NMPABUTEJIbCTBO POCCUACKOWU ®EOEPALINA

NMOCTAHOBJIEHUE
ot 30 HosI6ps 2024 1. N 1684

OB YTBEPXXAEHWUW NMPABUIJI 5
rocYaAPCTBEHHOU PETMCTPALUUN MEOAUWLMHCKUX U3OENUN

IIpaBuTensctBO Poccuiickoit denepaniiy moCTaHOBIISET:

1. YTBepauth npunaraemsele [IpaBuia rocynapcTBEHHONW peErucTpanuy MEAUIMHCKUX U3EIINH.

2. TocymapcTBeHHass perucTpamnusi MEIUIUHCKUX U3ACeNUd, B TOM YHCIE TOCYIapCTBEHHAsS
perucTpanusi MEIUIMHCKUX M3/CNUNA C HU3KOW CTEMEHbIO MOTEHIMAIBHOTO PUCKA WX NMPUMEHEHUs, B
OTHOILIEHUU KOTOPBIX YCTAHOBJIEHBI 0COOEHHOCTH TOCYAapCTBEHHOW pEerucTpaluy, BHECEHHE N3MEHEHUN
B JOKYMEHTHI, COJEp)KalllHecsi B PErMCTPALMOHHBIX JOChE HAa MEAMUIIMHCKUE H3CNUs, 3asABICHUS O
KOTOpBIX TMpencTaBieHsl B DenepanbHylo ciayxkOy Mo Haa3opy B cdepe 3ApaBOOXpaHEHUS [0 JHS
BCTYIUICHUSI B CHJIYy HACTOSIIETO IMOCTAHOBIICHUS, OCYIICCTBISIOTCS B COOTBETCTBUU C TPEOOBAHHUSIMH
MPaBWJI TOCYJAPCTBEHHOM PETUCTpallMi MEIUIMHCKUX HM3/EHil, NeCTBOBABIIMX O JHS BCTYIUICHHUS B
CHJIy HACTOSIILIETO IOCTAHOBJICHHUS.

Peructpanmonssle  yAOCTOBEpEHHUs, BbIAAHHBIE HAa MEAUUUHCKHE H3J€NUs, NPOLICAIINE
rOCyIAapCTBEHHYIO PErMCTpalii0 Ha OCHOBAHMM 3asBJIECHMsI, MpeacTaBieHHOro B denepanbHyto ciryxO0y
0 HAA30py B cdepe 3ApaBOOXpaHEHUs 10 THS BCTyIUIeHUs B cuity [IpaBuil, yTBEp>KICHHBIX HACTOAIIUM
[IOCTAaHOBJICHUEM, JEHCTBYIOT 1O BHECEHMs] M3MEHEHMH B CBEICHMSI, COAEpXKALlUEcs B PEECTPOBOU
3allUCU TOCYJApCTBEHHOTO pEecTpa MEIUIMHCKUX U3JeAUM U opraHu3aiuil (MHAUBUAYaIbHBIX
IIpeIITPUHUMATEIEN ), OCYIIECTBISIOUMX TPOU3BOACTBO U U3TOTOBICHUE MEAUIIMHCKUX U3/IEIINNI.

3. MeauuuHCKHE OpraHM3aliy, COOTBETCTBYIONIME TPEOOBAHUSAM K MEAMIIMHCKUM OpraHHU3alUsIM,
MPOBOJSIIIIUM KIIMHUYECKUE HCIBITAaHUS MEIULIHUHCKUX U3ENHUM, YTBEPXKIACHHBIM B YCTAaHOBJICHHOM
TIOPSI/IKE, U TIOATBEPAUBIINE TaKOE COOTBETCTBHE 10 1 MapTa 2025 ., yBenoMsitoT DeiepalibHyIo CITyKO0y
10 HaJ30py B cepe 3ApaBOOXpPaHEHUs MOCPEACTBOM HAIlpaBICHHUS MHCbMa B ajipec ykazaHHOH Ciry>KObl
(Ha OyMa)KHOM HOCHTENE HETIOCPEICTBEHHO, W 3aKa3HbIM IIOYTOBBIM OTIIPABICHUEM C YBEIOMJICHHEM O
BpyUYeHUH, WK B (OpMe IIEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOTO YCHUJICHHON KBaTU(UIIUPOBAHHON
AIEKTPOHHOH TOANMKMCHIO WK YCUIECHHOW HEeKBaTU(UIIUPOBAHHOM AIEKTPOHHON MOAIMHUCKHIO, CEPTH(HUKAT
KIII0Ya MPOBEPKH KOTOPOM CO31aH M HCIONB3yeTcs B HMHQPACTPYKType, oOecrednBaroniei
MH(OPMAIIMOHHO-TEXHOJIOTHYECKOE B3aUMOJEUCTBHE HH(GOPMAIMOHHBIX CHUCTEM, HCIOJIb3YEMBIX IS
MPEIOCTABICHUS TOCYJAPCTBEHHBIX W MYHHUIIUIIATBHBIX YCIYT B JIEKTPOHHOU (opMeE, B YCTaHOBICHHOM
[IpaBurenscTBOM Poccuiickoit Denepamnuu mopsiake, Ha AIIEKTPOHHBIN aapec DeaepanbHON CITyKOBI IO
HaJ30py B cdepe 3apaBooxpaHeHus) 10 1 cenTsOps 2025 ©. 0 COOTBETCTBHM TpeOOBAHUSM,
YCTaHOBJICHHBIM MOAMYHKTOM "e" myHKTa 6 1 (1in) moanmyHkToM "n" mynkra 7 [IpaBuii, yTBepKACHHBIX
HACTOSIIIIUM ITOCTAHOBJICHUEM.

4. TlpuzHate yTparuBIIUMH cuily akThl [IpaBurtenbctBa Poccuiickoir denepanuu Mo MEPEUHIO
COIIACHO MPUJIOKEHHUIO.

5. YTBepAauTh NpuiaracéMble U3MEHEHUs, KOTOpble BHOCATCS B akThl [IpaBurenbctBa Poccuiickoi
denepanun.




6. Peanuzanusi momrHOMOUUHN, MPEIYCMOTPEHHBIX HACTOSIIMM IMOCTAHOBIEHUEM, OCYIIECTBISETCS
@denepanbHOl  cmy)00i 1O Ham3opy B cdepe 3IpaBOOXpaHEHHS] B MpeaeiiaX yCTAHOBICHHOMN
[IpaButenscTBOoM Poccuiickoit denepanuu mpeaenbHOM YHCICHHOCTH €€ pa0OTHHKOB, a Takke
OIODKETHBIX ~ACCHTHOBaHWH, TmpeaycMoTpeHHbIX @DenepanbHOil ciyxbe 1o Ham3opy B chepe
3IPaBOOXPAHEHUS Ha PYKOBOJICTBO M YIPaBIeHUE B cpepe YCTAHOBICHHBIX (DYyHKITUH.

n.n

7. Hacrosiiiee nocraHoBiieHne BCTynaeT B cuity ¢ 1 mapra 2025 1., 3a UCKIIIOUEHUEM MOAMYHKTa "€
nyHkta 137 IlpaBui, yTBEpKIEHHBIX HACTOSIIIUM MOCTAHOBJIICHHMEM, KOTOPBIM BCTymaeTr B cuily c |
ceHTsiOps 2025 .

Ilyakter 1, 2 w 6 Hacrosimiero mnocTaHoBieHWs u IlpaBwiia, yTBEpKIAEHHbIE HACTOSIIUM
MOCTAaHOBIIEHHEM, NIeHCTBYIOT 10 31 nexabps 2026 1., 3a uckimrodeHneM myHKToB 63, 87 u 101 ykazaHHBIX
[TpaBui, koTopbie AecTBYIOT 10 31 mexabps 2025 T

[Ipencenarens [IpaBuTenncTBa
Poccuiickon ®enepanun
M.MUITYCTHUH

Y TBepKICHBI

nocranosieHueM [lpaBurenscTBa
Poccuiickoit @enepanuu

ot 30 HosA0pst 2024 . N 1684

NMPABUIIA TOCYOAPCTBEHHOW PETMCTPALUU MEOULUHCKUX U3OENUNA
. Obwme nonoxeHus

1. Hacrosimue IlpaBuiia ycraHaBIMBaIOT MOPSAIOK TOCYJAPCTBEHHON PErMCTpald MEAUIIUHCKUX
W3IENNN, TONIeKAIUX oOpalieHno Ha Tepputopun Poccuiickoit Denepanun (nanee - MEIUIIMHCKHE
W3MIeTINs).

2. TocymapCTBEHHOH perucTpali TOAJEeKaT JI00ble WHCTPYMEHTBHI, ammnaparbl, NPHOOPHI,
o0opynoBaHME, MaTepuagbl M MPOYHe W3NS, MPUMEHsIEMble B MEIUIIMHCKUX IENIX OTAEIbHO WM B
COYETAaHHH MEXIy CO0OH, a Takke BMECTe C APYTUMH MPHHAIICKHOCTIMU, HEOOXOJUMBIMH IS
NPUMEHEHHS YKa3aHHBIX M3/EINi 10 Ha3HAYCHHUIO, BKIIIOUAs CIIEIMAIBHOE IPOTrpaMMHOE 00ecTieueHHe, 1
NpeIHa3HaYeHHbIE MPOU3BOJUTENEM (M3TOTOBUTENEM) JUIsI MPO(UIAKTHKH, TUArHOCTUKH, JICUCHUS H
MEIUIMHCKON peadunuTtanny 3a00sieBaHNi, MOHUTOPHHTAa COCTOSIHUSI OPTaHU3Ma YeJIOBEKa, IPOBEICHHS
MEIUIIUHCKUX UCCIIE0BAaHUM, BOCCTAHOBJICHHUS, 3aMEIIICHNUS, N3MEHEHHS] aHATOMUYECKON CTPYKTYPBI T
¢usnonornuecknx (QyHKIOMH OpraHu3Ma, NPENOTBPAIICHHs WM IPEphIBaHUS OEpPEeMEHHOCTH,
(GyHKUMOHAJIbHOE  HAa3HAYEHHWE  KOTOPbIX  HE  peaju3yeTcss  myTeM  (papMakoJIOorHuecKoro,
MMMYHOJIOTHYECKOTO, TeHETHYECKOTO MM METa00INYEeCKOTO BO3/ICHCTBUS HA OPTraHNU3M YEJIOBEKa.

Ha Teppuropun Poccutickon denepanuu He perucTpUpyrOTCs MEIULIUHCKUE U3ENNs, YKa3aHHBIC B




gactu 5 crareu 38 DenepanbHOoro 3akoHa "OO ocHOBaxX OXpaHbl 3l0pPOBbs TpaxaaH B Poccuiickoi
Oenepanun.

3. TocynapcTBeHHast perucTpalys MEAUIIMHCKUX U3AeNui ocymiecTsiseTcs PenepalibHOl ciyK00i
10 HA/130pY B cepe 31paBoOXpaHeHHUs (J1aee - peTUCTPUPYIOIMINI OpraH).

4.B HaCTOAIINX HpaBI/IJ'IaX HUCIIOJIB3YIOTCA CIICAYIOIINUEC OCHOBHBIC IIOHATHUS:

"06e30MacHOCTh MEAMLIMHCKUX H3AEIHNA" - OTCYTCTBHE HEIOMYCTUMOTO pPHCKA, CBSI3aHHOTO C
IIPUYUHEHUEM BPEJa )KU3HM, 3J0POBBIO YEJIOBEKA M OKPYXKAIOLIEH cpene;

"mokazareabHble  Marepuaibl MPOU3BOAMUTENS (M3TOTOBHUTEINSA) MEIUIMHCKOTO —u3faenus" -
JOKa3aTeIbHbIEe MaTepuajbl (JOKYMEHTHI) MTPOU3BOMUTENS (M3TOTOBUTENSA) MEAUITMHCKOTO W3IEITHS WU
WHOW OpraHW3alliu, COIEpIKaIlUe pe3yAbTaThl HWCHBITAHUNA B IENIAX ONpEACNICHUS KadyecTBa U
0€30MaCHOCTH MEIMIIMHCKOTO W3NS, COOTBETCTBHS €r0 XapaKTEPUCTHK (CBOMCTB) TpPeOOBAHHSAM
HOPMATHBHOW JTOKYMEHTAIlUU, TEXHUYCCKOW M IKCIUTyaTAllMOHHON JOKYMEHTAIlUU MPOU3BOAUTEIS
(w3rotoBuTeNs) M (WMIHM) UCCICIOBAHUHN C ICJIBIO OIEHKH OMOJOTHYECKON 0€30MacHOCTH MEIUITMHCKOTO
U3MeNns, a Takke OOOCHOBaHHME BBIOPAHHBIX METONOB, WX BAIUTHOCTH, TO3BOJISIONINE OICHHUTH
MIPUMEHSEMbIC METO/IbI (METOMKH ) M TIEPEUCHb UCIIOJIb3YEMOT0 UCIIBITATEILHOTO 000PY/I0BAHUS;

"3asgBUTENL" - MPOU3BOAUTENDL (M3rOTOBUTENb) MEIUIIMHCKOTO W3JENNsS WM YHIOJIHOMOYEHHBIN
IIPEACTaBUTEIb IPOU3BOAUTENS (M3TOTOBUTENS);

"eUHBIN JTUYHBIA KaOWHET 3asBUTENS" - MOACUCTEMA €IMHOTO JIMYHOTO KaOWHETa 3asBUTENS B
dbenepaibHONM TOCYIApPCTBEHHON HH(POPMAMOHHON cucteMe "EAWHBIA MOpTan TrocymapCTBEHHBIX M
MYHULUNAIBHBIX YCIyT (PyHKIMiA)";

"eIUHBIA TUYHBIA KaOMHET MEIUIIMHCKOW OpraHU3alMK" - MOICUCTEMa €AMHOTO JUYHOTO KaOuHeTa
MEAMIIMHCKON opranm3anuu B (enepanbHOil TocymapcTBeHHONH wH(pOpManuoHHON cucteme "EnunHbiid
MOPTAJI TOCYAAPCTBEHHBIX U MyHHUITUTIATBHBIX YCIyT (PyHKIHIN)";

"Ka4yecTBO MEJMIMHCKOTO M3/eNua" - COBOKYIHOCTb CBOMCTB M XapaKTEPUCTUK METUIIMHCKOTO
U3JENNs, BIUSIONIUX Ha €ro CIOCOOHOCTh JEHCTBOBATH MO HA3HAYEHHUIO MPHU YCIOBHUH COOTBETCTBUSA
TpeOOBaHUSIM HOPMATUBHOM JOKYMEHTAIIMM, TEXHUYECKOM M HSKCIUTyaTallMOHHOW JIOKyMEHTAIlUU
npousBoautens (usroroButens). [lon HazHaueHWEM MEIUIUMHCKOTO U3JENMs IMOHUMAETCS pelIeHHe
MPOU3BOAUTENST (M3TOTOBUTENSI) B OTHOIICHUHM LIE€JIEBOrO HMCIOJIB30BAHMS MEIUIIMHCKOTO U3JEus,
OCHOBAaHHOE Ha €ro CHelU(pUUYEeCKUX CBONCTBaX, 00ECMEUMBAIONIUX JOCTHUKEHHUE LIeJeH MEIUIIUHCKOTO
MPUMEHEHHUS, U OTPAKEHHOE B TEXHMUYECKOW U SKCIUTyaTallMOHHOM JOKYMEHTAIlUu MPOU3BOIUTENS
(M3roTOBUTENS);

"KJIMHUYECKUE UCTIBITAaHUA" - pa3paboTaHHOE U 3aINIAHMPOBAHHOE CUCTEMATHUYECKOE HCCIIeJOBaHUE,
HPEANPUHATOE B TOM YHCJIE C y4acTHEM 4YeJIOBEKa B KadecTBe CyObeKTa, AJIs OLIEHKU Oe301acHOCTH U
3¢ (HEKTUBHOCTH METUITUHCKOTO U3ICIHS;

"Momenb (Mapka) MEOUIIMHCKOTO W3AeNusA" - BapuaHT WCIIOJHEHHS MEIUIIMHCKOTO W3/eus,
XapaKTepI/ISyIOH_[I/II\/'ICSI OHpeI[eJICHHBIMI/I KOHCprKTI/IBHO-TGXHOJ'IOI‘I/I‘IGCKI/IMI/I pGIJ_IeHI/IHMI/I nu KOHKpCTHBIMI/I
3HAYEHUSIMHU TTOKa3aTesiel ero 1eneBoro ((pyHKIMOHAIBHOT0) HA3HAYCHHS;

"HOpMaTHBHAs JOKyMeHTauus" - JOKYMEHT, pErIaMEeHTUPYIOIUH TpeOoBaHusi O€30MacHOCTH,
KauecTBa, a TaKXke MpeAnoyiaraeMyro 3QQEKTUBHOCTb IPEIYCMOTPEHHOIO NPUMEHEHUS M METOAbI
KOHTPOJISI COOTBETCTBHSI MEIMIIMHCKOTO M31eNHus 3TUM TpeOoBaHusM. CocTaB CBeICHUH, YKa3bIBAEMbBIX B
HOPMATHUBHOM TOKYMEHTAILIUH, YTBEPKIAETCSI pETUCTPUPYIOILUM OPTraHOM;




"MPUHAUICKHOCTD" - W3JEINe, HE SBISAIOIICSCS MEIUIIMHCKUM H3JEIHEM, OIPEACICHHOE €ro
MIPOU3BOIUTEIIEM JIJISI COBMECTHOTO MPUMEHEHHS C OJTHAM WJIU HECKOJIIbKUMU MEIUITUHCKUMU U3ICTUSIMU
MIPU UCTIOJIb30BAHUH B COOTBETCTBHH C MX HA3HAYCHUEM;

"Ipon3BOAMTENL  (M3rOTOBUTENb) MEIULMUHCKOIO M3AeNus" - IOpUAMYECKOE JIMIO WK
3apeTUCTPUPOBAHHOE B  KayeCTBE HMHJIMBUAYAJIBHOTO IpeANpUHUMATeNs  (U3MYEeCcKoe  JIUIIO,
OTBETCTBEHHBIE 3a Pa3pa0dOTKy M U3rOTOBJICHUE MEIULMHCKOIO M3JENHUs, JENAI0NINE ero JOCTYIHBIM IS
HCIIOJIb30BaHMsI OT CBOEr0 UMEHU HE3aBHCHMO OT TOTO, pa3paboTaHO M (MJIM) U3TOTOBIEHO MEAULIMHCKOE
U3JeNUE 3TUM JIMIIOM WM OT €ro UMEHM JPYrMM JMLOM (JIMLIaMH), U HECYIIHE OTBETCTBEHHOCTH 3a
0€3011acHOCTb, KauecTBO U 3()(HEKTUBHOCTH METUIIMHCKOTO U3/1EHS;

"MPOM3BOACTBEHHAS ILIOMIAAKA" - TEPPUTOPUATHEHO 000COOICHHBIN KOMIUICKC, MpEeIHAa3HAYCHHBIN
IUTsL BBITTOJTHEHUSI BCETO MPOIEcca MPOU3BOICTBA MEAUIIUHCKOTO U3EITUS HITH €T0 ONPEACIICHHBIX CTaIUi.
HOII OMPCACIICHHBIMHA CTAJUSAMU MMPONU3BOACTBCHHOI'O MMpOL€CCa TIOHUMAIOTCA:

M3TOTOBJICHUE BCETO MEIUIIMHCKOTO M3/ETHUS WU €r0 OCHOBHBIX OJIOKOB, KPOME OCHOBHBIX OJIOKOB,
SIBJISIFOITUXCS  MEAUIIUHCKUMH  W3JIETUSMU, 3apErUCTPUPOBAHHBIMU B YCTAHOBJICHHOM TOpSJIKE Ha
tepputopun Poccuiickoit ®enepaiiy, B TEPPUTOPHAIBHO 000COOTIEHHBIX KOMIUIEKCAX, BXOMAAIIUX B
OpPraHU3ALMOHHYIO CTPYKTYPY MPOU3BOAUTEINS (M3TOTOBUTEIS) MEAUIIMHCKOTO U3/1CIINS;

M3TOTOBJICHHUE IO JJOTOBOPAM CO CTOPOHHUM MPOU3BOAUTENEM (IIOIPSIAYUKOM) BCETO METUIITHCKOTO
W3IENHS WIH €T0 OCHOBHBIX OJIOKOB, KPOME OCHOBHBIX OJIOKOB, SIBIISFOIIIUXCS MEAUIIMHCKAMHE U3ICTHSIMH,
3aperucTpUPOBAaHHBIMU B YCTAHOBJICHHOM MOpsiaAKe Ha Tepputopun Poccuiickoit @enepanuu;

CTEpUIN3AIUST MEAUIIMHCKOTO U3ACNus (11T METUIIUHCKUX U3ENIUN, BBITYCKAEMBIX B CTEPUIHLHOM
BH/JIC);

MapKUPOBKAa MEIUIMHCKOTO w3Aenus (IpH OCYIIECTBICHHH MAapPKUPOBKH IPOU3BOJUTEIIEM
(M3roTOBUTENIEM) METUIIMHCKOTO U3/ICIIHS).

[Ton 0OCHOBHBIME OJTIOKaAMH MOHUMAIOTCS H3/ICTHS, KPOME 3aacHBIX YacTe MEAUIIMHCKOTO U3/ICIIHS,
BBIITyCKaeMble B oOpallleHue OT UMEHU MPOU3BOAUTENSI (M3TOTOBUTES) PErUCTPUPYEMOTO MEAULIUHCKOTO
W3JIeTUsl, MEXaHUYECKU HE CBSI3aHHbBIE C JPYTMMH OCHOBHBIMU OJIOKAMH MEAMIIMHCKOTO W3JENUs MpHU
MOCTaBKE MEIUIMHCKOTO u3Zenus U olecredrBaromie (QyHKIMOHUPOBAHUE MEAMUIIMHCKOTO W3ENHS B
COOTBETCTBUU C HA3HAYCHHUEM.

[Tpon3BOACTBEHHON TUIOIIAIKOM MEAUIIMHCKUX HU3ACIUN HE MOTYT SIBIATHCS 3/IaHHE, COOPYKEHUE,
MOMEIIIEHNE ¢ Ha3HaueHueM "kumnoe";

"perucTpallioOHHOE JI0Chbe" - KOMIUIEKT JIOKYMEHTOB, MPEICTABISIEMbIA 3asiBUTENIEM IS
FOCYHapCTBeHHOﬁ peFI/ICTpaI_II/II/I MCOAULIMHCKOI0O H3ACIIHUsA, BHCCCHUA I/ISMGHGHI/Iﬁ B TaKHC I[OKYMCHTBI,
OTMEHBI TOCYIAPCTBEHHON PETHUCTPAIM METUITMHCKOTO W3JETHs, a TaKXKe KOIHH PEIICHUHA, TPUHSITHIX
PETUCTPUPYIOIIUM  OpraHoM H  (enepadbHbIM  TOCYIApPCTBEHHBIM  OIO/DKETHBIM  YUPEKICHHUEM,
HaxOJSIIIUMCSI B BEAICHUM PETHCTPUPYIOIIETO opraHa (fajnee - SKCIEPTHOE YUPEKIICHUE), B OTHOIIECHUHN
KOHerTHOF 0 MCAUILIMHCKOI'O U3ACIINA,

"pEruCTPAallMOHHBI HOMEpP MEIUIIMHCKOTO H3Ienusi" - KoJOoBOoe€ OOO3HAa4YCHHE, MPHCBAUBAEMOE
MC,ZLI/II_II/IHCKOMY 2691 (105050 HpI/I cro FOCYI[apCTBeHHOfI peFI/ICTpaHI/II/I, 10/ KOTOpBIM OHO BHOCHUTCS B
TOCYIApCTBEHHBI  pEecTp  MEOUIMHCKMX  M3ACJIMA W OpraHm3anuid  (MHIWBHIYaJTbHBIX
IIPEITPUHUMATEINEN ), OCYIIECTBIISIFOIIMX MPOU3BOJICTBO U U3TOTOBJIIEHNE MEIULIMHCKUX U3JEIHi (nanee -
TOCYIaPCTBEHHBIN peecTp), M COXpaHIEeMOe HEM3MEHHBIM TP 00PAIIEHUH METUITMHCKOTO U3/ICIIHS;




"TeXHUYeCKasl JTOKyMEHTAllUs POU3BOAUTENS (M3TOTOBUTENS) MEAUIIMHCKOTO U3JEUs" - TOKYMEHT
(IOKYMEHTBI), PENIAMEHTUPYIOIIUNA KOHCTPYKIIMIO MEIUIIMHCKOTO  M3MCNHs, YCTaHaBIUBAIOIIUI
TEXHUYCCKHE TPEOOBAHUS WM COJACPIKAIUN JNaHHBIE IS €r0 pa3paOOTKH, MPOU3BOJCTBA, NMPUMEHCHHS,
AKCILTyaTalluu, TEXHUYECKOTO 00CITY)KMBaHUsI, PEMOHTA, YTHIN3ALUU WU YHUUTOKEHUS,

"TEXHUYECKHUE MCITBITAHUS MEAMIIMHCKOTO U3/IeNUs" - HCIIBITAHUS C IEJIbIO OTIPEIEIICHUS Ka9eCTBa U
0€30MacHOCTH MEIUIIMHCKOTO H3JIEJHs, COOTBETCTBUS €r0 XapaKTePHCTHUK (CBOMCTB) TpeOOBaHUSIM
HOPMATUBHOW JOKYMEHTAIlMH, TEXHUYECKOWM M OSKCIUTyaTalldAOHHOW JIOKYMEHTAIlMU TPOU3BOIUTEIISI
(I/I3FOTOBI/ITCJISI) U TPHUHATHUA TOCICAYIOIICTO PCHICHUA O BO3MOXHOCTHU IMPOBCACHHA KIMHUYCCKUX
UCTIBITAHWW, TIPOBEJCHHBIE B aKKPEAMTOBAHHOW B  HAIMOHAJIBHOW CHUCTEME aKKpEIUTAIHH
UCTIBITATEIBHOM JTaboparopuu (IICHTPE) ¢ yIeTOM 00IacTH €€ aKKPEIUTAIINH;

"TOKCUKOJIOTUYECKUE HCCICIOBAHUSI MEIUIIMHCKOTO H3IeNHs" - HCCIEAOBAaHMS B IIETSAX OLEHKU
OWoNornueckoil 0e30MacHOCTH MEIUIIMHCKOTO W3JCIUS W TMPUHATHS MOCIEAYIOIIEro PEIICHUs O
BO3MO)KHOCTH TIPOBEJICHHS KJIMHUYECKHX HWCIBITAHHWHA, TPOBEJACHHBIE B aKKPEAUTOBAHHOW B
HAI[MOHAIILHOW CUCTEME aKKPEIUTAIIMHM HCIBITATEIbHON J1abopaTopuu (IIEHTPE) C YYETOM OOJIaCTH ee
aKKpeIUTAIHH;

"YIOTHOMOYEHHBIM MPEICTABUTENb MPOU3BOAUTENS (M3TOTOBUTEINS) MEIULIMHCKOTO u3nenus’ -
IOpUINYECKOE JMIO0 WIH 3apErMCTPUPOBAHHOE B KAueCTBE WHJMBHAYaJIbHOIO MpPEANPUHUMATENS
¢usnueckoe JMIO, SABIAIOIIMECS — pesugeHTamu  Poccuiickoit  ®Depepanmu,  yIOJTHOMOYEHHBIE
MIPOU3BOAUTENEM (U3TOTOBUTENIEM) MEIUIMHCKOTO U3JENUs MPEJCTaBIsATh €r0 MHTEPECHl 1O BOMpPOCaM
oOpartieHus: MeIUIIMHCKOTO M3/Ieus Ha Tepputopun Poccuiickoii denepanuu, B TOM YUCIIE 10 BOIPOCAM
MPOLIETyP OLEHKH COOTBETCTBUS U FOCYIapCTBEHHOMN PErUCTpaLiu;

"SKCIUTyaTallMOHHAA JIOKYMEHTALUsS MPOU3BOAUTENS (M3TOTOBUTENS) MEIUIIMHCKOTO u3nenus’ -
JOKYMEHT (AOKyMEHTbI), NpeJHa3HAUEHHBIM JJIi O3HAKOMJICHUS TOTpPeOUTeNs] € KOHCTPYKIIHEH
MEIUIIMHCKOTO M3/eJUs, PErIAMEHTHPYIOUIUN YCIOBUS W TpaBWja KCIUTyaTaluu (UCIOJIb30BaHHE IO
HA3HAYCHHIO, TEXHUYECKOe OOCIy)KHMBaHUE, TEKyIIUA PEMOHT, XpaHEHHWE U TPaHCIOPTUPOBKA),
rapaHTHUPOBAHHBIE MPOU3BOAUTENEM (M3TOTOBUTENIEM) 3HAUEHUSI OCHOBHBIX MApaMETPOB, XapaKTePUCTUK
(CBOWCTB) MEAMIIMHCKOTO M3/ENus, TapaHTHIIHbIE 0053aTeNbCTBA, a TAK)XKE CBEJICHUS O €r0 YTHUJIM3alUuU
WU YHUUYTOXKEHUU;

"9IEKTPOHHBIA KaOWHET 3asBUTENA" - CEPBUC B aBTOMATH3UPOBAHHOW MH(OPMAITMOHHOW CHUCTEME
PETUCTPUPYIONIETO OpraHa B WH()OPMAIMOHHO-TEIEKOMMYHHUKAITMOHHOM cetn "MHTepHeT" (manee - ceTh
"UnTepHeT"), TO3BOJISIONIMN 3asABUTEII0 TIOCIE MPOXOXKJACHHUS TMPOIEAYPhl HIACHTU(DUKAIMN U
ayTeHTH(HUKAINH OCYIIECTBISATh B3aUMOJCHCTBHE C PETUCTPHPYIOIIMM OPraHOM, a TAKXkKe MOIYyYUTh
JOCTYyH K CBEICHHSIM M JIOKyMEHTaM, COJAEP)KAIIUMCS B PETUCTPALMOHHOM JIOChE, B CIyyasx,
MpeayCMOTPEeHHBIX HacTosAmmMu [IpaBunamus;

"9IEKTPOHHBIH 00pa3 JOKyMeHTa" - JOKyMEHT Ha OyMa)kKHOM HOCHTENe, MpeoOpa3oBaHHBIA B
ANIEKTPOHHYIO (HOPMY ITyTEM CKAaHUPOBAHUS C COXPAHEHHUEM €TI0 PEKBH3UTOB;

"3(h(PeKTUBHOCTh METUITMHCKOTO M3JENHS" - CTOCOOHOCTh METUIIMHCKOTO U3/IEHS COOTBETCTBOBATH
HA3HAYCHHUIO, YCTAHOBJIEHHOMY NPOM3BOAMTENEM (M3roToBUTENEM). D(P(PEKTUBHOCT MEIMIIUHCKOTO
W3MIeTUsl TIOATBEP)KIAETCA MPAKTUKOW KIMHUYECKOTO TPUMEHEHHS, B TOM YHCJIEC KIMHUYECKUMU
HCIIBITAHUAMMU.

5. TocynapcTBeHHass perucTpauus METUIUHCKUX U3[ENud, MOATBEpKIeHHE 3(PGPEKTUBHOCTH
KOTOPBIX TpeOyeT TMpOBENCHUS KIWHUYCCKUX WCIBITAHUN C Y4YaCTHEM UYeJIOBeKa M IONYYCHHUS
paspellieHnss perucTpUPYIOIIEro opraHa Ha MPOBEIACHHE KIMHUYECKUX HCIBITaHUI, OCYIIECTBISETCS B




COOTBETCTBHUU C MyHKTaMu 63 - 86 Hacrosuux [IpaBui.

TocynapcTBeHHast perucTparysi MEAUIIMHCKIX U3ICITUH, TOATBEpKAeHHE Y3 (HEKTUBHOCTH KOTOPBIX
He TpeOyeT MPOBENEHUs KIMHUYECKUX HCIBITAaHUI C yJyacTHEM 4YelIOBeKa WM MONYYCHUS pa3perieHUs
PETUCTPUPYIOLIET0 OpraHa Ha TMPOBEACHUE TAaKUX KIMHUYECKUX WCIBITAHUNA, OCYIIECTBISETCS B
COOTBETCTBUU ¢ MyHKTaMu 87 - 100 HacTosmux [IpaBui.

Buecenne n3aMeHeHM B TOKYMEHTBI, COJIEPKAIIMECS B PETUCTPAIIMIOHHOM J1I0ChE, OCYIIECTBIISAETCS
B COOTBETCTBHHM C IMyHKTamH 112 - 118 Hactosmux IIpaBuia B OTHOIICHHM W3MEHEHHH, HE TPeOyOImMX
MPOBEJICHHSI JKCIEPTH3hl KadecTBa, d(P(PEKTHBHOCTH W 0OE30MACHOCTH MEIUIMHCKOTO H3JETHs, U B
cootBeTcTBUU ¢ myHKTamMu 120 - 133 Hacrosmmx IIpaBun B OTHOIIEHHMM W3MEHEHHUH, TPEOYIOMINX
MIPOBEICHHUSI IKCIIEPTHU3BI KauecTBa, 3PPEKTUBHOCTH U OE30TTACHOCTH MEIUIIMHCKOTO U3ICIIHS.

BHecenue n3aMeHeHUi B TOKYMEHTBI, COJIEPKAIUECS B PETUCTPAIIMOHHOM J0Che, HAa IPOrpaMMHOE
obecriedeHre ¢ MPUMEHEHHEM TEXHOJOTHH HMCKYCCTBEHHOTO HWHTEIUICKTA, SBIISIONICECS MEIUIMHCKUM
W3/ICJIMEM, OCYILECTBISETCS B COOTBETCTBUM ¢ TyHKkTamu 112 - 118, wam 120 - 133, wim 135 u 136
Hacrosamux [IpaBu.

['ocynapcTBeHHass perucrpanus MEIULUHCKUX W3JCJIHNA IPOBOJUTCS HA OCHOBAHUU DPE3YJIBTAaTOB
TEXHUYECKUX  HCIBITAHUN,  TOKCUKOJOTMYECKUX  MCCICNOBAaHUM,  KIMHUYECKUX  MCIBITAHM,
NPEACTABIAIOIMUX CO00M  (OpMBI  OLIEHKHM COOTBETCTBHA MEIUIMHCKUX M3IEIUH C  Yy4eToM
KJaccu(UKAIMK B 3aBHCHUMOCTH OT TIOTCHLUAIBHOTO pHCKAa HMX MPUMEHEHHs, WHCIEKTHPOBAHUS
IIPOM3BOJICTBA, aHAJIM3a J0Ka3aTeJIbHbIX MAaTepHUajoB IMPOU3BOAUTENS (M3rOTOBUTENS) MEAMLIMHCKOIO
U3ETHs, SKCIEPTU3bl KadecTBa, APPEKTUBHOCTH M O€30MACHOCTH MEIUIIMHCKUX HU3ICTHH C y4eToM
KJaccu(UKaMK B 3aBUCHUMOCTH OT MOTEHUHUAJIBHOIO pUCKAa UX IPUMEHEHHUs, a TAKKEe HMCIBITaHUN B
LEJSIX YTBEPXKACHUS TUIIA CPEACTB U3MEPEHUM (B OTHOLIEHMHM MEIULMHCKUX M3AEIUMN, OTHOCSIIMUXCS K
CpeAcTBaM U3MEpEeHHH B cdepe rocylapCTBEHHOIO PEryJupoBaHUs 0OecleueHHsl eIUHCTBA U3MEPEHUl,
IIepeYeHb KOTOPBIX yTBEPKAaeTcs MUHUCTEPCTBOM 3/1paBooxpaHeHus Poccuiickoit @enepanun).

6. Kilmanueckne ucnplTaHus MEIUITUHCKUX M3JIENNH (32 HCKITIOUEHUEM MEIUITUMHCKUX W3S 115
JUATHOCTUKU in  Vitro) MPOBOASTCS B MEAUIMHCKUX OPTaHHU3AIUSAX, OTBEYAIOIINX CJCIYONIHM
TpeOOBaHUSIM:

a) HAJIM4YKeE JIMIEH3UH Ha OCYIIECTBICHUE MEAUIIMHCKON JIEATEIbHOCTH C YKa3aHUEM MEepedHs padoT
(yciyr), COCTaBISIOIIUX MEIUIUHCKYIO JESITeIbHOCTb, UCXO/d U3 Ha3HAuY€HUs U OOJacTH MpPUMEHEHUs
MEIUIIMHCKUX U3/IeNTUH, B OTHOUIEHUU KOTOPBIX MPOBOASTCS UCIIBITAHMUS;

0) HaJM4YKe B yCTaBe MEAUIIMHCKON OpraHu3aliy CIEeAYIOIMNUX BUI0B A TebHOCTH:
HayyHas (Hay4HO-HUCCIIEA0BATEIbCKAs ) EATEIbHOCTD;
MPOBEJCHHUE KIIMHUYECKUX UCTIBITAHUM MEIUIIMHCKUX U3EINN;

B) HalW4Me OTHEJICHUs (ManaTbl) MHTEHCUBHOW TEpaluu M peaHuMaluu (B ciaydyae MpOBEICHUs
KIMHUYECKUX HCHBITAHUA MEAMLIMHCKUX M3AEIMM C ydYacTMeM 4YelOBeKa B KadecTBe CyObeKTa,
OTHOCSIINXCS K Kj1accaMm 20 ¥ 3 B 3aBUCUMOCTH OT OTEHIIMATIBHOTO PUCKA IPUMEHEHHUS);

) obecreyeHue 3anuThl KOH(GUISHIINATEHON HH(OPMAIIHH;

) HaJIuuue CTAHJAPTHBIX OIEPAlMOHHBIX MPOLENYp, PENIAMEHTUPYIOUIMX IPOBEIACHHE
KIIMHUYECKUX UCIBITAHUA MEAULIIMHCKUX U3/ICIINN, OXBATHIBAIOIINX B TOM YHCJIE:




KBaNM(UKalMOHHBIE TpeOOBaHUs U 00yUeHUE MePCOHANa;
B3aUMOJICHCTBHE C KOMUTETOM IO ITHKE;

MoJy4yeHue HHPOPMHUPOBAHHOTO COTIACHS;

MOPSIIOK MPOBEACHUS KIIMHUYECKUX UCTIBITAHU;

BEJICHHUE U yUYeT JTIOKyMEHTAllUU KIMHUYECKOTO UCTIBITaHHS;

IpOLEAYphl, CBSI3aHHbIE C CO3JaHUMEM U BepuduKanued Habdopa IJaHHBIX JI1 NPOBEICHUS
KJIMHUYECKUX HCMBITAHUN MPOTrPaMMHOIO OOECHEUYeHUs1 C MPUMEHEHUEM TEXHOJOTMH HCKYCCTBEHHOIO
MHTEJJIEKTA, SIBIISIOIIEroCcsd MEAUIIMHCKUM U3/I€JIUEM (B CIy4ae MPOBEIEHUS TaKUX UCIIBITAaHUM);

€) obecrieueHre BHECEHUS CBEIEHUI O MPOBEICHHBIX UCIIBITAHUSX, BKJIIOUasl CBEACHUS O BBIJAHHOM
aKTe OIICHKH pPE3yJIbTaTOB KIMHUYECKUX HWCIBITAaHUH, B aBTOMATU3MPOBAHHYIO WH(POPMAIMOHHYIO
CUCTEMY PETUCTPUPYIOIIErO OpTraHa B MOPSIKE, YCTAHOBIEHHOM PETUCTPUPYIOIIUM OPTaHOM;

’K) HaJU4Me Yy CHEHUATUCTOB MEAMIIMHCKOM OpraHu3aluyd, HEMOCPEICTBEHHO MPOBOISIINX
MPOLIEAYPHI, CBA3AHHBIE C KIMHUYECKUMHU HUCIBITAHUSIMA, WIN MPUHUMAIOIIUX PEIICHUs, CBA3aHHBIE C
KIIMHUYECKUMHU ~ UCTIBITAHUSIMHU, BBICIIETO MEIUIIMHCKOTO O0pa3oBaHUs TIO CIEIUAIBHOCTH B
COOTBETCTBHUH C 00JIACTHIO MEAUITMHCKOTO MPUMEHEHHSI METUIIMHCKOTO HU3/ICTIHSI.

7. K MEAUIIMHCKUM OpraHu3aIusM, MPOBOASIIUM KIMHUYECKHUE UCTIBITAHUS METUIIMHCKUX U3/IeTUi
JUTSI IMaTHOCTUKH 1N Vitro, MPeabsBISIOTCS CICYIONINE TPEOOBAHMS:

a) HaJIW4yue JUICH3WMM Ha OCYIIECTBICHHE MEIUIIMHCKONW NEesITeIbHOCTH MO J1abopaTopHOi
JMAarHOCTUKE U KJIMHUYECKOH 1a00paTOpHOM JUAarHOCTHUKE;

0) HaJM4YKe B yCTaBE MEAUIIMHCKON OpraHu3aluy CICIYIOIINUX BUIOB ACSITSILHOCTH:
Hay4yHas (Hay4IHO-HCCIICIOBATEIbCKAs) IEATEIILHOCTD;

MPOBEACHHUE KIIMHUICCKUX UCIIBITAHIA MEIUIIMHCKUX U3IEITHI;

B) oOecrieueHre 3amuThl KOHPUICHIMAIBHOW HH(pOpMAIUK;

) HaJlW4Yue CTaHJApTHBIX OMNEPAIlMOHHBIX MPOLEAYp, PEIIAMEHTUPYIOIIMX MPOBEICHUE
KJIMHUYECKUX MCTBITAHUM MEIMIIMHCKUX U3/1€JINIA, OXBAaThIBAIOLIUX B TOM YHCIIE:

KBaJM(PHUKALMOHHBIE TpeOOBaHUS 1 00yUYeHHE TIEPCOHAA;
MOPSIJIOK IMMOBEPKH U KAITMOPOBKU 000PY/IOBAHHSI;

MOPAAOK NPOBCACHUSA KIIMHUYCCKUX HCHBITaHHﬁ;

BEJICHUE U yUET JOKYMEHTAIIMH KIIMHHUECKUX UCTIBITAaHHIA;

n) o0ecrieueHWE BHECEHHS CBEACHHA O TMPOBEICHHBIX KIMHUYECKUX HCIBITAHUIX, BKIIOYAS
CBEIICHHSI O BBIJJAHHOM aKTe OIICHKU PE3yIFTaTOB KIIMHHYECKUX UCTIBITAHUN MEIUIIMHCKOTO WU3IACIHS IS
JUArHOCTHUKH in Vitro, B aBTOMAaTU3UPOBAHHYIO HHPOPMAIIMOHHYIO CUCTEMY PETUCTPUPYIOIIETO OpTaHa B
MOPSI/IKE, YCTAaHOBICHHOM PETHCTPHPYIONIIM OPTaHOM;




e) HaJIM4KUeC Yy CICHHUAIMCTOB MeHHHHHCKOﬁ OpraHu3anuu, HCIOCPCACTBCHHO IIPOBOASAIINX
npoucaypsl, CBA3aHHBIC C KIIMHUYCCKUMU HCIIBITAHUAMH, WK MNPUHUMAIONIUX PCUICHUA, CBA3AHHBIC C
KIIMHNYCCKUMHU HUCIIBITAHUAMU, BBICHICTO MCIUIIMHCKOI'O O6pa3OBaHI/IH 1100 CpCaHCroO
HpO(l)eCCI/IOHaJH)HOFO MCIHUIIMHCKOI'O O6p3.30BaHI/I$I o CrIeuuaJbHOCTH B COOTBCTCTBHUHU C 00J1aCTBIO
MCIUIHUHCKOI'O IPUMEHCHUA MCAULTUHCKOI'O U3ACIINA.

8. YcraHOBIIEHHE COOTBETCTBHUSI MEIUIMHCKOW OpraHW3alMi TpeOOBaHUSAM IyHKTOB 6 u (miu) 7
Hactosiux [IpaBuil ocyIiecTBiIseTcss perucCTPUPYIOIIUM OPraHOM B LIEJSIX NMPU3HAHUSA KOMIIETEHTHOCTH
MEAMIMHCKON OpraHu3aly B MPOBEAECHUU KIMHUYECKUX MCIBITAHUN MEIUIMHCKUX W3IEIUA II0
COOTBETCTBYIOIIEMY NMPO(UITIO MEAULIMHCKOM TOMOIIH, OKa3bIBAEMOI MEAULIMHCKOIN OpraHu3anuen.

Peructpupyrommii  opran  OCyILIECTBISCT BEACHUE TNEPEUYHS MEIUIMHCKUX OpraHu3aluid,
MPOBOMAIIMX KIMHUYECKUE HWCHBITAHUSA, W pPa3MeIllaeT €ro Ha cBoeM OQUIHUaIbHOM CaliTe B CETH
"UnTepuer".

9. MenunuHcKasi opraHu3anus, IIaHUPYyIOoasi MPOBOAUTh KIMHUYECKHUE UCTIBITAHNS MEAUIIMHCKUX
W3IENHN, TIPEICTABIISICT B PETUCTPHUPYIOIIUNA OpraH ¢ MUCIONIb30BaHUEM (efepatbHON TroCcyaapCTBEHHOM
nH(popMarmoHHOW cucTemMbl "EMuHBIN MOpTan rocynapCcTBEHHBIX U MYHHIIMIAIBHBIX YCIYT (PyHKITHIT)"
3asBJICHUE O HAMEPEHUU MPOBOAUTH KIMHUYECKHUE MCTBITAHUS MEIUIMHCKUX HU3JEIHN U JTOKYMEHTHI,
ykazaHHble B myHkTe 11 Hactosmux IlpaBuin, B dopme 3IEKTPOHHBIX AOKYMEHTOB WIIHM SJIEKTPOHHBIX
00pa3oB JOKYMEHTOB, IMOJIMUCAHHBIX YCHJICHHOW KBaTU(UIIMPOBAHHOW 3ICKTPOHHOW TOANKCHIO HITU
YCUJIGHHON HEKBaTU(UIIMPOBAHHOM AJIEKTPOHHOI MOMAMUCKHIO, cepTU(UKAT KIto4a MPOBEPKU KOTOPOM
CO3MaH M HCIONB3yeTcs B HWHQPACTPYKType, obecreunBaromeld MH()OPMAIMOHHO-TEXHOIOTHIECKOE
B3anMO/eiicTBHE MH(OPMAIMOHHBIX CHUCTEM, HCIIOJIBb3YEMBIX JJIsl MPEIOCTABICHUS TOCYIapCTBEHHBIX U
MYHHIIMITAIBEHBIX YCIYT B AIIEKTPOHHON Qopme, B ycraHoBieHHOM [IpaButenbctBom Poccuiickoit
Denepanuu nopsAake (J1ajnee - 3asBICHUE O MPOBEACHUN KIMHUYECKUX UCIIBITAHUN).

10. B 3agBneHnu o MMPOBCACHNU KIIMHUYCCKHUX HCIIBITAaHUI YKa3bIBarOTCA CIACAYIOMUC CBCACHUSA:

a) TMOJHOE€ W COKpamieHHoe (Ipy HaJIWYWM) HAWMMEHOBAaHMS, B TOM 4HCIEe (QUpPMEHHOE
HAUMEHOBAaHME, OPraHW3alMOHHO-TIpaBoBas (opMa MEAWIMHCKOM OpraHW3aluu, aJapec MecTa
HaXOXKICHHs, a TakKe HoMepa TeiaedOHOB U ajJpeca AJIEKTPOHHON MOYTHl MEIULUHCKOW OpraHu3aluu
(npu HaMUYuM);

0) PEKBU3HTHI JIMIICH3UN HA MEIUITUHCKYIO JIEATETLHOCTD;
B) WICHTU(UKAIIMOHHBIA HOMEP HAJIOTOIIATEIIbIINKA;

r) mepedeHb padoT (yClIyr) B COOTBETCTBHH C JIMIICH3MEH HAa OCYIIECTBICHHE MEIUITMHCKOU
ACATCIIbHOCTH,

1) uHopMaIus 0 HAUTMYWU (OTCYTCTBHHU) aKKPEAUTAIIMN B HAIIMOHAIILHOW CHUCTEME aKKpEIUTAIluN
B KayecTBEe UCIHBITaTeNbHON Jaboparopuu (ueHTpa) M (WIM) MEIUIMHCKON Jsaboparopun (ams
MEAMIIMHCKUX OpraHu3aluii, NPOBOIALINX KIMHUYECKHE WCIBITAaHUS MEIUIMHCKUX W3AETUil i
JUArHOCTHKH in Vitro);

€) CBEIEHHs] O CAaHWTapPHO-3IUACMHUOJOTHUECKOM 3aKIIIOYCHUH (C yKa3aHHEM HOMepa W JaThl) O
COOTBETCTBUM CAHUTAPHBIM INpaBHJIaM MOMEIEHUH, HEOOXOAUMBIX Ul BBIIOJHEHUS paboT (YCiyT) mpH
OCYIIECTBICHUN MEIUIIUHCKON JEATEIBHOCTH 110 aHECTE3UOJIOTHH M PEAHUMATOJIOTHH (32 UCKITIOUYCHHEM
MCOUIIMHCKUX opraHmaqu/i, ONpoOBOAAIINX KIIMHUYCCKUC HUCHBITAHUA MCIUIIMHCKUX I/IBIICJII/Iﬁ JJISA
JUATHOCTHKH 1n Vitro);




) CBEICHHSI O CAHWTAPHO-3HIEMHOIOTMYCCKOM 3aKJIFOYCHUH (C YKa3aHHWEM HOMepa M Jarhl) O
COOTBETCTBUHM CAaHUTAPHBIM TPaBHIIAM MOMEIICHUHN, HEOOXOMUMBIX JIJISl BBITOIHEHUST paboT (yCIyr) mpu
OCYIIIECTBIICHUH  MEIUIIMHCKONW JIEATEIBHOCTH TI0 JIADOPATOPHOH  JHArHOCTHUKE, KJIMHHYECKOM
1ab0paTOPHON TUATHOCTUKE (M1 MEIUIIMHCKUAX OPTaHU3AINNA, TPOBOIAIINX KIMHUYCCKUE HUCIIBITAHUS
MEIUITMHCKUX U3 IS TUarHOCTUKH in Vitro);

3) CBEICHUS O CAHUTAPHO-IIUACMHUOIOTMUYECKOM 3aKIIFOUEHHH O COOTBETCTBUHU YCIOBUH
BBITIOJIHEHHUsSI pabOT ¢ OMOJOTHYECKUMHU BEIIECTBAMH, OHOJIOTHUYECKUMH W MHKPOOHOIIOTHYECKUMHU
OpraHU3MaMH U WX TOKCMHAMHU CAaHUTAPHBIM MpaBWIaM (JIJi1 MEIUIIMHCKUX OpPraHu3aiui, MpOBOISIINX
KJIIMHUYECKUE UCTIBITAaHUS MEAUITUHCKUX U3JIETUI I TUAarHOCTHKY In Vitro);

M) PEKBU3UTHI JIOKYMEHTOB, TOATBEPKIAIOMIUX COOTBETCTBUE CIEHUAIUCTOB MEIUIIMHCKON
OpraHM3aIliK, HETOCPEICTBEHHO MPOBOISAIINX MPOLEAYPbI, CBI3aHHbIE ¢ KIMHUUYECKUMH UCIBITAHUAMU,
WM IPUHUMAOIINX PEIICHMSI, CBI3aHHbBIE C KIIMHUYECKUMHU UCTIBITAHUSMU, TPEOOBAHUSM MOMMTyHKTA K"
MyHKTa 6 ¥ (W1n) nmoAmnyHkTa "e" myHkra 7 Hacrosmmx [IpaBui, ¢ ykazanueM (pamiinii, IMEH U OTYECTB
(Ipy HATMYWK) CHEIHAIMCTOB, JaT POXKJICHUsS, YPOBHS 0O0pa30BaHWs, HAUMEHOBAHUS CIEIUAIBHOCTH,
CepuH M HOMEepa IOKyMeHTa 00 00pa3oBaHUM, €ro JaThl, a TAK)KE CTPAXOBOTO0 HOMEpa UHIUBUAYATHHOTO
JIUIIEBOTO CUETA.

11. JInst ycTaHOBJIEHUS! COOTBETCTBUS MEAUIIMHCKUX OpraHU3alii TpeOOBaHUAM, IPEAbSBIAEMBIM K
MEIUIMHCKUM OpraHMu3alysM, [POBOASIIMM KIMHWUYECKHE MCIHBITAHUS MEIMLMHCKUX W3JCIINH,
MEIMIMHCKOM OpraHu3aluedl MNpeACTaBIAIOTCA CIEAYIOIUE IOKYMEHTBI, 3aBEPCHHbBIE MEIMLUHCKOU
OpraHu3alyeil B yCTAHOBIEHHOM IOPSIKE:

a) KOIMM OKYMEHTOB, MOJITBEPXKAAIOUINX HAJIWYME OTIENIeHUs (I1ajarhl) MHTCHCUBHOM Tepanuu U
peaHumanuu (B Cilydae MNPOBEACHUS KIMHUYECKMX HCIBITAHUM MEIUUUHCKUX HU3AEIUN C ydacTUEM
YeJIOBeKa B KauecTBe CyObeKTa, OTHOCAIIMXCA K KiaccaM 20 M 3 B 3aBUCHMMOCTH OT HOTEHIMAJIBHOIO
pHUCKa IPUMEHEHUS);

0) KomMs  YTBEP)KIEHHOTO  PYKOBOJAUTENEM  MEIUIIMHCKOM  OpraHu3aluu  JOKyMEHTa,
YCTaHABJIMBAIOLIETO KOCUHBIH (DOHII, CTPYKTYPY M LITATHOE PACIUCAHNE METUIIMHCKOW OpraHu3aIiig;

B) KOIIMH JIOKYMEHTOB, ITOJITBEPKIAIOIINX HATHUNE KIMHHUKO-TUArHOCTUYCCKON (JIMarHOCTHYECKOM )
naboparopuu ¢ ykazaHwem ee mpoduis (I MEIUIIMHCKUX OpPTaHU3alUi, TPOBOISIINX KIMHUYCCKUE
WCTIBITAaHUS METUITMHCKUX U3ICTTUI ISl TUarHOCTUKH in Vitro);

I) KOOMS  YTBEPXKIEHHOTO  pPYKOBOOUTENIEM  MEAMIMHCKOM  OpraHM3alMi  JOKyMEHTa,
YCTaHAaBJIMBAIOIIETO MOPSAI0K pabOThI ¢ KOHPUACHITMATBLHON HHPOPMAIIUEH;

J1) KOIIUU CTaHJAApTHBIX OMEPAMOHHBIX MPOLELYp, PETIAMEHTUPYIOUIUX MTPOBEICHUE KIMHUYECKUX
HUCIIBITAHUH MEIUITMHCKUX HU3CITHM;

€) Komus  YTBEPXKACHHOIO  pPYKOBOIUTEJIEM  MEOUIMHCKOM  OpraHu3aluu  JOKyMEHTa,
YCTaHABJIMBAIOIETO MOPSIOK Mepeaadr CBEICHUH O TMPOBEICHHBIX KIMHUYECKUX UCIBITAHUSX, BKITIOYAs
CBCACHUA O BBIJAHHOM AaKTC OLICHKU PE3YJIbTATOB KIIMHUYCCKHUX HCHBITaHHﬁ, B aBTOMATHU3WPOBAHHYIO
nHpopmarmoHHyo cuctemy denepanbHOU cTyKOBI 110 HAA30PY B chepe 31paBOOXpPaAHCHUS;

) KOIUM JOKYMEHTOB, TIOATBEPXKJAIOIIMUX COOTBETCTBUE CIELUATMCTOB  MEIULUHCKON
OpraHu3aliK, HENOCPEICTBEHHO MPOBOASALIMX MPOLETYphl, CBA3aHHbIE C KIMHUYECKUMH UCTIBITAHUAMU,
WJIA IPUHUMAIOIIUX PELICHHUs, CBSI3aHHbIC ¢ KIMHUYECKUMH UCIIBITAHUSIMU, TPEOOBAHHSM MOIMyHKTa "Xk
nyHkTa 6 w (wim) momamyHkra "e" myHkTa 7 Hactosmux [IpaBun (peacTaBisIOTCS B CiIy4ae, €ClH




JOKYMEHTBI MOJIy4eHbI crernuanuctamu 10 1992 rona, wnm BeIIaHbI crienyainucTaM o0pa3oBareIbHbIMU
OpraHu3alMsIMHU, BXOJAIIMMU B COCTAaB CHJIOBBIX CTPYKTYp WJIM BOCHHBIX BelOMCTB Poccuiickoit
®denepanyu, WIK MOTYUYEHBI CIICUATHCTAMHU 33 PYOEIKOM).

12. MenuuuHcKasi oOpraHu3alus BIIpaBe IMPEACTaBUTh JOKYMEHTHI, CBEICHUS O KOTOPBIX
YKa3bIBAIOTCA B 3aSBICHUM O NPOBEJCHUU KIMHUYECKUX HCIBITAHUNW B COOTBETCTBUM C ITyHKTOM 10
Hacrosimux [IpaBun, mo coOCTBEHHOW MHUITMATHUBE.

Peructpupytonuii opran He BIpaBe TpeOOBaTh MPEICTABICHUS ITOKYMEHTOB M HH(OpMAaIuw,
KOTOpBIE HAXOJATCA B PACMOPSIKEHUHM OPraHOB, MPEIOCTABISIONINX TOCYAApPCTBEHHBIEC YCIYyTH, OPraHoB,
MPEIOCTABISIONIUNX MYHUIIUIATIbHBIE YCIYyTH, WHBIX TOCYIapCTBEHHBIX OPraHoOB, OPraHOB MECTHOTO
caMOyIIpaBJieHUs JUOO TOABEAOMCTBEHHBIX TOCYJAPCTBEHHBIM OpraHaM WJIA OpraHaM MECTHOIO
caMOyTpaBJIeHHs OpraHU3aIfii, yYaCTBYIOIIUX B MPEJOCTABICHUU TOCYJApPCTBEHHBIX U MyHHUIIUIAIbHBIX

YCIIYT.

Peructpupytomuii opran He BIpaBe TpeOOBAaTh OT MEIUIIMHCKONW OpraHu3alud MpeACcTaBIICHUS
JOKYMEHTOB, HE MPEAYCMOTPEHHBIX MyHKTOM 11 Hactosimux [IpaBui.

13. JlokymeHTBHI, ykazaHHble B myHKTe 11 Hacrosimmx I[IpaBwii, MODKHBI OBITH BBITIOJIHEHBI B
MHOTOIIBETHOM (opMmare ¢ paspernieaneMm He meHee 300 Touek Ha mroiiM B popmare *.pdf ¢ TekcToBBIM
CJIOEM C BO3MO)KHOCTBIO BBIICTICHUS] M KOMUPOBaHUS OJIOKOB, a TAK)KE OCYIIECTBICHUS TIOUCKA.

Pazmep moboro u3 ¢aitioB TOKyMEHTOB, YKa3aHHBIX B HACTOAIIEM ITYHKTE, HE JIOJDKEH IMPEBHIIIATh
100 M6.

3asiBJIEHUE O MPOBENECHUYU KIMHUYECKUX UCIIBITAHUN U JOKYMEHTBHI, IPEACTABIECHHbIE MEAULIMHCKOM
OpraHu3alKeil B COOTBETCTBUM C NMYHKTOM 11 Hacrosiumx I[IpaBui, npUHMMAOTCS U PETUCTPUPYIOTCS
PETUCTPUPYIOLIMM OPTraHOM B JI€Hb UX MOCTYIICHUS.

14. Peructpupytomuii opran B CpoK, He mpeBbimaromuid 20 paboyux JTHEH CO JHS MOCTYIUICHUS
3asBJCHUSI O TMPOBEACHUU KIMHUYECKUX HCIBITAHUNA U JIOKYMEHTOB, NMPEACTABICHHBIX MEAUIIMHCKOM
opraHmsanyief B cOOTBeTCTBMM ¢ MyHKTOM 11 Hacrosimux IlpaBun, paccmarpuBaeT UX, MPOBOAMT
MPOBEPKY TMOJHOTHl W JOCTOBEPHOCTH COJEPXKAIIMXCS B HHUX CBEJICHUN, MPOBEPKY COOTBETCTBUS
MEAMIIMHCKOM OpraHu3aluy TpeOOBaHUSM K MEIULMHCKUM OpPraHU3alysiM, [POBOASIIUM KIMHUYECKUE
WCIIBITAaHUSI METUIIMHCKUX U3/IeTTUH, YCTAHOBJICGHHBIM yHKTaMu 6 1 (1) 7 Hacrosiux [IpaBui.

[TpoBepka y4dpeaUTENbHBIX JOKYMEHTOB M HAJIWYUS y MEIUIIMHCKON OpraHu3alvy JUIEH3UU Ha
OCYIIECTBIICHUE MEIUIIMHCKON JESITeTbHOCTH B COOTBETCTBUHU C O0IACTHIO MEIUIIMHCKOTO MPUMEHEHUS
MEAMIMHCKUX W3/ETIUI OCYIIECTBISIETCS PETUCTPUPYIOIIUM OpPraHOM C HCHOJb30BAHUEM €IMHOMN
CHUCTEMBbI MEXBEJOMCTBEHHOTO 3JIEKTPOHHOTO B3aUMOJECHUCTBUS U MOAKIIOUYAEMbIX K HEH pernOHaIbHBIX
CUCTEM MEKBEIOMCTBEHHOTO 3JIEKTPOHHOTO B3aUMOJEHCTBUS WU IO MEXBEJIOMCTBEHHOMY 3aIllpoCy
PETUCTPUPYIOIIETO OpraHa.

15. Peructpupyrommii opran B CpOK, NPEAyCMOTpeHHbIM mTyHKTOM 14 Hactosmux IlpaBui,
MNPUHHUMACT PCHICHUC O COOTBCTCTBUU WJIM HCCOOTBCTCTBUU Mel[HLII/IHCKOﬁ opraHuzanu Tpe6OBaHI/ISIM K
MEAMIMHCKUM OpTraHU3alMsIM, MPOBOIAIIMM KIMHUYECKHE WCHBITAHUA MEIULUUHCKUX HW3JeIHH,
YCTAHOBJICHHBIM MyHKTamMu 6 u (unum) 7 Hacrosumx [IpaBui, koTopoe 0opMIIIETCs] COOTBETCTBYIOLIIM
pEILICHUEM.

16. B ciydae mpuHSATHS pEIICHUS O COOTBETCTBUU MEIAMIIMHCKON OpraHU3alliid TPeOOBaHUSM,
YCTaHOBJICHHBIM ITyHKTaM# 6 u (vm) 7 HacTosmux [IpaBwil, perucTpupyromuii oprad B ICHb TPUHATHUS




YKa3aHHOI'0 peHICHUuss BHOCHUT CBCEACHHA O MCHHHHHCKOﬁ OopraHus3anmu B IIEPpEUYCHb MCIHWIMWHCKHX
OpFaHHBaHHfI, MPOBOAAIIHNX KIMHUYCCKUC UCTIBITAHUA MCAUIUHCKHUX PI3I[CJIPII>1, n COOGHIB.GT MGI[I/IIIPIHCKOﬁ
opraHu3anuu O BKIIIOYCHHHW B ICPECUCHb MCAUIMHCKHUX opraHnsauI/Iﬁ, MMPOBOAAIIUX KIIMHUYCCKUC
UCIBITAHUA MCIAUIMUMHCKUX H3HCHHﬁ, MMoCPpECACTBOM pa3MCHICHUA COOTBCTCTBYIOUICTO YBCIOMIICHUS B
CIWHOM JIMYHOM KaOHHETe MCHHHHHCKOﬁ OpraHu3aiuu.

17. IlepeueHb MEAMIIMHCKUX OPTraHU3AIUM, MPOBOJSIINX KIMHUYECKUE UCIIBITAHUS MEIUIUMHCKUX
W3JIeTTUH, COACP)KUT CIICYIONINE CBEICHUS

a) Aara BKIOYCHHUSA B IMCPCHYCHb MCIAUIMHCKUX OpFaHHSaHHﬁ, MpOBOAAIINX KIMHHUYCCKUC
HUCIIBITAaHUA MCIUITMHCKHUX H3,Z[eJ'IHI>i;

0) moTHOE HaMMEHOBaHKE, OPTaHU3AIOHHO-TIPaBOBas (hopMa MEAUIIMHCKON OpraHNU3alny;
B) aJpec MeCTa HaXOXKACHUSI MEIUIIMHCKON OpraHu3alny;

') KOHTaKTHBIN TenedoH, (akc (Mpu HATHYNH);

1) apec AMEKTPOHHON MOUTHI (MMPH HAJTUYHH ),

€) mepedeHb paboT (yCIIyr) B COOTBETCTBUU C JIMIEH3MEW HA OCYIIECTBICHHE MEIUIIUHCKOU
JESITeTbHOCTH.

18. B ciy4ae mpuHSTHS pElICHHS O HECOOTBETCTBUU MEIUIIMHCKOW OpPTaHW3aIlUU TPEOOBAHUSM,
YCTaHOBJICHHBIM MyHKTaMu 6 U (wnu) 7 Hactosiux [IpaBui, peructpupyronuii oprad B A€Hb NPUHITUS
YKa3aHHOTO  PEIICHHUS  YBEIOMJISIET MEIUIIMHCKYIO OpPraHU3alMi0  TOCPEICTBOM  pPa3MEIICHUS
COOTBETCTBYIOLIETO YBEIOMIIEHUSI C MOTMBHUPOBAHHBIM OOOCHOBAaHMEM MPUHATOTO PEIICHUS B €IUHOM
JUYHOM KaOMHETE MEIMIIMHCKON OpraHu3aliH.

19. HckmtoueHre 13 mepedHss MeIUIUHCKUX OpraHu3alui, MPOBOAAIIUX KIMHUYECKUE UCIIBITAHUS
MEIUIIMHCKUX U3/IETTUH, OCYIECTBISECTCS PETUCTPUPYIOLIUM OPTraHOM B CJIEIYIOUIUX CIydasiX:

a) mojaya 3asBICHHUA 00 HCKIIOUEHUU U3 TEepPeuHs MEIULUHCKUX OpraHu3aluil, MpOBOISIIMX
KIIMHUYECKUE HUCTIBITAHUS MEIUIMHCKUX W3ACIUi, B (opMe DIEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOTO
YCUJICHHOW KBaJU(UIIMPOBAHHON 3JICKTPOHHOM TMOAMKUCHI0O WM YCHUJICHHOW HEKBaJIU(DHUIIMPOBAHHON
AIIEKTPOHHOU MOAMHKCHIO, MOCPEICTBOM EAHMHOTO JIMYHOTO KAOMHETa MEANIIMHCKON OpraHu3alnu;

0) BBISBICHUE PETHUCTPHUPYIONIUM OPraHOM HApPYIICHHH O0Os3aTe/IbHBIX TpeOOBaHUN TpH
MPOBEICHUN MEIUIMHCKON OpraHu3auueld KIMHUYECKUX HCIBITAHUNA MEAUUMHCKUX W3AEIUN 10
pe3yJibTaTaM OCYIIECTBICHUS TOCYIapCTBEHHOTO KOHTPOJIS 32 OOpaIieHueM MEAUIIMHCKUX U3/IEIH;

B) IPEACTABICHUE MEIULIMHCKON OpraHU3aliel HeJOCTOBEPHBIX CBEACHUM ITPH 110/1a4€ 3asBJICHUS O
IIPOBEJCHUY KIMHUYECKUX HUCIBITAHUA M JTOKYMEHTOB, IIPEJCTABICHHBIX B COOTBETCTBUNU C ITyHKTOM 11
Hacrosiux [IpaBui, a Taxoke npu 0OpMIICHHH aKTOB KIIMHUYECKUX UCTIBITAHUA METUITUHCKUX H3/IETHI;

I) JUKBUAAIMS MEIWIIMHCKOW OpraHW3alWd WM TPEKpalleHne JIeHCTBUS JIUIECH3UH Ha
OCYILECTBIIEHUE MEUIIUHCKOMN eI TeIbHOCTH;

) HECBOEBPEMEHHOE IMpE/CTaBJICHHE WM HENPEACTaBICHHE CBEACHUM U JIOKyMEHTOB,
npeaycMOTpeHHbIX TyHKTOM 20 Hactosmux [IpaBu;

e) HeyBegomyieHue 10 1 ceHTsaopst 2025 1. perucTpUpPyYOIIET0 OpraHa O COOTBETCTBUH TPEOOBAHUSM,




YCTaHOBJICHHBIM MOAMYHKTOM "e" myHkTa 6 1 (WiK) noanyHkToMm "a" myHkra 7 Hacrosmux [IpaBui.

20. B ciyuyae W3MEHEHMsI CBEJIEHUM, COAEpXKAIUXCA B IEpeuHe MEIUIMHCKUX OpraHu3alui,
IIPOBONAIIMX  KIMHUYECKUE HCHBITAHWA MEIMLIMHCKUX M3IEIMM, MEIMLIMHCKas OpraHu3alys,
BKJIIIOYCHHAs] B IIEpEYCHb MEIMLUHCKUX OpPraHMu3alui, IPOBOMAIIMX KIMHUYECKUE HCIIBITAHUS
MEIMIMHCKUX u3Aeaui, B TedeHHe 30 KaJeHJApHBIX OHEW €O JHSA WM3MEHEHMs] TaKMX CBEICHMU
MIPEJICTABIISIET B PETUCTPUPYIOMIUN OpraH ¢ UCHOJIb30BAHUEM €IMHOTO JIUYHOTO0 KaOMHETa MEAMIIMHCKOM
OpraHM3alM 3asABJICHUE O BHECCHMM W3MEHEHUN B YKAa3aHHBIC CBEICHHUS, a TaKXKE JOKYMEHTHI,
MOATBEPKIAIOIINE JaHHbIE U3MEHEHHs, B ()OpME DIEKTPOHHBIX TOKYMEHTOB WIJIH 3JIEKTPOHHBIX 00pa3oB
JOKYMEHTOB, MOJMMCAHHBIX YCUJIEHHONW KBaJU(UIMPOBAHHON 3JIEKTPOHHON MOANMKCHIO WIM YCHIICHHON
HEKBATH(PUIMPOBAHHOM IEKTPOHHON TOAIHUCHIO.

Peructpupyromuii opran B TeueHue 20 pabouyux AHEH €O JHSA NPEICTABICHUS MEIUIIMHCKOU
OpraHu3alyeil 3asBJICHUsI O BHECCHUU U3MEHEHUN B CBEACHUS, COICPKAIIUECS B TIEPEUHE MEIUIIMHCKUX
OpraHU3aIMH, MPOBOIAIINX KIMHUICCKUE UCTIHPITAHUS METUIIMHCKUX W3ICIIN:

paccMaTpuBacT MPEACTABIICHHBIC 3asABJICHUC U NOKYMCHTBI;

cooOIaeT MEAMLMHCKON OpraHu3alud O HPHUHATOM DELIEHHH B NMUCbMEHHOM BHJE IyTEM €ro
pa3MmenieHus B (OpMe 3IEKTPOHHOTO JOKYMEHTa, IMOJMHCAHHOTO YCWJICHHOW KBaJH(PHIMPOBAHHON
ANIEKTPOHHON TMOANUCHI0 YIMOJHOMOYEHHOTO JOJDKHOCTHOIO JIMIA, B €AMHOM JIMYHOM KaOHHeTe
MEJIULMHCKON OpraHU3allH.

21. B ciydae MCKIIIOYECHUS M3 TEPEYHS MEIMIIMHCKUX OpPraHW3allUi, MPOBOISIINX KIMHHYECKUE
WCIIBITAaHUSI MEAMIMHCKUX H3AENUU (3a HCKIIOUEHHUEM Cily4asi, MPeAyCMOTPEHHOro MOAIMyHKTOM "a"
nyHkra 19 Hacrosimux [IpaBui), MemWIMHCKas OpraHu3alusi BIOpaBe OOPAaTHTHCS TOBTOPHO B
PETUCTPUPYIONIMIA OpraH C 3asABICHHEM O MPOBEICHUM KIMHUYECKUX HCIBITAHUN TOCIE YCTPAHCHHS
3aMeYaHuil, MOCITY)KUBIINX MPUYNHON MCKITIOUEHHSI, HO HE paHee 4YeM uyepe3 3 rofia co JIHS MCKITIOUCHHSI

M3 YKa3aHHOI'O IICPCUHA.

B ciyyae MOBTOPHOTO BBISBICHUS PETMCTPUPYIONIMM OpPraHOM HAPYUIEHUW NpPU MPOBEACHUU
MEIUIIMHCKOM OpraHu3alueld KIMHUYECKUX MCIBITAHUM MEIUIUMHCKUX M3IAEIUNA  MEOULMHCKAs
OpraHM3alvsi MCKJIIOYAeTCsl W3 TMEepPEeYHs MEIMUIMHCKUX OpraHu3aluid, MPOBOIAIIMX KIMHUYECKUE
UCTIBITAHUS MEAHWIMHCKUX U3Aenuid, Oe3 MpaBa TMOBTOPHOW TMOJAud 3asBICHUS O TIPOBEACHUU
KJIWHAYECKUX UCITBLITAHUH.

22. MeaunuHCKUe OpTraHu3alliy, MPOBOASIINE KIMHUYECKHE UCHBITAaHUS MEIULMHCKUX W3JEIHM,
BHOCST CBEJIEHUS O MPOBEACHHBIX HCMBITAHUSX B aBTOMATU3MPOBAHHYIO HWH(OPMAIMOHHYIO CHCTEMY
PETUCTPUPYIOIIETO OpraHa B CPOK, HE MPEBBIIAIONIHKA 3 paOOUHX JHEH CO THS UX 3aBEPIICHHUS.

23. PeecTp BBIJAHHBIX pPa3pelICHU Ha MNPOBEACHUE KIMHUYECKUX HCHBITAHUA METUIMHCKHX
U3EIUN  Pa3sMELIacTCs PETUCTPUPYIOIIMM OpraHOM B YCTAHOBIEHHOM WM IIOpAJKE Ha CBOEM
odurmaasHOM caiite B cetu "MHTEepHET".

24. OCOOCHHOCTH TOCYNApCTBEHHOW pErHUCTpallid MEIUIMHCKAX W3AETUH OTeYeCTBEHHOTO
MPOM3BOACTBA (MEOUIIMHCKUX U3IENui, B 3asBIEHUU O TOCYIAapCTBEHHOM perucrpanuu (nauee -
3asBJICHUE O PETUCTPALMU) KOTOPBIX B KAYECTBE MPOU3BOAUTENS (M3TOTOBUTENISA) YKa3aHO IOPUANUECKOE
JUI0 WIH 3apeTUCTPUPOBAHHOE B KauyeCTBE HHIWBUIYabHOTO MpeanpUHUMATeNs (U3NYECKoe JHIIO,
ABISOIIMECH pesuaeHTaMu Poccuiickon denepanuu, a TakKe UMEIOLIME TPOU3BOJACTBEHHYIO TUIOMIAAKY
Ha Tepputopun Poccuiickoit dDenepanuu) TpH YCIOBUU TPOBEICHUS TEXHUYECKUX HCIBITAaHUN U
TOKCUKOJIOTHUECKUX HCCIEAOBAHUI MEIULMHCKOTO H3/eNns, a TaKXKe HCIbITAaHUH MEIUIIMHCKOTO




U3MeNUs B IENSAX YTBEPXKICHUS THUMA CPEACTB HM3MEpEeHUN (B OTHOUICHHUHM MEIWLMHCKUX W3IEIUM,
OTHOCSIIIUXCS K CPEICTBAM H3MEPEeHUH B cdepe TOCYIapCTBEHHOTO PErYIMPOBAHUS O00ECIICUCHUS
€IMHCTBA U3MEPEHUH, epeueHb KOTOPBIX YTBepkaaeTcs MUHICTepCTBOM 3apaBooxpaneHus Poccuiickoit
Oenepanu) B QelepabHOM  TOCYIAPCTBEHHOM  OIODKETHOM — yupekneHuu  "Bcepoccuiickwmii
Hay4YHO-HMCCIIEJOBATEIbCKUI W HUCIBITATeNIbHBIA HMHCTUTYT MEIUUMHCKON TexHUKU" @enepanbHOR
CIykObI IO HaI30py B cepe 3apaBoOXpaHeHUs (J1ajee - YUpeKIACHHE), KIMHUICCKUX HCIBITAaHUHN - B
MEAMIIMHCKUX OpraHU3allksiX, OTBEYAIOIINX TPEOOBAHUSAM, YCTAHOBIECHHBIM MYHKTaMH 6 U 7 HACTOSAIIUX
[IpaBusn, BKIIOYEHHBIX B CETh HAIMOHAJIBHBIX MEIUIMHCKUX MCCIIEIOBAaTEIbCKUX IIEHTPOB, COCTaB
KOTOpOM  yTBepKIeH MuHucrepctBoM 3apaBooxpaHeHusi Poccuiickoit @Dexpeparuu, a Takke
MpOrpaMMHOTO  OO€CrieueHUssT C  TNPUMEHEHHEM  TEXHOJNOTHM  HCKYCCTBEHHOTO  MHTEIUIEKTA,
MpeIHa3HAaYeHHOTo s OO0paOOTKM MEAMIMHCKUX HW300paXeHUH, MOMYyUYEHHBIX MpPHU MPOBEACHUU
PEHTTEHOJIOTUYECKUX  HCCIIEAOBAaHUHN, BKIIOYAass KOMITBIOTEPHYIO TOMOTpaduio, peHTreHorpaduro,
¢mooporpaduio .  Mammorpaduio, TpPU YCIOBUM TNPOBEACHHUS KIMHUYECKUX HCHBITAHUH B
TOCYIapCTBEHHOM OFOPKETHOM YUPEKICHHUH 3JpaBOOXpaHeHUs Topoja Mockssl "Hay4uHo-ipakTHdecKuid
KIIMHUYECKUH IIEHTP AMArHOCTHKU M TENEeMEIULMHCKUX TexHojorui JlemaprameHTa 37paBOOXpaHEHUs
ropoga Mocksbl" (anee COOTBETCTBEHHO - KIMHMYECKMM IIEHTpP, OTEYECTBEHHBIE MEIUIMHCKUE
u3nenus), npeaxycmorpensl myHkramu 101 - 109 nacrosimux [Tpasuo.

locynapcTBeHHast peructpaiusi OTEYECTBEHHBIX MEAMIIMHCKUX U3JEIHN OCYIIECTBISETCA B
cooTBEeTCTBUU C TyHKTamu 63 - 86 wmmum 87 - 100 nHacrosmmx IIpaBwi 7uGO0 B COOTBETCTBHH C
OCOOCHHOCTSIMM ~ TOCYJAPCTBEHHON  pErucTpalMd  OTEUYECTBEHHBIX  MEIUIMHCKUX  W3JEIHH,
yctaHoBiaeHHbIMH yHKTamMu 101 - 109 nactosimux [TpaBui, mo BEIOOPY 3asBUTEIIA.

25. ®dakT rocyaapCTBEHHOM PEerucTpaluyd MEIUIMHCKOTO U3/IeNUs B COOTBETCTBUU C HACTOSIIIIUMU
[lpaBuiaMu TOATBEPXKIACTCS PEECTPOBOW  3aMKCBIO, BHOCHUMOH PETHCTPUPYIONIMM OPTraHOM B
roCyAapCTBEHHBIN peecTp (J1ajee - peecTpoBasi 3aIKch).

[ocynapcTBeHHass perucTpanus MEIUIMHCKOTO M3JCNUsl B COOTBETCTBHHM C HACTOSIIUMHU
[TpaBunamu siBisieTcst 6€CCPOUHOM.

26. BxirroueHre B OJJHY pPEeCTPOBYIO 3alTUCh HECKOIBKHUX MOJIEIeH (MapOK) MEIUITMHCKOTO U3CIIHS,
B TOM YHCJI€ OTHOCSIIUXCS K pa3HbIM BUJIaM MEAUIIUHCKUX U3JEIHI B COOTBETCTBUU C HOMEHKJIATYPHOM
KJaccuuKkanue MEIUIIMHCKUX W3JIeTUH 10 BUAAM, yTBEpKaaeMo MUHHUCTEPCTBOM 3/IpaBOOXPAHCHHUS
Poccuiickoit ®@eneparun (1ajnee - HOMEHKJIATypHas Kilaccu(UKAIUs MEIUIIUHCKUX U3JEIUN 110 BUIAM),
BO3MOXKHO IIPH YCJIOBUU COOTBETCTBUS 3TUX MOJEINEeH (MapoK) BCEM CIEIYIOIINM KPUTEPHSIM:

a) TMPOU3BOACTBO Mojeied (Mapok) MEIUIMHCKOTO M3ICNHUs OCYIIECTBISETCS  OJHUM
MpoW3BOANUTENIEM  (M3TOTOBHUTENIEM) IO OJHOM TEXHHUYECKOW JIOKYMEHTAllMd  TPOU3BOIUTENS
(M3roToBUTENS);

0) mMozenu (MapKu) MEAUIIMHCKOTO W3ENHS OTHOCITCS K OJHOMY KJIACCy MOTEHIIMAIIBHOTO pHUCKA
MMPUMCHCHUS

B) Mozenu (MapKu) MEAWIIMHCKOTO WM3/AENHsS MMEIOT OJIMHAKOBOE (PYHKIIMOHAIbHOE HAa3HAUYCHHUE U
MPUHLIUN ACHCTBHUS;

r) Mojenu (MapKH) MEIUIIMHCKOTO W3JEIHs MpeIHa3HAuYCHBI I ONMpeNesieHUs Haludus U (WIn)
KOJTMYECTBEHHOTO COJICP)KaHHUST B OHOJNOTHYECKOW TpoOe OJHOTO W TOTO JK€ KIMHUYECKU
(IMarHOCTUYECKHN) 3HAYUMOTO aHaIWTa (AHAJUTOB) (IUISI MEIMIIMHCKUX W3JCIHA IJIs TUArHOCTHKHU in
vitro);




1) MoaenH (MapKH) MEIUIIMHCKOTO M3JETHS MMEIOT Pa3IMyHble KOMIUIEKTAIlMU, HE BIMSIONINE Ha
OpUHIUN PaboTel M (DYHKIMOHANBPHOE HA3HAYEHUE, YTO TIO3BOJISIET OOECIEUUTh PACIIMPEHUE WU
CTICIIMATTM3AINIO UX TPUMEHEHHUS B METUIIMHCKUX IEJSIX (10 TPUMEHUMOCTH);

e) monenu (MapkKu) MEIUIIMHCKOTO H3CNIHs HWMEIOT pPa3juvHble TEXHUYECKHE IapaMeTphl, HE
BJIUSIIOIIME HAa TPUHILIUI PaOOTHI ¥ PyHKIMOHAIbHOE Ha3HauYeHHUE (110 MPUMEHUMOCTH);

k) Monenu (MapKu) MEIUIMHCKOTO H3AENUs O0pa3yloT THIOPAa3MEPHBIM (MOICIBHBIN) DSl WIH
SBIISIOTCA TPYIION HUCHOMHEHHWs] MeAMLIUHCKOro wu3aenus. I[lpu 3ToM mon rpynmnod HCHOTHEHUS
MEIUIIMHCKOTO M3/ENIUS MOHUMAIOTCS M3/EJHs, B OTHOIIEHUH KOTOPBIX BBIIOJIHEHBI OJUH TPYIIIOBOM
yepTexk JAeranedl W (WIM) OAHA TEXHUYECKas JOKYMEHTAIUsl MPOU3BOAUTENS (M3TOTOBHUTENS) Ha
MEAUIMHCKOE U3/IEIIHE;

3) MozenH (MapKu) MEAUIIMHCKOTO U3/IENTUSI HIMEIOT OJIMHAKOBBIC TPU3HAKH B YaCTH:
00JaCTH MPUMEHEHUS;

WHBAa3UBHOCTH;

CTEPWIBHOCTH (B TOM YUCIIE C YYETOM METO/IOB CTEPUIIN3ALIUN);

HaCTOTbI HCIIOJIB30BaHUA (OI[HOKpaTHOC MNPUMCHCHHUEC, MHOI'OKPATHOC IIPUMCHCHUC OJHUM
ManuceHTOM, MHOTOKPAaTHOC IMMPUMCHCHUC HECCKOJIbKUMUA HaL[I/IeHTaMI/I);

OKCINTYyaTalMOHHbIX U KOHCTPYKTUBHBIX 0COOEHHOCTEIA.

27. TocynapcTBeHHash MONIUIMHA 3a COBEPLICHUE PETUCTPUPYIOIIMM OpraHOM JEWCTBUN Hpu
OCYILECTBIEHUH T'OCYIapCTBEHHON PEruCTpaliii MEAUIUHCKUX U3/1EIUN yIJIadYMBaeTCsl B COOTBETCTBUU C
3akoHOnarenbcTBOM Poccuiickoit denepanmu o Hanorax u coopax.

Uudopmanuio o0 ymuare rocyJapCTBEHHOM TMONUIMHBI PEruCTPUPYIOUINI OpraH Mojydaer
MOCpenCcTBOM jaoctyma K locymapcTBeHHOW WH(DOPMAIMOHHOW CHUCTEME O TOCYIapCTBCHHBIX H
MYHUITMTNIAJIBHBIX TUIATEXaX, MPeaycCMOTpeHHoM ctarbeit 21.3 denepanbHoro 3akoHa "OO opraHuzanuu
MPEI0CTABICHUS TOCYIAPCTBEHHBIX M MYHHUIIMIAIBHBIX yCIyT".

28. Peructpupyroommuii opraH pasMmemaer HWHGOPMAIMIO, CBA3aHHYK C OCYIIECTBICHHEM
rOCyAapCTBEHHOW PETUCTPALMKM MEAMLMHCKOTO W3/JENINsA, BHECEHHEM HW3MEHEHUH B JOKYMEHTHI,
cofiepXaliuecss B PErMCTPAllMOHHOM JI0Ch€, M OTMEHOW TOCyJapCTBEHHOM pEerucTpanuu, Ha CBOEM
opunmansHoM caiite B cetu "VHTepHeT", B €IMHOM JHMYHOM KaOHMHETE 3asfBUTENS U AIIEKTPOHHOM
KaOWHETe 3asIBUTEIIS.

29. B nensx mpoXoXAECHHs MPOLEAYypbl TOCYIapCTBEHHON PErvMCTpalliy MEIULUHCKOTO W3ENINS
WHOCTPAHHBI  TPOW3BOAUTENH  (M3TOTOBUTENH) MEAWIIMHCKOTO  M3/AENWsS  JIOJDKEH  Ha3HAuYUTh
YHOHHOMO‘-IGHHOFO HpeIICTaBI/ITeJISI HpOI/ISBOI[I/ITCJISI (I/I3FOTOBI/IT6JI$I), I[ef/’ICTByIOH_[eFO B Hepnon
oOpareHus: MEAWIIMHCKOTO u3Aenus Ha Tepputopun Poccuiickoit denepamnuu, ¥ TOAACPKUBATH B
aKTyaJIbHOM COCTOSHUM HH(GOpPMAlMI0O O TaKOM NPEACTABUTENIC MPOU3BOAMUTENS (M3rOTOBUTEIS),
COZIEPIKAIIYIOCS] B PETUCTPAITMOHHOM JTOCHE.

B ciyuae ecnu cBeneHusi 00 YIOJTHOMOUYEHHOM PECTABUTEINE MPOU3BOIUTENS (M3TOTOBUTEINS) HE
yKa3aHbl B JIOKYMEHTaX, COAEpKAIllUXCSd B PETUCTPALMOHHOM J0Ch€, WIH SBISIOTCS HEAKTyallbHbIMH,
WHOCTPAaHHBIM TMPOM3BOMUTENb (M3rOTOBUTENL) A0 1 ceHTsOps 2025 . [HOMKEH Ha3HAYUTH
YHOOJTHOMOYEHHOTO MPEACTaBUTENS IPOU3BOAMUTENS (M3rOTOBUTENS), JACUCTBYIOIIETO B  MEPHOJ




O6paH_IeHI/IH MCIUIMHCKOI'O M3ICJIUS Ha TCPPUTOPHUH Poccuiickoit d)ezlepam/m, WM aKTyaJIU3UpOBATb
CBCACHUSA O HCM.

30. lo moga4u B perUCTPUPYIONINI OpraH 3asBJICHHS O PErUCTPALlMU MEIUIIMHCKOTO U3IENUs UIH O
BHECEHUU HM3MEHEHUU B JIOKYMEHTHI, COJIEpKAIUECs B PETUCTPAIMOHHOM JOChE, B COOTBETCTBUU C
nyakrtamu 63, 87, 112, 120 m 135 nactosimmx I[lpaBui uiaum mojgayv B YUPEXKIACHUE 3aABJICHUS O
MIPOBEICHUH DKCIIEPTU3bl KauecTBa, d(PPEKTUBHOCTU M 0€30MACHOCTH OTEUECTBEHHOTO MEIUIIMHCKOTO
uznenus B cooTBeTcTBUM ¢ myHKToM 101 Hacrosimux [lpaBun 3asBUTENb oOCymiecTBiIseT cOop
J0Ka3aTenbCTB  Oe3omacHOCTH W A(P(DEKTHBHOCTH  MEIUIIMHCKOTO  HM3AENUS H  IMOATOTOBKY
COOTBETCTBYIOLIUX JOKYMEHTOB PETUCTPALIMOHHOTO JOChE.

31. B mensix MOATOTOBKH JIOKYMEHTOB, COACPKAIIUXCA B PETUCTPAIMOHHOM JIOChE, IS UX
MOCJIEYIOMIETO TPEACTABICHUSI B PETUCTPUPYIOLIUMN OpraH WM YyYpexKIeHUEe 3asBUTeNlb (10
MIPUMEHHUMOCTHU B 3aBUCUMOCTHU OT MPOLEAYPHI):

a) o0ecrieYrBaeT MPOBEJICHNUE TEXHUUYECKUX HCIBITAHUH U (MJTH) BKIIOYAET B KOMIUICKT JOKYMEHTOB
UMEIOIIUECsT JaHHbIe (JI0Ka3aTelbHBIE MaTepUasibl MPOU3BOAUTENS (M3TOTOBHUTENSI) MEIHIIMHCKOTO
u3zenus);

0) oOecrieunBaeT MPOBEACHUE TOKCUKOIOTHYECKUX MCCIICAOBAHUN METUITMHCKOTO M3EHs U (MJITH)
MPUHAUIEKHOCTEH K MEAUIMHCKOMY MW3/CNIHI0, MPSAMO WM ONOCPEAOBAHHO KOHTAKTUPYIOIIMX C
MOBEPXHOCTHIO TEJla YEJIOBEKA, €ro CIM3UCTBIMU O0OJOYKAMH, BHYTPSHHHMH CPEAaMH OpPTaHu3Ma, IS
KOTOPBIX yKa3aHHOE B3auUMOJEHCTBHE (KOHTAKT) SBISETCS HEOOXOIMMBIM JJisi BBIMNOJTHEHHUS HX
MpeIHA3HAYCHHBIX (QYHKIUKA, W (WIM) BKIIOYAeT B KOMIUICKT JOKYMEHTOB HMEIOIIHECS TaHHBIC
(okazaresbHbIE MaTE€PUAIbl IPOU3BOAUTENS (M3TOTOBUTEINS) MEAULIMHCKOTO U3ICIINA);

B) 00eCTeuynBaeT MPOBEACHUE KIMHUYCCKUX UCTIBITAHUN MEIUIIMHCKOTO M3/eNus (32 UCKITIOYCHUEM
TOCYIapCTBEHHOW PETUCTPALUd MEIULMHCKUX W3AETuil, moaTBepkaeHue 3((EeKTUBHOCTH KOTOPBIX
TpeOyeT NpOBENEHUS KIMHUYECKUX MCIBITAHUM C y4acTHEM YEJIOBEKa M TOJYUYEHHUS pPa3pelieHUs
PETUCTPHUPYIONIETO OpraHa, OCYIIECTBIsIEMON B COOTBETCTBUY C MMyHKTaMu 63 - 86 HacTosmux [IpaBu).

KinHnyeckue wHcnpITaHMsT B LENSAX TOCYAAPCTBEHHOM PETUCTPALMM MEAMLMHCKOIO U3JEINus,
oATBEPKIACHHE YPPEKTUBHOCTH KOTOPOrO TpeOyeT MPOBENEHUSI KIMHUYECKUX HCIBITAaHUI C y4acTHeM
4elloBeKa (3a HCKIIOYEHMEM OTEYECTBEHHBIX MEAUIMHCKUX W3IENINUN, MEIULUHCKUX HW3JIEIUH Ui
JUArHOCTUKU 1In Vitro, MEIWIUHCKUX W3AENui, MPOIIEAIINX TOCYIapCTBEHHYIO pErucTpanuio B
COOTBETCTBHUHM C OCOOEHHOCTSIMH, YycTaHoBiIeHHbIMU I[IpaButensctBoM Poccuiickoit deneparyu, u
MIPOrPaMMHOTO 00ecTedeHHsl, SBJSIONIET0Cs] MEIUIUHCKUM H3[eNHeM), MPOBOISITCS HAa OCHOBAaHUU
paspelieHus: Ha IPOBEACHNE KIMHUYECKUX UCTIBITAHUM, BBIIAHHOTO PETUCTPUPYIOLIUM OPraHOM, a TaKXkKe
3aKJIIOYEHUs] 00 STUYECKOH OOOCHOBAaHHOCTU TMPOBENEHUS KIMHUYECKUX HWCIBITAHUN, BBIJAHHOTO
COBETOM II0 3THKe B c(epe oOpalieHUs MEIULIMHCKUX H3Jenuii MUHUCTEpPCTBA 3ApaBOOXPAHEHUS
Poccutiickoit @eneparuu (1asee - COBET MO ITUKE), B CIIy4asx, YCTAHOBICHHBIX HacTosmuMu [IpaBriamu.

KimHnyeckne wucneplTaHus € ydacTHEM 4YeEJIOBEKAa B LEIAX TOCYJapCTBEHHOM pPETrUCTpaluu
OTEUECTBEHHOTO MEIUIIMHCKOIO W3ENUs MPOBOAATCA HAa OCHOBAaHMM 3aKIIOUEHHS 00 3THYECKOM
00OCHOBAaHHOCTH TPOBEICHUS KIMHUYECKHX HCHBITAaHUH, BBIJAHHOTO COBETOM IO 3THKE, B CIIydasX,
YCTaHOBJIEHHbIX HacTosmuMu [IpaBunamu. PaspenieHne Ha mpoBefeHHME KIMHUYECKUX HCIBITAaHWH C
y4acTUEM UEJIOBEKA, BBIJIABAEMOE PETHCTPUPYIOLIMM OpPraHOM, IJsi OTEYECTBEHHBIX MEAMIIMHCKHX
U3, IpoLeaypa roCyJapCTBEHHOM perucTpaluu KOTOPhIX Oy[eT OCyIECTBIATHCS B COOTBETCTBHHM C
nyHkramu 101 - 109 nacrosiux IpaBui, He TpeOyeTcs.

Jns MEAMIMHCKUX HW3ACTUH JUIsl AWMArHOCTUKHU In Vitro, MEIUIIMHCKUX H3ICIUMA, TPOIISAIINX




rOCY/IapCTBEHHYIO PETUCTPALIMIO0 B COOTBETCTBUM C OCOOCHHOCTSMH, YCTaHOBIEHHbIMU [IpaBuTEnbCTBOM
Poccuiickoit ®enepannu, W NPOrpaMMHOTO OOECHCUEHHS, SBIISIOMIETOCS MEAUIUHCKUM H3/CIINEM,
MOJy4YEeHHE pa3pelieHHs PEerucTPUPYIOLIEro OpraHa Ha IpPOBEJICHHE KIMHMUYECKUX WCIBITAaHWH, B TOM
4HCIIe ¢ yYaCTUEM UYEJIOBEKa, HE TpedyeTcs;

r) obecrieunBaeT MPOBEJACHUE WUCIBITAHWNA B LENAX YTBEP)KIEHUS THUIIA CPEJCTB HM3MEpeHuil (B
OTHOIIIEHUY MEIWIIMHCKUX H3JIEIHI, OTHOCSIIUXCS K CPEACTBAM U3MEPEHHH B cepe TOCYNapCTBEHHOTO
perynupoBaHusl o0ecriedeHnsl eAMHCTBA U3MEPEHUH, NTepeYeHb KOTOPBIX yTBEpKIaeTcss MUHUCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepanun);

1) oOecrieyuBaeT IPOBEIEHUE MHCIEKTHUPOBAHUS TMPOM3BOACTBA MEIUIMHCKUX M3JENUN Ha
COOTBETCTBHE TPEOOBAaHUSAM K BHEIPEHUIO, MOJIJCPKAHUIO U OLIEHKE CUCTEMBI YIPABICHHUS Kau€CTBOM
MEIMIMHCKUX M3IEIUM B 3aBUCHUMOCTH OT IOTEHLIMAJIBHOIO PHCKA MX MPUMEHEHHS, YTBEP)KIECHHBIM
[IpaBurensctBOM Poccuiickoit denepanuu (nanee - TpeOOBaHUS K BHEIPEHUIO, TOJACPKAHUIO U OLICHKE
CHCTEMBbl YIPABJIECHUS Ka4eCTBOM MEIUIMHCKUX u3aenuit). [leppuuHOe MHCIEKTHPOBAaHUE MTPOU3BOJCTBA
MEAMLIMHCKUX U3/EJIUI Ha COOTBETCTBHE TPEOOBAHUSIM K BHEAPEHUIO, MOAJIEP/KAHUIO U OLIEHKE CUCTEMBI
YIPAaBIEHUS KAYE€CTBOM MEIULMHCKUX W3JEJIHUH, BBIIIOJIHEHHOE B LIEJIAX MPEACTABICHUS €r0 Pe3yabTaToB
B PETUCTPUPYIOIIMI OpPraH WIM y4pEexkKIACHUE B paMKax MPOLEAYp, NPeAyCMOTPEHHBIX pasaenamu I - VI
Hactosiux [IpaBui, AOMKHO OBITH IPOBEAECHO YUPEKACHUEM MU SKCIEPTHBIM YUPEKICHUEM.

32. CoBer no 3THUKE SBISETCS MOCTOSIHHO AEMCTBYIOIIMM OPraHOM, CO3/J1aHHbIM MHHHMCTEPCTBOM
3apaBooxpaneHust Poccuiickoit denepanuu Ui MPOBEAEHHUS IKCIEPTH3BI THUECKOM 000CHOBAHHOCTH
NPOBENEHUS KIMHUYECKUX HCTBITAHUA MEJUIIMHCKUAX W3ICTUH C ydacTHEM 4YelOBeKa B KaueCTBE
cyObeKTa (J1anee - dTHIecKasi IKCIepTH3a).

33. OCHOBHBIMH 3aJa4YaMH COBETA I10 DTHUKE SBJISIOTCS:

a) TMPOBEACHHE ATHUYCCKOM HKCIEPTH3bl JOKYMEHTOB, CBS3aHHBIX C MPOBEIACHUEM KIWHUYECKHUX
HUCIBITAaHUYA MEIUITMHCKUX H3/CIIHII;

0) BBIIAYa 3aKiOUeHHsT 00 3TUYECKOW OOOCHOBAHHOCTH BO3MOXKHOCTH WJIM HEBO3MOXKHOCTH
MPOBCACHHUA KIIMHUYCCKUX HUCHBITAaHUN MCOAUIINHCKUX I/ISILCJII/Iﬁ C Yy4dJaCTHCM 4YCJIOBCKAa B KaiCCTBC
cyObeKTa.

34. CoBert 10 3THKE B COOTBETCTBUH C BO3JIOKCHHBIMH HA HETO 3a/1a4aMu UMEET IPaBo:
a) ToJTy4aTh JOKYMEHTHI, HEOOXOUMBIE JIJIsI TPOBEICHMSI STUUECKON IKCIIEPTH3HI;

0) 3ampamuBarh y 3asSBUTENS HEAOCTAIOININE MaTepHAIIbl, HEOOXOTUMBIC IS TPOBECHUS STUYECKON
JKCIEPTU3HI.

35. CocraB coBeTa MO JTHKE YTBEp)KIaeTcss MHHHMCTEPCTBOM 3apaBooXpaHeHus Poccuiickoi
Qenepanun 1 GpopMHpyeTCsl M3 NpPEACTaBUTENEH  MEQUIMHCKUX, HayyHBIX OpraHM3aLui,
0o0pa30BaTeNbHBIX YUPEKICHUIN BBHICIIETO O0pa30BaHWs, a TakkKe TNPEACTaBUTENEH OOIIeCTBEHHBIX
OpraHu3al|ii, PeIUTHO3HbIX OPTaHU3aIMI U CPeICTB MacCOBOM MH(OpMaIMHK (1ajee - SKCIEePThl COBETA).

Yucao HpCHCTaBHTeHCﬁ MCIUIIMHCKHNX opraHmauHﬁ HC MOXCT MNPECBLINIATL IOJIOBHHY O6H_I€F (O)
qucia 9KCIIEPTOB COBETA.

36. CocraB coBeTa I10 ATHKE IEPECMaTPUBACTCS 110 MEpe HEOOXOIUMOCTH, HO HE Yallle OJJHOTO pas3a
B TOJI.




V3MeHeHusT M JOTOJIHEHUSI B COCTaB COBETA IO ATHUKE YTBEPXKAAIOTCS MPUKa30M MHHHCTEpPCTBA
3npaBooxpanenus Pocculickori @enepannu.

37. B cocTaB coBeTa I10 3THUKE BXOIAT IIpeaccaarciib, €ro 3aMCCTUTCIIN U YJICHBI COBETA I10 9TUKC.

38. Ilpeacenarens coBeTa MO ATHKE Ha3HayaeTcss MHMHHMCTpOM 37apaBooxpaHeHHMs Poccuiickoit
@enepany M3 4YUCIAa SKCHEPTOB COBETA, MMEIOIIMX BBICIIEE MEAMLMHCKOE O0pa3oBaHME, HAyUHYIO
CTCIICHb KaHAuJAaTa MCAUINUHCKUX HAyK MWW AOOKTOpa MCEIHIOWHCKHUX HAYK MW OIIBIT pa6OTH 110
IIPOBEJICHUIO KIMHUYECKUX MCIBITAHUN MEIULIMHCKUX W3JEIUA U Pa3pelieHUI0 BOIPOCOB, CBA3AHHBIX C
STUYECKUMHU acTIeKTaMH1 KIIMHUYECKUX MCITBITaHUH MCOUIIMHCKHUX I/I3H6JII/II7L

39. Tlpencenarens coBeTa MO ATHKE OCYIIECTBIISIET 00Iee PyKOBOACTBO, ONPECIISET HAPaBICHUS
paboThl COBETa MO 3THKE, OpPraHU3yeT ero padoTy, pacmpeiessieT OOS3aHHOCTH MEXAY dKCIepTaMH
COBETa, OCYIIECTBISCT KOHTPOJIb 32 TIPOBEICHUEM 3TUYCCKOM IKCIICPTH3HI.

B OTCYTCTBHUC IIPpEACCAATCIIA COBETA 11O 3THUKC €TO 00SI3aHHOCTHU UCITOJIHSIET OIHWH U3 3aMeCTI/ITeH€I\/'I,
I/IMCI-OH_[I/Iﬁ BBICIICC MCANITMHCKOC O6paSOBaHHC.

40. DOkcnepTbl COBETa HE JOJKHBI HAXOAUTBHCSA B KaKOM-TMOO 3aBUCHMOCTH OT IPOU3BOAUTENEH
(u3roroBuTENEN) MEAMLMHCKUX W3IEIUN U APYTHX JIML, 3aMHTEPECOBAHHBIX B pE3yNlbTaTax 3TUYECKOM
SKCIEPTU3HI.

41. B coBeTe 10 3THKE MOTYT CO3JaBaThCs KCIEPTHBIE TPYIIIIbI.
42. K skcriepraM coBeTa MPEABSIBIAIOTCS CIEAYIONIE TPeOOBaHUS:
a) JUls JIML, UMEIOLIUX BBICIIEE METUIIMHCKOE 00pa30BaHUeE:

HaJIMYUe IIOCJIEBY30BCKOTO M (WJIM) JONOJHUTEIBHOIO MPO(PECCHOHAIBHOIO 00pa3oBaHMs,
cepTH(UKaTa ClIeHUAINCTa;

HaJIMYUEC OIIbITa paGOTbI Mo MpOBCACHUIO KIIMHUYCCKHUX HUCIILITAHUN MCIOUIIMHCKUX I/IS[[GJII/Iﬁ 158
pa3pelIeHUI0 BOIPOCOB, CBA3AHHBIX C ATUYECCKUMH ACIEKTAMH KIMHUYECKUX MCIBITAHUN MEIUIIMHCKUX
U3,

0) JIIs1 UHBIX JIUIL;
HaJINYME BHICIIETO 00pa30BaHMS;

HaJIMYHUEC OIIbITa pa6OTBI M 3HAaHWK B O0JACTH ATHYECKUX U IMPAaBOBBIX ACIICKTOB 3allUThI IIpaB U
CBO6OI[H YCJIOBCKA U IpaKaaHHUHA.

43. 3acengaHus coBeTa MO ATHKE MPOBOASTCS MpeAceaaTesIeM WiTU 10 €ro MOPyYeHHIO 3aMECTUTENIEM
npenaceaarenst 1 oQpOPMIIIOTCS TPOTOKOIOM, KOTOPHIH MOAMUCHIBACTCS MpeCceIaTelIeM COBETa 10 3THUKE
WM €70 3aMECTUTEIIEM.

Marepuanbsl K 04epeTHOMY 3aCEIaHUI0 COBETA M0 ATUKE HAIIPABISIOTCS SKCIIEPTaM COBETA IO TUKE
JernapraMeHToM MuHuctepeTBa  3apaBooxpaHeHus Poccuiickoit denepanu, OTBETCTBEHHBIM 32
OpraHU3aI[MOHHO-TEXHUYECKOE 0OecrieueHre COBETa 110 ITUKE (Jajiee - AernapTaMeHT), He TI03JHee YeM 3a
3 pabouux IHS A0 HA3HAUEHHOTO JeNapTaMEeHTOM CpOKa MPOBEACHUS 3aceJaHusl.

44. 3acenaHue coBeTa IO 3TUKE CUMTAETCS IPAaBOMOYHBIM, €CIM Ha HEM IPUCYTCTBYET HE MEHEE




JBYX TpETel ero 4JeHOB.
OKCIIepTHl COBETA yYaCTBYIOT B €r0 padoTe JINYHO, ACIErMpOBaHKE ITOJIHOMOYUN HE I0IyCKAETCS.

45. BKCHepTBI COBCTA, YYAaCTBYIOIIHMC B INNIAHUPYEMOM KIIMHHUYCCKOM HCIIBITAHWHU MCIUIMUHCKOTO
HU3ACIINA, HC ITPUBJICKAIOTCA K 3THYECKOM OKCIICPTHU3EL.

46. Pemenne coBeTa IO 3THKE IPpUHHUMACTCA OTKPBITBIM I'OJIOCOBAHUEM ITPOCTBIM OONIBIITMHCTBOM
TOJIOCOB IMPUCYTCTBYIOIIUX HA 3aCCAAHUHN SKCIICPTOB COBCTA.

B ClIydyac paBC€HCTBA TIOJOCOB IIPHHATBIM CUHHUTACTCA PCHICHHUE, 3a KOTOPOC IIPOrojiocCoBall
HpCI[CGI[aTCHBCTBYIOH.II/Iﬁ Ha 3aCCJaHHNH COBECTA I10 3THKC.

47. Tlo pe3yjibTaraM 3acCllaHrsd COBCTA I10 IOTHKE O(bOpMJ'IHCTCH 3aKII0YeHHe 00 3THUYECKOMH
000CHOBAaHHOCTH MMPOBCACHUA KIIMHUYCCKUX HUCIBITAHUN MEIHIIMHCKOTO H3ACIUS II0 (bopMe CoriaaCHo
MNPUITIOKCHUIO, KOTOPOC IOAIMUCBIBACTCS MPEACCHAATCIICEM COBECTA IO 3THUKEC HIIN €0 3aMCCTUTCIICM. OI[I/IH
OK3CMILIAP 3aKJIIOYCHHUA BPYYaCTCA 3aABUTCIIIO MWK HAOpPaBIACTCA CMY 3dKa3HbBIM ITOYTOBBIM
OTIHIPABJICHUCM C YBCIAOMJIICHUCM O BPYUCHHHU, a BTOpOfI OK3CMINIAP XPAHUTCA B ACTIAPTAMCHTC.

48. DkcmepT coBeTa, HECOINACHBIA C MPHHATHIM PEIICHHEM, UMEET MPaBO B MUCHBMEHHOU (Qopme
U3JIOKUTH CBOE 0C000€ MHEHHE, KOTOPOE INPHJIAraeTcsi K COOTBETCTBYIOIIEMY 3aKIIOYEHHIO COBETa IO
3THKE, IPETyCMOTPEHHOMY ITyHKTOM 47 HacTtosmux [IpaBui, u SBiseTCs ero HEOThbEMIIEMOH YacThIO.

49. Undopmamus o0 cocraBe coBeTa IO H3THKE U IUJIaHaX €ro paloThl pa3MelaeTcs B
COOTBETCTBYIOILLIEM paszeiie Ha caite Munucrepersa 3apaBooxpanenus Poccuiickon denepanuu B ceTu
"MaTepHeT" M noaiepKUBAETCA B aKTyaIbHOM COCTOSTHUM.

Nudopmarus o TeKymiedl neATeIbHOCTH COBETa MO 3THUKE pa3MENIacTcsi B COOTBETCTBYOIIEM
paznenie Ha caite MunucTepcTBa 3apaBooxpaneHusi Poccuiickoit @enepaunu B cetu "HMHTepHer" B
TeueHue 3 pabounx AHEH CO JHS NPOBEICHHS 3aCEAAHUs COBETA 110 STHKE.

50. DxcrnepTHOE YUYpekJIeHHE IO KEJaHUIO 3asBUTeNs 10 Hauaja MpOLeayphl roCyJapCTBEHHOM
pPErucTpali OCYIIECTBISET KOHCYJABTHPOBAHHWE, B TOM YHCIIE [0 BOIPOCAM MpPOLELYp, CBA3aHHBIX C
rOCyAapCTBEHHOW perucrpanueil MeIUIMHCKUX W3JEINUN, BKIIIOYas MpeIBapUTEIbHbIA aHallu3 U OLEHKY
PEruCTPALIMOHHOTO J0ChE, B OPSIKE, YCTAHOBIEHHOM PETUCTPUPYIOIIMM OPTaHOM.

KoncynsrupoBanue He SBIseTCS OO0s3aT€NbHBIM JUUISl TOJIYYEHHsS] TOCYIapCTBEHHOW YCIYrH IO
rOCYIapCTBEHHOW PErMCTPaLli MEAULIUHCKUX WU3/ICIIHA.

B menax coOmroneHus MPUHIMIIOB HE3aBHUCHUMOCTH M OECHpPUCTPACTHOCTU TMPU MPOBEACHUU
HKCTIEPTU3BI KauecTBa, d(P(PEKTUBHOCTH U OE30MaCHOCTH MEIUIIMHCKOTO M3/EHS, a TAKXKE WCKIIOUYCHHS
BO3MOXKHOCTH KOH(IMKTa MHTEPECOB JOHKHOCTHBIE JIMIA AKCIEPTHOTO YUPEKICHHS, OCYIIECTBIISBILNE
KOHCYJBTHUPOBAHUE WJIM WHCIEKTUPOBAaHUE IPOU3BOJACTBA MEIULMHCKUX M3/AEIUIl Ha COOTBETCTBHE
TpeOOBaHUSIM K BHEIPEHHUIO, MOJJACPKAHUIO U OLIEHKE CHCTEMBI YIPaBIEHUS KAaYECTBOM MEIUIIMHCKUX
U3ETUI, HE MOTYT MPOBOIUTH JKCHEPTH3Y KauecTBa, d()(HEeKTUBHOCTH U OE30MaCHOCTH MEIUIIMHCKOTO
W3Jenusl, 10 KOTOPOMY ITPOBOAWIIOCH KOHCYJIBTHPOBAHUE.

51. B OTHOIIEHUHN MEIUIIMHCKOTO M3/EIHS 3aSBUTENIEM MOXET ObITh IPEACTABICHO TOJIBKO OHO U3
3as1BJICHUI, TPEAYCMOTPEHHBIX IMYHKTOM 63, Wiau myHKTOM 87, win noamyHkToMm "a" myHkra 101, wimn
noanyHkroM "a" myHkra 112, nnu noanynkrom "a" mynkra 120, niau nynkroM 135 nacroamux [Ipasun. B
cllyyae TMpeICTaBICHHs] WM HamNpaBiIeHHUs B PETUCTPUPYIOLIUMN OpraH WU YUpEeKIEHUE B IEPUOL
PacCMOTPEHMSI UM PETUCTPALMOHHOIO JI0Ch€ B COOTBETCTBUM C MPOLENYPOH, MIPELyCMOTPEHHOU




Hactosuumu  [IpaBunamu (DO BBIHECEHHS HMTOTOBOIO pEIICHUS, MPEAYCMOTPEHHOTO JaHHOU
MpoLelypoii), TMOBTOPHOTO M (WJIM) HOBOTO 3asBICHHUS M3 YKa3aHHBIX B MPEIJIOKCHUU TEPBOM
HACTOSILETO IMyHKTa B OTHOLIEHUH JTaHHOT'O MEAUIMHCKOIO M3JEJIHs TAKOE 3asBICHUE PErUCTPUPYIOLIUM
OpPraHoM WJIA YUPEKJICHUEM HE MPUHUMAETCS.

52. Peructpupyronmii opran GopMHpYET pEerucTpaOHHOE TOChE U3 CIIEAYIONINX JTOKYMEHTOB (110
MIPUMEHUMOCTH):

a) 3asBJIEHHE O PETHCTPAllMM W JOKYMEHTHI, MPEAyCMOTPEHHBbIE MyHKTOM 65, mmu 87, mmu 101
HacTosmux [IpaBui, 3asBIEHHE O BO30OHOBIECHUH TOCYJAPCTBEHHOW PETUCTPAIMH MEIUIIHHCKOTO
U3IEeNUs U JIOKYMEHTHI, MpexycMoTpeHHble MyHKToM 80 Hacrtosmux [IpaBui, 3ampochl U JTOKYMEHTHI,
MpeAyCMOTpEeHHbIE MyHKTOM 74 unu 96 nHactosumux [IpaBun, 3asBieHHEe O BHECEHWU H3MEHEHUH,
COZIEPIKAIIUXCS B PETUCTPAITMOHHOM JOChE, M IOKYMEHTHI, MPEAYCMOTpeHHBIC MyHKTamMu 112 u () 120
Hactosmux [IpaBui, a Takxke 3asBlIeHHE 00 OTMEHE TOCYIAPCTBEHHOW PETHUCTPAlMU METUITUTHCKOTO
W3JIeTUs U JOKYMEHTHI, IPeyCMOTpeHHbIe oamyHKToM "0" myHkTa 139 Hactosmux [Tpasun;

0) xomus 3aJaHMA Ha NPOBEICHHE OHKCIEPTU3bl KauecTBa, A(PQPEKTHUBHOCTH U OE30MacCHOCTH
MEIUIIMHCKOTO M31eNusl, 0(OPMIIEHHOTO PErUCTPUPYIOLIMM OPTraHOM;

B) 3aKJIIOYEHUS, OPOPMIICHHBIE SKCIIEPTHBIM YUPEKICHUEM ITPHU MPOBEICHUH IKCIIEPTH3HI KauyeCTBa,
3P PEKTUBHOCTH U 6€30IaCHOCTH MEAULIMHCKOTO U3/IEIus;

') BO3paKEHUS 3asBUTEINS HA 3aKIFOUEHUE SKCIIEPTHOIO YUPEXKIECHUS NP MPOBEIEHUU SKCIIEPTU3BI
KauecTBa, 3(pPEeKTUBHOCTH U 0€30MACHOCTH MEIUIIMHCKOTO U3/1EIHsl, PELIEHUs] PErUCTPUPYIOLIEr0 OpraHa
10 UTOTaM PACCMOTPEHUS BO3PAKEHUH 3asBUTEIISI HA 3aKIIIOUEHMUE;

1) KOIIMH MPUKA30B PETUCTPUPYIOIIETO OPTraHa;
€) KOIIMM YBEJAOMJIEHUH, HAIPABJIEHHBIX PETUCTPUPYIOIIUM OPraHOM;
) KOIIMH OTYETOB 00 MHCIIEKTUPOBAHUU TPOU3BOICTBA MEAUIIMHCKOTO U3IEIIHSL.

53. JIOKyMEHTBI, COIEPKALUECS B PETUCTPALIMOHHOM J0ChE, MPEACTABISAIOTCSA B PETUCTPUPYIOLIUI
OpraH C HCHOJb30BAHUEM EAMHOIO JMYHOrO KaOuHeTa 3asBUTENs B (HOpME IEKTPOHHBIX JOKYMEHTOB
WIN 3JIEKTPOHHBIX 00pa30B JIOKYMEHTOB, MOANUCAHHBIX YCHJICHHON KBaTH(DUIMPOBAHHON AIIEKTPOHHOMN
MOANUCHIO WIN YCUJIEHHONW HEKBAIN(UIMPOBAHHOM IIEKTPOHHOM MOIIHUCHIO 3asIBUTEISL.

JoxymMeHThl Ha OyMa)KHOM HOCHUTEJNE, COACPMAIIMUECS B PETUCTPAIMOHHOM JOChE, AIIEKTPOHHBIE
00pa3bl KOTOPBIX MPEICTABISIIOTCS 3asBUTENIEM, JOKHBI ObITh 3aBEPEHbI B YCTAHOBICHHOM MOPSIIKE.

54. JIOKyMEHTBI, COAEpKaIIhecs] B PETUCTPAIMOHHOM JOChE, JOJDKHBI OBITh BBIMIOJHEHHI B
MHOTOIIBETHOM (popmare ¢ paspemieHrnemM He meHee 300 Touek Ha oM B dopmare *.pdf ¢ TEKCTOBBIM
CJIOEM C BO3MOXXHOCTBIO BBIICTICHUS] M KOMUPOBAHUS OJIOKOB, a TAK)KE OCYIIECTBICHUS TIOUCKA.

Pa3zmep mro06oro u3 (aityioB perucTpaliioHHOTO 10Che He Mo/KeH npeBbimats 100 MO.

B kaxaoM NOKyMeHTe, comepiKaleMcsi B PETHCTPAIMOHHOM J0Che, 00s3aTeNbHO JOJDKHA OBITh
yKa3zaHa JlaTta ero BblJauu.

55. B ciywae eciM JOKYMEHTBI, COAEPKAIIMECS B PETHCTPALMOHHOM JIOChE, COCTABJIEHBI Ha
MHOCTPAaHHOM $3bIKE, OHU TPEACTABISAIOTCS C 3aBEPEHHBIM B YCTAaHOBJIECHHOM MOpPSIKE MEPEBOIOM Ha
PYCCKHH S3BIK.




56. TexHuueckas JOKyMEHTAlUsl HPOM3BOAMUTENS (M3rOTOBUTENS) HA MEIULMHCKOE H3JEIHe,
SKCIUTyaTallUOHHAsl JOKYMEHTAIMsl MPOM3BOAMUTENS (M3TOTOBUTENS) HA MEIUIMHCKOE HU3JENNE, B TOM
YHUCJIE UHCTPYKLUA 10 IPUMEHEHHUIO UM PYKOBOACTBO I10 DKCIUTyaTallul MEIULIMHCKOIO U3JENNs, MOTYT
OBITH JTOTIOJIHUTENFHO BHECEHBI MOCPEACTBOM €JUHOTO JINYHOTO KaOWHETa 3asiBUTENS B BHJIE CBEIACHUH,
NOANUCAHHBIX ~ YCWIEHHOW  KBaIM(UIUPOBAHHOM  HIEKTPOHHOM  MOANUCBIO MM YCUJIIEHHOM
HEKBATH(UIIMPOBAHHOM MEKTPOHHON TOANMCHIO 3asBUTEIS.

57. Obecneuenue opraHuzauud padoTel 1O (OPMUPOBAHUIO KM BEACHHUIO HOMEHKIATYpPHOH
KJaccu(UKaIUi MEAUIMHCKUX U3AEITHH M0 BUJAM OCYIIECTBISIETCS PETUCTPUPYIOIIUM OPTaHOM.

58. IIpu n3MeHeHuu BUAa MEIUIIMHCKOTO U3/IEIHs B paMKax paOdoThI 0 (OPMHUPOBAHUIO U BEICHUIO
HOMEHKJIATYpHOU KJIaccH(pUKAMM MENUIMHCKUX W3JEINA TI0 BHJAM PETHUCTPUPYIONIUH oOpraH
YBEIOMIISIET TOCPEACTBOM 3JIEKTPOHHOTO KaOMHETa 3asBUTENs O IUIAHUPYEMOM HW3MEHEHUHU BHJA,
COZIEpYKAILIETOCS B PEECTPOBOI 3aMKCH.

B teuenune 15 pabGoumx pAHEH co [OHA pa3MelIeHHs] B DJICKTPOHHOM KaOWHeTe 3asBUTEINS
YBEJIOMJICHHUS, YKa3aHHOTO B a03aIle TIEPBOM HACTOSIIETO ITyHKTA, 3aBUTEh BIPABE 03HAKOMHUTLCS C HUM
U TpU HAIWYUHM BO3PAXKEHUN HANpPaBUTh UX B PETUCTPHUPYIOMIMA OpraH MOCPEICTBOM 3JIEKTPOHHOTO
KaOWHeTa 3asSBUTEINS. YKa3aHHbBIC BO3PAXKCHHSI HAMIPABIISIOTCS 3asIBUTEIIEM OJJHOKPATHO.

B cnyudae ecnu B yCTaHOBIIEHHBIM CPOK BO3PaKEHUS 3asiBUTENS HE MOCTYIWIH, PETUCTPUPYIOLIUI
OpraH OCYIIECTBIISIET MEPOTPUSITHS IO BHECEHUIO U3MEHEHUN B PEECTPOBYIO 3aIHUCH.

B ciydae mnocTymieHus TOCPEACTBOM 3JEKTPOHHOIO KaOMHETa 3asBUTENsl B CPOK, HeE
npeBbllaronuii 15 pabounx nHeH, BO3pakeHUH 3asBUTENS 110 U3MEHEHUIO BUAA MEAULIMHCKOTO W3NS
peructpupyromuii oprad B reueHue 30 pabounx JHEH co JHS MOCTYIUIEHHUsS] BO3PaXXEHUI paccMaTpUBaeT
UX, B TOM YHCJIE C IIPUBJICYEHUEM DKCIIEPTHOTO YUPEKICHUS.

B cnyyae npuHATHS pelIeHUs O MPU3HAHUM BO3PAKEHUM TOJHOCTbIO WJIM YacTUYHO
000CHOBaHHBIMH MEPOTIPUSATHS 10 BHECEHUIO H3MEHEHUI B PEECTPOBYIO 3aMUCh HE OCYIIECTBISIIOTCS.

B ciydae npuHSATHS pelieHWss O TPU3HAHUHM BO3PAKCHHN TIIOJHOCTHIO MM YacTHYHO HE
O0OOCHOBaHHBIMHM  PETHCTPUPYIOIIUI OpraH yBEAOMJIAET O NPUHSATOM pEIICHUH TOCPEICTBOM
EKTPOHHOTO KaOWHEeTa 3asBHUTENsA (C MOTHBHUPOBAHHBIM OOOCHOBAaHHMEM IMPUHATOTO PEIICHUS) U
OCYHCCTBIIACT MCPOIIPUATHA 110 BHCCCHHUIO COOTBCTCTBYIOIUX U3MEHCHUH B PEECTPOBYIO 3aIIUCH.

59. Cpoku ¥ MOCIIEeI0BATENbHOCTh AIMUHUCTPATUBHBIX MPOLEAYP U aAMUHUCTPATUBHBIX JECHCTBUI
PErUCTPUPYIOLIEr0 OpraHa YyCTaHABIMBAIOTCS AJIMHHUCTPATUBHBIM PEMIAMEHTOM IO MPEAOCTaBICHUIO
TOCYJIaPCTBEHHOM YCIYTH MO TOCYAapCTBEHHOW PETHCTPAlMA METUIIMHCKUX H3/ICIUN, pa3padaTbiBaeMbIM
B COOTBETCTBHUH € TpeOOBaHUAMH, ycTaHOBIeHHbIMU [IpaBuTenscTBoM Poccuiickoit @enepannu.

60. Ha teppuropuu Poccuiickoit @enepaiiuu He JOMyCKAIOTCA:
a) peructpanus pa3jindHbIX MCOUITUHCKUX I/IBI[GJII/If/’I moa OJHMM HaMMCHOBAHUEM,

0) peructpauus B KayecTBE MEAMIMHCKUX W3IEIUNA MPOAYKIMH, HAaWUMEHOBAaHHE KOTOPOM
comepx)uTcs B [OCymapCTBEHHOM peecTpe JEKapCTBEHHBIX CPEICTB ISl MEAUIIMHCKOTO MPUMEHEHHUS,
Enunom peectpe 3aperucTpupOoBaHHBIX JIEKAPCTBEHHBIX CpeAcTB EBpasuilckoro sSKOHOMHYECKOTO CO03a
WIM COBIAJaeT ¢ HAMMEHOBaHWEM OWOJIOTMYECKH AKTUBHOW IOOABKH K THIIE, CBEICHUS O KOTOPOW
cogepxarcsi B EnMHOM peecTpe CBHIETENBCTB O TOCYJApCTBEHHOM perucTpauuu npomaykiuu. Ecmm
JIEKapCTBEHHOE CPEACTBO HIIM OWMOJIOTMYECKH aKTHWBHAasg 1M00aBKa K THINE SIBISETCS KOMIIOHECHTOM
MEAMIIMHCKOTO M3/eNusl, UX HAaUMEHOBAaHHS MOTYT HCIIOJIb30BAThCS B HAUMEHOBAaHUHM MEIUIIMHCKOTO




HU3OCIHUA,

B) IMMOBTOpHAad pEerucTpauusa OAHUM ITPOU3BOAUTCIICEM OJHOI'O U TOT'O KC MCAUIIUHCKOI'O U3ACIINA IO
HWMHBIM HAMMCHOBAHHUCM.

61. B mensx mpoxoAeHHs MPOUEAYphl TOCYIAPCTBEHHON PETUCTPAIMU METUIIMHCKOTO HW3ICIHS
MPOU3BOAUTENh  (M3TOTOBUTENb) MEIUIUHCKOTO HW3JENHUsS JIOJDKEH OOECMeuuTh COOTBETCTBUE
METUIIMHCKOTO U3ENUSI CIEAYIONINM TpeOOBaHUAM (110 TPUMEHUMOCTH):

a) HC JOOIIYCKACTCsA OrpaHUYCHHUC B3aMMO3dAMCHACMOCTH MCIUIUHCKHUX I/IS,Z[eJ'II/Iﬁ IIyTEM
HCIOJIb30BaHUA CIICHHUAJIBbHBIX TCXHUYCCKUX WJIN MMPOrpaMMHLBIX CPEACTB WU APYTUMU CHOCO6aMI/I, €ClIn
9TO HC IPCAHAZHAYCHO AJIA obecneyeHns 0€30MaCHOCTH U B(b(beKTI/IBHOCTI/I MCIUIIMHCKOI'O U3ACIINA,

0) JomycKaeTcsi TOATBEPKIECHHWE BO3MOXKHOCTU COBMECTHOTO NPHUMEHEHHUS PETUCTPUPYEMOTO
MEAMIIMHCKOTO M3JEIHs C APYTUM MEIUIMHCKUM HU3JEIUEeM HHOTO MPOU3BOAMUTENS (M3TOTOBUTENS),
3apErHCTPUPOBAHHBIM B COOTBETCTBUU C TPeOOBAaHUSIMHU 3aKOHOAaTenbcTBa Poccuiickoit denepanvu B
chepe TOCYIapCTBEHHOM PETUCTpallMd MEIWUUHCKUX u3fenuid. [Ipm 3ToM coBMecCTHOe MpHUMEHEHHue
PETUCTPUPYEMOTO MEAULMHCKOTO HW3ACIHS C MEIULUHCKUM M3JEJIMEM HHOIO MPOU3BOIUTEIS
(M3rOTOBUTEINSI) OCYIIECTBISIETCS C YYETOM OCOOEHHOCTEW, YCTaHOBJIEHHBIX B SKCILTyaTallHOHHOM
JIOKYMEHTAIUU IPOU3BOIUTENS (M3TOTOBUTEISI) HA PETUCTPUPYEMOE METULIMHCKOE U3JIEIHE.

62. Pemennss u ngeictBus (0e3ACHCTBUE) PETUCTPUPYIONMICTO OpraHa, TMOBJICKIIME 3a CO00i
HapylICHHE TMpaB IOPUAWYECKOTO JHIA WU (U3WYECKOTO JIMIA, 3apErHCTPUPOBAHHOTO B Kav4eCTBE
UHAVBUAYAIbHOTO MPEINPUHUMATENS, a TAKKe 3aKIIOUEHUS] SKCIIEPTHOTO YUPEKIACHUsS TI0 pe3ylibTaraM
MPOBEJICHHBIX UM B COOTBETCTBHHM C HacTOsSIUMHU [IpaBuiamMu SKcrepTu3 MOTYT OBITH 00KaJIOBaHBI
3asiBUTENIEM B MOPSAKE, YCTAaHOBIEHHOM 3aKOHO/AATENbcTBOM Poccuiickoii denepariui.

Il. FTocypapcTBeHHas perucrtpaumsa MeguUUHCKUX nsgenun,
noarBepxaeHue 3chPeKTUBHOCTU KOTOPLIX TPpebyeT npoBeaeHUs
KITMHUYECKNX UCNbITAaHUN C y4acTMEM YerioBeKa U Nony4veHus
paspelueHus perucTpupyroLwero opraHa Ha nposegeHue
KIMTMHUYECKNX UCNbITaHUN

Koncynprantlntoc: npumedanue.
I1. 63 netictByer no 31.12.2025.

63. Jlnst rocyapCTBEHHOM perucTpan MEAUIIMHCKOTO U3/eNus, MoATBepkIeHue d(hHeKTuBHOCTH
KOTOPOTO TpeOyeT TPOBENCHHUS KIMHHYECKUX WCIBITAHHA C YydYaCTHEM 4YeJOBeKa M TIOIy4eHUs
paspelieHuss PerucCTPUPYIONIETO OpraHa Ha TMPOBEACHUE KIWHUYECKUX HUCIBITAHWUN, 3asBUTENb
MOCPEJICTBOM E€IMHOTO JIMYHOTO KaOWHETa 3asBHUTENS TMPEICTABISET B PErHCTPUPYIOUIMA OpraH
3asiBIIEHUE O PETUCTPAIINH, a TAKXKE JOKYMEHTHI, YKa3aHHbIE B TyHKTE 65 HacTosmmx [IpaBmi.

64. B 3asiBj€HNU O PErUCTpalli YKa3bIBAKOTCA CIEIYIOIINE CBEICHUS:

a) HAMMEHOBaHUE MEIULIMHCKOTO M3/enus (C ykazaHueM Mojieseit (MapoK) MEIUIIMHCKOTO U3eIIns,
X COCTaBa M NPHUHAUIEKHOCTEH, HEOOXOAMMBIX ISl MPUMEHEHHMsS MEIUIMHCKOTO M3JeNIUs WU €ro
Mojene (Mapok) IO Ha3HAYEHUIO (IIPY HAJIWYMM), IPU TOM 3aiBHUTEIb YKa3blBa€T TOBAPHBIA 3HAK U
UHBIE CPE/ICTBAa MHIMBUAYAIN3alUN MEIUIMHCKOTO H3JENUs B CIy4ae HUX HAHECEHUS Ha YIAKOBKY
MEAMLMHCKOTO U3/IENHNS;




6) B OTHOILLICHUHU ITPOU3BOAUTCIIA (I/I3FOTOBI/ITCJ'IH) MCIUIIMHCKOI'O U3ACIINA:

IOPUAMYECKOTO JIMLAa - TIOJHOE U COKpallleHHOe (IpM HaJIM4YuMM) HauMEHOBaHUS (C
TpaHCIUTepanuei), OpraHU3aI[MOHHO-TIPABOBAs dopma, UACHTU(DUKAITMOHHBIH HOMED
HaJIOTOTUIATENbIIMKA (JJIs1 TIPOU3BOAUTEIICH, SBIsOIUXCS pe3uaeHTamu Poccutickoit deneparun), agpec
MecTa HaXOXKACHHUs, a TaKKe HoMep TesiepoHa U aJipec 3JIEKTPOHHOU MOYTHL;

(GU3MYECKOTO JIHIA, 3apPETUCTPUPOBAHHOTO B KAYECTBE WHIMBUAYATBHOTO MPEINPUHUMATEINS, -
dbamunus, UMS U OTUECTBO (NMPU HAIMYUHU), PEKBU3UTHI JOKYMEHTA, YAOCTOBEPSIOIIETO JINYHOCTb,
UICHTH()DUKAIIMOHHBIA HOMEp HAJOTOIIaTeNbINKa (U1 TPOW3BOIUTENCH, SIBISFOIIUXCS PE3UICHTAMH
Poccuiickoit denepanun), axpec MecTa KUTENbCTBA, a Takke HoMep TenedoHa M aJpec ANMEKTPOHHON
MIOYTHI;

B) B OTHOIICHUH YIIOJITHOMOYCHHOI'O MMPCACTABUTEILA ITPOU3BOANUTCIIA (I/ISFOTOBI/ITGJ'IH)i

IOPUAMYECKOTO JIMLA - TOJHOE U COKpallleHHOe (IpM HaJIM4YuMu) HauMEHOBaHUS (C
TpaHcauTepauueil), OpraHU3alMOHHO-IIPAaBOBAs dopma, UACHTUDUKALIMOHHBII HOMED
HAJIOTOIIATEJIBIINKA, aAPEC MECTAa HAXOXKACHUS, a TaKXkKe HoMep TesieOoHa U aJipec 3IEKTPOHHO MOYTHI;

buznyeckoro JuIa, 3apeTUCTPUPOBAHHOTO B KAYECTBE WHIAMBUAYATbHOTO MPENNPUHUMATEINS, -
damunus, UM ¥ OTYECTBO (IpU HAJIMYMHK), PEKBU3UTHI JOKYMEHTA, YAOCTOBEPSIOIIErO JIMYHOCTH,
UACHTU(PUKAIIMOHHBIM HOMEpP HAJOTOIUIATENbIINKA, apeC MECTa KUTENbCTBA, a TAaKXKe HOMep TenedoHa
U aJIpec IEKTPOHHOMU MMOYTHI;

I) HaWMEHOBaHWE (HAMMEHOBaHWs) (C TpaHCIUTEpalMed) MPOU3BOICTBCHHON ILIONIAIKU
(IpOM3BOJACTBEHHBIX IUIONIAIOK), aApec (aapeca) MecTa ee (MX) HaxXOXKICHHUS;

1) Ha3HAYCHHE MEIUIIMHCKOTO W3JIEus, YCTAaHOBJICHHOE IPOU3BOAUTEIIEM (M3TOTOBUTEIIEM) B
COOTBETCTBUU C TEXHUYECKOW U IKCIUTYaTalMOHHOM JOKYMEHTALMEN HA MEIULIMHCKOE U3JIEIINE;

€) BHUJ WM BHJbl MEIUIUHCKOIO M3ZEIUs B COOTBETCTBUU C HOMEHKJIATYpHOM Kilaccudukanuein
MEAMLMHCKUX U3/IENINI 1I0 BUJIaM B Cllydae, IPeJyCMOTPEHHOM ITyHKTOM 26 Hactosiuux [IpaBui;

) KjJacc TOTEHIMAIbHOTO pHCKa NPUMEHEHUS MEIUIMHCKOTO H3JeNHusl B COOTBETCTBHH C
HOMEHKJIATYpHOH  Kiaccu(uKanmeil MEAMUIMHCKUX W3[eNUi 1o Ki1accaM B 3aBUCUMOCTH  OT
MOTEHIIMAJIBHOTO PUCKA UX TPUMEHEHUS, YTBEpKIaeMoil MUHHUCTEpCTBOM 31paBooxpaHeHus Poccuiickoit
®denepauuu;

3) kox OOImIEepOCCHICKOTO KITacCU(pHUKaTopa MPOAYKIUHU IO BHIAM 3KOHOMHUYECKOH JESTEITHHOCTH
(manee - kmaccugukarop);

1) CBEACHUS O BO3MOXXHOCTH (HEBO3MOXKHOCTH) OTHECEHUST MEAUITUHCKOTO M3/ICITHS:
K HpOFpaMMHOMy OGCCHC‘-IGHI/IIO, SIBJISIIOH_ICMyCH MCIUIIUMHCKHUM U3CINUCM,

K TpOorpaMMHOMY OOECIEUeHHI0O C MPUMEHEHHEM TEXHOJOTHil MCKYCCTBEHHOTO HHTEIUIEKTa,
SIBIISIFOLIEMYCSI MEAUIIMHCKUM U3/1€TIUEM;

K) CBEJICHUS O HATMYHUH (OTCYTCTBHH) Y MEIUIIMHCKOTO U3IEHS U (MITH) TPUHAJICKHOCTEH K HEMY
MpsIMOTO WJIM OMOCPENIOBAHHOTO KOHTAaKTa C TOBEPXHOCTBHIO Tella YeNOBEKa, €ro CIU3UCTHIMU
000JI0YKaMH, BHYTPEHHUMH CpeJaMH OpTraHW3Ma, Ui KOTOPBIX yKa3aHHOE B3aUMOJCHCTBHE (KOHTAKT)
SIBIISIETCS HEOOXOAMMBIM JIJIsl BBITIOTHEHUS UX MPEAHA3HAYCHHON (DYHKIIHH,




J) cBelAeHHs 00 OTHECEHHMH MEIUIIMHCKOTO W3JAeNUs K CpeacTBaM U3MEpeHuil B cdepe
TOCYJJapCTBEHHOTO  PETYJUpPOBaHUS  00ECHEUEeHHUs] EIMHCTBA U3MEPEHUN, TMEepeUYeHb KOTOPBIX
yTBepkaaeTcss MUHUCTEpCTBOM 3/1paBooxpaHeHus Poccuiickoit @enepanyu;

M) HOMEp, Jara MpPOTOKOJa TEXHUYECKMX MCHBITAHUN MEIUIUHCKOIO U3JENns, a TaKke
HaMEHOBAHUE UCIBITATEIbHOM J1abOpaTOpuH, BbIIABIIEH MPOTOKOJN MCIBITAHUM, U CBEACHUS O HOMEpe
3aIlMCHU O HEM B peecTpe aKKpeAUTOBAHHBIX JIULI;

H) HOMEp, JaTa MPOTOKOJA TOKCHUKOJIOTHYECKUX HCCIIEOBAHUN MEIMIIMHCKOTO W3Jenus U (Win)
MPUHAUISKHOCTEH K MEAUIIMHCKOMY W3/CNIUI0, MPSMO WM OINOCPEAOBAHHO KOHTAKTUPYIOIIMX C
MOBEPXHOCTHIO TeNla YeJIOBEeKa, €ro CIM3UCTHIMU 000JOYKaMH, BHYTPEHHUMH CPEAaMH OpraHu3Ma, JUis
KOTOPBIX YKa3aHHO€ B3aMMOJECUCTBUE (KOHTAKT) SBISETCS HEOOXOAMMBIM /I BBIMOJTHEHUS HX
MpeIHa3HaueHHbIX (yHKIUH, a Takke HaUMEHOBaHHE WCIBITATeIbHOW Jaboparopuu, BbIAABIIEH
MIPOTOKOJI UCCJIEIOBAHUM, U CBEACHHUS O HOMEPE 3aIUCH O HEW B peecTpe aKKPEIUTOBAHHBIX JIUIL;

0) HOMeEp, JjaTa MPOTOKOJIA UCIIBITAHUI MEAMLIMHCKOTO U3JeUs B LIETSX YTBEPKICHUS TUIIa CPEACTB
u3MepeHuil (B OTHOIICHWH MEAMLIMHCKUX H3MEIHHA, OTHOCSIIMXCA K CPEICTBaM H3MepeHHid B cdepe
TOCY/IJapCTBEHHOTO  PErylIMpOBaHUs  OOeclieueHUs E€AMHCTBA H3MEPEHUH, MepedyeHb KOTOPbIX
yTBepKaaeTcs: MUHUCTEPCTBOM 31ApaBooxpaHeHus Poccuiickoil @enepanuu), a Takke HaUMEHOBaHHE
UCTIBITaTeIbHOM J1aOOPaTOpHH, BbIJIABIIEH MPOTOKOJN MCIBITAHUHM, U CBEJCHHUS O HOMEpE 3allUCH O HEeW B
peecTpe akKpeIUTOBAaHHBIX JIULL;

1) Jara W HOMEp OT4eTa O pe3yjibTaraX HHCIEKTUPOBAHUS, CPOK €ro JCWCTBHSA, a TaKKe
HaAaUMCHOBAHUC OpraHu3aluu, HpOBOZ[I/IBIJ_Ief/'I HUHCIICKTUPOBAHUC (yKa3BIBaIOTC$I B ClIy4dac HNpOBCACHUA
MHCIICKIIMM ~ WHCICKTUPYIOIICH  OpraHu3anuel,  Haxomdmieiics B  BeAeHUH  (NOAYMHEHHM)
PETUCTPUPYIOLIETO OpraHa);

p) cBemeHHS O HEOOXOMUMOCTH (OTCYTCTBHHM HEOOXOJUMOCTH) TIPOBEICHUS KIMHHYECKUX
HCIIBITAaHUH C y4aCTUEM YEJIOBEKa;

C) CBEICHMS O HaIU4YMM (OTCYTCTBHM) B COCTaB€ MEIUIMHCKOIO H3/EIHs JIEKApCTBEHHOIO
npemnapara, (apMaleBTUYeCKOl CyOCTaHIMHM, OWOJOTMYECKOro MaTepuaja W HHOTO JIeHCTBYIOIIETO
BEIIECTBA;

T) CBEJICHUS O BBIITYCKE MU3/I€TUs B CTEPUILHOM (HECTEPUIILHOM) BH/JIE;

y)  PEKBU3UTHl  JOKyMEHTa (JIOKyMEHTOB), MOATBEPXKIAIOIIETO MPaBO  HCIOJb30BAHUA
MIPOU3BOIUTENEM (M3rOTOBUTENIEM) TOBAPHOIO 3HAKA U MHBIX CPEACTB UHANBUIYATNU3AIIUN MEAUIIMTHCKOTO
U3JeNNS B CIy4yae UX HAaHECEHUS Ha YIaKOBKY MEIMIIMHCKOTO W3/IENHS;

¢) cBemeHuss 00 omare rocyJapCTBEHHON MONUIMHBI (aTa W HOMEpP IUIATEKHOTO MOPYYCHUS
(TUTaTeXHBIX MTOPYUICHUT);

X) CBEIEHHUS O PETUCTPALIMOHHOM HOMEpE M J1aTe€ IOCyJapCTBEHHOM pErucTpaluy MEAULMHCKOTO
u3fenus (BHECEHUs W3MEHEHMH B JIOKYMEHTBI, COJEp)KalllMecs B PEruCcTPALlMOHHOM JI0Chbe) (IO
IIPUMEHUMOCTH);

I[) CBEACHHUS O BO3MOXXHOCTH (HEBO3MOXKHOCTH) OTHECCHHS MEJHMIIMHCKOTO W3JCIUS K
MEIUIMHCKUM U3IEJIMAM IS JUATHOCTHKH 1n Vitro;

4) cBeleHHUsI 00 yBEAOMJICHHUSX O BBO3€ MEIUIIMHCKOTO H3JENHS C IENbI0 €ro ToCyIapCTBEHHOM
pEerucTpanuu, MOAAHHBIX B PETUCTPUPYIOIIUM OpraH;




H_I) CBCACHUA 00 OTBETCTBEHHOCTH 3asBHUTEISA 3a JAOCTOBCPHOCTb U MJICHTHUYHOCTD I/IH(i)OpMaI_II/II/I,
COIICp)KElHlGﬁCSI B pCruCTpaliliOHHOM JJOCBC U 3asABJICHUHN O PCTrUCTpPaAlIHU.

65. Jlyst rocynapcTBEHHOM pEerucTpariii MEIUIIMHCKOTO M3CNHs, TOATBEep Xk ACHUE d(DPEKTUBHOCTH
KOTOpPOro TpeOyeT MpOBEACHUS KIMHUYECKUX UCIHBITAHUNH C YyYacTHEM 4YeJIOBeKa MW TOJy4YeHUS
paspelieHusi PEerucTPUPYIONIETO0 OpraHa Ha MPOBEACHUE KIMHHYCCKUX HCIBITAHWMA, MPEICTABIISIOTCS
CJIeIyIOUe JOKYMEHTHI:

a) Komus (KOTHUK) TOKyMEHTa (JIOKYMEHTOR), TTOJITBEPKAAIOIIETO (ITOATBEPIKAAIONTNX) TTOJTHOMOYHS
YIOJHOMOUYEHHOTO TIPEACTABUTENST MPOU3BOAUTENSI (M3TOTOBUTENS) MO TPEACTABICHUIO HHTEPECOB
MIPOU3BOAUTENS (M3TOTOBUTEIS), HECEHUIO OTBETCTBEHHOCTH B YacTU 0OpallleHNs MEAUIIMHCKOTO U3/IeIHSI
Ha tepputopun Poccuiickoit denepanuu, B TOM 4HCIIE 10 BOIPOCAM MPOLEAYP OLEHKH COOTBETCTBUS U
TOCYAapCTBEHHOW PETUCTpAallud MEAMIIMHCKOTO W3JEeNHs, a TaKke [0 3aBEPEeHHUI0 JOKYMEHTOB
MIPOU3BOAMTENS (M3TOTOBUTEIIS), BCTYMUBIIETO (BCTYMHBIINX) B CUITY 1O O(OPMIICHHUST COOTBETCTBYIOIIUX
JOKYMEHTOB (JIOKYMEHT (IIOKYMEHTBI) SIBISETCA (SBISAIOTCS) OO0sI3aTeNbHBIM (00s3aTEIbHBIMU) IS
WHOCTPaHHBIX MIPOU3BOAUTENCH (u3roroBUTEINEH), OTEYECTBCHHBIMU IPOU3BOUTEIISIMU
(M3rOTOBUTEISIMU) JTIOKYMEHT (OKYMEHTBI) MpPENCTaBIsAeTCS (MPEACTABISAIOTCS) B Clydae HaIU4Hs
YIOJHOMOYEHHOTO MPEICTABUTEINS TPOU3BOTUTENS (M3TOTOBUTEIIS);

0) cBeZieHHsI 0 HOPMATUBHOM TOKyMEHTAllMU Ha METUIIMTHCKOE U3/EIHE;
B) TEXHUUYECKAsl JOKYMEHTAIUS POU3BOIUTENS (M3TOTOBUTEIISI) HA MEIUIIMHCKOE U3/ICIINE;

F) OKCILTyaTaluOHHAasA JOKYMCHTAIHA IMPOU3BOAUTCIIA (I/I3FOTOBI/ITCJ'IH) Ha MCIUIIMHCKOC U3CJIINC, B
TOM YHCJIC HHCTPYKIHSA 1O MIPUMCHCHUTIO WJIM PYKOBOACTBO I10 3KCILTyaTalu MCAULIUHCKOI'O U3ACIINUA,

1) 1BeTHbIE (doTorpaduyeckue H300paKeHUs OOIIEr0 BHJIAa MEAMIIMHCKOTO H3ICIHs, MOJeeH
(MapoK) METUITMHCKOTO W3CNUS W MPUHAJICKHOCTEH, HEOOXOAUMBIX NIl IPUMEHEHUS METUITUTHCKOTO
W3JIeTUs TI0 Ha3HAYeHUIo (pa3MepoM He MeHee 18 X 24 canTumeTpa), a Takke U300pakKeHHs] MapKUPOBKHU
Y YIaKOBKH (IIBETHBIE MAaKEThl YIIAKOBOK M ITUKETOK, COJCPIKAIINE TCKCT OPUTHHAILHOW MapKUPOBKH U
JOTIOJTHUTEIPHOM  MAapKUPOBKHM HA PYCCKOM  s3bIKE, HAHOCHMMOW Ha MEIMIIMHCKHE W3ICINS,
IIpou3BeJIeHHBIE 3a npenenamu Poccuiickoit denepannn);

€) MPOEKT OMHCAHMSI TUINA CPEACTBA U3MEPEHMM, SIBISIOUIETOCS MEIULUMHCKUM H3JenueM (B
OTHOUICHUU MEIUIUHCKUX W3JENUH, OTHOCSIINXCSA K CPECTBAM M3MEPEHU B c(hepe ToCyIapCTBEHHOTO
perynupoBaHusi 00ecredeHns eIMHCTBA U3MEPEeHH, epeueHb KOTOPBIX yTBEpKaaeTcsi MUHUCTEPCTBOM
3npaBooxpanenus Poccuiickoit denepaun);

) METOJUKa IOBEPKH THIA CPEACTBA HM3MEPEHHUH, SBISIOUIETOCS MEAMIIMHCKUM u3ZeinueM (B
OTHOUICHUU MEIUIUHCKUX W3/ENUI, OTHOCSIINXCSA K CPEACTBAM M3MEPEHU B c(hepe TroCcyapCTBEHHOTO
perynupoBaHusi 00ecredeHnsl eIMHCTBA U3MEPEHH, IepeueHb KOTOPBIX yTBEpKaaeTcsi MUHUCTEPCTBOM
3npaBooxpanenus Poccuiickoit denepamn);

3) MPOEKT IUIaHA KJIMHUYECKUX HCHBITAHUH MEIUIMHCKOIO HU3AENHs C y4JacTHEM 4eJOBeKa C
00OCHOBBIBAIOLINMH €T0 MaTepraiamMu (Ipy HAJTUYUK);

M) JIOKyMEHTbI, MOATBEPXKAAIOIINe BO3MOXHOCTh OCYILECTBICHHUS IPOU3BOACTBA IO aJipecy
(ampecam), yka3aHHOMY (yKa3aHHbIM) B 3asIBJIEHUM O PErMCTPallUd B KauyecTBE IPOU3BOJACTBEHHOM
(TpOM3BOJACTBEHHBIX) IUIOMAIKK (TJIOMAM0K) (MO0 MPUMEHUMOCTH): JTOKYMEHTBI, IOATBEPIKIAIONINE
HaJIM4YME YCJIOBUU TMPOM3BOACTBA, M (MJIM) KOMUU CEPTU(PHUKATOB COOTBETCTBHUS CHCTEMBl MEHEKMEHTA
KayecTBa TpeOoBaHUsIM MexkrocynapctBeHHoro cranaapra [OCT ISO  13485-2017 "Uznmenus




MeaunuHckre. CHCTeMbl MEHEIKMEHTa KadyecTBa. [peOoBaHus [uid Lejded perymupoBaHus’,
YTBEP’KIEHHOTO M BBeAeHHOTo B neictBue ¢ 1 utoHa 2018 r (manee - TOCT ISO 13485-2017), unu
COOTBETCTBYIONIETO MexXayHapoaHoro cranaapra ISO 13485:2016 "Uzgenus menunuHckue. CUCTEMBbI
MEHE/DKMEHTa KauecTBa. TpeGoBanus s 1enei perynupoBanus’ (manee - ISO 13485:2016), a Takxke
KOIHMH OTYETOB O PaHee MPOBEJACHHBIX MHCIEKIUAX HAa COOTBETCTBUE YKa3aHHBIM CTaHJapTaM (B cilydae
MPEJCTABICHUS  YKa3aHHBIX  CEPTH(PUKATOB  COOTBETCTBHs), ©  (WIM) KONUU  JIOKYMEHTOB,
MOJATBEPKIAIONINX COOTBETCTBUE CHUCTEMBbl YIPABICHHUS KauyeCTBOM TpPEOOBAHUAM K BHEIPEHUIO,
MOJICP>)KAHUIO U OIIEHKE CHUCTEMBI YIIPABJICHHUS KAaY€CTBOM MEIUIIMHCKUX H3ACIUMA (MPEICTaBISIOTCS B
cllydae TMPOBENEHHUS HMHCIEKIMM WHCIEKTUPYIOLEH oOpraHus3aleil, HaxoAsleics B BEICHUU
(moguMHEHUM) OpraHa TOCYIapCTBEHHON BJIAcTH rOCyAapcTBa - wieHa EBpa3umiicKoro 3KOHOMHYECKOTO
COI03a, YIOJTHOMOYEHHOTO Ha OCYIIECTBICHUE U (MJIM) KOOPAMHALIMIO IEATENHHOCTH B cepe oOparieHus
MEIUIIMHCKUX U3/IeTTUI Ha TEPPUTOPUU STOTO TOCYIapCTBa, 3a UcKiIoueHneM Poccuiickoit denepanun);

K) JIOKYMEHTHI, MOATBEPXKAAIOIIME MPaBO MCIHOIB30BAHMUS MPOU3BOAUTEIEM (M3TOTOBUTEIIEM)
TOBAPHOI'O 3HAKA W WHBIX CPCACTB MHAHUBUAYAJIN3alIUU MCAULIMHCKOI'O U3ACINA B CIIy4aC UX HAHCCCHUA
Ha YMaKOBKY MEIWLUHCKOTO u3Jenus (MPeACTaBISIIOTCS B Cilydae, €CIU CBEICHHsS HE BHECEHBI B
COOTBETCTBYIOIIKE peecTphl DenepaibHON CITY>KOBI 110 UHTEJUIEKTYaIbHOM COOCTBEHHOCTH);

JA)  KONMHM  JOKYMEHTOB,  MOATBEPKIAIONIMX  KA4eCTBO  JICKAPCTBEHHOTO  IIpernapara,
(bapmareBTH4eCcKoi CyOCTaHIMH, OMOJOTHYECKOro MaTepHajia U MHOTO BEIIECTBA, C MCIOIb30BaHHEM
KOTOPBIX MPOU3BEICHO MEIUIIMHCKOE U3/IETIHE MIIM KOTOPBIC BXOAAT B €r0 COCTAaB M MPEAHA3HAYCHBI JIJIS
MIPUMEHEHUS TOJBKO C yYETOM HA3HAYCHUs METUITMHCKOTO W3JCINHs, OMPEICIICHHOTO MPOU3BOIUTEIICM,
BBIJIaHHBIX B COOTBETCTBHH C 3aKOHOJATEILCTBOM CTPAHBI MPOUCXOXKICHUS JIEKAPCTBEHHOTO IMperapara,
(hapMareBTHIECKON CyOCTaHIINN, OMOJIOTHYECKOTO MaTepraia U HHOTO BEIIeCTRa;

M) KOIHUS JTOKyMEHTA, MOATBEPIKIAIOIIETO PETHUCTPAIIMIO TPOU3BOIUTENS (M3rOTOBUTEISI) B KAUECTBE
IOPUANYECKOTO JHIa 00 WHIWBUIYaTbHOTO NPEANPUHUAMATENS (32 HMCKIIOYCHHUEM MEIUIIMHCKUX
W3JIeTTUH, TIPOU3BOIUTESIMU KOTOPBIX SIBJISIOTCS pe3ueHThl Poccutickoit deneparun);

H) IUJIaH KJIMHUYECKOTO MOHUTOPHUHTA (JUIsl MEIULIMHCKUX W3JIeNUH Kilacca MOTEHLIUAbHOTO pUcKa
MpUMEHEHUs 3, a TaKkKe MEIUIMHCKUX W3JIeJUH, WMIUIAHTUPYEMBIX B OpPraHU3M dYeJIOBEKa, Kiacca
MOTEHIIMATHHOTO pUCKa TPUMEHEHUS 20);

0) JIOKa3aTelIbHbIE MaTepHaibl TPOU3BOAUTENS (M3TOTOBUTENS) MEIUIMHCKOTO wu3Aenus (1o
IIPUMEHUMOCTH):

JOKa3aTeNbHble MaTepualibl MPOU3BOAUTENS (M3TOTOBUTENS) MEAMIIMHCKOTO W3JENHUS B YacTH
OTlpe/ieNieHUs] KauyecTBa U 0O€30MacHOCTH MEIUIIMHCKOTO HW3JENHsI, COOTBETCTBHS €TI0 XapaKTEPUCTHUK
(cBOWCTB) TpeOOBaHMSIM HOPMATUBHOW  JOKyMEHTAIlMH, TEXHUYECKOW H  DKCIUTyaTallMOHHOMN
JOKYMEHTAIUU IPOU3BOIUTENS (M3TOTOBUTES);

A0Ka3aTCJIbHBIC MaTepualibl IIPOU3BOAUTEIIA (I/I3FOTOBI/ITGJ'I$I) MCEIUIIMHCKOI'O M3ACINA B YaCTH
HCCJICIOBAaHUM B LICIIX OLIEHKH OHOJIOrHYECKOM 0€30MacHOCTH MCIUIIMHCKOI'O U3OCIINA.

66. Peructpupyromuii opraH He BIpaBe TpeOOBaTh OT 3asBUTENS YKa3blBaThb B 3asBICHUU O
perucTpany CBEIACHMs, HE NPENyCMOTPEHHble NMyHKTOM 64 Hactosumx [lpaBwi, W mpeacTaBisITh
JIOKYMEHTBI, HE MPEyCMOTPEHHBIE TYHKTOM 65 HacTosimux [IpaBui.

3asBUTENb BIPABE MPEACTABUTH TOKYMEHTBI, CBEJICHUS O KOTOPBIX YKAa3bIBAIOTCS B 3aSIBICHUH O
pEerucTpanyy B COOTBETCTBUU ¢ moamyHkTamu "M" - "m", "y" u "4" nmynkra 64 nacrosumux [IpaBui, mo
COOCTBEHHOI MHUIUATHBE.




3asgBuUTENH BITpaBC NIPCACTABHUTb UHLIC HCO6XO,Z[I/IMBIe JAOKYMCHTHI 110 COOCTBEHHOI HMHHUIINAaTUBC.

67. B Teuenne 5 pabouux AHEW CO JHSA MOCTYIUICHHS 3asBJICHUS O PETUCTPALUU U JOKYMEHTOB,
IPEIYCMOTPEHHBIX MyHKTOM 65 Hacroammx IlpaBui, peructpupyrommii opraH NPOBOIUT HPOBEPKY
IIOJIHOTBI U JIOCTOBEPHOCTH COJEPKAIMXCS B HUX CBEJCHHUI, B TOM YHUCJIE IYTEM CPABHEHMSI TAKUX
CBEJICHMH CO CBEIEHHMSIMHM, MPEICTaBICHHBIMH OpraHaMU TOCYAapCTBEHHOW BIIACTH B MOpsJKe
MEXBEJJOMCTBEHHOTO MH(OPMAIIMOHHOTO B3aUMOJEHCTBHSI TIOCPEICTBOM CHCTEMBI MEKBEIOMCTBEHHOTO
3NIEKTPOHHOI'O B3aMMOJIEHCTBHS.

68. B cimyuae ecnu 3asBIEHHE O PErHCTPAIlUU OPOPMIIEHO C HapyIICHUEM IOJIOKEHUH myHKTa 64
Hacrosiux [IpaBun, M (MaM) mpencTaBIE€HHbIE JOKYMEHTbI O(QOPMIIEHBI C HapylIEHUEM MOJI0KEHUI
nyHKTOB 53 - 55 nHactosmmx IIpaBwi, um (Wiau) B 3asiBIEHUM O PETUCTPALMU M MPEACTABICHHBIX
JOKYMEHTaX YyKa3aHbl HEIOCTOBEPHBIC CBEACHMs, WM IOKYMEHTBI, NPENyCMOTPEHHBIE ITyYHKTOM 65
Hacrosimux [lpaBwi, mpencTaBieHbl HE B IOJHOM OO0BEME, PETHCTPUPYIOIIUI OpraH yBeIOMIISET
3afBUTENI O HEOOXOAMMOCTH YCTPAaHEHMs BBIABIECHHBIX HapylleHMH U (WIKM) MpeacTaBICHUs
OTCYTCTBYIOLIMX TOKYMEHTOB B TedueHue 30 paboumx JHEH co IHS pa3MeElIeHHs TAaKOrO YBEJOMJICHHS B
(dopMe UIEKTPOHHOIO JIOKYMEHTa, MOANMCAHHOIO YCWJIEHHOW KBaJM(PULUHUPOBAHHOM 3IEKTPOHHOMN
MOJNUCHI0 YHOJIHOMOYEHHOIO JODKHOCTHOTO JIMIlAa, B €IMHOM JIMYHOM KaOWMHETEe 3asBUTENS H
ANIEKTPOHHOM KaOWHETe 3asBUTEINA. YCTPAaHEHHE BBIABIECHHBIX HApyIIeHUH M (WIK) NpeAcTaBIeHUE
JIOKYMEHTOB, KOTOPBIE OTCYTCTBYIOT, 3asBUTEIIb OCYILIECTBISET MOCPEACTBOM €IMHOTO JINYHOTO KaOMHETa
3asIBUTEIIA.

Bpewms co qHsA yBeJOMIICHHs PETMCTPUPYIOIIMM OpPraHOM 3asiBUTENS 10 IHS IIOJy4EHMs OTBETa Ha
YBEIOMJICHHE WIH YBEIOMIICHUS O HEIIPEICTABICHUH OTBETA HA 3alIPOC HE YYUTHIBAETCS IIPU UCUHUCIICHUU
CPOKa roCy1lapCTBEHHOM PETUCTPALUHA MEIULIMHCKOTO U3EIHSL.

69. B Teuenue 2 pabouux JHEHW CO JHS 3aBEPIICHUS MPOBEPKH, MPEAYCMOTPEHHOM ITYHKTOM 67
Hactosmux [IpaBun (B ciaydae TpeACTaBICHUS HAUICKANIMM 00pa3oM O(OPMIICHHOTO 3asiBICHHUS O
perucTpainyy 1 B MOJIHOM O0beMe JIOKyMEHTOB, MPEyCMOTPEHHBIX MYHKTOM 65 Hactosimux [IpaBuin), a
TaK)Ke B Cllydae YCTPaHEHHUS B CPOK, HE mpeBbimaronuii 30 pabouynx JHEH, BHISBICHHBIX HAPYIICHUNA U
(unu)  mOpeAcTaBiEHUS  JAOKYMEHTOB, IPEIYCMOTPEHHBIX MyHKTOM 65 Hacrosmux IlpaBui,
PEruCTPUPYIOUIUMN OpraH MPUHUMAET PEIICHHUE O Hadalie TOCYAapCTBEHHOW PerucTpalud MEAUIIMHCKOTO
W3JIENHSL.

70. B cnyuyae ecnu B cpok, He mpeBblmaromuidi 30 pabouux IHEW, HE yCTPaHEHBI BBISBICHHBIC
HapywmeHuss ¥ (WIM) HEe NPEeACTaBIECHbl JOKYMEHTHI, KOTOPbIE OTCYTCTBYIOT, B TOM YHCJIE C y4€TOM
MoJIOKeHUsT TMyHKTa 53 Hactoaumx [lpaBui, perucTpupyromvii opraH HOpPUHMMAET pEIIEHUuE O
IIPEKPAIEHUN  JAJIBHEHNIETO  PAacCMOTPEHUS  3asBJICHHA O  PErHCTpalud U JTOKYMEHTOB,
NPEIYCMOTPEHHBIX MyHKTOM 65 Hactosumx IlpaBun, um uHdopmMupyer o0 3TOM 3asBUTENS IyTEM
pasMmelieHuss B (OpMe 3JIEKTPOHHOIO JOKYMEHTa, IMOJMMCAHHOTO YCUJIEHHOW KBaaM(pHUIMPOBAaHHOMN
ANIEKTPOHHOH MOIMUCHIO YIOTHOMOUYEHHOTO TOJDKHOCTHOTO JIMIIA, B €UHOM JIMYHOM KaOWHETe 3asiBUTEIIS
U DJIEKTPOHHOM KaOWHEeTe 3asBUTENII COOTBETCTBYIOILIEIO YBEIOMJIEHHS C MOTHUBUPOBAHHBIM
000CHOBaHMEM MPUYUH MPUHATHS YKa3aHHOTO PELICHHUS.

71. TocymapcTBeHHas pErUCTpalus MEAUIIMHCKUX W3JEINi, MOoATBepKaeHnEe 3(P(HEKTUBHOCTH
KOTOPBIX TpeOyeT TMpOBENCHUS KIWHUYSCKUX WCIBITAHUN C Y4YaCTHEM 4YeJIOBeKa M IONYYCHHUS
pa3pelieHuss PErucTPUPYIONIEr0o OpraHa Ha MPOBEACHUE KIMHUYECKUX HCIBITAHUH, OCYIIECTBISAETCS
PETUCTPUPYIONIMM OpPraHOM B CpPOK, He mpeBbimapmuid 50 pabouumx OHEH CO IHS MOCTYIUICHHS
3asiBJICHHS O PETUCTPALIMU U JOKYMEHTOB, IPEyCMOTPEHHBIX MYHKTOM 65 Hactosamux [IpaBu.

CpOK OpOBCACHUA KIMHUYCCKUX HUCITLITAaHUH MCIUIIMHCKOI'O HU3ACIHA C Y4YaCTHCM YCJIOBCKa B




yKa3aHHbIA 50-THEBHBINA CPOK HE BKIIFOYACTCSI.

72. B Teuenne 2 pabouux JHEH cO JHA NOPUHATHS PELIEHUS O Hayajle TIOCyIapCTBEHHOU
pEerucTpany MEAMLMHCKOTO H3JENUsl PerucTpUpyoUMidi opraH oQopMisieT U BbIJAeT 3aJaHue Ha
MPOBEIEHUE OKCIEPTH3bl KadecTBa, dS(pdexkrnBHOCTH M 0O€30MACHOCTH MEAMIMHCKOTO  W3/ICIHS
HKCIIEPTHOMY YUPEXJICHHIO (Aajiee - 3alaHue Ha IPOBEICHUE IKCIIEPTU3bI).

73. Dkcmepruza KadecTBa, J(PPEeKTUBHOCTH H O€30MACHOCTH MEIUIIMHCKOTO W3MCNHUs, IS
noaTBepkAeHHs 3((HEKTUBHOCTH KOTOPOTO TpeOyeTcsl MpOoBeACHNE KITMHUYECKUX UCTIBITAHUN C Yy4acTHEM
YeloBeKa M TMOJYYCHHWE pa3pelieHus pPErHCTPHPYIOIET0 OpraHa Ha MPOBEICHUE KIMHUYECKUX
UCOBITAHUN, TPOBOAUTCS OKCIEPTHBIM YUPEXKICHHEM IOITAllHO B COOTBETCTBUU C  TOPSIIKOM,
yTBepkAaecMbIM MUHHCTEPCTBOM 31paBooxpaneHus Poccuiickon Penepanyu:

a) Ha | sTame ocyuiecTBIsAeTCs KCIEPTU3a 3asBICHUS O PETUCTPAllMK U JOKYMEHTOB, YKa3aHHbBIX B
nyHkTe 65 Hacroamux IlpaBun, g omnpeneneHus: BO3MOXHOCTH (HEBO3MOXKHOCTH) IPOBENEHUS
KIIMHUYECKUX UCIBITAHUA MEAUIIMHCKOTO U3JIENHS C yYaCTUEM YEIIOBEKa;

0) Ha Il sTane ocymiecTBIsAIOTCA 3KCIEPTU3a MOJHOTHI U PE3YJIbTaTOB NPOBEIEHHBIX TEXHUUECKHUX
UCIBITAHNUN, TOKCUKOJIOTMYECKHX HCCICIOBAaHUM, KIMHWUYECKUX MWCIBITAHUM, WCIBITAHUM B LEIAX
YTBEP)KIACHUSI THUIA CPEACTB U3MEPEHMH (B OTHOLUEHUM MEIUIIMHCKUX W3JEJIUNA, OTHOCSIIUXCS K
CpeAcTBaM U3MEpeHHH B cdepe rocylapCTBEHHOIO PeryJupoBaHUs 0OecreueHHsl eqUHCTBA U3MEPEHUil,
IepeYeHb KOTOPBIX yTBEpXKAaeTcss MuUHUCTEpCTBOM 31paBooxpaHeHMst Pocculickoit ®eneparun),
MHCICKTUPOBAaHUS TIPOM3BOJACTBA, a TaKXKE AaHAJIN3 JIOKA3aTCJIbHBIX MAaTEPHUAJIOB IPOU3BOIUTEIS
(M3roTOBUTEINS) MEIULMHCKOTO M3AENus (Jajee - SKCIEPTH3a MOJHOTHI M Pe3yJbTaToB WCIBITAHUN U
HCCJICIOBAaHUN ).

74. Tlpu TpOBENCHWH SKCIEPTH3bl KadecTBa, 3(PPEKTUBHOCTH W OE30MACHOCTH MEIHUIIMHCKOTO
uzzaenus (Ha Jro00M 3Tarie) He IOMyCKaeTcss UCTPEOOBaHUE IKCIIEPTHBIM YUPEIKACHUEM Y 3asBUTEIS JINOO
WHBIX JIUI] MATEPUAIOB, HEOOXOAMMBIX ISl IPOBEICHUS IKCTICPTHU3BI.

B ciydae HemocTaTOYHOCTM [Jisi BBIHECEHMS OSKCIIEPTOM SKCIIEPTHOTO YUPEKICHHs (Ianee -
SKCIIEPT) 3aKIIOUYECHMS] MaTepHalioB W CBEACHHM, COJEp)KAIUXCS B MPEACTaBICHHBIX 3asBHUTENIEM
3asIBIIGHUU O PErHCTpaliy U JIOKyMEHTax, MPeIyCMOTPEHHBIX MYHKTOM 65 Hactosiux [IpaBui, skcriept
CTaBHT BOIIPOC O TPEACTABICHUU €My HEOOXOAMMBIX MaTepuaoB U CBEICHUN Tepel PyKOBOIHUTEIEM
AKCIEPTHOTO YUPEXKJEHUS, KOTOPBIA 0oOpaliaercs ¢ COOTBETCTBYIOUIMM 3alpPOCOM B PErHCTPUPYIOLIHIMA
OpraH, BBbIJABIIMI 3aJaHUE Ha IPOBEJIEHUE OKCIEPTHU3bl. YKa3aHHBIM 3allpoc JOJDKEH COAepkKarb
MCYEPIBIBAIONINN TepeueHb BCEX BOMPOCOB, MATePHAIIOB U CBEJIEHUM, HEOOXOAMMBIX JKCHEpTY s
IIPOBEJICHUSI DKCIIEPTU3BI.

Peructpupyromuii opran B TedeHue 2 paboumx JHEH CO THS MOCTYIUICHHUS 3apoca PyKOBOIUTEIS
OKCIICPTHOTO YUPCIKACHUA HAIMPABIIACT 3aABUTCIIIO 3aIIPpOC O MPCACTABICHUN HGO6XO,HI/IMBIX MaTcpualioB U
CBEJICHMH C YyKa3aHMEM XapaKTepa 3aMe€yaHUW H Crmocoba WX yCTpaHEHHWs. YKa3aHHBIH 3ampoc
HaNpPAaBISETCS OJHOKPATHO HA KaXKJIOM dTare dKCIEepPTH3bl KadecTBa, d(H(HEKTUBHOCTH U 0E30MaCHOCTH
MEAMIIMHCKOTO  u3fenus B (GopMe  3JIEKTPOHHOIO  JOKyMEHTa, [MOJIMUCAHHOTO  yCHJIEHHOM
KBaJM(HUIUPOBAHHON 3JIEKTPOHHON IOIMUCHIO YIOJIHOMOYEHHOTO JOJDKHOCTHOTO JIUIIA, TOCPEICTBOM
pa3MeIIeHHs B AIEKTPOHHOM KaOMHETe 3assBUTENS U €IMHOM JIMYHOM KaOWHETe 3asBUTEIS.

3asiBUTENb 00s13aH MPEACTABUTH OTBET HA 3alPOC PETUCTPUPYIOLIETO OpPraHa MOCPEACTBOM €IUHOTO
JUYHOTO KaOWHETa 3asBUTENS B CPOK, HE MpeBblmaromuii 50 pabounx THEW Co AHS HAMpaBJICHUS dTOTO
3ampoca. B Teuenwme 2 paboumx JHEH co AHA TOCTYIUIGHHS OT 3asABUTENS OTBETa Ha 3ampoc
PETUCTPUPYIONIMI OpTraH HampaBlseT OTBET B SKCIEPTHOE yupexkaeHue. B ciayyae HempeacTaBieHus Mo




ucteueHuu 50 paboumx JHEH 3asBHTENEM OTBETa Ha 3alpOC PErHCTPUPYIOLIUII OpraH B TeYeHHE 2
pabouyux JHEW HaNpaBsieT B SKCIEPTHOE YUPEKICHHE YBEIOMIICHHE O HEIPEACTABICHHUH 3asBUTEIIEM
OTBETa Ha 3allpPOC PETUCTPUPYIOIIETO OpraHa sl MOJTOTOBKH 3aKIIIOYEHHS SKCIIEPTHOTO YUPEKACHUS Ha
OCHOBAHUU JIOKYMEHTOB, UMEIOIIUXCS B €T0 PACTIOPSKCHUH.

BpeMH CO IHA HaIIpaBJICHUA 3allpoCa PCrUCTPHUPYIOLICIO OpraHa A0 AHS IIOJIYUYCHHA OTBCTA Ha
3aIrpocC W YBCAOMJICHUA O HECIIPEACTABIICHUM OTBECTA HA 3alIPOC HEC YUUTBIBACTCA TP UCUUCIICHUH CPOKa
MMPOBCACHUS SKCIICPTHU3bI Ka4CCTBA, 3(1)(1)6KTI/IBHOCTI/I u 0€30IMacHOCTH MCOIUIIMHCKOI'O U3ACIIHA.

[Ipy BBISBIEHMH PETMCTPUPYIOLIUM OPraHOM B IIPEICTABICHHBIX 3asBUTEIIEM B OTBET HA 3aIpoOC
PETUCTPUPYIOIIEr0 OpraHa JOKyMEHTaX HEJIOCTOBEPHBIX M (MJIM) HEJOCTAaTOYHBIX CBEAEHUM M (Win)
HECOOTBETCTBUS O(POPMIICHHUS MPEICTABICHHBIX JOKYMEHTOB IOJIOKEHUSM MYHKTOB 53 - 55 HacTOAIIMX
IIpaBun perucTpupyroulii opraH B TeueHHe 2 pabouux AHEH HampapiseT (B (opme 3IEKTPOHHOIO
JNIOKyMEHTa, [IOAIUCAHHOIO YCUJICHHOU KBaJTH(PHUIIUPOBAHHOMN NIEKTPOHHON MIOAIUCHIO
YIOJHOMOUYEHHOI'0 JOJKHOCTHOTO JIUIIA, OCPEICTBOM Pa3MELCHHS B AJICKTPOHHOM KaOMHETe 3asBUTENS
U €IMHOM JIMYHOM KaOMHETe 3asBUTENs) 3asABUTENI0 MOTHBHPOBAHHOE pEIICHHE O BO3MOXXHOCTH
IIOBTOPHOT'O TPEACTABIEHUs 3asBUTENIeM A0 ucTedeHus 50 pabouux AHEH co AHA HAINpaBICHM 3ampoca
nopaboTaHHBIX JOKYMEeHTOB. IIpu HempesncTaBieHUM 3asBUTEIEM B YKa3aHHBIA CPOK 3alpallilBaeMbIX
MaTepHajIoB M CBEIECHUH AKCIepTHU3a KauyecTBa, 3(PPEeKTUBHOCTHU U 0€30MaCHOCTH MEIUIIMHCKOTO U3/AETHS
IIPOJOJIKAETCS 110 HAXOMAIIMMCS B PACIOPSIKEHUM DKCIIEPTHOIO YYPEKIACHUS paHee IIPEICTABICHHBIM
3asiBUTEJIEM JOKYMEHTAM U CBEACHMSAM, COAEP/KALIMMCS B PETUCTPALIUOHHOM JIOCBE.

75. Ha I atame skcniepTusbl KauecTBa, dPPEKTUBHOCTH U OC30MACHOCTH MEIUIIMHCKOTO H3MIEIHS
AKCIEPTHOE YUPEKICHHE B CPOK, HE MpeBblmaronuii 17 pabounx AHEH co THS MOMyueHUs 3a/laHus Ha
MIPOBE/ICHUE IKCTIEPTU3bI, OCYIIECTBIISAET CIACAYIOIINE MEPOTIPUSITHS:

a) MPOBEJICHUE HKCIEPTU3BI 3asBICHUS O PETUCTPALMU U JOKYMEHTOB, IPEyCMOTPEHHBIX TyHKTOM
65 nacrosimumx [lpaBun, ang ompeneneHuss BO3MOXHOCTH (HEBO3ZMOKHOCTH) MPOBEACHUS KIMHUYECKUX
WCIIBITAHUN MEJULUHCKOTO U3/EIINS C YIaCTUEM YEJIOBEKA;

0) odopMiIcHHE M HANpaBICHHE B PETUCTPHUPYIONIMIA OpraH 3aKIIOYEHHS O BO3MOXKHOCTH
(HEBO3MOXXHOCTH) MPOBEACHUS KIMHUYECKUX MCIIBITAHUM MEAMIIMHCKOTO U3/IENIMs C y4acTUEM YeJloBeKa
(c ykazaHueM TMPUYUH U OOOCHOBAaHHMEM HEBO3MOXXHOCTH WX TPOBEACHHS), ¢opMa KOTOPOTo
yTBepkaaeTcss MuHuCTepCTBOM 3apaBooxpaHeHus Poccuiickoit ®deneparnuu (mganee - 3aKIIOUYCHHE O
MMPOBCACHNUU KIIMHUYCCKUX HUCHBITAaHUN MEOUIINHCKOT'O I/I3I[CHI/I$I).

76. OcHOBaHMSMM JJii BBIHECEHHS DSKCIIEPTHBIM YUPEXKICHHEM 3aKIIOUEHHUS O MPOBEICHUHN
KJIIMHUYECKUX UCTIBITAHUM MEIUIIMHCKOTO U3/IENHS, CBUACTEIbCTBYIOIIETO O HEBO3MOXKHOCTH MTPOBEACHUS
KIIMHUYECKUX UCTIBITAHUNA MEAUIIMHCKOTO U3IEJIHSI C yUaCTUEM UeJIOBEKa, SBISIOTCS:

a) HECOOTBETCTBHE MEAMLMHCKOTO W3IENUs TpeOOBaHMSAM HOPMATUBHOW JOKYyMEHTAIlHH,
TEXHUYCCKOW M (MJIN) SKCTUTyaTallMOHHON JJOKYMEHTAIIUU TIPOU3BOIUTENS (M3TOTOBUTEIS);

0) OTCYTCTBUE JI0KA3aTEIbCTB OE30MACHOCTH MEIUIIMHCKOTO U3ICIIHS;
B) HaJINYME HEJJOCTOBEPHBIX CBEJCHHUM B TOKYMEHTAaX, COAEPKAIIMXCS B PErUCTPALIMOHHOM JIOCKE.

77. Peructpupylomuii opraH B TeueHHUE 5 pabouux AHEW CO JHS TMONYYEeHUS OT IKCIEPTHOTO
YUPEKIACHUS 3aKIIOYEHUS O NPOBEJCHUU KIMHMYECKUX MCHBITAHUM MEIULMHCKOTO W3JEeIus
OCYIIECTBIIAET CIECAYIOIINE MEPOTIPUATHS:

a) OIICHKa 3aKJIIOYCHHA O MPOBCACHUN KIIMHUYCCKUX HUCITBITAaHUH MCIUIIMHCKOI'O HU3ACIHUA IJIs




OINpEJeNICeHUs] COOTBETCTBMS 3aJlaHMI0 Ha TNPOBEICHHE SKCHepTu3bl. B ciyuae ycraHOBIEHHSA
HECOOTBETCTBUS 3aKJIIOUEHUS O MPOBEACHUN KIMHUUYECKUX UCIIBITAHUN MEIULIMHCKOTO U3/IENINS 33a/JaHUI0
TaKO€ 3aKJIIOUEHHE BO3BPAIAETCS B SKCIIEPTHOE YUPEXkKACHUE Ha JOPAOOTKY, CPOK KOTOPOM COCTABISIET HE
Oonee 2 paboumx THEH CO JTHS TONYYEHHUS HKCIEPTHBIM YUPEKICHHEM BO3BPALICHHOTO 3aKITIOYCHUS O
MIPOBEIEHUH KIMHUYECKUX UCIBITAHUM MEAUIIMHCKOTO U3/IeIHS;

0) B cilyyae TOJIy4eHHUS 3aKJIOYEHUS O TMPOBEJACHUU KIMHUYECKUX HCIBITAHUN MEIUIIMHCKOTO
U3IEeNUs, IPEAyCMOTPEHHOTO MyHKTOM 76 Hactosamux [IpaBui, He Mo3IHEe CIeayIouiero padboyero JHs
MOCJIE TPOBEICHUS OLEHKU 3aKIIOYEHHS] O MPOBEICHUM KIMHUYECKUX WMCOBITAHUN MEIULIUHCKOTO
W3JIeNus U1 ONPEJEIICHUs] COOTBETCTBUS 3a/IaHUI0 HA MTPOBEIEHHE SKCIIEPTU3bl PETUCTPUPYIOIIHI OpTraH
pa3MernaeT AIEKTPOHHBIN 00pa3 3aKIIOYCHUS O MPOBENCHUU KIMHHUYECKUX WCHBITAHUNA MEIUITMHCKOTO
U3ENNs, COOTBETCTBYIOIIETO 3aJJaHUI0 Ha MPOBEACHUE IKCIIEPTU3bI, B AIEKTPOHHOM KaOMHETE 3asBUTENS
Y HaMpaBJsIeT COOTBETCTBYIOIINE CBEICHUS B SAMHBIN INIHBINA KAOWMHET 3asiBUTEIIS.

B Teuenue 10 pa6quX ,I[Heﬁ CO JJTHA pasMCIICHUA B 3JICKTPOHHOM KaOWHETE 3asBUTEIIS 3aKIIOUECHUS
O INPOBCACHUUN KIIMHUYCCKHUX HUCIIBITAaHUH MCIUIIMHCKOI'0 M3ACIIUA, YKA3aHHOI'O B ITYHKTC 76 HaCTOAIIUX
HpaBI/IJ'I, 3a4BUTCIIb BIIPABC O3HAKOMUTLCA C 3aKIIOYCHUCM O IMPOBCACHUN KIMHHUYCCKHUX HCIIBITAaHUH
MCIUIIMHCKOI'O0 M3ACIUA W, IIPU HAJIUYUU BO3p€l)K€HHfI, HaIllpaBUTb CBOU BO3PAXXCHHA HaA 3aKIIIOUCHHUC O
MMPOBCACHUN KIIMHUYCCKUX HUCIIBITAaHUH MCIUIMHCKOI'O H3JACJIHUA IMOCPCACTBOM JJICKTPOHHOI'O KaOuHeTa
3asABUTCIIA.

B cnydae mocCTyrieHMsT TOCPEACTBOM OJEKTPOHHOIO KaOuWHeTa 3asBUTENsI B CpPOK, HeE
npesbimatomuid 10 pabounx aHel, BO3paKeHUH 3asgBUTENS Ha 3aKIIOUEHHE O MPOBEICHUN KIMHUYECKHUX
WCIBITAHUNA  MEIMIMHCKOIO  M3IENHs, IPEeayCMOTpPEHHOE€ NyHKTOM 76 Hactosmux llpasuin,
peructpupyromuii oprad B TedeHue 30 pabouyux THEH co IHS MOCTYIUICHUS BO3PAXKEHUN pacCMaTpUBAET
WX C TPHUBICYECHUEM OHKCIIEPTHOTO YUPEKICHUS, BBIHECIIEIO COOTBETCTBYIOIIEE 3aKIIOUEHHUE O
IIPOBEICHUM KIMHUYECKUX MCIBITAHUM MEIUIUHCKOrO M3Jenus. B cilydae eciii B yCTaHOBIECHHBIN CPOK
BO3PAXXEHUSI 3asBUTENS] HE TMOCTYNWJIM, PETUCTPUPYIOIIMA OpraH OCYIIECTBISIET MEPOIPUATHUS,
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IIpelyCMOTpEeHHbIE noamyHkramu "B" u "r" Hacrosimero nyHkra. IIpu paccMoTpeHun Bo3pakeHUi
PETUCTPUPYIOIMIA OpraH NPy HEOOXOAUMOCTH J1a4M MOSICHEHUH MTPUBJICKAET 3asBUTEIIS.

IIo wuroram paccMOTpPEHMS BO3PAKECHUNM NPUHUMAECTCS PELICHHE O IPU3HAHUUM BO3PAKEHUU
00OCHOBaHHBIMM MOJHOCTBIO HWJIM YaCTHYHO, O(OpMIsieMOe MHUCBMOM PETUCTPUPYIOILIEr0 OpraHa M
HaIpaBJIsIEMOE B aApeC DKCIEPTHOIO YYPEKIACHUS C IPUIOKECHUEM 3aKIIOYEHUs O IIPOBEICHUHU
KIIMHUYECKUX MCIBITAHUN MEIULUHCKOTO M3JEJHs, IPENyCMOTPEHHOIO IIYHKTOM 76 HacTosmux IIpasu,
Ha J0pabOTKy, CPOK KOTOpOM He MpeBbIAeT 5 padouyux gHEH cO THS TONyYeHHs] SKCHEPTHBIM
YYPEXKACHUEM BO3BPALICHHOIO 3aKIIOYEHUS O NMPOBENCHUN KIMHMYECKHX WCIBITAHUM MEIUIIMHCKOTO
U3Aenus, 1100 O MPU3HAHUU BO3PAXKEHUH MOTHOCTHIO HE 000CHOBaHHBIMHU.

Bpemsi co aHs pasmelleHus: PErucTPUPYIONIMM OPraHOM B 3JEKTPOHHOM KaOWHETEe 3asBUTENs
3aKJIIOUYEHHS O MPOBEACHUN KIMHUYECKUX UCIBITAHUN MEIUIIMHCKOTO M3/eJUs, YKa3aHHOTO B IIYHKTE 76
HacTosux [IpaBun, 10 NpUHATHS peUIeHHs 110 UTOraM PaCCMOTPEHMSI BO3PAKEHUN HE YUUTHIBAETCS IIPU
WCYHCTICHUH CPOKa MPOBEICHHS IKCTIEPTU3bI KauecTBa, dPPEKTUBHOCTH U OE30MACHOCTH METUITUTHCKOTO
W3NS,

B) IpPHUHATHE PEIIEHUS O BbIJAUY€ pa3pellieHUus Ha IPOBEIEHUE KIMHUYECKUX HCIBITAHUN
MEIUIUHCKOTO WM3ENusl Wi 00 OTKa3e B TOCYJApCTBEHHOM PErucTpaluyd MEIUIUHCKOIO H3Jelus,
KOTOpO€ 0(OpMIISIETCS MTPUKA30M PETUCTPUPYIOIIETO OpraHa, U MHOOPMUPOBAHKE 3aBUTENS O IPUHATOM
pelIeHNH IyTEM DPa3MELIEHHUs COOTBETCTBYIOIIEIO YBEIOMJIEHHS B (DOpME 3IEKTPOHHOIO JOKYMEHTa,
MOANMUCAHHOTO  YCHJICHHOMW  KBaJIM(UIMPOBAHHOM  AIEKTPOHHOH  IMOANHCHIO  YHOJIHOMOYEHHOIO
JOJPKHOCTHOTO JIMIA, B €IMHOM JINYHOM KaOUHETE 3asBUTENS U JIEKTPOHHOM KaOMHETe 3asBUTENS;




I') BHECEHME 3allUCH B PEECTP BBIIAHHBIX pa3pelIeHUil Ha MPOBEACHHE KIMHUYECKUX WCIBITAHUN
MEIUIIMHCKOTO U3IEJINsl, MOPAIOK BEAEHUS KOTOPOTO YTBEPKIAECTCSA PETUCTPUPYIOLIUM OPTaHOM.

78. Ilpu mpUHATHHM peIIeHUs O BbIJaue pa3pelieHHs] Ha MPOBEICHUE KIMHUYECKUX HCIBITAHUN
MEIUIIMHCKOTO U3/IeNUs PETUCTPUPYIOIIMM OpraH MPUHUMAET PEIICHUE O MPUOCTAHOBICHUH MIPOLIETYPhI
TOCYAapCTBEHHONW PETUCTpalMi MEIUIIMHCKOTO HM3MAETHsS J0 JHS MPUHATHS PETUCTPUPYIOIIUM OpraHOM
pelIeHrss 0 BO30OHOBIEHUHM TOCYIAPCTBEHHON PETUCTPALMN MEIUIIMHCKOTO U3JENUs B COOTBETCTBHH C
nyHkToM 81 Hacrosiux I[IpaBui.

79. O KIMHHUYECKUX MCIBLITAHUIX MCIUIUHCKOIO H3ACIIHNA C YYaCTUCM YCJIOBCKa 3asABUTCIIb
HOCPEICTBOM E€MHOTO JIMYHOTO KaOMHEeTa 3asBUTEINs YBEAOMIISCT PErUCTPUPYIOLIMIT OpraH B TEUCHHUE 5
paboumx JHEH ¢ Hayasa uX IPOBEICHHS.

80. ITo OKOHUAaHMM KIMHMYECKHUX MCIBITAHUM MEAMLIMHCKOTO H3JENUs C y4acTHEM uelloBeKa
3asiBUTEIIb IOCPEACTBOM €IMHOTO JJMYHOTO KaOWHETa 3asBUTENS NPEACTABISAET B PETUCTPUPYIOLIUI OpraH
3asfBJI€HHE O BO30OHOBJIEHHMU TOCYIApPCTBEHHOM pPETHUCTpAlMM MEAMLIMHCKOIO H3MENHs, 3asBICHHE O
peructpanuu, O(QOpPMICHHOE B COOTBETCTBHHM C IyHKTOM 64 wHacrosummx IIpaBun, conmepkaiiee
aKTyaJIM3UPOBaHHbIE CBEACHHUA (IpU HEOOXOOUMOCTH) U CBEACHUS O pe3yibraTax KIMHUYECKUX
UCHBITAHUNA MEIULMHCKOTO M3AENUS C y4acTUEM YelIOBEKa (B OTHOIIEHHWU KIMHUYECKUX HCIBITAHWUH,
3aBeplIeHHbIX 70 1 ceHTs0pst 2025 1., cBeneHMs MNPEICTABIAIOTCS B BUJE JOKYMEHTOB), a TaKKe
JOKYMEHTBI, YKa3aHHbIE B MoAmyHKTax "0" - "x" u "H" myHkTa 65 Hactosimux IlpaBuin, B cirydae eciu B
HUX BHECEHbI U3MEHEHHUs M0 pe3ysbTaraM KIMHUYECKHX MCIBITAHUN MEJUIIMHCKOTO U3/IeNIHs C Y4acTHEM
YeJIOBEKa, a TAK)KE aKTyaJM3UPOBAHHBIE JTIOKYMEHTHI, IIPEIyCMOTpPEHHbIE noamyHkramu "a", "u" u "m"
nyHkTa 65 Hactosmux [IpaBui (mpu HEOOXOAMMOCTH).

3asBUTENb BIPABE MPEACTABUTH JOKYMEHTBI, CBEJICHUS O KOTOPBIX YKa3bIBAIOTCS B 3asBICHHUH O
pErucTpanvy B COOTBETCTBUHU C momamyHkramu "M" - "m", "y" m "4" mynkra 64 nHacrosimux [IpaBwi (B
Cllyyae BHECEHHMsI B HUX M3MEHEHHUI), a TaK:Ke JOKYMEHTHI, MOATBEPKIAIOIINE PE3YJIbTaThl KIMHUYECKUX
WCIIBITAaHUH, 3aBepieHHbIX nocie 1 centsopst 2025 1., mo coOCTBEHHOM WHUIIMATHBE.

81. Perumctpupyrommii opran B TeueHue 2 pabouux IHEH CO JHS TONy4YeHUs IOKYMEHTOB,
yka3aHHBIX B IyHKTe 80 Hacrosmux [IpaBui, mpuHUMaeT pemeHrne 0 BO30OHOBICHUH TOCYIapCTBEHHOMN
pErucTpali MEIUIIMHCKOTO U3ICIHS.

Pemenne o BO30OHOBICHUH TOCYIapCTBEHHON PETHUCTPAIlMH MEIUIIMHCKOTO M3CIIHS TPUHUMACTCS
PETUCTPUPYIOIIUM OpPraHoM II0 pe3yjibTaTaM IPOBEPKU IMIOJHOTBI M JOCTOBEPHOCTH CBEICHUM,
CONEp)KAIIUXCS B MPEACTABICHHBIX B PETUCTPUPYIOMIUNA OpraH 3asBICHUM O BO300OHOBICHUHU
rOCYAApCTBEHHOW PETUCTpAllMM MEIUIUHCKOIO W3NS M MHBIX JOKYMEHTAX, yKa3aHHBIX B IyHKTe 80
Hactosmux [IpaBun.

B cnyuae ecnmu 3TM JTOKYMEHTBHI TpEACTABIECHBl HE B IOJHOM OOBbEME WM B HHUX BBISBICHBI
HEIOCTOBEPHBIE JaHHbIE, a TAKXKE B CJIy4ae BBIABIECHUS HECOOTBETCTBUS O0(GOPMIICHHS IPEACTABIEHHBIX
JOKYMEHTOB TOJIOKEHUAM IYHKTOB 53 - 55 HacTtosmumx IIpaBuii, perucTpupyronuii oprad HanpasisieT (B
(GopMe IEKTPOHHOIO JIOKYMEHTa, HOANMCAHHOIO YCWJIEHHOW KBaJM(HULIHUPOBAHHOM 3IIEKTPOHHOMN
MOAINKCHIO YIIOJTHOMOYEHHOIO JIOJDKHOCTHOIO JIMIA, TOCPEACTBOM pAa3MELICHUS B €IUHOM JIMYHOM
KaOMHEeTEe 3asBUTENsI W IEKTPOHHOM KaOWHETe 3asBUTEIs) 3asBUTENI0 PELICHHE O NpPEeKpallleHUH
JalbHEHIIEr0o  pacCMOTPEHMs  3asBICHUS O BO30OHOBJIEHHMH TOCYIApPCTBEHHOW  PErucTpanuu
MEIUIUHCKOTO M3EIUsl ¢ MOTUBUPOBAaHHBIM OOOCHOBAaHUEM IPUYUH NPHHATUS YKAa3aHHOIO PELICHHUS.
OIHOBPEMEHHO PEruCTPUPYIOUIMI OpraH COOOLIAeT 3asBUTENI0 O BO3MOXKHOCTH IOBTOPHOTO
IIPEICTABICHUS 3asIBJICHHUS O BO30OHOBJIECHUHU I'OCYapCTBEHHON PErvCTpalii MEIULUHCKOTO M3/ENHs C
NPUIOKEHUEM K HEMY J0pa0OTaHHBIX JJOKYMEHTOB ITOCPEICTBOM €IMHOTO JINYHOTO KaOMHETA 3asIBUTEIIS.




82. Ha II srane skcrepTu3sl kKauyecTBa, 3PPEKTUBHOCTH U OE30MACHOCTH MEAUIIMHCKOTO M3/EIHs
PETUCTPUPYIONIMIA OpraH B TeueHUE 2 paboumx JHEH cO JHS NPUHATHS PEHICHUS O BO30OHOBJICHHUU
TOCYAapCTBEHHOW perucTpanuud MEIUIIMHCKOTO U3JeNds Ha OCHOBAaHWHU 3a/laHds Ha TPOBEACHUE
9KCIIEPTHU3bI, BBIJAHHOTO B COOTBETCTBUU C MyHKTOM 72 Hactosmux [IpaBuil, HampaBiseT B SKCIEPTHOE
yupexXJIeHUEe TMPEJICTaBICHHbIE 3asBUTEIEM pe3yJdbTaThl KIMHUYECKUX HWCHBITAHUNA MEIUIIMHCKOTO
W3JIeTUsl C YYacTHEM YeJIOBEKa, a TAK)Ke MHBIE JIOKYMEHTBI, MPECTaBICHHBIC 3asBUTENIEM B COOTBETCTBUU
¢ nmyHktoM 80 Hactosimux [Ipasui.

83. DKclepTHOE YYpekKIACHHE B CPOK, HE TPEBBIMIAIOIIMNA 8 pabouux AHEW CO JHS MOTYYCHHS
JIOKYMEHTOB, YKa3aHHbIX B TyHKTe 80 Hacrosmmx I[IpaBui, TPOBOAWT OKCIEPTHU3Y IOJHOTHI U
pe3yIbTaTOB TPOBEACHHBIX WCIBITAHUN W HCCICNOBaHUWM, a Takke Oo(OpMIISIET W HAmpaBisieT B
PETUCTPHUPYIONIUH OpraH 3aKIYCHHE 110 pe3yJibTaTaM 3KCHepTHU3bl KadecTBa, I(P(EKTHBHOCTH H
0€30MacHOCTH  MEIWIIMHCKOTO  w3aenusi, (opMa  KOTOpPOro  yTBepxkaaercs MUHUCTEPCTBOM
3npaBooxpanenus Poccutickoii denepannm.

84. OcHOBaHMSIMM JUIsl BBIHECEHUS AKCIEPTHBIM YUPEXKIECHUEM 3aKJIIOUEHMsI 10 pe3ysbTaram
HKCIEPTU3bl KauecTBa, 3((PEeKTUBHOCTU U OE€30MaCHOCTH MEIUIMHCKOTO M3JeNIHs, CBUETEIbCTBYIOIIETO
0 HEBO3MOYKHOCTH I'OCYyJapCTBEHHOM PEruCTpaliii MEAUIIMHCKOTO U3J1EIus, ABIISIOTCS:

a) HECOOTBETCTBHE MEIMIIMHCKOTO H3Jeius TpeOOBaHUSIM HOPMATHUBHOM JIOKyMEHTAllUH,
TEXHUYECKOUN U (MJIN) SKCIUTyaTallMOHHOW JJOKYMEHTAIIUU IPOU3BOIUTENS (M3TOTOBUTES);

0) OTCyTCTBHE JOKa3aTelbCTB KadecTBa, W (wiH) 3¢hGEeKTUBHOCTH, W (WiH) 0€30macHOCTH
MEIUIIMHCKOTO W3/IEIHS,;

B) YCTAaHOBJICHHUE, YTO PUCK IMPUYUMHCHUSA BpEaa 34J0POBBIO I'paXaaH U MECAUIMUMHCKHX pa6OTHI/IKOB
BCJICACTBUC NPUMCHCHUA MCAULIMHCKOT'O U3CINUA TPCBLIIIACT 3(1)(1)GKTI/IBHOCTB €T0 IPUMCHCHUS;

F) MMpEACTAaBICHUE HEAOCTOBCPHBIX CBCI[CHI/II\/'I B JOKYMCHTaX, COACPKAIMXCA B PETUCTPALIMOHHOM
JOChE.

85. B cpok, He mpeBbIIAIMMN 7 pabounx THEW CO JTHS TMOJYYCHHUS 3aKIIOUYCHHS 10 pe3ysibraTaM
IKCIEPTU3Bl KauecTBa, I(P(EKTUBHOCTH W OE30MaCHOCTH METUIIMHCKOTO W3JCNUS, PETHCTPUPYIOIHIA
OpraH OCYIIECTBIISIET CIEeIYIOIINE MEPOTIPUSITHSL:

a) OIlEHKa 3aKIIFOYCHHSI 10 pe3ylibTaraM dSKCIEpTHU3bl KauecTBa, d3PPEKTUBHOCTH W OE30MaCHOCTH
MEAMIIMHCKOTO M3/eNusi, yKa3aHHOTO B MyHKTe 83 Hactosammx IlpaBui, 1ist onpeaeneHus COOTBETCTBUSA
3aIaHMI0 Ha TPOBEJEHUE HKCHEepTu3bl. B cilydae yCTaHOBIEHUS HECOOTBETCTBUS 3aKIIIOUEHUS 10
pesyabTataM dKCIepTU3bl KayecTBa, A(G(GEKTUBHOCTH U O€30MaCHOCTH MEAMIHUHCKOTO HU3IENUS
yKa3aHHOMY 3aJIaHUIO TaKOe 3aKIIOYCHHE BO3BPAIIACTCS B DKCIEPTHOE YUPEKIECHUE HA TOPAOOTKY, CPOK
KOTOpO#l cocTaBisier He Oosiee 2 paboyux AHEW €O JHS TOJYYEHHUS SKCIEPTHBIM YUPEKIECHUEM
BO3BPAIICHHOTO 3aKJIIOYCHHUS MO pe3yabTaraM JKCHEPTU3bl KauecTBa, d(PPEeKTUBHOCTH M OE30MACHOCTH
MEAMIIMHCKOTO W3/IeNHS;

0) B ciy4ae IMOJIyueHHs 3aKJIIOUYEHHUS 10 pe3yjibTaraM IKCIEepPTHU3bl KadecTBa, 3(p(eKTuBHOCTH U
0€301MacHOCTH MEAMIIMHCKOTO U3/IeNHs, TPEAyCMOTPEHHOTO IMyHKTOM 84 HacTosmux IIpaBun, He mo3nHee
CIIEAyIOIIET0 pabodero JAHSA TOCIe TPOBEACHUS OICHKH TAaKOTO 3aKIIOYEHUS Uil ONpeAeIeHHUs
COOTBETCTBUSI 3a/IaHUIO HA MPOBEACHHUE SKCIIEPTU3BI PETUCTPHUPYIOMINI OpTaH pa3MeInaeT 3IEeKTPOHHBINA
o0pa3 3aKIIOYeHHs 10 pe3yJabTaraM »JKCIEpPTU3bl KauecTBa, 3((EeKTUBHOCTH U 0O€30MacHOCTH
MEIUIMHCKOTO W3/IEHs, COOTBETCTBYIOIETO 33aJaHMIO0 Ha TPOBEICHHE HKCIEPTH3BI, B 3JIEKTPOHHOM
KaOMHEeTEe 3asiBUTENIS U HAMPaBIISICT COOTBETCTBYIOIINE CBEJCHUS B €IMHBIN JINYHBIM KaOMHET 3asBUTEIIS.




B Teuenue 10 paGounx aHel co qHS pa3MELIEHUS B SJIEKTPOHHOM KaOWHETE 3asBUTEIS 3aKITFOUEHUS
Mo pe3yibraTaM 3KCIepTH3bl KadecTBa, 3(PPEKTUBHOCTH M OE30MACHOCTH MEIMIIMHCKOTO W3SV,
yKa3aHHOTo B myHKTe 84 Hacrosmux [IpaBui, 3asgBUTENs BIpaBe O3HAKOMUTHCS C 3aKIIOYCHHEM IO
pesyabpTaTtaM dKCIepTu3bl KauecTBa, d()(PeKTHBHOCTH M 0€30MAaCHOCTH MEIUIIMHCKOTO H3JCTHUS U, MPHU
HAJIMYMU BO3PAXCHUMU, HANIPABUTh CBOU BO3PAXKEHHS HA TaKOE 3aKJIIOUEHHUE MOCPECTBOM 3IIEKTPOHHOTO
KaOWHeTa 3asBUTEIIS.

B cnydae moCTyrieHMsT TOCPEACTBOM OJEKTPOHHOTO KaOuWHeTa 3asBUTENsI B CpPOK, HeE
npesbimatonmii 10 pabounx aHEH, BO3paXCHUH 3asiBUTENS HA 3aKJIIOUYEHUE MO pe3ysIbTaTaM dKCIIEPTU3bI
KaduecTBa, 3(PPeKTUBHOCTH M 0€30MaCHOCTH MEAMIIMHCKOTO HW3JENUs, MPedyCMOTPEHHOE MyHKTOM &4
Hacrosimux [lpaBui, peructpupyromuii opran B TedeHue 30 pabouux gHEH co AHA TOCTYIUICHUS
BO3PaXEHUM paccMaTpuBaeT MUX C NPHUBICYEHUEM OHKCIEPTHOTO YUPEKIAEHUS, BBIHECIIEr0 3TO
3aKiroueHue. B ciiydae ecim B yCTaHOBJIEHHBIM CPOK BO3PaXXEHMsI 3asBUTENS] HE IOCTYIWIH,
PETUCTPUPYIOIIUM OpraH OCYIIECTBISAECT MEPONPUATHS, MPEAyCMOTPEHHbIE MoamyHkTamu "B" u "'
HacTosmero myHkra. [Ipu paccMOTpeHUH BO3paXXEHUH PETUCTPUPYIOMIMN OpraH MpH HEOOXOAMMOCTH

Jaqun MMOSICHEHH I IMPUBJICKACT 3asABUTCIIA.

[Io wuroram paccMOTpPEHMs BO3PAKCHUHW NPUHUMAECTCS PEIIEHHE O IPU3HAHUM BO3PAKECHUU
000CHOBaHHBIMU MOJHOCTBIO WJIM YACTHUYHO, KOTOPOE O(POPMIISIETCS NUCbMOM PETUCTPUPYIOILETO OpraHa
U HampapisieTCsl B aApPEC 3KCIEPTHOIO YUPEXKIEHUS C IMPUWIOKEHUEM 3aKIIOUEHHUS 10 pPe3ysbTaram
9KCNEPTU3bl KauecTBa, FPPEKTUBHOCTH U 0O€30MaCHOCTU MEAMLIMHCKOIO HM3AENus, NPeayCMOTPEHHOIO
nyHkToM 84 nactosiux [IpaBun, TpeOytomiero 10paboTKH, CPOK KOTOPOIl HE IpeBhIIaeT 5 paboynx JaHeiH
CO JHS TMOJIyYeHHs] SKCIEPTHBIM YUPEXJAECHUEM BO3BPALICHHOIO 3aKJIIOYEHUs, JUOO O NpU3HAHUU
BO3PaXCHUH MOIHOCTHIO HE 000CHOBAHHBIMH.

Bpemsi co aHS pa3MeIleHHs PErHCTPUPYIONIMM OPraHOM B 3JICKTPOHHOM KaOWHETE 3asBUTEIS
3aKJIFOYEHHS TI0 pe3ybTraTaM 3KCIepTH3bl KauecTBa, 3()PEeKTHBHOCTH M OE30MACHOCTH MEIUITUTHCKOTO
M3JICNHS, YKa3aHHOTO B NMyHKTe 84 HacTosmmx [IpaBuil, 10 NPUHATHS PEIICHUS TI0 UTOTaM PaCCMOTPEHUS
BOSp&)KGHI/Iﬁ HC quTBIBaeTCH HpI/I HNCUHUCJICHUU chKa HpOBCI[CHI/ISI 3KCHepTI/I3bI Ka4ycCTBa,
3¢ exTHBHOCTH U OE30MTACHOCTH MEAUITUHCKOTO U3/ICIIHS,;

B) NIPUHSITHE PELIEHUs O TOCYJapCTBEHHOM PEruMCTpaliy MEIUIMHCKOIO U3/EIHs Wik 00 OTKa3e B
TOCY/IJapCTBEHHOM  pEerucTpald  MEJUIMHCKOIO  M3JeNus, KOTopoe OoQopMisiercs IpUKa3oM
PETUCTPUPYIOIIETO OpraHa, ¥ MH(OOPMUPOBAHKUE 3aSBUTENS O MPUHATOM PEUICHUH MyTEM pa3MEIICHUs
COOTBETCTBYIOIIETO YBEIOMJIEHHUS B (OpPME 3JIEKTPOHHOIO JOKYMEHTa, IOANUCAHHOIO YCHUJIEHHOM
KBaJM(HUIUPOBAHHON 3JIEKTPOHHOW TOAMUCHIO YIOJIHOMOUYEHHOTO JOJDKHOCTHOTO JIMIA, B €IUHOM
JMYHOM KaOWHeTe 3asBUTEINS U 3JIEKTPOHHOM KaOMHETE 3asiBUTEIS;

I') BHECEHHME PEECTPOBOIL 3alMCH B FOCYAAPCTBEHHBIN PEECTP.

86. OcHOBaHUSAMH JUIsI TPHUHATHS PETUCTPUPYIOIIMM OpPraHOM pemeHus o0 OTKa3e B
rOCYIapCTBEHHOW PErUCTPALMU MEAULIUMHCKOTO U3IEIUS SABIISIIOTCS:

a) MOJyYeHHUE PErUCTPUPYIOLIUM OPTaHOM OT SKCIIEPTHOTO YUPEKACHUS 3aKIIOUEHHS O IPOBEACHUN
KJIIMHUYECKUX UCTIBITAHUM METULIMHCKOTO U3/IENHS, CBUACTEIbCTBYIOIIETO O HEBO3MOXKHOCTH MPOBEACHUS
KIIMHUYECKUX UCTIBITAHUNA MEAUIIMHCKOTO U3JIENIHSI C yYaCTUEM UEJIOBEKa;

0) MOJy4YeHHE OT SKCHEPTHOTO YUPESKICHMS 3aKIIOUEHHS 0 pe3ylbTaraM AKCIEPTU3bl KayecTBa,
3QPEKTUBHOCTH MU 0€30IMaCHOCTH MEIUIMHCKOTO W3ZEHs, CBHIETEIbCTBYIOIIEIO O HEBO3MOXKHOCTH
rOCY/IapCTBEHHOM PErucTpanuyd MEAULUHCKOTO U3JeNus, U (WIN) MPUHATHE PETUCTPUPYIOIIUM OPraHOM
peleHyst O IPU3HAHUN BO3PAKEHUH 3asiBUTENSI HE 000CHOBAHHBIMU IIOJHOCTBIO MJIM YaCTUYHO;




B) BBIABICHUE PETUCTPUPYIOLIUM OpPraHOM IO pe3yibrataM ¢eaepanbHOro TOCYIapCTBEHHOTO
KOHTpoOJNs (Ham3opa) 3a oOOpalieHHeM MEAWIMHCKUX U3JCNIMA  HECOOTBETCTBUH JaHHBIX 00
3¢ GheKTUBHOCTH U O O€30MacHOCTH METUIIMHCKOTO W3JeNHsl JAHHBIM O METUIIMHCKOM W3JeIHH,
COZICpXKAIMMCSL B 3asBIICHUU O PETUCTPAIMU M JOKYMEHTaX, YKa3aHHBIX B MyHKTax 65 u 80 HaCTOSIIHX
[IpaBu.

lll. TocypapcTBeHHas peructpaumsa MegUuUUHCKUX nsgenun,
noatTBepxaeHue 3chPeKTUBHOCTU KOTOPLIX HEe TpedyeT npoBeaeHUs
KITMHUYECKNX UCNbITaHUN C y4acTUEM YerioBeKa Ui Nosy4YeHuns
paspelueHus perucTpupyrowero opraHa Ha nposegeHue
TaKMX KNMUHNYECKUX NCNbITaHUN

87. Jlns rocynapCTBEHHOW PETUCTPALIMUA MEIUIIMHCKOTO H3/ICTHs, TOATBEPKAeHHE Y (DEKTUBHOCTH
KOTOPOTO HE TpeOyeT MPOBENCHUS KIMHHYECKUX HUCIBITAHUH C Yy4acTHEM 4YelIOBEKAa WIIM IONy4YCHHS
paspelieHus: PEruCcTPUPYIONIET0 OpraHa Ha TMPOBENCHUE TAKUX KIMHHUYECKUX HCTBITAHUH, 3asBUTEIb
MOCPEJICTBOM E€IMHOTO JIMYHOTO KaOWHEeTa 3asBHUTENS MPEICTABISCT B PETHCTPUPYIOUIMIA OpraH
3asBIICHUE O pErUCTpanud, O(QOpMIIEHHOE B COOTBETCTBHHM C MyHKTOM 64 Hactosmmx [IpaBun u
JOTIOJTHUTEIBHO COJIEpIKAIee CBEACHHS O HAJIWYMHU (OTCYTCTBHUH) Yy MPOTPAMMHOTO OOECIICUEHUS C
MPUMEHEHHEM TEXHOJOTHMI HWCKYCCTBEHHOTO WHTEIIEKTA, SBISIONIETOCS MEIUIIMHCKUM HW3EIIHEM,
BCTPOCHHON (YHKIIMM aBTOMATUYECKOW Iepefayd B IOPSIKE, YTBEPKICHHOM PETUCTPUPYIOIIUM
OpraHoM, B aBTOMAaTH3UPOBAHHYIO WH(POPMAIIMOHHYIO CHCTEMY PETUCTPHUPYIOIIETO OpraHa HHQPOPMAIHH
00 oOpabaTbiBaeMbIX IaHHBIX, pe3yJbTarax IACHCTBUS MPOTPAMMHOTO OOECIICUYeHUsS] C TPUMEHEHHUEM
TEXHOJIOTHI HMCKYCCTBEHHOTO WHTEIJICKTA, SIBIISIOIICTOCS METUIIMHCKUM H3JIEIHEM, a TaKKe CBEICHUH,
MPEIYCMOTPEHHBIX TMOPSIKOM COOOIICHUs CYOBEKTaMU OOpalleHUs MEIUIUHCKUX H3IeIHid 000 Bcex
CIIy4asiX BBISABICHUS MOOOYHBIX JEHCTBUH, HE YKA3aHHBIX B HMHCTPYKIUH [0 MPUMEHEHUIO WU
PYKOBOJICTBE [0 OSKCIUTyaTalldll MEIMIIMHCKOTO H3IENUs, O HEXEJaTeNbHbIX pPEaKIHsIX MpPHU €ero
MPUMEHEHUH, 00 0COOCHHOCTSIX B3aUMOJICHCTBUS MEAMIIMHCKUX H3JIEIHA MEXIy coOol, o (akrax u 00
00CTOSITETIhCTBAX, CO3MAIONIMX YIPO3Y JKU3HU M 30OPOBBIO TPa)KaH M MEAMIMHCKUX PAaOOTHUKOB IPH
NPUMEHEHUH W OKCIUTyaTallud  MEAWIMHCKUX  WM3ACTUi, yTBEepkKJIaeMbiM  MUHHCTEPCTBOM
3npaBooxpaneHuss Poccuiickoit denepanuu (manee - TOPSAIOK COOOIICHHsS CyObekTamu oOparieHus
MEAMIIMHCKUX M3JIETH 000 BCEX CIlydasx BBISBICHHS TMOOOYHBIX JCHCTBHIA), a TaKKe CBEICHUS O
pe3ynbTarax KIMHUYSCKUX HCIBITAHUH MEIUIIMHCKOTO m3nenus (0e3 ydacThs 4elloBeKa) ¢ yKazaHHeM
HOMEpa, JaThl aKTa OIICHKM pEe3yAbTaTOB KIWHUYECKUX WCTBITAHUNH MEIUIIMHCKOTO W3JEIHUS,
HAaMMEHOBAHMUS MEIUIITHCKOW OPTaHU3aIlNH, a TAKKE CIEIYIOIINE TOKYMEHTHI:

a) Konusl (KOIMKU) TOKYMEHTa (JIOKYMEHTOB), MOJITBEPAKAAOUIETO (ITOATBEPKIAAIONINX) MTOJHOMOYUS
YHOJTHOMOYEHHOTO TPEACTaBUTENS IMPOU3BOAUTENST (M3TOTOBUTENS) MO IMPEJICTAaBICHUIO HHTEPECOB
MIPOU3BOAMTENS (M3TOTOBUTEIS), HECEHUIO OTBETCTBEHHOCTH B YaCTHU OOpAIIeHUs MEAUIIMHCKOTO U3 EITHSI
Ha Tepputopun Poccuiickoit denepanyu, B TOM YUCIE IO BOMPOCaM MPOLEAyp OLICHKH COOTBETCTBUS U
TOCYIapCTBEHHOW PETUCTpPAllMU MEIUIIMHCKOTO W3JeNHs, a TakkKe [0 3aBEpEeHUI0 JIOKyMEHTa
(TOKYMEHTOB) TIPOW3BOAMTENS (M3rOTOBUTENS), BCTYNMUBIIETO (BCTYMMBIIMX) B CHIIY J0 O(QOpMIICHUS
COOTBETCTBYIOIIUX JIOKYMEHTOB (IIOKyMEHT (IOKYMEHTBI) SIBISETCS (SIBISIOTCS) OO0SI3aTeIbHBIM
(oOs3aTeTbHBIMU) I~ WHOCTPAHHBIX — MPOU3BOAMUTENCH  (M3rOTOBUTENCH),  OTCUYECTBEHHBIMH
MPOU3BOAUTENSAMU  (M3rOTOBUTENSIMU)  MpeAcCTaBisieTcs (IPENCTaBIAOTCS) B Cllydae HaJlIW4us
YHOJTHOMOYEHHOTO NMPEACTaBUTEINS IPOU3BOAUTENS (M3TOTOBUTENA);

0) cBeZicHHsI 0 HOPMATUBHOM IOKYMEHTAIIMU Ha METUITMTHCKOE U3/ICITHUE;

B) TEXHUYECKAas IOKyMEHTAaLWs TPOU3BOAUTENS (M3TOTOBUTENIS) HA METUIIMHCKOE U3/EIHE;




F) OKCIUTyaTallMOHHAaA JOKYMCHTAUUA ITPOU3BOAUTCIIA (I/IBFOTOBI/ITGJ'IH) Ha MCIUIIMHCKOC U3CIINEC, B
TOM YHCJIC HHCTPYKIHSA IO MPUMCECHCHUTIO WJIN PYKOBOACTBO I10 3KCILTyaTalluu MCAUIUHCKOTO U3OCIIUA,

1) LBeTHbIE QoTorpapuueckue H300pakeHHs OOLIero BHJA MEIUIUHCKOTO H3JeNus, MoAesei
(MapOK) MCIUIIMHCKOI'O HU3ACIUA U HpHHaHHC)KHOCTCﬁ, H€O6XOI[I/IMBIX AJi1 TpUMCHCHHUA MECIHUIUHCKOTO
U3IeNs 10 Ha3Ha4YeHHUIo (pa3MepoM He MeHee 18 X 24 caHTuMeTpa), a TakKe N300pakeHHs] MAapKUPOBKHU
U YIaKOBKH (LIBETHBIE MAKEThl YIIAKOBOK M 3TUKETOK, COJAEpPIKAIINE TEKCT OPUTMHAIBHON MapKUPOBKH U
JONOJHUTENBHOM MapKMpOBKM Ha PYCCKOM  f3bIKE€, HAHOCHMOM Ha MEAMLUHCKHE H3Jeus,
Ipou3BesieHHbIe 3a npenenamu Poccuiickoit denepanun) (3a HCKIIOYEHUEM ITPOrPaMMHOTO 00€CTIEUeHMS,
SBJISIFOIIETOCS MEUILIMHCKUM U3/IETIHEM);

€) 1BeTHble (QoTorpaduueckue H300paKEHUST DIEKTPOHHOTO HOCUTENsE M HUHTepdeiica
OporpaMMHOro obecriedueHust (pasmepoM He MeHee 18 x 24 cantumerpa) (AIsi NTPOrpaMMHOTO
o0ecriedeHus1, SIBISIOMETOCS MEIUITMHCKIM U3/IeTIHEM), @ TakKe N300paKeHUsS MAPKUPOBKU M YTIAKOBKH
(npu HaMU4UN);

’K) TPOEKT OIKCAHMS THUIA CPEICTBA HM3MEPEHUM, SIBISIOIIETOCS MEIUIIMHCKUM U3IenueM (B
OTHOILIEHUU MEIUIIMHCKUX H3JEIHi, OTHOCSIINXCA K CPEACTBAM M3MEpeHH B cdepe ToCynapCcTBEHHOTO
peryinupoBaHus O0OECIEYEHUsI €IMHCTBA U3MEPEHUH, MePEeYeHb KOTOPBIX YTBEpkKIAaeTcss MUHUCTEPCTBOM
3npaBooxpaneHus Poccuiickoit denepanyn);

3) METOAMKA IMOBEPKU THUIA CPEJACTBA H3MEPECHHM, SIBISIOLIECTOCS MEAUIIMHCKUM HU3JeIueM (B
OTHOILIEHUU MEIUIIMHCKUX W3JEIHi, OTHOCSIIUXCA K CPEACTBAM M3MEpPEeHH B cdepe TroCynapCTBEHHOTO
peryinupoBaHus 0OECIeYeHUs] eIMHCTBA U3MEPEHUH, MePEYeHb KOTOPBIX YTBEpkKAaeTcss MUHUCTEPCTBOM
3npaBooxpaneHus Poccuiickoit denepamnyn);

1) JOKYMEHTBI, TOATBEPKIAIOIINE PE3yJIbTaThl KIMHUYECKUX HCIBITAHUN MEIULIHUHCKUX U3JIEIUI
(110 MPUMEHUMOCTH, B 3aBUCUMOCTH OT JIaThl):

JIOKYMEHTBI, TIOATBEPKIAI0IINE PE3yJIbTaThl KIMHUYECKUX UCTIBITAHUH (B OTHOIICHUH KIMHUYECKUX
WCIIBITAaHUH, 3aBepIIeHHBIX 10 1 ceHTsaops 2025 1.);

AOKYMCHTBI, MOATBCPKAAOIINEC PC3YJIbTAThI KIIMHUYCCKUX HUCHBITAaHUN (B OTHOIICHUHN KIIMHNYCCKUX
WCIIBITAaHUH, 3aBepiieHHbIX rocie 1 ceHTsops 2025 r.) (1o MHUITMATHBE 3asIBUTEIS ),

K) JOKYMEHTBI, MOJATBEPKIAIONINE BO3MOXHOCTH OCYIICCTBICHUS IPOU3BOACTBA TIO aJPECy
(ampecam), ykazaHHOMY (yKa3aHHBIM) B 3asBJICHHH O PETHUCTpPAIlMd B Ka4eCTBE MPOW3BOJCTBEHHOU
(IpOM3BOJACTBEHHBIX) IUIOMIAAKH (IJIOMIA0K) (MO MPUMEHUMOCTH): JOKYMEHTBI, IMOATBEPKIAIOIINE
HaJIW4Yue YCIOBHI NMPOU3BOJACTBA, M (MJIM) KOMUU CEPTU(PHUKATOB COOTBETCTBUS CUCTEMbI MEHEKMEHTA
kauectBa TpeboBaHusiM ['OCT ISO 13485-2017 unu ISO 13485:2016, a Takxke KOIUH OTYETOB O paHee
MIPOBEJICHHBIX HWHCHEKIUSAX Ha COOTBETCTBHE YKa3aHHBIM CTaHAapTaMm (B ciy4yae IMpeICTaBICHUS
yKa3aHHBIX CEPTU(PUKATOB COOTBETCTBHUS), M (WJIM) KOITUHU JOKYMEHTOB, TOATBEPKIAIOIINX COOTBETCTBHE
CUCTEMBbl YIIPaBJICHHs Kaue€CTBOM TpPeOOBAHUAM K BHEAPEHHUIO, MOAJNEPKAHUIO M OLEHKE CHCTEMBbI
yIpaBJICHHs] KaueCTBOM MEAMIIMHCKHUX H3JeNui (TMPEACTaBISAIOTCS B ClIyd4ae MPOBEACHUS WHCICKIIUU
WHCIICKTUPYIONIEH OpTraHu3allield, HaXOJIIeicss B BeIeHWU (MOAYMHEHHH) OpraHa TOCYAapCTBEHHOU
BJIACTH TOCyHapCTBAa - WieHa EBPa3HiiCKOr0 JKOHOMHYECKOTO COI03a, YIOJHOMOUYEHHOTO Ha
OCYIIECTBIICHUE U (MJIM) KOOPIWHALUIO JCSITSIBHOCTH B cdepe oOparieHus MeIUIIMHCKUX H3ICIHA Ha
TEPPUTOPHUH 3TOTO rOCYAApCTBa, 3a UCKIoueHueM Pocculickoii @enepanun);

J) JAOKYMEHTBHI, NOATBEP)KAAIOIIME IMPAaBO HCIOIb30BAaHUS MPOU3BOAUTENEM (M3TOTOBUTEIIEM)
TOBApHOTO 3HAKAa U MHBIX CPEJCTB MHAMBUAYAIU3ALNN MEIUIUHCKOTO MU3JIENUs B Cllydae UX HAHECEHUS




Ha YMaKOBKY MEIWIMHCKOTO u3/eius (MpedoCTaBisIOTCS B CiIydae, €Clid CBEJCHUS HE BHECEHBI B
COOTBETCTBYIOIIUE peecTphl DenepaibHON CITY>KOBI 110 UHTEJUIEKTYaIbHOM COOCTBEHHOCTH);

M)  KONMHH  JIOKYMEHTOB,  IOATBEP)KJIAIONIMX  KavyeCTBO  JIGKAPCTBEHHOIO  IIperapara,
(dapmareBTHIeCKOl CyOCTaHIIMK, OMOJOTHYECKOTO MaTepuajia U WHOTO BEIIECTBA, C MCIOIb30BAaHUEM
KOTOPBIX TPOU3BEICHO MEIMIIMHCKOE U3JICNINEe MU KOTOPbIE BXOAAT B €r0 COCTaB M KOTOPBIC
MpeTHA3HAYCHBI JUIS TPUMEHEHHUS TOJIBKO C yUYeTOM Ha3HAUYCHUS MEJIUIIMHCKOTO U3JIEIHS, OTPEACIICHHOTO
MPOU3BOAMTEICM, BBIJJAHHBIX B COOTBETCTBUHM C 3aKOHOJATEIIBCTBOM CTPAaHBl MPOHMCXOXKICHUS
JIEKapCTBEHHOTO Tpernapara, (apMaleBTUIeCKONH CyOCTaHIIMH, OMOJIOTHYECKOTO MaTepualia W HHOTO
BellecTBa (KpoMe MEAUITUHCKHUX U3ICTUH T TUAarHOCTHKH In Vitro);

H) KONHS JOKYMEHTA, HOATBEPKAAIOIIETO PETUCTPALINIO TPOU3BOAUTENS (M3TOTOBUTEINS) B KAUECTBE
IOPUIMYECKOro Jinna 00 WHAMBUAYAJbHOIO MpeANpUHUMATeNsl (3a HCKIOUEHHEM METUIIMHCKUX
W3JENNUN, IPOU3BOIUTESIMU KOTOPBIX ABISAIOTCA pe3naieHThl Poccuiickoil deneparun);

0) MJIaH KJIMHUYECKOTO MOHMUTOPUHTA (JJIs1 MEAMIIMHCKHUX M3METHIl Kilacca MOTeHIMAIbHOTO pUCKa
MpUMEHEHUs 3, a TaKkKe MEIUIMHCKUX W3JIeJUl, MMIUIAHTUPYEMBIX B OpraHU3M YeJoBeKa, Kiacca
MOTEHLUATBHOTO pUCKA TPUMEHEHUS 20);

1) JOoKa3aTelbHbIE MAaTepHUaNIbl TMPOU3BOAUTENS (M3TOTOBUTENS) MEIUIMHCKOTO u3aenus (1o
MPUMEHUMOCTH):

JIOKa3aTeJbHblE MaTepuaibl MPOU3BOAUTENS (M3rOTOBUTENS]) MEAMLIMHCKOTO HU3JENIHS B YacTH
OIlpeJesieH!s] KadecTBa U 0e30MacHOCTHM MEIUIMHCKOIO M3JENUsl, COOTBETCTBHUS €ro XapaKTepUCTHK
(cBOiicTB) TpeOOBaHHMSIM HOPMATHUBHOM  JIOKYMEHTAllMM, TEXHUYECKOM W  DKCIUTyaTallMOHHOM
JOKYMEHTALMK IPOU3BOJUTENS (M3TOTOBUTEIIS);

JIOKa3aTejabHble MaTepuajibl MPOU3BOAUTENS (M3rOTOBUTENS) MEIUIIMHCKOTO M3JEIUs B YacTH
HCCIIENOBAHUN B LEIIX OLEHKH OMOJIOTMYECKOM 0€3011aCHOCTH MEAUIIMHCKOTO U3/IEIIH.

88. Peructpupyromuii opran He BmpaBe TpeOOBaTh OT 3asBHUTENS yKa3blBaTh B 3asBICHUU O
pEeTUCTpalliK  CBEIICHUS, HE IPEIyCMOTPEHHbIC MyHKTOM 64 Hactosmmx [lpaBwi, W NpencTaBisTh
JOKYMEHTBI, HE PETYCMOTPEHHBIE TYHKTOM 87 HacTosmux [IpaBuir.

3agBUTENb BIIPABE MPEIACTABUTH JOKYMEHTBI, CBEJCHUS O KOTOPBIX YKa3blBalOTCS B 3asBICHUU O
3
perucTpanyu B COOTBETCTBUU ¢ moiamyHkramu "M" - "m", "y" u "4" myHkra 64 Hactosmux IIpaBun, mo
COOCTBEHHON MHHUIMATHBE.

3asgBUTEINH BIIpaBC NPCACTABUTH UHBIC HGOGXO[[I/IMLIQ JOKYMCHTBI 11O cOOCTBEHHOM WHHUITUATHUBC.

89. B Teuenune 5 pabouyux JIHEW CO JHS MOCTYIUICHHS 3asBICHHUS O PETHCTPALMA M JOKYMEHTOB,
IIPEyCMOTPEHHBIX NMyHKTOM &7 Hactosmux IIpaBwil, perucTpupyromuii opraH NpPOBOAUT IPOBEPKY
MOJTHOTHI U JIOCTOBEPHOCTH COJEPKAIIMXCS B HUX CBEJCHHI, B TOM YHUCJIE MYTEM CPaBHEHHS TaKHX
CBEICHUN CO CBEACHMIMH, IIPEICTABICHHBIMU OpraHaMU TOCYJAapCTBEHHOM BJIACTH B IOPSJKE
MEXBEIOMCTBEHHOTO MH(OPMAIIMOHHOTO B3aUMOJEUCTBHUS MOCPEICTBOM CHCTEMbI MEXBEIOMCTBEHHOTO
QJICKTPOHHOTO BSaHMOHeﬁCTBHH.

90. B cnydae ecnu 3asBJICHHE O perucTpanuu ohOpPMIICHO C HAPYIICHHEM IOJIOKECHHUH IMyHKTa 64
Hacrosiux [IpaBun, M (MIM) TMpenCTaBIEHHBIE TOKYMEHTHI O(QOPMIICHBI C HapyIIEHHEM MOJI0KEHHI
nyHKTOB 53 - 55 mactosmux I[lpaBun, w (WimM) B 3asBICHHM O PETHCTPAMM W TPEACTABICHHBIX
AOKYMCHTAX YKazaHbl HCAOCTOBCPHBLIC CBCACHUSA, WJIN AJOKYMCHTBI, NPCAYCMOTPCHHBLIC ITYHKTOM 87
Hactosmux IlpaBun, mnpeacraBieHbl HE B MOJHOM 00OBbEME, PErHMCTPUPYIOUIMM OpraH yBeIOMIISET




3asiBUTENI O HEOOXOIMMOCTH YCTPaHEHHUS BBIABICHHBIX HapylleHuid U (Wid) NpeAcTaBlIeHUs
OTCYTCTBYIOIIUX JOKYMEHTOB B TeueHue 30 pabouux AHEH cO JAHS pa3MEIICHUs TAKOTO YBEIOMJICHHUS B
dbopMe HIEKTPOHHOTO JOKYMEHTa, IMOAMUCAHHOTO YCHJICGHHOM KBadU(UIIMPOBAHHOW D3JIEKTPOHHOM
MOJMUCHIO  YIOJHOMOYEHHOTO JODKHOCTHOTO JIMIA, B €IMHOM JIMYHOM KaOWHETe 3asBUTEN U
AIIEKTPOHHOM KaOWHETe 3asiBUTENs. YCTpaHEHHE BBIABICHHBIX HapylleHWH U (WIM) MpelCcTaBlIeHHE
JOKYMEHTOB, KOTOPBIE OTCYTCTBYIOT, 3aIBUTEIb OCYIIECTBISET MIOCPEICTBOM EIMHOTO JIMYHOTO KaOMHeTa
3asIBUTEIIS.

Bpewms co qHSA yBEJOMIICHHs PETMCTPUPYIOIIUM OpPraHOM 3asiBUTENS 10 IHS IIOJy4EeHMs OTBETa Ha
YBEAOMJICHHE WM YBEJOMJICHMSI O HEIPEACTaBICHUM OTBETa Ha COOTBETCTBYIOLIMM 3ampoc He
YUYUTBIBACTCS IIPU UCYUCIIEHUH CPOKA FOCYJapCTBEHHON PErUCTpaly MEAULIMHCKOTO U3/1EIIHI.

91. B teuenue 3 pabouux AHEH CO JTHS 3aBEPIICHHUS ITPOBEPKH, MPETyCMOTPEHHON MyHKTOM 89
Hacrosimux [IpaBun (B cilydae TpeACTaBICHUS HAMISKAIIMM 00pa3oM OQGOPMIICHHOTO 3asBICHUS O
perucTpanyy 1 B MOJIHOM O0beMe JIOKyMEHTOB, MPEeyCMOTPEHHBIX MyHKTOM 87 Hactosimux [IpaBuin), a
TaKk)Ke B Cllydae YCTpaHEHHUs B CPOK, He mpeBbimaromuii 30 pabouux nHeH, BBISBICHHBIX HAPYIICHUH U
(unu) mpeAcTaBIEHUS  JAOKYMEHTOB, THPEIYyCMOTPEHHBIX MyHKTOM 87 Hacrosmux IlpaBui,
PETUCTPUPYIOLIMI OpraH NMPUHUMAET PELICHUE O Hayalle TOCYIapCTBEHHON perucTpaniuy MEAUIIMHCKOTO
W3JETusl.

92. B cmyuae ecnu B cpok, He mpeblmarommii 30 pabounx JHEW, HE yCTpaHEHbI BBISBICHHBIC
HapylmeHuss ¥ (WiIM) He NPEeACTaBICHbl JOKYMEHTBI, KOTOPbIE OTCYTCTBYIOT, B TOM YMCJIE C y4€TOM
MOJIOKEHUsT IyHKTa 53 Hactosaumx [lpaBui, perucTpupyromvii opraH IHIPUHMMAET pEIIEHUuE O
IIPEKPAIEHUN  JAJIBHEHNIETO  PacCMOTPEHUs  3asBJICHHA O  PErucTpauud U JTOKyMEHTOB,
NPEIYCMOTPEHHBIX MyHKTOM 87 Hacrosumx llpaBun, um uHbopmMupyer o0 3TOM 3asiBUTENS IyTEM
pasMelleHHs] COOTBETCTBYIOLIETO yBEJOMIIEHUS C MOTHBUPOBAaHHBIM OOOCHOBAHHEM IPUYMH MPUHATHUS
yKa3aHHOrO  pemieHuss B (opMe  JIEKTPOHHOTO  JIOKYMEHTa,  IOAMUCAHHOTO  YCHJICHHOH
KBAJM(HULIUPOBAHHON 3JIEKTPOHHON TOANUCHIO YIOJIHOMOUYEHHOIO JOJKHOCTHOTO JIMIA, B €IUHOM
JIMYHOM KaOMHETE 3asBUTENS U AJIEKTPOHHOM KaOMHETE 3assBUTEIIS.

93. TocynmapcTBeHHasi pPETUCTpalds METUIIMHCKUX W3JeTuil, ToATBEpkaeHHe 3()PEeKTUBHOCTH
KOTOpLIX HEC Tp€6y€T HpOBCI[CHI/ISI KIIMHUYCCKUX I/ICHLITaHI/Iﬁ C y‘IaCTI/IeM YCJIOBCKA WU HOJIy‘IeHI/ISI
pa3pelieHuss PErucTPUPYIONIETO OpraHa Ha MPOBEICHUE TaKUX KIMHUYECKUX  HUCIBITAHUMH,
OCYIIECTBIIICTCS PETHCTPUPYIONINM OpPraHOM B CpPOK, He mpeBbimarommii 31 pabodero mHs co THS
MOCTYIJICHHS 3asBICHUA O PETHCTpPalid U JOKYMEHTOB, MPEAyCMOTPEHHBIX MYHKTOM 87 HACTOSIIHMX
IIpaBuir.

94. B Tteuenune 3 pabouymx gHEH CO JHSA TPHUHATHS PEIICHUS O Havalle TOCYIapCTBEHHOMN
pEeTUCTpallii MEAMLMHCKOTO HW3/ENUsl PEerucTpUpYIoUIMii opraHn oQopMisieT W BBIJAeT 3aJaHue Ha
MIPOBEJICHHUE SKCIIEPTU3BI IKCIIEPTHOMY YUPEKACHHUIO.

95. B OTHOUIEHWH MEIWIUHCKUX HW3ICNUH, JUIS TONTBEPKACHUS SPPEKTUBHOCTH KOTOPHIX HE
TpebyeTcs MpOBeACHHE KIMHUYECKUX MCIBITAaHUM C ydacTHEM 4eJlOBeKa WM TOJYYEHHS pa3perieHUs
PETUCTPUPYIOLICTO OpTraHa Ha MPOBCACHUC TAKUX KIIMHUYCCKHUX HCHLITaHHﬁ, OKCIICPTHU3a 3aABJICHUA O
perucTpani M JOKYMEHTOB, YKa3aHHbIX B myHkTe 87 Hacrosmux I[IpaBun, ocyuiecTBisercs
OJHOBPECMCHHO C MPOBCACHUEM OKCHICPTU3bI IMOJIHOTBI W PE3YyJIbTaTOB HCIBITAHUU U I/ICCJIG,HOBaHI/Iﬁ B
CpoK, He mpeBblmaromuidi 10 paboymx 1HEW €O AHS TIOMYYCHHUS OSKCIEPTHBIM YUPEKICHUEM
COOTBETCTBYIOILIETO 33/IaHUsI PETUCTPUPYIOLIErO OpraHa.

96. Ilpu mpoBeAeHHM JKCHEPTH3bI KadecTBa, AP(HEKTUBHOCTH M OE30MACHOCTH MEIUIIMHCKOTO
HU3ACIIMA HE OOIYCKAcCTCA HCTpCGOBaHI/Ie OKCICPTHBIM YYPCIKACHUCM Y 3adBUTCIIA JII/I6O HHBIX JINI]




MarcpuaosB, HCO6XO,Z[I/IMLIX JJIA IPOBCACHUA SKCIICPTU3EI.

B cnydae HemoCTaTOYHOCTH Il BBIHECEHMsI DKCIIEPTOM 3aKJIIOYECHMsS] MATEPUAIOB U CBEICHUH,
COICpXAIIMUXCS B IPEACTABICHHBIX 3asABUTEJIEM 3asBICHUM O PETUCTpPallUM U JOKYMEHTaX,
MIPEyCMOTPEHHBIX NYHKTOM 87 HacTtosmux [IpaBui, sKCHEpT CTaBUT BONPOC O MPEICTABICHUU €My
HEOOXOIMMBIX MaTepHalIOB M CBEJIEHHUH Mepel PyKOBOJUTEIEM 3KCIEPTHOIO YUYPEXAEHUs, KOTOPBI
oOpamraercss ¢ COOTBETCTBYIOIIMM 3alpOCOM B DPETHCTPUPYIONIINI OpraH, BBIIABIINI 3aJjaHHe Ha
IIPOBEJICHUE DKCIIEPTHU3bl. YKA3aHHBIM 3alpoC JOJDKEH COAEP>KAThb HMCYEPIBIBAIOIIMN IIEPEYEHb BCEX
BOIIPOCOB, MaTePHAIIOB U CBEICHUI, HEOOXOIUMBIX SKCIEPTY JJIsl IPOBEACHHUS IKCIIEPTU3BI.

Peructpupytomiuii opran B TeueHue 2 pabo4ux JHEH cO JHS MOCTYIUICHUS 3ampoca pyKOBOIUTENS
AKCIIEPTHOTO YUPEKACHUS HAMPABISICT 3asSBUTENIO 3allPOC O MPEICTABICHHH HEOOXOIUMBIX CBEIICHUH C
yKa3aHHeM XapakTepa 3aMeuaHuil M crmoco0a HMX YCTpaHeHMs. YKa3aHHBIM 3ampoc HarpaBlseTcs
OHOKPATHO W TIepelaeTcs 3asgBUTENIO B (hOpMe 3JIEKTPOHHOTO JOKYMEHTa, MOIAMHMCAHHOTO yCHUJICHHOM
KBJIM(ULIMPOBAHHON AIEKTPOHHON MOAMHUCHIO YHMOJIHOMOYEHHOTO JOJDKHOCTHOTO JUIA, TOCPEICTBOM
pa3MeIICHHS B AJIEKTPOHHOM KaOWHETE 3asiBUTEIISI U €IHHOM JIMYHOM KaOWHETE 3asBUTEIIS.

3asBUTENb 00s513aH MPEACTaBUTh OTBET HA 3alPOC PETHUCTPUPYIOLIETO OpraHa MoCpeACTBOM €IUHOTO
JMYHOTO KaOMHETa 3asBUTEINIS B CPOK, HE MpeBbImaronmii 50 pabounx qHEN co THS HApaBICHUS 3TOTO
3arpoca. B Teuenwe 2 paboumx [HEH €O AHS MOCTYIUIGHHMS OT 3asBUTENS OTBETa Ha 3ampoc
PETUCTPUPYIOIIMI OpraH HampaBiIsieT TakoW OTBET B 3KCIEPTHOE yupexzaeHue. B cioyuae
HempeacTaBieHus mo uctedyeHun 50 pabouux AHEH 3asBUTENEM OTBETa Ha 3alPOC PErHCTPUPYIOUIHIMA
opran B TeueHHEe 2 pabouyMx [JHEW HampaBisieT B OSKCHEPTHOE YUYpPEXKICHHE YBEIOMJICHHE O
HENpPEJICTaBICHUN 3asBUTEJIEM OTBETa Ha 3alpoC PErHUCTPUPYIOLIEr0 OpraHa ajas MOATOTOBKU
3aKJIIOYEHUS M0 PEe3yJbTaTaM AKCIEPTHU3bl KauecTBa, YPPEKTUBHOCTH U OE30MaCHOCTH MEAMIIMHCKOTO
U3JENNs Ha OCHOBAHUU JIOKYMEHTOB, HIMEIOIIUXCS B €0 PACTIOPSKEHUH.

Bpems co aHs HampaBieHHs 3alpoca PETHCTPUPYIOIIETO OpraHa [0 JHs IIOJYy4YEHUs OTBETa Ha
3aMpoC UM YBEIOMIICHHS O HEIIPEACTABICHUHU OTBETA HA 3alIPOC HE YUYUTHIBACTCA IIPU UCUHUCIIEHUH CPOKa
MIPOBEICHUS SKCIEPTH3bI KaueCTBa, 3PPEKTUBHOCTH U O€30IaCHOCTH MEIUITUHCKOTO U3AEIIHSL.

[Ipu BBISIBIEHUM PETUCTPUPYIOIIMM OpPraHOM B MPEACTABICHHBIX 3asBUTEJIEM B OTBET Ha 3alpoc
JIOKyMEHTaX HEIOCTOBEPHBIX M (WJIM) HEAOCTATOYHBIX CBEICHUW WJIM JOKYMEHTOB U (WJIH)
HECOOTBETCTBUS O(POPMIICHUS MPEACTABICHHBIX JTOKYMEHTOB TMOJIOKEHUSIM MyHKTOB 53 - 55 HacTosmmx
[IpaBun perucTpupyrouUMii opraH B TeueHHe 2 pabouux AHEH HampasisieT (B (opMme BIEKTPOHHOTO
JIOKYMEHTA, MONTACAHHOTO YCUJIEHHOU KBaJU(UIIUPOBAHHOM AJIEKTPOHHOM  TOJIUCHIO
YIOJIHOMOYEHHOTO JOJDKHOCTHOTO JIMIIA, TOCPEJACTBOM pAa3MEUICHUs B €AMHOM JIMYHOM KaOHHeTe
3asiBUTENISI M DJIEGKTPOHHOM KaOWHETe 3asiBUTENIs1) 3asBUTENI0 MOTUBUPOBAHHOE PEUICHHE O BO3MOKHOCTH
MIOBTOPHOTO TPE/ICTABICHUS 3asBUTENIeM 10 ucTedeHus: 50 pabouux AHEH co JAHA HAlpaBJeHHS 3ampoca
nopaboTaHHBIX JOKyMeHTOB. [Ipu HempencTaBieHHU 3asBHUTENEM B yKa3aHHBIA CPOK 3alpaninBaeMbIX
MaTepHajoB M CBEIECHUI AKCIEepPTH3a KayecTBa, 3PPEeKTUBHOCTH U O€30MACHOCTH MEIUIIMTHCKOTO U3/IEIIHS
MIPOJOJKACTCS M0 HAXOAAIIMMCS B PACHOPSIKEHUM HKCIIEPTHOTO YUPEKICHUS paHee IPEICTABICHHBIM
3asiBUTENIEM JOKYMEHTAM U CBEACHMSIM, COAEPKALIMMCS B PETUCTPALMOHHOM JIOChE.

97. DKcnepTHOE YUYPEXKJICHHE B CPOK, HE TpeBbImaronmii 10 pabounx gHEH CO JHS TOTyYCHUS
JOKYMEHTOB, YyKa3aHHbIX B MyHKTe 87 Hacrosmux [lpaBui, NpOBOIUT 3KCIEPTH3Y KauecTsa,
3¢ ¢deKkTHBHOCTH W 0€30MacHOCTH METUIIMHCKOTO HM3JENHS M HAIpaBisieT B PETUCTPHUPYIOMIMIA OpraH
3aKJIIOYEHHE 110 PEe3yabTaTaM TaKOW SKCIEPTU3HI.

98. OcHOBaHUSIMU 7S BBIHECEHMS OSKCIIEPTHBIM YUYPEKICHHEM 3aKJIOUueHHUs IO pe3yibraraM
AKCIEPTU3HI KaduecTBa, 3(H(HEKTUBHOCTH U 0€30MaCHOCTU MEIUITUMHCKOTO M3/IEJHs, CBUICTEIHCTBYIOMIETO




O HCBO3MOKHOCTH FOCYHapCTBCHHOﬁ peructpanuu MCIUIUHCKOIO U3CIINUA, ABIAIOTCA:

a) HECOOTBETCTBME MEAMIMHCKOTO H3Jeiusl TpeOOBaHMSIM HOPMATUBHOM JIOKyMEHTAllUH,
TEXHUYECKOM U (MJIN) SKCILTYyaTaIMOHHOM IOKyMEHTAllU POU3BOAUTENS (M3TOTOBUTETS);

0) oOTCyTCTBME JI0Ka3aTelnbCcTB KadecTBa, W (wiu) s¢pdexktuBHOCTH, W (WiaM) O€30mMacHOCTH
MEUIIMHCKOTO U3/IeNNS;

B) YCTaHOBJIEHHE, YTO PUCK NMPHUYMHEHHUS Bpela 37J0POBBIO TPaXJIaH U MEIUIIMHCKUX PaOOTHHKOB
BCJIEJICTBHE IPUMEHEHUSI METULIMHCKOTO M3/1€IMs PEBbIAeT 3((HEeKTUBHOCT €T0 IPUMEHEHNUS;

I‘) HaJIN4YMEC HEJOCTOBCPHBIX CBG,ZIGHI/Iﬁ B JOKYMCHTAx, COACPKAIUXCS B PETUCTPALUOHHOM OOCHE.

99. B cpoxk, He npeBbimaronuii 10 pabounx gHEH co JTHS MOMYYSHUS 3aKIIFOUEHUS 10 pe3yibTaram
AKCIEPTU3Bl KauecTBa, I(P(EKTUBHOCTH W OE30MaCHOCTH METUITMHCKOTO W3JCNUS, PETHCTPUPYIOIIHIA
OpraH OCYIIECTBIISIET CIAeIYIOIINEe MEPOTIPUSITHS:

a) OIEHKAa 3aKIIFOYCHHSI 10 pe3yJIbTaraM dSKCIEPTHU3bl KauecTBa, d3PPEKTUBHOCTH W OE30MaCHOCTH
MEIUIIUHCKOTO M3/EeNUsl, YKa3aHHOTO B IMyHKTE 97 Hactosimux [IpaBwii, muis onpenesneHusi COOTBETCTBUS
3aJJaHUI0 Ha TMPOBEIEHUE OHKCIEPTH3bl. B cilydae yCTaHOBIIEHHS HECOOTBETCTBHS 3aKIIOUEHUS I10
pe3yibTaraM JKCIepTH3bl KadecTBa, 3(dekTuBHOCTH © 0O€30MaCHOCTH MEAHMIMHCKOTO HW3ICTHUs
YKa3aHHOMY 3aJIlaHHIO TaKOe 3aKJIIOYCHHE BO3BPAILACTCS B SKCIEPTHOE YUPEKICHHUE HA TOPAOOTKY, CPOK
KOTOPOW COCTaBIIsieT He Oojee 2 pabouMx JHEW CO JHS TONYYCHHUS SKCIEPTHBIM YUYPEKICHUEM
BO3BPAICHHOTO 3aKJIIOUYCHUS;

0) B cilydyae MOJYYECHHs 3aKIIOUEHUS IO pe3yibraTaM SKCIEepTH3bl KauecTBa, 3()(EKTUBHOCTU U
0€30MacHOCTH MEIUIIMHCKOTO M3/IeNUs, PELyCMOTPEHHOTO IMMyHKTOM 98 HacTosmmx [IpaBui, He mo3nHee
cienymoomiero paboyero AHS MOCI€ NPOBEACHUS OLEHKH TaKOro 3aKIIOUeHUs [Uisl OmpeaeseHUs
COOTBETCTBHS 33JJaHUIO0 HA MPOBEJEHUE IKCIEPTU3bl PETUCTPUPYIOIINN OpPraH pa3MEIaeT NIEKTPOHHBIN
o0pa3 3aKjroueHusi IO pe3yJabraTaM »dKCIepTU3bl KauecTBa, J(P(EKTUBHOCTH U 0E30MaCHOCTU
MEAMIMHCKOTO M3/ENus, COOTBETCTBYIOLIEIO 3aJaHUI0 Ha IPOBEIEHUE SKCIEPTU3bI, B 3JIEKTPOHHOM
KaOMHETe 3asiBUTEII U HANpPaBJIsieT COOTBETCTBYIOIINE CBEICHUS B €AMHbBIN JINYHBIA KAOMHET 3asiBUTEIIS.

B Teuenue 10 pabouux AHEH co IHS pa3MEIICHUs B YIEKTPOHHOM KaOWHETE 3asBUTENS 3aKITIOUCHUS
0 pe3yjibraTaM »3KCIEepPTH3bl KauecTBa, 3(PPEKTUBHOCTH MU OE30MaCHOCTH MEAMIIMHCKOTO W3JIEHs,
yKa3aHHOTO B IyHKTe 98 HacTosmux [IpaBui, 3asBUTENb BIpaBe 03HAKOMUTHLCS C TAKUM 3aKIIFOUEHUEM U,
NPy HAJIUYUU BO3PAKEHUH, HANpPaBUTh CBOM BO3PAXKEHHUS IOCPEICTBOM OJIIEKTPOHHOTO KaOWHeTa
3asIBUTES.

B ciydae mnocTynieHus TOCPEACTBOM 3JEKTPOHHOIO KaOMHETa 3asBUTENsl B CPOK, HeE
npesbimatonmii 10 pabounx aHEH, BO3paXEHUH 3asiBUTENS Ha 3aKJIIOUYEHUE MO pe3ysIbTaTaM dKCIIEPTU3bI
KauecTBa, d(P(HEKTUBHOCTH M OE30MaCHOCTH MEAMLUHCKOTO H3/EHs, NMPEeIyCMOTPEHHOE MyHKTOM 98
Hacrosiux IlpaBun, peructpupyromuii opran B TedeHue 30 pabouux gHEH co AHA TMOCTYIUICHUS
BO3PaXXEHUI paccMaTpUBAET UX C MPUBJICYEHUEM HKCIIEPTHOTO YUPEKACHUS, BBIHECILETO 3aKJII0YEHUE 110
pe3ynbTaraM SKCIepTH3bl KauecTBa, YPPEKTUBHOCTH U 0€30MaCHOCTH MEAMLIMHCKOTO u3aenus. B ciyuae
€CIM B YCTAHOBJCHHBIM CPOK BO3paXEHHUs 3asABUTENII HE IOCTYNMIIM, PErUCTPUPYIOLIMHA OpraH
OCYLIECTBIIIET MEpOINpPUATHUS, NPELyCMOTPEHHblE NoAnmyHKTamMu "B" M "r" Hacrosmero nynkra. [Ipu
pPaccMOTPEHUH BO3PaXKEHUM PErMCTPUPYIOLINI OpraH Npu HEOOXOAUMOCTH JJa4M MOSICHEHUH IPUBJIEKAET

3aABUTCIIA.

[To uroram paccMOTpEHUS BO3PaKCHUH PETHCTPUPYIOIIUM OPTraHOM MPUHUMACTCS PEIICHHE O




IIPU3HAHUU BO3paKEHUH OOOCHOBAaHHBIMH IOJHOCTBIO MJIM YAaCTHUYHO, KOTOpoe o(opMIiIsieTcss MUChbMOM
PETUCTPUPYIOLIETO OpraHa M HampaBisieTCsl B aApeC HKCHEPTHOTO YUPEKICHHUS C MIPUIIOKEHHEM
3aKJIIOUYEHUS 10 Pe3yJbTaTaM AKCIEPTU3bl KauecTBa, YPPEKTUBHOCTH U OE30MaCHOCTH MEAMIIMHCKOIO
U3JEeNNs, TPEeSyCMOTpEeHHOro mnyHKTOM 98 Hactosumx IIpaBwi, Ha 10paboOTKy, CpOK KOTOpOH He
IPEBbILACT 5 pabodMX JHEH cO THS MOIyUYEHHs SKCIEPTHBIM YUPEKICHUEM BO3BPAILEHHOTO 3aKITFOUCHHS
[0 pe3ylIbTaTaM dKCIEePTU3bl KauecTBa, 3(p(HeKTHBHOCTH 1 6€30I1aCHOCTH MEIUIIMHCKOTO U3/1eNus, 1100 O
MIPU3HAHUH BO3PAKEHUH MOJTHOCTHIO HE 000CHOBaHHBIMH.

BpeMst co mgHS pa3MelieHHs PErHCTPUPYIONIAM OpPraHOM B JJIEKTPOHHOM KaOWHETE 3asBUTEIS
3aKIIIOYEHUS 0 Pe3yJbTaTaM AKCIEPTHU3bl KayecTBa, IPPEKTHBHOCTH U 0E30MaCHOCTH MEIMIIMHCKOTO
U3IeNHs, YKa3aHHOTO B MyHKTe 98 HacTosmmx [IpaBwit, 10 NPUHATHS PEIISHUS IO UTOTAM PACCMOTPEHUS
BO3PDOXCHUH HE YYHMTHIBAGTCS TPH HCYUCICHUH CPOKAa TMPOBEICHUS OKCIEPTU3bl KauecTsa,
3¢ (HEeKTUBHOCTH M 0€30MTaCHOCTH MEIUIIMHCKOTO U3/IEIHS,

B) MPHUHITHE PEHICHHUS O TOCYJapCTBEHHOM PEerucTpaliy MEIUIIMHCKOTO M3JeIHs Wik 00 OTKa3e B
TOCYIapCTBEHHOM  PETUCTpAllMM  MEJUIIMHCKOTO  M3JENUs, KOTOpoe OQopMisieTcs MpUKa3oM
PETUCTPUPYIOIETO OpraHa, U MH(GOPMUPOBAHUE 3aABUTENS O MPHUHITOM PELICHUH MyTEeM pa3MElICHHUS
COOTBETCTBYIOIIETO YBEIOMJICHHS B (OpPME 3JICKTPOHHOTO JOKYMEHTa, MOANUCAHHOTO YCHUJICHHOM
KBJIM(ULIMPOBAHHON SIEKTPOHHONW MOAMKUCHIO YMOJTHOMOUEHHOTO JOKHOCTHOTO JIMIA, B E€IUHOM
JIMYHOM KaOWHETE 3asBUTENS U JIEKTPOHHOM KaOMHETE 3asBUTEIIS;

') BHECEHHE PEECTPOBOI1 3aKCH B TOCYAapCTBEHHBIN peecTp.

100. OcHoBaHUSMU [ TPUHATHS PETUCTPUPYIOIIMM OpPraHOM pelleHus 00 OTKa3ze B
rOCY/IapCTBEHHOM PErucTpaluy MEAULIMHCKOTO U3eINs SIBIISIOTCS:

a) MOJIy4eHHE OT SKCIEPTHOIO YUPEKACHUS 3aKIIOUEHHUS IO pe3yibraTaM 3KCIIEpPTH3bl KauecTBa,
3QPEKTUBHOCTH U 0€30IaCHOCTH MEIULMHCKOIO HM3ZEUs, CBHJETEIbCTBYIOILEIO O HEBO3MOXXHOCTH
rOCyAapCTBEHHONW perucTpanuy MEIULHUHCKOTO M3J€Hs, U (WIM) IPUHATUE PETUCTPUPYIOLIUM OpraHOM
peleHyst O MPU3HAHUU BO3PAKEHUI 3asiBUTENSI HE 000CHOBAHHBIMU IOJHOCTBIO MJIM YAaCTUYHO;

0) BBISBICHHE PETUCTPHUPYIOMIMM OpPraHOM IO pe3yibraraM (eaepaabHOr0 TOCyAapCTBEHHOTO
KOHTpOJds (Haa3opa) 3a oOpamieHueM MEAUIMHCKUX W3CIUHA  HECOOTBETCTBHM JIaHHBIX 00
3(1)(1)CKTI/IBHOCTI/I u o 6G3OHaCHOCTI/I MCAULIMHCKOIrO M3ACIUA HdaHHBIM O MCIUIIMHCKOM HU3ICINU,
cofiepXalluMcs B 3asBICHMHM O PErucTpaly U JOKyMEHTaX, YKa3aHHbIX B MYyHKTe 87 HaCTOSIIMX
IIpaBuir.

IV. OcobeHHOCTN rocyaapCTBEHHOWN perncTpaumm ote4ecTBEHHbIX
MeOULUHCKUX u3genumu

Koncynprantlntoc: npumedanue.
I1. 101 peiictByer no 31.12.2025.

101. Jlng rocynapCTBEHHOM pErucTpaliyd OTEUYECTBEHHBIX MEIULUHCKUX W3AEIUN 3asBUTEINb
MpeJCTaBIsieT JIMOO HampaBisieT B y4pexkJeHHe Ha OyMa)kHOM HOCHUTENE CIEAYIOLIUE TOKYMEHTHI U
CBE/ICHHUS:

a) 3asBJICHUE O TIPOBEJICHUHU YKCIIEPTU3bI KauecTBa, YPPEKTUBHOCTH U OE30MTACHOCTH MEIUITUHCKOTO
U3JENNS, COIEPIKALLEE CBEACHUS B COOTBETCTBUM C IyHKTOM 64 Hactosumx [IpaBui (3a HCKIIIOYEHHEM
noamyHkroB "M" - "m", "y" u "4"), ¥ CBeIeHHs O HATTUYMH Y IPOTPAMMHOTO O0ECIICUEHUS C TPUMEHEHUEM




TEXHOJIOTMM HCKYCCTBEHHOIO HWHTEIJIEKTA, SBIIIOIIErOCS MEIULHUHCKUM HU3JEIUEM, BCTPOECHHOU
(GYHKIMU aBTOMAaTHYECKOM TMepenayd B TOPSIKE, YTBEPKICHHOM PETUCTPUPYIOINIMM OpPraHoOM, B
aBTOMaTH3MPOBAHHYI0 HMH(QOPMAIMOHHYIO CHCTEMY pETUCTPUPYIOIIEr0 oOpraHa wuHpopmauuu o0
o0pabaTbIBaeMBIX JaHHBIX, pe3yJbTaTax JICHCTBUS MPOTPAMMHOTO OOecreueHuss C TPUMEHEHHUEM
TEXHOJIOTMM HMCKYCCTBEHHOIO MHTEIIEKTA, SIBJIAIOILIErOCS MEIULMHCKUM H3JEIHEM, a TAK)KE CBEICHUI,
MPEIYCMOTPEHHBIX TMOPSAIKOM COOOIICHUsI CyObEKTaMH OOpalleHUs MEAWIMHCKUX H3IeNIuid 000 Bcex
ClIy4yasix BbISBIICHHsI TOOOYHBIX J€HCTBUM;

0) xomus (KOIUHU) TOKyMEHTA (IOKyMEHTOB), TIOJATBEPKIAIOIIETO (MTOATBEPKAAIOIINX ) TOJIHOMOYHS
YHIOJTHOMOYEHHOTO TPEACTaBUTENS MPOU3BOAUTENST (M3TOTOBHUTENSI) MO MPEICTABICHUIO HHTEPECOB
MIPOU3BOAMTENS (M3TOTOBUTEIS), HECCHHIO OTBETCTBEHHOCTH B YaCTH OOpAIICHUS MEAUIIMHCKOTO W3 IEITHSI
Ha Tepputopun Poccuiickoit denepannu, B TOM YUCIE IO BOMPOCAM MPOLEAYP OLEHKHA COOTBETCTBUS U
rOCYapCTBEHHOM PEruCTpalui MEAUIIUHCKOTO U3/1EIINS;

B) CBEJICHUSI O HOPMATUBHOM TOKYMEHTALMU Ha MEIULIUHCKOE U3/IEIHnE;
') TEXHUYECKas JOKYMEHTAIMs IPOU3BOAUTEINS (M3rOTOBUTENS) HA MEAULIMHCKOE U3JIEIIHE;

,I[) OKCILTyaTaluOHHAasA JOKYMCHTAIHA ITPOU3BOAUTECIIA (I/IBFOTOBI/ITGHH) Ha MCIUIIMHCKOC U3ACIINC, B
TOM YHCJIC HHCTPYKI U IO MPUMCHCHUTIO WJIM PYKOBOACTBO I10 3KCILTyaTallu MCOAULIUHCKOI'O U3OCIIUA,

e) uBeTHble ¢ororpaduueckue n300pakeHUss OOILIEr0 BUIAa MEAMULMHCKOTO H3JAETHsS, Mojenen
(MapOK) MCIUIIMHCKOI'O HM3ACIUSA U HpHHaI[He)KHOCTCﬁ, H€06XOI[I/IMLIX AJi1 OpUMCHCHHUA MCIHUIHUHCKOT'O
U3JeNUs 0 Ha3HaueHuIo (pa3MepoM He MeHee 18 x 24 canTuMeTpa), a Takke N300pakeHUs: MapKUPOBKH
Y YMAKOBKH (IIBETHBIE MAKEThl YIAKOBOK M 3TUKETOK, COAECPKAIUE TEKCT OPUTMHAIIBHOW MapKUPOBKU U
JIOTIOJIHUTENIbHON ~ MapKUPOBKM HA PYCCKOM  SI3bIKE, HAHOCUMOW Ha MEIWLUHCKHUE HW3JeNHs,
npou3BeJieHHbIE 3a npeaenamu Poccuiickoit denepaiinm) (3a UCKIOYEHHEM MPOrPaMMHOTO 00eCIIeUeHMs],
SIBJISIOILETOCS MEAUIIMHCKUM U3JIETHEM);

XK) 1BeTHbIe (oTorpaduueckue H300paKEHUS OSJIEKTPOHHOTO HOCUTENs M HUHTepdeiica
mporpaMMHOTO obecrieueHust (pasmepoM He MeHee 18 x 24 caHtumerpa) (I MPOTPaMMHOTO
o0ecredeHus1, SIBISIOMET0Cs MEIUIIMHCKIM U3/IeTIHEM), a TakkKe N300paKeHUs MApKUPOBKU M YTIAKOBKH
(npu HaNMMYUN);

3) CBEIEHHUA O JIOKYMEHTax, TMOATBEPKIAIOIMIUX PE3yabTaTbl TEXHUUYECKUX HUCHBITAaHUN
MEAMIIMHCKOTO U3/eNus, BBIAAHHBIX YUPEXKIEHUEM, U JOKa3aTelbHble MaTepHalibl MPOU3BOAUTENS
(M3roTOBUTEIS) METULIMHCKOTO U3ENHS (MPY HAJTUYHH);

M) CBEICHUA O JOKyMEHTaX, MOATBEPKIAIOUIUX PE3ylbTaThl TOKCUKOJIOTMYECKUX HUCCIIEIOBaHUN
MEIUIIMHCKOTO u3/Aenus W (WiM) MPUHAUIKHOCTEH K MEAUIMHCKOMY M3JENHI0, NpPSIMO WU
OTIOCPEIOBAaHHO KOHTAKTHPYIOIIUX C IMOBEPXHOCTHIO TEJla YEJIOBEKa, €ro CIM3UCTHIMH O0O0J0YKaMH,
BHYTPEHHUMHU CpEIaMH OpraHu3Ma, JUisli KOTOPBIX YKa3aHHOE B3aMMOJEUCTBUE (KOHTAKT) SIBISETCS
HEOOXOJUMBIM I BBINOJIHEHHMS] MX MpeIHa3HAYeHHbIX (YHKIUN, BBIJAHHBIX YUpEKICHHEM, H
JI0Ka3aTeIbHble MaTepUabl IPOU3BOAUTENS (M3TOTOBUTENS) MEAUIIMHCKOTO MU3/1eusl (TIpU HAJIUYUN);

K) CBEJCHHS O JIOKyMEHTaxX, MOATBEPKAAIOIINUX PE3YJIbTaThl UCTIBITAHUM MEAUIIMHCKOTO U3ZeNus B
LEeNSAX YTBEPXKIACHUSI TUIIA CPEICTB U3MEpPEHUM (B OTHOMICHUH MEIUIMHCKUX HM3ACNIUNA, OTHOCSALIUXCA K
CpeIcTBaM M3MEpeHUi B cepe ToCyIapCTBEHHOIO PEryIHpoBaHUs 00eCleueHUs €IUHCTBA U3MEPEHUH,
MepeueHb KOTOPBIX yTBepxkaaercss MwuHuctepctBoM 3apaBooxpaHeHusi Poccuiickoit ®enepariun),
BBIJJAHHBIX YUPEKICHUEM;




J) JOKYMEHTHI, MOATBEPKAAIOLINE Pe3yIbTaThl KIMHUYECKUX HUCHBITAHUM MEIULMHCKUX W3J]ENNH,
BBIJIaHHBIE B METUIIMHCKUX OPTaHU3aLMAX, OTBEYAIOUINX TPEOOBAHHUAM, YTBEPKACHHBIM MHHUCTEPCTBOM
3npaBooxpaHeHus: Poccuiickoit depepanmu, M BKIIOYEHHBIX B CETh HAIlMOHAJIBHBIX MEAMLIMHCKUX
WCCIIE/IOBATEIbCKUX  LIEHTPOB, COCTaB KOTOPOH yTBepXkJIeH MMHUCTEPCTBOM 3/IPaBOOXPAHEHHS
Poccuiickoit denepanuy, 1 MporpaMMHOIO 0OECIeYeHUs] ¢ IPUMEHEHNEM TEXHOJIOIHH MCKYyCCTBEHHOIO
MHTEJUIEKTa, TPEIHA3HAYCHHOTO Ui 00paOOTKM MEAWUIMHCKUX W300paKeHWH, TONYYEeHHBIX TIpU
IIPOBEICHUM  PEHTI'€HOJOTMUECKUX  HCCIEIOBAaHMM,  BKJIIOYas  KOMIIBIOTEPHYIO  TOMOrpadmuio,
pentreHorpaduro, Qmooporpadpuo U Mammorpaduro, MPU YCIOBUM TPOBEACHHUS KIMHUYCCKUX
UCTIBITAHUNA B KJIMHUYECKOM LIEHTpe (B OTHOLIEHMM KJIMHUYECKUX HCHBITAaHUN, 3aBEpLICHHBIX 10 1
ceHTs10pss 2025 1), WM CBEICHUS O PE3yNIbTaTaX KIMHUYECKUX HCIBITAHUA MEIUIIUHCKOTO M3ACTHS C
yKa3zaHHMEM HOMepa, JaTbhl akTa KIMHUYECKUX MCIBITAHUN MEIUIMHCKOTO M3JeNus, a TaKxke
HAaMEHOBAHUS MEIHMIMHCKON OpraHu3aniy (B OTHOUICHWH KIMHUYECKHUX HWCIBITAHHWH, 3aBEpPIICHHBIX
nocie 1 centsaops 2025 r);

M) JOKYMEHTBI, IOJITBEP)KIAIOLUIME BO3MOXXHOCTh OCYLIECTBJICHUS IPOU3BOJCTBA IO aJpecy
(ampecam), ykazaHHOMY (yKa3aHHbIM) B 3asiBIGHHHM O PETHCTPAllMd B KauyecTBE MPOU3BOJCTBEHHON
(IpOM3BOJACTBEHHBIX) IUIOMIAAKH (IJIOMIA0K) (MO MPUMEHUMOCTH): JOKYMEHTBI, IMOATBEPKIAIOIINE
HaJIW4YMe YCIOBHI NMPOU3BOJACTBA, M (MJIM) KOMUU CEPTU(PHUKATOB COOTBETCTBUS CUCTEMbl MEHEIKMEHTA
kauectBa TpeboBanusiM ['OCT ISO 13485-2017 unu ISO 13485:2016, a Takxke KOMUH OTYETOB O paHee
MIPOBEJICHHBIX HWHCIEKIUSAX Ha COOTBETCTBUE YKa3aHHBIM CTaHAapTaMm (B ciyyae MpeICTaBICHUS
YKa3aHHBIX CEPTH(PHUKATOB COOTBETCTBHS), U (MJIM) KOTIUU TOKYMEHTOB, OATBEP)KIAIOIINX COOTBETCTBUE
CUCTEMbl YIIPaBJICHHs Kaue€CTBOM TpPEOOBAHUAM K BHEAPEHUIO, MOAJEPKAHUIO U OLEHKE CHCTEMBbI
YIPaBJIEHUS KaU€CTBOM MEIULIMHCKUX W3/IEIHI;

H) JOKYMCHTBI, IIOATBCPXKIAAOMIUME IIPpaBO MCIIOJIB30BaHUA IIPOU3BOAUTCIEM (I/ISFOTOBI/ITCHCM)
TOBAPHOI'O 3HAKA WU WHBIX CPCACTB MHAUBUAYAIN3alIUU MCOAULUHCKOIO U3ACINA B CIIy4aC UX HAHCCCHUA
Ha YIIaKOBKY MCIUIIUHCKOT'O U3JCIINS;

0) KONUU  JIOKYMEHTOB,  MOATBEPXKJAIOIIUX  KAaueCTBO  JIGKAPCTBEHHOrO  Ipernapara,
(dapmalieBTHUECKON CcyOCTaHLMU, OMOJOTMYECKOr0 MaTepuaja U WHOTO BEUIeCTBa, C HCIOJIb30BaHUEM
KOTOPBIX TMPOU3BEICHO MEIUIIMHCKOE W3/CNINEe WIM KOTOpPble€ BXOASIT B €ro COCTaB M KOTOpPbIC
MpeHa3HauYeHbl /U1l TPUMEHEHHUS TOJIBKO C yUYeTOM Ha3Hau€HUs MEJAUIIMHCKOTO U3ENHNsS, OPEAeIEHHOTO
MPOU3BOIUTENEM, BBIJJAHHBIX B COOTBETCTBUM C 3aKOHOJATEIIbCTBOM CTpaHbl MPOUCXOXKICHUS
JIEKapCTBEHHOTO TMpemnapara, ¢apMaleBTHYeCKON CyOCTaHIIMM, OHOJOTMYECKOT0 Marepuaia U HHOTO
BelIecTBa (KpOMe MEIUITMHCKUX W3S U TUArHOCTUKH in Vitro);

) OIHUCh JOKYMEHTOB, IIPEJICTABICHHE KOTOPHIX MPEAYCMOTPEHO HACTOAIIUM MYHKTOM, C
ykazaHueM paznena IV Hactosmmx IlpaBui, B COOTBETCTBHM € KOTOPBIM IJIAHUPYETCS MPOXOXKICHHUE
MIPOLIETyPbI TOCYAAPCTBEHHOM PErUCTPALIMM OT€YECTBEHHOTO MEIUIIMHCKOTO U3/1ETIHs;

p) IUIaH KJIMHUYECKOTO MOHUTOPHMHIa (A7 MEIUIMHCKUX M3AENNH Kilacca MOTEHIMAIBHOIO PUCKa
IPUMEHEHH 3, a TakKe MEIUIMHCKUX HW3AEIHi, MMIUIAaHTHPYEMBIX B OpPraHM3M 4YellOBeKa, Kiacca
MOTEHIIMAJILHOTO PUCKa TPUMEHEHHS 20).

102. TpeGoBanus, ykazaHHble B MyHKTax 53, 54 u 56 nHactosmux [IpaBui, K JOKyMeHTaM,
IIPEJICTaBIEHUE KOTOPBIX IpeycMoTpeHo myHkToM 101 Hacrosimux [IpaBui, He IpUMEHSIOTCS.

103. VupexnaeHue B TedeHHe 25 paboumx THEH CO JTHSA MOCTYIUICHHUS TOKYMEHTOB, YKa3aHHBIX B
nyHkTe 101 nactosmux Ilpasu:

a) MPOBOIUT OKCIEPTHU3Y 3asfBJICHUS O IPOBEIECHUU HKCHEPTU3bl KauecTBa, 3()PeKkTUBHOCTU U




0e301acHOCTH MCIUIIMHCKOI'O M3ACIINA U NOKYMCHTOB, YKa3aHHBIX B ITYHKTC 101 HaCTOAIIHNX HpaBI/IJ'I, B
TOM YHCJIC OLCHKY IOJIHOTBI AOKYMCHTOB M JOCTOBCPHOCTU COACPIKAIIMUXCA B HUX CBCHCHHﬁ, C
OAHOBPEMCHHBIM ITPOBCACHUCM SKCIICPTUI3BI ITIOJTHOTHI U PE3YJILTATOB HUCIIBITAHUH 1 HCCJ'ICI[OB&HHIZ;

0) odopMiseT 3aKIOYCHHE II0 pe3yJibTaraM J3KCIEePTH3bl KadecTBa, APPEKTUBHOCTH U
0€30IaCHOCTH MEJUIIUMHCKOTO U3JICITHS;

B) B Ciy4ae eclHM 3aKIIOUeHHe 10 pe3yJabTraTaM »JKCIEePTU3bl KadyecTBa, S(PPEKTUBHOCTH U
0€30MacHOCTH MEIUIMHCKOTO H3/IeTHs, MpPEAyCMOTPEHHOE MOAMYHKTOM "O" HAcTOSIIEero ITyHKTa,
SABJIACTCS MOJIOKUTCIIBHBIM, YUPCIKICHHUEC HAIIPABIACT TAKOC 3aKIIIOUCHUC B peI‘I/ICTpI/Ip}IIOHII/If/'I Oopras.

K 3akmroueHuio 1o pesynbTaraM 3KCIEpTU3bl KadecTBa, 3(dekTuBHOCTH U 0€30MacHOCTH
MEAMIMHCKOTO HW3JENHsI, CBUIECTENLCTBYIOIIEMY O BO3MOXHOCTH TOCYIApCTBEHHOW pETUCTpaLMU
OTEUECTBEHHOTO MEJUIIMHCKOTO W3ENHs, NMPHIAraloTcs IJOKYMEHTHI, IMPEJCTABICHHbIE 3asBUTEIIEM B
cooTrBeTcTBUM ¢ ITyHKTamu 101 u 104 nHacTosmumx [Tpasu;

I) B Cllyyae €CJIM 3aKJIIOYeHHEe IO pe3ynbTaraM »JKCHepTH3bl KadecTBa, 3((EeKTUBHOCTU U
0€30MacHOCTH MEIUIIMHCKOTO M3/IENUs SIBISICTCS OTPHLATENFHBIM, YUPEKACHUE YBEAOMIISET 3asiBUTENS O
pe3ynbpTarax IpOBEIECHHOM SKCHEepTH3bl KauecTBa, I(PPEKTUBHOCTH U OE30MAaCHOCTH MEIMLIUHCKOIO
n37enus (3aKa3HbIM TOYTOBBIM OTIIPABICHUEM C YBEAOMIICHHEM O BPYUYEHUH WJIH B (hOpME IEKTPOHHOTO
JNOKYMEHTA, MOAIIHMCAHHOTO YCHJIEHHOU KBaJIM(pULUPOBAHHON JJIEKTPOHHOM  IOIIHUCHIO
YIOJHOMOYEHHOIO JOJDKHOCTHOIO JIMLA, IIOCPEACTBOM €r0 HAIPAaBICHUA Ha DJICKTPOHHYIO IIOYTY
3asBUTEINA, aApec KOTOPOH yKa3aH B 3asBJICHUU O MPOBEAECHUU IKCIEPTU3bl KauecTBa, YPPEKTUBHOCTH U
0€30MacHOCTH MEIUIMHCKOTO H3JeNusl) ¢ NPUIOKEHHEM 3aKJIIOUCHMs II0 Pe3yibTaraM 3KCIEPTU3BI
KauecTBa, OS(Q(PEKTUBHOCTH M O€30MaCHOCTH MEIUIUHCKONO M3[eNus, CBUAETENbCTBYIOLUIETO O
HEBO3MOXXHOCTH I'OCYAAPCTBEHHON PETUCTPALIMKA OTEYECTBEHHOIO MEIULIMHCKOTO U3IEIIHS.

104. B ciyuae HEIOCTAaTOYHOCTH JUIS BBIHECCHHS YUPEKICHUEM 3aKIIOUYCHHS IO pPe3ybTaTaMm
AKCIEPTU3BI KadecTBa, d(P(HEKTUBHOCTH M 0OE30MACHOCTH MEIUIIMHCKOTO H3JIEIHs, MPEIyCMOTPEHHOTO
noanmyHkroM "0" mynkta 103 wacrosmux IlpaBwi, marepuanoB W CBEIEHUMH, COJACPIKAIIUXCS B
MIPE/ICTABICHHBIX 3asBUTENIEM JOKyMEHTaX, MpeaycMOTpeHHbIX NyHkToM 101 nHactosmux Ilpasun,
yUpeKIeHUe B TeueHue 15 pabouymx IHEW co AHS MOCTYIUICHUS YKa3aHHBIX JTOKYMEHTOB HAIlpaBiIseT
3asIBUTENI0 3aKa3HBIM TIOYTOBBIM OTIPABICHHUEM C YBEIOMJICHHEM O Bpy4YeHHUM WIH B Qopme
AMEKTPOHHOTO JIOKYMEHTA, TMOANMMCAHHOTO YCHJICHHOW KBaJu(UIIMPOBAHHON 3JEKTPOHHOU MOAMUCHIO
YHOJHOMOYEHHOTO JIOJDKHOCTHOTO JIMIIA, TMOCPEACTBOM €ro HaNpaBJICHWs HA DJIEKTPOHHYIO IOYTY
3asBUTENIS, apec KOTOPOM yKa3aH B 3asBJICHUHU O MPOBEICHUU DKCIEPTU3BI KaueCTBa, YPPEKTUBHOCTH U
0€30MacCHOCTH MEIUIIMHCKOTO H3JIEJHs, 3aIpoC O MPEICTaBICHUH HEOOXOAMMBIX CBEICHHI C YKa3aHUEM
XapaKTepa 3aMeUaHui U Criocoda uX yCTpaHCHHUS.

VYKka3aHHBIN 3allpoC HANPABISIETCS OJHOKPATHO W JIOJDKEH COACPXKaTh MCUEPIBIBAIOIINM NEpeyeHb
BCEX BOIIPOCOB U MaTepHalioB, HEOOXOAUMBIX SKCIEPTY ISl MPOBEIEHUS IKCTIEPTH3HI.

3asBUTENb 00s3aH TMPEJICTAaBUTh OTBET HA 3alpOC YUYPEXKACHUS B CPOK, HE MPEBBIMIAONIMNA 35
pabounx JHEH CO JHS HampaBICHUS 3ampoca. YUPEKICHWE TOTOBUT 3aKIIOYCHHE MO pe3yibTaraM
AKCIEPTU3HI KaduecTBa, 3(Hh(HEKTUBHOCTH U O€30MaCHOCTH MEIUIIMHCKOTO m3neius B TeueHue 10 paboumx
JHEW CO JHS MOCTYIUICHHS OT 3asBUTEIISI OTBETA HA 3a1poc.

B ciywae HempencrtaBieHus 1O HCTeYeHMHM 35 pabouux [THEH 3asBUTENEM OTBETa Ha 3arpoc
YUpEKICHHUE TOJArOTAaBIMBAET 3aKJIIOYEHUE IO Pe3yJbTaTaM HKCIEPTHU3bl KadecTBa, d(P(PEKTUBHOCTU U
0€30MacCHOCTH MEAULIMHCKOTO U3/IeNTUsl HA OCHOBAaHUU JOKYMEHTOB, HIMEIOLIUXCS B €70 PAaCIOPSKEHUH.




BpeMs co nHsA HampaBieHUs Y4YpexXACHUEM 3ampoca 10 JIHs IOJy4YeHUs OTBETa Ha 3alpoc He
YUUTBHIBAETCSI TIPU HCYUCICHUH CpOKa TPOBEICHHS OKCIEPTU3bl KayecTBa, JS(PQPEKTUBHOCTH U
0€30aCHOCTH MEAULIMHCKOTO U3/IeNusl.

105. 3akmodeHHE TIO pe3yabTaraM 3SKCIepPTH3bl KadecTBa, 3(PPEKTUBHOCTH W OE30MACHOCTH
MEAMIIMHCKOTO W3MEHs, CBUAETEIbCTBYIOLIEE O HEBO3MOKHOCTH TOCYIApPCTBEHHON pPETUCTpalun
OTEYECTBEHHOTO MEIWIIMHCKOTO W3eNus, O(OPMIISICTCS YYPEKJACHUEM TPU HAIMYUU CIEAYIONINX
OCHOBAaHMH:

a) HECOOTBETCTBHE MEAMLMHCKOTO W3IENUs TpeOOBaHMSAM HOPMATUBHOW JIOKYMEHTAIIHH,
TEXHUYECKOM U (MJIN) SKCILTyaTalMOHHOM TOKyMEHTAllUU POU3BOAUTENS (M3TOTOBUTETS);

0) oOTCyTCTBME [I0Ka3aTelnbCcTB KadecTBa, W (wiu) s3¢pdexktuBHOCTH, W (WiaM) O€30mMacHOCTH
MEIUIIMHCKOTO U3/IeNNs;

B) YCTaHOBJIEHHE, YTO PUCK NMPHUYMHEHHUS Bpena 370POBBIO TPaXJIaH U MEIUIIMHCKUX PaOOTHHKOB
BCJIEJICTBHE IPUMEHEHUSI METULIMHCKOTO U3/1€IMsl IPEBbIAeT 3((HEeKTUBHOCTh €r0 IPUMEHEHNUS;

T') TOKYMEHTHI, yKa3aHHble B myHKkTe 101 Hactosmux [IpaBui, He peACTaBICHBI B TOJTHOM 00beMe,
B TOM 4yucie B pamkax nyHkTa 104 Hacrosmmx [IpaBun, m (MaM) B HUX BBISBIEHBI HEAOCTOBEPHBIE
CBeIIeHUsI, U (MJIM) OHU HE COOTBETCTBYIOT TpeOOBaHMSAM MyHKTa 55 Hactosimux [IpaBuo.

106. B cpok, He mpeBbIIAOMUNA 5 pabounx JHEH CO THS MOJYYCHHS 3aKIIOYCHUS 10 Pe3yIbTaram
OKCIEPTU3Bl KadecTBa, ASPPEKTUBHOCTH U OE30MACHOCTH MEIUIIMHCKOTO W3/CNUs, YKa3aHHOTO B
noanyHkre "B" mynkra 103 nacrosuux [IpaBui, peructpupyromuii opral OCyIecTBISIET OLIEHKY TaKOTro
3aKJIFOYEHUS U TIPUHUMAET PEIIeHUE O BO3BPATE 3aKITFOUEHUS B YUPEKICHHUE HA JOPAOOTKY, CPOK KOTOPOM
cocTaBiisieT He Oojee 2 pabouux JHEH CO JHA MONYYEHUS YUPEKIACHHEM BO3BPALECHHOTO 3aKIIOYEHUS,
WIM TIPUHITHHA 3aKIIOYCHHS 0 Pe3yibraTaM 3KCIEePTH3bl KauecTBa, d((HEKTUBHOCTH U 0€30MacHOCTH
MEAUIIMHCKOTO U3JIEIHSL.

107. YupexxaeHue B CpoK, He IPEBBIMIAOMNN 2 paboynXx THEH cO IHS MOMyYeHHs YBEJOMIICHUS O
INPUHATUM 3aKIIOYEHMs [0 pe3yJbTaTaM 3KCIEpTU3bl KauecTBa, I(PQPEKTHUBHOCTH U 0€30M1acHOCTH
MEAMIMHCKOTO M3/IENINs, YBEJOMIISIET 3asiBUTEIN (3aKa3HBIM ITOYTOBBIM OTIPABIEHUEM C YBEIOMIIEHUEM O
BPY4YEHUU WIH B (OpME SJIEKTPOHHOIO JOKYMEHTa, IOANUCAHHOIO YCHJIEHHOM KBaau(pHUUIMUPOBAaHHOMN
AJIEKTPOHHOM TOJINKCHIO YIOJIHOMOYEHHOIO JIOJDKHOCTHOTO JIMIIA, IOCPEACTBOM €ro HalpaBiIeHUs Ha
AJIEKTPOHHYIO MOYTY 3asBUTENS, aJpeC KOTOPOH yKa3aH B 3agBJICHUH, IPEAYCMOTPEHHOM MOJAIyHKTOM "a"
nyHkta 101 nHacrosmux IlpaBmir) 0 HEOOXOAMMOCTH MPEACTABICHUS MOCPEICTBOM E€IMHOTO JIMYHOIO
KaOMHeTa 3asiBUTENsI B PETUCTPUPYIOIINN OpraH B COOTBETCTBUU C TPEOOBAHUSAMM ITyHKTA 53 HACTOAIIMX
[IpaBun 3asBIE€HUS O PETHCTPAllMd OTEUECTBEHHOTO MEIAMIMHCKOTO W3JeNus, O(OPMIIEHHOTO B
COOTBETCTBUM € IYHKTOM 64 Hacroammx IIpaBuia M JONONMHUTENBHO COAEPIKAILNEro PEKBU3UTHI
3aKJIIOUYEHUS 110 pe3yibTaraM AKCIEPTU3bl KauecTBa, 3PPEKTUBHOCTH U OE30MaCHOCTH OTEUYECTBEHHOIO
MEIUIUHCKOTO M3AeNusi, OQPOpPMIEHHOro yupexkaeHueM. CpoK HampaBlIeHUs 3asBIECHUS O PEruCTpaLuu
OTEUECTBEHHOTO MEIUIIMHCKOTO M3JIeNUs He JOJKEH npeBbimarh 30 pabouux AHEH co AHA HarpaBlICHHS
YUPEKIECHUEM YBEAOMIICHHS, IPEAYCMOTPEHHOTO HACTOALIUM ITyHKTOM.

108. B teuenue 5 paboumx IHEH CO IHS MOCTYIUICHUS 3asBICHUS O PETUCTPALMU OTEYECTBEHHOIO
MEIUITMHCKOTO W3CNINUS PETUCTPUPYIOMIUNA OpPTraH MPOBOAUT IMPOBEPKY MOJHOTHI U JTOCTOBEPHOCTH
conepxcaumxcx B HEM CBGHGHHﬁ, B TOM YHUCJIC HyTeM CpaBHeHI/ISI TaKHUX CBeIIeHI/Iﬁ CO CBCACHHUAMMU,
MPEACTABICHHBIMA ~ OpraHaMH  TOCYIapCTBEHHOW  BJIACTH B MOPSAKE  MEKBEIOMCTBEHHOTO
I/IH(I)OpMaL[I/IOHHOF (0] B3aI/IMOILeI‘;ICTBI/ISI HOCpeIICTBOM CUCTEMBI MCKBCAOMCTBCHHOI'O Z-)JIGKTpOHHOFO
B3aUMOJENUCTBUS.




109. B Teuenue 5 paGouyux IHEH cO JHS 3aBEpIICHUsS MPOBEPKH, MPEIyCMOTPEHHOMN myHKTOM 108
Hacrosmux [IpaBui:

a) B cllydyae NpEACTaBICHUS HAAJISKalIMM 00pa3oM O(OPMIIEHHOTO 3asBIEHUS O PETUCTpaluu
OTCUYCCTBCHHOI'O MEIUITUHCKOI'O U3aciInuA peFI/ICTpI/Ip}/IOIIII/Iﬁ opra”n MNpUHHUMACT PCIICHHUC (6]
TOCY/IJapCTBEHHOM  perucTpalyd  MEJUIMHCKOrO  M3JeNus, KOTopoe oQopMisiercs IpUKa3oM
PETHCTPUPYIOMIETO OpraHa, HWHOOPMHUPYET 3asBUTENS O TMPUHSATOM PEHICHUH IyTeM pa3MeIICHUS
COOTBETCTBYIOIIETO YBEIOMJIEHHUS B (OpPME 3JIEKTPOHHOIO JOKYMEHTa, IOANUCAHHOIO YCHUJIEHHOM
KBaJM(HUIIMPOBAHHON SJIEKTPOHHOW TOAMMUCHIO YIOJIHOMOUYEHHOTO JOJDKHOCTHOTO JIMIA, B €IWHOM
JMYHOM KaOHMHEeTe 3asBUTENI M DIEKTPOHHOM KaOMHETe 3asBUTENII M BHOCHT PEECTPOBYIO 3allUCh B
rOCyJIlapCTBEHHBIN peecTp;

0) B ciayuyae ecid B IMPEICTaBICHHOM 3asBJICHUHM O PErHCTPAIMM OTEYECTBEHHOTO MEIUILIUHCKOTO
W3NS yKa3aHbl HEJOCTOBEPHBIE CBENCHHS JINOO CBEIEHUS, TPEIYCMOTPEHHBIE TYHKTOM 64 HACTOSIINX
[IpaBun, mnpencTaBieHbl HE B TMOJTHOM OO0BEME, PErHCTPUPYIONIMI OpraH MNPUHUMAET pEHIeHHE O
MIPEKPALLEHUH J1aJbHEHMILIEr0 PacCMOTPEHUS 3asiBICHUS O PETUCTPALMM OTEUYECTBEHHOIO MEIUILIMHCKOIO
u3aenus U MHGOPMUPYET 00 3TOM 3asBUTENS MyTeM pa3MEUICHHs COOTBETCTBYIOIIETO YBEIOMIICHHUS C
MOTHUBUPOBAaHHBIM OOOCHOBAaHHEM MPHYUH NPUHATHA YKA3aHHOTO pPEUIeHHS B (OpME SIEKTPOHHOTO
JIOKYMEHTA, MOJNKUCAHHOTO YCUJIEHHOU KBaJU(UIIUPOBAHHOM AJIEKTPOHHOM  TOJIUCHIO
YIOJTHOMOYEHHOTO JOJDKHOCTHOIO JIMLA, B €JUHOM JIMYHOM KaOWHETEe 3asBUTENS M DJIEKTPOHHOM
KaOWHETe 3asIBUTEIIS.

V. BHeceHMe U3MEeHEeHUN B [,OKYMEHTbI, coaepalimecs
B perMcTpauymMoHHOM AOCbe, He TPeOyLWUX NpoBeAeHUA 3KCNEepPTU3blI
KayecTBa, 3thpeKTUBHOCTN N 6e30NaCHOCTU MeAULIMHCKOro nsgenus

110. K u3MeHEeHHSM B JOKYMEHTBI, COJCpKAIUECs B PETHCTPAIMOHHOM JOChE, TPEOYIOIUM
rOCYJIapCTBEHHOM pEerucTpauu HOBOTO MEIUIIMHCKOTO U3IEHs, OTHOCSATCS:

a) U3MCHEHHUS, BIEKYIIHE 32 CO00N M3MEHEHUs! (PYHKIIMOHAIBHOTO Ha3HAYCHUS U (WJIM) TPUHIUIIA
HeﬁCTBHﬂ MCAULIMHCKOI'O U3CIINA,

0) BKJIIIOYCHHE CBEJACHUN O MOJACISIX (MapKax) 3aperHCTPUPOBAHHOTO MEIUIIMHCKOTO M3/ENUs, HE
COOTBETCTBYIOLIUX KPUTEPUSAM, YKa3aHHBIM B ITyHKTE 26 HacToamux [Ipasu;

B) M3MEHEHHMs, BJIEKyLIHe 3a cOo00l OIHOBPEMEHHOE HM3MEHEHHE CBEJACHHUU O MPOU3BOAUTENE U
Hp0H3BOI[CTBeHHOI>'I IIJI0IMIaaAKe (HpOI/ISBOIICTBeHHLIX nnoma;u(ax) II0 OTHOIICHHMK K CBCIACHUAM,
yKa3aHHBIM B PEECTPOBOM 3aIMCH, 32 MCKIIIOUEHHWEM CBEICHHH 00 OpraHW3aIlMOHHO-IIPaBOBOM (opme,
aapece MECTAa HAXOXKACHUA, pCOPraHu3alu, HHbIX CBGHGHHﬁ, COACPIKAINNXCA B YCTABHBIX TOKYMCHTAX.

111. K u3MeHeHusM, BHOCUMBIM B JOKYMEHTHI, COAEpKAIIUECs] B PETHCTPAllMOHHOM JOChE, HE
TpeOyIOIIMM TIPOBEACHUS DJKCIEPTH3bl KauecTBa, 3(PPEeKTUBHOCTH W OE30MACHOCTH MEAHIIMHCKOTO
U3JENNS, OTHOCSITCS:

a) M3MEHEHHE CpPOKOB JEHCTBUSI JOKYMEHTOB, COJIEPXKAIIMXCA B PETUCTPALMOHHOM JOChE
(axTyanuzanus 10KyMEHTOB, COJIEPXKALUXCS B PETUCTPALIMOHHOM J10ChE, 3aBUTEIIEM);

0) W3MEHEHUs, KOTOPbIE BHOCSTCS MPOW3BOAUTENEM (M3TOTOBUTEIEM) MEIUITMHCKUX W3IEIHA
KJIacCa MOTEHUHUAJIBHOIO PHUCKAa MPUMEHEHHs | WM HECTEPWIBHBIX MEIULMHCKUX HU3JEIUN Kiacca
MOTEHI[MAIBHOTO PHUCKA MPUMEHEHHUS 2a, MPOMICAIIUM OLEHKY CHCTEMbl YIPAaBICHHUS KaueCTBOM
MEAMIIMHCKOTO U3/eNus, BKIIOYAIOU[YI0 MPOLECChl MNPOEKTUPOBAaHUS M Pa3pabOTKU METUIIMHCKUX




U3JENNNA, B COOTBETCTBUU C TPEOOBAHUSAMHU K BHEJPEHUIO, IOJICPKAHUIO U OIICHKE CUCTEMBbI YIIPaBICHUS
Ka4eCTBOM MEIUIIMHCKUX H3AeNUi (32 UCKIIOYEHHEM HW3MEHEHHH, MpeayCMaTpUBAOIINX MPOBEICHUE
TrOCYAapCTBEHHOW pETUCTPAllMd HOBOTO MEIUIIMHCKOTO W3JETUs B COOTBETCTBUM C MyHKTOM 110
Hacrosiiux [IpaBun).

B CclIydyac ¢€CJIIM CpOK ﬂeﬁCTBHH OoT4CTa O pe3yiibTaraXx MWHCIICKTUPOBAHHA IIPOHU3BOJACTBA
MCIUIIMHCKOIO M3ACIUA KJlacCa TIMOTCHHOUAJIBbHOIO0 pHCKa HNPUMCHCHHA 1 wumm HECTCPUIIBHOTO
MCIUIMHCKOI'O HU3ACIUA KJIaCCa IMOTCHUHUAJIBHOI'O pUCKa IMPHUMCHCHUSA 2a HCTCK, 3asABJICHHC O BHCCCHHU
U3MEHCHHH B JOKYMCHTBI, COACPIKAINECCA B pCrUCTPallMOHHOM JJOCHC, paCCMAaTpUBACTCA B COOTBETCTBHUU

nonoonon o nn

C OCHOBaHUSIMM, NPEITyCMOTPEHHBIMU NoAmyHKTamu "a", "B" - "e" HacTodiero myHkra u myHkTom 119
Hacrosmux [IpaBu;

B) HU3MCHCHUC CBe,I[eHI/Iﬁ O IIPOU3BOJUTECIIC (I/ISFOTOBI/ITGHG) MCOAULIMHCKOIO H3ACIINUA, BKIIOYasd
CBCACHUA:

O peopranu3anuu OPpUIUICCKOro JInla,

00 M3MEHEHUH HAaUMEHOBAHUW HOPUAMYECKOTO JUIa (ITOJHOTO U COKPAIIEHHOTO (MpU HAJIMYUU), B
TOM ymclie (UPMEHHOTO HAUMEHOBAaHUS), aJjpeca MecTa ero HaXOXKICHUS;

00 u3MeHeHMH (aMmIMM, UMEHM M OT4YecTBa (NMPH HAJIWUYMHK), aapeca MecTa >KUTEIbCTBA
¢u3nyeckoro Jmua, 3aperuCTPUPOBAHHOTO B KayeCTBE HMHIMBUAYAJIBHOTO NPEANPUHUMATENS, U
PEKBU3UTOB JOKYMEHTA, YOCTOBEPSIOIIETO €TI0 JINYHOCTB;

00 M3MeHeHHH ajapeca (aapecoB) MPOU3BOACTBEHHOM (ITPOM3BOACTBEHHBIX) IUIOMIAAKH (TIJIOMIAIOK)
B CJy4ae, €Clli M3MCHEHHE BBI3BAHO NMEPEHMEHOBAHHEM Teorpaduieckoro 00bheKTa, MepernMEeHOBAHHEM
VIWIIBI, TUTOMIAN WM MHOW TEPPUTOPHU, U3MECHEHHEM HyMeEpaluh OOBEKTOB ajpecalldi, B TOM YHUCIIe
MMOYTOBOTO MHJIEKCA;

I) U3MEHEHHE CBEACHUN 00 YIOIHOMOYEHHOM INpEJCTaBUTENIe MPOU3BOAUTENS (M3TOTOBUTEIS),
BKJIIOYAsl CBE/ICHMUSL:

0 p€opraHusalii OpUANYCCKOI'O JIMa,

00 M3MEHEHUH HAaUMEHOBAHUS IOPUAMYECKOro JiMia (IMOJHOTO U COKPAIIEHHOTO (IIPU HAJIUYWU), B
TOM yHclie (UPMEHHOTO HAUMEHOBAHUS ), aJjpeca MecTa €ro HaXOXKICHHUS;

00 m3MeHeHMH GaMWIMM, MUMEHM H OT4decTBa (TpU HAIWYHMH), ajgpeca MecTa >KUTEIbCTBA
¢bu3nyeckoro JHIA, 3apETUCTPUPOBAHHOTO B KaueCTBE WHAMBHUAYAIBHOTO TNpEANpUHUMATENS, U
PEKBU3UTOB JJOKYMEHTA, YIOCTOBEPSIIOLIETO €0 JINYHOCTH;

1) U3MEHEHHE HAaWMMEHOBAaHUSI MEIUITMHCKOTO W3/ENH B YaCTH TOBAPHOTO 3HAKA W MHBIX CPEJICTB
WHIMBUyaTU3aL1K;

€) UCKJTIOYCHHE CBEICHHUI 0 MOJIeNH (MapKe) METUITMHCKOTO U3/IENHsI U3 PEECTPOBON 3aIHCH;

) U3MEHEHHUE JM3aiiHa MapKupOBKU 0€3 M3MEHEHUs] CUMBOJIOB, IPUMEHSIEMbIX IPU MapKUPOBAaHUH
MEIULIMHCKOTO U3EIIHNS;

3) U3MEHEHHE Koja Kiaccupukaropa B ciydyae BBIXOAAa HOBOHM pelakuuu KiaccUgHUKaropa mocie
MPUHSTHS PELLIEHUS! O TOCYJapPCTBEHHOM perucTpanuy MEIUIIMHCKOTO H3/1eTUs MJIM BHECEHUS U3MEHEHU N
B JJOKYMEHTBI, COAEpKAILNUECA B PETUCTPALIMOHHOM JIO0ChE.




112. Jlns BHECEHHsT B JOKYMCHTBI, COJIEPI)KAIIMECSs B PETUCTPAMOHHOM JOChE, HM3MCHEHHIA,
ykazaHHbIX B myHKTe 111 Hactosux [IpaBui, 3asBuTens He mo3aHee yeM yepe3 90 pabouux gHE# co qHs
WU3MEHEHHSI COOTBETCTBYIOIIUX JIaHHBIX TPEICTABISIET B PETUCTPUPYIOIIUI OPTaH MOCPEICTBOM €IUHOTO
JTUYHOTO KaOWHEeTa 3assBUTEIIS:

a) 3asBJICHUE O BHECEHUM U3MEHEHUH B JOKYMEHTBI, COIEpKaIlUecs B PErUCTPALlMOHHOM JI0Che, HE
TpeOyIOUIMX MPOBENEHUS AKCIEPTU3bl KayecTBa, S(P(PEKTUBHOCTH U OE30MaCHOCTH MEIMIIMHCKOTO
U3JIENNs, COIEpIKallee CBEICHUsS, yKa3aHHble B IyHKTe 04 Hactosmmx [IpaBwi, M IONOIHUTENBHO
cojiepalllee CBEIEHUSI O BHOCHUMBIX M3MEHEHUSX, a TakkKe (110 MPUMEHMMOCTHU) CBEJIEHUS O pe3yibraTax
KIIMHUYECKUX UCIBITAHUN MEIULMHCKOTO M3JEMs ¢ YKa3aHMEM HOMepa, AAThl aKTa OLIEHKH PE3yIbTaTOB
KJIMHUYECKUX UCIBITAHUM MEIULIMHCKOTO U3JENHs, a TAKKE HAMMEHOBAHUS MEJUIIMHCKOM OpraHU3alny;

0) xomus (KOIMHU) TOKyMEHTa (IOKyMEHTOB), TIOATBEP)KIAIOIIETO (TTOATBEPIKIAFOIIIX ) TTOJTHOMOYHS
YIOJIHOMOYEHHOTO TIPEACTABUTENST MPOU3BOAUTENS] (M3TOTOBUTEINS) MO TPEACTABICHUIO HHTEPECOB
MIPOU3BOAUTENS (M3TOTOBUTEIS), HECEHUIO OTBETCTBEHHOCTH B YacTU 0OpallleHNs MEAUIIMHCKOTO U3/IEIHS
Ha tepputopun Poccuiickoit denepanuu, B TOM YHCIIE 10 BOIPOCAM MPOLEAYP OLEHKH COOTBETCTBUS U
TrOCYyIapCTBEHHOW pEruCTpalliy MEIUIIMHCKOTO W3JeNHs, a TakKe [0 3aBepeHUI0 JIOKyMEHTa
(TOKYMEHTOB) TPOU3BOAUTENS (M3TOTOBUTENS), BCTYNHBILETO (BCTYNMBIINX) B CHIY A0 O(GOPMIICHHS
COOTBETCTBYIOIIUX JTOKYMEHTOB (JIOKYMEHT (IOKYMEHTBI) SBISETCS (SBISAIOTCS) 00s3aTeIbHBIM
(oOsi3aTenbHBIMU) A1 HMHOCTPAHHBIX  MPOU3BOAMUTENICH  (M3rOTOBUTENEH),  OTECUECTBEHHBIMHU
MPOU3BOAMUTENSAMU  (M3TOTOBUTEISIMU) TpeACTaBiseTcs (MPEACTAaBIAIOTCSI) B ClOydyae HalU4Ms
YIOJHOMOYEHHOTO MPEICTABUTEINS TPOU3BOTUTENS (M3TOTOBUTEIS);

B) JIOKYMEHTHI, yKa3aHHbIe B MyHKTe 65 Hacrosmux [IpaBui, mperepreBiinie COOTBETCTBYIOIINE
M3MEHEHUS U CBUJICTEILCTBYIOIINE O TOM, YTO BHECCHHE ITUX U3MEHEHUH HE BIICUET 32 COO0W M3MEHECHUS
CBOMCTB M XapaKTEPUCTHK MEIULMHCKOTO HW3JEeNHs, BIUSIOUMX Ha €ro 0e30MacHOCTb, KauyeCTBO U
3¢ (dEeKTUBHOCTh, WJIH COBEPIICHCTBYET €ro CBOWCTBA M XapaKTEPUCTUKH TPU HEHU3MEHHOCTHU
(GYHKIIMOHAIBHOTO Ha3HAUCHUS U (UJIM) MPUHIIUIA JEHCTBUS MEIUIUHCKOTO U3AEus;

I') KOIUU OTYETOB O pPe3yjbTarax WMHCIEKTHUPOBAHUS MPOU3BOJCTBA (B Cilydae, IPelyCMOTPEHHOM
noamyHkroMm "0" myHkrta 111 Hactosuux [IpaBwn):

KOIIMM  JIOKYMEHTOB, IOJATBEP)KJAIOLUIMX COOTBETCTBHE CHUCTEMBl YIPABICHUS KauyeCTBOM
TpeOOBaHUSM K BHEIPEHHUIO, MOJJACPKAHUIO U OLIEHKE CHCTEMBI YIPABIEHUS KaYECTBOM MEIUIIMHCKUX
n3Jenui (B ciiydae MPOBENEHUS MHCIEKIUN MHCIIEKTUPYIOIIEH OpraHu3alne, Haxoaq1eincs B BEACHUN
(MOTYMHEHUH ) PETUCTPHUPYIOIETO opraHa) (MPeACTaBIsAETCS 3asiBUTEIIEM IO COOCTBEHHON MHUITUATHBE);

KOIIMM  JIOKYMEHTOB, IOJATBEP)KJAIOUIMX COOTBETCTBHE CHUCTEMBl YIPABICHUS KayeCTBOM
TpeOOBAHUAM K BHEIPEHUIO, MOAJEPKAHUIO U OLEHKE CUCTEMbI YNpPaBIECHHUs Kaye€CTBOM MEIULIMHCKHUX
nu3aenuid  (OpeCTaBISIIOTCS B ClIydae IPOBENEHUS WHCIEKUMU WHCIEKTUPYIOLIEH OpraHu3aluei,
Haxopsleiics B BeleHUM (MOJYMHEHHM) OpraHa TOCYIapCTBEHHOW BJIAcTH TIOCylapcTBa - 4YieHa
EBpa3uiickoro 3KOHOMHUYECKOIO CO03a, YIOJHOMOUYEHHOTO Ha OCYIIECTBIEHUE M (WMIM) KOOPAHMHALMIO
NesITeNbHOCTH B cepe oOpalieHuss MEIMUUMHCKMX H3[ENUil Ha TEeppUTOPUM 3TOrO TOCYJapcTBa, 3a
uckimouenueM Poccuiickoit @enepanun).

113. Peructpupyromuii opraH He BIpaBe TpeOOBaTh OT 3asABUTENS YKa3blBaTh B 3asBICHUU O
BHECEHHMH HW3MEHEHHUH B JOKYMEHTBI, COJEp)KAaIMecss B PErHCTPALMOHHOM JI0Che, HE TPEOyIOIIMX
MIPOBEJICHUS IKCIEPTU3bl KauecTBa, 3()(PEeKTUBHOCTU U OE30MACHOCTH METUIIMHCKOTO U3JIEHsl, CBEACHUS
U IIPEACTABIATH JOKYMEHTBI, HE IPEAYCMOTPEHHBIE TyHKTOM 112 HacTosmux [IpaBuin.

3asBUTEIh BIIpaB€ NpPE€ACTAaBUTHL HWHBIC JTOKYMCHTHI, O6OCHOBBIBaIOHII/Ie BHCCCHHC HSMCHCHHﬁ, HE




BJICKYIIUX 32 COOOW M3MEHEHHS CBOMCTB M XapaKTEPUCTHK MEIUIIMHCKOTO W3NS, BIUSIONIMX HA €ro
0€30IMacHOCTh, Ka4eCTBO U I (EKTUBHOCTH MJIM COBEPIICHCTBYIOIIMX €r0 CBOMCTBA M XapaKTEPUCTUKU
IIPY HEU3MEHHOCTH (PYHKIIMOHAIBHOTO Ha3HAYCHUS M (WJIH) IPUHIINTIA JCHCTBHS MEIUIIMHCKOTO M3ICIHS,
110 COOCTBEHHOW MHUIIMATHUBE.

[Ipouenypa BHECEHUsS U3MEHEHUN B JIOKYMEHTBI, COIEpKAIIMECS B PErUCTPALMOHHOM JOChE, HE
TpeOyIOUIMX MPOBENEHUS AKCIEPTU3bl KayecTBa, S(P(PEKTUBHOCTH U OE30MaCHOCTH MEIMIIMHCKOTO
U3JENNS, OCYIIECTBISETCS PETUCTPUPYIOIIMM OPraHOM B CPOK, HE MpeBblmatonuii 18 padbouux aHei co
JTHS TIOCTYIIJICHUSI 3asIBJICHUSI O BHECEHUU U3MEHEHUH B TOKYMEHTBI, COJEPKAIIUECS B PETUCTPALIMIOHHOM
noche, He TpeOyIIuX MPOBEICHHS HKCHEPTU3bl KayecTBa, JPPEKTUBHOCTH U O€30MacHOCTU
MEAMIMHCKOTO U3JIENHs, U JOKYMEHTOB, IPEAYCMOTPEHHBIX MyHKTOM 112 HacTosumx [TpaBui.

114. B teuenune 5 pabouux JHEH €O IHSA TMOCTYIUICHHUS 3asABJICHUS O BHECEHWHW W3MCHCHHH B
JOKYMEHTBI, COJEpIKAIIMECs B PETUCTPAIMOHHOM J0Che, HE TPEOYIOIUX TMPOBEACHUS SKCIEPTU3HI
KadecTBa, YOPEKTUBHOCTH M OE30MACHOCTH MEIUIIMHCKOTO M3/CNIUS, U JIOKYMEHTOB, MTPETYCMOTPEHHBIX
nyHktoM 112 wnacrosiimux I[lpaBui, perucTpupyromuidé OpraH MPOBOIUT MPOBEPKY MOJHOTHI U
JIOCTOBEPHOCTH COJICPKAIIUXCS B HUX CBEJICHHM, B TOM YHUCJIE MyTEM CPAaBHEHMS TaKUX CBEJICHHUU CO
CBEJICHUSIMU, TIPE/ICTABIICHHBIMUA OpraHaMU TOCYAapCTBEHHOW BJIACTH B MOPSIKE MEXKBEIOMCTBEHHOTO
WH()OPMAITMOHHOTO B3aUMOJICUCTBHS TOCPEJACTBOM CHCTEMBl MEXBEIOMCTBEHHOTO AJICKTPOHHOTO
B3aNMMOJICHCTBHS.

115. B cmywyae eciu 3asBI€HUE O BHECEHWHM HW3MEHEHUH B JOKYMEHTBI, COAEpIKaluecs B
PETUCTPAIIMOHHOM JI0Ch€, HE TpeOyIOIMX IPOBEIACHUS O3KCIEPTU3bl KauecTBa, 3(deKkTuBHOCTH U
0€30MMacHOCTH MEAUIIMHCKOTO U3/eNns, OQOPMIICHO C HAapyIICHUEM MOJOKEHUN MyHKTa 64 1 MOAMYyHKTa
"a" mynkra 112 macrosmmx IlpaBun, u (nim) npeacTaBieHHbIE JOKYMEHTHI O()OPMIICHBI C HAPYLICHUEM
MOJIOKCHUH TMyHKTOB 53 - 55 Hacrosimmx [lpaBun, u (W) B 3asBICHHMM O BHECCHHMH W3MCHCHHH B
JOKYMEHTBI, COJEpKAIMECs B PETUCTPALHIOHHOM JOChE, HE TPEOYIOIIMX MPOBEACHUS SKCIEPTU3BI
KauecTBa, YPPEKTUBHOCTH W OE30MaCHOCTH MEAMIIMHCKOTO W3JIeNIMsS U TPEACTaBICHHBIX JOKYMEHTaX
yYKa3aHbl HEJJOCTOBEPHBIE CBEACHHUA, U (WIN) JOKYMEHTHI, IPEyCMOTPEHHbIE TyHKTOM 112 HacTosmmx
[IpaBun, mpencTaBieHbl HE B IOJHOM OObEMe, PErHCTPUPYIONIMA OpraH yBEIOMIISICT 3asBHUTENS O
HEOOXOIMMOCTH YCTPAHEHUsS BBISBICHHBIX HAPYIICHWH W (WJIM) TPEICTaBICHUS OTCYTCTBYIOIIMX
nokymMeHTOB B TeueHue 30 pabOouux JHEH co [HSA pa3MelleHUs TaKoro yBeAOMJIeHHS B (opme
ANIEKTPOHHOTO JIOKYMEHTa, IMOIIMHCAHHOTO YCHJICHHON KBaJH(PUIMPOBAHHON 3JIEKTPOHHON IOIIMHUCHIO
YHIOJTHOMOYEHHOTO JOJDKHOCTHOTO JIMIA, B €JUHOM JIMYHOM KaOWHETe 3asBUTEIS M DJICKTPOHHOM
KaOMHeTe 3asBHUTEN. YCTpAaHEHHE BBIBICHHBIX HApyIIEHHWH W (MIM) MpEACTaBICHHUE JIOKYMEHTOB,
KOTOpbIE OTCYTCTBYIOT, 3asiBUTEIb OCYIIECTBIISET OCPEACTBOM €IMHOTO JTMYHOTO KaOWHEeTa 3asBUTE.

BpeMSI CO OHA YBCAOMIICHUA PCTUCTPUPYIOIIUM OPraHOM 3asABUTCIIA OO0 AHA IMOJTYYCHHA OTBCTA HA
YBEAOMJICHUEC HUJIM YBECAOMIICHHUA O HEMMPEACTABICHUH OTBETA HA 3alIpOC HE YUUTBIBACTCA IMMPH UCUHUCICHUN
CpoOKa npoucaypbl BHCCCHUA W3MEHEHUI B AOKYMCHTBI, COACPIKAIIUECCA B PCTUCTPALMOHHOM JOCHE.

116. B ciygae ecam B cpok, He mpeBbimaromuii 30 pabounx AHEH, HE YCTpaHEHBI BBISBICHHBIC
HapylleHus M (WIM) He MpeJICTaBIEHbl JOKYMEHTBI, KOTOPHIE OTCYTCTBYIOT, B TOM YHCJIE C Y4ETOM
nonokeHus: nyHkra 53 Hacrosmux [IpaBui, perucTpupyromuyii opraH TPUHUMAET pPEUIEHUE O
MMpCKpalCHUu Z[aHI:HCI\/JIIJ_Iel"O PACCMOTPCHUA 3asBJICHHUA O BHCCCHUH U3MEHCHUU B AOKYMCHTHI,
cofiepXalliuecss B PETUCTPALMOHHOM JOChE, HE TpPeOyIOUMX TMPOBEACHUS DSKCIEPTH3bl KauecTsa,
Bq)(l)eKTI/IBHOCTI/I n 6630HaCHOCTI/I MCIUIMHCKOIO U3acing, ¢ MOTUBHPOBAHHBIM OGOCHOBaHI/IeM MMpUIUH
MPUHSTHS YKa3aHHOTO PELICHHUS.

117. B Teuenne 3 pabouux JHEH CO THS 3aBEPILICHUS MPOBEPKH, MPEAyCMOTPEHHON MyHKTOM 114
Hacrosmux [IpaBun (B cilydae HpeAcTaBiI€HUs HaAJISXallMM 00pa3oM OQOPMIICHHOIO 3asBICHUS O




BHECEHUM HW3MEHEHUH B JOKYMEHTBI, COJIEepKallluecss B PEruCTPALlMOHHOM JI0Che, HE TPeOyIOIMX
MIPOBEJICHUS SKCIEPTU3bl KadecTBa, d()(PEKTUBHOCTH M 0OE30MACHOCTH MEIWULMHCKOTO H3JEIHs, U B
MIOJTHOM 00BbeMe J0KYMEHTOB, IPEAyCMOTPEHHBIX MyHKTOM 112 Hactosimux IIpaBui), a Takxke B ciydae
YCTpaHEHUsi B CpOK, He mnpeBblmaromuidi 30 paOouux AHEH, BBIABIECHHBIX HApyLIEHUH U (WIN)
NIPEJCTaBICHNUs JOKYMEHTOB, MPEAyCMOTPEHHBIX MyHKTOM 112 Hactosimux [IpaBuii, perucTpupyroumii
OpraH IPUHHUMAET pelIeHHEe O Hadayle MpOoLelypbl BHECEHHSI N3MEHEHUHN B IOKYMEHTBI, COJEpKaINeCs B
PETUCTPALIIOHHOM JIOChE.

118. B cpok, He npeBbimaromuii 10 pabounx nHei co THS NPUHITHS PELISHUs O Havyalle MPOLEAyPbI
BHECEHHUs] M3MEHEHUH B JOKYMEHTBI, COJEpXKallHecs] B PETrHMCTPAllMOHHOM JOChE, PErHMCTPHUPYIOLIHA
OpraH OCYLIECTBIISET CICTYIOIUE MEPOIIPUSATHUS:

a) MPUHSITHE PEIeHHs] O BHECEHUH U3MEHEHUI B IOKYMEHTBHI, COIepIKaIlMecs B PETUCTPALIHIOHHOM
70Che, KOTOpoe OpOpMIISETCS MPHUKA30M PErHCTPUPYIOLIETO OpraHa, U MHPOPMUPOBAHHE 3asBHUTENS O
IPUHATOM PpELIEHUU IyTeM pa3MEIEHUs COOTBETCTBYIOIIEIO YBEJOMJIEHUS B (OpME 3IEKTPOHHOIO
JNIOKyMEHTa, [IOAIUCAHHOIO YCUJICHHOU KBaJTH(PHUIUPOBAHHOK NIEKTPOHHOU MIOATHUCHIO
YIOJIHOMOUYEHHOIO JIOJPKHOCTHOTO JIMI[A, B €IUHOM JIMYHOM KaOWHEeTe 3asBUTENsI U AIEKTPOHHOM
KaOMHETE 3asIBUTEIIS;

0) BHECEHHE U3MEHEHUH B PeeCTPOBYIO 3aIUCh.

VI. BHeceHMe U3MEHEHUIN B [,OKYMEHTbI, coaepaliumecs
B perMcTpaumoHHOM focbe, TPeOyoLwWmnX NnpoBeaeHNA IKCNepTU3bl
KayecTBa, 3thpeKTUBHOCTN N 6€30MNaCHOCTU MeAULIMHCKOro nsgenus

119. Bnecenue H3MEHEHUW B JOKYMEHTBI, COJEpXkalIMecs B PETHUCTPAIMOHHOM JOChE, 3a
HCKIIIOUEHUEM CITy4yaeB, YKa3zaHHbIX B yHKTe 111 Hacrosmmx [IpaBui, ocymiecTBiasieTcs o pe3yibraram
AKCIIEPTHU3bI KaueCcTBa, 3PPEKTUBHOCTH ¥ 0€30MMaCHOCTH METUIIMHCKOTO U3/IEIHS.

120. Jlns BHeceHHs B JOKYMEHTBI, COJEp)KalIUECs B PETUCTPALIMOHHOM J0ChE, W3MEHEHHH,
yKka3aHHBIX B yHKTe 119 Hactosmux [TpaBui, 3asBuTtens He mo3aHee yeM uepes 90 pabouux IHEH co aHS
U3MEHEHHS COOTBETCTBYIOLIMX JAHHBIX TOCPEACTBOM €IUHOTO JIMYHOTO KaOMHETa 3asBHTEINS
MIPEJICTABIISIET B PETUCTPUPYIOIIHI OpraH:

a) 3asABJIEHE O BHECEHHUHM HU3MCHEHHUU B JOKYMCHTBI, COACPIKAIIUECCA B pCTUCTPAITUOHHOM JT0ChHE,
TpeOyIOImMUX TPOBEACHUSI DKCHEPTU3bl KadecTBa, A(PPEeKTHBHOCTH W 0E30MaCHOCTH MEIUIIMHCKOTO
Hu3aciivdg, coAcpikamee CBCACHUSA, YKA3aHHBIC B ITYHKTC 64 HaCcTOoAIIINUX HpaBI/IJ'I, 1 AOIIOJIHUTCIIBHO
cozieprkaliee CBeJCHUs O BHOCUMBIX U3MEHECHHUSX, a TaKXkKe (110 MPUMEHUMOCTH) CBEICHUS O pe3ysIbTarax
KJIIMHUYECKUX UCHBITAHUN MCIUIIMHCKOI'O U3ACIIUA C YKAa3aHUEM HOMECPA, AAaThl aKTa OLCHKU PE3YyJIbTaTOB
KIIMHAYECKUX UCTIBITAHUIA MEIUITTHCKOTO U3/IETIHsI, HANMEHOBAHUSI MEIMITTHCKOM OpTaHU3aIlnig;

0) xomuto (KOmuM) TOKYMEHTA (IOKYMEHTOB), TOATBEPIKAAIOIIETO (TIOATBEPIKAAIONINX ) TTOTHOMOUHS
YHOJTHOMOYEHHOTO TPEACTaBUTENS MPOU3BOAUTENS (M3TOTOBUTENS) MO IMPEICTAaBICHUIO HHTEPECOB
MIPOU3BOAMTENS (M3TOTOBUTEIS), HECCHUIO OTBETCTBEHHOCTH B YacTHU OOpAIIeHUs MEAUIIMHCKOTO U3 EITHSI
Ha Tepputopun Poccuiickoilt denepanyu, B TOM YUCIE IO BOMPOCaM MPOLEAYyp OLICHKH COOTBETCTBUS U
TOCYIapCTBEHHOW PETUCTpAIMH, a TaKKe IO 3aBEPEHUI0 TOKYMEHTa (IOKYMEHTOB) IMPOU3BOAUTEIS
(M3roToBUTEINS), BCTYMUBIIETO (BCTYNUBIINX) B CHIIY 0 O(DOPMIICHHS COOTBETCTBYIOIIUX JOKYMEHTOB
(mIOKyMEHT (HOKYMEHTBI) SIBISETCS (SBISIOTCS) OOs3aTeNbHBIM (00s3aTeIbHBIMU) JII HWHOCTPAHHBIX
MIPOM3BOAUTENIEH (M3rOTOBUTENECH),  OTCUECTBEHHBIMH  NPOU3ZBOAUTENSAMH  (M3TOTOBUTEIISIMU)
npencTaBisiercst  (MPEACTaBISAIOTCA) B Cclydae  HAIWYMsl  YIOJHOMOYEHHOTO  MPEACTaBUTENS
MIPOU3BOAUTENS (M3TOTOBUTENS);




B) JOKYMEHTBHI, MOATBEPXKAAIOIINE BO3MOXHOCTh OCYIIECTBICHHUS MPOU3BOACTBA IO aJipecy
(ampecam), ykazaHHOMY (yKa3aHHBIM) B 3asBJICHHMH O PETUCTpPAllMM B KA4eCTBE MPOW3BOJCTBEHHOU
(TpOM3BOJCTBEHHBIX) IIOMAIKK (TJIOMA0K) (MO0 MPUMEHUMOCTH): JTOKYMEHTBI, IOATBEPKIAIONINE
HaJIMYHME yCJIOBUU TPOM3BOACTBA, M (MJIHM) KOMUU CEPTU(PHUKATOB COOTBETCTBHS CHCTEMBI MEHEPKMEHTA
kadectBa TpedoBanusM ['OCT ISO 13485-2017 umu ISO 13485:2016, a Takyke KOIMK OTYETOB O paHee
MIPOBEIEHHBIX HMHCIEKIUSAX Ha COOTBETCTBHME YKAa3aHHBIM CTaHIapTaMm (B clyyae TpeICTaBICHUS
YKa3aHHBIX CepTU(UKATOB COOTBETCTBUS), U (MJIM) KOITUU JOKYMEHTOB, MOATBEPKIAIOIINX COOTBETCTBHE
CHCTEMBI YIPABICHHUS KAuyeCTBOM TpPEOOBaHMAM K BHEAPEHHIO, MOJEPKAHHIO M OIIEHKE CHCTEMBI
YOpaBlIeHUS! KaueCTBOM MEIUIIMHCKUX H3AETUil (IPEICTaBISIOTCS B CIy4dae MPOBEICHHS HWHCIEKIIUU
MHCIEKTUPYIOUIEN OpraHu3aluel, Haxonadlleicss B BeleHUM (IOJUYMHEHUH) OpraHa rocyaapCTBEHHOU
BJIACTH TOCydapcTBa - ujleHa EBpa3suilckoro »IKOHOMHYECKOTO COI03a, YIOJHOMOYEHHOTO Ha
OCYILECTBICHUE U (WJIM) KOOPJIMHALMIO JEATEIBHOCTH B cepe oOpalieHnss MEAULIMHCKUX HU3JeNUi Ha
TEPPUTOPHUU ITOTO FOCYAAPCTBA, 3a UCcKIoueHneM Poccuiickoit @enepanun);

I) JOKYMEHTBHI, YKa3aHHbIE B IyHKTe 65 Hacrosiuux IlpaBui, mperepreBline COOTBETCTBYIOLIME
M3MEHEHHUS U CBUJECTEIbCTBYIOIME O TOM, YTO BHECEHUE 3TUX U3MEHEHUH He BIIeYEeT 3a COO0I U3MEHEHUs
CBOMCTB M XapaKTEPUCTHK MEIMULMHCKOTO H3JENHs, BIUSIOLMX HAa €ro O0e30M1acHOCTb, KauyeCTBO U
3QPEKTUBHOCTb, HWJIM COBEPLIEHCTBYET €ro CBOMCTBA M XapaKTEPUCTHUKH NPU HEU3MEHHOCTH
(YHKIMOHAIBHOTO HA3HAUEHUS U (MJTM) IPUHIUIA ACHCTBUS MEIUIIMHCKOTO H3IEIHS.

3asBUTENH BIIpaBe MPEACTABUTh WHBIE JOKYMEHTHI, 0OOCHOBBIBAIOIINE BHECEHHWE W3MEHEHUH, HE
BJIEKYIIMX 32 COOOM M3MEHEHHs] CBOMCTB M XapaKTEPUCTUK MEAUIIMHCKOTO U3/ENHS, BIUSIOIIUX HA €ro
0€301acHOCTh, KaueCTBO M 3(PPEKTUBHOCTh WM COBEPIICHCTBYIOIIUX €0 CBOMCTBA M XapaKTEPUCTHKHU
MIPY HEM3MEHHOCTHU (PYHKIIMOHAIBHOTO Ha3HAYCHUS ¥ (WJIH) IPUHIINTIA JCUCTBUS MEIUIIMHCKOTO H3ICIIHS,
0 COOCTBEHHOM MHUIIMATUBE.

121. Peructpupyromuii opraH He BIpaBe TpeOOBaTb OT 3asBUTENS YKa3blBaTh B 3asBICHUU O
BHECEHMHM W3MEHEHUN B JIOKyMEHTBI, COJEpKallhecsi B PErucTPAlMOHHOM JI0Che, TpeOyroluX
MIPOBENICHUS DKCIIEPTU3bI KayecTBa, 3((HEeKTUBHOCTH U O€30MACHOCTH MEIUIIMHCKOTO W3/IeNUsl, CBEICHUS
Y NPEJCTABIISITh JOKYMEHTHI, HE NTpeaycMOTpeHHbIe TyHKTOM 120 HacTtosmux [Ipasut.

122. B TeueHue 5 pabouux AHEW CO JHSA TOCTYIUICHHUS 3asBICHUS O BHECEHUM W3MCHCHUU B
JIOKYMEHTBI, COAICPIKaIIUEecs B PETUCTPAIMOHHOM JOChE, TPEOYIOIINX MPOBEACHHS YKCIIEPTU3BI KAUECTBA,
3¢ (HEeKTUBHOCTH U 0E30MACHOCTH MEIUIIMHCKOTO HM3JIEHsl, ¥ JOKYMEHTOB, IPEIyCMOTPEHHBIX IMyHKTOM
120 nacrosimux IlpaBui, perucTpupyromuii Opral MNPOBOAUT MPOBEPKY IMOIHOTHI U JOCTOBEPHOCTH
COJIEpKAILIUXCS B HUX CBEJCHUW, B TOM YHUCIE MYTEM CPAaBHEHMSI TAKUX CBEICHUM CO CBEACHUIMU,
MPEACTABICHHBIMA ~ OpraHaMW  TOCYIIAapCTBEHHOW  BJIACTH B TOPSAKE  MEXKBEIOMCTBEHHOTO
WH(OPMAIMOHHOTO  B3aMMOJCHCTBHSI TOCPEACTBOM CHCTEMBI MEXBEIOMCTBEHHOTO 3JIEKTPOHHOTO
B3aUMOJEUCTBUSL.

123. B cnyudae ecnu 3asBI€HHE O BHECEHUM HM3MEHEHHMM B JIOKYMEHTBI, COIep:Kallhecs B
PETUCTPAIIMIOHHOM JI0Che€, TpeOYIOIUX TMPOBENEHUsI DSKCIEepPTH3bl KauecTBa, A((EKTUBHOCTH U
0€30MacHOCTH MEAUIIMHCKOTO U3/eNus, 0(QOPMIICHO C HAPYIIICHHEM TOJOXKECHHUI MyHKTa 64 U MOAMYHKTA
"a" mynkra 120 Hactosmux [lpaBun, u (Win) mpeacTaBiIeHHBIC JOKYMEHTHI OQOPMIICHBI C HAPYIICHHEM
MOJIOKEHUM MyHKTOB 53 - 55 Hacrosimumx [lpaBun, u (W) B 3asiBICHHMM O BHECEHUM W3MEHEHHUU B
JTOKYMEHTBI, COJIEPKAIUECS B PETUCTPAILIMIOHHOM J0Che, TPEOYIOLIUX MTPOBEACHHS SKCIIEPTU3bI KaueCTBa,
3¢ (HEeKTUBHOCTH W 0€30MacCHOCTH MEIUIIMHCKOTO WU3JENUsS W TPEACTABICHHBIX JOKYMEHTaX yKa3aHBI
HEJIOCTOBEpPHBIE CBEACHUS, U (WIM) TOKYMEHTHI, peaycMoTpeHHbie myHKkToM 120 nactosimux [IpaBwi,
MIPEJICTABJICHBI HE B MOJIHOM 00BbeMe, PETUCTPUPYIOIINN OpraH YBEIOMIISET 3aIBUTENS O HEOOXOAMMOCTH
YCTpaHEHUs BBISBJICHHBIX HApylIeHUH W (WJIM) MPeNCTaBICHHs OTCYTCTBYIOIIUX JOKYMEHTOB B T€UECHUE
30 pabGouux nHEH CcO JHS pa3MEIIEHUs TAKOro YBEAOMJICHHS B (OpMe 3JIEKTPOHHOTO JIOKYMEHTA,




MOJMUCAHHOTO  yCUJIEHHOW  KBIU(DUIMPOBAHHON  DIEKTPOHHOM  IMOAMHKCHIO  YIOJIHOMOYEHHOTO
JOJKHOCTHOTO JIMIAa, B €IMHOM JIMYHOM KaOWHETE 3asiBUTENS M DJIEKTPOHHOM KaOWHETE 3asBUTEIIS.
YcrpaHeHUe BBISBICHHBIX HApyIIeHWH W (WIM) TMpeICcTaBlIeHHE JTOKYMEHTOB, KOTOpPBIE OTCYTCTBYIOT,
3asIBUTEIIb OCYLIECTBIIIET OCPEACTBOM €IMHOTO JUYHOTO KaOMHETa 3assBUTEIIS.

BpeMH CO JIHA YBCIAOMIICHUA PCTUCTPUPYIOIIHUM OPraHOM 3asiBUTCIIA OO0 IHA ITOJIYUYCHHA OTBCTA HaA
YBCAOMJICHUC WJIM YBCAOMJICHUA O HCIIPEACTABIICHUN OTBETA HA 3alIPpOC HC YUUTBIBACTCA MMPH UCHHUCIICHUU
CpOKa mmpoucaypbl BHCCCHHUA W3MEHEHHUI B JAOKYMCHTBI, COACPIKAIUCCA B PCTUCTPAINOHHOM OOCHEC.

124. B teuenne 3 paboumx JHEH CO JHS 3aBEpPIICHUS MPOBEPKH, MPETyCMOTPEHHOH MyHKTOM 90
Hactosimux [IpaBun (B ciydae mHpeACTaBlIeHUs HaJJIeKallMM oOpa3oM OGOPMIICHHOTO 3asiBICHHUS O
BHECEHHMH W3MEHEHHH B JIOKYMEHTBI, COJEp)KaIlMecs B PETUCTPAIMIOHHOM JIOChe, TPEOYIOIIHNX
MIPOBEJICHUS DKCIEPTH3bl KadecTBa, 3()(PEeKTUBHOCTH W 0OE30MACHOCTH MEIULUHCKOTO W3JeHs, U B
MIOJTHOM 00BbeMe JIOKyMEHTOB, IPeAyCMOTpeHHBIX MyHKTOM 120 Hactosmux [IpaBui), a Takke B cirydae
yCTpaHEHUsT B CpOK, He nmpeBblimaronuii 30 paboyux JHEH, BBIABICHHBIX HApyIMICHWA W (WIIH)
IIPEJICTABICHNS TOKYMEHTOB, MPENyCMOTPEHHBIX MyHKTOM 120 Hactosmux [lpaBui, peructpupyromuii
OpraH IpUHUMAET pelIeHue O Hayasle Mpoleypbl BHECEHHSI M3MEHEHUHN B IOKYMEHTBI, COJIEpKaIIiecs B
PETUCTPALIMIOHHOM JIOChE.

125. B cnaydae ecnu B cpok, He mnpeBbimaronuii 30 paboynx IHEH, HE YCTpaHEHBI BBHISBICHHBIC
HapylieHus U (WIM) HE MPEeACTaBICHbl JOKYMEHTbI, KOTOPbIE OTCYTCTBYIOT, B TOM YHCJIE C Y4YETOM
nojiokeHusi myHkTa 53 Hactosauwx [IpaBun, perucTpupyromyii opraH MOpPUHUMAET pelIeHHue o
MPEKpaAICHUU JAJIbHEHIIET0 PAacCCMOTPEHHS 3asdBJIICHUS O BHECEHHMM UW3MEHEHHH B JIOKYMEHTHI,
cofepXaliuecss B PErHCTPAlMOHHOM JIOChE, TPEOYIOUIMX TMPOBEIEHUsI HKCIEPTU3bl KauyecTBa,
3¢ (hEeKTUBHOCTH M 0E30MACHOCTH MEIUIIMHCKOTO HM3JIEHs, ¥ JOKYMEHTOB, IPEIYyCMOTPEHHBIX ITyHKTOM
120 nacrosimux IlpaBui, u uHbopMupyeT 00 3TOM 3asiBUTEINS IMyTEM pa3MEIICHUs COOTBETCTBYIOIIETO
YBEJIOMJICHHUST C MOTHBUPOBAHHBIM OOOCHOBAHHMEM NPUYUH MPHUHATHS YKA3aHHOTO pelleHus B (opme
AIIEKTPOHHOTO JOKYMEHTa, MOAMMCAHHOTO YCHJIECHHOW KBaTHU(PHUIMPOBAHHOW 3JIEKTPOHHOW MOJIHUCHIO
YIOJIHOMOYEHHOTO JIOJDKHOCTHOTO JIMIIA, B €IUHOM JIMYHOM KaOWHETE 3asBUTENS U DJIEKTPOHHOM
KaOWHETEe 3asIBUTEII.

126. BHecenne u3MeHEHH B JOKYMEHTBI, COIEPKAIINECs B PETUCTPAIIMOHHOM J0Che, TPEOYIOIIX
MPOBEJCHHUSI HKCHEPTU3bl KadecTBa, HPPEKTUBHOCTH U OE30MaCHOCTH MEIULUHCKOTO U3IeNus,
OCYILECTBIIICTCSI PETUCTPUPYIOIIMM OPraHOM B CPOK, HE MpEBbIMIAONIMN 36 pabouux gHEH co JHS
MOCTYIUICHHSI 3asBJICHUS O BHECEHHWU M3MEHEHMH B JOKYMEHTBI, COAEpIKallhecs B PErHCTPAIlMOHHOM
J0Che, TPEeOYIOIIMX MPOBEACHUS SKCIEPTH3BI KauecTBa, 3P(PEKTUBHOCTH U OE30MaCHOCTH MEIMIIMHCKOTO
W3/EIHs, U JOKYMEHTOB, TPEAYCMOTPEHHBIX MyHKTOM 120 HacTosimux [IpaBui.

127. B Teuenue 3 pabouux AHEH CO JHS NPUHATHS PELICHHS O Havaje MpOIeaypbl BHECEHHS
U3MEHEHUH B JIOKYMEHTBI, COJEpKallMecs B PEruCTPALMOHHOM JIOChE, PETUCTPUPYIOIIUN OpraH
oopMIIsieT U BBIAAET 3a/1aHUE HA TPOBEICHHUE IKCIIEPTU3BI SKCIEPTHOMY YUPEKICHUIO.

128. DOkcmeptusza 3asBiI€HUS O BHECEHHMM W3MEHEHUWW B JIOKYMEHTBI, COJEpXkaluecs B
PETUCTPAIIMOHHOM  JI0Che, TPeOYIOUIMX MPOBEACHHUS OSKCIEPTU3bl KadecTBa, JSPPEKTUBHOCTH U
0€30MacHOCTH MEAMIIMHCKOTO M3/ENUs, U JOKYMEHTOB, YKa3aHHbIX B myHKTe 120 Hactosmux [IpaBuin,
OCYILECTBIIACTCSI OAHOBPEMEHHO C MPOBEACHUEM HKCIEPTHU3bl MOJTHOTHI U PE3yJAbTaTOB HUCIBITAaHUN U
WCCTIEIOBAaHMM B CPOK, HE TMpeBbIMaromuid 15 paGounx gHEH CO JHS TOJYYECHHS DKCIEPTHBIM
YUPEKICHUEM COOTBETCTBYIOILIETO 3a/IaHUsI PETUCTPUPYIOLIETO OpraHa.

129. Tlpu mpoBeACHUH SKCIEPTU3bI KadecTBa, (P(HEKTUBHOCTH M OE30MAaCHOCTH MEIUITMHCKOTO
HU3ACIIMAg HE OOIYCKAacCTCA HCTpCGOBaHI/Ie OKCIICPTHBIM YYPCIKACHUCM Y 3adBUTCIIA JII/160 HHBIX JINI]




MarcpuaosB, HCO6XO,Z[I/IMLIX JJIA IPOBCACHUA SKCIICPTU3EI.

B ciiyyae HegoCTaTOYHOCTH I BBIHECEHHMS KCIIEPTOM 3aKJIKOUEHUS MATE€pUAIOB U CBEICHUM,
COJEpKAILIUXCST B TPEACTABICHHBIX 3asBUTEJIEM 3asBJICHUM O BHECEHWU HW3MEHEHUW B JIOKYMEHTHI,
CoZiepXKalllhecsi B PETHCTPAIMOHHOM JIOChE, TPEOYIONIUX TMPOBEICHUS OKCIEPTU3Bl KavyecTBa,
3¢ (heKTUBHOCTH M 0€30MaCHOCTH MEIULMHCKOTO M3JIEHs, U JOKYMEHTaX, MPEeIyCMOTPEHHBIX MyHKTOM
120 wmacrosimux [IpaBui, SKCIEPT CTAaBUT BOMPOC O MPEIACTABICHUU €My HEOOXOAMMBIX MAaTepHAIOB U
CBE/ICHUU Tepesl pyKOBOJUTENIEM 3KCIIEPTHOTO YUPEKACHHUS, KOTOPBIH 00palaeTcsi ¢ COOTBETCTBYIOIINM
3alpOCOM B PETUCTPUPYIOLIMKA OpraH, BBIJABIIMN 3aJlaHUE HA NPOBEACHUE DKCIEPTHU3bl. YKa3aHHBIN
3ampoc JOJDKEH COIEpKaTh HMCUEPIBIBAIONIMN IEPEUeHb BCEX BOIPOCOB, MATEPUAIOB U CBEICHHIA,
HEOOXOMMBIX IKCIIEPTY JJIsl IPOBEACHUS IKCIIEPTH3HIL.

Peructpupytomiuii opran B TeueHue 2 pabo4uX JHEH cO JTHS MOCTYIUICHUS 3ampoca pyKOBOIUTENS
AKCIIEPTHOTO YUPEKACHUS HAMPABISICT 3asSBUTEIIO 3allPOC O MPEICTABICHHH HEOOXOIUMBIX CBEIICHUH C
yKa3aHHEM XapakTepa 3aMeuaHudl M crmoco0a HMX YCTpaHeHMs. YKa3aHHBIM 3ampoc HampaBlseTcs
OHOKpaTHO B ¢opMe 3JICKTPOHHOTO JOKYMEHTA, MOIIMHCAHHOTO YCHJICHHON KBATH(PHUIIMPOBAHHON
AIIEKTPOHHON TOAMKCHIO YIOJHOMOUYEHHOTO JODKHOCTHOTO JIMIIA, TIOCPEACTBOM pa3MELIEeHUs B
AIIEKTPOHHOM KaOWHETE 3asBUTENS M SMHOM JIMYHOM KaOMHETE 3asiBUTEIIS.

3agBUTENb 00s3aH NPEACTABUTh OTBET HA 3allpOC PErHMCTPUPYIOLIETO OpraHa MocpeacTBOM €AMHOTO
JMYHOTO KaOMHETa 3asBUTEIIS B CPOK, HE MpeBblmaronmii 50 pabounx qHEH co THS HApaBJICHUS ITOTO
3ampoca. B Teuenwe 2 palOoumx JHEH co AHA MOCTYIUIEHUS OT 3asBUTENS OTBETa Ha 3ampoc
PETUCTPUPYIOIIMI OpraH HampaBisieT TakoM OTBET B 3KCIEPTHOE yupexiaeHue. B cioyuae
HenpeAcTaBleHuss 1o ucredeHuu 50 pabouux AHEH 3asBUTENIEM OTBETAa Ha 3alpOC PETUCTPUPYIOIIUI
opran B TeueHHEe 2 pabouMx [JHEW HampaBisieT B OSKCHEPTHOE YUYPEKICHHE YBEIOMIICHHE O
HEMpe/ICTAaBICHUN 3asBUTEJIEM OTBETAa Ha 3alpoC PErHMCTPUPYIOLIEr0 OpraHa Juisi HOATOTOBKH
3aKJIFOYEHUS] O BO3MOYKHOCTH (HEBO3MOYKHOCTH) BHECEHMS] U3MEHEHUI B TOKYMEHTBI, COIEPKALUECS B
PErUCTPALIMOHHOM  JI0Cbe, (OopMa KOTOPOro yTBepxkaaeTcsi MUHHCTEPCTBOM  3]paBOOXPAHEHUs
Poccuiickoit @enepanyu (Janee - 3aKIOUEHUE O BHECEHUM M3MEHEHUHN B JOKYMEHTBI, COIEp)KAIUECs B
PErUCTPALMIOHHOM JI0ChE€), HA OCHOBAaHUH JJOKYMEHTOB, UMEIOIIUXCS B €I0 PACIOPSIKEHHH.

Bpewmst co aHA HampaBieHHs 3ampoca PETUCTPUPYIOIIEro OpraHa N0 JHs IOJydyeHHs OTBETa Ha
3aIpOC WIIN YBEIOMIJICHHS O HETIPECTABICHIH OTBETA Ha 3alPOC HE YYUTHIBACTCS MIPU UCUNCICHUN CPOKa
MIPOBEICHUS SKCIEPTH3bI KaueCTBa, 3PPEKTUBHOCTH U O€30IaCHOCTH MEIUITUHCKOTO U3AEIIHSL.

[Ipu BBISIBIEHUM PETUCTPUPYIOIIMM OpPraHOM B MPEICTABICHHBIX 3asBHUTEIEM B OTBET Ha 3alpoc
JIOKyMEHTaX HEIOCTOBEPHBIX M (WJIM) HEAOCTATOYHBIX CBEIECHUW WJIM JOKYMEHTOB U (WJIH)
HECOOTBETCTBUS O(POPMIICHUS MPEACTABICHHBIX TOKYMEHTOB IMOJIOKEHUSIM MyHKTOB 53 - 55 HacTosmmx
[IpaBun perucTpupyromuii opran B TedeHHe 2 pabodyMx JHEH HampapisieT 3asBUTENO (B (dopme
AIIEKTPOHHOTO JOKYMEHTa, MOAMMCAHHOTO YCHJIEHHOW KBAaTHU(PHUIMPOBAHHOW 3JIEKTPOHHOM MOIMHUCHIO
YIOJIHOMOYEHHOTO JOJDKHOCTHOTO JIMIIA, TOCPEJCTBOM pPAa3MEUICHUs B €IMHOM JIMYHOM KaOHHeTe
3asiBUTENSL M DJIEKTPOHHOM KaOWHETE 3asBUTEISI) MOTUBUPOBAHHOE PELICHHE O BO3MOXHOCTH TOBTOPHOTO
NpeACTaBICHUs 3asBUTeNeM 10 ucrtedeHuss S50 pabounmx JHEW co JHA HaNpaBIeHUs 3ampoca
nopaboTaHHBIX JOKyMeHTOB. [Ipu HempencTaBieHHU 3asBHUTENEM B yKa3aHHBIM CPOK 3alpaniiBaeMbIX
JOKYMEHTOB M CBEJICHUI AKCIIEPTH3a KauecTBa, 3PPEKTUBHOCTH U O€30MaCHOCTH MEAULIMHCKOTO U3
MIPOJOJKACTCS M0 HAXOAAIIMMCS B PACHOPSIKEHUM HKCIEPTHOTO YUPEKIACHUS paHee IMPEICTABICHHBIM
3asiBUTENIEM JOKYMEHTAM U CBEACHUSIM, COAEPKALIMMCS B PETUCTPALIMOHHOM JIOChE.

130. DkcrepTHOE YUYPEXKIACHHE B CPOK, HE MpeBbIMAOMUNA 15 pabounux mHEH CO THS MOTyYeHUS
JIOKYMEHTOB, YKa3aHHbIX B nyHKTe 120 Hactosmux [IpaBui, mpoBOAUT 3KCHEPTHU3Y, MPELYCMOTPEHHYIO
nyHkToM 127 nacrosimux [lpaBui, v HampapiseT B PETHCTPUPYIONIUMN OpraH 3aKJIIOYEHUE O BHECEHUHU




H3MCHEHH B JAOKYMCHTBI, COACPIKAIMUCCA B PCTUCTPAINOHHOM O0CHE.

131. OcHoOBaHMSIMH JJI1 BBIHECEHHUS OKCIEPTHBIM YUYPEXKIACHUEM 3aKIIOYEHHUS O BHECEHUU
U3MEHEHUH B JOKYMEHTBI, COJEpKalliecs B PETHUCTPALMOHHOM JOChE, CBHJIETEIBCTBYIOIIETO O
HEBO3MOYXHOCTH BHECEHMsS H3MEHEHUN B JIOKYMEHTBI, COJEp)KallUecsi B PETUCTPALIMOHHOM JI0ChE,
SIBIISTFOTCSL:

a) HEIOCTOBEPHOCTH MPEACTABICHHBIX CBEIACHHIA, 000CHOBBIBAIOIINX BHECCHHE M3MCHECHHIA, B TOM
YHCJIe BBISIBICHHBIX PETHCTPUPYIONIMM OPTaHOM IO Pe3ylibTaTaM TOCYIapCTBEHHOTO KOHTPOJIS (HaI30pa)
3a 00pallleHueM MEIUIIMHCKUX U3/ICIIU;

0) OoTcyTCTBHE B MpPEJCTAaBICHHBIX 3asiBUTENIEM JOKYMEHTaX CBEIEHHH, MOATBEPKAAIOLIUX, YTO
U3MEHEHUS, BHOCUMBIE B JJOKYMEHTBI, COACPIKALUECS B PETUCTPALIMOHHOM JOChE, HE BIEKYT U3MECHECHHE
CBOWCTB M XapaKTEPUCTHK, BIMAIOLIMX Ha KauecTBO, 3(P(PEeKTUBHOCTh U 0€30IaCHOCTb MEAMLIUHCKOIO
W3NS, WM COBEPIICHCTBYIOT CBOMCTBA M XapaKTEPUCTUKU TPH HEU3MEHHOCTH (YHKIHNOHAJIHHOTO
Ha3HaYeHMs U (WIM) IPUHIMIA ASHCTBUS MEAULIMHCKOTO U3/IeIus;

B) OTCYTCTBHUE CBEJCHHM, IIOATBEPKAAIONINX HEM3MEHHOCTDh (DYHKIIMOHAJIHHOTO Ha3HAUCHUS U (MJITH)
IIPUHIINIA JEUCTBHUS MEIULMHCKOTO U3/ B CBSI3U C BHOCUMBIMU U3MEHEHUSAMU B IOKyMEHTALINIO;

I') HEOOXOIUMOCTh MPOBEICHUS TOCYIaPCTBEHHONW PETHCTPAIIMM HOBOTO MEIHMIIMHCKOTO H3/ICTHUS B
CcOOTBETCTBUU ¢ MyHKTOM 110 Hacrosimux [IpaBu;

I[) HaJIN4YUEC HCJOCTOBCPHBIX CBGI[CHPIFI B JOKYMCHTAX, COACPKAUXCA B PETUCTPALUOHHOM OOCHE.

132. B cpok, He npeBbimaromui 10 pabounx gHEH cO JHS MONMY4YEHHUs 3aKIIOYEHHUS O BHECCHHH
W3MEHEHUN B JOKYMEHTBI, COJEp)KaIlMecss B PETUCTPALMOHHOM JOChE, PErUCTPUPYIOUIUN oOpraH
OCYIIECTBIIAET CJIEAYIOIINE MEPOITPUSITHS:

a) OLICHKA 3aKJIIOYEHUS] O BHECEHUM U3MEHEHUH B JOKYMEHTBI, COAEpPIKAILUECS B PETUCTPALIUOHHOM
J0Che, JUIsl OTIPEEIICHUs] COOTBETCTBUS 33JaHUI0 HA MPOBENECHUE SKCIEPTU3bl. B ciiydae ycTaHoBieHUs
HECOOTBETCTBHUS 3aKIIOYEHHUS O BHECEHUHU U3MCHEHUH B AOKYMCHTBI, COACPIKAIUECCA B PETUCTPALIUOHHOM
J0Che, YKa3aHHOMY 3aJlaHMI0 TaKOE 3aKJIIOYCHHE BO3BPAIIACTCS B OSKCIEPTHOC YYPESKICHHE Ha
nopaboOTKy, CPOK KOTOpO#l cocTaBiseT He Oonee 2 pabouux JHEW CO JHS TONYyYEHHUS KCIIEPTHBIM
YUPEIKICHUEM BO3BPAIICHHOTO 3aKITFOYCHHUS;

6) B CJIy4acC IOJYUYCHHUA 3aKIIFOUCHHUSA O BHCCCHUU W3MCHCHUMN B JOKYMCHTBI, COACPIKAIIHUECA B
PETUCTPALIMOHHOM  JIOChE, MPEAYCMOTpEHHOro TmyHKTOM 131 Hacrosmux I[lpaBun, He mo31HEE
clenyoomero pabodero AHS TOCIE TPOBEACHHUS OIECHKH TaKOTO 3aKIIOUEHUs [UIsl OMpeaelieHUs
COOTBETCTBHS 33JJaHUIO Ha MPOBEJICHUE IKCIEPTU3bI PETUCTPUPYIOMIUNA OpPTraH pa3MeIlaeT AIEeKTPOHHBII
06pa3 9TOT0 3aKJIIOYCHHA B SBJICKTPOHHOM KaGI/IHeTe 3asABUTCIIL W HApPaBIACT COOTBCTCTBYIOIIHC
CBE/ICHUSA B €AMHBIN JINYHBIA KAOMHET 3asiBUTEIS.

B Teuenne 10 pabounx aHEN CO AHS pa3MEIICHUS B 3JEKTPOHHOM KaOMHETE 3asiBUTENS 3aKJIIOUECHUS
O BHECEHUHU U3MEHEHHUU B JOKYMEHTHI, COAECPKAIINECS B PETUCTPAIMOHHOM JJOChE, YKA3aHHOTO B ITyHKTE
131 nacrosimux IlpaBui, 3asBUTENb BIpaBE O3HAKOMUTBLCS C 3aKIOUYEHHEM O BHECEHUU M3MEHEHUH B
JNOKYMEHTBI, COJEpKaIlMeCcss B PETrUCTPALMOHHOM J10ChE, M, IPU HAJUYUU BO3PAKECHUM, HANPABUTH
BO3PaXXEHHUS IOCPEIICTBOM 3JIEKTPOHHOTO KaOMHETa 3asiBUTEIIS.

B cnydae mocTyrieHMsT TOCPEACTBOM 3JIEKTPOHHOIO KaOWHeTa 3asBUTENsI B CpPOK, HeE
npeBbimaronmii 10 pabodux mHEW, BO3paKEHUI 3asBUTENS HA 3aKIIOYECHHE O BHECCHHH M3MCHEHH B
JNOKYMEHTBI, COAEpPIKaIMecs] B PErMCTPALMOHHOM J0ChE, MPEIyCMOTPEHHOE IMyHKTOM 131 Hacrosmmx




[IpaBun, peructpupytonmii opran B TeueHue 30 paboumx IgHEH CO JHA MOCTYIUICHUS BO3PAXKCHHM
paccMaTpHUBaEeT UX C MPUBJICYEHUEM IKCIIEPTHOTO YUPEKIEHHUsI, BEIHECIIIETO TaKoe 3aKiitoueHue. B cioydae
€CIM B YCTAHOBJICHHBIM CpPOK BO3paXEHHs 3asBUTENS HE TMOCTYNUJIM, PETUCTPUPYIOLIUN OpraH
OCYILECTBIIIET MEPOIPHUATUSA, MPETyCMOTpPEHHbIe mnoamyHkramMu "B" u "r" Hacrosmiero nmyHkra. [lpu
PacCMOTPEHUH BO3PaKEHUI PETUCTPHUPYIOMINIA OpraH Mpu HEOOXOAMMOCTH Jlaud MOSICHEHHUH MPUBJIEKaeT

3asABUTCIIA.

[Io wuroram paccCMOTpPEHHsI BO3PaXEHUM NPUHUMAETCS pEUIEHUWE O MPU3HAHUU BO3PAXKECHUI
MOJTHOCTBIO MJIM YaCTUYHO OOOCHOBAaHHBIMH, KOTOPOE O(OPMIISETCS MMCHMOM PETUCTPUPYIOIIETO OpraHa
Y HampaBIIAETCs B aIpeC FIKCIEPTHOTO YUPEKACHUS C IPUIOKEHUEM 3aKJIFOUEHUSI O BHECEHUH U3MEHEHUN
B JIOKYMEHTBHI, COJEPIKAIINECS B PETUCTPALIMOHHOM JI0ChE, NIPELYCMOTPEHHOTO MyHKTOM 131 HacTosmmx
[IpaBui, Ha 1OpabOTKY, CPOK KOTOPOI HE MpEeBBIIIAeT 5 pabouux THEH cOo JHS MONy4YEeHHUs SKCIEPTHBIM
YUPEKICHUEM BO3BPAILLEHHOIO 3aK/IIOYEHUS O BHECEHHUM HM3MEHEHUH B JIOKYMEHTBI, COIEp KallMecs B
PETUCTPAIIMIOHHOM JOChE, TUO0 O MPU3HAHUH BO3PAKEHU MOTHOCTHIO HE 000CHOBAaHHBIMHU.

BpeMsi co mHS pa3MelieHHs PErHCTPUPYIONIAM OpPraHOM B JJIEKTPOHHOM KaOWHETE 3asBUTEIS
3aKIIOYCHUS O BHECEHHMHM W3MCHECHUH B JOKYMEHTBI, CONCpXAIIUEeCs B PETHCTPAIIMOHHOM JOChE,
ykazaHHoro B TyHkre 131 nHacrosmux [lpaBwi, 10 NPUHSATUS PEIICHUS 0 WUTOTaM PacCMOTPECHHS
BO3PDOXCHUH HE YYHMTHIBACTCS TPH HCYUCICHUM CpPOKa TMPOBEICHUS OKCIIEPTU3bl KauecTsa,
3¢ ($EeKTUBHOCTH M 0€30IaCHOCTH MEIUIIMHCKOTO U3/IEIHS,

B) MPHUHATHE PEIICHHS O BO3MOXKHOCTH (HEBO3MO)KHOCTH) BHECCHHS HM3MCHECHHUH B JIOKYMEHTHI,
CoZIepKaIlUecsl B PETUCTPALIMOHHOM JIOChE, KOTOpOoe 0POpMIIIETCS TPUKA30M PETUCTPHUPYIOIIETO OPTraHa,
1 UHGOPMUPOBAHUE 3asgBUTENSA O IPUHATOM PEIICHUH ITyTEeM HANpPaBJICHUS COOTBETCTBYIOIIETO
YBEJIOMJICHUS B (OpME 3JICKTPOHHOTO JOKYMEHTA, MOJIMHCAHHOTO YCHIIGHHOW KBamu(UIIUPOBAHHON
3JIEKTPOHHOHN TOANMKMCHIO YITOJHOMOYEHHOTO JIOJDKHOCTHOTO JIMIIA, WM PAa3MEIICHUS B €IUHOM JIMYHOM
KaOWHETE 3asBUTEIIS U JIEKTPOHHOM KaOWHETE 3asBUTEIS,

I') BHECEHHE M3MEHEHHIl B PEECTPOBYIO 3allUCh (B Ciy4yae MPHUHITHUS PEHICHHUS O BO3MOXXHOCTHU
BHECEHUS U3MEHEHUH B JJOKYMEHTBI, COJEPKAIUECS B PETUCTPALMOHHOM JIOChE).

133. OcHOBaHMSMU I NMPUHATHUS pEUIeHUs 00 OTKa3e BO BHECCHUH W3MCHECHHH B JOKYMEHTHI,
CoJIeprKaIllUecs: B PETUCTPALIMOHHOM JI0ChE, SIBIISIOTCS:

a) TIOJy4YeHHE PETHUCTPUPYIOLIUM OPraHOM OT 3KCIEPTHOTO YUPEXKJEHUS 3aKJIIOYEHHUS] O BHECEHUU
W3MEHEHUH B JOKYMEHTBI, COJEpKallMecsi B PETUCTPALMOHHOM JIOChE, CBUJIETEIBCTBYIOILIEIO O
HEBO3MOYKHOCTH BHECEHHSI U3MEHEHU B JOKYMEHTBI, COAiepKalllhecs B PETUCTPALIMOHHOM JI0Che, U (HJIN)
IPUHIATHE PETUCTPUPYIOIIMM OpPraHOM pEIIeHHs O TPU3HAHUM BO3PAKEHUM 3asiBUTENSl HE
000CHOBAHHBIMH MOJHOCTHIO WJIH YaCTHYHO;

0) BBISBICHHE PETUCTPHUPYIOMIMM OpPraHOM IO pe3yibraraM (eaepaabHOr0 TOCyAapCTBEHHOTO
KOHTpOJds (Haa3opa) 3a oOpalieHueM MEIUIMHCKUX W3ACNUHA  HECOOTBETCTBHM JIaHHBIX 00
3¢(HEeKTUBHOCTH U O O€30MacHOCTH MEIUIIMHCKOTO W3JENHsl JAHHBIM O METUIIMHCKOM W3IEIHH,
cofiepXalluMcs B 3asBJICHHHM O BHECEHUU U3MEHEHUI B IOKyMEHTBI, COJIEPKaIINeCs B pErUCTPALlUOHHOM
J0Che, TPEOYIOUIUX MPOBEACHUS YKCIIEPTU3bI KauecTBa, Y3PPEKTUBHOCTH U O€30MaCHOCTH MEIUITUHCKOTO
W3MENHs, U JOKYMEHTaX, yKa3aHHbIX B TyHKTe 120 HacTosmux [IpaBui.

VIl. Oco6eHHOCTM BHECEeHUSA UBMEHEHUU B [OKYMEHTbI,
coaepXxalwmecs B permcTpauMoHHOM [OCbe Ha NporpamMmHoe
ob6ecneyeHne ¢ NPUMEHEHNEM TEXHONOIMMM UCKYCCTBEHHOIro
MHTEeNMeKTa, ABNALWeeca MeAULMHCKUM usaenvem




134. BHecenue wu3MEHEHUW B JOKYMEHTBHI, COACpKalUMECs B PETUCTPALMOHHOM JOChe Ha
mporpaMMHOe oOecriedeHre C MPUMEHEHHEeM TEXHOJOTUH HCKYCCTBEHHOTO HWHTEIJIEKTa, SBISIOLIEECS
MEJTUIIMHCKUM U3JIETHEM:

a) MpU OTCYTCTBHM Y MPOTPAMMHOI0 00ECIEeUYeHUs ¢ MPUMEHEHUEM TEXHOJIOTUH HMCKYCCTBEHHOTO
WHTEJJIEKTA, SBIISIOMIETOCS METUITMHCKUM U3/eIIMeM, BCTPOSHHOU (DYHKITMH aBTOMAaTHIECKOH Mmepeaavn B
MOPSAZIKE, YTBEPKACHHOM PETUCTPUPYIOIIUM OpPraHoM, B aBTOMATH3MPOBAHHYIO HH(GOPMAIIMOHHYIO
CUCTEMY PETUCTPHUPYIONIEro opraHa nHpopMauu o0 o0padaTbiBaeMbIX JaHHBIX, PE3YJIbTaTax NEeHCTBUS
MPOrPaMMHOTO OOECTeyeHHs] ¢ MPUMEHEHUEM TEXHOJIOTHM MCKYCCTBEHHOTO MHTEJUIEKTA, SIBIISIOIIETOCs
MEIWIIMHCKUM U3JICJINEM, a TaKXKe CBEICHHM, MPEIyCMOTPEHHBIX MOPSIKOM COOOMICHHS CyObhEKTaMH
oOpallieHus: MEIULIMHCKUX U3AETU 000 BCEX CIydasix BBIABICHUS MOOOUYHBIX IEHCTBUH, OCYIIECTBISETCS
B cooTBeTCTBUU ¢ TyHKTaMu 110 - 133 nacrosmux [TpaBui (o npuMeHUMOCTH);

0) B 4acTU BHECEHHUS U3MEHEHHI B HyMEpPAallUIO BEPCHH, KOTOPhIE HE BIUSIOT Ha (PYHKIIMOHAIbHOE
Ha3HaYeHWE W (WJIM) TPUHIUI JCHCTBHUS MPOrPaMMHOTO OOECIEUeHUs ¢ MPUMEHEHHEM TEXHOJOTHH
UCKYCCTBEHHOTO HMHTEJUIEKTa, SIBJSIONIETOCS MEIUIIMHCKUM H3AeNueM, MpU HaJMYUKd y TaKoro
MPOrPaMMHOTO  O0ECIIEYCHHST BCTPOCHHOW (DYyHKIIMM aBTOMAaTHYECKON Iepenadd B  TOPSIKE,
YTBEPKICHHOM PETUCTPUPYIOIIMM OpPraHoM, B aBTOMAaTH3UPOBAHHYIO HH(MOPMAIMOHHYIO CHCTEMY
peructpupyromero oprana wuHpopMmamuu 00 00pabaThiBaeMbIX HaHHBIX, pPE3yJbTarax JACHCTBHS
YKa3aHHOTO MPOrpaMMHOIO OOeCcreyeHus], a TAK)Ke CBEICHUH, MPETyCMOTPEHHBIX MOPSIKOM COOOLICHHS
CyObeKTaMH OOpaIIeHus] METUIIMHCKUX H3JeNHid 000 BCEX CIyyasX BBISABICHHUS MOOOYHBIX NEHCTBUH,
OCYIIECTBIIAECTCS B COOTBETCTBUM € MyHKTaMu 119 - 133 wim 135 u 136 nacrosuux [paBui.

135. lns BHeceHUsT M3MEHEHHUM B JIOKYMEHTBI, COJEpKAIllMeCs] B PETUCTPALMOHHOM JOChE Ha
porpaMMHOe oOecliedeHHe C MPUMEHEHHEM TEXHOJIOTUH HCKYCCTBEHHOTO WHTEIJIEKTa, SBISIOLIEECS
MEIULIMHCKUM HU3JIEJIMEM, B YACTH BHECEHUSI U3MEHEHUI B HYMEPALIMIO €0 BEPCHUH, KOTOPBIE HE BIUSIOT
Ha ero (YHKIMOHAJIbHOE Ha3zHaueHue W (WJIM) MPUHIMN JEHCTBUS, 3aSBUTENb MOCPEIACTBOM €IUHOTO
JUYHOTO KaOWHEeTa 3asBUTENsl MPEACTABISET B PETHCTPUPYIONINI OpraH 3asBICHHE O BHECCHHH
M3MEHEHUH B JIOKyMEHTBI, COZIepKallliecs B PETUCTPALMOHHOM JOChe Ha MporpaMMHOe oOecrieueHue ¢
MPUMEHEHUEM TEXHOJOTHM HMCKYCCTBEHHOIO HMHTEJUIEKTA, SBISIOUIEECS MEIULMHCKUM HW3JCIIHEM, B
KOTOPOM YKa3bIBAOTCS CJIEIYIOIINE CBECHUS:

a) HaAaUMCHOBAHUEC MCINIMHCKOI'O U30CIIN,

0) cBeleHHs] O PETUCTPALMOHHOM HOMEpe M JaTe rocydapCTBEHHOM perucTpanud MEAUIIUHCKOTO
u3zenus (BHECEHUU U3MEHEHUM B JIOKYMEHTBI, COJIEPKAIIUECs B PETUCTPALIMOHHOM JI0ChE);

B) B OTHOILIEHUM 3asBUTENS - TMOJTHOE W COKpalleHHoe (MpH HaJIW4YMKM) HaWMEHOBAaHMS,
OpraHU3aIlMOHHO-TIpaBoBas (hopMma, WACHTU(DHUKAIIMOHHBII HOMEp HaJOToIUIaTebInuKa (MpU HAJIMYHN),
aZipec MecTa HaxXOXACHUS - JJI IOPUAMYECKOro JIMIA WK (GaMMInsg, UMS U OTYECTBO (IIPU HAIUYUH),
PEKBU3UTHI IOKYMEHTA, YOCTOBEPSIOIIETO JIUYHOCTbD, HACHTH(PHUKAIIMOHHBIM HOMEP HAJIOTOIJIaTeNbIIHKA
(npu HANMU4UM), agpec MecTa KUTEIbCTBA - JJIs (PU3UUECKOro JIMIA, 3apErHCTPUPOBAHHOTO B KaueCTBE
WH/IMBUYAIbHOTO MpPEANpUHUMATENs, a TakkKe HoMep TeiepoHa M aApec HICKTPOHHOH TMOYTHI
IOPUAMYECKOT0 JUIa WK (DU3MYECKOTo JIMIA, 3aperMCTPUPOBAHHOTO B KAa4€CTBE WHAMBHIYaJIbHOTO
IIpeIIPUHUMATES;

r) wuHbOpMamMsi O BEPCHH MPOrPAMMHOTO OOECIEYCHUs] C TPUMEHEHUEM TEXHOJOTHM
HCKYCCTBCHHOT'O HHTCIJUICKTA, ABJIAIOIICTOCA MCIULIMUHCKUM H3ACIUCM, CBCACHUSA O KOTOpOfI JOJI?)KHBI
OBITh BHECEHBI B TOCYIapPCTBEHHBII peecTp;




,I[) CBCICHUs, IIO3BOJIAIOIINC I/I,Z[eHTI/Iq)I/II_[I/II)OBaTL PE3YIbTaTbl KIMHUYCCKHUX HUCIIBITAaHUH
nporpaMmMHOTIO oOecreueHus ¢ IMPUMCHCHUEM TEXHOJIOT UM HCKYCCTBCHHOT'O MHTCJUICKTA, ABJIAIOMICTOCS
MCOIUIIMHCKHUM HU3JCIHCM (C YKa3aHHUEM HOMCPA, JaTbl daKTa KIMHUYCCKHUX HUCIIBITAaHUH MCOUIIMHCKOI'O
n3acins, a TakKo)KC HAaMMCHOBaHUA MGIIHIII/IHCKOﬁ OpFaHI/ISaHI/II/I);

€) cBelieHus 00 oIjiaTe roCyIapCTBEHHON MONUIHHEI (J1aTa U HOMEp TUIATeKHOTO MOPYUYECHHUS );

) CBeleHHsI 00 OTBETCTBEHHOCTH 3asBUTEIS 32 JOCTOBEPHOCTh W WACHTHYHOCTH MH(OPMAIUH,
cozepKalielicsi B PETUCTPAlMOHHOM JOChe M 3asBICHHMM O BHECCHHHM H3MEHEHUH B JOKYMEHTHI,
coziepXKalIuecs B PErHCTPALIOHHOM JI0Che Ha NMPOrpaMMHOE oOecIeueHe ¢ MPUMEHEHUEM TEXHOIOT U
HCKYCCTBEHHOTO MHTEIIIEKTA, SBJISIONIeeCs MEJUIIMHCKIM H3/IEITUEM.

136. B teuenue 5 paboumx QHEH cO THS MOCTYIUICHHS 3asBJICHUS O BHECCHWW W3MEHEHHH B
JOKYMEHTBI, COAepKalHecs B PETUCTPALMOHHOM JI0OChE Ha MPOrpaMMHOE oOecredeHre ¢ NpUMEHEHUEM
TEXHOJIOTUM HCKYCCTBEHHOI'O HMHTEIUIEKTA, SIBIIIIOLIEECS MEAULUHCKUM H3JEIUEM, PErUCTPUPYIOLINN
OpraH IPOBOAMUT IIPOBEPKY IMOJHOTHI M JOCTOBEPHOCTH COAEP)KAIIUXCS B HEM CBEIEHUM, B TOM UHUCIIE
IIyTEM CpPaBHEHUS TAKUX CBEJIECHUH CO CBEACHUSAMHU, NPEACTABICHHBIMU OpPraHAMM T'OCYIapCTBEHHOMN
BJIACTU B MOPSAAKE MEXBEIOMCTBEHHOI'O MH(OPMALMOHHOIO B3aUMOJAEHCTBHSI MOCPEICTBOM CHUCTEMBI
MEKBEJJOMCTBEHHOTO JJICKTPOHHOTO B3aMMOJEHCTBHs. B TeueHne 5 pabouux THEH co AHA 3aBepIICHUS
YKa3aHHOH NPOBEPKHU:

a) B clyyae NpPEACTaBICHUS HauIeXamuM o0pa3oM O(pOpPMIECHHOTO 3asBJICHHUS O BHECEHUH
M3MEHEHUH B JIOKyMEHTBI, COIepKAIllMecs B PETUCTPALIMOHHOM JOChe Ha MporpaMMHOe oOecleueHue ¢
IIPUMEHEHUEM TEXHOJIOTUH HCKYCCTBEHHOI'O WHTEIJIEKTA, SBISIIOIIEECS MEIULMHCKUM H3JEIHEM,
PErUCTPUPYIOLIUN OpPraH NPUHUMAET PELICHUE O BHECEHUU U3MEHEHMM B JOKYMEHTHI, COAECpKALIUECS B
PETUCTPAIIIOHHOM JI0ChE, KOTOpoe O(OpMIIIETCS MPUKA30M PErHCTPHUPYIOLIETO OpraHa, MHGOPMHUpPYET
3asiBUTENII O MPHUHATOM pPEHICHHH IyTeM pa3MEeUIeHHs] COOTBETCTBYIOIIETO YBEAOMIIEHHS B (opme
ANIEKTPOHHOTO JOKYMEHTa, IMOINHCAHHOTO YCHJICHHON KBaJHM(PUIMPOBAHHON 3JIEKTPOHHOW IOIMHUCHIO
YHOJTHOMOYEHHOTO JOJDKHOCTHOTO JIMIA, B €JUHOM JIMYHOM KaOWHETEe 3asBUTENSl M 3JIEKTPOHHOM
KaOHMHeTe 3asiBUTEIS, a TAK)Ke BHOCUT U3MEHEHHS B PEECTPOBYIO 3aIUCh;

0) B ciayyae €CiIM B TMPEACTABICHHOM 3asBJICHHM O BHECCHHHM HW3MCHCHUN B JOKYMCHTBI,
cofiepXKalluecss B PETUCTPAIIMOHHOM JIOChE Ha IPOrpaMMHOE 00eCIIeYeHHe C MPUMEHEHUEM TEXHOJIOTUI
HCKYCCTBCHHOTO MHTEJUICKTA, SIBJIIOIICSCS MEAUIIMHCKUM H3/IeJUEeM, YKa3aHbl HEJIOCTOBEPHBIC CBEICHUS
b0 CBeNeHUs, TPeayCMOTpeHHbIe MyHKTOM 135 Hacrosmux [IpaBwii, mpeacTaBieHbl HE B IMOTHOM
o0beMe, PEerUCTPUPYIONIMH OpraH NMPUHHMAET PEIICHUE O MPEKPAlleHUH JaJbHEHIIIero paccMOTPEHUs
3asBIICHUS. O BHECCHHHM W3MECHEHHU B JIOKYMEHTBI, COJEpKallfecs B PETUCTPAIMOHHOM J0ChE Ha
MpOrpaMMHOE 00eCIIeYeHHe C MPUMEHEHHEM TEXHOJIOTHH HMCKYCCTBEHHOTO WHTEIICKTA, SBIISIONICECS
MEAWIIMHCKUM H3JeTueM, U HHPOpMHUpYyeT 00 3TOM 3asBUTENS MyTeM pPa3MEIICHHs] COOTBETCTBYIOIIETO
YBEJIOMJICHHS C MOTHBHUPOBAaHHBIM OOOCHOBAaHHMEM NPHYUH MPHUHATHS YKA3aHHOTO peIlleHus B (opme
ANIEKTPOHHOTO JOKYMEHTA, TOAMHCAHHOTO YCHJIEHHOW KBATH(PUIIMPOBAHHOW 3JICKTPOHHOW MOIIMUCHIO
YIOJTHOMOYEHHOTO JIOJDKHOCTHOTO JIMIA, B €IUHOM JIMYHOM KaOWHETe 3asBHTEIS M DJICKTPOHHOM
KaOMHETE 3asBUTEII.

VIIl. OTmeHa rocyaapcTBeHHOU permctpauum
MeaULMHCKOro nsaenus

137. Peructpupyromuii opraH TpUHUMAET pelieHne 00 OTMEHE TOCYIapCTBEHHON perucTpaiuu
MCIUIIMHCKOI'O U3ACIINSA B CJICAYIOIUX CIIydasax:

a) mogayda 3asaBUTCIICM IMOCPEACTBOM €IUHOT'O JTUYHOI'O KaOWHETa 3asBUTEIIS 3asIBICHUSI 00 OTMEHE




rOCy/IapCTBEHHOM pPErucTpaluyd MEAMLIMHCKOTO H3/eNHs, COJAEPXKAIIEro CBEICHHUS B COOTBETCTBHU C
nmyHkToM 138 HacTosmumx Ilpasui;

0) BBIHECEHHE CyIOM pCIICHUSA O HApPYNICHUH IMIpaB MpaBoOOjaaaTeNis Ha Pe3yJIbTaThl
WHTEIICKTYadTbHOW JCSITENFHOCTH W TPHPABHEHHBIE K HUM CpPEACTBA WHIWBUIYyaTU3alldU TIPH
oOparieHuu MEAUITMHCKUX U3EIUi (MITH ero Mojiesei (MapoK);

B) TpeAcTaBieHue ynolHoMo4YeHHbIM [IpaButensctBoMm Poccuiickoit denepanmu QenepanbHbIM
OpraHoOM  HCIIOJHUTEIBHOM BJIACTM IO  pe3yiabraTaM OCYLIECTBISIEMOro MM  (heaepanbHOro
TOCYIapCTBEHHOTO KOHTpoisl (Haa3opa) 3a oOpamieHueM METUITMHCKUX H3JIEIHA  CBEICHHH,
NOATBEPXKAAOINX (DAaKTBl U OOCTOSATENBCTBA, CO3JAIOIIME YIpo3y SKU3HHM U 3I0POBBI0 TI'paXIaH U
MEAMLIMHCKUX PA0OTHUKOB MPU NPUMEHEHUH U 3KCIITyaTaluil MEULMHCKUX U3JIEIHH;

T') BBISABJICHHE PETHCTPUPYIOIIMM OPraHOM IO pe3ysibTartaM (QenepaibHOr0 TroCyIapCTBEHHOTO
KOHTpOJIS (HaJ30pa) 3a oOpalieHneM MEIUIMHCKUX U3IeITUi HeJOCTOBEPHOCTH CBEACHHI B JOKYMEHTAX,
COZICPIKaIIMXCS B PETUCTPAIIMIOHHOM JIOChE, MPEICTABICHHBIX 3asSBUTEIIEM U TIOBJIHSBIINX Ha PE3YyIbTAThI
IKCIEPTHU3HI KaueCTBa, 3QPeKTHBHOCTH U 6€30MIACHOCTH MEIUIIMHCKOTO M3/ICIHS;

1) TIOJYYEHHE PETHCTPUPYIOIIUM OpPraHOM 3aKJIIOYCHHUS SKCIEPTHOTO YUYPEXKICHHS O TOM, YTO
coziepKalIuecs B roCylapCTBEHHOM PeecTpe MHCTPYMEHT, anmapar, npubop, o0opyoBaHue, Marepual u
npoYre M3IENHsl MO CBoeMy (PyHKIMOHAIILHOMY HAa3HAUCHHIO M (WJIM) MPUHLIUIY AEHCTBUS HE MOTYT
MIPUMCHATHCA B MCOAULMHCKHUX LCIAX H (I/IJII/I) HE ABJIAIOTCA MCIUIMHCKUMHW HU3ACIIUAMU. 3aKJro4yeHue
HKCIIEPTHOTO YUPEKACHUS O TOM, YTO COZAEPIKAIIUECs B TOCYIapPCTBEHHOM peecTpe MHCTPYMEHT, amlapar,
npubop, o0OpyIOoBaHWE, MaTepuaja W IMPOYME M3IENUS MO CBOeMY (YHKUIMOHAIHHOMY HAa3HAYCHUIO U
(M) TPUHIMITY NEHCTBHSL HE MOTYT HPUMEHSATHCS B MEAWIMHCKUX LENAX W (WIM) HE SBISIOTCS
MCIUIIMHCKHUMH U3ACIIUAMU, MMpCaACTABIACTCA (HaHpaBJISICTCSI) SKCIICPTHBIM YUPCIKACHUEM B
perucTpupyromuii opran B tedenne 10 pabouymx mHEH co THS HOCTYIUICHHS B DKCIIEPTHOE YUPEKICHUE
COOTBETCTBYIOIIETO 33J]aHUs PETUCTPUPYIOIIECTO OpraHa ¢ MPHJIOKECHUEM JOKYMEHTOB, COIEPKAIINXCS B
PETHCTPALMOHHOM JIOCKE.

B ciiydae noctynieHus B perucTpUpPYIOLIMI OpraH 3aKIIOUEHUs SKCIIEPTHOTO YUPEXKIECHUS O TOM,
YTO MHCTPYMEHT, ammapar, npuoop, o0opynoBaHHe, MaTepHall U MPOYUE U3JEIHS MOTYT MIPUMEHSTHCS B
MEIUIMHCKUX LEeNsAX ¢ (WiIu) SIBISATBCS MEAUIMHCKUM W3/CJIMEM II0CJe BHECEHUS W3MEHEHUH B
JOKYMEHTBI, COJIEPKAIUECs B PETUCTPAILIMIOHHOM J0Che, U (HJIM) O TOM, YTO PEIIeHHE O HEBO3MOKHOCTH
IIPUMEHEHNS B MEIMLUHCKUX LENSIX MHCTPYMEHTa, ammapara, npudopa, oO0OpydoBaHHUs, Marepuana u
MpPOYMX H3JeNUd U (WIM) HEBO3MOXKHOCTH HUX OTHECEHHS K MEIUIIMHCKUM H3JEIHsIM MPUMEHHMO B
OTHOILIEHUHU HE BCEX 3apETUCTPUPOBAHHBIX MOJIENEH (MapOK) MEAUIIMHCKOTO U3/EIHsl, PpETUCTPUPYIOIIHH
Opras JI0 MPUHSITHS pelIeHus 00 OTMEHE TOCYAapCTBEHHON PETUCTPAllMd MEAUIIMHCKOTO U3/IEIHS:

YBCAOMIIACT 3adBUTCIIA TMOCPCACTBOM PasMCIICHHA COOTBCTCTBYIOLICTO YBCAOMIICHUSA B (I)OpMe
ANIEKTPOHHOTO JOKYMEHTa, MOAMHMCAHHOTO YCHJIEHHOW KBaTHU(PHUIMPOBAHHOW 3JIEKTPOHHOM MOIMHUCHIO
YHOOJIHOMOYCHHOTO JOJDKHOCTHOTO JIMId, B OSJICKTPOHHOM KaGI/IHeTe 3asBUTCIIA, C MNPUIIOKCHUCM
3aKJIIOYEHHS] HKCIEPTHOTO YUYPEXKICHHsI O TOM, UYTO COAEpKallhecss B TOCYyJapCTBEHHOM peecTpe
MHCTPYMEHT, ammapar, npubop, o0opyaoBaHHe, MaTepual M MpoYde MU3JeNUs IO CBOEMY
(GYHKIMOHAIBHOMY Ha3HAUEHUIO U (WJIM) MPUHIUIY JIEHCTBUS HE MOTYT MPUMEHSATHCS B MEAMIIMHCKHX
neisax n (I/IJII/I) HE ABIAKOTCA MCOAHUIIMHCKHMH H3ACIUAMHU, O HGO6XOIII/IMOCTI/I BHECEHHUS U3MCHEHUU B
JIOKYMEHTBI, COJIEpXKAIINECS B PETHCTPAIIMOHHOM JI0ChE, B CPOK, HE mpeBbimaromuid 180 pabounx mHen
CO OHA HAITPABJICHUSA YKA3aHHOI'0 YBCAOMIICHU A,

IIPUHUMAET PELICHUE O IPUOCTAHOBICHUH JEHCTBUSI TOCYIAPCTBEHHON PETUCTPALNHA METULIMHCKOTO
m3aenuss Ha 180 paboumx 1HEH co IHS HAmpaBiICHHUS YBEJOMJICHHS O HEOOXOIMMOCTH BHECEHHS




H3MCHEHH B JAOKYMCHTBI, COACPIKAIMUECCA B PCTUCTPAINOHHOM O0CHEC;

€) OTCYTCTBUE BHECEHHMS M3MEHEHHUH B JOKYMEHTBI, COAEpXKAIlUecs B PETHCTPALMOHHOM JOChE,
MOJATBEPKIAIOIINE MTOJIHOMOYHS YIOJTHOMOYEHHOTO MPEACTaBUTENS MPOU3BOAUTENS (M3TOTOBUTEINS) 1O
MIPEJICTABICHUIO MHTEPECOB MPOU3BOAUTENS (M3TOTOBUTENSI) U HECEHUI0 OTBETCTBEHHOCTH B YacTH
oOpallleHus MEIUIIMHCKOTO U3Meius Ha Tepputopun Poccuiickoii denepannu, B TOM YKCIE 110 BOIPOCaM
IIPOLEAYP OLIEHKH COOTBETCTBMSI U FOCYJApPCTBEHHOHN pErucTpanuy, IpeayCMOTPEHHBIX MOAINYyHKTOM "a"
nmn "t" mysakra 111 sactosmux I[1paBun, B cpok, He mpeBbIimaronmi 90 pabounx JHEH co THS OKOHYAHUS
CpOKa JIeHCTBUSI COOTBETCTBYIOIIETO JOKYMEHTA, WM OTCYTCTBUE B PETHCTPALMOHHOM JIOChE CBEJIEHUH O
HA3HAYCHUU YIOJHOMOYEHHOTO TMPEACTaBUTENS NPOU3BOAUTENS (M3rOTOBHUTENS) B CPOK, HE
npesbimatommid 90 pabounx AHEW co THS BCTYIUICHHUS B CHITy TpeOOBaHHIA, MPeTyCMOTPEHHBIX a03alemM
BTOPBIM IyHKTa 29 Hactosuux [IpaBui.

Jo npunsTHsS perieHuss 00 OTMEHE TOCYIapCTBEHHOM pErucTpaliyd MEIUIIMHCKOTO H3JeNus B
cilly4yae, MpPEIyCMOTPEHHOM a03aleM TMEepBbIM HACTOSIIEr0 MOAMYHKTa, PETUCTPUPYIOMUNA OpraH
MPUHUMAET pPEIICHHE O MPUOCTAHOBJICHUM JEHCTBUS TOCYIApCTBEHHOM pPETUCTpPAlMd MEIUIIMHCKOTO
uznenusd Ha 90 pabouux AHEW cO THS OKOHYAHHMS CPOKa JAEUCTBUA JOKYMEHTa, MOATBEP’KIAIOIIETO
MOJIHOMOYHSL YIIOJIHOMOYEHHOTO MPEACTABUTENSI TPOU3BOAUTENS (M3TOTOBUTENS) IO TMPEACTABICHUIO
UHTEPECOB MPOU3BOAMTENS (M3TOTOBUTENS) M HECEHHIO OTBETCTBEHHOCTH B YacTH oOpalleHus
MEIUIIMHCKOTO M3Aenust Ha tepputopun Poccuiickont denepannu, B TOM YUCIIE IO BOIPOCAM MPOLEAYP
OLICHKH COOTBETCTBUSI M TOCYJapCTBEHHOM perucTpanuu, WIKX €O JHA HCTEUEHHUS CpOKa,
MPEyCMOTPEHHOTO a03aleM BTOPHIM IMyHKTa 29 HacTosmmx [IpaBui, ¢ 0qHOBpEMEHHBIM YBEIOMIICHUEM
00 3TOM BCEX yYaCTHUKOB cepbl oOpallleHuss MeIUIUHCKUX U3IEIUNA TOCPEACTBOM HH(DOPMALIMOHHOTO
MMChMa, Pa3MeNaeMoro Ha o(UIMaIbHOM CaiiTe peruCTPUpPYIONIETro opraHa B cetu "MHTEepHET", a TaKkxke
MOCPEJICTBOM  DJIEKTPOHHOTO KaOWHETa 3asBUTENS WJIM IIyTeM HaIpaBlICHUS [POU3BOAUTEIIO
(M3rOTOBUTENIO) MEIUIMHCKOTO H3/ENUs  YBEAOMJICHUS O HEOOXOJUMOCTH  aKTyalM3HpPOBATh
nH(popMaIuio 00 YITOJIHOMOUYEHHOM MPECTABUTEIE TPOU3BOIUTENS (M3TOTOBUTEINS ),

) OTCYTCTBHE B peecTpe 3aKIIOUYCHUN O COOTBETCTBUH TPEOOBAHUSAM K BHEIPEHUIO, TIOICPKAHHIIO
U OIICHKE CHUCTEMbl YNpPaBICHUA Ka4YE€CTBOM MEIUIMHCKUX U3JICIUA CBEACHUH O MPOBEICHHOM
MEePUONYECKOM (TIJITAHOBOM) MHCIEKTUPOBAHUU WJIM OTCYTCTBUE BHECEHUS W3MEHEHUW B JIOKYMEHTHI,
COJZIEpIKaIllUECsl B PETUCTPALIMOHHOM JOCh€, B COOTBETCTBUM C MOANYHKTOM "a" myHkrta 111 HacTosmmx
IIpaBun B cpok, He mpeBbimatonmii 90 pabounx AHEH CO JAHA OKOHUYAHHS CpPOKa JECUCTBHUS OTYETa O
pe3ysbTaTax WHCIICKTHUPOBAHUS (11 MEAUITMHCKUX W3JIEIHH, MTPOMIEAIINX TIEPBUYHOE HHCTICKTUPOBAHHE
MIPOU3BOJICTBA, 32 UCKIIFOUEHUEM MEIUIIMHCKUX U3/IeNTUI Klacca MOTEHI[MAIbHOTO pUCKa MpUMeHeHus 1 u
HECTEPUIILHBIX METUITMHCKUX U3/ICITUI Klacca MOTEHIIMATBHOTO PUCKA PUMEHEHHUS 2a).

Jo npunsTHS pemieHuss 00 OTMEHE TOCYJapCTBEHHOH pErucTpaluy MEIUIUHCKOTO H3IeNus B
clydyae, TPEIyCMOTPEHHOM a03aleM TEPBBIM HACTOAIIETO TMOAMYHKTa, PETUCTPUPYIOIIHMA OpraH
[IPUHUMAET PEIICHUE O IMPUOCTAHOBJICHUM IEHCTBUA TOCYNAPCTBEHHOM PETUCTpALUU MEIULIMHCKOIO
m3nenuss Ha 180 paboymx mHEH CO JHS OKOHYaHUS CpOKa JEHCTBHsSI OTYeTa O pe3yibTarax
HUHCIICKTUPOBAHU A JII/I60 CO OHA O(bOpM.HeHI/ISI OTPpULATCIBHOI'O 3aK/IIOYCHUS MO0 UTOraM MCPUOANICCKOIO
(TUTAaHOBOTO) WJIM BHEIJIAHOBOTO HMHCIICKTUPOBAHHS C OJHOBPEMEHHBIM YBEIOMIJICHHEM 00 3TOM BCEX
YYaCTHHUKOB c¢epbl oOpaleHus MEIUIMHCKUX H3JeNUi MOCPEACTBOM HH(POPMALMOHHOTO MHCHhMA,
pasMermaeMoro Ha OQUIMAIBLHOM CalTe perucTpupylomero oprana B cetu "HuTepHer", a Taxxke
nocpeaAcCTBOM JIMYHOTO KaGI/IHeTa 3asABUTCII UJIHU ITYTEM HAIlIPaBJICHUA TPOU3BOAUTCIIIO (I/I3FOTOBI/ITCHIO) )41
YIIOJITHOMOYEHHOMY  TMPEACTABUTEII0  MPOM3BOAMUTENS  (M3TOTOBUTENS)  MEAUIIMHCKOTO — W3JCIHS
YBCOAOMJICHUSA O H606XOI[I/IMOCTI/I MNpOBCACHHUA TICPHUOAUICCKOIO (HJIaHOBOFO) UJIN BHCILNIAHOBOI'O
WHCIICKTUPOBAHUS,




3) BBIIBJICHHE PETUCTPUPYIOIIMM OpraHoM (¢akTa BHECEHMS W3MEHEHUHl B JOKYMEHTHI,
CoZieprKalliecs B PErHCTPALIMOHHOM JI0ChE HAa MIPOrpaMMHOE 00€CHEeUeHHe C IPUMEHEHUEM TEXHOJIOTHM
HCKYCCTBEHHOTO MHTEIUIEKTa, SBIAIOLICECS MEIUIMHCKUM H3/eIMeM, MO0 NpPUYMHAM, OTIUYHBIM OT
IIPeyCMOTPEHHBIX MyHKTOM 135 HacTosmumx [1paBui;

M) HeNpeACTaBlIeHUE B PETUCTPUPYIOMIUNA OpraH oOT4eTa MO KIMHUYECKOMY MOHUTOPUHTY
MEWIIMHCKOTO U3/IENIUS B COOTBETCTBHHU C MOPSIKOM COOOIICHUs CyObeKTaMH 0OpaIeHUs MEAUIIMHCKIX
uzaenuii 000 BCeX CIIydasiX BBISBICHUS MOOOYHBIX AEHCTBUM.

Jo npussTHsS perieHuss 00 OTMEHE TOCYIapCTBEHHOM pErucTpaliyd MEIUIIMHCKOTO H3JeNus B
clly4yae, MpPEIyCMOTPEHHOM a03aleM TMepBbIM HACTOSIIEr0 MOAMYHKTa, PETUCTPUPYIOIIUNA OpraH
MPUHUMAET pPEIICHUE O MPUOCTAHOBJICHUM JIEHCTBUS TOCYIApCTBEHHOM pPETHUCTPAlMd MEIUIIMHCKOTO
uznenus Ha 30 pabouyux IHEH cO AHS, YCTAHOBJIEHHOTO MOPSAKOM COOOIIEHHS CyObEeKTaMU OOpalleHus
MEAWIIMHCKUX W3 000 BCEX CiIydasX BBISBICHUS IMOOOYHBIX JEUCTBUNA C OJHOBPEMEHHBIM
YBEJIOMJICHHEM 00 3TOM BCEX YYaCTHHKOB cdepbl oOpalieHuss MEAUIMHCKUX H3AEIUN MOCPEeICTBOM
WH(OPMAITMOHHOTO TTUChMa, Pa3MeNaeMoro Ha O(QUIIMATBHOM CalTe PETUCTPHUPYIOIIECTO OpraHa B CETH
"UHTepHer", a Takke MOCPEICTBOM JJIEKTPOHHOTO KaOMHETa 3asBUTENS WU IIyTeM HamlpaBiIeHUS
3asIBUTEIIO YBEIOMJICHUS O HEOOXOIWMOCTH TPEACTABICHHS OTYETa MO KIMHUYECKOMY MOHHTOPUHTY
MEAMIIMHCKOTO U3/IeNHS;

K) BBIABJICHUE PETUCTPUPYIOIIMM OpPraHOM HEJOCTOBEPHBIX CBEACHUH B JIOKYMEHTaXx,
IIPEICTABICHHBIX 3asABUTECIIEM B paMKax MNpOLELYpbl T'OCYIapCTBEHHOM PETHCTpAalMM MEIULUHCKOTO
U3JETus;

J) OTHECEHHWE paHEe 3apEeTUCTPUPOBAHHOTO MEIUIIMHCKOTO W3ACIHS K YHUCITYy MEIUIMHCKUX
W3S, PETYCMOTPEHHBIX MMyHKTOM 5 yacT 5 crathi 38 denepanbHoro 3akoHa "OO 0CHOBaX OXPaHbI
310pOBbs rpaxkaan B Poccuiickoit ®enepauun’.

138. B 3agBneHun 00 OTMEHE TOCYJApCTBEHHOH pErHCTpaluyd MEAULIUHCKOTO H3JENHs,
nyn

MPeyCMOTPEHHOM moanyHkroM "a" myHkta 137 nHacrosmux [IpaBui, yka3pIBalOTCs ClenyrOIIHe
CBE/ICHUS:

a) HAMMEHOBAaHWE MEIUIIMHCKOTO M3/1eNus (C yKazaHueM Mojiesielt (MapoK) METUITMHCKOTO U3CIINS,
HnX cocCraBa H HpI/IHa,HHG)KHOCTef/’I, HCO6XOIII/IMBIX JUUIS HpI/IMeHeHI/IH MCIAUIIMHCKOIO M3ACIINA HUIIN €I0
Mozenel (MapoK) 1Mo Ha3HaYeHUIO (TIPH HAJIUYUH);

0) B OTHOUIEHUHU MPOU3BOAUTENS (M3TOTOBUTENS) MEIUIIMHCKOTO U3JIETIHS - TIOJTHOE U COKPALIEHHOE
(mpu  HanTWMYMM) HaWMEHOBaHWSA (C  TpaHCIUTEpaluei), OpraHu3alMOHHO-TIpaBoBas  (opma,
UICHTU(DUKAIIMOHHBI HOMEp HAJIOTOIUIATeNbIINKa (IpU HAIWYHH), aapec MecTa HaXOXKACHUS - JUIs
IOpUAMYECKOT0 JMia Win (QaMuius, UMS M OTYECTBO (MpPU HAJUYMUU), PEKBU3HUTHI JOKYMEHTA,
YAOCTOBEPSIONIETO JTUYHOCTh, WACHTU(DUKAIIMOHHBIA HOMEP HAJIOTOIUIATeNbIINKA (TIPU HATUYUH), aipec
MecTa XHUTeNbCTBA - JJs (DU3MUECKOTo JIMIA, 3aperMCTPUPOBAHHOTO B KAY€CTBE WHAMBHIYaJbHOTO
MpeIIPUHUMATEINS, a TaK)Ke HOMEp TelneoHa W aApec DIEKTPOHHON MOYTHI FOPHIMYESCKOTO JIHIA WA
(bu3MYeCcKoro JHIla, 3apErUCTPUPOBAHHOTO B KaU€CTBE WHAUBUAYATBHOTO MPEAIPUHUMATENS;

B) B OTHOLICHHHU YHNOJHOMOYCHHOIO HNPCACTABUTCIISA IMPOU3BOAUTCIIA (I/I3I‘0TOBI/IT€JI$I) - IIOJJHOC U
COKpalieHHoe (IIpy HaJWIMH) HAUMEHOBAaHMsI, OpTaHU3aI[MOHHO-TIpaBoBas popMa, UACHTH(HUKAITMOHHBIN
HOMCPp HaAJIOTrOIUIATCIIbIIIUKA, aApCC MECTAa HAXOKACHUA - IJId FOPUANYCCKOIO JIMla UJin (I)aMI/IJII/IH, UM N
0T4eCTBO (IIPU HAJIWYHH), PEKBU3UTHI JOKYMEHTA, YIOCTOBEPSIONIETO JTUYHOCTD, WACHTU(DUKAIIMOHHBIH
HOMCPp HaJIOroIviarCJibIuKa, aapeC MeCTa KUTCIbCTBA - AJId (I)I/ISI/I‘-IGCKOFO Jijna, 3apCruCTpupoOBaHHOTO B
KaueCcTBE MHIMWBUAYAILHOTO MPEANPUHUMATENS, a TAK)Ke HOMEp TeledOoHa U aipec dJICKTPOHHOW MOYTHI




IOPUIMYECKOr0 JIMLIA WM (U3UYECKOro JIMIA, 3aperMCTPUPOBAHHOTO B KauyeCTBE HMHIUBHUAYaJIbHOIO
MIpEANPUHAMATEIIS;

I) Jara TOCYIapCTBEHHOW pErucTpalud MEIUIUHCKOTO U3Aenus (BHECEHUS H3MEHEHUl B
JIOKYMEHTBI, COiepKalllUecs B PETUCTPALIMOHHOM JI0ChE) U €r0 PErUCTPallMOHHBIN HOMED;

n) uHbopManus O NpPUYMHAX TMOJAYu 3asBICHUS OO0 OTMEHE TOCYIapCTBEHHOW pPETHUCTpaluu
MEJUIIMHCKOTO U3/IEHS;

€) cBeleHUs 00 OTBETCTBEHHOCTH 3asBHUTENs 3a JIOCTOBEPHOCTb M HMJIEHTMYHOCTh MH(OpMAaIHH,
cofiepallelics B MPEACTaBIECHHBIX JOKYMEHTAaX U 3asBJICHUU 00 OTMEHE roCy/IlapCTBEHHOMN perucTpanuu
MEIULIUHCKOTO U3ZEIIHS.

139. 3asenenne 00 OTMEHE TOCYIAPCTBEHHOW PETUCTPALMU MEIUIIMHCKOTO  H3JENus,
nmpeaycMoTpeHHoe TmofanmyHkTom "a" mynkra 137 mHactosmux [IpaBui, MoXeT OBITh IOAAHO
YIOJTHOMOYEHHBIM TPEACTaBUTEIEM IPOU3BOANUTENS (M3TOTOBUTEINS) MPU OJHOBPEMEHHOM BBINOJIHEHUN

CIIEYIONINX YCITOBUH:

a) HaJU4he B PETUCTPAIMOHHOM JIOChE aKTyaJIbHOTO JOKYMEHTA, MOJATBEPHKIAIOIIETO MOJHOMOUHUS
YHOOJTHOMOYEHHOTO TMPEACTaBUTENS MPOU3BOAUTENS (M3TOTOBHUTENS) MO MPEICTAaBICHUIO HHTEPECOB
MIPOU3BOAMTENS (M3TOTOBUTEIS), HECCHHIO OTBETCTBEHHOCTH B YaCTH OOpAIICHUS MEAUIIMHCKOTO W3 IEITHSI
Ha tepputopun Poccuiickoit denepanuu, B TOM 4KCIIE IO BOOPOCAaM MPOLEAYP OLEHKH COOTBETCTBUS U
TrOCYJapCTBEHHON PErucTpaluy, a TakXke MO 3aBEPEHHUI0 JIOKYMEHTOB MPOU3BOIUTENS (M3rOTOBUTEINS),
BCTYMHUBILIETO B CHIY A0 OGOPMICHHS] COOTBETCTBYIOLIMX [IOKYMEHTOB, WJIHM NPEACTABICHUE TaKOTO
JOKYMEHTa B PETHCTPUPYIOIIUI OpraH B COOTBETCTBUU ¢ TpeOoBaHMSIMH TyHKTa 53 Hactosimux [IpaBut
BMeECTe C 3asiBJICHHEM 00 OTMEHE IrOCyAapCTBEHHOM PErUCTpalli MEAUIIMHCKOTO U3/1EIHS;

0) mpejicTaBlIeHUE B PETUCTPUPYIONIMIA OPTaH BMECTE C 3asBICHHEM 00 OTMEHE TOCYIapCTBEHHOU
perucTpany MeIUIIMHCKOTO U3/IeTUS CIEAYIOIUX TOKYMEHTOB:

IIUCHbMO IMPOU3BOAUTCIIA (I/IBFOTOBI/ITCJIH), MMOATBCPIKAAIOIICC €ro HaMCPCHUC OTMCHUTH
TOCY/IapCTBEHHYIO PETHCTPAIMI0O MEIAMIMHCKOTO H3JeNusi (B ciay4ae MoJa4yd 3asBICHUS 00 OTMEHE
FOCYZ[apCTBeHHOﬁ perucTpanuunu MCEOUIITUHCKOI'O n3acius YIOJIHOMOYCHHBIM NpeaACTaBUTCIICM
MIPOU3BOAUTENS (M3TOTOBUTENS);

KOomusl (KOMUHU) JIOKYMEHTa (JIOKYMEHTOB), MOATBEP>KIAIOLIETO (MOATBEPKIAIOIINX) MOTHOMOYHS
YIOJTHOMOYEHHOTO TPEACTaBUTENS IPOU3BOAUTENST (M3TOTOBUTENS) MO MPEICTAaBICHUIO HHTEPECOB
MIPOU3BOAMTENS (M3TOTOBUTEIS), HECCHUIO OTBETCTBEHHOCTH B YaCTH OOpAIICHUs MEAUIIMHCKOTO W3 EITHSI
Ha Tepputopun Poccuiickoit denepanyu, B TOM YUCIE IO BOMPOCaM MPOIEAyp OLIEHKH COOTBETCTBUS U
TOCYIapCTBEHHOW PETUCTpPAllMU MEIUIIMHCKOTO W3JeNHs, a TakkKe [0 3aBEpEeHUI0 JIOKyMEHTa
(TOKYMEHTOB) TIPOM3BOAMTENS (M3rOTOBUTENS), BCTYNMUBIIETO (BCTYNMMBIIMX) B CHIIY J0 O(QOpMIICHUS
COOTBETCTBYIOLIUX JIOKyMEHTOB (B CIIy4ae OTCYTCTBHUS aKTyaJIbHOTO JOKYMEHTa B PETHCTPAIHOHHOM
nocke) (MOKyMEHT (AOKYMEHTBHI) SBISETCS (SBIAIOTCS) 0Os3aTeNbHBIM  (00SI3aTEIBHBIMM) TS
WHOCTPaHHBIX MIPOU3BOAUTENEH (u3roroBUTENEH), OTEYEeCTBECHHBIMU MIPOU3BOAUTEISIMU
(M3roTOBUTENSIMU)  MpEACTaBIseTCs (NMPENCTaBIAIOTCSA) B Cllydae HaJIW4YUS  YIOJIHOMOYEHHOTO
IIPEICTABUTEINSI IPOU3BOAUTENS (M3TOTOBUTEIS).

140. B cnydae ecnu 3asBieHrne 00 OTMEHE TOCYIapCTBEHHOW PETHCTPAIIMA MEIUITUMHCKOTO H3ICIIUS
MPEJICTABICHO C HapymieHueM TpeOoBanuii myHkTa 139 Hactosmmx [IpaBun, u (Wiam) mpeacTaBieHHBIC
JIOKYMEHTBI O(OPMJICHBI C HapyIICHHEM MOJIOKCHMH MyHKTOB 53 - 55 mactosmux [IpaBun, u (unum) B
3asiBIICHUU 00 OTMEHE TOCYNAPCTBEHHOW PETUCTPAMH MEIUIIMHCKOTO H3ENUs U MPEICTaBICHHBIX




JOKyMEHTaX yKa3aHbl HEJOCTOBEPHbIE CBEICHHUS, U (MJIM) JOKYMEHTbI, IPEAYCMOTPEHHBIE IyHKTOM 139
Hacrosiux [IpaBuil, mpeacTaBieHbl HE B IOJTHOM 00beMe, peruCTPUPYIOLIHA OpraH B T€UeHHE 7 pabounx
OHEW CO NHSA MOCTYIUICHUS TaKUX 3asBJICHUS M JOKyMEHTOB NPUHUMACT PEIICHUE O INPEKpalleHUU
TaNbHEHIIET0 pPAacCMOTPEHUsS] YKAa3aHHOTO 3asiBICHHS C MOTHBHPOBAHHBIM OOOCHOBAHHMEM TPHYUH
MIPUHATUSA TAKOTO PELICHHUS.

141. Peructpupyromuii oprad B TedeHue 7 paboyux AHEH O JIHSA HACTYIUIEHHs OJHOTO U3 CIy4acs,
yKa3aHHbIX B myHKTe 137 Hactosmux [IpaBun:

a) MPUHUMAET pelIeHrne 00 OTMEHE TOCYIAPCTBEHHON PEeruCTpalliy MEIUIIMHCKOTO U3JICIINS;
0) BHOCHUT 3aliCh 00 OTMEHE rOCyJapCTBEHHOM perucTpaiiy B rocyJapCTBEHHBIN peecTp;

B) MHGOPMHpPYET 3asgBHUTENS 00 OTMEHE TOCYIapCTBEHHOW PErHCTpaliy METUIIMHCKOTO H3/ICIHS
IyTeM pa3MELIeHUs COOTBETCTBYIOIEIO YyBEJOMJIEHHUS B (OpME 3JIEKTPOHHOIO JIOKYMEHTa,
MOANMMCAHHOTO  YCHJIEHHOW  KBaIM(UIIMPOBAHHOW  AIEKTPOHHON  IMOANHCHIO  YHMOJIHOMOYEHHOTO
JOJPKHOCTHOTO JIMIA, B €IMHOM JINYHOM KaOMHETE 3asBUTENS M IEKTPOHHOM KaOWHETe 3asBUTEIIS.

[Tpunoxenue
K I[IpaBuiiam rocyiapCcTBEHHOM
pEerucTpany MEAULMHCKUX U3EIHM

(dbopma)

MunucrepcTBo 3apaBooxpanenus Poccuniickoit @enepannn

COBET I10 OTHUKE

[Jara npoBenenus 3acenanus copera no stuke " " 20 r
3AKJIIOYEHUE
00 3THYecKoi 000CHOBAaHHOCTH MPOBEACHUS KIIMHUYCCKUX UCTIBITAHUN METUIIMHCKOTO
U3IETUS
N or" " 20 T

1. HamMmenoBaHue MCOIUIIMHCKOIO  HU3JCIHA (C YKa3aHueM  I[IPHUHATICIKHO CTeﬁ,
HCO6XOI[I/IMBIX JUIA MNPUMCHCHUA MCIHUIIMHCKOI'O n3aciausa oo HaSHa‘-ICHI/IIO)

2. HpOI/ISBO,[[I/ITCJ'IL MCIHUIIMHCKOI'O U3OCTINA

(oHOE M COKpaIleHHOoE (MIPU HAJTUYHH)

HanMCHOBAHUA, OpraHU3allMOHHO-IIPaBOBAs (I)OpMa HOPUINYICCKOIO JIMLAa, agApeC €ro MeCTa
HaXO0XJACHUA NN (1)aMI/IJ'II/I$[, UM 1 OTYECTBO (HpI/I HaJ'H/I'-H/II/I), aapec MCECTa XUTCIIbCTBA




(u3M4eCcKoro 1A, 3apErUCTPUPOBAHHOIO B KaY€CTBE MHIUBU1YaJIbHOTO
MIpePUHUMATEIS)

3. 3agBUTEND

4. Pemenue:

(YKa3bIBatOTCS CBEACHHSI 00 STUYECKONH 000CHOBAHHOCTH MPOBEICHUS

KJIMHUYECKUX UCIIBITAHUN MEIUIIMHCKOTO U3aCus, MPUINHLL

IIpU MPUHATHUU PECIICHUA O HEBO3MOXHOCTHU NMPOBECACHUS KIMHUICCKUX

HUCITLITAaHUH MCAUILIMHCKOI'O I/I3,Z[€JII/I}I)

[Ipencenarens coBera

(¢.m.0.) (moamuce)

OKcnepThl

(¢p.m.0.) (Toxruck)

[Ipunoxenue

K nocraHosiieHuto [IpaBurenscrea
Poccuiickon ®enepanun

ot 30 HosOps 2024 1. N 1684

NEPEYEHb o
YTPATMBLUMX CUNY AKTOB MPABUTENLCTBA POCCUACKON ®EAEPALIMM

1. Ilocranosnenue IlpaBurensctBa Poccuiickoit @enepaunu ot 27 nekadbps 2012 . N 1416 "O6
yTBepkaeHUN [IpaBui  rocymapcTBeHHOW — peructpanuud  meaunuHckux — m3aenui"  (CoOpaHue
3akoHonarenbcTBa Poccuiickoit denepanuu, 2013, N 1, ct. 14).

2. IlocranoBnenue IlpaButenscTBa Poccuiickoit @enepammu ot 17 oktsadps 2013 . N 930 "O
BHECCHHH M3MeHEeHMI B moctanoBieHue IIpaBurenscTBa Poccuiickoit eneparuu ot 27 nekadps 2012 1
N 1416" (Cobpanue 3akoHomatenbcTBa Poccuiickoit enepamnmu, 2013, N 43, ct. 5556).

3. Ilocranosnenue IlpaBurensctBa Poccuiickoii ®enepanuu or 17 utonga 2014 . N 670 "O
BHeCEeHUN WM3MeHeHu# B [IpaBmiia rocymapcTBEHHOHM peructpanuu MeauiuHckux u3aenuid” (CoOpaHue
3akoHonarenbcTBa Poccuiickoit denepanuu, 2014, N 30, ct. 4310).




4. Tlocranosnenue IlpaBurennctBa Poccuiickoit @eneparuu ot 10 despans 2017 r. N 160 "O
BHECEHUHU M3MeHeHui B nmoctanoBieHue [IpaBurenscrBa Poccuiickoit deneparuu ot 27 nexadps 2012 T
N 1416" (Cobpanue 3akoHomatTenbcTBa Poccuiickoit @enepamnmu, 2017, N 8, ct. 1233).

5. IlocranoBnenue IlpaBurensctBa Poccuiickoit @enepanuu ot 31 mast 2018 . N 633 "O BHeceHun
m3MeHeHut B [IpaBmiia rocymapcTBeHHOW peructpanuu MenunuHCkux —usnenuin"  (CoOpanue
3akoHonarenbcTBa Poccuiickoit deneparuu, 2018, N 24, ct. 3523).

6. IlocranoBnenue IlpaButensctBa Poccuiickoit ®enepannu ot 18 mapra 2020 . N 299 "O
BHeceHNH n3MeHeHwi B IlpaBuia rocynapcTBeHHOW perucrpanuu mMeaunuHckux m3penuii”" (CoOpanue
3akoHomarenbcTBa Poccutickoit deneparuu, 2020, N 12, ct. 1792).

7. TlocranoBnenue IlpaButennctBa Poccuiickoit denepamuu or 1 centsops 2020 r. N 1335 "O
BHECEHUU H3MEHEHHUs B MNyHKT 2 I[IpaBui rocynapCTBEHHON pETUCTpalyd MEAUIMHCKUX H3Aeaui"
(Cobpanwe 3akononarenscTBa Poccutickoit @enepammu, 2020, N 36, ct. 5637).

8. TlocranoBnenue IIpaButenbctBa Poccuiickoit @enepanuu ot 24 HosiOps 2020 . N 1906 "O
BHeceHUH n3MeHeHuid B IlpaBuia rocynapcTBeHHOW perucrpanuu MeaunuHckux mapenuid" (CoOpanue
3akoHomarenbcTBa Poccutickoit deneparuu, 2020, N 49, ct. 7897).

Y TBepKIeHBI

nocranosieHueM [lpaBurenscTBa
Poccuiickoit @enepanuu

ot 30 Hos10pst 2024 . N 1684

W3MEHEHMS, o
KOTOPBIE BHOCATCS B AKTbl IPABUTENBLCTBA POCCUNCKON ®EQEPALIMM

1. B mocranosnenuu [IpaButennpctBa Poccuiickoit @eneparuu ot 31 mexadbps 2020 . N 2467 "O06
YTBEP)KJICHUM TE€PEYHS HOPMATHBHBIX IIPABOBBIX aKTOB M TPYII HOPMATUBHBIX IPABOBBIX AaKTOB
[IpaButensctBa Poccuiickoit denepanii, HOPMATHUBHBIX MPABOBBIX AaKTOB, OTAEIBHBIX MOJIOXKEHUN
HOPMATHBHBIX IIPAaBOBBIX AaKTOB M TPYNI HOPMATHUBHBIX MPABOBBIX aKTOB (pelepajbHBIX OpPraHoOB
WCIIOJTHUTENbHOM BJIACTH, MPABOBBIX aKTOB, OTJENbHBIX MOJIOKEHUN MPaBOBBIX aKTOB, TPYII MPABOBBIX
aKTOB MCIIOJHUTENBHBIX U PACTIOPSAUTENBHBIX OpraHoB rocyaapcrseHHoi Biactu PCOCP u Corosza CCP,
pemenuit [ocynapcTBeHHOM KOMHMCCHU IO PaJMovyacToTaM, COAEpKalluX obOs3areiabHble TpeOOBaHUs, B
OTHOUIICHWU KOTOPBIX HE MPUMEHSAIOTCS MonokeHus yacteit 1, 2 u 3 crarbu 15 denepanbroro 3akona "O6
oOsi3arenbHBIX TpeOoBaHusax B Poccmiickorr ®deneparun" (Cobpanme 3akoHomaTenbcTBa Poccuiickoit
O®enepauun, 2021, N 2, ct. 471; 2022, N 23, ct. 3785; 2024, N 25, ct. 3505; N 33, ct. 5163; N 38, cT.
5651; N 40, ct. 5981; N 42, ct. 6257; N 44, ct. 6619):

a) B myHkte 10 uugpsl "637," UCKIIOUUTD;

0) B mepeyHe HOPMATHUBHBIX IIPABOBBIX AaKTOB W TPYyNN HOPMATUBHBIX IIPABOBBIX AaKTOB
IIpaBurensctBa Poccuiickonn @enepanuu, HOPMATUBHBIX IIPABOBBIX AaKTOB, OTAEIBHBIX IIOJIOXKEHUHN
HOPMAaTHBHBIX IPABOBBIX AKTOB U TPYININ HOPMATHUBHBIX IIPABOBBIX aKTOB (elepalibHbIX OpPraHoOB
HCIIOJTHUTENIBHOM BJIACTH, IIPABOBBIX AKTOB, OTIENbHBIX IOJOKEHUH NPABOBBIX aKTOB, IPYIII MPaBOBBIX
AKTOB HUCMOJHUTENIBHBIX U PACHOPSIAUTENBHBIX opraHoB rocyaapctBeHHoi Biactu PCOCP u Coroza CCP,




pemenuid [ocynapcTBEHHONM KOMHMCCHU IO PaJMOYacToTaM, COAEpKaluX oOs3areibHble TpeOOBaHUS, B
OTHOILIEHUU KOTOPBIX HE MPUMEHSIOTCS NoJIokeHust yacteil 1, 2 u 3 crarbu 15 @enepanbHoro 3akoHa "O0
o0si3arenbHBIX TpeboBaHUAX B Poccuiickoit deneparuu', myHKT 637 UCKITIOYUTS.

2. B a063ame BTOpoM MyHKTa 6 M3MEHEHUH, KOTOpbIe BHOCSATCA B nocraHoBieHue [IpaButenbcTBa
Poccuiickoit  ®eneparuu ot 31 gexabps 2020 . N 2467, yTBEpKIEHHBIX IMOCTAaHOBJICHHUEM
[IpaBurensctBa Poccuiickoit ®enepannu or 12 wurons 2024 . N 792 "O BHeceHUM W3MEHEHHH B
HekoTopeie akThl [IpaBurenbcTBa Poccmiickort @enepanuu” (CobOpaHue 3akoHomarenbcTBa Poccuiickoit
Oenepamun, 2024, N 25, ct. 3505), uudpst "637," UCKITIOYHUTD.




