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Kk Pemennto CoBera
EBpa3suiickon 53KOHOMHYECKON KOMUCCUN
oT 20 1. Ne

UM3MEHEHMU/I,
BHocuMble B [IpaBuiia npoBeneHnsi TEXHUYECKUX UCTIBITAHUI
MEIUIMHCKHUX U3AeJTUl

HpaBI/IJIa IMPOBCACHUA  TCXHHUUYCCKHUX HUCIIBITAHUH MCEIUIMNHCKHUX

U3JEIUNA U3JI0KUTh B CIEAYIOLIEH pEeIaKLIUu:

«YTBEPXJIEHBI

Pemennem CoBera
EBpa3zuiickoil 5KOHOMUYECKOW KOMUCCUU
ot 12 ¢epans 2016 r. Ne 28
(B penakiuu Pemenus CoBera
EBpa3zuiickoil 5KOHOMHUYECKOW KOMUCCUU
OT 20 1. Ne )

ITPABUJIA
NpoBeJeHHUs TEXHUYECKHUX UCIIBITAHUN MeIHIMHCKUX U31e/THil

I. OO01Iue monoKeHus

1. Hacrosimue IlpaBuna pa3paboTaHbl B COOTBETCTBHMU C IYHKTOM 2
crarbu 31 JloroBopa o EBpazuiickom 3KOHOMHUYECKOM coro3e oT 29 mas 2014
roga, nyHkramu 4 u 5 crarbu 4 CorjameHusi O €IWHBIX NPUHIUIAX H
npaBujax oOOpalieHus: MEIUIMHCKUX U3enuidl (M3Ienuil MEeIUIMHCKOTO
Ha3HAYEHWs] W MEIUUMHCKOW TEXHUKM) B paMkax EBpa3uiickoro

PKOHOMHYECKOTO coro3a oT 23 mekabps 2014 roga B Lensax peanu3alyu
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ykazaHHoro CorjameHuss W yCTaHaBIMBAaIOT B paMkax EBpasuiickoro
AKOHOMMYECKOTro coro3a (nanee — Coro3) mpaBuia MPOBEACHUS TEXHUYECKUX
WCTIBITAHUN MEIMIIMHCKUX U3JACIUA B LEJSIX MX perucrpanuu (paisee —
TEXHUYECKHE UCTIBITAHUS), TPEOOBAHUS K YIIOJHOMOYECHHBIM OpraHU3alusM,
MMECIOIIUM TIPaBO MPOBOJWUTh TEXHUYECKHWE WCHBbITaHUS (Janee —
YIIOJIHOMOYEHHBIE OPTaHU3ALINHN ).

2. [lonsatusi, wucmonb3dyemble B Hacrosmux [IpaBmiax, o3Ha4aroT
CIEqYyIOLIEE:

«UCTIBITAHUS» — DKCIEPUMEHTAILHOE OMpECICHUE KOJUUYECTBEHHBIX U
(WIM) KayeCTBEHHBIX XapPaKTEPUCTUK CBOWCTB OOBEKTA HCHBITAHUN Kak
pe3yJbTaT BO3ACHCTBUSI Ha HEro, IMpU €ro (PyHKIMOHUPOBAHUU, TIPHU
MOJICJIMPOBAHUN 00BEKTA U (MJIN) BO3JIEHCTBUIA;

«METOJ WUCHBITAaHWI» — TpaBWIa IPUMEHEHUS  ONPEACICHHBIX
IMPUHLINAIIOB U CPEACTB UCTIBITAHUM;

«METOAWKA WCHBITAHWW» — CTaHAapTHas ONEpalHdOHHAs NPOLEAypa,
BKJIFOYAIONIAsi METOJ| MCIBITAaHUM, CPEACTBA M YCJIOBHS HUCIBITaHUHM, OTOOD
npo0, aJrOpUTMbl BBITOJHEHHS OINEpaldid IO ONPECICHUI0 OJHOW WU
HECKOJBKUX B3aMMOCBS3aHHBIX XapaKTEPUCTUK CBOMCTB OOBEKTa, (POPMBI
NPEACTABICHUSI JAHHBIX M BBIUMCICHUS, HEOOXOAMMBIC [JISl TOJY4YECHUS
pe3yJIbTaTa;

«mporpaMmma UCIbITaHHI — OPraHU3alMOHHO-METOIMYECKUN IOKYMEHT,
yCTaHABJIMBAIOIINN OOBEKT W 1I€JIM UCIBITAHUM, BUJbI, METOABI (METOIUKH)
UCIIBITAaHUH, TOCIEIOBATEILHOCTh U O00BEM MPOBOJMMBIX 3KCIIEPUMEHTOB,
NOPSAIOK, YCIOBUS, MECTO U CPOKH MPOBEAECHUS UCIIBITAHUM.

WNHuble noHsATHA, KCTIONB3yeEMbIE B HacTOsIUX [IpaBuiiax, mpuMeHSIOTCS
B 3HAUCHMUSX, OMpeJeTeHHbIX akTamMu opraHoB Coro3a B cdepe oOparieHus
MEIUIUHCKUX U3ICITUM.

3. Texunueckue UCHBITaHUS IPpOBOIATCA B COOTBCTCTBHUH C HACTOAIINMHU
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[IpaBunamMu B 1esiX cOOpa JOKA3aTENbCTB COOTBETCTBUSI MEAMIIMHCKOIO
m3aemas  OOmmM  TpeOoBaHUsM  Oe30omacHOCTH U 3(PHEKTUBHOCTH
MEIWIIMHCKUX  WM3ACIWHA, TpeOOBaHMSIM K WX  MapKUpPOBKE U
AKCIUTyaTaIlMOHHOM JOKYMEHTAIlMd Ha HUX, YTBEPKJICHHBIM PermeHuem
Cosera EBpasuiickoit s3xoHOMUYecKOi komuccuu oT 12 deBpamns 2016 r. Ne
27 (nanee — OOuMe TpedoBaHMs ).

4. Tlpuy  mpoBeoeHWH  TEXHUYECKHX  HWCIBITAHUWA  HCIIOIB3YIOTCS
TpeOOBaHUS CTaHAAPTOB, BKIIOYCHHBIX B TIEPEYCHb CTAHAAPTOB, B
pe3yibTaTe IPUMEHEHNS KOTOPBIX Ha JOOPOBOJIBHON OCHOBE TIOJIHOCTHIO WITH
JaCTUYHO oOOecreynBaeTcs COOJIOJICHHE COOTBETCTBUS MEAMIIMHCKHUX
m3aemmit  OOmuM  TpeOoBaHUSIM ~ O€30MacHOCTH U 3(PPEeKTUBHOCTH
MEIUIIMHCKUX  W3JCNUK, TpeOOBaHMSIM K WX  MapKHpPOBKE U
AKCIUTYaTallMOHHOM JOKYMEHTAlIMM HAa HUX (MPUIIOKEHUE K PEKOMEHIAlUU
Komneruu EBpasuiickoil s5koHOMUYECKOM Komuccuu OT 4 ceHTs0ps 2017 r.
Ne 17) (manee — nepeyeHb CTaHAAPTOB), & TAKXKE 3ASIBJICHHBIE TEXHUYECKUE
XapaKTEPUCTUKU  MEAUIIMHCKOTO  HU3JCNHUS, KOTOpbhIE IPOU3BOJUTEIb
UCIIONB3YEeT JJIA JI0Ka3aTeIbCTBA COOTBETCTBUSI MEIAUIIMHCKOTO W3EIHS
OO61uM TpeOOBaHUSIM.

B ciiydae oTcyTCTBUSI CTaHIAPTHBIX METOJIOB, BKIIFOUCHHBIX B MIEPEUCHB
CTaHJApTOB, C IEJbI0 TIPOBEACHUS TEXHUYECKUX HCIBITAHUN MOTYT
OPUMEHATHCST ~ METOJbl  (METOJMKH)  WCIBITAHUWA,  aTTECTOBAHHBIC
(BaIMAMPOBAHHBIC) U YTBEPKJECHHBIE B COOTBETCTBUH C 3aKOHOATEIILCTBOM
rocyaapcTB — ujeHoB Coro3a (J1ajiee — rocy1apCcTBa-ujeHbl).

5. TexHuYeCKUe WCIBITAHUS MPOBOASITCS B BHIOPAHHBIX 3asBUTEIIEM
YUPEKJCHUSAX, OPraHU3alMsIX W Ha MNPEANPUSTHSIK, KOTOPhIE BHECEHBI B
CIUHBI  peecTp YINOJHOMOYEHHBIX OpraHu3aluii, HWMEIOIUX I[PaBO
MPOBOJIUTH MCCIIEIOBaHUSI (MCIIBITAHMS) MEAUITMHCKUX U3EIUN B LEJIAX UX

peructpauun (Jajnee — peecTp YHNOJIHOMOYEHHBIX opraHusanuii). Peectp
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YIIOJJTHOMOYEHHBIX OpraHu3aluii pazMmemniaercs EBpa3niickor SKOHOMUYECKOU
komuccuent (manee — Komuccus) B mHbopmarmonHo cucteme Coroza B
chepe obOparieHusT MEAUITMHCKUX U3eNui Ha odumnmaibHOoM caiite Coro3a B
WH(pOPMaITMOHHO-TEIICKOMMYHUKAIIMOHHON ceTh «HTepHEeT.

6. TexHu4yeckre MCHBITAHUS HE OCYIIECTBISAIOTCS B  OTHOIICHUU
peareHTOB, HAOOPOB PEareHTOB, KOHTPOJBHBIX MAaTEPUAIOB, KaIHOpPaTOPOB,
MIPOMBIBAIOIIUX PACTBOPOB U MUTATEIIBHBIX CPE/L.

7. Pe3ynbpTarhl TEXHUYECKUX UCIBITAHUNA CUMTAIOTCS OTPUIIATECIIbHBIMU B
cilydae, eclid MpeACTaBIeHHbIE 00pa3iibl (00pa3er) MEAUIIMHCKOTO U3IeHs
HE COOTBETCTBYIOT TpeOOBAHMUSM CTaHJIAPTOB, a TaKXe€ 3asBJICHHBIM
TEXHUYECKUM  XapaKTEPUCTUKAM  MEAMIIMHCKOTO  HW3JACIHs, KOTOphIC
OPOU3BOJAUTENL  MCHOJB3YeT  JUJIl  JOKa3arelibcTBa  COOTBETCTBUS
MEIUIIMHCKOTO u3aenus O0muM TpeOOBaHUSIM.

8. B oTHoOmeHMM MEIMIIMHCKUX W3ICIui, s MOHTaXa (BBOJa B
AKCIUTyaTallMi0)  KOTOPBIX  TpeOyeTcss  MOJIyYeHHE  pa3pelidTelbHON
NOKYMEHTAllMd, CO3JAaHUE  CHEUUAJIbHBIX  YCJIOBUW, CTPOUTEIHCTBO
OTACNBHBIX  KAllUTAIBHBIX  COOPYKEHUH, JOMYCKAETCS  IPOBEICHUE
TEXHUYECKUX HCIBITAHUN CIEHHAINCTAMU YIIOJHOMOYEHHOM OpTraHU3alHy
Ha TEPPUTOPUU MTPOU3BOAUTENS MEIUIIMHCKOTO U3AENNS UM B OPTaHU3ALINH,
/1€ MEJUIIMHCKOE U3JIEINE Pa3MeIeHO U (MJIK) pa3pelieHo s MPUMEHEHUS
B COOTBETCTBUH C 3aKOHOJIATEIbCTBOM JAHHOW CTPAaHBI.

9. BrimonHenue paboT B cilydasiX, YKa3aHHbIX B IYHKTE 8 HACTOSIIUX
[IpaBus, MOJDKHO COOTBETCTBOBATH TPEOOBAHUSAM JCUCTBYIOIIEH CHCTEMBbI
MEHE/KMEHTA KaueCTBA YITOJTHOMOYEHHON OpraHu3alyu.

10. Ilpu npoBeneHHM TEXHUYECKUX UCIBITAHUN  YIOJIHOMOYEHHAs
OpraHu3anusi, B KOTOPOM MPOBOMASTCS JaHHBIC HWCOBITAHUS, a TaKXKe
CIIELIMAIUCTHl YIOJHOMOYEHHON OpTaHU3alluy, MPOBOJAIINE TEXHUYECKHE

HNCIIBbITAHHA, HE MOI'YT HaAXOAWUTLCA B KaKoi-Tn00 3aBUCUMOCTH OT
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MPOU3BOJUTENS  MEOUUMHCKOTO  M3JICNIHS, €ro  YIOJHOMOYEHHOTO
MPEICTABUTENS WA JIPYTUX 3aMHTEPECOBAHHBIX B PE3yIbTATaX HUCIIBITAHUU
JIALL.

Kommepueckoe, (uHaHCOBOE WM HWHOE JaBJICHHWE, CTaBsIlee
OCCIIPUCTPACTHOCTh  YIIOJITHOMOYEHHOW  OpraHW3amuH,  MPOBOJSIIEH

TEXHUYECKUE UCIIBITAHUS T10]T YTPO3Y, HE JIOIYCKAETCS.
II. ITpaBuna mpoBenCHUS TEXHUYECKUX UCTIBITAHUN

11. JIns mpoBeIeHHs] TEXHUYECKUX MCTIBITAHUMN 3aSBUTEIb TPEICTABIISCT
B YINOJHOMOYEHHYIO OpPTraHU3alMI0 3asBKY, COJIEPXKAIIYI0 CIEIYIOIIYIO
uH(pOpMaLHUIO:

a) HaMMEHOBAaHNUE MEIUIIMHCKOTO U3ICITHS;

0) HaMMEHOBaHUE  3asABUTENSA, €ro MECTO HaxoxkiaeHus (aapec
IOPUJMYECKOTO JIMIA) — JJI IOPUAUYECKOro JMia Wik (aMuids, uMs,
OTYECTBO (MPU HAJUYUH), MECTO KUTEIbCTBA — IS (PU3UUECKOro JIMIIA,
3apETUCTPUPOBAHHOTO B KA4YECTBE HWHIWMBUAYAJIbHOTO MPEANPUHUMATES,
CBEJICHUSI O TOCYJApCTBEHHOM pPErucTpalvi HOPUAUYECKOro JIMIA WU
(Gu3MUeCcKOro JiMila B KadyeCTBE HHAMBUAYAJIbHOTO MpPEANPUHUMATENA, a
TaK)Ke KOHTAaKTHbIC JIaHHbIC 3asBUTENA (aapec, TenedoH, aapec ANEKTPOHHOU
MIOYTHI);

B) HAUMEHOBAHUE IPOU3BOJUTENS, €r0 MECTO HaXOoXIAeHus (aapec
IOPUUYECKOTO JIMIA) — JJIS IOPUIUYECKOro JMia Wik (aMuiids, uMs,
OTYECTBO (MPU HAIWYUHU), MECTO KUTEIHCTBA — JUIsl (DPU3UYECKOTo JIMIIA,
3apEeTUCTPUPOBAHHOTO B KAUY€CTBE UHAUBUAYATBLHOTO MPEANPUHUMATEIS;

T) CBEJCHUS O TPOM3BOACTBEHHON IUIONMIaAKe (MPOU3BOJICTBEHHBIX
IJIOMIAIKaX) — HAUMEHOBAHHME IOPUIWYECKOrO JHUIa Wik (aMUIvs, UM,
OTYeCTBO (IIPU HAIUYWU) ISl PU3NUECKOrO JIMIA, 3apEeTUCTPUPOBAHHOTO B

Ka4CCTBC HHAUMBUAYAJIbHOI'O IIPCAIIPUHUMATCIIA, a TAKIKEC aIPCC;
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1) UACHTU(UKAIIMOHHBIC TPHU3HAKK o0paslia METUIIMHCKOTO W3JeIHs
(Mapka, MOJielb, BEPCHUSI MPOrPAMMHOTO oOecIeueHus, Macca, 00beM, JaTta
M3TOTOBJICHUS, CPOKH TOJHOCTH (CPOKH CITy>KOBI), KaTaJOKHBIH HOMeEp,
CEepUIHBIN HOMEp (HOMEp cepuu, NapTUM) U JIp.) (IPU HATUYUH).

€) KJIacC MOTEHIIMAIBLHOTO PHUCKa MPUMEHECHHS MEIUIIMHCKOTO H3ICIIHS,
ompenensieMbli B cooTBeTcTBHMM ¢ [IpaBmimamMm  knmaccuduKaiun
MEIUIIMHCKUX M3JIeTUA B 3aBUCHMOCTH OT IIOTEHIIMAJLHOTO pHCKa
NpUMEHEHUsA, yTBepKIcHHbIMU Pemennem Komtermn Komwmccum or 22
nexabpst 2015 r. Ne 173;

) Ha3HaYeHHEe U 00JIaCTh MPUMEHECHHS MEAUITMHCKOTO U3ICITHSL.

12. BMmecTe ¢ 3asBKOM 3assBUTENb MPEACTABIISACT CACAYIOMINE KOMIUICKTHI
JIOKYMEHTOB:

a) TeXHUYecKas JIOKyMEHTAIUs (TexHUYeCKui (aiin) u
AKCIUTyaTallMOHHAs JOKYMEHTAILMsl Ha MEJUIUMHCKOE U3Jieiue (B TOM YHCIIe
paboumre 4YepTexu, TaOJUIBI M CXEMbl, HEOOXOJAMMBIC I IPOBEJICHUS
HWCHBITaHUM;

0) JaHHbBIE O MAPKUPOBKE M YITAKOBKE MEIUIIMHCKOTO U3/1EIINS;

B) IPOEKT MPOrpaMMbl HUCIBITAaHUN, pa3paOOTaHHBIA 3asBUTENIEM C
yKazaHueM TpeOOBaHUM CTaHIapTOB U (WJM) 3asBJIICHHBIX TEXHUYECKHUX
XapaKTePUCTUK MEIUIIMHCKOrO u3Jeaus u (Wau) IIyHKTOB (pasJielioB)
TEXHUYECKON JIOKyMEHTaluMU (TeXHU4Yeckoro aina), MNOATBEpKICHUE
COOTBETCTBUS  KOTOPBIM  MPOMU3BOJAUTENL  OyleT  MOpUMEHSTh IS
JI0Ka3aTesbcTBa COOTBETCTBUSL OOmMM TpeOOBaHMSIM, a TaKKE€ METO/IbI
UCIIBITAaHUM, KOTOPBIE MPEIIoIaraeTcsi UCIOIb30BaTh;

I') CIIUCOK CTaHAapTOB, BKIIOYEHHBIX B MEPEUYEHb CTAHJAPTOB, KOTOPHIM
COOTBETCTBYET MEAUITMHCKOE WU3/IEINE;

1) IPOTOKOJIBI TEXHUYECKUX WCIIBITAaHUH, MOATBEPKIAIOIINE

COOTBETCTBUE MEIUIIMHCKOro m3aenus OOmuM TpeOOBaHUSM, TOIYYSHHBIX
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OT MHBIX YIIOJHOMOYEHHBIX OpTaHu3aui (Ipu HaJIMYUHN);

€) UHbIE JOKYMEHTHI, MOATBEPKAAIOIINE COOTBETCTBUE MEIUIIMHCKOIO
m3aenust O0uM TpeOoBaHUsIM (MPU HATUYWH).

B cimydae ecnu opuruHansl JOKYMEHTOB COCTaBIIEHbI HA MHOCTPAHHOM
A3bIKE, OHM NPEACTABIISIOTCA C 3aBEPEHHBIM AYTEHTHUYHBIM MEPEBOJIOM Ha
PYCCKHUU SI3bIK B MOPSAKE, YCTAHOBJICHHOM 3aKOHOAATEIBCTBOM IOCY/1apCTBa-
YjieHa, Ha TEPPUTOPUU KOTOPOTO MPOBOASATCS TEXHUUECKHE UCTIBITAHUS.

13. YronHOMO4YeHHass OpraHu3anus MPOBOJUT B TeueHue He Oosee 10
pabouymnx AHEH co MHS MOJayM 3as8BKH aHAJW3 3asiBKU U MpUJIaraeMbIX K HEr
JOKYMEHTOB, TPUHHUMAET PEHIEHUE O BO3MOXHOCTH (HEBO3MOXKHOCTH)
IPOBEJICHUSI TEXHUUECKUX UCTIBITAHUH.

14. B cnydae npuHATHS YIOJTHOMOYEHHOM OpraHu3alledl pelieHust o
BO3MOXXHOCTH TMPOBEJICHUH TEXHUYECKUX MCIBITAHUM YIOJIHOMOYEHHAs
OpraHu3alMsl 3aKJII04YaeTcs COOTBETCTBYIOIIMA JOrOBOp C 3asBUTENEM U
COrJIaCOBBIBAET IPOrpaMMy UCIBITAHUM.

15. B ciyyae npuHATUS OTPUILIATENIBHOTO PEIICHUS YIOJIHOMOYEHHAas
opraHu3aisi B NUCbMEHHOW (opMe yBeIOMIISIET 3asiBUTENsT 00 OTKa3ze B
POBEJACHUM TEXHUUECKUX UCIIBITAHUM (C YKa3aHUEM MTPUYMH).

16. B xoxme mnpoBeneHUsT TEXHUYECKUX HCIBITAHUM YIOJIHOMOYEHHAs
OopraHu3zanus J0LKHA COTPYAHHMYATh C 3aSBUTEJIEM B CBSI3U C BBIIOJIHAEMOM
paboTOH.

17. Texnuueckue HUCIBITAaHUS MPOBOAATCA Ha o0Opa3lax MEIULIUHCKOIO
U3JIEMs], TPENCTABICHHBIX 3asBUTEIEM B COOTBETCTBUM C MPOrpaMMOM
VCTIBITAaHUN.

Ot16op 00pa3IioB MEAUIIMHCKOTO U3ICIIUS ISl IPOBEICHUS TEXHUUCCKUX
UCIIBITAHUM  OCYLIECTBIIAETCSI B COOTBETCTBUM  C  IIPaBUJIAMHU,
YCTAHOBJIEHHBIMH CTaHJapTaMU, BKJIIOYEHHBIMH B NE€PEUEHb CTaHAAPTOB, U

(WIM) aTTEeCTOBAaHHBIMU (BAJIMIWPOBAHHBIMHU) METOAAMH (METOJIMKAMHU)



HCIIBITAaHUM.

18. Ot6op 00pa3lOB  MEOUIMHCKOTO  U3JACNHUs  OCYIIECTBISETCS
3asSBUTENIEM WM IO €r0 TMOPYYCHHUIO YIIOJHOMOYCHHOW OpraHu3aiued B
MPUCYTCTBUHN 3asIBUTCIIS.

B cmydgae ecaim or6op  o0OpasmoB = MEOWIIMHCKOTO — WM3JEIHS
OCYIIIECTBIIICTCSI 3asBHUTEIIEM, PE3yNbTaThl OTOOpa OQOPMIISIOTCS aKTOM
nmpueMa-Tiepeadn 00pas3oB MEIUITHHCKOTO H3/ICITHSI.

B cnygae ecaim or6op  o0OpasmoB = MEIWIIMHCKOTO — WM3JEIHS
OCYIIIECTBIIICTCSI  YIOJHOMOYEHHOM  OpraHmM3alied 10  MOPYYCHHIO
3asIBUTENS, pe3yJibTaThl oTOOpa O(QOpMIISIIOTCS aKToOM OTOOpa 00pasiioB
MEUITMHCKOTO U3/ICTIHSI.

19. Ha Bcex aramax XpaHEHHUs, TPAHCIOPTUPOBAHMS M IOATOTOBKH K
TEXHUYECKUM HCIIBITAaHUSIM OTOOPAHHBIX OOpa3IoB MEAMIIMHCKOTO W3EIHUS
JOJHKHBI COOJIIOIaThC TPEOOBaHUS, YCTAHOBJIEHHBIE B DKCILTyaTalMOHHBIX
JOKYMEHTax Ha MEJIUIIMHCKOE U3/IEIHE.

20.Ilpy HaMMUUU TPYNIBl OJHOPOAHBIX MEAWIIMHCKUX HW3JICIIHH,
yKa3aHHBIX B  MPOrpaMMe  HCIBITAHWHA, JIOMYCKAeTCs  TMPOBEICHHE
TEXHUYECKHX HCIIBITAHWA Ha THUIOBBIX 00pa3lax MEJIUIMHCKUX H3ICIUH,
IPOU3BOJIMMBIX IO OJHOMY HOPMAaTUBHOMY JOKYMEHTY W IO €IWHOU
TEXHOJIOTHUH.

[Ipu »TOM BBIOOpKA THIOBBIX OOpPA3IOB IO COCTAaBY MEIUITMHCKHUX
U3JICJIMA  JTOJDKHA OTpakaTh BCIO COBOKYITHOCTh TPYIIIBI  OJHOPOIHBIX
MEIUIMHCKUX H3JCIIUA C YYEeTOM pa3IMuds CBOWCTB OT/AEIbHBIX THIIOB
MEIUIIMHCKUX U3IeTi (MapoK, MOJieiel) B JAaHHOM COBOKYITHOCTH.

21. TexHUUYECKUE UCTIBITAHUS BKITIOYAIOT B CEOSI CIEAYIOIINE ITaIlbI:

a) aHaIM3 TEXHUYECKOW JIOKYMEHTalMu (TeXHHUYeCcKoro (aitna) wu
AKCITyaTallMOHHOW JOKYMEHTAllMd Ha MEIUIIMHCKOE W3JCNMe, a TaKkKe

IPOTOKOJIOB paHee MPOBEICHHBIX TEXHUYECKUX UCIIBITAaHUH (TIPU HAJIMYHUN);
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0) oTOOp WM TOJydeHHEe OOpa3lloB MEIMIIMHCKOTO W3ACHHS M HX
UJeHTU(PHUKALINS;

B) IOJIy9CHUE  CICNHAIBHOTO  00OpydOBaHWs,  pa3pabOTaHHOTO
MIPOU3BOAUTEIEM JIJIsi TEXHUUECKUX HUCTIBITAHUN KOHKPETHOT'O MEJUIIMHCKOTO
M3EIUS U YKa3aHHOTO UM B TEXHUUYECKON JOKYMEHTAIUu (TIpY HAJIMYUN );

T') IPOBEJICHUE TEXHUYECKUX UCIIBITAHUH, MPEyCMOTPEHHBIX
IpOrpaMMoOil KCIBITAHUM, Pa3padOTaHHOW 3asIBUTEJIEM MU COIJIACOBAHHOM C
YIOJIHOMOYEHHON OpraHu3aluei;

1) obopmiieHHEe U BbIJaya 3aABUTENI0 TMPOTOKOJIA TEXHUYECKUX
UCIIBITaHUH 110 POpMeE COTJIaCHO MPHUIIOKEHUIO.

22. TexHudecKue UCIIBITAHUS MIPOBOISTCS YIOJITHOMOYECHHOU
opraHu3aieii B Cpok, He mpesbimaronuid 30 pabouux gHEW C MOMEHTa
NOCTYIUICHUST 00pa3loB MEAUIMHCKUX W3JEIMA B COOTBETCTBUU C
COIJIJACOBAHHOW MPOTPAMMOM MCHBITAHUH, TIPU YCJIOBUM OIJIATHI 3aIBUTEIIEM
yCIIyT YNOJIHOMOYEHHOW OpraHu3alldd B COOTBETCTBUU C 3aKIFOUYECHHBIM
noroBopoM. Cpok pOBEACHUS TEXHUUECKUX UCIIBITAaHUI IO COrIaCOBaHUIO C
3asBUTENIEM MOXET OBIThb MPOJIEH PYKOBOAUTEIEM YIOIHOMOYEHHON
opraHu3aim, Ho He Oosiee yeM Ha 20 pabodyux JHEH.

23. Pe3ynpTaThl KaXJAOro TEXHUYECKOTO HCIBITAaHUS WM CEpUHU
TEXHUYECKUX HCIBITAHWUW, MPOBEJACHHBIX YIIOJIHOMOYEHHOW OpTraHU3alMEH,
JOJKHBI  OBITh  CPOPMYJIMPOBAHBI TOYHO, YETKO, HEABYCMBICIICHHO U
00BEKTUBHO.

24. B mpoTOKOJIE TEXHUYECKUX HWCMBITAHUA METOJbl (METOJIUKH)
UCIIBITAHUN YKa3bIBAIOTCS JUISI KaXJOr0 ONPEAEIIEMOro IOKa3aTels ¢
yKa3aHUEM TOJIHBIX HJCHTU(DUIIUPYIOMMNX PEKBU3UTOB COOTBETCTBYIOIIUX
JOKYMEHTOB (IIJI1 METOJIOB, OMNHUCAaHHBIX B CTaHAApTaX, YKa3bIBAKOTCS
COOTBETCTBYIOIIME IMYHKThI CTAHJAPTOB).

25. JIOKyMEHTBI TIO TMPOBEJICHUIO TEXHUYECKUX HCIBITAHUN XpaHATCA
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YIIOJJTHOMOYEHHOM  OpraHu3allieél B CUCTEMAaTHU3UPOBAHHOM BHUJIEC B

YCTaHOBJIEHHBIN 3aKOHOJATEIBCTBOM I'OCYIapCTBA-UJIEHA CPOK.

I1l. TpeGoBaHMs K YIIOTHOMOYEHHBIM OPTaHU3AIUSAM U TIOPSIOK
OILICHKH MX COOTBETCTBHS YKa3aHHBIM TPEOOBaHUAM

26.B  peectp  yNOJHOMOYEHHBIX  OpraHM3alMii  BKIIIOUAIOTCS
UCITBITAaTEbHBIC JTA0OpaTopuu (IIEHTPBI) B COOTBETCTBHU CO CIEAYIOITUMHU
KPUTEPHUSIMU:

a) perucTpalus MCHbITaTEIbHON Jaboparopuu (IIEHTpa) B KayecTBE
IOPUINYECKOTO JIMIAa B COOTBETCTBHUU C 3aKOHOJATEIBCTBOM TOCYJIapCcTBa-
qJICHA;

0) HUIMYKME CBEICHUHN O JCHCTBYIOIIEH aKKpEIUTAIIMU HCIBITATEIbHOM
naboparopur  (LIEHTpa) B  HAIMOHAJIBLHOW CHUCTEME  aKKpEeIUTaIluu
rocyJapcTBa-4JIeHa;

B) HAJIMUKME B OOJIACTH AKKPEIWUTAIIMM MCHOBITAaTEIbHON JlabopaTopuu
(meHTpa) MEIUIMHCKUX U3ACIUN U (WJIM) TPYIIT OJHOPOIHBIX METUIIMHCKUX
U3JIeNIUH, a TAKXKE BUJIOB U METO/I0B TEXHUUYECKUX HCIIBITAHUN;

I') HAUJIMYME CHUCTEMbl MEHEDKMEHTa KauecTBa U COOJNIIOJEHUE B
JEATETLHOCTH UCTIBITATELHOMN JTabopaTopun (LIeHTpa) TPEOOBAHUI CUCTEMBbI
MEHE/KMEHTa KayeCTBa, YCTAHOBIIEHHBIX B PYKOBOJICTBE I10 KadyeCTBY
UCIIBITaTEIbHOM TabopaTopui (LIEHTPa);

1) HAUIMYKME HOPMATHBHBIX MPABOBBIX aKTOB, JOKYMEHTOB B 00JacTH
CTaHJapTHU3allMM, TPaBWJI M METOJOB HCCIEAOBaHUN (UCHBITAaHUN) U
U3MEPEeHHUI, B TOM 4YHCJEe NpaBui oTOOpa oOpasuoB (mpod), U HHBIX
JIOKYMEHTOB B 00JIaCTU AaKKpEIWUTallUM UCIBITaTeIbHOW J1abopatopuu
(LleHTpa), a Takke COOJI0JICHHE HUCHIBITaTeNLHON JabopaTopueil (LIEHTPOM)
TpeOOBaHU JaHHBIX JOKYMEHTOB,;

€) HaIMuMe y  coenuaiucta  (CHenuaIuCTOB)  HCIBITATEIbHOU
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naboparopun (LIEHTPA), HEMOCPEICTBEHHO BBITOJIHSIIOMNUX PAOOTHI MO
TEXHUYCCKUM HUCTIBITAHUSM:

BBICIIETO  OoOpa3zoBaHMs, JMOO  cpemHero  MpogecCHOHATBHOTO
o0Opa3oBaHus, JMO0 JOMOIHUTEIBHOTO MpodeccuoHanbHOr0 00pa3oBaHus Mo
po(HITt0, COOTBETCTBYIOIIEMY 00JIACTH aKKPEIUTAINY;

ombITa PabOTHI 10 HWCCICIOBAaHUSIM (WCIIBITAHUSAM), H3MEPEHUSM B
00JacTH aKKpEeAUTAlMM, YKAa3aHHOW B 3asBJICHUHM 00 aKKpeIUTAIlMU WA B
peecTpe akKpeIMTOBaHHBIX JIMII, HE MEHee 3 JIeT.

27. YIIOJTHOMOYEHHBIC OpPTaHbl PACCMATPUBAIOT 3asIBKH MCIBITATEIIHLHBIX
naboparopuil (LIEHTPOB) O BKJIIOUEHUM B PEECTP YINOJHOMOYEHHBIX
OpraHu3aivii u CcoOOIIAIOT WCIBITaTEILHONW JabopaTopuu (LIEHTPY) O
OPUHSATOM pEUIEHUH B MUCbMEHHOU (hopme He no3aHee 10 pabounx aHe# co
TTHS TIOJIAYH 3asIBKH.

Bmecre ¢ 3ajgBKOM  MNPEACTABIAKOTCA  TAKXKE  JOKYMEHTHI,
MOATBEPKJIAIOIINE COOTBETCTBUE MCHBITATEILHON J1abopaTopuu (LIEHTpa)
KPUTEPUSIM, YCTAHOBIIEHHBIM IyHKTOM 26 HacTosmux [IpaBui.

B 3asBKe 0 BKJIIFOUEHUH HCIIBITATENILHON TabopaTopuu (IIEHTPa) B peecTp
YIIOJTHOMOYECHHBIX OpPTaHU3aIi yKa3bIBaeTCss HHMDOpMAIS O METUITMHCKUX
u3enusax U (WiM) OJHOPOAHBIX TPYIIAXx MEIUIMHCKUX M3CIHM, a TaKke
BUJIAaX W METOJaX TEXHUYECKHUX HCIBITAHUM, BKJIIOYEHHBIX B 00JIaCTh €€
aKKpeJWTallii, B OTHOIICHWH KOTOPBIX HCIbITATEIbHAS JIabopaTopus
(LIEHTp) MO/IAET 3asIBKY.

28. B ciyyae mpUHATHS YIIOJTHOMOYEHHBIM OPTaHOM TMOJIOKHUTEIHHOTO
pelieHus MCHbITaTeNibHas Jlaboparopusi (LIEHTP) BKIIOYAETCS B PEECTP
YIIOJTHOMOUYEHHBIX OpraHu3aIuil.

29. B ciyyae HECOOTBETCTBHSI UCIBITATEIBHON Jaboparopuu (IIEHTpA)
KpUTEPHUSIM, YCTAHOBJIEHHBIM MyHKTOM 26 HacTosimux [IpaBui, u npuHsITHS

OTPHUIIATEIILHOTO PEIIEHUs YIOJHOMOYEHHBIM OpraH B MUCHMEHHOU (opme



12

YBEAOMJISIET UCIIBITATEIbHYIO TJAOOpaTOpHIO (IIEHTP) O MPUUYMHAX OTKAa3a.

30. O6xanoBaHue pelICHUsI YIOJTHOMOUYEHHOTO OpraHa OCYIIECTBIISIETCS
B COOTBETCTBUH C 3aKOHOJIATEIILCTBOM IrOCYAapCTBa-UICHA.

31. ®opmupoBaHre U BEeJIEHHWE peecTpa YIOTHOMOUYEHHBIX OpTaHU3aIlil
ocymectBisitotcsi Komuccueit B coorBerctBuu ¢ [lopsinkom GpopmupoBanus
U BeJeHUS WH(OPMAIMOHHOW CUCTEMBI B cdepe oOpalieHus: MEeTUITMTHCKUX
uznenuii, yreepxkaeHHbIM Pemmennem Cosera Komuccuu ot 12 deBpans 2016
r. Ne 30, Ha oOCHOBE CBeIEHUM, NPEACTABIAEMBIX YIOJHOMOYEHHBIMHU
OpraHaMy C UCIOJIb30BAHUEM CPEJICTB UHTETPUPOBAHHOM CHCTEMBI.

32. YIIOJTHOMOYEHHBIE OpraHsl o0ecreunBaroT XpaHEHHUE,
CUCTEMATHU3alMI0 M U3MEHeHHue HuHpopMauuu 00 YHIOJIHOMOYEHHBIX
OpraHu3aIMsX, a TAKXKE 3alIUTy OT HECAHKIIMOHMPOBAHHOIO JIOCTYIA K HEW.

33. Peectp  ymOJTHOMOUYGHHBIX  OpraHW3alMid  pa3MeliaeTcs  Ha
opUIMANBbHBIX CAaWTax YIOJIHOMOYEHHBIX OpPraHoB B HH(OpPMAIMOHHO-
TEJIEKOMMYHUKAIMOHHOM ceTth «MHTEpHET» W B  OTKPBHITOM 4YacTu
uHpopManoHHoM cuctembl Coro3a B cdepe oOpalleHus MEIUIMHCKUX
U3 IEIINM.

34.B ciywyae W3MEHEHHUS CBEICHMI, COAEpXKAILIUXCA B PEECTpe
YIIOJHOMOYEHHBIX  OpPraHU3allWi, YIIOJHOMOYEHHAs OpraHu3anus He
no3aHee, yeM udepe3 30 KaleHOapHBIX JHEW CO JHS BHECEHUs YKa3aHHBIX
U3MEHEHUW O0053aHa NPEICTaBUTh B YIOJIHOMOYEHHBI OpraH 3asBKY O
BHECCHUM W3MEHECHHW B  CBEICHUSA, COJAEpXKaIIUMECs B  peecTpe
YIIOJJHOMOYEHHBIX OpraHHu3ali, a TAKXKE JOKYMEHTBI, MOJITBEPKIAAOLINE
JAHHBIE U3MECHECHMUS.

35. YronmHoMoueHHbI opraH B TedeHue 10 paboumx gHEW Tocie
OPEACTABJICHUS YIIOJHOMOYEHHOM OpraHu3anueid 3asBKM O BHECEHUU
U3MEHEHUN B CBEACHUS, COJACPKALIMECS B PEECTPE YHOJIHOMOYEHHBIX

OpTraHU3AINN:
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a) paccMaTpuBaeT MPEACTABICHHBIC 3asiBKY M JOKYMEHTBI U COOOIIAeT
YIOJHOMOYEHHOW OpraHW3allid O TMPUHSATOM pEIIEHUH B TMHUCbMEHHON
hopme;

0) oOecrieunBaeT pa3MellleHne COOTBETCTBYIOIIEH wuHOpManu Ha
CBOMX OQUIMATBHBIX CalTax B MHGOPMALKUOHHO-TEICKOMMYHUKAITMOHHON
cetu «UWHTepHer», a Takke ee npeacraBieHne B Komwmccuoo ¢
UCIIOJIb30BAHUEM CPEJICTB HMHTETPUPOBAHHON HH(POPMAIMOHHONW CHUCTEMBI
Coro3a (B cilydae MPUHATHS YHOJTHOMOYEHHBIM OPTaHOM TMOJIOKHUTEIHLHOTO
peuieHus).

36. Komuccus B Teuenue 1 pabodero qHsi 00ecredrBacT akTyaau3alluio
peecTpa YyIoJIHOMOYEHHBIX OPraHU3alui.

37. UckmroueHne W3 peecTpa  yNOJHOMOYEHHBIX  OpTaHU3aIlHi
OCYIIECTBIIAETCS YIIOJTHOMOYEHHBIM OPraHOM B CJIEAYIOIIHUX CIyYasx:

a) mojiaya 3asBJICHUS], TOANNCAHHOTO PYKOBOJAUTEIEM YIIOJIHOMOYEHHOM
OpraHu3aim, 00 UCKIIIOUEHUH U3 PEeCTpa YIIOJIHOMOYEHHBIX OpraHU3alHii;

0) OTCyTCTBHUE  CBEIEHUWA 00  aKKpeauTalud  YHOJIHOMOYEHHOU
OpraHu3aliy B HAIIMOHAJIBHON CUCTEME aKKpEIUTAlMKA FOCYJapCTBa-UJICHa,;

B) IPE/ICTABJICHUE OPraHOM, YIOJHOMOYEHHBIM B COOTBETCTBUHU C
3aKOHOJATENIbCTBOM T'OCYIapCTBa-ujIeHa, M0 Pe3yJbTaTaM OCYILECTBIISIEMOTO
UM TOCYIapCTBEHHOIO KOHTpOJiA (HaA30pa) CBEACHUM O HapylIeHUU
o0si3aTeNbHBIX ~ TpeOOBaHWII  MpPU  MPOBEACHUU  YIOJIHOMOUYEHHOM
OpraHu3aluell TEXHHYECKUX UCTIBITAaHU.

38. IlpenocraBnenue mo 3amnpocaM 3aMHTEPECOBAHHBIX JIUIl CBEJICHUMN 00
YIIOJTHOMOYEHHBIX ~ OpPraHU3alUsaX OCYIIECTBISETCS  YHOJIHOMOYEHHBIMU

opraHaMm B COOTBCTCTBHH C 3aKOHOAATCIIbCTBOM I'oCyIapCTB-YJICHOB.




[MTPUJIOXKEHUE

K [IpaBunamM npoBeeHUS TEXHUYECKUX
HUCIIBITAHUN MEIUITMHCKNUX U3JICIINN

THUOIIBASI ®OPMA ITPOTOKOJIA TEXHUYECKUX UCIIBITAHUI
MEJUIMUHCKOI'O U3EJINA

HAaMMEHOBAHHE UCTIBITATEIHHOM JTJabopaTopuu (LIEHTPA)

CBeJIeHUs 00 aKKpeIUTAIlMU UCTIBITATEIbHON JTabopaTopuu (LIEHTpa),
HOMED, CPOK AEHCTBUSA

azapec, TenedoH UCTIBITATENIbLHOM TabopaTopuu (IIEHTpa)

YTBEPXIAIO
PykoBoauTens ucopITaTeIbHON
naboparopuu (1IEHTpA)

MO AMHUCH WHULIAAIBI, (pamMuims

« » 20

(mata yTBEpKICHUS )

M.IL.

[IPOTOKOJI TEXHUUYECKHUX UCIILITAHUIN
No

CaenieHHs 0 MPOYKIINH, 3asIBJICHHOM B KAYECTBE MEIUIITMHCKOTO U3/ICITUs

HaWMEHOBaHUE, MO/IEIIb/MOAM(PUKALIHSI/KaTaT0KHBIA HOMED (MPU HATUYHH),
Ha3HAYCHHE U 00JIACTh IPUMEHEHHSI

Cenenust 00 00pasie (oOpasiax) npoayKIuu

KOJIMYECTBO, COCTOSIHUE 00pa3iia MpoayKIUH, 3aBOJICKOI/CEpUIHBII HOMED, HOMEp MapTUU
(J1oTa), AaTta MPOM3BOJCTBA, CPOK TOJHOCTH (CPOK CIIYKOBI) (110 MPUMEHUMOCTH )

CBenieHus 0 3aIBUTEIIE

HaNMMCHOBAHHUEC, €TI0 MCCTO HAXOXICHHA (a;[pec HOPUINYICCKOTO J'II/II_[a) — Ui OpUANYICCKOTO
JIMIa UJIn (baMI/IJII/IH, UM, OTYECTBO (HpI/I HaHI/I‘-II/II/I), MECTO XUTCIbCTBA — JJIsA (I)I/ISI/I‘{CCKOFO
JiM1a, 3apCruCTpupoOBaHHOTO B KaUCCTBC MHAUBHUAYAJIbHOT'O IPCAIIPUHUMATCIIA



KOHTaKTHBIC JAaHHbIE 3asBUTEINA (azpec, TeaedoH, aapec JEKTPOHHOM MOYTHI)

CBeneHust 0 NpOU3BOJIUTEIIE

HauMEHOBAaHUE, €0 MECTO HaX0K/IeHUs (alpec IOPUIUUECKOro JIUIA) — s FOPUANYECKOTO
nuna win GamMuIus, UMsi, 0TYECTBO (TIPH HATMYHMH), MECTO YKUTEIBCTBA — ISl (PU3UIECKOTO
JIMLA, 3aPETUCTPUPOBAHHOTO B KAYECTBE MHANBHUIYAJIBHOTO MPEIIIPUHUMATENSA

CeeneHusi O  OPOU3BOJCTBEHHOM  IUIOHIAAKE  (MPOM3BOJCTBEHHBIX
TLJTOIA IKaX ):

HauMEHOBaHUeE, (paKTUUECKUM azipec ((paKkTUUECKUe aapeca)

OcHoBaHuE 711 MPOBEACHUS UCTIBITAHUN

Crenenusi 00 otOope oOpasmna (oOpas3lioB) mpoaykiuu/Jlara momydeHus
00pa31oB NpOayKIUU

CTaH,Z[apTBI, Ha COOTBETCTBHUEC KOTOPLIM ITPOBCACHDLI MCIIbITAHWUA

Metoibl (METOMKH ) UCTIBITAHUI

MecTto npoBeIEHNS UCTIBITAHUI

aapec MeCTa IMPOBEACHUA HCITBITAaHUI

JlaTa Hayasa MpoBEICHUS UCTIBITAHUM. «__ » 20
JlaTa OKOHYaHHS TTPOBEICHUS UCIIBITAHUM: «_ » 20
JlaTa BbIjauy MPOTOKOJIA TEXHUYECKUX UCIIBITAHUM: « _ » 20

BriBoabI: mpencTaBiaeHHbIe 00pa3Iibl TPOIYKITUN

COOTBETCTBYIOT, HC COOTBETCTBYIOT Tpe60BaHI/I$IM — YKa3aTb HYKHOC

Pe3ynbTarhl MCOBITAHUA OTHOCSITCS TOJIBKO K OOpasliaM MpPOIyKIIUU, B
TOM YHCJIE THIIOBBIM, OJBEPIHYTHIM MCIILITAHKUSAM.
ITonmnas wnm dYacTWyHAs mepernedaTka IIPOTOKoa 0e3 pas3pemeHus
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UCIIBITATENLHOM Taboparopun (LIEHTpa) 3aIpeIacTcs.

* IMPCAJIOKCHUC YKa3bIBACTCA Ha  KaXXIOM JIUCTEC IIpOTOKOJIa B
KOJIOHTHUTYIJIC.
HpeI[CTaBHeHHBIe Ha UCIIBITAHWA JOKYMCHTBI
I/II[eHTI/I(bI/IKaHI/IH PE3YyJIbTATOB, INOJIYUYCHHBIX oT 3adABUTCIIA, HHBIX
YIOJIHOMOYCHHBIX OpFaHHSaHHﬁ HNJIM BHCIIHUX ITOCTABIIIWKOB:
HepequL HCIIOJIb3YEMOI'O UCIIBITATCIILHOI'O O60pYI[OBaHI/IHZ
Pesynprarel uCnbITaHUN:
Tabmumia No HammMeHnoBanue cranaapta / HOpMaTUBHOTO JJOKYMEHTA
Ne | HopmartuBnbie | HammeHoBaHue Meton daktnueckn | YcioBus BriBon o
/T | IOKYMEHTBI, Ha | TOKa3aTelii U | UCTIBITAHHM | TOJTyYEeHHBIC | TIPOBEJCHUS | COOTBETCTBHU
COOTBETCTBUE TpeboBaHUs pe3ynbTaThl” | HCIBITaHMi
KOTOPBIM HOPMAaTHUBHBIX 2 (o
MIPOBE/ICHBI JOKYMEHTOB PUMEHUMOC
HCTIBITAaHUS ™)
1 2 3 4 5 6 7

!¢ ykazanuem equHuUIBI M3MeEpeHNS;
2 mpumeuanue (YKa3blBaeTcs HEONPEAeeHHOCTh H3MEPEHHiA (10 IPUMEHUMOCTH));
% Temmepatypa, BIaKHOCT, aTMOC(EpHOE JaBIIEHHUE U TIp.

Crnenuanuct 1adoparopuu

[Tpunoxenue:

o AIncCh

HWHHUIINAJIBI, (1)aMI/IJ'II/IH

dboTorpadpuueckue u300pakKeHHsT OOIIEro BHaa OOpas3loB NPOAYKIIMU C
MPUHAJICKHOCTIMH, HEOOXOAUMBIMHM IS TPUMEHEHHUS TMPOIYKIMH II0

HA3HAUYCHUIO (TIPU HAJIMYWH ), 1 UX MAPKUPOBKH.

»,
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