MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

ot 27 nexadps 2012 1. No 1416

MOCKBA

00 yrBep:kaenuu IIpaBuii rocygapcTBeHHOM
perucTrpauuy MeIULUHCKUX U31eIUH

B cootBerctBUM co craThelt 38 DenepanpHoro 3akoHa "OO ocHOBax
OXpaHbl 370pOBbs TpaxaaH B Poccuiickoit ®enepamuu’ IIpaBuUTEIHCTBO
Poccutickon @etepaliui 10O CTAHOBJA A E T :

1. VrBepauth mnpwmiaraembie [IpaBuiia TOCYymapCTBEHHOW pETHUCTpAINH
MEIUIUHCKUX U3IEIIUN.

2. YCTaHOBUTH, UTO.

a) perUCTPAllMOHHbIE  YJOCTOBEPEHUSI HA M3JEIUi MEIUUHUHCKOIrO
Ha3HAYEHUS U MEIULHUHCKYIO TE€XHUKY C YCTAHOBJEHHBIM CPOKOM JEHCTBHS,
BBIJIJAHHBIE JI0 JTHS BCTYIUICHUSI B CUJTy HACTOSIIErO0 MOCTAHOBJIEHUS, IEMCTBYIOT
JI0 UICTE€YEHUS YKA3aHHOTO B HUX CPOKa JACHCTBUS;

0) perucTpalliOHHbIE  YJOCTOBEPEHUS HAa M3ACIHUS  MEIAUIIMHCKOTO
HA3HAUCHUS U MEJUIMHCKYI0 TEXHHUKY OECCPOYHOTO JEHCTBHUSA, BBIJAHHBIEC [0
JHA BCTYIUIEHUS B CHJIY HACTOSIIErO0 MOCTAHOBJICHUS, JCHCTBUTEIBHBI U
nojsiexkat 3ameHe A0 1 suBaps 2014 r. Ha perucTpallMOHHBIE YIOCTOBEPEHUS 11O
dopme, yrBepxkmaemon denepanbHON CHy)KO00M 1O Ham3opy B chepe
3IpaBOOXPaHEHUS.

3amMeHa PETUCTPAIMOHHOTO  yJOCTOBEPEHHS  OCYIIECTBIsAeTCS  0Oe3
MPOXOXKIEHUS TMPOUEAYPbl TOCYJAPCTBEHHON pErucTpalud MEAUIIMHCKUX
M3IeIM  HAa  OCHOBAaHWUM  3asBJICHUS, IMPEICTABICHHOTO  3asBUTEIIEM
B DenepanbHylo CIy)0y M0 HaI30py B cepe 3ApaBOOXpaHEHUs, C YKa3aHUEM
CBEJICHHI, NpeaycCMOTpeHHbIX I[IpaBuiamMu, YTBEpPKICHHBIMH HACTOSIIUM
MOCTAHOBJICHUEM.



3. l'ocynapctBenHas perucrpanus MEJIULIMHCKUAX U3ICIIN,
MPEACTABICHHBIX HA TOCYJAPCTBEHHYIO PETHCTPALMIO [0 JHS BCTYIUICHUS
B CWJIy HACTOSIIIETO IIOCTAHOBJICHUS, OCYIIECTBISETCS HAa OCHOBAaHUH
JOKYMEHTOB, TMPEJCTABICHHBIX 1O JHS BCTYIUIEHUS B CHILy HACTOSILETO
MIOCTAHOBJICHUS, a TaKXe 3asiBJICHUS O TOCYJIapCTBEHHON pErucTpalnuu
MEJIMLIMHCKOTO HW3JACNHs, TMPEICTABICHHOTO 3asABUTEIEM B COOTBETCTBHHU
c ITpaBuiiamu, yTBEpKACHHBIMU HACTOSIIIIUM MOCTaHOBJIEHUEM, B DeiepanbHyro
CIIy’k0y 10 Ha/130py B cdepe 3ApaBOOXPaHCHHUS.

4. Peanuzarus MTOJTHOMOYHH, MPEAYCMOTPEHHBIX HACTOSLIUM
MTOCTAHOBJICHHUEM, OCYILECTBIISIETCS B npeaenax YCTaHOBJICHHBIX
IIpaBurensctBoM  Poccuiickonn ~ ®Dexepaunu  NpPENesbHOM — YHUCIEHHOCTH
pabOTHUKOB IIEHTpalbHOTO armrmapata denepalbHONW CiykO0bl O HAA30pPY
B chepe  3ApaBOOXpaHEHHUsA, a  TaKkKe  OIO/DKETHBIX  ACCUTHOBAHMIA,
npenycMoTpeHHblx CiayxOe B (denepaibHOM OOJKETE Ha PYKOBOJCTBO
U yIpaBJieHHE B c(pepe yCTAaHOBJICHHBIX (PYHKIUH.

5. Hacrosiiee nocranosnenue Berynaet B cuity ¢ 1 saBapst 2013 1.

[Ipencenarens [IpaBuTenbcTBa
Pocculickon ®@enepanuu JA.Mensenes



YTBEPXIEHDbI

nocra”HoBjeHueM [IpaBuTenbcTBa
Poccuiickon denepanmnu
ot 27 nexadps 2012 . Ne 1416

IIPABHUJIA

FocyﬂapCTBeHHOﬁ perucrpanum MEINIUHCKHX u3J1eJIui

1. Hacrosmue IIpaBuia ycTaHABIMBAIOT TOPSJIOK TOCYAapCTBEHHOMU
perucTpani  MEIUIMHCKUX  M3JSIUd, MOJJIekKaluX OOpalleHUuo  Ha
tepputopun Poccurickonn denepanum.

2. ocynapcTBEHHOM pErucTpali TOJAJeKaT JH00ble WHCTPYMEHTHI,
ammaparbl, MpuOOpsl, O00OpyJAOBaHWE, MaTepualbl M MPOYHE H3ICIHA,
MPUMEHAEMBbIE B MEIUIIMHCKUX LEIAX OTACIbHO WM B COYECTAHUU MEXKITY
co00M, a Takke BMECTE C JAPYTMMH MPUHAICKHOCTIMU, HEOOXOIUMBIMU JIJIs
MPUMEHEHMUST YKa3aHHBIX M3JCJIMN MO HAa3HAYCHHUIO, BKJIIOYas CICIHMAIbHOE
nporpaMmMHOe OOecrieueHre, W TpeIHa3HAYCHHbIC MPOU3BOAUTENIEM IS
npodUIAKTHKHA, JTUArHOCTUKH, JICUCHUS W MEIUIMHCKOW peaduIuTaluu
3a00IeBaHUN, MOHHUTOPUHTA COCTOSIHUS OpTaHW3Ma 4YeJlIOBEKa, IPOBEICHUS
MEIUIMHCKUX HCCIIEIOBAHUI, BOCCTAHOBJIICHUS, 3aMCIICHUS, W3MEHEHUS
AHATOMHUYECKOW CTPYKTYpbl WIH (U3HOJIOTHICCKUX (PYHKIHMH OpraHu3Ma,
NpEAOTBpAICHUS WJIM  NPEepbIBaHUS  OCPEMEHHOCTH, (YyHKIIMOHAIBHOE
HAa3HAUCHHUE KOTOPBIX HE peaiusyercs myTreM (papMakoJIOrHuecKoro,
UMMYHOJIOTHYECKOTO, TEHETHYECKOTO WM METa0OIMYeCKOr0 BO3JICUCTBHUS Ha
OpraHu3M 4YejloBeKka (Janee - MeIUIIMHCKUE U3IeIIHS).

MenuuuHCKHE W3MeNusl, U3TOTOBJIEHHBIE MO0 WHAWBUIYaJIbHBIM 3aKazam
MAlMeHTOB, K KOTOPBIM IPEABSIBISIOTCS CIICIUAIbHBIC TpPEeOOBAHHS TIO
HAa3HAUCHUIO MEIUIIMHCKUX PaOOTHHMKOB M  KOTOpHIE IIpeAHA3HAYCHBI
HCKJIIOUMTEILHO JUISI JIMYHOTO HCIMOJIb30BaHUS KOHKPETHBIM IMAIlMEHTOM,
roCcyJJapCTBEHHOM perucTpaluy He MoJjIexKar.

3. l'ocynapctBenHnas peructpanus MEQULIMHCKHUX 1531 (0117171
ocymiecTBisiercss  DexepanpHOoil  cmykOoii  mo  Ham3opy B cepe
3/IpaBOOXpaHEHUs (Jajee - pEruCTPUPYIOLIUNA OPraH).



4. B mwacrosmmx [lpaBmiiax HCHONB3YIOTCS CIAEAYIONIME OCHOBHBIC
TTOHSTHA:

"0e30MacHOCTh MEIUIIMHCKOTO H3JeNus" - OTCYTCTBHE HEIOMYCTHMOTO
pUCKa NMPUYMHEHUS BPEJa >KU3HU, 3I0POBBIO0 YEJIOBEKA M OKpYKAIOIIEH cpese
MIpY HUCHOJIb30BAHUM MEIUIIMHCKOTO M3JICNIUsl 10 HA3HAYCHUIO B YCIIOBUSIX,
MPETyCMOTPEHHBIX POU3BOJAUTEIIEM;

"KauecTBO MEAMIMHCKOTO W3Jeusl’ - COBOKYIMHOCTh CBOWCTB U
XapaKTePUCTUK MEAMIIMHCKOTO HW3JACNHS, BIUSIONIUX HAa €ro CHoCOOHOCTH
JEeWCTBOBAaTh IO HA3HAYEHWIO TMPU YCJIOBUH COOTBETCTBUSA TPEOOBAHUAM
HOPMATUBHOM, TEXHUYECKOMN U AKCILTyaTallMOHHON JOKYMEHTALINH;

"KIMHUYECKHE WCTBITaHUA" - pa3paboTaHHOE | 3aIIaHUPOBAHHOE
CHUCTEMAaTHYE€CKOE HCCIICIOBAHUE, MPEANPUHATOE, B TOM YHCIE C Yy4acTHEM
YeJIOBeKa B KauecTBE CyOBEKTa ISl OLIEHKHU 0e30MacHOCTH M 3(P(HEKTUBHOCTH
MEJIUIMHCKOTO U3/ICIIUS;

"HOpMaTHBHasA JOKyMEHTalusA'" - JOKYMEHTBI, PErNIaMEHTUPYIOLINE
TpeOoBaHMUsS ~ OE30MACHOCTH, KadecTBa, a  TakkKe  IPEAroiaraeMyro
3 PEKTUBHOCTD TPEAYCMOTPEHHOTO IIPUMEHEHUS W METOJbl  KOHTPOJIS
COOTBETCTBHS MEIUIIMHCKOTO W3/ACIIHS dTUM TPEOOBaAHUSM;

"perucTpalmoHHoe J0Che" - KOMIUIEKT JIOKYMEHTOB, MPEACTaBIISIEMbIX
JUJIs TOCYIapCTBEHHOM PErucTpali, BHECEHUS U3MEHEHUM B PETUCTPAllMOHHOE
YIAOCTOBEPEHUE HA MEAUIIMHCKOE U3/ICNINE, a TAK)KE KOMTUU PEIICHUM, TPUHATHIX
PETUCTPUPYIOIIUM OpPraHOM B OTHOIIEHHMM KOHKPETHOTO MEIUIIMHCKOTO
W3JICIHS;

"TeXHUYEeCKass JIOKyMEHTalua" - JIOKYMEHTBI, perjiaMeHTUPYIOIINE
KOHCTPYKIIMIO MEAMIIMHCKOTO M3JCNHs, YCTAHABIMBAIOIIME TEXHUYECKHE
TpeOOBaHUS M COJEepXKaIue AaHHBIC A €ro pa3padOTKH, IPOU3BOJICTRA,
NPUMCHEHHS, OKCIUTyaTalldd, TEXHUYECKOro  OOCIYy)XHMBaHUS, PEMOHTA,
YTUJIM3ALMHU UM YHAUTOXKCHUS;

"TeXHUYECKUE WCHBITAaHUS" - UCIBITAHUS C IEIbI0  OMpeAeIeHUs
COOTBETCTBHS XapaKTEPUCTUK (CBOMCTB) MEIUITMHCKOTO U3/ TPeOOBAHUSAM
HOPMATUBHOW, TEXHUYECKON U HKCILUTYaTAllMOHHOW JOKYMEHTAlUU U MPUHITUA
MOCJHEAYIOMIETO PEIICHHS] O BO3MOXHOCTU MPOBEJICHUS  KIMHUYECKHUX
HUCIIBITAHUMH;

"TOKCUKOJIOTHUECKHUE HCCIENOBAHUA" - HCCIEIOBAHUS B ILEIAX OLICHKH
OMONOTHYECKON  O€30MacCHOCTH  MEIUIIMHCKOTO  WM3JCIUsl W MPUHSATHUS
MOCJHEAYIOMIETO PEIICHUS O BO3MOXHOCTU TPOBEICHUS  KIMHUYECKHUX
HUCIIBITAHUMH;



"YIOJITHOMOYEHHBIA TPEICTaBUTENb MPOU3ZBOAUTENA" - HOPUIUYECKOE
JAI0, 3aperucTpupoBaHHOe Ha Tepputopun Poccuiickonn Depnepanuu,
YIOJIHOMOYEHHOE MPOU3BOAUTEIEM MEAUIUHCKOTO HU3LENUS MPEICTABISTh €T0
MHTEPEChl MO BOMpPOCaM OOpallleHUs MEAMIIMHCKOTO M3JACNUS Ha TEePPUTOPHUU
Poccuiickonn @enepanyu, B TOM YHCIE MO BOIPOCAM IIPOUEAYpP OLIEHKHU
COOTBETCTBHS U FOCYJJAPCTBEHHOM perucTpaium, Ha UM KOTOPOTO MOXKET ObITh
BBIJIJAHO PETUCTPALIMOHHOE YAOCTOBEPEHUE HA MEIUIIMHCKOE U3EIHE;

"SKCIUTyaTallMOHHAsl JTOKYMEHTauus'" - JTOKYMEHTBI, MpEIHA3HAYCHHBIC
JUISL O3HAKOMJICHHSI TOTPEOUTENsE € KOHCTPYKIMEH MEIUIIMHCKOTO W3JENHs,
periiaMeHTUPYIONIUE YCIOBUSL W TpaBWja JKCIUTyaTallud (MCIOJIb30BAHUE 10
HA3HAUCHUIO, TEXHUYECKOE OOCITy>KMBaHWE, TEKYIIUH PEMOHT, XpaHEHUE U
TPAHCIIOPTUPOBKA), TAPAHTHUPOBAHHBIE MPOU3BOJIUTENIEM 3HAYECHHS OCHOBHBIX
napamMeTpoB, XapaKTePUCTUK (CBOMCTB) MEAUIIMHCKOTO HM3CNUs, TapaHTUHHBIC
0053aTeNIbCTBA, a TAKXKE CBEACHHS O €ro YTHIM3AIUU WIN YHUUYTOKECHUU;

"3(ppeKTUBHOCTD MEAUITMHCKOTO H3AeNUs" - COBOKYIMHOCTh CBOWMCTB W
XapaKTEePUCTUK MEIUIIMHCKOTO U37ensl, 00€CTIEUNBAIOIINX JOCTHKEHHUE TIeNIeh
MPEIHA3HAYCHUS, YCTAHOBJICHHBIX NPOU3BOAUTEIIEM U MOATBEPKIACHHOIO
MPAKTUKON KIIMHUYECKOTO MPUMEHEHUS.

5. l'ocynapcTBeHHast peructpaiusi MeIUIIMHCKUX U3CIIUIA IPOBOJAUTCS Ha
OCHOBAaHHUU PpE3YJIbTATOB TEXHUYECKUX HCMBITAHUI, TOKCHUKOJIOTUYECKHUX
WCCJICIOBAHNM, KIMHUYECKUX HCIBITAHUN, TPEICTaBIAIONIMX CO00U (OpMBI
OIICHKM COOTBETCTBHSI MEIUIIMHCKUX H3ACIUN C y4eTOM KiacCuPpUKalud B
3aBUCUMOCTH OT IIOTCHIMAJIBHOTO PHUCKA MX IPUMEHEHUS, U IKCIEPTU3BI
KauecTBa, 2(P(HEKTUBHOCTH U OE30MAaCHOCTH MEIUIIMHCKUX W3JIETUH, a TaKxke
UCIIBITAHUM B TEJSAX YTBEPXKICHUS TUMA CPEJCTB M3MEpPEHUN (B OTHOIICHUU
MEUIIMHCKUX W3JCNIN, OTHOCSIIMXCA K CpeJACTBaM H3MepeHuil B cdepe
rOCYJAapCTBEHHOTO  PETYJIMPOBAHMUS OOCCIEUYECHHS €IWHCTBA H3MEPEHHI,
IIEPEUYCHb  KOTOPBIX  YTBEpXkKIaercss MHUHUCTEPCTBOM  3paBOOXPAHEHUS
Poccuiickoit @enepanun).

6. JlokymMeHTOM, MOATBEPAKAAIOIIUM dakt roCyJ1apCTBEHHOM
perucTpaluM  MEIMIUHCKOrO  W3JENus,  SBISETCA  PErMCTPAllMOHHOE
YAOCTOBEPEHUE HAa MEIUIMUHCKOE u3Aenue (Janee - PEerucTpaludoHHOE
yaoctoBepeHue). dopma pPErucTpalMOHHOTO YAOCTOBEPEHUSI YTBEPKIACTCS
PETUCTPUPYIOLIUM OPTaHOM.

Perucrpammonnoe y1oCTOBEpEHHE BBIAETCSI OECCPOUHO.

/.TocynapcTBeHHass TONUIMHA YIJIAYUBAETCS B  COOTBETCTBUH C
3aKoHOAAaTeILCTBOM Poccuiickoii denepariuu o Hajgorax u coopax.
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Nudopmanus o0 ymiaTte rocylapCcTBEHHON MOUUIMHBI 3alpalliiBaeTCs
PErUCTPUPYIOITUM OpraHom B nopsiiKe MEXBEJJOMCTBEHHOTO
MH(OPMAIMOHHOTO B3aMMOJIEUCTBUS B COOTBETCTBUU ¢ DeiepaabHbIM 3aKOHOM
"OO0 opranuzany NPEIOCTaBICHUS TOCYAApPCTBEHHBIX W MYHHUIHUIAIBHBIX
yeayr".

8. lns  rocylapCTBEHHOM  perucTpalud  MEAUIMHCKOTO  U3JIeTus
pa3paboTUuK, MPOU3BOAUTENb MEIUIMHCKOTO HM3JEIHS WK YIOJTHOMOYEHHBIH
MPEACTaBUTENIb TMPOU3BOAUTENS (Jlajee - 3asBUTENb) MPEACTABISIET JIMOO
HalpaBjsieT B PETUCTPUPYIOUIUMN OpraH 3asBJI€HHE O TOCYJapCTBEHHOM
pEerucTpalid MEAMIMHCKOTO H3JCNHs, a TakKKe JOKYMEHTBI, yKa3aHHbIE B
nyHkTe 10 Hacrosmux [IpaBui.

9.B 3asBieHMHM O TOCYJAapCTBEHHOW PpErHUCTpallMM MEIUIIMHCKOTO
u3nienusi (najgee - 3asBJIEHHWE O PETUCTPAIMH) YKa3bIBAIOTCS CIEIYIOIINE
CBEJICHUS:

a) HAMMEHOBaHUE MEUITUHCKOTO u3Jenus (c YKa3aHHEM
MPUHAIICKHOCTEH, HEOOXOJUMBIX JIJIsI TPUMEHEHUSI METUIIMHCKOTO U3JIENHS TI0
HA3HAYCHHUIO);

0) B OTHOIIIEHWU pa3pabOTUMKa - TOJIHOE U (B Cllydae, €CIM UMEeTCs)
COKpAIllCHHOE€ HaUMEHOBaHHE, B TOM 4YucJe (UPMEHHOE HaUMEHOBAHMUE,
OpraHu3allMOHHO-TIpaBOBas  (opMa IOPUAMYECKOr0 JHIA, aapec (MecTo
HAXOXKJCHHS), a TaKkKe HOMepa TeleOHOB U (B Clydyae, eCi MMEETCs) aapec
AJIEKTPOHHOM MOYTHI FOPUIUYECKOTO JIUIIA;

B) B OTHOIICHUM TPOU3BOJUTENS MEIUIMHCKOTO HW3JIETUsl - TOJHOE U
(B cilyqae, eclid HMEETCs) COKpallleHHOe HauMEHOBaHWE, B TOM YHCIE
dbupMeHHOe HAaMMEHOBaHUE, OPraHU3alMOHHO-TIpaBOBas (OpMa FOPUIUIECKOTO
auia, agpec (MECTO HaxOXICHHS), a Takke Homepa TeiaehoHOB M (B ciydae,
€CJIM UMEETCS) a/Ipec AIEKTPOHHOM MOYTHI FOPUIMYECKOTO JIULA;

I') B OTHOUICHUU YMOJHOMOYEHHOTO TPEICTABUTENS TMPOU3BOIUTEINS -
MOJIHOE U (B CiIy4ae, €CJIM UMEETCS) COKPAIlIEHHOE HAUMEHOBAHUE, B TOM YHCIIE
dbupMeHHOe HAaMMEHOBaHUE, OPTaHU3aIMOHHO-TIpaBOBas (opMa FOPUIUIECKOTO
nuna, agpec (MeCTO HaxOXICHHS), a TakkKe Homepa TeiaehoHOB M (B ciyyae,
€CJIM UMEETCS) a/Ipec AIEKTPOHHON MOYTHI FOPUIMYECKOTO JIUIA;

1) B OTHOIICHUM FOPUIMYECKOTO JIUIA, HA UM KOTOPOTO MOXKET OBITh
BBIJJAHO PErUCTPAIMOHHOE YAOCTOBEpPEHHE, - MOJHOE W (B cCiy4yae, €cld
UMEETCs) COKpalleHHO€ HaMMEHOBaHWE, B TOM 4ucie (UPMEHHOE
HAaMMEHOBaHUE, OPTaHU3aIMOHHO-TIPAaBOBasi (popMa IOPUAMUECKOTO JUIA, aJIpPecC
(MeCTO HaXOXKICHHS), a TaKKe HOMepa TeaehOoHOB U (B Caydae, €ClIU UMEETCs)
aZpec JIEKTPOHHOU MOYTHI FOPUANUYECKOTO JIUIIA;



€) MeCTO MPOU3BOJICTBA MEAUIIMHCKOTO W3/ICIIHS,;

’K) Ha3HaYCHHE MEAUIIMHCKOTO U3JICIHS, YCTaHOBJICHHOE
IPOU3BOIUTEIIEM;

3) BUJ MEIUIMHCKOTO W3JENHUS B COOTBETCTBHM C HOMEHKJIATYPHOMH
KJIacCU(pUKAIMEH METUITMHCKUAX H3ICITUH;

M) KJIACC TIOTEHIIMATBHOTO PUCKA MPUMEHEHHS MEIUIIMHCKOTO M3/CIUs B
COOTBETCTBUH C HOMCHKJIATYPHOH Ki1accuuKanmein MeIUIIMHCKIX U3/IEITHIA;

K) kom  OOmepoccuiickoro  Kimaccupukaropa  MPOIYKIUU IS
MEAUIIMHCKOTO U3JICIHS,

J) CBEJIEHUS O CIIOCOOE TOMyUEHUsI PETUCTPAIIMOHHOTO YIOCTOBEPCHHMSI, a
TaKke UHPOPMAIUH, CBI3aHHOU C MPOIEIypOil TOCYAapCTBEHHOMN perucTpanuu
MEAMIIMHCKOTO U3JIEIHSL.

10. lns  roCymapCTBEHHOW  pPETUCTpAllid  MEIUIIMHCKOTO  W3ICIHs
IPEJICTaBIISIFOTCS CIEAYIOLIUE JOKYMEHTHIL:

a) KOIus JTIOKYMEHTA, MIOITBEP K IAFOIIETO HOJTHOMOYHSI
YIIOJIHOMOYEHHOTO MPEICTABUTEINSI TPOU3BOIUTEIIS;

0) cBeneHUs 0 HOPMAaTUBHOW JOKYMEHTAIIMH HA METUIIMHCKOE U3/IEIHE;

B) TEXHUYECKAs IOKyMEHTAIIMS HA MEIUIIMHCKOE U3CITHE;

T') OKCIUTyaTaIllMOHHAs JIOKYMECHTAIUS Ha MEJUIMHCKOE H3JIeHe, B TOM
YHCIIE WHCTPYKIMS IO MPUMEHCHHIO WM PYKOBOJCTBO TIO JKCIUTyaTaI[HH
MEIUIUHCKOTO U3/ICeITHS;

1) ¢ororpaduueckoe n300pakeHUE OOIIETO BH/Ia METUIIMHCKOTO M3ICHSI
BMECTE C  TPHHAUICKHOCTIMH, HCOOXOAWMBIMH  JUISI  MPUMCHCHHS
MEAMIIMHCKOIO  M3JeJus 1O  Ha3HaueHuto  (pa3MepoM  HE  MeHee
18 x 24 cantumetpa);

€) JOKYMEHTBI, TIOATBEPIKIAIOIINE PE3YIbTAThl TEXHHUSCKUX HMCIBITAHHUM
MEAUIIMHCKOTO U3/ICIHS,

) TOKYMEHTBI, TIOATBEPXKIAIONINE PEe3yJIbTaThl TOKCHKOJIOTHUYECKHUX
UCCIICIOBAaHWA  MEAWIIMHCKOTO  W3JENUsA,  HCIOJh30BAaHHE  KOTOPOTO
IpenoiaracT HaATMYUEe KOHTAKTa C OPTaHU3MOM YEJIOBEKa;

3) JOKYMEHTHI, TIOJITBEP K TAIOIITUE pe3yIbTaThl UCIIBITAHUH
MEAWIIMHCKOTO W3JENUsA B IENAX YTBEPXKICHHUS THIA CPEACTB H3MEPEHHA
(B OTHOIICHUW MEIUIIMHCKUX U3CIUI, OTHOCSIIUXCS K CPEACTBaM M3MEPCHUMN
B chepe rocyJapCTBEHHOTO PEryIMpOBaHUs 00eCTIeUeHUs eIUHCTBA H3MEPEHNUH,
nepeueHb  KOTOPBIX  yTBEpXkAaeTcs MUHUCTEPCTBOM  3PaBOOXPaHCHHS
Poccuiickoit @enepanun);

1) OIKCh JOKYMEHTOB.



11. B cnyyae eciy OpWTHHAJIBI JIOKYMEHTOB, yKa3aHHBIX B IyHKTe 10
Hactosimx [IpaBui, cocTaBiieHbl HA HHOCTPAHHOM SI3bIKE, OHH MPECTaBISIOTCS
C 3aBEPEHHBIM B YCTAHOBJIEHHOM TOPSIKE EPEBOJAOM HA PYCCKUH S3bIK.

12. Cpoku ¥ TMOCHENOBATEILHOCTh AJMHHHCTPATUBHBIX MPOLEAYpP H
aJIMUHUCTPATUBHBIX JCHCTBUN PETUCTPUPYIOIIETO OpraHa YCTaHaBIIMBAIOTCS
pa3pabaThiBa€MbIM B COOTBETCTBUM C IOCTaHOBiIeHHEeM [IpaBuTenbcTBa
Poccuiickoit ®@enepanmu oT 16 mas 2011 r. Ne 373 anMUHUCTpATUBHBIM
peryiaMeHTOM MPEeOCTaBICHUS TOCYIaPCTBEHHON YCIYTH O TOCY/IapCTBEHHOMN
pEerucTpalu MEIUIUHCKUX U3/ICTUH.

13. 3asBiieHHEe O perucTpald U JOKYMEHTBI, MPEIyCMOTPEHHBIE
nyHkToM 10 Hactosmux  [lpaBwi,  TpencTaBiIArOTCS  3asgBUTEIEM B
PETUCTPUPYIONINI OpraH Ha OyMaXHOM HOCHTENIE HEMOCPEJICTBEHHO WU
HAIpaBJISIOTCA 3aKa3HbIM TIOYTOBBIM OTIPABICHUEM C YBEJOMIICHUEM O
BPYUCHHUHM U OIHMCHIO BIIOKEHHS JTUOO B DJIEKTPOHHOU (opme, moamrcaHHbIC
AJIEKTPOHHOM MOJIHUCHIO.

Peructpupytonuii opraH NpUHUMAET 3asBIIEHUE O PETUCTpaluud |
JIOKYMEHTBI, TIPenycMOTpeHHbIe TMyHKTOM 10 HacTtosimux [lpaBwi, mo omucw,
KOS KOTOPOM C OTMETKOM O Jare TMpueMa YKa3aHHBIX 3asBIICHUA W
JIOKyMEHTOB B JICHb MpHUEMa BPY4YaeTCs 3asBUTEIIO WJIM HANpPABISIETCS €My
3aKa3HBIM TOYTOBBIM OTMPABIICHUEM C YBEJOMJICHHEM O BpydYeHHH JHOO B
AIIEKTPOHHOM (hopme.

14. Peructpupyromuii oprad He BIpaBe TpeOOBaTh OT 3asIBUTEIS
yKa3blBaTh B 3asBJICHUU O PETHCTPAllUd CBEICHUS, HE TPEIyCMOTPECHHBIE
nyHKTOM 9 Hacrosimmx  [lpaBun, ©  mOpeACTaBisATh  JOKYMEHTHI, HE
npeaycMoTperabie myHkToMm 10 Hactosimux [IpaBu.

15. B Teuenne 3 paboumx AHEW €O MOHS TOCTYIUICHHS 3asBICHUS O
perucTpaid MU JIOKYMEHTOB, MPEAYCMOTPEHHBIX IyHKTOM 10 HacTosmux
[IpaBun, perucTpupyromui OpraH TPOBOJUT TMPOBEPKY TOJHOTHI |
JIOCTOBEPHOCTH COJICPKAIIUXCS B HUX CBEJCHUHN, B TOM YHCJIE TIyTEM CPaBHEHUS
TaKMX CBEIEHWHA CO  CBEICHUSAMH, TIPEACTABICHHBIMA B  TOPSJIKE
MEXBEJIOMCTBEHHOTO WH()OPMAITMOHHOTO B3aUMOJICHCTBUS.

16. B cnyuae ecnu 3asiBIIeHHE O pEerUCTpaiuu 0POPMIICHO C HapyIICHUEM
noJoKeHU mnyHkTa 9 Hacrosiuux [lpaBun u (Wau) B 3asBJICHUU YKa3aHbI
HEJIOCTOBEPHBIC CBEACHHS JIMOO JNOKYMEHTHI, MPeaycMOTpeHHbIe myHKTOM 10
Hactosimmx [IpaBun, mpenacTaBieHbl HE B TMOJHOM OOBEME, PETUCTPUPYIOIIUN
OpraH BpyYaeT 3asBUTEII0 YBEJOMIICHHE O HEOOXOAMMOCTH YCTpPaHEHHUS B
30-1HEBHBIM CPOK BBISBICHHBIX HAPYIICHWH © (WJK) TPEICTaBICHUS
JIOKyMEHTOB, KOTOpPBIE OTCYTCTBYIOT, JIUOO HAIMpPaBJISET TAaKO€ YBEIOMIICHHE



3aKa3HBIM [TOYTOBBIM OTIPABIICHUEM C YBEJOMIICHUEM O BPYUEHUHU WU B hopme
AIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO 3JIEKTPOHHOU MOITHUCHIO.

17. B teuenue 3 paboumx JHEW CO JHSA MPECTABICHUS HAJJICKAIIUM
o0pa3oM O(OPMJIIEHHOTO 3asBICHUS O PETUCTpPallMd M B IOJHOM OOBEME
JIOKYMEHTOB, MPEeAyCMOTpeHHBIX MyHKTOM 10 Hacrosuux IlpaBui, a Takxe B
ciydyae ycrpaHeHuss B 30-IHEBHBIM CPOK BBISBIECHHBIX HApYyIICHUH U (WIIH)
NpEACTaBICHUs] JOKYMEHTOB, MPEIyCMOTPEHHbIX MyHKTOM 10 HacToAmux
[IpaBun, perucTpupyromudid OpraH NOpPUHUMAEeT peIIeHHe O  Hayaie
roCyAapCTBEHHON PErucTpalii METUIIMHCKUX U3/IeTTUH.

18. B cinywae ecniu B 30-mHEBHBIM CpPOK HE YCTPAHEHBI BBISBICHHBIC
HapylieHus W (WId) HE MPENCTaBIEHbl JOKYMEHTBI, KOTOPbIE OTCYTCTBYIOT,
PETUCTPUPYIONINI OpraH MPUHUMAET pEIICHHEe O BO3BpaTe 3asgBJICHUS O
perucTpaliui W JOKYMEHTOB, MPEIyCMOTPEHHBIX MyHKTOM 10 HacTosmmx
[IpaBui, ¢ MOTUBUPOBAHHBIM OOOCHOBaHHEM MPUYMH BO3BpATA.

19. T'ocynapcTBeHHas perucrpanus METUITUHCKHIX u3JIeIui
OCYIIECTBIISICTCS. PETUCTPUPYIOUIUM OPraHOM B CPOK, HE TPEBBIIMIAIOIIHIA
50 paGounx jgHEH cO JHS NPUHATHUS PEUICHUS O Haydale TOCYAapCTBEHHOU
pErucCTpalui METUIUHCKUX U3/ICTUH.

Cpox mpoBeAeHHUS] KIMHUYECKUX HCIBITAHUN MEAUIIMHCKOTO W3/eNus B
50-1HEBHBIN CPOK HE BKIIFOYACTCHI.

20. B Teuenne 3 paboumx JHEH CO JHS MPUHSATHS PEHICHUS O Havaje
rOCYyIapCTBEHHOM PETUCTPAlMU MEOULUMHCKUX W3JIEIUN PETUCTPUPYIOLINN
oprad oGopMJIIeT U BBIJACT 3aJaHHE Ha MPOBEJEHUE DKCIEPTH3bl KadyecTBa,
3G (HEKTUBHOCTH W 0E30MaCHOCTH MEAMIIMHCKOTO u3aenus (enepaabHOMY
rOCyapCTBEHHOMY OOJPKETHOMY YUYPEXKICHHUIO, HAXOIAIIEMYCS B BEICHHUH
PETUCTPUPYIOINIETO OpraHa (Jajnee - SKCIEPTHOE YUPEKICHNUE).

21. Dkcneptuza  kadectBa,  A(p(EeKTUBHOCTH W OE30MACHOCTH
MEJUITUHCKOTO H3JIEHs MIPOBOJIUTCSA DKCHEPTHBHIM YUPEKIECHUEM IOITAIHO B
COOTBETCTBHH C MOPSAKOM, YTBEPKIaeMbIM MUHUCTEPCTBOM 3/IPAaBOOXPAHEHUS
Poccuiickon @enepanum:

a) Ha [ »Tame ocymiecTBISIETCS DKCIEPTH3a 3asiBICHUS O PETUCTPAIlUU U
JIOKyMEHTOB, yKa3aHHbIX B myHKTe 10 HacTtostmux [lpaBun, mis ompeneneHus
BO3MOXKHOCTH  (HEBO3MOXHOCTH) TPOBEJACHUS KIMHUYECKUX HUCIBITAHHMA
MEUITUHCKOTO U3/ICIINS,

0) Ha Il »Tame ocymiecTBIsieTCS JKCHEPTH3a IMOJTHOTHI W PE3yJIbTaTOB
MIPOBEICHHBIX TEXHUYECKUX HUCIBITAHUMN, TOKCHKOJOTHUYECKUX HCCIEIOBaHUM,
KIIMHAYECKUX WCTBITAHUNA, a TAK)KE HCIBITAHWUN B IENSAX YTBEPKIACHHUS THIIA
CPEIICTB M3MEPECHHI (B OTHOIICHWW MEAUITUHCKUX H3EINi, OTHOCSIIUXCSI K



CpelcTBaM  M3MepeHuHM B cepe TOoCyJapCTBEHHOTO  PETyIHPOBAHUS
oOecrieueHus: €AUHCTBA HM3MEPEHUHM, TMepeyeHb KOTOPBIX YTBEPKIAETCA
MuHnucTepcTBOM  37paBooXpaHeHus: Poccuiickont  ®Depeparnuu) (manee -
HKCIIEPTHU3A MOJTHOTHI ¥ PE3YJIbTATOB UCIIBITAHUN U UCCIICTOBAHUN).

22. Ha 1 srtame skcrepTussl KauecTBa, d3(HPEKTUBHOCTH U O€30MaCHOCTH
MEJUIIMHCKOTO M3/ENMs SKCIEPTHOE YUPEXKICHHE B CPOK, HE IMPEBBIIIAIOIIHIA
20 paGounx nHEW €O AHS TOJYYECHMs 3aJaHusl, OCYIIECTBISET CIEAYIOIIHE
MEpOTIPUSATHUS:

a) MPOBEJICHUE DKCIEPTU3bI 3aSBJICHHUS O PErUCTPAllUM U JIOKYMEHTOB,
NpeaycMOTpeHHbIX TyHKTOM 10 Hacrosimmx [lpaBun, s onpeaesneHus
BO3MOXKHOCTH  (HEBO3MOXHOCTH) TPOBEJACHUS KIMHUYECKUX HUCIHBITAHHMA
MEUITUHCKOTO U3/ICIINS;

0) odopmileHHE U HAIIPaBJICHUE B PETUCTPUPYIONINIA OpPTaH 3aKIIOYEHUS O
BO3MOXKHOCTH  (HEBO3MOXHOCTH) TPOBEJACHUS KIMHUYECKUX HUCIHBITAHHIMA
MEIUIIMHCKOTO  m3Aenuss (C  yKa3aHHWeM TpUYMH U OOOCHOBAaHHEM
HEBO3MOXKHOCTHM  UX  MPOBEJEHUs), (opmMa KOTOPOro  yTBEpKIAaeTCs
MunucrepcTBoM 3apaBooxpaneHus Poccuiickon denepanuu.

23. OcHOBaHWEM  JJii  BBIHECEHHUS  JKCHEPTHBIM  YUPEXKICHHUEM
3aKJIIOYEHUS] O HEBO3MOKHOCTU TPOBEICHUS KIMHUYECKUX UCHBITAHUMA
METUITUHCKOTO U3/ICIUS SBIISCTCS:

a) HECOOTBETCTBUE MEIMIIMHCKOTO W3JeNusl TpeOOBaHUSIM HOPMATUBHOM,
TEXHUYECKOMN U (MJIN) SKCIUTyaTallMOHHON JJOKyMEHTAITNH;

0) OTCyTCTBHE JIOKA3aTEeIbCTB OMOJIOTHYCCKOU 0e30macHOCTH
MEUITUHCKOTO U3CIIHS.

24. PerucTpupymoniii opran B Te4deHHE S paboumx JHEH co JHS
MOJIYYCHHUS] OT OJKCIEPTHOTO YUPEXKACHHS 3aKIIOYEHUS O BO3MOXHOCTH
(HEBO3MOXXHOCTH) TPOBEACHUS KIMHUYECKUX HCIBITAHUNH METUIIMHCKOTO
U3JIETUST OCYIIECTBIISIET CICTYIONTUE MEPOTIPUSTHUS:

a) OLICHKAa 3aKJIFOYCHHS IS OIMpPEJCIICHUs] COOTBETCTBHS 3aJlaHUI0 Ha
MPOBEICHUE OJKCIEPTU3bl KauecTBa, dS(PGEKTHBHOCTH UM  0OE30MaCHOCTH
MEUITUHCKOTO U3/ICIINS,

0) mpuHSATHE peUIeHUs O BbIJau€ pa3pelieHus Ha MPOBEACHUE
KIIMHAYECKUX HWCTBITAHUA MEIMIIMHCKOTO W3JAeNus Wi 00 OTKa3e B
rOCyAapCTBEHHON PETHCTPALINUA METUITMHCKOTO U3ENHSI, KOTOPOE 0hOPMIIIETCS
MPUKA30M PETUCTPUPYIOMIETO OpraHa, U yBEAOMJICHUE 3asBUTENS O MPUHSITOM
pEIICHNH;

B) BblJlaua (HampaBJ€HHWE 3aKa3HbIM TIMOYTOBBIM OTIIPABICHUEM C
YBEJOMJICHHEM O BpPYYCHHH WA B (QOpMe DIEKTPOHHOTO TOKYMEHTA,



MNOJAMUCAHHOTO  AJIEKTPOHHOM  TMOJNUCHIO)  3asgBUTENIO  pa3pelieHust Ha
MPOBEICHUE KIMHUYECKUX MCIBITAHUA MEIUUIMHCKOTO U3aenus, ¢opma
KOTOPOTO  YTBEPKIACTCS  PETUCTPUPYIOIIMM  OPraHOM, UM  BHECCHHE
COOTBETCTBYIOIIMX CBEJACHUN B PEECTP BBIIAHHBIX PA3pEUICHUN HA MPOBEICHUE
KIIMHUYECKUX UCIBITAHUN MEAULMHCKOTO U3JEIUs, MOPAIOK BEICHUS KOTOPOIO
YTBEPKJIA€TCS PETHCTPUPYIOIIMM OpPraHoM, JHOO yBeJoMJieHHEe 00 OTKas3e B
rOCyJapCTBEHHON pPErucTpaldd MEIULIMHCKOTO W3AENHS C YKa3aHHEM MPUYHH
OTKa3a.

25. OcHOBaHUEM JUIsl IPUHATHUS pelIeHus] 00 0TKa3e B rOCYIapCTBEHHOM
PETUCTpalMU SBISETCS MOJTYYECHHE PETUCTPUPYIOIINM OPTaHOM OT SKCHEPTHOTO
YUPEKIACHUS 3AKIIOYEHUST O HEBO3MOXHOCTU MPOBEACHUS KIMHUYECKUX
VCIIBITAHUNA MEAULIMHCKOTO U3EIUSL.

26. Knuauveckre MCHBITAHUSI MEIUIMHCKOTO U3/ENHs OCYIIECTBISIOTCS
B paMKax OLIEHKH COOTBETCTBHUS, MOPSAIOK IMPOBEICHUS KOTOPOU YTBEPKIACTCS
MunucrepcTBoM 3apaBooxpaneHus Poccuiickon denepanuu.

KivHnyeckne uCHbITaHUA MEOUUMHCKOTO H3IEHAUSl MPOBOASATCA Ha
OCHOBAHUU Pa3pELICHUs Ha IPOBEICHUE KIIMHUYECKUX UCIIBITAHUM, BBITAHHOTO
PETUCTPUPYIOIIMM  OpPraHOM, a TaKXe 3aKIIoueHuss 00  ITUYECKOU
000CHOBaHHOCTH TMPOBEJCHUS KIMHUYECKUX HCIBITAHUM, BBIJAHHOTO COBETOM
1no »tuke MuHucrepcTBa 3apaBooxpaHeHust Poccuiickon @enepanuu, B
CJIy4asiX, YyCTaHOBJICHHbIX yKa3aHHbIMU [IpaBunamu.

CocTtaB yka3aHHOTO COBETA IO 3TUKE U MOJIOKEHUE O HEM YTBEPKIAAIOTCS
MunucrepcTBoM 3apaBooxpaneHus Poccuiickon denepanuu.

KnuHnueckne WCObITaHUS MEAUUMHCKOTO M3JEJHsl IPOBOMIITCA B
MEJUIIMHCKUX OpraHu3alusaX, OTBEUAIOIUX TPEOOBAHUSIM, YTBEPKICHHBIM
MunucrepctBoM 3apaBooxpaHeHus Poccuiickonn @enepaunu. Y CTaHOBJIEHUE
COOTBETCTBUS MEUIIMHCKUX OpPTaHU3alUi 3TUM TPEOOBAHUSIM OCYIIECTBISETCS
PETUCTPUPYIOLIMM  OPraHOM B  TIOPSAKE, YCTAHOBJIEHHOM  YKAa3aHHBIM
MuHUCTEPCTBOM.

27. IlepeueHb MEAMIIMHCKUAX OpTaHU3AINi, UMEIOIINX MPABO MPOBOJUTH
KJIMHUYECKAE WCIBITAHUA MEIHUIMHCKAX W3JIeJINM, W PEECTP BbIIAHHBIX
pa3pelIeHu Ha TPOBEACHUE KIMHUYECKUX HUCIBITAHUM MEIUIUHCKUX HU3ICIIUN
OIMyOJIMKOBBIBAIOTCS W Pa3MENIAIOTCS  PETUCTPHUPYIONIUM  OpPraHoOM B
YCTAaHOBJICHHOM UM  TOpSIKE HAa CBOEM  OQUIMAIHHOM  CaiiTeé B
nH(OPMAITMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTr "MHTepHeT".
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28. Ilpyu mpuHATHM peUIeHUST O BbIJau€ pa3peuicHUs] Ha MPOBEACHHE
KJIIMHAYECKUX HCIHBITAHUM MEIUIMUHCKOTO H3JENHsl PErUCTPUPYIONINI Opra
OPUHUMAET PEIICHHE O NPUOCTAHOBJICHUH TOCYJAAPCTBEHHOW pEruCTpaluu
MEUIIMHCKOTO U3JIETUs 10 JHS MPUHATUS PEIICHUs] PETUCTPUPYIOIIETO OpraHa
O BO300HOBJICHUU TOCYJAPCTBEHHON pErucTpalid MEIUIUMHCKOTO HW3JeNus, B
cooTBeTcTBUM ¢ MyHKTOM 30 Hacrosiux [IpaBui.

29. O KIMHUYECKUX HCIBITAHUAX MEAUIIMHCKOTO U3JIETUsl 3asBUTEINb
YBEJOMIISIET PETUCTPUPYIONINI OpraH B T€YeHHE 5 pabouyux JHEHW ¢ Hayaja ux
MPOBE/ICHHUS.

30. [lo oxkoOHYaHUM KIMHUYECKUX HCIBITAHUNH MEAUIIMHCKOTO W3JEIUs
3asiBUTEIb  TPEACTABISET B  PETUCTPUPYIOLUIMH  OpraH  3asgBJICHHE O
BO30OHOBJICHMHM TOCYJApPCTBEHHOM PpEruCTpallid MEIUIMHCKOTO W3ACNIUS U
pe3ynbTaThl KIMHUYECKUX UCTIBITAHUN MEAUITTHCKOTO U3/IEIHSI.

31. Peructpupytonuii opran B TeueHUEe 2 pabouux JgHEH CcoO JHSA
MOJIYYCHHUsS] 3asBJICHUS O BO300OHOBIIEHUU TOCYIAPCTBEHHOW pErHUCTpaIUU
MEIUIIMHCKOTO  M3JENHsl W PE3YJbTaTOB  KIMHUYECKUX  UCIHBITAHUIM
MEIUIIMHCKOTO  W3JIeJUsl  NMPUHUMAET  PEIIeHHe O  BO30OHOBJICHHUH
roCyJapCTBEHHOU PErUCTPAlMU METUITUHCKOTO U3/IEIIHS.

32. Ha Il atane skcnepTusbl KayecTBa, dPGEeKTUBHOCTU U 0€30M1aCHOCTH
MEUITMHCKOTO U3ENIUS PETUCTPUPYIOLTUN OpraH B TeueHue 2 pabounx JHEH co
JTHSL TIPUHSATUS PEHIeHUS O BO30OHOBIEHWH TOCYJAapCTBEHHOW pPETrHUCTpaIVH
MEJUIIMHCKOTO HW3JIeJINsl Ha OCHOBAHHWM 3a/laHMsl HA TPOBEJCHUE DKCIEPTH3BI
kadecTBa, JG(EKTUBHOCTH ©  0€30MacCHOCTH  MEIUIIMHCKOTO  H3JICIIHS,
BBIJIJAHHOTO B COOTBETCTBUM C MyHKTOM 20 Hactosmux [IpaBun, HampaBiseT B
DKCIIEPTHOE  YUYPESXKJCHHE  MPEJCTABICHHBIC  3asgBUTEIIEM  PE3YyJbTaThI
KJIIMHAYECKUX UCTIBITAHUN MEIUIIMHCKOTO U3/EIHS.

33. DKCnepTHOE YYpEeKJIeHHe B CPOK, He mpeblmatomui 10 padounx
JHEW CO JHS TIOJIYYCHHS JOKYMEHTOB, YKa3aHHBIX B IYyHKTE 32 HACTOSIIUX
[IpaBun, NPOBOAUT OSKCHEPTH3Y TOIHOTHI W PE3YIbTATOB TMPOBEIECHHBIX
UCTIBITAHUM ¥ HCCIEOBaHUM, a Takke oQopMiIsSeT W HampaBiseT B
PETUCTPUPYIOIINIA OPTaH 3aKIIOYEHUE M0 PE3ysbTaTaM JKCIEPTU3bl KAadeCTBa,
b HEeKTUBHOCTH M 0€30MaCHOCTH MEIUIIMHCKOTO u3nenus, (Gopma KOTOPOro
yTBepxkaaeTcss MuHucrtepcTBom 31paBooxpanenust Poccuiickoit @enepannu.

34. B cpok, He mpebimatomuii 10 pabounx mHEH CO JHS TOIYYCHUS
3aKJTIOYCHUS, YKA3aHHOTO B MyHKTE 33 HacTosmmx [IpaBuii, perucTpupyrommii
OpraH OCYIIECTBIISIET CICTYIOIINE MEPOTIPHUSITHSI:
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a) OLICHKA 3aKJIIOYEHHsS JJIS OIpPEICNICHUs] COOTBETCTBHS 3aJlaHUI0 Ha
MPOBEICHUE OJKCIEPTU3bl KauecTBa, dSPGEKTUBHOCTH UM  OE30MaCHOCTH
MEJIULIMHCKOTO U3JEIHS;

0) MpUHATHE PEIIECHUSI O TOCYAAPCTBEHHOW PETHCTPAllMU MEIUIIMHCKOTO
u3zienuss wid o0 OTKa3e B TOCYIAapCTBEHHOW PETUCTpaliil MEIUIHUHCKOTO
u3zienusi, KOTopoe oQopMIIsieTcs MPHUKA30M PETUCTPUPYIOIIET0 OpraHa, U
YBEIIOMJICHHE 3asBUTENS O MPUHITOM PEIICHUH;

B) opopMieHue ¥ Bblauya (HampaBJICHHE 3aKa3HbIM  ITOYTOBBIM
OTMPABJICHUEM C YBEJOMJICHUEM O BpYYEHHH WM B (OpME 3JIEKTPOHHOIO
JIOKYMEHTA, MOAMCAHHOTO ANEKTPOHHOMN MOJIMUCHIO) 3asIBUTEIIIO
PErUCTPAllUOHHOTO  YAOCTOBEpeHUss JMO0 yBeAomIieHHs 00 OTKasze B
rOCyJJapCTBEHHOW pPErucTpald MEIULIMHCKOTO W3JENHS C YKa3aHHEM MPUYUH
OTKa3a.

35. OcHoBaHuEM JJIs1 TIPUHATHUSL pelIeHus: 00 O0TKa3e B rOCy/1apCTBEHHOMN
pErucTpalvid MEIULIMHCKOTO U3JCNIHUS SBISIETCA MOJTYYEHHUE PETHUCTPUPYIOIINM
OpPraHOM OT OJKCHEPTHOTO YYPEKICHHUS 3aKIIOYEHUS] 10 pe3ysbTaTaM
DKCIEPTU3bl KadecTBa, 3PGHEKTUBHOCTH W 0OE30MaCHOCTH METUIIUMHCKOTO
U3JIeTUsl, CBUJIETEIBCTBYIOMIETO O TOM, YTO Ka4ecTBO U (WiH) 3pPEeKTUBHOCTD U
(un)  O€30MaCHOCTh  PErHUCTPUPYEMOTO  MEIUIIMHCKOIO  W3JIEJUsl  HE
MOATBEPKICHBI MOTYUYEHHBIMU JAHHBIMH, U (WJIM) O TOM, YTO PUCK MPUYUHEHUS
Bpela 3I0pPOBBIO TpakJIaH ¥ MEIUIMHCKUX pPaOOTHUKOB BCJIEICTBHUE
MPUMEHEHUST MEIUIIMHCKOTO W3JeNus TMpeBbmaeT 3(PQPEeKTUBHOCTh €T0
MPUMEHEHUS.

36. B Tteuenme 1 pabouero JHA TOCIE€ TPUHITHS PEIICHUS O
rOCYJapCTBEHHOM pErucTpauud MEIUIMHCKOTO HW3AEIHUS PETUCTPUPYIOLIUNA
OpraH BHOCHUT JaHHBIE O 3apPErHMCTPUPOBAHHOM MEIULMHCKOM HW3IECIUU B
FOCYJApCTBEHHBI  PEECTP  MEIUIMHCKUX  H3JCJIMA W OpraHu3aluiu,
OCYILIECTBIISIFOIIUX MPOU3BOJCTBO M M3TOTOBJIEHUE MEIULMHCKUX W3JICNUN, B
MOPSJIKE, MPEIYCMOTPEHHOM MOCTaHOBIeHUEM lIpaButensctBOM Poccuiickoi
deneparuu ot 19 urons 2012 1. Ne 615.

37. BHeceHne  W3MEHEHHUNW B  PETUCTPAIIMOHHOE  YIOCTOBEPEHUE
OCYILECTBIISIETCS B CICAYIOIINX CIydasix:

a) U3BMEHEHUE CBEJICHUM O 3as4BUTENIE, BKIIIOYAsl CBEICHUS:

0 peopraHu3alu IPUIAYECKOro JIUIA;

00 M3MEHEHNH €r0 HaMMEHOBaHUS (TTOJTHOTO U (B CiIydae, eClu MMEETCs)
COKpAIllEHHOT0, B TOM 4Hncjie (UPMEHHOrO0 HaMMEHOBaHHWs), aapeca (MecTa
HAXO0XKIECHUN);

0) u3MeHeHue ajpeca (MecTa MPOU3BOICTBA) MEAUIIMHCKOTO U3/ICIIHS,
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B) U3MEHEHHE HAUMEHOBAHUS MEJAMIIMHCKOTO M3/1eNus (B CiIydae, eCiii He
U3MEHWINCh CBOWCTBA W  XapaKTEPUCTUKH, BIUAIOINIME Ha KayecTBO,
3 PEKTUBHOCTD U O€30MACHOCTh MEIUITMHCKOTO U3ETH).

38. lns BHeceHMs] HW3MEHEHUH B PErUCTPALMOHHOE YAOCTOBEPEHUE
3asiBUTENL He Tmo3aHee uvem uepe3 30 pabouux JHEH CO JHS BHECEHUS
COOTBETCTBYIOIIUX  WM3MEHEHUW  MpEACTaBIsieT JUOO  HampaBisieT B
PETUCTPUPYIONIMI  OpraH  3asBJICHWE O  BHECEHMM  HW3MEHEHUH B
PEruCTpallMOHHOE yIOCTOBEPEHHE (J1ajiee - 3asiBJICHUE O BHECEHUHM U3MEHEHHM ),
0(QOpMJIEHHOE B COOTBETCTBHH C MOJIOKEHUAMH MyHKTa 9 Hactosmux [IpaBui, c
MPUWIOKEHUEM TaKUX M3MEHEHUH U C yKa3aHUEM, YTO BHECEHHE M3MEHEHUH B
PErUCTPAallUOHHOE  YAOCTOBEPEHUE HE BIEYET U3MEHEHUsS CBOWCTB U
XapaKTEPUCTUK, BIUSIOMIMX Ha KadyecTBO, A(PPEeKTUBHOCTH M OE30MaCHOCTH
MEJUITMHCKOTO U3/IeINs, & TAKXKE CIIeAYIONNEe JOKYMEHTHI:

a) KOMust JIOKYMEHTA, MOATBEPKIAIOIIIETO MOJITHOMOYHS
YIOJHOMOYEHHOTO MPEJACTABUTEIS POU3BOIUTEIIS;

0) HOMEp PErucTPAIMOHHOTO J0ChHE;

B) OIKCH JIOKYMEHTOB.

39. [lomumo 3asiBieHWS O BHECEHWHM U3MEHEHHM U JIOKYMEHTOB,
PETYCMOTPEHHBIX MYHKTOM 38 HacToamux [IpaBuii, Takke MpeacTaBIsIIOTCS:

a)B cllydyae HW3MEHEHHUS CBEJIEHUW O 3asBUTENE, a TaKKe MecTe
MPOU3BOJICTBA MEAUIIMHCKOTO U3/IEIUS - JIOKYMEHTBI, MIOJTBEPKIAI0IINE TaKUE
U3MECHEHUS;

0) B cirydae U3MEHEHUS HAMMEHOBAHUSI METUIIMHCKOTO U3/EIHS:

CBEJICHUSI O HOPMATUBHOM JOKYMEHTAIIMHM Ha MEIUIIMHCKOE U3/ICIINE;

TEXHUYECKash JAOKYMEHTAIMsl Ha MEIUIMHCKOE W3JeNiue, NpHUBEIACHHAs
B COOTBETCTBHE C HOBHIM HAMMEHOBAHHUEM MEJIUIIMHCKOTO M3CIIUS;

AKCIUTyaTallMOHHAS] JOKYMEHTAIMsl Ha MEIUIMHCKOE H3JEINe, B TOM
YHUCJIE WHCTPYKIUS MO TMPUMEHEHHIO WM PYKOBOJCTBO IO JKCILTyaTalluu
MEUIIMHCKOTO  WM3JCNNs, TPUBEICHHAS B COOTBETCTBHE C  HOBBIM
HAaWMEHOBAaHUEM MEJIUIIMHCKOTO W3S,

doTorpaduaeckoe H300paKeHUE OOIIETO BUJA MEIUIIMHCKOTO H3STUS
BMECT€ C  MNPUHAIICKHOCTIMH, HEOOXOJUMBIMU  JUIS  TPUMEHCHHUS
MEIUIIMHCKOTO  W3JeNWs MO0  Ha3HauyeHWto  (pa3MepoM  HE  MEHee
18x24 canTtumeTpa).

40.B ciywae ecid OpUTMHAIBI JOKYMEHTOB, TPEIyCMOTPEHHBIX
nyHkTamu 38 n 39 Hacrosmmx [IpaBuii, COCTaBIEHbBl HA UHOCTPAHHOM S3BIKE,
OHHM TIPEACTABIISIIOTCS C 3aBEPEHHBIM B YCTAHOBJICHHOM ITOPSIIKE ITEPEBOIOM Ha
PYCCKUH SI3BIK.
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41. 3asBNeHUE O BHECEHUU U3MEHEHUU U IOKYMEHTHI, IPEAYCMOTPEHHbBIE
nyHktamu 38 u 39 nHacrosammx IIpaBwi, NpUHUMAIOTCS PETUCTPUPYIONTUM
OpraHOM TIO OIMKCH, KOMHUS KOTOPOW C OTMETKOW O JlaTe MpueMa YKa3aHHBIX
3asiBJICHUS M JIOKYMEHTOB B JICHb IpUEMa BpYy4YaeTCAd 3asBUTEIIO0 WIH
HaIpaBJIsIeTCs €My 3aKa3HbIM IMOYTOBBIM OTIIPABICHUEM C YBEIOMJICHHEM O
BpyuYeHUH Wi B QopMe DJIEKTPOHHOTO JOKYMEHTa, IOJMUCAHHOIO
AIIEKTPOHHOM MOJHUCHIO.

42. Peructpupyloliuii opraH He BIpaBe TpeOOBaThb OT 3asBUTENS
MPEJICTABICHUST JIOKYMEHTOB, HE TPEAyCMOTPECHHBIX TNyHKTamu 38 u 39
Hactosimumx [IpaBui.

43. B Tteuenue 3 pabouux JHEH CO JHS TIOCTYIUICHUS 3asBJICHUS O
BHECEHUU W3MEHEHHUM U JOKYMEHTOB, MPEIYCMOTPEHHBIX IyHKTamu 38 u 39
Hactosamux [IpaBui, perucTpupyronmii opran NpoBOJUT MPOBEPKY MOJTHOTHI U
JIOCTOBEPHOCTH CBEICHUM, COAEPKAIIMXCSI B HUX, B TOM 4YHCIE IIyTEM
CpPaBHEHHSI TAKUX CBEIACHUW CO CBEICHUSIMH, IMPEACTABICHHBIMH B TOPSAKE
MEXBEJIOMCTBEHHOTO HH()OPMAITMOHHOTO B3aUMOJICHCTBUS.

44, B ciydae eciii K 3asBJICHUIO O BHECEHUM U3MEHEHUN HE MPUIIAararoTcs
JOKYMEHTBI B COOTBETCTBUM C MOAIMYHKTOM "a" myHkTa 39 Hactosmux [IpaBun
u (WaM) B 3asBJICHUM O BHECEHUM HW3MEHEHUN YyKa3aHbl HEIOCTOBEPHBIC
CBeJIeHUs MO0 JOKYMEHTBI, IPEIyCMOTPEHHbIE TyHKTaMu 38 u 39 HacTosnmx
[TpaBun, mpeacTaBiaeHbl HE B MMOJTHOM 00bEME, PETUCTPUPYIONIHNI OpTaH Bpy4aeT
3asIBUTENIO yBEJAOMIIEHHE O HEOOXOIMMOCTH ycTpaHeHusi B 30-THEBHBINH CPOK
BBISIBJICHHBIX HapylieHud u (WIM) NpeNCTaBleHUs JOKYMEHTOB, KOTOpBIE
OTCYTCTBYIOT, JJMOO HampaBiisieT TaKoe YyBEIOMJICHHE B (opMe 3IEKTPOHHOTO
JOKYMEHTA, MOJIMUCAHHOTO 3JIEKTPOHHOW MOANUCHIO, WIIM 3aKa3HBIM MOYTOBBIM
OTHPABJIEHUEM C YBEJIOMIIEHUEM O BPYUEHUHU.

45. B Teuenne 3 pabouux AHEH cO JHS TPEACTABICHHS HAJJICKAIUM
oOpa3oM OGhOPMJIICHHOTO 3asBJICHUS O BHECEHWH H3MEHEHHM W B TOJHOM
o0beMe JIOKYMEHTOB, MPEAYCMOTPEHHBIX TyHKTaMu 38 u 39 Hacrosmmx
[IpaBwii, pPErHCTPUPYIOMIMK OpPraH MPUHUMAET PEIICHHE O PaCCMOTPEHHUU
YKa3aHHBIX 3asBJICHUSI M JIOKYMEHTOB WM (B CiIy4yae HUX HECOOTBETCTBUS
noyioxkeHusiM MmyHKTOB 38 u 39 mnHactosmux I[lpaBui) o0 ux Bo3Bpare c
MOTHUBHUPOBAaHHBIM 0OOCHOBAHHMEM MPUYUH BO3BpATa.

46. B cnyuae ecium B 30-THEBHBIM CpPOK HE YCTpaHEHBI BBISBIICHHBIC
HapylieHuss U (WiIM) HE MOPeACTaBICHblI JOKYMEHTbI, KOTOPBIE OTCYTCTBYIOT,
PETUCTPUPYIOIINI OpraH MPUHUMAET PEIICHUE O BO3BpATe 3asBJICHUS O
BHECEHUU W3MEHEHHM U JOKYMEHTOB, MPEIYCMOTPEHHBIX MyHKTamu 38 u 39
Hactosimwmx [IpaBui, ¢ MOTUBUPOBAHHBIM OOOCHOBAHHEM MPUYHH BO3BpATA.



14

47. BHeceHMe  M3MEHEHMH B  PETUCTPAIMOHHOE  YAOCTOBEpPEHUE
OCYILIECTBIISIETCS PETHUCTPUPYIOIIMM OpPraHOM B CPOK, HE MPEBBIMIAIOIINN
10 pabouux gHEW cO IHS TPUHATUS PEUICHUS O PACCMOTPEHHUM 3asBICHUS O
BHECEHUN W3MEHEHHM M JOKYMEHTOB, MPEIYCMOTPEHHBIX IyHKTaMu 38 u 39
Hacrosmux [IpaBui.

48. Cpok TpUHATUS PETUCTPUPYIOIIMM OpPraHOM pEIIEHUsS O BHECEHUU
U3MEHEHH B PETUCTPAlMOHHOE YAOCTOBEPEHHE MCUHMCISIETCS CO  JIHA
MOCTYIJICHUSI B PETUCTPUPYIONIIHMI OpraH HaJJIekKaluM 00pazomM oQopMIEHHOTO
3asiBJICHUS O BHECEHHMM U3MEHEHHWH U B TIOJIHOM 00beMe JOKYMEHTOB,
MpeyCMOTPEeHHBIX yHKTaMu 38 u 39 Hacrosiux IIpaBu.

49.[lpu BHECEHMM W3MEHEHHUU B PETUCTPAIMOHHOE YIOCTOBEPEHUE
perucTpupyronmii - opran B TedeHue 10 paGoumx AHEH OCYIECTBISET
CIEAYIOIINE MEPOTIPUSATHUSA:

a) IPUHATHE PEIICHUSI O BHECEHHM HW3MEHEHHM B PETUCTPALIMOHHOE
yIOCTOBEPEHHUE, KOTOPOE 0(OPMIISIETCS] PUKA30M PETUCTPUPYIOIIETO OPraHa;

0) yBeZJOMJICHHE B MUCbMEHHOU (PopMe 3asiBUTENS O MIPUHSATOM pEIICHUU
3aKa3HbBIM TOYTOBBIM OTIPABICHUEM C YBEJIOMIICHHEM O BpyYe€HHH JHOO B
dbopme PIEKTPOHHOTO TOKYMEHTA, OMMCAHHOTO AJIEKTPOHHOMN MOJIMUCHIO;

B) opopMieHHe ¥ Bbiauya (HampaBJICHHE 3aKa3HbIM  IOYTOBBIM
OTTPABJICHUEM C YBEJIOMJICHHEM O BPYYEHUU JHOO B (opMe BICKTPOHHOTO
JIOKYMEHTA, MOANMCAHHOTO AIEKTPOHHOMN MOJIIMUCHIO) 3asiBUTENIO
PETUCTPALMOHHOTO YA0CTOBEPEHMUS.

50. ITpu mpuHATUYU pEICHUs] O BHECEHUH U3MEHEHHI B PETUCTPAIIMOHHOE
YIOCTOBEPEHUE PETUCTPUPYIONIUNA OpraH o(OpMISIET M BBLIACT 3aSBUTEIIO
PETUCTPAllMOHHOE YAOCTOBEPEHUE C MPOCTABICHUEM HAa pPaHEE BbIIAHHOM
PETUCTPAIIMOHHOM yIOCTOBEPEHUH, OPUTHHAT KOTOPOTO MPEJCTABISAETCS JIMOO
HaIpaBisieTcs (3aKa3HbIM IIOYTOBBIM OTIIPABJICHUEM C YBEJOMIICHUEM O
BpyueHun JHO0 B (opmMe DIEKTPOHHOTO JOKYMEHTa, MOAIMMCAHHOTO
AIEKTPOHHOM  MOJNKCHIO)  3asBUTEJIEM  MPU  TOJYYEHUH  HOBOIO
PETUCTPALMOHHOTO YJOCTOBEPEHHUSI, OTMETKH O €ro HEeJAEHCTBUTEIbHOCTH
(c ykazaHueM JaThl).

51. B teuenue 1 pabouero nHSA TOcCHe MPUHSATHS PEHICHUS O BHECEHUU
M3MEHEHUN B PETHCTPALMOHHOE YIOCTOBEPEHHE COOTBETCTBYIOIIUE CBEIACHUS
BHOCSITCSI B TOCYJAPCTBEHHBIA PEECTP MEIULMHCKUX U3JCIIMM U OpPraHU3alni,
OCYILIECTBJISIFOIIUX MPOU3BOJCTBO U M3TOTOBJICHUE MEIULIMHCKUX WU3JIEIUNA, B
MOpSJIKE, MPEIYCMOTPEHHOM mnocTaHoBieHueM IlpaBurenbctBa Poccuiickon
deneparun ot 19 urons 2012 1. Ne 615.
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52. B cnyyae yTpaThl perucTpalliOHHOTO YJOCTOBEPEHUS UM €r0 OpYHU
3asiBUTENb BIpPaBe OOPATUTHCS B PETUCTPUPYIOLIMUA OpraH C 3asBJICHHEM O
MPEIOCTaBICHUU JyOJMKaTa pEruCTpPallMOHHOTO YJIOCTOBEpeHus (nanee -
3asiBJICHUE O MPEJIOCTaBICHUN AyOInKara).

B cnydae mopud perucTpanmoHHOTO YIOCTOBEPEHHUS K 3asBICHUIO O
NPENIOCTaBICHUU JyOJiMKaTa WPUJIaraeTcsli HCIOPUYEHHOE PErMCTPallMOHHOE
yIOCTOBEPEHUE.

53. B Teuenne 3 pabouux JHEH CO JHS TOJY4YEHHUS JIOKYMEHTOB,
yKa3aHHBIX B TNyHKTe 52 Hacrosumx [lpaBun, peructpupyronmii oprax
opopmisier ayONMKAT — PETrUCTPAIMOHHOTO  YJIOCTOBEpEHHMs Ha  OJaHKe
PErUCTPALIMOHHOTO YJIOCTOBEPEHUSI C TMOMETKaMH '"mayOnukar" u "opuruHai
PErUCTPAlIUOHHOTO YAOCTOBEPEHUSI MPU3HACTCS HENEHCTBYIOMUM'" U Bpy4aeT
TakoW JyONMKAT 3asgBUTENIO WM HANpaBJsIeT €ro 3aka3HbiM MOYTOBBIM
OTIIPABJICHUEM C YBEJIOMIICHUEM O BPYUCHUHU.

54. Peructpupyroniuii opran (GpopMUPYET PETUCTPAIMOHHOE JI0Che W3
CJIEYIOIUX IOKYyMEHTOB:

a) 3asBJICHHE O PErucTpallud W JOKYMEHTBI, MPEIyCMOTPEHHbIE
nyHkToM 10 Hacrosmux [lpaBuwi, 3asiBIeHME O BHECEHMM W3MEHEHUH W
JOKYMEHTBI, MPEIyCMOTPEHHbIE MyHKTamu 38 u 39, a Takke 3asABJICHUE O
MPE0CTaBICHUN TyOJINKATA;

0) Komusl 3aJ]aHusl HAa TIPOBEJICHNE PKCIEPTU3BI KauecTBa, YOPEKTUBHOCTH
U 0e30MacCHOCTH MEIUIIMHCKOTO H3JeNusi, OQOPMIECHHOTO PETUCTPUPYIOIIUM
OpraHoM;

B) Konusi OOPMIIEHHOTO PETUCTPUPYIOIIUM OPTaHOM pa3pelieHus] Ha
MPOBEICHUE KIMHUYECKUX UCTIBITAHUN MEIUITUHCKOTO U3/ICIHS;

T) 3aKTI0YeHUs, O(GOPMIIEHHBIE OKCHEPTHBIM  YUPEXKIACHUEM  TIpH
MPOBEICHUM DKCHEPTH3bl KadecTBa, J(P(EKTUBHOCTH U  OE30MaCHOCTH
MEUITUHCKOTO U3/ICIINS;

1) KOTIMH MPUKa30B, OPOPMIICHHBIX PETUCTPUPYIOIIUM OPTaHOM;

€) KOMMSI ~ PETUCTPAIIMOHHOTO  yJIOCTOBEPEHMs] WM  yBEIOMIICHUH,
O OPMIICHHBIX PETUCTPUPYIOIIUM OPTaHOM;

) KOTHs TyOnmuKaTa perucTpalmoOHHOTO yIOCTOBEPEHMs, 0(OPMIIEHHOTO
PETUCTPUPYIOIINM OPTAHOM.

55. B ciy4ae U3MCHECHUS JIOKyMEHTOB, IPETyCMOTPEHHBIX
noamyHkroM "a" mnyHkTa 54 Hacrosmmx IlpaBwi, 3asgBHUTENH B CpPOK, HE
npeBbimaonmii 30 pabounx AHEW CcO JHS BHECEHHUS COOTBETCTBYIOIIUX
W3MEHEHUH, YBEIOMIISIET 00 3TOM PErHCTPUPYIONIMI OpraH C MPeICTaBICHUEM
JIOKyMEHTOB, TIOJTBEP KIAFOIINX TAKHE U3MEHEHUS.
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XpaHeHue perucTpalMoHHOrO JOChE OCYIIECTBISIETCS PETUCTPUPYIOITUM
OpraHoM B TIOpSJIKE, YCTAaHOBJIEHHOM 3aKOHOJaTelbcTBOM Poccuiickoi
®denepanuu 00 apXUBHOM JIETIE.

56. B peructpailuoHHOM YAOCTOBEPEHUHU YKa3bIBAIOTCS CIEAYIOIIHE
CBEJICHUSL:

a) HAaMMEHOBaHHE MEIUIIHHCKOTO U3JICITHS (c yKa3aHUEeM
IPUHAISKHOCTEH, HEOOXOUMBIX JIJISl TPUMEHEHUS METUITUTHCKOTO U3CIUS 10
Ha3HAYCHUIO);

0) 1aTa TOCYIapCTBEHHOW pPETUCTpaliiyd MEAMIIMHCKOTO HU3JIEIUS U €ro
PErUCTPallMOHHBINA HOMED;

B) B OTHOIICHWU IOPUIUYECKOTO JIUIA, HAa HMMS KOTOPOTO BBIJAHO
PErUCTPallUOHHOE YJOCTOBEpPEHUE, - MOJTHOE U (B Ciyyae, €ClId HMEETCs)
COKpAIllCHHOE€ HaUMEHOBaHHE, B TOM 4Yucjie (UPMEHHOE HaUMEHOBAHMUE,
OpraHU3aIMOHHO-TIPaBoOBas popma U ajgpec (MECTO HaXOXKICHHS);

I') B OTHOILIEHWU MPOU3BOJIUTENS - MOTHOE U (B Cllydae, €CIM UMEeTCs)
COKpAIllCHHOE€ HaUMEHOBaHHE, B TOM 4YucJe (UPMEHHOE HaUMEHOBAHMUE,
OpraHu3aIMOHHO-TIpaBoBas popma u ajgpec (MeCTO HaXOXKICHHS);

1) MECTO HNPOU3BOACTBA MEAUIIMHCKOTO U3JIEINS;

€) HOMEP PETUCTPALIUOHHOTO JI0CHE;

) BUJ MEIUIIMHCKOTO U3JIEJIUs B COOTBETCTBUU C HOMEHKIATYpHOU
Kiaccuukanuendn MEIUIMHCKUX U3JEIUi, yTBepkKaaeMod MUHUCTEPCTBOM
3apaBooxpanenusi Poccuiickon denepanuuy;

3) KJIacC MOTEHLIHAIBHOTO PUCKA MIPUMEHEHUSI MEAUIMHCKOTO U3ENHS B
COOTBETCTBHUHM C HOMEHKJIATYPHOU KiacCU(UKAIMEH MEIUIIMHCKUX W3JEIH,
yTBepxkaaeMor MunucrepcTtBoM 3apaBooxpanenust Poccuiickon denepanuu;

n) kon  OOmepoccuiickoro  kimaccudukaTopa  OPOAYKIUU IS
MEIUIMHCKOTO U3JIEIIHS.

S57. Peructpupyronuii ~ opraH = NPUHUMAET peElieHHe 00 OTMEHe
rOCyIapCTBEHHOM PETUCTPAUUM MEOULMHCKOTO M3JCIUS B  CICIYIOIINX
CIIy4asix:

a) mojavya 3asBHUTENEM 3asBICHUS 00 OTMEHE TOCYyIapCTBEHHOMN
pETUCTPALIMY MEAULIUHCKOTO U3JICIINS;

0) BBIHECEHUE CYJIOM PEIICHUs O HapYyIICHWH MPaB MPaBooOIagaTes Ha
pe3yabTaThl HWHTEIJIEKTYalbHOW JIEITEJbHOCTH W MPUPABHEHHBIE K HHUM
CpelICTBa MHIMBHUIYyATH3AIIMN TIPU OOPAIIEeHUHA METUIIMHCKUX U3/ICITINN;
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B) IIpe/ICTaBliecHHe ynoJHOMoueHHbIM [IpaButenscTBoM Poccuiickoi
®denepanuu peaeparbHBIM OPraHOM HCIIOJHHUTENILHON BJIACTU MO pe3yJbTaTaM
OCYUIIECTBJISIEMOTO MM  TOCYJAapCTBEHHOTO  KOHTpOJIA 3a  oOpalleHueMm
MEIUIMHCKUX  W3/CNUNA,  CBEICHUW,  MOATBEpPXKIAOIMMX  (PaKTel |
O00CTOSITENIBCTBA, CO3JAIONIME YIPO3y OSKU3HM U 3[0pOBbIO TpakaaH U
MEJIUIUHCKUX PaOOTHUKOB MpPHU MPUMEHEHUU M HKCILTyaTallMd MEIUIIUHCKUX
U3JICINN.

58. Peructpupyroniuii opran pasMeniaeT HH(QOpMaIuio, CBS3aHHYIO C
OCYILECTBJICHUEM TOCYJapCTBEHHON PpETUCTPAllMM MEAULUHCKOTO W3JEIus,
BHECEHUEM H3MEHEHUI B PETUCTPAIMOHHOE YJIOCTOBEPEHHWE W BblIauye
nyOnuKaTa perucTpalluOHHOTO yIOCTOBEPEHHS, HA CBOEM O(UIIMATIBLHOM caiiTe
B MH(POpMAITMOHHO-TEJICKOMMYHUKAIIMOHHOM ceTH "UHTepHeT".

59. Pemienust u neiictBusi (0O€31eHCTBUE) PETHCTPUPYIONIETO OpraHa,
MOBJICKITHE 3a COOOM HapylIeHHE MpaB IOPUIUYECKOTO JIHIA, MOTYT OBIThH
o0>kajoBaHbl 3asBUTEJIEM B TOPSJIKE, YCTAHOBJICHHOM 3aKOHOAATEIbCTBOM
Poccutickon ®@enepanuu.




