EBPA3UVMCKAA DKOHOMUYECKAI KOMUCCUA
COBET

PEINIEHUE
«12» dpespansa 2016 . Ne28 r. MockBa

O6 yrBepxaenun IIpaBun npoBezeHNA TEXHUYECKUX UCIIBITAHUH
MEeIUIIMHCKUX 3TN

B coorBerctBum c mynkrom 2 cratsu 31 [loroBopa o EBpasuiickoM 3KOHOMHYeCKOM
comoze oT 29 maa 2014 roga, myakramu 4 u 5 cratsu 4 CoranmeHus o eIUHBIX IPUHITUIIAX
U TIpaBWIaxX oOpalleHus MeIUIVHCKUX U3Zennil (U34eIuil MeUIIMHCKOTO Ha3HAYeHUA U
MeJULIMHCKOW TeXHUKM) B paMKax EBpa3uiICKOro SKOHOMMYECKOTO CO03a OT 23 mekabps
2014 roga, nmyukramu 105 u 106 npunoxenus Ne 1 x Permamenty pabotsr EBpasuiickoit
SKOHOMMYECKOH KOMHUCCHHU, YTBepKAeHHOMY Pemenuem Bricumero Espasuiickoro
dKOHOMHYecKoro coBera OT 23 pekabps 2014 r. N° 98, u Pemenuem Bsicmero
EBpasuiickoro skonommueckoro cosera ot 23 gmexabps 2014 r. Ne 109 «O peanmzanuu
Coryamenns o efWHBIX NPUHIUIAX U IIPABIJIAX OOpalleHUs MeIULIMHCKUX H3ZIeTHi
(u3mennit MeIUIIMHCKOTO HasHAYEHUs ¥ MeAUIMHCKON TeXHUKM) B pamKax EBpasuiickoro
3KOHOMHYecKoro coio3a» Coser EBpasmiickoit 5KOHOMUYECKOH KOMUCCHH PEIIUII:

1. VYrBepmurs mnpuiaraemsie IlpaBuia IpoBefleHMA TeXHUYECKUX WCIIBITAHUH
MeIUIIMHCKUX U3IeIHH.

2. Hacrosmee Pemenue BcTymaer B cury mo ucredeHuu 10 KaneHZApHBIX THeEH C
ZaThl BCTyIUIeHMsS B cuiry IIporokosma, mommucamzoro 2 gnekabps 2015 roma, o
npucoenuHennu Pecnybnukum Apmenus k CorlameHHI0O O eJWHBIX IPUHIOUIAX U
ImpaBwiIax oOpaleHus MeTUIIMHCKUX H3Zenudl (M3menuil MeTUIIMHCKOTO Ha3HAYeHUs U
MeAUIINHCKON TeXHUKU) B paMKax EBpasuiickoro sKOHOMHYEeCKOTO coio3a oT 23 mekabps
2014 roga, HO He paHee yeM 10 ucreyeHuu 10 KajeHZAPHBIX AHEH C JaThl OPHUIIUATIBHOTO
OIyOJIMKOBAaHUA HAacToAIero Pemenns.

Ynersr CoBera EBpa3uiickoil 5SKOHOMUYECKOI KOMHCCHM:

Or PecnryGnuxu Ot Peciy6ukun Ot Pectry6muku Ot Ksipremsckoit Ot Poccuiickoit
Apmenus benapycs Kazaxcran Pecry6muxu ®epepanyu

B.I'abpuenan B. MaromeBckuii b. CarunTaen O. ITarkparos N. Illysanos



YTBEPXX/IEHBI
Pemenuem Cosera
EBpasuiickoit 5KOHOMUYeCKOH KOMHCCUU

ot 12 despang 2016 r. Ne 28

ITPABUJIA

IIpoBeAEeHUS TEXHUICCKHUX MCIIBITAaHMHI MEOUITUHCKHUX HB/IEJIPIfI

I. O6uine nmonoxeHus

1. Hacrosmue IIpaBuia paspaboTaHbBl B COOTBETCTBUU C IIYHKTOM 2 craThu 31
[oroBopa o EBpasuiickoM skoHOMHYecKOoM cotose oT 29 mas 2014 roma, myrkramu 4 u 5
cratbu 4 CornameHus O eJWHBIX IPUHIMIAX K IIpaBUIaXx OOpaleHWs MeTUIMHCKUX
n3genuil (M3genuii MeJUIIMHCKOTO HasHAYEeHUSA M MEAMIIMHCKONW TEeXHHKM) B paMKax
EBpasuiickoro skoHOMHueckoro corsa ot 23 zmekabps 2014 roza B Ienix peanrusanyiu
ykazanHoro CorjalieHus M yCTAQHABJIMBAIOT B paMKaxX EBpa3uiiCKOr0 3KOHOMHYECKOIO
coro3a (manee - Coro3) mpaBwia NPOBeJEHUS TEXHUYECKUX HCIBITAHUN MeJUIIMHCKUX
M3genuil, TpeOOBaHUA K YIIOJTHOMOYEHHBIM OPTaHM3AINAM, UMEIOIUM IIPaBO IIPOBOJUTH
TeXHUYECKHe MCHBITAaHUA MEIUIMHCKUX M3JeIui, a TakKe IOpANOK OIeHKHU
COOTBETCTBHUS YIIOJTHOMOYEHHBIX OPTaHU3ALMIl STUM TPeGOBaHUIM.

2. TexHnyeckue UCIBITAHUA MEAUIIMHCKUAX U3JeIUH IPOBOJATCS B COOTBETCTBUH C
HacroAmuMu IlpaBuiamMu B IlefX OIpefeeHUs COOTBETCTBUS MENUIIMHCKUX M3ZeTHil
obmuM TpebGoBaHMAM Oe3omacHOCTH U S(PQPEKTUBHOCTH METUIIMHCKUX W3JeInH,
TpeGOBaHMAM K MX MApKHPOBKE U DOKCIUTYaTAMOHHONW JOKYMEHTallUM Ha HUX,
yTBepxKAaeMsix EBpazniickoil SKOHOMUYECKO# KoMmuccueii (faee - obmue TpeGOBaHUS).

Ilpy mpoBemeHMM TEXHHMYECKUX MCIBITAHUN MOTYT HCIIOIB30BATHCSI CTaHJAPTHI,
BKJIOYEHHbIE B IlepeYeHb CTAHJAPTOB, B pe3yJabTaTe INPUMEHEHMS KOTOPBIX Ha
IOOPOBOJIBPHOM OCHOBE IIOJTHOCTBIO WJIM YaCTUYHO obecreduBaercs COOIIOZeHNe
COOTBETCTBUSI MEIMIIMHCKOTO U3Zenus oOmuM TpeGoBaHUAM (Janee - IepedeHb
CTQHZAPTOB), a TaK)Xe TeXHUYeCKas JOKyMeHTaIus IIPOU3BOAUTENS MeIULMHCKOTO
W3IeINA.

B ciay4yae OTCYyTCTBHA CTaHIAPTOB, BKIIOUEHHBIX B II€peYeHb CTAHZAPTOB, C IIEJIBIO
IpPOBeZEeHUs TEXHUYECKUX WCIBITAHUN MeAUIMHCKUX H3ZEeNUil MOTYT IPUMEHATHCI
MeTOZs! (METOIUKY) MCIIBITAHUM, aTTeCTOBAaHHbIE (BaJIUJUPOBAaHHbBIE) U YTBEP)XXAEHHBIE B
COOTBETCTBUM C 3aKOHOJATEIbCTBOM ToCyzZapcTB - wieHoB Coro3a (mamee - rocyZapcrsa-
YJIEHBI).

3. TexHuyecKre HCIBITAaHUA MEIUIIMHCKOTO H3[eNHsA IPOBOAATCA IO 3asIBIEHUAM
IIPOM3BOJUTENICN MEeJUIMHCKUX H3JeJUN WIN MX yIOJTHOMOYEHHBIX IIpeJiCTaBUTeNed B
YYPeXAEeHUAX, OPraHM3alMAX M Ha IPeJNPHUATHAX, KOTOpPble BKIIOYEHBl OpTraHAMH
TOCYJAapCTBEHHOI BJIaCTH, YIIOTHOMOYEHHBIMU Ha OCYIIECTBIeHHe U (MIM) KOOPAUHAIIIIO



IesATeIbHOCTH B cdhepe oOpalleHNs MeIUIMHCKAX U3TeNIUi Ha TEPPUTOPUAX TOCYAAPCTB-
YJIEHOB (Jjajiee - YIIOJIHOMOYEHHbIE OPraHsbl), B IepeyeHb OPTaHU3alUil, UMEeIOIUX IIPaBo
IIPOBOJUTH UCCIeNOBAHUA (MCIBITAHUA) MEJUIMHCKUX U3JIETHI B IEIAX UX PEeTUCTPALNI
(masee COOTBETCTBEHHO - IIepeYeHb OPTaHU3ALUH, yIIOTHOMOYeHHbIe OPTaHU3AIHN).

B nenax npumenenus Hacroamux [Ipasun mop ynoaHoMOYeHHBIM IIpeCTaBUTeIeM
IIpOU3BOJAUTENA  ITIOHMMaeTca  IOpUAWYecKoe JIMIO WiIu  ¢usudeckoe  JIHIO,
3aperuCTpUpPOBAHHOE B KadeCTBe HHAMBHAYaJIbHOTO IIpeANPUHMMATENd, ABIAOUIAECT
pe3uAeHTaMU TOCyAapCTBa-4jeHa M YIIOJHOMOYEHHbIe B COOTBETCTBUM C JOBEPEHHOCTBIO
IMPOM3BOJUTEN MEeIUIIMHCKOTO WU3Jeausd IIpefiCTaBlIATh ero WHTepechl U HeCTH
OTBETCTBEHHOCTh B YaCTU OOpalleHHWs MeAMIMHCKOro wu3fenus B pamkax Coro3a u
HICIIOJTHEHHA 00A3aTe/IbHBIX TPeOOBAaHUM, IIPeIbABIAEMBIX K MeIUIITHCKIM HU3/IeIHIM.

4. C menpi0 TONy4YeHHS [OKA3aTEIbCTB COOTBETCTBHA MEAMIIMHCKOTO W3[eIHsI
06IM TpeGOBaHUAM 3asIBUTEIb BIIPaBe CAMOCTOATETHHO 00PalaThCsa B YIIOTHOMOYEHHBIE
OpTaHM3AIUHU C LIeIbI0 IIPOBeJeHUI TEXHUYECKUX UCIBITAHUHM MeIUIMHCKUX U3[eNInii Ha
COOTBETCTBME KOHKDETHBIM CTaHJApTaM B IIOJIHOM O0beMe HIM YaCTUYHO U (WIN)
aTTeCTOBAaHHBIM (BaIMMPOBAHHBIM) MeTozaM (MeTomMKaM) HCIIBITAHUH,
IO TBEPIKJAIOUIMM COOTBETCTBYE MEJIUIMHCKOTO U3ZeIUsA OOLUIM TPeOOBaHIAM.

5. B oTHOmeHWM MeAUIIMHCKUX H3ZEeNTUH I SUAaTHOCTHKH in Vitro (peareHTOB,
HabOPOB peareHTOB) IIPOBeleHIe TEXHUYECKUX UCIIBITAHUM He OCYIeCTBIIEeTCH.

6. PesynpraThl TeXHWYECKUX WCIBITAHUN MEJUIMHCKUX M3LEIUN CYUTAIOTCS
OTPUIIATEJBHBIMU B CIydae, eCJIU IIpeJCTaBiIeHHble oOpasupl (oOpasel]) MeAHIIMHCKOTO
u3Zienuss He COOTBETCTBYIOT OOIIMM TpeGOBaHUAM U CTaHAAPTaM, BKJIIOYEHHBIM B
IepeveHb CTAaH/IaPTOB, HA COOTBETCTBYE KOTOPBIM IIPOBOJUINCH UCIIBITAHUS.

7. B HCKIIOUUTENBHBIX CIy4agX B OTHOUIEHMHM MEJUIIMHCKUX U3JeIuli,
TPaHCIIOPTUPOBAaHHE KOTOPBIX B  YIIOJHOMOYEHHYIO OPTaHM3alUuI0 3aTPyAHEHO,
JOIyCKaeTCs IpOBeJleHHe TeXHWYeCKUX HCIBITAHUM CIeIUaJNCTaMHu YIIOJTHOMOYEHHOHN
OpraHM3allM{ Ha TEPPUTOPUHU IIPOU3BOAUTEIA.

II. ITpaBuna mpoBeeHUI TEXHUYECKUX
HCIIBITAaHUHM MeIUIIMHCKUX U3/

8. [lna mpoBefieHNA TeXHWYECKUX MCIBITAHWH MeJUIMHCKOTO W3JeNUs 3afBUTEIh
IpeJCTaBiIsgeT B YIIOJHOMOYEHHYIO OPraHM3alVIO 3agBKY, COZEPXKAIlylo CJeAyIOUIyIo
MHPOPMAIHIO:

El) HAVMMEHOBAHNE MEIUITNHCKOI'O U30E/IA;

6) HauMeHOBaHUe 3aIBUTEJIA, €T0 MECTO HAaXOXZeHuUs (afpec IOPUAMIECKOTO JIUIIA) -
OIS IOPUAWYECKOTO Juiia wian GaMuinsd, HMA, OTYeCTBO (IpU HAIUYHUHU), MeCTO
KUTeNbCTBA - Jad  (U3UYECKOTO JIMIA, 3aperMCTPUPOBAHHOTO B KauyecTBe
MHIVBUIYaJIbHOTO IIPeAIPUHUMATeNs, CBeJeHHA O TOCYyJApPCTBEHHOM pPerucTpanyuu
IOPUJUYECKOTO JIMIA WiIn (GU3NMYECKOTO JMIA B KadecTBe HWHAWBUIYaJIBHOTO
IpeANpUHUMAaTeI;



B) HaUMeHOBaHUE IIPOM3BOJUTENA, €T0 MECTO HaXOXZeHus (afpec IOPUIUIECKOTO
JuLa), azpeca ero GUINATIOB, KOTOPble M3TOTABIUBAIOT IPOAYKIUIO, - IJIs IOPUAUIECKOTO

auna wiau  GaMIUTHA, MM, OTYeCTBO (NpM HAJTWMYWU), MECTO >KUTeIbCTBA - JJIA
dusyueckoro - JIMIA,  3apPeTHUCTPUPOBAHHOTO B KadyecTBe  MHAUBHUIYaJIBHOTO
IpeJIIpUHUMAaTEJI;

T) UAeHTU(UKAIMOHHbIe IIPU3HAKN MEeJUIIMHCKOTO u3zienus (MapKa, MOJeIb, Macca,
0o6BeM, JaTa U3TOTOBJIEHHA, CPOKU TOLHOCTH (CPOKU CIYXKOBI) U fp.) (IpU HAIUYUH).

9. BmecrTe c 3aABKOM 3aABUTEIb NIPeICTABIAET CAeAyIOl[e KOMILIEKTHI JOKyMEeHTOB:

a) TeXHWYeCKas U SKCIUIyaTalMOHHAsA JOKyMEHTAIus Ha MeAMIMHCKOe H3Zenne
(paboume dyepTexu, TAaOIUIBI M CXEMBI, €CIM OHU COZEPXXaTCI B SKCIUIyaTallMOHHOM
DOKyMEHTAI[U!, TeXHUYeCKHe HOPMAaTHUBHbIE JOKYMEHTSHI JJI1 IIOCTAHOBKY IPOAYKIMY Ha
IIPOU3BOZCTBO);

6) JaHHBIE O MADKUPOBKE U YIIAKOBKE MeJUIIMHCKOTO U3/eINs;
B) IIPOrpaMMa KCIIBITAHUN MeJUIIMHCKOTO U3, pa3paboTaHHast 3aABUTEIEM;

I‘) CIIMCOK CTAHAAPTOB, BKIIOUYEHHBIX B II€pedYeHb CTAHAAPTOB, KOTOPBIM
COOTBETCTBYET MEAUITMHCKOE N3EJINE;

) IIPOTOKOJIBI TeXHUIECKHX HMCITBITAHUMA MeIUITMHCKOIO HU3[IeJIN,
IIOATBEPXKAAIOIIE COOTBETCTBHE MENUIMHCKOTO W3ZAeaus oOmuMm TpeboBaHUAM (IIpU
HAJIUYKHN);

€) WHbIe [JOKyMEHTHI, IIOATBEPXKJAIOI[{ie COOTBETCTBHE MEIMIIMHCKOTO WU3ZeIUs
o6LIMM TpeGOBaHUAM.

10. YionrHOMOYeHHAasI OpraHU3aLysa IPOBOAUT B TedeHue He Gosee 10 kKanmeHAapHBIX
IHeH co JHA MOJAa4y 3aABKHM aHAJIN3 3aABKU U IIPUJIaraeMbIX K Hell JOKyMeHTOB.

B cnaydae mpuHATHA yHOJHOMOYEHHOHN OpraHu3alueil pellleHHS O IIPOBeJeHHU
TeXHUYECKUX MCHBITAHUNA MEJAUIMHCKOTO HW3ZeInd 3aKII04YaeTcad COOTBETCTBYIOIIMIA
ZIOTOBOP C 3aABUTEJIEM.

B crygyae mpuHATHA OTpHIATEJIBHOTO pellleHHWA YIOJHOMOYeHHas OpraHu3allud B
IUCBMEHHOI (opMe yBeJOMJISeT 3aiBUTENI OO0 OTKa3e B IPOBEINEHUN TEXHUYECKUX
VICIIBITAaHWI MeJUIMHCKOTO u3fiennd (C yKazaHUeM IPUYHH).

11. B xome mpoBefleHUSA TeXHUYECKUX UCIIBITAHUI YIIOJTHOMOYEHHAs OpraHU3aIusd
TOJDKHA COTPYIHUYATH C 3aSBUTEJIEM B CBA3H C BBIIIOJTHAEMOM pabOTOM.

12. Texnudeckve WCIBITAHUSA MEJULUMHCKUX W3JeIUN IIPOBOAATCI Ha o6pasiax
MEeJULIMHCKOTO U3Je/INs, IPeICTaBIeHHbIX 3aABUTEIEM.

Ot6op 006pa3LOB MeIULIMHCKOTO W3JAeNuUA [IJI IIPOBEJEHUSI TEeXHUYECKUX
HUCIBITAaHUM  OCYIIeCTBIAETCA B COOTBETCTBUM C IIPaBUJIaMHU, YCTaHOBJIEHHBIMU
CTaHZAPTaMH, BKJIIOYEHHBIMU B IlepeYeHb CTAaHJApTOB, ¥ (WIM) aTTeCTOBAHHBIMU
(BamMAMpOBaHHBIME) METOZAMY (METOLMKAMU) MCITBITAHUH.

OT60p 06pa3LOB MeAUIIMHCKOTO U3JIeIHA OCYIIeCTBIAETCS 3aIBUTEIeM MU II0 eTo



IIOPYYE€HHIO YIIOJHOMOYE€HHOM OpPTaHu3aliel B IPUCYTCTBUHU 3aABUTEIIA.

B ClIydae ecin OT60p O6PEIBHOB MEOUIMHCKOTO HN3AeJINA OCYIECTBIAETCI
3dABUTEJIEM, I/IH(i)OPMa]_LI/IH O HHX YKd3bIBA€TCA B 3dBKE.

B cmygae ecnmum oTOOp O0OO6pasloB MEAMIIMHCKOTO HW3JEIUS OCYILIECTBIAETCS
YIOJIHOMOYEHHOH OpraHH3aluell II0 IIOPYYeHWIO 3afgBUTeNd, Ppe3yJbTaTsl o0TOOpa
0pOpMIIAIOTCA AKTOM 0TOOpa 00Pa3L,0B MEAUIIMHCKOTO U3IeIHS.

Ha Bcex sramax xpaHeHM:, TPaHCIOPTHPOBAaHMA M IOJTOTOBKU K TEeXHUYECKUM
WCIIBITAaHUAM OTOOPAaHHBIX OOPa3LOB MEAMIIMHCKOTO W3JeIus MAOJDKHBI COOIIOAATHCS
TpeOOBaHMs, YCTAaHOBJIEHHBIE B OSKCIUIYaTAllMOHHBIX [JOKyMEHTaX Ha MeIUIIMHCKOe
u3Jene.

13. Ilpu Hanwywu TIPyHOBl OZHOPOAHBIX MENUIWHCKUX HU3JETHH [OITyCKAeTCs
IIpOBeleHMEe TeXHWYEeCKUX WCIIBITAHWIH Ha THUIIOBBIX OOpaslax MeZUIIMHCKUX U3[eni,
IIPOU3BOSUMBIX 110 OJJHOMY HOPMaTUBHOMY JOKYMEHTY U II0 € JUHOU TeXHOJIOTUMH.

ITpu sTOM BBIGOPKA THUIIOBBIX OOPA3ILOB IIO COCTABY MEIULIMHCKUX U3AEIUN ZODKHA
OTPaXaTh BCIO COBOKYIIHOCTb T'PYIIBl OJHOPOZHBIX MEAVULIMHCKUX U3LEIUH C yIeTOM
Pas3IUYNs CBOMCTB OTZENbHBIX TUIIOB MeAUIIMHCKUX U3enuil (MapoK, Mosieseii) B JaHHOU
COBOKYITHOCTH.

B cryuae mpoBeseHMA TeXHUYECKUX UCIIBITAHUI HA TUIOBBIX 00pa3liax B IIPOTOKOJIE
TeXHUYECKUX MCIBITAHUMM  JleJlaeTCA 3alKMCh O PaclIpOCTPaHEHWH  Pe3yJIbTaTOB
TEeXHUYECKUX MCIBITAHUN TUIIOBBIX OOpa3LiOB Ha OIpefeIeHHYIO I'PYIIY OFZHOPOIHBIX
MeJUITMHCKUX U3JeIUii.

14, Texuwdyeckue MCIBITAHMA MEIUIMHCKOIO M3ZeJHUA BK/IIOYAIOT B cebd
cleAyIoulyie STallbl:

a) aHAJIN3 TEXHUYECKOH M OKCIUTYaTallMOHHON NOKyMeHTallud Ha MeIULMHCKOe
u3genue, a TakKe INPOTOKOJIOB paHee IIPOBEJEHHBIX TEXHUYECKUX HCIBITAaHWUM (Ipu
HAJIUYKHN);

6) oT60p 06Pa3LOB U UAEHTUPUKALNI MeIUIIMHCKOTO U3TeINs;

B) IIpoBeaeHe TEXHHNYECKHNX WCHOBITAaHU MeIUIINHCKOTI'O n3aeiing,
IIpeyCMOTPEHHBIX HPOI‘PHMMOﬁ WCHOBITAaHUI MEOAUIITMHCKOIO HW3Oejnd, p33pa60TaHH01'/’I
3asBUTEJIEM M COTJIACOBAaHHOM C YIIOJIHOMOY€HHBIM OPTdaHOM;

r) odopmieHHe U BbIJaYa 3agBUTENI0 IIPOTOKOJNA TEXHUYECKUX MCIBITAHUM
MeJUIIHCKOTO U3/eNH 10 (popMe COTIaCHO IPHUIOKEHHUIO.

15. PQSYJIBTHTBI KaKZAO0T0 TEXHHUYECKOIO MCIIBITAHNA WJIN CEPHUUM TEXHUYIECKUX
WCHOBITAaHUI MEIUIMHCKOTO H3JeJNA, IIPOBEAEHHBIX ynO]IHOMO‘IEHHOfI OpFaHHSHHHeﬁ,
A OJIZKHBI OBITH C(I)OPMYJII/IPOBE[HLI TOYHO, 9€TKO, HEABYCMBICJIEHHO 1 OOBEKTUBHO.

16. [lokyMeHTSHI IO IIPOBEIEHUIO TEXHUYECKUX UCIIBITAHUI MEIUIIMHCKOTO U3/
XPpaHATCA B YIIOJTHOMOYEHHOH OpPraHM3allMM B CHCTeMATH3MPOBAHHOM BHZe He MeHee 10
JIeT CO JHA 3aBepUIeHUA TeXHUYEeCKUX HUCIIBITAHUMA.



III. TpeGoBaHMS K YIIOTHOMOYEHHBIM OPTaHU3AIUAM U IOPATOK
OLIEHKM MX COOTBETCTBHUA YKa3aHHBIM TPeOOBAaHUAM

17. B nepeueHb OpraHM3alMil BKJIIOYAIOTCS UCIIBITaTeIbHBIE JIAOOPaTOpUH (LIeHTPHI)
B COOTBETCTBUH CO CAeyIOIMMHA KPUTEPUAMHU:

a) perucTpaunys HCIbITaTeJbHOM ysaboparopuu (LleHTpa) B KaueCTBe IOPULUYECKOTO
JIMIIA B COOTBETCTBUU C 3aKOHOJIaTeIbCTBOM T'OCYyZlapCTBa- 4iIeHa;

6) Hanu4YMe y HCIBITATENbHOH JabopaTopuu (IleHTpa) AeHCTBYIOLIETO aTTecTaTa
aKKpeAUTAIlUY B HAIMOHAIBHOM CHCTeMe aKKpeJUTALNH rOCyfapCTBa-WIeHa;

B) HajIuyue B OOJACTH aKKpeIUTAIIMM MCIIBITATEeNbHOM jabopaTopuu (IieHTpa)
MeAUIUHCKUX WU3eNUid U (MIK) TPyII OJHOPOAHBIX MENUIWHCKUX U3JEeNHil, a TaKke
BUJOB 1 METO/IOB TEXHUYECKUX HUCITBITAHUH MeIUITNHCKUX U3IeTHT;

T) HaIWYWe yAOBIETBOPUTEIBHBIX Pe3yJbTaTOB MEXXJIA00PaTOPHBIX CPAaBHUTEIBHBIX
HCIIBITaHU#H (MeXX1ab0paTOPHBIX CINYEHUH);

) HaJu4ue CUCTeMbI MeHePKMEeHTa U COOIIoieHIe B IeATeIbHOCTH HCIbITATeTbHOM
nmabopatopuu (LleHTpa) TpeOOBAaHMUI CHUCTEMBI MeHEI)KMEHTAa, YCTAaHOBJIEHHBIX B
PYKOBOZICTBe II0 Ka4eCTBY UCIIBITATEIbHOM J1abopaTopui (1eHTpa);

€) HaIWdhe HOPMAaTUBHBIX IIPAaBOBBIX aKTOB, [JOKyMEHTOB B  00jacTu
CTaHZAPTHU3aLUY, IPAaBUI U METOJOB HCCIeNOBaHUH (MCIIBITAaHUM) M M3MEPEHUi, B TOM
yucse mpaBuwI oTbopa 06pasioB (IIpo6), U MHBIX JOKYMEHTOB B 00JaCTH aKKpeIUTAIuN
WCIIBITaTeIBHON Jylaboparopuu (IleHTpa), a Takke COOMIOJeHNWe MCIIBITATeNIbHOMN
nabopaTopueii (LleHTpoM) TpeOOBaHUI1 JaHHBIX JOKYMEHTOB;

X) HaJIWdWe Yy CHenuaaucra (CIIeIIMaJINCTOB) MCIBITaTeNbHOH Jaboparopuu
(eHTpa), HEIIOCPeACTBEHHO BBHIITOIHAIOMMX PAaOOTHI 10 TEXHIYeCKUM HCIIBITAHHAM:

BbICIIeTO0 OOpa3oBaHUA, TUOO CpenHero IpodecCHOHAJIBHOTO OOpa30oBaHUA, JIHOO
TOTIOTHUTEIFHOTO IIPOGEeCCHOHATBPHOTO OOPa30BaHMUA IO IPOMUIIIO, COOTBETCTBYIOUIEMY
06J1acTH aKKpeSUTaIuH;

ombITa pPaboOTBI IO WCCIENOBAaHUAM (MCIBITAHWUIM), H3MepeHUIM B 00yacTu
aKKpe#UTaliy, YKa3aHHONM B 3asBieHMH OO0 aKKpeAWTalid WIX B  peecTpe
aKKpeAUTOBAaHHBIX JIUII, He MeHee 3 JIeT.

18. YmomHOMOYeHHble OpraHbl  PacCMaTPUBAIOT  3afBKM  KCIBITATEIBHBIX
nmaboparopuii (LEHTPOB) O BKIIOYEHWM B IlepeYeHb OpraHM3alUi U COOOUIAIOT
WCIIBITAaTeTbHOMN JabopaTopuu (LeHTPYy) O MPUHATOM pellleHWM B MUCbMEHHOH (opMe He
no3gHee 10 KaneHJAPHBIX AHEH CO IHA IMOJAYH 3aIBKU.

Bmecre ¢ 3aABKOH IIpeACTaBIAIOTCA TakKXkKe MJOKYMEHTHI, IIOATBepXKAAOILIye
COOTBETCTBHME MWCIIBITATENBHOM Jsaboparopuu (LleHTpa) KPUTEPUAM, YCTAHOBIEHHBIM
myHkToM 17 Hacroamux [Ipasui.

B 3asBKe O BKJIIOUEHHHM WCIBITaTeIbHOM Jsabopatopuu (LleHTpa) B IIE€peYeHb
OpTraHM3AIMi yKa3bIBaeTCA WHPOPMALUA O MEAUIIMHCKIX U3AeIUAX U (FIH) OZHOPOIHBIX
IpyNIax MeIUIUHCKAX H3JeNIuH, a TakKkKe BHUJAX M MeTOJAaX TeXHUYECKUX MCIBITAHUU



MEeAUIMHCKUX U3JIeNNi, BKJIIOYEHHBIX B 00JaCTh ee aKKpeAWTaIlu¥, B OTHOIIEHUHU
KOTOPBIX UCIIBITaTeIbHAs JTabopaTopus (IleHTp) OZaeT 3asIBKY.

B CIyda€ TIIpHMHATHA YIIOJTHOMOYEHHBIM OPIdHOM IIOJIOKUTEJIBHOI'O PpeIleHNsd
HCIIbITATE/IbHAA Ha60paTOPI/I£ (HeHTP) BKJIIOYA€TCA B IIEPEYEHD OPI‘&HHBHHHfI.

B ciydae HeCOOTBETCTBUA UCIIBITaTeNbHOI saboparopuu (LIEHTpa) yKasaHHBIM
KpUTEpUAM U IPHUHATHUA OTPUIATEJBHOTO pelIeHHs YIIOJIHOMOYEHHBI OpraH B
IIMCbMEHHOI (GopMe yBeJOMJIAeT HCIBITATENbHYIO JlabopaTopuio (I[eHTp) O IPUYHHAX
OTKas3a.

VcnrtarenbHble 1abopaTopudl (LleHTPHI), BKIIOYEHHbIe B eUHBIH peecTp OpraHoB
1o oueHke coorBeTcTBUsA (o032 M MMeoulye PaBo MPOBOLUTH TEXHUYECKHE HCIIBITAHUS
MEeJUUWHCKUX M3feIUi, BKIIOYAIOTCI YIOTHOMOYEHHBIMU OpraHaMH B Il€pedeHb
OpraHU3aIui 0 3asIBKaM yKa3aHHBIX HCIIBITaTeIbHBIX TabopaTopuii (LIeHTPOB), B KOTOPHIX
IOJDKHA OBITH YKa3aHa UX 00JIaCTh aKKpeTUTALIVIH.

19. OGxamoBaHHe pelleHWs YIIOJTHOMOYEHHOTO OpraHa OCYIECTBASETCS B
COOTBETCTBUH C 3aKOHO/IaTeILCTBOM T'OCYIapCTBa-WIEHA.

20. VYnosmHOMOYeHHbIe OpraHbl O0EeCIeYMBAIOT XpaHeHWe, CHUCTEMATU3AIUIO,
aKTyaJM3alldio U U3MeHeHre MH(OpManuy 00 YIIOJIHOMOYEHHBIX OPTaHU3AnMAX, a TAKKe
3aIUTy OT HeCAaHKIIMOHHMPOBAHHOTO JOCTYTIA K HEH.

Ilepeuens opraHmsanuii pasMemiaeTca Ha OPUIIMATBHBIX CAHTaX YIIOTHOMOYEHHBIX
OpraHoB B HMH(OPMAIlMOHHO-TeIeKOMMYHHUKAIIMOHHOH! ceTu «VIHTepHeT» M B OTKPBITOH
yactu nHpopManuoHHo# cuctemsl Coio3a B chepe oOpaleHUs METUITMHCKUX U3IeTUH.

YnorHOMOYeHHBIE OpPTaHbl B TeueHHe 3 pabouux JHel I0cIe BHECEHUA U3MeHeHNH
B CBeJleHWsd, COJepXKallvecs B IlepeyHe OpraHU3anuii, 00ecreyuBalOT pa3MelleHUe
COOTBETCTBYyIOIell MH@pOpMaluu Ha CBOUX OQUIMAJIBHBIX CaiiTaXx B MHPOPMAIMOHHO-
TeJIeKOMMYHUKAIIMOHHOH ceTtn «VIHTepHeT», a Takke ee IpezcTaBieHue B EBpasmiickyio
SKOHOMHYECKYI0  KOMMCCHIO C  HCIIOJIB30BaHMEM  CpPeICTB  HHTEIPUPOBAHHOM
nHbopMannoHHOH cucrems! Coro3a.

21. Hpe,I[OCTaB)IeHI/Ie II0 3aIrpoCaM 3daHMHTEPECOBAHHBIX  JIMIL CBe,ZLEHI/Iﬁ 06
YIOJIHOMOYE€HHBIX OpPrdaHHN3dIHAX OCYIIEeCTBSIETCA YIIOIHOMOYEHHBIMHM OpPrdHdAMH B
COOTBETCTBHUHU C 3dKOHOAATEJIBbCTBOM I'OCYyIdpPCTB-41JI€EHOB.



ITPUJIOXEHUE

k IIpaBunam nmpoBeZieHNA TeXHUIECKUX
MICIIBITAHUI MeIUIIMHCKUX U3IeINHN

®OPMA

IIPOTOKOJIa TEXHUIECKUX MCITBITAHIHA
MEOUITUNHCKOTO U3AEJINA

(HaMMeHOBaHMe UCIBITaTeIBHOM JaGopaTopuu (1ieHTpa))

(aTTecTaT aKKpeZUTAIlMK MCIIBITATEIBHOM TabopaTopyuy (LeHTpa), HOMEP, CPOK JeCTBUA)

(ampec, Tenedon ucnsrraTebHOM TabopaTopuu (LEeHTpa))

YTBEPXKIAIO

PykoBozuTenp uCIbITaTETBHOMN
nmaboparopuu (LieHTpa)

(mommuch) (vHUIMATEL, haMuIHsT)

I[TPOTOKOJI
TeXHUYEeCKUX UCIBITAaHNH

Ne OT « » T.

Crpanuna /KomnaecTBo CTOB
3aABUTENb

HauMmenoBanue IIpOAYKI KN

Bun vcmneiTanmi

OcHoBanue

ITpoussogurens

Cepus, maprus [laTa mpousBoACTBa

Cpox rogaoCTH (CPOK CITY>KOBI)
KosnmyecTBo 06pasmos

,ZLaTLI Havayia ¥ OKOHYAHUS MCITBITaHUHI

CTaH,ZLaPTBI, Ha COOTBETCTBHE€ KOTOPBIM ITPOBEAEHBI HCIIBITAHUA

MeTompl UCIIBITAHUHA




PesynbraThl MCIIBITAaHUN:

HaumeHnoBanue TpeboBanus daxTuuecku Temmnepatypa (°C)
ITOKa3aTeJss CTaHZapTa IIOJIyYeHHBbIe u BiraxHOCTH (%)
pesyJIbTaThl

3aKII0YeHue: IIpeCcTaBIeHHbIe 00PasIbl

(COOTBETCTBYIOT, HE COOTBETCTBYIOT TPEGOBAHUAM - YKa3aTh HYXKHOE)

Creruanuct sabopaTopuu
(mogmuch) (vHULMATBI, paMUITHsT)

Cneruanucr 1abopaTopuu

(mopgmucs) (vHULMATBI, PaMuUIns)

IIpoToKON MCIBITAaHUN PACIPOCTPAHAETCA TOJIBKO Ha OOpasIbl, B TOM YHCIE
TUIIOBbIE, IO BEPTHYThIE UCIIBITAHUAM.

[TonHast nau yacTUYHAs Iepelleyarka IPOTOKOIA Ge3 pa3pelleHUs UCIBITATeIbHOM
nmabopaTtopuu (LleHTpa) 3aIpeniaeTcs.

(3ammch 0 pacIpoCTpaHEeHUH Pe3yJIbTaTOB MCIBITAHUN TUIIOBBIX 0OPA3LOB Ha OIpe/ieIeHHBIN IIepeIeHb
OHOPOJHOM IIPOLYKIUY (IIpY €r0 HaJIUINHN))




