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CraTtbsa 1

Buectu B @enepanbubiii 3akoH oT 21 HOAOps 2011 roga N 323-®3 "OO6 ocHOBax OXpaHbl 310POBbSI
rpaxaan B Poccuiickoit @enepannn" (Cobpanue 3akononatenscTBa Poccuiickoit @eneparuu, 2011, N
48, cT. 6724; 2012, N 26, cT. 3446; 2013, N 48, ct. 6165; 2014, N 30, ct. 4257; N 49, cT. 6927; 2015, N
1, ct. 85; N 10, cT. 1425; N 27, cT. 3951; N 29, c1.4397; 2016, N 1, c1. 9; N 15, cT. 2055; N 18, cT. 2488;
N 27, ct. 4219; 2017, N 31, ct. 4765, 4791; N 50, ct. 7544, 7563; 2018, N 32, ct. 5092; N 53, ct1. 8437,
2019, N 22, ct. 2675; N 52, ct. 7770, 7799, 7836; 2020, N 13, ct. 1856; N 14, cT. 2028; N 29, ct1. 4516;
N 52, ct. 8584) crnenyromune N3MEHEHUS:

1) nynkT 15 vactu 1 crathu 14 H3M0XKHUTH B CIEAYIOIICH peIaKIuu:

"15) MOHUTOPUHI 0€30MACHOCTH MEIUIMHCKHX HW3JeNUil, peructpaius nmoOOUHBIX AEHCTBHMA, HE
YKa3aHHBIX B HHCTPYKIIMH MO TPAMEHEHHIO MM PYKOBOJICTBE 10 SKCIUTyaTallid MEAUIIMHCKOTO U3/IeITHS,
HEXXEeJaTeNIbHbIX PEaKIUH MPU ero MPUMEHEHUH, 0COOEHHOCTEH B3aMMOACHCTBUS MEIUIIMHCKUX U3eIUN
Mexay co0oil, (akToB M OOCTOSATENBCTB, CO3JAIOLIUMX YIpo3y KHU3HU U 3J0pPOBbIO TpaxkaaH H
MEIUIUHCKUX pPAOOTHUKOB INpPU MPUMEHEHWH M SKCIUIyaTallud MEAMLMHCKUX HW3Jenuil (Jnanee -
HeOIaronpusTHeIE COOBITHS);";

2) B ctatbe 38:
a) OTMOJIHUTH yacTsMu 3.1 1 3.2 crneayromero coaepKaHus:

"3.1. JlomyckaroTcsi IpeyCMOTPEHHbIE HOPMAaTUBHON, TEXHUYECKOW M (MJIM) SKCILTyaTallMOHHOMN
JOKYMEHTAIel Mpou3BOAUTENSI (M3TOTOBUTENS) TPAaHCIOPTUPOBKA, MOHTAX, HallaJKa, HACTpOMKa,
KaJuOpOBKa MEAMLMHCKOTO HW3JENUs M HHble JeHCTBUSA, HEOOXOMUMBIE JUIsl BBOJA MEIHIIMHCKOTO
U3JIeNHsl B DKCIUTyaTalllio, MPUMEHEHHE, IKCIUTyaTalus, B TOM 4YHCJe TEeXHHYEeCKoe OOCIyXUBaHUE, U
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PEMOHT MCAUIIMHCKOI'0 U3ACIIHUA MO0 OKOHYaHHMU CPOKa I[CﬁCTBHSI PEruUCTpaiMOHHOTO YAOCTOBCPCHUA HaA
9TO MCIUIMHCKOC U3ACIIUE, €CIIU CPOK CJ'Iy>K6BI (CpOK I‘OI[HOCTI/I) MCIUIIMHCKOT'O U3CJINS HE UCTCK.

3.2. Jlo ucrtedeHus Cpoka CIyxObl (CpOKa TOAHOCTH) MEIUIIMHCKUX W3JACTUN IOMyCKaeTcs
oOpallleHue TaKuX U3JEJIUN, B TOM YHUCIIEe NMPOU3BEACHHBIX B TEUEHHE CTAa BOCBMUAECATH KaJIeHIApHBIX
JHEW Tocne AHS TPUHATHS YHOJHOMOYCHHBIM (DelepaqbHbIM OPraHOM HCIHOJHUTEIBLHON BIACTH
pelleHrs O BHECEHHWM HM3MEHEHMIl B JOKYMEHTHI, COJEp>Kallhecs B PErUCTPAalMOHHOM JOChe Ha
MEIHUIIMHCKOE HM3/IEeNUe, B COOTBETCTBUU C MH(pOpMAIIMEH, CoMepKalleicss B TaKUX JOKYMEHTaxX 10 JHS
MPUHATUSA YKa3aHHOTO pelieHus.";

0) yacThb 4 U3JI0KUTH B CIEAYIOIICH peaKIIiu:

"4, Ha Teppuropuu Poccuiickoit deneparnuu paspemaercss oOpalieHue MEIUIMHCKUAX W3S,
MIPOLIEIINX I'OCYIapPCTBEHHYIO PErUCTPALMIO B MOPsAKE, ycTaHOBIEeHHOM IIpaButensctBoM Poccniickoit
Denepauyy, 1 MEAULMHCKUX U3JEJINHN, IPOLIEAIINX PETUCTPALINIO B COOTBETCTBUH C MEXIYHApOIHBIMU
JIOTOBOpPaMH U aKTaMH, COCTaBJISIOLUIMMU NpaBo EBpazniickoro 5KOHOMUYECKOT0 coro3a.";

B) 4acTh 5 M3JIOXKHTH B CIEAYIOIICH PEeIaKInu:
"S. Ha Tepputopun Poccuiickoit denepannu He perucTpupyroTcs:

1) MemunuHCKHE wW3aenus, TNepedncieHHble B nyHKTe 11 crateum 4 CorjameHus O €IUHBIX
MPUHIMIIAX W MpaBUiIaX OOpalICHHs] MEIWIIMHCKUX H3ACTUN (M3ISIHi MEIUIIMHCKOTO Ha3HAYCHUS U
MEIUIIMHCKOW TEXHUKH) B paMkaxX EBpa3uiickoro skKoHOMHUYECKOro coro3a ot 23 nexadps 2014 rona;

2) MEIWIMHCKHE W3Jeivs, BBE3CHHBbIC Ha Teppuropuio Poccuiickoit denepanuu ais OkazaHUs
MEIULMHCKON ITOMOIIY 110 KU3HEHHBIM IT0Ka3aHUAM KOHKPETHOI'O IMAllMEHTa HA OCHOBAaHUU Pa3pELICHMUS],
BBIJJAHHOTO B IOpsiAKe, ycTaHOBIeHHOM [IpaBurensctBom Pocculickoin @enepannu, ynoaHOMOYEHHBIM
(benepaabHBIM OPraHOM MCIIOJHUTEIBHOM BIACTH, OCYLIECTBISIOMNM (YHKIMU 110 KOHTPOJIO U HAJ30py
B c(epe oXpaHbl 310pOBbS;

3) MeOUIMHCKUE W3Jenus, mpou3BefeHHbIe B Poccuiickoit Deaepanuu A1 SKCIOPTa 3a Mpeaesbl
TeppuTOpur EBpa3milcKOro 3KOHOMHYECKOTO COK3a M HE NpEAHA3HAYEHHbIC IS NMPUMEHEHUs Ha
TeppuTopur EBpa3uiicKoro 3KOHOMHUYECKOTO COK034a, a TaKKe Ipou3BeacHHbIe B Poccuiickon denepaunun
U1 IPOBEJIEHUS OTIBITHO-KOHCTPYKTOPCKUX padoT, UCcCaeA0BaHUM (MCTIBITAHU);

4) MCIUIUHCKUC HU3JCIIHA, KOTOPbBIC MNPCAHA3HAYCHBI [JIA TPHUMCHCHUA HaAa TCPPUTOPUA
MCKIAYHAPOAHOT' O MEIUIMHCKOI'O KJ1aCTepa nin Ha TEPPUTOPUAX MHHOBAITMOHHBIX
HAaYYHO-TCXHOJIOTHUCCKUX HCHTPOB;

5) MEOUIMHCKHE W3JACNUs, MPEACTABISIONINE COOOM YKIaAKW, HAOOPHI, KOMIUIEKTHl M alTEeUYKH,
COCTOSIIIINE U3 3aPErHCTPUPOBAHHBIX MEIUIMHCKUX H3ENUH (32 UCKIIOUeHHEM MEIUIIMHCKUX HU3JeIHi,
CBSI3aHHBIX C UCTOYHUKOM DHEPTUU WA O0OPYAOBAHHBIX UCTOYHUKOM SHEPTHH) U (MIJIH) JIEKApCTBEHHBIX
npemapaToB, OOBEAMHEHHBIX  OOIMIEH  YMakOBKOW, TpU  YCIOBHH  COXpPAHEHHsS  BTOPHYHOM
(moTpeOuTENbCKOW) YIMAKOBKU WM MEPBUYHONW YMaKOBKU JIEKAPCTBEHHOI'O Mperapara B cllydae, eciu
BTOpUYHAs (TOTpeOUTeNbCcKas) yrmakoBKa HE MPEeIyCMOTPEHA, MPOU3BOAUTENS (M3TOTOBUTENS) KaXKIOTO
W3 U3JENHI U (WJIN) JIEKapCTBEHHBIX MPEMapaToB, BXOAANINX B YKa3aHHBIC YKIIAJIKH, HAOOPHI, KOMITJIEKTHI
Y anTe€4YKy, U IPU YCIOBUHU COXPAHEHUS €€ MapKUPOBKH;
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Koncynprantlntoc: npumeyanue.
AG63. 8 . "B" 1. 2 cT. 1 Bcrymaer B cuiy ¢ 01.01.2022.

6) MEIUIIMHCKHE W3JCNUs, KOTOPbIe MpEAHA3HAUCHBI MJIs JUATHOCTUKH 3a00JIeBaHUN TTyTEM
MPOBEACHUS MCCIICIOBAHUM OOpa3I[OB OMOJOTMYECKOTO MaTepHalia dYeJOBeKa BHE €ro oOopraHu3Mma,
W3TOTOBJICHBl B MEIUIIMHCKOM OpraHu3aldd M MPUMEHSIOTCS B MEAMIIMHCKON OpraHu3alu, HuX
M3TOTOBUBIIEH (J1aiee - He3aperuCTPUPOBAHHBIC MEIUIIMHCKNE U3ICITUS JUTsl IMarHOCTHKY in Vitro).";

T') IONOJIHUTH YACThIO 5.2 CIEIYIOIIETO COIePKaHUS:

"5.2. Ha yka3aHHbI€ B 4acCTH 5 HACTOAIIECH CTaTbU MEAMIMHCKUE W3JIENHSI HE PacIpOCTPaHSIOTCS
TpeOOBaHUSI K COACPKAHHIO TEXHUYCCKOW M OKCIUIyaTAlMOHHON JOKYMCHTAIIMH IPOHU3BOIUTEIIS
(M3roTOBUTEINS), YCTAHOBICHHBIC YIIOJIHOMOUYEHHBIM (heiepalbHbIM OPraHOM HCIIOJHHUTEIBLHONW BIACTH B
COOTBETCTBUH C YACTHIO 3 HACTOSIICH CTAThH.";

1) yacTb 6 JONOJIHUTH MPEJIOKEHUEM cielyrolero cojaepxkanus: "Ilopsiok BBo3a Ha TEPPUTOPHIO
Poccuiickoit @enepany MEAULMHCKUX M3ENNN, YKa3aHHbIX B IMYHKTax 1, 2 u 5 yactu 5 Hacrosuien
CTaThH (32 UCKIIOYCHHEM MEIUIIMHCKUX U3JENUN, YKa3aHHbIX B noamyHkrax "a", "B" um "r" mynkra 11
crarby 4 CorylalieHusl O €UHBIX NPUHIUIAX U NPaBUIaX OOpalIeHUs] MEIULIUHCKUX W3IeIui (M3aenuit
MEIULUHCKOTO Ha3HAYeHUs U MEJAULMHCKONW TEXHUKH) B paMKax EBpa3uiickoro s3KOHOMHYECKOr0 CO03a

ot 23 nexabps 2014 rona), ycranaBnuBaetcs [IpaBurensctBom Poccuiickoit @epepanun.";

Koncynprantllnroc: npumeyanue.
[Tm. "e" m. 2 ct. 1 BecTynaer B cuity ¢ 01.01.2022.

e) JOITIOJIHUTH YaCThIO 8.1 CJICAYIOMICTO COACPIKAHUA:

"8.1. TIpon3BOACTBO MEAMIMHCKUX W3JEIHM, MOAJEKAUIUX TOCYAapCTBEHHOW pErucTpaluu, a
TaK)K€ MEIULUMHCKUX H3IAEIUN, KOTOpPHIE HM3TOTOBJIEHBI MO WHIMBUAYAIBHBIM 3aKa3aM NALHUEHTOB, K
KOTOPBIM TPEIABIBISIOTCS CIEIHATIbHbIE TPEOOBaHUS MO HA3HAYEHUIO MEIUIIMHCKUX DPAOOTHUKOB,
JOJKHO COOTBETCTBOBATh TPEOOBAHUSM K BHEIPEHHUIO, TOIEPKAHUIO U OIIEHKE CHUCTEMBI YIPAaBJICHUS
Ka4eCTBOM MEIULIMHCKUX W3JCJIIMA B 3aBUCHUMOCTH OT IMOTEHIMAJIBHOIO pPHUCKAa HX TPUMEHEHHS,
yrBep)KaeHHBIM [IpaBurensctBoM Poccuiickonn @enepaunu. [lopsanok opraHuzanumyu U IPOBEACHUS
WHCIIEKTUPOBAHUS TIPOM3BOJICTBA MEIUIIMHCKUX H3JEIHI HAa COOTBETCTBHE YKA3aHHBIM TPEOOBAHUSIM
ycranaBnuaercs [IpaBurensctBom Poccniickoit denepanuu. Meroarka onpeaeneHus pasMepa IiaThl 3a
MPOBEACHUE TAaKOTO MHCIIEKTUPOBAHUSI YTBEPXKIAETCA YIOJIHOMOYEHHBIM (eepaibHbIM OpTraHoOM
HCITOJIHUTEILHOM BIacTH.";

) 4acTh 9 M3JI0KUTH B CIEAYIOIICH peIaKIIiu:

"9. 3a coBeplIeHHE YIIOJIHOMOYEHHBIM (pe/iepalbHbIM OpPraHOM UCIIOJHUTENIbHON BIIACTU JIEHCTBHIA,
CBSI3aHHBIX C OCYIIECTBICHHUEM TOCYIAPCTBEHHOW PErHCTPAlli MEIUIIMHCKUX W3ICITUH M PETUCTPaIiH
MEIULIUHCKUX H3JIEIUNA B COOTBETCTBHU C MEXIYHAPOJHBIMHU JOrOBOPAMH M aKTaMM, COCTABJISIOIIUMHU
npaBo EBpa3uiickoro S5KOHOMHYECKOTO COI03a, B3UMAETCs TOCY/IapCTBEHHAS MOIUINHA B COOTBETCTBHU C
3akoHoJaTenbcTBOM Poccuiickoit denepanyu o Hasorax u coopax.";
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3) Buactu 11:
NYHKTHI 6 U 7 U3JI0KUTH B CICAYIONICH PEIaKIIHH:
"6) kox O6mepoccHiickoro Kiaccuukaropa MPOayKIMH 110 BUAAM SKOHOMHUYECKOH JIeATEIbHOCTH;

7) HAaMMEHOBAaHUE U MECTO HaXOXKICHUs FOPUIMUECKOro JIMLA - YIIOJIHOMOYEHHOTO IPECTaBUTENs
MIPOU3BOANTENS (M3TOTOBUTENS) METUIIMHCKOTO U3ACTHS MU (haMIIIUs, UM U (€CITH MMEETCs) OTUECTBO,
MECTO JKHUTEJIbCTBA HMHAMBUIYAJIBHOTO IpEeIIpUHUMATENS] - YHOJHOMOYEHHOIO IPEeACTaBUTENs
MIPOU3BOIUTEINS (M3TOTOBUTEINS) MEIUIIMHCKOTO U3Ieus;";

JIOTIOJTHUTB MMyHKTOM 11 ciemyromero coaep:kanus:

"11) unble cBenenus, onpeaenseMsle [IpaButenscrBoM Poccuiickoit @enepanun.”;

Koncynprantllnroc: npumeyanue.
[T "u" . 2 ct. 1 Betynaer B cuity ¢ 01.01.2022.

1) IOTIOJHUTH YacThio 11.1 crienyromiero conep:kanus:

"11.1. Ha Tteppuropun Poccuiickoii ®enepauuu JOMYCKAETCSI HW3TOTOBJIEHUE, XPaHEHUE,
IIPUMEHEHHE, YTWIM3alUus WIA YHUUYTO)KEGHHE B IOPAJNKE, YCTAHOBICHHOM YIIOJIHOMOYEHHBIM
(benepaabHBIM OPraHOM HCIIOJHUTENFHOW BIIACTH, HE3apPETHCTPHUPOBAHHBIX MEAMIMHCKUX H3ACTHA JUIS
JMArHOCTHKH in Vitro MpHU HAIMYMK Yy MEAULMHCKONW OpraHu3alluK pa3pellieHuss Ha MPUMEHEHHE TaKoro
MEAUIMHCKOTO  M3JeNUs,  MPEJOCTaBICHHOIO  YIOJHOMOYEHHBIM  (pEEpaJIbHBIM  OpraHOM
UCTIOJHUTEJIBHOW BJIACTH, OCYIIECTBIISIIOIIUMM (YHKIMM 10 KOHTPOJIO M Haa30py B cdepe OXpaHbl
3n0poBbs. llopsaok mpenocraBieHusi, nepeo@opmileHUs, MOATBEPKIACHUSI U OTMEHBbI pa3pelieHus Ha
IPUMEHEHHE HE3apErUCTPUPOBAHHOTO MEIUIMHCKOTO M3JAENHs AN JUAarHOCTHKH in Vitro, a Takxke
TpeOOBaHUS K MEIWLUMHCKUM OpraHM3alusM, B KOTOPBIX M3TOTaBIMBAIOTCS U IPUMEHSIOTCS
HE3aperucTpUpPOBAHHBIE MEAMLMHCKUE HW3IENUs AJs AMArHOCTHKHM in Vvitro, ¥ TpeOOoBaHHsS K TaKuUM
MEAUIMHCKUM  u3fenusaM  yrBepxkpatorcss  [IpaButenbctBom  Poccmiickoit  ®denepaumu. 3a
IpeocTaBleHue,  mnepeoopMiieHHe W TOATBEPXKICHHWE  pa3pelleHus  Ha  IpUMEHEHUue
HE3apEeruCTPUPOBAHHOTO MEIUIIMHCKOTO M3JENMsl s JUArHOCTHKH 1n VItro, a TakKe 3a MpPOBEICHHE
HKCHEepPTH3bl KayecTBa, 0e30macHOCTH M 3((EKTUBHOCTH HE3aPETUCTPUPOBAHHOIO MEIUIIMHCKOIO
W3NSl IS IMarHOCTUKM In  VItro B LEISIX MPENOCTAaBICHUS pa3pelleHus Ha [pPUMEHEHHE
HE3aperuCTPUPOBAHHOTO MEIUIMHCKOIO H3JIeNusl JUIsl AMArHOCTHKM in VIitro MM MOJATBEPXKIEHUS
YKa3aHHOTO Pa3pelIeHus] B3UMAETCs TOCYJapCTBEHHAs MOLUIMHA B COOTBETCTBUU C 3aKOHOJATEIILCTBOM
Poccuiickoit @enepanuu o Hajorax u cobopax.";

K) 9acTh 13 U3JI0XKUTH B CIEIYIONIEH pelaKIuu:

"13. HemoOpokauecTBEHHOE MEIMIIMHCKOE HW3JENINe - MEAUIUHCKOE H3Jeine, KOTOpoe He
COOTBETCTBYET TpeboBaHUAM Oe30macHOCTH U 3(P(HEKTUBHOCTH METUITMHCKUX W3, TpeOOBAaHUSAM K
UX MapKUPOBKE, HOPMATUBHOM, TEXHUYECKON U IKCILTYyaTallMOHHON JTOKYMEHTAIlMU U KOTOPOE HE MOXKET
ObITH 0€30I1aCHO HUCITOJIB30BAHO MO0 HA3HAYEHUIO, YCTAHOBJIEHHOMY MPOU3BOAUTENEM (MU3TOTOBUTENIEM).";

1) nyHKT 1 yacTu 15 U3M0KUTH B ClIeyIONIEH pelaKIuu:
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"1) He3aperucTpUpOBAHHBIX MEAUIMHCKUX H3CIIUNA, 33 HCKIIOYCHHEM MEIUIIMHCKUX H3JCIHM,
YKa3aHHBIX B 4aCTH 5 HACTOSIIEH CTaThu;";

M) 4yacTb 16 IOMOJHUTH CIOBaMHU ", a TaK)Ke€ HE3apPETHCTPUPOBAHHBIX MEAULMHCKUX HM3ENUH, 3a

HCKJTIOUCHUEM MEIUIIMHCKUX U3JIeNINI, YKa3aHHBIX B YACTU 5 HACTOAIICH CTaTbu";

H) yacTh 17 AOMOJIHUTH ClOBaMHU ", a TakXe HE3apErMCTPUPOBAHHBIX MEAUIIMHCKUX U3JIEIUH, 3a
HCKJIIOUCHUEM MEJIUIIMHCKUX U3JIeNIMi, YKa3aHHbIX B YACTU 5 HACTOAIIECH CTaTbu";

3) myHkT 2 yactu 3 crathu 91.1 NOMOMHHUTH cjOBaMHu ", a TaKXKe MEIUIIMHCKHX OpTraHU3aIlHi,

MOJIBEIOMCTBEHHBIX (eZiepalbHbIM OpraHaM HUCIHOJHUTENbHON BJIAcTH, PYKOBOJICTBO JEATEIbHOCTHIO
KoTOpbIX ocymiecTBisieT [Ipesunent Poccuiickoit @enepanuu';

Koncynprantllnroc: npumeyanue.
I1. 4 ct. 1 BcTynaer B cuity ¢ 01.01.2022.

4) yactb 4 craThu 95 MOMOIHUTH MyHKTOM 1.1 ClIeyIOMIEro ComepIKaHHUs:

"1.1) nmpoBeneHHe TPOBEPOK  COOJMIOJEHUS  MEIULMHCKMMM  OpraHU3alUsIMH, KOTOPBIM
IPEJOCTABICHBl Pa3pelIeHus] Ha IMPUMEHEHHE HEe3aperuCTPHUPOBAHHBIX METUIMHCKUX W3ACIUN IS
IMAarHOCTHKHM In Vitro, TpeOOBaHMI K yKa3aHHBIM MEIWUIMHCKHM H3JCNHUSIM, a TaKXKe COOJIOJCHHUS
YKa3aHHBIMH MEIUIMHCKHUMU OpPTaHU3AIMAMH YCTAaHOBJICHHOTO TIOPSAJKA HW3TOTOBJICHHS, XpPaHEHUS,
NPUMEHEHHS, YTWIM3AIUA WIH YHHYTOXCHHUS HE3apETUCTPHUPOBAHHBIX MEAWIUHCKUX W3ICIUN s
JUArHOCTHKH 1n Vitro;";

5) B cratbe 96:
a) 4acTh | U3TOKUTH B CIIEAYIONIEH peIaKInu:

"1. MenuuuHCKIE U3eNus, HaXoAsuecss B oopaiienuy Ha Tepputopun Poccuiickoit denepanum,
MoJyIeXkaT MOHHUTOPUHTY O€30MacHOCTH B LENAX BBIABICHHMS M IPEIOTBpAILEHUs] HeOIaromnpHsITHBIX
coOpiTuii. Kitaccugukanys HeO1aronpusaTHeIX COOBITHIM yTBEPKIAETCsl YIIOTHOMOUYEHHBIM (eepatbHbIM
OpPraHOM HCHOJHMUTENBbHOM BIACTH, OCYLIECTBISIOUIMM (YHKIIMM IO KOHTPOJIIO M HaI30py B chepe
OXpaHbl 310pOBbS.";

6) B yactu 3 cioBa "MOOOYHBIX AEUCTBHM, HE YKa3aHHBIX B MHCTPYKLUH 1O MPUMEHEHUIO WU
PYKOBOJACTBE II0 3KCIUIyaTallMM MEIULUHCKOTO W3JENNs, O HEXKENATeIbHbIX pPEakUusix IIpU €ro
PUMEHEHUH, 00 OCOOEHHOCTSAX B3aMMOAEUCTBUS MEAMIMHCKUX M3JENUN Mexny coboif, o ¢hakrax u ob
0OCTOSITENILCTBAX, CO3/AIOLIUX YIPO3Y JKU3HU U 370POBbIO TPaKIaH U MEIULUHCKUX PAOOTHUKOB INpPHU
IPUMEHEHUH U SKCIUTyaTallud MEAMIMHCKUX M3/AEIUNA" 3aMEHUTh CJI0BaMH "HEOIaronpHusITHBIX COOBITUI
Ha BCeX dTamax oOpallleHHs COOTBETCTBYIOIIETO METUIIMHCKOro M3zenus Ha Tepputropun Poccuiickoit
denepanyy U TEPPUTOPHUIX APYTUX TOCYAapCTB';

B) JIOTIOJTHUTH YacThio 3.1 CleMyIomero coaepKanus:

"3.1. MoHHUTOpPHHT 0€30MaCHOCTH METUIIMHCKUX HW3JIEIHA OCYIIECTBISETCS TaKKe MOCPEICTBOM
aHaIM3a CBEJICHHUM, KOTOPBIC TMPEICTABISAIOTCS TPOU3BOAMUTENIEM (M3TOTOBUTEIEM) MEIUIIMHCKOTO
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u3zenus (ero yrnojJHOMOYEHHBIM MPEICTaBUTENIEM) WIIH JIMIIOM, OCYIIECTBIISIONIMM BBO3 Ha TEPPUTOPHUIO
Poccuiickoit  ®denepanuu  METUIIMHCKUX H3CIHA, B YIOJTHOMOYEHHBIH QeaepalbHbIii  OpraH
WCIIOJIHUTEIIBHON BIIACTH, OCYIICCTBISIONUMN (QYHKIMM TIO KOHTPOJIIO W HAI30py B chepe OXpaHbI
3JI0POBBSI, B YCTAHOBIICHHOM UM Topsiake.";

) 4acTb 5 TMOCJE CJIOB "MEIUIMHCKUX HW3ACNUU" JOMOJHUTH CJIOBaMU ", 3a HCKIIOYEHUEM

MEIMIIMHCKUX H3JCINH, 3apErHCTPUPOBAHHBIX B COOTBETCTBHU C MEKIYHAPOJIHBIMHU JIOTOBOPAMHU H
aKTaMH, COCTABJISIOIIUMHU MPaBo EBpazuiickoro S3KOHOMHUYECKOTO CO103a,";

1) B 4acTh 6 cjoBa "MOOOYHBIX JEHCTBUAX, HE YKa3aHHBIX B MHCTPYKIHH 110 MPHUMEHECHUIO WIIH
PYKOBOJCTBE TIO OKCIUTyaTallud MEIUIIMHCKOTO W3JCNHS, HEXEaTeIbHBIX PEaKIHUsIX IMpPH ero
MIPUMEHEHUH, 00 OCOOCHHOCTSAX B3aMMOJICUCTBHUS MEAMITMHCKUX H3JIETUN Mexay coboi, o dakrax u o0
00CTOSITENTLCTBAX, CO3/IAIONINX YIrPO3Y JKU3HU U 30POBBIO TPAXKIaH M MEAMIIMHCKUX PaOOTHUKOB MpPHU
NPUMEHCHHHA M DKCIUTyaTallid 3aperuCTPUPOBAHHBIX MEIMIMHCKUX U3ICIUH," 3aMEHUTh CJIOBaMHU
"HEOIArONPHUATHBIX COOBITHIX".

Koncynprantllntoc: npumeyanue.
Cr. 2 Berynaer B cuity ¢ 01.01.2022.

CraTtbs 2

Buectu B ®enepanbubiii 3akoH oT 4 mas 2011 roma N 99-®3 "O nuiieH3UpOBaHUU OTIEIBHBIX
Bu0B nestenpHocTH" (Cobpanue 3akoHOomartenscTBa Poccuiickoit ®enepamuu, 2011, N 19, cT. 2716; N
30, cT. 4590; N 43, ct. 5971; 2012, N 26, c1. 3446; N 31, ct. 4322; 2013, N 9, c1. 874; N 27, ct. 3477,
2014, N 30, ct. 4256; N 42, cTt. 5615; 2015, N 1, ct. 11; N 29, ct. 4342; N 44, ct. 6047; 2016, N 1, cT.
51; 2018, N 31, ct. 4838; N 32, cT. 5116; N 45, cT. 6841; N 53, cT. 8424; 2019, N 16, ct. 1817; N 25, cT.
3168; N 31, ct. 4441, 4457; N 52, ct. 7796; 2020, N 8, cT. 915; N 31, c1. 5029) cnenyromne nu3MeHEeHUS

1) nynkt 17 vactu 1 crathy 12 U3M0XKKUTH B CIEAYIOIIEH peIaKIuu:

"17) TexHuueckoe OOCITYKMBAaHUE MEIUIMHCKUX H3JENUN (32 HMCKIIOYEHHUEM ciyyas, €eciH
TEXHUYECKOE OOCITYXHBaHHE OCYILECTBIISETCS JUIsl oOecreueHus COOCTBEHHBIX HYXKJA HOPUANYECKOTO
Juia WJIKW HWHIAUWBUAYAJIBHOIO0 IMIPCANPUHUMATCIIA, a TaKXE ClIydasd TEXHUYCCKOIo O6CJIY)I(HB3HI/I$I
MEIULUHCKUX U3ENUI ¢ HU3KOM CTeNEeHbI0 NOTEHIIMAIbHOTO PUCKA UX IPUMEHEHUS);";

2) 4acTh 5 ctaThbu 22 MPU3HATH YTPATHBIICH CHITY.

Koncynprantllnroc: npumeyanue.
Cr. 3 Bcrymaer B cuiy ¢ 01.01.2022.

Ctatbsa 3

1. IOpI/II[I/I‘-ICCKI/IC Jiniia, HWHAUBUAYAJIBHBIC MPCANIPUHUMATCIN, HWMCIOIUC JIMICH3NUU Ha
ACATCIIBHOCTh 110 IMPOU3BOJACTBY W TCXHUYCCKOMY O6C.]'Iy>KI/IBaHI/IIO MG}II/IHI/IHCKOﬁ TCXHUKHU (33
HCKIIIOYCHHUEM  ClIydad, €CJIUh TCXHUYCCKOC O6CJ'Iy>KI/IBaHI/IC OCYHICCTBIIACTCA  JIA obOecrieueHus
COOCTBEHHBIX HY)XI OPUIUYCCKOTO JIMIOAa WIXM HWHIAWBHUAYAJIBHOI'O Hpe)IHpI/IHI/IMaTeJ'ISI), B 4YaCTHu
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TEXHUYECKOTro oOcCiyxuBaHusi 00s3aHbl mepeodopmMuth ux 10 1 suBaps 2024 rona Ha JHMIEH3UU HA
NEATETBLHOCTh TI0 TEXHUYECKOMY OOCTY)KUBAHUIO METUIIMHCKUX M3JICIHH (32 MCKIFOYCHUEM CITydasi, €CIIH
TEXHUYECKOE OOCITYXKMBAaHUE OCYIIECTBISIETCS Il OOecriedeHuss COOCTBEHHBIX HYXKI FOPHINYECKOTO
WA WIA WHIUBUIYAJBHOTO TPEANPUHUMATENSA, a TakKe CiIydas TEXHHYECKOro OOCITyKHBaHUS
MEIUIUHCKUX H3ACIMNA C HU3KOM CTENEHbI0 MOTCHIMAIBHOIO PHUCKA WX MPUMEHEHHUs) B TMOPSJIKE,
YCTaHOBJICHHOM cTathed 18 DenepanpHoro 3akoHa oT 4 mas 2011 roga N 99-@3 "O nuueH3upOBaHUU
OTIENLHBIX BUAOB JAEATEILHOCTH" .

2. B ciydae, yka3aHHOM B 4acTuW | HacTosAllEN CTaTbM, IPOBEPKA COOTBETCTBUS JIMILIEH3UATa
JMIIEH3UOHHBIM TPEOOBAaHUSAM MPU OCYHIECTBICHHUU NEATEIBHOCTH MO TEXHHUYECKOMY OOCIIY:KHBAaHUIO
MEAUIMHCKUX M3JENUN (32 UCKIIOYEHUEM Ciydasi, eClid TeXHUYECKOe OOCITyKUBAaHUE OCYIIECTBIISIETCS
st obecnieueHust COOCTBEHHBIX HYXK]I FOPHINYECKOTO JINLA WM WHAUBUIYAIBHOTO TPEAPHHAMATENS, a
TakKe Ciaydas TEXHHUYECKOro OOCIYXHBaHHS MEAMIMHCKHX HW3JEIHMM C HHU3KOH CTENeHbIO
MOTEHLMAJIbHOTO pPHUCKA UX MPUMEHEHMs) JMIEH3UPYIOIIMM OpPraHoM He OCyILecTBIseTcs (3a
UCKITIOYEHHEM CJy4aeB BHECEHMs] MU3MEHEHHUU B MEPEYCHb BBIMOIHSAEMBIX Pa0OT, OKa3bIBAEMbBIX YCIYT,
COCTaBJISIOUINX JTUIEH3UPYEMBIN BUJ 1€ATEIBHOCTH).

Ctatba 4

1. Hacrosiuuii @enepanbHblil 3aKOH BCTYNAET B CHIIy 0 UCTEYEHUU JIECATH JAHEU IOCIE THS €ro
ouLmanbHOr0 ONyOJMKOBaHMS, 32 HCKIIOYEHHEM IOJIOKEHUH, JUIsl KOTOPBIX HAcTOsIIeH craThei
YCTaHOBJIEH MHOW CPOK BCTYIUICHUS UX B CHILY.

nn nn

2. AG3arl BocbMoO#t noanyHkTa "B", moanyHKkThl "e" u "u" myHkTa 2, myHKT 4 ctaTthH 1, craTthu 2 U 3
Hacrosiero depepaabHOTO 3aKOHA BCTYMAIOT B cuily ¢ 1 stHBapst 2022 rona.

3. Ionoxxenust nyHKTOB 2, 3 ¥ 5 yactu 5 cratbu 38 deaepanbHoro 3akoHa ot 21 Hos6ps 2011 roga
N 323-®3 "OO6 ocHOBax OXpaHBI 370pOBbS TpaxknaaH B Poccuiickoii ®Deneparuu” mpuMeHSIOTCS 10 |
saHBaps 2027 roja BKIOYUTEIBHO.

IIpesuneHt
Poccniickoit ®enepanuun
B.IIYTHUH
Mocxksa, Kpemiib

30 ampesnst 2021 roga

N 128-®3
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