NPABMTE/IbCTBO POCCUMCKON BELEPALIAN

[TOCTAHOBJIEHUE
ot 18 mapta 2020 r. N 299

O BHECEHMU MU3MEHEHUI
B ITPABUJIA TOCYJIAPCTBEHHOW PETMICTPALIIM
MEJIVMITUHCKUX U3OEJINIA

[TpaBuTenbcTBO Poccuiickoit @emepaiiin
MOCTAaHOBJISIET:

1. VTBepaAuTh npuiaraemMmble U3MeHEeHNs1, KOTOpble
BHOCSTCS B [IpaBmiia rocysapCTBEHHOV perucTpanumn
MeOUIIMHCKUX U3TeNNi, YTBEePKAEeHHbIE
rnocraHosyieHueMm IIpaButenbcTBa Poccniickon
®enepanyum ot 27 gekabps 2012 r. N 1416 "06
yTBepxaenun [IpaBui rocysapCTBEHHOM
perucTpauum MeaunHCKuX usgenmuii' (Cobpanue
3aKoHoarenbcTBa Poccuiickoi @epepannu, 2013, N
1, cT. 14; N 43, cT. 5556; 2014, N 30, cT. 4310; 2017, N
8, cT. 1233; 2018, N 24, cT. 3523).

2. Hacrosiiee moCcTaHOBIEHNE BCTYIIAET B CUITY CO
IHS ero o(pULMaJIbHOIO OITyOIMKOBAHMSI.

[Tpencepnatens [IpaBuTebCTBA
Poccuiickoit @engepannn
M.MUITYCTUH






YTBepKaeHbI
TOCTaHOBJIeHMeM [IpaBuTeNbCTBA

Poccuiickoit @enepaiinmn
ot 18 mapta 2020 r. N 299

N3MEHEHNA],
KOTOPBIE BHOCATCA B ITIPABUJIA
TOCYOAPCTBEHHOI PETUICTPAIIUU
MEIULIMHCKUX U3EJINI

1. ITyHkT 5 mocsie a63aia mepBoro JAOMOJIHUTh
ab3aleM CJIeIyIoIero Coaep KaHms:

"Oco6eHHOCTY TOCYHapCTBEeHHOV permcTpaunumn
MeIUUMHCKUX U3 C HU3KOM CTeIlleHbI0
MOTEHIMAJIbHOTO PUCKA UX IPUMEHEHMS, B
OTHOIIIEHUY KOTOPBIX YCTAHOBJIEHBI 0COOEHHOCTY
rOCyLapCTBEHHON perucTpanum, 1o rnepeyHio
COIJIACHO MPUJIOKEHUIO (Jajiee - IepeveHb)
MpeayCcMOTpeHbI TyHKTaMu 57 - 57(20) HacTOSAIIMX
IIpaBun.".

2. TTyukT 8 u ab3aii repBbIit myHKTa 10 mocsie cioB
"[I71 roCyIapCTBEHHOM perucTpaiumy Me IulMHCKOTO
usnenus’ NOTOJHUTh CJIOBaMM ' (3a UCKITIOYEHEM
MeaOUIIMHCKMX U3enii, BKIIOUEHHBIX B IepeYeHb)".

3. A63ar1 mepBbIit myHKTa 19 mocJie cioB
"TocymapcTBeHHas permcTpauus MeIULMHCKUX






U3aeaunin” TOIOJHUTh CJI0BaMU " (3a UCK/IIOYEeHNEM
MeOULIVMHCKUX U3Oe/ni, BKIIOUEHHbIX B IIepeYeHb)".

4. TTyskT 20 nocse ¢j10B "0 Havaje rocyJapCTBeHHOM
perucTpauuy MeauLMHCKUX U3OeniA" JOTOJTHUTD
C/I0BaMM "(3a UCKIIIOUEHUEM MeOULIMHCKUX U3 eNIA,
BK/IIOUEHHBIX B IIepeYeHb)".

5.TloanyHKT "a" myHKTa 21 mocsie cjoB "OJs
JMarHOCTUKM in vitro" JOMOJHUTD cJioBaMu ", a
TaKke MegUIIVHCKUX U3Ieanii, BKIIOYeHHBIX B
repevyeHp".

6. AG3a11 BTOpOJ1 ITyHKTa 26 ITOC/Ie CJIOB " IJIst
IMarHOCTUKM in Vitro," JOMOJHUTD CJIOBAMM "a TaKke
MeOULIVMHCKUX U3Oe/Ni, BKIIOUEeHHbIX B IIepeUYeHb,".

7. TloamyHKTHI "6" ¥ "B" MyHKTA 34 NOMOJHUTD
cJioBaMM "(3a UCKIIOUEHMEM MeIUIIMHCKUX U3TeIUii,
BK/IIOUEHHDIX B [IepeyeHb)".

8. AbG3al1 mepBblii ITyHKTA 35 MocJe cjIoB
"MeIUIIMHCKOTO U3aenus" TOTOJHUTh CJIOBaMHU "(3a
UCKIIOYEeHMeM MeIULMHCKUX U3L e, BKIIOUYEeHHbIX
B IIepeyeHb)”.

"

9. ITyHKT 57 HOTIOMHUTD MOAMYHKTaMM "e" - "K
CIeyI0IIero Coaep kaHus:

"e) HaJMuMe OCHOBaHMIA, yKa3aHHbIX B ITyHKTe 57(17)






HaCTOoAIIMNX HpaBl/If[ (B OTHOILIEHUN MeaAMIINHCKOI'0
mnsnejans, BKIIOYeHHOIO B nepequb);

K) HerpeacTaBJieH)e 3asiBUTeIeM JOKYMEHTOB,
yKa3aHHbIX B MyHKTe 57(10) HacTosimux [IpaBui (B
OTHOIIIEHUYU MeAUIIMHCKOTO U3eJIUsl, BKIIOUEHHOTO
B IIepeyYeHb);

3) IPUHSATHUE OBAXKABI PETUCTPUPYIOIIUM OPraHOM
pellieHNs O BO3BpaTe JOKYMEHTOB B COOTBETCTBUM C
myHKTOM 57(13) HacTosimux IIpaBwt (B OTHOIIEHUM
MeIULIMHCKOTO U3Ae/Nsl, BKIIOUYEHHOTO B ITlepeyeHb);

) HeIlpeaCcTaB/ieHye 3asaBUTe/IeEM JOKYMEHTOB,
MpeyCMOTPEHHBIX MyHKTOM 57(10) HacTOSIIMX
[TpaBui, B TeueHne 50 pabounx gHeit co qHS
MIPUHSITUS PETUCTPUPYIOIIMM OPTaHOM pPeILIeHUs O
BO3BpaTe JOKYMEHTOB B COOTBETCTBUM C ITYHKTOM
57(13) nacrostyx [TpaBui (B OTHOIIEHU A
MeOUIIMHCKOTO U3eNns, BKIIIOUEHHOTO B ITIepeyueHb);

K) UCKJIIOUEeHME MeIULMHCKOTO U3Aenus U3
repevHs.".

10. JomosuuTh myHktamu 57(1) - 57(20) cnemyroiero
cofiep>KaHus:

"57(1). TocymapcTBeHHas! peruCTpaIus
MEeIUIIMHCKOTO U3OENNS, BKIIOUEHHOTO B IIEPEUEHb,






IIPOBOANTCA OJHOKPATHO B OTHOIIEHMNM OOHOI'O
HaMMEHOBaHMA MeINIMHCKOIO U3aejamnda OgqHOoro

[IPOM3BOOUTENS (U3TOTOBUTEIS).

57(2). Inst rocymapcTBEHHON perucTpannmn
MeaUIIMHCKOTO U3eJNs, BKIIIDUEHHOTO B [TePeU€eHb,
3asIBUTEJIb MIpeJICTaB/IsIeT MMO0 HATIpaB/seT B
pPerucTpUpyLI Ui OpraH 3asBjieHne O perucTpanuu,
a Takxke cjiefywliye JOKYMEeHTbI:

a) KOIMsI IOKYMEeHTA, ITOITBEPKIaI0IIero
TTOJTHOMOYMSI YTIOJTHOMOUYEHHOTO TIpeICTaBUTES
MpoM3BOAUTENS (M3TOTOBUTEJIS);

6) TeXHU4YeCKasd JOKYMEHTal Mg IIPOU3BOOUTEIIA
(I/I3I‘OTOBI/IT€]'[H) Ha MeIULMHCKOe U3aejine;

B) 9KCILTyaTallMOHHAs TOKYMeHTAaI[MsI
MPOU3BOANUTEIS (M3TOTOBUTEJIS) HA MEIUIIMHCKOE
u3aesnne, B TOM YMCJIe MHCTPYKIINSI IO ITPUMEHEHUIO
VIV PYKOBOJICTBO IO SKCIUTyaTalii MeIUIIMHCKOTO
U3,

r) ororpaduueckme n3obpaxkeHns o6IIETO BUAA
MeJIVLIMHCKOTO U3Je/Nnsl BMecTe C
MIPUHAIJIeXKHOCTSIMMU, HEOOXOAMMBIMU J1JIsI
MIPUMEHEeHUSI MeULMHCKOTO U3Ie/INs 110
HasHavyeHuto (pasMmepom He MeHee 18 Ha 24
CaHTUMeTpa);






Il) OTTCh TOKYMEHTOB.

57(3). B ciryuae eciiv JOKYMEHTbI, yKa3aHHbIE B
nmyHKTax 57(2) u 57(10) Hactosmux [TpaBu,
COCTaBJI€HBI HA MHOCTPAHHOM SI3bIKE, OHU
MIPEeACTaBISIIOTCS C 3aBePeHHBIM B YCTAaHOBJIEHHOM
MOPSIIKE TTePEeBOIOM Ha PYCCKUIA SI3BIK.

57(4). 3asiBieHne o0 perucTpaluyuu U TOKYMEHTHI,
npesycMOTpeHHbIe myHKTamu 57(2) u 57(10)
HacTosiux [IpaBui, MpeaCcTaBsSIOTCS 3asiBUTEEM B
PEruCTPUPYIOLI NI OpraH Ha 6yMaskHOM HOCUTEJIe
HernoCpeICTBeHHO UM HAIIPaBJISIIOTCS 3aKa3HbIM
MOYTOBBIM OTIIPaBJI€HNEM C YBeJJOMJIEHMEM O
BpYUEHUMU U OTIMCHIO BIOKEHMS JINOO B 3JIEKTPOHHOM
dbopme, moamMcaHHbIe 3JIEKTPOHHO MOIMMUCHIO.

Peructpupyrommii oprad IpyHMUMaeT 3asiBJIeHeE O
perucTpauuy U yKasaHHble JOKYMEHTBHI 10 OIIACH,
KOS KOTOPOV C OTMETKOJ O jlaTe Ipuema 3TUx
3agBJIeHVS U JOKYMEHTOB B [IeHb IIpyieMa Bpy4daeTcs
3asiBUTEJII0 WJIM HAIIPABJISIETCS €My 3aKa3HbIM
IIOYTOBBIM OTIIPABJIEHMEM C YBeLOMJIEHNEM O
BpYy4YeHMU 160 B 3JIeKTPOHHOI popMe 1o
TeJIeKOMMYHMKAIMOHHBIM KaHajlaM CBS3U.

57(5). PerucTtpupyoomuii opraH He BIipaBe Tpe6GOBaTh
OT 3asIBUTEJISI YKa3bIBaTh B 3asIBJIEHUM O
perucTpauuy CBeJeHus, He IIpeayCMOTPEHHbIE






IIyHKTOM 9 HacTtosmux IIpaBuii, 1 penCcTaBisiTh
IOKYMEHTbI, He IpeJyCMOTpeHHbIe TyHKTaMu 57(2) u

57(10) nacrosiuux I[TpaBui.

57(6). B oTHOLIEHUM MeIULIMHCKOTO U3 eus,
BK/TIOUEHHOTO B [IepeveHb, B TeueHue 3 pabounx
IHEeN CO IHS TTOCTYIIEHMS 3asIBJIEHUS O perucTpanum
" JOKYMEHTOB, TPeayCMOTPEHHbBIX ITyHKTOM 57(2)
Hactosuux [IpaBuii, perucTpupyroummuii oprad
IPOBOAUT IMMPOBEPKY IMOJHOTHI U OCTOBEPHOCTU
COoZlepsKalIMXCsl B HUX CBEIIeHUI, B TOM YMCJIe IIyTeM
CpaBHEHMS TaKMX CBeIeHUI CO CBeJEeHUSIMMU,
MpeCcTaBJIeHHbIMHU B ITOPSAKE MeXBeIOMCTBEHHOTO
MH(MOPMAIMOHHOIO B3aMMOAECTBUSI.

57(7). B ciiydae ecii B OTHOIIEHUY MeIUIIMHCKOTO
U3Lenus, BKIIOUEHHOTO B TiepevyeHb, 3asBjIeHNe O
peructpauyuy oGopmMeHO C HapylleHreM
T10JIOKeHU IyHKTa 9 HacToswmx [IpaBun u (Mnn) B
3asiBJIeHMM yKa3aHbl HEIOCTOBEPHbIE CBeIeHMs 160
IOKYMEHTBI, TpeayCMOTpPeHHbIe ITYHKTOM 57(2)
Hacrosauux [Ipasui, mpencTaBieHbl He B IIOJTHOM
06beMe, pErMCTPUPYIOLIMIL OpraH BpyJyaeT
3asIBUTEJIIO0 YBeJOMJIeHe O HeOOXOMMOCTH
YCTpaHEeHMS BbISIBJIEHHBIX HAPYILIEHUI B CPOK, He
MpeBbIIIAKINNI 5 pabounx mHel, 1100 HapaByseT
Takoe yBeJlOMJIeH)e 3aKa3HbIM II0YTOBBIM
OTIIpaB/IeHMEM C YBeJOMJIeHVEeM O BpYYEeHUU UIIN B






(dbopme 37IeKTPOHHOIO JOKYMEHTa, ITOAMNCAHHOI0
9JIEKTPOHHO MOAIMCHIO, TMO0 B 3JI€KTPOHHOI

(opme 110 TeJIeKOMMYHUKALIMOHHBIM KaHaIaM CBSI3M.

57(8). B oTHOLIEHUM MeIULIMHCKOTO U3 eus,
BK/IIOUEHHOTO B [lepeyeHb, B CPOK, He
MPEeBBINIAIINIA 5 pabounx gHEe co THS
MpeJicTaBAeHMS HaJjieXxaliuM oo6pa3som
0bOPMJIEHHOTO 3asIBJIEHMUSI O PETUCTPAIUU U
IOKYMEHTOB, ITPelyCMOTPEHHbIX TYHKTOM 57(2)
HacTosiux [IpaBus, B MOJIHOM 00beMe, a TaKke B
cIyyae yCTpaHeHMs B CPOK, YCTAHOBJIEHHBIN
myHKTOM 57(7) HacTostmyx [TpaBui, BbISIBJI€HHbBIX
HapylueHuin u (Uin) rpencTaBieHns HeJOCTAoI X
IOKYMEHTOB PErUCTPUPYIOIINUIA OPTaH OCYIECTBIISIET
Clenyrolye MeporpusITHs:

a) MPUHSTHE PelIeHNs 0 TOCYyIapCTBEHHO!
perucTpauyum MeIuIIMHCKOTO U3 Iensl, KOTOpoe
odopMIISIeTCs IPUKA30M PETUCTPUPYIOIIErO OPraHa;

6) obopmeHue 1 Bbljaua (HarpasieHe 3aKa3HbIM
ITOYTOBBIM OTITPABJIEHMEM C YBETOMJIEHUEM O
BpY4YEHUY WK B (OpMe 3JIEKTPOHHOTO JOKYMEHTA,
MOATIMICAHHOTO 3JIEKTPOHHO MOIMChIO0, MO0
repenava B 3JIeKTPOHHO hopMe T10
TeJIeKOMMYHMKAIMIOHHBIM KaHaJlaM CBSI31)
3asIBUTEJTIO PETUCTPALIMOHHOTO YIOCTOBE PEHMS.






57(9). B cirydae ecivt B OTHOLLIEHMY MeIUIIMHCKOTO
U3[eNusl, BKIIOUEHHOTO B TIepeyeHb, B CPOK,

yCTaHOBJIEHHBIN TyHKTOM 57(7) HacTosux [Ipasu,
He YCTpaHeHbI BhISIBJIEHHbIe HAPYIIeHUS U (UIN) He
MpeACcTaBaeHbl HEOOXOIVIMbIe JOKYMEHTHI,
PerucTpupyoI il OpraH IpMHUMaeT pelleHue o
BO3BpaTe 3asBJIeHUS O PerUCTpaLun U JOKYMEHTOB,
MpeyCMOTPEHHBIX TYHKTOM 57(2) HACTOSIIUX
[TpaBwmi1, C MOTMBMPOBAHHBIM 000CHOBaHMEM ITPUUMH
BO3Bpara.

B ciiyyae OoTCyTCTBUS MeAULIMHCKOTO U3Leus B
rnepevHe U (WIn) HapyLIeHNs MOJIOKEHU I TyHKTa
57(1) Hacrosmux I[IpaBuJ1 perucTpupyoIuii opral
MIPMHMMAET pellleHre O BO3BpaTe 3asIBJIEHUS O
perucTpauyum U JOKyMEeHTOB, IPeIyCMOTPEHHBIX
IMyHKTOM 57(2) HacTosmux [IpaBui, c
MOTHUBMPOBAHHBIM 0O00CHOBaHMEM ITPUYMH BO3BpaTa.

57(10). B cpok, He mpeBbImatomuii 150 pabounx gHeit
CO JTHSI TOCYIapCTBEHHOM PEerucTpaunm
MeIUIIMHCKOTO U3/IeJNsl, BKIIOUEHHOIO B ITIepeueHb,
3asIBUTEJIb 00SI3aH MPEICTABUTh B PETUCTPUPYIOLIMIA
opras cJeayolie TOKyMeHTbI:

Q) KOTIUS TOKYMEHTa, MOATBEPKAAI0Iero
TIOJITHOMOYMS YIIOJITHOMOYEHHOTO IpeaCTaBUTeNIS
MIPOU3BOAUTENS (M3TOTOBUTES);






0) cBeleHMsT 0 HOPMAaTUBHOI JOKYMEHTALy Ha
MeIUIMHCKOe U3Iesne;

"

B) IOKYMEHTHI, yKa3aHHbIE B MOJMYHKTax "6", "B" u
"r" myHKTa 57(2) Hactosmux [IpaBun (B ciayvyae
BHECEeHM S B HUX M3MEeHEeHMUs 10 pe3ybTaTaM
MPOBeeHHbBIX UCIIBITAHUI (MCCIen0BaHMin)

MeIUIIMHCKOTO U3Iesus);

') TOKYMEHTBI, IIOATBEPXKIAIOII/ie Pe3YyIbTaThl
TeXHUYEeCKUX UCIIBITAaHUI MeAVULIMHCKOTO U3eNus,
BbIIJaHHbIE (heJlepaIbHbIM IrOCyJapCTBEHHBIM
OI0IKETHBIM YUpexkmeHneM "Bcepoccuiickuii
HAy4YHO-MCCIIe0BATEIbCKUI U UCITbITATEIbHbIN
MHCTUTYT MEeIUIIMHCKON TeXHUKU" PenepanbHOM
CJTY3KOBI 110 HaZ30pY B cepe 31 paBOOXpaHEeHMS
(mamnee - yupesxxmeHue);

,E[) OOKYMEHTDI, IIOATBEPKAAI0IIe pe3yJbTaThbl
TOKCUKOJIOTUYECKUX UCC/IeIOBAaHUIT MeAULIMTHCKOTO
mnspejns, NCIi0Jib30BaHMe KOTOPOro mnpegroJjaraeT
Ha/Inmuye KOHTaKTa C OpraHM3MOM 4e/IOBEeKa,
BbIJAaHHbIE€ YUpEeXXOeHNeM;

e) IOKyMEeHTbI, TOATBepsKAAIolI e pe3yabTaThl
UCIIBITAHMIT Me JUITMHCKOTO U3/Ie/ s B LeIsX
YTBEpsKIOeHUSI TUTIA CPeICTB U3MepeHMit (B
OTHOIIEHUY MeIUIIMHCKUX U3V, OTHOCSIIINXCS K
CpeACcTBaM M3MepeHMUit, B cepe rocyqapCTBEHHOTO






peryjinpoBaHusd obecrneueHUst eIMHCTBa M3Mep6HMVI,
IepedeHb KOTOPbLIX YTBEPKAAECTCS MI/IHI/ICTepCTBOM

3gpaBooxpaHenus Poccuiickoil @enepanun),
BbIJAHHbIE YUpeXXIeHueM;

X) IOKYMEHTBI, IIOATBEePKAatol/ie pe3yabTaThbl
KIVMHUYECKUX UCTIBITAaHU MeOULIMHCKOTI0 U3 enns,
IPOBeLeHHbIX B MeAVIIMHCKOM OpraHu3anumn
roCy1apCTBEHHOM CUCTEMbI 3paBOOXPaHEeH S,
OTBeyYaroIei Tpe6boBaHMSIM, YTBE P>KAEHHBIM
MuHucTepcTBOM 34paBooxpaHeHus Poccuitckoin
®denepauyu;

3) KO JOKYMEHTOB, IOATBEPKAAIOIINX KaueCTBO
JIeKapCTBEHHOTO Mpernapara, papMaleBTIIeCcKoi
cyOCTaHIMM, 6MOIOTMYECKOT0 MaTepuasa M MHOTO
BeIleCTBa, C MCII0Ib30BaHMEM KOTOPBIX
MIPOM3BEEeHO MeIULIVHCKOE U3/Ieie UM KOTOPbhIe
BXOJST B €r0 COCTAaB U MpegHa3HauYeHbI /I
MIpUMEHEHMS TOJbKO C YUYETOM Ha3HAUEHUS
MeIUIIMHCKOTO U3MIENNs, ONpeaeIeHHOTO
MIPOU3BOAUTENIEM, U BbIJAHHBIX B COOTBETCTBIUM C
3aKOHO/IATEeIbCTBOM CTPAHbI IIPOMCXOKIEHMS
JIeKapCTBEHHOTO Mpernapara, papMaleBTIUecKoi
cyOCcTaHIMM, 6MMOJOTMYECKOT0 MaTepuasa M MUHOTO
BeIleCTBa;

I/I) OpUTrMHaJI permcTpauimMoOHHOTO YOOCTOBEPEHMSI ;






K) OIINCb JOKYMEHTOB.

57(11). B Teuenne 5 paboumx gHE CO HS
MOCTYIVIEHUS JOKYMEHTOB, ITPelyCMOTPEeHHBIX
nyHkTom 57(10) Hacrosimux [IpaBu,
perucTpupymoILii OpraH NPOBOAUT IIPOBEPKY
TOJTHOTBI ¥ OCTOBEPHOCTH COZle PXKAIIMXCSI B HUX
CBeJleHN1, B TOM UMCJIe TyTeM CPaBHEHMUS TaKUX
CBeJleHUI1 CO CBeeHUSIMU, COZIePKALMMMUCS B
BBIJAHHOM B COOTBETCTBUU C HACTOSIIVMU
[IpaBuiamMu perucTpalMOHHOM yJIOCTOBEpEHUM Ha
MeaVLVHCKOe M3[e/e, BKIIOUeHHOe B [IepeyeHb, a
TakoKe MPeCTaB/IeHHbIMU B ITOPSIAKE
MeXBe,OMCTBEHHOTO MH(OPMAaIMOHHOTO
B3aMIMOIeliCTBUSI.

B ciyyae eciiu yKa3aHHbIe JOKYMEHTbI ITpeCTaB/IeHbI
He B ITOJTHOM OObeMe, PErMCTPUPYIOIINIT OpraH
BpyuaeT 3asiBUTEJII0 YBeJOMJIeHI e O He0OXOAMMOCTI
B 30-OHEBHBIN CPOK YCTPAHUTD BbISIBJIEHHbIE
HapyuieHus U (Win) MpeACcTaBUTb HeJoCTalole
IIOKYMEHTBI MO0 HAIlpaBJIsieT TAKOe yBeIOMIeHNe
3aKa3HbIM ITOUYTOBBIM OTIIPABIeHUEM C
yBeJlOMJIeHMeM O BpyueHUM win B popme
37IeKTPOHHOTO JOKYMEHTa, MOATIMCAHHOTO
9JIEKTPOHHO MOATMCHIO, MO0 B 3JIEKTPOHHOI
(opme 110 TeJIeKOMMYHUKALIMOHHBIM KaHaaM CBSI3M.






YBenoMmiieHE B CJiydae ero HalrpaBJIEHUA 3dKda3HbIM
IIOYTOBBIM OTIIPpABJIEHNEM CUUTAETCA IMTOJTYYEHHBIM

1o ucteueHuu 10 pabounx gHe co IHS HarpaBaeHuUs
yBeIOMJIEHMUSI.

57(12). B reuenue 3 paboumx gHei co IHS
npeJicTaBeHNs B TIOJITHOM 00beMe JOKYMEHTOB,
MpeyCMOTPeHHBIX MYHKTOM 57(10) HacTOSIIMX
[IpaBwui, a Takke B cryyae ycrpaHeHus B 30-
JHEeBHbIV CPOK BbISIBJIEHHbIX HaPYILIEeHUI U (UIIN)
npezncrasieHys B 30-4HeBHbIN CPOK JOKYMEHTOB,
MpeayCMOTPEeHHbBIX MYHKTOM 57(10) HaCcTOSIIMX
[TpaBwi1, perncTpUpyOUIUii Oprad NpUuHUMaeT
pellieHNe O HayaJjie [IPOBeLeHNs SKCIIepTU3bI
KauecTBa, 9PpheKTUBHOCTH 1 6€30IaCHOCTU
MeJIULVHCKOTO U34e/Nsl, BKIIOUYEHHOIO B IlepeyeHb.

57(13). B cnyuae ecsiu B 30-IHEBHBIN CPOK He
yCTpaHeHbl BLISBJIeHHbIEe HApYIIeHUs U (M) He
IIpe/iCTaB/IeHbl HeOCTaolIye JJOKYMEeHTHI,
percTpupymoILuii OpraH IpUHUMaeT pelleHue o
BO3BpaTe JOKYMEHTOB, IPeyCMOTPEeHHbIX TYHKTOM
57(10) nacrosimux I[IpaBui, ¢ MOTUBUPOBAHHBIM
000CHOBaHMeM IIPUUMH BO3BpaTa.

57(14). B reuenue 3 pabouux gHE CO THS IPUHSITUS
peleHus 0 HavyaJjie MPOBeIeHNsT SKCIIePTU3bI
KauecTBa, 9PpPeKTUBHOCTH ¥ 6€301aCHOCTH






MeIVLIMHCKUX U3/, BKIIOUEHHBIX B ITIepeueHb,
PErUCTPUPYIOUINIT OpraH opOpMJISIET U BbIIaeT

3a/laHye Ha TTPOBe/ieHMEe IKCITIePTU3bI KAUuecTBa,
3 beKTUBHOCTM ¥ 6€30MaCHOCTY MEeIUIIMHCKOTO
U3OENNST IKCIIEPTHOMY YUPEXKIEHUIO.

57(15). OkcepTu3a KauecTBa, 3P HeKTMBHOCTY U
6e30MacHOCTY MeAUIIMHCKOTO U3/Ieus,
BK/IOYEHHOTO B [I€peveHb, IPOBOOUTCS B
COOTBETCTBUY C IMOAITYHKTOM "6" myHKTa 21
Hactosux [IpaBuii.

57(16). B cpok, He mipeBbiawmuii 10 pabounx gHeit
CO IHS MOJyYeHM s 3aK/I0UYeHNs], YKa3aHHOIO B
IyHKTe 33 HacTosWuX [IpaBuii, perncTpupyrommnini
OpraH OCyLIeCTBJISIeT CIeAYIole MepOIIPUITUS :

a) OlleHKa 3aKII0UYeHMS SIKCIIEPTHOIO YUPEXKIEHMS
IJIST OTIpeie/IeHMsI eT0 COOTBETCTBYS 3aJaHII0 Ha
IIpOBeIeHlMe SKCIIepTHU3bl KauecTBa, 3PheKTUBHOCTA
1 6e30I1aCHOCTM MEIUIIMHCKOIO U3Iens,
BK/IIOUEHHOTO B IlepeveHb. B cyiyuae ycTaHOB/IEHUS
HECOOTBETCTBMS 3aK/II0UEHMsT SKCIIePTHOTO
yUpeXXIeHus] yKa3aHHOMY 3aJaHNI0 TaKoe
3aK/II0UeHMe BO3BpAIllaeTCs B OKCIIEPTHOE
yupeskaeHye Ha JOpaboTKy, CPOK KOTOPOIA
cocTaBJIsIeT He 6oJiee 2 pabounx AHEN CO THS
MTOJTyYEHMST SKCIIEPTHBIM YUPEXKIEHNEM






BO3Bpalll€HHOI'0 3aKII0YEeHNMI;

0) IPUHSTHE pellleHys O OATBePKAEeHUN
roCyJapCTBEHHO perucTpanm MeguIHCKOTO
M3aeusl, BKIIOUEHHOTO B IIepeueHb, a TaKKe
odopmieHMe YBeIOMIEHUS O IPUHSITOM pellleHUI U
BbIJlaya (HaIrpaBJieHMe 3aKa3HbIM ITOUYTOBBIM
OTIIpaB/ieHMEeM C yBeJOMJIEHMEM O BpyueHUM U B
(hopMe 3/IeKTPOHHOTO JOKYMEHTa, MOAIMCAHHOTO
9JIEKTPOHHOI MOATMCHIO, TMOO0 Iepenava B
37IeKTPOHHO¥ hopMe IO TeJIeKOMMYHUKALIMIOHHbIM
KaHajaM CBSI3) ero 3asiBUTEJTI0 C IIPUIOKeHeM
repeo@opMIEHHOTO PerucTPaliOHHOTO
YIAOCTOBEPEHMUS;

B) IPUHSITHE pellleHNsI 00 OTMeHe roCyJapCTBeHHOM
perucTpauuym MeauIIMHCKOTO U3 Ie/usl, BKIIIOUeHHOTO
B IlepedyeHb, KOTOpoe opopMIIIeTcst MpuKasoM
PETUCTPUPYIONIETO OPTraHa, C U3bSITUEM paHee
BBIJAHHOT'O PETUCTPAIMOHHOTO yI0CTOBEPEHMS U
yBeIOMJIEHMEM 3asIBUTEJISI O TIPUMHSITOM pPelIeHNUN.

57(17). OcHOBaHUSIMM JIJISI IPUHSITUS
PErUCTPUPYIOUMM OPraHOM pellleHus 06 OTMeHe
roCygapCTBEHHON perucTpanum MeaulMHCKOTO
U3aenusl, BKIIOUEHHOTO B IlepevyeHb, SIBJISIIOTCS

a) 3aK/II0UeHue 3KCIepPTHOTO yUpeXaeHus 1o
pe3yyibTaTaM 3KCIepTHU3bl KauecTBa, 3¢ PeKTUBHOCTU






1 6e301acHOCTY MeIUIIMHCKOTO U3eus,
CBUETEJLCTBYIONIEE O TOM, UTO KaueCTBO, U (UJIN)

3bPeKTUBHOCTD, U (M1) 6€30MaCHOCTb
MeJIULUMHCKOTO U34eusl He TTIOATBePKIeHbl
II0JTyYeHHBIMM JaHHBIMMY, U (MJIM) O TOM, YTO PUCK
MIpUYMHEeHUs BpeJa 300POBbI0 TPAKIAH U
MeIUIIMHCKUX PAGOTHMUKOB BCAECTBME ITPUMEHEHUS
MeIUITMHCKOTO U3ae/us rpeBbiiaeT 3¢ GeKTUBHOCTD
ero npuMeHeHus, 1 (Uan) O TOM, YTO MeIUIIMHCKOe
u3zenye He COOTBETCTBYeT TPeOOBAHUSIM
HOPMAaTMBHO JOKYMEeHTalu, TEXHUYECKON U (UIn)
3KCIUIYaTallMIOHHOM JOKYMEHTal U/ [IPOU3BOAUTEIIS
(usrotoBuTens), u (WIN) O TOM, UTO SOKa3aTeabCTBa
6e30MacHOCTY MeJULIMHCKOTO U3/e/us OTCYTCTBYIOT;

0) BbIsIBJIEHME PETUCTPUPYIOIIUM OPTaHOM IO
pes3yJibTaTaM rocygapCTBEHHOTO KOHTPOJIS 3a
obpaleHnemM MeIUIIMHCKUX U3Oeunii
HECOOTBETCTBUS JAHHBIX 00 9PHEKTUBHOCTU U
6e30MacHOCTY MeAULIVMHCKOTO U3/1e/IUsI JAHHBIM O
MeOUIMHCKOM U3[eIUNn, COAepsKalyuMcs B
3asBJIEHMM O PerucTpanyum U JOKyMeHTax,
NpefyCMOTpeHHbIX MyHKTamu 57(2) u 57(10)
Hactosux [IpaBuii.

57(18). BHeceHMe M3MeHeHUIt B JOKYMEHTHI,
copepxkaluecs B permcTpaluyoOHHOM J0Che
MeIULVMHCKOTO U3Je/sl, BKIIOUeHHOIO B IlepeyeHb,






OCYIIECTBJIAETCS ITOCJIE IIPUMHATHUA pEellIeHUS O
IIOATBeP>KAEHUN I‘OCY}I&pCTBEHHOVI permcrtpaumumn

MeAUILIMHCKOTO U3/Ie/INsl B COOTBETCTBUM C TYHKTaMU
37 - 49(2), 51 u 55(1) HacTosiux [IpaBuJ.

57(19). Beimaua gy6smKaTa perucTpalMoHHOTO
YO 0CTOBEepeHMs MeOULIMHCKOTO U3euns,
BKJIIOUEHHOTIO B [1epeyeHb, roCyLapCTBeHHas
peructpauusi KOTOporo nNoATBepKAeHa,
OCYILLIECTBIISIETCS B IIOPALKE, IIpefyCMOTPEHHOM
myHKTamMu 52 u 53 Hactosmux [TpaBu.

57(20). Peructpupytoniuit oprad ¢opMmupyet
perucTpauoHHOe 10Cbe MeOUIIMHCKOTO U3Aenus,
BKJTIIOUEHHOTO B IlepevyeHb, U3 CJIeAYIOIINX
IIOKYMEHTOB:

a) 3asiBJIEHMe O PerMCTpalyu M JOKYMEHTHI,
MpeaycMOTpeHHbIe myHKTamu 57(2) u 57(10)
HacTosux [TpaBui, 3aIIpoChl ¥ JOKYMEHTBHI,
npenycMoTpeHHbie IyHKToM 21 (1) HacTosumx
[IpaBu, 3asiBJieHM e O BHECEHUM U3MEHEeHUII U
IOKYMEHTBI, IpeAyCMOTpPEeHHbIe TYHKTOM 38
HacTosmux [TpaBu, a Takke 3asiBjieHNE O
MpeoCTaBIeHNU Y Ty6IMKaTa;,

0) Komusi 3aaHNST PETUCTPUPYIOIEro OpraHa Ha
MpoBeleHIe IKCIIePTU3bI KauecTBa, 3PheKTUBHOCTH
1 6€30IMaCHOCTY MEeIVIIVTHCKOTO U3IeJNsI;






B) 3aK/II0UeHMSsT, 0GOPM/IEHHbIE SKCITIEPTHBIM
yUpeskaeHreM TPy MPOBeIeHNM IKCIIePTU3bI

KauecTBa, 9PpheKTUBHOCTH 1 6€30IaCHOCTU
MeIUITMHCKOTO U3Iesns;

I) KOIMM TTPUKa30B, 0OPOPMII€HHBIX
pPerucTpUpyouuM OpraHoM;

) KOTIMSI PErMCTPAIMOHHOTO YA0CTOBEPEHUS WIIN
yBegoMIeHMIT, 0OPMIEHHBIX PETMCTPUPYIOIINM
OpraHoM,;

e) Komus Iy6MKaTa permcTpauyioHHOTIO
yI0CTOBepeHMs, 0pOPMIIEHHOTO PETrUCTPUPYIOIIUM
OpraHoM.".

11. IOTTIOMHUTD MPUIOXKEHNEM CJIeAYIOILero
cofleps>KaHMs

"[Ipunoxenue
K [IpaBuiam rocygapcTBeHHOM
perucTpaunm MeauULMHCKUX U3AeTUi

[IEPEUYEHbD
MEIVLIMHCKVX U3IEINN C HU3KOM CTEINEHBIO
[IOTEHIIMAJIBHOT'O PUCKA
VX IIPUMEHEHNS, B OTHOIIEHUY KOTOPBIX
YCTAHOBJIEHBI OCOBEHHOCTU
TOCYIIAPCTBEHHO! PETMICTPALIVIN







Bup,

HamumeHnoBaHue

1. | 104010 | KocTrom u30nmupyroimmii

2. | 122540 | ITepuaTku CMOTPOBbI€/TIpOLIeIypPHbIE
13 JlaTeKca reBeyu, HeOmyApeHHbIe,
HecTepuIbHbIE

3. | 122560 | ITepuaTKky CMOTPOBbIE/TIpOIIeIyPHbIE
13 JIaTeKCa reBeu, OIyApeHHbIe

4. | 129350 | XanaT omepalOHHbII OJHOPa30BOr0
MCIOIb30BAHMS

5. 1129380 | XanaTt orepauyOHHbIN
MHOT'OPa30BOr0 MCIT0Ib30BaHUS

6. | 129870 | XanaT nM30aAUpyOMmii
MHOT'Opa30BOT0 UCITOIb30BaHUS

7. 1129880 | XanaT n30aupy0Imii OGHOPA30BOT0O
MCIT0JIb30BaHMUS

8. | 132380 | Macka auieBas A 3alUThI
IbIXaTeJIbHbIX ITyTeli MHOTOpa30BOr0
MCIOIb30BAHMS

9. | 139350 | [TepuaTKu CMOTPOBbI€/TIpOLIeIypPHbIE

U3 IMOJIMXJIOPOITIPEHAa, HEOITyAPEHHbIE







10.

139360

[TepyaTku CMOTpPOBBIE/TIPOLIEAYPHBIE
13 MOJIMXJIOPOIIPEHA, Oy PEeHHbIe

11. | 141650 | Baxuabl TOKOHEIIPOBOASILIVE,
HecTepuJbHbIE

12. | 157010 | Xanat aJis maieHTa oJJHOPa30BOro
MCTIOIb30BaHMS

13. | 157240 | XayaT [aJig nauyeHTa MHOTOpPa3oBoTo
MCTIOTb30BaHMS

14. | 164050 | XanaT mpoleaypHbIii OMHOPa30BOTO
MCTIOIb30BaHMS

15. | 164070 | XanaT mpo1eaypHbIii MHOTOPa30BOTO
MCTIOIb30BaHMS

16. | 180770 | PecnupaTop 0611ero mpuMeHeHUs

17. | 181360 | KocTiom xupypruyeckui
U30JIUPYIOLIUIT

18. | 181520 | Macka xupypruueckasi
MHOT'OPa30BOT0 MCITOb30BaHUS

19. | 181830 | PecnipaTop Xupypruyeckui

20. | 182450 | Macka xupypruuecKkasi 0JHOpa3oBOTo

MCII0JIb30BaHUA







21.| 185830 | [TepuaTKy CMOTpPOBbI€/TIPOIeIyPHbIE
HUTPUJIOBbIE, HEOITyApEeHHbIE,
HeCcTepuIbHbIe

22.| 185850 | [TepyaTKy CMOTpPOBbIE/TIPOIeTyPHbIE
HUTPWUJIOBbIE, OTIyApEeHHbIE

23. | 188380 | KocTiom xupypruyeckuii Ha
MaHXeTax

24. | 205280 | [TepyaTKy CMOTpPOBbIE/TIPOIeTyPHbIE
BUHMJIOBbIE, HEOMTyJIpEeHHbIE

25.1205290 | [TepyaTKy CMOTpPOBbI€/TIPOIeIypHbIE
BUHMJIOBBIE, OITyJIpEHHbIE

26. | 248320 | KocTioM XUpypruvdeckuii
OHOPA30BOr0 UCII0Jb30BaHMSI,
HeCTepUJIbHbIN

27. 1269290 | Baxuiabl BOOOHEIIPOHUIIAEMbIE

28. 1293810 | Baxuabl TOKOIIPOBOASAIINE,
HeCcTepuJibHbIE

29. | 298450 | ITepuaTKu CMOTPOBbIE/TIPOLIEIyPHbIE

13 I'Bal0JIOBOTO JIaTeKca,
HEONyApeHHbIE







30.

311720

[TepyaTku CMOTpPOBBIE/TIPOLIEYPHBIE
U3 STUJIEeHBMHMUIIALIeTaTa,
HeOITyipeHHble, HECTePUJIbHbIE

31.

320790

[TepyaTky CMOTpPOBBIE/TIPOLIEYPHBIE
HUTPWJIOBbIE, HEOITyAPEeHHbIE,
aHTHOaKTepuaabHbIe

32.

321530

[TepyaTKy CMOTPOBBIE/TIPOLIETy PHbIE
TTOJINU30IIPEeHOBbIE, HEOTTyIPeHHbIe

33.

332470

Habop omeskap
XUPYPTUUECKUI/CMOTPOBOI

34.

349230

[TepyaTky CMOTpPOBBIE/TIPOLIEYPHBIE
MOJIMU30IIPEHOBbIE, Oy peHHbIe

35.

351490

[TepyaTky CMOTpPOBBIE/TIPOLIEYPHBIE
U3 JlaTeKkca repey, HeoIygpeHHble,
HecTepuIibHbIe, aHTHOAaKTepyuaTbHbIe

36.

367580

Macka nauieBast A1 3alUThI
JIbIXaTeJIbHbIX ITyTeil 0HOPA30BOro
MCII0Jb30BaHUI".







