacTB CBA3M;

NC «Texakcneprt: 6 nokoneHue» VIHTpaHeT



06 yTBepxaeHun Obwmx TpeboBaHMii 6e30nacHOCTY 1 3PPEKTVBHOCTM MeANLMHCKMX U3AENNiA, TPeboBaHWA K MX MapKUpOBKe U
3KcnayaTauyoHHON AOKyMEHTaUMN Ha H1X
PeweHue Cosema ESK om 12.02.2016 N 27

CrtpaHuua 21

npeaynpexaeHve, CBsi3aHHOe C BXOAALWMMU B COCTaB MELMLMHCKOTO M3aenvst Ans AUarHOCTMKK in
vitro maTepuanamu, KoTopble SIBASOTCA KaHLEePOreHHbIMW, MyTareHHbIMW UM TOKCUYHBIMW 60 NpUBOAAT K
CEeHCUBUIM3aLMK, ansiepruyeckoii peakuuy Uamn oTpuLaTeNbHO BAMSIIOT HA PeNpPOAYKTUBHYIO (OYHKLWIO;

npegynpexaeHve, Mepbl MpefoCcTOPOXHOCTU U (UNKn) Mepbl, NpeanpuHUMaemMble B OTHOLLEHWUK
noTeHuMasibHO MHAPEKLMOHHOIO MaTepuana, cogepXxallerocs B MegUUUHCKOM U3aenun 18 AUarHOCTUKK in
Vitro;

14) wvHdopmaLma O npefHasHauyeHUM MeOUUMHCKOro u3genusa [ AWarHocTukM in vitro gns
0[HOPA30BOro NCMOMb30BaHUS;

15) nHchopMaums 0 Hagnexalleii 0bpaboTke MeANLMHCKOro U3genus Anst AuarHoCTUKK in vitro ans
€ro NMoBTOPHOIO MCMO/b30BaHKWSA, BKIYAs OUUCTKY, AE3NHIEKLMIO, YNTAKOBKY 1 MpU HEOBX0AMMOCTM METOS
MOBTOPHOW CTepununzaumm (ecnu MeguuMHCKoe u3genve Aas AMarHoCTUKM in vitro npegHasHavyeHo A1
MHOropa3oBOro UCMOoIb30BaHNS);

16) cneynasbHble TpebOBaHUS B OTHOLUEHMU MOMeELLeHWi, cneuvasnibHOM NOAroTOBKM WM 0CO60l
KBanunmkaumm nosb3osarens u (Unu) TpeTbux auw, (Mpu HeobxoaMMOoCTH);

17) wHpopmaums o6 ycnoBusAx, HeobxoouMbIX A1 cbopa, 06paboTKM U MOArOTOBKM 06pasLoB,
JaHHble N0 CTabubHOCTU aHa/M3MpyeMbiX 06pasLoB, B TOM YUCNe YC/I0BUA U ASIMTENbHOCTb XpPaHeHus,
YC/I0BMSA TPAHCMNOPTUPOBKM, OTPaHUYEHNSA MO LKNam 3amMopo3ky (pa3mopakmBaHus);

18) nogpobHas MHGOpMauUMs O TMNOATOTOBKE K WCMOSIb30BaHNIO MEAMUMHCKOrO u3genus ans
ONarHoCTUKK in Vitro;

19) uHdopmMauus, HeobxoaMMas ANns MNPOBEPKM MPaBU/IbLHOCTU YCTAHOBKM MeAMUMHCKOro U3fenvs
ANnA AWarHOCTWKM in Vitro M ero roTOBHOCTM K 6Ge3onacHoi paboTe MO Ha3HaYeHWio, onpeaesieHHOMY
NPoV3BOAUTENEM, C YKa3aHWEM CrefyoLmnx CBegeHnii:

cogepxaHmne n nepnognyHoCTb TEXHUYECKOrO O6CI'Iy)KI/IBaHI/IF|, BK/1KOHaA OYUCTKY WU ,El.e3I/IHCpeKLI,I/II'O
MEeANLNHCKOIo n3gennsa;

Heo6XxoAMMOCTb KannMbpoBKM AN obecneveHns Hagexaiwen n 6esonacHoii paboTbl MEAMLMHCKOTO
n3genns ans ANarHoCTUKK in vitro B TeUEHMEe CpoKa ero Cnyxobi;

METOAbl CHWKEHUS PUCKOB, CBSA3aHHbIX C YCTAaHOBKOW, Ka/MGpPOBKOW WM  06CNYXUBAHNEM
MEeANLMHCKOTO N3aenus ANs AMarHoCcTyKK in vitro;

20) pekomMeHZaLuM B OTHOLLEHUM NPOLIeAypP KOHTPO/IA KayecTsa Npu Heo6XoauMOoCTH;
21) uHchopmaLys 0 NPOCAEXMBAEMOCTN 3HAUEHUN, 3afaHHbIX A5 KaSIMGPATOPOB UM KOHTPO/bHBIX
MaTepuasioB, KoTopasi 0GecrneunBaeTcs MOCPEACTBOM JAOCTYMHbIX pPediepeHTHbIX METoAUK (METOLOB)

n3mMepeHnsa n (nun) aTasIoHoB.;

22) npouenypa TECTMPOBAHWS, BK/OYAsi pacyeTbl ¥ UHTEpPrpeTaumy pesysibTaToB TeCTMPOBaHus, U
npy HEOGXOAMMOCTM MHChOPMALLMS O Lie/Ieco06pa3HOCTY NPOBELEHUS NOATBEPXAAIOLLMX TECTOB;

23) XapaKkTepuUCTUKM  aHa/IMTUYEeCKOl 3(PGEKTUBHOCTM:  UYYBCTBUTENIbHOCTb, CMELMUMUYHOCTb,
NpPaBWIbHOCTb, MOBTOPSIEMOCTb, BOCMPOM3BOAMMOCTb, Mpeaen OoGHapyXeHus (geTekumu) 1 AuanasoH
N3MepPEHUs], BK/IOYas MHAOPMaLMI0 O BAUSAHUM M3BECTHbIX MHTEPEPEHTOB, 06 OrpaHUYeHnsX Metoda U
MCMNO/Ib30BaHMWN AOCTYMNHbIX peddePEHTHbLIX MaTep1anioB 1 METOAOB aHaM3a (Mo NPUMEHUMOCTK);

24) XapaKTepuCTUKN K/IMHWYECKOW 3(dEeKTMBHOCTU: AMarHOCTMYeckas YyBCTBUTE/IbHOCTb U
AnarHoctuyeckas cneunguyHocTb (Npy HE0BX04MMOCTN);

25) 6uonormyeckunin pedepeHTHbIN MHTepPBasl NPU HEOH6XOAMMOCTH;

26) WHdopmauusa 06 MHTEPdIEPUPYIOLLIMX BELLECTBAX WM OrpaHMYeHusiX, CBSI3aHHbIX C MPOO6OIA,
KOTOpbIE€ MOTYT MOB/MUSATL HA Pe3y/bTaT nccegoBaHuns;

27) npegynpexaeHve n (Wnu) cneuuasibHble Mepbl NPeAoCTOPOXHOCTM B OTHOLLEHUM Ge30MacHoi
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yTUAN3auMmnm MeguuUHCKOro n3genus Anast AMarHoCTUKN in Vitro 1 npuHaanexHocTeln (Npyu Hannvmm), Kotopble
npu Heo6xoAMMOCTY AO/MKHbI OXBaTbIBaTb CrieaytoLime hakTopbl:

I/IH(*)eKLI.I/IOHHbIe nnn MI/IKpO6HbIe PUCKK, B TOM 4YUC/IE BO3MOXHOCTb 3arpA3HeHna pacxogHbIX
mMmaTtepunasioB I/IHCbEKU'I/IOHHbIMI/I areHTamMy 4en10Be4yeCKoro nponcxoxaneHus,;

3KON0rn4eckme pnuckun, ceA3aHHbIie C NOTEHUMa/IbHO ONMaCHbIMN MaTtepunasiaMmin 1 BeleCcTBaMu;,
(*)VI3I/ILI9CKI/IG PUCKK, B TOM YnC/ie BO3SMOXHOCTb B3pbiBa 111 BO3ropaHus,

28) B OTHOLUEHUM MeAMUMHCKOTO W3fenus Ans AMarHocTVMkM in vitro, npegHasHauyeHHoro [sist
camoTecTMpOBaHMUsS Mosib3oBaTenieM WM  TecTUpPOoBaHWs BGAM3M NOMb30BaTeNs, Takke cleayolime
CBefleHus:

nogpobHas uHopmauns o npouenype TecTupoBaHus (NOArOTOBKa peareHToB, O0TOOP (NOAroTOBKA)
npo6bl, NOPSAO0K BbIMNOSTHEHUSA U UHTEPNPEeTaLNS pe3ynbTatoB TECTUPOBAHNS);

peKkoMeHAaLUn OTHOCUTENbHO AeiCTBUiA NoMb3oBaTens B c/lydae NooXMUTe/IbHOTo, OTPULATE/IbHOTO
WK HeonpeaeNeHHOro pesy/bTata TeCTUPOBaHUS;

MHhopMaLMs O TMOrPeLHOCTAX TecTa U BO3MOXHOCTW MOMYYEHUS] NIOXHOMONOXUTENbHBIX UK
NIOXHOOTPULIATE/bHBIX PE3Y/IbTAaTOB TECTUPOBAaHWSA, a TakkKe OTHOCMTESIbHO (PaKTOpOB, BAMSIOLWMX Ha
pesynbTaTr TeECTUPOBaHUS;

MHhOpMaLMA O  HEeJonyCTUMOCTU  MPUHATUS  MoMb30BaTeleM  MEAWUUMHCKUX — pelleHuii  6e3
npeaBapuTesibHO KOHCYNLTALUUN C MEAULMHCKUM CNELMaIncTom;

29) OaHHbIE O BbINYCKE UK nocsieaHeM nepecMoTpe NHCTPYKUUK NO MPUMEHEHNIO;

30) wuHdopmaumMa O HeobXoAMMOCTM HamnpasfieHNs COOOLLEHUss NPOU3BOAMTEN0 WU €ero
YMNONHOMOYEHHOMY  MPeACTaBUTENI0 O  HeXenaTtesibHbIX  COObITUAX, KOTOpble  MMEKT  NpU3HaKu
He61aronpUSATHOIO COBLITUA (MHUMAEHTA).

107. VIHCTPYKUMS MO MNPUMMEHEHMIO MOXET ObiTb MNpeAcTaB/ieHa B COKPALEHHOM BWAE WM Ha
MapKkupoBke (415 MeAUUMHCKAX M3Oenuii Anst AUarHOCTUMKK in Vitro KnaccoB MOTEHUMasIbHOTO pucka
npumMeHeHus 1 v 2a), eciv MeguumMHCKoe n3genve MOXET ObITb NCMoNb30BaHO 6e30nacHo U No Ha3HauYeHuto,
onpegeneHHomy npovssogutenem, 6e3 MHCTPYKLMUM N0 NPUMEHEHNIO.

108. OfHOro 3K3eMM/Ispa MHCTPYKLMM N0 NMPUMEHEHMI0 MOXET GbITh [JOCTATOYHO, ECNM NOCTaBAseTCA
HECKO/IbKO MeAMLMHCKMX U3AEeNWiA Ans AMarHocTukuM in vitro ogHOMY Mo/sib30BaTesto No ogHoMy agpecy. Mo
Tpe6oBaHW0 NOTPeGUTENs NPOV3BOAUTENb  AO/KEH MPEeAOCTaBUTL  [AOMOSHWTE/bHBIE  3K3EMMASPbI
WHCTPYKLMW MO NPUMEHEHWIO.

V. JlokasaTesibCTBA COOTBETCTBUA MEAULMHCKNX U3LeNUiA o6WMM TpeGoBaHNAM Ge30MacHOCTU U
3(pheKTUBHOCTU B LeNIAX perncrpauum
109. CooTBeTCcTBME MEAMLUMHCKOrO u3genust Hactosiwym O6WwuM TpeboBaHMsIM obGecneymBaeTcs
BbINO/IHEHNEM YCTAHOBJ/IEHHbLIX 3TUM [AOKYMEHTOM TpeboBaHulii HenocpefcTBEHHO NGO BbIMNOMHEHMEM
TpeboBaHWli CTaHOAPTOB, BK/IOYEHHbIX B MepeyeHb CTaH4apToB, B pesyfbrare NpYMEHEHWs KOTOPbIX Ha
[OOPOBONBHON  OCHOBE  MOMHOCTBLIO WM YacTUYHO obecnevvBaeTcs  cob/lofeHne  COOTBETCTBUSA
MeAMLMHCKOro nsgenusa Hactosawmum O6Lwmm TpeboBaHusM (gasnee - NepeyeHb).

110. MepeyeHb hopMUpPYETCS HA OCHOBAHWM MPEAJSIOKEHU YNOMHOMOUYEHHbLIX OpraHoOB rocyAapcTB-
UNIEHOB, NPUHUMAETCA pekoMeHaauuein Komuccum Mo  cornacoBaHWid C  rocyfapcTBamu-y/ieHaMu 1
NOANEXUT aKTya/msauum no Mepe HeoGX0AMMOCTMU.

MopsiaoK hopMUPOBaHUS NEPEYHS MPUHUMAETCS pekoMeHaumein Komucenu.

AN BK/OYEHWS CTaHAApPTOB B MepeyeHb  YMNO/IHOMOYEHHbIe  OpraHbl  rOCYAapCTB-U/1eHOB
npeacTaensioT B KoMuccHio cBefieHuns Mo qoopMe CornacHo

npunoxenmo N 1.
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111. B uensax perucTpauyn CoOTBETCTBME MEANULIMHCKOTO U3genus HacToswmmM O6LmM Tpe6oBaHuaM
NOATBEPXAAETCA NPOWU3BOAMTENIEM WM  €ro  YMNOSIHOMOYEHHbIM  NPeACTaBUTENEM  MOCPEACTBOM
npeAcTaB/eHns B YNOTHOMOUYEHHbLI OpraH rocygapcrea-usieHa CBeAEeHWUn 0 CcOb0AeHNN YCTaHOBMEHHbIX
Tpe6oBaHuii No hopMe CornacHo

npunoxerHuto N 2. YkazaHHaa popma 3anosiHAeTcsi B COOTBETCTBMM C YCTAHOBIEHHbLIM MOPAAKOM.
112. loka3aresibCTBa COOTBETCTBUA MEeAULIMHCKOIO U34enuns nonoxeHusam, yCTaHOB/IEHHbIM
nyHkTamu 3,

6un

8 HacToAumx O6umx Tpe6GoBaHwii, [AO/MKHbI BK/YaTb KIMHUYECKoe O06GOCHOBaHWE Ha OCHOBE
KTMHUYECKMX JaHHbIX O MEAULUHCKOM U3AENNN.

Mpunoxexne N 1

kK O6wum TpeboBaHNAM 6e30MacHOCTU

1 3(pPEKTUBHOCTU MEANLMHCKUX U3LENNIA,
TpeboBaHNAM K X MapKMpoBKe 1
3KCNJlyaTalOHHOM AOKYMEHTaUNUN Ha HUX

POPMA
npeAacTaB/ieHUs CBeAeHUIA AN BK/IIOUYEHUs1 CTaHAAPTOB B NepeveHb CTaHA4apToB, B pe3y/brate
NPUMEHEeHUs1 KOTOPbIX Ha [,06POBO/ILHOV OCHOBE NOJ/IHOCTLIO UM YacTUYHO o6ecneynBaeTcs
co6nogeHne COOTBETCTBUA MeULMHCKOro nsaenus TpeéoBaHusiM 6e3onacHoCcTu U 3ppekTMBHOCTHU
MeaULMUHCKUX n3genunii

O603Ha4YeHne HanmeHoBaHve [Jata MpumeHsieMble MyHKT O6LWMX TpeboBaHMI**
cTaHgapTa cTaHgapTta BBEAEHVS B pasgensbl
feiictene cTaHgaprta*
1 2 3 4 5

* YKa3blBaloTCA NPYMEHSIEMbIE pasfesbl CTaHAAPTa, eC/IM He BCE pasferibl CTaHgapTa obecneynsatoT
npe3yMnuuio COOTBETCTBUS MEAULMHCKOIO U3aenns

O6umm TpeboBaHMAM 6e30NacHOCTU 1 3(EKTUBHOCTA MEAULIMHCKUX N3Ae/Nii, TpeboBaHusaM K nx
MapKMpPOBKe M 3KCM/lyaTauMOHHOW AOKYMEHTaLUMW Ha HUX, YTBEPXAEeHHbIM PeleHnem CoseTa EBpasuniickol
3KOHOMMYEeCKo kommuceun ot 12 dpeBpans 2016 roga N 27.

** YKa3bIBA€TCS COOTBETCTBYHLLMIA NYHKT

O6uimx TpeboBaHuin 6e30nacHOCTM M 3(EKTUBHOCTM MEAULMNHCKUX WU3Aenunii, TpeboBaHuii K ux
MapKMPOBKE N 3KCNAyaTaluMOHHOW AOKYMEHTaUMn Ha HUX, YTBEPXAEHHbIX PeweHnem CoseTta EBpasuiickoit
3KOHOMMYECKO kommuccum ot 12 cheBpans 2016 roga N 27, KOTOpbIA BbINOHAETCA NPU NPUMEHEHUN
pasgena ctaHgapTa, ykasaHHoro B rpadpe 4 HacTosiwein hopmbl.

MpunoxeHne N 2

K O6LMM TpeboBaHNsIM 6€30NacHOCTU

1 3 hEKTUBHOCTU MEAULNHCKUX U3AENNIA,
TpeboBaHNAM K UX MapKMPOBKE U
3KCM/IyaTalMOHHOM AOKYMEHTALMM Ha HUX

POPMA
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06 yTBepxaeHun Obwmx TpeboBaHMii 6e30nacHOCTY 1 3PPEKTVBHOCTM MeANLMHCKMX U3AENNiA, TPeboBaHWA K MX MapKUpOBKe U
3KcnayaTauyoHHON AOKyMEHTaUMN Ha H1X
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npeactaB/ieHUA CBeAEeHU 0 COOTBETCTBUM MeAULUHCKOro usgennsa Tpe6oBaHnsaM 6e30MacHOCTU U
3¢ hekTUBHOCTUN MeAULNHCKUX U3[eNnii U NOpPAAOK ee 3anosiHeHus

|. dopma npeacTaBneHnsi CBeAeHuii 0 COOTBETCTBUA Me4ULUHCKOTO U3aenusa Tpe6oBaHUAM
6e3onacHOCTU 1 3pPeKTUBHOCTU MeAULIMHCKUX u3genuii

HanmeHoBaHne MeuLIMHCKOro n3aenvs:
MyHKT O6WmMX | NPUMEHNMOCTb K MeToga, PekBu3nTbI PekBu3nTbI Pesynstar
Tpe6oBaHwWii MELMULMHCKOMY | NCNONb3YeMbI AN | HOpMaTUBHOIO [OOKYMeHTa, OL|eHKM
n3genvio JokasarenbcTsa [JOKyMEHTa Ha noATeepxjaroLero
COOTBETCTBYUSA NCNo/b3yeMblit COOTBETCTBYE
MeTo[,
1 2 3 4 5 6

Il. Mopsapok 3anonHeHus hopMbl NpeacTaBneHus CBeAeHUii 0 COOTBETCTBMU MeAUNLIMHCKOTO
nsgenua TpedcoBaHMAM 6e30nacHOCTU N 3(hPEKTUBHOCTU MeOULUHCKUX U3aennii
1. B rpache 1 yka3biBaeTCsi COOTBETCTBYHOLLMIA NYHKT

O6Lmx TpeboBaHuii _6e30nacHOCTM M 3D(EKTUBHOCTM MEAULMHCKUX W3AEeNnvin, TpeboBaHuA K uX
MapKMPOBKE N 3KCNAyaTalMOHHOW AOKYMEHTauMn Ha HUX, yTBepXAeHHbIX PewweHnem CoBeta EBpaswniickoii
3KOHOMUYeCKo komnccum ot 12 deBpans 2016 roga N 27 (ganee - Obwme TpeboBaHUs).

2. B rpagpe 2 ykasbiBaeTcsi, NPUMEHUMO /i1 TpeGoBaHWe, NPesycMOTPEHHOE yKasaHHbIM B rpace 1
MYHKTOM

O6umnx TpeboBaHwii, K MeguumHckomy usgenuio ("ga" wnm "Het"). Ecnn pgaHHoe TpeboBaHue He
NPUMEHMMO K MEAMLIMHCKOMY M34eNuto, B rpadpe gaeTcsi 06bsiCHEHME.

3. B rpadpe 3 ykasbiBaeTcs METO/], NPYMEHEHHbI ANA AoKa3aTe/lbCTBa COOTBETCTBUS MEAULIMHCKOTO
u3genvs TpeboBaHmio, NPpeayCMOTPEHHOMY YKasaHHbIM B rpadpe 1 nyHKTOM

O6uwux Tpe6oeaHwuii  (HampuMep, MNPUMEHEHME CTaHAapTa, COOCTBEHHbIE  MUCMbITAHUS C
MCMO/b30BaHNEM CTaHAAPTW30BAHHOTO METOAA, MUCMbITAHUS C WCMOMb30BaHWEM COGCTBEHHOMO MeToga
UCMbITAHWIA, UCMbITAHUS, MPOBEAEHHbIE TPETLE CTOPOHO, UK APYroit MeTom).

4. B rpadpe 4 yka3blBalOTCA PEKBM3WUTbl HOPMATVBHOIO AOKYMEHTa Ha MeTof, WMCNosb3yembllii As
[oKasatenbCTBa COOTBETCTBUSA MeAMLMHCKOro u3fgenus TpeboBaHuioo, NpeaycMOTPEHHOMY YKa3aHHbIM B
rpadpe 1 nyHKTOM

O6LnX TpeboBaHuii.

5. B rpacpe 5 ykasbiBalOTCS PEKBM3UTLI [JOKYMEHTOB, NOATBEPXAAIOLLMX COOTBETCTBME MEANLIMHCKOTO
n3fenus Tpe6oBaHuIo, NPeayCMOTPEHHOMY YKasaHHbIM B rpadpe 1 nyHKTOM

O6umx TpeboBaHuii (MPOTOKO/IOB MUCMbITaHWIA, cepTUdNKaTOB, Aeknapauunii COOTBETCTBMS, OTYETOB O
NPOBEAEHHbIX NCCEA0BaHUSIX, APYTUX AOKYMEHTOB).

6. B rpache 6 yka3biBaeTcsl 3ak/04eHNEe O COOTBETCTBMU UM HECOOTBETCTBUMN MEAULIMHCKOTO N3Aeus
O6wWw¥m TpeboBaHNAM.

DNEKTPOHHBIA TEKCT AOKYMEHTA
nogrotossieH AO "Kogekc" n cBepeH no:
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06 yTBepxaeHun Obwmx TpeboBaHMii 6e30nacHOCTY 1 3PPEKTVBHOCTM MeANLMHCKMX U3AENNiA, TPeboBaHWA K MX MapKUpOBKe U
3KCMNyaTaLVOHHOW AOKYMEHTALMN Ha HUX
PeweHue Cosema ESK om 12.02.2016 N 27
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odonumanbHbIii caiT
EBpasniickoro 3koHOMMYECKOro cor3a
www.eaeunion.org, 17.05.2016
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