DenepanabHbiid 3aK0H PD. Crarbs 38.

MenunmuHCKHE U3AeJIuA.

1. MeIuIMHCKUMU U3AETHSMHU SBJISIOTCS JH00ble HHCTPYMEHTHI, alapatsl, IpuOOpbl, 000py10BaHHUE,
MaTEepUabl U IPOYUE U3JENHSL, TPUMEHIEMbIE B MEAULIMHCKUX LIENIAX OTACIBHO WM B COYETAHUU MEXKIY
co0O0M, a TaKKe BMECTE C APYTUMH MPUHAIC)KHOCTAMHU, HEOOXOAMMBIMHU Il IPUMEHEHHUS YKa3aHHbBIX U3CIIHi
110 Ha3HAYEHUIO, BKJIIOYAsl CIIEIMaIbHOE IIPOrpaMMHOe 00ecTieyeHre, 1 MpeHa3HaueHHbIE POU3BOAUTEIIEM
JUI PO UIIAKTUKH, TUATHOCTUKY, JICUCHUS U MEIUIIUHCKON peabuauTanuu 3a001eBaHi, MOHUTOPHHTA
COCTOSIHMSI OpraHU3Ma Y€JI0BEKa, IPOBEACHNS MEAULMHCKUX UCCIIEI0BAHNM, BOCCTAHOBIICHHUS, 3aMEIICHMUS,
M3MEHEHUs] aHaTOMUYECKOUN CTPYKTYpbI WK (PU3HOIOTHUECKUX QYHKIUI OpraHu3Ma, IpeJoTBpaIlleHHs] NN
npepbIBaHus OEpEeMEHHOCTH, (YHKIIMOHATHLHOE Ha3HAYSHHE KOTOPBIX HE PeaTu3yeTcs IMyTeM
($hapMaKoJIOrn4ecKoro, UMMYHOJIOTMYECKOI0, TeHETUYECKOTO UM METa0O0INYECKOTO BO3/IEHCTBUS HA OPraHu3M
yenoBeka. MeauuHCKue U3einsi MOTYT IIPU3HABAThCS B3aUMO3aMEHIEMbIMH, €CJIM OHU CPABHUMBI 110

(I)YHKI_[I/IOHaJ'II)HOMy Ha3HA4YCHHIO, KAYECTBCHHBIM U TEXHUYCCKUM XaApPaKTCPUCTUKaAM U CIIOCOOHBI 3aMEHHTH

Apyr apyra.

2. Me,Z[I/IHI/IHCKI/Ie HU3ACIINA ITOAPA3ACIIAOTCA Ha KJIaCChl B 3aBUCUMOCTH OT IMOTCHIUAIBPHOT'O PHUCKA UX
MPUMCHCHHUA U Ha BUJbI B COOTBCTCTBHHU C HOMeHKHaTypHOﬁ Knaccn(bm(auneﬁ MCOUILIMHCKHNX H3,Z[€J'IHI>1.
HOMGHKJ’IaTypHaH KJ'IaCCI/I(bI/IKaI_II/IH MCOULIMHCKHNX I/ISI[CJ'II/Iﬁ YTBEPKAACTCA YIIOJITHOMOYCHHBIM (bellepaHBHbIM

OpraHomM HUCITOJTHUTEILHOM BIIACTH.

3. OOpaieHre MeIUIMHCKUX M3AEIHi BKIIOYAeT B ce0s1 TEXHUUYECKUE UCIIBITAHUS, TOKCUKOJIIOTHYECKHE
UCCIIEI0BaHMSI, KIMHUYECKHE UCTIBITAHUS, SKCIIEPTU3Y KauecTBa, 3 (HEeKTUBHOCTH U OE30M1aCHOCTH
MEIULMHCKUX U3JIEIHNH, UX FTOCYAAPCTBEHHYIO PErHCTPALUIO, IPOU3BOICTBO, U3TOTOBIIEHUE, BBO3 HA
teppuroputo Poccuniickoit denepanuu, BeIBO3 ¢ Teppuropun Poccuiickont denepannu, MOATBEPKICHUE
COOTBETCTBUS, TOCYJaPCTBEHHBII KOHTPOJIb, XpPAaHEHHUE, TPAHCIIOPTUPOBKY, PEaIN3aluI0, MOHTAX, HaJla/lKy,
IIPUMEHEHNE, KCIUTyaTalllio, B TOM YHCJIE TEXHUUECKOE 00CIIy)KMBaHHE, IPEyCMOTPEHHOE HOPMATUBHOM,
TEXHUUYECKOH U (MJIM) HKCIUTYaTal[MOHHOM TOKyMEHTaluel IpOu3BOAUTENS (M3TOTOBUTENS), @ TAKKE PEMOHT,
YTHIIM3AIHIO WIH YHHYTOKEeHUE. [Ipon3BoanuTeNb (M3roTOBUTENh) MEIUIIMHCKOTO U3/IENUs pa3pabaThiBaeT
TEXHUUYECKYIO U (MJIM) SKCIUTyaTallMOHHYIO JOKYMEHTAIUIO, B COOTBETCTBUH C KOTOPOM OCYIECTBIISIFOTCS
MIPOU3BOJICTBO, U3TOTOBJICHHE, XpaHEHUE, TPAHCIIOPTUPOBKA, MOHTAX, Hajla/lKa, IPUMEHEHHE, IKCIUTyaTallusl, B
TOM YHUCJI€ TEXHUYECKOE 00CITy)KMBaHHE, a TAK)KE PEMOHT, YTUIM3ALHUS WM YHUYTOKEHUE METUIIUHCKOTO
nznenus. TpeGoBaHuUs K COAECPKAHUIO TEXHUUECKON U IKCIITyaTallMOHHON TOKYMEHTALUU POU3BOIUTEIS
(M3roTOBUTENS) MEAULIMHCKOTO U3/IENIUS YCTAHABIMBAOTCS YIIOJIHOMOYEHHBIM (heiepalbHbIM OPraHOM

HCITOJIHUTENLHOHN BIACTH.

3.1. JomyckaroTcs MpeayCcMOTPEHHbIE HOPMATUBHON, TEXHUYECKON U (MITH) SKCILTyaTallMOHHON
JOKYMEHTaIlMel MPON3BOAUTENS (M3TOTOBUTENS) TPAHCTIOPTUPOBKA, MOHTAX, Hajla/lKa, HACTPOIKa, KanuOpoBKa
MEIUIIMHCKOTO U3/IJIHs U UHBbIE NEHCTBUS, HEOOXOAUMBIE JIJIsl BBOJIa MEAMIIMHCKOTO U3/IENHSI B OKCILTyaTallnIo,

MNPUMCHCHUC, SKCILITyaTalysa, B TOM YHUCJIC TCXHUYCCKOC O6CJ'Iy)KI/IBaHI/Ie, U pCMOHT MCAUIUHCKOT'O U3ACIIUSA 110



OKOHYAHUU CPOKa JACUCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHUS Ha 3TO MEIMIIMHCKOE U3/IeTIUE, €CIIH CPOK

CITY’>KOBI (CPOK TOJHOCTH ) METUIIMHCKOTO U3/IETHS HE UCTEK.

3.2. 1o uctedeHus cpoka Ciay>O0bl (CpoKa TOAHOCTH) MEIUIIMHCKUX U3JIEIHH JOIMyCcKaeTcs: oOpalleHue TaKux
U3JIENIHIA, B TOM YHCIIe IPOU3BEICHHBIX B TEUEHUE CTa BOCBMUAECITH KaJlCHAAPHBIX JHEU MOCIe AHS MPUHITHS
YHIOJTHOMOYEHHBIM (peIepaibHBIM OPTaHOM HCIIOTHUTEIHHON BJIACTH PEILIEHUsI O BHECEHUU U3MEHEHUN B
JIOKYMEHTBI, COJIEP KAIUECS B PETUCTPAIIMOHHOM JI0ChE Ha MEUITMHCKOE U3JIeHe, B COOTBETCTBUU C

HH(I)OpMaHHeﬁ, CO,[[Cp)K&H.[GfICH B TAKUX NOKYMCHTAX OO AHA IMPUHATHA YKA3aHHOI'O pCHICHUA.

4. Ha tepputopuu Poccuiickoii @enepanuu paszpemiaercs oopalieHne MeIUIMHCKUX U3IeIUH, TPOLIeIIINX
rOCYJapCTBEHHYIO PETUCTPALMIO B IOPSAKE, yCTaHOBIEHHOM [IpaButenscTBoM Pocculickoit @enepauuu, u
MEIULUHCKUX U3ACIIHN, TPOLIECAIINX PETUCTPALIMIO B COOTBETCTBUU C MEXKIYHAPOIHBIMU JOTOBOPAMHU U

aKTaMH, COCTaBJISIOLIMMHU 1TpaBo EBpa3zniickoro 3KOHOMHUYECKOTO COI03a.
5. Ha teppuropun Poccuiickoit @enepanuy He perucTpUpyrOTCS:

1) MenuuuHCKUE U3eus, nepeunciaeHtbie B myHkTe 11 crtathu 4 CornameHus o eIUHbIX MPUHIUIIAX 1
MpaBujIax 0OpalleHUss MEIUIIMHCKUX U3EIHN (MU3AeNIUi METUIIMHCKOTO Ha3HAYEHUS U METUITMHCKOM TEXHUKH )

B pamkax EBpa3zuiickoro skoHoMudeckoro corosa ot 23 nexadps 2014 rona;

2) MeaUIMHCKHUE U3/1eUsl, BB€3EHHbIE Ha TeppuTopHio Poccuiickoit denepanuu 1uisi OKa3aHUsI METULIMHCKOM
ITOMOILIH I10 >KU3HEHHBIM ITOKa3aHUSAM KOHKPETHOI'O MTAlIMEHTAa HA OCHOBAHUU Pa3pEIIeHMs, BBIIAHHOIO B
nopsiike, ycranoBieHHoM [IpaButenscTBoM Poccuiickoit deaepanuu, ymoJHOMOYSHHBIM (peiepaabHbIM
OpraHOM UCHOJHHUTENBbHOM BIIACTH, OCYIIECTBISIIOIIMM (DYHKIIUK IO KOHTPOJIIO M HaA30py B chepe oXpaHbl

3A0POBbA;

3) MeIUIIMHCKHUE U3/eus, Mpou3BeacHHbIe B Poccuiickoit deneparuu 1uist SKCIOpTa 3a MPEeiibl TEPPUTOPHHI
EBpa3uiickoro 5KOHOMHU4ECKOTr0 COI03a U He MpeAHa3HAUYCHHBIE ISl IPUMEHEHHs Ha TEPPUTOPUU
EBpa3uiickoro s3kOHOMHUYECKOTO COI03a, & TAK)Ke Mpou3Be/IeHHbIe B Poccuiickoit Denepanuu st IpoBeACHUS

OIBITHO-KOHCTPYKTOPCKHUX paboT, CCIIE0OBAaHUM (MCTIBITAHUH);

4) MCIUIHUHCKUC U3JCIIHA, KOTOPBIC NPCAHAZHAYCHEI I NPUMCHCHHUA HAa TCPPUTOPUN MCKIYHAPOIAHOTO

MCIUIUHCKOI'0 KJIaCTCPa WKW HA TCPPUTOPHUAX NMHHOBATMOHHBIX HAYYHO-TCXHOJIOTHYCCKUX LICHTPOB,

5) MEIUIMHCKHE U3AETHs, PEICTABIAIONINE COO0H YKIIaaAKH, HAOOpBI, KOMITJICKTHI M allTeYKH, COCTOSIINE U3
3apEruCTPUPOBAHHBIX MEIULIMHCKUX U3AEIUH (3a UCKIIIOUEHUEM MEINLIMHCKUX U3/ENINM, CBS3aHHBIX C
MCTOYHUKOM 3HEPTUU WM 000PYOBAHHBIX HCTOUHUKOM 3HEPIUM) U (UJIM) JIEKAPCTBEHHBIX IIPENapaToB,
00BEeTMHEHHBIX 00IIEeH YIaKOBKOW, IIPH YCIOBUH COXPAaHEHHs BTOPUYHOH (OTPEOUTETHCKON) YIAaKOBKH HITH
NEPBUYHOIN yIaKOBKH JIEKAPCTBEHHOI'O IIperapara B ciayyae, €Cii BTOpuuHas (oTpeOuTenbekas) ynakoBka He
IIPEelyCMOTPEHA, TPOU3BOAUTENS (M3TOTOBUTENS) KAXKI0T0O U3 U3JEIUN U (UITH) JIEKapCTBEHHBIX MIPENapaToB,

BXOOAIIUX B YKAa3aHHBIC YKIIAJIKH, Ha60pI)I, KOMIUJICKTBI U alITCUKU, U TP YCIIOBUU COXPAHCHUA €€ MAapPKHUPOBKHU;

6) MEIUIIMHCKHUE U3/IEHs, KOTOPBIC MPeIHA3HAYCHBI )1 TUarHOCTHKHU 3a00JIeBaHUI ITyTEM MPOBEICHUS
HCCIIe0BaHMI 00pa3ioB OMOJIOTHYECKOr0 MaTepualia YeJIOBeKa BHE €ro OpraHru3Ma, H3roTOBJICHBI B

MCHHHHHCKOﬁ OpraHu3anu 1 IIPpUMCHAIOTCA B MCHHHHHCKOﬁ OopraHu3aluu, ux HM3rOTOBUBIIEH (L[anee -



HE3apeTUCTPUPOBAHHBIC METUITMHCKUE U3IEIHS I TUAarHOCTUKH 1n Vitro).

5.1. OcobennocTr oOparnieHus1, BKIIFOYasi 0COOCHHOCTH rOCYIapCTBEHHON PETUCTpaIlii, MEAUITMHCKUX
W3JIeNINi, KOTOPbIE TPeIHa3HAYCHBI ISl IPUMEHEHHS B YCIIOBUSX BOSHHBIX JEHCTBHMA, YPE3BBIYATHBIX
CUTyaIuH, MpeTynpeKIeHUS Ype3BbIYaliHBIX CUTYyAITUH, MPO(UIAKTHKY U JICUCHHS 3a00JIEBaHHM,
MPEJICTABIISIONINX OMACHOCTD JUIsl OKPY>KaIOIIUX, 3a00JIeBaHU U MOPAKEHUH, MTOTYYSHHBIX B PE3YJIbTATEe
BO3/ICHCTBUS HEOIArOMPUATHBIX XUMUYECKUX, OMOIOTHYECKUX, PATUAIIMOHHBIX (DaKTOPOB, U KOTOPHIE
pa3paboTaHbl B TOM YHCIIE TI0 33JaHuI0 (efepalbHbIX OPraHOB HCIIOHUTEIHHON BIACTH U (efepaTbHbIX
rOCyJIapCTBEHHBIX OPTraHOB, B KOTOPHIX (heJepaabHbIM 3aKOHOM MPEayCMOTpeHa BOCHHAS CTYK0a UITN

IpUpaBHEHHAs K Hel ciryk0a, ycranaBiuBatotcs [IpaBurenscrBom Poccuiickoit deneparyu.

5.2. Ha yka3zaHHbI€ B YaCTH 5 HACTOSIIEH CTaTbU METUIIMHCKUE M3/EIHsI HE pacCIpOCTPAHAIOTCS TPEOOBAHUS K
COJIEP’)KaHUIO TEXHUUYECKOM U 3KCILTyaTallMOHHON JOKYMEHTALMU IPOU3BOANUTENS (M3TOTOBUTEIS),
YCTaHOBJICHHBIE YIIOJTHOMOYEHHBIM (heZiepalbHbIM OPTaHOM MCTIOJTHUTEIBHOM BJIACTH B COOTBETCTBHHU C YACTHIO

3 HacTOMAIIEH CTAaThU.

6. [Topsnok BBO3a Ha Tepputoputo Poccuiickoit denepaniuu MEAUITMHCKUX U3IETUN B LIEJISX TOCY1apCTBEHHON
PErUCTpallMK YCTAaHABIMBACTCS YIIOJTHOMOYEHHBIM (heiepaibHBIM OpraHOM MCTIOJHUTENLHOM BiacTH. [lopsaox
BBO3a Ha Tepputoputo Poccuiickoi denepauny MEAUIUHCKUX U3AEJINHN, YKa3aHHBIX B MTyHKTaXx 1, 2 u 5 yactu 5
HACTOSIIICH CTaThH (32 UCKIIOUEHUEM MEIUIIMHCKUX M3JIENHM, YKa3aHHbIX B moanyHkTax "a", "B" u "r" myHkTa
11 crateu 4 CornameHust 0 €IUHBIX MPUHIIAIIAX U TIPaBUiIaX 00palleHnuss MeIUIIMHCKUX U3ASIUN (M31eTTnid
MEIUIIMHCKOTO Ha3HAYEHUS U METUITMHCKOM TEXHUKH) B paMKax EBpa3uiickoro s5KOHOMHUYECKOT0 COr03a OT 23

nekabps 2014 rona), ycranaBnuaercs [IpaBurensctBoM Poccuiickoit deneparun.

7. BBo3 Ha Tepputoputo Poccuiickoit denepaiu u BbIBO3 ¢ TeppuTopun Poccuiickoit denepanuu
MEIULMHCKUX U3CJIUNA B paMKax MPOBEAECHUS JOMMHI-KOHTPOJISL OCYIIECTBIIAECTCS B OPSAIKE, YCTAHOBICHHOM

IIpaBurensctBoM Pocculickoit denepanuu.

8. B 1emnsix rocy1apCTBEHHOW PEruCTpallui METULIUMHCKUX U3EIHUM B OPSAIKE, YCTAHOBICHHOM
YIOJTHOMOYEHHBIM ()eIepaIbHBIM OPTaHOM HCIIOTHUTEILHON BIACTH, TPOBOASITCS OIIEHKA COOTBETCTBHS B
dbopMe TEXHUIECKUX UCIIBITAHUN, TOKCUKOJIOTUIECKUX UCCIIeIOBAaHUH, KIMHUYECKUX UCTIBITAHUN U SKCIIEPTU3a
KauecTBa, 3QpPeKTUBHOCTH U 6E€30MACHOCTH MEAUIIMHCKUX U3JICIHMA, & TAK)KE UCIIBITAHUS B LIEJISX YTBEPKIACHHUS
TUIA CPEACTB U3MEPEHUI (B OTHOILICHUHN MEIUIIMHCKUX U3JEJHM, OTHOCSIINXCS K CPEJICTBAM U3MEPEHUN B
cdepe rocyJapCTBEHHOTO PETYIHPOBAHUS 00CCTICUCHUS ¢IMHCTBA U3MEPEHH, TEPEUeHb KOTOPBIX

YTBEPIKIAETCS YIIOJIHOMOYEHHBIM (he/IepaibHbIM OPTaHOM HCTIOIHUTEIILHON BIIACTH).

9. 3a coBepiiieHHE YyIOJHOMOYECHHBIM (DeiepaibHbIM OPTaHOM HCIIOTHUTEIIBHON BJIACTH JCHCTBUMN, CBI3aHHBIX C
OCYIIIECTBIICHUEM TOCYITAPCTBEHHOM PErrCcTpaIiii MEIUITMHCKIAX H3ACITUN M PETHCTPAIMH METUITTHCKUX
U3JICITHIA B COOTBETCTBUH C MEK/TYHAPOIHBIMH JJOTOBOPAMH M aKTaMH, COCTABIISIONIUMU TIPaBo EBpazuiickoro
HYKOHOMHYECKOTO COI03a, B3UMAETCSI TOCYIapCTBEHHAS MONUIMHA B COOTBETCTBHHU C 3aKOHOIATEIILCTBOM

Poccutickoii deneparuu o Hajorax u coopax.

10. B nopsiake, yctanoBieHHoM [IpaButensctBoM Poccutickoit @eaepanuu, ynoaTHOMOYEHHBIN UM

Q)eﬂepaJ'ILHHﬁ opran HCITOJIHUTEIILHOM BJIACTH OCYHICCTBJISICT BEACHUC I'OCYJAPCTBEHHOI'O pEeCTpa



MEIUIMHCKUX U3JIeIUHA U OpraHu3aiuil (MHAUBUAYAIbHBIX MIPEANPUHUMATENEH ), OCYIECTBIISIOMNUX
MIPOM3BOJICTBO U M3TOTOBJICHHE MEIUIIMHCKUX M3JIEIHM, U pa3MeIlaeT ero Ha CBoeM o(ulnaIbHOM CalfTe B CETH

"UnTepuer".

11. B rocymapcTBEHHBIN peecTp MEAUITMHCKUX U3ICTUI U OpraHu3aui (MHINBHIYaTbHBIX
MpeIPUHUMATENICH ), OCYIIECTBISIONUX TPOU3BOJICTBO M U3TOTOBICHUE METUIIMHCKUX U3/IETUI, BHOCATCS

CJIeIyIOIINE CBEICHUS:
1) HaMMEHOBaHUE MEAMITMHCKOTO U3/ICIIHS;

2) JaTta TOC}/I[apCTBeHHOI\/'I perucTtpauuu MEIUIUHCKOI'O U3JCJINA U CTO peTI/ICTpaI_II/IOHHHﬁ HOMCEp, CPOK

JENCTBUS pETUCTPAIMOHHOTO YI0OCTOBEPCHHSI,;

3) Ha3HAYCHHE MEIUIIMHCKOTO U3/IeTHS, YCTAHOBIEHHOE MTPOU3BOIUTEIICM;

4) BUJT METUITUHCKOTO H3/ICIIHS;

5) KJacc MOTEHIMAILHOTO PUCKA TPUMEHEHHUS MEAUIIMHCKOTO U3 IEIIHS;

6) ko OOIIepOCCHIICKOTO KITaCCU(PUKATOPA TPOAYKIIMH 10 BUIaM YKOHOMHYECKOU JIeATEITbHOCTH;

7) HAUMEHOBAHHUE W MECTO HAXOXK/ICHUS IOPUIAYECKOTO JIUIA - YIIOJTHOMOYEHHOTO TIPEICTaBUTEIIS
MIPOU3BOAUTEINS (M3TOTOBUTENS) MEAUIIMHCKOTO U3IETUs WiIH aMuiIust, UMs U (€CJIM UMEETCs) OTYECTBO, MECTO
KUTEIHCTBA UHANBUYUTBHOTO MPEANPUHUMATEIS - YIIOJTHOMOYEHHOTO MPEACTAaBUTENS TTPOU3BOUTEIIS

(M3roTOBUTEIISI) MEAUITMHCKOTO U3/ICIINS,

8) HauMEHOBAaHHUE U MECTO HAXOXKJICHUS OpTaHU3AINH - TPOU3BOIUTENS (M3TOTOBUTENS) MEAUITMHCKOTO
u3enus uin haMuius, uMs 1 (€CJIH UMEETCs) OTYECTBO, MECTO KUTEIHCTBA WHIUBU Y IBHOTO

HpeANpUHUMATEINS - TPOU3BOAUTEINS (M3TOTOBUTENS) MEUIIMHCKOTO U3IENINs;
9) anpec Mecta NPOU3BOJCTBA WIIM U3TOTOBICHUS MEAULIMHCKOTO U3JIEIHS;

10) cBefeHUs 0 B3aMMO3aMEHAEMBIX MEUIIMHCKUX U3JIENIUSAX;

11) unsle cBenenus, onpenensemsle [IpaBurensctBom Poccuiickoit @enepannu.

12. (DaJIBCI/I(pI/IL[I/IPOBaHHOC MCIUIHUHCKOC U3ACIIUC - MCAUIIMHCKOC U3CIINEC, COITPOBOKIAACMOC JIOJKHOM

uH(pOpMaLKel 0 ero XxapaKTepuCTHKax U (WIN) MPOU3BOAUTENE (M3TOTOBUTEIIE).

13. HenoGpokauecTBEHHOE MEIUIIMHCKOE H3/IENINe - MEJULIMHCKOE U3IeNINE, KOTOPOE HE COOTBETCTBYET
TpeGoBaHusAM 0e30macHOCTH M 3((HEKTUBHOCTH METUIIMHCKUX U3JIENIUH, TPeOOBaHUSAM K X MapKUPOBKE,
HOPMATHUBHOM, TEXHUUECKOM M IKCILTyaTallMOHHOHN TOKYMEHTAIlUU B KOTOPOE HE MOKET OBITh 6€301acHO

HCIIOJIb30BAHO IO HA3HAYCHUIO, YCTAHOBJICHHOMY IIPOU3BOJUTCIICM (I/IBFOTOBI/ITGJICM).

14. KonTpadakTHOE METUITMTHCKOE H3/IEIHE - MEUIIMHCKOE U3/IeNINe, HaXosmeecst B 000poTe ¢ HapyIIeHHEM

rpaxIaHCKOr'o 3aKOHOJATCIIbCTBA.



15. 3anpemaercst IpOU3BOJICTBO:

1) He3aperucTpUPOBAHHBIX MEAUITMHCKHUX WU3/ICTUH, 32 HCKIIFOUCHHEM MEAUIIMHCKUX U3JIeTNH, YKa3aHHBIX B

YacTH 5 HACTOSIIEH CTaThU,
2) hanbcupuIMpoBaHHBIX METUITMHCKUX U3/ICIIHH;

3) MEIULIMHCKUX U3JIEIHUH, COAEPIKAIMX STUIOBBIN CIIUPT, IO MECTY OCYLIECTBICHUS IPOU3BOJICTBA
bapManeBTHUECKON CyOCTaHIIMK CIIUPTA STUIIOBOTO (3TaHOJa) U (MJIN) 110 MECTY OCYILECTBIICHUS POU3BOCTBA

9TUJIOBOTO CIIUPTA;

4) MeIMIMHCKUX U3ETU, CoAepkKAIUX ATUIOBBIM CIUPT, HA OCHOBHOM TE€XHOJIOTHYECKOM 000PYAOBAaHUH IS
IPOM3BOJICTBA STUJIOBOTO CIIMPTA, yKa3aHHOM B IyHKTe 1.1 ctathu 14.1 @enepanabHOro 3akoHa ot 22 HOSOps
1995 roga N 171-®3 "O rocyjapcTBEHHOM pETyJINPOBAHUH IPOU3BOJICTBA U 000POTA ITUIIOBOTO CIIUPTA,

QJIIKOTOJIBHOM U CIIUPTOCOAEpKALIEH MPOAYKIUU 1 00 OrpaHUYeHUH MOTPeOIeHUs (PACIUTHS) aJIKOTOIBLHON

MpOyKIUH".

15.1. B cnyyae He0OX0AMMOCTH HCIIOIB30BAHMS STHIIOBOTO CIIMPTA, B TOM YHCIe (papMarieBTUIeCKOi
CyOCTaHIIUM CIIUPTa TUIIOBOTO (3TaHOJA), TIPY MPOU3BOJICTBE MEAUIIMHCKUX U3IEIUH, COMEPKAIIUX ITHIIOBBIHI
CIIMPT, B KAYCCTBE I[CﬁCTBymHIGFO u (I/IHI/I) BCIIOMOI'aTCJIBHOI'O BEIIECCTBA, d TAK)XKC B MHBIX TEXHOJIOI'MYCCKUX

HEeJIAX TOJDKHA OBITh UCTIOJIb30BaHa TOJIBKO (DapMalieBTHYECKask CyOCTaHIINS CIIUPTA STUIIOBOTO (3TAHOM).

16. 3anpemaercs BBo3 Ha TeppuToputo Poccuiickoit deaepannu GanbcupumpoBaHHBIX METUITHHCKUX
W31, HeJOOPOKAaYECTBEHHBIX METUIIMHCKUX U3/1€TUI U KOHTPaQaKTHBIX MEIULIMHCKUX U3ENNH, a TAKKe
HE3apErUCTPUPOBAHHBIX METUIIMHCKUX U3/IETUH, 32 HCKIIIOUEHUEM MEIULIMHCKUX U3/eNINi, YKa3aHHBIX B YaCTH

5 HacTosAIIEH CTaThH.

17. 3anpemaercs peanu3anus GparbcuGUIIMPOBAHHBIX MEIUITUHCKUX U3ICIIUN, HEA0OPOKAYECTBEHHBIX
MEIUIMHCKUX U3JIENUIA U KOHTPa(aKTHBIX METUIIMHCKUX U3/IEIIHH, a TaKXKe He3aperucTPUPOBAHHBIX

MCIHUIMHCKHUX H3,Z[eJ'IPII>i, 3a UCKITFOYCHUEM MCIUITMHCKUX PI3,[[CJ'IPII>1, YKa3aHHbIX B 44CTHU 5 HaCTOSIIEH CTaThH.

18. @anbcudupoBaHHble MEAUITUHCKHE N3N U HEA0OpOKaueCTBEHHbIE MEAULIMHCKUE U3/IENHs TIOJIeXkaT
U3BATHUIO U NIOCIIEYIOIEMY YHUUYTOKEHHUIO WIK BBIBO3Y ¢ Teppuropuu Poccuiickon @enepannu, a
KOHTpa(aKTHbIE MEUIIMHCKUE U3/ETHS - U3BATUIO U MOCIEAYIONIEMY YHHUTOXEHNIO. BBIBO3 ¢ TeppuTOpHH
Poccuiickoit @eneparuu GparbcuGUIMPOBAHHBIX METUITMTHCKUX U3JICTHI U HEJOOPOKaYECTBEHHBIX
MEIHUIMHCKUX U3JIEIINA OCYLIECTBIIETCS 3a CUET JIMIA, OCYILIECTBUBILIETO UX BBO3 HA TeppuUTOpHIo Poccuiickoit

denepauuu.

19. [opsAnoK yHUYTOKEHUS U3IBITHIX (HaTbCUPUITMPOBAHHBIX METUIIMHCKUAX U3IEINH, HEJJOOPOKAaYeCTBEHHBIX
MEAULMHCKUX U3JIeIUHA U KOHTpadaKTHBIX METUIIMHCKUX U3/l ycTaHaBiuBaercs [IpaBurenscTBoM

Poccuiickoit deneparum.



20. Pacxopl, CBA3aHHBIC C YHUUYTOKEHUEM (PaIbCH(UITIPOBAHHBIX METUITMHCKUX U3/ICIIUMN,
HEZ00pOKaYECTBEHHBIX METUIIMHCKUX U3AETUN U KOHTPaQaKTHBIX MEAULIMHCKUX U3ENINN, BO3MEIIAIOTCS UX

BJIaJCIIBLIEM.

21. B ycnoBusix upe3BbluaiiHON cuTyaluu U (MJIM) IpU BOSHUKHOBEHUH YTPO3bl paCIPOCTPAHEHUS
3a00J1eBaHuUs, IPEICTABIIAIONIETO ONACHOCTD JJIsl OKPY’KaIOIIKX, a TAKXKE B ClIyyae, €ClId B TeUCHHE TPUALATH
KaJleHAapHbIX JHeW nociie npuHsatus [IpasurensctBom Poccniickon denepanuu pemesus o MpoBEICHUU
MOHUTOPHHTA PO3HUYHBIX LIEH Ha MEIMIIMHCKHIE U3/IeNIUs Ha TeppUTOpuUsiX cyObekToB Poccuiickoit denepanuu
BBISIBJIEH POCT PO3HUYHBIX 1I€H HA MEAULIMHCKUE U3JIeNNs Ha TPUILATh IPOLIEHTOB U Oosee, [IpaBUTeIbCTBO
Poccuiickoii denepanuu BlIpaBe yCTAHOBUTH IIPEAEIBHBIE OTIIYCKHBIE LIEHBI IIPOU3BOJAUTEIICH HA MEIULIUHCKUE
U3JIeNus, MpeieNIbHbIe Pa3Mephl ONTOBBIX HaI0aBOK U MpeAeTIbHBIC pa3Mepbl PO3HUYHBIX Ha10aBOK K
(baKTHUECKUM OTIYCKHBIM IIEHaM IPOU3BOIUTENCH Ha MeTUIIMHCKHE u3enus. [lepeyeHb MeAMIIMHCKUX

U3JIenuil 1 mopsIoK ero opmupoBanus onpexaessitores [IpaBurensctBom Poccuiickoit @enepannu.

22. B TeueHue AeBSHOCTA KaJleHIapHbIX THEHN co AHs yTBepxkaeHus [IpaBurenscrBoM Poccuiickoit @enepanuun
NepeyHsl MEAULIMHCKHUX U3/IeJINN, YKa3aHHOTO B YacTH 21 HacTOsIEN CTaTby, HE TOMYCKAIOTCS peanu3anus u
OTIIYCK BKJIFOUEHHBIX B HET'O MEJUILIMHCKUX U3JEJIUN 10 [IEHaM, IIPEBBIILIAIOIINM IIPEAEIbHBIE OTIIYCKHBIE [IEHBI
MIPOM3BOIUTENIEH HA YKa3aHHbIE MEAULIMHCKHUE U3/IENHs, IPEeIeTIbHbIE pa3MepPhl ONTOBBIX Ha/10aBOK U
IpeJeNbHbIe pa3Mepbl PO3HUYHBIX HAa0aBOK K (PAKTMUECKUM OTILYCKHBIM IIEHaM IPOU3BOJUTEIEH C yIETOM

HaJiora Ha ,Z[O6aBJ'IeHHYIO CTOHMMOCTS.

23. B ycioBusix upe3BblYaiiHON CUTYalMK U (WJIU) PU BO3HUKHOBEHHUH YIPO3bl PACTIPOCTPAHEHUS
3a001eBaHus, TIPEACTABIISIFONIETO OMACHOCTh JIJIsl OKpY Karomux, [IpaButenscTtBo Poccuiickoit deaepanmu
BIIpaBE MPUHSATH PEllICHHE 00 YCTAaHOBIEHUHU OIPaHUYCHHI Ha OCYIIECTBICHUE ONTOBOW U PO3ZHUYHON TOPTOBIU
MEIUIMHCKUMHU U3IEIUSIMU, BKIIFOUYEHHBIMHU B onpeneisiemMblit [Ipasurensctsom Pocculickoit @enepanun

MEepCUCHb, Ha CPOK, HC HpeBBII_HaIOH_[Hﬁ ACBAHOCTA KAJICHAAPHBIX JHEH co JHS IMPUHATHUSA YKA3aHHOT'O PCUHICHUA.

AJpec CTpaHULIBI CO CTaTbEU:

https://sudsovetnik.ru/3axonsl/h3_006_ OCHOBaxX OXpaHbI 30POBBS_TpaxkaaH B_pd/cTaThs 38

Bce crateu. @enepanbhblii 3akoH PO O6 ocHOBax oXpaHbl 310poBbs rpaxaan B Poccuiickoit deneparym:

https://sudsovetnik.ru/3axonbl/h3_006_OCHOBaxX OXpaHbI 30POBBSl_TPaKIaH B
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