MoctaHoBneHue lMpasuTensctea PO ot 28.12.2016 N 1512 K n
KOHCYJIbTAHTINIOC
(pen. oT 26.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHeHus: 23.04.2025
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

NMPABUTENbCTBO POCCUNCKON ®EQEPALIUN

NMOCTAHOBIJIEHUE
oT 28 pekabps 2016 r. N 1512

Ob YTBEPXAEHWUU NMONOXEHUA

Ob OPTAHU3ALUUU OBECMNEYEHUA NUL, UHOULIMPOBAHHbLIX BUPYCOM
WMMYHOOE®PULIUTA YEINTOBEKA, B TOM YUCJIE B COYETAHUMN C BUPYCAMU
rENATUTOB B U C, AHTUBUAPYCHbIMWU JIEKAPCTBEHHbLIMWU NMPEMNAPATAMU

AnA MEOQUUMUHCKOIO NPUMEHEHUA U NOJIOXXEHUA O OPTAHU3ALIUA

OBECIEYEHUA NUL, BOJIbHbIX TYBEPKYJIE3OM C MHOXECTBEHHOM
NEKAPCTBEHHOWU YCTONYUNBOCTbBLIO BO3BYOAUTENA, AHTUBAKTEPUAJTIbHBIMU
N NMPOTUBOTYBEPKYJIESHbIMU IEKAPCTBEHHbIMU NPEMNAPATAMU
anda MEOULMHCKOIo NPUMEHEHUA

Criucoxk M3MEHSOIUX JOKYMEHTOB
(B pen. [locranoBnenuii [IpaButensctea PO ot 29.12.2018 N 1743,
or 28.08.2019 N 1110, ot 20.05.2020 N 708, ot 28.11.2020 N 1963,
ot 26.06.2021 N 1025)

B cootBercTBuM co cTatheii 14 deaepanbHoro 3akoHa "OO OCHOBaX OXpaHBI 3JJ0POBbS TPaXKJaaH B
Poccuiickoit ®enepanun [IpaBurensctBo Poccuiickoit denepalini NOCTAHOBIISET:

1. YTBepauTh npusaraeMele:

[Tonoxenne 06 opraHuzany O0OECTIEYCHUs JHUI, HHPUIUPOBAHHBIX BHPYCOM MMMYHOIC(HHUIINTA
YeJioBeKa, B TOM YHCJI€ B COYETaHUU ¢ Bupycamu renatutoB B u C, aHTUBUPYCHBIMU JIEKAPCTBEHHBIMU
npenaparamu s MEJUIUHCKOTO IPUMEHEHHS;

[Tonoxenue 00 opraHuzanuu oOecredyeHus Jul, OOJBHBIX TYOEpKyJe30M C MHOMXECTBEHHOU
JIEKapCTBEHHON YCTONMYMBOCTBIO BO30YAWTEINS, AHTUOAKTEPHAJIBHBIMH U IMPOTUBOTYOEPKYJIE3HBIMU
JIEKapCTBEHHBIMHU IIpenapaTaMu JUIsi MEAULUHCKOTO TPUMEHEHHUS.

2. Hacrosiee noctaHoBIIEHUE BCTyIaeT B cuity ¢ | ssuBaps 2017 r.

[Ipencenarens [IpaButenbcTBa
Poccuiickoit deneparuu
JA.MEJIBEJIEB

YT1BEpKAECHO

noctaHoBienrem lIpaBurenbcTBa
Poccuiickoit ®enepanun

ot 28 nekadbps 2016 r. N 1512
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MoctaHoBneHue lMpasuTensctea PO ot 28.12.2016 N 1512 K n
KOHCYJIbTAHTINIOC
(pen. oT 26.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHeHus: 23.04.2025
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

NOJNTIOXEHUE
Ob OPTAHU3ALUUU OBECMNEYEHUA NUL, UHOULIMPOBAHHbLIX BUPYCOM
WMMYHOOE®PULIUTA YEINTOBEKA, B TOM YUCJIE B COYETAHUMN C BUPYCAMU
rENATUTOB B U C, AHTUBUAPYCHbIMWU JIEKAPCTBEHHbLIMWU NMPEMNAPATAMU
anAa MEAULUMHCKOIo NPUMEHEHUA

Cnucok U3MEHSIOIINX JJOKYMEHTOB
(B pen. ITocranosnennii [IpaButensctBa PO ot 28.08.2019 N 1110,
ot 28.11.2020 N 1963, ot 26.06.2021 N 1025)

1. Hacrosmee IlonoxxeHue ycTaHaBIMBaeT MOPSAOK OpraHU3allMd  OOECNedeHUs JIMIL,
WHOUIMPOBAHHBIX BUPYCOM HMMYHOJE(HIMTA YeIOBEKa, B TOM YHCIE B COYETAaHHMH C BHpPYCaMHU
renatutoB B u C, aHTUBUPYCHBIMH JIEKaPCTBEHHBIMHU TpenapaTamMy JUIsi MEJUIIMHCKOTO TPUMEHEHUS,
BKIIFOYCHHBIMA B II€PEUEHb JKU3HEHHO HEOOXOIMMBIX M BAXKHEWIINX JIEKAPCTBEHHBIX IPETapaToB
(Tamee COOTBETCTBEHHO - OOJIBHBIC, JIEKAPCTBEHHBIE NpEIaparhl), MOPSIOK M YCIOBHS IEpeaadn
JIEKapCTBEHHBIX IpenapaToB (QeaepasbHbIM TOCYAApPCTBEHHBIM  YUPEKACHHUSIM, OKa3bIBAIOIINM
MEIULMHCKYIO IMOMOIlb, MOABEIOMCTBEHHbIM deneparbHOMY MEIUKO-OMOJIOTHYECKOMY areHTCTBY,
@denepanbHOil ciayxk0e HCIONHEHUS HaKa3aHUil, a Takke B COOCTBEHHOCTh cyOBekToB Poccuiickoii
denepauuu.

(B pen. Loctanosnenus Ilpasurenscrea PO ot 28.11.2020 N 1963)

2. Ucrounnkamu (pUHAHCHPOBAHUS OpPTaHU3AIMU OOECIICYCHHS JICKAPCTBEHHBIMH TperapaTaMu
OOJIBHBIX SBJSIOTCS OIO/DKETHBIE ACCUIHOBAHUS, IpPEelyCMOTpEHHbE B (eaepalbHOM OroaKeTe
MunucrepcTBy 3apaBooxpaHeHus Poccuiickoit ®exepauuu U nepeuyucisiemMble  (eaeparbHOMY
Ka3eHHOMY yupexaeHuto "denepanbHblii LEHTP IUIAHUPOBAHMS M OPraHU3ALMM JIEKAPCTBEHHOTO
obecrieuenuss rpaxnaan" (manee - dexepanbHBId LEHTP) Ui OPraHU3ALUU M TPOBEICHUS 3aKyIMOK
JIeKapCTBEHHBIX MPENapaToB.

(B pen. Loctanosnenus IlpasurenscrBa PO ot 26.06.2021 N 1025)

3. IlpaBo OonpHOrOo Ha oOecnedyeHUe JIEKAPCTBEHHBIMU IIpernapaTaMd BO3HUKAET CO JIHS
BKJIFOUEHHUS CBEJICHUN O HeM B (eiepalibHbIN WM B PErMOHAIBHBINA cerMeHThl DeniepaabHOro perucrpa
T, THQHUIMPOBAHHBIX BUPYCOM MMMYHOIe(HUIIMTA YeloBeKa (nasee - DenepanbHbIi perucTp).

Jara BkmoueHus: OOJILHOTO B yKa3aHHBIE CEIrMEHThl DenepajbHOr0 perucrpa (UKCUpyeTcs
JIe4aluM BpayoM B METUIIMHCKOM KapTe aMOyJI1aTOpHOTO O0JIBHOTO WIIM UCTOPUH Pa3BUTHS peOEHKa.

4. Opranusauus obecnedeHus denepanbHbIM HEHTPOM 3a CUET CPEACTB (helepalbHOro OroKeTa
OOJIBHBIX JIEKAPCTBEHHBIMU MperapaTraMu OCYLIECTBISIETCd C Y4YeTOM CTAaHJApTOB MEIUIIMHCKOM
MTOMOIUIY, KIMHUYECKUX PEKOMEHIALIUI U CPENHEN KypCOBOM 103bI JIEKAPCTBEHHBIX MIPENAPaTOB.

(8B pen. ocranosnenus IIpaBurenscrea PO ot 26.06.2021 N 1025)

5. ®epepanbHOe MeAMKO-OMonormueckoe areHTcTBo, MenepanbHas ciyx0a HUCTOIHEHUS
HaKa3aHU ¥ OpraHbl WCTIOJIHUTENBHOW BIAacTH CyOBheKTOB Poccuiickoit @enepannu B cdepe oxpaHbl
3/I0pOBbsl  ONPEEISAIOT COOTBETCTBEHHO IOJBEJAOMCTBEHHBIE (hefepaibHble IOCyIapCTBEHHbBIE
YUPEXKAEHUS, OKa3bIBAIOIME MEIUIMHCKYIO IOMOIIb, M PacloyIOKeHHbIE B CyOBbekTax Poccuiickoit
denepany  OpraHu3aliy, HMEIONIIUE JIMIEH3UI0 Ha OCYUIECTBICHHE MEAWLIUHCKOW U  (MJIH)
(bapManeBTHUECKONW  JIeATENbHOCTH  (ajee - OpraHu3alMu-ToNydarenu), B LEISIX IOCTaBKH
OpraHU3aLMAM-TI0JIy4aTelsIM JIEKAPCTBEHHBIX IIPENapaToB.

(B pen. Loctanosnenus Ilpasurenscrea PO ot 28.11.2020 N 1963)
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MoctaHoBneHue lMpasuTensctea PO ot 28.12.2016 N 1512 K n
KOHCYJIbTAHTINIOC
(pen. oT 26.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHeHus: 23.04.2025
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

Opranbl HCTIOTHUTEIHHON BIACTH cyObekTOB Poccuiickoit denepannu B cepe oXpaHbl 310pOBbS,
denepanbHOe METUKO-OMOIOrMYecKoe areHTcTBo, PenepanbHas ciayx0a HMCIOIHEHUS HaKa3aHUM He
no3aHee 1 HosOps Tekymiero roaa mnpexacrabisitoT B DenepanbHblil LHEHTp 3aiBKM Ha IIOCTaBKY
JIEKapCTBEHHbIX IpenapaToB (Jajnee - 3asBKU) 1o ¢opMme, yTBepkIeHHOW MuHHCTEpCTBOM
3npaBooxpaHeHus Poccuiickoit denepannu, ¢ TPHIOKEHHEM OOOCHOBAHUN MO MX O0BEMY, a TaKKe
MepeYCHb OpraHu3alui-MoTydaTeNei.

(8 pen. [Tocranosnenwuii [IpaButensctBa PO ot 28.11.2020 N 1963, ot 26.06.2021 N 1025)

[TorpeGHOCTH (00BEM TMOCTaBKM) B JIEKAPCTBEHHOM IIpenapaTe OIpelessseTcsl € y4eToM
KJIIMHUYECKUX PEKOMEHJIALUUW M CpeJHEHd KypCOBOM 03Bl JIEKAPCTBEHHOIO IIperapara UCXOIsd H3
eXeMecayHOU (pakTHueckoi MoTpeOHOCTH OOJIBHBIX B JIEKAPCTBEHHBIX IperapaTrax B COOTBETCTBUH CO
CBEJCHMUSIMH PErMOHANBbHOrO cerMeHta denepanbHOro perucTpa U HeoOXoauMocTH (OopMHpPOBaAHUS
3amaca Ha 15 Mmecsies.

6. q)enepaanLIﬁ LHCHTp pacCMaTpuBaACT IIPCACTABJIICHHBIC 3asABKM Ha  COOTBECTCTBUC
YCTaHOBJIeHHOﬁ (bOpMC, Ha TMpeaAMCT 000OCHOBAaHHOCTH 3asBJICHHBIX 00BEMOB JICKApCTBCHHBIX
npemnaparos, npu HCO6XOI[I/IMOCTI/I KOPPCKTHPYET HUX H COorjiaCoBbpIBacT C BBIHCCCHUCM
COOTBCTCTBYIOLICTO PCHICHUA.

He mosnuee 15 centsOps Texymero roga @enepaabHbIi IIEHTP MPEACTABISET yKa3aHHBIC 3asSBKU B
Komucculo MuHuctepceTBa 31apaBooxpaHeHus Poccuiickoit ®enepauuu M0 PacCMOTPEHHUIO 3aIBOK
(manmee - xommccus) AN MX PACCMOTPEHHUs] C ydacTueM mpezactaButeneii denepaabHOro IEHTPA,
OpraHOB  HUCHOJHUTENBHOM  BIacTH  cyObekToB  Poccwiickoit  @enmepanun, DemepanibHOTO
MEMKO-OMOJIOTUYECKOT0 areHTcTBa, denepalibHO Cciy>KObl MCTIONHEHHSI HaKa3aHUU (B TOM YHUCIE C
HUCIIOJIL30BAaHUEM HH(POPMaAIIMOHHO-TEIEKOMMYHHUKAITMOHHBIX TEXHOJIOTHIA) Ha npeaIMeT
000CHOBAaHHOCTH 3asBJICHHBIX OOBEMOB JICKAPCTBEHHBIX TMpENapaToB, HMX KOPPEKTUPOBKU TMIPH
HEOOXOAUMOCTH M YTBEPXKICHHS OOBEMOB IOCTABOK JICKAPCTBEHHBIX mpernapaToB. IlomoxkeHue o
KOMHCCHH U €€ COCTaB yTBEPKat0Tcsi MUHUCTEPCTBOM 3ApaBooxpanenus Poccuiickoit denepanuu.

PaccmoTpenue 3asiBOK, yTBEpKJIeHHE 00bEMOB IIOCTABOK U IpejicTaBieHne B DenepanbHblil LEHTP
CBEJICHUI 00 YTBEpXkICHHBIX 00beMax MOCTABOK OCYIIECTBIIAIOTCS Komuccuei B Teuenue 30 gHel co
THS TOCTYIUICHHUS 3asiBOK 0T DeiepanbHOro MeHTpa.

Ceenenusi 00 yTBEpXKICHHBIX KOMHCCHEH O0BEMax IIOCTABOK JICKAPCTBEHHBIX ITPENapaToB
HampaBisitoTcst  DenepaiabHbiM  1IeHTpoM B DenepaibHY0 CIIy)O0y HCIOTHEHUS HaKa3aHWH,
OdenepalbHOE  MEIUKO-OMOJIOTUYECKOE AareHTCTBO, a TakkKe B  YINOJTHOMOYEHHBIE OPIaHbI
WCTIONHUTENbHON BiacTu cyOBekToB Poccuiickoit @eneparnuu B TeueHHe 3 pabouux AHEH cO IHS
MOCTYIUIEHUS CBEICHUI OT KOMUCCHH.

(. 6 B pen. llocranosnenus [IpaButensctea P® ot 26.06.2021 N 1025)

7. OObeM TMOCTaBOK JIEKAPCTBEHHBIX MpernapaToB (opMUpYyeTcs B Ipejaenax OroKeTHBIX
ACCUTHOBaHWM, TNPeAyCMOTPEHHBIX B (QenepaJbHOM 3akoHe O (QenepanbHOM OroakeTe Ha
COOTBETCTBYIOLIMI (DMHAHCOBBIA TOX M IUIAHOBBIA NMEPHOA, M JUMUTOB OIOJKETHBIX O00S3aTENbCTB,
JIOBEJICHHBIX B YCTAHOBJIEHHOM Nopsifke 10 MuHKcTepcTBa 3apaBooxpaneHus Poccuiickon denepannn
Ha 3aKyIIKY JIEKAPCTBEHHBIX IIPENapaToB.

8. B coorBercTBMM ¢ 00BEMaMH TIOCTAaBOK JICKAPCTBEHHBIX IMPEMApaTOB, YTBEPIKICHHBIMH
OpraHaMM HCIIOJIHUTENBbHON BiacTu cyObekToB Poccuiickoit @enepanuu B chepe oXpaHbl 3/10pOBbS,
®enepanbHOi cityk00i NCHIONHEHUS HakazaHuil 1 DenepanbHbIM MEIUKO-OMOIOIHYECKUM areHTCTBOM
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MoctaHoBneHue lMpasuTensctea PO ot 28.12.2016 N 1512 K n
KOHCYJIbTAHTINIOC
(pen. oT 26.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHeHus: 23.04.2025
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

C ydyeroMm pemieHHs Komuccuu, @DenepanbHbIi IEHTP B YCTAHOBIEHHOM 3aKOHOJATEIbCTBOM
Poccuiickoii @enepanuy nopsKe OCYIIECTBISAET 3aKyIKY JeKapCTBEHHbIX IpenapaToB.
(B pex. IlocranoBnenwuii [IpaBurenscrBa P® ot 28.11.2020 N 1963, ot 26.06.2021 N _1025)

MunuctepcTBo 3apaBooxpaneHust Poccuiickoit @enepanuu €KeroJHO U3AAaeT aKT O COTJIACOBAHUU
nepenaun  DenepasbHBIM IEHTPOM 3aKYIUIEHHBIX B COOTBETCTBMM ¢ HacrosmmMm [lomoxxennem
JIEKapCTBEHHBIX MpENnapaToB opraHaM HCIOJIHHUTENIbHOM BiacTu cyObekToB Poccuiickoit denepanuu B
chepe oxpaHbl 300poBbs, DemepanbHON ciayxOe wucHonHeHHs HakazaHuid u DenepambHOMY
MEIUKO-ONOJIOTHYECKOMY areHTCTBY.

(a63arn BBenneH [loctanosnenuem [pasurenscra PO ot 26.06.2021 N 1025)

9. IlocTaBmIMKM  JIEKAPCTBEHHBIX  IPENapaToB, OMNPEICIIEHHbIE B  COOTBETCTBHUH  C
3akoHoaarenbcTBOM Poccuiickoit denepanuu, npenacrapisior B OenepanbHplil HeHTp 0OpMIICHHbBIE B
YCTQHOBJICHHOM HopsiiKe JIOKYMEHTHI, MOJTBEPXKIAOLIHE baxT HOJIyYEeHHUs
OpraHU3alMsAMU-TIONYYaTeIsIMU  JIEKAPCTBEHHBIX IpenapaToB, B TOM 4YHCJIE HAaKIaJHbIE U aKThI
IpreMa-Iepe1aun JEKapCTBEHHbIX MTPENapaToB.

(B pen. Llocranosnenus Ilpasurenscrea PO ot 26.06.2021 N 1025)

10. ®enepanpHblii 1eHTp B TedyeHume 10 paboymx pgHEH CcO [JHS TIOCTYIUIGHHS aKTa
npueMa-repeiad IpUHUMAeT Ha yUYeT JIEKapCTBEHHBIE MTpernapaThl U U3aeT paclopsAUTEIbHbIE aKThI O
nepefaye JIEKapCTBEHHBIX IpernapaToB B COOCTBEHHOCTb cyObekToB Poccuiickoit ®enepauuu c
yKa3aHHEM HOMEHKJIATyphl, KOJUYECTBA U CTOMMOCTH JIEKAapCTBEHHBIX INpEnapaToB B OTHOIIEHUHU
Kaxaoro cyowmekra Poccuiickoit ®enepanum, a Ttakke DenepanbHOMY MeIUKO-OHMOIOIMYECKOMY
areHTcTBY 1 DeepanbHON CiTy)k0e UCIOTHEHUsT HaKa3aHUH ¢ yKa3aHHEeM HOMEHKIIATyphl, KOJIMYECTBA U
CTOMMOCTH JIEKaPCTBEHHBIX MIPENapaToB.

(8 pen. [locranosnenwuii [IpaButensctBa P® ot 28.11.2020 N 1963, ot 26.06.2021 N _1025)

11. ®enepanbHbIi EHTP B T€YCHUE 5 pabouMX AHEH CO JHS W3JaHUS PACHOPSIUTEIHLHOTO aKTa,
IpelyCMOTpeHHOro myHKTOM 10 Hacrosiero IlososkeHus, HampaBisieT B OpraHbl MCIIOJHUTEIbHON
BIacTu cyO0bekToB Poccuiickoit ®Denepanuu, OmNpeAeseHHbIE BBICIIUMH JOHDKHOCTHBIMU JIMIIAMHU
cyobektoB Poccuiickoit ®exepanmu  (PyKOBOJUTEISIMH  BBICIIMX  HCIIOJIHUTEIBHBIX ~ OPraHOB
rocyaapcTBeHHON BiacTu cyObekToB Poccuiickoit denepanun) (nanee - ynoIHOMOYEHHBIE OPraHbl),
®denepasibHOE MeIUKO-Onosornyeckoe areHTcTBo UM denepanbHylo ciayk0y HCHOJHEHHsS HaKa3zaHUMN
U3BELICHUE O IIOCTAaBKE JIEKApCTBEHHBIX IIPENapaTroB M aKT IpueMa-nepenadyu (B 2 3K3eMIULsIpax),
MOJITMCAHHBIE AUPEKTOPOM (YIOITHOMOYEHHBIM JTULIOM) DenepanbHOro HeHTpa.

(B pex. Ilocranosnenwuii [Ipasurenscrea PO ot 28.11.2020 N 1963, ot 26.06.2021 N _1025)

12. YnonHomoueHHble opranbl, PenepanbHast ciayx0a HCIONHEHHS HakazaHuil u DenepaabHOE
MEINKO-OMOJIOTHYECKOE areHTCTBO B TeueHHe S5 paboumx ITHEeH co JHS TONYyYeHHUS HW3BEHICHUS O
MOCTaBKE JIEKAPCTBEHHBIX IpENapaToB W akTa IMpUeMa-Tiepeaayd, MPeayCMOTPEHHbIX MyHKTOM 11
Hacrosero [lonokeHus, MOANUCHIBAIOT U 3aBEPSIOT NeuaThio 00a HK3EMIUIIpa U3BEIIECHUS O IIOCTaBKe
JIEKapCTBEHHBIX IpernapaTtoB M 00a 3K3eMIUIspa akTa Ipuema-lepesaydu, 1Mocjie 4ero BO3BpalllaloT B
@denepalIbHbI LIEHTP OAWH SK3EMIUIAP YKa3aHHOTO M3BEIIEHHSA U OJUH JK3EMIUISP YKa3aHHOIO akKTa
IpreMa-nepe1aum.

(B pen. [locranosnenwuii [IpaButensctBa PO ot 28.11.2020 N 1963, ot 26.06.2021 N _1025)

13. YnonHoMoueHHble opranbl, PenepasibHas ciayx0a HUCIOJHEHUS HakazaHuil u PenepanbHOE
MEIMKO-OMOJIOTHYECKOEe areHTCTBO Ha OCHOBAHMU aKTa IpuUeMa-lepefadd, IpelyCMOTPEHHOTO
nyHkToM 11 Hacrosmero ITonoxeHus, MPUHUMAIOT HA yUYET JEKaPCTBEHHBIE NIPENapaTel U B TEYEHUE 5
pabounx 1HEH co JHSA MOJY4YeHHs YKA3aHHOTO akTa MpueMa-Tepefayd H3/al0T COOTBETCTBYIOIUE
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MoctaHoBneHue lMpasuTensctea PO ot 28.12.2016 N 1512 K n
(pen. oT 26.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHeHus: 23.04.2025
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

pacnopsiTUTeNbHbIE aKThl O Tepenade JICKapCTBEHHBIX IPENapaToB OpPraHU3alUsIM-TIONydaTesIM C
yKa3aHHEM HOMEHKJIATYphl, KOJUYECTBA W CTOMMOCTH JIEKapCTBEHHBIX IpEnapaToB B OTHOIICHUH
KaX/1011 OpraHu3alnuu-TI0TydaTes.

(B pen. Lloctanosnenus Ilpasurenscrea PO ot 28.11.2020 N 1963)

14. Opranuzauuu-nonayyaTeslid B TeuyeHUe 2 padouux AHEW cO JHS MOJIy4eHUS JIOKyMEHTOB,
MOATBEPKJAIOIIUX TIepefady UM JIEKAPCTBEHHBIX IIPENapaToB, IPUHUMAIOT JIEKaPCTBEHHBIE IIPENapaTsl
Ha y4eT, 00ecleurBaoT X COXPAHHOCTb U 1IeJIEBOE UCIIOIb30BaHUE.

15. denepanbHblil LIEHTp B YCTaHOBIEHHOM MUHHCTEPCTBOM 3/paBoOoXpaHeHus Poccuiickoi
denepanuy HOPAIKE OCYLIECTBISIET MOHUTOPUHI JBUKEHUS M y4yeTa JICKapCTBEHHBIX IIPENApaToB B
cyowrektax Poccuiickoit deneparuu, JOBOIUT A0 CBEICHUS YIIOJTHOMOYEHHBIX OpraHoB, denepanbHOI
Ci1y»kObl MCTIOJTHEHMsI Haka3aHui n PepepanbHOro MEIUKO-OMOJIOTHYECKOT0 areHTCTBA MOJyUYEeHHBIE 110
pe3ysibTaTaM MOHUTOPHHIA JAHHBIE, B TOM YUCIIE CBEICHUS O HOMEHKIIAType, KOJIMYECTBE U CTOUMOCTH
JIEKapCTBEHHBIX INpenapaTroB, 00 OTCYTCTBUU MOTPEOHOCTH B OTAEIbHBIX JIEKAPCTBEHHBIX MpernapaTax
aM00 O TOSBJICHUU JOIOJHUTEIBHOM MOTPeOHOCTH B JIEKAPCTBEHHBIX IIpenapaTax B CBS3U C
U3MEHEHHUEM YHCJIEHHOCTH OOJIbHBIX, M3MEHEHHSAMM B HA3HAUYEHUAX MEIULMHCKUMHU paOOTHUKAMU
JIEKapCTBEHHBIX IMPErapaToB OOJbHBIM M COIVIACOBBIBAET IepepaclpesiefieHue JIeKapCTBEHHbIX
npenapatoB Mexay cyowbektamm Poccuiickont ®eneparuun, PenepanbHON CIy>KO00M HCIOJHEHHS
HakazaHuil u OenepanbHbIM MEAUKO-OMOJIOTMUECKUM areHTCTBOM.

(8 pen. [Tocranosnenwuii [IpaButensctBa PO ot 28.11.2020 N 1963, ot 26.06.2021 N 1025)

16. Ilepemaua JeKapCTBEHHBIX IMpernaparoB OAHUM cyOwbekToM Poccuiickoit ®enepauuu B
COOCTBEHHOCTh Jpyroro cyowekra Poccuiickoii Deneparyivi OCYIIECTBISICTCS Ha OCHOBAaHWUHM aKTa
npueMa-nepenaun. PenepanbHbIl LEHTP YBEAOMIIIETCA O Iepefade JICKapCTBEHHBIX IpPEnaparoB B
10-1HEBHBIN CPOK MMOCIE MOANMACAHNS AKTa IPHEeMa-TepeIady YIIOJTHOMOYEHHBIMU OPTaHAMM.

(B pen. [Hocranornenus [IpaButensctBa PO ot 26.06.2021 N 1025)

[lepemaua JexapcTBEHHBIX TIpemapatoB Mexay cyobekramu Poccuiickoit  ®Denepauuu,
denepanbHO CiTyk00i MCTIONHEHUS HakazaHuil 1 deaepanbHbIM METUKO-OMOIOIMYECKHM areHTCTBOM
OCYILECTBIISICTC HAa OCHOBAHMU COOTBETCTBYIOLIETO PAaCHOPSAUTEIBHOIO aKTa YIOJHOMOYEHHOIO
oprana, ®enepaibHON CITyKObl HCTIOTHEHUs HakazaHui uin denepanrbHOr0 MEIUKO-OMOIOTHYECKOTO
areHTCTBa O IIepelade JIEKapCTBEHHBIX IIPENapaTroB, HW3BEHICHUS O IIOCTaBKE JIEKAPCTBEHHBIX
IIPENapaToB U aKTa npuema-nepeaadn. OenepaabHblil LEHTP YBEIOMIIETCS O Iepeaade JeKapCTBEHHBIX
npenapatoB B 10-IHEBHBIM CpOK IOCIE MOANMCAHUSA aKTa IpPHUEMa-NEPENayd COOTBETCTBYIOIIUM
YIIOJIHOMOYEHHBIM opraHoM, dexepanpbHOW CIyk00H HCHOMHEHUs HakazaHud U DenepaabHbBIM
MEIUKO-OMOJIOTHYECKUM areHTCTBOM.

(B pen. [locranosnenwuii [IpaButensctBa PO ot 28.11.2020 N 1963, ot 26.06.2021 N _1025)

17. denepanbHbIi NEHTP €KEKBAPTaIbHO, 0 10-ro ymcia mMecsua, CIEAyIOMIEro 3a OTYETHBIM
KBapTaJIOM, MPEJCTaBIsECT CBEICHUSA O IepeJadye JIEKAPCTBEHHBIX MPENapaToB YIOIHOMOYEHHBIM
opranam, ®enepanbHOl ciy)xOe ucnomHeHHs HakazaHui, denepanbHOMY MEAUKO-OHOIOTHYECKOMY
areHTCTBY M COIJIACOBAHHBIX MEpepaclpeeICHUSX JEKapCTBEHHbBIX MPEenapaToB, B TOM YUCIE MEXKIY
YIOJTHOMOYCHHBIMH opraHamu, ®DenepanbHoi Cciayx)00i WCHOTHEHHsS HakazaHuil, dDenepaabHBIM
MEINKO-ONOJIOTHYECKUM areHTCTBOM, B DenepanbHyIo ciay)0y Mo Haa30py B cdepe 3ApaBOOXpaHEHUS
B LIEJISIX OCYILECTBJICHHSI KOHTPOJIS 3a I1eJIEBbIM UCIOIb30BaHUEM JIEKAPCTBEHHBIX MPENapaToB, a TAKKe
B MunucrepctBo 3apaBooxpaneHus Poccuiickoit dexneparum.

(m. 17 B pen. [loctanoBnenus [IpaBurenscrsa PO ot 26.06.2021 N 1025)

18. B OCIIAX obecneueHUs OOJBHBIX JICKAPCTBCHHBIMU TIp€riapaTaMu B MOPAAKE, YCTAHOBJICHHOM
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MoctaHoBneHue lMpasuTensctea PO ot 28.12.2016 N 1512 K n
KOHCYJIbTAHTINIOC
(pen. oT 26.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHeHus: 23.04.2025
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

3aKoHOJIaTenbCTBOM  Poccuiickoit qbenepaunn, OCYHICCTBJIACTCA  HA3HAYCHUC  JICKAPCTBCHHBIX
npenapaTtoB U O(I)OpMJ'IeHI/IC PCOCITOB HA JICKAPCTBCHHBIC ITPCIIAPATHI.

19. IIpu Ha3HayeHUH OOJILHOMY JIEKApCTBEHHBIX MPENapaToB JeUaluid Bpad HUHPOPMHUPYET €ro O
BO3MOXKHOCTH TIOJyY€HHUS UM COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MpenaparoB 0e3 B3UMaHUs IUIAThl B
COOTBETCTBUU C 3aKOHOJATEIbCTBOM Poccuiickoit denepannm.

20. B wmemsx nuHamMuyeckoro HaOMOAEHUS 3a OOJBHBIM M COONIOACHUS MEPUOAUYHOCTU
MOCEIIEHUs] WM MEOUIIMHCKOW OpraHM3alMyd JIeYalldM BpayoM OMNpENENseTcs KOJIUYECTBO
JIEKapCTBEHHOT'O Mpernapara, eqUHOBPEMEHHO O(hOPMIIEHHOTO Ha PEIENTYPHOM OJIaHKE B COOTBETCTBHH
C PEKOMEHJOBAHHOW CPEHECYTOYHON KYypCOBOM JO30M U CPOKOM, HA3HAYECHHBIM JIJIS IOCEILICHUSI.

21. MenunuHckas opraHuzanus HpPeJoCTaBiseT OOJbHOMY (€ro 3aKOHHOMY HPEICTaBUTEIO)
nH(popMalio 00 OpraHu3aluAX, PACIONOKEHHBIX B TpaHHUIAX MYHUIUIAIBHOTO 00pa3oBaHUS I10
MECTY HUTEJbCTBA WM MECTy MpeObIBaHUA (B cllyyae eciid CPOK MpeObIBaHUS MPEBBIIIAET 6 MECALEB)
00JBHOTO U OCYHIECTBIAIOMINUX OECIIaTHBI OTIYCK JIEKApCTBEHHBIX IMpernapaToB, Ha3HAYEHHBIX
JieyaliuM BpauoM.

22. Ha3nayeHue M OTHYCK OOJBbHOMY (€ro 3aKOHHOMY TMPEICTABUTENIO) JIEKApCTBEHHBIX
MpenapaToB OCYIIECTBISIETCS B CPOK, He mpeBblmaromuii 20 pabouux AHEW cOo JHS BKIIFOUCHHS
00JIbHOTIO B pETHOHANIbHBIN cerMeHT dDeiepantbHOro PerucTpa.

22(1). Opranuzanusi OKa3aHUs MEIMIIMHCKON MOMOIIM JIMIAM, 3aKJIIFOYCHHBIM I10J] CTPaXy HIH
OTOBIBAIOIIMM HaKa3aHWE B BUJE JHIIEHUS CBOOOABI, B TOM 4YHCJIE Ha3HauY€HUE M TpPUMEHEHUE
JIEKApCTBEHHBIX MPENapaToB, OCYIIECTBISIETCS B MOPSIAKE, YCTAHOBICHHOM MMHHCTEPCTBOM HOCTUIIUU
Poccuiickoit ®eneparum.

(m. 22(1) BBeneH [locranosnenuem IlpaBurensctBa PO ot 28.11.2020 N 1963)

23. B cnyuae Bble3fa O0NBHOTO 3a mpezensl cyobekTa Poccuiickoit @enepaiuu, Ha TEPPUTOPUN
KOTOpOro OOJIbHOW MpOKUBAeT, a TaKXkKe 3a MpeAesbl TePPUTOPHM, MOAJIEKaAIIeH OOCITyKUBAHHIO
denepanbHbBIM MEIUKO-OMOJIOTMYECKUM areHTCTBOM, Ha TEPPUTOPHUIO JApyroro cyowrekra Poccuiickoii
Qenepari WM APYTYI0 — TEPPUTOpHIO,  MOJIekKAIlyro  obciayxuBaHuio  DenepanbHbIM
MEIUKO-OMOJIOTHYECKUM areHTCTBOM, Ha CpPOK, HE MPEBBIMIAIONINA 6 MecsIeB, TakoMy OOJbHOMY
OpraHOM HCIOJHHUTENBHON BracTu cyObekTa Poccuiickoit denepanyn B cepe oXpaHbl 370POBbS HITH
(denepanbHbIM  TOCYJAPCTBEHHBIM  YUPEXKACHHEM,  OKa3blBAIOIIMM  MEIUIMHCKYIO  IOMOIIb,
110/IB€IOMCTBEHHBIM DeiepaabHOMy MEINKO-OHOJIOrMYECKOMY areHTCTBY, OpraHU3yeTcsi oOecreyeHue
JIEKapCTBEHHBIMU IIpENapaTaMH Ha CPOK IPHUEMA, PABHBIM CPOKY €0 BbIE3/A 3a IPEIENIbl TEPPUTOPUH
cyobekta Poccuiickoit deneparun, a Takke TEPPUTOPUH, TOJUIeKAIIeH o0cnykuBaHuio denepanbHbIM
MEIUKO-OMOJIOTHYECKUM areHTCTBOM, JIMOO, YYWUTBIBas CPOKH TOJHOCTH HWMEIOIIUXCS OCTaTKOB
JIEKapCTBEHHBIX IpenapaToB, OOecleyeHHe TaKoro OOJBHOrO JIEKAPCTBEHHBIMU IIperapaTamMu Ha
COOTBETCTBYIOIIHNI CPOK.

CBeneHMs O KOJIMYECTBE HA3HAYEHHBIX WM OTIYIUEHHBIX OOJBHOMY (€ro 3aKOHHOMY
NIPEJCTABUTEII0) JIEKAPCTBEHHBIX IPENapaToB BHOCATCS B PErHOHAIBHBIA cerMeHT dDenepanbHOTo
perucrpa.

24. B ciyuae BbIe3za O00sbHOTO 3a mpenensl cyobekra Poccuiickoit denepannu, Ha TEPPUTOPUA
KOTOpOro OOJBHOM NpOXKMBAET, a TAaKKe 3a Ipenesbl TEPPUTOPUH, TOAJIekKamed 00CITyKUBAHHIO
®denepalibHbIM MEIUKO-OMOJIOTHYECKUM areHTCTBOM, Ha TEPPUTOPHIO Jipyroro cyOwnekra Poccuiickoit
Qenepau WM APYTYIH0  TEppPUTOpHUIO,  MOUIEkKallyro  oOciayxuBaHuo  DenepanbHbIM
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N [ara coxpaHeHus: 23.04.2025
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

MEMKO-OMOIOTHYECKUM areHTCTBOM, Ha CPOK, MPEBBIIAIONUN 6 MECSIEB, WIH B CIyyae M3MEHEHUs
MECTa KHMTEIbCTBA TAKOMY OOJBHOMY HAa3HAUYAIOTCS JICKAPCTBEHHBIE MpernapaTbl Ha CPOK MpUeMa He
Oosee 0JHOrO Mecsla JIMOO OPraHU3yeTCs OpPraHOM HCIOJIHUTEIBHON BiAacTH cyOBbekTa Poccuiickoii
@eneparn B cepe oxXpaHbl 370pOBBS WM  (elepaTbHBIM TOCYAAPCTBEHHBIM yUPEKICHUEM,
OKa3bIBAIOIINM MEIULUHCKYIO TOMOIIb, TOABEAOMCTBEHHBIM DenepanbHOMy MEAUKO-0HOIOTHYECKOMY
areHTCTBY, OOecleueHrue TaKoro OOJBHOIO JIEKAPCTBEHHBIMHU IperapaTtaMu Ha CPOK IpuemMa He Oolee
OJIHOTO MecHIIa.

CBeneHHs 0 TaKOM OOJIBHOM TMOAJIEKAT UCKIIIOUSHHIO U3 PErHOHATIBLHOTO cerMeHTa deiepaabHOro
perucTpa, KOTOPbIi BEIeTCs OPraHOM HMCIIOJHUTEIBHON BIACTH B chepe OXpaHbl 37J0pOBbs CyOBEKTa
Poccuiickoit @enepanuu, ¢ TEPPUTOPUN KOTOPOTO BBIE3KAET O0NBHOU, Wi (eepabHOTO CErMeHTa (B
cly4ae Bble3a OOJBHOTO C  TEpPpUTOpPUH, ToJUIekamie  obciayxuBanuio  DenepanbHbBIM
MEIMKO-OMOJIOTHYECKUM  areHTCTBOM) W mepepadye (B TOM  UHCIE€ C  HCIOJIb30BaHHUEM
MH(OPMALIMOHHO-TEIEKOMMYHHKAIIMOHHBIX TEXHOJOTUH) OpraHy HCIIOJIHUTEIbHONH BIACTH B cdepe
OXpaHbl 370poBbs cyObekTa Poccuiickoit deaepanyu, Ha TEPPUTOPUIO KOTOPOTO BheXasl O0JIbHON, UIH
denepatbHOMY MEIUKO-OMOIOIMYECKOMY areHTCTBY JJIsl BKJIIOYCHHS B YCTAaHOBJICHHOM IMOpSAKE B
Jpyroi peruoHajIbHbIA CErMEHT WK (efepaabHblii cerMeHT DeiepalibHOTO perucTpa.

JlaToli BKJIIOYEHMSI B TAKUX CIIy4asX CBeIEHUN O OOJIbHOM B JAPYTOil perruoHaNIbHBIN CerMeHT WIN
¢benepanbHblil cermeHT DeneparbHOrO perucTpa sBISETCs AEHb, CIEAYIOUIMNA 32 THEM MCKIIOYEHUS B
COOTBETCTBUM C a03alleM BTOPHIM HACTOSAIIETO0 IyHKTa CBEJEHHH O HEM M3 COOTBETCTBYIOLIETO
PETrHOHANIBHOTO CerMeHTa UK (peaepanbHOro cermenTa OeepaabHOro perucTpa.

25. Opran UCHOJHUTENBHOW BIacTd B cdepe OXpaHbl 310pOBbs cyObekTa Poccuiickoi
denepanyn, ¢ TEPPUTOPUN KOTOPOTO BhIeXanl OonmbHOH, mim PDenepanrbHOE MEIHKO-OHOIOTHYECKOE
areHTCTBO (B Cilydae Bble3/la OOJIBHOTO C 00CIIy)KMBaeMON UM TEPPUTOPHUH) MPECTABILET (B TOM YHCIIE
C HCIOJIb30BaHUEM HH()OPMAIMOHHO-TEIEKOMMYHHKAIIMOHHBIX TEXHOJIOTUH) IO 3alpocy opraHa
UCTIOJHUTENIBHOW BJIACTM B cdepe oOxpaHbl 310poBbs cyObekra Poccuiickoit ®epepauuu, Ha
TEPPUTOPUIO KOTOPOTo Bhexasl 00ibHOHM, uian deaepalibHOTO MEAMKO-OMOIOTHYECKOTr0 areHTCTBa (B
cilydae Bbe3Ja 0OJBHOTO Ha OOCITY)KMBAEMYIO UM TEPPUTOPHUIO) CBEACHHUS O KOJMUYECTBE Ha3HAUYCHHBIX
Wi (HaKTUIECKH MPEJOCTaBICHHBIX OONBPHOMY (€ro 3aKOHHOMY MPEJCTABUTEINI0) JIEKAPCTBEHHBIX
MpENnapaToB B COOTBETCTBUU € IMMyHKTOM 24 HacTtosiero [lonoxenus.

26. OpraH HCIOJTHUTEIBHOW BIacCTH B cdepe oXpaHbl 3I0poBbs CcyObekTa Poccuiickoit
®denepanyu, Ha TEPPUTOPUH KOTOPOTO MPOKHUBal 00NbHOM, i denepanbHOEe MEIUKO-OMOIOTHUECKOe
areHTCTBO (B CiIy4ae Bble3/la OOJBHOTO C 00CIYKMBAaeMOW UM TEPPUTOPHUH) TPEACTABISAET (B TOM YHCIIE
C UCTIOJB30BaHUEM WH(MOPMAIMOHHO-TEIIEKOMMYHHUKAIIMOHHBIX TEXHOJIOTH) 1Mo 3anpocy DenepaibHOR
CIY>KObl HWCIIOJIHEHMsI HaKa3aHUW CBEJEHUS O KOJMYECTBE HAa3HAYCHHBIX WM (aKTHUECKH
MPEAO0CTABIICHHBIX 00JIFHOMY JICKaPCTBEHHBIX MPENapaToB.

@enepanpHas ciay>k0a UCHOIHEHHs] HaKa3aHUW IO 3alpocy OpraHa UCHOJHUTEIbHOW BJIAcTU B
chepe oxpaHbl 310poBbsi cyObekTa Poccuiickoii denepanuu, Ha TEPPUTOPUIO KOTOPOTO BhHEXAT
OonpHOM, Win DeneparbHOr0 MEIMKO-OMOJIOTHYECKOr0 areHTCTBa (B Cilydae Bbe3la OONBHOTO Ha
OOCITy’)KMBaEMyl0 MM  TEPPUTOPHUIO) TpPEACTaBiIseT (B TOM YHCIE€ C  HCIOJIb30BaHUEM
MH(POPMAITMOHHO-TEIEKOMMYHHUKAITMOHHBIX TEXHOJIOTHI) CBEIEHUS O KOJMYECTBE HA3HAUCHHBIX WIIU
(haKTUYECKH TTPEIOCTABICHHBIX OOJIBHOMY JICKAPCTBEHHBIX MPENapaToB.

(. 26 BBenen [Hoctanopnenuem [IpaButenscTBa PO ot 28.11.2020 N 1963)
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MoctaHoBneHue lMpasuTensctea PO ot 28.12.2016 N 1512 K n
KOHCYJIbTAHTINIOC
(pen. oT 26.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHeHus: 23.04.2025
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

YTBepxKACHO

nocraHoBieHueM [IpaButenbcTBa
Poccniickoit ®eneparn

ot 28 nekabps 2016 r. N 1512

NONOXEHUE
OB OPTAHU3ALUMN OBECTNEYEHUA NUL, BOJIbHBIX TYBEPKYJIE3OM
C MHOXECTBEHHOW JIEKAPCTBEHHOU YCTONYNBOCTbLIO BO3BYAUTENA,
AHTUBAKTEPUAJIbHBIMU U MPOTUBOTYBEPKYJIE3HbIMU NIEKAPCTBEHHBLIMU
NMPEMNAPATAMU ANA MEAULIMHCKOIO NPUMEHEHUA

CnucoK N3MEHSIOMINX TOKYMEHTOB
(8B pen. [locranoBnenuii [IpaBurtenscrea PO ot 28.08.2019 N 1110,
ot 20.05.2020 N 708, ot 26.06.2021 N _1025)

1. Hacrosimiee IlonokeHue ycraHaBIMBAaeT MOPSJOK OpPraHU3alUMM OOECIIEYCHUS JIUI, OOJIbHBIX
TyOepKyJIe30M C MHOXXECTBEHHOH JIEKAPCTBEHHOM YCTOHYMBOCTBIO BO30OynuTens (nanee - OONbHEIE),
AHTUOAKTEPUATIBHBIMU U IPOTUBOTYOCPKYJIC3HBIMU JICKAPCTBEHHBIMHU IpENapaTaMy Ui MEAUIIHHCKOTO
NPUMEHEHHS, TPEJIHA3HAYCHHBIMU JUISL JICUCHHsSI ITOTO 3a00JIeBaHUsl M BKIIOYCHHBIMU B [EpEYCHb
KM3HEHHO HEOOXOMMMBIX W BaKHEWIIMX JICKAPCTBEHHBIX NpenaparoB (Jajee - JIeKapCTBEHHBIC
npenaparsl), a TakXKe MOPSIOK M YCIOBHS TEepeiavyd JEKapCTBEHHBIX IPENapaTroB B COOCTBEHHOCTD
cyobekToB Poccuiickoit denepanmu.

2. HWcroynukoM (UHAHCHPOBAHUS OpraHM3aluu oOecreuyeHHss OOJIHBIX JIEKAPCTBEHHBIMU
npernapaTtamMy SBISIFOTCS  OFO/DKETHBIE aCCHUTHOBAHUS, MPEIYyCMOTPEHHBIE B (hemeparbHOM OropKeTe
MunuctepcTBy 3apaBooxpaneHus Poccuiickoit ®enepanuu u  mepednciseMbie  GeaepalibHOMY
Ka3eHHOMY YyupexJeHuo "denepalbHbli LEHTP IUIAHUPOBAHUA W OpPraHU3aluu JIEKapCTBEHHOTO
obecnieueHus rpaxaan" (manmee - denepaidbHBIA LEHTP) Ui OpPraHU3allMd W TPOBEICHHS 3aKyIMOK
JIEKAPCTBEHHBIX IIPENApaToB.

(B pen. Lloctanosnenus IlpasurenscrBa PO ot 26.06.2021 N 1025)

3. IlpaBo OosbHOTO Ha oOecrieueHue JIEKapCTBEHHBIMU IIpenaparaMyd BO3HHMKAET €O JHS
BKJIIOUCHUSI CBEIICHUI O HEM B pETHOHANbHBIN cerMeHT denepalbHOrO perucTpa Jui, OOJBHBIX
TyOepkyie3oM (naiee - DenepaabHbIi pETUCTD).

Jlata BKiIroueHHs OOJBHOTO B PErMOHaIbHBIA cermMeHT (denepanbHOro perucrpa (UKCUpyeTcs
JIeYalyM BpayoM B METUIIMHCKOM KapTe aMOyIaTOpHOTO OOJIBHOTO WIM UCTOPUU Pa3BUTHUS peOCHKA.

4. Opranmsanus obecniedenuss OenepanbHbIM EHTPOM 32 CUET CPEACTB (hefepabHOrO Oro/KeTa
OOJIbHBIX JIEKAPCTBEHHBIMM IpenaparaMyd OCYLIECTBIIETCS C YYETOM CTaHAapTOB MEIULMHCKON
MTOMOIIH, KIMHUYECKUX PEKOMEHIalluil U CpeIHeN KypCOBOIl 103bl JIEKAPCTBEHHBIX MIPEMapaToB.

(B pen. [Hoctanornenus [IpaButensctBa PO ot 26.06.2021 N 1025)

5. Oprasbl HCIOJHUTEIBHOM BiacTH cyObekToB Poccuiickoit ®denepanuu B chepe oxpaHbl
3I0pOBbsl He Mo3/aHee | HOosIOpsl TeKylero roja npeAcTaBisitoT B denepanbHblii IEHTP 3asBKH Ha
MOCTaBKYy JICKapPCTBEHHBIX MpEnaparoB (gajee - 3asBKU) Mo (opMme, yTBepKIEHHOH MUHUCTEPCTBOM
3npaBooxpaneHus: Poccmiickoii Depeparuu, ¢ TMPUIOKEHHEM OOOCHOBAaHUH 1O MX 00BEMY, a TaKke
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MoctaHoBneHue lMpasuTensctea PO ot 28.12.2016 N 1512 K n
KOHCYJIbTAHTINIOC
(pen. oT 26.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHeHus: 23.04.2025
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

NepeYeHb OpraHu3alui, HMMEIMX JHUIEH3UI0 Ha OCYLIECTBICHHE MEAMLUMHCKOW U (WiIn)
¢dapmanieBTHUECKOH  gedATenbHOCTH B cyObekrtax  Poccuiickoit ~ ®enpepauuum  (namee -
OpraHM3alMM-1IoJIy4yaTean), B LEIAX I[OCTaBKM OpraHu3alusM-IIONydaTeNsiM  JIEKAPCTBEHHBIX
IIPENapaToB.

(B pen. Loctanosnenus IlpasurenscrBa PO ot 26.06.2021 N 1025)

[TorpeOHOCT, (00BEM TIOCTaBKHM) B JICKAPCTBEHHOM TMpErapare OMNpeaeisieTcs C  YYETOM
KIIMHUYECKMX PEKOMEHIAIMi M CcpedHel KypcoBOW 03Bl JIEKQPCTBEHHOTO Tpernapara HCXOAs U3
exXeMecauHOr (pakTHueckoi moTpeOHOCTH OONBHBIX B JICKAPCTBEHHBIX MperapaTax B COOTBETCTBUH CO
CBEICHUSIMH PETMOHAIBHOTO cerMeHta denepanbHOr0 perucTpa M HEOOXOAMMOCTH (HOPMUPOBAHHS
3amaca Ha 15 Mecsr1ies.

6. @enepanbHbIi UEHTP pacCMaTpUBAET MPEACTABICHHbIE 3asBKM HA  COOTBETCTBHE
yCTaHOBJEHHON (opMe, Ha mpeaMeT OOOCHOBAHHOCTU 3asIBICHHBIX OOBEMOB JIEKapCTBEHHBIX
MpemapaToB, TMpPU HEOOXOAUMOCTH KOPpPEKTHPYEeT HX U  COTJIACOBBIBAET C  BBIHECEHHEM
COOTBETCTBYIOIIIETO PEIICHUSI.

He no3nnee 15 cenTsa0ps tekyuiero roga @enepanbHblil HEHTP MIPEICTABISIET YKa3aHHbIE 3asBKU B
KOMHCCHI0 MuHHUCTEpCTBa 3apaBooxpaHeHus Poccuiickon denepanuy MO pacCMOTPEHHUIO 3asBOK
(manee - xomMccus) A MX PACCMOTPEHHUsl C ydacTueM mpezctaBureneil denepaabHOro LEHTpA,
OpraHOB HWCIOJHUTEIBLHON BilacTh cyObekToB Poccmiickoit ®eneparuu, (B TOM YHCIE C
HCIIOJIb30BAHNEM MH(POPMALMOHHO-TEIEKOMMYHHUKAITMOHHBIX TEXHOJIOTHi1) Ha peaIMeT
00OCHOBAHHOCTU 3asiBIIEHHBIX OOBEMOB JICKAPCTBEHHBIX MPENapaToB, HMX KOPPEKTHUPOBKHU IPH
HEOOXOMMOCTH M YTBEPXJACHUS OOBEMOB IOCTABOK JICKAPCTBEHHBIX mpernaparoB. [lomoxeHune o
KOMHCCHHM U €€ COCTaB yTBEPKAAOTC MUHUCTEPCTBOM 3ApaBooxpaHeHus Poccuiickont denepanun.

PaccmoTtpenue 3asBoK, yTBepkaeHHE 00bEMOB MOCTABOK U MpeacTaBieHre B DeepanbHbIi [IEHTP
CBEJICHUI 00 yTBEpXk/JEHHBIX 00beMax MOCTAaBOK OCYILECTBIAIOTCS Komuccuel B Teuenue 30 el co
THSI TOCTYTUICHUS 3a9BOK 0T deepanbHOro LEHTpa.

CeneHus 00 YTBEpXKACHHBIX KOMHCCHEH O0beMax IOCTaBOK JICKapPCTBEHHBIX IpPEnapaToB
HanpaBisiroTes DegepabHBIM LIEHTPOM B OpPraHbl HCIOJHUTEIBHON BiacTu cyOBekToB Poccuiickoit
Oenepanun B chepe OXpaHbl 3I0POBbS B T€UCHHE 3 pabOyuX JHEW CO JHs MOCTYIUICHHUS CBEIECHUN OT
KOMUCCHH.

(. 6 B pen. Hocranosnenus IpasutensctBa PO ot 26.06.2021 N 1025)

7. O0beM TMOCTAaBOK JICKApCTBEHHBIX IpernapaTtoB (opMupyercs B Ipenenax OroJKETHBIX
ACCUTHOBaHMWM, TNPEAyCMOTPEHHBIX B (¢enepaJbHOM 3akoHEe O QenepanbHOM OroKeTe Ha
COOTBETCTBYIOIINI (DUHAHCOBBIA TOJX ¥ IUIAHOBBIA NEPHOA, M JHUMUTOB OIO/KETHBIX OO0S3aTENbCTB,
JOBEJICHHBIX B YCTAaHOBJICHHOM NOpsiAKe 10 MuHHCTEpCTBa 31paBooxpanenus Poccuiickon denepanuun
Ha 3aKyTKY JICKAPCTBEHHBIX [IPENapaTosB.

8. B coorBercTBMM ¢ 00OBEeMaMM IIOCTaBOK JICKAPCTBEHHBIX IPEMApaToB, YTBEPKICHHBIMU
OpraHaMu HCIIOJHHUTENIBHOHN BiacTu cyObekToB Poccuiickoit dexepamuu B chepe oXpaHbl 370pPOBBS C
yUeTOM peleHus: komuccuu, PenepaabHblil HIEHTP B YCTAHOBICHHOM 3aKOHOJATENLCTBOM Poccuiickoit
deneparun MOpsAAKE OCYIIECTBISIET 3aKyIKY JEKapCTBEHHBIX MpenapaToB.

(B pen. Loctanosnenus Ilpasurenscrea PO ot 26.06.2021 N 1025)

MunuctepcTBo 3apaBooxpaneHus: Poccuiickoit @enepanuu €KeroJHo U3AaeT aKT O COTJIACOBAHUU
nepegaun  DenepaibHbIM LEHTPOM 3aKYIUIEHHBIX B COOTBETCTBMM ¢ HacrosmuMm Ilomoxxennem
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MoctaHoBneHue lMpasuTensctea PO ot 28.12.2016 N 1512

( T 26.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pep,. 0 e [ata coxpaHeHus: 23.04.2025
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

JIEKapCTBEHHBIX MPEMNapaToB OpraHaM HMCIOJIHUTEIbHOW BiIacTH cyObekToB Poccuiickoit denepannu B
cdepe oXpaHbl 3I0POBBSL.
(a63ar BBenneH [loctanoBnenuem [pasurenscra PO ot 26.06.2021 N 1025)

9. IlocTaBImIMKM  JIEKAPCTBEHHBIX  NPENapaToB, OMNPEICIIEHHbIE B  COOTBETCTBHUH  C
3akoHoaarenbcTBoM Poccuiickoit denepanuu, npenacrapisor B OenepanbHplil HeHTp 0OpMIICHHbBIE B
YCTQHOBJICHHOM HopsiiKe JIOKYMEHTHI, MOJTBEPKIAOLIHE baxT HOJIyYEeHHUs
OpraHU3alMsMU-TIONYYaTeIsIMU  JIEKAPCTBEHHBIX IpenapaToB, B TOM 4YHCJIE HaKIaJHbIE U aKThI
IpreMa-Iepe1aun JEKapCTBEHHbIX MTPENapaToB.

(B pen. Llocranosnenus Ilpasurenscrea PO ot 26.06.2021 N 1025)

10. ®depepanbHbrii 1eHTp B TedyeHume 10 paboymx pAHEH CcO IHS TIOCTYIUICHHS aKTa
npueMa-repeiay IpUHUMAeT Ha y4YeT JIEKapCTBEHHBIE MTpernapaThl U U3aeT paclopsAUTEIbHbIE aKThl O
nepefaye JIEKapCTBEHHBIX IpernapaToB B COOCTBEHHOCTb cyObekToB Poccuiickoit ®enepauuu c
YKa3aHHEM HOMEHKJIATypbl, KOJIMYECTBA M CTOMMOCTH JIEKAPCTBEHHBIX IPENapaTroB B OTHOILICHUU
Kaxaoro cyorekta Poccuiickoit @enepanuu.

(B pen. Llocranosnenus Ilpasurenscrea PO ot 26.06.2021 N 1025)

11. ®enepanpHplil HEHTp B TeueHUE 5 pabouMX AHEW CO JHA W3/aHUS PACIOPSIUTENBHOIO aKTa,
npeaycMoTpeHHoro myHkToM 10 nHactosimiero IlomokeHus, HampaBisieT B OpraHbl MCHOJHUTEIbHON
BiIacTu cyObekToB Poccuiickoit ®enepanuu, ONpeAereHHbIE BBICIIUMH JODKHOCTHBIMU JIMLIAMHU
cyobektoB Poccuiickoit ®exepaumu  (pPyKOBOJUTEISIMHM  BBICIIMX  HMCIIOJHUTEIBHBIX OPraHOB
rocyJIapCcTBEHHOI BiacTu cyObekToB Poccuiickoit deneparun) (manee - yHOJIHOMOYEHHbBIE OpraHbl)
U3BEILEHUE O IOCTaBKE JIEKAPCTBEHHBIX INPENaparoB W aKT IpUeMa-lepenayu (B 2 3K3eMIULIpax),
MOJNKCAHHBIE JUPEKTOPOM (YIIOJHOMOYEHHBIM JIHLIOM) DeiepanbHOro HEHTpA.

(B pen. Loctanosnenus IlpasurenscrBa P® ot 26.06.2021 N 1025)

12. YnomHoMO4YeHHbIE OpraHbl B TE€YCHHE 5 paboumx AHEH CO JHS TMOJTYyYEHHUS H3BEHICHUS O
MOCTaBKEe JIEKAPCTBEHHBIX IMpEMapaToB U aKTa MpueMa-Tlepeaadd, MPeayCMOTPEHHBIX MyHKTOM 11
Hactosero [lonoxenus:, MOAMUCHIBAIOT U 3aBEPSIOT MEeYaThio 00a SK3EeMIUTsIpa U3BEIICHUS O MOCTaBKe
JIEKapCTBEHHOI'O Ipenapara U o0a 3K3eMIULsIpa aKTa IpHeMa-IiepelladyM, IO0CI€ Yero BO3BpAIlAOT B
®denepanbHbIi IIEHTP OAWH IK3EMIUBIP YKa3aHHOTO W3BEIICHHS M OJWH SK3EMIUISP YKa3aHHOTO aKTa
npueMa-Tiepe1aun.

(B pen. [Hoctanornenus [IpaButensctBa PO ot 26.06.2021 N 1025)

13. YnonHOMOUYEHHBII OpraH Ha OCHOBaHUU aKTa IpUeMa-Iepesadn, IpeyCMOTPEHHOTO ITyHKTOM
11 nacrosimero IlonoxxeHusi, MpUHUMAET HA y4eT JEKapCTBEHHbIE MpenapaThl U B TeUEHHE 5 pabounx
JHEH €O JHA IOJNYyYEHMs] YKa3aHHOIO aKTa IpHeMa-Nepeladyd H3JaeT PACHOPSAAUTEIBbHBIA aKT O
repeaayde JICKapCTBEHHBIX IMPENApaToB OPraHU3alUsAM-IIONYdYaTeas M C YKa3aHHMEM HOMEHKIIATYpBI,
KOJIM4YECTBA 51 CTOMMOCTH JIEKAPCTBEHHBIX IIpenapaTroB B OTHOILIEHUU KaXKJI01
OpraHu3alMK-I101y4aTes.

14. Opranuzanuu-noayyaTead B TeueHHe 2 paboyux THEH co JHSA MOJydYeHHs JIOKYMEHTOB,
MOJTBEPXKIAIOUINX Mepejauyy UM JIEKApCTBEHHBIX IpenapaToB, IPUHUMAIOT JIEKApCTBEHHBIE MpenapaThl
Ha y4eT, 00eCeunBaoT X COXPAaHHOCTb U LEJIEBOE UCIIOJIb30BAaHUE.

15. denepanpHbIl LHEHTP B YCTAaHOBJIEHHOM MUHHCTEPCTBOM 31paBOOXpaHeHUs Poccuiickoin
denepanyy OOPAIKE OCYLIECTBISET MOHUTOPWHI JBMKEHUS M y4yeTa JIEKapCTBEHHBIX IPENAapaToB B
cyobekrax Poccuiickoit denepanyy, JOBOAUT 10 CBEIEHHS YIOJHOMOUYEHHBIX OPraHOB MOTY4YEHHBIE MO
pe3ysibTaTaM MOHMTOPHMHIA JAHHBIE, B TOM YUCIIE CBEIEHUS O HOMEHKJIAType, KOJIMYECTBE U CTOUMOCTH
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KOHCYJIbTAHTINIOC
(pen. oT 26.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC

N [ara coxpaHeHus: 23.04.2025
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

JIEKapCTBEHHBIX MpPENapaToB, 00 OTCYTCTBUHU MOTPEOHOCTH B OTIENBHBIX JICKAPCTBEHHBIX IMpenaparax
aM00 O TOSBJICHUU JOIMOJHUTEIBHOM MOTPEeOHOCTH B JIEKAPCTBEHHBIX IIpenapaTax B CBS3U C
u3MeHeHneM B cyOwbekte Poccuiickoit @enepanuy  UYMCIEHHOCTH OOJIBHBIX, HM3MECHEHUSIMH B
Ha3HAYEHUSIX MEIUIMHCKIMU PaOOTHHKAMH JIEKAPCTBEHHBIX IPETapaToB OOJBHBIM M COTJIACOBBIBAET
nepepacnpe/ielieHUe JISKapCTBEHHBIX MTPenapaToB MeX Ty cyorektamu Poccuiickoit deneparun.

(B pen. [Hocranopnenus [IpaButensctBa PO ot 26.06.2021 N 1025)

16. Ilepemaua nekapCTBEHHBIX MpemapaToB OJHUM cyObekToMm Poccuiickoit ®enepanuu B
COOCTBEHHOCTh Jpyroro cyowekra Poccuiickoii Deneparyii OCYIIECTBISIETCS Ha OCHOBAaHWUHU aKTa
npueMa-nepenadn. PenepanbHbIl LEHTP YBEAOMIIIETCA O Iepefade JICKapCTBEHHBIX IIPenapaTroB B
10-1HEBHBIN CPOK NOCIIE MOANUCAHUS aKTa MIpHUeMa-Tiepeladl yIOJHOMOYEHHBIMU OpraHaMu.

(B pen. Locranosnenus IpasurensctBa PO ot 26.06.2021 N 1025)

17. denepanbHblii HEHTP €KEKBapTalbHO, 10 10-ro yucia Mecsua, CIEAYIOMIEro 3a OTYETHBIM
KBapTajaoM, NPECTaBIsSeT CBEACHHS O TMepeaadye JEKapCTBEHHBIX MPEnapaToB B COOCTBEHHOCTH
cyorekta Poccuiickoii @enmepanii U COTJIACOBAHHBIX MEPEPACHPEICICHUAX JIEKAPCTBEHHBIX
mpemapaToB MexIy cyonrekramu Poccuiickoii @eneparnuu B OenepaibHyo Ciryx0y Mo Haa30py B cdepe
3IpaBOOXPAHEHHUS B IIEJISIX OCYIIECTBIICHUS KOHTPOJS 3a ILIEJEBBIM HCIIOJIb30BAHUEM JIEKAPCTBEHHBIX
IpenaparosB, a Takke B MUHHCTEpCTBO 31paBooxpaneHus Poccniickont denepanuu.

(n. 17 B pen. [ocranosnenus [IpaButensctBa PO ot 26.06.2021 N 1025)

18. B nmemsx oGecrnieueHus OOJIBbHBIX JIEKAPCTBEHHBIMU IpenapaTaMy B MOPSAKE, YCTaHOBICHHOM
3aKOHOAATENbCTBOM  Poccuiickoii  @enepanuu, OCYLIECTBISIETCS HAa3HAUYE€HUE  JIEKAPCTBEHHBIX
npernaparoB U opopMIIeHHE PELENTOB Ha JIEKAPCTBEHHBIE MTPEapaThl.

18(1). B ciywae HaxoxaeHHsi OONBHOTO HA JICUCHHH B CTAIlMOHAPHBIX YCIOBHAX OOECIeYeHHe
JICKApCTBEHHBIMH ~ TIpeTapaTaMy, 3aKylmaeMbIMH 3a CUeT CpeACTB  (eaepabHOrO — OrO/KeTa,
OCYIIECTBIISICTCA IIyTEM MX MPEAOCTABICHUsS OpraHU3alUeH-IoTydaTeIeM MEUIMHCKON OpraHu3anuy,
B KOTOPOH IMPOBOJUTCS JICYECHHE.

(m. 18(1) BBenen [locranosnenuem [IpaBurensctBa PO ot 20.05.2020 N 708)

19. Ilpu Ha3HayeHUH OOJLHOMY JIEKApCTBEHHBIX MPENapaToB JeUaluid Bpad HHPOPMHUPYET €ro O
BO3MOKHOCTH TIOJyYEHHUS UM COOTBETCTBYIOIIMX JIEKAPCTBEHHBIX MpEnaparoB 0e3 B3UMaHMs IUIAThl B
COOTBETCTBUU C 3aKOHOJATEIbCTBOM Poccuiickoit denepannm.

20. B wmemsx nuHamuyeckoro HaOMOAeHUS 3a OOJBHBIM M COONIOACHUS MEPUOAUYHOCTU
MOCEIIEHUs WM MEOUIMHCKOW OpraHM3alMy JIeYalldM BpayoM OMNpENeNseTcs KOJIUYECTBO
JIEKapCTBEHHOT'O Mpernapara, eqUHOBPEMEHHO 0(hOPMIIEHHOTO Ha PEIENTYPHOM OJIaHKE B COOTBETCTBHH
C PEKOMEHJOBAaHHOW CPEHECYTOYHON KypCOBOM JO30M U CPOKOM, HA3HAYECHHBIM JIJIS IIOCEILICHUS.

21. MenunuHckas opraHuzanus HpPeJoCTaBiseT OOJbHOMY (€ro 3aKOHHOMY HPEICTaBUTEIO)
nH(popMalio 00 OpraHu3alusAX, PACIONOKEHHBIX B TpPaHHUIAX MYHUIUIAIBHOTO 00pa3oBaHUS 110
MECTY HUTEJIbCTBA WM MECTy MpeObIBaHUA (B cllyyae eciid CPOK MpeObIBaHUS MPEBBIIIAET 6 MECSLEB)
00JBHOTO U OCYLIECTBIAIOMINUX OECIIaTHBIN OTIYCK JIEKapCTBEHHBIX IMpernapaToB, Ha3HAYEHHBIX
JieyaliuM BpauoM.

22. Ha3nayeHue ¥ OTHYCK OOJBbHOMY (€ro 3aKOHHOMY TMPEICTABHTENIO) JIEKApCTBEHHBIX
MpenapaToB OCYIIECTBISIETCS B CPOK, He mpeBblmaromuii 20 pabouux AHEW cOo JHS BKIIIOUCHHS
00JIbHOTO B pETHOHANIbHBIN cerMeHT dDeiepanbHOro PerucTpa.
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( T 26.06.2021) [JokyMeHT npepoctasneH KoHcynbTaHTAOC
"pep,. 0 e [ata coxpaHeHus: 23.04.2025
06 yTBepxaeHun MonoxeHns o6 opraHnsaummn obecne...

23. B ciyuae Bble3zia 60sIbHOTO 3a mpenensl cyobekra Poccuiickoit denepannu, Ha TEPPUTOPUN
KOTOpOro OOJIbHOM NMpOXKUBAeT, Ha TEPPUTOPHIO JApyroro cyonekra Poccuiickoit deaepannu Ha CpOK,
HE MPEBBIIAIONINNA 6 MecsIeB, OPraHOM HCIIOJHUTEIBHOHN BiIacTu cyonsekTa Poccuiickoit denepanuu B
cepe oxpaHbI 3710pOBbsl OPraHU3yeTCs 00ECIeYeHne TAKOTO OOIBLHOTO JIEKAPCTBEHHBIMH TIpeTapaTaMy
Ha CpOK IIpHe€Ma, DPaBHBIM CpPOKY €ro Bble3[la 3a Npeaenbl Teppuropun cyoOwnekra Poccuiickoit
®enepanuu, MO0, yYUThIBasg CPOKM T'OJHOCTH HMEIOIIUXCS OCTAaTKOB JIGKAPCTBEHHBIX IIPENaparos,
o0ecreyeHne Takoro 00JIbHOTO JIEKapCTBEHHBIMU IIpenapaTaMi Ha COOTBETCTBYIOIIMNA CPOK.

CBeneHMs O KOJIMYECTBE HA3HAUYEHHBIX WJIM OTIYIIEHHBIX OOJBHOMY (€ro 3aKOHHOMY
IIPEICTAaBUTENIO0) JIEKAPCTBEHHBIX IPENAPATOB BHOCATCA B PETMOHAIBHBIA cerMeHT DenepanbHOro
perucrpa.

24. B cnyuae Bble3fa O0JBHOTO 3a mpezensl cyobekTa Poccuiickoit @enepaiuu, Ha TEPPUTOPUN
KOTOPOro OOJIbHOM NMpOXKHUBAeT, Ha TEPPUTOPHIO Apyroro cyobekra Poccuiickoil denepanuu Ha CpoK,
NPEBBILIAIOIIMKA 6 MecsleB, WIM B ClIydae M3MEHEHHUs MecTa J>XUTEIbCTBA TaKOMYy OOJBHOMY
HA3HAYaIOTCs JIEKAapCTBEHHBIE MpenapaThl Ha CPOK MpueMa He Oojee OJHOro Mecsia Ju0o opraHoMm
WCIIOJTHUTENIbHOH BiacTu cyObekTa Poccuiickoit @enepari B cepe OXpaHbl 30POBbSI OPraHU3YeTCs
o0ecrnieueHre Takoro OOJILHOTO JIEKAPCTBEHHBIMHU IpenaparaMd Ha CpOK Ipuema He 0Oojee OJHOro
Mecsna.

CeneHus 0 TakoM OOJIBHOM IOJUIEXKAT HCKIIOYEHHUIO U3 COOTBETCTBYIOILEIO PErMOHAIBHOIO
cermenta ®enepasbHOoro peructpa M nepegade (B TOM  YMCIE€ C  HCIOJIb30BaHUEM
MH(POPMALMOHHO-TEJIEKOMMYHUKAIIMOHHBIX TEXHOJIOTHi) OpraHy HCIIOJIHUTENFHOW BIAcTH B cdepe
OXpaHbl 370pOBbs cyOobekTa Poccuiickoit Denepaniuu, Ha TEPPUTOPUIO KOTOPOTO BbhEXasl OOJIBHOM, JUIS
BKJIFOYEHUS B JPYTOM pErMOHANBHBIN cerMeHT DenepanbHOro perucrpa.

JlaToif BKJIIOUEHUS CBEACHUNH O OOJILHOM B JIpYrol pernoHalbHbI cermMeHT denepaibHOro
perucTtpa SBISETCS JAEHb, CIEAYIOIIMHA 3a JHEM MCKIIOYEHUS B COOTBETCTBUU C al3aleM BTOPBIM
HACTOALLETO MyHKTa CBEJEHUM O HEM M3 PETHMOHAIBHOTO cerMeHTa denepaabHOro perucrpa OpraHomM
WCTIOJTHUTENIBHOM BIIacTH B cpepe 0XpaHbl 3710pOBbs cyObekTa Poccuiickoit denepanum, ¢ TEppUTOPUN
KOTOPOTO BbIeXasl OOJIbHOM.

25. OpraH UCHONHUTENBFHOW BIacTH B cdepe OXpaHbl 3I0pOBbs cyObekTa Poccuiickoi
®denepanyu, ¢ TEPPUTOPUN KOTOPOTO BbieXall OOJIBHOMN, MPeACTaBIsAeT (B TOM YUCIE C UCTIOIb30BAaHUEM
MH(OPMaLIMOHHO-TEIEKOMMYHHUKAIIMOHHBIX TEXHOJIOTHIA) MO 3apOCy OpraHa MCIOJHUTEIBHON BIACTU
B cepe oxpanbl 310poBbsi cyObekTa Poccuiickoit ®enepanuu, Ha TEPPUTOPUIO KOTOPOTO BbheXal
OOJIbHOM, CBEJIEHHsI O KOJIMYECTBE HA3HAYCHHBIX WM (PAaKTHUECKU IMPETOCTABICHHBIX OOJbHOMY (€ro
3aKOHHOMY MPEJCTABUTEIIO) JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBUU C ITYHKTOM 24 HACTOSIIETO
[Tonoxenus.
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