EBPABUNCKASA DKOHOMHUYECKAS KOMUCCUS
COBET

PEIMEHUE
«12» deBpans 2016 . Ne 28 r. Mocksa

O6 yrBepaxkaenun IlpaBua npoBeaenus TeXHHYECKHX HCNBITAHUI
MEeAHMIHHCKHX H3JeJauil

B coorBercTBuu ¢ mynkroM 2 crateu 31 JloroBopa o Espasuiickom
HKOHOMHYECKOM coro3e oT 29 mas 2014 roma, myuxrtamu 4 ¥ 5 crartbu 4
Cornamenus o eIUHBIX MPUHIMIAX U MpaBUIax 0OpaIeHUs MEIUIMHCKHX
M3IeNMi (M3€IMH MEIMIMHCKOTO HA3HAYCHMS] M MEIMIUHCKOM TEXHUKH)
B pamKax EBpasuiCKOro 5KOHOMHYecKOro corosa ot 23 nexabps 2014 rona,
nmyHkramMu 105 u 106 npunoxenus Ne 1 x Pernamenty pabotsr Espasuiickoit
9KOHOMHYECKOH  KOMHUCCHHM, yTBepxKlIeHHOMY Pemenuwem  Bricmiero
EBpasuiickoro skoHomuyeckoro cosera oT 23 nexabpst 2014 r. Ne 98,
u  Pemienuem  Beicmmero  EBpasuiickoro  5KOHOMMYECKOTO  cOBeTa
or 23 nekabps 2014 1. Ne 109 «O peamusanuu CornamieHus
O CIMHBIX IPUHLIMIIAX M IpaBujax OOpaIleHHs MEIUIMHCKUX W3/IeNuil
(M37e 1Ml MEIUMLUHCKOTO HA3HAYEHMs M MEJULMHCKON TEXHHKH) B paMKax
EBpazuiickoro HKOHOMMYECKOTO COKO3a» Coger EBpazuiickoi
5KOHOMHUYECKOH KOMUCCHUHU P € Il U JI:

1. Yreepaute npunaraemsle [lpaBuia mpoBeAeHHS TEXHUYECKHX

UCIIBITAHUM MEIHUIIMHCKUX WU3IETHM.
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2. Hacrosamee Pemenue BeTymaer B CHIY [0 HCTEYCHUH
10 xanenjapHpIX nHEH ¢ pgarel BCTyIUIeHHsS B cuiy IIporokona,
noanucaHHoro 2 pexadps 2015 roma, o HPHCOEIMHEHUH PecniyOnuku
Apmenns kK CorjiamieHuro O eIMHBIX TPHHIUNAX W MpaBuiax oOpalleHus
MEIAULIMHCKUX 15 (V5071 (u3penui MEOUIIUHCKOIr O Ha3Ha4YeHUs
M MEJUIIMHCKOW TEeXHUKH) B paMKax EBpasuiicKoro 3KOHOMMUYECKOTO CO03a
ot 23 nexabps 2014 rona, HO He paHee yeM 0 uctedeHud 10 KaJIEHIapHbIX

JHEN ¢ 1aThl OQUIHATBHOTO OITYOJIMKOBAHKS HACTOSIIErO PemeHus.

Yiaensl Copera EBpa3uiickoii 53KOHOMHYECKOH KOMHCCHH:

\“b. Carunraes




YTBEPXIEHbBI

Pemenunem CoBeta
EBpa3suiickoil 5JKOHOMHUYECKOH KOMUCCHU
ot 12 despans 2016 r. Ne 28

INPABUJIA
npoBeJeHHs] TEXHHYECKHX HCNBLITAHUN MeAUUNHCKHX U31eJTHil

1. O6uue noJioxeHus

1. Hacrosimue IlpaBuna paspa®oTaHbl B COOTBETCTBHH C ITYHKTOM 2
cratbu 31 JloroBopa o EBpasuiickoM KOHOMHYECKOM CO03€ OT 29 Mas
2014 rona, mynkramu 4 u 5 craten 4 CornamieHus 0 eQUHBIX NPUHIIKUIAX U
npaBujiax oOpallleHuss MEeTUIMHCKUX W3JeIUH (M3Ieiuid  MeaUIIMHCKOrO
HasHa4YeHWs W MEJUMUMHCKOM TeXHHMKHM) B paMmkax EBpasuiickoro
5KOHOMHYECKOro corosa or 23 pekabpsi 2014 roma B nensx peaausaiyu
ykazanHoro CornameHdss W YCTAaHaBIHMBAIOT B paMkax EBpasuiickoro
SKOHOMHYECKOro coro3a (aanee — Coro3) mpaBuiia MPOBEACHHMS TEXHHUYECKUX
WCOBITAHUM MEIUIMHCKUX U3JeNIui, TpeOOBaHUS K YIOJHOMOYEHHBIM
OpraHu3alysaM, HUMEIOIIUM I[PaBO MPOBOJWTH TEXHHUECKHE HCIBLITAHUS
MEIUIMHCKUX HM3JCIIMKA, a Takke TOpSO0K OIEHKH COOTBETCTBHS
YIIOJITHOMOYEHHBIX OpraHu3alliii 3THM TpeOOBaHHUSIM.

2. TexHu4ecKkue HCHBITAHMS MEOUIIMHCKUX W3JETUH TpPOBOJSTCS B
COOTBETCTBMM ¢ HacTosmuMmu [lpaBusamMmum B wensix  ompeneieHus
COOTBETCTBHUS MEAUIUHCKUX U3/t 00mMM TpeOoBaHUAM OE€30IIaCHOCTH U
3} (EeKTUBHOCTH MEAULMHCKUX U3CHH, TpeOOBAaHUAM K UX MapKMPOBKE U
OKCILIyaTallMOHHONW JIOKYMEHTAallMM Ha HUX, YTBEp)KIaeMblX EBpasmiickoit
SKOHOMUYECKOH KoMUccHel (nanee — obue TpeOoBaHus).

[Ipy mpoBeNeHMH TEXHUYECKUX HCIBITAHUNH MOTYT HCIIOJIL30BaThCA

CTaHOapThl, BKIKYCHHBIC B MEPEUYEHb CTAaHOApTOB, B  pE3yJbTaTe
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NPUMEHEHMS] KOTOPBIX Ha TOOPOBOJILHON OCHOBE MOJHOCTHIO MIIA YaCTHYHO
obecrnieynBaeTCsl COOMIOMEHHE COOTBETCTBUS MEJUIIMHCKOTO U3IEIUs OOLUM
TpeOOBaHUAM (Jajiee — IePEeUYCHb CTAHAAPTOB), a TakXKe TEXHUYECKas
JOKYMEHTALHsI TPOU3BOIMTENSI MEIULIIMHCKOTO M31E/IHsI.

B cinyyae OTCyTCTBUSI CTaHAApTOB, BKJIOUEHHBIX B IepeyYeHb
CTaHIAPTOB, C LIEJLIO NIPOBEJEHUS] TEXHUYECKUX HCIBITAHUH MEIUIIMHCKUX
M3JEIUA  MOTYT  IPUMEHSThCS  METOABl  (METOJWKH)  HCIBITAaHWH,
aTTECTOBaHHbIE (BAJIMIMPOBAHHBIC) W YTBEPXKJIEHHBIE B COOTBETCTBHM C
3aKOHOJATEIbCTBOM TrocyaapcTs — uneHoB Corosza (namee — rocyjapcrBa-
YJICHBI).

3. Texnuyeckue MCNBITAHUS METUIMHCKOTO H3JENUs MPOBOJATCS II0
3asBJICHUSIM ~ IPOM3BOJUTENEH  MENUIHUHCKHX  HM3HCIdid  HMId  HX
YIIOJHOMOYEHHBIX IPENCTaBUTENEH B YUpeKICHHSX, OpraHH3alugxX W Ha
NPEANpUATHSX, KOTOpBIE BKJIIOYEHBI OpraHaMd TOCYJapCTBEHHOH BIIACTH,
YIOJIHOMOYEHHBIMH ~ Ha  OCYLIECTBIeHHWE U (WJIH)  KOOPIMHALMIO
JIEATENBHOCTH B chepe 0OpallleHus] MeIMIUHCKUX U3/eNUil Ha TePPHUTOPHSX
roCy1apCTB-Y/IEHOB (Jlalee — YIOJHOMOYEHHBIE OpraHbl), B MepeYeHb
OpraHu3alyi, HMMEIOIIUX IPaBO MPOBOJAMTH HMCCICNOBAHUS (HUCIIBITAHUS)
MEIULIUHCKUX H3JENHHA B LeNAX WX PerucTpaiuu (Hajiee COOTBETCTBEHHO —
IICpEYEeHb OPraHMU3alui, YIIOJIHOMOYEHHbIE OPraHU3aI|H ).

B nemsx mpumeHeHus: Hacrtosimux [lpaBuyi moja yrmoJTHOMOYEHHBIM
IpeNCTaBUTEIEM IIPOU3BOAMUTENST TMOHHUMAETCS HOPUAMYECKOE JIMLO MM
(Gu3nUeckoe MO, 3apETUCTPUPOBAHHOE B KauyeCTBE HHIUBUIYAILHOIO
NpeANpPUHUMATENS, SBIIOIINECS pe3UJEHTaMH TOCyJlapcTBa-uiieHa M
YIOJIHOMOYEHHBIE B COOTBETCTBHHM C JIOBEPEHHOCTBIO TPOM3BOIUTENS
MEIMLUUHCKOTO  M3AENusl MPeACTaBISATh €ro  HHTepechl U HECTH

OTBCTCTBEHHOCTE B 4YaCTH O6p3H.[€HPISI MCIHLIUHCKOI0 H3JC/IHA B paMKax
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Coro3a W UCHOJIHEHUsS] OOs3aTeNbHBIX TpeOOBAHHH, MPEabABISIEMBIX K
MEIUIMHCKUM H3IEIUSIM.

4. C uenpro MOJy4YeHUs J0KA3aTeIbCTB COOTBETCTBHUS MEIHIIMHCKOTIO
u3fenuss  o0muM  TpeOOBaHHSIM  3asBUTEIb BIPaBE CaAMOCTOSTENLHO
oOpalarbcsi B YIHOJIHOMOUYGHHBIE OpraHMU3allMM C IEJIbI0 IPOBEACHMS
TEXHHYECKUX HCIBITAHMM MEJMUMHCKMX H3AeMHH Ha COOTBETCTBHE
KOHKPETHBIM CTaHJapTaM B I[IOJIHOM O0beMe WM YacTHYHO M (UJIH)
aTTECTOBAHHBIM (BaJIMAMPOBAHHBEIM) MeToAaM (METOJIUKAaM) HCIIBITAHHH,
HNOATBEPXKAAIOIIMM  COOTBETCTBUE  MEOUIMHCKOTO  W3JAeNUsl  OOImM
TpeOOBaAHHIM.

5.B OTHOLIEHNMM MEIWUMHCKUX H3JIEIHH IJIs JMAarHOCTHKH in Vitro
(peareHTOB, HaOOpPOB pEareHTOB) TNPOBEICHHE TEXHWYECKMX MCIBITAHUN
HE OCYILIECTBIISAETCSI.

0. PesynpTaThl TEeXHMYECKHUX HUCHBITAHUM MEAMLMHCKAX H3IEIHN
CUMTAIOTCS OTPULATENIBHBIMU B Cllydae, €CIH IpeJCTaBJICHHbIE 00pasIbl
(obpasen) MEUIIMHCKOTO M3ENIUsl HE COOTBETCTBYIOT OOIIMM TpeOOBaHHAM
U CTaHjapTaM, BKIJIIOYEHHBIM B I€peYeHb CTAaHAAPTOB, HA COOTBETCTBHE
KOTOPBIM MPOBOUITUCH UCTIBITAHMSI.

7. B MCKIIOYUTENBHBIX ClIy4asiX B OTHOLICHUW MEUIMHCKUX H3IENIH,
TPaHCIIOPTUPOBAHUE  KOTOPBIX B  YIOJHOMOYEHHYIO  OpTraHM3allMio
3aTpyJHEHO,  JOINYCKAeTCs  MpOBENeHHE  TEeXHHYECKHUX  HCIBITAHH
CHELMAJIACTAMK  YIIOJIHOMOYEHHOH  OpraHM3allid  Ha  TepPPUTOPHH

IIPOU3BOAMUTECIIA.

II. TlpaBuna npoBeAeHNs TEXHUYECKUX HUCIIBITAHMIA
MEIHULHUHCKHX U3
8. st mpoBeeHUs] TEXHUYECKUX HCTIBITAHHH MEIUIIMHCKOIO U3/eNus
3adBUTENb TPEJACTABISET B YIOJIHOMOYEHHYIO OpraHu3alluio  3asBKY,

COZIePIKALLYIO CISAYIOUIYI0 HHPOPMAIHIO:
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a) HAaUMEHOBaHUE MEJIUITMHCKOTO M3IEIIHS;

0) HaMMEHOBaHME 3asBHTENS, €ro MeCTO HaXOXAeHus (ampec
IOPUJMYECKOro JHMLA) — JUIsl IOPHAWYECKOro Juia Wik (paMuiHs, uMs,
OTYeCTBO (IIPM HAJIMYMM), MECTO >XHTEIbCTBA — Ui (DU3MUYECKOrO JIMIIA,
3apETUCTPUPOBAHHOIO B KayeCTBE HHAUBUIYATBHOTO MpeATpUHUMATE],
CBEJIEHMS O TOCYJapCTBEHHONH PpErucTpalvud IOPHUAMYECKOr0 JIMIA WIH
(pH3MUecKoro JaMIa B Ka4eCcTBE HHIMBHAYAIBHOTO TIPEAIPUHHMATETISL;

B) HAMMEHOBAaHME MPOM3BOAUTENS, €ro MecTO HaxOXIeHus (ampec
IOPUMYECKOrO JIMI@A), azapeca ero (GuinanoB, KOTOpPbIE H3TOTABIMBAIOT
OPOAYKLUMIO, — JUIsl FOPUAMYECKOro JIMINa WUiau (HaMuIds, HMs, OTYECTBO
(mpy  HalmM4MM), MECTO IKUTEIbCTBA — JUIST  (PM3MUYECKOr0  JIHIA,
3aperuCTPUPOBAHHOIO B KAYE€CTBE MHAMBHIYATBHOTO MPEIIPUHAMATEIS;

I) UAEHTU(DHKALUOHHbBIE TMPU3HAKH MEIUIMHCKOrO u3fenus (Mapka,
MOJeNb, Macca, 0o0beM, Jara H3TOTOBIEHUS, CPOKH TOJHOCTH (CPOKH
CILy>KOBI) U J1p.) (MPU HATHYUH).

9. BMmecTe ¢ 3asBKOH 3asBUTEIb MPECTABIISIET CIEAYIONIME KOMIUIEKThI
JOKYMEHTOB:

a) TEXHUYECKasl U SKCIUTyaTallMOHHAs JIOKYMEHTAIMsI Ha MEIULIMHCKOE
uzjenne (paboure yeprexu, TaOIMIBI U CXEMBI, €CJIH OHU COJEPIKATCS B
OKCIUTyaTallHOHHON JOKYMEHTAIIMH, TEXHUYECKHE HOPMATUBHBIE JIOKYMEHTEI
JUIsl TIOCTAaHOBKY IPOAYKIMH Ha TPOU3BOJICTBO);

0) maHHbBIE O MAPKUPOBKE U YIIAKOBKE MEJUIIMHCKOIO U3/IENIHNS;

B) IpOrpaMMa MWCIBITAaHUHA MEIUIMHCKOrO W3MAeius, pa3paboTaHHas
3asIBUTETIEM;

I) CIMCOK  CTaHAApTOB, BKIIOYEHHBIX B II€pevYeHb CTaHIApTOB,

KOTOPBIM COOTBETCTBYET MEOIHUIIMHCKOEC HU3CITHE,
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1) IPOTOKOJIBl TEXHUUECKUX HCIBITAHUNM MEIUIIMHCKOTO H3eNus,
NOATBEPKJAIOIIME  COOTBETCTBHE  MEAUIMHCKOTO  HM3JETHsS  OOIUM
TpeOOBaHMsM (TP HATHYUH );

€) UHble JOKYMEHTHI, IIOJITBEPIKIAAIONIHE COOTBETCTBHE MEIUIIMHCKOIO
U3/1eJIHs1 001IUM TpeOOBaHUSIM.

10. YronHoMo4YeHHass OpraHu3aiisi MpPOBOAHT B TEYeHHE He Oolee
10 xanengapHbIX JHel co JHS MO1AuH 3asSBKH aHAIMU3 3asBKH M IPHIaraeMbIX
K HEW JIOKYMEHTOB.

B ciydae NpUHATHS YIOJHOMOYEHHOH OpraHM3alliedl pelieHus o
[POBEICHUN TEXHUYECKUX HCIIBITAHUN MEUIIMHCKOTO M3EIIHs 3aKIIF0YaeTCs
COOTBETCTBYIOIIHII IOTOBOP C 3asiBUTEJIEM.

B ciydae npuHATHS OTpHULIATENBHOTO pELIEHHsS YIIOTHOMOYEHHAs
opraHisauusi B NHUCbMEHHOH (opMme yBemomiisieT 3asBUTENST 00 OTKase B
IPOBEIECHUH TEXHUYECKUX MCIIBITAHUH MEIULUHCKOTO U3/IeIHs (C YKazaHUeM
MIPUYMH).

11. B xozne npoBeneHuss TEXHUYECKUX MCIBITAHUN YIIOJIHOMOYEHHAs
opraHu3auus A0JKHA COTPYOHHYATH C 3asBUTEJEM B CBSI3H C BEIIIOJIHAEMON
paboToii.

12. Texuudyeckue HCIHBITAHUS METUIMHCKHX W3JEIHN [POBOJATCS Ha
o0pasnax MeAULUHCKOTO H3/IENHUs, TIPEICTABICHHEIX 3asBUTENEM.

Or6op 00pa3sloB  MEIUIMHCKOTO  M3MCNUs OIS [POBEAEHHA
TEXHHYECKUX MCIBITAHUH OCYILECTBIISIETCS B COOTBETCTBUM C IIPABUIIAMH,
YCTaHOBJIEHHBIMU CTaHJapTaMH, BKIIOUEHHBIMU B MepeueHb CTaH/IapTOB,
¥ (MIIM) aTTeCTOBaHHBIMU (BAJMJMPOBAHHBIMH) MeTOMaMH (METOJUKAMH)
UCIIBITAHUN.

OT160p 00pa3oB MEAULIMHCKOTO U3/IENHUS OCYILIECTBIISETCS 3asBUTENEM
WK [0 €ro IOPYYEHHUIO YIIOJHOMOYEHHOW opraHuszaluedl B TPUCYTCTBHM

3asABHUTCIA.
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B caydae ecau orGop 00pa3loB  MEAUIMHCKOIO  U3JeNHS
OCYLIECTBIIAETCS 3asiBUTENEM, HHPOPMALIMS O HUX YKA3hIBAETCs B 3as1BKE.

B cinyyae ecim  orGop 00pa3moB  MEOUIMHCKOIO  M3IEIHS
OCYWISCTBIIACTCS ~ YMOJIHOMOYEHHOH  OpraHuzaluell 10  [OPYYEHHIO
3asIBUTEJIS, PE3yJIbTaThl 0TOOpa OQOPMISIOTCS aKTOM OTOOpa 06pasioB
MEJULUHCKOTO U3IENHS.

Ha Bcex oramax XpaHeHHs, TPaHCIOPTHPOBAHMS W IOATOTOBKH K
TEXHUYECKUM HUCIBITAHUSIM OTOOPaHHBIX 00pa3loB MEIUIIMHCKOrO W3EIHSI
JOJDKHBI CODJIIOAATECST TpeOOBaHHs, YCTaHOBICHHBIE B JKCILIYaTaI[HOHHBIX
JIOKYMEHTax Ha MEJIMIIMHCKOE U3JIEIIHE.

13.1lpy Hamuuuu rpynmel OJHOPOJHBIX MEAMLMHCKUX H3AeIUi
JIOIYCKAeTCsl MPOBEJCHUE TEXHUYECKMX MCIBITAHUM Ha THMOBBIX 0Opasiax
MEIUIMHCKUX M3Je/IMH, IPOM3BOAUMBIX [0 OJHOMY HOPMATHBHOMY
JOKYMEHTY U I10 €IMHOM TeXHOJIOTHH.

IIpu sTOM BBIOOpKAa THUIOBBIX O0OPa3lOB IO COCTABY MEAMLIMHCKHIX
U3JICIIMH  JIOJDKHA OTPaXkaTh BCIO COBOKYIHOCTh TPYIIBI  OAHOPOIHBIX
MEIUIUHCKUX M3JEIUA C y4eToM pasJinuus CBOMCTB OTHENBLHBIX THUIIOB
MEAMUMHCKUX U3ENH (MapoK, MoJiesiel) B TaHHOU COBOKYITHOCTH.

B ciyyae npoBe/ieHNs TEXHUUECKUX UCTIBITAaHUH HA THIIOBBIX 00pa3lax
B IIPOTOKOJIE TEXHUYCCKHMX MCIIBITAHUH JI€NaeTCs 3alUCh O PacTiPOCTPaHEHUH
pe3yJbTaToB  TEXHMYECKHMX  HCIBITAHUH  TUMOBBIX  00pasmoB  Ha
OIIPENEIIEHHYIO I'PYIITY OJHOPOIHBIX MEIULIMHCKUX H3/IETHH.

14. TexHuueckye UCHBITAHUS MEJUIIMHCKOTO H3JENUsl BKIOYAIOT B
ce0si clieIyIOIIHe TaIIb:

a) aHaJlM3 TEXHUYECKOW M SKCIUIyaTalMOHHOW JOKyMEHTAlMM Ha
MEMIMHCKOEe M3JEHe, a TakkKe TMPOTOKOJIOB paHee MPOBEIeHHEBIX

TEXHUYECKUX UCIBITAHUM (MTPU HATMYMH );

©) oTOO0p 00pa3LoB U UACHTUDUKAIMS MEIUIUHCKOIO U3AEIHSL,
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B) IPOBEJIEHUE TEXHUUYECKUX MCIBITAHUNA MEJUIUHCKOTO W3JIeNHs,
NPeLyCMOTPEHHBIX IPOrPaMMON  HCIHBITAHUA ~ MEJMIIMHCKOrO  H3JIEIIHS,
pa3pabdoTaHHOM 3asiBUTENIEM U COIJIACOBAHHON € YIIOTHOMOUEHHBIM OPraHOM;

r) opopmileHHe M BbIJAYa 3aSBUTENIO IPOTOKOJA TEXHMYECKUX
MCIIBITAHUH MEAULIIMHCKOTO U3Zeus 110 opMe COTIACHO MPUITOKEHHIO.

15. Pesynprarel KaXAOro TEXHUYECKOIO HCIBITAHUS WIH CEPHH
TEXHUYECKUX  HCIBITAHWM  MEAMIMHCKOTO  W3JENUs, TMPOBEACHHBIX
YIOJHOMOYEHHONW OpraHu3aluel, JOJDKHBI ObITh COPMYJIMPOBAHBEI TOYHO,
YeTKO, HEJIBYCMBICIIEHHO U 00bEKTHUBHO.

16. JlokyMeHTBI 1O  NPOBEACHUKD  TEXHUYECKHMX  HCIBITAHHI
MEIUILUHCKOIO HU3JC/IMsd XPaHATCS B YINOJHOMOYEHHOM OpraHu3aluyd B
CHCTEMAaTU3MPOBAHHOM BHJAe He MeHee 10 5eT co MAHS 3aBeplICHHS

TEXHUYECKUX UCTIBITAHUHN.

[II. TpeboBaHus K YIIOJIHOMOYEHHBIM OpPTaHU3aIHSIM
M TTOPSIJIOK OLIEHKH X COOTBETCTBUSI yKa3aHHBIM TPeOOBaHMSIM

17.B mnepeueHb  oOpraHu3aldid  BKJIKOYAIOTCS  UCIBITATeNIBHBIE
nabopaTopuy (LEHTPHI) B COOTBETCTBUU CO CIIEAYIOIUMHU KPUTEPUIMHU:

a) perucTpauusl HCHbITaTeNbHON Jaboparopuu (LIEHTPa) B KayecTBe
FOPMJIMYECKOTO JIMIA B COOTBETCTBHUH C 3aKOHOAATEILCTBOM TOCYIAapCTBa-
YJieHa;

0) HanMuMe y KCHBITaTeNbHON naboparopuu (LeHTpa) JAeHCTBYIOIIErO
arTecTaTa aKKpeIWTallM B HAIMOHAIBHOM CHCTEMEe aKKpeIuTalMH
rocyJlapcTBa-ujcHa;

B) HaIM4yMe B OONACTH aKKpeAMTAllMd HCHBITATENBHON f1abopaTopuu
(ueHTpa) MEIUIUHCKUX U3JeNUH U (MJIK) IPYII OJHOPOJHBIX MEIMIIMHCKUX
U3JIENIUH, a TaKKe BUJOB U METO/IOB TEXHMYECKMX MCITBITAHUN MEIUIMHCKHUX

1531 (050K



8

) HalM4Me YIOBJIETBOPUTENBHBIX PE3yJIbTaToB MeEXkJI1a0opaTOpPHBIX
CPaBHUTEJIbHBIX UCTIBITAHUH (MEXKITa00PATOPHBIX CITHYCHHUIA);

J1) HAIM4KMe CUCTEMBI MEHE)KMEHTa M COOJIIOJIeHHEe B JIESITEILHOCTH
ucnblTaTelbHOW  Jlabopatopuu  (LeHTpa)  TpeOOBaHHH  CHUCTEMBI
MEHE/)KMEHTA, YCTaHOBJIEHHBIX B PYKOBOJICTBE 110 KAaUY€CTBY UCIBITATEIHLHOM
naboparopu (IeHTpa);

€) HaJIH4ue HOPMATHBHBIX TNPAaBOBBIX aKTOB, JOKYMEHTOB B 00JacTu
CTaHJapTH3alMy, [paBWI M METOAOB MCCIEAOBAHUM (MCIBITAHUR) WH
M3MEpPEeHU, B TOM u4ucie IpaBuil orbopa obOpasuor (nmpol), W HHEBIX
JOKYMEHTOB B 00JaCTM aKKpeIWUTAllUd UCIBITATeNIbHOW J1abopaTopuu
(LleHTpa), a TaKKe COOMIOJEHHE UCIBITATeNbHOI aboparopueii (LeHTpoM)
TpeOoBaHUHN AAaHHBIX JOKYMEHTOB;

’K) HaTMYMe y  CcrlenManucTa  (CIeNUAIMCTOB)  HCIBITATEILHOM
nabopatopun (LEHTpPA), HEMOCPEICTBEHHO BBIMOJHSIOMUX pabOTHl 110
TEXHUYECKHM HCIIBITAHUSIM:

BBICIIErO  00Opa3oBaHusi, JHO0 cpeAHero  MpohecCUOHATBHOIO
0bpaszoBaHusl, TMOO NOMOJHUTEIHHOTO MPO(ECCHOHATIEHOI0O 00pa30BaHus 10
PO, COOTBETCTBYIOILIEMY 00JIACTH aKKpEIUTAL[|H;

ONBITa PabOTHl IO HUCCIICHOBAHUSM (UCHBITAHUSAM), HM3MEPEHHAM B
00J1acTH aKKpeAWTAlMU, YKa3aHHOW B 3asBJICHHU 00 aKKpeauTallid WU B
peecTpe aKKpeJUTOBAHHBIX JIUI, He MeHee 3 JIeT.

18. YnomHOMOYeHHbBIE OpraHbl paccMaTpUBalOT 3asIBKU
UCIIBITATENBHBIX JIabopaTopuil (LEHTPOB) O BKIIOYEHWH B IepeueHb
OpraHu3aluii W cooOIIAIOT ucHbITaTeNbHOW Jaboparopun (LEHTPY) O
IPUHATOM PELIEHHHM B NHUCbMEHHOW (opMme He mo3nHee 10 KalieHJIApHBIX

JHEH cO IHS ITOJady 3asiBKH.
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BmecTte ¢ 3adBKOM  NpenCTaBISIIOTCS — TakXkKe  JOKYMEHTEHI,
MOATBEPXKAAIOIINE COOTBETCTBUE WCNBITATENbHON JabopaTopuu (IieHTpa)
KPUTEPHIM, YCTAaHOBJICHHBIM ITYHKTOM 17 HacTosuux IIpaBui.

B 3asgBKe 0 BKIIOYEHMM MCIBITATENBbHONH Nabopatopuu (LieHTpa) B
NepevYeHb OpraHu3aluii  ykasblBaeTcss HMHQOpMAMS O MeIHIMHCKHX
U3ENUsAX U (WIKM) OJHOPOJHBIX TPYINaxX MEJAMLMHCKUX H3IEIHH, a TaiKe
BUAAX M METOJlaX TEXHHUYECKHX MWCIBITAHUN MEIUIMHCKUX W3JIeIUH,
BK/IIOYEHHBIX B 00JacTh €€ aKKpeAUTAlH, B OTHOIICHHH KOTOPBIX
UCIIBITaTe IbHAs JJabopaTopus (IIEHTp) MOIaeT 3asBKY.

B cinyyae npHHATHS yNOTHOMOUYEHHBIM OPraHOM IOJIOKHUTEILHOTO
pelieHrs uenplTarenbHas Jlaboparopust (LEHTP) BKIIKOYACTCS B IEpeYeHb
OpraHu3alui.

B cinydyae HecooTBETCTBMSI HCHBITATENBHOH TabopaTopuu (lieHTpa)
YKa3aHHBIM ~ KPHTEPHAM M TPHHATUS  OTPHULATENLHOTO  pPEIleHHSs
YIOJIHOMOYEHHBIH  OpraH B IIUCBMEHHOH  ¢opMe  yBEIOMIISET
UCTIBITATENBHYIO Ja00paTopuIo (LIEHTP) O MPUUMHAX OTKA3a.

HcnbiTatensuele j1adopatopuu  (LIEHTPHI), BKIIOYEHHLIE B €IMHBIN
peecTp OpraHoB 10 OIEHKe cOOTBETCTBHA Cor03a M HMEIOIIHE MPaBo
IIPOBOJUTE TEXHUYECKHE HMCIBITAHUS MEOULUMHCKUX H3JICIHH, BKIIOYAOTCS
YIOOJIHOMOYEHHBIMH OpraHaMy B IepevyeHb OpraHu3alui 1o 3asBKaM
yKa3aHHBIX MCIBITATENbHBIX J1abOpaTopuil (LIEHTPOB), B KOTOPBIX JOJDKHA
OBITh yKa3aHa X 00J1aCTh aKKPEAUTALIUH.

19. Ob6xanoBanue peleHus YIIOJTHOMOYEHHOTO oprasa
OCYILIECTBJIIETCS B COOTBETCTBUHU C 3aKOHOAATEILCTBOM rOCYIapCcTBa-4JIeHa.

20. YonHOMOYeHHEbIe OpraHsl o0ecreunBaloT XpaHEHHe,
CHUCTeMAaTH3alWI0, aKTyalu3alMi0o W  HU3MeHeHue uHbopMmamuu 06
YIIOJTHOMOYEHHBIX OpraHu3alusX, a TaKxKe 3alIUTY oT

HECAHKLHMOHUPOBAHHOIO JJOCTYyIIA K HEMH.
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Ilepeuenr opraHuszanuii pasmeniaercs Ha O(HIHAILHBIX calTax
YIOJHOMOYEHHEIX OpraHoB B HH()OPMALMOHHO-TEIEKOMMYHHUKAIHOHHOM
ceTd «MHTepHeT» U B OTKPBITON yacTH HHPOpMAHOHHOM crucTeMbl Cor03a B
cepe oOpalieHNss METUITHHCKUX HU3/EITHH.

VYTI0JIHOMOYEHHEIE OPIraHbl B TeUueHUe 3 pabouuX JiHel 1ociie BHeCeHUs
H3MEHEHHM B CBEJEHMs, coJepiKalluecss B [E€peuyHe OpraHu3aluii,
oOecre4ynBaoT pa3MeleHre COOTBETCTBYIOIIEH HH(POpPMALME Ha CBOMX
ouUIMaNBHBIX caliTaX B WH()OPMAIMOHHO-TEIEKOMMYHUKALMOHHONW CeTH
«MuTtepHeT», a TaKKe ee npejcraBiieHue B EBpasuiicKylo SKOHOMHYECKYIO
KOMHCCHIO C MCIIOJIE30BAHMEM CPEICTB HHTEIPUPOBAHHON MH(OPMAIIMOHHOI
cucrembl Coro3sa.

21. IlpengocTraBneHue Mo 3ampocaM 3aMHTEPECOBAHHBIX JIUI| CBEIEHHI
00 YNOJHOMOUEHHBIX OpPraHU3alMsIX OCYHIECTBISIETCS YIIOJHOMOUYEHHBIMH

OpraHaMH B COOTBETCTBHH C 3aKOHOOATEIILECT

‘o
-
s
)




[MTPUJIOKEHUE

K IIpaBuiaM npoBeieHUS] TEXHUIECKUX
UCIIBITAHUA MEJULIMHCKUAX H3JIeIIHH

DPOPMA
NPOTOKOJIA TEXHHYECKHX HCIIBITAHUI MeJUIIUHCKOTO H3/1e/ U

(HauMeHOBaHHE HCMBITATENLHOM NaGoparopun (LEHTPa))

(aTTecTaTr aKKpeMUTALMH HCIILITATENILHOI JlabopaTopun (LEeHTpa), HOMEp, CPOK OeHCTBIs)

(ampec, Teneton ucnsiTaTeNbHOM TafopaTopuu (LEHTPA))

VTBEPXKJIAIO

PykxoBoauTens UcnbITaTeIbHOM
naboparopuu (LeHTpa)

(monamucs) (uBMUMAanel, Gamuims)
M.IT.
I[TPOTOKOIJI
TEXHUYECKUX UCIBITAHUH
Ne  or« » T

Crpanuia /Konu4ecTBO JIUCTOB
3asiBUTEIIb

HavmeHoBaHue IpOAyKIUH
Bun ucneitanumii
OcHoBaHue

IIpousBoautens
Cepust, naprus Hara npousBo/icTBa
Cpok ronHOCTH (CpOK CITyKObI)

Konuuectro 00pa3siion

JlaTbl Hayajla 1 OKOHYaHUsI UCIIBITAHHIT

CTaH,[[apTBI, Ha COOTBCTCTBHUEC KOTOPLIM IMPOBEACHBI HCITBITAHU

MeToanl UCIIBITAaHUN




Pe3ynbTaThl HCIBITAHMIA:

HaumenoBanue TpebGoanus ®axtuueckn | Temnepatypa ("C)
noKazaTe’s CTaHjapra NOJTy4YeHHBIE | M BIXHOCTH (%)
Pe3yJIBTaThI

3aKiIl04YeHue: Npe/ICTaBlIeHHbIe 00pa3ibl

(COOTBETCTBYIOT, HE COOTBETCTBYIOT TPEGOBAHUAM — YKa3aTh HY’KHOE)

Crnenuanuct naboparopuu

(nonmuce) (mHULMAaNBL, GaMunus)
Crennanucr nabopatopun

(moanucs) (MHULHANB, QaMTH)

ITpoTokon UCIBITAaHUH pacnpoCTpaHseTcs: TONBKO Ha 00pasilbl, B TOM
YHCJIE TUIIOBBIE, IIOJABEPIHYTHIE UCTIBITAHHSIM.
Ilonnas wmy yacTu4Has IepernedaTka HpPOTOKosia 0e3 paspelieHus

HCIIBITAaTENILHON TabopaTopun (LIeHTpa) 3arpeniaercs.

(3amuck O PacnpOCTPAHEHHH PE3YNILTATOB MCIILITAHMH THIIOBBIX 00PA3IIOB Ha ONpPENENEHHBIH NepeYeHb
OHOPOIHOH NMPOIYKLMHE (TIPH €ro HATHIHH))




