[Ipunoxenue
K 1ipuKa3y ®eepasbHOM CTyKObI
0 HaZJ;30py B cepe 34paBOOXpaHEHUS
oT Ne

Cocras CBeI[EHHﬁ, YKad3bIBA€MbIX B HOpMaTI/IBHOﬁ AOKYMEHTaALlUN
MeJUIIHHCKOI'0 n3eimnda

1. HaumeHoBaHue MeJULIMHCKOTO u3fAenvs (C yKa3aHWeM [pUHaJJIe)KHOCTEMH,
HeOOXOAUMBIX [I/I1 TIpUMeHeHUs MeJUIIMHCKOTO0 W3[enus 110 Ha3HaueHWi TI0
TIPUMEHHUMOCTH);

2. CBefieHrsi 0 TIpou3BoAuTesle (U3rOoTOBUTEE) MeJULIMHCKOTO u3/envs (MoHoe U
cokpalieHHoe (TpM Ha/JIWuMKW) HauWMeHOBaHHe, OpraHu3allMOHHO-TIpaBoBasi (opMa
IOpUINUECKOT0 JIMLa, afipeCc B Tpejenax MeCTa HaXOK[JeHWs FOPUIAUeCKOro Jvla WA
dbamuiusi, UM U OTUeCTBO (MPU HAJIMUKU), afipeC PerucTpaldyd M0 MeCTy >KUTe/bCTBa
(¢u3Mueckoro - JivMia,  3aperuCTpUPOBAaHHOIO B KayeCcTBe  WH/MBUAYa/IbHOTO
nipeAilIpUHUMATeJisA);

3. CBefieHus1 00 YIIOJTHOMOUEHHOM TIpe/iCTaBUTesIe TPOU3BOAUTENS (M3rOTOBUTEIS)
MeJULIMHCKOTO u3Zenusi (MOJIHOe W COKpalljeHHOoe (Tpu HaJIu4yuv) HauMeHOBaHWE,
OpraHu3al[MOHHO-TIpPaBOBasi (popMa OPUAUUECKOTO JMIla, aZipec B Tipejenax MecTa
HaxO0XX/IeHUs1 FOpUJAUeCKOro JIUlia Wik (pamMuius, UMs U 0TYeCTBO (MIPU HAJIMUWU), aZjpec
pPerucTparyu rno MecTy >KUTe/IbCTBa (PU3UUYeCKOro JInila, 3aperuCTPUPOBAHHOTO B KaueCTBe
VH/IMBU/IYa/IbHOTO MpepuHUMaTessi) (MpYU Ha/IMuuu);

4. Bung (BUAbI) MeIULIMHCKOTO W3Je/Usi B COOTBETCTBUU C HOMEHK/IATypPHOM
Knaccu(UKaLel MeJULUHCKUX U3Je/IHH';

5. Kog O6miepoccuiickoro KiaccudukaTopa MpOoAYKI[MY 10 BUJaM 3KOHOMUUYeCKOMH
NeATe/IbHOCTH;

6. Knacc moOTeHI[Ma/IbHOTO pHCKa TIPUMEHEHUs] MeJULIMHCKOTO W3Jenus B
COOTBETCTBUM C HOMEHK/IaTypPHOU KiacCU(MUKaALUU MeAULIMHCKUX U3/ie/IMii TI0 KaccaM B
3aBUCMMOCTH OT MOTEHIMaJbHOr0 PUCKA UX MPUMeHeHMs’ (C yKa3aHHeM eé CTPYKTYpPHOM
e JUHULIbI);

7. HazHaueHre MeAUIMHCKOTO W3/|e/usl, OlpeJeleHHOe B TEeXHUYEeCKOW U
SKCIUTyaTaliOHHOM JOKYMEHTALMH [TPOU3BOANTe s (M3rOTOBUTE )’
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8. OrvcaHue U TIPUHIUTT IENCTBUS MeJUI[UHCKOTO U3e/IHs;
9. CBefleHUs1 O CTEPUIBLHOCTH MEAULIMHCKOTO U3/ie/vsi, B TOM UMCJIe er0 COCTaBHBIX
yacTel Y TIpUHA/IeXXHOCTel (10 MPUMeHUMOCTH);

10. TIpu oTHeceHUH MeAMIIMHCKOTO H3Ze/NUsl K UMIJIaHTUPYeMOMY MeULIMHCKOMY
13/1e/I1I0:

a) COCTaB MEAUIIMHCKOTO M3/e/Usi C yKa3aHWeM TIPOLIEHTHOTO COOTHOILIEHUS ero
COCTaBHBIX YacTel U UX (PyHKI[MOHATbHBIX CBOMCTB;

0) cBemeHust 0 OUWoZerpajallid MeJUI[MHCKOTO HW3e/us, TIOpPSiZKe ero 3aMeHbl U
W3BJI€YeHUsT MeIULIMHCKOTO U3/je/Tusl U3 OpraHu3Ma;

11. ITpy OTHeCceHHWH MeAWLMHCKOTO W3Ze/Usi K TPOrpaMMHOMY O0ecrieueHHro,
SIBJISIFOLLIEMYCSI CAMOCTOSITE/TbHBIM MeJULIMHCKUM U3/jereM (110 MTPUMeHUMOCTH):

a) CBeIeHUs O HaJTMYUU TeXHOJIOTUU UCKYCCTBEHHOTO UHTEJIJIEKTA;

0) cBefeHUst 0 HATMUUU (DYHKLIMK MHTepIIpeTaLyy;

12. Tlpy OTHeCeHMM MeAULIMHCKOTO W3/Je/ds K MeAULMHCKUM U3Je/usIM /IS
JUArHOCTUKU in Vitro:

a) pyHKI[MOHa/IbHOe Ha3HaueHre MeJUL[MHCKOT0 H3/e/us [Jisl TUarHOCTUKHU in Vitro;

0) dyHKI[MOHATbHBIE XapaKTePUCTUKH MeAUIIMHCKOTO U3Ze/usl sl AMarHOCTHUKHU in
Vitro;

13. CBegenusi, periaMeHTHpYIOIHe TpeboBaHUs Oe30macHOCTH, 3(h(EeKTUBHOCTH U
KayecTBa MEJULIMHCKOTO M3[le/iUsi, COOTHECEHHbIe C MEeTOJaMU KOHTPOJII COOTBETCTBUS
3asiBJIEHHbIX OCHOBHBIX (DYHKIIMOHA/TbHBIX U TEXHUYECKUX XapaKTepPUCTHUK (C yKa3aHHeM
PEeKBU3UTOB JIOKYMEHTOB, pa3pabaTbiBaeMbIX U MPHUMEHsIeMbIX B HallMOHA/IBHOW CUCTeMe
CTaHZApTU3alK® Ha HCIIOJIb3yeMbI MeTOJ), TpPeAOCTaB/IsIOTCA M0 (OpMe COracHO
TIPUJIO’KEeHUIO K HacTosieMy IIpukasy.

14. CBefeHusi 0 MapKUPOBKE MeJULIMHCKOTO U3/e/IUS;
15. Cegienust 06 yrakoBKe MeAULIMHCKOTO U3/IeIHS;
16. CBezieHusi 0 CPOKe CTyKObI (CpOKe TOAHOCTH) MeAUITMHCKOTO U3/1e/Hs;

17. CBegenusi 00 yC/IOBUSX NPUMEHEHWS MEeJWIIMHCKOrO0 W3/e/us C yKa3aHHeM
YPOBHSI T10/1b30BaTess (mpodeccruoHan U (Win) He NpodeCCUOHAN);

18. Cenenust 06 yC/I0BUSIX XpaHeHUs] MeIULIMHCKOTO U3/Ie/Hs;
19. Cegenusi 06 yC/I0BUSIX TPAHCTIOPTHPOBKY MeUI[MHCKOTO U3/Ie/THS;

20. CBeleHrss O Ha/IMUMKM B COCTaBe MEIULIMHCKOTO W3/eJUsl JIeKapCTBEHHOTO
cpeacTBa U (Wn) dapMarieBTHUeCKOH CyOCTaHI[MY C YKa3aHHeM OCHOBAHUSI UX BK/TIOUEHUS

* Tlpuka3s MuHucTepcTBa 34paBooxpaHenus Poccuiickoli ®emeparpu ot 11 ampenst 2025 r. Ne 1810 «OG yTBepKaeHUM
TpeboBaHMUH K COZlep’KaHHUIO TEXHUUECKOU U SKCITyaTalliOHHON JOKYMEeHTaLUH [TPOHU3BOAUTeIS (M3rOTOBUTEIST) MeAULIMHCKOI 0
u3genusi» (3aperucTpupoBad MuHucTepcTBOM HocTulu Poccutickoit ®egeparmu 30 mast 2025 r., peructpaiiiodHbIit Ne 82421).
® TTyHKT 2 cTaThk 2 OeziepanbHoro 3akoHa ot 29 mrons 2015 r. Ne 162 «O crangaprusaruu B Poccuiickoii ®egepariin».



B COCTaB MeIUIIMHCKOTO U3/leNusi, CBeJieHUsI 00 UX perucTpaliiy B CTpaHe MPOM3BOIUTES
JIeKapCTBEHHOTO Cpe/icTBa U (Wir) dhapMalleBTUUeCKol cybcTaHiu (KpoMe MeAUI[MHCKUX
W3/leJIU [/ JUarHOCTHKM in Vitro);

21. CBefileHrs O HA/IMUKMU MaTepUAIOB )KMBOTHOI'O, Ue/IOBEUECKOT'0 IIPOUCXOKIEeHUSs
B COCTaBe MeJULIMHCKOTO U3/ie/IUsi C yKa3aHHeM MCTOUHUKA JJOHOPOB, a TaKXKe PeKBU3UTOB
JNOKyMEHTOB, TIOATBEP>K/JAIOIIUX Ba/UAALIMI0 MPOLECCOB YHUUTOXEHUs, [le3aKTHBAaLUU,
JeTie/ITFOPU3alivy B 11eJIIX MUHAMA3aLA OU0IOrMUeCKUX PUCKOB B OTHOIIIEHUU BUPYCOB U
ApyTux Bo30yauTesieii 6o/e3Held (KpoMe MeTULIUHCKUAX U3/ [/Isl AMarHOCTHKY in Vitro);

22. Afpeca TIpOM3BO/ICTBEHHBIX IJIOMIAIOK C yKa3aHHWeM BBITMIOJHSIEMbIX Ha HUX
TPOLIeCcCOB (TTPOEKTHPOBaHWe U pa3paboTKa, yripaBjieHWe JOKYMeHTalued U 3aruCsMy,
TIPOM3BO/ICTBO U BBIXOJHOUM KOHTPOJIb, KOPPEKTUPYIOLIMe U TIpeyTpexxaaroliue 1eHCTBus,
TIPOLIeCChI, CBA3aHHBIE C OTpebuTesiem);

23. TlepyOAMYHOCTL TEXHUUYECKOTO OOC/TYy)KMBaHWS W PEMOHTAa MeJHUI[MHCKOTO
u3fle/ds C yKa3aHWeM HalIUuus CEPBUCHBIX LIEHTPOB M CKJIA[OB 3alacHbIX 4YacTed B
Poccurickon ®@eneparum.

¢ TMocraHoBneHue TpasuTenscTBa Poccuiickoii ®eneparun ot 9 despans 2022 r. Ne 136 «O6 yTBepKAeHnM TpeGoBaHUI K
BHEJIDEHUIO, TIOJ/IeDP)KaHUI0 W OL|eHKe CHCTeMbl YTpaB/leHUs KaueCTBOM MeJULIMHCKUX U3/l B 3aBUCUMOCTH OT
MOTEHIMaIbHOT0 PHCKA UX TTPUMEHEeHUsI».



4

[Tpunoxxenve k CocTaBy CBeJleHUH, yKa3blBaeéMbIX B HODMaTUBHOW JJOKYMEHTaL[u1
MeJULIMHCKOTO H3/1e/usi

CaezieHvis1, perjaMeHTHpYOLe TpeboBaHus 6e30macHOCTH, 3QPeKTUBHOCTH M KaueCTBa MeIULIMHCKOTO U3/le/si, COOTHeCEeHHbIe C MeTO/[aMU KOHTPOJIS
COOTBETCTBUSI 3as1B/IEHHbIX OCHOBHBIX (DYHKLIMOHA/IBHBIX U TEXHUUECKUX XapaKTepUCTHK (C yKa3aHWeM peKBU3UTOB [JJOKYMEHTOB, pa3pabaTbiBaeMbIX U
NIpYMeHsIeMbIX B HallMOHAIbHOM CUCTeMe CTaHapTU3aljiM Ha UCII0/Ib3yeMblil MEeTO[)

[TprmMeHMMOCTD K PesysbTaT
PexkBU3UTHI
MeJULIMHCKOMY PekBU3UTEI OLIeHKH
HOPMAaTHBHOT'O
o u3zenuio (B ciyuae JIOKyMeHTa,
CocTaB cBeJeHuUM JIOKyMeHTa Ha ITokazaTennb
HerpuMeHeHus - . TOATBEPKAIoIero
HCI10J1b3yeMbIi1
yKa3bIBaeTcst COOTBETCTBHE
MeTOo/,
0060CHOBaHmE)

L. O6uwme TpeboBaHuMs 6e30macHOCTH, 3P HeKTHBHOCTH U KaueCTBa, IPUMeHUMbIe KO BCeM MeJULUHCKIM U3/e/HsIM

1. MeuluHCKOe W3[€NHe MPOEKTHPYeTCSl M M3rOTOB/SIETCS TakuM 00pa3oM, uToObI Ipu
WCIIO/Ib30BaHWM B YCJIOBHMSIX M B L/IAX, COOTBETCTBYIOIIMX €r0 HA3HAYEHHUIO, OIpeJeeHHOMY
MIPOU3BOAWTENEM (M3rOTOBUTENEM) ([jajiee — TIPOM3BOJUTE/NB), W TIPH HEOOXOJUMOCTU C YUeTOM
TeXHUUECKUX 3HAHWH, OMbITa, 0Opa30BaHUsS WM CIELWajJbHON MOATOTOBKH, KIWHUYECKOTO U
(U3MUeCKOTO COCTOSIHUS TMOJIB30BaTeNs1 OHO [IeHCTBOBAIO COTJIAaCHO Ha3HAUeHHIO, OTpefie/leHHOMY
MpOM3BOJWTeNEM, M ObUIO Ge30macHO /sl MOJb30BaTeNs] M TPEThUX JIML| TIPY YCJIOBHMH, UTO PUCK,
CBsI3aHHBIA C €ro MpHMeHeHWeM, SIB/ISeTCS MPUeM/IEMBIM IPU COTMOCTABIEHHUM C TIOJb30H [iist
nosib3oBatesnisi. He fomycKaeTcst orpaHiyeHre B3auMO3aMeHsIEMOCTH MEeJULIMHCKOTO H3/Ie/HsT Iy TeM
HCII0/Ib30BAHUs CIIELMATIbHBIX TEXHUUECKUX W/IM MPOrPaMMHBIX CPeJCTB WM JPYTUMH Criocobamu,
€C/IM 9TO He IpeJHasHaueHo s obecrieuenust Ge3omacHOCTH ¥ 3(GHEKTUBHOCTA MEAULIMHCKOTO
U3/[eNst.

2. PertleHust, NpUHATbIE NPOWU3BOJUTE/eM IPU TNPOEKTUPOBAHUM U M3TOTOBJEHUU MeJULIMHCKOIO
W37lenust, O/DKHBI COOTBETCTBOBATh NPUHLIMIIAM 0e30I1aCHOCTH C YYeTOM OOLelpU3HaHHOTO YPOBHS
pa3BUTHs 3HaHU. [Ipy HeOOXOUMOCTY TPOU3BOJMTETH YIIPABJIsieT PUCKAMH TaKUM 00pa3oM, 4ToObI
OCTaTOUHBbIM PHCK, CBs3aHHBIA C JIOOOW OMAcCHOCTBIO, SIBSICS TMpHeMJyieMbIM. IIpou3BOJWTENH
PYKOBO/ICTBYETCSI CIeZyIOI{MMHY TIPUHLUIIaMH B TTOPSiIKe TIPHOPUTETHOCTH:

1) BeIsSIB/IeHWe W3BeCTHOW WM TPeABHUAMMOMN OIACHOCTH M OLieHKa CBSI3aHHBIX C HEK DPUCKOB,
BO3HUKAOIIMX MPH UCT0/Ib30BaHUM MeJULIMHCKOTO U3/le/s 110 Ha3HaueHUIo U MpH TpefcKa3yeMoM
HelpaBU/IbHOM HUCMO/b30BaHUY;

2) yCTpaHeHHe PHUCKOB IyTeM TMPUHSTUS COOTBETCTBYIOIMX TEeXHUYECKUX M TeXHOJIOTMUeCKHX
pelleHU TIPY NTPOEKTUPOBAHUU M M3TOTOB/IEHUN MeAULIMHCKOTO U3/ie/usi;

3) CHIW)KEHHe OCTaTOYHbIX PUCKOB IyTeM IPUHSTHS a/|eKBaTHBIX 3all{UTHBIX Mep, BK/IOUasi CUTHaJbI
TPEBOT'H;

4) uHpOpMUpPOBaHUe MOTb30BaTeell 060 BCeX OCTATOYHBIX PHUCKaX.



3. MeuIMHCKOe H37le/ie TIPOEKTHUPYEeTCs, W3TOTaB/IMBaeTCs M YMAKOBLIBAeTCS TakUM oOpasom,
yTOObI €ero 9SKCIUTyaTalMOHHbIe XapaKTePUCTHKU ¢ 3((EeKTHBHOCTb He Hapyllaiuch MpH
TPaHCIOPTHUPOBKE U B MPOL|eCCe XPaHeHUs B COOTBETCTBUU C UHCTPYKLIMEH 110 IPUMEHEHUIO.

4. MeJULIMHCKOe ~ W3Zleflde  [OJDKHO ObITh  3Q@QeKTUBHBIM TaK, KaK 3TO IpefyCMOTPEHO
TIPOU3BOAWTENEM, M [O/DKHO OBbITh CIPOEKTHPOBAaHO UM HW3TOTOB/IEHO TakUM 00pa3oM, uToObI B
HOPMarbHBIX YCJIOBUSIX SKCIUTyaTalldd OHO COOTBETCTBOBA/IO Lie/IsM MPUMEHeHUs! 110 Ha3HaueHHIo,
orpe/ie/IeHHOMY ITPOU3BOJUTE/IEM.

5. DKCITyaTalliOHHble XapaKTepUCTUKA U 3((eKTUBHOCTb MeWLMHCKOrO M3/leusi He [OJDKHBI
W3MEHSThCS IO TaKOM CTereHH, UYToObl CTaBUTh IOJ Yrpo3y KU3Hb M 370pPOBbe I0/b30BaTesell 1
TPeTbUX JIMI] B TeueHHe CPOKa 3KCIITyaTaljuy, OIpe/ie/IeHHOTO NIPOX3BOUTeNEeM, TIPH YCIOBUH, UTO
Me/UIMHCKOe H37leie TOoJBepraeTcsi BO3/eMCTBHUSM, KOTOpPble MOTYT BO3HMKAaTb B HOPMaJbHBIX
YCIOBHUSIX KCIUTyaTalluH, U TeEXHUUECKOe 00CTy>KUBaHKE TIPOBOJUTCS B COOTBETCTBUU C HHCTPYKLUEH
10 IPUMEHEHHUIO.

6. Bce u3BecTHbIe U TpejroJiaraeMble PUCKH, BO3HHUKAIOIIWe TIPU MCII0/Ib30BaHUM MeJULIMHCKOTO
n3zienuvsi, ¥ ro0ble HeXxesare/nbHble 3QeKTbl OT TAKOTO WUCIIO/IBL30BAHUSI CBOJATCS K MUHUMYMY U
JIO/DKHBI OBITh MPUEMJIEMBIMU TIPY COTIOCTAB/IEHUHU C TIOJIb30M /IS T10/Ih30BaTe ek, MoyyaeMoi ot
MpeAyCMOTPEHHOT0 TIPOM3BOUTeNIeM JeUCTBUSI MeJULIMHCKOTO U3Ze/Tnsi IPU HOPMa/bHbBIX YCIOBUSAX
3KCITyaTarlyu.

7. 008 KaXZOro MeULMHCKOTO W3ZeNus TpefoCTaB/seTcss HHopMaLus, Heobxopumas Ajs
W7leHTA(UKALK 3TOr0 MeJULMHCKOTO M3/le/Usl U ero NpOW3BOJUTers, CTPaHbl IPOUCXOKAEHUS, a
Takke WHGOpPMaLWsA MAJIi TO/b30oBaTens (MpodeCcCHOHATBFHOTO WKW  HelpogheCcCUOHATBHOTO),
Kacaromjasici  0e30MacHOCTH  MeAWLIMHCKOrO — Uu3fleniusi, ero (yHKIMOHA/BbHBIX CBOHCTB U
9KCIITyaTal[MOHHBIX XapaKTepUCTUK. Takast nH(opMaLis MO>KeT HaX0/IUThCSl HA CAaMOM MeJMLIMHCKOM
W3/Ie/IMH, Ha YIIaKOBKe WX B UHCTPYKLIWH T10 TIPUMEHEeHHIO.
II. Obue TpeboBanust Ge30nacHOCTH, 3 PEKTHBHOCTH 1 Ka4eCTBa, IPIMEHNMBbIe K MeULITHCKUM H37e/IUsIM, 3a UCK/IFOUeHHeM MeIULIMHCKUX U3ZeMdi A/ JUarHOCTUKY in
vitro

XuMHueckue, ('l)I/IBI/I'»IECKI/Ie 1 OMoJIorHYecKre CBOMCTBA MeIWLMHCKOI'o U3aeins

1. TIpy MpOEKTHPOBAHUM W HW3TOTOBJIEHMH MEIWLMHCKOTO W3[eusi 0coboe BHHUMaHWE [O/DKHO
YAeNAaThCS:

1) BEIOOPY UCIOMB3YEMBIX MaTePUAOB, 0COOEHHO B OTHOLLIEHUY TOKCUYHOCTH U BOCILIAMEHSIEMOCTH;
2) COBMECTUMOCTU HCIIO/Ib3yeMbIX MaTephajioB U OWO/IOrMYeCcKHUX KIIETOK, TKaHel, XUIKOCTeH,
BellleCTB M UX IIPOM3BOJHBIX (Jasee — OuonOrvyeckye MaTepuasbl) C YUeTOM Ha3HaueHHs
Me/IULIMHCKOT O U3[e/Hs;

3) BBIOOpY HCIO/B3yeMbIX MaTepHaZioB C YUeTOM TaKHX II0KasaTesied, KaK TBepZJOCTh,
HM3HOCOCTOMKOCTD M yCTa/IOCTHAs IPOYHOCTb.

2.TIpy TIPOEKTUPOBAaHWM, W3rOTOBJIEHHM M YIAaKOBKE MEJUIIMHCKOTO HW3/e/Ms [0/DKeH ObITh
MaKCHUMaJIbHO CHIDKEH DHUCK, CO3/laBaeMbli 3arpsisHSIOIIMMM BelljeCTBaMM M WX OCTaTKaMH, AJIs
Mojb30BaTenell ¥ JIML, YYaCTBYIOIIUX B TPaHCIIOPTUPOBKe, XpDaHEHWMH U  OOCTy>KUBaHWUU
MeJULIMHCKOTO U3/ieniusi (C yueToM Ha3HaueHHs MeJWL[MHCKOTO U3Ze/us, a TakKe JJTUTeNbHOCTU U
YaCTOThI BO3/IEMCTBUS 3THX BEILIeCTB HAa OPraHU3M UesioBeKa).



3. MeuLHCKOe W3Jie/iie TIPOeKTUPYeTCs W M3rOTaB/IMBaeTCs TaKUM 00pa3oM, 4ToObl OHO MOTJIO
ObITH 0€30MacHO UCIMOMB30BaHO C MaTepyaaMy, BeleCTBAMH U ra3aMH, C KOTOPBIMH OHO BXOJUT B
KOHTaKT TIpM HOPMAaJbHBIX YCAOBUSIX SKCILTyaTalldd WM TPU TPOBEIeHUM TeXHUUEeCKOro
o6cyxuBaHus1. Eciim MeMIHCKOe H3/ienvie TpeiHa3HaueHo /17t BBeJeHHsT JIeKapCTBeHHBIX CPe/ICTB,
€ro IpOeKTHUPOBaHME U M3rOTOB/IEHHE OCYILECTB/SIIOTCS TakuM 00pa3oM, 4ToObl OHO Obllo
COBMECTUMO C JIeKapCTBeHHbIMU CpeZcTBaMM (TIpY YC/IOBHUM COOMIOAEHUs OrpaHUUYeHHH 10 UX
NpUMEHEHNI0) B Lesisix obecriedeHUsi 3((GEKTUBHOCTH KaK JIeKapCTBEHHOTO CPeACTBa, TaK M
MeULIMHCKOT 0 U3/le/Msi B COOTBETCTBHY C Ha3HaueHHeM.

4. TIpy TIPOEKTUPOBAHWK W WM3TOTOBJIEHWM MEJMI[HHCKOTO W3/e/Us JO/DKHBI ObITh MaKCHMAa/bHO
CHWXEHBI PUCKU:

1) BbI3BaHHbIE BO3MO>KHBIM BbIJIeJIEHUEM WM BbIMBIBAHMEM U3 MEULIMHCKOTO W3Ze/usl OMacHBbIX U
(unu) BpeIHBbIX BeIIeCTB (C YUETOM WX CeHCHOWIM3UPYIOIIEro [eMCTBHs, KaHI|ePOreHHOCTH,
MYTareHHOCTH WJId OTPULIATE/IbHOTO BIUSHUS HAa PETIPOAYKTUBHYIO (DYHKIIHIO);

2) cBsi3aHHbIE C HElpeHaMepPEeHHbBIM TOMA/[AHUeM B MEAULIMHCKOE U3/e/Tie TIOCTOPOHHUX BeIecTsB (C
yUeTOM Ha3HAaueHUs], OIpe/ie/IeHHOTO TPOW3BOUTENIEM, W TIPE/II0/IaraeMbIX YCIOBUM TIPUMeHeHUs
MeJULIUHCKOTO U3Zesusi).

WH}eKLMOHHOe ¥ MUKPOOHOE 3arpsi3HeHre MeUIIMHCKOTO U3/e/ust

1. TIpu U3rOTOBJIEHUM METULIMHCKOTO U3/Ie/TUS J0/DKEH ObITh YCTPaHEH WU CHYKEH /0 Oy CTUMOTO
YPOBHSI PUCK MH(UIIMPOBaHKS 110J1b30BaTe/ el U TpeThbUX JiHLl. KOHCTPYKLMST MeAWLIMIHCKOTO U3/1eJTHs
JIO/DKHa obecrieunBaTh TMPOCTOTY B 3KCIUTyaTalliM W OOCTY>KMBAaHUM M TIPH HeoOXO[UMOCTH
MaKCUMa/lbHO CHM3WUTh DUCK JIFOOBIX MMKDOOHBIX yTeueK W3 MEeAWIMHCKOTO W3Jenus W (Wn)
MHUKPOOHOTO BO3[IEMCTBUS B TPOLIECCE WCIO/Ib30BaHUs, a TaKXKe TpeoTBpaljaTb MUKPOOHOe
3arpsisHeHUe MeJULIMHCKOTO U3ZIe/Usl WM TIPOObI M0/Tb30BaTe/IeM WU TPETHUM JIMLIOM.

2.1lpy TpOEeKTHPOBaHWM, U3rOTOBAEHWM M YIaKOBKe MeJMLIMHCKOrO U3JeNus, HMeIlero
CrielMaabHbll MUKPOOMOJIOTHUECKHH CTaTyC B COOTBETCTBUMM C MAapKHUPOBKOM, JO/DKHO OBITh
rapaHTMPOBAHO, UTO MHKPOOMOJIOTMUECKHH cTaTyc ocraeTcsi Oe3 M3MeHeHWI Ipu coOui0fieHHH
YC/IOBUM TPaHCIOPTUPOBKU M XpaHeHWs, OIpe/ieleHHbIX IPOM3BOAMTeNeM, [O TexX Iop, IToKa
3all{UTHasl YIIaKOBKa He OyZleT HapyllleHa WM BCKPBITA.

3. IIpy MpOEKTUPOBaHWM, W3TOTOBJEHWM M YIAaKOBKe MEAWIMHCKOTO HW3/le/vs, MOCTaB/IsSeMOro B
CTEePUILHOM COCTOSIHUH, [J0JDKHA ObITh rapaHTUPOBAHA €r0 CTEPUILHOCTE IPU COOTIO/IEHNH Y C/IOBUM
TPaHCIIOPTUPOBKYA U XpaHEeHWs, Orpe/ie/leHHbIX TPOU3BOAUTENIeM, A0 TeX IOp, TOKa 3allfuTHasi
yMakoBKa He Oy/leT HapyllleHa WM BCKpbiTa. Takoe MeJWLIMHCKOe W3[ie/iie YIaKOBBIBAETCS B
0/THOPA30BYIO YIIAaKOBKY.

4. CTepusibHOE MeAWIIMIHCKOe W3Jenve MO0 MeAWLMHCKOe W3/iesvie, WMelollee CrelraabHbIA
MUKPOOMOIOTUUECKUH — CTaTyC, W3rOTaB/IMBAaeTCs, obOpabaTbiBaeTcs W TpU  HEOOXOJUMOCTH
CTEepU/INM3YeTCs C MPUMEeHeHUeM BaIJMPOBAaHHBIX METO/I0B, 000Dy [0BaHMsI, POIIECCOB.

5. MeaunuHCKoe u3jenue, Tpebylolee CTepUIM3allvy, AO/DKHO OBITH M3rOTOB/IEHO B YCJIOBHSAX
KOHTPOJIUPYEMOM UMCTOTHI IPOM3BO/CTBEHHBIX 30H.

6. YrakoBKa HEeCTepU/IBHOTO MEeAMIUHCKOTO W3/IeNusl [O/DKHA 0becrieurBaTh ero IeJIOCTHOCTh U
YKCTOTY W B Cjydae, €C/IM MEJAUIMHCKOe WU3/le/iMe [O/DKHO OBbITh CTEPU/IN30BaHO Tiepe
WCI0/Ib30BaHUEM, MAKCUMAJTbHO CHU3UTh PUCK MUKPOOHOTO 3arpsi3HeHUsl.



MeaWIMHCKOe M3e/re, CojlepiKaliiee BelleCTBO, paCCMaTpPHUBaeMoe KakK JIeKapCTBEHHOe CPe/ICTBO

1. B ciayyae ecnmu MeAMLIMHCKOe M3fenMe COJEP)XUT BeleCTBO, KOTOPOe IPH CaMOCTOSTeNTbHOM
WCTOMb30BAaHUM  MOXKET CUMTAaTbCsl JIeKAapCTBEHHBIM CPeACTBOM U KOTOpPOe  OKasbIBaeT
JIOTIOJIHUTe/IbHOe BO3/eHCTBUEe Ha OpraHM3M uejioBeKa Hapsily C BO3/elCTBHEM MeAULMHCKOTO
W3fienvs, TOATBepXKAeHue 0e30macHOCTH W 3GQEKTUBHOCTH TaKOrO MEJUIIMHCKOTO U3/eNusi
BKJIFOUaeT B cebs moATBepkAeHue 0e30macHOCTH U 3(hGeKTUBHOCTUA JIEKAPCTBEHHOTO CPeiCTBA C
Y4eToM ero NpUMeHeHHUs B COCTaBe MeJULIMHCKOI O U3Je/usl.

ME,E[I/ILH/IHCKOE usaesve, cogeprkalliee MaTepuasibl 610/I0OrHYeCcKOoro TMPOUCXOXXAEHUA

1.B ciayuae ecnd MeAWIMHCKOe W3Ze/IFe COZIep’KUT OHOJIOTMUeCKHe MaTepHabl KUBOTHBIX, TO
WCTIOJIb3yeMble /Il 3THUX IieJiell JKUBOTHBbIE JIO/DKHBI TOJBEPraThCs BETEPUHADHOMY KOHTDOJIIO
(Haz30py), 0 pe3yJibTaTaM KOTOPOT'O OHH 0/DKHBI OBITh TIPU3HAHBI 3[0POBBLIMH C yUETOM Ha3HAUEHUS
HCIIOJ/Ib3YeMbIX GHOIOTHUeCKMX MaTepHasioB. 37[0POBBIM )KUBOTHOE ITPHU3HAETCS B C/Iydae OTCYTCTBUS
3abo/eBaHuii, KOTOpPbIE MOTYT TIOB/IMATE Ha 6€30MacHOCTh 1 3 (EKTUBHOCTh MEJULIMHCKOTO U3/JHSI.
O6paboTka, XpaHeHHe, TeCTUPOBaHWe U oOpailjeHHe C GHOIOrMUecKUMHU MaTepuaaiaMu >KUBOTHOTO
TIPOUCXOKAEHHUS JO/DKHBI obecrieunBaTh 6€30M1aCHOCT TI0JIb30BaTesield ¥ TPeThUX UL, B gacTHOCTH,
6e30MacHOCTh B OTHOLIEHWM BUPYCOB, APYTMX WH(EKIMOHHBIX areHTOB U WHBIX BO30yauTeseit
Oosie3Held, OOLMX A/ Ue/OBeKa W >KUBOTHBIX, JA0/DKHA 00ecreurBaThCs TIOCPEJCTBOM TIPUMeHEeHHs
BaJIUJUPOBAHHBIX METO/IOB YHUUTOXKEHUSI WM MHAKTUBAL[UY B X0/Ie TIPOU3BO/ICTBEHHOT'O MPOLiecca.

2.B wiyuae eciv MeIMIMHCKOE W3[e/NHe COZEP>KUT OUOIOTHUYecKre MaTepHaibl Yel0BeYecKoro
MIPOUCXOXK/IEHUs], TO BLIOOD IOHOPOB, a TakXKe 00paboTKa, XpaHeHHe, TECTUPOBaHUE U oOpailjeHe C
OHOJIOrHUeCKMMU MaTepPUaIaMy YeI0BEeUeCKOT0 TPOUCXOKIEHNS OCYIL|ECTBIISIFOTCS B COOTBETCTBUH C
3aKOHO/IATeNIbCTBOM U [IOJDKHBI 00ecreurBaTh ONTHMAJIBHYIO 0e30MacHOCTh II0/Ib30Bartesiell 1
TPEeThUX JuL]. B uacTHOCTH, 6€30MacHOCTb B OTHOILIEHUY BUPYCOB U IPYTHX UH(EKIIMOHHBIX areHTOB
JIO/DKHA 00eCTieunBaThCs MOCPEICTBOM MPUMEHEHHS Ba/IMUPOBAHHBIX METO/IOB YHHUTOXKEHHS WIN
WHAKTUBAlUM B X0/Ie TPOU3BO/ICTBEHHOTO TPOLIeCCa.

3.B cayuae ecnd MeQULIMHCKOE HW3/Ie/ie COAEPXKUT OUOJOrMuecKue MaTepuasibl MUKPOOHOTO
MPOUCXOXKAEHUsS, TO 00paboTKa, XpaHeHWe, TeCTHPOBaHWe U obpaiieHre ¢ OWOJIOTHYeCKUMH
MaTtepHanamMy 3TOM MPUPO/BLI JO/DKHBI 00ecreurBaTh ONTUMA/IbHYHO 6e30MacHOCTh TI0/Ib30BaTeel U
TPeThUX JinL]. B yacTHOCTH, 6€30MaCHOCTb B OTHOIIIEHUW BUPYCOB U IPYTHUX UH(EKI[MOHHBIX areHTOB
JIO/DKHA 00ecrieunBaThCst TIOCPEICTBOM MTPUMeHEeHUsT BaJIMJUPOBAaHHBIX METO/I0B YHUUTOXEHHs UIN
VHaKTUBALMU B X0/ie POM3BO/ICTBEHHOT'0 MpoLiecca

MeauiiHCKOe W3/ie/re, MPUMeHsIeMOe B YCIOBHUSIX BO3/IeHCTBYSI BHEITHUX (haKTOPOB

1. MepuuHCKOe U3Jenne MPOeKTUPYeTCs W M3roTaBIMBaeTCsl TaKUM 00pa3oM, uToObl ero cOopka,
HaCTpOiiKa, Ka/JMOpPOBKa, WCIIOb30BaHME M 0OC/IY)KMBaHHe B YCIOBUSIX BO3JEHCTBHUS BHELIHHX
¢akTopoB OblK TIpOBeieHkl Ge30rmacHo U obecreunsy 0XKuaeMyro 3¢ GeKTHBHOCTb MeJULUHCKOTO
MIpUMeHeHNsI.

2. B ciyuae ecny MeJULIMHCKOE U37ie/ile TIpefHa3HaueHo /i/1s IPUMeHeHus B KOMOUHALMY C IPYTUMU
MeJULMHCKUMY H3ZenusiMu U (1n)obopyjoBaHueM, BCsl KOMOMHALMS, BK/IOYasi COeAUHUTEBHYIO
CUCTEMY, HO/DKHa ObITh Oe3ormacHOW M He JAO/DKHA YXyZJLIAaTh 3asiBeHHblE (DYHKIMOHAIbHBIE
XapaKTepPUCTUKA MeIULMHCKUX u3fennid. JItoOble M3BeCTHbIe OrpaHHUeHHs N0 PUMeHEeHHI0 TaKon
KOMOWHALIMM YKa3blBAalOTCSi Ha MapKUPOBKe W (WIM) B WHCTPYKLWM [0 TpUMeHeHWro. IIpu



MPOEKTUPOBAHUU U U3TOTOBJIEHUU COEJMHUTEIbHBIX CUCTEM JIOJDKHBI ObITh MAKCUMAIbHO CHUDKEHBI
BO3MOXKHBbIE DUCKUA HENpaBWILHOTO coefuHeHusi. He [OMycKaeTcsi MpUMEHeHHWe B COCTaBe
MeIULIMHCKOT0 U3/Ie/Hs CIel[aIbHbIX TEXHUUEeCKUX U (M/IK) TPOrPaMMHBIX CPE/ICTB, NCK/TIOUAIOIINX
WIM OTPAaHUUMBAIOIIMX BO3MOXKHOCTb €ro  MWCIO/Ib30BAHHUS B KOMOWHALIMKM C  JPYTMMH
MpeiHa3HAYEHHBIMHU ZJIs1 3TOr0 MeIULIMHCKUMU U3/Ie/TUSIMU U (1r) 000pyAOBaHUEM.

3. MeauLHCKOe M3/ie/re IPOeKTUPYeTCs M U3TOTaB/IMBaeTCs TaKUM 00pa3oM, UToObl YCTPaHWUTDb WIH
CHU3UTH JI0 IPUEMJIEMOT0 YPOBHS:

1) prCK TpaBMHUPOBaHMSI TI0JIb30BATE/ISI MM TPETHUX JIUL] B CBSI3H € (PH3NUeCKIMH XapaKTepUCTHKaMH
MeZIULIMHCKOTO U3Ze/us;

2) pyCK OIMOKY MPY UCII0/Ib30BaHUHU MeIULIMHCKOT0 M3/[e/IHsl M3-32 KOHCTPYKTUBHBIX XapaKTePUCTHK
WY YesioBevyeckoro (akTopa;

3) pUCK, CBfI3aHHBIM C OOBEKTHBHO Ipe/CKa3yeMbIMU BHELIHUMH BO3[eHCTBUSAMH WA TaKUMH
OKPY’KaIOIIMM YCJIOBUSIMU, KaK BHEIIHHeE 3/IeKTPOMarHUTHbIe T10J1s1, 3/1eKTPOCTaTHUecKue paspsibl,
W3TyueHne, aTMoc(hepHoe /jaB/ieHNe U ero Teperasibl, BJIaKHOCTb U TeMIlepaTypa Bo3ZyXa;

4) PUCK, CBSI3aHHBIM C MCIMO/Ib30BaHUEM MeJULIMHCKOrO M3Ze/us IPU KOHTakTe C MaTepHajlaMy,
JKUAKOCTSIMU M Fa3aMH, BO3/|eMICTBHIO KOTOPBIX MeULIMHCKUE HU3[e/Us TT0/IBepratTcs B HOpMa/bHbIX
YCJIOBUSIX 3KCILTyaTaluy;

5) pUCK, CBSI3aHHBII C BO3MOXKHBIM HeraTHMBHBIM B3aUMOJENCTBUEM MeX/y IpOrpaMMHBIM
obecrieueHreM MeIMIIMHCKUX WU3/leTMi ¥ yCIOBUSIMH, B KOTOPBIX OHO 3KCIUTyaTHPYeTCs;

6) pUCK C/TyyaiiHOTO T10T1a/laHKsl IOCTOPOHHMX BellleCTB B MeAULIMHCKUe U3/leNus;

7) PUCK B3aUMHBIX TIOMeX, CBSI3aHHBIX C ADYTUMH YCTPOWCTBAaMH, 0OBIYHO IPHUMEHsIEMBIMHU B jiedeOHO-
JIMarHOCTHUYeCKOM IIpPOLiecce;

8) pUCK, BO3HUKAWOUIUA TIPU HEBO3MOXXHOCTH TeXHUYECKOTO OOC/IY>KUBaHWS W KaluOPOBKU
MeZMLIMHCKOrO U3/ieius (Harpumep, [/ UMIUVIaHTaTOB), U3-3a CTapeHUs UCII0/Ib3yeMbIX MaTepHUaioB
WY TIOTePY TOYHOCTH U3MEpPUTETHHOI0 UM KOHTPOJIBHOTO YCTPOMCTBA.

4. MeJULIMHCKOe U3/ieJIvie TPOeKTUPYeTCs U U3rOTaB/IMBAETCS TAKUM 00pa30M, UTOObI YCTPAaHUTh WA
MaKCHMaJ/IbHO CHU3UTh PHCK BOCTJIAMEHEHUs! WM B3pbIBa B HOPMa/bHBIX yCIOBHUAX KCIUTyaTal[iH
WM B CJlydae eAMHUYHOTO 0TKa3a. Ocoboe BHUMaHUe [JOMDKHO YeJISThCS MeJULUHCKIM U3/1eTHsIM,
TIPUMeHSIEMBIM C UCI0/Ib30BaHUEM JIETKOBOCTI/IaMEHSIIOLIMXCSl /U B3PhIBUATHIX BellleCTB.

5. MeguiHCKOe — u3fe/ve TIPOEKTUPYeTCsl M M3rOTaB/IMBAeTCSl TakuM 00pa3oM, uToOBI
croco0CcTBOBaThL 0€30MacHOM yTWU/IM3AlMK  OTXO/0B, OOpA30BaBIIMXCS TOC/IE WCIO/Ib30BAHUS
MeJULUHCKOTO U371eJTHSl.

MeULIMHCKOe U3Zieie, OTHOCSILeecs: K CPeJiCTBaM U3MepeHHi

1. MeguiiMHCKOe W3fenvie, BK/IIOYEHHOE B TepeyeHb MeAWLMHCKUX W3Zeui, OTHOCSIIMXCS K
CpeZiCTBaM M3MepeHU, B OTHOLIEHUU KOTOPBIX NMPOBOJATCS UCIIBITAHUS B Lie/IIX YTBEPXKAeHUs TUIa
CpeJCTB WM3MepeHUl, TMPOEKTHPYeTCS W W3rOTaB/JUBAeTCs TakuM o0pa3oM, 4ToObI 06ecrieuuThb
JIOCTaTOYHYH) TOYHOCTH, MPELM3UOHHOCTh W CTAOWIBHOCTb C YYeTOM Ha3HAueHUs MeAWLIHCKOTO
W3/lenvsl.

2. VI3mepuTenbHbIe, KOHTPOJIbHBIE WM WH/AWKATOPHbIE MIKajbl ITPOEKTUPYIOTCSI B COOTBETCTBHUU C
ProOHOMHAYeCKUMH NIPUHLUIIAMH C YYeTOM Ha3HaueH!sl MeJULIMHCKOro usfenus. YncaoBble 3HaUeHUS
JIOJDKHBI OBITH BRIDAXKEHBI B OOIIENPUHATBIX €JUHHULIAX U3MEPEeHUsI ¥ TIOHSTHBI TI0/Tb30BaTe/ISIM.



3. Pe3ysmbTaThl WM3MEpeHHWH, BLITIOJIHEHHBIX C  WCIIO/b30BaHWEM  MEJUIIMHCKOTO — W3esus,
OTHOCSIIIIerocsi K CpeJCTBaM M3MepeHWM, BbIPa)KarTCsd B eWHHULaX BeIUUMH MeXIyHapoJHOU
cuctembl eguHul] (CU) wiv BO BHECHMCTEMHBIX eJUHULIAX BeMUMH B COOTBETCTBUU C TepeyHeM
BHECUCTEMHBIX €ZIMHUI] BeJTUUNH, TPUMEHSIEMbIX TIPH pa3pabOTKe TEXHUUECKUX Per/laMeHTOB.

3aiuTa OT U3Iy4YeHus

1. ME,E[I/II_(I/IHCKOG nsaesiie TIPpOEKTUPYEeTCsdA, MU3rO0TaB/IMBAETCA W YIIdKOBBIBAETCA TaKHUM 06pa30M,
yTOOBI MUHHMAJ/LHO noasepraTtb 110/Ib30BaTe/ed U TPeTbUX JIWUL] BO3AEﬁCTBHm H3/IyueHus, He
yMeHblllad TpU 3TOM YCTAHOBJIEHHbIE YDOBHM W3/IyU€HUS, HEO6XO,£LI/IMBIB A1 JOCTHXKeHUS
AVArHOCTUYECKUX U TepareBTUYeCKux HEHEﬁ.

2. B MeAMLIMHCKOM W3[e/NnH, NpefiHa3HauYeHHOM [i/Is1 TeHepUpOBaHMsl OMAaCHbIX WM MOTEeHLUaTbHO
OTIaCHBIX W3/yYeHUH, HeOOXOAUMBIX JJIsi JOCTYDKEHUS] KOHKPETHBIX MeJULIMHCKUX Lieield, B Cyuae
ec/M T0Jb3a OT HCIIOb30BaHUS 3TUX M3/Iy4yeHUN BBICOKOW MHTEHCHMBHOCTU cuMTaeTcsi Ooree
3HAuUMTe/NbHOM 110 OTHOLIEHWIO K ONacHOCTH, 3ak/ovarolleiics B U3/Iy4YeHUM, [OJDKHA
TIpeZlyCMaTpUBaThLCS BO3MOXKHOCTb yTIPaB/IeHHsI STUMHU U3/Ty4YeHHUsIMHU CO CTOPOHBI 1oJb30Barest. I1pu
MPOEKTUPOBAaHUM WM HW3TOTOBJI€HWM TaKOr0 MeJWLIMHCKOTO W3[enusl J0/DKHa 00ecreunBaThCs
BOCITPOM3BO/IMMOCTD U3MeHsIeMbIX TIapaMeTpPOB reHepUPyeMOro U3/TyUeH!sI B IOy CTUMBIX ITpeZiernax.
MeuuyHCKOe W37ende, MpefHa3sHaueHHOe /s TeHepUpOBAaHWS OMAacHOr0 BHAWMOIO M (W/IN)
HEBU/IUMOIO  M3/yYeHUs, OCHAIllaeTCd BU3yaJbHbIMM U (W1IM) 3BYKOBBIMU  Cpe/iCTBAMU
TIpeJyTipeXAeHus 0 HaJIMUMK (aKTUBHOCTH) TaKOT'0 U3/TyUeHMUs.

3. IIpu NpOEKTUPOBAaHWM W W3TOTOBJIEHMH MEJULIMHCKOTO W3/eNHUs JO/DKHO OBbITh MaKCHMasbHO
CHIDKEHO BO3/IeiCTBHE HerpeJHaMepeHHO reHeprpyeMoro MoO0YHOro WK PacCessHHOTO U3MyUYeHHsl.

4.TIpy TNIpPOEKTUPOBAHMM M W3TOTOBJIEHUH MEJULIMHCKOTO U3/enusi, IpejHa3sHaueHHOro s
reHEePUPOBAHMST  WOHU3MPYIOILEro  U3/MyueHHs, [JO/DKHO  00ecreuuBaTbCsl — PerysiMpoBaHue
KOJINUECTBEHHBIX U TeOMETPUUECKHUX TI0Ka3aTesiell reHepHpyeMOoro U3/IyUeHust C yUeTOM Ha3HaueHwusl,
ompeieJIeHHOr0  [POM3BOAUTeNleM. MeJULMHCKOe U3[e/ie, TeHepUpYIoIjee HOHHU3UpYOIlee
W3/IyueHWe U T[pejHasHaueHHOe [l PaJUOJIOTUYECKOW [UarHOCTHKH, T[POEKTHUPYETCS U
W3TOTaB/MBAeTCsT TaKAM 00pa3oM, uTOObl TIPU MHUHHMMAjJbHOM BO3/€MCTBUHM U3/Iy4YeHHWs Ha
TOJIb30BaTeNs1 00ecreunBasoch HeoOXoAuMoe A/ AWArHOCTHKH KadecTBO M300paKeHHs M (WITH)
TOJTy4aeMbIX Pe3y/IbTaTOB UCC/IeJOBaHUN. MeJUIMHCKOe W3/leNe, TeHepHpyolliee NOHU3HPYIOLIlee
W3/TyueHHe U NpeJiHa3HaueHHOe [JIs PaIi0JIOTHUeCKOH Teparuy, MPOeKTUPYETCsT U U3TOTaB/INBAeTCs
TakuM 06pa3oM, uToObI 06eCreyrBaMCh KOHTPOJb U yIIpaBjeHue [030H OOJyueHHs, THUIIOM,
SHepruei u npu HeoOXOJUMOCTH pacrpeie/ieH|eM SHEPrUH HarlpaBieHHOr0 U3/TyYeHHsL.

MeMLHCKOE H37ie/ve, BKITIOUarolriee B ce0st MporpaMMHOe obecrieueHre, ¥ aBTOHOMHOe TIPOrpaMMHOe obecrieueHue, sSIBIISIOIeecst MeJULFTHCKUM H3Ze/TeM
1. MeaunuHCKOe wu3fienivie, BK/IOUaloilee B cebs mporpaMmHoe obecriedeHde, ¥ aBTOHOMHOE
mporpaMmHoe  obecrieueHue, — SIB/SIOLIEECS — MEJWLMHCKUM — U3ZIEJIMEM, [IPOEKTHUPYeTCs U
M3rOTaB/IMBAETCsl TakuM 00pa3oM, uToObI oOecreurBaTh CTAOWIBLHOE, HAZEXKHOE U 3PPEKTUBHOE
(GYHKLMOHUPOBaHKE 3TOTO MeJULITHCKOTO U3/Ie/Us B COOTBETCTBHY C Ha3HAUEHHEM, ONpeZieeHHbIM
TIPOM3BOJNTEIEM.

AKTHBHOE MeULIMHCKOE U3/e/ie, CBSI3aHHOe C MICTOYHHUKOM HEPTyU Wix 060py10BaHHbIE HCTOUHUKOM SHEPIUH

1. [Inf aKTMBHOTO MEAWIMHCKOTO W3/eNusl B Clydyae eAVHUYHON HEeHCIPaBHOCTH TPUHMMAKOTCS
COOTBETCTBYIOLL[ME MEPBI [I/is1 YCTPAHEHUS WIH CHWKEHUS TTOC/Ie[YIOIUX PUCKOB.
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2. AKTUBHOE MEeMI[UHCKOe W3[ie/iie, TIPH UCIO/Ib30BAaHUH KOTOPOro 0e30MacHOCTh MO/b30BaTe e
3aBUCUT OT BHYTPEHHEr0 WCTOYHMKA MUTAHUsS, 000PYAyeTcsl CpPeZiCTBOM OIpe/ie/ieHHsT COCTOSHUS
HWCTOUHWKA MTUTaHUSI.

3. AKTUBHOE MeJMI[MHCKOe W3[ie/iie, TIPH UCIO/Ib30BaHUH KOTOPOro 0e30rMacHOCTh MOJ/b30BaTesiel
3aBUCUT OT BHEIIIHEr0 MCTOUYHHKA MMUTAHUs, I0/DKHO BK/IIOUATh B CeDsi CUCTeMY CUrHAlW3aluy Jijist
OTOBeIIeHMs 0 Tiepeboe B IUTaHUH.

4. AKTHBHOe MeJIUIIMHCKOe U3Jie/ve, TipefiHa3HayeHHOe [JIs1 MOHUTOPUHIa OFHOI0 UM HeCKOIbKUX
K/IMHUYeCKUX I1apaMeTpoB  I0/b30BaTess, OO0OpYyAyeTcs COOTBETCTBYIOIUMHM  CHCTEMaMu
CUTHa/IM3aLyd Jj1sl TIpeSyIpeXxeHusl TI0/1b30BaTesisi O BO3HUKHOBEHUM CUTYallMH, KOTOpas MOJKeT
TIPHUBECTH K CMEepPTH WM Cephe3HOMY HapyLIeHHI0 COCTOSIHUS ero 37l0pPOBbSI.

5. AKTUBHOe MeIUIIUHCKOEe Hu3jejire IIPOEKTUPYeTCAd WM H3rOoTaB/IMBAETCA TdAKUM 06pa30M, YTOOLI
MaKCHUMaJ/IbHO CHHU3UTb PUCK CO3[dHHA 3/IEKTPOMATHUTHBIX rosen (BHEKTPOMHFHI/ITHBIX HOMEX),
KOTOPpbI€ MOT'YT OTPULIATE/IbHO CKAa3aThCA Ha pa60Te APYIuX MeJULIMHCKHUX I/I3,£LEIII/II‘/JI, 060py,£LOBaHI/IH u
CpeZiCTB CBSAA3U B COOTBETCTBHHU C NX Ha3HAUYEHUEM.

6. AKTHMBHOE MeJUIUHCKOE u3fejire TIPOEKTUPYEeTCAd W H3roTaB/IMBAETCA TAKUM 06p830M, YTOORI
obecreunThb YPOBEHb yCTOfIqHBOCTH K JJIEKTPOMArHUTHBIM TIOM€XaM (HOMEXO}/’CTOI\/’I‘JI/IBOCTI/I),
O6ECHE‘II/IBEII-0H_H/II‘/JI Hux ('byHKLU/IOHI/IpOBaHI/IE B COOTBETCTBMM C Hd3HAYE€HHWEM, OIlpe/ie/IeHHbIM
IpOU3BOAUTE/IEM.

7. AKTUBHOE MEJMI[MHCKOE W3/e/ie MPOEKTUPYETCS YW W3rOTaB/IMBAETCs TaKUM 00pa3oM, uTOoObI
MakCUMaJIbHO CHM3UThb DPMUCK CIy4yallHOTO TIODa)KeHUsl TI0/Ib30BaTesisi WM TpPeTbero Jiuia
3/IeKTPUYECKUM TOKOM Kak MPU HOPMa/bHbBIX yC/IOBUSIX SKCIITyaTal[ui MeJULIMHCKOT0 U3/ie/vsl, Tak 1
B YCJIOBUSIX eIMHUYHOM HEUCIPaBHOCTU MPU YCIOBUM, UTO MEJWLMHCKOE U3/e/iie YCTaHOB/IEHO U
00CITy)KMBaeTCsi B COOTBETCTBUU C yKa3aHUSIMU TIPOU3BO/UTEIIS.

3annTa OT MeXaHNUYeCKHX U TEPMHUUYECKUX PHUCKOB

1. MeauLIMHCKOe u3[e/iie TPOEKTUPYETCs] W U3rOTaB/IMBAETCA TakUM 00pa3oM, yToObl 3allUTUTh
T10/Ib30BaTe/IsI ¥ TPETHUX JIUI] OT PHUCKA MeXaHWUeCKUX MOPa)KeHUM, CBS3aHHOrO C COMIPOTUBJ/IEHUEM
JIBIDKEHUIO, HeCTaOMIbHOCTBIO U HAJIMUKEM JIBDKYILUXCS YacTell B COCTaBe TAKOTO MeJUIIMHCKOTO
W3[IeITusl.

2. MeauiHCKOe H3fieNie NPOeKTUPYeTCsl M U3rOTaB/IMBaeTCsl TakUM 06pa3oM, UToObl MaKCMMaIbHO
CHU3UTh DHUCK, CBSI3aHHBIM C BuOpaiyell, co3faBaeMoil 3TUM MeJULIMHCKUM H3JleNdeM, IyTeM
NIpUMEHEHUs] CPeZCTB, TI03BOJISIOLMX OFPAHUUUTL BUOPALIMIO, eC/I TOMBbKO BHUOpaLUs He sIBMISeTCs
YacThIO Npe/iHa3HaYeHMs MeJULIMHCKOT O U3/ie/sl.

3. MeMIMHCKOe U3/ieNre TPOeKTUPYETC sl M U3rOTaB/IMBAeTCS TakKUM 00pa3oM, UToObI MaKCUMasIbHO
CHU3UTb PUCK, CBSI3aHHBIN C CO3/jaBaeMbIM LIIyMOM, IIyTeM [PUMeHeHUs! CPeZCTB, UCTI0/Ib3YeMbIX /IS
yMeHblIIeHUs] IlIyMa, eclId TOJbKO CO3/jaBaeMblii IIyM He sB/SeTCS YacTblO Ipe/iHa3Ha4YeHUs
Me/IULIMHCKOT 0 U3/ie/ysl.

4. KneMMbl, pa3beMbl, COeZJMHUTEN U JpyTye yCTPOMCTBA MOAK/II0YeHNST MeULIMHCKOrO U3/ienus K
WCTOYHHMKaM 371eKTPUUECKOM, T'MJpaBAMuecKol WA NHeBMaTU4YeCKON 3Hepruu NpOeKTUPYIOTCS U
W3TOTaB/IMBAIOTCS TAKUM 00pa3oM, yToObI MaKCUManbHO CHU3UT /IF0Oble BO3MOYKHBIE PHUCKU.

5. MeauIMHCKOe U3/ie/ie IPOeKTUPYEeTCSl ¥ U3TOTaB/IMBAeTCS TaKUM 00pa3oM, UyToObl MaKCUMaIbHO
CHU3UTh PUCK OINMOOK, BO3HHMKAIOLIMX TIPU HENPaBUJILHOM TOAKIIOUEHUH WK TMepeK/TFUeHHN BO
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BpeMst pabOTHI anrapaTypbl WM JeTajiell B COCTaBe TaKOTr0 MeAULIMHCKOTO H3/e/Hsl.

6. OTKpbITbIe YaCTU MeJULIMHCKOTO H3fenus (3a MCK/IIOUeHHWeM 4vacTel, MpejHa3HaueHHBIX [Is
nojauv Temsla WIM [OCTWKEHUsl 3a/laHHbIX 3HaueHW TeMIrlepaTyp) He JOJDKHBI [OCTUraTh
TOTEHL{MA/IbHO OMAacHbIX 3HaYeHUH TeMIiepaTyp I1pyd HOPMaIbHbIX YC/IOBUSIX SKCIUTyaTallyu.

3EIHII/ITEI OT PUCKOB, BO3HUKAIOIWX OJI4 I10J/Ib30BaATe/IA OT no,anaeMoﬁ SHEPruu Wi BelecTB

1. MeuLMHCKOe u3Jenve, NpejHa3HaueHHOe [/ MOJayd I0JIb30BaTeIl0 SHEPruM WU BeLLeCTB,
MPOEKTUPYETCS Y WU3rOTaB/IMBAETCS TaKUM 00pa3oM, 4ToObI KOJIMUYECTBO MO/IaBaeMOW YHEPIUU WU
BeH_IECTBEl MO>KHO 6]:1]'[0 YCTaHElBJ'II/IBElTb nu HOA,E[EP)KI/IBEITL C TOYHOCTBHO, I,[[OCTEITO‘«IHOI\/'I AJid
obecrieyeHns 6€30MaCHOCTH MO/IL30BATEJIA.

2. MeIMIIMHCKOE W3/le/Iie OCHAILAeTCsl CPe/ICTBaMU TIpe/IOTBPAlleHus U (WIN) UHAUKALMU JTFOOBIX
HECOOTBETCTBUH B MOCTaB/JIEHHOM KOJIMYECTBE SHEPTHH WU BEIlleCTBA, KOTOPOEe MOXKET MPeZCTaB/ISATh
OTacHOCTb.

3. Ha MeUITMHCKOM HU3/IeJTUM YETKO YKa3bIBaeTcst MHMopManus 0 QYHKIMAX CPeZCTB YIPaBIeHUs U
WHAUKATOpOB. Ec/M uMeeTcst MHCTPYKLMS 110 IPUMEHEeHUI0, WK PYKOBO/CTBO 110 3KCIITyaTaLiy, WK
BU3yaJIbHbIe CPe/ICTBA MH/AWKAL[MU OTIePALIMOHHBIX WU PeTyIMPOBOYHBIX TTapaMeTPOB MeJULIMHCKOTO
W3/ienusi, TO Takast MHGOpMaLus 0/KHA ObITh TIOHATHOM TI0/Tb30BATEIIO.

3HIIII/IT8 OT PUCKOB, BO3HUKAIOIHX B CBA3U C UCITI0/Ib30BAHUEM MEAULIMHCKOT' 0O U3e/1Md, MMpeJHa3HAaYE€HHOT' O TIPOU3BOAUTE/IEM /1A TPUMEHEHUA 1M0/Ib30BaATEe/IAMUA, HE UMEIOILUMHA
Crielfqia/IbHOro0 MeaAUIUHCKOI'O O6pa3OBaHI/IH

1. MepuiiuHCKOe HU3/esue, pefHa3HaueHHOe TIPOU3BOAUTE IeM [IjIst TIPUMeHEeHHUs TI0/Tb30BaTe/IsIMU, He
VMMEIOIIUMH  CTE[UaIbHOTO0 MEeAUI[MHCKOr0 00pa30BaHus, MPOEKTUPYETCS U W3rOTAB/IUBAETCS C
YUeTOM HaBLIKOB M CPE/ICTB, JOCTYITHBIX 3TUM JIUI[aM, TAKUM 00pa30M, UTOObI MEAUI[MHCKOE U3/e/THe
(hYHKIIMOHUPOBAZI0O B COOTBETCTBUM C €r0 Ha3HAUeHHWEM B YC/IOBUSX OOBEKTUBHO OXKU[AeMbIX
JleliCTBUI CO CTOPOHBI 3TUX JIUI].

2. MeguiHCKOe u3fenve, TpeJHa3sHaueHHOe [Jisi TPUMEeHeHUsl I0JIb30BaTesIsiMU, He UMEIOIUMU
CTeL[Ua/IbHOTO MEeJUIIMHCKOr0 00pa30BaHusi, MPOEKTUPYETCS W M3rOTAaB/IMBAETCS TaKUM 00pa3oMm,
YTOObI MAaKCHMaJIbHO CHH3UTH PUCK OLIMOKH B TIPOIeCCe MPUMEHEHUs MeJVLIUHCKOTO W3[eus, a
Tak)ke NP MHTepPIIpeTaL pe3y/IbTaToOB TeCTUPOBaHUSI.

3. MeguiiHCKOe u3fenue, TpeJHa3HaueHHOe [Jisi MpUMEeHeHHUsl I10JIb30BaTessiMU, He UMEIOIUMU

CTeL[Ua/IbHOTO MEUIIMHCKOr0 00pa30BaHusi, JO/DKHO WUMETh, €C/Id 3TO OOBEKTHBHO BO3MOJKHO,

(GYHKIMIO TIOATBEPXK/IEHWS TOrO, UTO TMPU HCIO/Ib30BAHUUM 3TO MEAUIMHCKOe u3fienve Oyner

(hYHKIIMOHUPOBATh B COOTBETCTBUY C Ha3HaueHWEM, OTIpe/ie/IeHHBIM TTPOU3BOIUTEIIEM.

II1. O61mue TpeboBaHus 6e30macHOCTH, 3G HEKTUBHOCTH U KaUeCTBa, MPUMeHsIeEMble K MeJULIMHCKUM U3[IeJTUSIM /ISl AUaTHOCTUKY in vitro
Xumuueckue, pusnueckre U 6UOIOrMUecKre CBOMCTBA MeJULIMHCKOTO U3Ze/us i/t AUarHOCTUKH in vitro

1. ITpu IPOEKTUPOBAaHWUU M U3rOTOBIEHUN MeJULIMHCKOTO U3/e/Hs JIJisl IMarHOCTHKY in vitro ocoboe

BHHMMaHUe JOJDKHO YZe/siThCS BO3MOXXKHOMY YXY/IIEHHIO aHaIUTHUeCKOW 3¢¢eKTUBHOCTU HU3-3a

HECOBMECTUMOCTH TIPUMEHSIEMBIX MaTe€PHaJIOB, MPO6 U (W/IK) aHAUTOB.

2. Ilpy TTPOEKTUPOBAHUH, M3TOTOBJIEHUN U YIIAKOBKE MEAUI[UHCKOTO U3/eNUS /IS AMarHOCTUKM in

Vitro o/KeH ObITh MaKCMMabHO CHYDKEH PHCK, CO3/IaBaeMblid 3arpsi3HSIIOLIMMU BeleCTBaMH U UX

0CTaTKaMH JijIsI TI0JIb30BaTesiel v JIML], Y4aCTBYIOI[MX B TPAHCIIOPTUPOBKE, XpPaHEHHUHU, 00C/Ty)KMBaHUU

Y WCII0JIb30BaHUMA MEJUIIMHCKOTO W3JeNusl A/l JUarHOCTHKH in vitro (C yueToM Ha3HadyeHUs
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MeIULIMHCKOTO W3/e/Us /i1 AMarHOCTHKHM in Vitro, a TakXKe [JIUTebHOCTH U YaCTOTHI BO3JIeMCTBUS
9THUX BEI[eCTB Ha OPraHW3M 4eJyioBeKa).

3. Ilpu npoeKTUPOBaHUX U U3TOTOBJIEHUH MeJULIMHCKOTO U3/e/Tusl 1l AUarHOCTHKY in Vitro 10/KHbI
ObITb CHU)KEHBI PUCKU:

1) cBsizaHHBIE C OMAacHBIMU YW (WIM) BPeAHBIMU BellleCTBaMU, KOTOPble MOTYT BBIMBIBATHCS WU
BBITEKATh U3 MEAUIMHCKOTO U3/e/IUs [IJisl TUArHOCTHKH in Vitro (C yueToMm UX CeHCUOUTU3UPYIOIIEro
JIleMCTBYSA, KaHLEPOTeHHOCTH, MYTareHHOCTU WIM OTPHULIaTeJbHOTO B/MSHUS Ha PENpOAYKTUBHYIO
(yHKLHIO);

2) cBsi3aHHBIE C HellpeZHaMepeHHbBIM T0TIa/laHeM B MeJUL[UHCKOe W3/iesive /ISl IMarHOCTHUKH in vitro
TIOCTOPOHHUX BellleCTB(C yueTOM Ha3HaueHusl, Orpe/ie/IeHHOr0 IPOU3BOJUTENEeM, U IIpeArioaraeMbIxX
yCJIOBUM TIPUMEHEHUsT MeJULIMHCKOTO U3e/Tus 711 AMarHOCTUKH in Vitro).

WHbeKUHOHHOe U MUKPOOHOE 3arpsisHeHUe MeJULUHCKOTO U3/1e/THs /I JUarHOCTHKY in Vitro

1. IIpu NPOEKTUPOBAHUHM W U3TOTOBJIEHHH MEJULIMHCKOTO W3[e/usi [Jisl AUarHOCTUKY in vitro puck
UHOULMPOBAHUS TI0/b30BaTe/iedl M TPETbUX JIML[ [O/DKEH ObITh yCTPaHeH WM CHIDKEH [0
JOMYCTUMOTO YpPOBHs. KOHCTPYKLUST MeJULTHCKOTO W3ZeNnust [Jisi JUarHOCTHKM in Vitro Jo/pKHa
obecrieunBaTh MPOCTOTY B OOpaIl[eHWH U OOCIY>KUBAaHWU U TIPU HEOOXOAMMOCTA MAKCHUMAJIbHO
CHHU3UTh PUCK MUKPOOHBIX yTeueK W3 MeJULMHCKOTO W3/eNUs [/ JUarHOCTHKM in Vitro W (umm)
MHUKDOOHOTO BO3/IMCTBUSI B TIPOLIECCE WCIOMB30BaHUS, a TaKkKe TMpeJOTBpalliaTh MHKPOOHOe
3arpsi3HeHHe MEeJMIMHCKOTO W3[eus [/ JUarHOCTHUKH in Vitro Wid mpobbl MOJb30BaTeaeM WId
TPeTBUM JIL|OM.

2. Ilpy mpoeKTUpPOBAaHUY, U3TOTOBJIEHUN U YNAaKOBKe MeJWLIMHCKOTrO U3Ze/us A AUarHOCTUKU in
Vitro, UMeIOIero CrelranbHbli MUKPOOUOIOTHUECKU CTaTyC B COOTBETCTBUM C MapKHPOBKOM,
JO/DKHO OBITh TapaHTUPOBAHO, UTO MHUKPOOWOJIOTHUECKHH CTaTycC ocTaeTcss 6e3 W3MeHeHWH Tpu
Co0JTFO/IeHNH YCJIOBUH TPAHCTIOPTUPOBKU M XpaHEeHWsI, OTpe/le/IeHHbIX ITPOU3BOAUTENEM, /10 TeX TI0p,
TI0Ka 3alljUTHasl YIIakoBKa He OyZleT HapyllleHa WU BCKPbITA.

3. CTepu/ibHOE MEUIIMHCKOe U3[e/ue JJis JUArHOCTUKY in Vitro 1ubo MeAUIIMHCKOe U3Zieue Jiist
[IUArHOCTHKH in Vitro, UMeIoIre CrieldaibHbIii MUKPOOMO/OTMUYECKUI CTAaTyC, U3rOTaB/IUBAIOTCS,
06pabaThIBaIOTCS U ITPU HEOOXOAUMOCTH CTEPUU3YIOTCS C IPUMEHEeHUEM Ba/TU/IUPOBAaHHbBIX METO/IOB,
060py/10BaHwsI, TIPOLECCOB.

4. MeauIIMHCKOE W3ie/e i UATHOCTUKU in vitro, TpeOylollee CTepuUIM3alvi, AOJDKHO OBbITh
M3rOTOBJIEHO B KOHTPOJIMPYEMBIX TTPOU3BO/[CTBEHHBIX YCIOBUSX.

5. YnakoBKa HECTEPWIBHOTO MeJUIMHCKOrO W3JeNus [Jis [UarHOCTHKM in  Vvitro Jo/pKHa
obecrieyrBaTh ero LeJI0OCTHOCTD U YUCTOTY U B C/IyYae, eC/Id MeAULIMHCKOe U3/IeHe sl JUarHOCTUKU
in vitro [O/KHO OBITH CTEPUIM30BAHO Iepe]i HCIIO/Ib30BaHWEM, MAKCHMAalbHO CHHU3UTb DHCK
MHKPOOHOTO 3arpsi3HeHMsI.

Me,I[I/ILII/IHCKOE usaenue Ayis 1MarHOCTUKKA in VitrO, cogeprkallee MaTeprasbl OM0I0rMUeCKOro TIPOUCXOXKAEHUA

1.B ciyuae ecnmu MeOULIMHCKOe U3ZieNue [ JAWArHOCTUKU in Vitro cofepXXUT OGHOIorHuecKue
MaTepHanbl JKUBOTHBIX, TO 00pabOTKa, XpaHeHWe, TeCTHpPOBaHWe OWOIOrMYeCKHX MaTepHasioB
JKMBOTHOTO TPOUCXOXKIEHHS, a TAK)Ke 0OpallleHre ¢ HUM JI0JDKHO OCYILECTB/ISTHCS TaKUM 06pa3oMm,
yToObI 00ecreunTh 6e30MacHOCTh TO/Ib30BaTe/ied W TPeThbUX JIML. be30macHOCTb B OTHOLIEHUH
BUPYCOB, JPYTUX UH(MEKLIMOHHBIX areHTOB ¥ WHBIX BO30yauTeseli 6onesHel, obLMX /i uesioBeKa 1



13

JKUBOTHBIX, [OOJ/DKHA obecrieunBaThHCS MocpeACcTBOM TIPUMEHEHUS Ba/IMAUPOBAHHBIX METOJO0B
YHUUTOXEHWA WIM  HWHAKTHUBAMKM B  XO4e  TIPOM3BOACTBEHHOrO  TIIponecca. ‘YKa3zaHHbIe
Ba/IMAVPOBAHHbIE METObI HE TIDUMEHAIOTCA B OTHOLIEHWU METULIMHCKOT 0 U3ae/ind A/ AUdarHOCTUKU
in VitrO, €CJ/IM dKTUBHOCTb BHUPYCOB U [PYI'UX HH¢)EKHHOHHLIX dI'@eHTOB O6yC]’IOB]I6Ha Ha3Ha4YeHHneM
MeIWLIMHCKOIro u3sfenns Ajad AWarHOCTHUKHU in vitro unmm rnpoLecc YHUUYTOXeHU W/ WHAKTHUBALIUH
MOXXeT CHU3UTb Bq)q)EKTI/IBHOCTb MeJUIIMHCKOI'0 u3aeaua Ajid JUarHOCTUKH in vitro.

2. B ciydae ecnu MeAWLIMHCKOe W3Jie/de /ISl AWArHOCTHKU in Vitro COJep>KHUT OHOJorHuecKre
MaTepHasbl YeJIOBeYeCKOT0 MPOUCXOXK/IEHHs, TO 00paboTKa, XpaHeHue, TeCTUPOBaHKe U obpalljeHue C
610JIOTMUeCKUMU MaTepraiaMi UejI0BeUeCcKOro MPOUCXOXKIEHUsST [JO/DKHBI OCYIECTB/IATECA TaKUM
obpa3oM, uToObI ObecrieunTh 6e30TMacHOCTb TMOJb30BaTenell M TPeThbUX JIML. be3onacHoCTh B
OTHOIIIEHWM BUPYCOB U JPYrMX WH(EKIMOHHBIX areHTOB JOJDKHA 00eCcreuruBaThCsi TOCPEeICTBOM
MpUMeHeHUs BallJMPOBaHHbIX MEeTO/I0B YHUUTOKEeHHS U/IM MHAKTUBAL[UU B X0/le ITPOX3BO/CTBEHHOIO
rporecca. YKasaHHble Ba/JMJUPOBaHHble METOJbl He INPUMEHSIOTCS B OTHOLLUEHWH MeJULIMHCKOTO
W3[eNvsl [Jis JUArHOCTHKY in Vitro, ec/ii akTUBHOCTh BHUPYCOB U APYTHUX MH(MEKIMOHHBIX areHTOB
00yc/ioB/ieHa Ha3HAUEHMEM MEJMIIMHCKOTO HW3/e/us /il AWarHOCTUKY in Vitro WM Mpoiecc
VHUUTOXKEHUS] WIM WHAKTHBALIMM MOKET CHHU3UTh 3(P(PeKTUBHOCTL MEAUIMHCKOTO HW3JeNUs /IS
JUarHoCTHKH in vitro.

3. B cayuae eid MeAWIIMHCKOE W3Je/iie [Jisi UATHOCTHUKHU in Vitro COJep>XUT OUOIoruveckue
MaTepuaibl MUKPOOHOTO MPOUCXOK/EHUs, TO 00paboTKa, XpaHeHUe, TECTUPOBAHUE U 0OpailjeHre ¢
OUONOrMYeCKVMMH MaTepyaiaMi 3TOH TIPUPOJBI JO/DKHBI OCYIIECTBIATHCS TaKAM 00pa3oM, UTOOBI
obecreunTs 6e30MacHOCTh TI0/Ib30BaTe/ield ¥ TPEThUX JIUL. Be30macHOCTb B OTHOLIEHUY BUPYCOB U
Ipyrux WHQEKUMOHHBIX areHTOB /I0O/DKHA  00ecreumBaThCsl  TIOCPEICTBOM  MPUMeHeHWs
Ba/IMJUPOBaHHbIX METO/IOB YHUUTOKEHUS WIM UHAKTHBALIUM B X0/l TIPOU3BOJCTBEHHOIO MpoLiecca.
YKasaHHble BalUJUPOBAHHbIE MeTO/bl He TIPUMEHSIIOTCSI B OTHOLIEHUH MeAULIMHCKOTO U3/eus /s
[TUAarHOCTHKU in Vitro, ecid aKTUBHOCTb BUPYCOB M JPYTMX MH(EKIIMOHHBIX areHTOB 00yC/IOBIeHa
Ha3HaueHHeM MeJUIIMHCKOTO W3/e/usl [Jis JUarHOCTHKH in Vitro WX MpOLIeCC YHAUTOXKEHUS WIN
MHAKTUBALIMK MOXKeT CHU3UTD 3(PPeKTUBHOCTb MeJUITMHCKOTO U3/[e/THs /I/Is TUAarHOCTHKH in Vitro.

MeuLIMHCKOe U3fienye [Jisl [UarHOCTHKY in Vitro, MprMeHsieMoe B yC/IOBHUSIX BO3Z€HCTBUS BHEITHUX (PaKTOPOB

1. MefuLMHCKOe u3fenue /s AUarHOCTHMKU in Vitro MpPOEeKTUPYeTCs U W3rOTaB/IMBAeTCs TaKUM
o6pa3omM, uTobbI ero c60pKa, HACTPOMKA, KaJMOPOBKa, UCTI0/Ib30BaHUE U 0OCTY)KUBaHUE B YCIOBHSAX
BO3/IeHCTBUSI BHEIIHKUX (PaKTOPOB ObLIM TIPOBeieHbI 6e30MacHo.

2. B ciyyae eciiu MeMLIMHCKOE HU3/ie/1ue /151 JMarHOCTUKY in Vitro rnpejiHa3HaueHo /111 IpUMeHeHus B
KOMOMHAIMY C JPYrUMU MEJUIUHCKUMU u3fie/usMu U (Wid) obopyZoBaHUEM, BCS KOMOWHAIWs,
BKJTFOUAsi COJIMHUTE/IbHYIO CUCTEMY, /IO/DKHA ObITh 6€30MacHOM U He JI0/DKHA YXY/[IIaTh 3asiBIeHHbIe
(byHKLUMOHATBEHEIE XapaKTePUCTHKKA MEeJIULMHCKOTO W3ZeNds I/l OUAarHOCTHKM in vitro. JIroGbie
W3BECTHBIE OTPAHWYEHHS 110 TIPUMEHEHHUEO TaKOM KOMOMHALIUY YKa3bIBAaOTCS HA MApDKUPOBKe U (U/H) B
VHCTPYKLIMM M0 TpUMeHeHut0. IIpy NMpoeKTMpOBaHMM U U3TOTOBJIEHUW COEeJUHUTENBHBIX CHUCTEM
JO/DKHBI  OBITb MAaKCHMajlbHO CHIDKEHBI BO3MOXKHBIE DHCKM HEeMpaBWIBHOTO CoefuHeHHs. He
JIOTyCcKaeTcs IpUMeHeHNe B COCTaBe MeAULIMHCKOT0 U3/ieNus /1Sl AMarHOCTHKY in Vitro crieljuaabHbIX
TeXHUUeCKWX U (UIM) POrpPaMMHBIX CPeJICTB, UCK/TIOYAIOLIMX UM OrPaHUUMBAIOIIMX BO3MOXXHOCTD
€ro WCMO0J/Ib30BaHUs B KOMOWHAIMK C APYTMMH TpeJHAa3HAUeHHBIMU [IJI 3TOr0 MeJULIMHCKUMHU
W37ievsiMU U (W) 060pyJOBaHHEM.
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3. MeguLMHCKOe u3fienve JJis JUarHOCTUKW in Vitro MpOeKTUPYeTCs W M3rOTaB/IMBAeTCsl TaKUM
06pa3oM, uToObl YCTPAHUTh WK CHU3UTH [0 IPUEM/IEMOT'O YPOBHSI:

1) pyCK TpPaBMHUPOBaHMSI TI0JTb30BATEJISI WA TPETHUX JIHII B CBSI3U C GU3UUECKUMH XapaKTepUCTUKAMU
MeIULIMHCKOTO W3/1e/Tvs J/1s1 AMAarHOCTHKM in Vitro;

2) pUCK OIIMOKYA TIpH MCITO0/Ib30BaHUM MEJUIIMHCKOTO W3[eus JAJIS JUAarHOCTHUKU in Vitro u3-3a
KOHCTPYKTHBHBIX XapaKTePHUCTUK UM YesloBeueckoro ¢pakTopa;

3) pUCK, CBsI3aHHBIM C OOBEKTMBHO Tpe/CKa3yeMbIM{ BHEIIHUMH BO3AEHCTBUSIMU WM TaKUMU
OKPY’KaloIMMH yCJIOBUSIMH, KaK BHEIIIHHE 3/IeKTPOMarHUTHBIE T10JIsI, 3JIEKTPOCTaTUUeCKHe pa3psifibl,
n3ydeHre, atMmochepHoe JaByieHre U ero Tiepera/ibl, BIaXHOCTb U TeMIlepaTypa BO3AyXa;

4) pUCK, CBSI3aHHBIA C HWCIOJIb30BAHWEM MEAULIMHCKOTO W3ZeNusi /sl JUarHOCTUKHW in Vitro npu
KOHTaKTe C MaTepuagaMu, XXUJKOCTSIMHU U Ta3aMu, BO3/IeHiCTBUIO KOTOPbIX MeAULIMHCKUE U3/eust [/t
JMarHOCTHKY in Vitro rno/iBepratoTcsi B HOPMa/IbHBIX YCIOBUSIX KCILTyaTaluy;

5) pUCK, CBfi3aHHBII C BO3MOXXHBIM HeraTHBHBIM B3aWMOJEMCTBHEM MeX]y MPOrpaMMHBIM
obecrieueHreM MeULIMHCKOTO W3Zeus [/ AWarHOCTUKW in Vitro U yC/IOBUSIMH, B KOTOPBIX OHO
3KCTUTyaTUPYeTCs;

6) pYCK CTy4aifHOTO TIOTIa/IaHksl TTIOCTOPOHHUX BeI[eCTB B MeAULIMHCKIe U3/e/HsI AJIs1 AMarHOCTUKHY in
vitro;

7) PUCK HerpaBWILHOU uzieHTU(hHUKALMKY P06 B paMKax AWarHOCTUKH in Vitro;

8) p1CK B3aMHBIX TTOMEX, CBA3aHHbIX C JIPYTUMH YCTPOMCTBAMH, 0OBIUHO IPUMEHSIEMBIMH B JIeUeOHO-
JIMarHOCTHUYeCKOM TIpoljecce.

4. MeUIIMHCKOe u3[eNye [ JUArHOCTHKHU in Vitro MpPOeKTUPYeTCS W M3TOTaBJIMBAETCS TaKUM
obpa3oM, uTOOBI YCTPAaHUTh WM MAKCUMAajbHO CHU3UTh DUCK BOCIUIAMEHEHHS WM B3pbiBA B
HOPMaJIbHBIX YCIOBUSX KCII/TyaTalluy UK B CTydae eIMHUYHOro oTKasa. Ocoboe BHUMAHHE J0/DKHO
YAeJSThCS MeJULIMHCKUM U3[eMUsiM [Jis AUarHOCTHKU in Vvitro, MpYMeHsIeMbIM C HCI0JIb30BaHHEeM
JIETKOBOCITJTAMEHSIIOILIMXCST UJTK B3PbIBUATHIX BeIlleCTB.

5. MeuiHCKOe HU3[e/ne [Jisi AWATHOCTHKU in Vitro MPOEKTHPYeTCS ¥ HM3rOTAaB/IMBAETCS TaKUM
obpasoM, uT0OBI CrOCOOCTBOBaTH 0€30MACHOM YTU/IM3ALMU OTXO/I0B, O00PA30BaBLIMXCS TMOC/E
WCII0/Tb30BaHUs MeIULIMHCKOTO U3/eNUs A/ AUArHOCTHKHY in Vitro.

cDyHKL[I/IOH(':IJ'II:HI:I13 XapaKTepUuCTUKU MeJULIMHCKOI'O U3Jeynsa A/ JUarHOCTUKH in vitro

1. MeguiiHCKOe wu3zienve [/ JUarHOCTUKM In Vitro MpPOEKTUPYeTCS M W3rOTaB/IMBaeTCs TaKUM
obpa3oM, uTOObI WX (YHKLHOHATbHBIE XapAKTEPUCTUKU 0a3supoBa/iMCh Ha COOTBETCTBYIOLIEH
Hay4yHOW M TeXHUUeCKoW ocHoBe. MeOWLIMHCKOe U37enve /sl JMarHOCTHKM in Vitro JO/DKHO
(YHKLJMOHMPOBATb Ha MpPOTSDKEHUM BCErO CpoOKa 3KCIUTyaTalliM B COOTBETCTBUM C Ha3HaueHMeM,
orpe/ie/ieHHbIM NIPOXU3BO/IUTE/IEM, B YACTH:

1) XxapakTepuCTUK aHaIUTUUYeCKON 3(p(PeKTHBHOCTU: TOYHOCTDH (ITPaBUIBHOCTD U TPELM3UOHHOCTB),
cUcTeMaTU4ecKast TIOTPeLHOCTb, aHa/IMTHuecKast YYBCTBUTE/ILHOCTB, aHa/IMTHuecKast
crerupUUHOCTb, Tipe/ies1 0OHapyKeHus (AeTeKIMH), AaHATUTUUYEeCKUM AMara3oH, JIMHeHHOCTb, TOUKa
OTCeueHwus], TOBTOPSIeMOCTh, BOCITPOM3BO/IMMOCTD, BK/TIOUAst YCJIOBUS ee OTpeZie/ieHus], Orpe/e/ieHure
BO3MO)KHBIX MHTeP(epeHTOB H0TeHHOM U 9K30TeHHOU NPHUPO/BI U TIePeKPeCTHYIO peaKTHBHOCTE;
2) XapakTepUCTUK  KIMHWYeCKOW 3G (eKTHBHOCTUA:  [UAarHOCTHUYEeCKas  UYyBCTBUTE/BHOCTH,
JUarHoctuyeckass  CleLU(UYHOCTb,  Tpe/cKasaTesibHas  LJeHHOCTb  TIOJIOKUTENBHOTO U
OTPHLIATe/ILHOTO pe3y/bTaToB, OTHOLIEHMEe NMpaBJoNofo0us, oKujaeMble 3HAUEHHS] B HOPMasbHOM
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WU BBI/IeIEHHOMW TIOMYJISIWN.

2. B cayuae eciu 3¢¢deKTUBHOCTh MeAULIMHCKOIO W3Zle/us i1 JUarHOCTHKM in Vitro 3aBUCHT OT
KanubpaTopoB Y (WIM) KOHTPOJIBHBIX MAaTepHasoB, METPOJIOTUYecKas IPOCIeKUBAEMOCTh X
3HAUEHWH JJ0/DKHA 00ecreunBaThCsi pehepeHTHBIMU MEeTOZAMU U (U/T1) UMEIOIIUMUCS ped)epeHTHBIMU
Marepranamy 6osee BEICOKOTO MOPsiAKa.

3. UncioBble 3HaUeHUST pe3y/bTaTOB UCC/1eJ0OBaHUA o6pa3u013 OMOJIOTMYeCKUX MaTepHra/ioB Ue/I0BEKa,
TMOoJ/Iy4yeHHble B pdMKaX [AWAarHOCTHUKU in vitro, A,0JDKHBI OBITD BbIPpa’>K€HbI B 06H_IEHPI/IHHTLIX u
CTaHAAPTHU3HUPOBAHHBIX €JUHULIAX.

3amra OT U3/TyuyeHUs

1. ME,E[I/ILII/IHCKOE usaene And AUMarHOCTUKKU in vitro TNPOEKTHUPYETCsA, HN3roTaB/JMBAETCA U
YIIaKOBBIBA€TCA TaKUM o6pa30M, YTOOBI MUHHMA/ILHO rnojBepraTb Mo/Ib30BarTesied u TPeTbUX JIUL]
BOB,D;GI‘/JICTBI/H-O TMOTeHLMAa/IbHO OITaCHOI'O U3/TyYeHUs.

2. MeMIMHCKOe W3Jenve [ [JUarHOCTUKH in Vitro, TipefHa3HayeHHOe /Il TeHepUpPOBaHUS
MOTEeHIMa/IbHO OINACHOIO M3/Iy4eHHs, NPOeKTUPYeTCs U M3rOTaB/IMBAeTCs TaKUM 00pa3oM, uTOObI
rapaHTUpPOBaTh KOHTPOJIb W (WIM) pery/JMpOBKY XapaKTePUCTHK M KOJMYeCcTBa MCIyCKaeMoro
W3/TyyeHUsl, ¥ OCHAIAOTCS BU3YajbHBIMA W (WIM) 3BYKOBBLIMH Cpe[CTBAMH TpeAyIPeX[eHHs O
Ha/IMuuM (aKTUBHOCTH) TAaKOTO U3/Ty4eHMUsI.

MeuLIMHCKOe U3Zie/ne [j1s AUarHOCTHKY in vitro, BK/touarolriee B cebst mporpaMmMHoe obecrieueHne, 1 aBTOHOMHOE [TPOrpaMMHOe 00ecrieueHue, IB/SIOIIeecst MeJULIMHCKAM U3/e/TUeM JiIst
JUarHOCTHUKM in vitro

1. MeauiiMHCKOe U3/ieve [Ji JMarHOCTHKM in  vitro, BK/IOYaroiiee B Cebs TpOrpaMMHOE
obecrieueHre, 1 aBBTOHOMHOE MPOrPaMMHOe obecrieueHve, SBASIOLeecss MeAULIMHCKAM U3/e/THeM ISt
[MAarHOCTHKH in Vitro, MPOEKTUPYETCS W W3rOTAaB/IMBAETCA TaKUM 00pa3oM, uToObl 00ecreurBaTh
cTabubHOe, HagexXHoe U 3hdekTrBHOEe (GYHKIIMOHUPOBAHHWE 3TOT0 MEJMI[MHCKOTO W3/e/usl B
COOTBETCTBUM C Ha3HaueHUeM, Orpesie/ieHHbIM TIPOU3BOJUTE/IEM.

AKTHBHOE MeJULIMHCKOE M3/ie/Ihe Jijisl AMAarHOCTUKY in Vitro, CBSI3aHHOEe C UCTOYHWKOM 3HEPTUH WK 000py/I0BaHHbIE HCTOUHUKOM YHEPIHH

1. AKTUBHOE MeIVWLMHCKOe u3aenve Oiad AWUAarHOCTHUKH in vitro, IMpyu HUCI10/Ib30BaHWKU KOTOPOI'o
6e30MacHOCTh I10/Tb30BaTe/ el 3aBUCUT OT BHYTPEHHEr 0 NICTOUHMKaA ITUTaHW, 060py,ELYETCH CpeacTeomM
oripeZiesieHHUs COCTOAHNA NCTOYHUKA MU TaHUSA.

2. AKTHUBHOE MeJUIIMHCKOe W37ie/ive [jisi JUArHOCTHKH in Vitro MpOeKTHPYeTCs W W3TrOTaB/IUBAeTCS
TaKUM 00pa3oM, uT0Obl MAaKCHMaabHO CHM3UTh PHCK CO3/IaHHS 3/IEKTPOMAarHUTHBIX —I10/IeH
(271eKTPOMarHUTHBIX TOMeX), KOTOpble MOTYT OTPULATeNbHO CKa3aThCs Ha paboTe Apyrux
MeUIIMHCKUX W3/IeJTii, 000pYyZ0BaHMsS U CPEJICTB CBSI3U B COOTBETCTBUHU C UX Ha3HAUEHUEM.

3. AKTUBHOe MeJULIMHCKOe M3fie/Me [/ JUarHOCTHKY in Vitro MpOeKTUPYeTCsl U U3rOTaB/IMBaeTCs
TakuM 00pa3oM, uTOOBI 0OECMeUnTh YPOBEHb YCTOHUMBOCTH K 3J€KTPOMArHUTHBEIM TOMeXam
(MOMeX0yCTOWYHMBOCTH), 00ECTIEUHBAIOLIHIM €r0 (YHKLIMOHUPOBAHKUE B COOTBETCTBUM C HA3HAUEHUEM,
orpeZiesieHHbIM IIPOU3BO/IUTETIEM.

4. AKTUBHOe MeAWIIMHCKOe U3/ieiie [/Is TUAarHOCTHUKH in Vitro TpPOeKTUPYeTCs M W3TrOTaB/IHUBAeTCs
TakKUM 00pa3oM, uTOObI MAaKCUMaJbHO CHU3WUTh PUCK CIyUyalHOrO TIOPaKEeHWsl IM0/b30BaTesss WId
TPeThero /LA 37eKTPUYeCKUM TOKOM KaK TIPU HOpMaJsibHBIX YC/IOBUSIX SKCILTyaTalii MeJULUHCKOTO
u3zenusi, Tak U B YCJIOBUSIX €IMHAYHOW HEWCITPABHOCTHU TIPU YCJIOBUHM, UYTO MeAULIMHCKOe U3fesne
YCTaHOBJIEHO U 0OCTY>KUBAETCSI B COOTBETCTBUM C YKa3aHHUSIMHU TTPOU3BOAUTEJISL.
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3amuTa OT MeXaHMYeCKHUX ¥ TEpPMUUYECKHX PUCKOB

1. MepuijuHCKOe M3fenue AJIs1 JUarHOCTUKU in Vitro NMpOeKTUPYeTCsl U M3rOTaB/IMBAaeTCs TaKUM
obpa3oM, uTOOBI 3alIUTUTH TOJIL30BATENSI U TPETBUX JIML] OT PUCKA MEXaHWUYeCKUX TMOpa’keHuH,
CBSI3aHHOTO C COTIPOTHUBJIEHHEM JBVKEHUIO, HECTAOUIBHOCTBIO Y HA/IMUMEM JBVDKYILUXCS YacTeld B
COCTaBe TaKOT0 MeAULIMHCKOTO U3Zesl.

2.B cnyuae ecsii B cocTaBe MeJUIIMHCKOTO W3fe/usi in Vitro MMeITCS JBWKYIMECs 4acTH,
TpeyCMaTpUBAIOTCS CpeJCTBAa 3all[UThl I0/b30BaTe/si OT DUCKA, CBSI3aHHOTO C BO3MOKHBIM
paspylleHreM ABWKYIIUXCS yacTell WK C UX OTPHIBOM.

3. MeguLiMHCKOe u3Jienve JJis JUarHOCTUKW in Vitro MpOeKTUPYeTCs W M3rOTaB/IMBAeTCsl TaKUM
obpa3oM, uTOOBI MAaKCHMajJbHO CHU3UTb PHUCK, CBsI3aHHbIM C BUOpalyel, CO3JaBaeMOi 3THM
MEeZIUITUHCKUM U3/Ie/TUeM, IyTeM TTPUMEHEHUsT CPE/ICTB, TTO3BOJISIOIIUX OTPAHUUUTL BUOpAIHIO, eC/i
TOJILKO BUOpAI[UsI He SIB/ISIETCS YaCThIO TIPeIHa3HaueHHsT TAKOT'0 MeJUITMHCKOTO U3[IeJTHSI.

4. MeuIIMHCKOe W3[eie [ JUArHOCTHKH in Vitro MPOeKTUPYEeTCS W M3TrOTaBJIMBAETCS TaKUM
obpa3oM, uTOOBI MAaKCMMalbHO CHHU3WTb PHCKH, CBf3aHHbIE C CO3/[jABaéMbIM IIyMOM, IyTeM
npuMeHeHus (MPU HeoOX0IUMOCTH)CPE/ICTB, UCTI0/Ib3yEMbIX /IS YMEHbILIEHHUS [IyMa.

5. KsieMMBl, pa3beMsl, COeIMHUTE/TH U IpyTye YCTPOICTBa NOAK/IFOUeHNs MeIULIMHCKOT 0 U3/le/us AJIst
JMarHOCTHKH in vitro K MCTOUHMKAM 3/1eKTPHUUECKOM, M1/ipaBIuvecKoi Wiy THeBMaTHUYeCKON SHepruu
TIPOEKTUPYIOTCS U W3TOTaB/IMBAIOTCS TAKAM 00pa3oM, 4TOObI MakKCMMajabHO CHHM3UTH JIFOOBIE
BO3MOJKHbBIE DUCKHU.

6. MeuIMHCKOe W3[e/e [/ AWarHOCTUKU in Vitro NMpoOeKTUpyeTCs M W3rOTaB/IMBaeTCsl TaKUM
obpa3oM, uToObl MaKCHMaJbHO CHH3UTh DHUCK OIIMOOK, BO3HHMKAIOLMX IIPU HENpaBUIbHOM
TOZAK/TFOUeHNH WM TlepeK/TI0UeHNH BO BpeMsi paboThI anmapaTtypel WK JieTajqeld B COCTaBe TaKOro
MeULMHCKOT O U3/e/Vsl.

7. OTKpBITbIE YaCTU MeJUIMHCKOTO W3/eusi AJisi IUarHOCTHKY in Vvitro (3a MCK/IIOYeHHeM YacTel,
MpeiHAa3HAUEHHBIX [I7IsI TT0/]AUU TeTljIa WX JOCTWXEHUs 3a/IJaHHBIX 3HAUeHUH TeMIiepaTyp) He JO/DKHBI
JIOCTUTaTh TIOTEHI[UA/IbHO OMACHBIX 3HAUYEHWM TEeMIepaTyp TIpU HOPMAJbHBIX YCJIOBHUSIX
9KCIUTyaTal[|H.

3&IIII/ITH OT PUCKOB, CO34aBa€MbIX MeJAULIMHCKHUM U3Je/IrueM /1 JUarHOCTUKU in VitrO, npeaHa3HaY€HHBbIM 11 CaAMOTe€CTUPOBAHUA M10/Ib30BaTe/1€M UKW TeECTUPDOBAHUA BOJIM3U M0/IL30BaTe/Is

1. MepuiiuHCKOe W3feue JJsi JUarHOCTHKHM in Vitro, mpegHa3sHaueHHOe [jisi CaMOTEeCTHPOBaHUS
M0/Ib30BaTe/IeM WM TECTUPOBaHUs BO/IM3U TI0/Ib30BATeIs, TPOEKTUPYETCS U U3rOTAB/TUBAETCS TAKUM
obpa3oM, uT0ObI OHO (YHKIMOHMPOBAJO B COOTBETCTBUM C HAa3HAUEHWEM, OIpeZe/IeHHbIM
TIPOM3BO/IUTE/IEM, C YYeTOM HABBIKOB II0/Ib30BAaTesl U YCAOBUM SKCIUTyaTal[ddl MeAULMHCKOTO
W3/IeNVs.

2. MeuIMHCKOe W3[ene i JAAArHOCTHKH in Vitro, rpefHa3sHaueHHOe jiss CaMOTeCTHPOBAHHSI
T10/Tb30BaTe/IeM W/IK TeCTUPOBaHUs BOJIM3M TI0/Ib30BaTe s, IPOEKTUPYETCS ¥ M3TOTABIUBAETCS TAKUM
06pa3oM, uTo6bl MAaKCHMMa/IbHO CHU3UTh PUCK OIIMOKU I0/Th30BaTe/Isl, He UMEIOIIEro CIelyajbHOro
MeIULIMHCKOTr0 00pa30BaHus, TIPH MPUMEHeHUH TaKoro MeAUI[MHCKOT0 U3/IeJHs, a TaKXKe Ipy 0Tbope
1pob WK UHTePIIPeTaL[iK Pe3y/IbTaTOB TeCTUPOBAHMSI.

3. MeuIMHCKOe W3[ene i AAArHOCTHKH in Vitro, rpeHa3sHaueHHOe jiss CaMOTeCTHPOBAHHSI
TI0/T630BaTe/IeM W/IH JIJIst TECTUPOBaHMs BOIM3M TI0/Th30BATe s, JO/DKHO UMETh, €CJTH 3T0 00BbEeKTHBHO
BO3MOXKHO, (PYHKIIMIO TIOATBEP)KIEHHUS TOTO, UTO TIPH UCTIO0/b30BAHUM 3TOT0 MEIUIIMHCKOTO U3/e/TUsT
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OyayT GYHKLIMOHMPOBATH B COOTBETCTBUH C Ha3HAaUeHHEM, OTIpe/ie/IeHHBIM TIPOU3BOIUTEIEM.
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