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IIPUKA3 ot QfW 2073,
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Mocksa

06 yrBepxaenuu Iopsaaka opraHy3auMn ¥ NpoBeACHAS
IKCNEPTH3bI K34eCTBA, 3(PPEKTHBHOCTH H 6€30NMaCHOCTH MEJHUHHCKHX H3/1e/IHi

B coorsercTBHM co cratseit 38 PepepanbHoro 3akoHa ot 21 Hos6psa 2011 r.
Ne 323-@3 «O6 ocHOBax OXpaHBI 3[OPOBBSl TpaXKHaH B Poccuiickol Penepauun»
Cobpanue 3akoHomaTenbcTBa Poccuiickoit Menepanuu, 2011, Ne 48, ct. 6724; 2012,
Ne 26, cr. 3442; 3446) u nynkrom 5.2.188 IlosoxeHuss o MuHHCTEPCTBE
3npaBooxpaHeHuss Poccuiickod @epepauuy, YTBEPXXACHHOIO IIOCTAaHOBJIEHHEM
[paButenscTBa Poccuiickoit ®epepamsu ot 19 wmons 2012 r. Ne 608
(Cobpanune 3akoHomatenscTBa Poccuitickoit Mepepauum, 2012, Ne 26, ct. 3526),
NPHKAa3BblBAIO:

YTBEpAUTH:

MOPSAAOK OpPraHU3allWH U MPOBENCHHS IKCIIEPTH3bl Ka4ecTBa, 3PPEeKTUBHOCTH
¥ 6e30T1aCHOCTH MEIULIMHCKHX H3IE|i COrnacHo MpuiIoxxeHHo Ne 1;

GopMy 3aKITIOYEHHS KOMHUCCHH 3KCIIEPTOB O BO3MOXXHOCTH (HEBO3MOXKHOCTH)
MPOBEAEHUS  KIUHUYECKUX  UCIBITAHHH  MEAMUMHCKMX  HM3JENUd  COINIacHO
npuioxeHHro Ne 2;

bopMy 3aKIIFOYEHHS KOMHCCHHM O3KCIIEPTOB II0 pE3YNbTAaTaM SKCIEPTU3BI
KayecTBa, 3(PPEKTHUBHOCTH ¥ 6e30MacHOCTH MENHMLMHCKUX H3IEeNMH COrJIJaCHO

npuinoxeHuro Ne 3.

Munuctp B.W. CkBopuosa



IIpunoxenue Ne 1
K Ipukasy MuHKcTepcTBa 3ApaBOOXpaHEHHS
Poccutickoit ®eneparuu

OT/f/” Z %Ng 7EL 52y

Iopsaok opraHu3alMy U NPOBeAeHHS
IKCHEPTH3BI KauecTBa, 3PPeKTHBHOCTH H 0€30MaACHOCTH MeIHIMHCKHX H3/AeNHMH

I. O0ue nonoxeHus

1. Hacrosummi#t Ilopsanokx ompeapenser mpaBuia OpraHH3alMl H IPOBEACHHUA
9KCIEePTHU3HI KauecTBa, 3QPeKTUBHOCTH U 6€30NaCHOCTH MEAHLIMHCKUX H3IENHH.

2. OkcnepTH3a KadecTBa, 3G¢eKTHBHOCTH U 0e30macHOCTH MeXMIUHCKHX
H3IENUN OCHOBHIBAETCS Ha INPUHIMIIAX 3aKOHHOCTH, COOJIOJEHHs NpaB H cBOOOX
4yejoBeka U TpaxXKJaHWHA, IpaB IOPUAMYECKOrO JHIA, HE3aBUCHMOCTU 3KCIIEpPTa,
O0BEKTHBHOCTH, BCECTOPOHHOCTH M TIIOJHOTHl HCCJIEIOBaHHH, IPOBOJMUMBIX
C MCIIOJIb30BaHWEM COBPEMEHHBIX JOCTIKEHMM HAayKW M TEXHUKH, OTBETCTBEHHOCTH
9KCIIEPTHOrO YUPEXXAECHHS U SKCIIEPTOB 3a MPOBEIEHHUE U Pe3YJIbTaThl IKCIIEPTU3HL.

3. Oxcneptu3a KkadecTBa, 3((eKTHBHOCTH U 0€30IaCHOCTH MeIUIIMHCKHUX
U3IeNuil MpoBoAUTCS GeNepalbHBIM IOCYIapCTBEHHBIM OIOMKETHBIM YUPEXIECHHUEM
(manee — 3KCIepTHOE y4pexAeHUe), Haxoasmumcs B BeaeHun DexepaiibHOM ciyXKObI
0 Ham30py B cdepe 3ApaBoOXpaHeHHs (Hanee — PErMCTPUPYIOIIUN OpraH)
Ha OCHOBaHMHM 3aJaHHil PErHCTPHPYIOLIEr0 OpraHa Ha IMPOBEICHUE 3KCIIEPTU3BI
Ka4ecTBa, 3PPEeKTUBHOCTH U 6€30MaCHOCTH MENULIMHCKUX H3/IETHA.

4. Dxcmeptu3a KadecTBa, 3((eKTUBHOCTH U 06e30macHOCTH MEeIUIMHCKHX
H3IENHI MPOBOIUTCS SKCIEPTHHIM yUPEXAECHUEM IIO3TAIHO:

1) mepBBIif 3Talm — SKCIEPTH3a 3asBIEHUSA U JOKYMEHTOB I OIPEIE/ICHHA
BO3MOXXHOCTH  (HEBO3MOXXHOCTH)  IIpOBEJEHHS  KIMHUYECKHX  HCIBITaHHH
MEIUILMHCKUX U3EIHH;

2) BTOpPOH »dTam — OKCIIEPTHU3a IONHOTEL M pPE3yNbTaTOB IIPOBEACHHBIX
TEXHHYECKUX HCIBITAHUH, TOKCHKOJIOTHYECKHMX HCCIIENOBaHUM, KIMHHYECKHX
HCIBITAaHWH, a TaK)Ke MCIBITAHWHA B LENAX YTBEPXKICHHUS THUIA CPEACTB M3MEPEHHUH
(B OTHOIIEHHMH MEIMIIMHCKUX W3JENUH, OTHOCAIIMXCS K CpeNCTBaM H3MEpEHHi
B chepe rocygapCTBEHHOTO peEryIHpoBaHUs oOecredeHHs] eIMHCTBA HM3MEPEHMH,
riepeyeHb KOTOPBIX yTBepxaaercss MUHHCTEpCTBOM 3ApaBooXpaHeHHs Poccuickoit
Qenmepanuu’) (mamee — SKCHEpTH3a IIOJHOTHI M PE3YJHTATOB POBENEHHBIX
HCIIBITAaHUN U UCCIIEIOBaHMI).

5. OkcrepTH3a KadecTBa, 3¢G¢eKTHBHOCTH U 0e30macHOCTH MEAMLHHCKHX
M3JENHUA TMPOBOMUTCA KOMMCCHEH 3KCIIEPTHOrO YUpeXIeHHs (hanee — KOMHCCHSA
3KCIIEPTOB), cocTosmeid ©3 Tpex M Oojee 3KCIEpTOB, Ha3sHAYEHHOM

! yacts 8 craThu 38 MenepansHOro 3akona ot 21 Hoabps 2011 r. Ne 323-®3 «O6 o0cHOBaX OXpaHBI 310POBbS IPaXAaH
B Poccuiickoit denepaumn» (Cobpanue 3axoHonatenscTa Poccuitckoit ®enepamun, 2011, Ne 48, cr. 6724; 2012,
Ne 26, cr. 3442; ct. 3446)



ero pyKOBOAMTEIEM Ha OCHOBaHWH BBIHAHHOIO 33JIaHHUS Ha MPOBEJEHUE IKCIIEPTUIEI
Ka4yecTBa, 3¢ PeKTUBHOCTH U 6€3011aCHOCTH MEIUILIMHCKUX H3HEIIHIA.

6. B cocTaB KOMHCCHH 3KCIEPTOB, I10 PELICHHIO PYKOBOAHUTENSA KCIIEPTHOIO
YUIpexXAeHHs, MOTYT OBITh BKJIFOYEHBI B Ka4eCTBE 3KCIIEPTOB JIHIA, HE PabOTaIOIME
B OKCIIEPTHOM YYPEeXIEHHWH, €CIH HX CHelUaJIbHble 3HAaHHA HeOOXOAUMEI
Vi1 TPOBENCHHUS OKCIEepTU3bl KauecTBa, 3(P(PEKTHBHOCTH © Oe30macHOCTH
MEIULMHCKUX H3JeNUd, U TaKue SKCIEepPThl OTCYTCTBYIOT B JAHHOM 3KCIEPTHOM
YUYpEKAECHUH.

IlpencraButeny opraHu3aluii, NPOBOJUBINIHX TEXHHMYECKHE HCIIBITAHHUA,
TOKCHUKOJIOTHYECKUE MCCIEeOBaHUA M KIHHAYECKHE HCIBITAHHA MEIHLIUHCKOrO
U3enus, TPeNCTaBICHHOTO Ha  OKCIepTU3y  KauyecTBa, 3¢ ¢eKTHBHOCTH
U 6e30macHOCTH MENMUMHCKMX H3JeNHi, He MOTyT OBITh BKIIIOYEHBl B COCTaB
KOMUCCHH 3KCIIEPTOB.

7. Tlpu NpoBEfEHHUH PKCIEPTH3BI Ka4ecTBa, IGPeKTHBHOCTH U Ge30MacHOCTH
MEIULMHCKUX H3JEJHHA SKCIepT He MOXET HaXOMUThCS B Kakoi-1ubo 3aBHCHMOCTH
OT OpraHa WIH JINIa, Ha3HaYHUBIIETO 3Ty 3KCIIEPTU3Y, IPOU3BOJUTEINS MEAUIMHCKOTO
W3LENHA, YIOJHOMOYEHHOTO TMPEACTaBUTENS IPOM3BONUTENS HIH  JAPYruX
3aWHTEPeCOBaHHBIX
B pe3yJibTaTax d9KCIepTH3HI JIUIL.

8. B cimyuyae eciH 3KCIEPTY H3BECTHBHI OOCTOSTENBCTBA, MPEMNATCTBYIOLIME
€ro MpHUBIEYEHHUIO K TMPOBENCHUIO OSKCIEpTU3bl KadecTBa, 3(deKTHBHOCTH
U 6e30IaCHOCTH MEIMIUHCKHX H3MeNHit 100 He NO3BOJIAIOIMIKE eMy coOmonaTh
OpMHIMIEl €€ IPOBEJCHHUS, YCTaHOBJIEHHBIE IyHKTOM 2 Hactosinero Ilopanxa,
3KcIepT coobmaer 06 yka3aHHOM OOGCTOATENBCTBE PYKOBOIMTENIO 3KCIEPTHOIO
YIpexIeHHs.

9. Ilepex HayaJoM IIPOBENEHHS OKCIEPTH3BI KadecTBa, S(PPEKTHBHOCTH
M 0e30IaCHOCTH MEOUIIMHCKAX H3NeIMH KOMMCCHEH SKCIEpTOB IIPOBOJAMTCH
OpraHM3alMOHHOE 3acefiaHKe, Ha KOTOPOM 3KCIIEPTHI:

a) H30HpalOT M3 CBOEr0 COCTaBa IpeAcelaTelisi KOMHCCHH 3KCIIEpTOB
H ee OTBETCTBEHHOI'O CEKpeTaps;

6) oImpeAeAIOT NOPANOK PabOTHI M NPHHATHSA PElICHHH KOMUCCHEH 3KCIIEPTOB;

B) YTBEPXJAIOT KaJeHAApHbIA IUIaH paboThl KOMHCCHM 3KCIIEPTOB, HUCXOIS
U3 CPOKa IPOBEIEHHUS IKCIICPTH3HI;

Ir) ONpeleNsloT HHBEIE IOJOXEHUS H YCIOBHA, HeoOXOmuMBle A7 paGoThl
KOMHCCHH 3KCIIEPTOB M MPOBENEHHS OKCIEPTH3bl KadecTBa, 3(PHEeKTHBHOCTH
¥ 0€30I1aCHOCTH MEAULIMHCKHX U3JICTIH.

Ipr HeoOXOOMMOCTH O0OSA3aHHOCTH INpelcenareNsi M  OTBETCTBEHHOIO
ceKpeTapsi KOMHCCHH 3KCIIEPTOB HCIIOJHAET ONUH KCIIEPT.

OpraHu3allHOHHOE  3acefjaHHe KOMHCCHH  JKCIIEpTOB  OdopMIisieTcs
IPOTOKOJIOM, IIOAITMCHIBAEMBIM BCEMH €€ WIEHAMH.

10. Tlpemcematens ¥ OTBETCTBEHHBIH CEKpeTapp KOMHCCHHM JKCIIEPTOB
OpraHu3yIoT ee paboTy, B 4JaCTHOCTH:

a) OpPraHU3ylOT NpPOBEJEHHE 3acelaHHii KOMMCCHH 3KCIEPTOB, OQOPMIISIOT
H NONHMCHIBAIOT IPOTOKOJEI STHX 3acCelaHMH;
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0) KOHTPONMPYIOT BBIIOJNHEHHE OKCIIEpTaMH IUIaHa pabOTBI KOMHCCHH
9KCIEPTOB H IIPM HEOOXOOMMOCTH COBMECTHO INPUHHUMAIOT pELIEHHs O €ro
M3MEHEHUM, UCXOAS M3 CpPOKa IPOBEJEHHSA DKCIIEPTHU3Bl KadecTBa, 3G ¢eKTHBHOCTH
U 6€30MaCHOCTH MEIUIIMHCKUX H3EIHIA;

B) NpH HEOOXOJUMOCTH TOTOBAT M IPEACTaBIAIOT MJIA YTBEPKACHHS
Ha 3acelaHMsX KOMHCCHH SKCIEPTOB MpPEINIOKEHHS PYKOBOIUTENIIO 3KCIIEPTHOTO
yapexneHns o0 HW3MEHeHHH COCTaBa ee 4WIEHOB, Iopsaxa paboTel M HPHHATHA
pelLICHHI;

r) 06001aloT MHEHHSA M BBIBOJBI DKCIIEPTOB U 00ECIEYMBAIOT MOATOTOBKY
3aKJFOYEHHS 3KCIIEPTU3Hl KayecTBa, 3PPeKTUBHOCTH B 6€30IaCHOCTH MEAMIIMHCKHX
U3JIETUHN.

11. OxcnepTel NpH IPOBEACHUH OKCIEPTH3Bl KadecTBa, 3((EKTUBHOCTH
¥ 6€30MacCHOCTHA MEIUIMHCKHAX HU3EIUi 00s13aHEL:

1) caMOCTOATENPHO HPOBECTH IIONIHOE HCCIIEJOBaHHE MPEACTaBICHHBIX
MaTepuaoB, JaTh OOOCHOBaHHOE U OOBEKTHBHOE 3aKIIOYEHHE IO pe3ysibTaTaM
9KCIIEPTHU3BI KauecTBa, 3P PEeKTUBHOCTH U 6€30MaCHOCTH MEIUIIMHCKHX H3/IeIIHI;

2) OTBETCTBEHHO M TOYHO (OpPMYJIHPOBaTh BHIBOABI B IpeAenax CBOeH
KOMIIETEHIIUHY;

3) He pasriamarh CBECHHs, KOTOPHIE CTAIH U3BECTHBI B CBSI3H C IIPOBEACHUEM
OKCIIEPTH3EI KadecTBa, 3(P(EKTUBHOCTH M 6€30IMaCHOCTH MENHULIMHCKOIO M3JelHd,
a TaKKe CBEeIEHHs, COCTaBJIAIOIIME IOCYJapCTBEHHYIO, KOMMEpPYECKYI0 WIH HHYIO
OXpaHSIeMYIO 3aKOHOM TaiHYy;

4) coOMomaTh YCTaHOBJIEHHBIE CPOKHM M INOPSNOK IPOBEACHHSA IKCIEPTU3BI
KauecTBa, 3)(EKTHBHOCTH M 6€30N1aCHOCTH MEAMIINHCKUX U3IEIHI;

5) obecmeunTh COXPaHHOCTH IIPEJCTAaBICHHBIX MaTEPHAIIOB.

12. DkcnepTsl He BIIpaBe:

1) mpoBOAMTH OKCIEPTH3y KadecTBa, 3G(EKTHBHOCTH H 0€30macHOCTH
MEIMLMHCKHX H3OENUil 110 0OpallleHuIoO 3asBUTEN HEOCPEACTBEHHO K 3KCIIEPTY;

2) CcaMOCTOATENBHO cOOMpaTh MaTepHalBl I IIPOBEACHHA IKCHEPTHU3EI
Ka4yecTBa, 3¢ (eKTUBHOCTH B 6€30MaCHOCTH METHUIIMHCKHUX H3IEIHH;

13. B cny4yae He0OXOAMMOCTH KOMHCCHS 3KCIIEPTOB BIIPaBE XOJaTalCTBOBAThH
B THCbMEHHOH ¢QopMe Tmepel pPYKOBOAMTENEM 3KCIIEPTHOrO  YYpEeXKICHHA
O TMpHBJEYEHHM K MPOBEACHHIO OKCNEPTH3Bl KayecTBa, 3(PEeKTHBHOCTH
¥ 6e30I1aCHOCTH MEIMIMHCKHUX H3IENUi ApYruX 3KCIEepTOB, €CIM HX CIelHalbHbIe
3HaHHS HEOOXOAMMEBI IS €€ IIpOBEfeHUs, M TaKHe O3IKCIEPTHl OTCYTCTBYIOT
B KCIIEPTHOM YUPEXKACHUH.

14. Kaxaeiii sKCIepT, BXOIAIIMA B COCTaB KOMHCCHH 3JKCIIEPTOB, KOTOpPOM
NOPYYeHO IIpOBeIeHHe SKCIepTH3H KadecTBa, 3QQEKTHBHOCTH M 0e30MacHOCTH
MEAMLIUHCKAX H3NENUM, HE3aBUCUMO H CaMOCTOSITENBHO IIPOBOINUT YKa3aHHYIO
SKCIEPTH3Y H (POPMYITHPYET BHIBOABI B IIPEZieNlaX CBOMX ClELHATBbHbIX 3HAHUH.

15. Pe3synsTaTel 3KCIEPTH3bl KadecTBa, 3(pGEeKTUBHOCTH M 06e30macHOCTH
MeIUIMHCKUX U3IeNHii 0QOpMIIIOTCS 3aKII0YEHHEM KOMHCCHH SKCIIEPTOB.

16. BeIBOABI, COAEpaluecs B 3aKIIOYEHUHM KOMHUCCHHM 3KCIIEPTOB, JOJDKHBI
OBITH OTHO3HAYHBIMHA U TOHATHBIMH.



17. 3akmouyeHHe KOMHCCHH OJKCIIEPTOB IOANMCHIBACTCS MpeIcenaTreseM,
OTBETCTBEHHBIM CEKpeTapeM U OCTaJbHBIMM WICHAMH KOMHCCHU 3KCIIEPTOB
C ykazaHWeM cBoed ¢aMuiuu U WHHOHaIOB. Kaxnas CTpaHHUIAa 3aKIOYEHHA
KOMHCCHHM 3KCIIEPTOB HYMEPYETCS M 3aBepAeTCS IOANKCHI0 OTBETCTBEHHOIO
CeKpeTaps KOMHCCHM JKCIEpTOB. BHeceHHe H3MEHEHHH B 3aK/FOYeHHE KOMHCCHH
JKCIIEPTOB HE JOITyCKAETCsl.

18. UneHbl KOMHUCCHH JKCIIEPTOB B Cilydyae CBOEr0 HECOIVIaCHs C BBIBOAAMH
OKCIePTU3bl KadecTBa, 3((EeKTUBHOCTH H 6€30ImacHOCTH MENUIMHCKUX H3JeNuit
U3JIaral0T CBO€ MHEHHE B IHCBMEHHOM BHJE, C 000CHOBaHHEM IIPHYHH HECOTJIACH
C BBIBOZAMH 3KCIIEPTHU3HI.

JlokyMEHT, B KOTODOM H3JIO)KEHO MHEHHE OJKCIEepTa, HECOIIACHOTO
C BBIBOJIAMH SKCIIEPTHU3HI KauecTBa, 3Q(PEeKTUBHOCTH U 6€30IIaCHOCTH METUIIMHCKUX
H3nenuid, B 00A3aTebHOM MOpSAAKE NpHIaraeTcs K 3aKIIOYEHHIO U SBISETCA €ro
HEOTBEMIIEMOH YaCThIO.

19. JIokyMeHTHl, MOCTYNHBIIME B 3KCIEPTHOE YUYpPEXKACHHE U
OCYIIIECTBIIEHHS OKCIEpTHU3bl KadecTBa, ObdekTUBHOCTH U  6e3omacHOCTH
MEIUIMHCKUX HU3AENUH, IMOAJNexaT BO3BpaTy B PpETrUCTPUPYIOIIMH oprad
OJTHOBPEMEHHO C 3aKIIOYEHHEM COOTBETCTBYIOIHUX IKCIIEPTH3.

I1. Tlopsnox nipoBeAeHHs IKCIIEPTU3EI 3asIBJICHUSA U IOKYMEHTOB
IUIA OTpeieNICHUS BO3MOXHOCTH (HEBO3MOXXHOCTH)
HpOBeJICHHsI KIIMHUYECKHX HCTIBITAaHNHA MEIULMHCKHX U3IEIHH

20. DxcmepTu3a 3asBJI€HHS M JOKYMEHTOB IJIS ONpEeNeNIeHHUs BO3MOXHOCTH
(HEBO3MOXXHOCTH) TIPOBEJEHUS KIMHUYECKUX HCIBITAHMHA MEOMLMHCKHUX H3JEIIHH,
COCTaBJIEHHE KOMHCCHEH DKCIIEPTOB 3aKII0UYEHHUS O BO3MOXXHOCTH (HEBO3MOXHOCTH)
NPOBEAEHUA KIMHIIECKUX UCIILITAHHA MEIUIIMHCKUX M3/EIMH M HalpaBJIeHHe 3TOro
3aKJIIOYEHHs B PEMMCTPUPYIOLIMI OpraH OCyIIECTBIIAETCS B CPOK, HE HPEBBIIAIOLINIA
IBaguaT paboyux JHeH CcO JHA TONYy4YeHHS OKCIEPTHHIM YYpeXICHHEM
COOTBETCTBYIOIIETO 3alaHHMs pEeTUCTPUPYIOIIEr0 OpraHa, ¢ IPHIOXKEHHEM
CIIeLYIOIIHUX JOKYMEHTOB:

1) 3asBJIEHHE O FOCYAPCTBEHHON PErHCTPaLy MEAMITMHCKOTO H3/IEIHs,

2) KONHsA HOKyMEHTa, MOATBEPXKAAIOIIEro IIOMHOMOYHS YIIOJHOMOYEHHOIO
IpeICTaBUTEIIS TIPOU3BOAMTELS;

3) cBeZieHHs O HOPMATHBHOM JOKyMEHTAllMM Ha MEJAUIMHCKOE U3/IENHe;

4) TEXHUYECKasA JOKYMCHTAlls HA MEIULTMHCKOE U3ICIINC,

5) 3KCIUTyaTalMOHHAs JOKyMEHTAlUsd Ha MEAUIMHCKOE M3/IENNE, B TOM YHCIIe
MHCTPYKLHS [0 TPHMEHEHHIO MM PYKOBOJACTBO IO JKCIUTyaTal[H¥ MEIULHHCKOIO
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6) ¢dororpapuueckoe H3oOpakeHHEe OOILEro BHOa MEIULIMHCKOTO H3JCNHA
BMECTe C IPHHAMJIEXHOCTSAMH, HEOOXOAMMBIMH Ui IPUMEHEHHS MEeXULIHHCKOro
H3/ieNus 10 HasHaueHuto (pasmepoM He MeHee 18x24 cm);

7) IDOKYMEHTHI, IOATBEPXKHAIOLIME pe3ylbTaThl TEXHHYECKHX HCIBITAHUH
METULIMHCKOTO U3HeIIHs;



8) [OKyMEHTHl, TMIOATBEPXJAIOIIHE PE3yJbTaThl  TOKCHKOJOTHYECKUX
HCCIIENOBAHUN MENUIMHCKOTO H3JIENIUs, HCIOJIB30BaHHE KOTOPOrO IIpenIoJiaraer
HaJIMYHe KOHTAKTa ¢ OPraHU3MOM YeJIOBEKa;

9) HOKyMEHTHI, ITOATBEPXIAIOIKE Ppe3yJIbTaThl HUCIBITAHHA MEIUIMHCKOrO
u3fieds B LENIX YTBEP)XKIEHHS THIIA CPEACTB H3MEpeHHH (B OTHOLICHUH
MEAMLHUHCKMX HM3JAeNHi, OTHOCAIIMXCA K CpeACTBaM H3MepeHuid B cdepe
rOCyAapCTBEHHOrO peryJUpoBaHHs obecliedeHHs eIHHCTBAa HM3MEpEHHUH, NepedeHb
KOTOPBIX  yTBepXnaaeTcss MMHHCTEPCTBOM  3ApaBoOXpaHeHHs  Poccuickoi
denepanun);

10) omuCh JOKyMEHTOB.

21. 3aximoYeHHE KOMHCCHH 3KCIIEPTOB O BO3MOXHOCTH (HEBO3MOXXHOCTH)
NpoBeeHHs KIHHUYECKUX HCIBITAHUH MEIUIMHCKOTO H3AEHHsI OQOpMIIeTCs
110 opMe coracHO NMpUIoKeHHIo Ne 2 K HacTOSAIIEMY IIPHKa3y.

22. OCHOBaHHSAMH U BBIHECEHUS OKCIEPTHBIM YUYPEXKACHHUEM 3aKIIOUYEHHS
O HEBO3MOXXHOCTH IPOBEIEHUS KINHWYECKUX HCIBITAHMH MEAMIMHCKHX H3/IENHH
SBJIIOTCS OTCYTCTBHE B JOKYMEHTaX, yKa3aHHBIX B myHKTe 20 HacTosmero Ilopsaxa:

1) J1OKa3aTeNBCTB COOTBETCTBHS MEIMI[MHCKOIO U3AenHs TpeGoBaHUAM
HOPMATHBHOM, TEXHUYECKOH U (MIIH) IKCIUTyaTallMOHHOHN TOKyMEHTAllUH;

2) moka3aTensCcTB GHonorndeckoi 6€30nacHOCTH MEAMIUHCKOTO H3AENHA.

I11. Ilopsimok mpoBeAeHUs IKCIIEPTH3HI HOTHOTHI
U pe3yJIbTaTOB IIPOBEICHHBIX UCIIBITAHUH U UCCIIENOBaHUM

23. Dkcrnepru3a TOJHOTEI X Pe3yJNLTaTOB IPOBEJCHHBIX HCIBITAHUH
MW HCCIENOBaHUH, COCTaBJIEHHE KOMHCCHEH OKCIEPTOB 3aKIIOYECHMs OKCHEPTH3BI
KadecTBa, 3QPEKTHBHOCTH M 6e30IaCHOCTH MEIHUHHCKHX H3IENIHi U HalpaBleHHEe
3TOr0 3aKiIOYEHHS B PETHCTPHUPYIOIUMH oOpraH OCYIIECTBISAETCA B CpOK,
HE TPEBHINIAIOIIMHA JecATH pabodux [HEH CO MOHA IONYYeHHS OSKCIECPTHBIM
YUpEXKIECHHEM 3aJaHus PErHCTPHPYIOIIEro OpraHa, BBIJAHHOTO B COOTBETCTBUH
c myHKToM 3 Hacrosuero Ilopsnka, ¢ NpPHIOXKEHHEM Ppe3yJNbTaTOB KIMHHIECKHX
MCIBITAHUH MEAULMHCKOrO M3JeNHus, a TakKe JOKYMEHTOB, YKa3aHHBIX B IMyHKTe 20
nacrosuero Ilopsaka.

24. 3akmo4yeHre KOMUCCHH KCIIEPTOB 110 pe3yabTaTaM KCIIEPTH3BI Ka4yecTBa,
sddexTHBHOCTH ¥ 6e30MacCHOCTH MEIUIMHCKMX H3JleNui opopmisiercs mo ¢popme
COINacHo MpuaoxeHuto Ne 3 K HacTosIIEMY IIPHKa3y.

25. OrpuuarenbHOe 3aKIIOYEHHE KOMHCCHHM 3KCIEPTOB IO pe3ysbTaTaM
IKCIIEPTH3El KavyecTBa, 3(PGEKTHBHOCTH M 6e30MacHOCTH MEIUIMHCKHX H3JIeIHH
BBIHOCHTCS ITPY HATHYHU OJHOTO MIIH HECKONBKHX OCHOBaHUI:!

1) xagecTBO ¥ (Win) 3pdeKTHBHOCTS K (WIH) 6E30MaCHOCTh PETHCTPHPYEMOr0
MEIUIMHCKOT0 U3EIHA He IOATBeP)KIECHb! IOTYYCHHBIMH JaHHBIMU,

2) pHCK TIpHYMHEHHs Bpela 340POBbIO IPAKIAH M MEJUIMHCKUX PaGOTHHKOB
BCIEACTBME HPHUMEHEHHs MEIHMUMHCKOr0 H3JENHs MNpeBHmaeT 3GGeKTHBHOCTE
ero IpUMeHEeHHUs.



TIpunoxxenue Ne 2
K npukazy MuUHHCTEpCTBA 3ApaBOOXPAHEHUS
Poccuiickoit @enepanuu

OT ///ﬂ%ﬂ?ﬂ/ﬁéﬁfg 7275 1/

(HauMeHOBaHHE SKCMEPTHOIO YYPEKIACHHSA)

YTBEPXAIO

(PYKOBOAMTENb IKCNIEPTHOTO YHPEKACHHA,
& U O, noanwuce, nevars)

«_» 20 r.

3aKIIOYeHHEe KOMHCCHH SKCIIEPTOB O BO3MOXKHOCTH (HEBO3MOXKHOCTH)
IIPOBEACHUS KIMHUYECKUX MCIBITAHUN METUIIMHCKOTO U3ENHs
Ne OT«__ » 20_r.

1. HauMmenoBanne MEOUIIMHCKOIO WU3AEIUA (C YKa3aHHEM npuna;:mexcnocreﬁ,
HEOOXOAMMBIX IJIA NPpAMECHCHHUS MEIUIIAHCKOro H3ACIHs IIO Hasnaqumo)

2. ITpousBoauTens MEAULIMHCKOIO U3AETHA

(monHoe M (B chyuae, €CNH HMEETCH) COKDAIICHHOE

HAHMEHOBAHHE, OPraHH3aUHMOHHO-NPaBOBas (bopua IOpHAHYCCKOrO IMLA, aApec ero Mecra uaxmkneuml)

3. 3asBuTenb

4. PekBU3UTHI 3aJjaHUs PETUCTPHPYIOLIETO OpraHa
5. Cemenus o6 skcmeprax (®.M.O., crenuaisHOCTh, ydeHas CTeleHb (3BaHME)
(npH HATHYUK), MECTO paboOTHl ¥ NOKHOCTD)
6. O6 OTBETCTBEHHOCTH 33 JOCTOBEPHOCTb CBEICHHH, U3JI0KEHHBIX B 3aKIIOYCHHUH,
HpeayIpexXIacH:

IpencenaTens KOMHCCHH 3KCIIEPTOB

(®.H.0) (nonucs)
OTBCTCTBCHHBIf;I cereTapL

(®HO) (noanuce)

JKCTIepTH
(®@UO0) (noanucs)

7. ConepxcaHHe IPEeACTABJIICHHBIX Ha 3KCNCPTH3y MOOKYMCHTOB (I/IBHaFaIOTCSI
OCHOBHBIC ITOJIOXKCHUS HpelICTaBJIeHHOﬁ JIOKYMSHTaIII/II/I)i

8. DkcreprTHas OLEHKa IPEACTAaBIECHHBIX Ha JKCHEPTHU3Y HNOKYMEHTOB, OLEHKa
06BeMa ¥ HOMHOTH IPOBEAEHHBIX UCIBITAHUN M MCCIIEI0BAHUIA:

0. Pe3ynbTaThl SKCIIEPTU3BL:

(yKa3siBaIOTCS BHIBOIBI K&XKAOTO H3 IKCMEPTOB, BXOJALIHA B COCTAB KOMHCCHH SKCNIEPTOB)



10. BriBox:

(yxasusmcn 0 BO3MOXXHOCTH (HCBOSMO)KHOCTH) MPOBEACHHE KIHHHYCCKHX HCNBITAHHA MEAHLMHCKOIO U3ACHHA, C YKa3aHHEM

TNPHYHH HEBO3MOXKHOCTH NPOBEACHHA KNHHHYECKHX MCNBITAHKA MEAHMLIMHCKOTO U3ICNHS, C NTOATBEPXNACHHEM BHIA MEAHLIMHCKONO H3MC/HA U Kacca

NOTEHUMANLHOTO PUCKA IPUMEHEHHS B COOTBETCTBHH C HOMEHKIIATYPHO# Kinacchdukaimei)

Komuccus SKCIICPTOB B COCTaBE:
npeaceaareiib KOMUCCHHA 3KCIIEPTOB

(®.HU.0) (noanwuce)
OTBETCTBEHHBIN CEKpETaph

(®HU.0) (nonnuce)

3KCHCpTH
(®HU.0) (noanHce)



IIpunoxenue Ne 3
K IpuKa3y MUHUCTEpCTBA 3APaBOOXpaHEHHUA

Poccuiickoit @enepanuu
oT /{WMNQ 785 B2/

(HaUMEHOBAHKE KCMIEPTHOIO YYPEKAEHHUA)

VTBEPXJIAIO

(PYKOBOAMTENB KCTIEPTHOTO YUPEKACHHA,
.U O., noanmce, ne4ars)

«__» 20 T

3aKioueHre KOMUCCHH 3KCIIEPTOB 110 pe3yJIbTaTaM 3KCIIEPTH3EI Ka4ecTBa,
3¢ pekTHBHOCTH U 6€30IaCHOCTH MEAULIMHCKUX U3IETTHI
Ne OT«__ » 20 1.

1. HamMmeHOBaHWe MEIMUMHCKOTO H3AeNus (C yKasaHHEM TMpHHAMJIEKHOCTEH,
HEOOXONMMEIX JUIs TIPUMEHEHWS MEOMIUHCKOTO U3JeNHus II0 Ha3HAYEeHHIO)

2. HpOPIBBOIIHTeJIL MCEIHIHUHCKOI'O H3ACIUs

(nonHoe W (B cnyuae, €CNM HMEETCA) COKpAMIEHHOE

HAUMCHOBAHHE, OPTaHI3ALMOHHO-NIPaBoBas (HOpMa IOPHIAHYECKOrO IHLA, AAPEC €70 MECTA HAXOXKAEHHS)
3. 3asBUTEIND

4. PeKBH3UTEHI 3a1aHHs PETUCTPUPYIOMIEro OpraHa
5. Cenenus 06 askcmeprax (@.M.0., creunanssHOCTh, ydeHas CTENeHb (3BaHME)
(npH HATKHYUH), MECTO pabOTHI U IOJIDKHOCTD)
6. O6 OTBETCTBEHHOCTH 3a JOCTOBEPHOCTH CBEACHUH, H3JIOXECHHBIX B 3aKIIOYCHHH,
IpeAyNpexXIeH:

Hpence,ua'rem, KOMHCCHH IKCIICPTOB

(®H.0) (noanucs)
OTBCTCTBCHHBIﬁ CEKpETapb

(®HO) (noamnuce)
JKCIepThl

(®PHUO) (noanuce)

7. ConepXaHWe TNPEACTABICHHBIX Ha OSKCHOEPTHU3y MOKYMEHTOB (M3aratoTcs
OCHOBHBIE TOJIOXKEHHUS TPENCTAaBICHHON JOKYMEHTAlUH):

8. SKCHepTHaH OILICHKa IIPEeJICTaBJICHHBIX Ha OKCIEPTU3y HAOKYMCHTOB, OLCHKa
o0beMa H ITOJTHOTHI IIPOBEACHHBIX HCIIBITAHHMI B MCCIIEI0BaHUMN:

9. Pe3ynbTaThl SKCIIEPTH3EI:

(yKa3bIBAIOTCA BBIBOABI K&KIAOIO U3 3KCMEPTOB, BXOAAMUHA B COCTAB KOMHCCHH 3KCI'I€p’I'OB)
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10. BriBon:

(yKa3biBAETCA OGLIMI BHIBOA, C YKA3aHUEM NPHUYUH B CITy4ae BEIHECEHNS OTPHUATENLHOIO 3AKIIOYEHHA)

Komuccus JKCIIEPTOB B COCTAaBE!:
npencenareyib KOMUCCHUH SKCIIEPTOB

(®.HO) (noanucs)
OTBETCTBEHHBIH cereTapL

(®UO) (nopnucs)
JKCIEPTEI

(®.HO) (noanwucs)



