O030p HOPpMATHBHO-IIPABOBBIX
aKTOB B c(hepe 3JpaBOOXPaAHECHUS
3a Il monyrogue 2020 roaa ”

JIAHHBI MATEPUAJT PASPABOTAH CITIELIUAJIMCTAMHU FOPUIUYECKOM
KOMITAHMM MELEGAL

MELEGAL | https://melegal.ru/




B moxymenTe paccMaTpuBsa sl IBMECHCHHUSI B C(pEpE PEryInpoBa MEIULUHCKOU A TEIBbHOCTH,
oOpaIicHus ICKapCTBCHHB >ICTB U MCAUL X M3ICTUi 3 onyromue 2020 roma. O630p
CTPYKTYpPHPOBAaH IO TEMaTHYe 1 pa3aeiaM U MPeaCTaBIIsIe YECKHI MHTEPEC /IS CYyOBEKTOB,
OCYIICCTBIAIOIIUX ACATCIIE B A3AHHBIX OTPACIIAX




HN3menenns B cdepe peryJnpoBaHusi MeIHIHHCKON AeITEIbHOCTH

AnHOTAaNHS HITA Bcerynnienune B cuity
Munzapasom PO pacmmpen ITpuxa3z MunncrepcTsa 23.10.2020 .
MIEPEYCHB JINL, TOAJICKAITUX 3npaBooxpaHeHus Poccuiickoit
BaKLMHALMU NPOTUB FPUIIA 32 ®denepanuu ot 14 centsiops 2020
c4eT cpeacTs eaepaabHOro r. Ne 9671 «O BHeceHUU
Oro[KeTa. n3MeHeHus B npuiiokeHue Ne 1 k
JHobaBieHbI cneayromue npuKkazy MuHHCTEpPCTBA
KaTeropuM rpakaaH: pabOTHUKK | 3ApaBoOXpaHeHus Poccuiickoit
chepbl MPEAOCTABICHUS YCIIYT ®enepanuu ot 21 mapra 2014 .
nuna, paboTaromye BaXTOBBIM Ne 1251 «O6 yrBepkacHUN
METOJIOM; TOCYTaPCTBEHHBIC HaIlMOHAJIBHOIO KaJIEHAAPS
TPaXXIAHCKHUE M MyHULMIIANBHBIC | MPOQIIAKTUICCKUX PHBHUBOK U
cIy>aue; paboTHHKH KaJeHaaps NpoQUIaKTHIECKIX
OpPTaHMU3AIMN COITHATBHOTO MPUBUBOK 110 SITHACMHYCCKUM
00CITyKUBAHUS U MOKA3aHUSIM.
MHOTO()YHKIHOHATBHBIX
LCHTPOB; COTPYIHHUKH
IIPaBOOXPAHNUTENBHBIX OPraHOB U
TOCYAAPCTBCHHBIX KOHTPOIBHBIX
OPTaHOB B IIYHKTaX MTPOITYCKa
yepe3 ToCyJapCTBEHHYIO
rparauity Poccuiickoit
depepanum.
VYreepxnaen [lopsaok okazanus [puxa3z MuamCTEpCTBA 01.01.2021
MEAULMHCKOM OMOIITH 3ApaBOOXpaHEHUS POCCHITCKOM
HACEIICHHUIO 10 TPOMHUITIO ®deneparuu ot 09.06.2020 Ne
"xupyprust (koMOycTHonorus)" 5591 "OO yTBep:KACHUN
[Topsinka okazaHus
MEIUIIMHCKON ITOMOIIH
HACEIICHUIO 10 PO U0
"xupyprust (komOycTHonmorus)"
OOHOBNCHBI TPEOOBAHUS K [Tpuka3 MunncTepcTBa 01.01.2021
OpraHu3allly U IPOBEACHUIO 3npasooxpanenus PO or 31
BHYTpPEHHEr0 KOHTpoust kauectBa | urosist 2020 . Ne 7851 "O0
1 0€30MaCHOCTH METULIMHCKON yrBepkacHUU TpeboBaHmii K
JeSITETbHOCTH. OPTaHM3ALMH U IPOBEICHHIO
Panee yTBepxaeHHbBIE BHYTPEHHETO KOHTPOJISI Ka4ecTBa
TpeOOBaHUS MPU3HAHBI 1 0E30MaCHOCTH MEIUIIMHCKON
YTpaTUBIIMMH CHITY C | ssHBaps JesSTeIbHOCTH "
2021 r. B paMKax MEXaHHU3Ma
"pery s TOPHON TMIBOTHUHBI' .
C 1 saBaps 2021 r. meiictByer ITpuxa3z Munsapasa Poccun ot 01.01.2021 r.
mopsiAoK okazanus meauuuuckoi | 31.07.2020 N 786 "O6
TIOMOIIIM B3POCIIOMY HACEIeHHI0 | yrBepxacHuu [lopsaka
MIPH CTOMATOJIOTHIECKUX OKa3aHMUS METUIIMHCKON ITOMOIITH
3a00ICBaHUSAX B3POCIIOMY HACEJIEHHIO ITPH
CTOMATOJIOTHYECKUX
3aboneBaHusX"
C 1 saBaps 2021 1. ITpuxa3z Munsapasa Poccun ot 01.01.2020 r.

YCTaHABJIMBACTCS TTOPAIOK
OpTaHU3AIMH MCIUITHHCKON
peabuauranuu B3pOCbIX.

B mpuiokeHMSIX MPUBEICHBI, B

31.07.2020 N 788x "O6
yrBepxaennu Iopsaka
OpraHu3alHuy MEAUIUHCKOH
peaduIuTauny B3POCIbIX




YaCTHOCTH:
MIOJIOYKEHHUE O
MyHLTHHHCHHHHHHapHOﬁ
peaduINTalMOHHON KOMaH/E;
MpaBUjIa OPraHU3AINN
JCATEIEHOCTH OTICICHUS
peabuauTanuu;

PCKOMCHAYCMBIC IITATHBIC
HOPMAaTHBBI,

CTAHAAPT OCHAIICHUS OTACICHHS
peabuuranuu.

PermamentrpoBaH mopsmox [Tpukaz ®MBA Poccun ot 27.09.2020 r.
ocymectBieHus ®MBA Poccun | 31.07.2020 N 214 "O6
TOCYAAapCTBCHHOI'O KOHTPOJS 32 | YTBEPXKICHUU
obecrieueHreM OE30MaCHOCTH AIIMUHHCTPATUBHOTO
JOHOPCKOI KPOBH U €e pernamenTta enepanbHOro
KOMITOHCHTOB MEINKO-OHOIOTHIECKOT0
arcHTCTBA [0 OCYILECCTBIICHHUIO
rOCYAAapCTBEHHOI'O KOHTPOIS 32
obecrnieueHreM 0E30MacCHOCTH
JOHOPCKOM KPOBH H €€
KOMITOHECHTOB"
OOHoBncHb! mpasuia Beigaun | [Ipuka3 Munsnpasa Poccuu ot 14.12.2020 r.
o opMITCHHS! JINCTKOB 01.09.2020 N 9251 "O06
HETPYAOCIOCOOHOCTH YTBEP)KIACHUY MOPSAKA BBIIAYN U
oopMITEHHS JINCTKOB
HEeTPYAOCIIOCOOHOCTH, BKITFOYAs
HNOPsIIOK (popMUpPOBaHUS
JHCTKOB HETPYIOCIOCOOHOCTH B
(hopMe 37EKTPOHHOTO
JIOKyMeHTa"
YcraHoBIEH TOPAIOK ITpuxas Poc3npaBraazopa ot 19.08.2020
OCYIICCTBICHUS 10.07.2020 N 5974 "O6
TOCYAapCTBCHHOI'O KOHTP OIS YTBEPXKICHUU
Ka4yecTBa M 0C30MacHOCTH AIMUHHCTPATUBHOTO
MEIUIUHCKOH NEeATEIbHOCTH pernamenTta enepanbHOit
ciry>x0bI 10 Haa30py B cepe
30paBOOXPAHCHHSI IO
OCYIICCTBICHUIO
TOCYAAapPCTBEHHOI'O KOHTP OIS
Ka4yecTBa M 0C30MacHOCTH
MEIULUHCKON NeSITENbHOCTH"
B orHOmIEHNHN denepanbHBINA 3aKOH OT 31.07.2020

HECOBEPIICHHOICTHUX B
BO3pACTE CTAPLIC MATHAILIATH
JeT Wi OONBHBIX HApKOMaHHUeH
HECOBEPIICHHOICTHUX B
BO3pAcTe CTApLIC IIECTHAIIATH
JIET, HE IPUOOPETIIIX
JeeCrOCOOHOCTD B TIOJTHOM
obbeme, nHpOpMAaLHS O
COCTOSIHUH 310POBbSI
MPEIOCTABISICTCS ITUM JIHLAM, a
TAKKE 0 JOCTHKCHUS STHMH

31.07.2020 N 271-®3 "O
BHCCCHUU M3MCHCHUS B CTATBIO
22 ®enpepanpHoro 3axona "0O06
OCHOBAax OXPAaHBI 30POBBSI
rpaxkaaH B Poccuiickoi
Odenepanun”




JIUaMu COBCPIICHHOJICTUS UX
3aKOHHBIM ITPCACTABUTCIISIM.

Poct neranpHOCTH TAIMCHTOB
SIBJISIETCS. OCHOBAHUEM IS
MPOBEIECHUS BHEIIAHOBOM
MPOBEPKU MEAUIIMHCKON
OpraHU3aLHH

ITpuxa3z Munsapasa Poccun ot
18.06.2020 N 5971 "O06
UHAUKATOPC pUCKA HAPYHICHUSA
00s13aTenbHBIX TPEOOBAHUH,
HCIIOJIb3YEMOM B Ka4eCTBE
OCHOBaHUA I IMTPOBCACHUSA
BHEIUIAHOBBIX MPOBEPOK MPH
ocymecTieHnn PenepaabHO
ciryx001 Mo Haa30py B chepe
3IpaBOOXPAHCHHUS H €C
TEPPUTOPHATIBHBIMU OPraHAMH
roCyIapCTBEHHOTO KOHTPOJISI
Ka4yecTBa M 0C30MacHOCTH
MEIULUHCKON NeITENbHOCTH"

03.08.2020

CKOpPEKTUPOBAHBI PETIIaAMCHTHI
0 JTULCH3UPOBAHUIO
pETHOHAME

- (hapMareBTHICCKOM
JeATENbHOCTH (KpoMe
OpraHU3aLuMi ONTOBOM TOPrOBIN
JICKAPCTBAMU U ATITEK,
MOIBEIOMCTBCHHBIX
(henepanbHBIM OpraHaM BJIACTH U
aKaJAEMISIM HayK);

- JCATEIEHOCTH O 000POTY
HapPKOTUYCCKUX CPEACTB U
MCUXOTPOIHBIX BELIECTB (KpoMe
OpraHU3aLMi ONTOBOM TOPTOBIN
JICKAPCTBAMU U QNTEK,
MOIBEIOMCTBECHHBIX
(henepanbHBIM OpraHaM BJIACTH).
OroBopeHO UCIOIH30BAHKE
MOpPTaJIa TOCYCIYT. Y CTAHOBJICHBI
MPaBUJIA UCIIPABJICHUS OMICYATOK
U OLIMOOK B JIMIEH3UAX.
OOHOBIICH MOPSIIOK
J0CYIeOHOro 00KaJI0BaHUS
neiictBuit (0e3aeiCTBIS)
JHULICH3UPYIOLIETO OPTaHa.

Y craHOBNICHBI 0OCOOCHHOCTH
sneHsuposanms uepe3 MOIL.

ITpuxa3z MunncrepcTsa
3npaBooxpancaus PO or 30
utonst 2020 r. Ne 6601 “O
BHECEHUU U3MEHEHUH B
HCKOTOPBIC aIMIHUCTPATUBHBIC
perIaMeHThI MPeXOCTABICHHU
OpTraHaMH MCIOJHUTEIBHON
BIIACTH CyOBEKTOB Poccniickoit
denepanny TocyaapCTBEHHBIX
YCIIYT 1O JUIICH3UPOBAHHIO
(hapMaLeBTHICCKOI
JeSITEIbHOCTH U
JTUIEH3NPOBAHUIO IEITEITBHOCTH
0 000POTY HAPKOTHUCCKUX
CPEICTB M IICHXOTPOITHBIX
BEIIIECTB, YTBEP)KACHHBIC
npukazaMu MuHHCTEPCTBA
3npaBooxpaHcHus Poccuiickoit
Odenepanuu”

26.09.2020




UII moryT mogate cBegeHuUs 00
"ynanenke" 0e3 IEKTPOHHON
MOAMTUCH

Wudopmanus ¢ ohunmansHOro
caiita Mapa Mockssl OT
14.10.2020

[IpencraBncHrC B HAIOTOBBIC
OpraHbl JOMOJIHSHOMIUX
ceenenuii o ¢popme C3B-M o
YUCJICHHOCTU COTPYAHUKOB 3a
mapt 2020 roxa mocie
OKOHYAHHSI CPOKA IO
HaNpaBJICHUIO 3asBJICHUHN Ha
MOAY4CHUE CyOCHIUH
cyobpexramu MCIL,
nocrpagaBIIMMHU OT
KOPOHABUPYCHON MH(EKIHH, C
LENb0 PopMaTBEHOrO
UCIOJIHCHUS YCTAHOBJICHHBIX
TpeOOBaHUIT HE SIBJISICTCS
OCHOBAHUCM IJIS MMOJTYUCHUSA
YKa3aHHOH cyOcHIuu

I[Tucemo ®HC Poccuu or
01.10.2020 N BC-4-11/16017@

Ha mos.ru 3apaboran cepsuc, ¢
MOMOIIBIO KOTOPOT'0
paboToaaTeIsIM HEOOX OIUMO
OyAeT KaXKAbIi MOHSACITBHUK C
12 okTs0ps mepenaBath rOPoRy
CBCICHHS O YHCICHHOCTH
COTPYIHWMKOB, TICPCBCACHHBIX HA
JMCTaHIIMOHHBIA PEKUM PAOOTHI

Wudopmanus ¢ ohunpansHOro
caiita Mapa Mocksel OT
09.10.2020

Hencnonnenue tpeboBanus o VYka3 Mapa Mockss! ot 12.10.2020
nepeBojc Ha "yHaJacHKY' HE 06.10.2020 N 97-YM "O

McHee 30 pOoLCHTOB BHECEHUU U3MEHEHUI B yKa3bl

pabOTHUKOB, a TaKXKe Mbpa Mockss! ot 5 mapra 2020
HEMPEIOCTaBICHUE YKa3aHHOU r. N 12-YM u ot 8§ utons 2020 r.

nHpopmanuu B [IpaButenscteo | N 68-YM"

MOCKBBI TIOBJICUET IS

paboToaTess HATOKEHIE

mrpada Wi NpHOCTAHOBICHUE

JeSITETbHOCTH

Mecra nis KypeHus B 30aHUAX ITpuxa3z MunncrepcTsa 12.10.2020

JOJKHBI UCKIIIOYATh
HAOIIOACHHE 32 KYPSLIMMU U3
IpyTUX moMemeHnii. Bayrpu
JOJKHBI 6I>ITI> Pa3MCIICHBI
MaTepHaIIbl O Bpeae
notpebieHus Tabaka 1 HoMep
TenedoHa ropsueii THHUH
KoncyneratusaOro
TeneOHHOrO LIEHTPa NOMOLIH B
oTKa3e ot morpedieHus Tabaka.

CTPOUTEIBCTBA U JKUITUIIIHO-
KOMMYHAJIbHOTO XO3S1CTBa
Poccwuiickoit @enepanun,
MununcrepcTa
3npaBooxpaHcHus Poccuiickoit
®eneparuu ot 23.07.2020 Ne
396/mp/7391 "O BHECCHUH
WU3MCHCHUH B TPEOOBAHMSI K
BBIICIICHHUIO U OCHAILCHUIO
CIICLHATBHBIX MCCT Ha OTKPBITOM
BO3IyX¢ TSI KypeHUs Tabaka, K
BBIJICTICHUIO 1 000PY/I0BAHHEO




HU30JIMPOBAHHBIX NTOMEIICHUN
Iu1sl KypeHust Tabaka,
YTBEpXKACHHBIE TPUKA30M
MunncrepcTBa CTpOUTENLCTBA U
KITHITHO-KOMMYHAJIBHOTO
xozsiicrea Poccniickoit
®denepannu 1 MuHHCTEPCTBA
3npaBooxpaHcHus Poccuiickoit
®denepaunu ot 28 HostOps 2014
r. Ne 756/mp/786H"

HN3menenusn B cpepe perynupoBanus GapManeBTHIECKOMH IeATEIbHOCTH, 00 PalleHHS JTeKAPCTBEHHbIX

CPEeACTB H MeAMIHUHCKHUX H3AeJTHl

PermamenTrpoBaH mopsmok [Tpuka3 Poc3npaBraazopa ot 17.10.2020 r

BBIIaun Poc3mpaBHam3opoM 07.07.2020 N 5721 "O6

paspemieHnst Ha BBOX B YTBEPXKICHUU

rpakmaHckui obopor B PO AIIMUHHCTPATUBHOTO

CepHH W TapTHH pernamenTta OenepaabHOI

UMMYHOOU OJIOTHIECKOrO ciry>k0bI 110 Haa30py B cepe

JIEKapCTBEHHOTO ITpernapaTa 3paBOOXPAHEHUS 10
MIPEIOCTABICHHIO
roCyJapCTBEHHOUW yCIyTH IO
BBIIaYe pa3penieHns Ha BBOX B
TPaKAaHCKUM 000POT B
Poccniickoit @eaeparnun cepun
WM TapTHU
HMMYHOOH OITOT Y €CKOT'O
JICKAPCTBEHHOTO mpemnapata’

VY TBepKACH HOBBIM TOPSITOK [Ipuxa3z MunncrepcTsa 01.01.2021

BBO3a B Poccrro Menm3menmii B 3npasooxpaneHus PO or 30

LCSX UX TOCPETUCTPALUH. nroHdg 2020 r. Ne 6611 “O0

OH mpenycMaTpuBacr: yrBepxaennu [lopsiaka BBo3a Ha

- HeOOXOOMMOCTB TOTY4aTh TeppuTopuro Poccuiickoit

pa3pelieHne Ha BBO3 denepauny MEIHLIUHCKIX

MEIU3IEIUI B LIENSIX BHECCHUS U3IETUN B LEISIX

W3MCHCHUI B PETHCTPALMOHHBIC | TOCYAAPCTBEHHON perucrpanuu’

JOKYMEHTEI;

- opopMIICHUE pa3peLICHHi B

3JIEKTPOHHOM BH/JIE;

- BEJICHHE PEECTPA BBIIAHHBIX

paspelicHuii;

- YBEJIMYEHHUE CPOKA JEUCTBUS

pa3pemenns g0 | roma.

Poc3npasuanzop yrounun cpoku | IIpukaz @enepanbHoii Ciryk0b 21.09.2020

IUTS1 IPUHSITUS PCIICHUHN U
HaIpaBJICHUS YBEIOMIICHUU B
Mun3apas B paMKax
(hapMakoHaA30pa B OTHOIICHUH
JICKAPCTBCHHBIX MPEHAPATOB,
pH 00paIeHUH KOTOPBIX
BBLIBJICHBI HOBBIC TAHHBIC 1O

o Haa30py B chepe
3npaBooxpancerus ot 16.07.2020
Ne 6252 "O BHeceHuun
m3MeHeHuit B [Topsook
OCYIIECTBIICHUS
(bapmakoHaA30pa,
YTBEP>KACHHBIN IPUKA30M




0c30MacHOCTH H
a¢dpexTuBHOCTH.
CKOppEeKTUPOBAH MOPSAOK
pa3MenieHus NaHHbIX Ha caiTe
BEOMCTBA.

denepanpHOl cykOBI IO
Ha30py B chepe
30paBoOXpaHeHus oT 15 ¢eBpas
2017 r. Ne 1071"

YcraHoBICHA MponeIypa [Tpuka3 Poc3npaBraazopa ot 17.10.2020 r.
OCYLIECTBICHUS (eaepaTbHOrO 28.07.2020 N 6720 "O6
TOCYAapCTBEHHOI'O Ha30pa B YTBEPXKICHUU
chepe obpareHus AIMUHHCTPATUBHOTO
JICKAPCTBCHHBIX CPCACTB pernamenTta enepanbHOit
ciry>x0bI 10 Haa30py B cepe
30PaBOOXPAHCHHSI 11O
OCYIIECTBICHUIO (DEeACpPaTBHOTrO
TOCYAapCTBEHHOI'O Ha30pa B
chepe obpareHus
JICKapCTBCHHBIX CPEACTB"
YcTaHoBIEH TOPAIOK ITocranosnenue [IpasurensctBa | 05.10.2020 .
obpamenust Bocipou3seacHHbx | PO or 01.10.2020 N 1583 "O6
1 aHAJOTOBBIX JCKAPCTBEHHBIX yrBepxacuuu [IpaBun
MpenapaToB Al MEAULUHCKOrO | 0OpameHus] BOCIPOH3BEICHHBIX
MPUMEHCHUS 10 OKOHYAHHSI JICKAPCTBCHHBIX MPEHAPATOB,
CpOKa MPOBEACHMS OroaHanoroBsix (OHOMOJOOHBIX)
HCCIEIOBAHMUI HX JICKAPCTBECHHBIX MPEapPaToB
SKBUBAJICHTHOCTH K (OnoaHaIOroB) A0 OKOHYAHHUS
pedepeHTHOMY JIEKAPCTBEHHOMY | CPOKA, YCTAHOBIICHHOTO AJISI
npenapary MPOBEICHHS UCCICOOBAHUI HX
OMO3KBUBAJICHTHOCTU HJIH
TEpPaneBTUUECKOU
3KBUBAJICHTHOCTH JTU0O
BHECEHUS U3MECHEHUN B
WHCTPYKLUIO TI0 MEAULIUHCKOMY
MPUMCHCHUIO B paMKax
OnpeaenacHUs
B3auMoO3aMeHsieMocTh"”
AKTyanu3upoBaH MOPSIOK ITocranosnenue [IpasutensctBa | 28.09.2020 .

TOCyJapCTBEHHOTO
peryInpoBaHus IIeH Ha
JIEKapCTBEHHBIC IIPENAPATHI,
BKJIFOUCHHBIC B TIEPEUCHD

JKHBJIIT

P® ot 24.09.2020 N 1541 "O
BHCCCHHU U3MCHCHUH B
HEKOTOpbIC akThl [[paBuTenpcTBA
Poccuiickoit ®eneparuun’

Perucrpannonnsie
YIOCTOBEPCHUS HA U3ICTHS
MCOUIINHCKOIO Ha3HAYCHUS U
MCOULUHCKYHO TCXHUKY
OeCcCpPOYHOro ACHCTBUS,
Z[eﬁCTBHTeHLHLI " moajexart
3ameHe 1o 1 saBaps 2021 r. Ha
PErucCTpaluOHHBIC
YIOCTOBEPEHUS IO opMe,
yTBepikaacmoit deneparbHOM
cyx00ii o HaA30py B cdepe
30paBOOXPAaHCHHUSL.

[t 6 .2 [MocranoBeHHE
[IpaBureascTBa PO ot 27
nekabpst 2012 . N 1416 "O06
yrBepxaennn [Tpasun
FOCYAAPCTBEHHOM PErUCTPALIIU
MEIULUHCKUAX U3AeIui"




OnpeaciacH HHIUKATOP PUCKA [Tpuka3 Mun3zgpasa Poccuu ot 29.09.2020 r.

HapYIICHUs 0053aTEIbHBIX 24.08.2020 N 8931 "O06

TpeOOBaHUIl, UCIIOIB3YCMBIil B YTBEPXKACHUU UHAUKATOPA PUCKA

Ka4yeCTBC OCHOBAHMS AJIS HapYIICHUs 0053aTEIbHBIX

MPOBEACHUS BHCILJIAHOBBIX TpeOOBaHUIA, HCIIONB3yEMOTO B

MPOBEPOK MPH OCYLIECTBICHUH KaueCTBE OCHOBAHUSL ISl

Poc3npaBHanzopom u ero MPOBECHUS BHCIIJIAHOBBIX

TEPPUTOPHATBHBIME OpraHAMU MPOBEPOK MIPH OCYIICCTBICHUU

(benepanbHOro denepanbHON CITy:K00H MO

TOCYAapCTBEHHOI'O Ha30pa B HaA30py B cdepe

chepe obpareHus 3IPaBOOXPAHCHUS U €€

JICKAPCTBEHHBIX CPEICTB TCPPUTOPHAIBHBIME OPraHAMU
(dhenepanbHOro
TOCYAapCTBEHHOI'O HaI30pa B
chepe obpareHus
JICKAPCTBCHHBIX CPeAcTB"

OnpeaciacH HHIUKATOP PUCKA [Tpuka3 Mun3zgpasa Poccuu ot 29.09.2020 r.

HapYIICHUs 0053aTEIbHBIX 24.08.2020 N 888u "O0

TpeOOBaHUIl, UCIIOIB3YCMBIil B YTBEPXKACHUU UHAUKATOPA PUCKA

Ka4yeCTBE OCHOBAHMS AJIS HapYIICHUs 0053aTEIbHBIX

MPOBEACHUS BHCILJIAHOBBIX TpeOOBaHUIA, HCIIONB3yEMOTO B

MPOBEPOK MPH OCYHIECTBICHUH KAa4eCTBE OCHOBAHUS ISl

Poc3npaBHagzopom u ero MPOBEACHUS BHCILJIAHOBBIX

TCPPUTOPHATBHBIME OpraHAMU MPOBEPOK MPH OCYIICCTBICHUU

TOCKOHTPOJIS 33 O0palleHHEM denepanbHON CITy:K00H MO

MEAMIIMHCKUX U3ICTHI HaA30py B cdepe

TaxkuM HHANKATOPOM SIBJISICTCSE 30paBOOXPAHCHHUS U €€

JBYKPATHBIN U O0Jiee pOCT TEPPUTOPUAIEHBIMIA OPraHAMU

KOJTMYECTBa JOKYMEHTOB (aKTOB, | FOCYJapCTBEHHOr'O KOHTPOJII 32

MPOTOKOJIOB, 3aKIFOYCHHAN WITH o0paleHreM MEAUIIMHCKIX

HHBIX JOKYMEHTOB) O n3nenun"

pe3yabTaTaxX KIHHHUYCCKHX

HCOBITAHUN MCIUITHHCKIX

HU3MICIINN, BIIAHHBIX

MEIULIMHCKOW OpraHu3aluei,

CBEJICHUSI O KOTOPOI BHECCHBI B

MEPECUCHb MEIUIIMHCKIX

OpraHu3alMi, UMEIONINX PAaBO

MPOBOIUTH KJIMHUYCCKHE

HCOBITAHUS MEIUITTHCKIX

W3AEIUi, pa3MEILECHHBI Ha

ounmaapHOM caiiTe

Pocsmpasram3opa, 3a

KaJICHIAPHBIN TOJ B CPABHCHUH C

MPE/IIICCTB YIOIINUM

KAJICHIAPHBIM TOJIOM.

C 1 suBaps 2021 r. BBOOUTCS ITpuxa3z Munsapasa Poccun ot 01.01.2020 r.

rpaganus armTCIHBIX
OpraHU3aLMM.

Beomsrcs caemyromue BUIbI
ANTEYHBIX OpraHU3aLUi:

- anTeKa, OCYLIECTBIISIOMAst
PO3HHYHYFO TOPTOBJIIO (OTIIYCK)
JIEKAPCTBEHHBIX MTpEnapaToB
HACEJIEHUIO:

TOTOBBIX JICKAPCTBEHHBIX (hOPM;
MPOU3BOJICTBEHHASI C MPABOM

31.07.2020 N 7801 "O06
YTBCPKACHUU BUAOB aAlITCYHBIX
opranu3auuii”




U3TOTOBJICHUSA JICKAPCTBCHHBIX
penapaTos;
Mpou3BOACTBCHHAA C IPpaBOM
HU3TrOTOBJICHUS aCCIITHYCCKUX
JICKAPCTBCHHBIX IMPCIAPATOB;

- anTeKa KaKk CTPYKTYPHOC
noapa3aeacHue MEAULIMHCKON
OpTaHU3aLHU:

TOTOBBIX JICKAPCTBCHHBIX (popM;
mpou3BOACTBCHHAA C IIPpaBOM
U3TOTOBJICHUSA JICKAPCTBCHHBIX
penapaTos;
mpou3BOACTBCHHAA C IPpAaBOM
HU3TrOTOBJICHUS AaCCIITHYCCKUX
JICKaPCTBCHHBIX MPCIAPaTOB;
mpou3BOACTBCHHAA C IPpaBOM
HU3TrOTOBJIICHUS
paarohapManeBTHICCKUX
JICKAPCTBCHHBIX MPCIAPaTOB;

- aIITCYHBINA IMYHKT, B TOM YUCJIC
KaK CTPYKTYPHOC OIPA3ICICHAC
MCZ[HHHHCKOﬁ OpraHu3anuu,

- anTEYHBII KUOCK.

PermamenTupoBan mopsIok
BBIAAYH MUHIIpOMTOPrOM
Poccun ceprudukaros
COOTBETCTBHSI IPOU3BOAUTENEH
JIEKapPCTBEHHBIX CPEACTB IS
MEAUIMHCKOTO IPUMEHEHUS
TpeOOBaHUSM MPABUI
HaJIeXKaIIEe MPOu3BOACTBEHHON
pakTHKA EBpasniickoro
9KOHOMUYECKOI'0 COH3a

ITpuxa3z Murnpomropra Pocenn
ot 04.09:2020 N 2945 "O6
YTBEpXKACHUN
AIMUHHCTPATUBHOTO
perinamenta MuHHCTEpCTBA
MPOMBIILICHHOCTH U TOPTOBJIH
Poccutickoit @enepanun mo
MIPEIOCTABICHHUIO
FOCYAAPCTBEHHOM yCayrU MO
BbIIaYe cepTU(UKATOB
COOTBETCTBHSI IPOU3BOAUTENEH
JIEKapPCTBEHHBIX CPEACTB IS
MEIUIUHCKOTO MPUMCHCHUS
TpeOOBaHUSIM MPABUIT
HaJIeXKaIIEH MPOU3BOJACTBEHHOU
npakTiku EBpasuiickoro
9KOHOMHYECKOr0 COr03a"

Berymaer B ety ¢ gatst
BCTYIJICHUS B CHJLy aKTa
[IpasutenscrBa PD 0 HEKOTOPBIX
BONPOCAX, CBSI3aHHBIX C
HPOBEACHNEM
(hapMaleBTHYCCKUX HHCIICKIIHHA.

AXTyanu3upOBaH MOPSIOK
OnpeaeiacHUs
B3aMMO3aMECHIEMOCTH
JICKAPCTBCHHBIX MPEMAPaTOB A
MEIUIUHCKOTO MPUMCHCHUS, &
TaKxKe 0COOCHHOCTH
OnpeaenacHUs
B3aMMO3aMECHIEMOCTH
OTACIBHBIX BUIOB
JICKAPCTBCHHBIX MPEAPaTOB.
VY TBEpKACHBI KPUTEPHUU
B3aMMO3aMECHIEMOCTH
JICKAPCTBCHHBIX MPEMAPaTOB

ITocranosnenue [IpaBuTenscTBa
P® or 05.09.2020 N 1360 "O
MOPSIAKE OMPEICICHUS
B3aMMO3aMEHICMOCTH
JICKAPCTBEHHBIX MTPENAPATOB IS
MEAMIIMHCKOrO MPUMCHCHUS "

09.09.2020 r.




3anper Ha Pa3MEIICHHUE B JKUITBIX
JOMax KacaceTcsl TOIbKO
KPYIHBIX alTeK, TOBApooOOpoT
KOTOPBIX TpeOyer
HCIIOIb30BAHMUS TPY30BOTr0
Tpancnopra. IIpu 3Tom B
amrTekax rmomanpio 10 150 kB.
M, BCTPOCHHBIX B »KWUJIbIC 3AaHUSI,
TAaKHC IIJIOIAAKHW HMJIN KaKHC-
0o Apyrue 3arpy304HbIC
IIOMCIICHUS HE
IPeIyCMaTPUBAOTCS.

2.1.2.2645-10 "CanurapHo-
AMHUICMHOIOTHICCKHEC
TpeOOBaHUS K YCIOBUSIM
MPOXKUBAHUS B JKHIIBIX 3AAHHSX U
MOMCILCHUSAX "

3apyOexnbie mekapctBa cmoryT | [locranoBnenue [lpaBurensctea | 09.09.2020
ObICTpEE MomnaaaTh Ha P® or 05.09.2020 N 1361 "O
POCCHUMCKUN PBIHOK. BHECCHHUM m3McHCHM B [IpaBmma
WHcneknmonHbIN OTYeT, HA OpraHU3alMy ¥ MPOBEACHUS
OCHOBaHUH KOTOPOTO BEIHOCUTCSI | HHCIIEKTHPOBAHUS

3aKJIFOUEHHE O COOTBETCTBUH MPOU3BOAMTEIICH JICKAPCTBEHHBIX
JICKAPCTBCHHBIX MPEMApaToB ANsl | CPEICTB HA COOTBETCTBUC

UX JAJbHEUIIEH pPEruCTpaLyH, TpeOOBAHUSM MPABUIT

MOXET OBITh COCTABIICH O3 HAAJCKAIICH MPON3BOICTBEHHOM
3aITOIHEHUS Pa3/Iena, MPAKTUKH, & TAK)KE BBIIAYH
COACPIKAILCTO 3aAKIIOYATCIBHBIC | 3aKIOYECHHI O COOTBETCTBHH
PCKOMCHIAIIMH U BBIBOJIBI, CCIIM | TIPOU3BOIUTENS JICKAPCTBEHHBIX
WHOCTPaHHbIA MPOU3BOAUTEIb CPEACTB YKa3aHHBIM

MPESACTABHUII B YIIOMIHOMOYGHHOE | TpeOoBaHuUsM"

YUpEXICHHC MIaH

KOPPEKTUPYIOLINX U

NPEeAyNPEKAAOIUX ACUCTBUN U

KOIHU JOKYMCHTOB,

0(hOpPMIICHHBIX B YCTAHOBICHHOM

MOPSIIKE, COIEPKAIIUX

MEPOMPHUSITHUS IO €T

BBINOJIHEHHIO.

[Ipu onmcanmy TCKAPCTBCHHBIX [Tocranosnenue [Ipasurenscrea | 08.09.2020

IpenapaToB, HE BKAKYEHHBIX B
NCPCUCHDb JICKAPCTBCHHBIX
CPEACTB, 3aKyIKa KOTOPBIX
OCYILECTBIIETCA B COOTBETCTBUH
C UX TOProBbIMU
HaAaNMMCHOBAaHHAMU, B
JOKYMEHTALHHU O 3aKyIIKE
HCIONB3yeTcsl HHPOpMaLHs O
B3aMMO3aMECHIEMOCTH
JICKAPCTBCHHBIX NPCIIapaToB I
MCIOULIUHCKOI'O MPUMCHCHU S,
CozepKaIascs B IEpeIHe
B3aMMO3aMECHSIEMBIX
JICKAPCTBCHHBIX MPEHAPATOB,
Pa3MEnICHHOM Ha OQHUUHATEHOM
caiite Munzpasa Poccun.

P® or 04.09.2020 N 1357 "O6
yrBepxaennn [Tpasun
HCIOJIb30BaHMS MHPOPMALUH O
B3aMMO3aMECHSICMBIX
JICKApCTBCHHBIX MpenapaTax st
MEIUIUHCKOTO MPUMCHEHUS U
Ja4y pa3bsICHEHHU 110 BOMPOCAM
B3aMMO3aMEHIEMOCTH
JICKAPCTBCHHBIX MPEMAPaTOB AJIS
MEIUIUHCKOrO MPUMCHCHUS, a
TaKXKe 0 BHCCCHUH M3MCHCHHUS B
0COOCHHOCTH OIHMCAHUS
JICKAPCTBCHHBIX MPEMAPaTOB A
MEIUIUHCKOrO MMPUMCHCHUS,
SIBISTFOIINXCSI 00BEKTOM 3aKYIKH
1151 00ecrey CHUS
TOCYAAapCTBCHHBIX H
MYHULUNAIbHBIX HYKA'"




C 1 suBaps 2021 r. BBOOSTCS B
JeICTBUE IEpEeYHU
JICKAPCTBCHHBIX MPEMNAPaTOB IS
MEIULUHUHCKOTO IIPHMCHCHHS, B
OTHOILLICHUH KOTOPBIX
YyCTaHABIMBAIOTCS TPEeOOBAHHUS K
00BeMy Taphl, yIaKOBKE U
KOMILTCKTHOCTH

ITpuxa3z Munsapasa Poccun ot
31.07.2020 N 7781 "O06
YTBEP)KICHUU TCPEUHS
JICKAPCTBCHHBIX MPEMNAPaTOB AJIS
MEIUIUHCKOTO MPUMCHCHUS, B
OTHOIICHUH KOTOPBIX
YCTaHABIUBAIOTCS TPEeOOBAHHUS K
00BeMy Taphl, yIaKOBKE U
KOMILJICKTHOCTH

01.01.2020

YTouHEH MOPSAAOK
FOCYAAPCTBEHHOM PErUCTPALIMU
JIEKapCTBEHHOTO Mpenaparta,
HNpEeIHAa3HAYECHHOIO JJIs
HNPUMEHEHHS B YCIOBUSIX
Ype3BbIYAMHON CUTYaLUH

ITocranosnenue [IpaBurenscTBa
P® or 01.09.2020 N 1333 "O
BHECCHUH M3MEHEHUI B
0co0CHHOCTH OOpameHNUS
JICKAPCTBCHHBIX MPEMAPaTOB AJIS
MEIUIUHCKOTO MMPUMCHCHUS,
KOTOpBIC IPEAHA3HAYCHBI AJIS
MPUMCHCHUS B YCIIOBHUSIX YTPO3BI
BO3HUKHOBCHUSI, BOSHUKHOBCHHUSI
U TUKBHUJALUUU YPE3BbIYAHON
CUTYalllu ¥ IJIs1 OpraHu3aluH
OKa3aHUsI MEOULIMHCKON TTOMOIIN
JULIaM, TOCTPAJABIINM B
pe3yapTaTe Ype3BhIYANHBIX
CUTYyaluH, MPEAYNPSIKACHUS
Ype3BbIUAWHBIX CUTYyaLUl,
NPOPHUIAKTHKH U JICICHUS
3a00/eBaHU#, MPEACTABIISFOMINX
ONACHOCTB ISl OKPYKAIOIIHX,
3a00NCBaHUH U TIOPAXKCHUIA,
MOJYYECHHBIX B PE3yIbTATE
BO3ACHCTBUS HEOIArOMPHUSITHBIX
XUMHYCCKUX, OMOIOTHYCCKHUX,
paJuaMOHHBIX (akTopoB”

04.09.2020

VY TO4YHEHBI BUABI MCIUIMHCKHAX
HU3OCIIHH, HEe MOMICKAIINX
FOCYAAPCTBCHHOM PETUCTPALIVH.
MenuiuHCKIE U34S,
TIepeYrCICHHBIC B MyHKTE | |
cratey 4 COrjamicHus O ¢AMHBIX
MPUHLIMIAX U TPABHUIIAX
oOpaIeHHs] MEAUIIMHCKIX
m3aenuit B pamkax Espasuiickoro
JIKOHOMHUYECKOIr0 COI03a OT 23
nekabpst 2014 . MequIUHCKUE
W3ACTHS, KOTOPBIC M3TOTOBJICHBI
10 WHIUBUAYAIbHBIM 3aKa3aM
MAICHTOB, a TAKXKE
MEAMIIMHCKHUE U3, KOTOPBIC
MPCIHA3HAYUCHBI IS
HCIOIb30BAHUS HA TEPPUTOPUHU
MCKIYHAPOIHOTO
MCIUIIMHCKOTO KJIACTEpa WK HA
TEPPUTOPUSIX HHHOBALIMOHHBIX
HayIHO-TCXHOJIOIMICCKUX
LICHTPOB, HC TTOIICKAT
FOCYAAPCTBEHHON PETUCTPALMH.

ITocranosnenue [IpaBurenscTBa
P® or 01.09.2020 N 1335 "O
BHCCCHUH M3MCHCHUS B ITYHKT 2
IIpaswu rocymapcTBeHHOMN
PErHCTPAlNU MEAULUHCKIX
u3penuii”

01.09.2020




Y cTaHOBIIEH TOPSIOK BBIIAYH
paspeLicHsI Ha OCYILCCTBICHHE
PO3HUYHOU TOProBIU
JICKAPCTBCHHBIMU MpenapaTaMu
IUTS1 MCIMLIMHCKOTO IPUMCEHCHUS
IUCTaHIMOHHBIM CIIOCOOOM

[Tpuka3 Poc3npaBraazopa ot
19.06.2020 N 5161 "O6
YTBEPKIACHUH
AIMUHHCTPATUBHOTO
pernamenTta OenepaabHOI
ciry>k0bI 110 Haa30py B cepe
30paBOOXPAHCHHSI IO
MPEAOCTABICHUIO
FOCYAAPCTBEHHOM yCAyrU MO
BbLAAYC PA3PCHICHUS HA
OCYLIECTBICHUE PO3HUYHOU
TOPTOBJIN JICKAPCTBCHHBIMU
npcrnaparaMu AjIist MCAUIUHCKOT'O
NPUMCHCHUSA JUCTAHIITNOHHBIM
criocobom”

08.09.2020

Pacmmpen nepeueHs
JTOKYMEHTOB, TIPUJIATAEMBIX K
3aSIBJIICHUIO O BBIAAYC
COrjacoBaHus Ha oOpamicHue
JIEKapCTBCHHOI'O Mpenapara.
Tpebyercst aHATUTHIECKOE
3aKITIOYCHHE OMEPaTOPa CUCTCMBI
MOHHUTOPUHTA JABVKCHUS
JICKAPCTBCHHBIX MPCIAPATOB ISt
MEIUIIHHCKOTO MPUMCHCHHS,
COZEpIKaIllee B TOM YHCIIC aHATHN3
TEXHUYECKON TOTOBHOCTH
3aSIBUTCIISL K HAHCCEHUIO CPEICTB
UACHTU(UKALIMH U €T
B3aMMOJEHCTBUS C CUCTEMOM
MOHHTOPHHTA U €€ OMEPaTOPOM.
B ompeneiacHHBIX CyYasx TaKKe
MOTPEOyETCs MPSACTABUTH KOITUU
WHBIX JJOKyMCHTOB (2KTOB
BBINOJIHCHHBIX Pador),
MOATBEPKAAFONIX (BaKT 3aAKYIIKH
U YCTAHOBKHU 00OPYAOBAHUS ISt
HAHECCHUSI CPCIACTB
UACHTU(DUKAIINH, A TAKKE
pa3paboTKH WK 10paboTKH
MPOrpaMMHOTO 00ECICUCHUSI.

ITocranosnenue [IpaBurenscTBa
P® o1 26.08.2020 N 1287 "O
BHCCCHHU U3MCHCHUH B
ITonoxenne 00 0COOCHHOCTSIX
BBOJIA B IPAXKIAHCKHHA 000pOT
JICKAPCTBEHHBIX MTPENAPaTOB IS
MEAMIIMHCKOrQ MPUMCHCHHUSD

28.08.2020

Brecenne n3mMeHeHMI B
JOKYMEHTBI, COZCPIKALIICCS B
PETHCTPALOHHOM J0ChE
MEIUIUHCKHUX H3ICITHH,
3aperuCTPUPOBAHHBIX B
COOTBETCTBHH C
ITocranoBnennem
[IpasutenscrBa P® ot
18.03.2020 N 299,
OCYLIECTBIISICTCS NOCTE
NPUHAMUS DEeULeHUs O
noomeepocoeHuu
20CY0apCmeeHHOli pecucmpayuu
MEOUYUHCKUX U30eNULI.

ITocranosnenue IIpaBurTenscTBa
P® or 18 mapra 2020 r. Ne 299
“O BHECCHUU U3MCHCHHUI B
[IpaBuna rocymapcTBCHHOM
PETUCTPALIUN METUIITHCKUX
e’

19.03.2020




AxTyanu3upoBaH MOPSIOK IIpuka3 Munzapasa Poccun ot 02.08.2020

OpTaHU3AINH U IPOBCICHUS 20.03.2020 N 2061 "O6
9KCIIEPTH3bI KAYCCTBA, yrBepxxacHuu [lopsiaka

3¢ dexTBHOCTH M OC30MACHOCTH | OPraHU3aLUU M IPOBCACHUS
MEIHUHUHCKUX U3ICTUI 9KCIIEPTH3bI KAYCCTBA,

3 dexTuBHOCTH U OE30MACHOCTH
METULMHCKUX U3AETuii"

. melegal






