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MockBa

06 YTBEPKACHHHA Hopﬂmca H3rOTOBJICHHSA, XPAHCHHH,
NnpUuMeHEHHH, YTHJIH3ALUHH HJTH YHUYTOKCHUS Hesapemﬂpuposaﬂnux
MeARUHHCKHX H3AeJuH 19 JTHArHOCTHKH in vitro

B COOTBETCTBUM C 4acThIO 11" crarem 38 epepaJbHOrO 3aKOHA
or 21 HosiGps 2011 r. Ne323-@3 «O6 ocHoBax OXpaHbl 3/10pOBbA rpaxnaaH
8 Poccuiickoii @eaepaunn» (Cobpanue 3aKOHOAATENBCTBA Poccuiickoit Penepauny,
2011, Ne 48, c1. 6724; 2021, Ne 18, cT.3072)nprKa3 bl Balo:

1. VrBepauT  npunaraemeiid  Ilopamok  M3TOTOBJICHHA, XpaHeHus,
NpYMEHeHHs, YTHIM3aLMK WA YHIUTOXEHHS He3aperuCTpUpOBAHHbIX MEAULIMHCKHX
W3euil VTS JMarHOCTHKY in Vitro.

2. HacToswmii npuKa3 BCTymaeT B cwiy ¢ 1 Mapra 2022 r. U AEUCTBYET
no 1 mapta 2028 r.

MunucTp M.A. Mypatiko




YTBepxaeH
npuka3oM MHHHCTEPCTBA 3PaBOOXPAHEHUS
Poccuiickoit ®enepanuu

ot « 0 » KO dpd 2021 T.Ne /P23 /4

IMopsagok
M3roTOBJICHHS, XpPAHEHHs, IPUMEHEHNs, yTHIN3AIHH HJIH YHHUTOKEHH
He3aperucTPHPOBAHHBIX METHIHHCKHX u3eJmii 18 NHATHOCTHKM in vitro

1. Hacrosmmuii ITopsaok ycTaHaBIMBAeT MpaBHiIa U3TOTOBICHUS, XpaHCHHA,
NpUMEHEHHUs, YTHIH3AMA MIM YHHYTOXEHHS MEIMIMHCKUX u3lennuii, KOTOpEIe
IpeTHa3HAYEHE! JUIS AHArHOCTHKA 3a00leBaHM IMyTeM INPOBEACHMA HCCIIeOBaHUA
06pa3LoB 6HONOrHIECKOro MaTepraia 4eioBeKa BHE €ro OpraHu3Ma, H3TOTOBJICHEI B
MEMIMHCKOA OpTaHM3alM¥ M INPUMEHSIOTCS B MENHIMHCKOW OpraHusauyi, HX

M3rOTOBMBIICH (falee COOTBETCTBEHHO — He3aperdCTpPUpOBaHHBIE MEIUIMHCKAE
M31eNHs IS JMATHOCTHKH in Vitro, MEIUIMHCKAsA OPTaHU3ALHs).
2.  WsrorosleHHe OTOENBHEIX 3K3EMIUIIPOB  HE3aperuCTpHPOBAHHOI'O

MEOULIMHCKOr0 HM3Aenus I OUAarHOCTHKU in vitro (ero OTHENBHBIX CEpHI, TapTHii)
OCYIIECTBIAETCS B LIEJIX YAOBIETBOPEHIS OXHIaeMOM NOTpeGHOCTH €ro MPUMEHEHHS
B MEJHIIMHCKOI OpraHM3aIvi.

3.  H3rotoBieHHE HE3apETHCTPUPOBAHHOIO MENULMHCKOrO H3JACHUA AL
JIMArHOCTHKM in Vitro JOMKHO OCYLIECTBIATBECS B COOTBETCTBHH C TEXHHIECKOM
JOKyMEHTalMell M3TOTOBHTEN Ha HE3aperuCTPUPOBAHHOE MEIUIMHCKOS H3ICNIUE IS
JMATHOCTHKY in Vitro (nanee — TEXHHYECKas JOKYMEHTAL).

4. B ciyuae WMCIONB30BaHMSA NPH H3TOTOBICHHM HE3apErMCTPHPOBAHHOIO
MEIHIAHCKOTO M3IeNHs IS AMATHOCTHKH in Vitro MaToreHHsIX OHOJIOTHYECKHX
areHToB (OMONOTMYECKHX BELIECTB, OHONIOrMYECKHX H 'MHKpPOOHOIOTHIECKHX
OpraHN3MOB ¥ TOKCHHOB) HpOBEJeHHe paboT IONMYCKACTCs NPU HaIMIHH CAaHHTapHO-
SHUIEMHONIOTHYECKHX 3aKIIOYEHHI O COOTBETCTBHU BBINONIHEHMS YKa3aHHBIX pabor
CaHUTapHBIM l’IpaBI/IJ'IaMl 1 obecrieueH GHOJIOTMIECKOM 6e30MacHOCTH PaGOTHHKOB U
MaIMeHTOB MENWMIMHCKOM OpraHW3alldd, a TakkKe OKpYXaiolmled CpeAsl B
COOTBETCTBUM C CAHMTApHO-3MHMAEMUONOTHYECKHMH TPeGOBaHHAMH. HNudopmaima o
BBISBIEHMH C IPMMEHEHHUEM HE3apPErUCTPHPOBAHHBIX MEIUIMHCKUX u3genuit s
JMATHOCTHKY in Vitro maToreHHbIx Guonormyeckux areHtos I-II rpynm maToreHHOCTH

! Cratpa 26 ®epepansHoro 3akoHa ot 30 MapTa 1999 r. Ne 52-03 «O caHHTapHO-3NHAEMHUOJIOT HIECKOM Onaronoy4un
HaceneHusa» (CoGpanme 3akoHoAaTenbcTea Pocculickoit ®enepauyy, 1999, Ne 14, ct. 1650; 2021, Ne 27, cT. 5179).
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HampaBiseTcs B OpraHbl, OCYIIECTBISIOMKE (efepalIbHblil TrocyAapCTBEHHBIH
CaHUTAPHO-3MUAEMUOTIOTHICCKUI HaJI130p".

5.  Jlns HM3roTOBIIEHHOTO HE3aperMCTPHPOBAHHOIO MEAMIUHCKOIO W3IENHA
IJI JHArHOCTHKM in vitro (ero cepuu, mapTHH) YCTaHAaBIHUBAeTCSA CPOK T'OAHOCTH
(3kcIuTyatanum) (Jajee — CpoK IOAHOCTH U3JENUsA), €ro OTHENbHBIX KOMIIOHEHTOB
(coctaBHBIX uacTeii) (IpHM HaIMYMM), a TaKXKe IPUCBAaUBAeTCA YHHKAIBHBIA KOJ
(Homep).

ITopsmox ompeneneHHss cpoxa TOOHOCTH H3JENUSA, INOPAAOK IPHCBOCHHA
U3TOTOBJIEHHOMY  HE3aperiCTPUPOBaHHOMY  MEOUIMHCKOMY  M3JACIHMI0  JuId
OMAaTHOCTMKM in vitro (ero cepud, TMapTHM) YHHKAIGHOrO Koja (Homepa)
OIIPEAECNISIOTCS TEXHOJOTHYECKHM PETJIAaMEHTOM 110 H3TOTOBIICHHUIO M YTHIIM3AIMH WIIH
YHHYTOXXEHUIO HE3aperuCTPUPOBAHHOI'O MEIULIMHCKOTO M3Jelus JUI AUArHOCTHKH in
vitro (majee — TEXHOJNOTHYECKHH pEITIaMEeHT), YTBEPXKAAEMbIM PYKOBOJHUTEIEM
MEIUIMHCKOM OpraHu3aliy WIH YIOJTHOMOYEHHEIM UM JIULIOM.

TeXHONOTMYECKUM pErjlaMeHTOM ¢ YyderoM TpeOoBaHMIT TEXHHYECKOH
JNOKYMEHTAIlMH TaKXKe YCTaHaBIMBaeTCAd IOPSAAOK TIPOBEACHHI B MEIHULMHCKON
OpraHH3aliy YTHIN3AMHA WM YHUYTOXEHHS He3apEerHCTPHPOBaHHOIO MEAUIMHCKOTO
U3ieNus A8 JUArHOCTHKU in Vitro, BKMoYas TpeGOBaHMSA IO AOKYMEHTHPOBaHHIO
IPOBEJICHUS YKa3aHHOM YTUIN3AIMH WIN YHUYTOXEHHS.

TeXHOIOrMYECKUH perjiaMeHT TakKe MOXKET COAEPXKaTh CIEAYIOIIME CBENCHHUS.

a) 0 MopsIKe JOKyMEHTAIbHOro 0popMIIeH! B MEAULIMHCKOH OpraHU3aliH:

pE3yNbTaTOB MOATBEPXKAEHUS COOTBETCTBHS MAaTepHUaNIOB (CHIPbs, PEareHTOB,
KOMITOHEHTOB, YIIaKOBKH), HCIIOJIE3YEMBIX pu U3IOTOBIECHUHN
He3aperuCTPUPOBAHHOTO MEIMIMHCKOTO M3JeNMA JUIi JMarHocTHKM in  vitro,
YCTaHOBJICHHBIM B TEXHHYECKOH JOKyMEHTallVH;

BBIIOJIHEHHMS CTAHAAPTHBIX OIEPAlMOHHBIX MPOIEAyp NO H3TOTOBICHHIO
HE3aperuCTPUPOBAHHOTO MEAUIMHCKOrO H3/eNHs Ui JUArHOCTHKH in vitro u (mpH
HAJIMYHH B TEXHHYECKOH JOKYMEHTALIMN) PE3yJIbTaTOB KOHTPOJA X BBIIIOJIHEHU;

pe3yJbTaTOB KOHTPOJS COOTBETCTBUS HE3aperHCTPUPOBAHHOIO MEIHLIHHCKOIO
U3MlenMs A JHATHOCTHKHU in Vitro TEXHHYECKUM XapaKTepHCTHKaM (TlapameTpam),
YJCTaHOBJICHHBIM B  TEXHHYECKOH  JOKyMEHTallud  HE3aperHCTPUPOBAHHOIO
MEIUUIMHCKOTO H3eNHs I JHarHOCTHKH in Vitro;

6) 0  CTPYKTYpPHBIX  TOApa3JleleHUAIX  MEIULMHCKOH  OpraHu3alyi,
OCYILECTBIISIOLIUX:

? [TocraHoByenHe ['aBHOrO roCyIapCTBEHHOTO CAaHHTApHOro Bpada Poccutickoit ®enepauun ot 28 suBaps 2021 r. Ne 4
«O6 yTBepxaeHMH CaHUTapHBIX mpaBw1 ¥ HopM CalluH 3.3686-21 «CaHuTapHO-3NHIEMHONOTHYECKHE TpeOOBaHHS
1o npo¢unakTike MHPeKUHMOHHBIX GonesHeit» (3aperHcTpupoBaHo MHHHCTEPCTBOM rocTUIMHN Poccuiicko Menepanuu
15 despans 2021 r., peructpamHoHHbIH Ne 62500).

TINocTranosiienne ['NaBHOroO rocyAapCTBEHHOro caHUTapHoOro Bpada Poccuiickoit Penepauun ot 4 deppas 2016 . Ne 11
«O mpeAcTaBJieHHH BHEOYEPEAHBIX MOHECEHMII O YpE3BBIYAMHBIX CHTYaIMAX CaHWTApHO-3MHIEMHOJIOTHYECKOro
XapakTepan» (3aperuCcTpHpOBaHO MuHucTEpPCTBOM FOCTHLHH Poccniickoit Denepanuu
24 wmapra 2016 r., perucTpaudoHHbIH Ne 41525), ¢ M3MEHEHHAMH, BHECCHHBIMM IIOCTaHOBJEHUEM I aBHOro
roCylapCTBEHHOr0 CaHHUTapHOro Bpada Poccuiickoit ®denepaumu ot 20 anpens 2016 r. Ne 48 (3apernctpupoBaHO
MunucrepcerBoM foctHuM Poccuiickoit ®enepaunu 11 Mas 2016 r., peructpaunoHHsi Ne 42072).




XpaHEHHE MaTepualioB (CHIPbS, pEareHTOB, KOMIIOHEHTOB, yIaKOBKH),
YICTIONB3YEMBIX NP H3rOTOBIECHMH HE3apErMCTPUPOBAHHOTO MEJUHMHCKOTO M3/IEHA
JUIS AMArHOCTHKM in Vitro;

TIOJTBEPK/ICHHE COOTBETCTBHS MaTepUaloB (CHIPbS, PEareHTOB, KOMIIOHEHTOB,
YIIaKOBKH), WCIOJB3yeMBIX IIPH HM3IOTOBICHHM MEJUIMHCKOTO M3JIeNud A
JMATHOCTHKH in Vitro, TpeOOBaHKSM, YCTAaHOBJIEHHBIM B TEXHUYECKOH HOKyMEHTALMH
¥ TEXHOJIOIMYECKOM peraMeHTe;

M3rOTOBJICHHE  HE3APETHCTPHPOBAHHOTO  MEAMIMHCKOrO  HM3zenus Uil
JMATHOCTUKH in Vitro ¥ yCTaHOBJIEHHE €T0 CPOKA FOAHOCTH (JKCILIyaTalluu), a TaKxKe
3aMeHy KOMIIOHEHTOB (COCTaBHBIX 4acTei) HEe3aperMCTPUPOBAHHOTO MEIMIMHCKOro
W3IeTNs A AUArHOCTHKY in Vitro ¢ HCTEKAIUM CPOKOM I'OJHOCTH Ha KOMIIOHEHTHI
(cocTaBHBIE YacTH) ¢ GONBIIEM CPOKOM TOJHOCTH M H3MEHEHHE CPOKa TOAHOCTH
W3enus B ClOy4ae €eClid YKa3aHHble 3aM€HAa W M3MEHEHHe IPeXyCMOTPEHBI
TEXHHYECKOH JOKYMEHTalueH;

KOHTPOITb COOTBETCTBHUSA H3TOTOBJIEHHOTO HE3apETHCTPUPOBAHHOTO
MEIVIMECKOr0 HM3IeNus JUIA JUArHOCTHKH in Vitro TEXHHYECKMM TpeGOBaHHIM K
HeMy, YCTAHOBJIEHHBIM TEXHHYECKOH JOKyMEHTaHUeEH;

OpraHM3alMI0 YHHYTOXEHMS MIM YTHIM3aUMH HE3aperHCTPUPOBAHHOTO
MEIUIIMHCKOTO U3/IENH Il JUarHOCTHKH in Vitro.

6. IIpH H3roTOBJICHHY HE3apeTMCTPHPOBAHHOIO MEAUILMHCKOTO M3/EU LA
IMArHOCTMKA in Vitro He JOMyCKAaeTcs WCIONb30BaHHE MarepuanoB (CHIPbA,
pEeareHTOB, KOMIIOHEHTOB, YIaKOBKH), He COOTBETCTBYIOIJMX YCTAaHOBJICHHHIM B
TEXHUYECKOH JOKyMEHTalud TpeOOBaHMAM, HE NPOMICHINX MOATBEPXKICHHA
YKa3aHHOTO COOTBETCTBHUS, C HCTEKIINM CPOKOM TOHOCTH ¥ (WJIH) YCIOBHS XPaHEHHS
KOTOPBIX ObLITH HapyIIEHE.

7. B  MeOMUMHCKOW  OpraHM3audd  [ODKHa  OBITB  obecredeHa
TIPOCTEXMBAEMOCTh  CTaTyca MarepuanoB (CHIPbS, PEeareHTOB, KOMIIOHEHTOB,
YIAKOBKH), [peJHAa3HAYEHHBIX I  M3TOTOBICHUS  HE3apErMCTPUPOBAHHOIO
MEIMIMHCKOTO W3JeNHs Ui AMArHOCTHKH in Vitro, JUli KOTOPBIX OCYIIECTBICHA
pOBEpKA HMX COOTBETCTBHA YCTAHOBJEHHBIM B TEXHMYECKOH JOKyMEHTalHH
TpeGoBaHmAM (paspemieH0 K HCHONB30BAHMIO MM Opak) C yKasaHMeM JaTbl
TIpOBe/IeHUs] yKa3aHHO#H MIPOBEPKH M JIMLIA, OTBETCTBEHHOTO 3a €€ IPOBEJICHHE.

8. U3roToBNeHHbIE HE3apeTMCTPUPOBAaHHBIE MEIUIMHCKHE W3JENnus A
JAMArHOCTHUKH in Vitro, He COOTBETCTBYIOLIME II0 pe3yjIbTaTaM KOHTPOJIA COOTBETCTBUA
H3FOTOBIEHHOTO MEIHUMHCKOTO H3[ENHs IJd AHArHOCTHKH 1N Vitro TeXHUYECKHM
Tpe6OBaHMAM K HEMy, YCTAHOBICHHBIM TEXHHYECKOH NOKYMEHTALlHeH, MOjuiexar
YTHJIN3a0UH MM YHHITOKEHHIO.

9.  Ha W3rOTOBJICHHBIE HE3aPETMCTPUPOBAaHHBIE MEIHULMHCKUC H3ACIHA AJIAL
JIMATHOCTMKA  in  Vitro,  COOTBETCTBYIOIME  TEXHMYECKUM  TPeGOBAaHUAM,
YCTaHOBJIEHHBIM TEXHUYECKOH JOKYMEHTaUued (BHELIHIOW YNIAKOBKY MEJUIMHCKOro
usgenusi), ¥ (UpU HaAIM4YMH) €ro OTAENbHbIe KOMIIOHEHTBI (cocTaBHBIE YacTH)
HE3apETHCTPHPOBAHHOTO MEJUIMHCKOTO M3MeNus i JUarHOCTHKH in vitro
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HaHOCATCA STHUKETKH, coaepixaliye CBEJICHHUSA 06 U3TOTOBJIEHHOM
He3aperHCTPUPOBAHHOM MeIMIUHCKOM H3JENMH [Tl IMATHOCTHKA In Vitro i (umm) ero
OTIIETbHBIX KOMIIOHEHTaX (COCTaBHBIX YacTsX).

10. Ha sTukeTKe YKa3bIBaeTCs:

 2) HaUMEHOBAaHWE HE3apPETHCTPUPOBAHHOTO  MEJIULMHCKOTO  M3JICHMA  JUId
IUArHOCTHKHU in Vitro;

6)HoMep W JaTa TpeJOCTaBIEHHs  paspelleHHs Ha  NPUMEHEHHe
He3aperuCTPUPOBAHHOI0 MEAMLHMHCKOIO U3ETUs UL AUArHOCTHKH in vitro;

B) HAMMEHOBaHME KOMIIOHEHTa (COCTaBHOHW YacCTH) He3aperiCTpHpOBaHHOIO
MEIUIIMHCKOTO M3[eNHs Ui AMarHOCTHKY in Vitro (B ciydae HaHECEHMS 3THKETKH Ha
KOMIIOHEHT (COCTaBHYIO YacTh) He3aperHCTPHPOBAHHOIO MEJULUHCKOTO M3/IETIHs UL
JIUArHOCTHKH in Vitro);

I) JaTa M3TOTOBJEHHS HE3apETHCTPUPOBAHHOTO MEIULMHCKOTO H3NENHT Uil
IUWArHOCTHKH 1n Vitro;

IT) CPOK TOTHOCTH HM3IeIHs;

€) CpOK TOINHOCTH KOMIIOHEHTa (COCTaBHOM 4YacTH) He3aperHCTPUPOBAHHOTO
METHUILMHCKOTO HM3Iers Ul JUATHOCTHKY in vitro (B CIyyac HAHECEHHs THKSTKH Ha
KOMITOHEHT (COCTaBHYIO YacTh) HE3aperHCTPUPOBAHHOIO MEAULIMHCKOTO M3ACIU s
IMArHOCTHKH in Vitro);

X) YHHKaJBHEIM Kox (HoMep) mapTuu (CepHH) HeE3aperucTpHPOBaHHOTO
MeTUIIMHCKOTO M3/ieJMs JJi UarHOCTHKH in Vitro;

3) yCIIOBHA XpaHEHHs HEe3aperHCTPUPOBAHHOTO MEIUUHHCKOTO H3JeNMs Ui
JHACHOCTHKHA in Vitro MIM ero KOMIIOHeHTa (COCTaBHOH 4YacTH) B COOTBETCTBHH C
TpeGOBaHUIMHU SKCILTyaTallHOHHOMN JIOKYMEHTaLUU HU3rOTOBUTES Ha
He3aperHCTPHPOBAHHOE MEJMLMHCKOE M3/IENHe JUIs JAMarHOCTHKHA in vitro (manee —
SKCILTyaTAHOHHAS JOKYMEHTALHA);

) CBEJIEHHS O CTEPHIBHOCTH He3aperdCTPUPOBAHHOTO MEIULMHCKOrO M3/
U IUArHOCTHKY in Vitro MM €ro KOMIIOHEeHTa (COCTaBHOH 9acTH) (B Ciy4ae eciu
TeXHHYECKOH JOKyMEHTalHeHl YCTaHOBIEHO TpeOOBaHHE K  CTEPHILHOCTH
HE3apEeTHCTPUPOBAHHOTO MEJHMLMHCKOrO M3/IENMs 1Sl MArHOCTAKY In Vitro WM ero
KOMITOHEHTA (COCTaBHOM YacTH).

Ha osTuxerky Takke MoxeT ObITh HaneceH QR-kox i oToOpakeHus
yKa3aHHOM HHGOpPMalM{ NpU €ro CKAaHMPOBAHWM alMapaTHRIMH CpEICTBAMH U
06paboTke B HHPOPMALIMOHHON CHCTEME MEIULMHCKON OPraHM3aluK HIIH OT/EIBHBIM
MPOTPaMMHBIM IIPHUII0KEHHEM.

11. B clIy4ae eclu KOMIIOHEHTBI (cocTaBHBIE YaCTH)
HE3apPErMCTPUPOBAHHOT0 MEAHIMHCKOTO M3JENUs U AUarHOCTUKH in vitro UMeIOT
YCTaHOBJIEHHBIE CPOKH TOJHOCTH, CPOK TOJHOCTH H3JENHsS HE MOXET NPEBBILATH
HaMMEHBHIH} CPOK FOJHOCTH €r0 KOMIIOHEHTOB (COCTaBHBIX YacTel).

12. Cpox romHocTd H3AeNHS MOXET OBITh H3MEHEH NpPU YCIOBHH 3aMEHBI
KOMITOHEHTA (COCTAaBHOMN YacTH) He3aperuCTPHPOBAHHOTO MeJULHHCKOTO H3JCIUsA UL
JMACHOCTHKH in Vitro ¢ MCTEKAIONUM CPOKOM TOJHOCTH HAa KOMIIOHEHT (COCTaBHYIO
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YacTh), COOTBETCTBYIOIIHMH TpeGOBaHMAM TEXHUYECKOW NOKYMEHTallUH, C OOJIBITIM
cpokoM roguocTd. HoBBIi CPOK FOMHOCTH M3/IENHUs ONMPEAENACTCA B COOTBETCTBHH C
nonoxeHusaMu nmyskTa 11 sacrosmero [lopsaka. He momyckaeTcs 3aMeHa KOMIIOHCHTA
(cocTaBHOM 4YacTH) HE3apPETMCTPMPOBAHHOTO  MEIMLIHMHCKOTO  M3JeaMs Ui
IWArHOCTUKH in Vitro, HMMEIOINEro IIpH HW3rOTOBICHHH HE3aperuCTpHpPOBaHHOIO
MEIUIIMHCKOTO M3AENHUs I JUarHOCTHKY in vitro HauboNbIIn# U3 CPOKOB FOXHOCTH,
YCTAHOBJIEHHBIX VIS €10 KOMIIOHEHTOB (COCTAaBHEIX YacTei).

B cilydae ycTaHOBJICHHS HOBOTO CPOKa I'OJAHOCTH H3JIENUs CBEJICHHA O CpPOKe
FOJHOCTH W3ZIENHs, YyKa3aHHble Ha HaHECEHHOM Ha He3aperrCTpUpOBaHHOE
MEOUUMHCKOEe W3JelIMe [ JWarHOCTHKHM in  vitro (BHEHIHIOI  YMAKOBKY
MeQMIIHCKOTO H3/elHs) STUKETKE, o Ie)xaT 0OHOBIEHHIO.

13. XpaHeHHe HE3apETMCTPUPOBAHHBIX MEJMLMHCKHX  M3JEMHH Uil
JIMArHOCTHKM in Vitro OCYyIECTBISE€TCS B COOTBETCTBHM ¢ TpeboBaHMsMY,
YCTaHOBJICHHBIMH JKCIUTyaTalliOHHON JoKyMeHTauued. CTpyKTypHOe IOApa3JeleHue
MEIUIMHCKOM  OpraHM3alliy,  OCYIIECTBIAIONIEE  XpaHeHHe,  ONpelenAeTCs
PYKOBOJUTENIEM MeJULAHCKOH OpraHHu3alMy WM YIOIHOMOYECHHBIM MM JIMIIOM.

14. HesaperncTpHpOBaHHOE MEIMLMHCKOE H3/ENHe [T AUArHOCTUKH in Vitro
TNPUMEHSETCS B COOTBETCTBMM C OKCIUyaTallMOHHOW JOKyMEHTaled u ¢
COOMIOICHHEM IIPaBHJI MpPOBEAEHHS JIAO0paTOPHEIX WCCIeJIOBaHMit’, a B Clyuae
TIpOBEICHUS 1aGOPATOPHBIX TeHETHIECKHX MCCIICA0BAHMM UL ITAMEHTOB C HATHIUEM
(Tofi03peHreM) BpOXKIEHHBIX ¥ (M) HacleICTBEHHBIX 3a60eBaHuii C COOOICHHEM
OpANKa OKa3aHHs MEIMLMHCKOX MOMOIIM GONBHBIM C BPOXACHHBIMU H (wn)
Haclle[ICTBEHHEIMH 3aboneBanmsamu. B oTduere o0 pesynbraTax KIMHHYECKHX
nabopaTOpHEIX  WCCHENOBaHWM, WIM  3aKIOYEHMH  MHMKPOOHOIOTHYECKOro
WICCITCOBaHMsA, MJIH pe3yJbTaraX JaGopaTOpHBIX I'€HETHIECKMX HCCIEOBaHUN UL
[AalUEHTOB ¢ HaJu4ueM (IIOJ03pEHHEM) BPOXICHHBIX M (MJIM) HACIEACTBEHHBIX
3a6oNeBaHMIi yKa3bIBaeTCs Ha TPOBEAECHHME MCCIEOBaHHS C IPHUMEHEHHEM
He3aperHCTPUPOBAHHONO MEJULMHCKOrO H3JENHs [ IMarHOCTHKH in vitro, a Taxoke
HOMEp H JiaTa Mpe0CTaBIeHHs pa3peIleHUs Ha ero IPIMEHEHHE.

15. Tlpu mpeaoCTaBiIeHUN MeIULIMHCKIM PabOTHHKOM HH(OpMALUU B LENIX
Jaud TPaXKJAHMHOM WM €ro 3aKOHHBIM MpeJCTaBUTENeM HH(POPMUPOBAHHOTO
JIOOPOBOJIFHOTO COIJIACHsA Ha MEIMLHHCKOE BMEILIATeJILCTBO® B CIydae NMPUMEHEHHA
IpUM OKa3aHWM MEIULHMHCKOM MOMOIIM He3aperuCTPHPOBAHHOIO MEIUIMHCKOIO
W3menus AT AUATHOCTHKM in vitro ykasaHHas HHGOpManus JOJDKHA BKIIOYATh

3 [Ipukas MunmucTepcTBa 31paBooxpaneHus Poccuiickoli ®enepaimu ot 18 Mas 2021 r. Ne 464n «OG yTBEpKICHUU
IlpaBui npoBeeHus NaGOPaTOPHBIX HCCIENOBAHHIT (3apermcTpupoBaH MuHHCTEpcTBOM IocTHIMH Poccuiickoi
denepamun 1 mons 2021 T., perucTpanuonnsil Ne 63737).

4 INpuka3 MunucTepcTBa 31paBooxpaHeHus Poccuiickoii ®exepauuy or 15 HOs6ps 2012 1. Ne 9171 «O6 yTBepKACHAK
Topsaaka OKa3aHWA MENHMIMHCKON MOMOIIM GONBHBIM C BPOXICHHBIMH M (W) HACJIeACTBEHHBIMHU 3200JICBAHHAMM
(3aperncTpupoBal MunucTepcTBOM IocTHIMHA Poccuiickoit Penepaumn 21 nexabpsa 2012 r. Ne 26301) ¢ u3MEeHEHHAMH,
BHECEHHBIMH TIPHKa30M MHHHCTEPCTBA 31paBoOXpaHeHHs Poccmiickoii Penepanuu oT 21 ¢espans 2020 r. Ne 114n
(3aperncTpupoBan MunucTepcTBOM focTHIIME Poccuiickoii deaepamuy 28 mrona 2020 r. Ne 59083).

5 Cratss 20 ®eaepansHoro 3akona ot 21 Hos6pa 2011 r. Ne 323-®3 «O6 ocHOBaX OXpaHbl 310POBbA rPaXIaH B
Poccuitckoit deaepauum» (Cobpanne 3aKoHoAaTeNbCTBA PoccHiickol Mdenepaunn, 2011, Ne 48, ct. 6724; 2021, Ne 27,
CcT. 5159).
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CBEJICHUSI O NMPUMEHEHHWH NP MPOBEINECHUH MCCIIEOBaHUS HE3aperucTpUpOBaHHOTO
MEJULHHCKOr0 M3Jeus Ul JUarHOCTHKU in Vitro, IMPHMEHsAEMOro Ha OCHOBaHUU
paspeeHus, i CBI3aHHBIX C 9THM JOIIOJIHHUTE/IBHBIX PHCKAX.

16. VYHHUTOXEHHME MIH YTHIW3allAg HEe3aperuCTpUpPOBAaHHOIO0 MEIULUHCKOIO
M3genus Ul JMATHOCTMKM in Vitro, a TakkKe MarepualoB (CBHIpbs, PearcHToB,
KOMIIOHEHTOB, YIIAaKOBKH), HCIOIB3YEMBIX IIPH €0 M3TOTOBICHUH, OCYILECTBIACTCS B
COOTBETCTBHH C TpeOOBaHMSMH, YCTAHOBICHHBIMU TEXHHYECKOW HOKyMEHTalHel, ¢
COONIOZEHHEM YCTAHOBJEHHOIO OSKCIUTyaTalHOHHOM JIOKyMEHTalied mopsjka
nelcTBUN CTPYKTYPHBIX roApasieneHuH MEIULIHCKON OpraHM3alH,
OCYIIECTBIAIOMMUX TNpPUMEHeHHe M (WIM) XpaHeHHe He3aperHCTPMPOBaHHOIO
MEIUIUHCKOTO0 M3LEIHS Ul JHArHOCTUKM in Vitro B ciydae HEOOXOIMMOCTH €ro
YTHIM3AlMHd WIH YHHYTOXXEHHA, B IOPSAAKE IPOBEJCHHA YHHYTOXKCHUS WM
YTHJIN3ALUH, YCTAHOBJICHHOM TEXHOJOTHYCCKUM PETIIaMEHTOM, C cobmoieHueM
CaHHTapPHO-3MUACMHOJIOTHIECKUX TpeGoBanui’.

17. YHMYTOXEHHIO WA YTHIH3ALHMH IIOJJIEXKAT:

a) M3rOTOBJIEHHBIE ~ HE3apErMCTPUPOBAHHBIE ~MENULMHCKHE HU3JEIuA I
JAATHOCTHKM in Vitro, He COOTBETCTBYIOLIKE IO pe3yIbTaTaM KOHTPOJIsl COOTBETCTBHSA
W3rOTOBIIEHHOI0 HE3apEerMCTPUPOBAHHOIO MEJMIIMHCKOro W3Jenus Uil ANarHOCTHKH
in vitro TexXHWYeCKMM TpeGOBaHHAM K HEMY, YCTAaHOBJICHHBIM TEXHHUYECKOH
JIOKYMEHTAaLHeH;

6) He3aperucTPHPOBaHHBIE MEAULIMHCKAE UM AJI JUarHOCTUKA in vitro ¢
HCTEKIIIUM CPOKOM T'OJTHOCTH,

B) HE3aPETUCTPUPOBAHHBIE METULIMHCKHE H3IENHs U1 JMarHOCTHKH in vitro,
YCIOBHUS XpaHEHHUs] KOTOPHIX, PeyCMOTPEHHBIE IKCILTyaTallHOHHOM JOKYMEHTALMEH,
OBUTH HapyIICHBI,

I') He3aperuCTPUPOBaHHbIE MEIUIMHCKHE U3AeNUs A1 NHMarHOCTHKH in vitro, B
OTHOILIEHUH KOTOPBIX TIPHHATO pelieHre 06 OTMEHe pa3peleHNs;

1) MaTepuabl (ChIpbe, peareHThl, KOMIIOHEHTE], YIIAKOBKa), HCIIONB3yEMBIE IIPH
W3TOTOBJIEHHH HE3apErHCTPUPOBAHHOIO MEIUIMHCKOIO M3IeNusA A JUarHOCTHKH in
Vitro, yCIOBHsI XpaHEHUS KOTOPBIX ObLIN HAPYIIEHE,

6 Yacts 3 cratsu 49 denepanbHoro 3akoHa ot 21 Hoa6ps 2011 r. Ne 323-33 «O6 ocHOBaX OXpaHbl 310POBbA [PAX/aH
B Poccuiickoii Meaepanuu» (Cobpanue 3akoHojaTebcTBa Poccuiickoi ®enepauum, 2011, Ne 48, c1. 6724; 2013,
Ne 48, c1. 6165).

Iocranosnenue [paputensctea Poccuiickoit ®enepauun ot 4 momst 2012 r. Ne 681 «O6 yTBEp)KICHHHM KPHTCPHEB
pasgeneHus MEIMIMHCKMX OTXOJOB Ha KIAacChl MO CTETEHH WX SMHANEMHOJIOTHYECKOH, TOKCHKOTIOMHYECKOI,
PaIMauMOHHON OMACHOCTH, a TAKKE HETaTHBHOTO BO3/CHCTBHA HA Cpexy oburauusa» (CobpaHue 3aKOHOAATENILCTBA
Poccuiickoii ®epepamum, 2012, Ne 28, c1. 3911).

IMocTanosenue [MaBHOTO roOCYIapCTBEHHOTO caHUTapHOTro Bpaua Poccuiickoit denepanuu ot 28 sHBapA 2021 r. Ne 3
«O6 yTBepXKIeHHH CaHUTapHBIX mpaBiT 1 HopM CaulluH 2.1.3684-21 «CaHMTapHO-3MHIEMHONOrHIECKHE TpeGoBaHuUA
K COJePAHMIO TEpPUTOPMII TOPOACKUX M CENBCKHX TIOCENeHMH, K BOAHBIM 00BEKTaM, MUTHEBOH BOIE U NMTHEBOMY
BOJOCHAOXKEHMIO, aTMOCQEPHOMY BO3LYXy, MOYBaM, XKWIBIM MOMEIUCHWIM, OSKCILTyaTalMii MNPOU3BOJCTBCHHBIX,
O6IECTBEHHBIX MOMENIEHMH, OPraHH3aliy U [MPOBEJCHHIO CAaHHTAPHO-NPOTHBOIMHACMHIECKUX (poduIaKTHIECKHX)
MEpONpHATHR» (3aPErMCTPHUPOBaHO MHUHACTEPCTBOM IOCTHLMH Poccuiickoii ®enepaumn 29 sHBapa 2021 r,
perucTpauuoHHbiii  Ne 62297) ¢ HM3MEHEHHWAMH, BHECCHHBIMHM IIOCTAHOBJICHHCM I'aBHOrO rocyJapcTBEHHOrO
canmTapHoro Bpaya Poccuiickoi ®enepaimu ot 26 mors 2021 r. Ne 16 (3aperucTpupoBaHo MMHHCTEPCTBOM IOCTULIMH
Poccwuiickoit deaepaupu 7 mons 2021 r., perucTpaunoHHbIN Ne 64146).
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€) He3aperMCTPUPOBAHHEIE MEAMIIMHCKIE U3/IE/THA JUIS MUATHOCTHKH in Vitro (ux
KOMIIOHEHTH], COCTaBHBIE YacTH), COOTBETCTBYIOIIME HHBIM YCJIOBHSAM YTHIH3AIUM
WIH YHWYTOXEHHS MpH WX IPUMEHEHHH, YCTAHOBJICHHBIM OKCIUIyaTalHOHHOM
JIOKyMEHTaLHeH.

18. VHMYTOXEHHE WIM YTHIM3aLUUsd HE3aperHCTPUPOBAHHBIX MEIWLHCKUX
y3aenuil Ui JUArHOCTMKM in vitro u (wixd) MarepuanoB (CBHIpbs, PEarcHTOB,
KOMIIOHEHTOB, YIIaKOBKH), HCIIOJIB3YyEMBIX TIpU HU3rOTOBJIEHUHN
He3apeTrMCTPUPOBAHHOTO MEIMUMHCKOr0 H3JeNHs JUIA JIMarHOCTHKH in vitro, B
Clly4asx COTVIaCHO TOIYHKTaM «a»—«B», «I» MyHKTa 18 Hacrosmero Ilopsanka u
NOJNMyHKTa «r» myHkTa 18 Hacrosmero Ilopsaka B ciydae, €CIM OCHOBaHHEM JUIA
IIPHHATHA pelleHus 06 OTMeHe paspellleHHs He SBIACTCS JMKBANALMS MEJUIHHCKOM
OpraHM3aliM, KOTOPOii NMPEIOCTaBIEHO pa3pelleHre, OCYIEeCTBIAETCA Ha OCHOBAHUH
3asABKU CTPYKTYpPHOTO 0JIpa3/ieeHUs MeIUITHCKOM OpraHH3allUy,
OCYUIECTBIIIOIIErO:

a) KOHTPOJIb COOTBETCTBHS H3IOTOBJIEHHOTO MEAULHMHCKOIO H3NENHA I
IUArHOCTHKM in Vitro TeXHHMYecKHM TpeOOBaHMSAM K HEMY, YCTaHOBJICHHBIM
TEXHUYECKOM JIOKYMEHTalWeld, B Clydac €CIH YHHYTOXCHHUIO  TMOMJIECKHT
HE3apPeTHCTPUPOBAHHOE MEJMUMHCKOe H3AeNde JUIi JMarHOCTHKA in Vitro, He
COOTBETCTBYIOIIEE TEXHHYECKHM TPeGOBAaHHMAM, YCTAHOBJIEHHBIM TEXHHIECKOH
JIOKYMEHTAaLeH;

6) XpaHeHHe WM IPHMEHEHME HE3apETMCTPUPOBAHHOIO — MEIHMIMHCKOTO
p3eNus Ui JAATHOCTHKH in Vitro B cilydae HCTE€YEHHS €ro Cpoka roJHOCTH HIH
OTMEHBI pa3pellleHHs Ha ero NMPUMEHEHME, a TaK)KE COOTBETCTBHS HHBIM YCIOBHSAM
YHHYTOXEHHUS WIN YTHIM3ALWH, YCTaHOBJIEHHBIM SKCILTyaTallMOHHOM
OOKyMEHTalEeH;

B) XpaHEHHE  HE3aperHCTPHPOBAaHHOTO  MENHMLMHCKOro  M3Aenud  JUIA
JIMAarHOCTHUKH in Vitro B ciiyyae HapyIIeHUs yCJIOBHM €ro XpaHeHHUs;

r) XpaHeHHe MAaTepHalioB (ChIPbS, DEAreHTOB, KOMIOHEHTOB, YNaKOBKH),
HCTIOJIE3yeMBIX NPH H3TOTOBIEHWH HE3apErHCTPMPOBaHHOTO MEAMIMHCKOIO H3JENus
IUTS AUATHOCTHKH in Vitro B ciIydae HapylIeHHUs YCIOBHIA UX XpaHEHUs.

B ciyuae, ecnd He3aperHCTPHPOBAHHBIE MEIWLMHCKHE H3JIENHA 1A
IWArHOCTHKM in Vitro IOJIe)XaT YHUYTOKEHHIO MM YTHIH3allMM Ha OCHOBaHHH
pemeHus 06 OTMeHe paspellieHHs Ha HX NpPHMEHEHHe, NPUHATOro B CBA3H C
JTMKBUIANMEH MEIULMHCKOM OpraHM3alli, KOTOpOH IPEeIOCTaBIeHO pa3peleHue, uX
YyTHIM3aUUs WIA YHHYTOXKEHHME OCYIIECTBIIETCS Ha OCHOBAaHMH BHYTPEHHErO
PACIIOPSAUTENHHOTO aKTa MEMIIMHCKON OpraHM3allii B paMKax MepONpUATHH MO ee
JUKBUAALHY.

19. Tlomiexampe YHHYTOXKEHUIO WIM YTWIH3ALMA B COOTBETCTBHH C
nyHkToM 19 Hactosmero Ilopsnka He3aperMCTpHUpPOBaHHBIE MEIULIMHCKHE H3/ENHs
IS IUArHOCTMKM in Vitro MO/DKHBI OBITh YHHYTOXEHBI HIIH YTHIN3HPOBAHEI C
COCTAaBJIeHHEM aKTa 06 WX YHHYTOXKEHHH B CPOK, He IpeBbIaomui 65 paboumx
THEeH:




a) co IOHS yCTAaHOBJICHUA HECOOTBETCTBHUSA HM3TOTOBJIEHHOTO
He3aperHCTPHPOBAHHOTO MEAMUMHCKOTO M3JENHs JUIA JMAarHOCTHKH  in vitro
TEXHHYECKAM TPEGOBAaHHAM K HEMY, YCTaHOBJICHHBIM TEXHHIECKOM NOKYMEHTALUCH;

6) CO JHSA UCTEUYSHHS CPOKA FOJAHOCTH U3IETIHS;

B)co nHi npuHaTHs @epmepanbHOM ciyxGoit mo Hamsopy B cdepe
3[[paBOOXpaHEHHs  pelleHus o0  OTMeHe  paspelieHus Ha  NPUMEHEHHe
He3aperkCTPHPOBAHHOTO MeMUMHCKOTO H3eIHs I TMarHOCTHKH In Vitro.

20. Ha xaxnoe H3rOTOBJIEHHOE HE3apETHCTPUPOBAaHHOE MEIUIMHCKOE
p3/lenye I AMATHOCTUKHY in Vitro HIM Ha KaXIYI0 H3TOTOBJIEHHYIO CepHIo (IIapTHIO)
HE3apErMCTPHPOBAHHOTO MENULMHCKOTO H3JENHs [UIs JUArHOCTHKM In Vitro B
MeIULIAHCKON OpraHM3alMH BEIeTCs JOKyMEHTAlls Ha SK3eMILLAp (CEpHIO, MapTHIO)
He3aperHCTPHPOBAHHOTO MEJULIMHCKOTO M3[eTHus s TMarHOCTHKH in vitro (zanee —
JOKYMEHTALIHSA).

21. JIoKyMeHTauus BeleTcsi CTPYKTYPHBIM IIOZIpas/ie/ieHHeM MeIUIHHCKOH
OpraHu3alliy, B KOTOPOM H3TOTOBJIEHO HE3apErHCTPUPOBAHHOE MEIHIIMHCKOE H3/ENNe
IUTSL AMArHOCTHKH in Vitro.

22. JloKyMeHTal¥s BKJIIOYaeT CIeIyIOIMe CBEACHHS 1 JOKYMEHTBI:

a) CBE/ICHHS] 0 HAUMEHOBAHHUH HE3apEerHCTPUPOBAHHOIO MEIUIMHCKOTO M3/IENIMA
IUIA THArHOCTHKY in Vitro;

6) cBeJieHHsI O HOMepe ¥ JaTe IpPeJOCTaBIeHHs paspelleHHs Ha INPUMCHECHHE
He3aperiCTPUPOBAHHOTO MEIMLIMHCKOTO H3IEHS ISl NUAarHOCTHKY in Vitro;

B) CBEJICHMS O [arTe H3TOTOBIEHHS HE3apETMCTPHPOBAHHOIO MEIMIMHCKOrO
W3MeNUA TS AUATHOCTHKHY in Vitro (ero cepuu, NapTun);

r) CBeleHHs O CPOKe TONHOCTH M3/eius (ero cepuH, NapThH) M JOKYMEHTEI,
yCTaHAB/IMBAIONIME CPOK FTOAHOCTH M31e/Hs (€T0 CEpHH, IapTHH); '

1) cBefieHHs 00 U3MEHEHHOM CPOKE TOTHOCTH M3/ieNus (IIPH HAIHYHN);

e) CBefleHMs O MaTepuanax (CHIpbe, peareHTaX, KOMIIOHEHTaX, YIAaKOBKH),
MCIIONIG30BaHHBIX IIPH HM3TOTOBJICHUH HE3apPErMCTPHPOBAHHOIO  MEIUIIMHCKOTO
W3IeHs AJI AMATHOCTHKH in Vitro B COCTaBe:

HauMeHOBaHHe MaTeprana (ChIphsi, peareHTa, KOMIIOHEHTa, yIIaKOBKH);

HadMEHOBaHWe WM3TOTOBUTENA (IIPOM3BOAMTENS) MaTepuana (CBIpbS, peareHTa,
KOMITOHEHTA, YIIaKOBKH);

HOMep cepHy (MapTHH) MaTepHaia (CHIpbS, PearcHTa, KOMIOHEHTa, YIIaKOBKH)
(npu HaNMU4HUK);

CPOK TOJHOCTH (3KCIUTyaTalliM) MaTepuana (ChIpbsi, peareHTa, KOMIOHEHT,
YIaKOBKH) (MPY HATMIHH);

JOKYMEHTHI, TOATBEP)KIAIOMIHEe COOTBETCTBUE Marepuaina (ChIPbs, PEarcHTa,
KOMIIOHEHTa) TpeGOBAHUSM, YCTAaHOBIEHHBIM B TEXHHYECKOH JOKyMEHTalMH
TpeOOBaHUAM;

X) JTOKYMEHTHl O BHINOJHEHHH CTAaHAAPTHHIX ONEPALMOHHBIX NPOLEHYp IO
H3TOTOBJIEHHMIO HE3aPETHCTPUPOBAHHOIO MEUIMHCKOTO H3/IENMs JUIs TUarHOCTUKH in
vitro (ero cepuu, NapTHA) ¥ KOHTPOJIS MX BHIIONHEHHS (TIPU HATMYHH);




3) JOKYMEHTHI, TIOITBEPXKIAIOIIHE COOTBETCTBHE H3TOTOBJIEHHOTO
HE3aperHCTPUPOBAHHOTO MEIMLMHCKOrO W3JeNds i JIMarHOCTHKM in vitro (ero
CepuM, NAPTUH) TEXHMYECKAM TPeOOBAHMAM, YCTAHOBJICHHBIMH TEXHHYECKOH
IDOKYMEHTALMel, BKIIOYas 1aTy HOATBEPKICHUS YKAa3aHHOTO COOTBETCTBUS;

M) IOKYMEHTHI, COAEp)Kalllie CBEACHHS O 3aMeHe KOMIIOHEHTa (COCTaBHOM
Y4CTH) HE3aperiCTPUPOBAHHOIO MENHIMHCKOrO H3AeNus 1 JUarHOCTHKH in vitro ¢
HCTEKAIOMMAM  CPOKOM  TOJHOCTH Ha  KOMIIOHEHT  (COCTaBHYIO  4acTh),
COOTBETCTBYIOIIMH TPeOOBaHMSIM TEXHUYECKOM JOKYMEHTALMU W TEXHOJIOIMYECKOro
perjiamenTa, ¢ GOJBIIMM CPOKOM TFOAHOCTH, BKIIFOYas AOKYMEHTHI, OATBEPXKAArOIINe
COOTBETCTBHE 3aMEHSAIOLIET0 KOMIIOHEHTA (cocTaBHOM JacTH)
HE3aPETHCTPUPOBAHHOTO MEMLMHCKOTO H3IeNMsA Ui JHArHOCTHKH in  Vitro
TpeGOBaHMSM, YCTAHOBICHHBIM TEXHHYECKOH HOKyMEHTalueW, M HOKYMEHTE,
M3MEHSIOIME CPOK TONHOCTH MW3HeNds, CBS3aHHBIE C YKa3aHHOHW 3aMeHOH (mpu
HAJIMYHR);

K) KOIIMM OTHETOB O Pe3y/BTAaTax KIMHIYECKHX J1aOOpaTOPHBIX UCCIICAOBAHHIL
WIA 3aKIIOYEHHM  MHKPOOHMOJIOTHYECKOIO  HCCIIC[IOBAaHHMs WIH  Pe3yJIbTaToB
1abopaTOpHBIX TeHETHYECKUX MCCIENOBaHMA [UI1 [AlMEeHTOB C  HAJIMYHEM
(rToJo3peHreM) BPOXKAESHHEIX U (MIIH) HAaceACTBEHHBIX 3a00eBaHuM, IPOBEICHHRIX C
IPAMEHEHHEM He3aperHCTPUPOBAHHOTO MEIHMIMHCKOTO M3eNus AN JUArHOCTUKH in
Vitro;

1) IOKyMEHTBI, COZepiKalllie CBeJeHHs 00 YTHIN3alWH HIH YHHYTOXEHHH
He3aperMCTPHPOBAHHOTO MEIMUMHCKOTO H3JEIHA JUI1 JHAarHOCTHKHM in vitro (ero
cepuM, MAapTHH), BKIIOYas KONMM AaKTOB CIHMCAaHUA HE3aperHCTPHPOBAHHOIO
MeIUIIMHCKOTO M3/IeNus /I AUArHOCTHKH in Vitro.

23. Cpok XpaHeHWs [JOKYMEHTalldH B MEJULMHCKOH OpraHu3alMu
cocTaBiser 15 JeT ¢ JaThl OKOHYaHHA YCTaHOBJIEHHOTO WM M3MEHEHHOro (B cilydae
ero M3MEHEHMs) CpOKa TOJHOCTH HM3flenus (ero CepuH, MapTUM HIIM IIOCJIETHEro
IIPHMEHAEMOT0 He3aperHCTPUPOBAHHOTO MEIHIMHCKOTO H3/IE/Hs VISl JUAarHOCTHKH in
vitro u3 ero cepuu (apTUm).




