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Mocksa

O BHeceHHH H3MEHeHHil B npuka3 MuHHCTepCTBA 3ApaBOOXPAHEHUS
Poccuiickoii Menepanuu ot 21 gexadps 2012 r. Ne 13531 «O0 yrBepKaeHuu
lIopﬂmca OpraHu3anyH H NPOBeAeHHs IKCIEPTH3bI Ka4eCcTBa, 3¢ HeKTHBHOCTH
¥ 0e30MACHOCTH MeJHIHHCKHX H3IeJIni»

I[IpukassiBalo:

‘ 1. BHecTH W3MeHEHHs B IpHKa3 MHHUCTEpCTBa 3[paBOOXpaHEHHS POCCHHCKOM
®epepauuu ot 21 nexabps 2012 r. Ne 13531 «O6 ytBepxaeHuu llopsaka opraHu3aluy
¥ HpOBEIEHHs SKCIEPTH3B KauyecTBa, dPGEKTUBHOCTH M 0e30MacHOCTH MEIMIMHCKHX
W3fenmily  (3apermcTpupoBa MuHHECTepCTBOM rocThimMM Poccuiickoit  Deneparmu
4 anpens 2013 r., peructparroHHbIH Ne 27991). cornacHo IpHI0KEHHIO.

2. VCTaHOBHTH, UTO MU3MEHEHHUS, BHECECHHBIE HACTOSAIINM IIPAKA30M, TIPUMEHSIOTCS
B OTHOIIEHMH MEIULIMHCKHUX M3JENHi, 3asBleHHe O TOCYIapCTBEHHOM DPErHCTpaluu
KOTOPHIX, 3asBI€HME O BHECEHHH MW3MEHEHHMH B PETHCTPALMOHHOE YJOCTOBEPEHME
Ha MeNULMHCKOE H3JeNHe JM00 3asgBlieHAe O BHECEHHMHM H3MEHEHHH B JOKYMEHTEHI
Ha MeNMIMHCKOe U3Jielhe IIpefcTaBleHbl 3asButeneM B (DenepaibHyro  CinyxOy
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IIpunoxxeHue K IpuKasy
MuHuCTEpPCTBA 3APABOOXPAHEHUS
.. Poccutickoii @enepauuu

ot«_ I _umw#s 2015 . Ne JJ #

N3menenus,
KOTOpPbIe BHOCATCH B Npuka3 MUHHCTepPCTBA 31paBOOXPAHEHHS
Poccniickoii @enepanun ot 21 gexadps 2012 r. Ne 1353n
«00 yrBep:xkaennn Iopsjgka opraHn3auuu 4 NpoBeJeHus IKCNePTH3bI
Ka4ecTBa, 3G (PeKTHBHOCTH H 6€30MaCHOCTH MEeAHUNHHCKUX H3NETHI»

1. ITpuka3 monomHUTH ab3ameM MIEeCTHIM CIEeLYIOIMIEro COACPKaHUA:

«(popMy 3aKITIOUEHUS KOMHUCCHH SKCIIEPTOB O BO3MOXHOCTU (HEBO3MOXXHOCTH)
BHECEHUsT M3MEHEHHMH B [OKYMEHTHl Ha MEIUIMHCKOE H3JeIUe COINIACHO
IpHIoKeHUIo Ne 4.

2. B npunoxxenuu Ne 1 k rpukasy:

a) IOIOJIHUTH IyHKTOM 3.1 creayiomero cofep:KaHus:

«3.1. OkcnepTi3a KadectBa, 5(Q(PEKTUBHOCTH U 0€30MaCHOCTH MeTHITIHCKHX
U3eNii TIPOBOJAUTCSA MPH HATWYHMH OCHOBaHWM, IpefyCMOTPEHHBIX IIyHKTaMu 20
u 55 [TlpaBun TrocyqapCTBEHHOM — PErMCTpallid — MeJUUMHCKHX — M3JCNHi,
yTBEPXKIEHHBIX  mocraHoBleHueM IlpaButensctBa Poccuiickoit  ®Penepanym
ot 27 nexabps 2012 r. Ne 1416' (nasnee — I1pasuna).

0) IIyYHKT 4 U3J0XUTH B CIEAYIOIEH PeIaKIiHn:

«4. DkcriepTr3a KadecTBa, d¢@deKTHBHOCTA M 0€30I1aCHOCTH MEIULIMHCKHMX
U3MEIHI C Y4EeTOM KIacCH(UKaluy B 3aBUCUMOCTU OT IOTEHIMAIBHOIO PHCKA HX
IIPUMEHEHUS IPOBOIUTCS SKCIEPTHHIM YUPEXKIEHUEM I103TAIIHO:

1) mepBbIii 3Tanm — 3KCHEpTH3a 3asABICHHUA W JOKYMEHTOB A OIIpEIeTeHHs
BO3MOXHOCTH  (HEBO3MOXKHOCTH)  HpOBENEHHS  KIMHUYECKHX  HMCIBITAHUMN
MEIMIMHCKUX H3AENui, 3a MCKIIOYeHHeM MeAuIMHCKMX u3femuit 1 Kmacca

2
INOTCHOUAJIBHOT'O PHUCKA IIPUMEHCHHS

! Cobpanue 3akoHogaTenbcTa Poccuiickoli @enepammn, 2013, Ne 1, c1. 14; Ne 43, c1. 5556; 2014, Ne 30, c1. 4310.

% HoMeHKIaTypHas KIacCH(HUKALHa MeTUIMHACKIX M3AE/MM [0 KIaccaM B 3aBHCHMOCTH OT NOTEHIHAIBHOTO PHCKA HX
IpUMEHEHNs, YTBEpKACHHAs NpuKa3oM MUHUCTepCcTBa 3apaBooxpanenns Poccuticko#i Penepauuu ot 6 mons 2012 r.
Ne 4u «O6 yTBepkAeHWM HOMeHKIATypHol kinaccubMKalWM MEIULMHCKAX M3feNuiDy  (3aperucTpupoBaH
MunncTepcTBOM tocTiimu Poccmiickoi ®enepaunu 9 mons 2012 r., perucrpauuoHssii Ne 24852), ¢ H3MEHEHHAMH,
BHECCHHBIMH NPHKa30M MUHHCTEPCTBA 3paBooxpaHeHus Poccuiickoii @eneparmu ot 25 ceHtabps 2014 r. Ne 557w
(3aperucTpupoBan MunucTepctBoM toctunmn Poccuiickoit ®enepaunn 17 gexabps 2014 r., perucTpauMOHHBIH
Ne 35201).




2) BTOpOHl dTalm — OKCIepTH3a MOJNHOTHI M pe3yJbTaToB MNPOBEJEHHBIX
TEXHUYECKHX HCIBITAHWH, TOKCHUKOJOTHYECKUX HCCAEHOBAaHUM, KIMHMYECKHX
HCIIBITAHMM, 8 TaK)Ke MCIBITAHUN B LENIX YTBEPXKIEHHS THUIA CPENCTB M3MEPEHHIA
(B OTHOIICHWM MEIMIMHCKHX H3IENHI, OTHOCAIUXCA K CpPEICTBaM H3MepeHui
B cepe TocyJapCTBEHHOTO DPEryJHpOBaHUS OOecledeHus eIMHCTBA W3MEPEHMH,
I€pPEYECHb KOTOPBIX yTBEpXKIaeTcs MHUHHCTEPCTBOM 3ApaBooxpaHeHHs Poccuiickoit
Oenepauni’ (naee — SKCIEPTHU3a IOJIHOTHI U PE3YJIHTATOB IPOBEIEHHBIX UCIIBITaHMit
U UCCIICNOBAHUH ).

JUid mpoBeneHus 3KcIepTU3bl KadecTBa, 3(QQPEKTUBHOCTH H 06€30macHOCTH
MEAHMIMHCKOIo u3Aelns | xiacca NOTeHIUANBHOTO PHCKA IIPUMEHEHHS IIPUMEHAETCS
BTOPOM 3TaIl.

B) IOTIOJTHUTE NTyHKTOM 13.1 cexyromiero copep:xasus:

«13.1.Ilpyu  mpoBemeHMM  3KCHEPTU3Bl  KavecTBa,  3(h(eKTHBHOCTH
1 0e30MacHOCTH MEIOUMIMHCKOTO u3lenus (Ha Jro00M 3Tale) He JOMyCKaeTcs
ucTpeboBaHe SKCIEPTHBIM YUPEXKICHUEM Y 3aABUTENIS JTHOO MHBIX JIUI] MAaTEPUAIIOB,
HeOoOXOAMMBIX JIJIA TIPOBEICHUS SKCIIEPTH3EI.

B cmydae HemoctaTodHOCTH [JUIsi BBIHECEHHS OSKCHEPTOM 3aKIIIOYEHHS
MaTepUaIOB U CBEICHUI, COAEpKAIIUXCs B IPEICTABICHHBIX 3asBUTENIEM 3asBICHHH
O perucrpanyy M AOKyMEHTaX, npeaycMoTpeHHbIX IyHkToMm 10 [lpaBun, mubGo
3asBJICHUM O  BHECEHMHM HW3MEHEHHA B  JIOKYMEHTBI, CoJepKamuecs
B PErUCTpPallMOHHOM JIOChe Ha MEOUIHUHCKOE W3[enue, U JOKyMEHTax,
MIOATBEPXKAAIOIMX TaKue U3MEHEHHUS, SKCIIEPT CTaBUT BOMPOC O MPEICTABICHUH eMY
HEOOXOUMBIX MATEpPUAJIOB ¥ CBEACHUH Iepell PYKOBOAMTEIEM OKCIEPTHOIO
yapexAeHusl,  KOTOphIH  ofpamaerci ¢ COOTBETCTBYIOUIUM  3alPOCOM
B PETHCTPUPYIOIMHI OpTaH, BHIABIINI 3a[aHHe HA POBEJCHHE SKCIIEPTH3bI .

T) B HauMeHoBaHuu pazzgena Il mocre CIOB  «MENMIMHCKAX W3/eIIHii
JOMONHMUTh CIIOBaMH «, 33 MCKJIIOYEHHEM MEIMIMHCKMX wH3jenui 1 xmacca
NOTEHUAAIBHOIO PUCKA IPUMEHEHUSY; ’

1) B myHKte 20:

a03a1] IepBBbIil U3JI0KHUTH B CIEAYIOUIEN peaaKIInu:

* Yacts 8 crathy 38 GenepansHOro 3akona ot 21 HoaGpa 2011 r. Ne 323-D3 «O6 0cHOBaX OXpaHB! 3MOPOBbA IPAXKIAH
B Poccutickoit ®enepaunu» (CobpaHue 3akoHogatenbctBa Poccuiickoit denmepaumu, 2011, Ne 48, cr. 6724; 2012,
Ne 26, c1. 3442, 3446; 2013, Ne 27, c1. 3459, 3477; Ne 30, c1. 4038; Ne 39, ct. 4883; Ne 48, c1. 6165; Ne 52, c1. 6951;
2014, Ne 23, ct. 2930; Ne 30, ct. 4106, 4244, 4247, 4257; Ne 43, ct. 5798; Ne 49, cT. 6927; 2015, Ne 1, ct. 72, 85; Ne 10,
cT. 1425).

* Mynxr 21(1) Mpasu.
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«20. ITpu rocyrapCTBEHHOM perucTpanuyl MEIUIMHCKUX H3ACIHM dKcHeprusa
3asBJICHUS ¥ JOKYMEHTOB I OIpeleieHHs BO3MOXHOCTH (HEBO3MOXHOCTH)
NpPOBEACHUA KIWHUYECKUX MCHBITAHWA MEAUIMHCKHUX H3ACIHH, 3a HUCKIIOYCHHEM
MEJULIMHCKHUX U3Jeuii 1 Kinacca NOTEHIHUAIBHOIO PACKA IPUMEHEHMS, COCTaBIeHUE
KOMUCCHEH 3KCIePTOB 3aKIIOUEHHS 0 BO3MOXHOCTH (HEBO3MOXKHOCTH) IPOBENEHUS
KIIMHUYECKHUX HCIBITAHUN MEOUIMHCKUX W3AENUN, 32 UCKIIOYCHUEM MEIULIMHCKUX
u3genuii 1 Kiacca MOTEHIMANBHOrO PHCKA NPUMEHEHWs, M HAlpaBleHWe 3TOrO
3aKITIOYEHHUS B PErUCTPUPYIONIHE OPraH OCYIIECTBIETCS B CPOK, He HPEeBBIIAIOLIHIT
nBanuaTd paboumx JHEW CO [JHS TONY4YeHUS OSKCIEPTHBIM YUYPEXKACHHUEM
COOTBETCTBYIOWIETO 3aJlaHUsl PErUCTPUPYIOLIEr0 OpraHa, ¢  IIPUIOXEHHEM
CIeAYIOMNX TOKYMEHTOB:»; |

B MOJNyHKTE 2 TIIOCli€ CJIOBa «IPOU3BOAUTEIL» JOIONHUTL CJIIOBOM
«(A3TOTOBUTENS )»;

B TMOANYHKTe 4 T1oOcCle CJIOB «TeXHMYecKas AOKyMEHTals» JOIIOJIHUTh
CJIOBaMH «IIPOU3BOAUTEINA (M3TOTOBHTENA)»;

B NOAIIYHKTE 5 TMOCJe CJIOB «IKCIUTyaTallMOHHAs JOKYMEHTAllUs» [OIOJIHUTD
CJIOBAMH «IIPOU3BOUTENS (M3TOTOBUTEI )»;

B MOAMYHKTE 6 cioBa «poTorpaduieckoe n300pakeHUE» 3aMEHHTh CIIOBAMU
«(hororpaduyeckue u300pakeHUN;

JIOTIONHUTE NoAmyHKTamMu 11 u 12 cnexyromero cogepxaHus:

«11) cBenenus, MOATBEPIKIAIOIIHE KIIMHUYECKYIO 3¢ (EeKTUBHOCTH
1 6e3011aCHOCTh MEAMIIMHCKUX U3METIHi (B Cllydae, eCI UMEIOTCs);

12) npoext IUlaHAa KIMHUYECKHMX UCHBITAHUM MEIMLMHCKOTO  M3JeNus
¢ 060CHOBBIBAIOIIMH €T0 MaTeprallaMH (B Cllydae, €Clld UMEETCS).»;

e)B IyHKTe 21 cnoBa «MEIUIMHCKOTO H3AEIUS» 3aMEHHUTh CJIOBAMH
«MEIHIIMHCKUX W3HeNui, 3a WCKIIOYEHHEM MeEIUIMHCKUX u3aenuéd 1 kiacca
MOTEHIIMAIBHOTO PUCKa IIPUMEHEHU»;

) B IIyHKTe 22!

B a03alle TIepBOM TOCE CIIOB «MEAULUMHCKUX U3/IEIINID» JOMOJIHUTE CIIOBAMH «,
3a HCKIIOYEHMEeM MEAMIMHCKHMX HM3IeJuid 1 Kiacca IOTEHIMAIBHOIO pHCKa
IPUMEHEHUY;

B TOAIYHKTe | Tmocne cloBa «JOKyMEHTAllUW» [OIIOJHHUTL CJIOBAaMH
«TPOU3BOIUTENS (M3TOTOBUTENA)»;

B ITIOAITYHKTE 2 CI0BO «OHOTIOTTYECKON» UCKIIIOYUTD,
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3) ab3a1 NepBhIid IMyHKTa 25 nocie CI0oB «MEIUIWHCKHX M3AENUI» NONOTHHUTh
CIOBaMH «B LIENIIX UX TOCYIapCTBEHHOM pETUCTpaLy»;

1) IOIOJIHUTE pazfenoM [V cienyromero conepxanus:

«IV. Ilopsnok mpoBeneHus SKCIEPTU3HI ISt OIIpeeNeHHS] BO3MOXKHOCTH

(HEBO3MOXXHOCTH ) BHECEHUS U3MEHEHUI B JOKYMEHTHI Ha MEAUIIMHCKOE H3EITHe

26. Ilpu BHeceHUU M3MEHEHMII B JJOKYMEHTHI, YKa3aHHbBIE B IOJIYHKTAaX «B)»
u «» myHkTa 10 Ilpaswmn, sxcnepTusa TOKyMEHTOB [JIs ONPEIesieHUs BO3MOXHOCTH
(HEBO3MOXXHOCTH) BHECEHHs HM3MEHEHMH B noxyMeHTm Ha MEIMIMHCKOE H3JIeIHe
OCYILIECTBIIETC B IIOpAJKE, aHAJOTMYHOM IIOPSAKY TMPOBENEHUS SKCIEPTU3BI
KadecTBa, A(G(EKTUBHOCTH M OE30MACHOCTH MEIUIIHHCKOTO H3IEeNUs IS ero
TOCYIAPCTBEHHOM PEriCTPaLiy , Ha OCHOBAHHH CIICAYIOUX JOKYMEHTOB:

1) 3asiBJIeHIE 0 BHECEHUM U3MEHEHHH B TOKyMEHTHI Ha MEIUIIMHCKOE U3JENHe;

2) HOKyMeHTHI, TOATBEPKIaoIle TaKue H3MEHEHHS.

27. OCHOBaHMAMH MJi1 BBIHECEHHUS SKCIEPTHHIM YUpPEXIACHUEM 3aKIIOUYCHHUS
O BO3MOXHOCTH (HEBO3MOXXHOCTH) BHECEHHS W3MEHEHHUH B JOKYMEHTHI
Ha MEIMIIMHCKOE M3JeNie, yKa3aHHbIe B IOJIYHKTaX «B» U «» myHKTa 10 Ilpaswi,
SABJISIIOTCS:

a) HEJTOCTOBEPHOCTH IPEICTABIEHHBIX CBeIEHNH, 000CHOBHIBAIOIINX BHECEHHUE
H3MEHEHMIA,

6) oTcyTCTBHE CBeieHMiA, [OATBEP K IAIOIIUAX HEU3MEHHOCTD
(GYHKIIMOHANBHOTO Ha3HadYeHHs W (WiIM) [pHHLIMIA JSHCTBUS MEIUIHCKOTO
H3JIeNUs, B CBA3U C BHOCUMBIMU U3MEHEHUSIMH B JIOKYMEHTAIMIO.

28. 3akmoueHne KOMHCCHHM OJKCIEPTOB O BO3MOXXHOCTH (HEBO3MO>KHOCTH)
BHECEHMA H3MEHEHMIl B JHOKyYMEHThl Ha MEIUIMHCKOE HU3Je]He II0 pe3ysIbTaTaM
SKCIIEPTH3Bl IOKYMEHTOB odopMiseTcss Ho (opMe COriacHO IpHiIoXeHuo Ne 4
K HaCTOSIIEMY IIPHUKA3Y.».

3. Ilpunoxenue Ne 4 x npuKa3y H3I0XKUTH B CIEAYIONIEN pelaKIUu:

«IIpunoxenne Ne 4
K ITprKasy MUHHCTEpCTBA 30PaBOOXPaHEHNUSA
Poccuiickoit ®eneparyu
ot j C'éﬁ@( 20 L{r. No jééf 74

(HaI'IMeHOBaHI/IC JKCIIEPTHOI'O yqpemnemfm)

s ITynxr 55 TIpasun.




VTBEPXJIAIO

(pykoBOIHTENb IKCTIEPTHOTO YUPSKACHNS,
@®.1.0., noamuck, nevaTs)

«_» 20 r.

3aKoYeHre KOMUCCHH 3KCIIEPTOB O BO3MOKHOCTH (HEBO3MOXKHOCTH)
BHECCHHS U3MEHEHMI B JOKYMEHTBI Ha MEIHIIHHCKOE HU3eIIHE

No OT« » 20 1.

1. HammeHnoBanue MCOUOHUHCKOI'O H3OCHHSA (C YKa3saHnuem HpHH&I{JIG)KHOCTGfI,
HGO6XO,Z[I/IMBIX HJIA IIPUMEHCHUS MCIUIMHCKOTI'0 U34CIHA T10 Hasﬂaqumo)

2. ITlpou3BoguTens MEOUIIMHCKOTO U3
(monHoOe u (B cIy4ae, eCiu UMeeTCs)

COKpaIleHHOEe HAaUMEHOBaHHe, OpraHN3alMOHHO-IPaBoBas Gopma
IOPHANYECKOTO JTUIA, afPeC Er0 MECTa HAXOXKACHHUS)

3. 3agBUTEND

4. PexBU3UTHI 33JjaHUs PETUCTPUPYIOINIETO OpraHa

5.CBepenus o006 oakcneprax (®.U.0.,, cHenHaTbHOCTh, Yy4€Has CTEHeHL (3BaHHE)
(py HAMYMH), MECTO PabOTH H JODKHOCTD)

6. O6 OTBETCTBEHHOCTH 3a IOCTOBEPHOCTH CBEJIECHHH, U3JIOKEHHBIX B 3aKIIOYEHUH,
peayIpexIeH:

Hpez[cez[aTenB KOMHUCCHH 3KCIICPTOB

(®.1.0.) (noamuck)
OTBeTCTBEHHEBIN CEKpeTaph

(®.1.0) (noamwck)
JKcnepThl

(®.1.0) (nommuce)

7. ComepxaHue IIpelCTaBIEHHBIX Ha 9JKCIEPTU3Y MJOKYMEHTOB (HM3Jararorcs
OCHOBHEI€ TI0JIOXKEHHUS NPEICTaBICHHON JOKYMEHTAIINH! ):

8. DOKcriepTHas OLIEHKa MpPEeACTAaBICHHBIX Ha J3KCHEePTHU3Y MOKYMEHTOB, OIEHKA
00peMa ¥ MOJIHOTHI IPOBENEHHBIX UCITBITAHUN U UCCITEIOBAHMIA:

9. Pe3ynbTaThi SKCIIEPTU3HL:

(yKaSLIBaIOTCSI BBIBOABI KQXIOI'0 U3 3KCIIEPTOB, BXOIALIECTO B COCTAB KOMUCCHH 3KCHepTOB)



10. Brisoz:

(0 BO3MOXHOCTHU (HCB03MO)KHOCTH) BHCCCHHA U3MEHCHHUI B JOKYMEHTHI HA MEAUIIMHCKOE H3HEIINE

(C YKa3aHMEM NPHYHMH B CIlyJae HEBO3MOXKHOCTH BHECEHUS H3MEHEHHH B AOKYMEHTBHI Ha MEIUIIMHCKOE n311e1me))

Komuccus sxcrepToB B cocrage:
npeacemareab - L

(®.U.0) (omuch)
OTBETCTBCHHBIH CCKpETaps

(®.1.0) (noxmmce)
SKCHEepTHI

(®.1.0) (oanuck)




