IMPABUTEJILCTBO POCCHHUCKON ®EJAEPAIINN
ITIOCTAHOBJIEHHUE

ot 18 mapta 2020 r. Ne 299

MOCKBA

O BHecennu n3menennii B [IpaBuia rocynaperBeHHol
perucTpauuy MeJHIMHCKHX H3AeJni

IIpaButensctBO Poccuiickoit @egepalui 10 CTAHOBJ A€ T:

1. YTBepauTe  mpunaraembie U3MEHEHMS,  KOTOpbl€  BHOCATCS
B [lpaBuna rocymapCTBEHHOW perucTpauvd MeAUIUHCKUX  U3ACIHuH,
yTBepXKJeHHble IocTaHoBNeHueM IlpaButenscrBa Poccutickoii ®epnepanuun
ot 27 nexabpst 2012 . Ne 1416 "O6 yrBepxaenuu [IpaBun rocynapcrBeHHOMN
peructpauu  MeguUMHCKUX — u3Aenui”  (CoOpaHue  3aKOHOAATENhCTBA
Poccuiickoit ®enepaumu, 2013, Ne 1, ct1. 14; Ne 43, ct.5556; 2014, Ne 30,
cT. 4310; 2017, Ne 8, ct. 1233; 2018, Ne 24, ct. 3523).

2. HacTosimuee TMOCTAaHOBJIEHUE BCTyHmaeT B CHJIy CO JHS €ro
OoUIAIIEHOTO ONyOJIMKOBaHMS.

Ipencenarens [IpaButenyiy

Poccuiickoi ®@enepa M. MuityctuH
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YTBEPXJEHBI

nocraHosjicHUeM [ IpaBurtenbcTBa
Poccuiickoit @enepanun
ot 18 mapta 2020 r. Ne 299

NU3IMEHEHMUI,

KOTOPbLI€ BHOCATCH B HpaBﬂJla FOCYI[apCTBeHHOﬁ
PErucTrpauud MEAUIHUHCKHUX u3geauu

1. ITynkr 5 nocne ab3ana mepBOro AONOJHUTH ab3alleM CieIyoero
coep KaHusI:

"OCcOOEHHOCTH TOCYJAapCTBEHHON pEerucTpauud MEeOULUHCKUX HU3JIeTui
C HM3KOH CTENeHbIO MOTEHIHAIBHOTO PHUCKAa UX NPUMEHEHMS, B OTHOILIEHHH
KOTOPBIX  YCTAHOBJEHbl OCOOEHHOCTH TOCYJapCTBEHHOW  perucTpauuw,
0 TIEPEYHIO COTJIaCHO NPWJIOKEHUIO (Jamee - MepedeHb) IperyCMOTPEHBI
myHKTamu 57 - 5 7% nactosuux Ipasu.".

2.Ilyaxkr 8 wu abzan mepBblii myHkta 10 mocme cmoB  "[ns
roCyIapCTBEHHON perucTpaluy MEJULIMHCKOro u3lenus” JOIOJHUTH CIIOBaMH
"(3a UCKJIFOYEHHUEM MeIULIMHCKUX U3AENIHM, BKIIOUEHHBIX B IepeyeHb)".

3. AG3au nepsblit nyHkTa 19 nocne cioB "['ocyiapcTBeHHAs perucTpanus
MEIUIMHCKUX U3AeNNi" TOTIONHUTE ClIOBaMH "(3a HCKITFOYEHHUEM MEIUIIMHCKHX
M3[eJIMH, BKIIIOUEHHBIX B IEPEYEHb)".

4. Ilyaxt 20 nocne ciaoB "0 Hadajle TroCyJapCTBEHHOM perucrpaiuu
MEIMIUHCKUX U3JeTui" OMOMHUTh ClIoBaMH (32 UCKITIOYEHUEM MEAUIMHCKHUX
U3/ICJTHH, BKIIIOYEHHBIX B IIEPEYEHb)" .

"n.n

5.ITognyskTt "a" mynkra 21 mocne cioB "I QUArHOCTHKH in vitro"
IOMOJIHUTG CJOBaMH ", @ Takke MEeJWIMHCKUX W3AENUd, BKIIIOUEHHBIX
B IIEpPEUEHB".

6. AG3a1] BTOpoil myHKTa 26 mocie clioB "mJs JMAarHOCTHUKH in vitro,"
JIOMOJIHUTh CJOBaMM "a TakKe MEeIWIHMHCKUX H3AENNid, BKIIFOUYEHHBIX
B MIEpEUeHb, .

7. IloanyukTter "6" wu  "B" myHkta 34  JONOJHUTH  CJIOBAMH

"(3a UCKITIOYEHNEM MEIULIMHCKUX U3/ENIUid, BIJIIOYEHHBIX B ITepeveHb)".
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8. AGzan; mepBbid mMyHKTa 35 mociie CJIOB "MEOUIIMHCKOrO H3Meus"
JIOTIOJIHUTH CJIoBaMH "(3a HUCKIIOYCHUEM METUIIMHCKUX W3MEJIMH, BKIFOYEHHBIX
B IIepeyeHb)".

9. IlyHKT 57 IOTIOJIHUTH OJMYHKTaMH "e" - "K" clieqyronero cogep xanusi:

") HaJM4YHe OCHOBAHHHN, YKa3aHHBIX B MyHKTE 57'' HACTOSIIHX IIpaBun
(B OTHOLIEHUH MEAULIMHCKOTO U3JENIHS, BKIIOUEHHOIO B [IEPEYECHb);

) HEIIpeACTABICHHE 3asBUTENEM JOKYMEHTOB, YKa3aHHBIX B IIyHKTE 57'°
HacTosuMx IlpaBun (B OTHOLIEHWM MEIUIIMHCKOIO W3Jeusi, BKIOUEHHOIO B
IIepeyeHb);

3) IPUHATHE IBaXK/bl PErUCTPUPYIOIIUM OPraHOM peIIeHHs O BO3BpaTe
JOKYMEHTOB B COOTBETICTBHH C HYHKTOM 57°  HACTOSIIUX IIpaBun
(B OTHOIIEHUY MEULIMHCKOTO U3ENHs], BKIIIOUEHHOTO B IIEPEYEHB);

W) HEeTIpeJICTAaBJIeHHE  3asBUTEIEM JIOKYMEHTOB, HPEeIyCMOTPEHHBIX
ITYHKTOM 57" Hacrostmx ITpaBun, B Teuenme S50 paboumx nHeld co mHA
NPUHATHS PETUCTPUPYIONIMM OPraHoM pelieHusi O BO3BpaTe JOKYMEHTOB
B COOTBEICTBHH C TWyHKTOM 57° Hacrosmmx IlpaBin (B OTHOLICHHH
MEUIMHCKOTO U3/IeNIUsl, BKIFOUEHHOIO B IEPEYECHB );

K) HCKJTIOYEHHE MEIUIIMHCKOTO U3eIUs U3 IepeyHs.".

10. JIonmonHUTL MyHKTaMU 57' - 57% CIEYIOIUIETO COAEPKAHM:

"57'. FocynapcTBeHHas perucTpanus MEIUIIUHCKOTO 15633 (531758
BKJIFOYEHHOIO B IIE€PEUYeHb, IIPOBOAUTCS OJHOKPATHO B OTHOILIEHHWU OJIHOI'O
HaMMEHOBaHUS MEJIUIIMHCKOTO U3JIENUS OJTHOTO IPOU3BOAUTENS (M3TOTOBUTETISN).

57%. s FOCYAApCTBEHHOM PErucIpaid MEQVULIMHCKOIO  U3JENUs,
BKJIIOUEHHOr0 B II€peYeHb, 3asBUTEIb MpeJcTaBisieT JuOO Hampasiser
B PErUCTPUPYIOIIUMA OpraH 3adBlIEHHE O PETUCTpPallUM, a TaKXe CleAylollue
JIOKYMEHTBI:

a) KOs NOKyMEHTA, MOITBEPKAAIOIETO TIOJTHOMOYMS
YIOJIHOMOYEHHOTO MPEACTABUTENS IIPOU3BOUTENS (M3TOTOBUTENS ),

0) TexHUUeCcKas JIOKyMEHTaLus MPOU3BOJIUTENSA (M3roTOBUTENS)
Ha MEJIUIIMHCKOE HU3/ICIIHE;

B) KCILTyaTallHOHHAsl JIOKYMEHTAalusl NPOU3BOAUTENS (M3TOTOBUTEIS)
Ha MEAUIMHCKOE u3JeJiMe, B TOM UYHKCIE HHCTPYKIHUS IO NPUMEHEHHUIO
WJIM PYKOBOJICTBO IO 3KCIUTyaTaly MEIULMHCKOTO U3IETINS;

r) doTorpaduyeckue u3oOpaxeHuss OOIIEro BHIa MEIULIMHCKOTO
U3JIeNTUsl BMECTE C IPUHAMJIE)XHOCTAMH, HEOOXOAUMBIMHM Uil NPHUMEHEHUS
MEIMIIMHCKOIO  M3JefMsd 10  Ha3HaYeHWIo  (pa3MepoM He  MeEHee
18 Ha 24 canTUMeTpa);

) OIIUCh JOKYMEHTOB.
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57°.B ciydae ecnd JOKYMEHTB, yKa3aHHBIE B ITyHKTax 57 u 57"
Hactosux [TpaBui, cocTaBiIeHbl HA UHOCTPAHHOM SI3bIKE, OHY IIPEACTaBISIOTCS
C 3aBEPEHHBIM B YCTAHOBJIEHHOM IOPSIIKE IIEPEBOJOM Ha PyCCKHUH S3BIK.

57%.3asBIeHHe O perucTpalMH ¥ JOKYMEHTBI, IIpeIyCMOTPEHHBIE
NyHKTaMH 57° u 57" Hacrosmmx IlpaBun, HOpencTaBIAIOTCA 3aSBUTEJIEM
B PETUCTPUPYIOIIMHA OpraH Ha OyMa>XHOM HOCHUTENE HENOCPEeJCTBEHHO WU
HalpaBlISIOTCS  3aKa3HbIM IIOYTOBBIM  OTIPABJIEHHEM C YBEJIOMIICHUEM
O BpYYEHMHU M OMHCHIO BIOXKEHHMS JUOO B 3NEKTPOHHOU (opMme, MOANHCAHHBIE
3NEKTPOHHOM MOAIUCHIO.

PerucTtpupyronuit opraH TpUHUMAaeT 3asgBIE€HUE O perucrpanuu
¥ yKa3aHHbBIE JIOKYMEHTBI I10 OTIUCH, KOS KOTOPO# ¢ OTMETKOM 0 iaTe npruema
9THUX 3asiBJICHUS M JIOKYMEHTOB B JIEHb NpHUeMa BpyYaeTCs 3asIBUTEIIO WIH
HAaIpaBISIETCS. €My 3aKa3HbIM IIOYTOBHIM OTIIPABIEHUEM C YBEJOMIIEHUEM
0 Bpy4YEeHHUU JTUOO0 B 3IEKTPOHHOU QopMe 0 TeJIeKOMMYHUKAIIMOHHBIM KaHallaM
CBSI3H.

57°. Peructpupyrommuii opraH He BhpaBe TpeOOBATh OT 3asBUTEINS
yKa3blBaThb B 3afBJICHUM O pPErUCTpalMd CBEJCHHUS, HE IIPeAyCMOTpPEHHBIE
nyHkToM 9  Hacrosmwmx  [lpaBun, ©  mOpencTtaBisTh  JOKYMEHTHI,
HE NpeAyCMOTPEHHbIE IIYHKTaMH 57% u 57"° macrosmmx [IpaBui.

57°. B OTHOMICHHH MEIULIHCKOTO HM3ENHs, BKIFOUEHHOrO B IIepEeYEHb,
B TedyeHUe 3 pabouux AHEeN cOo JHS NOCTYIUICHUS 3asBIICHUS O PETUCTpaLU
M JOKYMEHTOB, IIPEIYCMOTPEHHBIX IyHKTOM 57° HacTosmux IlpaBui,
PETUCTPUPYIOIIUKA OpraH IPOBOJUT IPOBEPKY IIONHOTHl M JIOCTOBEPHOCTHU
CoJiepXKalllUXCsl B HHUX CBEJECHWM, B TOM YMCIE IIyTeM CpaBHEHUS TaKUX
CBEJICHUI CO CBEINEHUAMHM, IIPEACTABICHHBIMU B IIOPSIAKE MEXKBEJOMCTBEHHOI'O
UHGOPMAITMIOHHOTO B3aUMOIEHCTBHS.

577. B cily4ae ecili B OTHOIIGHHU MEIMLMHCKOTO H3/IENHs, BKIIOYCHHOTO
B IIepeUeHb, 3asBJIEHIE O PErUCTPauri 0QPOPMIIEHO ¢ HapyIIEHUEM ITOJIOKEHUN
nyHkTa 9 Hacrosumx IlpaBun u (Uu) B 3asIBICHUM yKa3aHbl HEIOCTOBEPHBIS
CBefeHMs JMOO JIOKYMEHTbI, NPEeIyCMOTPEHHBIE MyHKTOM 57° HACTOSIIMX
[IpaBui1, mpeACTaBICHBI HE B ITIOJIHOM 00beMe, pEruCTpUPYIOIINI OpraH BpydaeT
3aABUTENIO YBEJOMIIEHHE O HEOOXOAMMOCTH YCTpPaHEHHUs BBISBICHHBIX
HApyIIeHUH B CpPOK, He MpeBbIIAIOMUA 5 pabouux auHed, nubo Hampapuser
TAaKOe YyBEJOMJICHHWE 3aKa3HbIM IIOYTOBBIM OTIIPABJICHUEM C YBEIOMIIEHHEM
O Bpy4YECHHMM HWIM B (OpMe DBIEKTPOHHOIO JOKYMEHTa, IOANUCAHHOIO
3NIEKTPOHHOHN IOJIIUCKIO, 6o B 3JIEKTPOHHOM dopme
N0 TeJIEKOMMYHHUKAI[MOHHBIM KaHallaM CBA3H.
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57°. B OTHONIEHNH METUIMHCKOTO M3JeNMs, BKIOYEHHOTO B IIEpPEYEeHb,
B CpPOK, HE IpeBBIIAIONMA 5 pabounx nOHeH co [AHA TpeCTaBICHUS
HaJyie)XaiuM ~ o0pa3oM  OGOPMIIEHHOrO  3asBJICHHS O  PErucCTpaluu
¥ JIOKYMEHTOB, IIPEyCMOTPEHHBIX ITyHKTOM 57° HacTosmmx [IpaBui, B ITOTHOM
o0beMe, a Taioke B CIydae YCTPaHEHHs B CPOK, YCTAHOBICHHBIM MyHKTOM 57
HacTosmux [lpaBui, BBIABICHHBIX HapyLIIEHUM U (WIM) Mpe/ICTaBICHUS
HEJAOCTAIOMIMX  JOKYMEHTOB  PETUCTPUPYIOLIMH  OpraH  OCYyIIECTBIISICT
CJIeIyIOIIIe MEPOIIPUSTHS:

a) MIPUHSATHE PELICHUs O TOCYJAapCTBEHHOW PErucTpanyi MEIUIIMHCKOTO
U3JIENUsS, KOTOpOe OPOPMIIIETCS IIPUKA30M PETUCTPUPYIOIIETO OPraHa;

6) obopmiieHrne W Bblaya (HampaBiIeHWE 3aKa3HBIM  ITOYTOBBIM
OTIpaBliEeHUEM C YBEJOMJICHHEM O BpYYEHUH WIM B (OpME DJIEKTPOHHOTO
JOKYMEHTa, IOJIHCAaHHOrO JJIGKTPOHHOM NOANHUCHIO, JMOO mepenada
B JJICKTPOHHOH ¢opMe IO TEeIEKOMMYHHUKAI[MOHHBIM KaHajJlaM CBS3M)
3asIBUTEIIO PETUCTPALOHHOIO YIOCTOBEPEHHS.

57°. B ciydae eclii B OTHONIEHHMY MEAMIIMHCKOTO M31e/Hs, BKIIOYEHHOTO
B IepeueHb, B CPOK, YCTAHOBICHHBIH IyHKTOM 57  Hacrosmux IlpaBm,
HE YCTpaHCHBl BBISBICHHBIE HapylUleHHUs U (MIM) HE IMPEACTaBICHBI
HeoOXOMMBIE HOKYMEHTBl, PETUCTPUPYIOIIUI oOpraH NpUHWMAeT pelieHue
O BO3BpaTe 3asBIEHUS O pErucTpalMd M JOKYMEHTOB, IIPeIyCMOTPEHHBIX
nyHxkToM 57> HactTosmux ITpaBuil, ¢ MOTHMBUPOBAHHEIM OOOCHOBAHHEM IPUUUH
BO3Bpara.

B cmyyae OTCYTCTBHS MEAMIIMHCKOIO H3JENUsl B IepedyHe U (HJIH)
HAPYIIEHHsS TOJNOXEHWH IyHKTa 57' HacTosmmX IIpaBuI perdCTpPHpPYIOLMM
OpraH IpUHUMAET pelIieHWe O BO3BpaTe 3asBIEHUS O pPEerucTpaluu
M [OKYMEHTOB, NpPEIyCMOTPEHHBIX IyHKTOM 57° Hacrosmux Ilpasui,
C MOTHBHUPOBAaHHBIM 0OOCHOBaHMEM IIPHYUH BO3BpaTa.

57" B Cpok, He mnpeBsimaomuid 150 paboumx gHe co JHA
roCyJapCTBEHHON perucIpaniy MEOUIIMHCKOTO H3JeHs, BKIIOYEHHOTO
B IepeveHb, 3asiBUTENh O00s3aH MpeJCTaBUTh B PErHUCTPUPYIOIINHA Oprax
CJIEIYIOIIHE JOKYMEHTBL:

a) Komus JIOKyMEHTAa, IO TBEPIKIAIOILET0 IIOJTHOMOYHMS
YHOJTHOMOYEHHOTO MPEeICTaBUTENs IPON3BOAUTENS (M3TOTOBUTENS );

0) cBeieHVst 0 HOPMATUBHOM JOKyMEHTAllUU Ha MEIUITMHCKOE U3JIeTe;

B) IOKYMEHTHI, YKa3aHHBIE B NOANMyHKTax "6", "B" m "r" myHkra 57°
HacTosmx  IlpaBum (B ciaydae  BHeceHHWS B HHX ~ M3MEHEHHUS

0 pe3yjbTaTaM IIPOBEIEHHBIX HCIBITAHUM (MCClieIoBaHUR) MeIHITUHCKOro
W3Iemus);
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') JOKYMEHTBI, TIOJITBEPKIAIOIINE PE3YIbTaThl TEXHUYECKUX HCIBITAaHUN
MEIWIMHCKOTO  W3JIeNIUs, BBIaHHBIE (efepallbHBIM  TOCYJapCTBEHHBIM
OIOIKETHBIM  yupexjaeHueM "BcepocCHHMCKUR  HaydHO-UCCIEl0BaTeIbCKUIA
U HUCHBITATEIbHBI MHCTUTYT MEOUIMHCKOA TexHUKHU' DenepanibHON CIyXObI
10 Ha/130py B cdepe 3ApaBooXpaHeHus (ajee - yupexxIeHue);

1) NIOKYMEHTBI, TOATBEPXKIAIOMUE pPe3ylbTaTbl TOKCHKOJIOIMYECKUX
UCCIIEIOBaHM  MENULMHCKOTO  W3[eNus,  HCIOIB30BaHME  KOTOPOIO
npenanojiaraeT HajlMyMe KOHTAaKTa ¢ OpraHU3MOM 4YEJOBEKa, BbIJAaHHBIE
YUpEKIEHUEM;

€) JOKYMEHTHI, NOATBEPXKIAIOIIHUE pe3ynbTaThl UCIIBITAaHUM
MEIULIMHCKOTO M3/eNUs B LEJSIX YTBEPXKICHUS THUIA CPEACTB H3MEpeHUi
(B OTHOUIIEHUH MEIUIMHCKUX H3JEIHNA, OTHOCSIINXCS K CpecCTBAaM U3MEpPEHUH,
B cdepe TrocyJapCcTBEHHOIO peryjiupoBaHusi oOecleueHus eIUHCTBa
U3MEPEHUH, nepevYeHb KOTOPBIX YTBEPKIAACTCSA MunucTepcTBOM
3paBooxpanenus Poccuiickoit @enepanun), BEITAHHBIE YUPEKIECHUEM;

) JTOKYMEHTBHI, ITOJATBEP>KAAIOIIUE PE3YIbTAThl KIMHNYECKAX UCTIBITAHUH
MEIOUIIMHCKOTO W3JAENUs, IPOBEIACHHBIX B MEJUIMHCKOW OpraHu3aluu
rOCyJapCTBEHHOM CHCTEMBI 3PaBOOXPAHEHMs, OTBedaromeld TpedoBaHUsIM,
yTBEpXKAeHHBIM MUHKCTEPCTBOM 3paBooxpaHeHus Poccuiickoi Penepanny;

3) KOIMM JOKYMEHTOB, HOJATBEPKAAIONIMX KadyeCTBO JIEKAPCTBEHHOTO
npenapata, (apMaleBTHYECKOH cyOcTaHnMM, OMOJIOIMYECKOro MaTepuania
U MHOI'O BEHIECTBAa, C MCIOJIb30BAaHWEM KOTOPBIX INPOU3BEIEHO MEIULUHCKOE
U3JIeTIUe UK KOTOPbIE BXOAAT B €0 COCTaB M IIpelHa3HA4YeHb! IS IPUMEHEHUS
TONBKO C YYETOM Ha3HAYEHWS MEIULHMHCKOIO H3JENUs, OIpeaeTeHHOIO
IIPOM3BOJIUTENEM, M BBIJAHHBIX B COOTBETCTBUM C 3aKOHOAATEIHCTBOM CTpPaHbI
IIPOUCXOXKICHHUS JIEKApCTBEHHOTO TMpenapara, (apMaieBTHIecKol cyOcTaHIuH,
OM0JIOrMUEecKOro MaTeprala U UHOT'O BEeIECTBa;

1) OpUTHHAJN PErUCTPAIMOHHOTO Y10CTOBEPEHUS;

K) OTIUCH JIOKYMEHTOB.

57"". B Teuenue 5 paboumx OHEH CO MHSA NOCTYIUIEHHS IOKYMEHTOB,
TpeTyCMOTPEHHBIX IyHKTOM 57'° Hactostmumx IIpaBui, perucTpupyromit oprax
NPOBOAUT MPOBEPKY IIOJHOTBI M JOCTOBEPHOCTH COJAEPXAIMXCA B HUX
CBEJICHUH, B TOM 4YHCJIe IIyTEM CPaBHEHUs TAKWX CBENCHUN CO CBEACHUSIMH,
COJIep)KalllUMUCS. B BBIJAHHOM B COOTBETCTBUM C HacTosmWMMHU IlpaBunamu
pPErHCTPallMOHHOM YJIOCTOBEPEHUHM Ha MEIMLUHCKOE H3JeNNe, BKIIOYEHHOE
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B IlepedyeHb, a TaKXK€ IMPEACTaBICHHBIMH B MOPAIKE MEXBEIOMCTBEHHOTO
UH(OPMALMOHHOIO B3aUMOJEHCTBHUSL.

B ciydae ecnu ykazaHHBIE JOKYMEHTHI MPEICTABIECHBl HE B IIOJHOM
o0beMe, PpErucTpUpPYIOIIUHA OpraH BpydaeT 3asBUTENIO  YBEJOMIICHHUE
0 HeoOxonuMocTH B 30-IHEBHBI! CpPOK YCTPaHWUTH BBISIBIIEHHBIE HapyIICHUS
U (UnM) MpeACTaBUTh HEAOCTAIOIIME MOKYMEHThl JUOO HampaBisieT TaKoe
YBEIOMJIEHAE 3aKa3HBIM [IOYTOBBIM  OTIIPaBIECHHEM C  YBEJIOMJICHHEM
O BpyYEHHMM UWIHM B (QopMe 3JIEKTPOHHOIO JOKYyMEHTa, MOAIUCAHHOIO
3JIEKTPOHHOMN ITOAIUCEKIO, 6o B BNEKTPOHHOMN dbopme
10 TeJICKOMMYHHUKALIMOHHBIM KaHajlaM CBS3U.

VYBenoMneHHe B CIOydyae €ro HalpaBlI€HMUs 3aKa3HbIM IIOYTOBBIM
OTIIpaBJICHUEM CUYHTAeTCs MOJIYYCHHBIM o uctedeHuu 10 pabouux maHel co aHS
HaIPAaBJICHUS YBEOMIICHUSI.

57'2. B Tteuenue 3 pabounx [HEH cOo JOHsS TPEACTABICHUS B IOJHOM
00GbeMe [OKyMEHTOB, IPELYCMOTPEHHBIX MyHKTOM 57'0 Hacrosumx Ilpasmi,
a TakXxe B ciiy4ae ycTpaHeHUs B 30-IHEBHBIN CPOK BBISIBICHHBIX HapyIICHHHA
U (unm) npencraBieHuss B 30-IHEBHBIM CPOK JOKYMEHTOB, IPEIyCMOTPEHHBIX
MyHKTOM 57" Hacrosmmx [IpaBun, perucTpupylOLUil OpraH HpHUHUMAET
pelieHHe O Hadajle IMPOBENEHUSI SKCHEPTU3bl KauecTBa, 3(deKTHBHOCTU
1 6e30TaCHOCTH MEIUIIMHCKOrO U31eNUsl, BKIIFOYEHHOTO B IIEPEUEHb.

57.B cnyuae ecnu B 30-IHEBHBI CPOK HE YCTPAHEHBI BBISBICHHbIE
HapyumleHuss W (WIM) He IpPEeJCTaBI€Hbl HEAOCTAIOIIUE JAOKYMEHTHI,
PETUCTPHUPYIOIIUI OpraH MNPUHUMAET pENIEHHNE O BO3BpaTe JJOKYMEHTOB,
[pelyCMOTPEHHBIX TyHKTOM 57'° Hacrosmmx [Ipasmi, c MOTHBUPOBaHHEIM
000CHOBaHMEM IIPUYKH BO3BpaTa.

57", B Teuernue 3 pabouux IHEHW cO NHSA NPUHATUS PELIEHUs O Hadaje
NPOBEJICHAA OSKCIEPTU3bl KadecTBa, JS(OPEKTUBHOCTH ©  Oe30macHOCTH
MEJUIIMHCKAX M3IEeNui, BKIIOUYEHHBIX B IIEPEYEHb, PETHCTPUPYIOHINI OpraH
opopmiIsieT M BBIJAET 3aJlaHME Ha [POBEJCHHE OKCIEPTU3bl KadecTBa,
3G (EeKTUBHOCTH M 0€30MacCHOCTH MEIULIUHCKOr0 H3ICNUS JIKCIEPTHOMY
YUPEXKICHUIO.

57" . Dkcneptnsa  kagecTBa, S(Q(EKTHBHOCTH M  6E30MaCHOCTH
MEIUIIMHCKOTO  M3JeNusi, BKJIIOYEHHOIO B  IIEpEYE€Hb, IPOBOJUTCA
B COOTBETCTBMHM C NoAMyHKTOM "0" myHKkTa 21 HacTosiuux IIpaBui.

57'°. B Cpok, He mpeBsimatonuii 10 pabounx gHedl co AHSA MOTYYEHUS
3aKIFOYEHHs], YKa3aHHOTO B IMyHKTe 33 Hacrosmux [IpaBun, perucrpupyrouinii
OpraH OCYIIECTBIISET CIEAYIOIME MEPOTIPUATHS:
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a) OLIEHKA 3aKJIIOYCHHUs SKCIIEPTHOTO YUPESKICHHS IS ONpEAelieHUS ero
COOTBETCTBHS 3aJaHUIO Ha NMPOBeeHUE IKCIIEPTU3BI KauecTBa, 3P PeKTHBHOCTU
u 0€30nacHOCTH MEIUIUHCKOrO U3JCIIHs, BKJIIOUEHHOTO
B IepeueHh. B ciyyae YCTaHOBJICHHS HECOOTBETCTBHS  3aKJIIOYCHMS
OKCIIEPTHOTO  YYPEXIEHHS yKa3aHHOMY 3aJaHMI0 Takoe 3aKIIIOYCHHE
BO3BpAIllaeTCA B OKCIEPTHOE YUPEKICHHE Ha J0pabOTKYy, CpPOK KOTOpPOI
cocraBisieT He Ooyee 2 paboumx IHEH cO JHA MONYyUEHHUS SKCIePTHBIM
YUPEKIACHUEM BO3BPAILICHHOTO 3aK/IFOYECHUS;

0) IpHUHSATHE PEIICHUS O MMOATBEPXKICHUH rOCYIapCTBEHHONW perucTpaliu
MEIMIIMHCKOTO H3JIeNS, BKJIIOYEHHOrO0 B IepedueHb, a Takke odopmieHue
YBEIOMJICHUSI O TIPHHATOM pEUIeHWH W Bblaya (HalpaBlIeHUE 3aKa3HEBIM
IOYTOBBIM OTIPABICHHEM C YBEIOMJIICHHEM O BpYYEHHH WM B QopMme
DJIEKTPOHHOTO JOKYMEHTa, IIOAMMUCAHHOTO JJIEKTPOHHOH IOAIMKCHI0, OO
nepeqiaya B 3JEKTPOHHOH (opMe MO TeNeKOMMYHUKALMOHHBIM KaHallaM CBS3H)
ero 3asBUTEII0 C MPWIOKEHHEM IepeoOPMIICHHOTO pPETUCTPAIMOHHOIO
yIOCTOBEPEHUS;

B) IPUHATHE pEUIeHHss 00 OTMEHe TOCYAapCTBEHHOM perucTpanuu
MEJMIIMHCKOTO HU3JIENUs, BKIIOUEHHOTO B TIepedeHb, KOTOpoe odopmisercs
IPUKA30M PETUCTPHPYIOIIET0 OpraHa, C U3BIATHEM paHee BBIIAHHOTO
PErUCTPANVIOHHOTO YIOCTOBEPEHUS W YBEIOMIICHHEM 3asABUTENS O IPUHITOM
pEILICHUY.

57"7. OcHOBaHMAMHU IS IPUHATHS PETHCTPUPYIOUIMM OPTaHOM PEIeHHs
00 OTMEHe TOCYJapCTBEHHOH perucTpaliyi MEIUIMHCKOT0  U3CIus,
BKJIIOYEHHOTO B [TEPEUEHb, ABISIOTCS:

a) 3aKJIIOYeHHE SKCIEPTHOrO YUPEKACHUS IO pe3yJIbTaTaM 3KCIIEePTH3LI
KayecTBa, OJPPEKTUBHOCTH ¥ 0e30MacHOCTH MEIMIUHCKOr0  H3JeIHs,
CBHJICTEILCTBYIOIIEE O TOM, YTO Ka4decTBO, U (UiH) 3PPEeKTUBHOCTD, U (FLIH)
0€e30MacHOCTh MEJMIMHCKOTO M3JENHs He TMOATBEPKICHBI IOJIYyYeHHBIMU
JaHHBIMHU, U (MJIM) O TOM, YTO PUCK NMPUYMHECHHS Bpela 3J0POBBIO TPaXKIaH U
MEIUIMHCKIX PabOTHUKOB BCIIENCTBHE TMPUMEHEHHUS MEIUIMHCKOTO W3JeIIus
rpeBbIaeT 3¢ HEKTUBHOCTD €ro IPUMEHEHUs, U (WIIH) O TOM, YTO MEIUIUHCKOE
U3JeNe He COOTBETCTBYeT TpeOOBAaHHUSAM HOPMATUBHOH JIOKYMEHTAIIWH,
TEXHMYECKOH U (WIIH) OSKCIUIyaTAllMOHHOM JOKYMEHTAlWH IPOU3BOIUTEIIS
(u3roroBuTenst), W (MIX) O TOM, UTO JiOKa3aTenbCcTBa O0E€30MacCHOCTU
MEIUIIMHCKOT'O U3/I€IHs OTCYTCTBYIOT; '

0) BBISIBJIEHHE  PETrUCTPUPYIOIIMM  OpraHoM [0  pe3yjbTaram
rOCYJapCTBEHHOTO KOHTpOJIS 3a OOpalieHHMeM MEOUIMHCKUX  H3IENui
HECOOTBETCTBHUS JAHHBIX 00 3((MEKTUBHOCTH M 0E€30MacCHOCTH MEIMIIMHCKOTO
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M3AEeNUs JaHHBIM O MEOULMHCKOM HW3JENUU, COACPXKAIUMCS B 3asBJIEHUU
O perucTpalMM H JOKyMEHTaX, IHPEAYyCMOTPEHHBIX ITyHKTaMHU 577 u 57"
HacTtosmux [IpaBui.

57'%. Buecenue U3MeHeHU N B JOKYMEHTH], colepxamuecs
B PETUCTPALMOHHOM JIOCh€ MEAUIIMHCKOTO M3JIENNs, BKIIOUEHHOI'O B MEPEUEHb,
OCYIIECTBISIETCS ~ IIOCJIe  TPHUHSATHSA  pelleHus O  IOATBEPKICHUM
roCyJapCTBEHHON perucTpalii MEIUIMHCKOIO H3AEeNHS B COOTBETCTBUHM
¢ myuktamu 37 - 49%, 51 u 55" Hacrosmuux ITpasu.

57". Beinaua nyOnukara PEruCTpaliuOHHOI0 YIAOCTOBEPEHUS
MEIUIIMHCKOr0 H3JENHs, BKIIOYECHHOIO B IIEpEeYeHb, TOCyAapCTBEHHAs
peructpanus KOTOPOIO  IIOATBEPXKIEHA, OCYIUECTBISETCS B  MOPSIKE,
IIpeyCMOTPEHHOM IIyHKTaMHu 52 U 53 Hacrosmux IIpasui.

57%°. Peructpupytomuit opraH (OPMHUPYeT pPErHCTPALOHHOE JOChe
MEIULIMHCKOrO W3JeNUsi, BKIIOYEHHOTO B IEpe4eHb, U3 CIEHYIOIIUX
JIOKYMEHTOB:

a) 3asBJIEHUE O pEerucTpalMd M JIOKYMEHTHI, IPelyCMOTpPEHHBIE
IIYHKTaMH 57> u 57" Hacrosmmx IlpaBun, 3ampocsl KW JTOKYMEHTHI,
IIpelycMOTpeHHble myHKToM 21' Hacrosmux ITpaBui, 3asBieHHe O BHECEHHH
M3MEHEHUH U TOKYMEHTBI, IPefyCMOTPEHHbIE IIYHKTOM 38 HacTosmux [IpaBu,
a TaKXXe 3asBJIEHUE O IIPeIOCTaBIeHUH Ty0JINKaTa;

0) Komus 3a7aHus PEruCTPUPYIOLIEro OpraHa Ha IIPOBEJIEHUE SKCIIePTHURBI
Ka4uecTBa, 9QPeKTUBHOCTH U 6€30[1aCHOCTH MEAULIMHCKOTO U3/IEITHS;

B) 3aKJIIOYCHUSI, OQOPMIICHHBIE 3KCIEPTHBIM  YYpPEXICHHEM IIpU
IPOBEJEHUH OKCIEePTU3bl KadecTBa, 3PQPEKTUBHOCTH U  0Oe301acHOCTH
MeTULHUHCKOTO U3/IENIHS;

I') KOIIMH IPUKa30B, 0GOPMIEHHBIX PETUCTPUPYIONIMM OPTaHOM;

J1) KONUSI  PErUCTPAIlMOHHOTO  YJOCTOBEPEHUS WIM  YBEJIOMIICHHH,
0 OPMIIEHHBIX PETUCTPUPYIONIUM OPTraHOM;

€) xonus nyOsvKaTa perucTpallioHHOIO YAOCTOBEpeHus, 0hopMIIEHHOTO
PETUCTPUPYIOIIMM OPraHoM.".

11. JIoNOIHUTD MPUIIOKEHUEM CIEYIOLIETO COJICPIKAHUS:
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"TTIPUJIOXKEHUE
k [IpaBunam rocynapcTBeHHOMH
pEeTUCTpaLuy MEIULUHCKUX U3/IeITHH

IIEPEYEHD

MeIHIMNHCKHX H31eJIHH ¢ HU3KOH CTeNneHbIO MOTEHIHAJbLHOIO PHUCKA
UX NPUMEHEHNHA, B OTHOIIECHHHN KOTOPbLIX YCTAHOBJICHDI 0COOEHHOCTH

rocyaa pCTBeHHOﬁ perucrpaiunun

Bung Haumenosanue

1. 104010 KocTioM n3onupyonm

2. 122540 IlepuaTku cMOTPOBBIE/TIPOLIEAYPHBIE U3 JIaTeKCa [eBEH,
HEOITyIpeHHBIE, HECTEPUIIbHBIE

3. 122560 IlepyaTky CMOTPOBEIE/TIPOLIETyPHBIE U3 JIATEKCa TeBeH,
OILyJIpEHHBIE

4. 129350 Xanat onepalMOHHbIN 0THOPa30BOI'0 UCIIOIB30BAHUS

5. 129380 Xamnat onepanyoHHbBI! MHOTOPa30BOI'0 UCIHOJIb30BAHMS

6. 129870 Xanat U30JUPYIOMUNA MHOIOPa3oBOI0 UCIIOIb30BaHUS

7. 129880 XajiaT U30JIUPYIOLIUKA OJHOPA30BOT0 UCIIOIB30BaAHUS

8. 132380 Macka nuueBast st 3alUTHI JbIXaTE€NbHBIX My TeH
MHOI'OPa30BOTO UCHOIb30BaHUS

9. 139350 [lepyaTku CMOTPOBBIE/TIPOLIEAYPHBIE U3 TTOJIUXJIOPOTIPEHA,
HEOIyIPEHHbIE

10. 139360 [lepuaTku cMOTPOBBIE/IPOLIEYPHBIE U3 MTONHXJIOPOIIPEHA,
OIlyJIp€HHbIE

11. 141650 baxuisl TOKOHENIPOBOASIIUE, HECTEPUIIbHEIE

12. 157010 Xanar s NauMeHTa 0JJHOPa30BOro UCIIOb30BaHMs

13. 157240 Xauat A1 malueHTa MHOTOpa30Boro UCOJIb30BaHUs

14. 164050 Xamnar npouexypHbIi 0HOPa30BOr0 UCIIOJIb30BAHUS

15. 164070 Xanar npoueaypHslii MHOrOpa3oBOro UCII0Ib30BaHMUS

16. 180770 Pecniparop obmero npuMeHeHuUs!

17. 181360 KocTioM xupyprudeckuil U30nupyromuin
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Bun HaumeHoBaHue

18. 181520 Macka xupyprudeckas MHOropa3oBOro HCII0JIb30BaHUS

19. 181830 Pecniparop xupypruyeckui

20. 182450 Macka xupyprudeckasi OAHOpPa3z0BOro UCIOJIb30BaHHUS

21. 185830 ITepuatku cMOTpOBbIE/IPOLIENypHBIE HUTPUIOBBIE,
HEOIY/IpEHHbIE, HECTEPUIIbHbBIE

22. 185850 [Iepuatku cMOTpOBbIe/MpOLIEypHbIE HUTPUIIOBBIE,
OIyJIpEHHBIE

23. 188380 KocTioM xupypruuecknii Ha MaHXeTax

24. 205280 [TepuaTku CMOTPOBBIE/TIPOLIEIyPHbIE BUHUIIOBEIE,
HEOIy APEHHBIE

25. 205290 ITepuaTku cMOTpOBBIE/TIPOLIEAYPHBIE BUHUJIOBEIE,
OIy IpEHHbIE

26. 248320 KocTioM xupypruvdeckuii OgHOpPa30BOTO UCIIOIB30BAHMUS,
HECTEPUIIbHBIN

27. 269290 baxuiiel BogoHENpoHULIaeMble

28. 293810 Baxuiiel TOKOIIpOBOAALINE, HECTEPUIIBHbBIE

29. 298450 ITepuyaTku cMOTpOBBIE/IPOLIEAYPHBIE U3 TBAIOJIOBOrO
JaTeKca, HeOMyAPEHHBIe

30. 311720 ITepuaTku cMOTpOBBIC/IPOIIEAYPHBIE U3
3TUJICHBUHWIAIIETATa, HEOILyAPEHHbIE, HECTEPUIIbHbIE

31. 320790 [lepuaTku cMOTpOBbIe/TIPOIE Ay pHbIE HUTPUIIOBEIE,
HEONyIpeHHbIe, aHTHOaKTepUaATTbHEIE

32. 321530 IlepuaTku cMOTpPOBBIE/MPOIIEAYPHBIE TIOTHU30NPEHOBEIE,
HEONyApeHHbIS

33. 332470 HaGop ofex sl Xupyprudeckuil/cMoTpoBoit

34. 349230 [TepuaTku cMOTPOBBIE/TIPOIIEAYPHBIE TOTHMH30IPEHOBEIE,
OILy IpEHHBIE

35. 351490 [TepuaTku cMOTpOBBIE/TIPOLICYPHBIE 13 JIaTeKca reBex,
HEeomnyIpeHHbIe, HeCTepUbHbIe, aHTHOAKTEpHANIBHEIE

36. 367580 Macka nuieBast 18 321U ThI AbIXATeIbHBIX MyTEH

4431199

OJIHOPAa30BOI'0 UCIOJIb30BAaHUA" .




