IHocranoBienne IIpaBurenncrBa P® ot 28.12.2016 N 1512 — O6 yTrBepaxaeHuun
IHonoxenusi 00 opranu3zanuu odecrneyeHns JnL, THPUIUPOBAHHBIX BUPYCOM
HMMYHOAe(pHUIHMTA YeJT0BEKA, B TOM YHCJIE B COYCTAHUU C BAPYCAMH renaTuTOB
B u C, aHTUBHUPYCHBIMH JIEKAPCTBEHHBIMHU NpPeENapaTaMu A5 MeIUIUHCKOI 0
npuMmeHenus u Ilosro:xkennst 00 opranusanum odecnevyeHus JuL, 00IbLHBIX
TyOepKyJe30M ¢ MHOKECTBEHHOI JIEKAPCTBEHHOI YCTONYHUBOCTHIO
BO30yIUTE/Isl, AHTHOAKTEPUAJIbHBIMH U NIPOTHBOTY0CPKYJIEe3HBIMH
JIEKAPCTBEHHBIMH MpPenapaTamMu Uil MEAUIUHCKOT 0 IPMMEHEeHHUs —
JeiicTByromasi nmociaeausisi peraxkuust ot 28.11.2020 — Pegaxkuust N 5 — Havano
npeiicreus pexakuuu 01.01.2021

Crincok n3MeHsomux 10kyMeHToB (B pen. [loctanosnenuii [IpaBurenscrea PO ot 29.12.2018 N
1743, o1 28.08.2019 N 1110, ot 20.05.2020 N 708, ot 28.11.2020 N 1963)

B cootBerctBUM co cratbeit 14 denepanpHoro 3akoHa "OO OCHOBaxX OXpaHbl 3/I0POBBS
rpaxad B PO" [IpaBurenscTtBo PO nmocTaHOBIISIET:

1. YTBepauTh npuiiaraemoie:

[Tonoxxenne 00  opraHu3anuu  OOECTIEUYCHHS  JIMI, WH(DHUIMPOBAHHBIX  BUPYCOM
MMMYHOJepUIINTa YelIOBeKa, B TOM YHCIE B COYeTaHMM ¢ BuUpycamu rematutoB B u C,
AHTUBUPYCHBIMU JIEKAPCTBEHHBIMH NpenapaTaMu JJsl MEAULUHCKOTO TPUMEHEHHUS;

[Tonoxxenne 06 opraHu3anuu oOecredeHus JUIl, OOTBHBIX TYOEpPKYJI€30M ¢ MHOYKECTBEHHOMU
JIEKapCTBEHHOW yCTONYMBOCTHIO BO30YAUTENS, aHTUOAKTEPUATILHBIMU U IPOTUBOTYOEPKYJIE3HBIMU
JIEKapCTBEHHBIMU TperapaTaMu Ui MEJUIIMHCKOTO TPUMEHEHHUS.

2. Hacrosiee nocraHoBiaeHue BCTynaeT B cuity ¢ 1 ssuBaps 2017 roaa.

YTBepxkaeHo nocranosienueM [IpaBurensctBa PO ot 28.12.2016 N 1512

IToso:kenune 00 opranu3anuu odecnevYeHus Jul, THPUUMPOBAHHBIX BUPYCOM
HMMYHOEe(PUINTA YeJI0BEKA, B TOM YHCJ€ B COYETAHUH C BUPYCAMHU renaTuToOB
B u C, aHTUBHPYCHBIMHM JIEKAPCTBEHHbIMHU MpeNnapaTaMu sl MeJIHIUHCKOT 0
NpUMeHEeHM I

Crrcok u3MeHsronmx 10KkymeHToB (B pea. [loctanonenuit [IpaButensctBa PO ot 28.08.2019 N
1110, ot 28.11.2020 N 1963)

1. Hacrosmee Ilonoxxenue YCTaHAaBJIMBACT TIOPAAOK OpPraHu3aluu obecneueHUs JINII,
I/IH(I)I/II_[I/IPOBS.HHBIX BUPYCOM I/IMMYHO,Z[e(I)I/II_[I/ITa YCJIOBCKAa, B TOM YHUCIIC B COUCTAaHUU C BHPYyCaMU
rematTutoB B wu C, AHTUBUPYCHBIMH JICKAPCTBCHHBIMU IIpCliapaTaMu Jid MCEAULIMHCKOI'O
NMPUMCHCHUS, BKIIFOUCHHBIMHA B MEPCUCHL ) KU3HCHHO HCO6XO,Z[I/IMLIX U Ba)KHEMIIIHX JICKAPCTBCHHBIX
npernapaTroB (,uanee COOTBETCTBCHHO — 6OJ'IBHBIC, JICKApCTBCHHBIC npenapaTLI), MOpPAAOK MU YCIIOBUA
nepecaayn  JICKApCTBCHHBIX  HIPCHapaToB (beﬂepaHBHBIM TOCYHapCTBCHHBIM  YUPCIKICHHUAM,
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OKa3bIBAIONINM  MEIUIMHCKYI0 TOMOIb, IOJBEIOMCTBEeHHBIM  (dDenepaibHOMY  MEAUKO-
ouosornyeckoMy areHTcTBY, @DenmepanbHON Ciy)kOe WCIOJMHEHUs HaKa3aHWH, a TakkKe B
COOCTBEHHOCTB CyOBeKTOB PD.

(B pexn. IlocranoBnenus IlpaBurensctBa P® ot 28.11.2020 N 1963)

2. Hcrounukamu  (UHAHCHUPOBAHMS OpPraHM3alUU  OOECIICYCHUS  JICKAPCTBEHHBIMH
npenapaTamMu OOJIbHBIX SIBJISIIOTCS OFO/IKETHBIE ACCUTHOBAHUS, MPEAYCMOTPEHHbBIE B (eiepaibHOM
OroxeTe MuHHCTEPCTBY 3paBooxpaHeHus PO.

3. IlpaBo OGonpHOro Ha oOecreuyeHue JIEKapCTBEHHBIMM IpernaparaMd BO3HHUKAeT CO JIHS
BKJIIOUEHUSI CBEJACHUH O HeM B (efepasIbHbI MM B pPErMOHAIbHBIA cerMeHThl dDenepanbHOro
peructpa nuil, HHGUIUPOBAHHBIX BUPYCOM HMMMYyHoAeduIuTa dyenoBeka (nanee — DenepanbHBIN
peructp).

Jlata BKItOYeHHs] OOJILHOTO B yKa3aHHbIe cerMeHThl DenepanbHOTO perucrpa (puxkcupyercs
JeqaluuM BpauoM B MEAMIIMHCKOW KapTe amOylaTOpHOTO OOJBHOTO WM HCTOPUHM Pa3BUTHUS
pebeHka.

4. Opranmszanus obecrneueHuss MunucTepcTBoM 3iapaBooxpaHeHusi P 3a cuer cpeacts
(denepanbHOro OromKeTa OOJIBHBIX JIEKAPCTBEHHBIMU IpenapataMyu OCYHIECTBISETCS C y4eTOM
CTaHJIapTOB MEIUIIMHCKOW TMOMOIIY, KIMHUYECKUX PEKOMEHIAIMi W CPEeIHEH KypCOBOM 03Bl
JIEKapCTBEHHBIX IIPENapaToB.

5. denepanbHOE MEAMKO-OMOJOTUYECKOE areHTCTBO, denepanbHas Ciy)k0a HCIOJHEHHS
HaKa3aHUW M OpraHbl HCIOJHUTEIHHOW BIACTH CyOBeKTOB P® B cdepe OXpaHbl 310POBbS
OTIPEIEIISAI0T COOTBETCTBEHHO MMOJIBEIOMCTBEHHBbIE (e/iepalibHble TOCYAapCTBEHHBIE YUPEKICHUS,
OKa3bIBAIOIIME MEIULUHCKYI0 TOMOIIb, U paclojokeHHble B cyObektax P® opranuzamnuu,
MMEIOIIHUE JIMIIEH3UIO Ha OCYIIECTBICHUE METUIIMHCKON U (1n) dhapMalieBTUYECKON e TeIbHOCTH
(mamee — opraHuzalMU-TIONYyYaTeNnu), B LENAX [OCTaBKM  OpraHu3alUsaM-TOoIy4aTessim
JIEKapCTBEHHBIX MPENapaToB.

(B pen. Ilocranosnenus [IpaButenscta PO ot 28.11.2020 N 1963)

Oprasbpl UCTIOJHUTEIBHON BIacTH cyObekTOB PD B cdepe oxpanbl 310poBbs, DeaepanbHoe
MeINKO-OnosioTuyeckoe areHTcTBo, dejepalibHas Ciiy)k0a WCIONHEHUs Haka3aHUW He mo3aHee 1
HOSIOpS TEKYIIETo rojia MPeJCTaBIAI0T B MUHUCTEPCTBO 3paBooxpaHeHus P@ 3asBKu HA MOCTaBKY

JIEKapCTBEHHbIX IpenapaToB (majgee — 3asgBKU) 10 (opMe, YTBEp)KICHHOM YKa3aHHBIM
MUHHCTEPCTBOM, C MPHIJIOKEHHEM 00OCHOBAHUH 10 UX 00BEMY, a TAK)KE MepeueHb OpraHu3alHii-
MIOJIy4aTeIIeH.

(B pen. Ilocranosnenus IlpaButenscTBa PO ot 28.11.2020 N 1963)

[Totpe6HOCTH (00BEM TOCTAaBKHM) B JIEKAPCTBEHHOM IIpenapare OMNpeAesseTcsl C Y4eToM
KJIIMHUYECKUX PEKOMEHJALMKA W CpelHEeW KypCOBOM /03Bl JIEKAPCTBEHHOTO Mpernapara UCXOIs U3
eKeMecIuyHOU (pakTHUIecKol MOTPeOHOCTH OOJBHBIX B JIEKAPCTBEHHBIX MpernapaTax B COOTBETCTBUU
CO CBEICHHSIMH pErHOHAIBHOTO cermMeHTa @enepalbHOTO perucrpa u  HEOOXOAMMOCTH
dbopmupoBanus 3amaca Ha 15 mecsiies.

6. MuHucTepcTBO 37paBooxpaHeHus PO (opMupyer KOMHCCHIO MO PACCMOTPEHHUIO 3asBOK
(nanee — KOMHCCHSI), YTBEpPXKJIACT MOJIOKEHHE O KOMUCCHHM U ee cocTaB. Komuccusi Ha cBoeM
3acellaHUM paccMaTpuBaeT 3asgBKM Ha THpeAMeT OOOCHOBAaHHOCTH 3asBJICHHBIX OOBEMOB
JICKApCTBEHHBIX IMPENaparoB, IMPU HEOOXOJMMOCTH KOPPEKTHpPYeT HMX U COIJIACOBBIBACT C
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BBIHECEHHEM COOTBETCTBYIOLIETO PEIICHMUS.

CornacoBaHue 3asBOK OCYILECTBJIAETCSI KOMUCCHEH C y4acTHUEM IIPEJICTABUTENEH OPraHoOB
WCTIOJIHUTENBHOW BJacTu cyObekToB P®, DenepanbHON CIyKObl HCIIOJHEHUS HaKa3aHUN U
@denepanbHOr0  MEIUKO-OMOJIOIMUYECKOrO areHTcTBa (B TOM  4YHMCIE€ C  HCHOJIb30BAHUEM
MH(POPMAITMOHHO-TEJICKOMMYHUKAITMOHHBIX TEXHOJIOTUI).

(B pen. IloctanoBnenus IlpasurensctBa PO ot 28.11.2020 N 1963)

7. O0beM MOCTaBOK JIEKAapCTBEHHBIX IpernapaToB (opMUpYeTcs B Npeaesiax OroKETHBIX
ACCUTHOBaHUH, IpPeIyCMOTPEHHBIX B (efepallbHOM 3aKkoHE O (QenepanbHOM OroJDKeTe Ha
COOTBETCTBYIOIINN (PMHAHCOBBIHN IO/l U MJIAHOBBINA MEPUOJI, U JIUMUTOB OIO/PKETHBIX 0053aTEIbCTB,
JIOBE/ICHHBIX B YCTaHOBJIEHHOM IMOpsJke 10 MuHucTepcTBa 3apaBooxpaHeHuss P® Ha 3akynky
JIEKapCTBEHHBIX MTPENapaToB.

8. B cooTBercTBHM ¢ 00bE€MaMU MOCTaBOK JIEKAPCTBEHHBIX MPENapaToB, yTBEP)KIEHHBIMU
OpraHaMy HCTIOJHUTEIBHON BiacTH CcyOhekToB P® B cdepe oxpanwsl 310poBbs, DemepanbHOM
ciyk00i1 ncrosiHeHus: Haka3aHuil u deepanbHbIM MEINKO-O0MOJOTHYECKUM areHTCTBOM C Y4ETOM
penieHuss KOMACCHH, MUHUCTEPCTBO 3ApaBooXpaHeHnss PO B yCTaHOBIEHHOM 3aKOHOIaTEIbCTBOM
P® nopsiake oCcyniecTBiIsSET 3aKyIKyY JIEKAPCTBEHHBIX ITPENApaToB.

(B pen. Iloctanosnenus IlpasurensctBa PO ot 28.11.2020 N 1963)

9. [TlocraBHIMKM JIEKapCTBEHHBIX IpENaparoB, OINpeAeJCHHbIE B COOTBETCTBUU C
3aKOHOAaTeNbCTBOM P®, mpencraBisator B MuHHCTEpCTBO 3apaBooxpaneHus PO odopmieHHbie B
YCTaHOBJIEHHOM TMOPSIKE JOKYMEHTBHI, MOATBEp)KIatou[ue (akT TMOJIy4eHUsS OpraHu3alusIMu-
MOJTyYaTeNIIMU JICKAPCTBEHHBIX IPENapaToB, B TOM YHCIE HAKJIAJHbIE M aKThl IpHUeMa-liepenadyu
JIEKapCTBEHHBIX MPENapaToB.

10. MunucrepcTBO 37paBooxpaneHuss PO B teuenne 10 paboumx JAHEH cO AHS MOCTYIUICHUS
aKTa mpueMa-meperayd IMPUHAMAET Ha Yy4eT JIeKapCTBEHHbIe IMpemapaTbl U U3JaeT
pacnopsaUTeNbHbIE aKThI O Iepeade JIGKApCTBEHHBIX MPErapaToB B COOCTBEHHOCTh CyObeKTOB PO
C yKa3aHUEM HOMEHKJIATYpbl, KOJIMYECTBA U CTOMMOCTH JIEKapPCTBEHHBIX MPENapaToOB B OTHOLICHUU
Kaxaoro cyobekta PO, a Take @enepanbHOMy MEAMKO-OMOIOTMYECKOMY AareHTCTBY U
OenepanbHOl cnyx0e HCIOJHEHUS HaKa3aHUM C yKa3aHHMEM HOMEHKJIATYpbl, KOJUYeCTBa U
CTOMMOCTH JIEKapCTBEHHBIX MPENapaToB.

(B pen. Ilocranosnenus IlpaButenscTa PO ot 28.11.2020 N 1963)

11. MunuctepcTBo 3apaBooxpaHeHuss PO B Teuenue 5 pabouymx AHEW co AHSA H3AAHUS
pacnopsiAMTENIBHOTO aKTa, MPEeayCMOTPEeHHOTO IyHKTOM 10 Hactosiero [lonoxenus, HampaBiseT B
OpraHbl HCIOJHUTEIHHONH BIACTU CyObeKTOB P®, ompeneneHHblE BBICIIMMU JOKHOCTHBIMU
munamMu cyobekToB PO (pyKOBOAMTENSIMU BBICHIMX HCIOIHUTEIBHBIX OPraHOB TOCYIapCTBEHHOU
BIacTH cyoObekToB P®) (mamee — ymomHOMoOueHHbIE oOpranbl), @DeaeparbHOE MEIUKO-
Oouonormdeckoe areHTcTBO U DenepanbHyr0 cinyk0y HCIONTHEHHUS HaKa3aHW W3BEIICHHE O
MOCTAaBKe JICKAPCTBEHHBIX MPENapaToB M aKT MpueMa-nepeaadu (B 2 3K3eMIUIspax), MOANUCAHHbIC
YKa3aHHbIM MHHHUCTEPCTBOM.

(8B pen. IlocranoBnenus IlpaButensctBa PO ot 28.11.2020 N 1963)

12. VYnonHomoueHHele opranbl, PenepanbHas ciayxk0a HCIOJHEHUS HaKa3aHUH W
denepanbHOE MEIUKO-OMOJIOIMUECKOE areHTCTBO B TE€UYEeHHE 5 pabouux JHEH CO JHS MOIy4eHHS
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M3BELICHUS O NIOCTABKE JICKAPCTBEHHBIX IIPENAPATOB U AKTa IpUEMa-Tepeadu, IPeayCMOTPEHHBIX
nyakToM 11 Hacrosmiero IlonokeHus, MOANMUCBIBAIOT M 3aBEPSIOT TedaThio 00a 3K3eMIULIpa
M3BEIICHUS O MOCTaBKE JIGKAPCTBEHHBIX IPENaparoB M 00a SK3eMIUIsipa aKTa MpHeMa-TepeaayH,
II0CJIE YEro BO3BpAIAIOT B MUHUCTEPCTBO 31apaBooXpaHeHuss PP OquH JK3eMIULIp yKa3aHHOIO
W3BELICHUS U OJIMH dK3EMIULIP YKa3aHHOIO aKTa pueMa-repesadm.
(B pen. IloctanoBnenus IlpasurensctBa PO ot 28.11.2020 N 1963)

13. VYnonnomoueHHble opraHbl, PenepanbHas ciyx0a HCIOJIHEHUS HaKa3aHUW U
denepanbHOE  MEIUKO-OMOJIOTMYECKOE AareHTCTBO HAa OCHOBAaHMM aKTa IpHUeMa-TIepeiadH,
penycMoTpeHHOro nmyHkroM 11 Hactosmiero IlonoxeHusi, MpUHUMAIOT HAa y4YeT JIEKapCTBEHHbIE
npenapaTsl U B T€UeHUE 5 pabouux IHEH cO JIHA MOJY4eHHUs YKa3aHHOTO aKTa IpHueMa-lepenadyu
W3/Ial0T COOTBETCTBYIOLIUE pPACIOPSAUTEIbHBIE aKThl O Iepeaaue JIEKapCTBEHHBIX IPENapaToB
OpraHM3alUAM-TIONYy4aTeasiM C  YKa3aHHEeM HOMEHKJIATyphl, KOJMYECTBAa M  CTOMMOCTH
JIEKapCTBEHHBIX MPENapaToOB B OTHOIIEHUH KaX 10 OpraHn3aluu-1noTydaTess.

(B pen. Iloctanosnenus [lpasurensctBa PO ot 28.11.2020 N 1963)

14. Opranuzauuu-noiyyaTesid B T€UeHUE 2 pabouux JAHEW cO THS MOIy4eHUs TOKYMEHTOB,
MMOATBEPXKIAOIINX IIepeady MM JIEKapCTBEHHBIX IPENApaToB, IMPUHUMAIOT JIEKAPCTBEHHBIE
IIpenaparsl Ha y4eT, 00eceunBaloT X COXPAaHHOCTD U IIEJIEBOE UCIIOJIb30BaHHE.

15. MunuctepctBo 31apaBooxpaHeHuss P® B yCTaHOBJIEHHOM UM TMOPSJIKE OCYIIECTBISET
MOHHUTOPHUHI JBIDKEHHS M ydeTa JIEKapCTBEHHBIX IpernapaTtoB B cyObekrax P®D, moBoauT 10
CBEJICHUS YIOJHOMOYEHHBIX oOpraHoB, @DenepanbHON CIHYyKObl HWCIOJHEHUS HaKa3aHUH U
®denepallbHOTO MEIUKO-OMOJIOTMYECKOT0 areHTCTBAa MOJY4YeHHbIE M0 pe3yabTaTaM MOHUTOpPUHTA
JaHHbIE, B TOM YHCJI€ CBEICHUS O HOMEHKIAType, KOJWYECTBE U CTOMMOCTH JIEKapCTBEHHBIX
npemnapaToB, 00 OTCYTCTBHUU IOTPEOHOCTH B OTHAEIbHBIX JIEKAPCTBEHHBIX IMpemnaparax jubo o
MOSIBJICHUH JIOTIOJHUTEIBHOM MOTPEOHOCTH B JICKAPCTBEHHBIX IMpernapaTax B CBSI3U C U3MEHEHUEM
YUCIIEHHOCTH  OOJBHBIX, W3MEHEHUSMH B HA3HAYCHHUSIX MEAULIMHCKHUMH  pabOTHUKaMU
JIEKapCTBEHHBIX IpenaparoB OOJBHBIM U COTJIACOBBIBAET IE€pepaclpe/iesieHue JIeKapCTBEHHBIX
npenapatoB Mexay cyobekramu P®, denepanpHO CayXO00W HCIOTHEHUS HaKa3aHUN W
®denepalibHBIM MEIMKO-0HOJIOrHUEeCKUM areHTCTBOM.

(B pen. Ilocranosnenus IlpaButenscTBa PO ot 28.11.2020 N 1963)

16. Ilepenaua nekapCTBEHHbIX IpenapaToB OJHUM CyObeKTOM P® B cOOCTBEHHOCTH APYroro
cyobekta P® ocymecTBisercs Ha OCHOBAaHMM akTa IpueMa-nepesadyd. MHHHUCTEPCTBO
31paBooxpaHeHust PO yBenomisiercs o nepenaye JeKapCTBEHHbIX MpenapaTtoB B 10-aHEBHBINH Cpok
1ocyIe MOANUCAHUS aKTa IIpHUeMa-Nepeaayy YIIOJIHOMOYEHHbIMU OpraHaMH.

Ilepenaua JekapCTBEHHBIX MpenaparoB Mexay cyObektamu PD, denepanbHoii cimyx00ii
UCTIOJIHEHUs Haka3aHuii u denepanbHbIM MEAUKO-OMOI0THYECKMM areHTCTBOM OCYILECTBIISICTCS Ha
OCHOBAaHMM  COOTBETCTBYIOILIETO  PACHOPSAMTENBHOIO  aKTa  YIOJHOMOYEHHOTO  OpraHa,
denepanbHON CiyKObl WCHOJMHEHUs HakazaHud wnn deaepaqbHOr0 MEIUKO-OHOJIOrMYECKOTOo
areHTCTBa O Iepefauye JIEKapCTBEHHBIX IPENapaToB, M3BEIICHHUS O IIOCTABKE JIEKApPCTBEHHBIX
IIpenapaToB M akTa IpueMa-nepenayd. MUHUCTEPCTBO 34paBooxpaHeHHs PP ysenomussercs o
nepeadye JIEKapCTBEHHBIX IIpernapatoB B 10-IHEBHBIM CpPOK IOCIE MOJANUCAHUS aKkTa IMpHEMa-
nepeaays COOTBETCTBYIOUIUM YIOJHOMOUYEHHBIM opraHoM, denepaibHON CiryKO0H HCHOIHEHUS
Haka3zaHuil 1 OenepanbHBIM MEIUKO-OMOJIOTHYECKUM areHTCTBOM.

(8 pen. IlocranoBnenus IlpaButensctBa PO ot 28.11.2020 N 1963)
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17. MuHnucrepctBo 3apaBooxpaneHus P® mpexacrasiser exekBapTanbHO, 10 10-ro uumcna
MecsIa, CIEeIyIOUIero 3a OTYETHBIM KBapranoMm, B denepanbHyro clyxO0y 1Mo Ham3opy B chepe
3/IpaBOOXPAHEHHUs CBEICHU O Iepeade JICKAPCTBEHHBIX IIPENapaToB YIIOJIHOMOYEHHBIM OpraHam,
OenepanbHOi  Cayx0e UCMONMHEHUS HakazaHud u DenepaibHOMY METUKO-OHOJIOTHYECKOMY
areHTCTBY M COIVIACOBAHHBIX IIEPEPACHPEACICHUIX JIEKAPCTBEHHBIX IpPEnaparoB, B TOM YHUCIIE
MEXAY VYIOJIHOMOYEHHbIMH opraHamu, @DenepanbHON CIoyXKO0H HWCIOJHEHUS HaKa3aHUM U
@denepalibHbIM  MEAUKO-OMOJIOTHYECKMM areHTCTBOM, B II€JIAX OCYILECTBICHHUS KOHTPOJS 3a
LIEJIEBBIM HCITOJIb30BAHNUEM JIEKAPCTBEHHBIX IPENApPaTOB.

(B pen. [Mocranosnenus [IpaBurensctBa PO ot 28.11.2020 N 1963)

18. B wmensx obOecriedeHust OOJIBHBIX JIEKAPCTBEHHBIMU IIperaparaMM B  IOPSIKE,
YCTAHOBJIEHHOM  3aKOHOJATEeIhCTBOM P®D, ocymiecTBiseTcss Ha3HaueHHE JICKApCTBEHHBIX
npenaparoB u 0popMIICHHE PELENTOB Ha JIEKAPCTBEHHBIE MTPETIapaThl.

19. Ilpu Ha3HaueHuu OOJILHOMY JIEKAPCTBEHHBIX IMpENapaToB JieHaluil Bpad UHPOPMUPYET
€ro 0 BO3MOXXHOCTH TMOJY4YEHHS UM COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MPENapaToB 0e3 B3UMaHUs
IIJIAThl B COOTBETCTBHUHM C 3aKOHO/IATEIBCTBOM PD.

20. B menmsx auHaMHYECKOTO HAOJIOACHHS 32 OOJBHBIM U COONIOJACHUS MEPUOIUIHOCTH
MOCEIIEHUsI MM MEIWLUHCKON OpraHu3alMy JieyallluM BpauoM OIPEIENseTcs KOJUYECTBO
JIEKapCTBEHHOIO Ipernapara, €IUHOBPEMEHHO O(OpPMIIEHHOIO Ha peLenTypHoM OjaHke B
COOTBETCTBUHU C PEKOMEHJOBAHHOW CPETHECYTOUYHOM KYpCOBOM 0301 U CPOKOM, HA3HAYEHHBIM TSI
MOCEIIECHUS.

21. MenuuuHcKas opraHu3aius nNpeaocTaBisieT 00JIbHOMY (€ro 3aKOHHOMY MPEACTaBUTEIIIO)
nHpopMalrio 00 OpraHu3aluiax, PacloJOKEHHBIX B T'PaHUIAX MYHHUIMIAILHOTO 00pa30BaHUs I10
MECTy JKUTEJIbCTBA WM MECTy npeObiBaHMs (B Clydae €cli CPOK INpeObIBaHUs MpeBBIIIaeT 6
MecsleB) OOJIBHOIO U OCYIIECTBISIONIMX OECIUIaTHBIM OTIYCK JIEKAPCTBEHHBIX IMPENaparos,
HA3HAYEHHBIX JICYAI[UM BPauOM.

22. Ha3naueHue M OTIYCK OOJIBHOMY (€ro 3aKOHHOMY HPEICTaBUTEINI0) JIEKAPCTBEHHBIX
MpernapaToB OCYLIECTBISIETCA B CpOK, He mpeBblmatoinuii 20 pabouux JHEH cO THS BKIIOYCHUS
00JILHOTO B pErHOHANIbHBIN cerMeHT DeiepanbHOro perucTpa.

22(1). Opranuzanusa OKa3aHHs MEAULMUHCKON MOMOINM JIUIaM, 3aKIIOYEHHBIM IOJ CTPaKy
WU OTOBIBAIOIIUM HAKa3aHHWE B BUJC JUIICHUS CBOOOJBI, B TOM YHCJIC Ha3HAUYEHHUE W NTPUMEHEHUE
JIEKapCTBEHHBIX TIPENapaToB, OCYLIECTBISETCA B MOPSJKE, YCTAaHOBIEHHOM MUHHCTEPCTBOM
roctuu PO.
(m. 22(1) BBeneH Ilocranosnenuem IlpaBurensctBa PD ot 28.11.2020 N 1963)

23. B ciyuae Bble3a 00JIBHOTO 3a npejielibl cyobekTa PD, Ha TeppuTOpHH KOTOPOro GOJIBHOM
NPOXKMBAET, a TaKXKe 3a MpeneNnbl TeppUTOpPHUH, MoJulexaliel obcmyxkuBanuio denepaibHbIM
MEIUKO-OMOJIOTHYECKUM areHTCTBOM, Ha TEPPUTOpUI0 Jpyroro cyowbekra P® wim apyryro
TEPPUTOPHUIO, MOJUIeXKAILYI0 00cTykuBaHU0 DeaepaabHbIM MEINKO-OHOJIOTHYECKUM areHTCTBOM,
Ha CPOK, HE TNPEBBIIIAIONIMA 6 MecsleB, TaKOMy OOJBHOMY OPraHOM HCHOJHHMTEIBHOM BIIAaCTH
cyobekta PO B cdepe oxpaHbl 3710poBbs WM (pefepaTbHBIM TOCYIapCTBEHHBIM YUPEXKIACHUEM,
OKa3bIBAIOUIMM  MEIUIMHCKYIO IIOMOIIb, MOABEIOMCTBEHHbIM  (DenepasbHOMY  MEIUKO-
OMOJIOTUYECKOMY areHTCTBY, OpraHu3yeTcs oOecrieueHHe JeKapCTBEHHBIMH IperaparaMi Ha CPOK
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IpyeMa, paBHBIA CPOKY €ro Bbl€3/a 3a IpeJesbl TeppuTopun cyobekta P®, a Takke TeppuTOpui,
noiexkameil  oOciykuBanuto  DeneparabHBIM  MEAUKO-OMOJIOTHYECKHM — areHTCTBOM, JHO0,
YUHTBIBAs CPOKM TOJHOCTH MMEIOLIMXCS OCTaTKOB JIEKAPCTBEHHBIX IIPENapaToB, oOecreueHue
TaKOTO 0OJILHOTO JIEKAPCTBEHHBIMU TpenapaTaMy Ha COOTBETCTBYIOIIUI CPOK.

CBeneHHsT O KOJHMYECTBE HA3HAYEHHBIX WM OTIYHICHHBIX OOJBHOMY (€ro 3aKOHHOMY
MIPEJICTABUTEINIO) JIEKAPCTBEHHBIX MPENapaToOB BHOCITCS B PErHOHAJIbHBIA cerMeHT DenepalibHOTo
perucrpa.

24. B cnydae Bble3zia 00JIBHOTO 3a Mpezeiibl cyobekTa PD, Ha TeppUTOpUU KOTOPOTO OOJIBHOM
MPOXXMBAET, a TaKXKe 3a TPENeNbl TEPPUTOPHUH, MoJUIekameld oocmyxuBannio DexeparbHBIM
MEMKO-ONOJIOTUYECKUM areHTCTBOM, Ha TEPPUTOPHIO JPYyroro cyobekrta P® wmm napyryro
TEPPUTOPHIO, TIOUIeKAITYI0 00CcTykuBaHnut0 DeneparbHbIM MeTUKO-ONOIOTHIECKAM areHTCTBOM,
Ha CpOK, MPEBBIMAIOMIHMNA 6 MecsleB, WM B CiIydae HM3MEHEHHS MECTa JKUTEICTBA TaKOMY
00JPHOMY Ha3HAYaIOTCS JIEKAapCTBEHHBIE IMpemnapaThl Ha CPOK Mpuema He Oosiee OJHOTO Mecsia
00 OpraHu3yeTcsi OPraHoM HCIOJHUTENbHOM BiacTu cyObekta P® B cdepe oxpaHbl 310pOBbs
Wik QelepaibHBIM TOCYJAAPCTBEHHBIM YUPESIKICHUEM, OKA3BIBAOIIMM MEIUIIMHCKYIO ITOMOIIIb,
MOJIBEZIOMCTBEHHBIM DeiepaqbHOMy MEAMKO-OMOJIOTHYECKOMY areHTCTBY, OOECIIEYeHHE TaKOTo
00JILHOTO JIEKaPCTBEHHBIMU IpenapaTaMy Ha CPOK MpuemMa He 0oJiee OJJTHOTo Mecsla.

CeneHuss 0 TakoM OOJIFHOM TOJUIEKAT MCKIIOYEHUIO W3 PETHOHATBHOTO CETMEHTa
denepanbHOTO PETHCTPA, KOTOPBIN BEACTCS OpraHOM HMCIOJHUTEIBLHOW BJIACTH B Cepe OXpaHbl
310pOBBs cyObekTa PD, ¢ TeppuTOprn KOTOPOTO BHIE3)KaET OOJILHOM, WiIH (heIepaIbHOTO CETMEHTa
(B cirydae BwIe3ga OOJIBHOTO C TEPPUTOPHH, MOJUIeKaIel oOcaykuBannio denaepaabHbIM MEIUKO-
OMOJIOTMYECKHM areHTCTBOM) M Iepefade (B TOM YHCJIE C HMCIOJIb30BaHHWEM HWH(OPMAIMOHHO-
TEJIEKOMMYHUKALIMOHHBIX TEXHOJIOTUW) OpraHy HCIHOJHUTEIbHOM BiacTd B cdepe OXpaHbl
3I0pOBBs CyObeKkTa PD, Ha TeppUTOPHIO KOTOPOTO Bhexasl 00JIbHOH, win deneparbHOMY MEIUKO-
OMOJIOTMYECKOMY areHTCTBY JJIsl BKJIIOYEHHsSI B YCTAHOBJIEHHOM MOPSAIKE B APYroil pernoHanbHbII
CerMeHT Wwin (penepanabHblii cerMeHT PeiepaibHOTO perucTpa.

JlaToit BKJIIOUCHUS B TAKUX CIydasX CBEJAECHUN O OOJIBHOM B JIPYroil periOHaIbHBIN CETMEHT
i (denepanbHbli cerMeHT DenepallbHOTO perucTpa sBISETCS JIeHb, CICNYIOIUNA 3a JHEM
UCKJIIOYEHHsS] B COOTBETCTBMU C a03alleM BTOPBHIM HACTOSIIETO IYyHKTa CBEACHUW O HEM U3
COOTBETCTBYIOIIETO PErMOHAIBHOTO CerMeHTa Wik ¢eaepaibHOro cermenra OenepaibHOrO
perucrpa.

25. OpraH UCIOJIHUTENBHOMN BIACTU B cpepe OXpaHbl 30pOBbs CyObekTa PD, ¢ Teppuropun
KOTOpOTO BbIexanl OojbHON, win DenepalibHOE MEIUKO-OMOJIOTHYECKOE areHTCTBO (B Cilydae
Bble3ja OOJBHOTO C OOCIy)XKHBaeMOW UM TEPPUTOPUHU) TMpPEACTaBIsieT (B TOM YHUCIE C
UCI0JIb30BaHUEM HH(OPMALMOHHO-TEIEKOMMYHHKAIIMOHHBIX TEXHOJIOTHI) IO 3alpocy oOpraHa
WCIIOJIHUTENBHON BiacTu B cdepe OXpaHbl 3A0pOBbi cyObekTa P®D, Ha TEppUTOPUIO KOTOPOTO
Bbexan OonbHOH, wim DenepanbHOrO METUKO-OMOJIOTHYECKOro areHTCTBa (B Cilydae Bbe3/a
0OJBPHOTO Ha OOCIY)XMBaeMyl0 WM TEPPUTOPHUIO) CBEACHUS O KOJIWYECTBE HA3HAYCHHBIX WIIU
(akTUYeCKH TMpEeAOCTaBICHHBIX OONBHOMY (€ro 3aKOHHOMY IMPEACTABUTENI0) JEKAPCTBEHHBIX
MpenapaToB B COOTBETCTBUH ¢ MyHKTOM 24 HacTosero [lonoxenus.

26. OpraH MCHOJHUTEIBHOM BIACTH B cpepe OXpaHbl 310pOBbs cyObekTa PD, Ha Tepputopun
KOTOPOTO MpOoXKHUBaj OosibHOW, mnu PenepanabHOE MEIMKO-OMOJIOTHYECKOE areHTCTBO (B cilydae
Bble3a OOJBHOTO € OOCTyXKHBaeMOHW MM TEppPUTOPUM) TpeACTaBiser (B TOM 4YHCIE C
UCIOJb30BaHUEM  MH(POPMAIMOHHO-TEJIEKOMMYHUKAIIMOHHBIX ~ TEXHOJOIHMH) 1O  3ampocy
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@denepanbHON CIyKOBl HCIIONHEHUS] HAKa3aHWUH CBEIACHUS O KOJIMYECTBE HA3HAYCHHBIX WIIH
(aKTHUECKH MPETOCTABICHHBIX OOJIBHOMY JIEKAPCTBEHHBIX MTPETIapaTOB.

@enepanbHas Ciry:x0a HCIIOJHEHUS HAKa3aHUHN TI0 3a1poCy OpraHa MUCIOJHUTEIBHOM BIACTH B
chepe oxpaHbl 3/10pOBbsl CcyObekra P®D, Ha TEppPUTOPUI0 KOTOPOTO BHEXad OOJBHOH, WU
denepanbHOTO  MEIUKO-OMOJIOTHUECKOTO0  areHTcTBa (B cioydae Bbe3Ja OOJIbHOTO  Ha
OOCITy’)KHBaEMyl0 WM TEPPUTOPUIO) TpeACTaBisieT (B TOM 4YHCIE€ C HCHOJIb30BAHHEM
MH(POPMAIMOHHO-TEJICKOMMYHUKAIIMOHHBIX TEXHOJIOTUH) CBEICHUS O KOJMYECTBE HA3HAYCHHBIX
WH (PaKTUIECKH TPEAOCTABICHHBIX OOJIBHOMY JIEKaPCTBEHHBIX MPETIapaToB.

(. 26 BBeneH IlocranoBnenuem IpasurensctBa PO ot 28.11.2020 N 1963)

VY1BepxaeHo nocraHosineHneM IpaButensctBa PO ot 28.12.2016 N 1512

ITos10:keHne 00 opranu3anuu odecnevYeHus Jull, 00JbHBIX TY0EPKYJI€e30M ¢
MHOKeCTBEHHOI JIEKAPCTBEHHOI YCTOWYHMBOCTHIO BO30Yy AU TE IS,
AHTHOAKTEPHAJILHBIMY U MPOTUBOTY0EPKYJIE€3HBIMHU JIEKAPCTBEHHBIMHU
npenapaTamMmu JJs MeIUIMHCKOT0 NIPHUMeHeHHUs

Crincok n3MeHsomux 10KkyMeHToB (B pen. [loctanosnenuit [Ipasurensctea PO ot 28.08.2019 N
1110, ot 20.05.2020 N 708)

1. Hactosimee [lonokeHne ycTaHaBIMBAET TOPSIOK OpraHu3aliuud OOeCreYeHUs JIuIl,
OOJILHBIX TYOEpKYJI€30M C MHO)KECTBEHHOM JIEKAPCTBEHHOM YCTOMYMBOCTBIO BO30YIUTENS (Jaee —
0OJIbHBIC), AaHTHOAKTEPUAIBHBIMH U MPOTHBOTYOCPKYJIEC3HBIMH JICKAPCTBEHHBIMU TpeTiapaTaMu JIjIst
MEIUIIMHCKOTO TPUMEHEHHUs, TMpPEIHA3HAYCHHBIMUA Il JICYCHHS OTOro 3a00JIeBaHUS H
BKJIFOYCHHBIMH B TIEPEUYCHb KU3HCHHO HEOOXOJIMMBIX M BOKHEHINMX JIEKAPCTBEHHBIX IPENapaToB
(mamee — JeKapCTBEHHBIE MpernapaThl), a TAKXKe MOPSAIOK M YCIOBHs TepeAadd JICKapCTBEHHBIX
MpenapaToB B COOCTBEHHOCTh CyOBeKTOB PD.

2. WctoynukoM (PUHAHCUPOBAHMS OpraHu3alnuud obOecredeHHus OOJIbHBIX JIEKapCTBEHHBIMU
npernapaTamMmy SBISIOTCS OIOKETHBIE aCCUTHOBAHUS, MPEAYCMOTPEHHBIE B (eiepallbHOM OIOIKETE
MunucrepctBy 3apaBooxpaneHus PO.

3. IlpaBo OoaBHOrO Ha OOECIIEYCHHE JICKAPCTBCHHBIMH IIperiapaTaMyd BO3HUKACT CO JHS
BKIIFOYCHHUSI CBEJICHUII O HEM B PErHOHAJbHBIN cerMeHT DefepalibHOrO perucTpa Juil, OOJBHBIX
TyOepkyne3oM (nanee — OenepalibHBIN PErucTp).

Jlata BKIIOYeHHs O0JIBHOTO B PerHOHATIBHBIN cerMeHT DefepanbHOro peructpa GuKCcupyeTcs
JeJanuM BpauoM B MEAMIIMHCKOW KapTe amOylaTOpPHOTO OOJBHOTO WU HCTOPHH Pa3BUTHUS
pebeHka.

4. Opranmzanus oOecrneyeHus MUHHCTEpCTBOM 3apaBooxpaHeHus P®d 3a cuer cpencts
¢benepanbHOro Oro/pKeTa OOJBHBIX JIEKAPCTBEHHBIMHM MpenapaTaMH OCYIIECTBISIETCS C y4eTOM
CTaHJAapPTOB MEIMLMHCKON NOMOIIM, KIMHUYECKUX PEKOMEHIAIMH M CpEeJHEN KypCOBOM /103bI
JIEKapCTBEHHBIX NIPENApaTOB.
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5. OpraHbl HCTIOTHUTENBHON BIacTH cyObeKTOB PD B chepe oxpaHbl 310pOBhs HE MO3aHEE |
HOSIOPSI TEKYIIETO To/ia MPEACTaBISIOT B MUHHUCTEPCTBO 3/1paBooxpaHeHns PD 3asBKM Ha OCTaBKY
JEKapCTBEHHBIX TMpenapaToB (maizee — 3asBKU) 10 (opme, YTBEPKICHHONH YyKa3aHHBIM
MUHHCTEPCTBOM, C MPUIIOKEHHEM 000CHOBaHHIA IO UX 00BbEMY, a TaKKe NepedyeHb OpraHu3alIHid,
MMEIOLIUX JIMIEH3UIO Ha OCYIIECTBIEHUE MEAUIIMHCKON U (1K) (papMalleBTUYECKOMN AeATeIbHOCTI
B cyObekrax P® (manmee — opraHuM3anuu-TONy4aTelid), B IENIAX IOCTaBKH OpPraHH3aIHsIM-
IIOJIy4aTelIsIM JICKapCTBEHHBIX IIPENapaTos.

[ToTpe6HOCTH (00BEM NOCTAaBKHM) B JIEKAPCTBEHHOM IIpenapaTe OIpeesseTcss € y4eTOM
KJIIMHUYECKUX PEKOMEHJALNKA M CPEeIHEW KypCOBOM JI03bI JIEKAPCTBEHHOI'O IIpernapara UCXOIs U3
eXKeMeCcIYHON (pakTHUecKOl MOTPeOHOCTH OOJBHBIX B JIEKAPCTBEHHBIX MpernapaTax B COOTBETCTBUU
CO CBEICHUSIMH pErHOHAJIBHOTO cermMeHTa @enepalibHOrO perucrpa M HEoOXOJUMOCTH
dhopmupoBaHus 3amaca Ha 15 MecsIeB.

6. MunucrepcTBO 3apaBooxpaHeHusi PO dopmMupyer KOMHCCHIO MO PACCMOTPEHMIO 3asSBOK
(nanee — KOMHCCHSI), YTBEPXKIAeT IMOJIOKEHHE O KOMUCCHMM M ee cocTaB. Komuccus Ha cBoeM
3acellaHuM  paccMaTpuBaeT 3asABKM Ha IpeAMeT OOOCHOBAaHHOCTH 3asBJIIEHHBIX OOBEMOB
JIEKapCTBEHHBIX IpPEnaparoB, MpU HEOOXOJAUMOCTH KOPPEKTUPYET HMX U COIJIAaCOBBIBAET C
BBIHECEHHEM COOTBETCTBYIOLIETO PEIICHMUS.

CorylacoBanue 3asBOK OCYIIECTBIIIETCS KOMHCCHEH C Y4acTHEM IPEICTABUTEIIEH OPIraHOB
UCIIOJIHUTENBHOW BacTH cyObekroB P®d (B TOM uuciae ¢ MCHONb30BaHHMEM HH(POPMALUOHHO-
TEJIEKOMMYHUKAIIIOHHBIX TEXHOJIOTUH).

7. OO6beM TOCTAaBOK JICKAPCTBEHHBIX MpernapaToB (GopMupyercs B mpeneiax OrHKETHBIX
ACCUTHOBAHUH, MPEAYCMOTPEHHBIX B (demepasibHOM 3akoHe O (QenepanbHOM OIOKETE Ha
COOTBETCTBYIOIINI (DMHAHCOBBIN T'OJ M TUIAHOBBIM TIEPUOJ, U JJUMUTOB OFOJKETHBIX 0053aTENbCTB,
JIOBEJICHHBIX B YCTAHOBIICHHOM TMOpsaKe 0 MHHHUCTEpCTBa 31paBooxpaHeHus P®D Ha 3akynky
JICKapCTBEHHBIX MIPEMapaToOB.

8. B cooTBeTCTBHMM C 00OBEMaMH TOCTABOK JIEKAPCTBEHHBIX IPENApaTOB, YTBEP)KICHHBIMH
OpraHaMy HCITOJTHUTEJIbHOU BJIacTH cyObekTOB PD B cdepe oxpaHbI 370pOBbS C yUETOM PEIICHUS
KOMHUCCHM, MMHHUCTEPCTBO 3/paBOOXpaHeHuss PP B yCTaHOBJIEHHOM 3aKOHOAATENLCTBOM PO
MOPSIJIKE OCYIIECTBISIET 3aKYIKY JIEKAPCTBEHHBIX MPENapaToB.

9. [TlocraBuIMKM JIEKApCTBEHHBIX MpENaparoB, OINpeAeTeHHbIE B COOTBETCTBUU C
3aKoHOJaTenbCTBOM P®, mpeacraBusioT B MunuctepcTBo 3apaBooxpanenus PO odopmieHHbie B
YCTaHOBJICHHOM TMOPSJIKE JTOKYMEHTBHI, MOJTBEpXKIAromue (akT MOJIyuyeHUs OpraHu3alvsIMu-
MOJIyYaTeNIIMHA JICKAPCTBEHHBIX IPENapaToB, B TOM YHCIE HAKJIAJHbIe M aKThl IpHUeMa-liepenadu
JIEKapCTBEHHBIX MPENapaToB.

10. MunucrepcTBo 31paBooxpaHeHus PP B teuenue 10 paboumx IHEH co JHS NOCTYIUIEHUS
aKTa IpUeMa-lepelayd IPUHUMAeT Ha y4eT JICKapCTBEHHbIE IIpernaparbl W U3JaeT
pacropsIuTeIbHbIE aKThI O Mepeaaye JIEKapCTBEHHBIX MPEnapaToB B COOCTBEHHOCTh CyObekTOB PO
C YKa3aHMEM HOMEHKJIATYpPbl, KOJIMUYECTBA U CTOUMOCTH JIEKAPCTBEHHBIX IPENAPATOB B OTHOLIECHUH
Kax0ro cyobekra PO.

11. MunuctepctBo 31paBooxpaHeHuss PD B Teuenue 5 paboumx IHEH cO IHSA H3AaHUA
pacnopsiAMTENILHOTO aKTa, MPeaycMOTpeHHOTO yHKTOM 10 Hactosiero [lonoxenus, HampaBisieT B
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OpraHbl HCIOJHUTEIBHOW BIACTH CyOBbekTOB P®d, ompeneneHHbIE BBICHIUMU JOJKHOCTHBIMU
nunaMu cyObeKToB PD (pyKOBOAMTENSMH BBICHIMX HCIIOJIHUTEIBHBIX OPTaHOB T'OCYAAPCTBEHHOM
BrIacTH cyObekToB P®) (mamee — yYNOJHOMOYECHHBIE OpPraHbl) U3BEHICHHE O IOCTaBKe
JIEKAPCTBEHHBIX TMpENapaToB M aKT mpueMa-tiepeaud (B 2 DSK3eMIUIspax), TMOJMKUCAHHbBIE
yKa3aHHBIM MUHUCTEPCTBOM.

12. YrionHOMOYEHHBIE OpPTaHbl B T€UEHUE 5 paOOuuX JHEHU CO JHS MOJTYYCHHS WU3BEIICHHUS O
MOCTABKE JIEKAPCTBEHHBIX MPENAPATOB U aKTa MpUeMa-Nepeayu, NpeayCMOTPEHHBIX MyHKTOM 11
Hacrosero IlonokeHus, MOMMUCHIBAIOT M 3aBEPSIIOT IMeYaThio 00a SK3eMIUIsApa H3BEHICHUS O
IIOCTaBKE JIEKAPCTBEHHOI'O Ipernapata M o0a SK3eMIuigpa akra MpueMa-lepeaayu, Mocie Yero
BO3BpAIIAIOT B MHUHUCTEPCTBO 3apaBoOXpaHeHuss PD oauH 3K3eMIUISP YKa3aHHOTO W3BELICHHS U
OJIVH JK3EMIUIIP YKa3aHHOIO aKTa IpHeMa-nepe1ayu.

13. YNOIHOMOYEHHBI OpraH Ha OCHOBAHHWM AaKTa IpUeMa-Tiepefadyd, IperyCMOTPEHHOIO
nyHkToM 11 Hacrosimero [1onokeHns, MpUHUMAET Ha y4eT JIEKapCTBEHHBIE IIPENapaThl U B TEUECHHE
5 paGouux nHeHN co JHS MOJYYeHUs YKa3aHHOTO aKTa MpHeMa-rnepeaayu U3aeT pacinopsAuTeIbHbIN
akT O T1epeladye JIEKApCTBEHHBIX NPENaparoB OPraHU3alUsAM-TIONY4YaTeNsiIM C  YKa3aHHEM
HOMEHKJIATYpbl, KOJMYECTBA M CTOMMOCTH JIEKaPCTBEHHBIX IIPENAapaTOB B OTHOIICHUM Ka)IOW
OpraHU3alUU-TI0TydaTeNs.

14. Opranuzanuu-nojaydaTesad B TeUeHHe 2 pabounx THEW CO JHS MOJTYYCHHS JTOKYMEHTOB,
MOATBEPXKAAIONIUX T[Eepelady UM JIEKApCTBEHHBIX MpernapaToB, MNPUHUMAIOT JIEKapCTBEHHbBIE
mpenapaTsl Ha y4eT, 00eCledrBaloT UX COXPaHHOCTb U 1L[E€J€BO€ UCIOIb30BaHUE.

15. MunuctepctBo 31apaBooxpaHeHuss PD B yCcTaHOBJIEHHOM UM TOPSAKE OCYHIECTBIISET
MOHHUTOPHUHI JBIDKEHHS M ydeTa JICKapCTBEHHBIX IpernapaTtoB B cyObekrax P®D, moBoauT [0
CBEJICHUSI YIOJHOMOYEHHBIX OPraHOB IOJIyYEHHBIE 110 PE3yJIbTATAM MOHUTOPUHIA JAAHHBIE, B TOM
Yyclieé CBEICHUS O HOMEHKIAType, KOJMYECTBE M CTOMMOCTH JIEKapCTBEHHBIX IpenaparoB, 00
OTCYTCTBHM TOTPEOHOCTH B OTHENIbHBIX JIGKAPCTBEHHBIX Ipernaparax JHUOO O TOSBICHUU
JIOTIOTHUTEIBHON MOTPEOHOCTH B JICKAPCTBEHHBIX Mperaparax B CBA3M C U3MEHEHHEM B CYObEeKTe
P® 4ncnenHoctu OOJNBHBIX, H3MEHEHUSMH B Ha3HAYEHUSX MEIUIMHCKUMH pabOTHUKaMU
JIEKapCTBEHHBIX IpenaparoB OOJBHBIM M COTJIACOBBIBAET IEpepaclpeieieHne JEeKapCTBEHHBIX
MpernapaToB MeXy cyobekTamu PO.

16. Ilepenaua nekapCcTBEHHBIX MPENapaTOB OAHUM CyObeKTOM P®D B cOOCTBEHHOCTH APYroro
cyobekta P® ocymecTBiusieTcss Ha OCHOBAaHMM aKTa mpueMa-nepenayd. MHHHCTEPCTBO
3npaBooxpaneHusi PO yBenomuisercs o nmepegaye JeKapcTBEHHBIX MpernapaToB B 10-1HEBHBIN CPoOK
MOCJIe TIOIMUCaHUS aKTa MpueMa-Tnepeadu ynoJHOMOYEHHBIMU OpraHaMHU.

17. MuHnucrepctBo 3apaBooxpaHeHuss PO mpexncraBiser exekBapTalbHO, 10 10-ro uucia
MecsiIa, CIeIyIoUIero 3a OTYETHhIM KBapTaioMm, B DenepanbHyro Clyk0y Mo Haa3opy B cdepe
3JIpaBOOXPAHEHMsI CBEJIEHUs O Iepejaue JeKapCTBEHHBIX MpenaparoB B COOCTBEHHOCTh CYyOBEKTa
P® u cornacoBaHHBIX MepepacipeieNieHUsIX JIeKapCTBEHHbIX MPernapaToB Mex 1y cyobekramu PO B
LEJISIX OCYILECTBIIEHUS KOHTPOJIA 32 LIEJIEBBIM HCIIOJIB30BAHUEM JIEKAPCTBEHHBIX IIPENapaToB.

18. B memsax obecriedeHusi OOJBHBIX JIEKAPCTBEHHBIMH IIpernaparaMd B IOPSJKE,
YCTaHOBJIEHHOM  3aKOHOJATeNbCTBOM P®, ocyliecTBiaseTcss Ha3HAUEHUE JIEKapCTBEHHBIX
npenaparoB 1 opopMIIeHHE PELENTOB Ha JEKapCTBEHHBIE MTPENapaThl.
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18(1). B cmyyae HaxosxieHUs1 OOJIHHOTO HA JICUCHUH B CTAIIHOHAPHBIX YCIOBUAX OOeCTicueHne
JIEKApCTBEHHBIMH TIperiapaTaMy, 3aKyllaeMbIMH 3a CYET CpelncTB (eaepaabHoro OroKeTa,
OCYILIECTBIISICTCS ~MyTEM WX MPENOCTABICHHUS OpraHU3alMer-1ojydareeM MeIUIMHCKON
OpraHu3aIuM, B KOTOPOH MMPOBOIUTCS JICUCHHE.

(n. 18(1) BBeneH IlocranosnenueM IlpaBurensctBa PO ot 20.05.2020 N 708)

19. Ilpu Ha3HaueHuu OOJILHOMY JIEKAPCTBEHHBIX IpPENapaToB JieHaluil Bpau UH(POPMUPYET
€ro 0 BO3MOXHOCTH TOJY4YEHHUSI UM COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX IIPENapaToB 0e3 B3UMaHUs
IIJIATBI B COOTBETCTBHUHM C 3aKOHOAATENBCTBOM PD.

20. B mensx auHaMHUYECKOTO HAOJIOJACHHS 32 OOJBHBIM U COONIOJACHUS MEPUOIUIHOCTH
MOCCIICHUSI UM MEIUIMHCKOW OpraHu3aluy JIeYallMM BpAayOM OMNPEAEIAeTCS KOJUYECTBO
JIEKApCTBEHHOTO TIpernapara, €IWHOBPEMEHHO OQOpPMIIEHHOTO Ha pelenTypHOM OJiaHKe B
COOTBETCTBUHU C PEKOMEHJOBAHHOW CPETHECYTOUYHOM KYPCOBOM 0301 U CPOKOM, HA3HAYEHHBIM TSI
MOCEIIECHHUS.

21. MemunmHCcKasi OpraHu3aius MpeaoCTaBiIseT 00JBHOMY (€ro 3aKOHHOMY MPEACTABUTEIIO)
nH(popMalrio 00 OpraHn3anusix, pacloJOKEHHBIX B T'paHUIAX MYHHUIIMIAIBLHOTO 00pa3oBaHuUs IO
MECTYy JKUTEJIbCTBA WJIM MECTy NpeObiBaHMs (B Clydae €Cld CpOK INpeObIBaHUs MpeBbIIIaeT 6
MecsleB) OOJBHOIO M OCYIIECTBISAIONIMX OECIUIATHBINM OTIYCK JIEKAPCTBEHHBIX IMPENaparos,
Ha3HA4YCHHBIX JICYAIIUM BPAayOM.

22. Ha3nayenwe u OTmycK OOJIbBHOMY (€ro 3aKOHHOMY MPEICTaBUTENIO) JIEKAPCTBEHHBIX
MpenapaToB OCYIIECTBISIETCS B CPOK, He mpeBbimaronuii 20 pabounx AHEH cO JHS BKIIOUYCHUS
OOJILHOTO B PErHOHANIbHBIN cerMeHT DeiepaIbHOTO PErucTpa.

23. B ciydae BbIe3ia 00JIBHOTO 3a Mpezeiibl cyobekTa PD, Ha TeppUTOpUU KOTOPOTO OOJIBHOM
MIPOXKUBAET, Ha TEPPUTOPHIO ApPyroro cyobekra P® Ha cpok, HE MPEeBBILIAIOUINN 6 MecAleB,
OpraHoM HCHOJHUTEIbHOM BiacTu cyObekta P® B cdepe oxpaHbl 310pOBbS OpraHU3yeTCs
obecrieueHre Takoro OOJILHOTO JIEKAPCTBEHHBIMU MpenaparaMyd Ha CpPOK MpHUEMa, PaBHBIA CPOKY
€ro BbI€3J1a 3a Mpeesbl TeppuTopun cyobekta PD, mubo, yuuTeiBas CpOKU rOJJHOCTH UMEIOIIMXCS
OCTAaTKOB JIEKAPCTBEHHBIX IIPErapaToB, 0OeCleYeHHe TaKoro OOJBHOIO JIEKapCTBEHHBIMU
rpernapaTamMy Ha COOTBETCTBYIOIIUN CPOK.

CBeneHust O KOJIMYECTBE HA3HAUEHHBIX WIJIM OTMYIIEHHBIX OOJBHOMY (€ro 3aKOHHOMY
MIPEJICTAaBUTEINI0) JIEKAPCTBEHHBIX MPENapaToB BHOCITCS B PErHOHANBHBIA cerMeHT DenepalbHOTO
perucrpa.

24. B ciyuae Bble3a 00JIBHOTO 3a npejieiibl cyobekTa PD, Ha TeppuTOprH KOTOPOro GOJIBHOM
MIPOXKMBAET, HA TEPPUTOPHUIO Apyroro cyorekra PD Ha cpok, MmpeBbILIAIONIMA 6 MecsleB, WK B
cllyyae U3MEHEHHUsI MeCTa KHUTEIbCTBA TAKOMY OOJIbHOMY HAa3HAYaKOTCS JIEKAPCTBEHHBIE MTPETapaThl
Ha CpOK IpHeMa He 0ojiee OJHOTr0 MecsIa JIMO0 OpraHoOM MCIOJIHUTEIbHOM BiIacTu cyobekra PO B
cepe OXpaHbl 3]I0pOBbSI OpraHu3yeTcss OOecHeyeHHe TaKoro OOJBHOIO JIEKapCTBEHHBIMU
npernaparaMy Ha CpoK Ipuema He 0oJiee 0IHOTO MecsIIa.

CBezieHHs O TakOM OOJIBHOM MOJJIEKAT UCKIIIOUEHHMIO U3 COOTBETCTBYIOIIETO PErMOHAIBHOTO
cermeHTa deepaaIbHOrO perucTpa U nepeaade (B TOM YUCIE C UCTIOIb30BaHUEM MH(DOPMAITMOHHO-
TEJIEKOMMYHHUKAIIMOHHBIX TEXHOJIOTUH) OpraHy MCIOJHUTENBHOW BIacT B cdepe OXpaHbl
3710pOBbsl cyObekTa P®, Ha TeppUTOPUIO KOTOPOTO BbeXan OOJbHOM, JUIs BKIIOYEHHS B APYrou
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PETHOHANIBHBIA CErMEHT PenepanibHOIO PErucTpa.

JlaToii BKIIIOYEHMS CBEJIEHUI O OOJIBHOM B JpYroil peruoHajbHbli cerMeHT denepanbHOro
perucrpa sBJISETCS J€Hb, CIEIYIOUIUN 3a JHEM UCKIIOUYEHHUS B COOTBETCTBUU C a03alleM BTOPHIM
HACTOSLIEr0 ITyHKTA CBEIECHHW O HEM W3 DPETHOHAIBHOro cermeHra denepaJbHOro perucrpa
OpraHoM HCHOJHUTENBHOW BJacTu B cdepe oxpaHbl 310poBbs cyObekra P®D, c Tteppuropun
KOTOPOTO BbIeXasl OOJIHHOM.

25. OpraH HCIOJIHUTENBHOM BJIACTU B cpepe OXpaHbl 310pOBbs cyobekTa PD, ¢ Teppuropun
KOTOPOTO BbIeXaJl OOJIbHOW, MpENCTaBseT (B TOM YHCIE C HMCIOJIb30BaHHEM HH(POPMAIMOHHO-
TEJIEKOMMYHUKALMOHHBIX TEXHOJIOTHMI) MO 3ampocy OpraHa HCIIOJHUTENBHON BIIACTH B cdepe
OXpaHbl 370pOBbsi cyObekta P®, Ha TEppUTOPHIO KOTOPOro BbEXad OOJIbHOM, CBEOEHUS O
KOJIMYECTBE HA3HAYCHHBIX WM (PAKTMYECKH MPEIOCTABICHHBIX OO0JIBHOMY (€ro 3aKOHHOMY
MIPEJICTABUTENI0) JIEKAPCTBEHHBIX IpPENapaToB B COOTBETCTBUM C IMYHKTOM 24 HacTOSIIEro
[Tonoxenns.
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