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N3MEHEHMUA,

KOTOpbIe BHOCATCH B aKkThI [IpaBuTenbcTBa Poccuiickoit @enepaunu

1. B nynkre 22 IlonokeHuss o0 orJiaTe AOMOJHUTEIBHBIX PACX0J0B
Ha MEJUIMHCKYI0, COLUAIBHYI0 M MNpo(ecCuoHaIbHYI0 peaduIUTaLUI0
3aCTPAaXOBAHHBIX JIMIl, MOJYYUBUIMX MOBPEXKICHHE 3J0POBbS BCJEACTBUE
HECYACTHBIX CIIy4aeB Ha IPOU3BOJACTBE M MNpPo(deCcCHUOHANBHBIX 3a00JI€BaHUM,
yTBEpKIAeHHOro mnocraHoBieHneM IIpaButensctBa Poccuiickonn dPenepanun
or 15mas 2006r. Ne286 "OO yrBepxkiaenun Ilonoxxenuss 00 oruiare
JOTIOTHUTEIbHBIX pacxo10B Ha MEJUIUHCKYIO, COLIMAJIBHYIO
u 1podeccHOHaNbHYI0 pPEAOUSIUTALMIO 3aCTPAaxOBAaHHBIX JIMI[, IOJTYYMBIIUX
MOBPEXJICHUE 370pOBbs BCJIEACTBHE HECYACTHBIX CIy4yaeB Ha MPOU3BOICTBE
u  npodeccuoHanbHbix  3a0oseBanuii"  (CoOpaHue  3aKOHOAATENbCTBA
Poccuiickoit ®enepanuu, 2006, Ne 21, cr. 2263; 2011, Ne 14, ct. 1929; 2017,
No 25, cr.3693; 2023, Ne3l, ct.6054; 2024, No31, cr.4640), cnosa
"(amOynaTopusiMu, (peapAepCKUMUA U (PesIbIIIepPCKO-aKyIIEPCKUMH TyHKTAMH,
neHTpamMu  (OTAENCHUsIMH) 0OIme BpaueOHOW (CeMeWHOM) mpaKTUKH)"
UCKITIOUHUTb.

2.B nocranoBnenun IIpaBurensctBa  Poccuiickon — ®denepanumn
ot 29 oktsa0pst 2010 r. Ne 865 "O rocyaapcTBEHHOM pETyJIMPOBAHUU IIEH
Ha JIEKAPCTBEHHbIE IIpenaparbl, BKJIIOYEHHbIE B TMEPEUYECHb >KU3HEHHO
HEOOXOJIUMBIX M BaXXHEUIIMX JeKapcTBeHHbIX rmpemnaparoB" (CobpaHue
3akoHonarenbcTBa Poccuiickon @enepanun, 2010, Ne 45, ct. 5851; 2015, No 38,
cT. 5302; 2016, Ne 6, ct. 853; 2019, Ne 51, ct. 7649; 2020, Ne 40, ct. 6271):

a) B a03aile maToM nyHKTa 1 cioBa "opraHaMu MCHOJHUTEIBHON BiacTH"
3aMEHUTH CJIOBAMM "HCIIOJHUTEIIBHBIMU OpraHaMHu '

0) B IlpaBunax ycTaHOBJEHUS OpraHaMHl HCIOJHUTEIBHOM BIACTH
cyowrekToB Poccuiickoii denepannu npeieabHbIX pa3MEpPOB ONTOBBIX HaA0aBOK
U TPEJIEIbHBIX Pa3MEpPOB PO3HUYHBIX HAJA0aBOK K (PAKTUYECKHM OTITYCKHBIM
[IEHAM, YCTaHOBJICHHBbIM IPOU3BOJUTENSIMU JIEKAPCTBEHHBIX MPENapaTos,
Ha JICKapCTBEHHbIE  IMpEnapaThl, BKIIOYEHHbIE B MEPEYCHb KU3HEHHO



HEOOXOJMMBIX M BAXKHEWILIMX JIEKAPCTBEHHBIX IPENApPaTOB, YTBEPKICHHBIX
YKa3aHHBIM IIOCTAHOBJICHUEM:

B HAaMEHOBAHHH CJIOBAa "OpPraHaMy HCIIOJIHUTEIBHOM BJIACTU' 3aMEHUTH
CJIOBaMH ''MCIIOJTHUTEIBHBIMA OpraHamu'’;

B ITyHKTE 1:

B aO3aie nepBoM cioBa "OpraHbl UCMOJTHUTEIBLHON BIacTU" 3aMEHUTH
cnoBaMu "MCIIOTHUTENBHBIE OPTaHbl';

B a03arie BTOpoM cioBa "(aMOynatopuid, Gpenpamepckux U (HeabaepeKo-
aKyIIepCKUX IYHKTOB, NEHTPOB (OTACICHMI) 00mIel BpadyeOHOU (CEeMEWHOM)
MPaKTUKH)" UCKITFOUUTB;

B a03are mepBoM myHKTa 2 cioBa "OpraHbl HCIIOTHUTEIBHOW BIacTH"
3aMEHUTH CJIOBAMH " VICIIOJIHUTENBHBIE OPTaHHbI ' ;

B IyHKTE 3 ciioBa "OpraH UCHOJHUTENBHON BJIACTH" 3aMEHUTH CIIOBAMU
"HcnomHnTeNbHBIN OpraH';

B ITYHKTE 4:

B a03arie mepBOM ciioBa "OpraHa WCTIOJHUTEIHHOW BIACTH" 3aMEHHUTH
CIOBaMH "MCIOJHUTENBHOTO Oprana’;

B noamyHkrte "0" cioBa "OpraHoM HMCHOJHUTEIBHOW BIACTU" 3aMEHUTH
CJIOBaMH '"MCIIOJTHUTEIBHBIM OPTaHOM "

B IIYHKTE 6 clIOBa "OpraH MCIOJHUTEIBHOM BIIACTH" 3aMEHUTH CIIOBAMU
"ACIIOTHUTENBHBINA Opran";

B ITYHKTE 7:

B a03ale mepBoM ciioBa "OpraH HCIIOJTHUTEIHLHOM BIacTH" 3aMEHUTH
CJIOBaMU "MCITOJTHUTENBHBIN OpraH";

B a03ale BTOpPOM cCJioBa "OpraHoM HMCHOJIHUTEJIBbHOW BIAcTU" 3aMEHUTHh
CJIOBaMH '"MCIIOJTHUTEIBHBIM OPTaHOM "

B a03alle YeTBEPTOM CJIOBa "OpraHa MCIOJHHUTEIHHON BIAcTU" 3aMEHUTH
CIOBaMH "MCIOJHUTENBHOTO Oprana’;

B NOANyHKTE "n" myHKTa 8 ciaoBa "OpraHa WCIOJHHUTEILHOW BIIACTH'
3aMEHHUTH CJIIOBAMH 'MCIOJIHUTEIBHOTO OpraHa’;

B nyHktax 10 - 12 cnoBa "Opran UCHOTHUTENBHOW BJIACTU" 3aMEHUTH
cnoBaMu "MCIIOTHUTENBHBIN Opran";

B yHKTE 13 cimoBa "oprana MCMOJHUTENLHON BJIACTH" 3aMEHUTH CIIOBAMU
"ACIIOIHUTENBHOTO OpraHa';

B) B llpaBumax ¢opMHupoBaHUS OTIYCKHBIX II€H Ha JIEKAPCTBEHHbBIE
Ipenaparsl, BKJIIOUYEHHbIE B MEPEYEHb KU3HEHHO HEOOXOAMMBIX U BAKHEUILINX
JIEKapCTBEHHBIX IPENapaToB, OPraHU3alUsIMHA ONTOBOW TOPrOBJIM, ANTEYHBIMU



OpraHU3alUsIMU, WHIUBUAYAIbHBIMU MPEAIPUHUMATEIISIMU U MEIUIIUHCKUMU
OpraHu3alMsIMH, YTBEPKACHHBIX YKa3aHHBIM TOCTAHOBJIEHUEM:

B MMYHKTE 2 CJIOBA ""OPraHOM UCIIOJHUTEIBHON BJIACTU' 3aMEHUTH CIIOBAaMU
"ACIIOJTHUTEIBHBIM OPTaHOM "

B IIPEJIOKEHUM TIEPBOM IyHKTA 5 cioBa "(amOynaTopuu, (enbamepcKue
1 (enpaIIepCcKo-aKyepCcKrue MyHKThI, EHTPHI (0TaeNeHus) o0miel BpaueOHOM
(ceMelHOM) MTPAKTUKH)" UCKITIOUUTH;

B MMyHKTE 6 CJIOBa "OpraHOM UCIIOJHUTEIBHON BIACTU' 3aMEHUTH CIIOBAMU
"ACIIOJTHUTEIBHBIM OPTaHOM "

B CHOCKe | mpuiokeHus K ykazaHHbIM [IpaBunam cnoa "(amOynatopuu,
benpamepckne U GeTbAMIEPCKO-aKyIIePCKUE MYHKTHI, LEHTPHI (OTAeNIeHHs)
o0rmelt BpaueOHOM (CeMEiHOM) TPaKTHUKH )" UCKITIOUNTb.

3.B IlosoxeHnn O pPETHOHAIBHOM T'OCYJapCTBEHHOM KOHTpPOJIE
3a IPUMEHEHHUEM LIEH Ha JIEKapCTBEHHBIEC NIPeNapaThl, BKIOUYEHHBIE B IIEPEYCHb
KU3HEHHO HEOOXOOUMBIX M BaXXHEWIIMX JIEKAPCTBEHHBIX MPENapaTos,
yTBEpKIAEHHOM mnoctaHoBieHueM lIpaBurensctBa Poccuiickon ®enepanumn
or6Mmas 2015 1. Ne434 "O permoHAIBHOM TOCYIAPCTBEHHOM KOHTpPOJIE
3a IPUMEHEHHUEM LIEH Ha JIEKapCTBEHHBIEC NIPeNapaThl, BKIOUYEHHBIE B IIEPEYCHb
KU3HEHHO HEOOXOAMMBIX W BaXXHEWIIMX JIEKAPCTBEHHBIX Ipenaparos”
(Cobpanue 3axonoaarennctBa Poccuiickoit @enepanuun, 2015, Ne 20, ct. 2907):

a) B MyHKTe 1:

cioBa "opraHaMM HCHOJHUTEIBHOM BJIACTH' 3aMEHUTh CIIOBaMU
"HCTIOTHUTEbHBIMYA OpraHaMHu';

cioBa  "(amOymatopusmu,  QETBAMEPCKUMH U (ETBIIIePCKO-
aKyIIepCKUMU TyHKTAaMH, TeHTpaMu (OTACICHHUsIMU) OOIIe BpadeOHOI
(ceMelHOM) MTPAKTUKH)" UCKITIOUUTH;

0) B myHKTE 3:

cioBa "OpraHoM UCIOJHHUTEIBHOW BJIACTA' 3aMEHUTh  CIIOBaMU
"ACIIOJTHUTEIBHBIM OPTaHOM "

CJI0Ba '"TOCYIapCTBEHHOM BJIACTHU' MUCKIIIOYUTD.

4. B IlonoxeHUM O CHCTEME MOHMTOPHHIA JIBMXKEHHS JIEKapPCTBEHHBIX
MpenapaToB JJisi MEAUIIMHCKOTO MPUMEHEHHUS], YTBEP>KIEHHOM MTOCTaHOBJIECHUEM
[IpaButenscTBa Poccuiickoit ®enepaumun ot 14 nexadbpsa 2018 1. Ne 1556
"O6 yrtBepxacHuM [lomokeHWST O CHCTEME€ MOHUTOPWHTA  JIBWKEHUS
JEKapCTBEHHBIX IIpenapaTtoB g MeauuuHckoro npumenenus”" (CoOpanue
3akoHoarenscTBa Poccuiickon ®@enepanun, 2018, No 53, ct. 8641; 2020, Ne 30,
cT. 4936; Ne 45, ct. 7131; Ne 52, cr. 8849; 2021, Ne 27, ct. 5445; 2022, Ne 7,
cT. 955; 2023, Ne 14, ct. 2436; Ne 50, ct. 9074; 2024, Ne 29, ct. 4239):



a) B MyHKTe 44:

B a03amax MSATOM W IIECTOM cjoBa "0OOCOONEHHBIX MOAPA3ACICHUN
MEAWIMHCKUX oOpraHm3anuii (amOymartopuid, (enpamepckux, G(eapamepeKo-
aKyIIEpPCKUX TYHKTOB)" 3aMEHUTH clIoBaMHU "00OCOOJEHHBIX MOapa3aeICHUI
MEAWIMHCKUX OpraHU3allii, pacloIOKEHHBIX B CEITBCKUX HACEICHHBIX
MyHKTax)";

B a03a1e BocbMOM ciioBa "O00coOaeHHbIe MOoApa3AeieHus MEIULUHCKUX
opranmzanmii  (amOymaropun, Qenpamepckue, QenbaIepcKo-aKyIepcKue
MYyHKTHI)" 3aMeHuTh ciioBaMu "OO00COOJIEHHBIE NOApa3IEICHUS MEIUIIMHCKUX
OpraHu3alyii, pacloJIOKEHHBIE B CEJILCKUX HACEIICHHBIX MyHKTAaX, ;

0) B myHKTe 442

B a03arie BTOpOM cioBa "00OCOOJICHHBIX MOApPA3EICHUNA MEIUIIUHCKUX
opranm3anmii  (aMOynaTopuii, ¢enpamepckux, (enbaAIepCcKo-aKyIIepCKux
MIyHKTOB)" 3aMEHUTH CJIOBaMH "0OOCOOJIEHHBIX MOJAPA3IACICHUN MEIUIIMHCKUX
OpTraHM3aIHH, PACTIONOXKEHHBIX B CETbCKUX HACETICHHBIX MMyHKTaX)";

B ab3are TperbeM cioBa "O00coOIeHHBIC MOAPA3ICICHAS MEIUIINHCKUX
opranmzanmii  (amOymaropun, Qenpamepckue, QenbaIepcKo-aKyIepcKue
MYyHKTHI)" 3aMeHuTh ciioBaMu "OO00COOJIEHHBIE NOApa3IEICHUS MEIUIIMHCKUX
OpraHu3alyii, pacloJIO)KEHHBIE B CEILCKUX HACEIICHHBIX MyHKTAaX, ;

B) B ITyHKTE 46:

B a03are mepBoM ciioBa "000COOIEHHBIX MOAPA3ACICHUN METUITMHCKUX
opranm3anmii  (aMOynaTopuii, ¢enpamepckux, (enbaAIepCcKo-aKyIIepCKux
MIyHKTOB)" 3aMEHUTH CJIOBaMH "0OOCOOJIEHHBIX MOJAPA3IACICHUN MEIUIIMHCKUX
OpTraHM3aIHH, PACTIONOXKEHHBIX B CETbCKUX HACETICHHBIX MMyHKTax)";

B aO3are BTOpoM cioBa "OO0COOICHHBIC TOAPA3ICICHUS METUITMHCKUX
opranmzanmii  (amOymaropun, Qenpamepckue, QenbaIepcKo-aKyIepcKue
MYyHKTHI)" 3aMeHuTh ciioBaMu "OO00COOJIEHHBIE NOApa3IEICHUS MEIUIIMHCKUX
OpraHu3alyii, pacloJIO)KEHHBIE B CEILCKUX HACEIICHHBIX MyHKTAaX, ;

r)B  moamyHkre "a"  myHkTta 57'2 cmoBa  "(amOymaropusimu,
benmpamepckuMu U QENBANIEPCKO-aKyIIEPCKUMU  MYHKTaMH, I[IEHTpaMHU
(otnenenusiMu) oO1iel BpaueOHOM (CEeMEMHOM) MPaKTUKM)" UCKITIOUUTb.

5.B mnpunoxenun Ne2 x mnpunoxenuto Ne 1 x Ilomoxxenuro
o (pemepanbHOM TOCYIAapCTBEHHOM KOHTpoJie (Haa3ope) B cdepe oOparmieHwHs
JICKapCTBEHHBIX CPEJACTB, YTBEPKICHHOMY TocTaHOBiIeHHeM [IpaBuTenbcTBa
Poccuiickoii ®enepauuu ot 29 mrons 2021 r. Ne 1049 "O denepansHom
rOCyJapCTBEHHOM KOHTpoJie (Haa3ope) B cdepe oOpaieHus JIeKapCTBEHHBIX
cpenctB" (Cobpanne 3akoHOAaTenbcTBa Poccuiickoit @enepammm, 2021, Ne 27,
cT. 5427; 2023, Ne 24, ct. 4349), cnosa "(amOymnatopusi, (HeapAmepCcKuii MyHKT,



(benpamepcKko-akyImepckKuid  MyHKT, TEHTp (OTAelieHue) oO0meit BpadeOHOM
(ceMelHOM) MPAKTUKH)" UCKITIOYUTD.

6. B a0zane mepBoMm nyHkTa 3 mpwioxkeHuss Ne 28 K MOCTaHOBJICHUIO
IIpaButenscTtBa Poccuiickon ®enepanmu ot 12 mapra 2022 1. Ne 353
"O0 0COOEHHOCTSIX pa3pelIUTENHHON AeITebHOCTH B Poccuiickoit @eneparim”
(Cobpanue 3axkonomatenscTBa Poccuiickoit @enepanuu, 2022, No 12, ct. 1839;
Ne 41, c1. 7092; 2023, Ne 5, ct. 801; Ne 42, ct. 7504; 2024, Ne 1, cT. 165) cnoBa
"(amOymaropusax, Qenpamepckux u  (eabAMIEPCKO-aKyIIePCKUX IMyHKTax,
1eHTpax (0TAeNeHUsX) 00IIeH BpaueOHOMW (CeMEWHOM) IPAKTUKH )" UCKITIOUNTS.

7.B mnynkre 1 IlomoxkeHuss 0 NWIIEH3UPOBAHUH (hapMaleBTHUECKOMN
NS TENbHOCTH, YTBEPKJIEHHOT O MIOCTaHOBJICHHEM [IpaBuTenscTBa
Poccuiickoii ®@eneparun ot 31 maprta 2022 r. Ne 547 "OO yTBepXkAeHUU
[TonoxeHnust 0 TUUEH3UPOBaHUU (papmarieBTUUecKo aesrenbHocTh" (CoOpanue
3akoHoAaTenbcTBa Poccuiickoit ®Depeparuu, 2022, Ne 15, cr1.2469), cnoBa
"(meHTpsI (oTAEIeHH) 00MIeH BpaueOHOH (CeMEHO ) MPakTUKH, aMOyIIaTOPHUH,
dbenpamepckue U GeapaAIIepCKO-aKyIepCKrue MyHKTH)" UCKITIOYUTD.




