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TpeOoBanuil K NpodecCHOHANBHON NOATr0TOBKE IKCIEPTOB H CTAXKY PadoThI
[0 CNeNHaJbHOCTH, NOPAAKA HX ATTECTAIlNH HA MIPABO NPOBEACHAS
OMOMeaHIHHCKOH 3KCIEePTH3bI OHOMeAMIHHCKHX KJIETOYHBIX HPOAYKTOB
B eJISIX HX FOCYyAapCTBEHHOH perucTpanuu

B cootBercTtBUM co cTtathell 13 DepepanbHoro 3akoHa ot 23 wmioHsa 2016 r.
Ne 180-®3 «O OuoMemAMIMHCKHAX  KJIEeTOYHBIX mpoxykrax» (CoGpanue
3akoHozarenscTBa Poceniickoit @enepanuy, 2016, Ne 26, cT.3849) npu ka3 sl B alo:
YTBepauTh TpeGOBaHMA K TPO(ECCHOHATGHON MONTOTOBKE OSKCIIEPTOB M CTAXKY
PaboTHI IO CHEIMATBHOCTH, MOPSIOK UX aTTeCTAllU Ha IPABO IPOBEICHHSA GHOMEULIHCKOM
3KCIIEpTH3bl OMOMEVLMHCKMX KIIETOYHBIX IIPONYKTOB B IE/IX MX TOCYIapCTBEHHOM
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[Ipunoxenne
K npukazy MUHECTEPCTBA 3paBOOXpaHCHUA
Poccuiickoit Penepanuu
ot «30» nexabps 2016 r. Ne 10321

TpeboBaHus
K Npo¢)eCCHOHAILHOM MOArOTOBKE IKCIEPTOB H CTAKY padoThI
10 ceMATbHOCTH, MOPAJOK HX ATTECTallMi HA PABO NPOBEACHHS
GHoMeIMUMHCKOM IKCNePTH3bl OHOMEAHIHHCKHX KJIETOHBIX IIPOAYKTOB
B IeJISIX HX rocyJapcTBEHHOH perncTpanuu

1. O6uye noaoXeHU

1. Hactosimue TpeGosanus H Ilopsmox ONpERENSIOT TpeboBaHUA K
NpoQeCcCHOHATBHOM TOATOTOBKE JKCIEPTOB (enepanbHOro roCyAapCTBEHHOIO
GIO[KETHOrO  yupexJaeHus  MMHHCTEpCTBA  31PaBOOXPAHCHHSA Poccuiickoi
®enepallyii, CO3LAHHOTO Misi ObecneyeHus MCIONHEHHU MIOJIHOMOYHKH 10 BBIAaYe
paspelleHMil Ha TPOBEACHHE KIMHHICCKUX UccleoBaHuil  OMOMENMIIMHCKHUX
KJIETOYHBIX MPOXYKTOB M (MJIM) rOCYyIapCTBEHHOH DETHCTpaluH OMOMEMIIMHCKUX
KIETOYHBIX NPOLYKTOB (Jajee COOTBETCTBEHHO — OKCHEPTRI, IKCIEPTHOS
yupexeHue), M TOpsAAOK AaTTeCTallMd OKCHEepToB (mpaBuna OpraHU3allUH,
IpOBeIEHHs, JOKYMEHTHPOBAHMUSI, PETUCTPAMK JAHHBIX aTTeCTalll HKCIIEPTOB) HA
IIpaBO TpOBeNeHHA OUOMENMLMHCKOH JKCIIEPTH3BI OUOMEIUIIMHCKUX KIETOYHBIX
IIPOJYKTOB B LIENAX HX TrOCYapCTBEHHO} PerucTpanuy (fanee — aTTeCTaIs).

II. TpeGoBanus
K IpoQeCCHOHANBHOM MOArOTOBKE IKCIIEPTOB
¥ CTaXy paboThI 1O CNEHANBHOCTH

2. DKCIepT MOKEH MMeTh Beicliee (MEIHLUHCKOS, dapMalieBTUUECKOE,
BeTepUHApHOE, OUOJIOTMYECKOE WM XUMHYecKoe) oOpa3zoBaHHe IO HPOQHUITIO
9KCHEPTHOM JEATEIBHOCTH.

3. Crax paGOTHI IKCIEpTa IO CMELUAIBHOCTH JTODKEH COCTaBIATL HE MCHCE
3 jer. ' "

4. TpebGoBanusi K NPOGECCHOHATBHON IIOATOTOBKE SKCIIEPTOB BIJIIOTAIOT:

a) HaJM4Ke Y SKCTIepTa 3HaHUM:

HOPMATUBHBIX IIPABOBBIX AKTOB, YCTAHABIMBAIOMIMX TpeboBaHusl B 00IaCTH
obparenyisi OHOMEIMIMHCKHX  KJIETOYHBIX  NMPOIYKTOB, perjiaMeHTUPYIOLIHX
IpoBeJicHHe  OMOMEIMLMHCKOH  SKCIIEPTHU3BI OMOMEIUIMHCKIX  KIETOYHBIX
IPOYKTOB, M TOCYIAPCTBEHHOH pErucTpalyy OMOMEIMIMHCKUX KIIETOYHBIX
IPONYKTOB, BKJIFOYas:

npaBWia MpOBEACHH OHOMENVMIMHCKOW — OKCIEPTH3EI OHOMETUIITHCKUX
KJIETOYHBIX MPOAYKTOB,
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IIpaBUia HaJJIeXalled MPAaKTHKU 10 paboTe ¢ OGHOMETUIIMHCKMME KISTOYHBIMHI
IIPOAYKTaMH;

MOPANOK (OPMUPOBAHUSA, MCIONB30BAHHS, XPaHEHMS, y4eTa H YHAYTOXEHHS
KOJUICKIIMH TIOCTOSHHOTO XpaHeHWss 00pa3liOB CTaHIAPTU30BAHHBIX KJIETOUHBIX
JIMHUH;

IpaBUIa  MONYYeHMs OHUONOTMYECKOrO MarepHana i  IIPOM3BOJCTBA
OMOMENMIMHCKIX KIETOYHBIX MpPOAYKTOB H Iepefiayd  ero MPOU3BOIUTENIO
6MOMETMIIMHCKHUX KIETOYHBIX POLYKTOB;

METOAUKH IPOBEJAECHHUSA OUOMEOUIIMHCKOM OSKCHEPTH3Bl OHOMEIHUIUHCKOTO
KJIETOYHOI'O IIPOAYKTa, BKIIOUAIOLIEH:

OKCIIEPTU3Y KauecTBa GUOMETMITMHCKOrO KIETOYHOrO MPOAYKTA, B TOM YHCIIE
OKCIIEPTH3Y COCTaBa 06pasLoB GHOMENMIMHCKOTO KIETOYHOTO HPOAYKTa M METOIOB
KOHTPOJIS €r0 KauecTBa;

SKCIIEPTH3y [NOKYMEHTOB JUIs TONYYEHHS paspelleHds HA INPOBEIeHHeE
KIMHAYECKOTO UCCISOBAHNS OMOMEMIIMHCKOTO KIETOYHOTO IPOIYKTa,

3KCTIEpTH3Y 3 EeKTHBHOCTH GHOMEUIUHCKOTO KIIETOYHOTO HPOLYKTa;

SKCTICPTHU3Y OTHOIIECHHS 0XUIAEMOH IONIB3H! K BO3MOXHOMY PHCKY PHMEHEHUS
OHOMEINIMHCKOrO KIETOYHOrO IPOAYKTa,

0) Hamu4Ye y SKcrepTa yMeHHiL:

oTOUpaTh 00pasubl (poGbl) [ IPOBENEHHUS GHOMETMIIMHCKOM 5KCIEPTHU3BI
OHOMEIMIIMHCKIX KIIETOYHBIX POXYKTOB;

NPOBOAMTE MCCCNOBAHUE MPENCTABICHHBIX €My OOBEKTOB HCCIIELOBAHMS,
JOKYMEHTOB U (WJIM) MaTEPHAJIOB, B TOM YKCIIE IPOBOJHTH CPABHEHHE UCCIIeyeMOro
OHOMEIMLIMHCKOTO  KJIETOYHOIO INPOAYKTAa C 06pasuaMd  GHOMETHIMHCKOrO
KJIIETOYHOTO MPOAYKTA, KJIETOYHOW IMHMH (KIETOYHBIX JIMHHUI), MeIUIMHCKHX
U3JIENIUH,  JIEKApCTBEHHBIX  IPENaparoB, BEIIECTB, BXONAIIMX B  COCTAB
OHOMEIMIIUHCKOTO KJIETOYHOTO IPOYKTA;

OCYIICCTBJIATE ~ OLCHKY Ipe/ylaraeMeIX METOIOB KOHTPOJA  KadecTsa
OHOMEMIIMHCKHX KJIETOYHBIX IIPOYKTOB,;

ONpefeNaTh KaueCTBO OHOMENMIMHCKOTO KJIETOYHOTO NPOAYKTA B IEIAX
BO3MOXHOCTH IIPOBEICHHUS €r0 KIIMHUYECKOTO MCCIIeJOBAHWUSL,

COCTAaBIATE M3  O0pasUOB  KJIETOYHOM JMHMM  (KIETOYHBIX  JIMHHIA),
Npe/CTAaBICHHBIX HA IKCIEPTHU3Y KaueCTBa GMOMETUIMHCKOTO KIIETOYHOTO IPOIYKTa,
KOJUIEKUMH IIOCTOSHHOTO XpaHeHHs oOpasloB CTaHIAPTH3UPOBAHHBIX KJIETOYHBIX
JINHHIA;

OOPMIIATE COOTBETCTBYIOIIHE TOKYMEHTHI IO Pe3y]bTaTaM GHOMeTHITMHCKOLN
OKCHEPTU3bl ~ OMOMENMIMHCKHX  KJIETOYHBIX  HPOXYKTOB M COCTAaBIATh
MOTHBHPOBaHHbIE 3aKITFOUEHHS.

III. Iopsinok aTTectanyu

5. ArTecTanusi NPOBOAUTCS KBaIH(UKALMOHHON KOMMCCHEH MunuctepcTBa
3paBooxpaHeHus Poccuiickolt ®enepamun (manee — Komucens), chopMUpoBaHHOM
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B MOpsJiKe, YCTaHOBJICHHOM MUHUCTEPCTBOM  3{paBOOXPaHCHHA Poccuiickoi
fl)enepaunul.

6. [lpu npoBeldeHUH aTTECTALHHA OCYIIECTBISIETCS OLEHKa COOTBETCTBHA
npoecCHOHANIBHOH MOITOTOBKH jKcIepTa M CTaxa €ero paboTel TpeboBaHUAM,
yCTaHOBJICHHBIM ragoit 11 nactosmux TpeGosanuii u Iopsnka.

7. ArTecranys MPOBOJUTCS B OTHOIICHHH:

a) paGOTHMKA OBKCIIEPTHOTO  YUPEHACHHA, KOTOpLIi HMEET  BBICIICE
MeAULUHCKOE, GapMalleBTHIECKOe, BETEPUHAPHOC, GuoJornYecKoe WM XUMHAIECKOe
oGpa3oBaHue, BIEPBbIE TPETCHAYIOIIETO Ha 3aMelleHre JOJDKHOCTH JKCIepTa Io
IIPOBEACHUIO GHOMEIMIMHCKOR  OKCIEpPTH3bl  OHOMEIMIMHCKMX KJIETOYHBIX
POJyKTOB B SKCIEPTHOM YUPEKJACHHUH, AL pellenHysi BOMPOCa O BO3MOXHOCTH
mpefoCTaBleHus  Tpasa  Ha IIPOBEJICHUE OHOMEIUIIMHCKON  JKCIEePTH3BI
GUOMEIUIIMHCKUX KIETOYHBIX IPOTYKTOB (manee — nepBUYHASA aTrecTauus);

6) okcmepra, paboTalomero B o6acTH OMOMEIWIIMHCKOM OKCTIIEPTU3BI
6HOMEIMIIMHCKIK KIETOYHBIX MPOAYKTOB, Uil PEINEHHA BOIPOCa O BO3MOXHOCTH
IOATBEpX/ICHUs TpaBa OKCIEpTa Ha IPOBE/CHHUE OYOMEIUIIMHCKON OKCIIEPTU3bI
GrOMeIUITMHCKHX KJIETOYHBIX IIPOYKTOB:

B IUIAHOBOM TIIOpSKE HE peXe OJAHOro pasa B 5 ner (manee — IUIAHOBas
aTTecTalus);

npy noctymenau B Komuccuio MOTHBHPOBAHHOTO 3asBJICHUA OT PyKOBOAUTEIA
SKCIIEPTHOTO yYPEKIEHHs O HEOIHOKPATHBIX HapylIEHUSX IKCIIEPTOM MpPaBHIl
NpOBEJEHUS 6UOMEIMIIAHCKOM  JKCHEpTH3bl  OMOMENULIMHCKHX KJIETOYHBIX
IPOAKTOB, TIPUBEIIIHNX K €€ HEJOCTOBEPHBIM pe3yJsTaTaM, MM IIEPEX0/Ie SKCIepTa
Ha APYryl0 AOIKHOCTB, IPEIOJIAralomyto paclMpeHne Wiy M3MEHEHHe obnacty
GHOMEIUIMHCKOM KCIEPTH3bl GHOMEIMIMHCKUX KISTOMHBIX IPOAYKTOB (Hanee —
BHEIUIAHOBAs aTTeCTalus).

8. JInsg mpOXOXXIAeHUsA TIepBUYHON MM [LIAHOBOH (BHEIUIAHOBOM) aTTecTaluH
pabOTHHK IKCTIEPTHOTO yIPEHKACHHA U JKCIIEPT JIMIHO TPEJCTABIAIT B KoMHCCHIO:

a) 3asBJICHUE;

6) KOMUIO JOKYMEHTa, Y0CTOBEPAOIIETO JINYHOCTb;

B) CBEACHHUI O BEIONHAEMON paboTe 3a IOCNeiHME 3 roj@a C yKasaHueM
KOHKpETHBIX BOIIPOCOB, B PEIEHMH KOTOPBIX paBOTHYK JKCTIEPTHOTrO Y4penACHHUS,
SKCIepT NPUHUMAIH yyacTie (TP epBHYHON aTTECTALMA);

r) oTyeT 3a HOCTENHHE S5 JIET O npod)eCCHOHANBHON ASATENIBHOCTH paboTHHKa
SKCIIEPTHOTO YYPeXIEHHUs, IKCIEpTa, cofiepKalliuii CBENEHUS O BBINOIHCHHBIX
GHOMENVMIIMHCKIX ~ DKCIepTH3aX —OHOMEIUINHCKUX KJIETOYHBIX IPOXYKTOB C
OIHCaHNeM pe3y/bTaTOB 3a MEpUOL, TpOIIe/IIIKi CO H IpeABIAYIed aTTecTaluy
(1pu I11aHOBOH (BHETIAHOBO) aTTECTAlHH);

J) KOmMM JOKyMEHTOB (3aBepeHHble B TIOPSAKE, yCTaHOBJIECHHOM
3aKOHOJATEILCTBOM Poccuiickoit ®Pefepanuy, Wi ¢ NPEABABICHACM opanana),
NOATBEP)KAAIONIMX YPOBEHb U npoduis 006pa3oBaHus, KBaHUKAIMIO PabOTHHKA
SKCITEPTHOTO YUPEXKJEHHUS, IKCIepTa U CTaX paboTHI MO CHIEUATBHOCTY;

! B cOOTBETCTBUH C YACTHIO 2 CTaThH 13 denepanbHOro sakoHa ot 23 mions 2016 r. Ne 180-@3 «O 61OMETULMHCKHX
KIeTouHbIX mpoaykrax» (CobpaHue 3aKOHOATEILCTBA Poccuiickoii ®enepaunu, 2016, Ne 26, cT. 3849).
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JOXyMeHTOB 00 00pa3oBaHUH U O xpamuduKaniy (BKIIOYas AUNIOM KA HHBIC
JOKYMEHTH! 00 OKOHUaHWH OPAMHATYPbI (Wi CTELUATHUCTOB C MEIMIUHCKUM WK
dapManeBTHIECKUM 06pa3oBaHUeM), aCTIMPaHTypPhl (aABIOHKTYpPBI) — NPU HAIMIHH,
IOKYMEHTBI O JIOIOTHUTEIPHOM npodecCHOHaBHOM 06pa3oBaHuM),

ceprr(rKaTa ClielUanucTa Wik CBHJIETENHCTBA 00 aKKpEAUTAllH CIIeLHalncTa
(WIs CHIEUANNCTOB C MEUIMHCKHUM HITH (bapMaLeBTUIECKUM 00pa30BaHUEM),

TpYIOBON KHWKKU;

JUTLIOMA, TTOATBEPHKIAIOLIEr0 MPUCYKICHHIE yueHoii cTenenu (pu HaJIMYUN);

ATTeCTaTa, MOATBEPIKAAONIEro MPUCBOCHUE yIEHOTO 3panusl (TIpY HAJIM9HHN),

CHMCKa HaYYHbIX WK HayIHO-METOANIECKIX ny6nuKanui (py HAINYUH);

¢) aTTecTallHOHHbIH JIMCT, 3aBepEHHBIH PYKOBOIHUTEIEM KaJpoBOM CILyXKObI
HKCIIEPTHOTO YUPEIKACHHUA.

9. Arrecrauus @OpoBoAauTCA IIYyTEM [OC/IeIOBATENBFHOIO  MPOXOXIACHUA
pabOTHIKOM SKCIIEPTHOTO YIPEKNCHUA, IKCIEPTOM CJIEYIOLIHX ITaIoB:

a) mpoBepKa MNpPEICTaBIEHHBIX JIOKyMEHTOB Ha KOMIUJIEKTHOCTh, IIOJIHOTY U
NOCTOBEPHOCTh JAaHHBIX]

6) TeCTHPOBAHHE;

B) OLlGHKA 3HAHMH U yMEHHH pabOTHHKA SKCIIEPTHOTO YIPEHACHNUA, 3KcIepTa B
COOTBETCTBUM C TpeOOBaHUAMU K po)eCCHOHANBHOM NOATOTOBKE paboTHHKa
3KCTIEPTHOTO YUPEKICHHUS, IKCIIEPT.

10. PesympTaT NpPOXOXKACHUA pabOTHUKOM ~ DKCIIEPTHOTO  YHPENACHHA,
SKCIIEPTOM OTANoB aTTeCTAllMH, yKa3aHHBIX B TOMIIYHKTax «0» W «B» IYHKTa 9
nacrosux TpeGosanuii u [Topsika, OUEHHBACTCS KaK «CIIaHO» WU «HE CAaHO».

PaGOTHUK JKCIIEPTHOTO YYPEeXACHHs, IKCIEPT JOMYCKAIOTCA K CIeNyoweMy
TaIly aTTeCTalluy B CIIy4ae Moy IeHIA OLIEHKH «CIaHOY.

11. PesynesTaThl aTTeCTalMi BHOCATCA B npoToKo 3acenaHust KoMuccuu.

12. Tlpy MpOXOXAEHHUH aTTeCTallH paGOTHHMKAM JKCIIEPTHOTO YHPeXACHUAL,
3KCIIEpTaM 3ampeliaeTcss UMETh IIpH cebe ¥ HMCIOoNb30BaTh CPEACTBA CBA3H.

PaGOTHMK OKCIIEPTHOTO  YYPEXJAEHWs, OIKCIEpT, HapyLIUBIIME  JAHHOE
TpeGoBaHue, yIaIsioTCs 13 TOMELICHHA, B KOTOPOM [POBOJMTCS aTTECTAIH, O HEM
JIeJIaeTCsi COOTBETCTBYOIIAs 3alliCh B IPOTOKOJIE 3aCeNaHMsl Komuccuu.

13. PaGOTHMK OKCIEPTHOro y4pexueHus, IKCHCpT, [oJy4yuBlide IO
pesynbTaTaM IPOXOXJIEHHS —KAKAOTO sTama aTTecTalluy OIEHKY «CIaHO»,
IPH3HAETCs MPOLISJIINM aTTECTAlHIO, O qeM BHOCHTCS 3alliCh B ATTECTAlMOHHBIM
JIUCT.

14. Tlo pe3ynpTaTaM aTTECTALMK BBIHOCHTCA ONHO 13 CJIEIYIOLMUX PEIIeHU:

a) arTtecToBaH Ha TpaBo IPOBEJCHHS GUOMEIULUHCKOA  OKCIIEPTH3BI
GHrOMEIUIIMHCKHX KIETOYHBIX IIPOIYKTOB,

6) He aTTECTOBaH Ha IIPaBo [pOBENEHHUS GUOMEINIMHCKOA OJKCIEPTU3DI
GroMe TMLAHCKHUX KIETOYHBIX NPOAyKTOB.

15. B caydae OpPHHATHA PEIHICHHA, TIpeyCMOTPEHHOrO  MO/ITYHKTOM «a»
myHKTa 14 ~ HacTOAMX Tpe6osanuii, = MHIHACTEPCTBOM 3/[paBOOXPaHCHHS
Poccuiickoii Denepanuu H3NAETCS INPUKA3, yTBEpPXKIAIOIUKA 3TO PpEMICHUE, B
COOTBETCTBHH C KOTOPHIM 3KCIIEPT CYUTACTCA ATTEeCTOBAHHBIM Ha CPOK 5 JIeT.



