NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

[TOCTAHOBJIEHUE
ot 18 mapta 2020 . N 299

O BHECEHWU U3MEHEHUI
B ITIPABUJIA TOCYJIAPCTBEHHOW PETMCTPALIY MEOULIMHCKUX U3IEJINIA

[TpaBuTenbcTBO Poccuiickoi @enmepaiiyiy IIOCTaHOBJISIET:

1. VTBepauTh puiaraemMble M3MeHeHNs1, KOTOpble BHOCATCS B IIpaBuiia rocysapCTBEHHOM perucTpanumn
MeIUIIMHCKUX U3TeNnii, yTBepXKAeHHbIe TTOCTaHOBMeHreM [IpaBuTtenbcTBa Poccuiickon ®@enepatiyin oT 27
nexkabpst 2012 r. N 1416 "O6 yrBepxkneHuu [IpaBu rocygapCTBEHHOM perncTpaiiy MeguUIMHCKUX
uspemmii’ (Cobpanue 3akoHomaTenbcTBa Poccuiickoii ®epepannu, 2013, N 1, c1. 14; N 43, cT. 5556; 2014,
N 30, cT. 4310; 2017, N 8, cT. 1233; 2018, N 24, cT. 3523).

2. Hacrosiiree mocTaHOBIeHME BCTYIIA€T B CMJIYy CO OHA €ro odmumaanoro OHY6JII/IKOBaHI/IH.

IIpencenarens [IpaBuTeibCTBa
Poccuiickoi @emepaniu
M.MUITYCTVH

YTBepKOeHbI

rnocraHoByieHueM [IpaBuTe/bCTBA
Poccuiickoit @enepatyin

ot 18 maprta 2020 r. N 299

VN3MEHEHNA],
KOTOPBIE BHOCATCS B ITPABUJIA TOCYJAPCTBEHHOW PETYICTPAIIUU
MEIULIVMHCKUX U3EJINI

1. ITyHkT 5 mocsie ab3aiia mepBoro AOMOJIHUTD a03a1eM CIeIyIoNIero Coep KaHm s :

"OCco6eHHOCTM rOCYIapCTBEHHOV PerUCTpaly MeIULIMHCKIUX U3Ie/Inii ¢ HU3KO CTeNeHbIo
MOTeHIMATIbHOTO PUCKA UX MIPUMEHEHMs, B OTHOLIIeHUY KOTOPBIX YCTAHOBJIEHbI 0COOEHHOCTH
rocyapCTBEHHOV perucTpauum, 1o rnepevyHio CoriacHO MpUJIOkKeHUIO ([ajee - mepeueHb) MpeayCMOTPEHbI
nmyHkramu 57 - 57(20) Hactrosmux [TpaBun.”.

2. ITyskT 8 1 ab3aii nepsbiit myHKTa 10 mocste ¢oB "[IJist rocyiapcTBEeHHOM perucTpaumuy MeauiMHCKOTo
u3genus” TOTOJHUTh CJIOBAMHU "(3a UCKIIOUeHUEM MeOUIIMHCKUX U3LeNUN, BKIIOUEHHBIX B TIepevyeHb)".

3. A63ai11 epBbIii IyHKTa 19 nocJe coB "TocygapcTBeHHAsT perucTpauusi MeaUIMHCKUX U3aennit"
IOIOJIHUTh CJI0BAMM "(3a UCK/IIOUEHMEM MeIULIMHCKUX U3Ie/Ni, BKIIOUEHHbIX B IIepeuyeHb)”.

4. TTyskT 20 nocsie ¢J10B "0 Hayaje rocyJapCTBEHHOM perncTpauum MegULMHCKUX U3Le/INii" TOTIOJTHUTD
C/I0BaMM "(3a UCKIIIOUEHVEM MeOULIMHCKUX U3e/INii, BKIIIOUEeHHbIX B [IepeveHb)”.

5. TlopmyHKT "a" myHKTa 21 mocsie 0B "AJjist AMarHOCTUKY in Vitro" JOMOJHUTH CJIOBAMM ', a TAaKKe
MeOULIVHCKUX U30e/NiA, BKIIOUEHHbIX B IIepevyeHb”.

6. A63a11 BTOpO¥ ITyHKTa 26 ITOC/I€e (JIOB "[JISI AMAarHOCTUKM in vitro," JOMOJHUTD CJI0OBAMM "a TaKKe
MeIULIMHCKUX U3MIeNi1, BKIIOUEeHHbIX B IepeveHb,".

7. loagmyHKTHI "6" ¥ "B" ITyHKTA 34 DOIMOJHUTH CJI0BAMM "(3a UCKIIOUEHMEM MEIUIMHCKUX U3 TeNINIA,
BKJIFOUEHHbIX B [TIepeYeHb)".

8. AG3a11 mepBbIi MyHKTA 35 1mocsie ¢JIOB "MeAUIIMHCKOTO U3Aeus" TOTIOJHUTD CJIOBaMi "(3a MCK/ITIOUEeHMEM
MeIUIIMHCKUX U3Tenit, BKIIOUEeHHBIX B IepeyeHb)".
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9. ITyHKT 57 HOTOJHUTD MOAITyHKTaMM "e" - "K" cJIeyIolero coaepykaHus:

"e) HaJIMuMe OCHOBAaHMIA, yKa3aHHbIX B MyHKTe 57(17) HacTosinux [TpaBui (B OTHOIIEHUM MeAUILIMHCKOTO
U3Jens, BKIIOUEHHOTO B [IepeyeHb);

K) HeIIpeACTaBjIeHNe 3asiBUTe/IeM TOKYMEHTOB, YKa3aHHBIX B ITyHKTe 57(10) HacTosimmx IIpaBut (B
OTHOIIIEHUM MEeIULMHCKOTO MU3e/sl, BKIIOYEHHOTO B IepevyeHb);

3) IPUHSTHE ABAXKIbl PETUCTPUPYIOLIUM OPraHOM pelleHMs O BO3BpaTe JOKYMEHTOB B COOTBETCTBUM C
nmyHKTOM 57(13) HacTosinimx [IpaBwui (B OTHOIIEHMM MeAUIIMHCKOTO U3Ie/Nsl, BKIIOUEHHOTO B IlepeyeHb);

") HeMmpeCcTaBaeHMe 3asIBUTEIEM IOKYMEHTOB, ITPeayCMOTPeHHbIX TyHKTOM 57(10) HacTosinux [IpaBu, B
TeueHue 50 pabounx gHe co OHS MPUHSITUS PETUCTPUPYIOIIMM OPTaHOM pellleHNs 0 BO3BpaTe
IOKYMEHTOB B COOTBETCTBMM C ITYHKTOM 57(13) HacTosmux ITpaBus (B OTHOIIEHUYM MeIUIIMHCKOTO
U3[e/Vsl, BKIIOUEHHOTO B TIepeyeHb);

K) MCK/TIOUeHVEe MeIUIIMHCKOTO U3Ie/INs U3 TIepeyHs.".
10. JomosuuTb myHKTamu 57(1) - 57(20) cinemymoiiero cogepxkaHusi:

"57(1). TocymapcTBeHHAs! perucTpalus MeaIUIIMHCKOTO U31e/Nsl, BKIIOUEeHHOTO B IlepevyeHb, TPOBOIUTCS
OHOKPATHO B OTHOLIEHMU OJHOTO HaMMEeHOBaHMS MeIULIMHCKOTO U3Ae/Ns OJLHOrO IPOU3BOAUTEIS
(M3rOTOBUTEIA).

57(2). Ins rocymapcTBEHHONM PerucTpanum MeguIIMHCKOTO U3Aesl, BKIIOUEHHOTO B IIepeueHb, 3asIBUTETh
TIpeICTaBJISIeT JIMOO0 HAIPaBJIsSIeT B PETUCTPUPYIOLIMIT OpraH 3asiBieHe O PerUCTpaIin, a TakxKe
cnenyrolye JOKYMEeHTDI :

a) KOIus JOKYMeHTa, ITOATBePsKAaloliero roJITHOMOUYMS YIIOJITHOMOYEHHOT0 [TpeiCTaBUTe IS [IPOU3BOAUTES
(M3roTOBUTENA);

6) TeXHU4YeCKasd JOKYMEHTal A IIPONU3BOAUTEIIA (I/I3I‘OTOBI/IT€II$I) Ha MeIMIOMHCKOE U3OeJINE;

B) 9KCIUTyaTal[MOHHAS TOKYMEHTAIMSI POU3BOAUTEIST (M3TOTOBUTEJIST) HA MEIUIIMHCKOE U3eye, B TOM
YycjIe MHCTPYKLMS TI0 ITPUMEHEeHMIO UM PYKOBOJACTBO M0 3KCIUTyaTalMy MeOUIIMHCKOTO U3AeNus;

r) poTorpaduyeckme M306paskeHMs 001eT0 BMIA MeAUILIMHCKOTO U3/e/INsI BMeCTe C IPUHAJIesKHOCTSIMH,
HeOoOXOMMBIMU J1JIsI IPMMeHeHMsT MeJUIIMHCKOTO U31e/Ms 10 Ha3HaueHuIo (pa3Mepom He MeHee 18 Ha 24
CaHTUMEeTpA);

II) OIIUCh TOKYMEHTOB.

57(3). B ciryuae eciu JOKYMEHTBI, yKa3aHHbIe B ITyHKTax 57(2) u 57(10) HacTosimux [TpaBui, cocTaBaeHbI Ha
MHOCTPaHHOM $I3bIKe, OHU MPe/ICTABISIIOTCS C 3aBEPEeHHBIM B YCTaHOBJIEHHOM IOPsIAKe ITepeBOgOM Ha
PYCCKMIA SI3BIK.

57(4). 3asiBieHue 0 perucTpauyu U JOKYMEHThI, IpeIycCMOTpeHHbIe ITyHKTamu 57(2) n 57(10) HacTosImmx
[TpaBu1, MpeACTaBISIIOTCS 3asIBUTEIEM B PETUCTPUPYIONINI OpraH Ha OYMa>kHOM HOCHUTeJIe
HeIoCpeCTBEHHO MM HalpaBJIsSIIOTCS 3aKa3HbIM MOYTOBBIM OTIIPaB/I€HMEM C YBeJOMJIEHMEM O BPYyYEeHUM
¥ OTIMCHIO BJIOKEHMS JIMOO0 B 9JIEKTPOHHOI (popmMe, TTOATIMCAHHbIE 3JIeKTPOHHO MOAINCHIO.

Peructpupyomuiuii opraH MpMHUMAET 3asiBJIeHNe O PerMCTpaluy U yKa3aHHbIe TOKYMEHTBI IO OTIACH,
KOITMSI KOTOPO¥ C OTMETKOVI O flaTe IpuemMa 3TUX 3asiBJIeHMSI ¥ JOKYMEHTOB B IeHb ITpYieMa BpydyaeTcsI
3asIBUTEJTIO VIV HaIIPaBJISIeTCSl eMy 3aKa3HbIM ITOUYTOBBIM OTITPaBJIeHNEM C YBeJOMIIEHVIEM O BPyUEeHUN
160 B 371IeKTPOHHOI (hopMe IO TesIeKOMMYHUKAI[MOHHbIM KaHalaM CBSI3 M.

57(5). Peructpupymoiinit oprad He BIipaBe TpeGOBaTh OT 3asiBUTEJISI YKa3bIBaTh B 3asIBJIEHUM O peruCTpalyun
CBefeHMs, He TIpelyCMOTpeHHbIe IYHKTOM 9 HacTosuux [IpaBuii, 1 IpeacTaBiasaTh JOKYMEHTHI, He
rpeaycMOTpeHHbIe MyHKTamu 57(2) u 57(10) HacTostmux ITpaBui.



57(6). B oTHOIIE HMM MeOUIIMHCKOTO U3e/Ms, BKIIOUEHHOTO B IepeyeHb, B TeueHMe 3 pabounx AHei co
IHS TIOCTYIUIEHUSI 3asIBIEHMS O PETUCTPALIUY U TOKYMEHTOB, MPeAyCMOTPEHHBIX TyHKTOM 57(2)
HacTosux [IpaBui, perMCTPUPYIONINIA OPTaH MPOBOAUT TPOBEPKY MOJHOTHI U JOCTOBEPHOCTHU
coJiepsKalMxcsl B HUX CBeJeHNit, B TOM UMcIie yTeM CpaBHEeHUs TaKUX CBeJleHUi CO CBeIeHUSIMMU,
TpeJiCTaBI€HHBIMM B TTOPSIIKE MEXKBEIOMCTBEHHOTO MHGOPMAI[MOHHOTO B3aMO eCTBHUSI.

57(7). B cityuae eciiv B OTHOIIEHUY MeIUIIMHCKOTO MU3eisl, BKIIOUEHHOTO B IlepeueHb, 3asiB/ieHNe O
peructpauyy oopMeHO C HapylleHMeM MoJI0kKeHMii MyHKTa 9 HacTosiux [IpaBui u (Mn) B 3asBIeHUA
yKa3aHbl HEIOCTOBEPHbIE CBeIeHMSI TMO0 JOKYMEHThI, TpelyCMOTpeHHbIe TYHKTOM 57(2) HaCTOSIIUX
[TpaBwI, IpeiCTaBIeHbI He B TIOJIHOM 06'beMe, PerMCTPUPYIOIINIT OPTaH BpydyaeT 3asiBUTEIO yBeIOMIeH e
0 HEOOXOIMMOCTY YCTPaHEeHMS BbISIBJIEHHBIX HAPYIIIEHMI B CPOK, He ITPeBBIIIAIOIINI 5 pabounx qHeit, 1160
HaIpasJsieT TaKoe yBeJoOMJIeH)e 3aKa3HbIM II0YTOBBIM OTIIPaB/IeHeM C YBelOMJIEHMeM O BpYYeHUN WIN B
dbopme 3/1eKTPOHHOTO JOKYMEHTA, MOAIMCAHHOTO 3JIEKTPOHHOI MOAIMCHIO, MO0 B 37IEKTPOHHOI hopme
T10 TeJIeKOMMYHUKALUMOHHBIM KaHalaM CBSI3M.

57(8). B oTHOIIe HMM MeOUIIMHCKOTO U3e/ M, BKIIOUYEHHOTO B IepeueHb, B CPOK, He MPeBbIIIAIINii 5
pabounx gHe co IHS MpeACcTaBIeHus HaijeXanum 06pa3zoM oOpMIEHHOTO 3asiBJIEHUS O PerUCTpaIun U
IOKYMEHTOB, ITPeIyCMOTPEHHBIX MYHKTOM 57(2) HacTosimux [IpaBui, B IIOJTHOM 00beMe, a TaKKe B CIydyae
yCTpaHEeHMs B CPOK, YCTAaHOBJIEHHBIN MYHKTOM 57(7) HacTosimumx IIpaBui, BhISIBJIEHHBIX HAPYIIEHMIA U (M)
MpencTaBlIeHs HeAOCTAINX TOKYMEHTOB PETUCTPUPYIOLINIA OpraH OCYLIEeCTBIISIET C/IeAyIoLye
MepOTIPUSATUS :

a) IPUHSITME PelIeHNsI O TOCYIapCTBEHHO perucTpaiuy MegUIIMHCKOTO U3/Ie/1sI, KOTopoe 0ohopMIIsieTcs
MIPUKAa30M PErMCTPUPYIOIETO OPTaHa;

6) odbopMmieHMe 1 Bbigaya (HarpapieHye 3aKa3HbIM ITIOUTOBBIM OTITPaBIeHMEM C YBeIOMIeHNEM O
Bpy4YeHUU U B hOpMe 3JIEKTPOHHOTO AOKYMEHTA, OMMCAHHOTO 3JIEKTPOHHO MOAINChIO, 160
repefava B 3JIEKTPOHHO (hopMe IO TeJTeKOMMYHUKAIMOHHBIM KaHalaM CBSI31) 3asIBUTEITIO
PErMCTPALIIOHHOTO YIOCTOBEPEHMS.

57(9). B cirydae eciv B OTHOILIEHUY MeIUIIMHCKOTO U3Aeusl, BKIIOUeHHOTO B IlepeueHb, B CPOK,
YCTaHOBJIEHHBIV MYHKTOM 57(7) HacTosux [IpaBui, He yCTpaHeHbI BhISIBJIEHHbIE HAPYIIEeHUS U (UIK) He
MpeJiCTaBIeHbl HEOOXOAMMbIe JOKYMEHTbI, PErMCTPUPYIOIINIA OPTaH MPUHMMAeT pellleHle 0 BO3BpaTe
3asIBJIEHUSI O PETUCTPAIIUM U TOKYMEHTOB, ITPeIyCMOTPEHHbIX ITYHKTOM 57(2) HacTosmux [TpaBui, ¢
MOTHBMPOBAHHBIM 0O0CHOBaHMEM IIPUUYMH BO3BpaTa.

B ciryuae OTCYTCTBUSI MeIUIIMHCKOTO M3 eus B TepevyHe U (WIK) HapylieHus MMooKeHnii myHKTa 57(1)
Hactrosmux [IpaBuil perMcTpUpyrouii OpraH MPpUMHUMAET pellleHMe O BO3BpaTe 3asIBJIEHUS O perucTpanumn
" JOKYMEHTOB, IIpeIyCMOTPEHHBIX ITYHKTOM 57(2) HacTosinux [IpaBuii, ¢ MOTMBMPOBAHHBIM
000CHOBaHMEM IIPUUMH BO3BpaTa.

57(10). B cpok, He mpeBbImiatonuii 150 pabounx gHedt co IHSI TOCyAapCTBEHHOM perucTpanmn
MeIUIIMHCKOTO U3/le/Nsl, BKIIOUeHHOTO B IlepeueHb, 3asiBUTe/b 00s13aH MPeICTaBUTh B PETUCTPUPYIOINIA
OpraH cJjeaywliye JOKyMeHTbI:

a) Konusl JOKYMeHTa, IOATBePKAa0Lero MoJTHOMOYMS YIIOJTHOMOYEHHOTO ITpeiCTaBUTe IS IIPOU3BOAUTENIS
(M3rOTOBUTEJIS);

0) cBeleHMST 0 HOPMATUBHOM JOKYMEHTALIMM Ha MeIUILIMHCKOE U3IeNNeE;
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B) IOKYMEHTbI, yKa3aHHbIE B MOAMYHKTaX "6", "B" 1 "T" myHKTa 57(2) Hactosimux [IpaBw (B ciaydae
BHECEHMS B HUX M3MEHEeHMS 110 pe3ybTaTaM IIPOBeJeHHbIX UCIIBITAHUI (MCC/IeJOBaHMIT) MeOULMHCKOTO
u3nenns);

') JOKYMEHTBI, IIOATBEPXKAAIONI/Ee Pe3y/IbTaThl TEXHUUYECKUX UCIIBITAHW MeOUILIMHCKOTO U3 e/IN s,
BbIZJaHHbIe (heJlepaibHbIM IOCYJapCTBEHHBIM 0I0/IKeTHBIM yUpexaeHeM "Bcepoccuiickiii HayqYHO-
MCCIIe0BATENIbCKUI M UCTIBITATENbHBIN MHCTUTYT MEIUIIMHCKO TeXHUKM" DemepasbHO CITYysKOBI 110



HaJ30py B cdhepe 3apaBoOXpaHeHMS (lajiee - yUpeskIeHune);

1) IOKYMEHTBI, TIOJITBEPKIAIOIIVE PE3YIbTAaThl TOKCMKOJIOTMUYECKUX MCCAeA0BAHN I MeIUIIMHCKOTO
U3Mennsi, UCTI0Jb30BaHMe KOTOPOTO MpeoiaraeT Hajauyye KOHTakTa C OpraHM3MOM YeioBeKa, BbITaHHbIe
yupexaeHueM;

€) IOKYMEeHTbI, TOATBepsKAaoIe pe3yabTaTbl UCTIBITAHUI MeAUIIMHCKOTO U3 e/Ns B LIe/IsIX YTBePXKIAeHUs
TUIIA CPEICTB U3MepeHUl (B OTHOLIEHUM MeAULIMHCKUX U3, OTHOCSIIMXCS K CPeCTBaM U3MePEeHMIA,
B chepe rocyIapCTBEHHOTO PEeryIMpOBaHMSI 0OecIieueHs eIHCTBA M3MepeHUil, mepedyeHb KOTOPhIX
yTBepXXaaeTcss MMHUCTEPCTBOM 37paBooxpaHeHust Poccuiickoit @enepanivin), BblAaHHbIE YUPEXKIEHNEM ;

K) JOKYMEHTbI, IO TBEPIKIAIOIIEe Pe3YIbTAThl KIMHNYECKUX UCITBITAHNUI MeIUIIMHCKOTO U3Oeus,
MPOBeIeHHbBIX B MEAUIIMHCKON OpraHn3aluy rocy1apcTBEHHOM CHUCTEMbI 3IpaBOOXpaHeHMsI, OTBevaloei
TpeboBaHMSM, YTBEPsKIeHHbBIM MMUHMCTEPCTBOM 3/ipaBooxpaHeHust Poccuiickoit @enmepaiinm;

3) KOTIMM JOKYMEHTOB, ITOJITBEPKAAIOIINX KaUueCTBO JIEKAPCTBEHHOTO IIpernapara, hapMaleBTu4eckoin
cybCcTaHIMM, 6M0JIOTMYECKOTO MaTepyuaja M MHOTO BENeCTBa, C MCIIOIb30BaHMEM KOTOPBIX ITPOU3BEAEHO
MeIMUIIMHCKOE U3IeNe VI KOTOPbIe BXOIST B €r0 COCTaB M IpeIHa3HAYEeHbI JIJIs1 TPMMEHEHMS TOJIbKO C
y4eTOM Ha3HAUYEeHMSI MEeIUIIMHCKOTO U3 e/Tsl, OIpeIeJIeHHOTO ITPOM3BOINTEJIEM, U BhIJAHHBIX B
COOTBETCTBMM C 3aKOHOAATEIbCTBOM CTPAHbI ITPOMCXOKAEHMS JIEKapCTBEHHOTO ITperapara,
dbapMalieBTMUECKOI CyOCTaHIIMM, OMOJIOTMYECKOTO MaTepuaja M MHOTO BeIlecTBa;

") OPUTMHAJ PETUCTPALIVIOHHOTO YIOCTOBEPEHMS;
K) OIMUCh JOKYMEHTOB.

57(11). B Teuenue 5 pabouux AHe’ co THS MOCTYIJIEHUS JOKYMEHTOB, ITpelyCMOTPEHHBIX ITYHKTOM 57(10)
Hactrosmux [IpaBuii, perucTpUpPyIOIIMil OpraH MMPOBOAUT MIPOBEPKY MOJTHOTHI U TOCTOBEPHOCTU
COZlepsKaIMNXCS B HUX CBEIIEHUIA, B TOM YMCJIe IIyTeM CPaBHEHMS TaKMX CBEeIeHUN CO CBeIeHUSIMMU,
copep>kaluMMuCs B BbILAHHOM B COOTBETCTBUM C HacToAWmMu [IpaBuiaMu perncTpauiOHHOM
YAOCTOBEPEHUM HA MEeIULIMHCKOE M3ee, BKIIOUEHHOE B [IepeveHb, a TAaKKe [peiCTaBIeHHbIMU B
MOopsIAKe MeKBeIOMCTBEHHOTO MH(MOPMAaIMOHHOTO B3aMMO/IeiCTBHUSL.

B ciryuae ecy ykazaHHbIe TOKYMEHTBI IIpeICTaBIeHbl He B TTIOJIHOM 00beMe, peTUCTPUPYIOLIMIT OpraH
BpyuaeT 3asIBUTEJIIO YBeJOMJIEHME O He0OX0AMMOCTH B 30- THEBHBIV CPOK YCTPAHUTD BbISIBJIEHHbBIE
HapylieHus 1 (Win) MpeACTaBUTb HeJOCTAIOIIMe JOKYMEHTHI MO0 HAMpPaBJIsieT TaKoe yBeIOMJIeH)e
3aKa3HbIM [TOUYTOBBIM OTIIPABJIEHMEM C YBEOMJIEHMEM O BPyUYEeHUM WK B (hopMe 37IeKTPOHHOTO
IOKyMEHTa, TTOATIMCAaHHOTO 3/IeKTPOHHO MOATIMCHIO, MO0 B 37IeKTPOHHOI hopMe 110
TeJIeKOMMYHMKAI[MOHHBIM KaHaJlaM CBSI3M.

YBenomJiieHne B C/iydae ero HalipaBJIeHM4 3aKa3HbIM IIOUYTOBBIM OTIIPpaBJIEeHMEM CUMUTAETCA ITIOJTYYEeHHBIM I10
ucteyenumn 10 pa6oq1/1x IHel co THS HallpaBJI€EHUA YBEOOMJICHNA.

57(12). B Teuenne 3 paboumx JHE CO THS IpeCTaBIeHMS B IIOJTHOM 00beMe IOKYMEHTOB,
MpeyCMOTPeHHBIX MyHKTOM 57(10) HacTosimux [IpaBui, a Takke B ciiyuae ycTpaHeHus: B 30-IHeBHbI
CPOK BbISIBJIEHHBIX HAPYIIeHUI U (Mu) nipeacTaBiaeHns B 30-THEBHbIN CPOK JOKYMEHTOB,
MpeayCMOTpeHHbIX MyHKTOM 57(10) HacTosiux [IpaBui, peTMCTPUPYIOLIMIT OpraH MPUMHUMAET pellieHre O
HavaJie IIpoBeIeHMS SKCIIePTU3bI KauecTBa, 3G(MEeKTUBHOCTY 1 6€30ITaCHOCTY MeIUIIMHCKOTO U3 Ie/us,
BK/IIOUEHHOTO B [I€pEYEHb.

57(13). B cryuae ecyiu B 30-IHEBHBIN CPOK HE YCTpaHEHbI BbISIBJIeHHbIE HAPYIIEHUS U (MJIN) He
MpeCTaB/IeHbl HeAOCTAIIMe JOKYMEHTBI, PETUCTPUPYIOLIMIT OpraH MPMHMMAET pellieHye O BO3BpaTe
IOKYMEHTOB, ITPeIyCMOTPEHHBIX MyHKTOM 57(10) HacTosmux [IpaBusi, ¢ MOTMBMPOBAHHBIM 000CHOBAHMEM
MIPUYMH BO3BparTa.

57(14). B Teuenue 3 paboumx gHE CO IHS IPUHSITYUS PEIIEeHNS O Havasle IPOBeAeHMST SKCIIePTU3bI
KauecTBa, 5QPeKTUBHOCTM U 6€30MaCHOCTM MEeIVULIVHCKUX U3IeJINi1, BKIIOUEHHBIX B IIepeyUeHb,



DEFMCTPI/IPYIOIHMVI OpraH O(l)OpMJ'IHET M BbIOA€T 3aJaHVe Ha ITpOBeJeHNME SKCIIEPTMU3bl KaUeCTBa,
B(IJ(IJGKTI/IBHOCTI/I 11 6e30I1acCHOCTHU MeIUIMHCKOI'O n3ae/Ins SKCIIEPTHOMY YUPEKIEHUIO.

57(15). OkcnepTusa KauecTBa, 3PHEeKTMBHOCTH ¥ 6€30IaCHOCTY MeIUIIMHCKOTO U3e/Nsl, BKIIOUEeHHOTO B
repeueHb, IPOBOAUTCS B COOTBETCTBUM C TTOAITYHKTOM "6" myHKTa 21 HacTosmux [IpaBui.

57(16). B cpox, He mipeBbimammuii 10 pabouynx gHeN co NHS MOTyYeHNs 3aK/II0UeH s, yKa3aHHOTO B ITYHKTe
33 HacTosuux [IpaBuii, perMCTpUPYIOLINIA OpraH OCYIIeCTBIISET CIeAYyIle MePOIPUSITUS :

a) OlleHKa 3aK/II0YeHMST IKCIIEPTHOTO YUpexkaeHMsI IJis OIlpe/ie/ieHNs eT0 COOTBETCTBMS 3alaHMIO Ha
MpoBeleHI e SKCITePTU3bI KauecTBa, 3PGHeKTUBHOCTH 1 6€30MaCHOCTY MeIUIIMHCKOTO U3Heus,
BK/TIOUEHHOTO B IIepeveHb. B cjiyyae yCcTaHOBIEHNSI HECOOTBETCTBUS 3aK/II0UEHMSI SKCIIEPTHOTO
yUpeXXIeHNs] yKa3aHHOMY 3aIaHMIO TaKOe 3aK/II0UeHe BO3BPAIaeTCsl B 9KCIIEPTHOE YUPEKAeHMe Ha
IopaboTKy, CPOK KOTOPOI coCTaB/isieT He 60s1ee 2 pabounx AHel o JHS MOTydeHUs SKCIIepTHBIM
yupeskaeHeM BO3BPAIlleHHOTO 3aK/TI0YeHMS;

0) IpUHSITHE pellleHNs O TIOATBePKAeHUY TOCYAapCTBEHHO perucTpauyn MeauIMHCKOTO U3Ie/nsl,
BK/TIOUEHHOTO B [IepeveHb, a Takke oopMJIeHMe YBeAOM/IEHUS O IIPUHSITOM pellleHUy U Bblgava
(HarpaBJIeHMe 3aKa3HbIM IIOUTOBBIM OTIIPABJIEHMEM C YBEAOMJIEHVEM O BPYUYEeHUM U B hopMe
3JIEKTPOHHOTO OKYMEHTA, TOIMCAaHHOTO 3JIEKTPOHHOI MOAIMChIO, 6O Mepesayua B 3JIeKTPOHHOI
dbopMe 10 TeTeKOMMYHMKAI[MOHHBIM KaHa/IaM CBSI3M) €0 3asiBUTEJTIO C MTPUIoskeHreM rnepeodopMIeHHOTO
PEruCTPalMOHHOTO YAOCTOBEPEHMS,

B) IPUHSTHE pellleHusI 06 OTMeHe ToCyIapCTBeHHO perucTpaly MeguIIMHCKOTO U31e/Ns, BKIIOUYeHHOTO
B IlepeueHb, KOTopoe oopmiisieTcsl TPUKa30M PErMCTPUPYIONIEro OpraHa, C M3bsITHEeM paHee BbIIaHHOTO
PErUCTPALIMOHHOTO YAOCTOBEPEHMS U YBeAOMJIEHVEM 3asIBUTEJISI O IPUHSITOM pellleHUMN.

57(17). OcHOBaHMSIMU JIJISI IPUHSITUSI PETUCTPUPYIOIIMM OPraHOM pellieHNsI 06 OTMeHe rocyAapcTBeHHO
perucTpanyuym MeauIIMHCKOTO U3/1e/sl, BKIIOUEHHOTO B IIepeueHb, SIBJISIIOTCS :

a) 3aK/II0YeHMe IKCIIEPTHOTO YUpesKIeHMs 110 pe3yabTaTaM 3KCIepTHU3bl KauecTBa, 3PheKTUBHOCTU U
6e30MacHOCTY MeAUIIMHCKOTO U3Ie/INsl, CBUIETETbCTBYIOIIEE O TOM, YTO KaUeCTBO, U (UJTN)

3¢ HeKTUBHOCTD, U (UI1) 6€30ITaCHOCTh MEIMUIIMHCKOTO U3Ie/IMs He TIOATBEePsKAEHbI ITOJTYYeHHbIMU
IaHHBIMMU, U (MJIK) O TOM, YTO PUCK IIPUUYMHEHMS Bpeia 30POBbI0 IPaKIaH 1 MeIUIIMHCKUX PAOOTHUKOB
BCJIe[ICTBYE TIPMMEHeHMSI MeIUIIMHCKOTO U3 aeus mpeBbiiiaeT 3(QGheKTUBHOCTD ero pMMeHeHusT, U (M)
0 TOM, YTO MeIUIIMHCKOE U3eye He COOTBETCTBYET TpeOGOBaHMSIM HOPMATUBHOM JOKYMEHTALIUN,
TEXHUYECKOM U (MJIN) SKCIUTYaTAllMOHHOM NJOKYMEHTAIUU TIPOU3BOAUTEISI (M3TOTOBUTEIS), U (MJIN) O TOM,
YTO JJOKa3aTeabCTBA 6€30MacHOCTY MeIULIMHCKOTO U3/IeJINSI OTCYTCTBYIOT;

0) BBISIBJIEHME PETMCTPUPYIOIIMM OPTAaHOM 10 pe3yJibTaTaM rocyJapCTBEHHOIO KOHTPOJIS 3a oOpaleHnem
MeIUIIMHCKUX U3AeINii HeCOOTBETCTBMSI JAHHBIX 00 3¢ GeKTUBHOCTH U 6€30IMacHOCTM MeIUIINMHCKOTO
u3aenusi JaHHbIM O MeIVIIMHCKOM U3Je VN, COAEPsKAIIMMCS B 3asIBJIEHUM O PeruCcTpanuy U JOKyMeHTax,
MpeayCMOTPeHHBIX MyHKTamu 57(2) u 57(10) HacTosiux [TpaBuit.

57(18). BHeceHMe n3MeHeHM B TOKYMEHTBI, COepKallyecs: B PerMCTPaIllMOHHOM J0Che MeIUIIMHCKOTO
U3Je/ns, BRIIOUEHHOTO B [IepeyeHb, OCYILLeCTBIISIeTCS [10C/Ie IIPUHATUS pellieHs O IOATBePXKIeHU
roCyJapCTBeHHO perucTpany MegULIMHCKOTO U3eNNsl B COOTBETCTBUM € MyHKTamu 37 - 49(2), 51 u 55(1)
Hacrosux [IpaBuii.

57(19). Beimaua ny6mKaTa perucTpalMOHHOTIO YA0CTOBEPEeHNSI MeIUIIMHCKOTO U3/1eNsl, BKIIOUEeHHOTO B
repeueHb, TOCYAapCTBEHHAsI perucTpaius KOTOpOro NoATBepskAeHa, OCYIeCTBISIEeTCs B IOps ke,
MpeaycMOTpeHHOM ITyHKTamMu 52 u 53 HacTosinux [IpaBut.

57(20). Peructpupytoninuit oprad ¢GopMupyeT permcTpaioHHOe T0Cbe MeIULIMHCKOTO U3Ieus,
BK/IIOUEHHOTO B [IepeveHb, U3 CaeYIIIX JOKYMEeHTOB:

a) 3asiBJIeHMe O PerucTpaluum U JOKyMeHTbI, TpelycCMOTpeHHble myHkTamu 57(2) u 57(10) HacTosIUX



[TpaBuJ1, 3amIpoChl ¥ TOKYMEHTHI, TpeycMOTpeHHbIe MyHKTOM 21(1) HacTosiiux [IpaBui, 3asiBjieHMe O
BHECEHUM M3MeHEeHMIi  JOKYMEHTbI, IpeIyCMOTPEeHHbIe ITYHKTOM 38 HacTosmux [IpaBui, a Takke
3asIBJIeHMe O IIpeIoCTaB/IeHuM Ty6IMKaTa;

0) KomusI 3aaHNST PETUCTPUPYIOIIEr0 OpraHa Ha IpoBeleHMe SKCIIepTU3bl KauecTBa, 3PGHeKTUBHOCTH U
6€3011aCHOCTM MeIUIIVHCKOIO U3Ie/Ns;

B) 3aK/II0YeHMs1, OpopMIeHHbIe SKCIIEPTHBIM YUpeskaeHeM Ipy MpoBeAeHMM SKCIIepTU3bl KauecTBa,
3 deKTUBHOCTU U 6€30MaCHOCTY MEeIUILIMHCKOTO U3IeNS;

I') KOIIUM TIPUKa30B, 0POPMIEHHBIX PETUCTPUPYIONIMM OPraHOM;

Il) KOTIMSI perMCTPalMOHHOTO YI0CTOBEpeHMS WIN YBeIOMJIeHMI, 0DOpMIEHHBIX PerMCTPUPYIOIIUM
OpraHoM;

e) Komus Ty6aMKaTa permcTpaluyoHHOT0 y0CTOBepeHMs, 0(OpMIIEHHOTO PEerUCTPUPYIONMM OpPTaHOM.".
11. IOTTOTHUTD MPUIOXKEHNEM CJIEAYIOIIEro COAeP>KaHMs ;

"TIpunoxenue
K IIpaBuiam rocygapCcTBeHHOM
perucTpauum MmegULMHCKUX U3Le/ N

ITEPEYEHDb
MEJIUILIMHCKYX U3JIEJINN C HU3KOW CTEIEHBIO IIOTEHLIMAJIBHOTO PMCKA
VX ITPUMEHEHNMS, B OTHOLWEHNM KOTOPBIX YCTAHOBJIEHBI OCOBEHHOCTU
TOCYZIAPCTBEHHOW PETMICTPALIIM

Bug HaumeHoBaHMe

1. | 104010 | KocTrom M30nMpyrommii

122540 | ITepuaTku CMOTPOBbI€/TIPOLIeAyPHbIE 13 JIaTeKca reBey, HeOoMyIpeHHbIe, HeCTepUIbHbIe

122560 | ITepuaTKy CMOTPOBBIE/TIPOLIEAYPHBIE M3 JTaTEKCA reBeu, OITyApeHHbIe

129350 | XanaT onepauyOHHbII OJHOPa30BOI0 UCIIOIb30BaAHMS

129380 | XanaT omnepaliMOHHbIII MHOTOPa30BOT0 MUCII0JIb30BaHUS

129870 | XanaT M30AMUPYIOLINII MHOTOPa30BOT0 MCII0/Ib30BaHMS

129880 | XanaT M30AMpPyIOLINIi OAHOPA30BOT0 UCIIOIb30BaAHNS

ol I RSN A Il I I

132380 | Macka /iuiieBas Aj1s 3allUThI AbIXaTeJbHBIX TyTel MHOTOPa30BOT0 UCI0Ib30BaHUS

9. | 139350 | ITlepuaTKy CMOTpPOBbIE/ITPOIEIyPHbIE 13 MOJUXJIOPOIIPEeHAa, HEOYIPEHHbIE

10. | 139360 | [TepuaTku CMOTpPOBbBIE/TIPOLIeAYPHBIE 13 IIOIUXIOPOIIPEHA, Oy peHHbIe

11.| 141650 | Baxubl TOKOHEITPOBOSIIVE, HECTEPUIbHbIE

12. | 157010 | XanaT o9 mamyeHTa OgQHOPa30BOro MCIIOIb30BaHMS

13. | 157240 | XanaT a1 mamyeHTa MHOTOPa30BOTO MCITOIb30BaHMS

14. | 164050 | XasaT mpolieaypHbIit OTHOPA30BOTO UCIIOIb30BaHMS

15. | 164070 | XanaT mpolielypHbIii MHOTOPa30BOTO MCIIO/Ib30BaHMS

16. | 180770 | PecttupaTop 0611ero mpuMeHeHUS




17.

181360

KocTiom xupyprudeckuit U3oanpyrommun

18. | 181520 | Macka xupyprudeckasi MHOTOPa30BOT'O MCITOTb30BaHMS

19.] 181830 | PeciupaTop xupypruueckuii

20. | 182450 | Macka xupypruueckasi 0JHOPa30OBOT0 MCIT0/Ib30BaHMS

21.| 185830 | [TepuaTky CMOTpPOBbI€/TIPOIelypHble HUTPUIOBbIE, HEOTyIPEHHbIE, HeCTepPUIbHbIE

22.| 185850 | [TepuaTKy CMOTPOBbIE/TIPOIIeIypHbIE HUTPUIOBBIE, OITyIPEHHbIE

23. | 188380 | KocTioM xupyprudeckuii Ha MaHXeTax

24. 1205280 | [TepuaTky CMOTPOBbI€/TIPOLIeIyPHbIE BUHUIOBbIE, HEOITyIPEHHbIEe

25.1 205290 | ITepuaTKu CMOTPOBbI€/TIPOLIeAyPHbIE BUHMUIOBbIE, OITYAPEHHbBIE

26. | 248320 | KocTioM Xupypruveckuii O4HOPa3OBOro UCII0Ab30BaHMSs, HECTEPUIIbHBIN

27. 1269290 | Baxuabl BOOOHEIIPOHUIIAEMbIE

28. 1293810 | bBaxuibl TOKOMIPOBOSAILME, HECTEPUIBHBIE

29. | 298450 | ITepuaTKM CMOTPOBbIE/TIPOLIeIyPHBIE 13 TBAIOJIOBOTO JIaTeKCa, HEOITyIpeHHbIe

30. | 311720 | [TepuaTkyu CMOTpPOBbIE/TIPOLIEAYPHBIE U3 STUI€eHBMHMIAIIeTaTa, HeOMMyIpeHHbIe,
HeCTepuibHbIE

31. 1320790 | ITepuaTky CMOTPOBBIE/TIPOLIEAYPHbIE HUTPUJIOBBIE, HEOIYIPEHHbBIE, aHTHMOAKTEepYATbHbIE

32.| 321530 | [lepuaTku CMOTpPOBbIe/TIPOLelypPHBIE TOJIUU30IIPEHOBbIE, HEOTTYJPEHHbIE

33. | 332470 | Habop omexxabl XUPypruuecKkuii/CMOTPOBOIA

34. | 349230 | [TepuaTky CMOTPOBBIE/TIPOLIENYPHbIE TTOAUN30IIPEHOBbIE, OITyAPEHHbIE

35. 1351490 | ITepuaTky CMOTpPOBbIE/TIPOLIeyPHbIE M3 JITaTeKCa reBen, HeoITyApeHHbIe, HeCTepUIbHbIE,
aHTMOaKTepuaabHbIe

36. | 367580 | Macka iniieBas JIjisl 3alIMThI AbIXaTeJbHBIX MyTei OJHOPa30BOTr0 MCIIOAb30BaHMS "




