POCCUVCKAS ®EIEPALINSI
®EJEPAJBHBINA 3AKOH

O BHecennn n3meHennii B @enepanbHblii 3akoH «0O0 ocHOBaX OXpaHbI
3a0poBbis rpaxkaaH B Poccuiickoii ®enepaunn» u cratbn 12 n 22
®Penepaibroro 3akona «OQ JIMIEH3MPOBAHHH OTAEIbHBIX BHA0B
AeSTeJIbHOCTH»

ITpunsr I'ocypapctBenHoi ymoi 22 anpens 2021 rona

Ono6pen CoeToM denepanuu 23 anpeasa 2021 rogma

Cratba 1

Buectn B ®epepanbHbiii 3akoH oT 21 Hosi6ps 2011 roma Ne 323-03
«O06 ocHOBax OXpaHBl 3700pOBbs TIpaxjaH B Poccuiickoii ®Denepanun»
(Cobpanue 3akoHomarenscta Poccuiickoit @eneparmmu, 2011, Ne 48, cr. 6724,
2012, Ne 26, ct.3446; 2013, Ne 48, cr. 6165; 2014, Ne 30, ct.4257; Ne 49,
cT. 6927; 2015, Ne 1, ct. 85; Ne 10, ct. 1425; Ne 27, cr. 3951; Ne 29, cr. 4397,
2016, Ne 1, ct. 9; Ne 15, ct. 2055; Ne 18, cr. 2488; Ne 27, ct. 4219; 2017, Ne 31,

cT. 4765, 4791; Ne 50, ct. 7544, 7563; 2018, Ne 32, ct. 5092; Ne 53, cr. 8437,

Ty
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2019, Ne 22, ct. 2675; Ne 52, ct. 7770, 7799, 7836; 2020, Ne 13, ct. 1856; Ne 14,
cT. 2028; Ne 29, c1. 4516; Ne 52, cr. 8584) cnenyronnye u3sMeHEHMS:

1) mynxTt 15 yactu 1 ctaThu 14 H3I0XKUTH B CIIEAYIONIEH peOaKIlyiu:

«15) MoHMTOpHMHT 6€30MacHOCTH MEIUIMHCKUX W3IEHA, pPerucTpamus
NOOOYHBIX JeWCTBUH, HE YKa3aHHbIX B MHCTPYKUHH MO TNPHMEHEHHIO
WJIM PYKOBOJICTBE IO JKCIUTyaTalli¥d MEAUIMHCKOTO W3JeNHs, HeXelaTelbHbBIX
peakuui IIpH €ro IpUMEHEHUH, OCOOEHHOCTEH B3aMMOACHCTBHS MeIHIMHCKHX
U3Jenuid Mexay coboi, pakToB U OOCTOSTENBCTB, CO3NAIOIINX YIPO3y XU3HH H
3[I0POBBIO TpaXOaH W MEIUUMHCKUX paOOTHHKOB TIpM TPUMEHEHUH W
3KCINTyaTallud MEJULMHCKUX HU3JIeNHii (Hanee - HeGiaronpusTHele COOBITHA);»;

2) B cTarhe 38:

a) JOIIOJHUTH YaCTIMU 3y 3? CJICAYIOLLETO COAEPKAHMA:

3. Jlomyckatores IIPEAYCMOTPEHHbIE HOPMATUMBHOM, TEXHHUYECKOU
U (WJIM) SKCIUTyaTallMOHHOM JOKyMEHTanueld MpON3BOAMUTENS (H3rOTOBHUTEIS)
TPAHCIIOPTUPOBKA, MOHTAX, HallaJKa, HACTPOHKa, KAIMOpPOBKAa MEIHUIIMHCKOTO
U3JleNusi U MHBbIE AeHCTBHs, HEOOXOIUMBIE IJI BBOJA MEIUIIMHCKOTO H3IIENHS
B OKCILTyaTallUl0, NPUMEHEHHE, 3KCIUIyaTallls, B TOM UYHCJIE TEXHUYECKOe
oOCITy)KMBaHME, M PEMOHT MEIUIIMHCKOTO H3ZIeHs IO OKOHYAaHHH CpOKa
JEWCTBUsl PErMCTPALMOHHOIO YJOCTOBEPEHHS Ha 3TO MEIULIMHCKOE H3IeNIue,
€CJIU CPOK CITy>KOBI (CPOK FOJTHOCTH) MEAUIIMHCKOTO M3ENNs HE HCTEK.

3%, o ucTeueHus CpoKa CIIy>X0bI (CpOKa TOAHOCTH) MEIULIMHCKUX H3AeNuid

AOITyCKacTCA 06pameHne TaKuX H3JEJUi, B TOM YHCIE NPOU3BEACHHBIX



B TEUEHHWE CTAa BOCBMUIECATH KaJEHAAPHBIX MOHEH Toclie IHS HPUHATHS
YTIOJTHOMOYEHHBIM (peiepaNbHBIM OpPraHOM HCTIONIHUTEJIBHOM BJIACTH PEUICHUS
O BHECEHHH U3MEHEHHIl B IOKYMEHTHI, COZIep)Kalliecs B PErUCTPALHOHHOM JIOChE
Ha MEIMLMHCKOE H3JeNHe, B COOTBETCTBUM C HMH(poOpManued, comepxamencs
B TaKUX JOKyMEHTaX A0 JHS NPUHATHS YKAa3aHHOTO PEICHHS.»;

6) 4acTh 4 U3NOXKUTH B CIICAYIOLIEH pelaKknu:

«4. Ha tepputopuu Poccuiickoit ®@enepanuu paspeniaercs oOpalieHue
MEIULMHCKUX HW3JeNul, MpOLIEAIINX TIOCYyJapCTBEHHYIO pEeruCTpalyio B
mopsiike, ycraHoBieHHOM llpaButensctBoM Poccuiickoit ®enepauun, #u
MEIULIMHCKUX U3NeIUH, INpPOIIEAIINX PETUCTPAllMI0 B COOTBETCTBUH C
MEXIYHApOLHBIMHA  JOrOBOpaMM M  aKTaMH, COCTaBSIOIIMMHU  TPaBo
EBpa3uiickoro 3KoHOMH4Y€ECKOTro COI03a.»;

B) 4acThb 5 U3JI0XKHUTH B CIEAYIOLIEH pefakliuu:

«5. Ha Teppuropuu Poccuiickoit @enepaiiviu He perucTpupyroTCs:

1) MequuuHCKMEe u3Jenusa, IepedrciieHHble B myHKTe 11  crarpu 4
Cornamenust 0 e€OUHBIX NPUHLUIIAX W IpaBwiax oOpalleHus MeIULMHCKUX
u3nenui (M3Aenuid MeOULUMHCKOrO Ha3HA4YeHUs M MEJULHUHCKOM TEeXHUKM)
B paMKax EBpa3suiickoro skoHOMH4eCcKOro coro3a ot 23 aexabps 2014 rona;

2) MEIMLIMHCKUE HW3/IeNus, BBE3€HHbIE Ha TeppuTopuio Poccuiickoit
®enepauyu U1 OKa3aHUs MEIULIMHCKON MOMOIIM 10 )XKM3HEHHBIM IT0KA3aHUAM
KOHKPETHOI'O MalyeHTa Ha OCHOBaHHWH pa3pelleHus, BHIAAHHOTO B IOpSJKE,

ycraHoBieHHOM [IpaButensctBoM Poccuiickoit @enepaiiny, ynoJIHOMOYECHHBIM
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(denepanbHBIM OpraHOM HCHOJHUTEIBHOM BIACTH, OCYIIECTBIISIOIUM (YHKIMH
10 KOHTPOJIIO U HAaJ30pY B chepe oXpaHbl 3T0POBBS;

3) MequUUUHCKUE H3AeNds, Mpou3BeneHHble B Poccuiickoit ®enepanuu
JUIs1 OKCIIOpTa 3a Ipedenbl TeppUTopu EBpaszmiickoro SKOHOMHYECKOTO COH3a
M He IpelHAa3HAYCHHbIe MJId NpPUMEHEHWs Ha TeppuTopun EBpasuiickoro
3KOHOMHUYECKOr0 CO103a, a Takke IpousBefeHHbie B Poccuiickoli ®enepanun
JUII ~ TpOBEAEHHS]  OIBITHO-KOHCTPYKTOPCKHX  paboT,  HMCCleJI0BaHMiA
(ucniblTaHUM);

4) MeqMIMHCKYE WU3/eNUs, KOTOphble NpeJHa3HaueHbl JJis IPUMEHEHUsI Ha
TEPPUTOPUN MEXAYHAPOIHOTO MEIULIMHCKOTO KJlacTepa MU Ha TePPUTOPHIX
MHHOBAIMOHHBIX HAy4YHO-TEXHOJIOTUYECKUX [IEHTPOB;

5) MEOUIIMHCKHE W3JeNHs, IpeJCTaBisgione coboi ykimaaku, Habopsl,
KOMIUIEKTBl M aNTEYKH, COCTOSALIME M3 3aperuCTPUPOBAHHBIX MEIULUHCKHX
u3genuil (3a UCKIIOYEHHEM MEeIUIMHCKUX U3JENNH, CBA3aHHBIX C MCTOYHHKOM
SHEPrud WK 00OPYIOBaHHBIX MCTOYHHUKOM SHEPTUH) WU (WIH) JIeKapCTBEHHBIX
npenaparoB, OObeAUHEHHBIX OOIIed yNaKkoBKOH, NPU YCJIOBUHM COXPaHEHHUs
BTOPHUYHOU  (MOTPEOUTENHCKOM) YMaKOBKM WM TEPBUYHOM  YNaKOBKH
JIeKapCTBEHHOr0 MNpenapara B cliydae, €CJIH BTOpPHYHAs (NOTpeOUTEnhCKas)
yInaKkoBKa He IpeayCMOTpeHa, MPOHU3BOAUTENSA (M3TOTOBUTENSA) KaXKAOIO U3
u3fenuid U (WIM) JIEKapCTBEHHBIX I[PENnaparoB, BXOAAIIMX B YKa3aHHBIE
YKJIaAKh, HAOOpBI, KOMIUIEKTHl M aNTE€YKW, M TNpU YCJIOBHM COXpPAaHEHUsS €€

MapKHPOBKHY;
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6) MEOUITMHCKUE H3eNus, KOTOpble TNpeAHa3HA4YeHbl IJIs1 AUarHOCTUKHU
3a0osieBaHUI TyTeM NPOBEIEHUS HCCIeAOBaHUN 00pa3noB OHONIOTMUYECKOro
Marepuana 4YeloBeKa BHE €ro OpraHu3ma, H3TOTOBJICHBI B MEIHUIIMHCKOU
OpraHu3alyy U MPUMEHSAIOTCA B MEJIUIIMHCKOM OpraHu3aiiy, UX W3rOTOBMBIIEH
(anee - He3aperWCTPUPOBAHHBIE MEIUIMHCKUAE W3JENHS ISl TUArHOCTHKHU 1in
Vitro).»;

I') ZOTOJHHTE YaCTHIO 5° CIIEIYIOMIEro CONepKAaHHSL:

«5°%. Ha yka3aHHBIE B 9aCTH 5 HACTOSIIIIEH CTAThH MEIUIMHCKHE H3IeIHs
HE paclpoCTpaHsOTCs TpeOOBaHHMA K  COHECPXKAHUIO TEXHUYECKOHM H
JKCIUIyaTallMOHHOM  JOKYMEHTallUd  NPOU3BOAUTENS (u3roroBuTENSN),
YCTaHOBIIEHHBIE YIIOJHOMOYEHHBIM (pellepaqbHBIM OpPraHOM MCIIOJHUTEIHHON
BJIACTH B COOTBETCTBUU C YaCThIO 3 HACTOSILEH CTaThU.»;

n)4acTh 6 JOMONHUTH MpPEIIOKEHHEM CIEAYIOIErO COAEpIKaHU:
«Ilopsimox BBO3a Ha Tepputopuio Poccmiickoit ®denepanun MeIUIHHCKHAX
U3JeNUH, yKa3aHHBIX B HOyHKTax 1, 2 W 5 yactd 5 HacTosimed cTaTbu
(3a UCKITIIOYEHUEM MEIULIMHCKUX H3JeNIMi, YKa3aHHBIX B MIOAMYHKTAX «a», «B» U
«r» myHkTa 11 crarem 4 CornameHuss 0 €IUHBIX NPUHIMIIAX U [IpaBUiax
oOpalieHuss MEIUUMHCKUX H3ACNHiA (U3AeNUi MEeIUIUHCKOrO Ha3HAYeHUs W
MEIUIMHCKON TEXHUMKH) B paMkax EBpa3uiiCKOro 3KOHOMHYECKOIO COI03a OT
23 nexabpss 2014 roma), ycranaeBnuBaeTcs IIpaButenscTBoM Poccuiickoii
®enepanun.»;

e) JAOIIOJTHUTH 4aCTbIO 81 clcayrouero Coaepxxains:



«8'. [IpousBoacTBO MEJIMIIMHCKUX 17163 (15178 MOJIeXKAITHUX
rocyJlapCTBEHHON perucTpalyy, a TakKe MEIULUHCKUX HW3JeNHii, KOTopble
W3rOTOBIICHBl N0 WHAWBUAYAJBHBIM  3aKa3aM MalMeHTOB, K KOTOPBIM
NPENbBISAIOTCS CHelUalbHble TpeOOBaHHS 110 HA3HAUYEHHIO MEIULMHCKHUX
pabOTHUKOB, JIODKHO COOTBETCTBOBATh TpeOOBaHMAM K  BHEAPEHHUIO,
IIONACPKaHUIO M OLIEHKE CHCTEMBl YIpaBJIEHUS KadeCTBOM MEIULMHCKHUX
HU3ACIMIL B 3aBHCUMOCTH OT [IOTEHIHAJILHOTO pHCKA WX NpPUMEHEHHUS,
ytBep)kaeHHbIM  IlpaButensctBom  Poccuiickoit  ®epepamuu. Ilopsimox
OpraHu3alMi WU IPOBEACHUS HHCHEKTHPOBAHHA IPOM3BOACTBA MEIULIMHCKHX
M3eid Ha COOTBETCTBHE YKa3aHHBIM TpeOOBaHMSAM YCTaHABIIMBAETCS
IlpaBurensctBoM Poccuiickoit ®Megepannu. MeTtouka omnpeneseHuss pasmepa
IJIaTel 3@  TPOBEJEHHE  TaKoro  WHCIEKTUPOBaHUS  yTBepxKIaercs
YIIOJIHOMOYEHHBIM (eiepabHbBIM OpraHOM HCIIOTHUTEIHHON BIACTH. »;

%) 9acTh 9 U3NOXKUTH B CIEAYIOIIEH pelaKiuu:

«9.3a coBepileHHE YHOJHOMOYEHHBIM  (penepalbHbIM  OpraHOM
UCHOJIHUTEIbHOM  BJIACTH  AEHUCTBUM, CBA3aHHBIX C  OCYLLECTBICHUEM
rOCyJapCTBEHHOM perucTrpalud MeEIULMHCKUX W3LCIUA M  perucTpauuu
MEAUUMHCKUX H3JIeJIMi B COOTBETCTBHU C MEXAYHApPOAHBIMU OOrOBOPaMU H
aKTaMH{, COCTaBJISIOIIMMHM MNpaBo EBpa3suilckoro 3KOHOMHMYECKOIO COHO3a,
B3UMAETCSl TOCYJIJapCTBEHHas MOLIIMHA B COOTBETCTBUU C 3aKOHOAATEIBCTBOM
Poccutickoit ®enepanuu o Hanorax u coopax.»;

3) Byactd 11:
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IyHKTHI 6 U 7 U3TI0KUTH B CIIEAYIOIIEH penaKium:

«6) xon O6mmepoccuiickoro kiaccupukaropa MPOAYKIHMH 10 BHAAM
SKOHOMHYECKOH JIesiTeIbHOCTH;

7) HAUMEHOBaHUE M MECTO HaXOXACHHS OPUIWYECKOro JHIa -
YIIOJTHOMOYEHHOTO MIpeACTaBATES MPOU3BOAUTEINS (M3roToBUTENIS)
MEJIMIMHCKOTO M3JIeNusi Wik (paMuius, uMs U (eClii ©MeeTCs1) OTYECTBO, MECTO
JKUTEIbCTBA WHIMBHUAYAIBHOIO IpeANpUHHUMATEN - YIOJHOMOYEHHOIo
MpeACTaBUTENS NPOU3BOAUTENS (M3TOTOBUTEIIS) MEIULIMHCKOTO U3IETIHS;»;

JIOTIOJIHUTH IyYHKTOM 11 cnemyromiero comepxanus:

«11) unsie cBenmeHus, ompenensemele IIpaButensctBoM Poccuiickoit
Oenepanuu.»;

¥) ZOMOJHUTE YacTho 11° CIEAYIOLIEr0 COJEPKaHUs:

«11'. Ha tepputopun  Poccmiickoii ~ ®Denepauuu  OIIyCKaeTcs
V3TOTOBJICHUE, XpaHCHWEe, MNpPUMEHEHHe, YTUIHW3auusd WIH YHUYTOXKEHHE
B IIOPSIIKE, YCTAHOBJIEHHOM  YIOJHOMOYEHHBIM (efiepalbHbIM  OpraHoM
HCIIONIHUTENBHON BJACTH, HE3aPErUCTPUPOBAHHBIX MEIULIMHCKUX W3AENUANA IS
JIMarHOCTHUKH in Vitro npy HAJIMYHHM Y MEAMIMHCKOH OpraHM3ally pa3pelieHuns
Ha T[pUMEHECHHE TaKoro MEOUIAHCKOTO M3Jlenus, MpenoCTaBIEHHOIrO
YyIOJHOMOYEHHBIM  (efiepaIbHBIM  OpPraHoM  HCIOJHHUTEJIBHOM  BJACTH,
OCYHIECTBIIIIOIIMM (QYHKIMH IO KOHTPOJIO W Hag30py B cdepe OXpaHbI
3nopoBbs. I[lopsnok mnpepocraBieHus, nepeoGopMiIeHHs, MNONTBEPXKIEHUS H

OTMEHbI Pa3pCIICHUs Ha NMPUMCHEHUEC HE3APETrHCTPHUPOBAHHOIO MCAULUHCKOTO



u3enus Uil JUArHOCTUKHM in Vitro, a Take TpeOOBaHHSA K MEAMIHHCKHM
OpraHHU3aLMIM, B KOTOPBIX  HM3rOTABIHBAIOTCS U TIPUMEHSIOTCS
HE3aperuCTPUPOBaHHbIE MEAWIIMHCKUE H3IETHs IS JUArHOCTHKM in Vitro, u
TpeOOBaHUs K TAKMM MEIULIMHCKAM H3JENusM yTBepxkaatoTcs [IpaBuTeIbCTBOM
Poccuiickoit  @epepanuu.  3a mpenocraBiieHHe, — nepeodopMieHHE U
IOJTBEPXKACHUE  pa3pelleHMs  Ha IpUMEHEHHEe  He3aperHCTPHPOBAHHOTO
MEJIUIMHCKOTO HU3JeNus Ui AMArHOCTHKM In Vitro, a Takxke 3a MpOBEACHHE
3KCHEPTU3BI Ka4yecTBa, 6e3onacHOCTH " 3¢ (heKTUBHOCTH
HE3apEerucTpUPOBAHHOTO MEAMIIMHCKOIO H3AETHS Ijis JUArHOCTHKH in Vitro B
LensX NMpefOCTABIECHUS pa3pellieHrs Ha NMpUMeHeHWe He3aperuCTPHPOBAHHOTO
MEIUIUHCKOTO W3AeNus UL IMarHOCTHUKM 1in  Vitro WIM TONTBEPXICHUSA
YKa3aHHOTO  pa3pelleHusi B3UMaeTcss TroCyJapCTBeHHas  MOLUIMHA B
COOTBETCTBHUHU C 3aKOHOAATeNnbCcTBOM Poccuiickoit ®exepanuu o Hajorax H
cbopax.»;

K) 4acTh 13 U310XUTH B cleaylomeld peaaKiiiu:

«13. HepobpokayecTBeHHOe MEAMIIMHCKOE M3IEIHE - MEIULIMHCKOE
u3jeiime, KOTOpOE€ HE COOTBETCTBYeT TpeGoBaHHSIM O6€30MacHOCTH |
3QPEKTUBHOCTH MEJUIIMHCKUX H3IeNni, TpeOOBaHHIM K HMX MapKHPOBKE,
HOPMAaTUBHOH, TEXHUYECKON U IKCIUTyaTallUOHHOW NOKYMEHTallud M KOTOpoe
He MOXXeT OBITh 6€30MacHO HCIIOJIF30BAHO IO HA3HAYEHHIO, YCTAHOBJICHHOMY
IIPOU3BOJUTENEM (M3rOTOBHUTENIEM).»;

1) nyHKT 1 yacTu 15 U310XUTH B cleayIoLIei pegakiuuu:
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«1) He3aperuCTpUPOBAaHHBIX MEIULIMHCKUX H3AENIHUHA, 32 UCKIIOUYCHHEM
MEQULMHCKUX U3AENU, yKa3aHHBIX B 4aCTH 5 HAaCTOSALIECH CTaThu;»;

M) 4acTh 16 [OMOJNIHUTH CJIOBaMH «, a TakXXe He3aperHCTPHUPOBAHHBIX
MEAULUHCKUX U3AENH, 32 HCKITFOUEHHEM MEIUIMHCKUX U3/IeJNi, YKa3aHHbBIX B
YacTH 5 HACTOSIIEH CTATbH»,

H) 4yacTh 17 [ONONHUTH CIOBaMH «, a TaKKe He3aperuCTPUPOBAHHBIX
MEAMIUHCKUX U3IENNH, 338 UCKITIOUeHHEeM MEIULIMHCKUX U3JeNIuid, YKa3aHHBIX B
YaCTH 5 HacTOALIEH CTATBU»,

3) myHKT 2 wactd 3 cCTaThu 91! HomoNHMTB CHOBAMH «, a TaKKe
MEIULMHCKUX OpraHM3aliii, IMOJIBEIOMCTBEHHBIX (erepalbHBIM OpraHam
HCIIOJTHUTEIbHOH BJIACTH, PYKOBOJICTBO JIeITETHHOCTRIO KOTOPBIX
ocyuectBiseT lIpesuneHT Poccuiickoit @enepannm»;

4) uactp 4 crarby 95 OMOMHATH MyHKTOM 1' ClIeyromero comepKaHus:

«1 1) IIpOBEJCHUE MIPOBEPOK COOIOIEHUS MeIULIMHCKUMH
OpraHu3alusMH, KOTOPBIM MPEJOCTABJICHBl pa3pelleHhs Ha NPUMEHEHHE
HE3aperuCTPUPOBAHHBIX MENUIMHCKAX HW3IENHd Ui OUArHOCTHKHU in vitro,
TpeOOBaHUH K YyKa3aHHBIM MEJMIMHCKAM H3IEITUsAM, a TaKxke COOIIogeHus
yKa3aHHBIMH MEJMLMHCKMMM OpraHM3alusMA YCTaHOBJIEHHOIO MOpPsAKa
W3TOTOBJIEHUS, XpaHEHUs, IIPUMEHEHMs, YTUIW3alUW WIH YHUYTOXKEHMS
He3aperucTpUpPOBaHHBIX MEIUIMHCKUX U3AENUN U1l NUarHOCTHKH in Vitro;»;

5) B crathe 96:

a) 4acTh 1 U3JI0XKHUTH B ClIeAyIOLIEN pelaKIuu:
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«1. MeguitnaCcKHe W3enus, Haxoasdmuecs B oOpalieHud Ha TePPUTOPUU
Poccuiickoii ®enepauun, NHOJJjeKaT MOHUTOPUHIY O€30IIaCHOCTH B IIENIAX
BBIABJICHUS M NpPENOTBpAaIieHHus HeOnaronpusaTHRIX coObiTuil. Knaccuduxanms
HeOIaronpusATHEIX COOBITHI YTBEpPXKIAeTCSA YIOJHOMOYEHHEBIM (heaepaabHbIM
OpraHoOM HCIIOJIHUTENBHOU BIIACTH, OCYIIECTBISIOMMM (DYHKIHH 110 KOHTPOJIO
¥ Ha/130py B cepe oXpaHbl 370POBBAL.»;

6) B yacti 3 cioBa «OOOYHBIX NEHCTBUM, HE yKa3aHHBIX B MHCTPYKIUH
[0 MPUMEHEHHUIO WM PYKOBOZACTBE IO 3KCIUTyaTalldyd MEIUIMHCKOTo W3Zenus,
O HEeXeNnaTelIbHBIX peaklusAX TIMpH ero IpHUMeHeHHH, 00 0coOeHHOCTAX
B3aMMOIEHCTBUS MEOWLMHCKUX H3Jenuii Mexnay coboid, o ¢akrax
1 00 00CTOSTENBCTBAX, CO3JAIOIIMX YIrpo3y JKU3HHM U 3J0POBBIO TpaKAaH
Y MEIMIIMHCKUX PaOOTHUKOB IIPH INPUMEHEHUHU M DKCIUTyaTallM¥ MeIUIUHCKHUX
W3MIEHIT» 3aMEHHTHh CIIOBAaMH «HEONIarompusATHBIX COOBITHH Ha BceX 3Tamax
oOpallleHHsT COOTBETCTBYIOLIEI0 MEAMIMHCKOro W3JeNHsl Ha TEeppUTOpUH
Poccuiickoit @enepanuu U TEPPUTOPULX IPYTHX FOCYIapCTB»;

B) JIOITOJIHMTB YaCTHIO 3' CIEAYIOIEro COLepIKaHMS:

«3'. MoHuTOpHHT 6€30N1acHOCTH MEIUIMHCKIX H3/IENHI OCYIECTBIAETCS
TaK)Ke€ IIOCPEACTBOM  aHajiu3a CBEICHMM, KOTOpbIE  IIPEACTaBISAIOTCS
MIPOU3BOJUTEIIEM (M3roTOBUTENEM) MEIUIMHCKOTO U3Jenvs (ero
YIOJHOMOYEHHBIM IIpeACTaBUTENIEM) WIM JIMIIOM, OCYLIECTBIISIOIIMM BBO3 Ha
TEPPUTOPHUIO Poccuiickoii ®enepanuu MEIULMHCKAX U3JeNnH,

B ynOHHOMO“IeHHHﬁ (benepanbmﬂﬁ opran HCIIOJIHUTEIbHOMN BJIaCTH,
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OCYUISCTBIISIIOIIMKM (QYHKIIMM 1O KOHTPONIO W Haa30py B cdepe OXpaHbl
340POBBS, B YCTAHOBJIEHHOM HM IIOPSIIKE.»;

T) 4aCTh 5 MOCJE CJIOB «MEIMIUMHCKHX H3JIeJIHi» JOIOJHHUTL CJIOBaMU
« 3a HCKIIOYCHHEeM MEIOUIHHCKUX  M3JIEeJHi, 3aperuCTPUPOBAHHBIX
B COOTBETCTBHHM C MEXIYHApOJHBIMU JOTOBOPaMH M aKTaMH, COCTaBIAIOMIUMHU
npaBo EBpa3uiickoro 3KOHOMHYECKOTO COH03a,»;

1) B 4acTu 6 clioBa «MOOOYHBIX AEHCTBUSX, HE YKa3aHHBIX B MHCTPYKIIUH
[0 IPUMEHEHHUIO WIH PYKOBOACTBE IO AKCILTyaTalliy METUIIMHCKOrO U3IEHs,
HeXeNaTeNbHBIX peakUusAxX TpH €ro INpuMeHeHHH, 00 0COOEeHHOCTSIX
B3aUMOJICMCTBUS MEIMIMHCKUX M3JeNuMd Mexny coboif, o ¢akrax
¥ 00 OOCTOSITENIBCTBAX, CO3HAIOIMIMX YIPO3y JKW3HH M 3J0POBBIO TpaXKIaH
U MEJUIMHCKUX  pa0OTHUKOB TNpH  TPUMEHEHHMH W  JKCIUTyaTaluu
3aperUCTPUPOBAHHBIX  MEIUIMHCKMX  HM3JENUid,»  3aMEHUTh  CJIOBaMH
«HEOJIarOmPUATHBIX COOBITHIX>.

CraTbs 2

Buectu B @epepanbHbiii 3akoH oT 4 mas 2011 roma Ne 99-®3
«OQ  IUUEH3WpOBaHMM  OTAENBHBIX BHAOB JesrensHocTH»  (CobOpanue
3akoHojarenbcTBa Poccuiickoir ®epepaumm, 2011, Ne 19, cr. 2716; Ne 30,
cT. 4590; Ne 43, ct. 5971; 2012, Ne 26, ct. 3446; Ne 31, ct. 4322; 2013, Ne 9,
ctT. 874; Ne 27, cr.3477; 2014, Ne 30, ct.4256; Ne 42, ct1.5615; 2015, Ne 1,
cr. 11; Ne29, ct.4342; Ned4, cr.6047; 2016, Ne 1, cr.51; 2018, Ne 31,

cT. 4838; Ne 32, cr.5116; Ne 45, cr.6841; Ne53, crt.8424; 2019, Nel6,
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ct. 1817; Ne 25, c1.3168; Ne 31, ct. 4441, 4457; Ne 52, ct. 7796; 2020, Ne 8,
cT. 915; Ne 31, ct. 5029) cnenyromue u3MeHEHUS:

1) myskr 17 vactu 1 crarsu 12 W310XKATE B clieAyOLed peJaKLym:

«17) TexHu4deckoe obcy)xuBaHuE MeIUITHCKUX U3Aenui
(32 HCKIIIOYEHHEM ClTydasi, €CIi TeXHHYecKoe OOCIyXMBaHUE OCYILECTBIIAETCS
st obecmedeHMsT  COOCTBEHHBIX  HYXI  IOPHAMYECKOro  JiMia  WIH
WHIUBUIYAILHOTO TpPEeNlpUHUAMATENS, a TakkKe Ciaydas TEeXHHYECKOro
00CITy)XMBaHHUSI METUIIMHCKUX H3JEIHA C HU3KOW CTENeHbI0 MOTEHIUAIBLHOTO
PHUCKa UX IPUMEHEHHS);»;,

2) yacTh 5 cTaThy 22 NIpU3HATh YTPATUBILEH CHITY.

Cratban 3

1. Opugudeckue nuia, HHIWBUAYAJIbHBIE MPEeIIIPUHUMATENH, UMEIOLINE
JIMLIEH3UH Ha JeATeIFHOCTD 110 MPOU3BOJICTBY M TEXHHYECKOMY OOCITyKHBaHHIO
MEIUIIMHCKONK TEeXHUKH (32 HCKIIOYEHUEM Ciydas, ecld TEeXHUYECKOe
o0CIy>XUBaHHE OCYINECTBISeTCS M ofecredeHus: COOCTBEHHBIX HYXA
IOPHANYECKOTO IMIa WM MHAUBUAYAITBHOTO npeanpuHuMarens),
B 4YaCTH TEXHHYECKOro OOCIyXHBaHHSA 0053aHBl NepeoPopMUTH  HX
no 1 saBaps 2024 roga Ha JULEH3UM Ha JACATEIBHOCTH IO TEXHUYECKOMY
0o0CITy)XMBaHUIO MEIULUHCKUX H3IeNUid (32 HCKIIOYEHHEM Ciy4das, €clH
TEXHUYECKOe OOCITyKUBaHUE OCYIIECTBIAETCS Ui obecriedeHus] COOCTBEHHBIX
HYX]I IOpUIAYECKOr0 JIUIA WM MHAMBULYAIBHOTO IIPEANPUHUMATES, a TAKKe

cliydass TEXHHYECKOro O6CJIy>KI/IBaHI/ISI MEJHNIIMHCKUX H3JEJIMA C HU3KOH
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CTENEHBIO [TOTEHIHAIBHOTO PUCKa WX NMMPUMEHEHUS) B TTOPSIKE, YCTAHOBJIEHHOM
cratbeit 18 ®epepanpHoro 3akoHa oT 4wmas 2011roma Ne 99-03
«O nUUEeH3UPOBaHUM OTAENBHBIX BUIOB JeSTEIEHOCTH.

2.B cnywae, yka3zaHHOM B d4acTu | HacTosied cCTaThbH, IpPOBEpKa
COOTBETCTBHS JIMIEH3UATA JTUUEH3MOHHBIM TpeOOBaHUSAM IIPH OCYIIECTBICHHUH
JEATEJIBHOCTU MO0 TEXHUYECKOMY OOCITYXHBaHHIO MEIUIIMHCKUX W3IeTuil (3a
HCKIIIOYEHUEM CIIyYasi, €CJIM TEXHHYECKOe OOCITyKUBaHHE OCYILECTBIAECTCS IS
obOecneueHus: COOCTBEHHBIX HYXX] IOPHAMYECKOTO JIMIA W WHIUBHIYAIFHOTO
OpeAlpUHUMATENI, a TakXke clydas TEeXHHYEeCKOro  OOCIyXHBaHHUSA
MEIULIMHCKUX M3JeNUMHA C HU3KOM CTENeHbI0 NOTEHLIMAIBHOIO pHCKAa HX
IIPEMEHEHH ) TMUEH3UPYIOIHUM OPTraHOM He OCYIIECTBIAETCA (32 HCKIIIOUEHUEM
CIIy4aeB BHECCHHS] U3MEHEHU B NepevdeHb BBINONHIAEMBIX paboT, OKa3bIBaEMbIX
YCIYT, COCTABIISIIOIIMX JIUIEH3UPYEMBIA BUI AESITENHHOCTH).

Crartbs 4

1. Hacrossmuid @epepanbHblii 3aKOH BCTYHNAeT B CHIY II0 HMCTEYEHHH
IEecATH [HeW mocie AHS ero oQpUIHaIbLHOrO OIyOJIMKOBaHUS, 32 UCKIIOYEeHHEM
[IOJIOXKEHUW, MJi1 KOTOPBIX HACTOSIUEH CTaTheld YCTAaHOBJIEH MHOW CpPOK
BCTYIUIEHUS UX B CUITY.

2. AG3a1r BOCBMO#H MOANYHKTa «B», MOJIMYHKTHI «€» M «H» MYyHKTa 2,
IIyHKT 4 ctaTteu 1, crathu 2 u 3 HacTosero PenepanbHOro 3aKoHa BCTYNAIOT B

cuny c 1 suBaps 2022 rona.
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3. Ilonoxxenust myHKTOB 2, 3 1 5 yactu 5 crateu 38 PenepansHOro 3aK0Ha
oT 21 nHosi6ps 2011 roga Ne 323-03 «O6 ocHOBax 0XpaHbI 37J0POBBS IPaXKAaH B
Poccuiickoii  ®enepammu» npumenstores no 1 sgaBaps 2027 rogma

BKIIFOYHTECIILHO.

B.Ilytun

Mocksa, Kpemnb
30 anpens 2021 roaa
No 128-@3



