COBET EBPABUMCKON DKOHOMUYECKOHN
KOMUCCHUHA

PEIIEHUE
ot 12 ¢eBpans 2016 r. N 27

OB YTBEPKJEHUU OBIINX TPEBOBAHMIA
BE30OMACHOCTHU U DOPEKTUBHOCTH
MEJUIIMHCKUX W3JEJUI, TPEBOBAHUN K X
MAPKHUPOBKE U DKCILJIYATALIMOHHOW
JTOKYMEHTALIMM HA HUX

B cooTBercTBuM ¢ nyHkToMm 2 ctathu 31 JloroBopa o EBpazuiickoM 3KOHOMHUYECKOM COr03€ OT 29
mas 2014 roxa, OyHKTOM 2 cTtathi 3, IyHKTOM 4 cTaThu 4 v nyHKTOM 4 ctathu 7 CornaiieHus o
€IMHBIX MPHUHIMIIAX U MpaBHJIaX OOpaIIECHUs] MEAUIMHCKAX W3AENUN (M3IeNUi METUIIMHCKOTO
Ha3HAYCHUS W MEIUIIMHCKOW TEXHWKH) B paMKaxX EBpa3miicCKOTO SKOHOMHYECKOTO COro3a OT 23
nexadbpst 2014 roma, mynkrtamu 104, 108 w 109 npunoxkenus N 1 k Permamenty paGoTbl
EBpazuiickoil 3KOHOMUYECKOW KOMUCCHUH, yTBepkAeHHOMY Pemenuem Briciiero EBpasuiickoro
sKoHOMHYEcKoro coBera oT 23 aexadbps 2014 r. N 98, u Pemenuem Briciiero EBpasuiickoro
sKoHOMHU4Yeckoro cosera oT 23 nekabpst 2014 r. N 109 "O peanuzanuu CornameHust 0 eIMHbIX
OpUHIMIAX M TMpaBwiax oOpamieHus MEAUIMHCKUX U3AeIui (M3AeUid  MEIUIUHCKOTO
Ha3HAYeHUsl U MEJMIIMHCKON TEXHUKHU) B paMKax EBpaszuiickoro skonomuueckoro corosa" CoBeT
EBpasuiickoil 3kOHOMUYECKON KOMUCCUU PEILIHIIL:

1. Y1Bepauth npunaraemsie O6mme TpeboBanus 6€301mMacHOCTH 1 3(PPEKTUBHOCTH MEAUIIMHCKUX
U3JIeNNi, TpEOOBAHUS K X MAPKUPOBKE M AKCIUTYaTAIIMOHHOW JIOKYMEHTAIIMU Ha HUX.

2. Hacrosimee Pemenne BcTymnaer B cwiy mo ucredeHud 10 KaleHJapHBIX JHEH C JaThl
BCcTyIuieHus B cuiy [Iporokona, moamwcanHoro 2 nekabpst 2015 roma, o MpUCOSAMHEHHH
Pecniy6nukn Apmenuss k CorjameHu0 O €IWHBIX TMPUHIWIAX W TpaBWiIax oOparieHus
MEJULUHCKUX H3JeMUHA (M3A€Iuil MEIUIMHCKOIO Ha3HAuYeHUs M MEAMIMHCKON TEXHHKH) B
pamkax EBpa3zuiickoro skoHomuueckoro corosa ot 23 aexabps 2014 rosa, HO He paHee 4YeM 110
ucreueHun 10 KaleHAapHBIX JHEW C JaTbl OQUIMAIBHOIO OIyOJMKOBAaHMS HACTOSILErO
Pemenus.

Unensr Coeta EBpa3uiickoit 3KOHOMUYECKONH KOMUCCHUU:

Ot Peciy6nmuku Ot PecniyOnmuku Ot Pecny6nuku Ot Keipreisckoit Ot Poccuiickoit
ApMmeHus benapych Kazaxcran PecnyGnuku Qenepauun



B. 'TABPUEJISIH B. _ b. CATMHTAEB O. IIAHKPATOB H. IIYBAJIOB
MATIOIIEBCKHHA

YTBEPX/[EHBI
Pewenuem Cosema

FEespa3zuiickoii akoHoMuueckotl komuccuu

om 12 gpespans 2016 2. N 27

OBIIUE TPEGOBAHUSI BE3ONACHOCTHU U
YOOEKTUBHOCTU MEJIULIUHCKUX U3EJIUIA,
TPEBOBAHUSI K UX MAPKUPOBKE U
IKCIVIYATAMOHHOMN TOKYMEHTALIUHA HA HUX

1. O01mue mooKeHus

1. Hacrosmme OOmiue TpeOGoBaHUs pa3paboOTaHbl B COOTBETCTBUHM C IYHKTOM 2 craThu 31
JoroBopa o EBpazuiickoM 3koHOMUYECKOM coto3e oT 29 mas 2014 rojga, OyHKTOM 2 CTaTbu 3,
OYHKTOM 4 cTaThd 4 W OYHKTOM 4 crathu 7 CoryialmeHus O €AMHBIX MPUHIUIAX M MpaBHIIaX
oOpaleHusi MEIUIUHCKUX W3IeHuid (M3AeUid MEIMIMHCKOTO Ha3HAYCHUS W MEIUIUHCKOU
TEXHUKH) B pamkax EBpasuiickoro skoHOMHYecKoro coro3a oT 23 nexabps 2014 roma wu
yCTaHaBJIMBAIOT 00mIMe TpeOoBaHUs 06e30MacHOCTH U 3(PPEKTUBHOCTH MEAMIIMHCKUX U3MEIHIA, a
TaKkkKe TpeOOBaHUS K MapKHPOBKE U SKCIUTyaTAllHOHHOW JIOKYMEHTAIlMH Ha MEIUIIUHCKUE
W3JIeNns, BBITyCKaeMble B oOpaleHue B pamkax EBpazniickoro s3KOHOMHYECKOTo coro3a (manee -
Coro3).

2. Hnsa ueneit Hactosammx OOmmMX TpeOOBaHUN HCIIONB3YIOTCS TOHSTHS, KOTOPBIE O3HAYAIOT
cienyrouiee:

"aKTUBHBIE MCAULIMHCKHC I/ISILGJ'II/ISI" - MCIUIUHCKHUEC U3JCINA, TPUMCHACMBIC OTACIIBHO WJIM B
COUCTaHMU C APYruMH MCAULMUHCKUMU U3ACIIUAMHA, I HeﬁCTBHﬂ KOTOPBIX H606XOI[I/IMO
HCIIOJIb30BAHUEC SHCPIUu, OTJIMYHOMN OT HpOI/IBBO,Z[I/IMOﬁ YCJIIOBCKOM, HJIM CHJIBI TAXKCCTU.

MeauiacKre n3aciivs, NpeaHa3sHauYCHHBIC IJIA Ne€peaadu SHEPTUU WM BCUICCTB OT aKTHBHOI'O
MCOUIIMHCKOIoO HM3JCJIHUA K II0JIb30BaTCIIO 0e3 ux CYHICCTBCHHOI'O HM3MCHCHH, HE SBJIAIOTCA
AKTUBHBIMH MCIUIMHCKHUMHU H3ACITUAMU. CaMOCTOSTEIBLHOE MporpaMMHOC obecreueHune
paccMaTpruBaCTCAd KaK aKTUBHOC MCAUIIMHCKOC U3CIINC,

"0e30MmacHOCTh MEIUIIMHCKOTO HW3Meus" - OTCYTCTBHE HEIOMYCTHMOTO PHCKa, CBSI3aHHOTO C
NPUYMHEHHUEM BpeJla )KU3HHU, 37J0POBbIO YEIIOBEKA, a TAKXKe OKpYXKarollen cpese;

"MHCTPYKIIMS 1O TNPUMEHEHHUI0" - OKCIUIyaTallMOHHAs  JOKYMEHTallus, CoJiepKarias
UH(pOpMaIHIO, TPEJOCTaBIIEMYIO POU3BOIUTENIEM I10JIb30BATENI0 OTHOCUTEIBHO Ha3HAYCHMUS,
Ha/IeXalero M 0e30MacHOTO HCMOJIb30BAHUS MEIUIIMHCKOTO U3JENUs, KOTOpas MOXKeT
BKJIIOYaTh B ce€0S B TOM 4YHCIIE€ PYKOBOJCTBO IO 3KCIUTyaTal[MM, METOAMKY MEIUIMHCKOIO
OpPUMEHEHUsI, TacrnopT, (QOpMyJslp, MHCTPYKUIMH [0 MOHTaXy, HajajJKe, TEXHHYECKOMY



00CITy’KMBaHUIO, PEMOHTY, TPAHCIIOPTUPOBKE, XPAaHEHHIO, YTUIIN3ALUN METUIIMHCKOTO U3/IEIINS;

"MEIUIIMHCKHE W3MeNHs JUIs JUArHOCTHKH in Vitro" - Ito0ble WHCTPYMEHTHI, ammaparsbl,
puOOpEI, 000pyAOBaHHE, MaTepHallbl, PEareHThl, KalMOpPaTOphl, KOHTPOJIBHBIE MaTepUAIbl U
MpoYMe W3ICNUsl, IPUMEHSEMbIE B MEIUIIMHCKUX IIESIX OTICNBHO WM B COYECTAHHU MEXKIY
co0OH, a Takke BMECTe C MPHHAIC)KHOCTIMH, HEOOXOIUMBIMH JUIS MPUMEHEHUS YKa3aHHBIX
U3MIeJIMi  T0 Ha3HayeHHWIO (BKIIOYas CIENHaJbHOE TpPOrpaMMHOE oOOeclieueHue), W
npeHa3HAaYeHHbIE TPOU3BOAMUTENIEM JJIsl TPUMEHEHHs IMPH HCCIIEAOBAaHHAX in Vvitro oOpasios
OMONIOTMUECKUX MaTephalioB 4YeJoBeKa Uil [ONydyeHHs HHGOPMAIUU  OTHOCHTEILHO
(PU3HOJIOTUYECKOTO MITH MATOJIOTHYECKOTO COCTOSIHUS, BPOXKICHHOW TIATOJIOTHH,

MPEIPACTIONIOKEHHOCTH K ONpPENEJICHHOMY KIMHUYECKOMY COCTOSIHHIO HJIM  OOJIe3HH,
COBMECTUMOCTH TKAaHEH C MOTEHUUAIbHBIM PELUUIIMEHTOM, IPOTHO3UPOBAHMUS PEAKLUUN Ha
TEpareBTUUYECKHE BO3/ICHCTBUSA, BEIOOpA TEPANIEBTUUECKUX CPEJICTB U (MIIM) KOHTPOJIS JIEUSHMUS

"HeOmaronpuATHOE COOBITHE (MHIMICHT)" - Jr00as HEHWCIPaBHOCTh, W (WIHM) YXYIIICHHUE
XapaKTepUCTUK, WIH HapylnieHue (yHKIMOHUPOBAHHS MEIUIIMHCKOTO  W3ACTHS, WM
HEJI0OCTAaTOYHOCTh JINOO HEKOPPEKTHOCTH COMPOBOAMTEIHLHON WH(MOpPMAIMK (JIOKYMEHTAITMN) Ha
MEIUIIMHCKOE H3/IeNNe, TN II000YHOe JIeHCTBHUE, HE YKa3aHHOE B MHCTPYKIUH 110 IPUMEHEHHUIO,
KOTOpBIE TPSMO WM KOCBEHHO TNPUBEIH HIM MOTJH IMPHBECTH K CMEPTH WIH CEphE3HOMY
YXYALUICHHIO COCTOSIHUS 3JI0POBbsSI MMOJIb30BATENICH WM TPEThUX JHI (IIPH 3TOM TOJI CEPhE3HBIM
YXyAUICHHEM COCTOSIHHSI 3JI0POBbsI MOHMMAIOTCS OIMACHOE JIsl JKU3HHM 3a00JIeBaHHE, CTOHKOE
nopakeHHe (PYHKIMU OpraHu3Ma WM HeoOpaTHUMOe MOBPEXKICHUE CTPOSHHs TeJa, COCTOSHUE,
TpeOyromiee MEIUIIMHCKOTO WM XHPYPrHYECKOTO BMEIIATENhCTBA C IENIbI0 TPEAOTBPAIICHUS
OMACHOTO JUIS KM3HH 3a00JIeBaHUs, WM CTOHKOTO TOPaXCHUS (QYHKIUM OpPraHW3Ma, WIH
HEOOpaTHMOTO TOBPEXKICHHUS CTPOCHHS Tela, COCTOSHUE, TpeOyrollee TOCHUTATH3AIUN WU
3HAYHTENIFHOTO YBEIUYEHHsI CPOKa MpeObIBaHUS B CTAlMOHAPE YK€ TOCHHTAIM3UPOBAHHOTO
nanveHTa, (QyHKIHOHAIBFHOE HApyIIeHHE y IUIOAA, ero TuOenb, BPOXKACHHAs aHOMAIUS HIIH
po/ioBas TpaBMa);

"HexenaTelbHOe COOBITHE" - M000e HEeXKEeIaTeIIbHOE MEAUIIMHCKOE COOBITHE, HETPOTHO3UPYEMOE
3a0oeBaHue JIHOO TIOBPEXKICHHE WU HEXKeIaTelbHbIe KIMHIUYSCKHE NPU3HAKH (BKIFOYAs
Ta0OpaTopHBIE TIOKA3aTeNd, OTIUYHBIE OT HOPMBI) y TIOJNB30BaTelICd WM TPEThbHX JIWI,
CBSI3aHHBIX C IPUMEHEHUEM MEIUITMHCKOTO H3/IEIIHS;

"MoJsib30BaTeNb" - MAMEHT, MEAUIIMHCKAN CIEIUATUCT WU JI000e Ipyroe (pu3ndecKkoe JIUIO,
MPUMEHSIONINE MEAUITTHCKOE U3JIeJINe TI0 HA3HAYEHUIO, OTIPE/IETIEHHOMY TTPOU3BOUTEIIEM;

'VBq)(i)eKTI/IBHOCTB MCAUIIMHCKOI'O I/IB,HCJ'II/IH” - CIIOCOOHOCThH MCIUIIMHCKOI'O U3 aCIINA
COOTBECTCTBOBATh HA3HAYCHUIO, OIIPCACIICHHOMY IIPOU3BOJUTCIICM.

I1. O0mme TpedGoBaHusA 0e30MaCHOCTH U 3P (PeKTHBHOCTH, IPUMEHUMbIE KO BCEM
MeIMUIMHCKUM H3AeTHAM

3. MenuuuHCKUe H3JeNUS NPOSKTUPYIOTCS U HM3TOTOBISAIOTCA TaKUM 00pa3oM, 4TOOBI MpH
UCIIOJIb30BAHUM B YCIIOBHUSAX U B LEJIAX, COOTBETCTBYIOIIMX MX HA3HAUYCHMIO, ONPEIECICHHOMY
IPOU3BONUTENEM, U TIPU HEOOXOJAUMOCTH C YYETOM TEXHHUYECKHMX 3HAHHM, OnbITa, 00pa3oBaHUs
WINA CIIEIUATLHOW MOATOTOBKH, KIMHHYECKOTO M (PU3NYECKOTO COCTOSHHSI TIOJIh30BATENsl OHU
JIeCTBOBAJIM COTJIACHO HAa3HAYEHHIO, OTIPE/ICTIEHHOMY MPOU3BOAUTENEM, U ObLIN Oe30TacHbI IS
MOJIB30BATEIIS M TPETHUX JIUIL [IPU YCIOBUH, YTO PUCK, CBA3AHHBIA C UX TPUMEHEHHEM, SIBJISIETCS



IMPUEMJIIEMBIM IIPU COIIOCTABJICHHUHU C ITOJIB30M JJI IIOJIB30BaTCIsA.

He nomyckaercss orpaHuueHue B3aMMO3aMEHSEMOCTH MEIUIMHCKUX U3JCIUNA  MyTeM
HCIIOJIb30BaHMS  CIICIHATBHBIX TEXHUYCCKUX MM TMPOTPAMMHBIX CPEACTB MM JIPYTHMH
cnoco0aMu.

4. Pewienusi, NpuHATHIE TPOU3BOJAUTEIEM MPU MPOSKTUPOBAHUU U U3TOTOBJICHUH MEAUIIMHCKOTO
U3JIeNHs, JOJDKHBI COOTBETCTBOBATH MPUHIMIIAM O€30MaCHOCTH C YYETOM OONIECIPU3HAHHOTO
ypoBHS pa3Butusi 3HaHWM. [Ipy HEOOXOAMMOCTH MPOU3BOJUTENH YIPABISET PUCKAMHU TaKHM
00pa3oM, 4TOOBI OCTATOYHBIN PUCK, CBSI3aHHBIA C JIIOOOW OMACHOCTHIO, SIBIISUICS MPUEMIIEMBIM.
[IpousBoauTens PyKOBOACTBYETCS CAEAYIOIUMH IPUHIUIIAMHU B OPSAIKE IPUOPUTETHOCTH:

BBISIBIICHUE H3BECTHON HIIH HpeﬂBHHHMOﬁ OIIaCHOCTH M OILCHKA CBA3aHHBIX C HCIO PHCKOB,
BO3HHUKAIOIMIUX IIpU HCIIOJIB30BAHMUM MCAUINHUHCKOIO M3ACJIUA 110 HA3HAYCHUIO W IIpH
npeacKasyeMOoM HCIPABUIIBHOM HCITIOJIb30BAHUU,

YCTPAaHCHUC PHUCKOB MYTEM IPUHATUA COOTBCTCTBYIOIIHMX TCXHUYCCKUX U TCXHOJIOTHYCCKUX
peIHeHI/Iﬁ IpH MPOCKTHUPOBAHUU U U3IOTOBJICHUH MCIAUIMHCKOI'O U3ACIINA,

CHMIKCHHEC OCTATOYHBIX PUCKOB IIYTEM NPUHATUA aJCKBATHLIX 3allIUTHBIX MCP, BKJIIOYasA CUTHAJIbI
TPpEBOI'U;

nH(pOpMUpPOBaHKE TTOJIb30BaTeNIel 000 BCEX OCTATOYHBIX PHCKaX.

5. MenunuHCKAE W3ICIUS MPOSKTHPYIOTCS, W3TOTABIMBAIOTCS M YIAKOBBIBAIOTCS TAaKHM
00pa3oM, 9TOOBI UX AKCILTYyaTAlIHOHHBIC XapaKTEPUCTHKHU U AP(HEKTUBHOCTh HE HAPYIIAIUCH TTPH
TPaHCIIOPTUPOBKE U B TPOLIECCE XPAHEHHSI B COOTBETCTBHH C MHCTPYKIUEH 10 MPUMEHEHUIO.

6. MenuuuHCcKue W3AETUS JOJDKHBI ObITh 3()()EKTHBHBIMH Tak, Kak 3TO MPEIyCMOTPEHO
MIPOU3BOJMUTEIIEM, U JIOJKHBI OBITh CIPOSKTHPOBAHBI U U3TOTOBJIEHBI TAKMM 00pa3oM, YTOOBI B
HOPMAJIBHBIX YCJIOBMSIX JKCIUTyaTalliM OHU COOTBETCTBOBAJIM LEJISIM TNPHUMEHEHHS 110
HA3HAYEHUIO, ONPEJEICHHOMY IPOU3BOJUTEIIEM.

7. DKcITyaTallMOHHBIE XapaKTEPUCTUKU U 3((HEKTUBHOCTh MEAMIIMHCKOTO HM3/CTHS HE JOJDKHBI
W3MEHATHCS 10 TAKOW CTENEHH, YTOOBI CTAaBUTH IO YIPO3Y JKU3HB M 3[J0POBBE MOJIH30BATENCH U
TPETHUX JIUI] B TEYEHHE CPOKA IKCILTyaTallMH, ONPEIEICHHOTO0 MPOU3BOIUTENEM, IIPU YCIOBUH,
YTO MEIULMHCKOE U3JIEeIUE TOJABEPraercsd BO3ACUCTBUAM, KOTOpPbIE MOIYT BO3HHUKAaThb B
HOPMAJIbHBIX YCJIOBUSIX OKCIUIyaTallud, W TEXHUYECKoe OOCIyXHBaHHE NPOBOJUTCS B
COOTBETCTBHH C MHCTPYKLMEN 110 IPUMEHEHHUIO.

8. Bce u3BecTHBIE U NPEANOIaraéMble pUCKU, BO3SHUKAIOIIME ITPU UCIOJIB30BAaHUHM MEIUIIMHCKOTO
u3zenus, u Io0bie HexkenaTreabHble 3((EKTH OT TAKOTO UCIIOIB30BAHUS CBOJATCS K MUHUMYMY
U JOJDKHBI OBITh TIPUEMJIEMBIMH TP COIIOCTABICHHMH C TOJB30M ISl TOJB30BaTeNeH,
I0JIy4aeMOM OT MPELyCMOTPEHHOIO IMPOU3BOAMTENEM JECHCTBHUS MEIULUHCKOIO HW3IENHS IMPU
HOPMAJIBHBIX YCIIOBUAX 3KCIUTyaTal1u.

9. Jlnst KaxIoro MEIUIIMHCKOTO W3ACTHs MpelocTaBisercs wHpopMmanus, HeoOXoaumas JUis
WICHTHU(HUKALNY 3TOTO MEIUIIMHCKOTO U3ENUSl ¥ €0 MPOU3BOIUTENS, CTPAHBI IIPOUCXOKICHUS,
a Tarke mHMOpMAIM IS MOdb30BaTeNsl (MpodecCHOHATBHOTO WIIM HEMpO(ECCHOHAIBLHOTO),
Kacaromascsi 0e30IMacHOCTH MEIUIMHCKOTO U3AENHs, ero (yHKIHOHAIBHBIX CBOICTB H
OKCIUTyaTallMOHHBIX XapaKTepUCTHK. Takas WH(opManus MOKET HaXOAHWThCS Ha CamMoOM
MEIUIIMHCKOM U3JIeTINH, Ha YIIaKOBKE MM B MHCTPYKLUH 110 TPUMEHEHHUIO.



10. Hocurens wundopmamuu, ee ¢opMar, CcoAepKaHUE U  PACIOJIOKEHUE  JIOJDKHBI
COOTBETCTBOBATh MEJULMHCKOMY H3/EJINI0, €0 HA3HAYCHUIO U TEXHUUYECKUM 3HAHUSM, OIBITY,
00pa30BaHUIO WM MTOITOTOBKE MOJIb30BaTENCH.

Hocurenp mHbOpManum B KadyecTBE OrpaHWYCHUH MO MPUMEHEHHIO, TIPOTHUBOIIOKA3aHUU, MeEp
MPEIOCTOPOKHOCTH WJIM TPEAYNPEkACHUS ODKEH COJEpKaTh CBENEHUs 00 OCTaTOYHBIX
pHUCKax, CBSI3aHHBIX C MPUMEHEHUEM MeAUIMHCKoro u3aenus. [lonstue "mpoTuBonokasanus’ He
OPUMEHUMO I MEAMLIMHCKUX U3JIEIUH U1 JUarHOCTUKH 1n Vitro.

11. Uudopmarnus, npexycMoTpeHHast MyHKTOM 9 HacToammx OOmmx TpeOoBaHUH, yKa3bIBaeTCs
HAa MapKHPOBKE W B MHCTPYKLHUHU IO NMPUMEHEHUIO Ha PYCCKOM SI3bIKE, a TAKXKE MPH HATHIUU
COOTBETCTBYIOUINX TPEOOBAaHUI B 3aKOHOJATENIHCTBE TOCYAAPCTB-WICHOB Ha TOCYJIapCTBEHHOM
s3bIKEe (TOCYAapCTBEHHBIX A3BIKAX) FOCY1apCTB-WICHOB.

Takass wH(bOpMAIUS MOXET COAEPKAaTh CHMBOJBI, yCTAaHOBJIEHHBIE MEKIOCYIapPCTBEHHBIMU
CTaHJApTaMH, a TAaK)KE€ YCTAHOBIIEHHBIC MEXIYHAPOIHBIMH CTaHAApTamMH (TPU YCIOBUH, YTO
0€30MacHOCTh MEAMIIMHCKOTO M3/IENIMs HEe HApYIIAeTCs B CBS3U C HEMTOHMMAHUEM OTICIbHBIMU
MOJIb30BATEINISIMU 3HAUCHHUSI TAKUX CUMBOJIOB).

III. O61ue TpedoBaHust 0€30MACHOCTH M I(PPEKTHBHOCTH, IPUMEHUMbIE K
MEeIUIIUHCKUM U3/1eJIMsIM, 32 UCKJII0UeHUeM MeIUIMHCKUX U31euil 1J1s
JTHATHOCTHKHM in vitro

1. Xumuueckue, puzndeckue U OM0J0rnYecKre CBOMCTBA MeTUIMHCKUX H31eIuil

12. HpI/I MNPOCKTUPOBAHUU W M3TOTOBJICHUHU MCIAHIWHCKHX H3):[eﬂHI71 0c000€e BHHUMaHHE JOJI2KHO
YACIATBCA:

l) BLI60py HCIIOJIL3YyEMbIX  MATCPUAJIOB, 0COOEHHO B OTHOIIEHHH TOKCHYHOCTH H
BOCIINIAaMCHACMOCTH,

2) COBMECTHUMOCTH HCIIOJIb3YEMbIX MAaTepUajoB M OMOJIOTHYECKUX KIIETOK, TKaHEH, JKUIKOCTEH,
BELIECTB M UX MPOU3BOJHBIX (Janee - OMOJOTMYECKHE MaTepualbl) C y4eTOM Ha3HAUCHHs
MEIUIIMTHCKOTO U3/IEIHS;

3) BBIOOpPY HCHOJB3yeMbIX MAaTepUANIOB C YYE€TOM TaKuUX I[OKa3aTellel, Kak TBEpAOCTb,
U3HOCOCTOMKOCTh U yCTAJIOCTHAS MPOYHOCTb.

13. Tlpu mpoeKkTUpOBaHWM, WU3TOTOBJICHUH M YHAKOBKE MEIWIIMHCKHUX HW3JCITUH TOJDKEH OBITh
MaKCHMAaJIbHO CHIDKEH PHUCK, CO3/1aBa€MBbIi 3arps3HSIONIMMHU BEIIECTBAMU M MX OCTAaTKaMH, IS
MOJIb30BATENIel W JIMI, YYacCTBYIOIIUX B TPAHCIOPTUPOBKE, XPAHEHUH U OOCITY>KUBAHUHU
MEJIULUHCKUX U3JIeNUN (C yueTOM Ha3HauYeHUs MEIUIMHCKOTO M3/EIUs, a TaKXkKe JUIUTEIbHOCTH
¥ YaCTOThI BO3JICHCTBHS 3THX BEIIECTB HA OPraHU3M YEJIOBEKA).

14. MemunuHCKHE W3ENUs MPOSKTUPYIOTCS M M3TOTABIMBAIOTCA TaKUM 00pa3oM, 4TOOBI OHH
MOTJIH OBITH 0€30TMacHO MCIIOIB30BAHbBI C MaTEpPHAaMH, BEIIECTBAMU U Ta3aMH, ¢ KOTOPBIMU OHH
BXOIAT B KOHTAakT IIPM HOPMAJBHBIX YCIOBHAX OSKCIUIyaTallMd WIA IPU I[POBEACHUU
TEXHUYECKOro OOCIyXuBaHUA. Eciau MeauIMHCKHE H3AETUs IpeJHa3Ha4deHbl JUIsl BBEJICHUS
JIEKapCTBEHHBIX CPEACTB, WX IMPOEKTHUPOBAHUE M M3TOTOBJICHUE OCYIIECTBIIIOTCS TAaKUM
o0pa3oM, 4YTOOBI OHU OBUTM COBMECTHMBI C JICKAPCTBEHHBIMHU CpPEACTBAaMU (IIPH YCIOBHH



coOMIO/IeHUs] OTpaHWYEHUN MO WX MPUMEHEHHI0) B Iesax obecreueHus 3PGEeKTUBHOCTH Kak
JIEKapCTBEHHOT'O CPEJICTBA, TAK M MEIUIIMHCKOTO U3/IENU B COOTBETCTBHH C HA3HAYEHUEM.

15. Tlpy mpoOEKTUPOBAHUH M M3TOTOBICHUH MEIUIIMHCKUX M3IEITHHA JTOHKHBI OBITh MAaKCHMAIIBHO
CHIDKEHBI PHCKH:

1) BbI3BaHHBIE BO3MOKHBIM BbIIEJICHUEM WJIM BBIMBIBAHHEM M3 MEIUIIMHCKOIO M3/I€TUSI OMaCHBIX
U (WIKM) BPEIHBIX BEIIECTB (C YYETOM UX CEHCHOMIM3HUPYIOUIETO NEHCTBHS, KAaHIIEPOTEHHOCTH,
MYTareHHOCTH WJIM OTPUIIATEIILHOTO BIUSHUS HA PETPOTYKTHBHYIO (DYHKITUIO);

2) CBA3aHHBIC C HENPCAHAMCPCHHBIM IIOINNAJaHUEM B MCAUIMHCKOC HU3ACIHUEC ITOCTOPOHHUX
BCHIICCTB (C Y4€TOM Ha3sHAYCHUs, OIPCACICHHOI'O IIPOU3BOAUTECIICM, U IIPECATIOIaracMbIX YCHOBI/Iﬁ
HOPpUMCHCHHA MCOAULIUHCKOTO I/I3I[€J'H/I$[).

2. UHpekunoHHOEe 1 MUKPOOHOE 3arpsA3HeHHe MeIMIMHCKUX U3/1eTuil

16. Tlpu M3roTOBICHMM MEAMIIMHCKOTO H3AEIUS JIOJDKEH OBITh YCTPAaHEH WM CHHXKEH [0
JOTTYCTUMOTO YPOBHSI PUCK HMH(PUIMPOBAHUS TOJIb30BaTened u TpeTbux nul. KoHcTpykius
MEIHUIIMHCKOTO U3JIENIUsl TOJKHA 00eCIeYrBaTh MPOCTOTY B 3KCIUTyaTallid U OOCITYXHUBAaHHH H
IpU HEOOXOJUMOCTH MaKCUMAaJIbHO CHU3UTh PUCK JIFOOBIX MUKPOOHBIX yT€UEK U3 MEIULIMHCKOTO
u3nenuss u  (WIM) MHKPOOHOTO BO3JCUCTBUSI B TPOIECCE HCIOIb30BAHMS, a TaKKe
MPEeIOTBpAIIaTh MHUKPOOHOE 3arpsi3HEHUE MEIUIIMHCKOTO W3JENHS WIH MPOOBl MOJIh30BATEIEM
WJIM TPETHUM JIMLIOM.

17. HpI/I MMPOCKTUPOBAHUU, H3TOTOBJICHUHN U YIIAKOBKEC MCIUIIMHCKUX HSHCHHﬁ, HUMCIOIIUX
CHGHI/IaJ'II)HHﬁ MI/IKpO6I/IOJIOFI/I‘leCKI/Iﬁ CTaTyC B COOTBETCTBUU C MapKHpOBKOﬁ, JOJI2KHO OBITH
rapaHTUpOBaHO, 4YTO MHKpO6HOHOFH‘I€CKHﬁ CTaTyC OCTacCTCA 0e3 M3MeHEeHHI npu CO6J'IIO):[CHI/II/I
YCHOBI/Iﬁ TPAHCIIOPTUPOBKU MW XpPaHCHHA, ONPCACICHHBIX ITPOU3BOAUTEIICM, O TCX IIOp, ITOKa
3alllUTHAs YIIAaKOBKa HC 6y;[eT HapylIcHa WJIN BCKPbITA.

18. Tlpu mpoeKTUpOBaHUH, U3TOTOBJICHUH U YIIaKOBKE MEAUIIMHCKUX U3/IETUH, MOCTaBISEMBIX B
CTEpWIIBHOM COCTOSIHHH, JIOJDKHA OBITh TapaHTUPOBAaHA WX CTEPWIBHOCTh HPHU COOJIOJCHHUH
YCIIOBUW TPAHCIOPTUPOBKU U XPAHEHMsI, ONPEACIICHHBIX MPOU3BOJUTENIEM, 10 T€X MOp, MOKa
3allUTHAs yMaKoBKa He OyJIeT HapylleHa WM BCKpPbITA. Takue MEIMIUHCKUAE W3ACIIHs
YIAKOBBIBAIOTCA B OJHOPA30BYIO YIIAKOBKY.

19. CTepI/IJ'II)HLIe MCAULIMHCKHUE U3CINA 1mmbo MCAULIMHCKHUEC HU3ACIINA, HMCHOIIIHMEC CHCHI/IaJ'II)HHﬁ
MI/IKI)O6HOJIOFH‘-I€CKPII71 CTaTyC, HU3roTaBJIMBAKOTCA, 06pa6aTBIBaIOTC$I n I1pu HCO6XO,I[I/IMOCTI/I
CTCPUIIU3YIOTCA C IPUMCHCHHUEM BAJIMAUPOBAHHBIX METO0B, O60py,[[0BaHI/I$I, IponuecCoB.

20. MCI[I/IHI/IHCKI/IG HU3aciusd, Tpe6yfoume CTCpUJIN3alluH, JOJIKHBI OBITH HW3TOTOBJEHBI B
YCIIOBHUAX KOHTpOHpreMOﬁ YUCTOTHI IIPOU3BOJICTBCHHLIX 30H.

21. YnakoBKa HECTEPHIHHBIX MEIMIIMHCKUX M3JIETUHN JIOJKHA 00€CIeunBaTh WX IETOCTHOCTh U
YUCTOTY M B Clydae, €ClId MEIUIIMHCKOE W3JAeNine JOHKHO OBITh CTEPHIM30BAHO TEpen
WCIIOJIb30BAaHNEM, MAaKCHUMAJIbHO CHM3UTh PUCK MUKPOOHOTO 3arps3HEHUs, MPU 3TOM yIaKOBKa
JIOJIKHA OBITh COBMECTHMOM C METOJIOM CTEPUIIN3allNHU, YKa3aHHBIM MPOU3BOIUTEIIEM.

3. MeauuuHCKHe u3ae/insd, CoaepKalmue BeeCcTso, pacCMaTpuBaeMoe Kak
JEKAPCTBCHHOE CPEaACTBO



22. B ciayyae eciau MEIMIIMHCKUE U3ENHS COJEPKaT BEIIECTBO, KOTOPOE MPU CAMOCTOATEIILHOM
UCIIOJIb30BAHUU MOJKET CUMTAThCsl JIEKAPCTBEHHBIM CPEICTBOM B COOTBETCTBUHM C IYHKTOM |
cratey 1 CornamieHus 0 eAMHBIX NPUHLIUIAX U NpaBUiIaX 0OpalleHUs JIEKapCTBEHHBIX CPEICTB B
pamkax EBpa3suiickoro skoHoMHuecKoro corosa ot 23 nexadbps 2014 rona u KoTopoe OKa3bIBaeT
JIOTIOJTHUTENIbHOE BO3JEHCTBHE HAa OpraHM3M 4YeJOBeKa Hapsay ¢ BO3JCHCTBHEM MEAMUIIMHCKHX
U3eHid, MOATBEpXKIeHHEe Oe3omacHOCTH M 3()(EKTUBHOCTH TaKUX MEAMLIMHCKHX W3AETHHA
BKJIIOYaeT B ce0s moaTBepxkieHre 0e30macHOCTH U 3()(PEeKTUBHOCTH JIEKApCTBEHHOTO CPEJICTBA C
YUYETOM €ro MPUMEHEHHS B COCTaBEe MEIUIIMHCKUX U3/ICIH.

4. MeaunMHCKHE U3J1€JUs1, COACPKAIIINEC MaTCPUAJIBbI OHMO0JIOTMYEeCKOT0
MPOUCXOKACHUSA

23. B ciydae eciiv MEAMIIMHCKUE U3/ENUs COJIepPKaT OMOJIOTHYECKUEe MaTepuaibl >KUBOTHBIX, TO
UCIOJIb3yEeMbIE JIJISl 3THUX IIeJiIel KUBOTHbBIE JIOJDKHBI MOJBEPIaThCs BETEPUHAPHOMY KOHTPOIIIO
(Hag3opy), MO pe3ysbTaTaM KOTOPOTO OHM JOJDKHBI OBITh NMPU3HAHBI 3JI0POBBIMH C YYETOM
HA3HAYCHUSI UCIOJIb3yEeMbIX OMOJOTHYECKUX MaTepPHasioB. 30POBBIM JKUBOTHOE MPU3HAETCS B
clly4ae OTCYTCTBHSI 3a00JIeBaHMIA, KOTOPBIC MOTYT MOBIUATH Ha 0€30MacHOCTh U APHEKTUBHOCTD
MEJIUIUHCKOTO U3/IEHsl.

HH(bOpMaHHH MMPOU3BOAUTECIIAI MCOAUIUMHCKOTO H3ACIUA O OMOJIOTHYECKUX mMarepuajiax, B TOM
HYucCJi€c O BLI60pe JKHUBOTHBIX, HX FeOFpa(bI/I‘ICCKOM MPOUCXOXKACHUN, B3ATHUU Hp06, YCIIOBUAX
O6pa6OTKI/I, XpaHCHUA U 06paH_[€HI/I$I ¢ OMOJIOTMYECKHMU MaTcpruajiaM, NOJKHA XPAaHUTBLCSA B
YHOOJIHOMOYCHHOM OpraH€ rocyaapcrBa - 4JICHaA Coroza B C(1)epe 3APaBOOXPaHCHUS (L[anee -
yr[OJ'IHOMOLIeHHHﬁ opradn rocy;[apCTBa-qneHa).

O0OpaboTka, XpaHEHHE, TeCTHUpOBaHME U oOpalleHue ¢ OHOJIOTMYECKMMH MaTepuaiamMu
YKUBOTHOTO TPOMCXOXICHUS JIODKHBI oOecreunBaTh 0€30MacHOCTh TOJIb30BATEICH U TPEThUX
. B wactHOCTH, 06€30MacHOCTh B OTHOIIEHWUH BHPYCOB, APYTUX HH(EKIMOHHBIX areHTOB U
WHBIX BO30yauTesei Ooyie3HEd, OOIMX IS YeIOBEeKa M KUBOTHBIX, JIOJDKHA OOECTIEUYMBATHCS
MOCPEICTBOM MPUMEHEHHS BAJTUJAMPOBAHHBIX METOJOB YHHUTOXKEHUS WM WHAKTHBAIIUU B XOJIE
MIPOM3BOJICTBEHHOTO TPOIecca.

24. B ciayvae eciay MEIUMIMHCKUE U3/ETHs coJepxKaT OMOJOrH4ecKre MaTeprabl YeJI0BEUECKOro
MPOUCXOXKJIEHUS,, TO BBHIOOp JIOHOPOB, a TaKke OO0pabOTKa, XpaHEHWE, TECTHPOBAHHE U
oOpaieHe ¢ OMOIOrHYECKUMHU MaTepUallaMU YeJI0BEYECKOTO MPOUCXOKICHUS OCYIIECTBISIOTCS
B COOTBETCTBHU C 3aKOHOJATEIBCTBOM TroCynapcTB - wieHOB Coro3a M JIOJDKHBI 00ECTIeYUBaTh
ONTUMANBbHYI0 0€30MacHOCTh IOJIb30BaTeNeld M TPEeTbUX JHIl. B wactHOCTH, 0€30mMacHOCTH B
OTHOIIIEHUHU BUPYCOB M APYTUX MHPEKIIMOHHBIX areHTOB JIOJDKHA 00€CIeunBaThCsl TTOCPEACTBOM
MPUMEHEHUS  BAMIUPOBAHHBIX METOJOB YHUYTOXKEHHS WIM HMHAKTUBAlMM B  XOJE
IIPOU3BOJICTBEHHOT'O IIpOLIECCa.

25. B cimydae ecnu MEIUIIMHCKUE U3JENUSI COIEPIKaT OMOJOTHYECKHE MaTepHuaibl MUKPOOHOTO
TIPOUCXOXKIEHUS, TO 00pabOTKa, XpaHEHHWE, TECTUPOBAHWE W OOpalleHne ¢ OMOJIOTHYCCKUMU
MaTepuaiaMd OTOW MPHPOABI  JOJDKHBI  OOECIeYrBaTh ONTHMAIBHYIO — 0€30MacHOCTh
MOJIb30BAaTeNIeH U TPEThHX JHIl. B gacTHOCTH, 0€301aCHOCTh B OTHOIICHHH BHPYCOB M JAPYTHX
MH(EKIIMOHHBIX areHTOB JO0JDKHA 00ECTIeYHBATHCS OCPEICTBOM MPUMEHEHHS BaTHIUPOBAHHBIX
METOJIOB YHHUYTOKCHUS MJIM WHAKTHBAIIMH B X0/I€ TIPOU3BOACTBEHHOTO MpoIiecca.



5. MeauuuHcKHe u3jieusi, MIpUMeHsieMble B YCJI0BHAX BO31eCTBHS BHEIIHUX
(¢pakTopos

26. MemunuHCKUE W3ICTUsl MPOCKTUPYIOTCS M W3TOTABIMBAIOTCS TAaKUM 00pa3oM, 4TOOBI HX
cOopka, HacTpoiika, KaJIMOPOBKa, MCIIOJIb30BAaHUE W OOCIYyXKMBAaHWE B YCIOBUAX BO3JCHCTBHS
BHENTHUX (DaKTOPOB ObUIM MPOBENEHBI 0€30MacHO U oOecTeumIn 0xuaaeMyo 3h(OEeKTHUBHOCTD
MEIUIIMHCKOTO TPUMEHEHHUSI.

27. B ciydae ecny MEIUIIMHCKUE W3CHS MPeTHA3HAYCHBI IS IPUMEHEHUS] B KOMOUHAILIUY C
JIPYTUMH MEIUIIMHCKUMH W3IeTusIMA W (Win) oOOopyIoBaHUEM, BCS KOMOWHAITWS, BKITIOYAs
COCIMHUTEIIbHYIO CHUCTEMY, NOJDKHA OBITh O€30MacHON W He JOJDKHA YXYIIIATh 3asBICHHBIC
(YHKIIMOHAIBHBIE XapaKTePUCTUKU MEIUIIMHCKUX U3Aemwid. JItoOble H3BeCTHBIE OTpaHIMYCHHS 10
MPUMEHEHHIO TaKOW KOMOWHAIIMKM YKa3bIBAalOTCS Ha MapKUpPOBKE W (WJIM) B MHCTPYKIIUU TIO
npuMeHeHHo. [Ipyu MPOEeKTUPOBAHUHM U U3TOTOBIICHUH COCAMHUTEIBHBIX CHCTEM JIOJDKHBI OBITH
MaKCHUMAaJIbHO CHUKCHBI BO3MOXHBIE PUCKU HEMPABUIBHOTO COSIMHCHUSI.

He nonyckaercs npuMeHeHHe B COCTaBEe MEJAMLIMHCKOTO M3/EHs CIEeHUaTbHbIX TEXHUYECKUX U
(uM) TPOrpaMMHBIX CPEJICTB, HCKIIOYAIOMIMX WM OTPaHUYUBAIOIIMX BO3MOXHOCTH €0
UCMOJIb30BaHUSA B KOMOWHAIMM C JPYTUMHM MpPeJHa3HAYEHHBIMU JJIS 3TOTO0 MEIUIIMHCKUMU
U3JIENUAMU U (WIH) 000PYTOBAaHHEM.

28. MenunuHCKHE W3JENUs TPOCKTHPYIOTCS W M3TOTABIMBAIOTCA TaKUM 00pa3oM, 4YTOOBI
YCTPaHUTb WU CHU3UTH 10 IPUEMIIEMOIO YPOBHS:

1) puck TpaBMHpPOBaHHS TOJB30BATENS WM TPETbUX JIMI B CBS3U C (PU3NYECKUMHU
XapaKTePUCTUKAMH MEIULIUHCKOIO U3/1EIIHS;

2) PHUCK OIIIMOKHU Opu  HUCIIOJIB30BAHWMH MCAUIHUHCKHUX I/IB,HCJ'II/Iﬁ H3-3a KOHCTPYKTHBHBIX
XapaKTCPHUCTUK HUIIN YCJIOBCUCCKOI'O Q)aKTopa;

3) pHCK, CBS3aHHBIA ¢ OOBEKTHUBHO IMpPEJCKa3yeMbIMH BHEIIHUMHU BO3ACHCTBUSAMH WU TaKUMHU
OKpY’KalOIIMMH yCJIOBUSIMH, KaK BHEIIHHE OSJCKTPOMAarHWTHBIE IMOJS, AJIEKTPOCTaTHUECKHE
paspsanbl, M3My4deHue, atMocepHoe AaBICHHE M €ro Iepemajbl, BIAKHOCTh M TeMIeparypa
BO3/1yXa;

4) puCK, CBSI3aHHBIN C MCIIOJIb30BAHUEM MEIULMHCKUX WU3JEIUM NMPH KOHTAaKTe C MaTepHajlaMH,
KUJKOCTSIMU W Ta3aMH, BO3JCUCTBHIO KOTOPBIX MEAMIIMHCKUE W3JENusl TMOABEPraloTcs B
HOPMAJIBHBIX YCIIOBUSX DKCIUTyaTalluu;

5) puCK, CBsI3aHHBIH C BO3MOXKHBIM HETaTHBHBIM B3aHUMOJEHCTBHEM MEXIy MPOrpaMMHBIM
o0ecrieueHueM MEIUIIMHCKUX U3/ENUi U YCIOBUSIMH, B KOTOPBIX OHO SKCIUTyaTHPYETCS;

6) PUCK CIIy9aifHOTO MOTIaJaHMsI TOCTOPOHHUX BEIIECTB B METUITUHCKHE U3/ICITHS;

7) PUCK B3aUMHBIX IOMCX, CBA3AHHBIX C APYI'UMH YCTpOﬁCTBaMH, 00BLIYHO HIPpUMCHACMBIMHA B
JIGT-IC6HO-):[I/I3.FHOCTI/I‘I€CKOM npounecce;

8) PHUCK, BOSHI/IKaIOHII/Iﬁ IIpyu HCBO3MOXXHOCTHU TCXHUYCCKOI'O O6CJ'Iy)KI/IBaHI/ISI Wi KaHI/I6pOBKI/I
MCIULIMHCKHUX I/ISI[CJ'II/Iﬁ (Haan/IMep, JJIA I/IMHHaHTaTOB), n3-3a CTAapCHUA HUCHOJIb3YyCMbIX
MaTCpUaJIOB WJIN IMMOTCPU TOYHOCTU UBMEPUTCIIBHOI'O NI KOHTPOJILHOI'O YCTpOﬁCTBa.

29. MeaunuHCKHUE W3S TPOCKTUPYIOTCS W HW3TOTABJIMBAIOTCA TaKUM 00pa3oM, dYTOOBI
YCTPaHUTh WJM MaKCUMaJbHO CHU3HUTh PHUCK BOCIUIAMEHEHMSI WJIM B3pbIBA B HOPMaJbHBIX



YCIIOBHUAX OKCIUIyaTaluu HJIKM B ClIyda€ CAWMHHUYHOI'O OTKasa. Ocoboe BHHUMaHHE JOJIKHO
YACIATBCA MCECIUIIMHCKHUM U3aCINAM, MMPUMCHSACMbIM C HCIIOJIb30BAHUEM
JICTKOBOCINIAMCHATOINIUXCA UJIW B3PbIBYATBIX BEIICCTB.

30. MemumuHCKUE W3ACIHAS TPOCKTHUPYIOTCS W WM3TOTaBIMBAIOTCS TAaKUM 00pa3oM, YTOOBI
CIocOOCTBOBATh 0€30IMMACHOM yTHJIM3AIMK OTXOJO0B, O00Pa30BaBIIUXCS ITOCIIE HCIOJB30BAHMS
MEIUIUHCKNUX U3ECIIUH.

6. MeaqunuHCcKHE U3J1€JIUsA, OTHOCAIIINECH K CPEACTBaAM mMepeHnﬁ

31. MeauuuHCcKue U3/eus, BKIOYEHHbIE B MEPEeYeHb MEAUIUHCKUX W3JIEINI, OTHOCSIIIMXCSA K
CpeICTBAM M3MEPEHUH, B OTHOLIEHUU KOTOPBIX MPOBOIATCS UCHBITAHHUS B LEISAX YTBEPHKIACHUS
TUNIA CPEJCTB HW3MEPEHUH, MPOEKTUPYIOTCS W H3TOTABIMBAIOTCS TaKUM O0pa3oM, 4YTOObI
00eCeunTh TOCTaTOYHYI0 TOYHOCTb, MPEIU3NOHHOCTh U CTA0MJIBHOCTD C YY€TOM Ha3HAYCHHS
MEIULMHCKOTO U3JENIHSL.

32. HSMGpHTeJ'IBHBIe, KOHTPOJIbHBIC WK UHAWKATOPHBIC HIKAJIbI IPOCKTUPYIOTCA B COOTBETCTBUUN
C OProHOMHUYCCKHUMHU IPUHOUIIAMU C YYE€TOM Ha3HAYCHUSA MEAUIUHCKOI'O U30CIHA.

YucoBble 3HAYCHUS JOJI?KHBI OBITH BBIPAXKCHBI B O6HIerI/IH${TLIX CANMHUIAX HU3MEPCHUA U
IIOHATHBI I10JIb30BATCIIAM.

33. Pe3ynbTarbl HM3MEPEHHH, BBINOJHEHHBIX C HCIOJB30BAHUEM MEIULIMHCKOTO W3JEmus,
OTHOCSIIEIrocs K CPelCTBaM U3MEPEHUH, BBIPAXKAIOTCS B €IMHHUIAX BETWYMH MexayHapoIHOM
cuctemsbl equHul (CH) unm BO BHECUCTEMHBIX €IMHUIAX BEJIMYUH B COOTBETCTBUU C MEPEUYHEM
BHECHUCTEMHBIX €JIMHMI] BETUYHH, MPUMEHIEMBIX NMPU pa3padOTKE TEXHUYECKUX PErjJaMEeHTOB
Coroza (Bkmowas WX cooTHomieHHS ¢ MexayHaponHoit cuctemoit enunun;  (CH)),
yTBepxaaeMbiM EBpasuiickoii sxoHOMUYECKOH komuccueit (nanee - Komuccus).

7. 3ammTa OT U3JIyYeHUs

34, MeauuMHCKUE W3JEIUs NPOEKTHPYIOTCS, W3rOTABIMBAKOTCA M YIAKOBBIBAIOTCA TaKHM
o0pa3oM, 4TOObBI MHMHHMMAJIbHO MOJBEpraTh IOJb30BATEIEH M TPETbUX JIUI[ BO3AECHCTBUIO
U3Iy4YeHHs, HE yMEHbIlas MPU TOM YCTAaHOBJIEHHbIE YPOBHM M3JIy4EHHUs, HEOOXOIUMBIE IS
JOCTHXKEHUS TMarHOCTUYECKUX U TePareBTUUYECKUX LIeTIeil.

35. B MCIUIUHCKUX U3OCIUAX, MNPCAHASHAYCHHBLIX MJId TCHCPUPOBAHHA OIACHBIX WA
INOTCHIIHUAJIBHO OITIaCHBIX H3J'Iy‘I€HPII>i, HCO6XOI[I/IMI>IX JUISA JOCTHXKCHHUA KOHKPETHBIX
MCOIUITMHCKUX L[GJ'ICfI, B ClIyda€ €CJIM I10JIb3a OT HCIIOJIb30BAHHA I3THUX HSHYIICHI/Iﬁ BBICOKOM
WHTEHCUBHOCTH CUUTAETCS 00Jiee 3HAYUTENIHLHOM 10 OTHOLICHHUIO K OITaCHOCTH, 3aKJ'II-OLIaIOH_IeI\/’ICH
B M3JIYUYCHUH, JOJDKHA HPCAYCMATPUBATLCA BO3MOXKHOCTDL YIIPABJICHHA 3TUMHU U3JTYYCHHUAMHU CO
CTOPOHBbI ITOJIL30BATECJIA. HpI/I IMMPOCKTUPOBAHUN U U3TOTOBJICHUU TAKHX MCIUIHUHCKUX 1/13,uem/n71
JOJIDKHa o0ecreunBaThCs BOCIIPOU3BOJAUMOCTL H3MCHACMBIX MApaMETpPOB TCHEPUPYCMOI'O
HU3ITYy4YCHUSA B JOIYCTUMBIX IMPEACIIaX.

MCI[I/IHI/IHCKI/IG u3aciida, NpeJIHa3HA4YCHHBIC IJId I'CHCPUPOBAHUA OIMACHOTO BUAMMOI'O U (I/IJ'II/I)
HCBUIAUMOTO M3JIYUCHHUA, OCHAIIAOTCA BU3YyaJIbHBIMHU U (I/IJ'II/I) 3BYKOBbBIMH CPCACTBAMU
MpeaAynpexKACHUA O HAJTUIUHU (aKTI/IBHOCTI/I) TAaKOI'0 U3JTy4YCHHUH.

36. Ilpu NpoOEKTUPOBAHMU W HW3TOTOBIEHUM MEAMIIMHCKUX H3JIETUNA JIOJDKHO MAaKCHUMAaJIbHO



CHIDKCHO BO3JICHCTBHE HENpEeAHAMEPEHHO T€HEPUPYEeMOTr0 MOOOYHOTO WU PACCESTHHOTO
U3ITy9CHUS.

37. Ilpu NpOEKTHUPOBAHUM WU HU3TOTOBJICHWW MEIUIMHCKUX W3, MPeJHASHAYCHHBIX IS
TCHEPUPOBAHUS HMOHU3HPYIOMIETO W3IyYCHHUs, JOJDKHBI OOECIeYMBATLCS PETYIHpPOBaHUE
KOJMYCCTBCHHBIX M TE€OMETPUYECKHX TIOKa3aTele TeHEePHPYyeMOro H3JIYYCHHS C YYETOM
Ha3HA4YEHUSs, OTPEICIICHHOTO TIPOU3BOIUTEIIEM.

MeauuuHckre U3enusi, TeHEPUPYIOLMe MOHU3UPYIOLIEe U3IyUYEeHUE W NpeHa3HAuYCHHbIE NS
PaMOIOTUYECKONW JHArHOCTUKU, MPOCKTHPYIOTCS U M3TOTABIMBAIOTCS TaKUM 00pa3oM, 4TOObI
P MUHUMAJIBHOM BO3JICHCTBUH M3JTyY€HHUS Ha I0JIb30BaTels 00eCrednBaIoch HEOOXO0AMMOE
JUIS AUarHOCTUKY Ka4eCTBO M300paykeHUs U (MIIN) MOTy9aeMbIX pPe3yIbTaTOB HCCIIeIOBAHHM.

MemuuuHcKkre U3enusi, TeHEPUPYIOLMe MOHU3UPYIOLIee U3TyUYeHUE W NpeHa3HAuYCHHbIE NS
PaZIMOJIOTUYECKONW Tepanuy, MPOCKTUPYIOTCS W M3TOTaBJIMBAIOTCS TakKUM 0Opa3oM, 4YTOOBI
o0ecrieunBaiNCh KOHTPOJIb M YIpaBICHHE MJ030H OONydeHHs, TUIOM, SHEpPrueil W mpu
HEOOXOIMMOCTH pacrpeAeseHHEeM SHEPrHH HAPaBICHHOTO H3ITyYCHHUS.

8. MeaunuMHCcKHe H31e/usl, BKJIOYaIOIMe B cedsi MporpaMMHoe obecrieyeHue, 1
aBTOHOMHOE MPOrpaMMHOe o0ecrieyeHne, IBJasomeecss MeIUNIHHCKAM H3/1eTHeM

38. MeauuuHCKHE W3AETHs, BKIOYAIOIIME B ce0s MporpaMMHOE oOecreueHne, 1 aBTOHOMHOE
MporpaMMHOE  OOECTICUeHHE, SIBJIAIOMICECS] MEAMIMHCKAM H3JICTHEeM, TPOCKTHPYIOTCS U
M3TOTABJIMBAIOTCS TaKKUM 00pa3oM, 4ToOBI o0ecredrBaTh CTaOMIbHOE, Ha/lexHOE U d(DPeKTHBHOE
(YHKIIMOHUPOBAaHWE JTUX MEIUIMHCKHX W3JCIUi B COOTBETCTBUM C Ha3HAYCHHEM,
OIpEeICTICHHBIM IPOU3BOIUTEIIEM.

9. AKTHMBHBbIE MeUIIMHCKHE H3jaejaus, CBA3aHHbIC C HCTOYHUKOM 3HEPIrun HJIN
OﬁOpyIIOBaHHble HCTOYHUKOM JHEPIUHA

39. I{J’IH AKTHBHBIX MCIUITMHCKHUX PI3I[€J'IPII71 B ClIydae CHHHHQHOﬁ HCUCIIPABHOCTH IIPUHHUMAIOTCA
COOTBCTCTBYIOIINUEC MCPHI Ul YCTPAHCHHUA WK CHUKCHUS ITOCIICAYIOINX PUCKOB.

40. AKTHBHBIE MCIUIMHCKUE U3ACIIUA, IIPU HCIIOJIB30BAHUMW  KOTOPLIX 0e30MIacHOCTh
MOJIb30BaTeed 3aBUCUT OT BHYTPCHHCI'O HMCTOYHUKA TIMTAHUA, O60py)1yI-OTC${ CpeaACTBOM
ONIpCACIICHUA COCTOSAHUA UCTOYHHUKA ITUTAHWA.

41. AKXTUBHBIE MEIMIIMHCKUE W3JENHUs, TPU MCIOJIb30BAaHUU KOTOPHIX O€30MacHOCTh
M0JIb30BaTeNel 3aBUCUT OT BHEIIHET0 MCTOYHHMKA MUTAHUS, TOJDKHBI BKIIOYATh B ce0sl CUCTEMY
CUTHAJIM3ALIMH JJIsl OTIOBEIICHUS O repedoe B MUTaHUH.

42. AKTUBHBIE MEIMLHMHCKHE HW3JENus, IpeAHA3HAYEHHBIE /JII MOHMTOPMHIA OJHOIO WU
HECKOJIbKUX KJIMHUYECKUX IapaMeTpoOB I0JIb30BaTENsA, OOOpPYAYIOTCS COOTBETCTBYIOIIMMU
CUCTEMAMH CHUTHAJIM3ALUU JUIS NPEAYNPEXRICHNAS IO0Jb30BATENS O BO3HUKHOBEHUU CHUTYyalluH,
KOTOpasi MO>KET MPUBECTU K CMEPTH UM CEPHE3HOMY HAPYILIECHUIO COCTOSIHUS €T0 3/I0POBbSI.

43. AKTHBHbIE MEIUIIMHCKHE W3JENIUs MPOEKTHUPYIOTCS W HM3TOTaBIMBAIOTCA TakKuM 00pazom,
YTOOBl MaKCHUMAaJIbHO CHU3UTH PUCK CO3/IaHHUS 3JIEKTPOMArHUTHBIX MOJEH (3JI€KTPOMAarHUTHBIX
IIOMeX), KOTOpble MOTYT OTPHUIATEIbHO CKa3aTbCs Ha paboTe APYruxX MEAUIMHCKUX H3ZeNuil,
000pyTIOBaHUSI U CPEJCTB CBSI3U B COOTBETCTBUU C X Ha3HAYCHHEM.



44. AXTUBHBIE MEIUIMHCKHE H3IENUS MPOSKTHPYIOTCS W HM3TOTABIMBAIOTCS TaKUM 00pazom,
9T00BI ~ O0ECIeYnTh  ypPOBEHb  YCTOMYMBOCTH K  OJJIGKTPOMAarHUTHBIM  IIOMeXam
(moMexoycToiunBOCTH), oOOecreynBaOmMuil HUX (QYHKIIMOHMPOBAHUE B COOTBETCTBHHM C
Ha3HAYCHHUEM, ONIPE/ICIICHHBIM IPOU3BOIUTEIICM.

45. AKTHBHBIE METUIIMHCKHE W3JENUs MPOCKTHPYIOTCS W HM3TOTABIMBAIOTCA TaKUM 00pazom,
YTOOBl MAaKCUMAJIbHO CHU3UTh PUCK CIy4YailHOro MOpPaKEHUs MOJIb30BaTels WM TPEThEro Jnia
JJIEKTPUYECKUM TOKOM KaK IIPM HOPMAJIBHBIX YCIIOBHUSX 3KCIUIyaTaluy MEIULHUHCKOIO W3Jemus,
TaKk U B YCIOBHUAX €IMHUYHOM HEHMCIPABHOCTH IPHU YCIOBHHM, YTO MEIMLHUHCKOE H3JEIne
YCTaHOBJICHO U 00CTYKHBAETCS B COOTBETCTBHHU C YKa3aHUSIMU TTPOU3BOUTEIS.

10. 3ammTa 0T MEXaHUYECKUX U TEPMHYECKUX PUCKOB

46. MenunuHCKHE W3JENUS TPOCKTHPYIOTCS W M3TOTABIMBAIOTCA TaKUM 00pa3oM, 4YTOOBI
3aIIUTUTE TI0JIB30BATENSI U TPETBUX JIML OT PUCKA MEXAHWYECKUX IOPAXKEHUH, CBA3AHHOIO C
COINPOTUBJICHUEM JBI)KEHHUIO, HECTAOMJIBHOCTBIO U HAJMYMEM JBIXKYIIHMXCS 4acTe B cocTaBe
TaKMX MEAULIMHCKUX U3IEIINN.

47. MenunuHCKHAE W3S TMPOCKTUPYIOTCS W HW3TOTABJIMBAIOTCS TaKUM 00pa3oM, dYTOOBI
MaKCUMaJIbHO CHU3HTh PHUCK, CBS3aHHBIA C BUOpalMel, CO31aBacMOM ATUMHU MEIUIIMHCKUMHU
U3JISTUSIMU, TTyTeM TMPUMEHEHHS CPEJICTB, TO3BOJIAIONIMX OTPAaHUYUTH BHOPAIUIO, €CIIU TOJIBKO
BUOpAIVsI HE ABJISIETCS YaCThIO MTPEeIHA3HAYCHHUS METUIIMHCKUX W31,

48. MenunuHCKHE W3JENUsS TPOCKTHPYIOTCS W HM3TOTABIMBAIOTCA TAaKUM 00pa3oM, 4YTOObI
MaKCHUMAaJIbHO CHU3UTh PHUCK, CBSI3aHHBIN C CO3/1aBAEMbBIM IIIyMOM, ITyTEM IPUMEHEHHS CPE/ICTB,
WCIIOJIB3YEMBIX I YMEHBIIEHUS IIyMa, €CIH TOJBKO CO3/1aBAEMBIN IIyM HE SBIJISETCS YACTHIO
IIpeIHa3HAYECHUs MEIULIUMHCKUX U3IEIU.

49. Knemmbl, pa3beMbl, COCAMHHUTEIM M JPYrHe YCTPOMCTBA MOAKIIOYEHHUS MEIUIUHCKHX
M3ACNUI K HMCTOYHHKAM DJICKTPUYECKON, THAPABIMYECKON WM TMMHEBMATHUUYECKON SHEPTHU
MIPOEKTUPYIOTCS M M3TOTABIMBAIOTCS TaKUM 00pa3oM, YTOOB MaKCHMAaJIbHO CHU3HTH JIIOObIE
BO3MO>KHBIE PUCKH.

50. MenuuuHCKUE W3AETUS MPOSKTUPYIOTCS M W3TOTABIMBAIOTCS TaKUM O0pa3oM, YTOOBI
MaKCUMaJIbHO CHH3UTh PHUCK OMIMOOK, BO3HUKAMOIIMX IMPU HEMPaBUILHOM TOIKIIOUYECHUN WITH
TIePEKITIOYECHUN BO BpeMsi pabOThI ammaparypbl WM JIeTajlel B COCTaBe TaKUX METUITHMHCKHX
U3EINM.

51. OTKpBITBIC YaCTH MEIUIIMHCKUX U3ECIUN (32 UCKIIOYCHHEM YacTel, MpeIHa3HaYeHHBIX IS
MoJa4yl TEIUla WM JOCTIKEHHS 3a/laHHBIX 3HAUYEHUH TeMIepaTyp) HE JOJDKHBI JIOCTHraTh
MOTEHIMAJIBHO OMACHBIX 3HAYEHUH TeMIIepaTyp IPH HOPMAJIBHBIX YCIOBUAX IKCIUTYaTalllu.

11. 3ammuTa 0T PHCKOB, BOSHUKAIOLIUX VIS 110J1b30BaTe/Isl OT N0JaBAeMOH
JHEePruM WJIN BeIecTB

52. MCJII/IHI/IHCKI/IG U3aCInsd, NPCAHA3HAYUCHHBIC [JJIsI NOAA4YU IIO0JIb30BATCIIIO SHEPruu HIN
BCHICCTB, MPOCKTUPYIOTCA U U3rOTABJIMBAIOTCA TaAKHUM 06pa30M, YTOOBLI KOJTUYECTBO no;[aBaeMoﬁ
OHCPIrunM HWJIKM BCIICCTBA MOXKHO OBLIO yCTaHaBJIMBAaThb W MNOAACPIKUBATH C TOYHOCTBIO,
Z[OCT&TO‘IHOfI JIIA obOecrieueHus 0€30MaCHOCTH IOJIb30BATENS.



53. MeauuuHCKUE H3/AETUsl OCHAIAIOTCS CPEACTBAMHU MPEAOTBpAIleHUs U (MJIM) WHAMKALUU
JTH0OBIX HECOOTBETCTBHM B IOCTABJIEHHOM KOJIMYECTBE SHEPrUU MM BEIIECTBA, KOTOPOE MOXKET
IIPEICTABIATE OMACHOCTb.

54. Ha MemuumuHCKOM W3AETUM YETKO yKasbiBaeTcs HHPopmanus O (QyHKIUSIX CpEeacTB
YIPAaBIICHUS U UHAUKATOPOB. Eciu umMeeTcss HHCTPYKUUS 110 IPUMEHEHUIO, UM PYKOBOJICTBO T10
SKCIUTyaTalliM, WIM BU3YaJbHBIE CPEICTBA MHAMKALMU ONEPALMOHHBIX WIN PEryJUPOBOYHBIX
napaMeTpoB MEIUIIMHCKOTO M3JeiHs, TO Takasg HH(OpMauus [0JDKHA ObITh IOHATHOM
I10JIB30BATEII0.

12. 3ammuTa OT pUCKOB, BO3SHMKAIOUIUX B CBA3M € HCMOJb30BAHNEM MeIUIIMHCKUAX
U3/1eJINi, NPeIHAZHAYEHHBIX NPOU3BOANTE/IEM /ISl IPUMEHEHUS
M0JIb30BATEJISIMH, HE HMEIOIIUMH CIENHATBHOT0 MEIHUIMHCKOT0 00Pa30BaHUS

55. MenuuuHCKME  UM3JENUsA, MNpeJHa3HAYEHHbIE MPOM3BOJUTENEM JJIi  MPUMEHEHUS
TTOJTB30BATEIISIMH, HE UMCIOIIUMH CIICIIHATLHOTO MEUIIMHCKOTO 00pa30oBaHusl, IPOSKTUPYIOTCS U
W3TOTABJIMBAIOTCS C YYETOM HABBIKOB M CPEICTB, MOCTYIHBIX 3THUM JIMIIaM, TakuM oOpazom,
9TOOBl MEIUIIMHCKUE W3AeNus (PYHKIMOHUPOBAIM B COOTBETCTBHM C WX Ha3HAYCHUEM B
YCJIOBUAX OOBEKTUBHO OKHMJIAEMBIX JEHCTBUN CO CTOPOHBI ATUX JIHII.

56. MenuuuHCKUE W3ICNUs, MpeAHA3HAYCHHBIC JUIsI TMPHUMEHEHHUS II0JIb30BATEIISIMH, HE
VUMEIOLIMMHU CIIEIUATFHOTO MEIHIIMHCKOTO 00pa30oBaHMsl, MPOSKTHUPYIOTCS M HU3TOTaBIUBAIOTCS
TakuM 00pa3oM, 4YTOOBl MaKCHMaJbHO CHH3UTh PHUCK OIIMOKKM B TIPOIECCe NPUMEHEHUS
MEIUIIMHCKUX U3JIeTN, a TAaK)Ke PU HHTEPIIPETAIlMN Pe3yIbTaTOB TECTHPOBAHHUS.

57. MenuuMHCKUE W3JEAUs, NPEIHA3HAUYCHHBbIE JUI1 IPUMEHEHUS I[OJIb30BATEISIMU, HE
MMEIOIIMMHU CTIEIHAIHHOTO MEIUIIMHCKOTO 00pa30BaHus, JOHKHBI UMETh, €CIIH 3TO 0OBEKTUBHO
BO3MO’KHO, (DYHKIIHIO MIOATBEPIKIECHUS TOTO, YTO MIPU UCHOIB30BAaHUM ITH MEIUIIMHCKHUE U3ENINs
OyayT GyHKIIMOHHUPOBATh B COOTBETCTBUH C HA3HAYEHUEM, OIIPEICIIEHHBIM IPOU3BOIUTEIIEM.

13. TpeGoBaHUA K MAPKHUPOBKE MeAMIMHCKUX U3/1eTUil
58. MapkupoBKa METUITMHCKOTO U3/IeITTHs JODKHA COACPKATh CIECITYIONTY0 HHPOPMAIIHIO:
1) HanmeHOBaHME U (WJIN) TOPrOBOE HANMEHOBAHUE MEIUIIMHCKOTO U3ETIHS;

2) wuHpopManusg, HeoOXxomaumas s HUACHTH(PUKANMM MEIUIMHCKOTO W3JACNus, a TakKe
uH(pOopMaIys 0 ero Ha3HaYeHuH (P HEOOXOIUMOCTH);

3) cBenmeHUs O IPOU3BOMTEIIE, BKITFOUAs TIOJIHOE U COKpAIIEHHOE (MIPH HATWYHN) HANMCHOBAHHS
FOPUIUIECKOTO JIMIIA, MECTO HaxOaeHus ((hamuivs, uMs, OT4eCTBO (IIPH HATWYMH) U MECTO
KHUTENbCTBA (PU3MYECKOTO JIMIA, 3aperHCTPUPOBAHHOTO B KayecTBE HHIUBHIYaJIbHOTO
NpeANPUHAMATEINS ), TTOYTOBBIA apec MPOM3BOJHUTENS, CTPaHa MPOMCXOXKICHHUS METUIIMHCKOTO
u3nenus. [1odToBBI anpec MPOM3BOAWTENST MOXKET HE YKa3bIBaTbCs B MapKHUPOBKE, €CIIU OH
COJICPXKUTCSI B UHCTPYKIIUH 110 IPUMEHEHHIO, TPUIAraeMoi K MEAUIIMHCKOMY U3JICIHIO.

Ha MemuuuHckue nsnenus, NpoU3BEACHHBIE B IOCyAapcTBe, HE ABIsOMEMcs dieHoM Coro3a,
MO>KET HAaHOCUTHCS JIOTIOJIHUTENIbHAs MapKUPOBKa, cojiepKaliasi CBeIeHHsI 00 YyIOJTHOMOYEHHOM
IPEeJCTaBUTEIe NHOCTPAHHOTO IIPOU3BOIUTEINS, BKIIIOYAs IOJIHOE U COKpAIEHHOE (ITPU HAITUYUH)
HAaUMEHOBAHUS IOPUJIMYECKOTO JIMIA, MECTO HaxoxxiaeHus (damuius, uMs, OT4ecTBO (IpH



HAJIMYMM) W MECTO IKHUTEIbCTBA (PU3UYECKOrO JIMIA, 3apETHCTPUPOBAHHOTO B KadyecTBE
WH/IMBUYaJIbHOTO TPEANPUHUMATEINSI), MOYTOBBIA aJpec YHOJIHOMOUYEHHOTO IpeACTaBUTEINS
npousBoauTens. JlomonaHUTENbHAas ~ MapKUpOBKAa HE  JOJDKHA — CKpbIBaTh  MapKHPOBKY,
COJIEepKAIllyI0 CBE/IEHUS O IPOU3BOAUTENE MEAUIIMHCKOTO U3EIHs;

4) wundopMamys O HAIMYAM B MEAWIIMHCKOM H3AEITUN JIEKAPCTBEHHBIX CPEICTB WU
OMOJIOTMYECKUX MAaTepuasoB, a TakKKe HAHOMATepUAIOB, €CIM TaKue HaHOMaTepuaibl He
COJZIEpKATCsl B CBSI3AHHOM COCTOSIHUM, UCKJIFOYAKOLIEM BO3MOKHOCTh MX IMONAJAHUS B OPTaHU3M
II0JIB30BATENs IIPU MCIOJIB30BAHUM MEAMIMHCKOTO M3JEIUs N0 HA3HAYEHMIO, ONPEIECICHHOMY
MIPOU3BOIUTENIEM;

5) xox (HOMEp) apPTHH WU CEPUMHBIN HOMEP MEIUIIMHCKOTO M3/ICIHS,;

6) CpOK (C YKa3aHueM roaa nu MGCSII_Ia), A0 UCTCUHCHUA KOTOPOro MCAUIMHCKOC U3IACIUC MOXKET
0e30IacHo HCIIOJIB30BAaTbhCA,

7) TOA BBIMyCKa MEIUIMHCKOIO HW3JEHs, €CIM HEe YyKa3aH CpOK, IO HCTEYEHHUS KOTOPOTo
MEIMIIMHCKOE W3JIENINe MOXKET O€30MacHO HCIOJIb30BaThCsA. [0 BBITyCKAa MEIUIUHCKOTO
W3/1eNUsl BKIIOYAETCSl B HOMEp MapTUX WIA CEpUMHBIA HOMEP IPH YCIOBUH, YTO TOJ BBIMyCKa
JIETKO MICHTHU(PHUIIMPYETCS B COCTaBEe TAKOTO HOMEPa,

8) undopmarus 06 0COOBIX YCIOBHUSX XpaHEHUs W (WIM) OOpaIIeHUsT MEIUIIUHCKOTO W3NS
(Ipu HEOOXOAUMOCTH);

9) uHdopmanus O CTEPWIBHOCTH MEIUIMHCKOIO M3JAenus (eciu MEOULIMHCKOEe H3Jenne
IIOCTaBJISIETCS B CTEPUIIBHOM BHUJIE) C YKA3aHUEM METO/1a CTEPUIIN3ALINN;

10) mpenynpexaeHue Wi Mepbl MPeAOCTOPONKHOCTH, KOTOPBIE YKa3bIBAIOTCA TaKUM 00pazoMm,
YTOOBI MPUBJIEYb BHUMAHME I0JIB30BATENS WM TPETHEro Jula. JTa HH(POPMAIUS MOXKET ObITh
CBeJieHa K MUHUMYMY B cllydae, eciu 0osee JeTanbHas nHpopMaIus ColepKUTCS B UHCTPYKIIUHU
10 MPUMEHEHUIO;

11) undopmarust 06 0THOPA30BOM UCIIOJIB30BAHUHM MEAUITMHCKOTO U3/eNHUs (€CIN METUITMHCKOE
U3/IeTIre peHa3HavaeTCs sl OJHOPA30BOTO HCIIOIh30BAHUS);

12) wuHpOpMamuMss O BOCCTAHOBICHHH MEIUIIMHCKOTO W3ACIHS C yKa3aHWEM 4YHcia
MIPOM3BE/ICHHBIX IIUKJIOB BOCCTAHOBIICHHWS W JIFOOBIX OrPAaHHMYCHHH TIO YHCIY IHKJIOB
BOCCTAHOBJICHHSI (€CIM MEAMIMHCKOE W3JeNUe ISl OJHOPa30BOI'0 HCIOJIBb30BAHHS SIBIISETCS
BOCCTaHOBJICHHBIM);

13) undopmarnusi 00 HM3TOTOBICHMHM MEAMIMHCKOTO H3JAETHS 0 HHIUBUAYATBHOMY 3aKa3y
MOJIB30BATENS HUCKIIIOUUTEIBHO JUIsl JIMYHOTO IPUMEHEHUS B COOTBETCTBHHM C Ha3HAYEHUEM
MEIUIIMHCKOTO CTIeIUAINCTa, BBIJAHHBIM B MIUCbMEHHOU (opMe;

14) wndopmamms o mpeAHA3HAYCHUM MEIAMIIMHCKOTO W3ICIHUS TOJIBKO IS TMPOBEACHHS
KIMHUYECKUX WUCTIBITAHUN B TIEJSIX PETUCTPAIUN;

15) I/IH(I)OpMaHI/IH 0 IpCAHA3HAUYCHUHU MCIUIMHCKOI'0 HU3JAC/IHA TOJBKO IJId BbBICTABOYHBLIX WA
ACMOHCTPAlIMOHHBIX ueneﬁ. B »sTom cjydace Tpe6OBaHI/I$I M0 MAapKHUpPOBKC, YKA3aHHBIC B
MOAITYHKTax 1-14 HACTOALICTO ITYHKTA HC ABJIAKOTCA 065[33.T€J'IBHBIMI/I;

16) nadopmarnmsa 06 MHAKTUBAIIMM BO3MOKHBIX BHUPYCOB U IPYTUX HMH(EKIMOHHBIX areHTOB B
MEJMLMHCKOM W3JIelMH, HaHOocuMas B Bujae Haanucu "anturena k BUY 1, 2 u Bupycam
renatutoB C u HBsAg orcyrcTByroT" (€cim MeAMIMHCKOE U3/eNINe UMEET B CBOEM COCTaBe



CBIBOPOTKY (TJ71a3My) KPOBH YEJIOBEKA MJIM JIEMEHTHI TKaH! YEJIOBEKA).

59. B ciydae ecid MEIMLUMHCKHE H3JEAUS WIM WX KOMIIOHEHTBI, IpeIHa3HAYEHHbIE MIJis
BBEJICHUSI B OPraHM3M U BBIBEJCHHS H3 OpraHM3Ma YeJOBeKa JEKapCTBEHHBIX CpPE/ICTB,
KHUJIKOCTEH OpraHu3Ma WM APYTUX BEMIECTB JIMOO Ui TPAHCIOPTHUPOBKUA W XPAHEHUS TAKUX
CPEICTB, )KHUJIKOCTEH WM BEIIECTB, COJAEPKAT BPEIHBIE BEIIECTBA, O0IAat0Ie B 3aBHCUMOCTH
OT UX KOHIIEHTpallUd KaHIEPOT€HHbIMU, MyTar€HHbBIMU WJIM TOKCUYHBIMU U1l pEIPOAYKTUBHOM
(GyHKIMM CBOMCTBaMHM, MM COJAEp)KaT (TajaThl, TO TaKue METUIMHCKHE HW3JEeNUs IOJUIekaT
CHelnMaIbHOM MapKUpPOBKE. DTa clielialibHas MapKUPOBKAa HAHOCUTCS Ha MEIUIIMHCKOE H3JIeNne
U €ro ymakoBKy JHOO MPU HEOOXOJUMOCTH HA BHEIIHIOK YIAKOBKY, HCIIOJIB3YEMYIO IS
XpaHEHUS U TPAHCHIOPTUPOBKHU MEIUIIMHCKOTO U3/EIIHUS.

60. MapkupoBKa CTEpUIIBHBIX U HECTEPUIIHHBIX METUIIMHCKUX H3JETUH TOJDKHA 00ecTieunBaTh
BO3MOKHOCTh Pa3TpaHMYCHHs] WJCHTUYHBIX MM CXOXXUX BHJOB MEIUIMHCKHUX H3CIuil,
BBINYIICHHBIX B OOpalleHWe B CTEPWJIBHOM W HECTEPWJIBHOM BHUJE, U Ppa3INYaThCS TaKUM
o0pa3oM, 4YTOOBI TIOJB30BATEb MOT C TIOMOIIBIO MApPKUPOBKH OTJIIMYUTH CTEPHIBLHOE
MEIHULIUHCKOE U3/IeHE OT HECTEPUIIBHOTO.

61. MapkupoBKa J10JbKHA OBITh HAHECEHA HAa MEIUIIMHCKOEe u3aenue. Eciau 3To HeBO3MOXKHO WITH
HelenecooOpa3Ho, MapKUPOBKA (YaCTUYHO HIIM TTOJIHOCTHIO) MOXKET ObITh HAaHECEHA Ha YIaKOBKY
JUIS KQKJIOW €IMHUIBI METUITMHCKOTO M3/eNus, U (WIM) Ha TPYNIOBYIO YIAKOBKY, W (MJIH) Ha
HWHCTPYKIUIO 10 TPUMEHEHHIO.

62. MapkupoBka MOXKET OBITh JOMOJTHEHa WHPOPMAIMEeH O MEIUIIMHCKOM W3/ICIUUd B
MalIMHOYMUTAaeMOM (popmare, B TOM YHCIIE C MCIIOJIb30BAHUEM PaIMOYACTOTHOW HIICHTH(PUKAIIH
WM IITPUX-KOJOB.

63. MenuuuHcKre U3JeNusl, MpoIlelIie ycTaHOBJIeHHble B pamkax Coroza mpouesypsl
perucTpanMu W TOJATBEPXKIACHHUS COOTBETCTBHsS OOmMMM TpeOoBaHUSM O€30MacCHOCTH U
3¢ (HEKTUBHOCTH MEIUIIMHCKUX U3CIUH, TPeOOBAaHUAM K BHEIPECHUIO U TOICPKAHUIO CUCTEMBI
MEHEDKMEHTa KadeCcTBa MEIAMIIMHCKHX W3JCNIMH, Tepe]] BBIMYCKOM B OOpallleHHe B paMKax
Coro3a nojuiexxat 00s3aTeIbHOH MapKUPOBKE CIIEIUATbHBIM 3HAKOM OOpaIieHHsi METUIIMHCKOTO
uznenus Ha peiake Coro3a (aee - CrerraabHbI 3HaK 00paIeHus).

MapkupoBKka CIelHaIbHBIM 3HAKOM OOpalleHHs, HaHOCHMas Ha MEIHMIUHCKOe H3JIeNue,
BBITOJTHSETCSL JTFOOBIM TEXHOJOTHYECKUM CIIOCOOOM, OOECIIEUMBAIONIMM YETKOE U SICHOE €ro
M300pa’keHre B TEUEHHE BCETO CPOKa CIY>KObI (TOJHOCTH) MEAUIIMHCKOTO U3EIIHS.

CriennanibHbIM 3HaK OOpallleHusi HE HAHOCHUTCS Ha MEAMLMHCKOE W3JIeNIhe B Cllydae, €Ciu 3TO
TEXHOJIOTUYECKH HEBO3MOXKHO WM OyJIeT NpeACTaBIsATh YIpo3y JKU3HU U 370POBBIO
I10JIB30BATEIIS.

14. TpedoBanus Kk uHpoOpManNHu, coAepxKaLIeiicsd B HHCTPYKIMHU 110 IPUMEHEHH IO
MeIMUIMHCKOTr0 U31eJIusl

64. VHCTpyKIMs 1O MPUMEHEHUI0 MOXKET OBITh MPEAOCTAaBJICHA IOJH30BATEII0 Ha OyMaKHOM
HOCHTEJIC JINOO B 3JICKTPOHHOM BHJIC KaK BMECTE C MEIUITMHCKUM M3JICIIHEM, TaK U OTICIBHO OT
HEro, B TOM YHCJE TyTeM pa3MelieHuss WHPOpMAIMM Ha DHKpaHe, SBISIONIEMCS YacThIO
MEUITUHCKOTO m37enus. BrIOpaHHBIN crmOcO0 MpeaocTaBieHUsT HHCTPYKIIMU 10 TPUMEHEHHIO
JOJDKEH OBITh MPUTOJEH W JOCTYIIEH ISl TIoJb3oBarenell. Eciaum MHCTPYKIUS MO MPUMEHEHHIO
NPeI0CTaBICHA HAa HOCUTENE, OTIIMYHOM OT OYMa)KHOTO, POU3BOIUTEIH JIOJDKEH rapaHTUPOBATh,



YTO MOTpeOUTEh HHPOPMUPOBAH O CIIOCOOAX:

1) mpocMOTpa UHCTPYKIMH MO IPUMEHEHUIO;

2) nony4eHus akTyaJbHOW BEPCUU MHCTPYKILUHU MO PUMEHEHUIO;

3) nony4yeHust OyMa)KHOW BEpCUM UHCTPYKIMU MO MPUMEHEHHUIO.

65. MHCTpyKIHS 110 TPUMEHEHHIO J0/DKHA COACPKATh CICTYIONIYI0 HHPOPMAIIHIO:
1) HauMeHoBaHuUe U (UJIM) TOPrOBOE HAMMEHOBAHUE MEJIUIIMHCKOTO U3/IETTHS;

2) cBeaeHUs O MPOU3BOAUTENE MEIULMHCKOTO H3JeNus U (MIM) €ro YyIOJIHOMOUYEHHOM
IpeAcTaBUTENe, BKIIOYAsl IOJHOE U COKpAIEHHOE (IIPU HAJTMYUKM) HAUMEHOBAHUSI FOPHINUECKOTO
JMLA, MECTO HaxoXIeHHs (damMuiaus, UMs, OTYECTBO (MPU HAJTUYUH) U MECTO JKUTEIHCTBA
(u3nyecKoro juIa, 3aperucTpUPOBAHHOIO B KAayeCTBE MHIMBUAYAIbHOIO IpEINpUHUMATENs),
HOYTOBBIN agpec, HoMepa TenedoHa, ¢akca, aapec AEKTPOHHOW MOYTHI (PU HATHYHH);

3) Ha3zHaueHHe MEIUIIMHCKOIO H3JeNHsi C YKa3aHMEM I10JIb30BaTeNs (HampuMep, MalueHT,
MEIUIMHCKAN CIEUUATUCT, (U3MYECKOE JUI0, MPUMEHSIONee MEIUIMHCKOE H3JeTUe IO
Ha3HAYEHUIO, OIIPEJICIICHHOMY IIPOU3BOIUTENIEM);

4) hbyHKIIMOHAIBbHbBIE XapaKTEPUCTUKH MEIUIIMHCKOTO H3/EIHs;

5) 0606IJ_ICHHBIC pe3yJjibTaTbl KIIMHUYCCKUX I/ICHBIT&HPIfI, MMPOBCACHHBIX B LCJIAX PCrucCTrpaninuun
MCIUIIMHCKOI'O H3ACIHMA, WIN CChLJIKA Ha HMCTOYHHK, I'IC TaKasd I/IH(I)OpMaL[I/IH AOCTyIIHa IJIsA
IIOJIB30BaTCIIA,

6) OCTaTOYHBIC PUCKH, TPOTUBOIIOKA3aHUS, OKHIaeMbIe U TIPeICcKazyeMblie M0O0IHBIC AP DEKTHI,
CBSI3aHHBIE C MPHUMEHCHHEM MEAUIMHCKOTO W3JeNusl 10 Ha3HAYCHHUIO, OIPEICICHHOMY
MIPOM3BOTUTEIICM;

7) TCXHHUYCCKHEC XapaKTCPHUCTUKHU, HCO6X0):[I/IMBIG IIOJB30BATCIIO JJIA MMPUMCHCHUA
MCIUIMHCKOI'O U3ACIINs 110 HA3HAYCHUIO, OIIPEACTICHHOMY IIPOU3BOANUTECIICM,

8) mHpoOpMaIHsI O HATMYMM JICKAPCTBEHHOTO CpEACTBA, OMOJIOTHMYECKOro MaTepuana U (W)
HaHOMaTepuana;

9) undopmarus 0 IOpsIKE YCTAHOBKU M BBOJIA B IKCILIyaTalnio (P HEOOXOAMMOCTH), a TaKKe
0 HEOOXOMMOCTH MPEIBAPUTEIHLHON MOJTOTOBKH K HCIIOJIb30BAHUIO MEIUIIMHCKOTO M3/1CTIHS;

10) crmenuanpHBIC TPEOOBAHWS B OTHOIICHWW ITOMENICHHH, CHEIMAIbHON ITOATOTOBKH WJIH
0c000i1 KBaTH(pUKAIIUU TTOJIH30BATENS U (WJIH) TPETHUX JIMII,

11) undopmanus, HeoOXoaumas Al TPOBEPKH MPABWIBHOCTH YCTAaHOBKHA MEIULMHCKOTO
U3JIeNUss W ero TOTOBHOCTM K Oe3omacHoi padoTe MO Ha3HAYCHHIO, OMNpEeIeIeHHOMY
MIPOU3BOIHUTENIEM, C YKa3aHHEM CIIETYIOIINX CBEICHHIA:

COACPIKAHNEC W INCPUOJUIHOCTD TCXHHUYCCKOI'O O6CJ'Iy>KI/IBaHI/I$I, BKJIIO4asl O4YUCTKY H
I[e3I/IH(1)€KL[I/IIO MCAULIMHCKOI'O U3CIINA,

HaJIMYUC paCXOAHBIX KOMIIOHCHTOB MCIUITUHCKOI'O U3JICJIMA U IMpoLcaAypa NX 3aMCHBI;

HEOOXOIMMOCTh ~KIMOPOBKM NIl OOecriedeHus Haaiexamed u 0e3omacHoil  paboThI
MEIUIIMHCKOTO U3/IeNUsI B TEUSHHE CPOKa €ro CIykKOBbI;



METO/Ibl CHHKEHHUS] PUCKOB, CBS3aHHBIX C YCTaHOBKOHM, KaJUOpPOBKOM WM 0OCITyXKUBaHHEM
MEIULMHCKOTO U3IENHS;

12) mapOpMaIUsg 0 CHEUATBHBIX YCIOBHIX XpaHEHUS W (WIH) OOCTY)XKUBaHUS MEIUIIMHCKOTO
W3JICTIVIS,

13) wundopmamus o TmOpAIKE MACUCTBUH B Cilydae HApPYIICHUS CTEPHIBHOW YIAKOBKH
MEIUIUHCKOIO U3/1eUs MEPE]] €ro UCIOIb30BaHUEM (€CIIM MEIULIMHCKOE U3/IENINE MOCTaBISETCS
CTEPUJIbHBIM);

14) undopmanus o MeToJe CTePUIN3ALNN MEIUIIMHCKOTO U3/1enus (ecau MEAULMHCKOE U3ee
MIOCTaBJIICTCS HECTEPWIbHBIM C YyKa3aHMEM HEOOXOIMMOCTH €ro CTepWIM3aLUN Tepe]
HCIOJIb30BaHUEM);

15) undpopmanus o Hamnexamed o0pabOTKe MEIUIMHCKOIO H3JeNUs A1 €ro HOBTOPHOIO
UCTIONIb30BAHUS, BKJIIOYAsl OYUCTKY, JE€3MH(EKINIO, YIaKOBKY U TIPU HEOOXOAUMOCTH METON
MOBTOPHON CTEpUIM3ALMU (€CIM MEIMIUHCKOE M3JeNHe MPeIHA3HAuYeHO AJsl MHOTOPa30BOIO
UCIIOJIb30BaHMSA), @ TAK)KE KPUTEPUH HEMPUTOTHOCTH UCIIOIb30BAaHMSI MEAUIIMHCKOTO U3/IEINS;

16) wnbopmanusg, HeoOXxomaumasl Ui WACHTHUPHUKAIWKA MEAUIMHCKAX W3ACIUNA C IENIbI0
nojyueHus: Oe30macHOi KoMOWHamuu W uH(pOpManus 00 W3BECTHBIX OTPaHHUYCHHSIX IO
COBMECTHOMY HCIIOJIb30BAaHUIO MEIUIIMHCKUX M3JICIMA  (IUIsi MEAULIUHCKUX — H3CIUui,
MpeIHA3HAYCHHBIX JUIS MCIIOJIb30BaHUSI BMECTE C APYTUMH MEIUIIUMHCKUMU U3ICTUSIMU U (HIIN) C
M3IeTUSAMHA 00IIero Ha3HAYCHUS );

17) undopmamuss o mnpupoje, TUNe, a Takxke (MpU HEOOXOIAUMOCTH) HWHTEHCUBHOCTH U
paclpeieneHHH H3JIy4aeMOl MEIUIIMHCKUM H3JICJHEeM paJualiil H CII0Co0ax 3alluThl
MOJIb30BaTeNIed WM TPEThUX JIML OT HENpPEeJHAMEPEHHOIO0 HW3JIYYeHHs B IpOLEcce
WCIIOJI30BAaHUSI MEJIMUMHCKOIO M3Jenus (eclii MEeIULMHCKOE HU3JENHe CO3JaeT OMAacHbIA WU
MOTEHIIMAIBHO OMACHBIN YPOBEHb paHalii B MEAUIIMHCKUX LENSX);

18) wuHpopmanms ans  1mosb30BaTened  (IPeayNpexIeHHs, Mepbl IMPEAOCTOPOKHOCTH,
IpeAnpruHUMaeMble B Cllyyae HEOOXOAMMOCTHM Mepbl U OrpPaHUYEHHs] NPH HCIOJIb30BAHUU
MEIMIMHCKOTO U3/ENus), BKII0Yast:

IpeaynpexKaACcHue, MEpbl IMPEAOCTOPOKHOCTH U (I/IJ'II/I) MCPBI, IMPCANPUHHUMACMBIC B ClIy4dac
HCUCIIPABHOCTU MCIAHUIMWHCKOI'0 U3ACIIUSA HUIIN OTKJIOHCHHUM B €ro (bYHKIII/IOHI/IpOBaHI/II/I, KOTOpbIC
MOT'YT BJIMATDH HA 0€e30I1acHOCTh MCIUIIMHCKOI'O U3 ACIIHNA,

IOpeayNpeKIeHe, Mepbl NPEeJOCTOPOKHOCTH W (WJIM) Mephl, NpeaIpHHUMaeMble B Ciydae
BO3/ICHCTBUS Ha (PYHKIIMOHHUPOBAHUE METUITMHCKOTO M3/ETUs BHEITHUX (DAKTOPOB, CBS3aHHBIX C
MPUMEHEHHEM MEIUIIMHCKOTO U3/eNIUsd B KOMOMHALIMU C JPYTUMHU MEIULIMHCKUMU HU3IETUSIMU U
() obOopylnoBaHMEM, WM Takux (PAKTOpOB, KaK BHEIIHUE BJICKTPOMATrHUTHBIE TOJS,
ANEKTPOCTATUUECKUE Pa3psi/ibl, M3IIy4YeHUE, aTMOCHEPHOE IAaBICHUE U €TO MePenaibl, BIAKHOCTb
U TEeMIIepaTypa BO31AyXa;

mpeaynpexKacHue, MeEpbl IMPEAOCTOPOKHOCTU U (I/IJ'II/I) MCPBI, MPCANPUHHUMACMBIC B ClIy4dac
IMPEACKA3yEeMOro pucCKa 3JICKTPOMArHUTHBIX MMOMEX, CO31aBaCMbIX MCIUIIMHCKUM U3ACIIUEM IIPU
IMPOBCACHHUU W OLCHKEC PE3YJIbTATOB CHCHI/Iq)I/ILICCKI/IX JAUArHOCTHYCCKHUX I/ICCJIGI[OBaHPIﬁ,
TCPAIICBTUUCCKOI'0 JICUHCHUA WX IIpU €ro HCIOJIb30BAaHUU (HaHpI/IMep, QJICKTPOMArauTHOC
HU3ITY4YCHUC MCAUTTUHCKOI'O U3JC/IMA, OKA3bIBAIOIICC BIIMAHUC HA APYTOC 060py,ZLOBaHI/Ie);

CBCACHMUA 00 OrpaHUYCHUAX HIIK HCCOBMECTUMOCTHU C MCIUIHUHCKUM H3JCIUEM OTACIbHBIX



JIEKapCTBEHHBIX CPEJICTB WM OHOJIOTMYECKMX MAaTepHalioB (€cid METUIIMHCKOe W3/1eiue
IpeHa3HAuYEHO JUIsl BBEJICHUS JIEKAPCTBEHHBIX CPEJICTB MM OMOJIOTHYECKHX MaTepHalIOB);

MpenynpexIeHne, Mepbl MPEeIOCTOPOKHOCTH H  (WIM) OTPaHUYECHHs, CBS3aHHBIE C
JIEKapCTBEHHBIMU BEUIECTBAMU WJIM OMOJIOTHYECKUMH MaTepHallaMH, KOTOPbIE BXOJAT B COCTaB
MEIULUHCKOIO U3/IETus;

MpEeAYNPEXICHUE, CBA3aHHOE C BXOASIIMMHU B COCTaB METMIIMHCKOTO U3/1€NUsl KaHIIEPOT€HHBIMU,
MYTareHHbIMM WJIM TOKCHYHBIMU MaTe€pUalaMH, BO3MOXKHOE BBIJICJICHHE WM BbIMBIBAHUE
KOTOPBIX MPHUBOIUT K CEHCHOMIM3AINH, AJIEPTHIECKON PeaKui Wik OTPUIATETIFHO BIHSIET Ha
PENPOAYKTUBHYIO (PYHKIIHIO;

OpeaynpexKACHUC WM MEPbl MPEAOCTOPOKHOCTHU, IMMPCANPHUHUMACMBIC IIOJB30BATCICM IIpHU
yTimd3alluu - MCIULHUHCKOrO  U3ACJINA, HpHHa,Z[He)I(HOCTeﬁ n  pacxXodHbIX MaTCpUAJIOB,
HCIOJIb3YCMbIX BMECTC C HUM (HpI/I HaJ'II/ILII/II/I), BKJIFOYas CJICAYIOMIUC CBCACHU !

I/IH(I)GKIII/IOHHaH nin MI/IKpO6HaSI OIMaCHOCTb MCJHUIIMHCKOT'O U3JCIINA,
OKOJIOTHY€CKasd OIIaCHOCTh MCAUIITMHCKOI'O U3ACIIHNA,
(I)I/I3I/I‘{€CK3.$I OIIaCHOCTh MCOAMIITMHCKOI'O U3ACIINA,

19) wuHpopManmus 00  OOCTOSTENBCTBAX, TMPU  KOTOPBIX  IOJb30BATENb  JOJDKCH
MPOKOHCYJIBTUPOBATECA C MEIUUUMHCKUM CHEHUAIMCTOM (Uil MEIUUMHCKUX HW3JeuH,
MPeTHA3HAYCHHBIX JIJIS MCTIOJIb30BaHUS JIUI[AMHU, HE MMEIOIIIMMH MEIUIIMHCKOTO 00pa30BaHMs ),

20) JAAaHHBIC O BBIITYCKC WJIN MOCJICAHEM NIEPECMOTPEC MHCTPYKIUU 10 TPUMCHCHHUIO,

21) wHpopmammss O HEOOXOAMMOCTH HAIPABICHUS COOOILICHHSI TPOM3BOJIUTEII0 WU €ro
YIOJTHOMOUYEHHOMY TIPEACTABUTEIO O HEXKEJATSIbHBIX COOBITUSAX, KOTOPhIE MMEIOT MPHU3HAKU
HEeOJIaronpusATHOTO COOBITUS (MHLIUICHTA).

66. MHCTpyKIHsI MO MPUMEHEHUIO JOJKHA OBITh COCTaBIIEHA C HWCIOJIb30BAaHHEM TEPMUHOB,
MOHATHBIX MOJIB30BATENO0, M IPU HEOOXOJUMOCTH CONPOBOXKAATHCA PUCYHKAMU M TUarpaMMaMHU.

WucTpyKius mo mpUMEHEHHIO MOKET CO/IePKaTh OTAEIbHBIC CBEJCHHS AJIsl MPO(EeCcCHOHATBHBIX
1 HeTpo(eCCHOHABHBIX MOJIh30BATEICH.

67. HCTpYKIMSA 1O NMPUMEHEHHIO MOXET OBITh MpEACTaBICHA B COKPAIICHHOM BHJE WIH Ha
MapKUPOBKE (U1 METUIIMHCKUX M3JIETHIA KIacCOB MOTEHIMAIBHOTO PUCKa MpuMeHeHus 1 u 2a),
€CIM MEAMIMHCKOE W3/AeTNe MOXKET OBITh HCIOJB30BAHO O€30MacHO W MO Ha3HAYCHHIO,
OTIpe/IeJICHHOMY MTPOU3BOANUTENIEM, O€3 MHCTPYKLIUHU 10 TPUMEHEHHIO.

68. OmHOTO HK3EeMIUIsIpa WHCTPYKIUMU TO TMPUMEHEHHUI0O MOXET OBITh JOCTATOYHO, €CIU
MOCTABJISIETCS] HECKOJIBKO MEAUIIMHCKUX U3JEIHI OJJHOMY IOJIb30BaTENIO IO 0JHOMY ajpecy. [1o
TpeOOBaHMIO  TOTPEOUTENsE  MPOU3BOAUTENh  JOJDKEH  IPENOCTaBUTh  JIOTIOJHUTENbHBIC
SK3EMIUISIPbI HHCTPYKLIUU IO MPUMEHEHUIO.

IV. O6uue TpedoBanus 6e30macHOCTU M 3(P(PeKTUBHOCTU, TPUMEHsAEMbIE K
MeIMUMHCKUM U3/1eJTHAM /sl JUATHOCTHKH in vitro

1. Xumuueckue, puznyeckue U OM0J0rMYecKre CBOMCTBA MeIUIMHCKUX U31eIuil



IJIS THATHOCTHKHM in vitro

69. IIpu NMpoeKTUPOBAaHWUU M W3TOTOBJICHUU MEIUIMHCKUX W3JENUN JIJs JTUArHOCTHKH in Vitro
0cob00e BHHMAaHHE JIOJDKHO  YJENATHCS  BO3MOXKHOMY  YXYAIICHUIO  aHAJTUTHYECKOU
3(PEKTUBHOCTH H3-32 HECOBMECTUMOCTH MTPUMEHSIEMBIX MaTEPHAIIOB, TIPOO ¥ (MJIHM) aHATUTOB.

70. Ilpu npoeKTUpOBaHWH, U3TOTOBIICHUH U YIIAKOBKE METUIIMHCKUX U3JEIUN I JUArHOCTUKU
in vitro JO0HKeH OBITh MaKCUMAJIBHO CHIDKEH PHCK, CO3/IaBaCMbIN 3arps3HSIONIIMH BEIIECTBAMH
W WX OCTaTKaMH JUTsl TIOJIh30BATEICH W JIMI], YYAaCTBYIOIIUX B TPAHCIIOPTUPOBKE, XpaHEHUH,
00CITy’>)KMBAaHUM M MCTIOJIB30BAHUM MEIUIMHCKUX M3ACNIUN JUIsl JUATHOCTHKH In Vitro (C yuyetom
Ha3HAYE€HHUs MEIUIMHCKOrO H3JENHs JJI1 JUAarHOCTHMKHM In Vitro, a TakyKe JINUTEIBHOCTH WU
YaCTOThI BO3JICMCTBHS 3TUX BEIIECTB HA OPTaHU3M YEJIOBEKA).

71. Ilpu MpOEKTHUPOBAHWU W HM3TOTOBJICHUH MEIUIIMHCKUX W3JICITUH IS JUATHOCTHKH In Vitro
JTOJIKHBI OBITH CHUYKEHBI PUCKHU:

1) cBs3aHHBIE C OMACHBIMU U (MJIM) BPEIHBIMU BEIIECTBAMHU, KOTOPHIE MOTYT BBIMBIBATHCS WIIH
BBITEKaTh W3 MEIUIIMHCKOTO W3ACNUs [ JUAarHOCTHKM in  vitro (C  y4eToM HX
CCHCHUOMJIM3HPYIONIETO JCWCTBHSI, KAaHIEPOTCHHOCTH, MYTAar€HHOCTH WJIM OTPHUIATEIEHOTO
BIIMSTHUS HA PETIPOAYKTHBHYIO (DYHKITHIO);

2) CBSA3aHHBIC C HCIIPCAHAMCPCHHBIM ITOIIAAAHUCM B MCIUIMHCKOC U3JACIIUC IJI1 TUArHOCTUKHU in
vitro IMOCTOPOHHUX BCHICCTB (C Y4€TOM Ha3HA4YCHUA, OIPCACICHHOTIO HNPOU3BOAUTCIIEM, U
npeanojaracMbix YCHOBHI;‘I MNPUMCHCHUA MCIULIUHCKOTO U3CIIUA AJIA AUNAarHOCTUKU in VitI'O).

2. UH(peKunoHHOEe 1 MUKPOOHOE 3arpsi3HeHHe MeAMIMHCKUX U31eJTuil 1S
AUATHOCTHKH in vitro

72. llpu NpOEKTUPOBAHWU W HM3TOTOBJICHUH MEIUIIMHCKUX W3JIETUN I JUArHOCTHKHU In Vitro
pUCK MHOGUIMPOBAHMS MOJIb30BATENCH U TPETHUX JIMIl JOJDKEH OBITh YCTpaHEH MM CHHKEH J0
JIOTTYCTUMOT'O YPOBHS.

KoHCTpyKIsT MEOMIMHCKOTO W3JAeNHs IJIs JUAarHOCTHKHM in Vitro J0bKHAa oOecredYnBaTh
IPOCTOTY B OOpalleHNH U OOCITYKHBAaHHH U MPU HEOOXOTUMOCTH MAaKCUMAalbHO CHH3HUTH PHCK
MUKPOOHBIX YTEUYEK M3 METUITMHCKOTO U3JIEIHs IJisi JUATHOCTUKHU In Vitro u (WJjIM) MUKPOOHOTO
BO3/ICHCTBHS B IPOLIECCE HCIOJIB30BAHMS, a TAKXKE IMPEIOTBpAIlaTh MHKPOOHOE 3arps3HCHHE
MEIMIIMHCKOTO HW3JENHs JUIsl AMArHOCTHKHU In Vitro WM MpOoOBI MOJIb30BATENEM WM TPETHUM
JUIIOM.

73. Ilpu npoeKTUpOBaHUM, U3TOTOBICHUH U YIAKOBKE MEAMIMHCKUX M3JIENUN ISl JUarHOCTUKU
in vitro, IMEIOLINX CTIEIHAIbHBII MUKPOOUOIOTHYECKH CTaTyC B COOTBETCTBUU C MApPKHPOBKOHA,
JIOJKHO OBITh TapaHTHPOBAHO, YTO MUKPOOMOJIOTMYECKUH CTAaTyC OcTaeTcsl 0e3 U3MEHEeHUH Mpu
COOJIIOZICHUH yCIIOBUN TPAHCIOPTUPOBKU M XPaHEHUS, ONPEIEIICHHbIX POU3BOAUTENEM, 10 TeX
TI0p, MOKa 3aIlUTHAsl yIIaKOBKa He OyAeT HapylleHa WM BCKPbITA.

74. CTepI/IJ'ILHI)Ie MCIUIMHCKUEC U3ACINUA 11 JUAarHOCTUKH in vitro 160 MCAULIMHCKHUEC HU3ACIIUA
I AUAarHOCTHUKH in VitI'O, HUMCHOIIIMEC CHGHI/I&HI)HI)IIZ MI/IKPO6I/IOJIOFI/IHCCKHﬁ CTaryc,
HN3roTaBJINBAKOTCA, 06pa6aTBIBaI-0TC$I " Ipu H606XOI[I/IMOCTI/I CTCPUIIN3YHOTC C NMPUMCHCHUEM
BaJIMAUPOBAHHBIX MCTO10B, 060py,I[OB3.HI/I$I, npouecCCoB.

75. MenuuuHCKUe W3AEIHS A JUAarHOCTUKU in Vitro, TpeOyromue CTepHIN3aliH, TOJKHBI



OBITH M3rOTOBJICHBI B KOHTPOJIHUPYEMBIX IIPOU3BOJACTBCHHBIX YCIIOBUAX.

76. YmakoBKa HECTCPWIBHBIX MEIWIIMHCKUX W3JICIUN JUIS JUArHOCTUKHM In Vitro JoJhKHA
obOecrieuynBaTh WX IIEJIOCTHOCTh M YUCTOTY W B Cllydae, €CIM MEIWIIMHCKOE W3ICIAe I
JTUATHOCTUKH in Vitro JOJHKHO OBITh CTEPUIIM30BAHO IEPE]l HCIIONIH30BAaHHEM, MaKCHMAIbHO
CHU3HUTHh PUCK MHUKPOOHOTO 3arps3HEHUs, MPH ITOM YIAKOBKAa JOJDKHA OBITH COBMECTHMOM C
METOJIOM CTEPWIN3ALIUN, YKA3aHHBIM ITPOU3BOJIUTEIIEM.

3. MeauuuHcKHe U3esus AJsi AMarHOCTHKH in vitro, cogep:kamniue MaTepuasbl
O0MOJI0rH4eCKOro MPOMCX0KACHUS

77. B cnyyae ecnu MEAMIIMHCKHUE W3JENUS JJIS TMATHOCTHKH in Vitro colepkaT OMOJIOTHYECKHe
MaTepHalbl )KUBOTHBIX, TO 00pabOTKa, XpaHEHUE, TECTHPOBAHHE OMOJIOTMYECKAX MAaTepHAIIOB
KHBOTHOTO IPOMCXOXJICHUS, a TaKXKe OOpalleHHe C HUMH JOJDKHBI OCYIIECTBIATHCS TaKUM
o0OpazoM, 9To0bI 00ecIIednTh 0€30IMaCHOCTh TOJIL30BaTEIIeH U TPETHUX JIUII.

Bbe3omacHOCTh B OTHOIIEHUH BUPYCOB, APYTUX MH()EKIIMOHHBIX areHTOB U MHBIX BO30YIUTENEH
Ooie3Heil, oOmuX I YeIoBeKa M JKMBOTHBIX, JIOJDKHA OOECIEUMBATHCS TOCPEICTBOM
MPUMEHEHUSI  BAaMIUPOBAHHBIX METOJOB YHHUYTOKCHHS WJIM WHAKTUBAIlMA B  XOJE
MIPOM3BOJCTBEHHOTO TIpolecca. YKa3aHHbIE BaJUAMPOBAHHBIE METOJAbI HE MPUMEHSIOTCS B
OTHOIICHUW MEIUIMHCKUAX W3JEIHUN Ui TUarHOCTHKH in Vitro, eclH aKTHBHOCTh BHPYCOB H
Ipyrux WH(EKIMOHHBIX areHTOB OOYCIIOBIIEHA HA3HAUYE€HHEM MEIUIMHCKUX W3JeIUN IS
IUAarHOCTHKH in Vitro WM Tpolecc YHUYTOXKEHHS WIM WHAKTHBAUM MOXET CHU3UTH
3¢ PEeKTUBHOCTH MEIUIIMHCKOTO M3ACIHUS ISl TUarHOCTUKH in Vitro.

78. B ciyyae eciim MEIMIIMHCKUE W3ICTHS Uil TUATHOCTHKH in Vitro colepKar OMOJOTHYecKHe
MaTepHajbl YeIIOBEYSCKOTO TPOUCXOXKACHUS, TO 00paboTKa, XpaHCHHe, TECTHPOBAHHE W
oOparieHre C OWOJIOTMYECKUMH MaTepHalaMd YeJOBEYECKOTO MPOHUCXOXKICHHS JIOJDKHBI
OCYIIECTBIISITHCS TAaKUM 00pazoM, 4ToObl 00ecTeynuTh 0€30MacHOCTh MOJIb30BaTENeH U TPEThUX
JIHIL.

be3omacHOCTP B OTHOIIEHMHM BHUPYCOB U JPYIHX HMH(EKIMOHHBIX areHTOB JIOJDKHA
o0ecrieunBaThCsl TMOCPEJCTBOM INPUMEHEHHS BAJIMIUPOBAHHBIX METOJIOB YHHUYTOXEHHUS WIH
WHAKTHUBALIMM B XOJI€ MPOU3BOJCTBEHHOIO IIpolLecca. YKa3aHHbIE BaJIUJAUPOBAHHBIE METOIbI HE
INPUMEHSIOTCS B OTHOIIEHUN MEIUIUHCKUX U3JIENUN I JUarHOCTUKH In VItro, €Clii akTUBHOCTh
BUPYCOB U JIPYTUX WHQPEKIIMOHHBIX areHTOB 00YyCJIOBJIEHA Ha3HAYCHHEM MEIUIIMHCKUX W3JIEITHN
JUIS JMAarHOCTHKHU in ViItro WJIM TPOIECC YHUYTOXKCHUS WM HMHAKTUBALMU MOXET CHH3UTH
3¢ (HEeKTUBHOCTD MEAMIIMHCKUAX U3JICITHH ISl TUarHOCTUKH in Vitro.

79. B ciyyae eciii MEAMIIMHCKWE U3ENHS U1l TUarHOCTHKH in Vitro cojaepkaT OMOJIOTHYeCKHe
MaTepHaibl MHUKPOOHOTO TPOUCXOXKIEHHUS, TO 00pa0OTKa, XpaHEHHWE, TECTHPOBAHUE W
oOpaieHre ¢ OMOJIOTMYECKUMH MaTepUallaMd dTOW MPHUPOJBI JODKHBI OCYIIECTBISATHCS TaKUM
00pazom, 4To0bl 00ecTIeYnTh 0€30MaCHOCTh MOJIB30BaTeNel U TPETHHUX JIUII.

be3onacHOCT, B OTHOIIEHMHM BHPYCOB M JPYrMX MH(QEKIMOHHBIX areHTOB JIOJDKHA
o0ecreunBaThCsl TMOCPEJACTBOM TNPUMEHEHHS BAJIMIUPOBAHHBIX METOJIOB YHHUYTOXEHHUS WIH
WHAKTHUBAIIMK B XOJI€ MPOU3BOJCTBEHHOIO IIpoLecca. YKa3aHHbIE BaIUIUPOBAHHBIE METOIbI HE
NPUMEHSIOTCS] B OTHOIIICHUW MEIUITUHCKUX MU3JIEIUN JUIs JUArHOCTUKH in Vitro, €CJIi aKTUBHOCTD
BUPYCOB U JIPYTUX WHPEKIIMOHHBIX areHTOB 00YCJIOBJICHA Ha3HAYCHHEM MEIUIIMHCKUX W3JIEITHN
JUIS JAMAarHOCTHKHU in Vitro WJIM TPOIECC YHUYTOXKCHUS WM HHAKTUBALUU MOXET CHHU3UTH



3¢ HEKTUBHOCTH MEAUIIMHCKOTO M3ACIHUS ISl TUarHOCTUKH in Vitro.

4. MeauuuHcKue U31eaus AJs1 JMarHOCTUKM in Vitro, npuMeHsieMble B yCJI0BHUSIX
BO3/1eICTBUS BHEIIHUX (PAKTOPOB

80. MeaunuHCcKkue W3IENHsS JUISI JTUATHOCTHKHU in Vitro MPOEKTUPYIOTCS M HM3TOTAaBJIMBAIOTCS
TakuM 00pa3zoM, 9ToObI X COOpKa, HACTPOIKa, KATMOPOBKA, HCIIOIH30BAaHUE U OOCTY)KUBAHUC B
YCIIOBHSX BO3JICHCTBHUS BHEITHUX (PaKTOPOB OBLIN TPOBEICHBI 0€301aCHO.

81. B ciydae ecnu MEOWIIMHCKHE W3JAEIHs JIJs JAMArHOCTHUKU in Vitro NpeaHa3Ha4YeHbl s
MPUMEHEHUS] B KOMOMHALIMU C APYTUMHU MEIUIIMHCKUMH U3JENUsAMU U (WIK) 000pyAOBaHUEM,
BCs KOMOWHAIWS, BKIIFOYAsl COSIMHUTENFHYIO CUCTEMY, JIOJDKHA ObITh OE€30IMacHOM M HE JTOJDKHA
yXyallaTh 3asBJICHHbIC (PYHKIIMOHAJIbHBIC XapaKTCPUCTHKH MEIUIUHCKUX M3ACHHA  JUIS
JTUATHOCTUKH in Vitro. JIroOble W3BECTHBIC OTPAaHWYCHHUS 10 NMPUMEHEHHIO TaKOW KOMOWHAITUU
YKa3bIBAIOTCS Ha MAPKUPOBKE U (WJIM) B HHCTPYKIMH 0 IpUMEHEHHIO. [IpH pOCKTUpOBaHUH U
W3TOTOBJIEHUH COENUHHUTENBHBIX CHCTEM JOJDKHBI OBITH MAaKCHMAJIBHO CHIDKEHBI BO3MOXKHEIE
PHUCKH HETPaBUIBHOTO COCJIMHEHUSI.

He nomyckaercss mpuMeHeHHE B COCTaBe MEAMIIMHCKOTO W3JACTHs IS AMArHOCTUKU In Vitro
CHEIMATbHBIX TEXHHYECKUX MW (MJIM) TPOTrPaMMHBIX CPEICTB, HMCKIIOUYAIOUNINX WM
OTPAaHWYMBAIOIIMNX  BO3MOXHOCTH €T0  HCIOJb30BaHHSI B KOMOMHAMM C  JIPYTHMH
npeJHa3HaYE€HHBIMHU JJIs1 TOT0 MEIUIIMHCKUMU U3/IeTHSIMU U (M) 000pyA0BaHUEM.

82. MenunuHCKWE W3IETUS IS JUArHOCTHKHU in Vitro MPOEKTHPYIOTCS W HM3TOTaBIUBAIOTCS
TaKUM 00pa3oM, YTOOBI YCTPAHUTD WU CHU3UTH JI0 IPUEMIIEMOT'O YPOBHS:

1) PUCK TpPaBMHUPOBAHHA IIOJIb30BATCIII MM TPCTbUX JIMI, B CBIA3U C (1)I/ISI/I‘I€CKI/IMI/I
XapaKTCPHUCTUKAMH MCIUIMHCKOI'O U3ACJIUA IJId AUAIrHOCTUKH in VitI'O;

2) pHUCK OIIHMOKH IIpy UCIOJIb30BAHWKU MCIHUIMUHCKOI0 HU3ACIINA IJId JUArHOCTHUKHU in vitro u3-3a
KOHCTPYKTUBHBIX XapaKTCPUCTUK WJIHA YCJTIOBEYCCKOI'O (baKTopa;

3) puCK, CBS3aHHBIH ¢ OOBEKTHBHO IPE/ICKa3yeMbIMU BHEIIHUMH BO3JACHCTBUSIMU WM TaKUMHU
OKPY’KaIOIIMMHU YCJIOBUSMH, KaK BHELIHUE DSJIEKTPOMArHUTHBIE IIOJSA, JJIEKTPOCTATUUYECKUE
paspsiibl, U3yuyeHHe, arMoc(epHOe NaBJICHHWE U €ro IMepemajbl, BIaKHOCTb U TeMmIeparypa
BO3/yXa;

4) puck, CBSI3aHHBIA C HMCIOJB30BAaHUEM MEIUIIUHCKUX M3JETUM IS AUAarHOCTHKH in Vitro mpu
KOHTaKTe€ C MaTepHallaMH, >KMIKOCTSAMH W Tra3aMHd, BO3ICHCTBUIO KOTOPBIX MEIULIUMHCKHE
U3JIeNUs JAJ1s1 AMarHOCTHKY 1N Vitro MoABepraioTcs B HOPMAJIbHBIX YCIOBHAX 3KCILTyaTalluy;

5) puCK, CBsI3aHHBIH C BO3MOXXHBIM HETaTUBHBIM B3aMMOACHCTBHEM MEXIY MPOrpaMMHBIM
o0ecrieueHueM MEIUIMHCKOTO U3ENus UIsl AMAarHOCTUKY 1IN Vitro U yCIOBUSIMHU, B KOTOPBIX OHO
JKCILTyaTUPYETCS;

6) pHUCK CIy4allHOTO TIOTMAJaHUs TOCTOPOHHUX BEIIECTB B MEIUIUHCKUE W3ICHHS IS
JAAarHOCTHKH In Vitro;

7) pUCK HeNpaBUIbHOW UAeHTH(UKAIIMH ITPOO B paMKaX AMArHOCTUKU in Vitro;

8) pHUCK B3aMMHBIX IIOMEX, CBS3aHHBIX C JIPYTMMH YCTPOHCTBaMM, OOBIYHO MPUMEHSEMBIMU B
Je4eOHO-TMarHOCTUYECKOM Ipoliecce.



83. MeauuuHckue W3Ienus JUIsl JTUArHOCTHKHU in VItro MPOEKTUPYIOTCS M HM3TOTaBIIMBAIOTCS
TakuM 00pa3oM, 4TOObI YCTPAHUTh UM MAKCUMAaJIbHO CHU3UTh PUCK BOCIIAMEHEHHUS WIIM B3pbIBa
B HOPMAJIBHBIX YCIOBHUSX SKCIUTyaTallUd WM B Cllydae €IMHUYHOro otkaza. Ocoboe BHUMaHME
JOJKHO YIENSATHCS MEAUIMHCKUM H3ACNUsAM JUIS JUArHOCTHUKU 1n Vitro, MPUMEHSEMBIM C
MCIOJIb30BAaHUEM JIETKOBOCIIAMEHSIOIIMXCS WIIM B3PHIBUATHIX BELIECTB.

84. MenunuHCKHEe W3IeNUs A JUATHOCTUKHU in Vitro MPOEKTHPYIOTCS M W3TOTAaBIUBAIOTCS
TakuM 00pa3oM, YTOOBI CHOCOOCTBOBATH O€30MaCHOM YTHUIIM3AIMU OTXOJI0OB, 0OpPA30BaBIIUXCS
TIOCJIE MICTIONB30BAHUS MEJUIIMHCKUX M3ACTHIA JJIsl TUarHOCTHKH in Vitro.

5. DyHKIIHOHAJIbHbIE XaPAKTEPUCTUKHA MeIMIUHCKUX U31eJIUH ISl JUATHOCTUKH
in vitro

85. MenunuHCKWE W3IETUS Ui JUArHOCTHKHU in Vitro MPOEKTHPYIOTCS W HM3TOTaBIUBAIOTCS
TakuM 00pa3oM, dTOOBl WX (YHKIMOHAIBHBIC XaAPAKTCPUCTHUKHA Oa3upoOBAIMCh Ha
COOTBETCTBYIOIIEH HAyYHOM M TEXHUYECKOW OCHOBE. MeAuIMHCKUE HU3AeNUsl JUIsl JUArHOCTUKU
n Vitro JOJKHBI PYHKIITMOHUPOBATH HA MIPOTSKEHUU BCETO CPOKA IKCIUTyaTallii B COOTBETCTBHUH
C Ha3HAYCHHUEM, OTPEIeTICHHBIM MPOU3BOAUTENIEM, B HACTH:

1) XapakTEepUCTHK  AHAIATHYCCKOHM  A(PQPEKTHUBHOCTH: TOYHOCTh  (TIPAaBWIBHOCTH |
MPEU3UOHHOCTh), CHCTEMAaTHYeCKas IOTPEIIHOCTh, AHAJNUTHYECKas YyBCTBHTEIHHOCTD,
aHAMTHYECKasl CeU(UIHOCTD, Mpeesl OOHapyKeHHUs (ICTeKIMHN), aHATMTUYSCKUN Uarna3oH,
JMHEHHOCTh, TOYKAa OTCEYEHHs], MMOBTOPSEMOCTH, BOCIPOU3BOAMMOCTB, BKJIIOUAs YCJOBHUS e€e
OIIpeJIeNICHH s, OTIPE/IIIEHIE BO3ZMOKHBIX HHTEP(HEPEHTOB YHIOTCHHOW U SK30T€HHON TPUPOJIBI U
NEPEKPECTHYIO PEAKTHBHOCTD;

0) XapakTEepPUCTHK KIUHUYCCKOW dS()PEKTUBHOCTH: JTUATHOCTUYECKAs YYBCTBHUTEIBHOCTD,
JUarHocTuyeckas — Ccrneuu(UuYHOCTb, IpeJcKa3aTelabHas ILEHHOCTb  IOJIOKUTEJIBHOTO U
OTPHUIIATEIBHOTO  PE3YJbTATOB, OTHOLICHHE IMPaBAONOJO0MUS, OXHUJAaeMble 3HAUCHUS B
HOPMAaJIbHOUW WJIM BBIJIETIEHHON MOMYJISIIIUU.

86. B cimyuae ecnrt 3pGeKTUBHOCTS METUITMHCKHUX WU3JICTUH TS TUATHOCTUKH in Vitro 3aBUCHUT OT
KamuOpaTopoB W (WJIM) KOHTPOJIBHBIX MAaTEpPUAIOB, METPOJOTHYECKAs MPOCISKUBAEMOCTb WX
3HAQUYCHUN JIOJDKHA oOecrednBaThCs pedepeHTHIMH MeToJaMu W (WIH) HWMEIONIUMUCS
pedepeHTHBIMU MaTepHraliaMu 0oJiee BEICOKOTO MOPSIIKa.

87. UmcnoBple 3HAUYECHHUS PE3yJIbTATOB HCCIIEIOBAHHUSA OOpA3LOB OMOJIOTHYECKUX MaTEpUajioB
YellOBeKa, IIOJIyYeHHbIE B paMKax IUAarHOCTUKH In Vitro, IOJKHBI OBITh BBIPAXKECHBI B
OOIIETIPUHATHIX U CTAHJAPTU3UPOBAHHBIX €IMHUIIAX.

6. 3amuTa oT M3NyUYeHUs1

88. MGZ[I/IL[I/IHCKI/IC n3aCINA AJId JUAarHOCTHKH in vitro MNPOCKTUPYIOTCA, HU3IOTABJIMUBAIOTCA H
YIIAKOBBIBAKOTCA TaKHUM 06pa30M, YTOObl MHHHMAaILHO ImoABEpPraTb MTOJIB30BaTeNehH U TPETbUX
JINIY BOSI[GFICTBHIO NOTCHIUAJIBbHO OIIaCHOI'O U3ITYy4YCHUS.

89. MenuuHCKue W3Menus JJIsl TUArHOCTHKH in Vitro, MpenHa3HAYeHHbIC JJIi TeHEPUPOBAHUS
MOTEHIIMAIBHO OMACHOTO H3IIyYeHUs, MPOEKTUPYIOTCS M W3TOTABIMBAIOTCS TaKUM 00pa3zom,
YTOOBl TapaHTUPOBATh KOHTPOIb U (WJIM) PEryJIHPOBKY XapaKTEPUCTHK H KOJIMYECTBA
HCIyCKaeMOTO H3JIy4YeHHUs, M OCHAIIAIOTCS BHU3yaJbHBIMA U (WJIHM) 3BYKOBBIMH CpPEIICTBAMHU



HpeayNPEeKICHHS O HATMYUU (AKTUBHOCTH) TAKOTO U3JTyUEHUSI.

7. MenMuuHCKHe U3/1e/1Us 1JIsl AUATHOCTHKHU in vitro, BK/JIIo4aouue B cedst
nporpaMMHoe odecrneyeHue, 1 aBTOHOMHOE MPOrpaMMHoe obecrneyeHue,
SIBJISIIOLeeCS] MeTHIIMHCKHUM U3/1eJIieM /sl JIMArHOCTHKH in vitro

90. MemunuHCKHE W3MENUA Ui JUArHOCTUKM in Vitro, BKIIOYArOIIMe B ceOS MPOrpaMMHOE
obecrieueHue, 1 aBTOHOMHOE ITPOTPaMMHOE 00eCTIeYeHHE, SIBIISIONICSCS] MEAUIIUMHCKIM U3eTIHeM
JUIsl TAarHOCTUKHM in Vitro, TPOEKTHPYIOTCS W WM3TOTaBIMBAIOTCA TaKUM 00pa3oM, dYTOOBI
obecrieunBaTh CTaOMIIbHOE, Ha/leKHOE U A(D(DEKTUBHOES (PYHKITMOHHUPOBAHUE ITHX MEIUITMHCKUAX
U3/IeTIMiA B COOTBETCTBUY C HA3HAUCHHEM, OTIPEICIIEHHBIM ITPOU3BOIUTEIIEM.

8. AKTHUBHbBIE MeIUIIMHCKHUE U3AeJus /sl JUATHOCTUKH in Vitl‘O, CBA3aAHHBIC C
HCTOYHHKOM JHEPIrUuU UJIH OﬁOpy)IOBaHHl)Ie HCTOYHHKOM JHEPTHHU

91. AKTHBHBIE MEIUIIMHCKHIE WU3JENUS I JUATHOCTUKH in Vitro, MpHU UCTIOIH30BAHUUA KOTOPHIX
0€301acHOCTh T0JIb30BATENEe 3aBUCUT OT BHYTPEHHETO0 HCTOYHHMKA MUTAHHS, OO0OPYIYIOTCA
CPEZICTBOM OINPEIEIIECHHS COCTOSIHUSI HCTOYHUKA TUTaHUS.

92. AKTHBHBIE MEIUIMHCKUE W3ACTUS s JUAarHOCTHUKU In  Vitro TPOEKTHPYIOTCS H
W3TOTABIMBAIOTCS TakuM  O0Opa3oM, YTOOBl MaKCHUMaJIbHO CHHU3UTh PHCK  CO3JIaHUS
ANIEKTPOMATrHUTHBIX TOJEH (3JIEKTPOMAarHUTHBIX TIOMEX), KOTOpbIE MOTYT OTPULATENHHO
CKazaTbCsi Ha paboTe IpYrux MEAMIMHCKUX U3JeNui, OO0OpyIOBaHHS M CpPEACTB CBS3U B
COOTBETCTBHH C UX HA3HAUCHHEM.

93. AKTHBHBIE MEIUIMHCKUE W3ACTUS IS JUAarHOCTHKU in  VItro TPOEKTHPYIOTCS H
W3TOTABIUBAIOTCS TakUM  00pa3oM, 4YTOOBI 00ECIEYHTh YPOBEHb YCTOWYMBOCTH K
AIEKTPOMAarHUTHBIM moMexam (TOMEX0yCTOMYHUBOCTH), oOecrieunBaromuii 170:¢
(YHKIIMOHUPOBAHHE B COOTBETCTBUY C HA3HAYCHUEM, OTIPEICIICHHBIM ITPOU3BOIUTEIICM.

94. AKTHBHBIE MCAULIMHCKHUE H3ACINUA I JUAarHOCTHKH in vitro MMPOCKTUPYIOTCA U
HN3roTaBJIMBAOTCA TaKHUM 06p3.30M, YTOOLI MAKCUMAaJILHO CHHU3UTH PHUCK CHy‘I&fIHOFO MOpaAKCHUA
MOJIb30BAaTCIIsI WK TPETHEro JIMLA JJICKTPUYCCKUM TOKOM KaK HIPHW HOPMAJIBHBIX YCIIOBUAX
OKCILTyaTalluku MEAWIMHCKOro M3ACIUA, TaK U B YCIOBHAX GHHHHqHOﬁ HCUCIIPAaBHOCTHU IIpH
YCI0BUH, YTO MEAHUIMHCKOC H3JACINE YCTAHOBJICHO H O6CJ'IY)KI/IB36TC$[ B COOTBCTCTBHUHU C
YKa3aHUAMHA IIPOU3BOJUTCIIA.

9. 3amKuTa OT MEXAaHHUYECKHUX H TEPMHUYECCKUX PUCKOB

95. MGILI/IHI/IHCKI/IC n3aCiausd A JUarHOoCTHUKH in vitro IMMPOCKTUPYIOTCA KW HU3rOTaBJIMBAIOTCA
TaKuUM 06p330M, YTOOBI 3alllUTUTL IMMOJIB30BATCIIA W TPETbUX JIMI OT PUCKA MEXAaHUYCCKUX
HOan(eHI/Iﬁ, CBsA3aHHOTO C COIIPOTUBJICHHUEM JBUXXCHHIO, HECTAOMIBLHOCTRIO M HaJIU4YUEM
ABWXKYIIUXCSA YacTell B COCTaBE TaKUX MCIUIIMHCKHX PI3I[€J'IPII>1.

96. B cimyyae ecnu B COCTaBe MEIUIIMHCKOTO M3AETHS in Vitro MMEIOTCS JBHKYIIUECS YacTH,
IpeayCMaTPUBAIOTCST CPEJCTBA 3alIUTHI IOJB30BATENS OT PHUCKA, CBSI3AHHOTO C BO3MOXHBIM
paspylIeHHeM JIBUKYIINXCSA YaCcTeH WIN C UX OTPHIBOM.

97. MenuuuHCcKUe M3AEAUs s JUATHOCTHKHU 1n VItro MPOEKTUPYIOTCS M HM3TOTaBIMBAIOTCSA



TakuM 00pa3oM, 4TOOBl MaKCUMaJIbHO CHHM3UTH PHCK, CBA3aHHBIA C BUOpaluel, co3gaBaeMoi
STUMHM MEJMLMHCKUMHU M3JEIUSIMH, IIyTE€M MPUMEHEHUS CPEACTB, MO3BOJISIIOIIUX OTPaHUYUTH
BUOpAIUIO, €CIIM TOJBKO BUOpAIUsl HE SIBJIIETCS YAaCThIO MpeJIHA3HAYeHUs] TaKUX MEIUIIUHCKUX
1763 (S15158

98. MemunuHCKNEe H3AETHS IS JAUATHOCTHKU in Vitro MPOEKTUPYIOTCS M HM3TOTAaBIHUBAIOTCS
TakuM 00pa3oM, YTOObI MaKCUMaJIbHO CHHU3UThb PHUCKH, CBSI3aHHBIE C CO3/1aBa€MBbIM IIYMOM,
yTeM IpuMeHeHHs (IpU HEOOXOAUMOCTH) CPECTB, UCIOIB3YEMbIX [l YMEHBIICHHS LITyMa.

99. Knemmbl, pa3neMbl, COCIUHHUTENH W APYrH€ YCTPONCTBA MOAKIIOYCHHS MEIUITMHCKUX
3TN JUIsl JUArHOCTHKM in Vitro K HMCTOYHHKAM DJICKTPUYCCKOW, THUIPABIMYECKON HWITU
ITHEBMATHYECKOW DSHEPTHH TPOCKTUPYIOTCS M HW3TOTABIMBAIOTCS TaKUM 00pa3oM, YTOOBI
MaKCHUMaJIbHO CHU3UTH JIFOOBbIE BOBMOKHBIE PUCKH.

100. MemunuHCKHe W3AENUsl JUIsl AUATHOCTUKU in Vitro MPOEKTHPYIOTCS M U3TOTaBIHBAIOTCS
TaKuM 00pa30M, 4TOObI MAKCUMaJIbHO CHU3UTh PUCK OLIMOOK, BOSHUKAIOIINUX MPU HETIPABHILHOM
MOJIKJIIOYCHUH UJTH TIEPEKIIIOYSHUH BO BpeMsi pabOThI anmaparypbl WIH JeTalieil B COCTaBe TaKUX
MEIULUHCKUX U3,

101. OTKpbITBIC YaCTH MEIUIIMHCKHX H3JCIHA JUIS JUArHOCTHKH In Vitro (3a HCKIIOYCHHEM
yacTel, TMpeIHa3HAYEHHBIX IS TOoJauM Telula WM JOCTH)KEHUS 3aJaHHBIX 3HAYCHHM
TEeMIlepaTyp) He JOJDKHBI JOCTUTAaTh IOTEHIMAIBHO OMACHBIX 3HAYCHHM TeMIepaTryp Mpu
HOPMAaJIbHBIX YCJIOBUSIX KCILTyaTallUH.

10. 3amuTa OT PUCKOB, CO31aBAEMbIX MeIUIIUHCKUMHM U31EJIUSIMH ISl
AUATHOCTHKM in Vitro, npeaHa3HaYeHHBIMH JIJISI CAMOTECTHUPOBAHUS
MoJib30BaTejieM WM TeCTUPOBAHUS BOJM3H MOJIb30BaTeJIsI

102. MeauuuHckue wW3IeAWs ISl JMArHOCTHUKM  in  vitro, MpeIHa3HAYCHHBIC IS
CaMOTECTHPOBAHHUS TTOJIH30BATEIEM MM TECTUPOBAHUS BOJIM3H MOJIH30BATENS, TPOCKTUPYIOTCS U
W3TOTABIMBAIOTCA TakKuUM o00pa3oM, dYTOOBl OHU (YHKIMOHUPOBAIM B COOTBETCTBHUU C
Ha3HAYCHHEM, OINPE/ICICHHBIM MPOU3BOJUTENIEM, C YUYETOM HABBIKOB ITOJIB30BATENS M yCIOBUI
AKCIUTyaTallid MEIUIIMHCKOTO W3/ICIHS.

103. MeaguuuHckue wW3nenWs ISl JAMArHOCTHUKM  in  vitro, MpeIHa3HAYCHHBIC IS
CaMOTECTHPOBAHUS TTOJIH30BATEIEM UM TECTUPOBAHUS BOJIM3H MOJIH30BATENS, TPOCKTUPYIOTCS U
U3rOTaBIMBAIOTCS TAKMM 00pa3oM, 4TOObl MAKCUMAJIbHO CHU3UTH PUCK OIIMOKH MOJIb30BATEIs,
HE MMEIOIIEro CHEHUAJbHOTO MEIUIMHCKOro 00pa3oBaHus, NIpHU TNPUMEHEHUH TaKuX
MEJIULMHCKUX M3JEIUi, a Takke IpUd OTOOpe MNpod WM HMHTEPHpETali pe3yJbTaToB
TECTUPOBAHUS.

104. MeaunuHCKME W3ACNWS I8 JWArHOCTHKH in  Vitro, mNpeaHa3HAadeHHBIC IS
CaMOTECTHPOBAHUS TIOJB30BaTEJIEM WM JJIsi TECTHUPOBAHUS BOJW3U TOJIB30BATENs, JIOJDKHBI
UMETh, €CIIH 93TO OOBEKTHMBHO BO3MOXKHO, (YHKIIMIO TOATBEPKIEHUS TOTO, YTO TIPH
WCIIOJIb30BAaHUKM 3TH MEIUIUHCKHE wu3Aenus OyAayT (yHKIMOHHPOBATh B COOTBETCTBHH C
Ha3HAYEHUEM, ONPEACIICHHBIM MPOU3BOIUTEIIEM.

11. lonosiHuTe/IbHBIE TPEOOBAHUA K MAPKUPOBKE MeIMIMHCKHUX M31eJIUi 1151
JTHATHOCTHKH in vitro



105. B oTHOIIEHNH MEIUIMHCKUX W3JETUH JJIs AUArHOCTHKHU In VItro MPUMEHSIOTCS TTOMHUMO
TpeOOBaHMII K MapKHUpOBKE, yKa3zaHHBIX B mojapazgene 13 pasmena III nacrosmmx OO6mmx
TpeOOBaHUI, Tak)Ke JOMOJIHHUTEIbHbIE TpeOOBaHUs, MpeaycMaTPHUBAIONINE, YTO MapKHUpPOBKa
MEIUIUHCKAX M3JACIWA JUIi JWAarHOCTHUKK in  Vitro JIOJDKHA COJIEPXKaTh  CIIEAYIOIIYIO
UH(pOpMaIHIO:

1) uadopmarus o npeAHa3HAYCHUH METUIIMHCKOTO U3/ITHUS IS JUArHOCTUKY In Vitro;

2) cBeneHus 0 Macce (HETTO) COACPKUMOTO (B €MHUIIAX Beca WK 00beMa), KOJTHMUECTBE €IUHUI]
WM JII000H KOMOWHAIMH TTOKa3aTeNIed, KOTOPhIE TOYHO OTPa)KaloT COJIEepKaHKe YIMAaKOBKHU (TpH
HaJM9HHN);

3) cBeneHUs 00 OCHOBHBIX MHTPEAMEHTAX, COJIEPKAIIMXCS B YITAKOBKE MEIUIIMHCKOTO W3JIEITHS
IUIA TMAarHOCTHKH 1n Vitro;

4) 3HaK MPEAYyNpPEkJACHUS 00 OMACHOCTH, €CIIM MEIUIIUHCKOE M3CIUE Il TUarHOCTHKH in Vitro
COJICPKUT OIIaCHbIE BEILECTBA;

5) undopmarusi 0 crenuaIbHOM MHUKPOOHMOJIOTHYECKOM CTAaTyCce WM YUCTOTE MEIUIIMHCKOTO
W3JIEIIHS JIUTS JMAarHOCTHKY 1n Vitro (Mpu HEOOXOIUMOCTH);

6) nHDopMaIMsa O TMpeAHa3HAYCHUH MEIUIIMHCKOTO W3ACNHUS JUIsl TUAarHOCTHKH in Vitro Juist
CaMOTECTHPOBAHMS TIOJB30BATEICM HIIM JUIS TECTUPOBAaHUSA BOJM3M TOJb30BaTens (Ipu
HAJTMYUN).

12. TpeGoBanus k uHpoOpManNu, coaepxKaeiics B HHCTPYKIMH 110 TPUMEHEHH IO
MeIMIMHCKOr0 M3/1eJHs VISl AUATHOCTUKM In vitro

106. MHCTpYKIIMS MO MPUMEHEHHUIO MEIUIIMHCKOTO M3JIENHs JUIsl JUATHOCTUKH in Vitro JTOJKHA
COJIePIKaTh CICIYIONIYI0 HH(DOPMAIIHIO:

1) HauMeHOBaHUE U (WJIM) TOPrOBOC HAMMEHOBAHHME MEIUIIMHCKOTO M3CIUS JIUIS JUArHOCTHKY in
vitro;

2) cBelleHUs O TPOM3BOJIUTENIC METUIIMHCKOTO M3JCIHs JJIs TUATHOCTHUKH in Vitro W (MJM) ero
YIOJHOMOYEHHOM TIpEJICTaBUTENE, BKJIIOYAas TOJHOE M COKpalleHHoe (MpU HaJIUYUN)
HAUMEHOBAHUSl IOPUJIMYECKOTO JIMIA, MECTO HaxoxxaeHus (hamuaus, uMs, OT4eCTBO (IpH
HAIMYUM) U MECTO JKUTEIbCTBA (DU3UYECKOTO JUIA, 3apErHCTPHPOBAHHOTO B KAauyeCTBE
WHAMBHUIyaJIbHOTO TPEANPUHUMATENsI), MOYTOBBIA aapec, HoMepa TenedoHa, dakca, aapec
AJIEKTPOHHOM MOYTHI (IPU HAIWYHH);

3) Ha3HAYEHUE MEIUITMHCKOTO U3JIENHS I JUarHOCTUKY in Vitro, B TOM YUCIIe:
(yHKIIMOHATBHOE HA3HAYCHUE;
OTIMCAaHKE TOTO, YTO ONPEACIACTCS U (WIIH) U3MEPSCTCS;

crienu(prUecKoe pacCTPOHCTBO, COCTOSIHUE WM (DaKTOp pHCKa /Ui OOHAPY)KEHUs, OTpeIeIICHHS
win 1uddepeHInpOBaHus KOTOPOTO MpeHa3HAYEHO MEUIIMHCKOE U3/IeNne ISl JMarHOCTUKH in
vitro (mpu He0OXOIUMOCTH);

MpeaAHasHAYCHUC MCJIUIUMHCKOI'O0 MU3ACIUA IJId JUArHOCTUKH in vitro JJI1  Ka4CCTBCHHBIX,
IMOJIYKOJIMYCCTBCHHBIX HWJIN KOJIMYCCTBCHHBIX OHpeHeﬂeHHﬁ;



THIT aHAJTU3UPyEeMOro o0pasia;

4) uadopMmaiys O NpeAHA3HAUYCHUH METUIIMHCKOTO W3JENUs I JAMArHOCTHUKU in Vitro s
KJIIMHWYECKOH JTabOpaTOPHOI THMarHOCTHKH;

5) Ha3HaAa4€CHHUC MCAUILIMHCKOI'O HM3ACIIUA OJIsI JUAaIrHOCTHUKHU in vitro ¢ YKa3aHHUEM I10JIb30BATCIIA
(HaHpI/IMCp, INanucCHT, MC,Z[I/II_II/IHCKI/Iﬁ CIICHHaJINCT, (1)I/ISI/I‘~I€CKO€ JUuao, IHPUMCHAROLICC
MCAUIHMHCKOC U3CJIHUEC 10 HA3HAUYCHUTIO, OIIPEACIICHHOMY HpOI/ISBOI[I/ITeJ'IeM);

6) IPUHIIUI TECTA;
7) onMicaHue peareHToB, KaTMOPaToOpOB U KOHTPOJIBHBIX MAaTEPHAJIOB;

8) mepedeHb MaTEpUAIOB M CIEHUAIBHBIX MAaTePUATIOB, KOTOPBIE TPEOYIOTCS Il MPOBEACHUS
TECTHPOBaHMS (aHAJIN3a), HO HE COJCPKATCS B KOMIUICKTE MOCTABKU MEIUIIUMHCKOTO M3CIHS JIIs
JAAarHOCTHKH In Vitro;

9) Mg MEAUIIMHCKUX U3ACTUH sl AMarHOCTUKY in Vitro, mpeHa3HauYeHHBIX JJIs1 UCTIOIh30BAHUS
B KOMOMHAIIMU C JPYTMMH MEIUIMHCKHUMH W3JCIHSIMH, BKIIOYAs MEAMIIMHCKHUE W3JEITHS IS
JMArHOCTUKU in Vitro, - uHbOpMAIUs Uil HISHTH(PHUKAIMA MEIUIUHCKUX H3ACTHH C ENbIO
noyrydeHus: 0e3omacHold KoMOWHanuu U (Wiu) wHGoOpManus 00 W3BECTHBIX OTPAHUYCHHSX IT0
COBMECTHOMY HCIOJIb30BaHUIO MEAUIIMHCKIX H3/ICINH;

10) cBemeHusi 0 cHeNMaJIbHBIX YCIOBHUSAX XpaHEHHs (HAIpUMEp, TeMIIepaTrypa U BIAXKHOCTb
BO3/IyXa, OCBEIIECHNE | JIp.) U (WIKM) OOpamieHus MOoIb30BaTeei ¢ MEIUIIMHCKUM H3JIeTTUEM in
Vitro;

11) cBegeHns 0 XapaKTEPUCTUKAX CTAOMIBHOCTH MEIUIIMHCKOTO M3JCIHs JJIsi TUATHOCTHKH in
vitro (HampuMmep, yCIOBUS XpaHEHHUsS, CPOK TOAHOCTH IIOCIE MEPBOTO BCKPBHITHS MEPBUIHOTO
KOHTEHHEepa), a TaKXe YCIOBHSIX XpaHGHHWS W CTaOMIBLHOCTH pabo4Yux pacTBOpPOB (MpH
HEO0OXOIMMOCTH);

12) undopmaiust 0 CTEpUIBHOM COCTOSIHUH, METO/I€ CTEPWIM3AIMHA U O TOPSAKE NEHCTBUI B
clly4ae HapyIIeHUS CTEPUIBHON YHMaKOBKH (€CIM METUIIMHCKOE W3JeNue sl JUAarHOCTHKHU in
Vitro MocTaBisIeTCs B CTEPHUIILHOM BHJIC);

13) wuHpopmanms a8 1HoJb30BaTesned  (IPeayNpexaeHHs, Mepbl IMPEAOCTOPOKHOCTH,
IpeAnpruHUMaeMble B Cllydyae HEOOXOAMMOCTHM Mephl W OTpPaHUYEHHs] NPHU HCIOJIb30BAHUU
MEIUIMHCKOT0 U3JIeNus JUIl AMArHOCTUKH in Vitro), BKJIIOYast:

MpeaAynpe)KaACHUEC, MEPbI IMPEAOCTOPOIKHOCTH U (I/IJ'H/I) MEpbI, NPCAIIPUHUMACMEIC B CJIydac cOos
WIN OTKJIOHCHUI B (byHKHI/IOHI/IpOBaHI/II/I MCAULMHCKOT'O HU3ACIHUA OJId AUAarHOCTHKHU in VitI'O,
OIMPEACIIACMBIX 11O BHCIIHUM IIPpHU3HAKAM,

peaynpexIeHre, Mepbl MPEAOCTOPOKHOCTH U (WIN) MEpbl, IPEeIIPUHUMAEMbIE B OTHOLIECHUU
TaKUX TMPEACKa3yeMbIX BHEMIHUX (AKTOPOB, KaK BHEIIHUE OJCKTPOMArHUTHBIE TIOJIS,
AJIEKTPOCTATHUECKUE pa3ps/bl, H3IyUeHHe, aTMOC(EepHOe AaBICHUE U €T0 Mepernaibl, BIaKHOCTh
U TeMIlepaTypa BO3/1yXa;

IOpeayNpexIeHHe, Mepbl NPEJOCTOPOKHOCTH W (WJIM) Mephl, NpeaIpHHUMaeMble B Cilydae
IIPEICKa3yeMOro pucKa 3JEKTPOMArHUTHBIX MTOMEX, CO3JaBAEMbIX MEIULMHCKUM H3ACIINEM JUIS
JMArHOCTUKH in Vitro JJist APYruxX MEAUIUHCKUX U3JICIHA, 000pYIOBaHHS U CPEICTB CBSI3H;

npeaynpexacHue, CBA3aHHOC ¢ BXOIAIIMMHA B COCTAaB MCAUITMHCKOI'O U3ACIIUA IJId JUArHOCTUKH



in vitro MaTepuagaMu, KOTOpPbIE SIBISIOTCS KaHIIEPOT€HHBIMH, MyTareHHBIMU WJIM TOKCUYHBIMHU
au00 TIPUBOAAT K CEHCHOWIM3AINH, aUIeprH4ecKoil peakiiy WM OTPUIATENIbHO BIHUSIOT Ha
PENPOAYKTUBHYIO (DYHKIIHIO;

MpeIynpexIeHUE, MEPbI TPEIOCTOPOKHOCTH U (MJIM) MEpPBI, MPEANPUHUMAEMbIC B OTHOIIICHUHU
MOTEHIIMAIBHO HMH(EKIIMOHHOTO MaTepHalia, COJICPKAIIerocs B MEIUIMHCKOM H3ICIUU IS
IHUATHOCTHKH 1N Vitro;

14) uadopmarus o NpeaHA3HAYCHUH MEAWIIMHCKOTO W3JCTUs IS JUATHOCTUKH In Vitro Juist
OTHOPA30BOTO UCITOIH30BAHUS;

15) uadopmanms 0 HaIeKaIICH 00pabOTKEe MEIUITMHCKOTO U3ICHS I JUArHOCTUKHU In Vitro
JUIS €r0 TIOBTOPHOTO HCIIOJIb30BAaHUS, BKJIIOYAs OYUCTKY, NE3WH(EKINIO, YMaKOBKY U TIPHU
HEOOXOJMMOCTH METOJ] TOBTOPHOM CTepwiu3anuu (€CId  MEIUIMHCKOE W3JACIne s
JMATHOCTHUKH in Vitro mpeIHa3HaueHo JIJIi MHOTOPa30BOT0 UCITOIh30BaHU);

16) cneuuanbHble TpeOOBaHUS B OTHOIICHWU TOMEUICHUH, CHEIMaJIbHOW MMOATOTOBKU WIIU
0c000¥ KBanmM(pUKAIMK TOTB30BATENS U (W) TPETHUX JIHIL (TIPU HEOOXOIUMOCTH);

17) nuadopmanusi 006 ycIoBUsIX, HEOOXOAUMBIX Jisi cOopa, 00pabOTKU M MOATOTOBKH 00pa3IloB,
JIAHHBIE 10 CTa0WJIBHOCTH aHAJIM3HPYEMbIX O0O0pa3IoB, B TOM YHCJIEC YCIOBUS M JUIUTEIHHOCTD
XpaHEeHUsI, yCIOBUS TPAHCTIOPTUPOBKH, OTPAHUYCHHUS 10 IIUKJIAM 3aMOPO3KH (pa3MOpakUBaHUs );

18) moapoOHasi MHpOpPMAIHMSA O TMOATOTOBKE K HCIOJIB30BAHUIO MEIUIIUHCKOTO W3IEITHS IS
IIMATHOCTHKH 1N Vitro;

19) undopmanus, HeoOXoauMmas i TPOBEPKH MPABWIBHOCTH YCTAaHOBKH MEIUIIMHCKOTO
W3JIeTs I JMArHOCTHKHU 1n VItro M ero TOTOBHOCTH K Oe30MmacHOi paboTe Mo HazHAYCHHIO,
OTIPEICJICHHOMY ITPOU3BOAMTEIICM, C YKa3aHHEM CIICTYFOIINX CBEICHHIA:

colep)KaHWe W TICPUOAMYHOCTh TEXHHUYECKOTO OOCIY)KMBaHUS, BKIIOYas OYHCTKY |
Ne3UH(EKITNI0 METUITUHCKOTO U3/IETTHS;

HEOOXOJMMOCTh KaIMOpPOBKHM I OOeCnedYeHHs Hajuiekameid u  0e30macHoid  paboThI
MEIUITTHCKOTO U3MIEIHS IJIsl AMATHOCTHKY In Vitro B TEUEHHE CPOKA €T0 CITY>KOBI,

MCTO/JIbl CHMKCHHUA PHUCKOB, CBA3daHHBIX C yCTaHOBKOﬁ, KaJII/I6p0BKOI>'I nin 06CJ'Iy)KI/IBaHI/IeM
MCAULMHCKOI'O U3CIHA A1 TUarHOCTHKHU in VitI‘O;

20) pekoMeH1allui B OTHOLIEHUH MIPOLeyp KOHTPOJISl KauecTBa IPU HEOOXOAUMOCTH;

21) wHbOpMamMs O TPOCICKUBAEMOCTH 3HAYCHHWH, 3aJaHHBIX JUISI KaIMOpPaTOpPOB WIIH
KOHTPOJIbHBIX MAaTepUalIOB, KOTOpas 00ECHeYMBaeTCsl MOCPEACTBOM JOCTYIHBIX pedepeHTHBIX
METOJIMK (METO/I0B) U3MEpEHUs U (WJIN) TaJIOHOB;

22) mpoleaypa TECTUPOBAHUS, BKIIIOYAsl PACYEThI H HHTEPIPETALUU PE3yIbTATOB TECTUPOBAHUS,
W TpU HEOOXOAMMOCTH HWH(MOpMAIMS O IeIeCO00pa3HOCTH MPOBEACHHS IOITBEPIKIAFOIINX
TECTOB;

23) XapaKkTEepUCTUKU AaHATUTHYECKOW SPPEKTUBHOCTH: UYBCTBUTEIBHOCTH, CIEUU(DUIHOCTD,
MPaBWILHOCTh, TOBTOPSEMOCTb, BOCIIPOU3BOJUMOCTh, TMpEAeT OOHApY)KEHUsS (IETeKIHH) U
JMAINa30H W3MEPEHUs], BKIFOYass HWHPOPMALHUIO O BIMSHUU W3BECTHBIX HHTEP(EPEHTOB, 00
OTPaHMUYCHHUAX METOAAa M HWCIOJIB30BAaHUH JOCTYIHBIX pe(EpEeHTHBIX MAaTePHAIOB U METOJOB
aHanm3a (1o MPUMEHUMOCTH);



24) XapaKTepHCTHKH KIMHUYECKOH A(QQPEKTHBHOCTU: IHATHOCTHYECKAs UYyBCTBUTEIBHOCTH H
JMArHOCTUYECKas CerMpUIHOCTD (IIPH HEOOXOAMMOCTH);

25) 6uonorndeckuii peepeHTHBIN HHTEPBAJ IPH HEOOXOMMOCTH;

26) uadopmanus 00 UHTEPPEPUPYIOUINX BEIISCTBAX WM OTPAHHUYCHUSIX, CBSI3aHHBIX C TPOOOIA,
KOTOPbIE MOTYT MOBJIUATH Ha pe3yJIbTaT UCCIEIOBAHMUS;

27) npeaynpexJacHuc H (I/IJ'II/I) ClIeUaJIbHBIC MCPBI HNPCAOCTOPOXKKHOCTH B OTHOLICHUHU
Oe3omacHOM YTUWIW3alu MEAUIUHCKOT'O U3ACIUA JJII AUAaTrHOCTUKHU in vitro u HpI/IHa)IHe)KHOCTeﬁ
(HpI/I HaJ'II/I‘II/II/I), KOTOPBIC ITpU HeO6XOI[I/IMOCTI/I JOJIKHBI OXBATbIBATh CJIICAYIOIINEC (I)aKTopI)I:

UH(EKIUOHHBIE WM MUKPOOHBIE PUCKH, B TOM YHCJE BO3MOXHOCTh 3arpsi3HEHUS PACXOIHBIX
MaTepuaioB MHPEKIIMOHHBIMU areHTaMH Y€JI0BEYECKOTI0 IPOUCXOKICHHUS,;

OKOJIOI'MYCCKUE PHUCKH, CBA3AHHBIC C IOTCHIUAJIBHO OIIACHBIMU MaTE€pHalaMH U BEIIECTBAMU,
(1)I/IBI/I‘-I€CKI/IG PUCKH, B TOM YHUCJIC BO3BMOXXHOCTb B3PbIBa UJIM BO3TOPAHU,

28) B OTHOIICHHHU MCAUIIMHCKOI'O U3ACIHA I AUArHOCTHUKH in VitI‘O, MMPpEAHA3HAYCHHOT'O JJId
CaMOTCCTUPOBAHUA  IMOJIB30BATCIIEM  WJIM  TCCTUPOBAHUA BOJIM3HU IMOJIB30BATC/IA, TaKXKC
CJICAYIOUC CBCACHUSA:

nonpoOHas wHboOpMalMsi O TPOIEAype TecTUpoBaHHS (IMOATOTOBKA peareHTOB, OTOOP
(moaroroBka) mpoOkI, MOPSIOK BHITIOJHEHUS U MHTEPIIPETAIUS PE3yJIbTaTOB TECTHPOBAHU);

pEKOMEHJAalMM  OTHOCHUTEIBHO JEWCTBHIM IOJIb30BATENsd B  CIydae IIOJIOKHUTENIBHOIO,
OTPULIATENBHOTO UIIU HEOIIPEAEIIEHHOTO PE3yJIbTaTa TECTUPOBAHUS;

nH(pOpPMAIUS O MOTPEIIHOCTAX TECTa U BO3MOXKHOCTU TOJXYYCHHS JIOKHOMOJIOKUTEIBHBIX HITH
JOXHOOTPHUIIATETIFHBIX ~ PE3YNbTATOB TECTHPOBAHMSA, a TaKKe€ OTHOCHTEIBHO (HaKTOPOB,
BIIMSIOIMX HA PE3YJIbTAT TECTUPOBAHNUS;

uHpOpMaIUs O HEJAOMYCTUMOCTH TMPHHATHSA TOJIH30BATENIEM MEAMIMHCKUX peleHuid 0e3
MPEABAPUTEIBLHON KOHCYIBTALIMU C MEIULIMHCKUM CIIEIHATUCTOM;

29) JAAaHHBIC O BBIITYCKC WJIN MOCJICAHEM NEPECMOTPE MHCTPYKIIUU 11O TPUMCHCHHUIO,

30) undopmammss 0 HEOOXOIUMOCTH HAMpaBIEHUsS COOOIEHUS MPOU3BOJAUTENIO WA €ro
YIOJTHOMOUYEHHOMY TIPEACTABUTENIO O HEXKEJATECIbHBIX COOBITUSAX, KOTOPhIE MMEIOT MpPHU3HAKU
HEeOJIaronpusTHOTO COOBITHS (MHLIUIACHTA).

107. UHCTpYKIUST TIO IPUMEHEHUIO MOKET OBITh MpE/CTaBlIeHa B COKPAIICHHOM BHUJE WM Ha
MapKHPOBKE (U1 MEIMIUHCKUX M3AEIUM U1 TUArHOCTUKH In Vitro KJIacCOB MOTEHIMAIbHOIO
pucka nmpuMeHeHust | u 2a), ecinu MeAUIIMHCKOE U3JIeTINe MOXKET OBITh UCIIOIH30BAHO OE30TacHO
¥ 110 Ha3HAYCHUIO, OIIPEICTICHHOMY TIPOM3BOIUTENEM, 0€3 HHCTPYKIIUH 110 IPUMEHEHHIO.

108. OmHoro »K3eMIUIsipa HWHCTPYKIIMU TIO TPUMEHEHHIO MOXKET OBITh JIOCTAaTOYHO, €CJIH
MOCTaBJISIETC HECKOJIbKO MEIWIMHCKUX M3AETUM s JUarHoCTUKM In  Vitro OoJHOMY
MOJIb30BaTEN0 MO oxHOMY anpecy. [lo TpeOoBaHHIO MOTpeOHUTENS NPOU3BOIUTEND JOJKEH
MIPEIOCTABUTH JIOMOJIHUTEIbHBIE 3K3EMIUIAPBI HHCTPYKIUH 110 PUMEHEHUIO.

V. Jloka3aTeJIbCTBA COOTBETCTBHA MEAUIMHCKUX U3/1eJuil 001uM TpeOOBaHUAM
0e3onacHocTH U 3¢ PeKTUBHOCTH B LEJAX PerucTpauuu



109. CooTBeTCTBHE MEAMIIMHCKOTO M3/eNrs HacToAmuM OOmuM TpeOoBaHUSM 00eCIIednBaETCS
BBIIIOJIHEHUEM YCTAaHOBJIEHHBIX O3THUM JIOKYMEHTOM TpeOOBaHUI HENOCPEJICTBEHHO JIHOO
BBITIOJIHEHHEM TpeOOBaHUN CTaHAAPTOB, BKJIIOUEHHBIX B IMEpEeYeHb CTAHJAPTOB, B pe3yJbTare
NPUMEHEHHSI KOTOPBIX Ha JOOPOBOJIBHONH OCHOBE IMOJIHOCTBIO WJIM YaCTHYHO OOECIICYMBACTCS
COOJIFO/IEHUE COOTBETCTBUSI MEIUIIMHCKOTO M37enusi HacTosimuM OOmmM TpeOOBaHUsAM (Janee -
HIEPEYEHb).

110. Ilepeuenp ¢dopMHupyeTCss Ha OCHOBAaHUM TMPEIJIOKCHHN YIMOJTHOMOYEHHBIX OpPraHOB
rocy/apcTB-4JIEHOB, TpUHUMaeTcs pekoMmeHjanued Komuccum 1o cOrylacoBaHuI0  C
rocyJapCcTBaMHU-4wICHAMH U MOJICKUT aKTyaJIM3allK 110 Mepe HEOOXOAMMOCTH.

[Topsimox popmupoBanus epedHs MpUHUMaETCs pekoMeHaanuen Komuccnn.

I[J'ISI BKIIFOUCHUA CTAHAAPTOB B IEPCUCHb YIOJIHOMOYCHHBIC OpPraHbl TOCYAAapCTB-YJICHOB
OpcaAcCTaBJIAIOT B Kowmmuccuro CBCACHMUI 110 (bopMe COINTaCHO MMPUIIOKCHUTO N 1.

111. B umensix perucrpaly COOTBETCTBHE MEIUIIMHCKOIO U3JEIUs HacTtosumMm OO0umm
TpeOOBAHUSAM IOATBEPIKIACTCS MPOU3BOIUTENIEM WIH €r0 yMOJTHOMOUYEHHBIM MPEICTABUTEIEM
MOCPEJICTBOM TIPEJICTABICHUSI B YIOJHOMOYEHHBIM OpraH rocyJapcTBa-4ieHa CBEJCHHH O
COOJIFOJIGHUH yCTAHOBJIGHHBIX TpeOoBaHMi 1Mo (hopme coriacHo mpuiokeHuto N 2. Yka3aHHas
(hopMa 3an0THIETCA B COOTBETCTBHH C YCTAHOBJICHHBIM TOPSIIKOM.

112. JloxazarenbCTBa COOTBETCTBUS MEIUUMHCKOIO W3JEIHUS TMOJOKEHUSAM, YCTAHOBJIECHHBIM
nyHktamMu 3, 6 m 8 mHactosmux OOmux TpeOOBaHWH, MODKHBI BKIIOYATh KIMHAYECKOE
000CHOBaHME HAa OCHOBE KIIMHNYECKUX JaHHBIX O MEAUIIMHCKOM H3EIIHH.

ITPHJIO)KEHUE N 1

Kk Obwum mpebosanusam 6ezonacHocmu
u 3¢hghexmusrHocmu MeOUYUHCKUX
usoenutl, mpebo8aHUusM K ux
MapKupogKe u IKCHILyamayuoHHoU

00KymeHmauuu HAa HUxX

®OPMA MPEJACTABJIEHUS CBEJAEHMIA 1S
BKJIIOYEHWSI CTAHJIAPTOB B IIEPEYEHD
CTAHJIAPTOB, B PE3YJIbTATE MIPUMEHEHUSA
KOTOPBIX HA JOBPOBOJIbLHOI OCHOBE
MOJHOCTBIO UJU YACTUYHO OBECIIEYUMBAETCS
COBJIOJIEHUE COOTBETCTBUS MEJULIMHCKOT O
U3AEJIUS TPEBOBAHUAM BE3OIMMACHOCTHU 1
YOO®EKTUBHOCTHU MEJIMIMHCKUX U3AEJUA



Ob6o3nauenne | HammenoBanwe |Jlata BBenenus B | Ilpumensemsie | Ilynkr O6mumx
cTaHaapTa CTaHmapTa JIEWCTBUE pasmens TpeboBaHMA <**>
craHgapra <*>
1 2 3 4 5

<*> Vka3pIBalOTCS NpPHUMEHSEMBbIE pa3/ieibl CTaHIapTa, €CIM HEe BCE paslieNbl CTaHAapTa
00ecreunBalT MPE3yMIIMI0 COOTBETCTBUS MeTUIMHCKOro wuzfenus OOummM TpeOoBaHUAM
6e3omacHOCTH M A((HEKTUBHOCTH METUIIMHCKUX W3, TPeOOBAaHUSM K MX MApKHUPOBKE H
SKCIUTyaTallMOHHOM JOKYMEHTallud Ha HUX, yTBepkaeHHbIM Pemenuem Coerta EBpaszuiickoit
SKOHOMHUYECKOM komuccun oT 12 dpepans 2016 r. N 27.

<#*>  VkaspIBaeTCsl COOTBETCTBYIOIIMH MyHKT OOmux TpeGoBaHuil 0e30mMacHOCTH |
3¢ (}HEeKTUBHOCTH MEIMIMHCKUAX H3JIEIHHA, TPEOOBaHUN K MX MAapPKHUPOBKE U IKCIUTyaTallMOHHOMN
JOKYMEHTAallMM Ha HHUX, yTBepxkAcHHbIX Pemenuem CoBera EBpa3uiickoli 3KOHOMHYECKOH
komuccuu ot 12 ¢epans 2016 r. N 27, KOTOpBIH BBIMOIHSAETCS MPH NPUMEHEHHH pasjeia
CTaH/JapTa, yKazaHHOTO B rpade 4 HacTosmeir GopMEI.

ITPHJIOJKEHHUE N 2

Kk Obwum mpebosanusam 6ezonacHocmu
u 3¢hexmuernocmu MeOUYUHCKUX
usoenutl, mpebo8aHUsAM K ux
MapKupogKe u KCHILyamayuoHHoU

()OKyMeHmaL;uu HA HUX

®OPMA MPEJICTABJIEHUS CBEJEHUI O
COOTBETCTBUU MEJULIMHCKOI'O U3JIEJIUS
TPEBOBAHUSIM BE3ONMACHOCTH U
YOOPEKTUBHOCTU MEJULUHCKUX U3JEJUI U
MOPSI/IOK EE 3ANIOJTHEHUS

I. ®opma npeacTaBIeHUs CBECHUHN 0 COOTBETCTBUS MEAMLUMHCKOT0 M3/1e/ U
TPeOOBaHUAM 0e30IaCHOCTH U 3P PeKTHBHOCTH MEIUIMHCKUX U3l

HanMeHoBaHHE METUIIMHCKOTO U3JIEIHS:
[Tyaxt O6mmx|[IpumennmocTh Meron, PexBusuTsl PexBuzutsl PesynbTar
TpeOoBaHUI K WCHOJIb3yEeMbIi [HOPMATUBHOTO|  JTOKYMEHTA, OLICHKH
MEAULIUHCKOMY JUIst JIOKYMEHTA Ha [[T0ITBEP>KJAt0IIEro
U3JICJIMI0  [TOKa3aTeIbCTBAUCIIONB3YEMBIH|  COOTBETCTBHE




COOTBETCTBHS METOJ
1 2 3 4 5 6

I1. Iopsiaok 3anmo/iHeHUs (POPMBI NPEACTABJICHHUS CBEeIeHUI 0 COOTBETCTBHU
MEJIMIMHCKOr0 31e/IMs TPeOOBaHUAM 0e3011acHOCTH U 3¢ PekTHBHOCTH
MeIUIUHCKUX U3/1eJIuil

1. B rpade 1 ykaspiBaeTcsi COOTBETCTBYHOMUH MyHKT OOHmMX TpeOoBaHMN OE30MACHOCTH H
3¢ (HEeKTUBHOCTH MEIMIIMHCKUX H3JIEIHHA, TPEOOBaHUN K MX MAapKHUPOBKE U IKCIUTyaTallMOHHOMN
JOKyMEHTAallMM Ha HHUX, YyTBepxkAcHHbIX Pemenuem CoBera EBpasuiickoll 3KOHOMHYECKOH
komuccuu ot 12 deBpaist 2016 1. N 27 (manee - OOure TpeOoBaHus).

2. B rpade 2 yxaspiBaeTcs, IpUMEHUMO JIM TpeOOBaHUE, MPETYCMOTPEHHOE YKa3aHHBIM B rpade
1 mynkrom OOmmx TpeboBaHuii, kK MeaunMHCKOMYy u3zaenuto ("ma" wnm "mer"). Ecinu mannoe
TpeOOBaHKME HE MPUMEHUMO K MEIUIIMHCKOMY U3CIHIO, B rpade naetcs 0ObsiCHEHHE.

3. B rpade 3 yka3piBaeTcs METOJ, NPUMEHEHHBIM IS J0Ka3aTebCTBA COOTBETCTBUS
MEJIHULMHCKOTO HU3JeNus TpeOOBaHHUIO, NMPEIYyCMOTPEHHOMY YKa3aHHBIM B rpade 1 myHKTOM
O6mmx TpeboBaHmii (Hampumep, MPUMEHEHHE CTaHAapTa, COOCTBEHHBIC WCIBITAHUSI C
UCTIOJIb30BAaHUEM CTaHIaPTH30BAHHOTO METOJA, MCIBITAHUS C UCIOJIb30BAHHEM COOCTBEHHOTO
METO/Ia UCTIBITAHUH, UCTIBITAHUS, IPOBEICHHBIC TPETHEH CTOPOHOM, UM IPYTOH METO).

4. B rpade 4 yka3pIBaroTCsi pEKBU3UTHI HOPMATHBHOTO JTOKYMEHTA Ha METO/I, UCTIOIb3yEMBIH JJIs
JIOKa3aTeIbCTBA COOTBETCTBHMSI MEAMIMHCKOTO U3JeNUs TpeOOBaHUIO, MPETYyCMOTPEHHOMY
yKa3aHHbIM B rpade 1myHkrom OOmux TpeboBaHmii.

5. B rtpade 5 ykaspBaloTCI PEKBU3HUTHI JOKYMEHTOB, IOJITBEPKIAIOIINX COOTBETCTBHE
MEJIULUHCKOTO HM3JeNus TpeOOBaHHUIO, MPEIyCMOTPEHHOMY YKa3aHHBIM B rpade 1 myHKTOM
O6mmx TpeGoBaHUM (MPOTOKOJOB WCHBITAHUHN, CEpTU(UKATOB, NEKIapalii COOTBETCTBUS,
OTYETOB O MPOBEJCHHBIX UCCIIEJIOBAHUSAX, APYTUX TOKYMEHTOB).

6. B rpade 6 ykaspiBacTCs 3aKJIFOUYCHHE O COOTBETCTBHM WJIM HECOOTBETCTBUH MEIUIIMHCKOIO
m3nenust O0mmM TpeOOBAHMSIM.



