IMPABUTEJIBCTBO POCCHUVMCKON ®EJIEPALIMA

ITOCTAHOBJIEHUE
ot 28 mapta 2024 r. Ne 384

MOCKBA

00 yrBep:xnenun IIpaBui oOpamenusi OMoMeIMIMHCKUAX
KJICTOYHBIX POAYKTOB, IPEeAHA3HAYEHHBIX ISl HCIIOJIHECHUA
HHAUBHUAYAJTBHOI0 MEAUIMHCKOI0 HA3HAYCHUs OMOMEIUIIHHCKOI0
KJICETOYHOI'0 MPOAYKTA, CIIEHMATbHO IPOU3BEICHHOI0 I OTACJIbHOI0
NANMEHTA HEMOCPEeACTBEHHO B MeIMIIMHCKOM OPraHM3alui, B KOTOPOH
NPUMEHSAETCS JAHHbIA OMOMEeTNIIUHCKUHA KJIETOYHBIH MPOXYKT

B COOTBETCTBUU co cratbeit 32! denepanbHOro 3aKOHa
"O OHOMEOUIMHCKUX KJIeTOouHbIX mnponykrax" IlpaButensctBo Poccuiickoii
QenepaluM MO CTAHOBJI A ET:

1. YtBepaute mnpunaraemele I[lpaBuna oOpamieHuss OHOMEAMITUMHCKHUX
KJIETOYHBIX MPOAYKTOB, IPEAHA3HAYEHHBIX ISl UCIIOJIHEHUSI UHIUBUAYIBHOTO
MEAWIIMHCKOTO  HA3HAYeHHs OHMOMEIUIMHCKOTO KJIETOYHOrO  MPOAYKTa,
CIIEHHAJIBHO TIPOU3BEICHHOTO I OTIAEIBHOIO NALMEHTA HEMOCPEACTBEHHO
B MEOUUMHCKOM  OpraHu3alud, B  KOTOPOM  NpPUMEHSETCA  JaHHBIN
OMOMEIUIIMHCKUHN KJIETOYHBIN MPOTYKT.

2. Peanmuzanus MTOJTHOMOYH, MPETyCMOTPEHHBIX HACTOSILLIAM
IIOCTAHOBJIEHHEM,  OCYLIECTBIIAETCS  MUHUCTEPCTBOM  3ApABOOXPAHECHUS
Poccuitickonn @enepanuu B Ipenenax yYCTaHOBIEHHBIX [IpaBuTenscTBOM
Poccuiickoit ®@enepanuu npenenbHON YUCIEHHOCTH €ro pabOTHUKOB, a TaKkKe
OTO/KETHBIX aCCUTHOBAHHM, MPETyCMOTPEHHBIX MUHHUCTEPCTBY B (penepaabHOM
Oro/pKeTe Ha PYKOBOJICTBO U YNPABIIEHUE B c(pepe yCTAaHOBICHHBIX (PYHKLIUM.

3. Hacrosimee mocraHoBi€HUE BCTymaeT B cuiy ¢ 1 ceHtsiOpsa 2024 r.
u nerictByer mo 1 centsaops 2030 T.

AOKYMEHT MOAMUCAH
SNEKTPOHHOWM NOANUCHIO

Hp eHCeHaTeHB Hp aBI/ITeHBCTBa 57253E0A6974DFB17ACDO0BI823E6057

Aencteutened ¢ 07.03.2023 no 30.05.2024

Baaaenell: MpaB1TEALCTBO POCCHIACKON

Poccniickon ®@enepanun Denepaunn M.Mumyctua




YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 28 mapta 2024 r. Ne 384

IHPABHUJI A

oOpamennsi OMOMeJUIMHCKUX KJIETOYHBIX IPOAYKTOB,
NpeAHA3HAYEHHbIX JIJI1 UCIIOJTHEHUSI MHAUBUAYAJbHOT0 MeIMIIUHCKOT 0
Ha3HAYeHUs] OMOMEINIIUHCKOT0 KJIETOYHOT0 MPOAYKTA, ClIeIUAJILHO
NMPOU3BEEHHOTO0 JJIAA 0TAEJbHOI0 MAIMEeHTA HeMOCPeICTBEHHO
B MEMIMHCKOM OPraHu3ali, B KOTOPOH MPUMEHSEeTCS
AAHHBIN OMOMETUIIMHCKUI KJIeTOYHBIN MPOAYKT

1. Hacrosme  IlpaBmia  ycTaHaBIMBAIOT — TOPSAIOK  oOparieHus
OMOMEIMIIMHCKUX KJIETOYHBIX MPOAYKTOB, MPEIHA3HAYCHHBIX ST UCIIOJTHCHHUSI
WHUBUTYATBHOTO MEIUIIMHCKOTO HA3HAYCHUS OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOAYKTA, CHEUHAIBHO MPOU3BEACHHOIO Uil  OTACJIBHOIO  MHAlHMEHTa
HEMNOCPEACTBEHHO B MEIMIMHCKOW OpraHW3alld, B KOTOPOM IPUMEHSETCS
JTAHHBIA OMOMEIMIIMHCKUANA KIETOYHBIA MPOAYKT (fmanee - WHANBUIYATbHBIN
OMOMETUITMHCKUHN KJIETOYHBIN MPOJYKT), BKIIFOYAsi OCOOCHHOCTH €T0 MTPUMEHEHUS
U TpeOOBaHUS K MEAMIIMHCKON OpraHu3allid, B KOTOPOW WHIAMBUIYATbHBIN
OMOMEIUIIMHCKUHN KJIETOYHBIN MPOAYKT MPOU3BOIUTCSA U IPUMEHSICTCA.

2. O0pamieHre  WHIUBUIYAIbHBIX  OWOMEIUIIMHCKUX  KJIETOYHBIX
MPOJYKTOB BKJIIOYACT WX pPa3pabOTKy, JOKIMHUYECKHUE HCCICIOBaHUS,
MIPOU3BOJCTBO, IIPUMEHEHHE, OKCIIEPTHU3Y, KOHTPOJIb KadyeCTBa, XpaHCHUE,
TPAHCHOPTUPOBKY U YHUUTOKEHHUE.

3. Pa3zpaboTka W JOKIMHWUYECKUE WCCICNAOBAHMS WHIWBHUIYaJTbHBIX
OMOMEIIMIIMHCKUX KIIETOYHBIX TMPOJYKTOB OCYIIIECTBIAIOTCS B COOTBETCTBHUU
co cratbsiMu 5 U 6 deaepanpHOro 3akoHa "O OHOMEIMITMHCKUX KICTOUYHBIX
npoaykrax".

4. IIpon3BOJACTBO W TMPUMEHEHHE WHIUBUIYAIbHBIX OHOMETUIIMHCKUX
KJIETOYHBIX NPOAYKTOB  JIOMYCKAKOTCS B  MEIMIMHCKOM  OpraHU3alluu,
COOTBETCTBYIOIIEH TPeOOBAaHUSM COTJIACHO MpuiokeHuto Ne 1, mpu Hamuquu
Y MEIUIMHCKON OpraHu3alluy pPa3pelieHUs Ha IMPOU3BOJCTBO U NPUMEHEHUE
WHUBUTyTBHOTO OMOMEIMIIMHCKOTO KJIETOYHOTO MPOIYKTa, PEIOCTABICHUE,
MOATBEPKACHUE M OTMEHAa KOTOpOro, a TakKe BHECEHHWE W3MEHEHUU



B PEECTp TAKUX Pa3pPELICHUN OCYIIECTBISAIOTCS B COOTBETCTBUU C YacCThIO 3
crateu 32!  denepanmpHoro 3akona "O  OHOMEAMIMHCKHAX  KICTOYHBIX
IIPOAyKTax'".

5. OkcnepTtu3a  MHIMBHAYaJIbHOTO  OMOMEIMIIMHCKOTO  KJIETOYHOTO
MPOJyKTa MPOBOJUTCA B LEIAX HNPUHATUS MUHUCTEPCTBOM 31paBOOXPaHEHUS
Poccniickont  ®denepanmu  pemeHuss O NPEIOCTABICHUM  Pa3peLICHUS
Ha TPOM3BOJACTBO MW TMPUMEHEHHE WHIWBUIYATBbHOTO OHOMEIUIIUMHCKOTO
KJIETOYHOTO TMPOAYKTa W BKJIIOYAET ITHUUYECKYIO JKCHEPTU3y OOOCHOBAHHOCTHU
NPOU3BOACTBA M  NPUMEHEHHS  HHIUBUAYAIBHOTO  OMOMEAMIIMHCKOIO
KJIETOYHOTO TIPOAYKTa M OHOMEAWITMHCKYIO JKCIEPTHU3Y HWHAWBHIYAIBHOTO
OMOMEINIIMHCKOTO KJIETOYHOTO MPOIYKTa.

6. DTHueckas sKcrnepTr3a 000CHOBAHHOCTH MPOU3BOACTBA U IPUMEHEHUS
WHANBUAYAIBHOTO OHMOMEIUIIMHCKOTO KIJIETOYHOTO TPOAYKTa TPOBOIUTCS
COBETOM IIO0 DOTHKE, CO3JaHHLIM B COOTBETCTBHMU C YacThio 1 crtathu 14
®enepanbHOro 3akoHa "O OMOMEIMIIMHCKUX KIIETOYHBIX MPOIYKTax'", B LEJAX
npejcraBiaeHuss B MUHUCTEPCTBO 3ApaBooxpaHeHus Poccuiickoit denepanuu
3aKiIroYeHuss 1o  Qgopme cormacHo npuioxkeHuro  Ne 3. Opranuzanus
Y TIPOBEICHHE YKA3aHHOM 3THUYECKOW 3KCHEPTU3bI OCYIIECTBISIOTCS B MOPSAKE
COTJIACHO MPUI0KEHUIO Ne 2 B IIeIsAX MOATOTOBKH 3TOTO 3aKIHOYEHHS.

7. buomMenMIMHCKAs JKCHEPTH3a HHAWBHUIYATFHOTO OHOMEIUITMHCKOTO
KJIETOYHOTO IPOJIyKTa IIPOBOJUTCS KOMHUCCHEN AKCIEPTOB
benepanbHOTO TOCYJAPCTBEHHOTO OIOHKETHOTO YUPEXKACHHUS, HaXOIAIIETOCS
B BeaeHMH MwuHuUCTEpCcTBAa 31paBooxpaHeHus Pocculickonn @enepanuu
U 00ECHeUYrBaIoLIEero MCIOJHEHUE MOoTHOMOouMi MuHucTepcTBa O BbIgaye
paspelieHnuii Ha MpOBEACHUE KIMHUYECKHX MCCIEJOBAaHUN OMOMEIMIIMHCKHUX
KJIETOUHBIX MPOAYKTOB M (MJIM) FOCYJApCTBEHHOW pErucTpanyu OMOMEIUIIMHCKUX
KJIETOYHBIX MTPOJIyKTOB, HA OCHOBAHMH 3aJlaHus MUHUCTEPCTBA B COOTBETCTBUU
c yactamMu 2 -5 u 8 crarbu 12 PenepanbHoro 3akoHa "O OMOMEIUIIMHCKUX
KJIIETOYHBIX MNpoxykrax" u corimacHo npuinoxenuto Ne4. Ilo pesynbratam
OMOMEIWIIMHCKOW  SKCHEPTU3bl  WHAMBUAYAIBHOTO  OMOMEIUIIMHCKOTO
KJIETOYHOTO TMPOAYKTa YKa3aHHOM KOMHUCCHEW DSKCHEPTOB COCTaBISETCS
3aKTF0YeHUE 0 (popMe coriacHo MPUIOKeHU 0 No 5.

8. [Ipon3BoacTBO cepun VHJIUBUY AIbBHOTO OMOMETUTTMHCKOTO
KJIETOYHOT'O MPOAYKTa B MEIULUMHCKOW OpraHU3aluu, KOTOPOH MPEA0CTaBICHO
paszpemieHMe Ha  NPOU3BOJACTBO M NPUMEHEHHE  HMHJIWBHUAYaJbHOTO
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTA, OCYUIECTBIACTCSA IO MHCHMEHHOMN
3agBKE€ MEIUIIMHCKOTO pabOTHUKAa OSTOM MEAMIIMHCKOW  OpTraHU3aIlHH,
ABJISIFOIIETOCS JICHAIlUM BpPavyoM OTJEIBHOIO NAlUEHTa, B COOTBETCTBUU



C  WHAWBHUIYAJbHBIM  MEIUIMHCKUM  HA3HAUYCHHEM  WHIUBUIYaJLHOTO
OMOMEIMIIMHCKOTO KIJIETOYHOTO TPOAYKTa, MPOU3BEACHHOTO IO PEUICHUIO
BpaycOHONW KOMHUCCUU MEIUIIMHCKOW OpraHU3alMH, KOTOPOH MPEa0CTaBICHO
YKa3aHHOE pa3pelieHHe, M BHECEHHbBIM B MEAUIMHCKYIO JOKYMEHTALIUIO
MalMEHTA.

9. ITpon3BoACTBO u KOHTPOJIb Ka4yecTBa VH]INBU]TY AJIbHBIX
OMOMEIMIIMHCKUX KJIETOYHBIX MPOIYKTOB OCYIIECTBISIOTCS B COOTBETCTBUHU
C TpaBWIaMU HaJUIeKalled NPaKTHUKH 1O paboTre ¢ OMOMEAUIIMHCKUMHU
KJIETOYHBIMU MPOyKTaMH, yCTaHaBJIMBAEMbIMU MuHucTEpCTBOM
3apaBooxpanenus Poccuiickoit @enepanum.

10. IIpu MIPOU3BOJACTBE VHIUBUYaJIBHOTO OMOMETUTTMHCKOTO
KJIETOYHOTO MPOAYKTa Ha €ro MEePBUYHYIO YIMAKOBKY M BTOPUYHYIO YIAKOBKY
HAHOCATCS ~ CBEIEHMS 1O TEPEYHI0  COTJIACHO  IpUIOKEHUI0  Ne 6,
a TIpu HEOOXOMMOCTH €T0 TPAHCTIOPTHPOBKU YKa3aHHBIC CBEACHHUS HAHOCSATCS
Ha TPAHCIOPTHYIO Tapy.

11. [IlpumeHeHne  UHAUBUIYATBHBIX  OMOMEAUIIMHCKUX  KJIETOUYHBIX
MPOJYKTOB  OCYIIECTBJIIETCS B YCJIOBUSIX  JHEBHOTO  CTalMOHapa
WY B CTAIIMOHAPHBIX YCJIOBHUAX B COOTBETCTBUM CO cTaThed 39 denepanbHOrO
3akoHa "O OMOMEIMIMHCKUX KJIETOYHBIX MPOJAyKTax" MpU HAIWYUU PEUICHUS
BpaycOHONW KOMHUCCUU MEIUIIMHCKOW OpraHU3alMH, KOTOPOH MPEa0CTaBICHO
paszpemieHMe Ha  NPOU3BOJACTBO M NPUMEHEHHE  HMHJIWBHUAYaJbHOTO
OMOMEIMIIMHCKOTO  KJIETOYHOTO TPOAYKTa, O Ha3HAUYEHUU OTIAEIHLHOMY
MalMEHTy UHAUBUAYAJIbHOTO OMOMEIUIMHCKOTO KIETOYHOIO MPOAYKTa.

12. MeauuuHCKasi OpraHu3aiusa, KOTOPOW IPEIOCTABIECHO PpPa3pelICHUE
Ha TPOM3BOJACTBO MW TMPUMEHEHHE WHIWBUIYATBbHOTO OHOMEIUIIUMHCKOTO
KJIETOYHOTO MpPOAYyKTa, HampaBisieT B DeaepanbHyio Ciyx0y M0 HaI30py
B cdepe 3apaBOOXpPAHEHHUS CBEIECHHUA O KaxJAOM (akTe NpUMEHEHUS
VHANBUAYAIBHOTO OMOMEIUITMHCKOTO KIETOYHOTo IpoaykTa. CocTaB CBeICHUN
0 KaxaoM (akTe TNpPUMEHEHHS HWHAWBUAYAIBHOTO OHOMEIUIIMHCKOTO
KJIETOYHOTO TMpOAYKTa W TOPSAOK HANpaBJICHUs YKa3aHHbIX CBEACHUI
onpenensercss Ciyx00ii.

13. XpaHeHue, TpaHCIOPTUPOBKA M YHUYTOKECHUE HWHIUBHUIYAJIBHOTO
OMOMEAMIIMHCKOTO KJIETOYHOTO MPOAYKTa OCYIIECTBISIIOTCS B COOTBETCTBUHU
co ctatbsimu 37 u 38 denepanbHOro 3akoHa "O OMOMEIUIIMHCKUX KJIETOUHBIX
IIPOAyKTax'".




I[MTPUJIOXKEHUE Ne 1
k [IpaBunam obpaiiieHus OMOMETUITUHCKUX
KJICTOUYHBIX MPOJIYKTOB, MIPEIHA3HAYCHHBIX
JUIS1 UCTIOTHEHUS UHAUBUyaIbHOTO
MEIUIIMHCKOTO Ha3HaYeHHsI OMOMETUIIUHCKOTO
KJIETOYHOTO MPOAYKTa, CIEIHUAIBHO
[IPOU3BEICHHOTO I OTEJIBHOTO MMallueHTa
HEIOCPEACTBEHHO B MEAULIMHCKOW OpraHu3aluu,
B KOTOPOW MPUMEHSETCS JaHHbBIN
OMOMEIUIIMHCKUHN KJIETOUYHBIN TPOIYKT

TPEBOBAHUA

K MeIMIUHCKOH OPraHU3alUM, B KOTOPO NPOU3BOIUTCH
U IPUMEHs1eTC OMOMEeIMIIUHCKUI KJIeTOYHBINA MPOAYKT,
NpeAHA3HAYEHHbIN /151 HCIIOJHEHUS] MHANBHAYAJIBLHOI0 MeAULIIMHCKOI0
Ha3HAYeHUs] OMOMEIMIIUHCKOI0 KJIETOYHOI0 MPOAYKTA, ClIeIUAJILHO
NMPOM3BEACHHOIO ISl OTACJIbHOI0 MAIUEHTA HEMOCPEACTBEHHO
B YKA3aHHOM MeIMIMHCKOU OPraHu3auumn

1. Hammuume JIMIICH3UU Ha OCYIIECTBIICHUE JICITEIBLHOCTHU
10 TPOM3BOJICTBY OHMOMEIUIIMHCKUX KIIETOYHBIX MPOJAYKTOB, BKIIOYAIOIICH
paboOTHI, COCTABJISIONIME JCATCIBHOCTH IO IPOU3BOJICTBY OMOMEIUIIMHCKUX
KJIICTOYHBIX TMPOAYKTOB (32 HCKJIOUYEHHEM paboT 10  IMPOU3BOJICTBY
HE 3aperuCTpUpOBaHHBIX B Poccuiickoit dexepanuu OUOMEIUITMHCKUX
KJIETOYHBIX  MNPOJAYKTOB  JUIS  LEJEeW  JOKIMHUYECKUX  HMCCIIEHOBAHUM
OMOMEIUITMHCKUX KJIETOYHBIX MPOJYKTOB M (MJIN) KIMHHUYECKUX UCCIISTOBAHUM
OMOMEIUITMHCKUX KJIETOYHBIX MTPOTYKTOB).

2. Hanuuwme otnenenus (ImajaTel) MHTEHCUBHOMW TEpaluy U peaHUMaIlnH.




[MTPMJIOKEHUE Ne 2
K [IpaBuiiam oOpatieHust OMOMEAUIIMHCKIX
KJIETOYHBIX IIPOJYKTOB, IIPEIHA3HAYEHHBIX
JUI UCTIOJIHCHUSI UHAUBUYaIIbHOIO
MEIUIMHCKOr0 Ha3HAYeHUs] OMOMEIUIIMHCKOTO
KJIETOYHOI'O IIPOAYKTA, CIIELHAIEHO
IIPOU3BEACHHOTO JUIS OTAEIBHOIO MalueHTa
HEIOCPEACTBEHHO B MEAULIMHCKON OpraHn3alu,
B KOTOPOW IIPUMEHSAETCS JaHHBIN
OMOMEIMIIMHCKUH KJIETOYHBIN NPOAYKT

ITPABHJA

OPraHM3aluu U MPoBeIeHusI ITHYECKOH IKCIEePTU3bI
000CHOBAHHOCTH MPOU3BO/JACTBA U MPUMEHEHUS OMOMETUIIUHCKOT0
KJIETOYHOT0 MPOAYKTA, NPeIHAZHAYEHHOT0 JIJIS UCTIOJIHEHMSI
HHAMBUAYAJIBHOT0 MeTUIIMHCKOT0 HA3HAYEHUA OMOMeTHUIINHCKOTO
KJIETOYHOI0 MPOAYKTA, CIeNUATbHO IPOU3BEAEHHOIO0 1JIsl OTAEJIbHOI0
NMaIlMUeHTAa HeMOCPEACTBEHHO B MEeAMIIUHCKOH OPraHu3anum, B KOTOPOii
NpUMeHsieTCsl TaHHbIH 0MOMeIMIIMHCKUI KJIEeTOYHBIN MPOAYKT

1. Hacrossmme — IlpaBuna  ompenensaroT  NOPSAOK — OpraHM3aluu
U TPOBEIEHUS ITHYECKOW HKCIEPTU3bl OOOCHOBAHHOCTH MPOU3BOJCTBA
U TPUMEHEHUsS] OMOMEIMLMHCKOrO KJIETOYHOI'O MPOAYKTa, MPEeIHAa3HAYEHHOTO
TUTS VICIIOJTHEHUS VHJABUAYAJIBHOTO MEIUIMHCKOTO Ha3HA4YECHUS
OMOMEIMIIMHCKOTO KIJIETOYHOTO MPOIYKTa, CIEHUATHHO MPOU3BEIECHHOTO IS
OTZAEJIBHOTO TMaIlME€HTa HEMOCPEACTBEHHO B MEIWIMHCKOW OpPraHW3alNH,
B KOTOpPON NpUMEHSAETCAd MAaHHBIA OMOMEIULMHCKUI KIETOYHBIA MPOIAYKT
(mamee - WHIWBHUIyaJbHBIM OMOMEIWUIIMHCKAN  KJICTOYHBIA  TPOAYKT),
B LENAX INpeACTaBleHWs B MUHHCTEPCTBO 31paBOOXpaHeHus Poccuiickoi
denepannu 3aKIIFOYEHHS, TPEYCMOTPEeHHOTO npuiiokenueM Ne 3 k [IpaBunam
oOpamieHusi OMOMETUIIMHCKUX KJIETOYHBIX TMPOAYKTOB, IMpeIHA3HAYCHHBIX
TUTS VICIIOJTHEHUS VHJABUAYAJIBHOTO MEIUIMHCKOTO Ha3HA4YECHUS
OMOMEIMIIMHCKOTO KJIETOYHOTO TMPOJIYKTa, CHEIHATbHO IPOU3BEIECHHOTO
JUISL OTZAEJIBHOTO ITallMeHTa HENOCPEACTBEHHO B MEIWIMHCKOW OPTraHU3ALMH,
B KOTOpPOW MPHUMEHSETCS TaHHBIA OMOMEIUIIMHCKUI KJIETOYHBIN TMPOIYKT,
YTBEPKAEHHBbIM mnocTaHoBiIeHUEeM lIpaButensctBa Poccuiickont ®eneparuu



or 28 wmapra 2024 1. No 384 "OOG yrtBepxnenuu I[lpaBun oOparmmenus
OMOMEIUIIMHCKUX KJIETOYHBIX MPOIAYKTOB, IPEIHA3HAYCHHBIX JUIsI UCTIOJIHCHHUS
WHUBUTyTBHOTO MEIUITMHCKOTO Ha3HAYEHUS OMOMEIUIIMHCKOTO KJIETOYHOTO
MPOAYKTa, CHEIUaIbHO MPOU3BEACHHOIO JUIsi  OTJAEIBbHOIO  MalHMeHTa
HEIOCPEJCTBEHHO B MEIMIIMHCKOW OpraHu3aliH, B KOTOPOMl MPUMEHSETCS
JTAHHBIA OMOMETUITMHCKUI KJIETOYHBIH MPOMYKT" (Jajnee COOTBETCTBEHHO -
3aKJIFOUYCHHE, ITHYECKAs SKCIIEPTU3A).

2. DOTuyeckasi SKCIEpTH3a OCHOBBIBAETCS HA MPHUHIUIIAX 3aKOHHOCTH,
coOMIO/IeHUs TIpaB U CBOOOJ YeNOBEKa U TPaKJAHWHA, TPAB HOPUIMYECKOTO
JUIA, HE3aBUCUMOCTH DKCIIEPTa, 0ObEKTUBHOCTH, BCECTOPOHHOCTH W TTOJTHOTHI
HCCIIEIOBAaHMM, MPOBOJIUMBIX C HCIOJIb30BAHHEM COBPEMEHHBIX JIOCTHUKEHHI
HAayKl U TEXHUKH, OTBETCTBEHHOCTH SKCIEPTOB 3a MPOBEJACHHUE M KAueCTBO
ATUYECKON SKCTIIEPTU3HI.

3. DTudeckas sKCHEpTH3a MPOBOJUTCSI COBETOM II0 3THUKE, CO3JaHHBIM
B  COOTBETCTBMM ¢ 4vacthto |  crarbu 14 ~ @DenepanbHOro  3aKoHa
"O OMOMEIUIIMHCKUX KJIETOYHBIX MPOAyKTax" (lajgee - COBET IO JTHUKE),
B IEJSIX NPEACTaBICHUSA 3aKIOYeHUs B MHMHHUCTEPCTBO 3JpaBOOXPAHEHUS
Poccuiickon @enepanumu.

4. DTruyeckasi SKCHEpPTH3a, COCTABIICHHE 3aKJIFOYEHUS U €r0 HaIlpaBJICHHE
B MuHuncTepcTBO 3apaBooxpanenust Poccuiickorn denepannn oCylIeCTBIAOTCS
COBETOM I10 3THKE B CPOK, HE mpeBbiatontuii 30 pabounx gHEi.

5. DTrueckas SKCrepTr3a MPOBOJIUTCS COBETOM I10 ATUKE JI0 COCTABJICHHUS
3aKJIIOYCHUS] B CPOK, HE MPEBBIMIAOININN 22 pabouux THEH CO JTHSA MOTyYCHHUS
COBETOM MO 3THUKE 3aJaHusd MuHHCTEPCTBA 3ApaBOOXpaHeHHs Poccuiickoi
denepanviv U CICAYONUX KOMTAN JOKYMEHTOB U CBEJACHHM:

a) 3a4BJICHUE O TPEAOCTABICHUU pa3pelieHus Ha MPOU3BOJICTBO
Y IPUMEHEHUE UHANBUIYATEHOTO OMOMEIUIIMHCKOTO KJIETOYHOTO TIPOYKTA;

0) cienuuKanus Ha WHIWUBUAYIBHBIM OMOMEIUITMHCKUN KJICTOYHBIN
TMPOJYKT;

B) IPOEKT  HOPMATHUBHOM  JOKYMEHTAIlMM HAa  WHJIUBUIYAIbHBIN
OMOMEIMIIMHCKUY KJIETOUHBIN TPOYKT;

) IPOEKThl MAKETOB IEPBUYHOM YMAKOBKM M BTOPUYHON YIAKOBKH
WHUBUTYATBHOTO OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

1) OTYET 0 MIPOBEJICHHOM JTOKJIMHUYECKOM UCCIIEIOBAaHUH
WHUBUTYATBHOTO OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

€) IPOEKT periiaMeHTa IPOU3BO/JICTBA WHIMBUIYJILHOTO
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa;

) HH(POPMAITMOHHBIHN JINCTOK MAIUCHTA;



3) IPOEKT  HMHCTPYKUMH MO  TNPUMEHEHUIO  WHIUBHAYaJIbHOIO
OMOMEIMIIMHCKOTO KJIIETOYHOTO TMPOJIyKTa, COJEpKAIel CBEJCHUS, YKa3aHHBIC
B noAanyHkrax "a" - "H", "n" u "p" nmynkra 13 vactu 2 crateu 9 denepanbHOro
3akoHa "O OMOMEIUIIMHCKUX KJIETOYHBIX MPOTyKTax";

1) CBEJICHHS O pe3yJIbTaTaX paHee MPOBEICHHBIX HAYYHBIX UCCIIEOBAHUM
KJIIMHAYECKOTO MPUMEHECHHSI WHANBUIYATBHOTO OMOMEAUIIMHCKOTO KJIETOYHOTO
MPOJIyKTa, MPOU3BEACHHOTO (M3TOTOBJICHHOT0) TI0 pa3pa0OTaHHON TEXHOJOTHH,
U (uam)  pe3ynbTaThl  paHee  MNPOBEACHHBIX  HAYYHBIX  HCCIEIOBaHUI
KJIMHUYECKOTO MPUMEHEHUS aHAIIOTUYHBIX MPOAYKTOB (TIPU HAJTUYHH).

6. [lepen HavyaioM MpPOBEACHUSI STUYECKON AKCHEPTU3BI IMpeceaaTeIeM
COBETa TO OTUKE (JIUIIOM, HCIOJHSAIOIIMM €ro OOS3aHHOCTH) TPOBOJIUTCS
OpraHU3allMOHHOE 3acejaHue, Ha KOTOPOM B TOM YHCIJIE:

a) OMPE/ICTAIOTCS TOPAIOK pabOThl COBETa MO OSTUKE UM OCHOBHBIE
HarpaBJIeHUs pabOThI SKCTIEPTOB U IKCIIEPTHBIX TPy (MPU UX CO3/IaHHH );

0) yTBepK/1aeTCs KaJICHIapHBINA IJ1aH PaboOThl COBETA IO ITHKE C yUYETOM
CpPOKa MPOBEJEHUS 3TUUECKON IKCIIEPTHU3HI;

B) OTIPENIEIISIIOTCA ~ WHBIE TIOJIOKEHUST H  yCIIOBUSA, HEOOXOJHUMBbIE
JUTsL pabOTHI IKCIIEPTOB COBETA M0 ATHKE U MIPOBEICHUS STUYECKON IKCIIEPTUSHI.

7. OpraHu3allioOHHOE 3acellaHhe CcoBeTa 10 JTHKe odopmiseTcs
MPOTOKOJIOM,  NOAMNMUCHIBAEMBIM  MpEACedaTe]eM  COBeTa MO  ITHUKE
(JIM1I0M, MpeJIce1aTeIbCTBOBABIIIMM Ha 3aCEIaHUN ).

8. Ilpencenarens coBeTa 1o 3TUKE 00eCIeYMBACT MPOBECHUE ITHUYECKOM
AKCHEPTU3bl B COOTBETCTBUU C 3aJaHMEeM MHUHHUCTEPCTBA 3APaBOOXPAHEHUS
Poccuiickon @enepanumu.

9. Dkcnept npu MPOBEICHUM TMOPYUYEHHOM €My IpeicelaTeIeM COBETa
0 3TUKE YTHUECKOU IKCTIEPTU3BI 00sI3aH:

a) IPOBECTH MOJHOE UCCIEA0BaHUE MPEACTABICHHBIX KONUN JOKYMEHTOB
U CBEIECHUM, Jarb O00OCHOBAaHHOE U  OOBEKTHBHOE  3aKJIIOYEHUE
[0 TIOCTaBJIEHHBIM II€pe]l SKCIEPTOM BONpOcCaM WJIM MOTUBHPOBAHHOE
3aKJIOYEHHE O  HEBO3MOXXHOCTH  NPOBEACHUS  JKCIIEPTOM  3TUUYECKOMU
AKCIEPTU3bI, €CIIM MTOCTABJICHHBIE BOIIPOCHI BHIXOASAT 3a MPEEIIbl CHEIUATbHbBIX
3HAHUW DHKCHOEpPTa, MPEJCTABICHHbIE KOMUU JAOKYMEHTOB W (WMJIM) CBEICHUS
HEMIPUTOJHbl WM HEIOCTATOYHBI [JII MPOBEIACHUS STUYECKON SKCIEPTU3BI
U TOATOTOBKM 3aKJIIOUYCHUs JIMOO COBPEMEHHBIM YpOBEHb Pa3BUTHUS HAYKH
HE MM03BOJISIET OTBETUTH HA IMOCTABJIIEHHBIE BOIIPOCHI;

0) popmyaupoBaTh BBIBOJIBI (B IIpeeiIax CBOCH KOMIIETCHITUH), KOTOPHIC
JIOJIKHBI OBITh OJTHO3HAYHBIMH U IMOHSATHBIMU;



B) HE pasrjiamaTh CBEJICHHS, KOTOPBIE CTaJIM U3BECTHBI SKCIEPTY B CBSI3U
C MPOBEACHUEM STUYECKOW JKCHEPTU3bI, @ TAKKE CBEICHMS, COCTABIAIOLINE
rocyJIapCTBEHHYI0, KOMMEPUYECKYIO WJIA UHYIO OXPAHAEMYI0 3aKOHOM TalHY;

') COOJII0/IaTh YCTAHOBJICHHBIC CPOKU U TOPSIOK MPOBEICHUS dTUYECKON
AKCIIEPTHU3BI;

1) 00eCIeYnTh COXPAHHOCTh TPEJCTABICHHBIX KOMUW JIOKYMEHTOB
Y CBEJICHHUI.

10. Dxcnept He BOpaBe:

a) MPOBOJIUTH ITHUYECKYIO AKCIIEPTU3Y MO OOPAIEHUI0 HEMOCPEICTBEHHO
K HEMY OpraHu3anui win GU3NIeCKUX JIUIL;

0) CaMOCTOSITEIbHO CcOOMpaTh MaTepuajbl IS MPOBEACHHS STUYCCKON
JKCIIEPTHU3BI.

11.B Teuenue 6 pabouumx JHEH CO JHA OKOHYAHUS MPOBEACHUS
ATUYECKOU IKCIEPTU3BI OTBETCTBEHHBIN CEKPETAPh COBETA IO 3TUKE COCTABIISIET
3aKJTI0YCHUE B TUCBMEHHOM opme 00 B PopMe IIEKTPOHHOTO JOKYMEHTA.

12. 3axroyeHre B MMCbMEHHON (DOopMe TOAMUCHIBACTCS YJIC€HAMHU COBETA
M0 ATUKE C YKa3aHWEM JIOJDKHOCTH, (paMUJINM, UMEHH, OTYECTBa (TIOCJICIHEE -
pyu Hainuuyuu). BHeceHWe W3MEHEHUH B 3aKIIOYEHUE HE JIOMyCKAeTCs.
3aknroueHue B (opMe SIEKTPOHHOTO JIOKYMEHTa IMOAMHUCHIBACTCS MPOCTHIMU
ANIEKTPOHHBIMU ~ TIOJIMUCAMH, WM  YCUJICHHBIMH  KBaJIU(UIIMPOBAHHBIMHU
ANIEKTPOHHBIMU  TOJANUCSIMH, WIA YCWICHHBIMA HEKBaTU(PUIIMPOBAHHBIMHU
AIIEKTPOHHBIMU MOAIUCAMH WICHOB COBETA IO 3THKE.

13. YneH coBeTa Mo 3THKE B CIyyae HECOIJacusi ¢ BbIBOJIAMHU ITUUYECKOU
AKCHEPTU3bl, U3JIOKEHHBIMH B 3aKJIIOUYECHUHM, U3JIaraeT CBOE€ MHEHHE
B MMCHbMEHHOM BHUJIE ¢ 000CHOBAaHMEM MPUYUH TAaKOTO Hecoriacus. JJokymeHT,
B KOTOPOM M3JI0KEHO MHEHHE JKCIIEPTA, HE COTJIACHOTO C BBIBOJAMHU 3TUYECKON
AKCHEPTU3bI, TMPUIIAraeTCd K 3aKIIOUEHUI0 U SBISETCS €ro HEOThEeMIIEMOM
YaCThIO.

14. B Teuenue 2 paboumx AHEH CO JHS COCTABJICHUS W TIOJIMHCAHUS
B COOTBETCTBUU ¢ mnyHKTamu 11 -13 Hacrosmumx [IpaBun 3akiroueHus
OTBETCTBEHHBIII CEKpeTapb COBETa [0 JTUKE IepeaaeT B MHUHHUCTEPCTBO
3npaBooxpaHeHusi Poccuiickoit ®enepanuu  3akiaOueHHE Ha OyMa)XHOM
HOCHTEJIE UIU B (hOpME DIIEKTPOHHOTO JIOKYMEHTA.




ITPMJIOKEHHUE Ne 3
K [IpaBuiiam oOpatieHust OMOMEAUIIMHCKIX
KJIETOYHBIX IIPOJYKTOB, IIPEIHA3HAYEHHBIX
JUI UCTIOJIHCHUSI UHAUBUYaIIbHOIO
MEIUIMHCKOr0 Ha3HAYeHUs] OMOMEIUIIMHCKOTO
KJIETOYHOI'O IIPOAYKTA, CIIELHAIEHO
IIPOU3BEACHHOTO JUIS OTAEIBHOIO MalueHTa
HEIOCPEACTBEHHO B MEAULIMHCKON OpraHn3alu,
B KOTOPOW IIPUMEHSAETCS JaHHBIN
OMOMEIMIIMHCKUH KJIETOYHBIN NPOAYKT

(bopma)

SAKJIOYEHMUWE

00 3THYECKOil 000CHOBAHHOCTH MPOU3BOJACTBA U IPUMEHEHUS
OMOMEeIMIUHCKOI0 KJIeTOYHOI0 MPOAYKTA, MPeHA3HAYEHHOT 0
JJISl MCIIOJTHEHUS] MHAUBUIYAJLHOT0 MEIUIIHHCKOT0 HA3HAYEHUS
OMOMETUIIUHCKOT0 KJIETOYHOI0 MPOAYKTA, CIIeIHAJIbHO MPOU3BEICHHOT0
JAJISL OTAeJIBLHOI0 NMAIMEeHTAa HeNOCPeICTBEHHO B MeIMIIUHCKOM
OPraHU3aluy, B KOTOPOH NPUMEHSeTCH JaHHbIH OMOMe AN IIUHCKUM
KJICTOYHBIN NPOAYKT (MHAMBUAYAJIbHbIH OMOMeIMIMHCKUH
KJIETOYHBIN MPOAYKT), COCTABJIEHHOE COBETOM I10 ITHKE

JlaTa mpoBeieHUsI 3ace/laHus coBeTa 1o ATuke " " 20 T

1. OO011He 0I0XKEHUA

l1.1.Homep wu pmara 3amanuss MwuHUCTEpPCTBA  3IPABOOXPAHEHUS
Poccuiickon ®enepannu
1.2. HaumeHoBaHue WMHAUBUAYAJIBHOTO OHMOMEAMIIMHCKOTO KJIETOYHOTO
MPOAYKTa
1.3. Cnioco6 u KpaTHOCTh MIPUMEHECHUS VHIMBUTYaJIbHOTO
OMOMEIMIIMHCKOTO KJIETOYHOTO IPOYKTa

1.4. Tun WHAMBUAYATHHOTO OWOMEIUIIMHCKOTO KJIETOYHOTO IMPOIYKTa
(ayTOJOTUYHBIN, aJUTOTeHHBIA, KOMOMHUPOBAHHBIN)

1.5. HaumeHnoBanne © ajapec MecTa HaXOXICHUS MEIUIIMHCKON
OpraHu3ali, B KOTOPOM MpeAnojaraeTca OCYIIECTBICHHUE MPOU3BOACTBA
U TPUMEHECHHUS WHIAWBUIYATLHOTO OHOMETUIIMHCKOIO KIJIETOYHOIO IPOAYyKTa

1.6. ®amuiun, uMeHa, oT4yecTBa (MPU HAIUYMHU) BSKCIEPTOB COBETA
0 3TUKE




1.7. O6 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTH CBEJCHHM, W3JI0KCHHBIX
B 3aKJIFOUEHUU, IPEAYTPEIK/ICH:
AKCHEPT

(d.m.0.) (moamuce)

2. 3KCHepTHaH OLCHKA NPCACTABIICHHBIX Ha 3TUYCCKYIO OKCIICPTU3Y
JOKYMCHTOB 1 CBCI[CHHﬁ, CBA3AHHBIX C IPUMCHCHUCM NWHIAUBUAYAJIBHOTO
6I/IOM6I[I/IHI/IHCKOFO KJIICTOYHOI'O ITPOAYKTA

2.1. Ouenka OOOCHOBaHMS MPEAINOIAra€MOr0 pHUCKA B CPABHEHUU
C 0KMJAAEMON MOJIb30M MPU MPUMEHEHUH UHAUBUIYAJTBHOIO OMOMEIUIIUHCKOTO
KJIETOYHOT'O MPOIYKTa

2.2.0uenka  TOKa3aHWW Uil  NPUMEHEHUS  WHIAMBHUAYAIBHOIO
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa

2.3. OueHka NPOTHBONOKA3aHWWA JUIsI TNPUMEHEHUS WHIWBHUAYAJIBHOIO
OMOMEIUIIMHCKOTO KJIETOYHOTO MPOIYKTa

2.4.Onenka  OOOCHOBAaHHOCTM  OTMEHbl  WJIM  NIPHUOCTAHOBJIEHUS
CTaHJIAPTHOTO JIeYeHH (COMyTCTBYIOLINE 3a00JIeBaHNUsA) MALIUEHTOB, Y KOTOPBIX
OPUMEHSETCS WHIUBUAYaJIbHBIH OMOMETUIIMHCKUN  KIETOYHBIA MPOIYKT

2.5.0neHka  JOCTaTOYHOCTH W JOCTYIIHOCTH I TOHUMAaHUs
uH(pOPMaIMK O MPUMEHEHUN UHANBHUIYAIbHOTO OMOMEIUIIMHCKOTO KIETOYHOTO
NPOJYKTa, M3J0KEHHOM B HH(DOPMAIMOHHOM JIMCTKE JUIsl  MAlMEeHTa

2.6. OueHka BIUSHUA PE3YJIbTATOB NPUMEHEHUS HWHAMBUAYaJIbHOTO
OMOMEIUIIMHCKOTO KJIETOYHOr0 MPOJYKTa Ha COOOIIECTBO 3aMHTEPECOBAHHBIX
B TAKOM IIPUMEHEHMH JIFOAEN

3. BeiBOA 3THUECKOMN DKCTIEPTU3BI

[Ipou3BOACTBO M MNPUMEHEHUWE WHAMBUIYATIBHOIO OHMOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTa

(o6ocHOBaHBI MM HE 00OCHOBAHEI - YKa3aTh HY)KHOE)

DKcnept

(TOMKHOCTB) (b.m.0.) (oamnuce)
DKcnept

(omKHOCTD) (¢p.n.0.) (monnucek)
Dkcnept

(MOIKHOCTD) (b.m.0.) (moamuce)




I[TPMJIOKEHUE Ne 4
K [IpaBuiiam oOpatieHust OMOMEAUIIMHCKIX
KJIETOYHBIX IIPOJYKTOB, IIPEIHA3HAYEHHBIX
JUI UCTIOJIHCHUSI UHAUBUYaIIbHOIO
MEIUIMHCKOr0 Ha3HAYeHUs] OMOMEIUIIMHCKOTO
KJIETOYHOI'O IIPOAYKTA, CIIELHAIEHO
IIPOU3BEACHHOTO JUIS OTAEIBHOIO MalueHTa
HEIOCPEACTBEHHO B MEAULIMHCKON OpraHn3alu,
B KOTOPOW IIPUMEHSAETCS JaHHBIN
OMOMEIMIIMHCKUH KJIETOYHBIN NPOAYKT

ITPABHJA

NnpoBeAeHusI OMOMEINIIUHCKOM IKCIIEPTH3bI OMOMEIUIIUMHCKOT 0
KJIETOYHOI0 MPOAYKTA, NPEAHA3HAYEHHOI0 JJIs1 UCIIOJTHEHMSI
HHAMBUAYAJIBHOT0 MEIUIIMHCKOT0 HA3HAYEHUS OMOMEeIHULIINHCKOTO
KJIETOYHOI'0 MPOAYKTA, CIIENMAJIbHO MPOU3BEIEHHOI0 1JIsl OTAEeJIbHOI0
NMANMEHTA HeNOCPEACTBEHHO B MEAMIIUHCKON OPraHu3auum, B KOTOPOu
NPUMeEHsAETCS JAHHbIN OMOMETUIIMHCKHH KJIeTOYHbIN NMPOAYKT

1. Hactosimue IlpaBuna perynupyroT nOpoBeAeHUE OWOMEIUIIMHCKON
AKCIIEPTU3bl OMOMEIUIIMHCKOrO KJIETOYHOIO MpPOJYKTa, IpeIHa3HAYEeHHOTO
TUTSt VICTIOJTHEHUS VHJABUAYAJIBHOTO MEJIUIMHCKOTO Ha3HA4YECHUs
OMOMEIMIIMHCKOTO KJIETOYHOTO TMPOJIYKTa, CHEIHATbHO MPOU3BEIEHHOTO
JUIsL OTZAEJIBHOTO ITallMEHTa HEMOCPEACTBEHHO B MEIMIMHCKOW OPraHU3aluH,
B KOTOpPOH NpUMEHSAETCA MAaHHBIA OMOMEIULMHCKUI KIETOYHBIA MPOAYKT
(manee - MHIMBHIYaTbHBIA OMOMEIUIMHCKUI KIETOYHBIA MPOAYKT), B LENISAX
npejcraBieHuss B MUHUCTEPCTBO 3ApaBooxpaHeHus Poccuiickoit denepannun
3aKJIIOUEHHUS, TpeayCcMOTpeHHoro npuioxenuem Ne 5 k [IpaBuiiam oOpareHust
OMOMEIMIIMHCKUX KJIETOYHBIX MPOIYKTOB, MPEAHA3HAYCHHBIX ISl UCTIOTHEHHS
WHIUBUYAJIbHOIO MEIUIMHCKOIO Ha3HAYEHUs OMOMEIUIMHCKOrO KJIETOYHOTO
MPOAYKTA, CIEIHUAIbHO MPOU3BEACHHOIO JUIi  OTHEIBHOIO  ITallMeHTa
HEIOCPEACTBEHHO B MEIMIIMHCKOW OpPraHM3allM, B KOTOPOM INPHUMEHSAETCS
JAHHBIN OMOMEIMIIMHCKUI KJIETOYHBIN MPOAYKT, YTBEPKACHHBIM
[IOCTAaHOBJICHUEM IIpaBuTenbCcTBa Poccuniickon denepanun
or 28 wmapra 2024 r. Ne 384 "OO yrtBepxknenuu IlpaBun oOparieHus
OMOMEIMIIMHCKUX KJIETOYHBIX MPOIYKTOB, MPEAHA3HAYCHHBIX ISl UCTIOTHEHHS



UHAUBUIYATHOTO MEAUIIMHCKOIO Ha3HAaYeHUss OMOMEIUIIMHCKOTO KJIETOYHOTO
OPOJYKTa, CHEHHAIbHO MPOU3BEAEHHOIO ISl  OTAEIBHOTO  NAlWEHTa
HEIMOCPEACTBEHHO B MEJUIMHCKOW OpraHu3allid, B KOTOPOM IPUMEHSETCS
JaHHBIM OMOMETUIIMHCKUI KJIETOYHBIA MpOIyKT" (Jajiee COOTBETCTBEHHO -
AKCIIEPTHOE 3aKJIF0OUEHHUE, OMOMEIUIIMHCKAs DKCIIEPTU3A).

2. buomenuuuHcKass ~ dKcHepTh3a  OPOBOJUTCS B (eaepalbHOM
rocyJapCTBEHHOM OIO/DKETHOM  YUPEKJEHUHU, HaxXOM[IIeMCs B  BEJACHHUH
MunucTepcTBa 3apaBooxpaneHust Poccuiickoit deaepanuu u o0ecreunBaronem
UCIIOJIHEHUE  TOJHOMOYMM  MMHHMCTEPCTBA IO  BBIJAY€  pa3pelICHUI
Ha MPOBEJCHUE KIMHUYECKMX MCCIIeIOBaHUN OHOMEIUIMHCKUX KIETOUYHbIX
OPOAYKTOB W (MJIM) TOCYJApPCTBEHHOM  perucrpauud  OMOMEIUIIMHCKUX
KJIETOUHBIX MPOJIYKTOB (JlaJIee - IKCIIEPTHOE YUPEKICHUE).

3. buomenuuuHCKas  3KCIEpTHU3a  OCHOBBIBAETCS  HA  IPUHLHUIAX
3aKOHHOCTH, COOJIOJIEHUSI MpaB W CcBOOOJ 4YelOBeKa M TpaKIaHUHA,
OpaB HOPUAUYECKOrO JIMI[A, HE3aBUCHMOCTH JKCHepTra, OOBEKTUBHOCTH,
BCECTOPOHHOCTH M TOJHOTBI HUCCIIEIOBAHUM, TPOBOJUMBIX C HCIIOJIb30BAaHUEM
COBPEMEHHBIX  JIOCTH)KCHUHM  HAyKM W TEXHUKH, OTBETCTBEHHOCTH
AKCIIEPTHOTO YUPEKJEHUS U JKCHEPTOB 3a cobioneHue Hacrosmmx [IpaBun
M 32 KaU4eCTBO MPOBEICHUsI OMOMEUIIMHCKON IKCIIEPTUHI.

4. BuoMeIMIMHCKAsT DKCIEpPTU3a MPOBOAUTCA KOMHCCUEH DKCIEPTOB
DKCHEPTHOTO  YUPEXKACHUS, HA3HAYEHHOW PYKOBOIUTEIEM JKCIIEPTHOIO
yUpexJeHus: (Janee - KOMHUCCHSI DKCIEPTOB), C COCTaBIEHUEM HKCIEPTHOIO
3aKJIOUYEHHS] M €ro HampaBieHUEeM B MUHHCTEPCTBO 3ApaBOOXPaHEHUS
Poccuiickoit denepanu B CpoK, HE MpeBbIIAOIMN 42 pabounx JTHEH,
WIM B CJIy4Yae HampaBlIeHUS MHUHUCTEPCTBOM 3alpoca, MNPEeayCMOTPEHHOIO
nyHkToM 14 HacTosiux [IpaBum, B cpok, He npeBblmatomuii 50 padbounx aHEH.

5. JlHeM Hauaja MpPOBEAEHUS OMOMEIUIIMHCKOW SKCHEPTU3bI SBIISAETCS
I€Hb, CIENYIOIIMIA 3a JHEM 3aKIOUYEeHUS MEAULIMHCKON OpraHu3aluei,
IUTAHUPYIOIIEH MTPOU3BOAUTH U MIPUMEHSATh UHIMBUIYATbHBIM OHMOMETUIIUHCKHI
KJIETOUHBIH MPOAYKT (Jajiee - 3asBUTENb), C DSKCHEPTHBIM YUPEXKICHHUEM
JI0OTOBOpa 00 OKa3aHUU YCIIYT MO MPOBEICHUI0 OMOMETUITMHCKON IKCTIEPTU3BI.

6. buomequuUHCKas SKCOEPTU3a MPOBOAUTCS HAa OCHOBAaHUM 3aJaHUs
MuHucrepcTBa 31npaBooxpaHeHus Poccuiickonn ®epepanuy Ha IPOBEICHUE
OMOMEIIMIIMHCKON SKCHEPTU3bl, K KOTOPOMY MPHJIAraroTCs CIEAYIOIINE KOIHH
JOKYMEHTOB U CBEJICHUS:

a) 3asBJICHUE O TMPEJOCTABJICHUHM pa3pellieHus] Ha IMPOU3BOJCTBO
U IPUMEHEHNE UHAUBUAYATbHOTO OMOMEIUIIMHCKOTO KJIETOYHOTO IPOYKTa;



0) cieruukanys Ha HUHIAUBUAYAITbHBIM OMOMEIUIIMHCKUN KJIETOUYHBIN
TPOLYKT;

B) IIPOCKT HOPMATUBHOMW JOKYMEHTAIIUN HAa OMOMEIUIIMHCKUH KIICTOYHBIN
TPOLYKT;

) IPOCKThI MAaKETOB IIEPBHYHON YIAKOBKM W BTOPUYHON YIAKOBKHU
WHIVUBUYJIbBHOTO OMOMEIMIIMHCKOTO KJIETOYHOTO ITPOJIYKTa;

I[) OTUCT 0 IMPOBCACHHOM JOKIIMHNYCCKOM HCCJICA0OBAaHNU
WHAUBUAYAJIBHOT'O 6HOMC,Z[PIHI/IHCKOFO KJICTOYHOI'O IIPOAYKTA,
C) IMPOCKT periiaMCHTA IMpOU3BOACTBA HHAWBUYAJIBHOI'O

OMOMEIMIIMHCKOTO KIETOYHOTO MPOIYKTa;

) UHPOPMALIMOHHBIN JIMCTOK MAlMEHTA;

3) IPOEKT  HMHCTPYKIUU o OPUMEHEHUI0  HWHAUBUYaJIbHOTO
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOJIyKTa, COJEpKaIleld CBEIACHUS, YKa3aHHBIE
B noanyHkrax "a" - "H", "n" u "p" nmynkra 13 yactu 2 crarbu 9 denepanbHOTrO
3akoHa "O OMOMEIUITMHCKUX KJIETOYHBIX MPOAYKTax";

W) IOKYMEHTBI, MOATBEPXKIAIOIME HAIUYUE Y 3asBUTENS OTIEICHUS
(mayiaThl) MYHTEHCUBHOM Te€panuu U peaHuMalluu;

K) CBEJICHUA O pe3yJibTaTax paHee MPOBEACHHBIX HAYYHBIX MCCIIECOBAaHUMN
KJIMHUYECKOTO TMPUMEHEHHS OWOMEAMIIMHCKOTO  KJIETOYHOTO MPOAYKTa,
POU3BEACHHOTO (M3TOTOBJIEHHOI0) MO pa3pa0OTaHHOW TEXHOJIOTUHU, U (WJIM)
O pe3yJibTaTax paHee IPOBEICHHBIX HAYUYHBIX HCCIEIOBAHUN KIMHUYECKOTO
NPUMEHEHUS aHAJIOTUYHBIX MPOJYKTOB (B CIyyae HAJTUYMS).

7. PykoBoauTENb SKCHEPTHOTO YUPEXKACHUS 0OeCleuynuBaeT HajuleKalee
npoBe/ieHHne OUOMEIUIIMHCKONW SKCHEepTU3bl B COOTBETCTBHU C 3a/IaHHEM
MuHucTepcTBa 3apaBooxpaHeHus Poccuiickon @Penepauru M OpraHu3yeT
NOATOTOBKY SKCIEPTHOIO 3aKIIYEHUA. B cocTaB KOMHUCCHM DKCIEPTOB
[0 XOJATalCTBY DKCIIEPTA HA OCHOBAHUM PEUIEHUS PYKOBOIUTENS KCIIEPTHOTO
YUpEXKJACHUSI MOTYT OBbITh BKJIOUEHbI B KayeCTBE OHKCIIEPTOB HWHBIC JHUIIA,
B TOM Yucie He paldoTaroue B OITOM JKCIEPTHOM  YUPEXKICHHH,
€CJIM UX CHeIHalbHbIe 3HAHUS HEOOXOIMMBI JUIsl TPOBEICHUS] OMOMEIUIIMHCKOM
DKCHIEPTU3BI.

8. IIpu mpoBeneHUU OMOMETUIIMHCKOW HKCIIEPTU3bl IKCIEPT HE MONKET
HaXOJUThCA B KaKOW-IMOO 3aBUCUMOCTH OT 3asiBUTENS, JUIA, HA3HAUUBIIETO
OMOMEIIMIIMHCKYIO0 ~ DKCIEePTU3Y, WM JAPYruxX JIML, 3auHTePECOBAHHBIX
B pe3yJibTaTax OMOMEIUIIUHCKOM SKCIEPTU3BI.

B ciywyae ecnu skcnepTy M3BECTHBI OOCTOSITENBCTBA, MPEMSATCTBYIOLIUE
€ro MPUBIIEYEHUIO K TPOBEJICHUIO OHMOMEIMIIMHCKON SKCIEepPTU3bl, 3KCHEPT



coobmraer 00 yYKa3aHHOM OOCTOSITENIbCTBE PYKOBOJUTEIIO DKCIEPTHOTO
YUPEKICHUS.

9.Ilepen  HauamoM  MOpOBeNEHUA  OUOMEAMIIMHCKOM  DKCIEPTHU3BI
OPOBOJMTCS OPraHU3allMOHHOE 3aCElaHhe€ KOMMCCHUU SKCIEPTOB, KOTOPOE
oopMisieTcss TPOTOKOJIOM, TOJMNUCHIBAEMbIM BCEMU WJIEHAMH KOMMCCHH
AKCIEPTOB, U HA KOTOPOM 3KCIEPTHI:

a) 130MPAIOT U3 CBOET0 COCTaBa IMpeicenaresiss KOMHCCHM HKCIEPTOB
U €€ OTBETCTBEHHOT'O CEKpeTaps;

0) onpenensoT MOPSAOK pabOThl KOMHCCHUH JKCIEPTOB M NPUHATHS
€10 PELICHUN;

B) ONPEJENSIOT OCHOBHBIE HAMPABIEHUS pa0OTHI HKCIEPTOB, a TaKkKe
HOPAJIOK U YCIIOBUS OpraHu3aluu paboThl SKCIIEPTOB;

) YTBEPXKJIAIOT KaJICHJApHBIA IUTaH paboThl KOMHMCCHHM HKCIIEPTOB
C YYETOM CpOKa MPOBEACHUS OMOMETUIIMHCKON SKCIEPTU3BI.

10. [Ipencenarens KOMUCCUU SKCIEPTOB:

a) MPOBOJIUT 3acCeAaHUsI KOMUCCHUU SKCIIEPTOB U MOANUCHIBAET MPOTOKOJIbI
TaKuX 3aCEIaHuil;

0) KOHTPOJIUPYET BBIMOJIHEHUE OHKCIIEPTAMHU, BXOMASIIUMH B COCTaB
KOMHUCCHUU DKCIIEPTOB, IUIaHA pPabOThl KOMHUCCHM JKCIEPTOB W MPUHUMAET
pelieHnss O BHECEHMM B HEr0 HM3MEHEHUH C Y4YE€TOM CpOKa IpPOBEICHUS
OMOMEIMIIMHCKON SKCIIEPTU3BI,

B) popMuUpyeT NpuU HEOOXOJUMOCTH OHKCHEPTHhIE TPYIIbl B COCTaBe
KOMHUCCHUU 3KCHEPTOB IO OCHOBHBIM HANPAaBICHUSIM OMOMEIUIIMHCKOM
AKCHEPTU3BI;

I') PEACTaBISIET PYKOBOJIUTEIIO AKCIEPTHOTO YUPEKICHUS
YTBEPKIECHHbIE HA  3aceJaHusAX KOMHCCUU  OSKCHEPTOB  NIPEMJIOKEHUS
00 U3MEHEHUH €€ COCTaBa, MopsiiKa padOThl U IPUHATHUS €0 PEIICHUM.

11. OTBETCTBEHHBIN CEKpETAPh KOMUCCUU IKCIIEPTOB:

a) OpraHu3yeT  MpPOBEJCHHE  3acelaHhii  KOMHUCCHM  DKCIIEPTOB
1 0(popMIISIET MPOTOKOJIBI ATUX 3aCE/IaHUN;

0) MOAroTaBIMBAET [JIi PACCMOTPEHUS Ha 3acelaHUsIX KOMHCCUU
HKCIIEPTOB MOCTYNUBLINE TMPEUIOKEHUSI 00 M3MEHEHUHM €€ COCTaBa, MopsJKa
paboThl KOMUCCUU IKCIIEPTOB U MPUHATHS €10 PEIICHU;

B) 000011aeT MHEHHS U BBIBOJBI JKCIEPTOB IO  pe3yjbTaTam
OMOMEIIMIIMHCKON SKCHEPTU3bl M O00ECHeYMBAeT MOATOTOBKY 3KCIEPTHOTO
3aKJIFOUCHHUS.

12. Dkcnept npu NpoBeIeHUH OMOMEIUIIMHCKOM 3KCIIEPTU3bI 0053aH:



a) MPOBOJIUTh UCCIIEIOBAaHUE YKA3aHHBIX B MyHKTEe 6 HacTosumx [IpaBun
KONHUM JIOKYMEHTOB UM CBEICHUH, OCYIIECTBIISITh OLEHKY IpEeJIaracMbIxX
METOJI0B KOHTPOJISI KaueCTBAa UHAUBUAYAJIbHOTO OMOMEIUIIMHCKOTO KJIETOYHOTO
OpOJyKTa, JaBaTh 3aKJIIOUEHHE 10 IIOCTABJIEHHBIM II€pEl HUM BOMNpPOCAM
C COOTBETCTBYIOIIMM OOOCHOBAaHMEM WJIM 3aKJIIOYEHHE O HEBO3MOXHOCTH
POBEJIEHUS] UM OMOMEIUIIMHCKOM JKCIEePTU3bl, €CIIM MOCTABJICHHBIE BOMPOCHI
BBIXOJST 3a Mpeleibl CHCNHAIbHBIX 3HAaHMM dKcnepra JMOO  eciu
NPE/ICTaBIICHHbIE KOIMWU JOKYMEHTOB U (WJIM) CBEJIEHHUS HENPUTOJIHbI WIH
HEJOCTATOYHBI JIs1 IPOBEAEHUS UCCIIEIOBAHUIN U TOATOTOBKH 3aKIIOUYEHHUS;

0) obecrieunTh  HaJUIeKalllee XpaHEHHE MPEACTABICHHBIX  KOMUUN
JOKYMEHTOB M CBEJICHUI;

B) COOOIIUTD PYKOBOJIUTEIIO AKCIEPTHOTO YUPEKICHUS
00 00CTOSTENBCTBAX, MPEMSATCTBYIOUX €ro MPHUBJICYCHUIO K MPOBEJICHUIO
OMOMEIIMIIMHCKOM  SKCHepTU3bl JUOO HE  TO3BOJISIONIUX  OOECIEUHTh
coOJII0/IeHrE ee TPUHIIUIIOB, YKa3aHHBIX B MyHKTE 3 HacTosmux [IpaBu.

13. Dxcnept He BOpase:

a) MPOBOJUTh  OMOMEIMIIMHCKYIO  JKCIEPTU3y 1O  OOpallleHHIo
HEMOCPEICTBEHHO K HEMY IOPUANYECKUX WU (PU3UUECKUX JIULL;

0) caMOCTOSITENIbHO coOupaTh MaTepua’bl TUTS MIPOBEJCHUS
OMOMEIMIIMHCKON SKCIIEPTU3BI,

B) IPOBOJUTh  KOHCYJbTAallMK B o0mactTd  MpoQeccCHOHATbHON
JESITeIbHOCTU BHE CITYKEOHOTO 3aJaHMUs;

I) pasriamarhk CBEJIEHUS, KOTOPbIE CTaJM JKCHEPTY H3BECTHBI B CBSA3U
C TMpOBEJCHHEM OHOMEIUIIMHCKOM DJKCHEpPTH3bl, a TakKe CBEICHMUS,
COCTaBJISIIOIIME TOCYJAPCTBEHHYK), KOMMEPUYECKYIO WIH HHYK OXPAHSIEMYIO
3aKOHOM TauHY.

14. Ilpu nmpoBeeHUH OMOMEIMIIMHCKON IKCIEePTU3bl DKCIEPT HE BIIpaBe
CaMOCTOATENLHO HCTPeOOBaTh y 3asBUTENs JOKYMEHThl U (WJIM) CBEICHMS,
HEoOXOUMbIE [JIsi TPOBEACHHUS OMOMEIUIIMHCKOW JKcrepTusbl. B ciyuae
HEJOCTATOYHOCTH MPEJCTABICHHBIX DJKCIEPTY CBEICHUM, COAECPKALIMNXCS
B  MpPEICTAaBICHHBIX  3asiBUTEJIEM  KONUSIX  JIOKYMEHTOB,  YyKa3aHHBIX
B moanyHkrax "0" - "3" myHkra 6 Hactosmux I[IpaBun, u mpeacTaBIECHHBIX
3asIBUTEJIEM B COOTBETCTBUM C MOANMYHKTOM "K" myHkTa 6 Hactosmux I[IpaBun
CBEJICHM, IIJI1 MOATOTOBKH 3aKJIKOYEHHUs SKCHEPT BIPABE IMOCTABUTh BOIPOC
O TPEICTAaBIEHUHW €My KOMNUA HEOOXOJUMBIX JIOKYMEHTOB U (MJIM)
HEOOXOIUMBIX CBEJEHUN TMepell PYKOBOJIUTEIEM OJKCIEPTHOTO YUPEXKICHHUS,
KOTOpBIN 00palaeTcss C COOTBETCTBYIOIIMM 3ampocoM B MUHUCTEPCTBO
3apaBooxpaHeHuss Poccuiickori @Penepaunu. MUHUCTEpPCTBO B  TEUYCHUE



OJIHOTO paboyero JHS CO JHS TOCTYIUIGHHS 3ampoca PYyKOBOIUTEINS
AKCIIEPTHOTO YUPEXKIEHUS HAMpABIAET 3asBUTENI0 Yepe3 JIUYHbIA KaOWMHET
dbenepanpHON rocyaapcTBeHHONM MHGOPMAIMOHHON cucTeMbl "EquHbIil nmopTan
roCyJapCTBEHHbIX W  MYHUUMIAIBHBIX  yciayr  (dyHkumii)'  3ampoc
O NPEACTABIECHUU TAKUX KOMHUI JOKYMEHTOB M CBEJCHUM W3 YHMCla yKa3aHHBIX
B moamyHkTax "0" - "3" myHkra 6 Hactosmux [IpaBun u (WIH) TOTTOTHUTEIBHBIX
CBEJICHHII O pe3yibTaTax paHee IMPOBEICHHBIX HAYUYHBIX HCCIEIOBAHUM
KJIMHUYECKOTO NMPUMEHEHUSI MHAUBUAYATBHOTO OMOMEIUIIMHCKOTO KJIETOYHOTO
POJYKTa, MPOU3BEICHHOTO (M3rOTOBJIEHHOT0) MO pa3paboTaHHON TEXHOJIOTHH,
U (WIM) O pe3ylbTarax paHee MPOBEACHHBIX HAYYHBIX HCCIIEIOBAHUIMA
KJIIMHUYECKOTO MPUMEHEHHS] aHAJIOTUYHBIX NPOJIYKTOB C YKa3aHHEM XapaKTepa
3aMeYaHuil U crocoba MX ycTpaHeHus. 3asBUTEb O0s3aH NMPEJCTaBUTh OTBET
Ha 3ampoc pa3peuIuTeNbHOIO OpraHa B CpPOK, HE IPEBBIIIAONINMA
50 pabouux AHEN co JIHA MOJyYeHHs YKa3aHHOIo 3ampoca. B TedeHue omHOro
paboyero AHS €O [JIHA TOCTYIUIEHUSI OT 3adBUTENsI OTBETAa Ha 3ampoc
MUHHCTEPCTBO HANIPABIISIET TAKOM OTBET B SKCIIEPTHOE YUPEKIACHUE.

15. B ciyyae BBISIBJIEHHUSA DJKCIEPTOM B IIPEACTABICHHBIX 3asgBUTEIEM
B OTBET Ha 3ampocC, YKa3aHHbI B myHKTe 14 Hacrosmux IIpaBun, komusx
JOKYMEHTOB M (WJIM) CBEIIEHUSX HEJOCTOBEPHBIX U (MJIM) HEJIOCTATOYHBIX
JaHHBIX WM KONUM JOKYMEHTOB W (MJM) CBEJEHUH, COCTaBJICHHBIX
WIM  COJAEpXallMX TEKCT Ha MHOCTPAaHHOM  s3bIke 0e3  mepeBoja
B YCTAHOBJICHHOM IIOPSJIKE HAa PYCCKUHM S3BIK, JKCIEPT BIIPABE IIOCTABUTH
BOIIPOC O HEJIOCTATOYHOCTH TMPEJCTABICHHBIX KOMUU JOKYMEHTOB M (MJIM)
CBEJICHUH C MOTHBUPOBAHHBIM OOOCHOBAaHHMEM YyKa3aHHOW HEIOCTaTOYHOCTH
U TPEJCTaBJICHUU €My HEOOXOJMMBIX JIOKYMEHTOB W (UJIM) CBEJACHHI
nepex PYKOBOJIUTEIEM OJKCIEPTHOTO YUYPEKIEHUs, KOTOpPBbIH oOpalaercs
C COOTBETCTBYIOIIMM 3ampocoM B  MUHHUCTEPCTBO  3ApaBOOXPaHEHUS
Poccuiickoit ®enepanuu. MUHHCTEPCTBO B TEYEHHWE OJHOTO paboyero JHS
CO JIHS TOCTYIUIEHHS 3ampoca pPYKOBOJUTENS SKCHEPTHOTO YUPEKIACHUS
HaIpaBJISIET 3asBUTEIIIO Yepe3 JTMUHbINA KaOUHET (eliepanibHO rocyJapCTBEHHOM
UH(GOPMAIIMOHHON CHUCTEMBI "EnuHbli noprai roCyJ1apCTBEHHBIX
U MYHULUNATBHBIX yclyr (GyHKUMA)" yBEIOMJIEHHE O HEIOCTaTOYHOCTH
NPE/ICTaBIICHHbIX KOMUW JIOKYMEHTOB U (MJIM) CBEIECHU C MOTHUBHUPOBAHHBIM
000CHOBaHMEM YKa3aHHOM HEJOCTATOYHOCTU M COOOIIEHHEM O BO3MOXHOCTH
MOBTOPHOTO TMpeJACTaBiIeHUs 3asBUTeIeM 10 ucTedeHus S50 pabouux gHei
CO IHS TOJIyYEHHs 3ampoca, ykKazaHHOro B nyHKre 14 Hacrosmux IIpasuin,
KONUH JOopabOTaHHBIX JOKYMEHTOB U (MJiM) cBeleHud. B Teuenue opHOro
pabouero AHsS CO JHS MOCTYIUIEHUS OT 3asBUTENSI OTBETA, COACPIKAIIETO KOIUU



O0pabOTaHHBIX JIOKYMEHTOB W (WJIM) CBEICHHS, MHUHUCTEPCTBO HaIpPaBIISICT
TaKOW OTBET B AKCIIEPTHOE YUPEKJICHUE.

16. B cnyuae wHempezacTtaBieHuss 1o uctedueHun 50 pabouux gHEH
3asBUTEJIEM OTBETA Ha 3alpocC, YKa3aHHbIM B NyHKTe 14 Hactosmux IlpaBun,
MuHucTepeTBO 3apaBooxpaneHusi Poccuiickorn denepanuy B TEUYEHUE OJTHOTO
pabodero JHA HampaBlIsSeT B DJKCIEPTHOE YUpPEXKJEHUE YBEIOMIICHUE
O HENpEACTaBJICHUU 3asiBUTEJIEM OTBETa Ha 3anpoc MUHHUCTEpPCTBA A
MOJATOTOBKM HKCIEPTHOrO 3aKIIOYEHUS] HAa OCHOBAaHUM KOMHUH JOKYMEHTOB
U (WIKM) CBEJCHUN, UMEIOIITUXCS B PACTIOPSKEHUH SKCIIEPTHOTO YUPEIKICHHUS.

17. BpeMss co JHS HampaBj€HUs 3anpoca PYKOBOIUTEINS SKCIEPTHOTO
yupexeHuss B MuHUCTEPCTBO 3apaBooxpaHeHus Poccuiickonn denepanuu
0 JIHS TOJy4eHHUs OTBETAa Ha 3ampochl, yKa3aHHbIe B MyHKTax 14 u 15
Hactosiux [IpaBui, Win yBeJIOMJIEHUSI O HEIMPEJICTAaBICHUM OTBETA Ha 3alpoc
HE YYWTBHIBACTCS TMPU HCYUCICHWU CpPOKA TMPOBEACHUS OHOMEIUIIUMHCKOM
AKCIIEPTHU3BI.

18. Kaxaplii 3KcnepT, BXOMSAIIUM B COCTaB KOMMCCHUHM JKCIEPTOB,
KOTOPOM TOPYYEHO MPOBEJAECHUE OMOMEIUIIMHCKON ASKCIEPTHU3bl, HE3aBUCHMO
U CaMOCTOATEJIbHO TMPOBOJMUT HCCIIEIOBAaHUS, OILEHUBACT PE3YJIbTaThI,
MOJIYy4YEHHbIE UM JIMYHO W JPYTUMH SKcCHepTamMu, U (OPMYJIHUPYET BBIBOIBI
OTHOCHUTEJIbHO TIOCTABJIEHHBIX BOIPOCOB B IIpeJiesiaX CBOUX CHEHUAIBHBIX
3HaHUW. BBIBOJBI 23KCIiepTa JOJDKHBI OBITH OJHO3HAYHBIMHU, IOHATHBIMH
U HAy4YHO 00OCHOBAHHBIMH.

DKCNepT, MHEHHE KOTOPOrO HE COBMNAJAET C PEIICHHEM KOMHUCCHUU
AKCIIEPTOB, BIIPAaBE€ BBIPA3UTh B NMUCBMEHHOW (GopMe CBOE€ MHEHHE, KOTOpOe
npuoOIaeTcss K SKCIEPTHOMY 3aKIHOUYEHUIO, COCTABJIICHHOMY B MHCHMEHHOM
dbopme 6o B dhopme dIEKTPOHHOTO JOKYMEHTA, MOJMUCAHHOTO YCUJICHHBIMH
KBATU(UIIMPOBAHHBIMU ~ DJIEKTPOHHBIMU ~ TOJMUCAMU  YJE€HOB  KOMHCCHUH
AKCIIEPTOB.

19. B neHb cocTaBi€HUs] W MOJNUCAHUS B COOTBETCTBUM C IYHKTOM 18
Hactosiux [IpaBuUil 3KCOEPTHOrO 3aKIIOYEHUS] DKCIEPTHOE YUPEKICHUE
nepenaer B MuHHCTEPCTBO 3ApaBooxpaHeHusi Poccuiickon ®denepanuu
B MHUCbMEHHOU ¢opMme uiau B ¢GopMe 3JIEKTPOHHOTO JIOKYMEHTA IKCIEPTHOE
3aKJIIOUCHHE, a Takke rmepeaaer B MMHHCTEPCTBO  CIIEHHM(UKAIUIO
HAa UWHIUBUAYAJIbHBIA OUOMEIUIIMHCKHM  KJIETOYHBIM MPOJYKT, MPOEKT
HOPMATUBHOW  JIOKYMEHTAIlMM HAa  HWHIWBUAYAJIbHBIA  OHOMEIUIIMHCKUM
KJIETOUYHBIM MPOJYKT, MPOEKThl MAKETOB MEPBUYHON YNAKOBKHM W BTOPUYHOU
YIAKOBKU WHJUBHUIYaJTHOTO OMOMEIUIIMHCKOTO KJIETOYHOTO MPOAYKTa, MPOSKT
periiaMeHTa IPOW3BOJICTBA MHAMBUIYATBHOTO OMOMEIUIIMHCKOTO KJIETOYHOTO



OpOJyKTa, HWH(GOPMAIIMOHHBIA JIMCTOK TNAalMeHTa W MPOEKT HHCTPYKIIHH
0 MPUMEHEHUIO0 WHJIMBUAYaTbHOTO OMOMEIUIIMHCKOTO KJIETOYHOI'O MPOAYKTa,
KOTOpbIE  pacCMAaTPUBAIMCh KOMMCCHEH  JKCHEPTOB MPHU  COCTABICHUH
AKCHEPTHOrO 3aKJIIOYEHUS B SJICKTPOHHOM BHJIE IO TEIEKOMMYHHUKAIIMOHHBIM
KaHaJjlaM CBS3H.




I[TPUJIOXEHHUE Ne 5
k [IpaBunam obGpareHus: GMOMETUIIMHCKUX
KJIETOUYHBIX MPOYKTOB, MTPEIHA3HAYCHHBIX
JUTS1 UCTIOJTHEHUSL UHIUBUY AIbHOTO
MEJIUIIMHCKOTO Ha3HAYCHUSI OMOMEIUITUHCKOTO
KJIETOYHOTO MPOAYKTA, CIICHHAIBHO
ITPOU3BEACHHOTO JUISl OTAEIBHOIO MalMeHTa
HETIOCPEICTBEHHO B MEAULIMHCKOW OpraHU3allnH,
B KOTOPOU MPUMEHSIETCS JaHHBIN
OMOMETMIIMHCKUHN KJIETOYHBIN MPOAYKT

(dbopma)

HAMMEHOBAHUE OPI AHU3ALIMM, BBIJJABIIEN 3AKJIFOUEHUE

YTBEPXIAIO

(pammmst, uMs1, 0TYECTBO (MIPH HATMYHN) PYKOBOIUTEIIS,
HOAIINCE, IEYaTh YUPEIHKICHUS)

n " 20 T.

JAKJIOYEHUE

KOMHCCHH IKCIIEPTOB (e1epaIbHOI0 roCyAapCTBEHHOI0 OI01’KETHOI 0
YUYpe:RIeHUs 110 NPOBEIeHHI0 O0MOMEeIMIMHCKOMN IKCIIEePTH3BI
OMOMEUIIMHCKHUX KJIETOYHBIX POAYKTOB, COCTABJICHHOE 10 Pe3yJbTaTaM
OMOMETUIIMHCKOM IKCIePTH3bl 0MOMEIMIMHCKOI0 KJIETOYHOI0 MPOAYKTA,
MpeIHA3ZHAYEHHOI'0 1JIA MCIOTHEHUA HHAHUBUAYAILHOI0 MEeHLIIMHCKOI'0
Ha3HAYeHUs OMOMEIUIMHCKOI0 KJIETOYHOI0 NPOAYKTA, CIIeHAJIBHO
NMPOM3BEACHHOI0 VI OTAEJbHOI0 NMAalUeHTA HeNOCPEACTBEHHO
B MeIMLUHCKON OPraHu3anuu, B KOTOPOU NPUMEHAETCH JaHHbII
OMOMeIMIUMHCKHUN KIEeTOYHBIN NPOAYKT (MHAMBHUIYAJIbHBIH
OMOMEeIMUUHCKUN KJIETOYHBIN NMPOAYKT), 0 BO3MOKHOCTH
WM HEBO3MOKHOCTH MPOU3BOACTBA M IPUMEHEHUS
HHAUBHUAYAJIbHOI0 OMOMEIUIMHCKOI0 KJIETOYHOI0 MPOAYKTA

1. OO011He 0I0XKEHUA

l1.1.Homep wu jgara 3agaHuss MuHHCTEpPCTBa  3JpaBOOXPaHCHUS
Poccuiickon ®enepanmu:
1.2. lata mnocrymieHus 3agaHusi MUHHUCTEpPCTBA 3JpPaBOOXPAHECHUS
Poccuitickonn  ®@enepanmu B 3KCHEPTHOE  YUPEKICHUE H  BXOIALIMHU
pPETUCTPAIMOHHBIA HOMED:




1.3.Homep wu pgata pgoroBopa ¢ MEIUIMHCKOW  OpraHu3alue,
TJIAHUPYIOIEH MPOU3BOIUTH U MIPUMEHSATh HHIUBUIYATIbHBIM OMOMETUITNHCKHIMA
KJIETOYHBIA MPOAYKT, 00 OKa3aHWU YCIYT MO MPOBEICHUIO OMOMEIUIIMHCKOM
AKCIIEPTU3bl UHANBUIYATHHOTO OWMOMEIUIIMHCKOTO KJIETOYHOTO TIPOIYKTa,
3aKJIFOYEHHOTO B COOTBETCTBUU C MOPSAKOM WM YCIOBUSAMH IPEIOCTABICHUS,
MOATBEPKACHUS, OTMEHBI pPa3pElIEHUs] HA MPOU3BOJICTBO U IPUMEHCHUE
OMOMEIIMIIMHCKOTO ~ KJIIETOYHOTO TMPOJYKTa, CHCIHAIBHO TMPOU3BEACHHOTO
JUISL OTIEJIBHOTO IMAalMEeHTa HEMOCPEACTBEHHO B MEJIUIIMHCKOM OpraHU3alNH,
B KOTOPOU MPUMEHSAETCS OMOMEAMIIMHCKUN KJIETOYHBIA MPOIYKT, U BHECCHHUS
W3MEHECHUN B PEECTP Pa3pEIICHUN:

1.4. HaumeHOBaHME W MECTOHAXOXKJCHUE MEJAUIIMHCKOM OpraHu3aIluu,
TJIAaHUPYIOLIECH MIPOU3BOJICTBO u MIPUMEHECHHUE WMHJIMBUTYJIBHOTO
OMOMEIUIIMHCKOT'O KJICTOUYHOTO MPOJIyKTa (manee - 3asIBUTEJIb):

1.5. HaumeHoBaHWEe WHIUBUAYAIBHOTO OHOMEAMIIMHCKOTO KJIETOYHOTO
MPOAYKTA:
1.6. ToproBoe HaWMMEHOBaHWE WHIWBHUIYAIHHOTO OHMOMEIUIIMHCKOTO
KJIETOYHOTO MPOAYKTA (YKa3bIBAETCS, €CIIU IPUCBOCHO):

1.7. Tunm wHAMBUIYATBHOTO OMOMETUITMHCKOTO KJIETOYHOTO MPOAYKTa
(ayTOJIOTMYHBIHN, AJJTIOTEHHBIN, KOMOMHUPOBAHHBIN ):

1.8. Haznauenne WHIUBUIYAIBHOTO OMOMETUIIMHCKOTO  KJIETOYHOTO
npoaykra (mpoduiakThka, JUATHOCTHKA, JIeUeHWE 3a00JIeBaHUN WU
COCTOSIHUM, COXpaHEHHE OEpEeMEHHOCTH, MEIMUIIMHCKAs PeaOMINTAIINS):

1.9. ITokazanuss K TPUMCHCHHUIO HWHIWBHIYAJIbHOTO OHOMEIUIIMHCKOTO
KJIETOYHOTO MPOIYKTA:

1.10. KayecTBeHHBIM M KOJIMYECTBEHHBIM COCTaB HWHAWBUIYAJIBHOTO
OMOMEIUITMHCKOTO KJIIETOYHOTO MPOAYKTa:

1.11. CBeneHust 0 CTEPWIBHOCTA WHIUBHUAYAJIHLHOTO OMOMEIUIIMHCKOTO
KJIETOYHOT'O TIPOJYKTA ¥ HAJTUYMHA WH()EKIIMOHHBIX areéHTOB B MHIUBHUIYaIbHOM
OMOMEIUIIMHCKOM KJIETOYHOM MPOIYKTE:

1.12. CBegenust 00 »dKcmepTrax, BKJIOYCHHBIX B COCTaB KOMHCCHUU
AKCTIepTOB ((hamuuivs, UMs, OTYECTBO (MPU HAIMYWH), CTICHUATBLHOCTD, yUCHAS
CTeNeHb (3BaHue) (MPU HAIMYWHU), CTaXK pabOThI, MECTO PabOTHI, JOJIKHOCTD):

1.13. O6 OTBETCTBEHHOCTH 3a JIOCTOBEPHOCTH CBEACHHM, W3JI0KCHHBIX
B 3aKJIIOUYCHUU, TIPETyTIPEIKICHBI:



npeaccaarcyibp KOMUCCHUHU SKCIICPTOB

(MOIKHOCTD) (bamumnus, ums1, 0OTIECTBO (TIPU HATUIHIH ) (moamnuce)

OTBETCTBEHHBIN CEKPETAPh

(MOIKHOCTD) (bamumnus, ums1, 0OTIECTBO (TIPU HATUIHIH ) (moamnuce)

AKCHEPTHI (IO KOJTUYECTBY IKCIEPTOB)

(MOIKHOCTD) (bamumnus, ums1, 0OTIECTBO (TIPU HATUIHIH ) (moamnuce)

2. ConmepkaHuie TPEJCTABICHHBIX Ha OWOMEIMIIMHCKYIO DKCIIEPTU3Y
JOKYMEHTOB  (M3J1arar0TCsi ~ OCHOBHBIC  TIOJIOXKCHHSI  TPEIACTABJICHHBIX
JIOKYMEHTOB):

3. [lepeuenn wuccienoBaHuii, 00bEM MPOBEACHHBIX KaXIbIM JKCIIEPTOM
WCCJICIOBAHNM, YCTAHOBJICHHBIC KAXKIBIM €3 HUX (aKThl W CHETaHHBIC

B PE3YJIbTATE UCCIICIOBAHUIN BBIBO/IbI:
3.1. DkcnepTr3a mapamMeTpoB KadecTBa OMOMEIUITMHCKOTO KJIETOYHOTO
MpPOAYKTa, B TOM WYHCJIE€ METOJ0B KOHTPOJISI KadecTBa WHIMBHUIYaJIbHOIO

OMOMEIUITMHCKOTO KJIIETOYHOTO MPOAYKTa:
3.1.1. Ouenka npeAcTaBICHHBIX 3asIBUTEJIEM JAaHHBIX O MPOUCXOXKJICHUU

KJIETOYHOM JIMHUY (2yTOJIOTHYHBIE KJIETKHU, aJUIOTCHHBIC KJIETKH, BU]I JOHOPCTBA
(MpUKU3HEHHOE U TIOCMEPTHOE JIOHOPCTBO):
3.1.2. OueHka MpeACTaBICHHBIX 3asgBUTCIIEM JaHHBIX 00 HCTOYHHMKE
KJICTOK JUTSI TIOJyYEHUS KJICTOYHOU JTUHUU:
3.1.3. OuieHka MNOpeACTaBICHHBIX 3agBUTEJIEM JIaHHBIX O CTENCHU
b depeHIUPOBKH KIIETOK:
3.1.4. OnieHKka TpeJIOKEHHBIX 3asBUTEIIEM METOJOB ISl OIpeIeeHUs
TUTIA KJIETOYHOM JWHUU (Ha OCHOBE MOPQOJIOTHUECKON XapaKTEPUCTHUKH,
MpUMEHEHUsT MapKepoB A epeHITMPOBKY, a TAaK)KE aHATIN3a SKCIPECCUU T€HOB
B IIpOIIeCcCe KYJIbTUBHUPOBAHUS KIIETOK):
3.1.5. OuleHka mMpEeCTaBICHHBIX 3asBUTEIEM JIaHHBIX 00 YCIIOBUSX

KyJbTUBUPOBAHUS KJICTOYHOM JIMHHUM, a TakKe aHajln3a MpoiudepaTHBHOM
aKTHBHOCTH:

3.1.6. OnieHka mpeacTaBICHHBIX 3asBUTEICM JaHHBIX O CTaOWMJIBLHOCTH
KJIICTOYHON JuHUU (MOJJepKaHue HEOOXOIUMOro ypoBHS IudQepeHIIUpOBKH,
XapaKTePUCTHKA KapHUOTHUIIA KJIETOK (YHUCIIO, Pa3sMephl, CTPYKTypa XpOMOCOM)
B IPOIECCe KYJIbTUBUPOBAHUS KIETOK):

3.1.7. Ouenka TpeJCTaBICHHBIX  3asBUTEJIEM  JIaHHBIX O  TOM,
MOABEPTaIMChH U KICTKH T'€HETHUYECKOW (TeHHO-WHXXCHEPHOM) MOIU(pUKAIIH.



B caydae renermyeckoil MoAuM(pUKAIIMKM KICTOYHOM JUHHUM - OICHKA JAaHHBIX
0 €€ IEeNIX, CIoco0e IMOTYyYEeHHUsS! DKCIPECCUPYIOMICH KOHCTPYKIHMH M JIMHHUH
KJIETOK, O HaJWYUM HEKOHTPOJUPYEMOW OHMOJIOTHYECKONM aKTHBHOCTH
BHOCHMMOI'O B KJIETKM N'€HETHYECKOTO Marepuaia (TpaHCTeHa), a TaKke OIllCHKa
W3MEHECHUN DKCIPECCHU TE€HOB M BO3HUKHOBEHHUSI MYTAallUil B TE€HOME KJIIETOK
KJIETOYHOW JIMHUM T10]1 BIUSHUEM TPAHCIEHA:

3.1.8. OnieHka  1e€BOr0  MpEeJHAa3HAYEHUs  KJIETOYHOW  JIMHUU:

3.1.9. Onienka omwmcaHus MapamMeTPOB >KU3HECIIOCOOHOCTH KJIETOUYHOMN
JUHUY, YCIOBUM M BPEMEHU COXPAHCHHUS €€ KU3HECIIOCOOHOCTH (B TOM UHCIIE
MIPU XPaHEHUU U TPAHCTIOPTUPOBKE):

3.1.10. OueHka oOMMCaHUSI TEXHOJIOTUM TMOJYYEHUS KIETOYHOW JIMHUU
(KIETOYHBIX ~ JIMHWM),  BKJIIOYash  BBIACICHHE  TPEOYeMBIX  KIIETOK,
KyJbTUBUPOBAHUE, XapaKTepU3AIUIO KJICTOYHOW JIMHUM, MACIOPTH3AINIO
(eciu HEOOXOAMMO), co3/aHWEe OaHKa KJIETOK (€cld MPUMEHHUMO), KOHTPOJIb
HCXOJTHOTO CBHIPhS, KPUTUUECKHUX CTaJNI MPOU3BOJICTBA:

3.1.11. OueHka npencTaBiICHHBIX 3asBUTEIEM MaTEPHATOB B OTHOIIEHUU
0aHKOB KJIETOK (€CJIU IPUMEHHMO):

3.1.12. Ouenka omnucaHus TEXHOJOTHMYECKOTO IMpolecca MpOru3BOICTBA
WHIUBUYAIBHOTO  OMOMEIUIIMHCKOTO  KJIETOYHOTO  MPOAYKTa, BKIIIOYAsS
KOHTPOJIb  KJIETOYHOW  JIMHWUW, KPUTUYECKUX  CTaAWil  TPOU3BOJICTBA
Y IPOMEKYTOUYHBIX MPOJAYKTOB (ITPY HAIUYUK):

3.1.13. Onenka BbIOOpa 3asgBUTEIECM  BCIIOMOTATCIBHBIX  BEIIECTB,

HUCIIOJIB3YCMBIX IIPpH IIPOU3BOACTBC HHAHNBHAYAJIBHOI'O 6HOMCI[I/IHI/IHCKOFO
KJICTOYHOTI'O IIPOAYKTA, U IIPCAJIOKCHHBIX 3aABHUTCIICM MCTOJO0B 1JIsI KOHTPOJIA 3a
BCIIOMOI'aTCJIbHBIMH BCIICCTBAMM:

3.1.14. Onienka BBIOOpa 3asBUTENIEM JICKAPCTBEHHBIX TPEMapaToB
JUISE. MEJTUIIMHCKOTO TPUMEHEHUs, (hapMalleBTUUECKUX CyOCTaHIIUMA, BXOIAIINAX
B COCTaB WHIMBUAYaJbHOTO OMOMEIUIIMHCKOTO KJIETOYHOTO MPOJYKTa
(TIpy HANTMYKK):

3.1.15. Ouenka BbIOOpa 3asABHTEIIEM MEIUIMHCKUX H3ACIHHN, BXOJISIINX
B COCTaB MHAWBHUIYAJILHOTO OHOMEIUIIMHCKOTO KJICTOYHOrO IPOJYKTa
(TIpy HANTMYKK):

3.1.16. OueHKka MNPEIJIOKEHHBIX  3asBUTEIIEM  METOJOB  KOHTPOJIA
KauecTBa HHJMBHAYATbHOTO OHOMEIUIIMHCKOTO  KJIETOYHOTO  IMPOJYKTa
Y UX BOCIIPOU3BOIUMOCTH:




3.1.17. Ouenka npeacTaBICHHBIX 3asBUTEIEM MaTEPUAJIOB 10 BaJlUIalluy
AHAJIMTUYECKUX METO0B KOHTPOJIS KadyecTBa WHIMBUTYaJIbHOTO
OMOMEIUITMHCKOTO KJIIETOYHOTO MPOAYKTa:

3.1.18. OneHka NpeacTaBICHHBIX 3asBUTENIEM JAaHHBIX O CTaOWMJIBLHOCTH
WHJIUBUAYAJIBHOTO  OHMOMEIUIIMHCKOTO  KJICTOYHOrO IPOJYKTa BO  BCEX
3asBJISIEMbBIX BUaX EPBUYHOMN YIIAKOBKHU:

3.1.19. OueHka JaHHBIX 110 YCTAHOBJICHUIO 3asIBUTEJIEM CPOKOB T'OJIHOCTHU
WHIUBUYATBHOTO  OMOMEIUITMHCKOTO  KJIETOYHOTO TPOAYKTa BO  BCEX
3asBIIIEMbIX BHJIAX [IEPBUYHON YIIAKOBKHU:

3.1.20. Onienka 0OOCHOBaHMS 3asBUTEIEM YCTAaHABIMBAEMBIX YCIOBUM
XpaHeHHUs] WHIUBUIYAIBHOTO OMOMEIUIIMHCKOTO KJIETOYHOTO TMPOAYKTa:

3.1.21. OueHka MakeTOB NMEPBUYHON YMAKOBKM M BTOPUYHOM YHAKOBKHU
WHJUBUTyUTBHOTO OMOMEIUITMTHCKOTO KJIETOYHOTO MPOIYKTA:

3.2. DkcnepTr3a  JOKYMEHTOB  JJISI  NPEAOCTABJICHUSA  pa3pelieHust
Ha TPOM3BOJACTBO M TPUMEHEHHE WHJUBUAYAIHHOTO OHOMEIUITMHCKOTO
KJIETOYHOTO MPOIYKTA:

3.2.1. Ouenka Hay4yHOW OOOCHOBAHHOCTH MPOTPAMMBI JTOKIMHUYCCKUX
MCCJICIOBAHUN HMHJIUBUAYAJIbHOTO OMOMETUITMHCKOTO KJIETOYHOTO MPOAYKTa:

3.2.2. Onenka BbIOOpA DKCICPUMEHTAIBLHONM MOJCIH  HCCIICI0OBaHUS
U (W) TECT-CUCTEM:
3.2.3. Onenka oObeMa BBINOJHEHHBIX MOKIMHUYECKHUX WCCIIEIOBAHUN

WHIUBUYATBHOTO  OMOMEAMIIMHCKOTO  KJIETOYHOTO TMPOJYKTa B  IEJAX
YCTaHOBJICHHSI €ro (apMakoAMHAMUYECKUX, (papmakomornueckux 3((exTos,
TOKCUKOJIOTUYECKUX CBOMCTB MEXaHW3Ma JICUCTBUS W TOTCHIIMAIBHBIX
MOOOYHBIX JACHCTBUM:

3.2.4. OueHka MHTEPNIPETAIMU Pa3padOTYNKOM MOTYUYEHHBIX Pe3yJIbTaTOB
JTOKIMHUYECKUX HccienoBanuii (papmakomornueckux, papMakOKHHETUIECKUX,
TOKCUKOJIOTUYECKUX HCCJICIOBAaHUN) WHANBUAYATLHOTO OHOMEIUITMHCKOTO
KJIETOYHOTO MPOAYKTA!

3.2.5. OuleHka METOJIOB  CTAaTUCTUYECKON 0O0pabOTKH  pe3yJbTaTOB
JOKIMHUYECKUX  HUCCJICNOBAHMM  WHIAUBUIYAIbHOTO  OHMOMEIUIIMHCKOTO
KJIETOYHOTO MPOIYKTA:

3.2.6. OnleHKa TPEACTaBICHHBIX CBEACHUW O pe3ysibTaTax paHee
MPOBEJICHHBIX ~ HAYYHBIX  HUCCJICMIOBAHMM  KIUHUYECKOTO  MPUMEHEHHUS
WHUBUTyTBHOTO OMOMEIUITMHCKOTO KJIETOYHOTO MPOAYKTa, TMPOU3BEIACHHOTO
(M3rOTOBIEHHOTO) MO pa3padOTaHHOW TEXHOJOTHUH, W (W) O pe3yjbTaTax



paHee TPOBEACHHBIX HAYyYHBIX MCCIEIOBAaHUNA NPUMEHEHUS] aHATOTMYHBIX
MPOAYKTOB (TIPY HAIMYHH):

4. OOmuii BEIBOJ 1O pe3yJIbTaTaM dKCIIEPTU3HIL:
mapamMeTpbl KauyecTBa WHIWBHIYAIbHOTO OHOMEIUIIMHCKOTO  KJIETOYHOTO

MMpoayKTa, B TOM YHUCJIC METOJ0B KOHTPOJIA €ro KadyeCTBa ;
(ocTaTOYHBI WM HEAOCTATOUHBI
JUisl 00ECIIeYCHUsI ero KayecTna -

yKa3aTh HY>KHOE)

PE3YyJIbTaThl JOKIIMHNYCCKHUX HCCJ’ICI[OBEIHHIZ HHAWBUYAJIbHOI'O

OMOMEIUIIMHCKOTO KJIECTOYHOTO TIPOYKTa ;
(TOATBEPIKAAIOT WM HE TIOATBEPIKIAIOT
ero 06e30MmacHOCTh U 3G (HEKTUBHOCTS -
yKa3aTh HyKHOE)

CBEJICHHS O pe3yJibTaTaX paHee MPOBEJICHHBIX HAYYHBIX HCCIEIOBaHUIM
KIIMHAYECKOTO  TPUMEHEHUsT OMOMETUIIMHCKOTO  KIJIETOYHOTO  TPOJYKTa,
MIPOU3BEJICHHOTO (M3TOTOBJICHHOTO) IO pa3pabOTaHHOW TEXHOJOTUM, U (WIIH)
O pe3yJibTaTax paHee IMPOBEJICHHBIX HAYyYHBIX HCCIEAOBAHUM MPUMEHEHUS

AHAJIO'NYHBIX ITPOJYKTOB )
(OTCYTCTBYIOT WJIH ITOATBEPIKAAIOT €ro 0e30MacCHOCTh U 3P PEKTUBHOCTD
WJIM HE MTOATBEPIKIAI0T ero 6e30MacHOCTh U 3 (HEKTUBHOCTS -
yKa3aTh HY>KHOE)

B CBS3M C 4YEM [NPOU3BOACTBO M INPUMEHEHUE HWHIWBUIYaJIbHOTO
OMOMEIUIIMHCKOTO KJIETOYHOTO TIPOYKTa

(BO3MOXKHO MJIM HEBO3MOXKHO - YKa3aTh HYKHOE)
Komuccusa 9KCIICPTOB B COCTABC!

npeaceaaTrciib KOMMCCHUHU SKCIICPTOB

(TOIKHOCTD) (pammms, mMst, oT9ecTBO (TIPU HATIIIUH) (moamuch)

OTBETCTBEHHBIN CEKPETAPH

(TOIKHOCTD) (pammms, mMst, oT9eCTBO (TIPU HATIIIUH) (Toammch)

AKCIIEPTHI (110 KOJIMYECTBY IKCIIEPTOB)

(JTOJKHOCTD) (pammmms, mMst, oT9eCTBO (TIPU HATIIIUH ) (TTomMCh)

aTa OPOPMIICHHUSA 3aKIIFOUCHUA T.
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I[TPNJIOXEHHUE Ne 6
k [IpaBunam obpaiiieHus OMOMETUITUHCKUX
KJICTOUYHBIX MPOJIYKTOB, MIPEIHA3HAYCHHBIX
JUIS1 UCTIOTHEHUS UHAUBUyaIbHOTO
MEIUIIMHCKOTO Ha3HaYeHHsI OMOMETUIIUHCKOTO
KJIETOYHOTO MPOAYKTa, CIEIHUAIBHO
[IPOU3BEICHHOTO I OTEJIBHOTO MMallueHTa
HEIOCPEACTBEHHO B MEAULIMHCKOW OpraHu3aluu,
B KOTOPOW MPUMEHSETCS JaHHbBIN
OMOMEIUIIMHCKUHN KJIETOUYHBIN TPOIYKT

HEPEYEHD

CBeJleHU i, HAHOCUMBIX IIPU NPOU3BOJACTBE OHMOMEIMIIUHCKOI 0
KJIETOYHOI'0 MPOAYKTA, MPEeAHA3ZHAYEHHOT0 JJIf UCIIOJTHEHHS
HHAMBUAYAJIBHOT0 MeIUIMHCKOI0 HA3HAYEeHUSA OMOMeIMIIUHCKOI 0
KJIETOYHOI0 MPOAYKTA, CNIeHUATbHO MPOU3BEAEHHOIO VISl OTAEJIbHOI0
NMAIMEHTA HEMOCPEeACTBEHHO B MEAMIMHCKON OPraHu3alum, B KOTOpoi
NPUMEHSAETCS JAaHHbII OMOMEeTNIIUHCKUHA KJIeTOYHbIH MPOAYKT, HA €ro
MEePBUYHYI0 YIIAKOBKY, BTOPUYHYI0 YIIAKOBKY U TPAHCIIOPTHYIO Tapy,
B KOTOPYI0 OMellleH TaKoi 0MOMeIUIMHCKHUN KJIeTOYHbIH MPOAYKT

1. Ha mepBu4HyI0 YMakoBKYy OMOMEIMIIMHCKOTO KJIETOYHOTO MPOAYKTa,
NPEIHA3HAYEHHOrO Ul HWCIOJHEHUS WHIAMBUIYAIBHOIO  MEIULIMHCKOTO
Ha3HA4YeHUs]  OMOMEIUIMHCKOTO  KJIETOYHOIO  MPOAYKTa,  CHEHUATbHO
MIPOU3BEEHHOI0 JJIsl OT/IEJIBHOIO MallMe€HTa HEMOCPEACTBEHHO B MEIUIIMHCKOMN
OpraHu3allii, B KOTOPOW MPUMEHSAETCS JTaHHBbIM OMOMEIUIMHCKUN KIE€TOYHBII
MPOAYKT (Hajiee - MHAMBUAYaIbHbIA OMOMENUIIMHCKUI KJIETOYHBINA MPOIYKT),
XOpOILIO YHUTAaeMbIM HIPU(TOM Ha PYCCKOM S3bIKE HAHOCATCS CIEAYIOIINe
CBEJICHUS:

a) HAMMEHOBAHHE WHANBUAYAIbHOTO OMOMEAMIIMHCKOTO KIETOYHOTO
MPOJIYKTa;

0) TOproBoe  HAUMEHOBAHHME  HMHJIWBUIYATBHOTO  OHOMEIUIIMHCKOTO
KJIETOYHOI'O MPOIyKTa (YKa3bIBAETCS, €CIU IPUCBOEHO);

B) HAUMEHOBAaHNWE MEJMLMUHCKOM OpraHu3aluy, B KOTOPOW MPOMU3BENIEH
WHJMBUyJIbHBI OMOMEIUIIMHCKUI KJI€TOYHBIN IPOAYKT;

r) THI HMHIMBUIYaTbHOTO OWOMEIUIMHCKOTO KJIETOYHOTO MPOayKTa
(ayTOJIOTUYHBIHN, aJJTOTCHHBINH, KOMOMHUPOBAHHBIN );



1) C1I0c00 u KpPaTHOCTb MpUMEHEHUs MHUBUTYyaIbHOTO
OMOMEIMIIMHCKOTO KIETOYHOTO MPOAYKTa;

€) laTa  TOPOM3BOJACTBA M CPOK  TOJHOCTH  HMHAWBHUAYaJbHOTO
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOJYKTa, OIPEJCICHHbIE KaJleHIapHBIMU
natamu. B cimydae eciau cpok rOAHOCTH MHAMBUIYAIBHOIO OMOMEIULIMHCKOTO
KJIETOYHOT'O MPOAYKTa COCTaBIIIET MeHee 15 CyTOK, yKa3bIBalOTCs Aara, Bpems
(B wacax W MHUHYTaX) MPOU3BOJCTBA HHAMBUAYAIBHOTO OHOMETUIIMHCKOTO
KJIETOYHOT'O MPOJYKTa M JlaTa, Bpems (B yacaX M MUHYTAaX) OKOHYAHUS CpOKa
TOJHOCTH UHAMBUAYAJILHOTO OMOMEIUIIMHCKOTO KIETOYHOTO IIPOIYKTa;

’K) Haanuch "I MHAUBUIYaTIbHOTO IPUMEHEHU "

3) pamuus, uMs, oTdyecTBO (MPU HAIMYMM) TAlMEHTa, IJIs1 KOTOPOTO
MPOU3BEJEH UHANBUIYATbHBIA OMOMEIUIIMHCKUI KJIETOYHBIN MPOAYKT;

M) HOMEp MEAMIIMHCKOM KapThl MalUeHTa, AJII KOTOPOro MPOU3BENIEH
WHJUBUAYJIbHBIA OMOMEIUIIMHCKHUM KJIETOYHBIM MPOIYKT.

B cnydae ecim o0beM MEPBUYHOM YMAKOBKU OHMOMEAMIIMHCKOIO
KJIETOYHOTO TMPOAYKTa COCTaBIsieT MEHee 2 MJI, CBEJCHMS, YKa3aHHbIE
B noAnyHkTax "r" u "a" HaCTOSIEro MyHKTa, MOTYT HE HAHOCUTHCS.

2. Ha BropuuHyro (IOTpPEOUTENIHCKYI0) YHAKOBKY OHOMEIMIIMHCKOTO
KJIETOYHOTO TMPOAYKTa XOpOIIO YUTAEMbIM IHIPUPTOM HA PYCCKOM SA3BIKE
HAHOCSTCS CJIEYIOIUE CBECHUS:

a) HAUMEHOBaHUE WHAMBUAYaJbHOTO OHOMEIUIIMHCKOTO KJIETOYHOTO
MPOJIYKTa;

0) TOproBoe = HAaMMEHOBAHME HWHIUBUIYAIBHOTO  OHMOMEIULIMHCKOTO
KJIETOYHOT'O MPOYKTa (YKa3bIBAETCS, €CIIU IPUCBOCHO);

B) HAUMEHOBAaHHWE MEJMLMHCKOW OpraHM3allid, B KOTOPOW MPOU3BENIEH
WHJIUBUAYJIbHBIA OMOMEIUIIMHCKUM KJICTOYHBIA MPOIYKT;

r) HOMEp M JaTra MPEeJOCTABICHHS pa3pelleHuss Ha MPOU3BOACTBO
Y IPUMEHEHUE UHANBUIYATBHOTO OMOMEIUIIMHCKOTO KJIETOUYHOTO TPOIYKTa;

N) TUIl WHIWBUIYATbHOTO OHWOMEIUIIMHCKOTO KIETOYHOrO0 MPOAYKTa
(ayTOOTUYHBIN, aJTIOTEHHBIA, KOMOMHUPOBAHHBIN );

e) crnocod U KpPaTHOCTb MpUMEHEHUS MHIUBUTYyaIbHOTO
OMOMEIUIIMHCKOTO KIETOYHOTO MPOAYKTa;

) YCJIOBUSl XpaHEHUS WHIWBUIYATbHOTO OMOMEIUIIMHCKOTO KIETOYHOTO
MPOJIYKTa;

3) JaHHBIE O CTEPWJIBHOCTH HHJIUBHUAYAIbHOTO OHOMEAUIIMHCKOTO
KJIETOYHOT'O TIPOIYKTa M HAJTUYMKU MH(DEKIMOHHBIX areHTOB B MHAMBUAYAIEHOM
OMOMEIUIIMHCKOM KJIETOYHOM MpoayKTe (MuUKoruiazMa (o0mias), BHUPYC
MMMYyHOAeQUIMTa YeJoBeKa ThMa 1, BUpyc UMMyHoie(pHUIIMTa YeToBeKa THma 2,



BUpyc remaruta B, Bupyc rematuta C, OnenHas TpernoHEMa, WHbIE
MH(EKIIMOHHBIC areHTHI);

W) 1aTa  TOPOU3BOJACTBA U  CPOK  TOAHOCTH  MHAUBUAYAIBHOTO
OMOMEIMIIMHCKOTO KJIETOYHOTO MPOJYKTa, OIPEJCICHHbIE KaJleHIapHBIMU
natamu. B cimydae eciau cpok rOAHOCTH MHAMBUIYAIBHOIO OMOMEIULIMHCKOTO
KJIETOYHOT'O MPOAYKTa COCTaBIIIET MeHee 15 CyTOK, yKa3bIBalOTCs Aara, Bpems
(B wacax W MHUHYTaX) MPOU3BOJCTBA HHAMBUAYAIBHOTO OHOMETUIIMHCKOTO
KJIETOYHOT'O MPOJYKTa M JlaTa, Bpems (B yacaX M MUHYTAaX) OKOHYAHUS CpOKa
TOJHOCTH UHAMBUAYAJILHOTO OMOMEIUIIMHCKOTO KIETOYHOTO IIPOIYKTa;

K) Haamuch "I HHIUBUAYAIbBHOTO IPUMEHEHHS "

1) daMuiusi, UMs, OT4eCTBO (IIPU HAJIWYMU) TMaIlMeHTa, 1 KOTOPOTo
MPOU3BEJEH UHANBUIYATbHBIA OMOMEIUIIMHCKUI KJIETOYHBIN MPOAYKT;

M) HOMEp MEAMIIMHCKON KapThl MallMeHTa, Uil KOTOPOro MPOU3BENIEH
WHJUBUAYJIbHBIA OMOMEIUIIMHCKHUM KJIETOYHBIM MPOIYKT.

3. Ha TpancnopTHyio Tapy, B KOTOpPYIO IOMEUIEH WHAUBUIYAIbHBIN
OMOMEIMIIMHCKUN  KJIETOYHBIM MPOAYKT, XOpOIIO YHUTAEMBIM IHIPUPTOM
Ha PYCCKOM SI3bIKE€ HAaHOCSITCS:

a) CBeJIeHUsI, yKa3aHHble B moamyHkrax "a" - "B", "u
HACTOSIIIETO MePeyHs;

0) yCI0BUS TPAHCTIOPTUPOBKH;

B) IpeAyNpeAuTeNbHbIE  HAANMUCH W MAHUIYJISIUOHHBIE  3HAKU
(M300pakeHus, yKa3bIBalOIIME Ha CHOCOOBI  OOpallleHHsT C  TPy30M)
("Bepx", "He KaHTOBaTh", "OEpPeUh OT COTHEUHBIX JTy4eil" U UHBIE).

"
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