NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

[TOCTAHOBJIEHUE
ot 18 mapta 2020 r. N 299

O BHECEHVU U3MEHEHUN
B [TPABUJIA TOCYIAPCTBEHHOW PETUCTPALIMY MEOINIIMHCKUX
U3IEJINA

ITpaBuTenbcTBO Poccuiickoi @enepaniiu MOCTAHOBIISIET:

1. YTBepauTh npuiaraeMble M3MeHeHMsI, KOTOpbie BHOCITCS B [IpaBuia
roCyJapCTBEHHO permcTpanuu MeIUIUHCKUX U3LIeNiA, yTBePXKAeHHbIe
noctaHoByieHneM [IpaBuTtenbcTBa Poccuiickoit ®emeparium oT 27 nexkaobpst
2012 1. N 1416 "O6 yrBepskaennu [IpaBui rocyapCcTBEHHONM perucTpaium
MeguIMHCKUX usnennii’ (CobpaHne 3aKOHOZATeIbCTBA Poccuitckoit
®enepauun, 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. HacTosiiee mocTaHOB/Ie€HNE BCTYIIAeT B CUJTY CO THS ero 0UIMaaIbHOro
ONyOJIMKOBAHMSI.

IIpencenarens [IpaBuTeibCTBa
Poccuiickoit ®emgepannu
M.MUITYCTVH

YTBepKaeHbI

MOCTaHoBJ/IeHMeM [IpaBuTenbCTBA
Poccuiickoit ®@enepatyn

ot 18 maprta 2020 r. N 299

N3MEHEHNS],
KOTOPBIE BHOCATCS B ITPABUJIA TOCYJAPCTBEHHOW PETYICTPAILIUU
MEJIMIIMHCKUX U3OEJINIA

1. ITyHKT 5 mocse ab3aiia repBoro AOMOTHUTH ab3aleM Cieyoero
coJepsKaHms:

"OCcO6eHHOCTY IOCYAAPCTBEHHOM PETUCTPALIM MEeIUIIMHCKUX U3IEN C
HM3KOJ CTeIeHbI0 MOTEeHIMATbHOIO pUCKA UX IPUMEeHEeHUsI, B OTHOIIEHU U
KOTOPBIX YCTAHOBJIEHBI 0COOEHHOCTY TOCYIapCTBEHHO perucTpaln, 1o



TIEPEeYHI0 COTIACHO MPUJIOKEHUIO (Iajiee - epevyeHb) IPeLyCMOTPEHbI
nmyHkramu 57 - 57(20) Hacrosiuux [TpaBut.”.

2. ITyHKT 8 M ab3arti repBbIit myHKTa 10 mocsie ¢yioB "[IJig rocyiapCTBEHHOM
perucTpauuy MeaguIMHCKOro U3aeius” OOIOJHUTD CJIoBaMu "(3a
UCK/IIOUEHMEM MEIUIIMHCKUX U3 e/INi1, BKIIIOUEHHbIX B [TI€peUeHb)”.

3. AG3a1l mepBblii yHKTA 19 1ocsie cnoB "TocymapcTBeHHAsT perucTpaIus
MeOUIIMHCKUX U3Jenuit" TOTIOJIHUTh CJI0BaMMu " (3a UCK/ITIOUEeHEM
MeOUIIMHCKNUX U3JIeNni, BKIIOUEHHBIX B IIepeYeHb)".

4. ITyHkT 20 nocJe ¢10B "0 Havasie roCygapCTBEHHOM perncTpauun
MeOUIIMHCKNUX U3Jenuit" OOTIOJTHUTh CJI0BamMyu ' (3a UCKITIOYEeHEM
MeOUIIMHCKNX U3enii, BKIIOUEHHBIX B IIepeYeHb)".

5. ITogmyHKT "a" myHKTa 21 rmocse ¢ja0B "AJjst AMarHOCTUKY in Vitro"
JOIMOJHUTD CJIOBAMM ", & TaKXKe MeIUIIMHCKUX U3eJINii, BKIIOUeHHbBIX B
repevyeHb".

6. AG3aI11 BTOPOi1 IMyHKTA 26 IOC/Ie CJIOB "IJIsI AMarHOCTUKY in vitro,"
IOIMOJHUTD CIOBAMM "a TaKKe MeIUIIMHCKUX U3e/IMii, BKIIOUEHHbIX B
repeveHsb,".

7. TlogmyHKTHI "6" U "B" MyHKTa 34 AOTOJHUTD CJIOBaMU "(3a UCKIIOUEHMEM
MeIVUIIMHCKUX U3IeNNi, BKIIOUeHHbBIX B IIepedyeHb)".

8. AG3aIl mepBbli MyHKTA 35 mocJjie ¢JIoB "MeAULMHCKOTO U3aeans”
IOTIOJIHUTD CJIOBAMM (32 UCKIIOYEeHeM MeOUIIMHCKIUX U3Tennii,
BK/IFOUEHHBIX B [IepeyeHb)".

9. IlyHKT 57 HOTOTHUTD MOAIMYHKTAMM "e" - "K' CIeIyIOIero ComepskaHms :

"e) HaJMuMe OCHOBAaHMIA, yKa3aHHbIX B MyHKTe 57(17) HacTosiuux [TpaBun
(B OTHOILIEHUYM MeIMUIMHCKOTO U3Ie/Nsl, BKIIOUEeHHOTO B IlepeYyeHb);

3K) HeIlpeAcTaBjeHNe 3asaBUTeIeM JOKYMEHTOB, YKa3aHHbIX B [TYHKTE
57(10) HacTostux [TpaBu (B OTHOIIEHUM MEAUIIMHCKOTO U3He NS,
BK/IOUEHHOTO B [IepeYeHb);

3) IPUHSTHUE OIBAXKAbI PETUCTPUPYIOIIMM OPraHOM peIlleHMs O BO3BpaTe
JTOKYMEHTOB B COOTBETCTBMM C ITYHKTOM 57(13) HacTostuyx [TpaBui (B
OTHOILIEHUN MeOULMHCKOTO U3/, BKIIIOYEHHOTO B IIEPEeY€eHb);



") HellpeACTaB/IeHe 3asiBUTe/IeM JOKYMEHTOB, [IPeAyCMOTPEHHBIX
nmyHKTOM 57(10) HacTostiux [IpaBut, B TeueHne 50 paboumx gHei co THS
IIPUHATUS PErUCTPUPYIOLIVIM OPraHOM pelleHy s O BO3BpaTe JOKYMEHTOB B
COOTBETCTBUM C MyHKTOM 57(13) HacTosuux [IpaBui (B OTHOIIEH UM
MeIVLUMHCKOTO U3e/usl, BRIIOYEHHOTO B [IepeYeHb);

K) UCKTI0UEeHNEe MeAUIIMHCKOTO U3Ae/IUs U3 TTepedHs.".
10. DomosauTb myHKTaMu 57(1) - 57(20) ciemyroiero comepskaHmsi:

"57(1). T'ocymapcTBeHHas perucTpals MeIUIIMHCKOTO U3 emus,
BKJ/IIOUEHHOTO B IlepeueHb, MIPOBOAUTCSA OJHOKPATHO B OTHOILLIEHUU OLHOTO
HaVMMEHOBaHMS MeIULIVHCKOIO U3Le/INs OGHOI0 IPOU3BOAUTEIS
(M3roTOBUTES).

57(2). lns rocygapcTBeHHOM perucTpanum MeauIMHCKOTO U3Aennsl,
BK/IIOUEHHOT'O B IlepeveHb, 3asiBUTeJIb IIPeICTaB/IsIeT 1160 HAIlpaBIIsieT B
perucTpUpyoLI Ui OpraH 3asiBjieHue O perucrpanuy, a Takke ciaenyolye
JOKYMEHTBI:

a) KOITMA JOKYMEHTAa, IIOATBEep Kaalollero oJIHoMounAa YITOJTHOMOYEHHOTO
nmpeacTaBMUTEIA IIPOU3BOANUTEA (I/ISI‘OTOBI/ITEJISI);

6) TexHMYeCKast AOKyMeHTalMsI TPOM3BOANTeENS (M3TOTOBUTEIS) Ha
MeIUIMHCKOE U3LeNne;

B) SKCILIyaTallMOHHAs JOKYMEHTALVS IPOMU3BOAUTENS (M3TOTOBUTENS) Ha
MeIVLIVHCKOe M3/eye, B TOM UMc/ie MHCTPYKUMS 110 IPYMEeHEeHUIO U
PYKOBOZ,CTBO I10 3KCIUTyaTal Uy MeIULIMHCKOIO U34ens;

r) dhoTrorpaduueckme n3006pakeHMs 00IIEro BUaa MeIUIIMHCKOTO U3Ie/Ns
BMeCTe C MPUHAIIEKHOCTIMM, HeOOXOAMMBbIMMU JIJISI IPYMEHEeHUS
MeIUIMHCKOTO M3IeNs 110 Ha3HaueHuIo (pa3MmepoM He MeHee 18 Ha 24
CaHTUMETPA);

) OTTCh TOKYMEHTOB.

57(3). B ciryuae ecnu JOKYMEHTbI, yKazaHHbIe B TyHKTax 57(2) u 57(10)
HacTosmux [IpaBu, coCcTaB/IeHbl HA MHOCTPAHHOM SI3bIKe, OHU
MIPeCTaBISIIOTCS C 3aBePEHHBIM B YCTAHOBJIEHHOM ITOPSIIKE ITIepeBOAOM Ha
PYCCKWUIA SI3BIK.



57(4). 3asiBieHMe O perucTpalu U JOKyMeHTbI, TPeayCMOTpeHHbIe
nmyHKTaMu 57(2) u 57(10) HacTosimumx [TpaBuI, IpeICcTaBISTIOTCS
3asIBUTEJIEM B PETUCTPUPYIOLIMIT OpraH Ha 6yMaskHOM HOCUTeJIe
HeNoCpeCTBEHHO UM HAIIPABJISIOTCS 3aKa3HbIM ITIOYTOBBIM OTIIPaBA€HUEM
C yBeJOMJIEHMEM O BpyUYeHUM U OTIMChIO BJIOXKEHMS JIMOO B 3JIEKTPOHHOI
dbopmMe, moanMcaHHbIE 3JIEKTPOHHO MOAMMUCHIO.

Peructpupymoouinii oprad MpUHMMAET 3asiBJIeHMEe O PErUCTPaALM U
yKa3aHHbIE JOKYMEHTBI 110 OTMMCH, KOTUSI KOTOPO¥ C OTMETKOIi O AaTe
npyeMa 3TUX 3asiBJIeHUS ¥ JOKYMEHTOB B IeHb ITpyieMa Bpy4yaeTcs
3asIBUTEJTIO MJIY HATIPABJISIETCS] €My 3aKa3HbIM ITOYTOBBIM OTITPABJIEHMEM C
yBeJOMJIeHMEeM O BpyueHMUM JIMO0 B 37IeKTPOHHOI hopMe 10
TeJIeKOMMYHMKAIIMOHHBIM KaHAaIaM CBSI3M.

57(5). Peructpupyiomuit oprad He BIipaBe TpeGOBaTh OT 3asIBUTEJISI
YKa3bIBaTh B 3asBJIEHUM O perucTpaluy CBefileHus, He IIpeJyCMOTPeHHbIe
IYHKTOM 9 HacTossmux IIpaBui, 1 NpefCcTaBisATh JOKYMEHTDI, He
npenycMOTpeHHbIe myHkTamu 57(2) u 57(10) Hactosux [IpaBus.

57(6). B oTHOIIE HMM MeIUIIMHCKOTO M3 e/I1sI, BKJIIOUEHHOTO B IIepeUYeHb, B
TeueHye 3 pabounx IHel CO THS MOCTYIUIEHUS 3asBIEHUS O PETUCTPALIUM U
IIOKYMEHTOB, ITpelyCMOTPEeHHBIX MYHKTOM 57(2) HacTosiux [IpaBu,
perucTpUpyrouuii oprad NpoOBOAUT MIPOBEPKY IOTHOTHI U JOCTOBEPHOCTU
copepsKalMxcs B HUX CBEeIeHUIA, B TOM YMCJIe [TyTeM CpPaBHEHUS TaKUX
CBeJleHNI CO CBeJeHUSIMU, TIpeICTaBIeHHbBIMU B TTIOpSIKe
MeXBeJOMCTBEHHOTO MH(MOPMallMOHHOTO B3aMO/IeICTBUSI.

57(7). B ciryuae ecay B OTHOIIEHUY MeOUIIMHCKOTO U3/, BKIIOUYEHHOTO
B [IepeyeHb, 3asBJ/IeHe 0 perucTpaiuy ohopMIeHO C HapylleHeM
MIOJIOKeHM ITyHKTa 9 HacToAwmx [IpaBua u (Man) B 3asiBJIeHUM YKa3aHbI
HeIOCTOBEpPHbBIE CBeIeHMS MO0 JOKYMEHTHI, IPeayCMOTPEeHHbIE ITYHKTOM
57(2) macrosmux [IpaBuJi, ipeacTaB/leHbl He B [IOJIHOM 00beMe,
perucTpUPYIOUINIA OpraH BpydaeT 3asiBUTENI0 YBeLOMJIEHME O
HEeOOXOAMMOCTY YCTPaHeHMs BbISIBIEHHBIX HAPYIIIEHMIT B CPOK, He
TIpeBbIIIAIINI 5 pabounx gHe, 11Mb0 HaIlpaB/sSeT Takoe YBeIOMIeHe
3aKa3HbIM [MIOYTOBBIM OTITPaBAE€HMEM C YBeJOMJIEHMEM O BpyUeHUM UM B
(dbopme 371eKTPOHHOTO AOKYMEHTA, MO CAHHOTO 3JIEKTPOHHOJ MOATNCHIO,
JI160 B 3JIEKTPOHHOI (hOpMe MO0 TeJIEKOMMYHUKAIIMOHHBIM KaHa/IaM CBSI3M.

57(8). B oTHOIIE HMM MEOUIIMHCKOTO M3 e/I1sI, BKJIIOUEHHOTO B IIepeuyeHb, B



CPOK, He TIpeBbIIAIONINI 5 pabounx AHEe co NHs MpeCcTaBIeHNS
HajIexkanym oo6pa3zom opOpPMIEHHOTO 3asIBJIEHNS O PETUCTPALUU U
IOKYMEHTOB, ITpelyCMOTPeHHbIX MYHKTOM 57(2) HacTosiuux [IpaBui, B
MOJIHOM 00beMe, a TaKKe B CJlyuyae yCTpaHeHUs B CPOK, YCTaHOBJIEHHbIA
MyHKTOM 57(7) HacTosmux IIpaBu, BeISIBIIEHHBIX HapyIIeHUI U (MIJIN)
TpeACcTaBJIeHs HeJOCTAINX JOKYMEHTOB PETUCTPUPYIOLINIA Oprad
OCYILLIeCTBIISIeT CIeAyIolLiie MepOIpUITUA:

a) NNpUHATHE DEIIEHUI O I‘OCYJIapCTBEHHOI‘/)[ permctpaumm MeaniammHCKOro
nsgenns, KoTopoe O(l)OpMJIHGTCH IIPUKa30M PETMCTPUPYIOIIETO OPraHa;

6) opopmieHMe 1 BbIaya (HarrpaBieHe 3aKa3HbIM TOUYTOBBIM
OTIIpaBJIeHMEM C YBEAOMJIEHMEM O BPpYyUeHUM MU B HOpMe 3JIEKTPOHHOTO
JMIOKYMEHTa, ITOAIMCAaHHOTO JIeKTPOHHOI MOAINUCHIO, MO0 mepeaaya B
9JIEKTPOHHOI (popMe I10 TeJIeKOMMYHMUKAI[MOHHBIM KaHajIaM CBSI31)
3asBUTEJII0 PETUCTPALIMOHHOTO YIOCTOBEPEHMS.

57(9). B ciryyae ec/ivt B OTHOLIEHM Y MEIUIIMHCKOTO U3/Ie/MsI, BKIIOUEHHOTO
B IlepeueHb, B CPOK, YCTaHOBJIEHHbBI MyHKTOM 57(7) HacTosiumx [TpaBui,
He YCTpaHeHbI BbISBJIEHHbIe HapYIIeHs M (M/IM) He IIpefCTaB/IeHbl
HeoOXoMMble JOKYMEHTbI, pErMCTPUPYIONMIT OPTaH IPUHMMAET pellleHne
0 BO3BparTe 3asiBJIeHVsI O perucTpanyy U JOKYMEHTOB, IIPeyCMOTPEeHHbIX
MyHKTOM 57(2) HacTosmux [IpaBui, ¢ MOTUBMPOBAaHHBIM 0O0CHOBaHMEM
IIPUYMH BO3BpaTa.

B ciiydae oTCyTCTBMSA MeUIIMHCKOTO U3 eV B IlepeuHe U (MIn)
HapyIIeHUS MMoJIokeHnii myHkTa 57(1) HacTosmmx [TpaBui
perucTpupyoILii OpraH IpMHUMaeT pelleHye O BO3BpaTe 3asBJIeHMs O
perucTpauuu u JOKYMEeHTOB, IPeAYCMOTPEHHBIX ITYHKTOM 57(2)
HacTosux [IpaBui, ¢ MOTUBMPOBAHHBIM 0OOCHOBaHMEM MPUYUH
BO3Bpara.

57(10). B cpok, He npeBsbImnamimuii 150 pabounx gHel co THS
rOCYIapCTBEHHO perucTpanyuy MeauLMHCKOTO U3/Ie/Nsl, BKIIOUeHHOIO B
repevyeHb, 3asIBUTEIb 00513aH MPEICTaBUTh B PETUCTPUPYIOLINIL OpraH
cJieIyIoIIye JOKYMEHTHI:

a) KOIIMA JOKYMEHTA, IIOATBEep Kaaloulero oJIHoMounAa YITOJTHOMOYEHHOTO
nmpeagcTaBMUTEJISA ITPOU3BOANUTEA (I/I3I‘OTOBI/ITEJIH);

0) cBeleHMsT 0 HOPMATMBHOM JOKYMEHTALIMM Ha MeIUILIMHCKOe M3IeNne;



n_mn

B) IOKYMEHTbI, yKa3aHHbIe B IMOAMyHKTax "06", "B" 1 "r" myHKTa 57(2)
HacTrosmux [IpaBui (B ciryyae BHeCeHMS B HUX M3MEHEeHUs 110 pe3yibTaTaM
MMPOBEIEHHBIX UCIBITAHUN (MCCIeIOBAHUIT) MEIUIIMHCKOTO U3EeNNs);

I') JOKYMEHTbI, TOJATBEPsKAal0II e pe3yIbTaThl TEXHMUECKUX UCTIBITAHU 1
MeIUIIMHCKOTO M3/ensl, BblIaHHble delepabHbIM roCy1apCTBE HHbIM
OIOJIKETHBIM YUpeXXIeHMeM "Bcepoccuitckuii HayqHO-MCCaeq0BaTeIbCKIUA
Y UCTIBITATEIbHBIM MHCTUTYT MEeAULIMHCKON TeXHuKn" dengepanbHOM
CJTY3KOBI 110 HaZ30pY B cdepe 31 paBoOXpaHeHMs (ajiee - yUpeskaeHue);

Il) HOKYMEHTBI, TOATBEPKAAIOIIME PE3YTbTAaThl TOKCUKOJIOTUYECKUX
MCCiefOBaHMU MeIUIIMHCKOTO M3/, MCII0/Ib30BaHe KOTOPOTO
MpeJIioaraeT HaJiMuyue KOHTAKTa C OPraHM3MOM UeJI0BeKa, BbIIaHHbIE
yUpexaeHueM;

€) JOKYMEHTbI, TOATBEP>KAAI0IIe pe3yabTaThl UCIIBITAHUA MEIULIMHCKOTO
U30e/US B 11eJIsIX YTBEPKAeHUS TUIIA CPELICTB U3MepeHU (B OTHOIIEHU M
MeIUIIMHCKUX U3HeNii, OTHOCSIIMXCS K CpeJicCTBaM M3MepeHuit, B chepe
rOCy/IapCTBEHHOTO PErYIMPOBAHMS 00eCIeueHms e IMHCTBA M3MePEHMIA,
repeveHb KOTOPBIX YTBEPKAAETCSI MUMHUCTEPCTBOM 34PaBOOXpPaHEHMS
Poccuiickoit @enepaniin), BbIJaHHbIE YUPEKIEHUEM;

X) BOKYMEHTBI, IOATBEPXKAAM0IIVE Pe3yIbTaThl KIMHNYECKUX VCIIBITAHUIA
MeIUIMHCKOTO U3 e/Ns, IPOBeJeHHbIX B MeAUIIMHCKO OpraHu3anumn
rOCyIapCTBEHHO CUCTEMbI 3 pPaBOOXPAHEHMSI, OTBeUaleii TpeOOBaHUSM,
yTBepKIeHHbIM MMHMUCTepPCTBOM 3paBoOXpaHeHys Poccuiickoi
Qenepauuu;

3) KONUM JOKYMEHTOB, MTOATBEPKIAIOIIMX KaueCTBO JIEKAPCTBEHHOTO
npernaparta, dbapmaiieBTM4ecKoii CyocTaHIMM, 61M0JI0rMYeCcKoro MaTepuaia
Y MIHOTO BEIeCTBa, C CIIOIb30BaHEM KOTOPBIX ITPOU3BEIEHO
MeIMIIMHCKOe U3eNye WiK KOTOPbie BXOJAT B €ro COCTaB U
NpeiHAa3HAYEHBbI 1)1 TPUMEHEHMS TOJbKO C y4eTOM Ha3HAueHMsI
MeIULIMHCKOTO U3/IeNsl, ONpe/ieIeHHOTO MMPOV3BOJUTEeIEM, U BbITAHHBIX B
COOTBETCTBUM C 3aKOHOAATEIbCTBOM CTPAHbI ITPOVICXOXKIEHMSI
JIeKapCTBEHHOTO TMpemnapaTta, hapMaieBTUYeCcKoii CyOCTaHIUNA,
610JI0OTMUeCKOro MaTepyasa ¥ MHOTO BelllecTBa;

I/I) OPpUTMHAJI PETNCTPALIMOHHOTO YOOCTOBEPEHMS ;

K) ONIUCh JOKYMEHTOB.



57(11). B TedueHue 5 pabounx AHe cO JHS MOCTYIJIEHUSI JOKYMEHTOB,
MpeaycCMOTpeHHbIX MMyHKTOM 57(10) HacTosmux [TpaBu, perncTpupyrommi
OpraH IpOBOAUT MPOBEPKY MOJHOTHI U IOCTOBEPHOCTU COMEPKAIUXCS B
HMX CBEeJIEHUI, B TOM UM CjIe ITyTeM CpaBHeHMSI TAKUX CBEJEHUI CO
CBeLeHMSIMM, COAEPKAILMMMUCS B BbILAHHOM B COOTBETCTBUM C
HacTosm My [IpaBuiaMmu permcTpaMOHHOM YIOCTOBEPEHUM Ha
MeOUIIMHCKOe n3aesnne, BKIIUYEeHHOE B IIepeyeHb, a TakKe
Mpe/iCTaBJIeHHbIMM B TIOPSIIKE MeKBeIOMCTBEHHOTO MHGOPMaIMOHHOTO
B3aMMOIeCTBUS.

B ciryyae eciiv yka3aHHbIE TOKYMEHTBI IIPEICTaBJIEHbI HE B TIOJIHOM 00beMe,
PErMCTPUPYIOLIMIA OpraH BpyvaeT 3asiBUTEIIO YBeIOMJIEHNE O
Heo6xXoaMMoCTH B 30-THEBHBII CPOK YCTPAHUTD BbISIBIEHHbIE HAPYIIEHUS
" (W) TIpeCTaBUTh HeAOCTAIOIIe JOKYMEHTHI JIMO0 HAaIpaB/IsIeT Takoe
yBeIOMJIeHME 3aKa3HbIM ITOUYTOBBIM OTITPABJIE€HNMEM C YBEOMIEHUEM O
BpYUYE€HUM UK B (POpMe 3JIEKTPOHHOTO JOKYMEHTAa, IMTOAIIMCAHHOIO
37IeKTPOHHOJ MOJMMCHIO, MO0 B 3JIEKTPOHHOI (hopMe 110
TeJIeKOMMYHMKAIIMOHHBIM KaHa/IaM CBSI3M.

YBenoMJieHNE B C/iydae ero HalipaBJ/IEeHMS 3aKa3HbIM ITOUYTOBbBIM
OTIIpaB/JI€HMEM CUMUTAETCS IMTOJTYUE€HHbIM 110 UCTEUYEHUU 10 pa6oq1/lx ,ZLHEVI (&(0]
OHS HaIIpaBJIEHUS YBEJOMJIEHUS.

57(12). B reuenne 3 paboumx JHEN CO THS IMPeACTaBIeHUS B IIOJTHOM
06beMe JOKYMEHTOB, ITPeayCMOTPEHHbIX IMyHKTOM 57(10) HacTosIMX
ITpaBui, a TakKe B ciaydae ycrpaHeHus B 30-IHEBHBIV CPOK BbISIBJIEHHBIX
HapyuieHuin u (i) npeacTaBieHus B 30-AHEeBHBIN CPOK JOKYMEHTOB,
MpeayCMOTPEHHBIX ITYHKTOM 57(10) HacTosmyx [TpaBu, perncTpupyommi
OpraH IpMHMUMAET pelleHye 0 Havasle IIPoBeAeHMs SKCIIePTU3bl KaueCcTBa,
3bGeKTUBHOCTY U 6€30MaCHOCTY MEeIUIIMHCKOTO U3e/Msl, BKIIIOUEHHOTO B
repeyeHb.

57(13). B ciyuae eciu B 30-IHEBHBI CPOK He YCTPaHEHbI BbISIBJIEHHbIE
HapylleHus U (MIK) He IIpeCTaB/leHbl HeOCTaIlye TOKYMEeHTHI,
perucTpupyrouuii Oprad NpMHUMaeT pelleHye 0 BO3BpaTe JOKYMEHTOB,
MpeayCMOTPEHHBIX ITyHKTOM 57(10) HacTostumx [TpaBu, ¢
MOTMBMPOBaHHBIM 000CHOBaHMEM ITPUUMH BO3BpaTa.

57(14). B Teuenne 3 paboumx JHEN CO THS IPUHSITUS PEIIEeHNS O Havasle
MIpOBeIeHMSI SKCIIePTU3bI KauecTBa, 3PpdHeKTUBHOCTY 1 6€30T1aCHOCTH



MeAULIMHCKUX U3/e/Nii, BKIIOUEeHHBIX B lepeueHb, perucTpUpPYIOIIii
opraH o¢dopMJIsIeT U BbIZaeT 3aJaHie Ha IIPOoBeeHNe SKCIIePTU3bI
KavecTBa, 3QPeKTUBHOCTU U 6€30MaCHOCTY MEeIUIIMHCKOTO U3 IeJTNs
9KCIIEPTHOMY YUPEKIEeHUIO.

57(15). OkcriepTM3a KauecTBa, 3PHEKTUBHOCTM U 6€30MaCHOCTHU
MeOUIIMHCKOTO U34e/iMsl, BKIIOUEHHOTO B IIepeuyeHb, IPOBOAUTCS B
COOTBETCTBUM C TTOAITYHKTOM "6" rmyHKTa 21 HacTosmux ITpaBut.

57(16). B cpok, He npeBbInamimuii 10 pabounx gHei co THS ITOTyYeHNsT
3aK/II0YEeHMs, YKa3aHHOrO B ITyHKTe 33 HacTosgwux IIpasu,
perMcTpupyoIIii OpraH OCyLeCcTB/IsIeT CJIeAYIolyie MepOIIpUITUS:

a) OLIEHKa 3aK/TI0YEHMST SIKCIIEPTHOTO YUPEXKIEHMS 1Jis OTIpeIeJIeH s ero
COOTBETCTBUSI 3aJaHMIO Ha MIPOBEeHe SKCIIePTU3bI KauecTBa,

3¢ deKTUBHOCTH 1 6€30MaCHOCTY MeIUIIMHCKOTO M3/Ie/Msl, BKIIOUEHHOro B
nepevyeHb. B ciyyae ycTaHOB/IEHNSI HECOOTBETCTBUS 3aK/ITI0UEHMS
9KCIIEPTHOTO yUpEeXIeHs YKa3aHHOMY 3aIaHMI0 TaKOe 3aK/TIoUeHe
BO3BPAIlAeTCs B 9KCIIEPTHOE YUPEsKAeHNe Ha JopaboTKy, CPOK KOTOPOIi
cocTaBiisieT He 6osiee 2 pabounx JHe CO THS MMOTyUYeHMst SKCIIEPTHBIM
yUpeskIeHneM BO3BPaleHHOTO 3aK/II0UeHMS;

0) IpUHSTHE pellleHNs O TOATBePKAEHUY TOCYAapCTBEeHHO perucTpaumnn
MeAVLIMHCKOTO U3Ie/Nsl, BKIIOUEeHHOIO B IIepeveHb, a Takke oopMIeHe
yBeIOMJIEHMS O ITPMHSITOM peleHU! U Bbifaya (HallpaB/ieHle 3aKa3HbIM
ITIOYTOBBIM OTIIPaBJIEHMEM C YBEIOMJIEHMEM O BpyUYeHUM Ui B hopme
3/IEKTPOHHOTO JJOKYMEHTA, MOAIMCAaHHOTO 3JIeKTPOHHOI MOAINCHIO, JINOO
repeava B 3JIeKTPOHHOI (popmMe 10 TeJIeKOMMYHMKAIIMOHHBIM KaHaIaM
CBSI3U) €ro 3assBUTEIIO C IIPUJIOKeHMEeM mepeodopMIeHHOTO
PErucTPalyOHHOIO YIOCTOBEPEHMS ;

B) IPUHSITHE pellieHNsI 06 OTMeHe TOCYIapCTBEHHO perucTpamnn
MeIUIIMHCKOTO U3IeNnsl, BKIIOUEHHOTO B TlepeuyeHb, KOTopoe 0hopMIIsieTCs
MIPUKA30M PETUCTPUPYIOIIETO OPraHa, C U3bSITEM PaHEEe BbITAHHOTO
pPerucTpaluyoHHOro YOOCTOBEpEeH S 1 yBeJOM/IeHMEM 3asiBUTEIS O
MIPUHSITOM pelieHUN!.

57(17). OcHOBaHMSMM JIJISI TIPUHSTUS PETUCTPUPYIONIMM OPraHOM PeIIeHMS
06 OTMeHe ToCyAapCTBeHHOI permcTpaum MeauLIuHCKOTO U3Iensl,
BKJ/IIOUEHHOTO B [IepeyueHb, SIBJISIOTCS:



a) 3aK/II0YeHMe SKCIIePTHOr0 YUYPEXIEHMS 110 pe3yabTaTaM SKCIIePTU3bI
KauecTBa, 3QGeKTUBHOCTU U 6€30MaCHOCTY MeIUILIMHCKOTO U3Iesus,
CBUJIETEIbCTBYIOIIEEe O TOM, YTO KaueCTBO, U (Win) 3PeKTUBHOCTD, U (UTN)
6e30MacHOCTb MeIUIMHCKOTO U3IeMs He TIOATBePsKAeHbI TOTyYeHHbIMU
IAHHBIMMU, U (M) O TOM, UTO PUCK IPUUYMHEHUS Bpela 340POBbI0 IpaskiaH
M MEIUIIMHCKUX PAOOTHMKOB BC/IEACTBME IIPUMEHEHUS MeIUIIMTHCKOTO
u3nenus npesbiiiaeT 3 GeKTUBHOCTb ero IpUMeHeHUs, U (M) O TOM, UTO
MeIUIIMHCKOe M3Je/ye He COOTBETCTBYET TPeOOBaHMSIM HOPMATUBHOM
JOKYMEeHTAaLMM, TEXHUUECKOM U (MJIN) SKCILTyaTalMOHHO JOKYMEeHTalun
IIpou3BOANUTENS (M3TOTOBUTENS), U (M) O TOM, UTO JIOKa3aTeJlbCTBA
6e30IMacHOCTY MeIUIIMHCKOTO MU3/Ie/INUSI OTCYTCTBYIOT;

0) BbISIBJIEHME PETMCTPUPYIOIIMM OPTAHOM 10 pesyJbTaTam
rOCyIapCTBEHHOTO KOHTPOJISI 32 0OpalleHeM MeIUIIMHCKUX V3 eunii
HECOOTBETCTBUS JAHHBIX 00 3PpHeKTUBHOCTH 1 6€30IaCHOCTH
MeAUIIMHCKOTO U3Ae/us JaHHBIM O MEIVIIMHCKOM U3OeJINN,
CoAepsKalMMCS B 3asIBJIEHUM O PEruCTpalum U JOKyMeHTax,
MpeayCMOTPEeHHBIX MyHKTamu 57(2) u 57(10) HacTosimux [TpaBui.

57(18). BHeceHMe u3MeHeHMt B TOKYMEHTBI, COZepKaIyecs B
perucTpaluyMoOHHOM J0Che MeAUIIMHCKOTO U3 Ie/Nsl, BKIIOUEHHOTO B
repevyeHb, OCYILeCTBIISIETCS TTOC/Ie TIPUHSITUS pellleH!s O TTIOATBepsKIeHU Y
roCyJapCTBEHHO permcTpanuu MeaIuLMHCKOTO U3Aeausl B COOTBETCTBUM C
myHKTamu 37 - 49(2), 51 u 55(1) Hactrosmux [TpaBus.

57(19). Beimaua gy6amKaTa permcTpaluoOHHOIO YA0CTOBEPEHMS
MeOUIIMHCKOTO U3e/Ns, BKIIIOUEHHOTO B IlepeueHb, roCyJapCTBEHHAs
perucTpauus KOTOPOro MOATBEPKIEeHA, OCYLEeCTBIISIeTCS B ITIOpsIAKe,
MpeayCMOTPeHHOM IyHKTamu 52 u 53 HacTosiiux [TpaBuit.

57(20). Peructpupytoniuii oprad GopMupyeT perucTpaiuoHHOe 10Che
MeJMIIMHCKOTO M3/1eusl, BKIIOUeHHOTO B IepeyueHb, U3 CAeyIomuX
IIOKyMEHTOB:

a) 3asBJIeHNe O perucTpauyy U JOKYMEHTHI, IIpeJyCMOTPeHHbIe ITyHKTaMy
57(2) n 57(10) Hacrosinmx ITpaBw, 3arpoChkl ¥ JOKYMEHTHI,
npenycMoTpeHHble MyHKTOM 21(1) HacTosmux [IpaBui, 3asgBieHue o
BHECEHUU U3MEeHeHUI U TOKYMEeHTBI, IIpefyCMOTPEeHHbIe IIYyHKTOM 38
Hacrosimux [IpaBui, a TakKe 3asiBieHMe O IIpeloCTaBIeHuN Ny6nmKara;



0) koMMl 3a1aHMST PETUCTPUPYIOIIETo OpTaHa Ha ITpoBeieHe SKCIIePTU3bI
KauecTBa, 3QGeKTUBHOCTU U 6€30IMaCHOCTY MeIUIIMHCKOTO U3Ie/Ns;

B) 3aK/II0UeHMsI, 0hOpMIeHHbIE SKCIIEPTHBIM YUpeXaeHueM Ipu
MIPOBeIe HMM IKCIIePTU3bI KauecTBa, 3P HeKTUBHOCTH 1 6€30TIaCHOCTH
MeAVLIVHCKOTO U3IeNs;

T) KOTIMM MIPUKA30B, 0POPMIIEHHBIX PErMCTPUPYIOIIVM OPTaHOM ;

1) KOTIMSI PETUCTPAIMOHHOTO YAOCTOBEPEHMS VJIN YBEAOMIIEHWIA,
0bOpPMIEHHBIX PETUCTPUPYIOIIMM OPraHOM,;

e) Komus Iy6aMKaTa perucTpaiuuoHHOr0 yooCToBepeHus, 0hopMIeHHOTO
perucTpupyoLUIuM OpraHoOM. .

11. JonomHUTb NPUIOKEHNEM CJIEAYIONIErO COMeP>KaHMS :

"TIpunoxxenue
K [IpaBuiam rocynapcTBeHHOM
perucTpaunm MegULMHCKUX U3OeNTU

ITEPEYEHb
MEJIMITMHCKKUX U3OEJIMI C HU3KOW CTEINEHBIO IIOTEHIIMAJIBHOT'O
PHCKA
VX ITPUMEHEHVS, B OTHOIEHNY KOTOPBIX YCTAHOBJIEHDBI
OCOBEHHOCTH
T'OCYJIAPCTBEHHOW PETMICTPALIIM

Bun HaumeHnoBaHue

1. 1104010 | KocTiom m30aupyrouimi

2. | 122540 | ITlepyaTKy CMOTPOBbIE/IIPOIeIyPHbIE 13 JIATEKCA TeBEN,
HeonyJpeHHble, HeCTepUIbHbIe

3. | 122560 | ITepuaTky CMOTpPOBBIE/TIPOLIETyPHBIE M3 JITATEKCA TeBen,
OIyJipeHHbIe

4. | 129350 | XamaT omepaiMOHHbII 0JHOPA30BOr0 UCIIOIb30BaAHMS

5. | 129380 | XaynaT orepaiOHHbI A MHOTOPa30BOT0 MCIIOIb30BaHMS




129870

Xanart I/I3OJII/IPYIOHJ,I/II7I MHOTropa30oBOro MCIrioJib30BaHMA

7. | 129880 | XanaT n30aMpy0mmii 0OJHOPA30BOT0 UCITOIb30BAHNS

8. 1132380 | Macka nuiteBast Ajisl 3alUThI AbIXaTe/JbHBIX ITyTE
MHOT0Pa30BOTr0 MCIIO/Ib30BaHMS

9. | 139350 | [lepuaTku CMOTpPOBbI€/TIPOIElyPHbIE 13 MMOJUXIOPOIIPEHa,
HeonyJpeHHbIe

10. | 139360 | ITepuaTKu CMOTpPOBbIE/TIPOLIeAYPHBIE 13 MOIUXIOPOIIPEHA,
OITyIpeHHbIE

11. | 141650 | Baxuibl TOKOHEIIPOBOIAIIME, HECTEPUIbHBIE

12. | 157010 | Xanar aJis mauyeHTa OgHOPa30BOr0 UCIOIb30BaHMS

13. | 157240 | XanaT a1 mamyeHTa MHOTOPa30BOTO MCITOIb30BaHMS

14. | 164050 | XasaT mpoleaypHbIit OTHOPA30BOTO UCIIOIb30BaHMS

15. | 164070 | XanaT mpolieLypHbIif MHOTOPa30BOTO UCITO/Ib30BaHMS

16. | 180770 | PectiupaTop 06111ero mpuMeHeH s

17. 1181360 | KocTiom Xxupypruyeckuii M30aupyrowmii

18. | 181520 | Macka xupyprudeckasi MHOTOPa30BOT'O MCITOTb30BaHMS

19. | 181830 | PecripaTop Xupypruyeckui

20. | 182450 | Macka xupypruueckasi 0JHOPa3OBOT'0O MCIT0JIb30BaHMS

21. | 185830 | [TepuaTku CMOTpPOBbI€/TIPOIelypPHbIE HUTPUJIOBBIE,
HeoNyJpeHHble, HeCTepUIbHbIE

22. | 185850 | ITepuaTKM CMOTpPOBbI€/TIPOIIeIyPHbIE HUTPUIOBBIE,
OITyIpeHHbIe

23. | 188380 | KocTiom xupypruveckuii Ha MaHXeTax

24. 1205280 | [TepuaTku CMOTPOBbI€/TIPOLIeAypPHbIe BUHMUIOBbIE,

HeOoITyapeHHbIE




25.1205290 | ITepuaTku CMOTPOBbI€/TIPOLIeAyPHbIE BUHMUIOBBIE,
OITyApeHHbIe

26. | 248320 | KocTiom xupypruveckuii O4HOPa30BOro UCII0Ib30BaHMS,
HeCTepWIbHbLIN

27. 1269290 | bBaxunabl BODOHEIIPOHUIIAeMbIE

28. | 293810 | baxuabl TOKOIIPOBOASILME, HECTEPUIIbHbIE

29. | 298450 | [TepuaTKy CMOTpPOBbI€/TIPOIelypHbIE 113 TBAIOJIOBOTO
JlaTeKca, HeoMyJ peHHbIe

30. | 311720 | [lepuaTku CMOTPOBbIE/TIPOLIEAYPHbBIE U3
STUJeHBMHWIIAlleTaTa, HeoMmyApeHHble, HeCTepUIbHbIe

31. | 320790 | [TepuaTku CMOTPOBbIE/TIPOLIEYPHbIE HUTPUJIOBBIE,
HeOITyIpeHHble, aHTMOAKTepUAIbHbIE

32.| 321530 | [TepyaTKy CMOTpPOBbIE/TIPOIeTyPHBIE TOJIUU30TIPEHOBDIE,
HeOoITyApeHHbIe

33. | 332470 | Habop omesxabl XUPypruuecKkuii/CMOTPOBOIA

34. 1349230 | [IepuaTky CMOTPOBbIE/TIPOLIEIYPHBIE MTOJIUN30IIPEHOBBIE,
OIyJIpeHHbIe

35. 1351490 | [TepuaTku CMOTpPOBbIE/TIPOLIeIyPHBIE M3 JITaTeKCa reBen,
HeOoITyipeHHble, HeCTepUIbHbIe, AaHTMOAKTepUAIbHbIE

36. | 367580 | Macka ymiieBast 1151 3alIUThI IbIXaTeIbHBIX ITyTeIA

OJTHOPA30BOr0 UCIIOJb30BaHUS".




