INPABUTEJIBCTBO MOCKBbI
INOCTAHOBJIEHUE

oT 26 HosiOps 2019 roxa N 1551-1111

O pacmimpeHur BO3MOKHOCTEH peajn3anuy MpaBa Ha MOJIyYeHHe Mep COlUATbHOMI

MOIEPKKH 10 00ecneYeHH 0 JIeKAapCTBEeHHBIMU NpenapaTaMmu, Ha3HaAYaeMbIMH 110

JKH3HEHHBIM MOKA3aHUSAM H IPH HHANBUIYAJbHOH HEeNEPEeHOCHMOCTH, H JIEKAPCTBEHHBIMHU

npenaparamMu u (Win) MeTUIHMHCKUMH U31eJTUSIMU, HA3HAYAeMBbIMHU M0 KATErOpuun
3a0o0JieBanuga "'auader"

(c m3menenussMu Ha 8 gexadbps 2023 roma)

B mensix pacmmpeHus BO3SMOXHOCTEH pean3aliiy mpaBa Ha MOJTyYeHHe Mep COUaTbHON
MOJIICPIKKH 110 00ECIICUCHUIO JICKapCTBEHHBIMHM IIPerapaTaMu, Ha3Ha4aeMbIMHU 110 KU3HEHHBIM
NOKa3aHUSM U MPH WHAUBHYaIbHON HEIIEPEHOCUMOCTH, JICKAPCTBEHHBIMHU ITPETapaTaMu 1
MEIUIIMHCKUMU U3JIETTUsIMHU, Ha3HAYaeMbIMU 110 KaTeropuu 3abosneBanus "nuabder”,

[IpaBuTenbcTBO MOCKBBI
MIOCTaHOBJISIET:

1. [Tpu3HATH YCHENIHBIM MPOBEACHUE B TOPOJIe MOCKBE IKCIIEPUMEHTOB TI0 PACIIIUPCHHUIO
BO3MOXKHOCTEH pean3aluy rpaBa Ha MOJIyYeHHE MEP COLMATbHOM MOAIEPKKH 110
o0ecrneveHnIo IeKapCTBEHHBIMU TIpenapaTaMy, Ha3Ha4YaeMbIMH 110 )KHU3HEHHBIM MTOKa3aHUSIM U
IPY HHIUBUAYaTHbHON HEMIEPEHOCHMOCTH, W JICKAPCTBEHHBIMHU IpenapaTtaMu 1 (HJIH )
MEIUIIMHCKUMU U3/IETUsIMHU, Ha3HAYaeMbIMU 110 KaTeropuu 3aboneBanus "quabder", u
MPOJIOKUTH HA TIOCTOSIHHON OCHOBE MPE0CTAaBICHHE MPaBa peann3alii MOTydeHHs
YCTaHOBJICHHBIX MPABOBBIMU aKTaMHU TOpoJia MOCKBBI Mep COLIMATBLHOM MOAIEPKKH 110
00ecCrnevYeHHIO JIEKapCTBEHHBIMU TIperapaTaMu, Ha3HAYaeMbIMH 110 )KHU3HEHHBIM MTOKA3aHUSIM U
MIPY HHIUBUAYaTbHONW HENIEPEHOCHMOCTH, U JICKaPCTBEHHBIMH MpenapaTtaMu U (HJTH)
MEAUIIMHCKUMH U3IETUSIMU, Ha3HAYaeMBbIMHU 10 KaTeropuu 3adoneBanus "nuader", B 1eHEKHON
dbopMe B Bue KOMIIEHCAIIMOHHOMN BBIMLIATHI, OCYIIECTBIISIEMON 3a CYET CPEeICTB OI0KeTa ropoja
MOCKBHI.

(Ilynkt B penakuuu, BBeIeHHOM B neiictBue ¢ 12 nexadps 2023 roga nocTaHOBIEHUEM

[IpaButenscTtBa MockBbl oT 8 nekadps 2023 roga N 2418-T111. - CM. OpeaplayIIVIO DEIAKIINAIO)

2. YTBepauts [Topsaok u yClioBust paciIMpeHus BOZMOKHOCTEH pean3aliuy rnpasa Ha
MOJTy9YEeHUE MEP COIMATBLHOM IOIICPIKKH 110 00SCIICUSHUIO JICKapCTBEHHBIMHE MperapaTaMH,
Ha3HAYaeMbBIMH 110 KU3HEHHBIM ITOKA3aHUSIM U TIPH WHANBUAYATBHON HETIEPEHOCUMOCTH, U
JIEKapCTBEHHBIMU TpenaparaMu U (UJI1) METUIIMHCKUMU U3ACIUIMU, Ha3HAYaeMbIMH 10
KaTeropuu 3adosieBanus "nuader" (IpPUIOKEHHE).
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3. dunaHcoBoe 00ecrieyeHHEe OCYIECTBICHUS] KOMIIEHCALIMOHHOM BBITIATHI,
MIPOU3BOJUMOM B COOTBETCTBUU C HACTOSIIIUM [TOCTAHOBJICHUEM I TPHUOOpETEHUS
JIEKapCTBEHHBIX MIPENapaToB, MEAUIIMHCKUX U3/IEIHM, OCYIIECTBIISETCS 3a CUET OIOIKETHBIX
aCCUTHOBAHUH, IIPEYCMOTPEHHBIX JenapTaMeHTy 31paBOOXpaHeHus ropoa MOCKBBI 3aKOHOM
ropoaa MockBbI 0 0r0/1KeTe Topoia MOCKBBI Ha COOTBETCTBYIOLIHI (PMHAHCOBBIN TOJ1 U
IIJIAHOBBIN MEPUOJ HA pealM3alui0 COOTBETCTBYIOLIEr0 MeponpusaTus ['ocygapcTBeHHOM
nporpamMmsel ropozia Mocksal "Pa3Butre 3apaBooxpanenus ropoja Mocksbl (CTomuHoe
3/ipaBoOOXpaHeHue)".

4. Ilpu3HaTh yTpaTUBIIUM CUITy nocTaHoBieHue [IpaBurenscTBa MOCKBBI OT 27 HOSIOps

2018 r. N 1444-I1I1 "O opoBeaeHuu B ropojie MoCKBE DKCIIEPUMEHTA 10 PACHIUPEHUIO

BO3MOKHOCTEH peaJn3aliiy IpaBa Ha IOJYUYEHHUE MEP COLHAIILHON HOICPKKH O

00EeCIICUCHHIO JICKAPCTBCHHBIMMU ITpCIiapaTaMi, Ha3HAYAaCMbIMU 110 XM3HCHHBIM ITOKA3aHUAM U

IIPY MHAMBUYaIbHOH HEIIEPEHOCUMOCTH ",

5. I[lynkt yTpatui cumy ¢ 28 oktsi0ps 2022 roga - nocranonienue [IpaBurenbcTBa MOCKBbBI

ot 27 okTsi6psa 2022 roma N 2344-1111. - CM. OpeaplaIyIIVIO PEOAKIIHAIO.

6. Hacrosiniee nocranosiienue Berymnaer B cuiy ¢ 1 ssuaps 2020 r.

7. KOHTpOJIb 32 BBIIOJHEHUEM HACTOSILIETO OCTAHOBJIECHHS BO3JIOKUTH HA 3aMECTUTENS
Mbpa Mockssl B [IpaButensctBe MOCKBBI IO BOIpocaM COLMalIbHOTO pa3BuTus Pakosy A.B.

Mbsp MockBbI
C.C.Cobanun

IIpunoxenune
K nocranoBJieHuio [IpaButenbcTBa MoCKBBI
ot 26 Hosiopsi 2019 roga N 1551-I1TT

Ilopsaok U yc10BUs pacliMpeHHusi BO3MOKHOCTEH peau3aluuy MPaBa Ha MoJIyYeHHue Mep
COLMAIbHOM MOAEP/KKH N0 00eCIeYeHH IO JIEKapCTBEHHBIMH NpenapaTamu,
HA3HAYAEMBIMH 110 KU3HEHHBIM NMOKA3aHUAM M IPH MHIMBHIYAIbHOH HENEPEeHOCUMOCTH,
1 JIEKAPCTBEHHBIMHM IpenapaTaMu M (M) MeAULIUHCKUMH U31eTUAMH, HA3HAYaeMbIMHU

1o Kareropuu 3abosieBanus '"nuader"

(c usmenenusmu Ha 27 okts0ps 2022 ronaa)

1. ITopsaoK 1 ycnoBuUs paclInpEeHNs BO3MOKHOCTEN pealin3aluy IpaBa Ha MOJy4YEeHHE Mep
COLMAIbHON MOJIAEP>KKH MO0 00ECTIIEYeHHIO JIEKapCTBEHHBIMHU ITperapaTaMy, Ha3Ha4aeMbIMH 110
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JKU3HEHHBIM MMOKA3aHUSM U NPU UHAUBUTYIbHOW HETIEPEHOCUMOCTH, U JIEKAPCTBEHHBIMU
npenapaTamMu U (WIM) MEIUIUHCKUMHU U3JIeMUSIMH, Ha3HaYaeMbIMU 110 KaTErOpUH 3a00JIeBaHUs
"muabet" (nanee - [lopsnok), onpenesstoT MpaBuiia U YCIOBUS peain3alldy IpaBa Ha MOJydeHUE
Mep COIMATLHOM MOAIEPIKKHU 0 00ECIIEYCHUIO JISKAPCTBCHHBIMU TperapaTaMu, Ha3Ha4YaeMbIMHU
0 JKM3HEHHBIM MTOKA3aHUAM U (WJIK) IPU UHAUBUAYATbHON HEMIEPEHOCUMOCTH, U
JIEKapCTBEHHBIMU MpernaparaMu U (UJI1) MEJUIMHCKUMU U3ACUsIMHU, Ha3HAYaeMbIMH 10
KaTteropuu 3adoJieBanus "nuadeT", B IeHEKHOW opMe B BUJIC OCYIIECTBISIEMOMN 3a CUET
cpencTB OroKeTa ropoga MOCKBBI KOMIICHCAITMOHHOW BBIIIATHI HA TIPUOOPETCHHE
JICKapPCTBEHHBIX MPEMapaToOB, MEAUIIMHCKUX U3ICIHIA B3aMEH MOTYYCHHsI OSCIUIATHO
JIEKapCTBEHHOT'O Iperapara, MEAMIIMHCKOTO U3/IEHSI U PUOOpETeHHS IEKAPCTBEHHOTO
npenapara ¢ S0-mpoieHTHON CKUAKON, a TaKkKE MOPSAOK OCYIIECTBICHUS YKa3aHHON
KOMITICHCAIIMOHHOM BBITLIATHI.

2. IIpaBo Ha MOTyYeHHE KOMIIEHCAIIMOHHOMN BBIIIAThl HA MPUOOPETEHHE JIEKAPCTBEHHBIX
[penapaToB, MEAUIIMHCKUX U3IEIUMA MTPEIOCTABIIACTCS TpaxaaHaM, HMEIOIIUM MECTO
JKATENIbCTBA B roposie Mockse:

2.1. HMmeronym B COOTBETCTBUU C IIpaBOBbIMHA aKTaMH IOopoJia MoCKBBI IIpaBO Ha MCPLI
COHH&HBHOﬁ MMOAACPIKKH 110 o0ecreyeHnro JICKAPCTBCHHBIMHU IIpCIIapaTaMu U HEC BBI6paBH_II/IX Hux

IMOJIYYCHHEC B ICHCKHOM BBIPAKCHUMU.

2.2. IMeromumM B COOTBETCTBHH C IMPABOBBIMU aKTaMH ropojia MOCKBBI IPaBO Ha MEPBI
COITMATBHOM MOACPIKKH 110 00ECIICUSHNUIO METUIIMHCKUMH U3CITUSIMHU.

3. Hacrosimuit [opsinok He pacipocTpaHseTcs:
3.1. Ha rpaxknaH, mpu3HAHHBIX HEJEECTIOCOOHBIMH B YCTAHOBIEHHOM 3aKOHOM MOPSIKE.
3.2. Ha rpaxkxian, oOpamaromuxcs 3a MmojJyuyeHueM Mep COIMAIbHON TTOAIEPKKHU 10

00ecreYeHnI0 METUITUHCKUMU U3JIENUSIMHU, TPEIOCTABISIEMBIMHA B COOTBETCTBUU
¢ nocra”oBiaenueM [IpasurensctBa MockBbl oT 15 aBrycra 2016 r. N 503-I1I1 "O6

obecrneyeHn OTACIBbHBIX KEIT@FODI/II;'I T'paXXJaaH TEXHUYCCKUMHU CPEACTBAMUA Dea6I/IJ'H/ITaIH/II/I

MCIMIIMHCKOI'O Ha3HAYCHU A, MCAUTTMHCKUMHA HU3JCTIUAMHU 34 CUHET CPEACTB 6IOI[)K€T3 ropoaa

Mocksbl" ¥ mocra"oBygeHueM [IpaBurenbcTBa MockBbl OT 7 centsOps 2022 r. N 1951-T1I1 "O

rapaHTHuAX JOIOJHHUTCIBHOI'O obecneyeHnst METUIMHCKUMHI U3ACTIUAMU 1JI ITPOBCACHU A

MOHHUTOPHUHI'A YPOBHS T'JIFOKO3bI B MHT@DCTHHI/IaJIBHOfI KHUAKOCTHU ACTAM, CTpagaroOniuM

caxapHbIM namadberoMm | THIA, 3a CUET CPeACTB Or0uKeTa ropona MockBbl'.

(ITynxT 3 B penakuuu, BBeJIeHHOH B JieiicTBHe ¢ 28 okTs0ps 2022 roga mocTaHOBICHUEM
[paButenbcTBa MOCKBBI 0T 27 okT0pst 2022 roa N 2344-T111. - CM. OpeabLAyIIYyI0 PEIaKIIUIO)

4. IlpaBo Ha MOTy4eHUE MEP COIUATBLHOMN TOIIEPYKKH MO 00ECTIEYSHUIO JIEKaPCTBEHHBIMU
npenapataM 1 MEAUIUHCKUMU U3ACITIUAMUA MIPCAOCTABIIACTCA I'paXJaHaM, KOTOPBIM ITPU
HaJIU4YUHU MEIUIIMHCKUX MOKa3aHUM:
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4.1. o pemenuo BpaueOHONH KOMUCCHH MEAULIMHCKONW OPraHU3aIH rOCy1apCTBEHHOM
CHUCTEMBI 3paBOOXPaHEHMsI ropoaa MOCKBBI, OKa3bIBaIOUICH IEPBUYHYIO MEIUKO-CAHUTAPHYIO
HIOMOIIb B aMOYJIaTOPHBIX YCJIOBUSX (Zanee - BpaueOHas KOMHUCCHUS ), IPU UHAUBUIYaJIbHOM
HENEPEHOCUMOCTH U (WJIM) 10 )KU3HEHHBIM IT0Ka3aHHUsIM Ha3HAuY€HbI JIEKapCTBEHHbIE MPENapaThl,
HE BXOJSIINE B CTAaHAAPThl MEAUIIMHCKON IOMOIIM, U (MJIN) JIEKaPCTBEHHBIE MPENapaThl 110
TOPrOBBIM HAMMEHOBAHUSIM.

4.2. [1o Ha3HAYEHUIO JIeYAlIeTo Bpaya MEIUIIMHCKON OpraHu3alii rocy1apCTBEHHOM
CHUCTEMBI 3JJpaBOOXPAHEHUS TOPOJ1a MOCKBBI, OKa3bIBAIOIICH MEPBUYHYIO MEIUKO-CAaHUTAPHYIO
MTOMOIIIb B aMOyJIaTOPHBIX YCIOBHIX, Ha3HAYCHBI JICKAPCTBEHHBIE TIPETapaThl U (MJIn)
MEUITMHCKUE U3/IETHS TI0 KaTeropuu 3adoseBanus "nuader".

5. I'paxxnane BripaBe 00paTUTHCS 3a MOJYYEHHUEM KOMIICHCAIIMOHHOM BBIIIATHI HA
npuoOpeTeHue:

5.1. JIekapCTBEHHBIX MPEMAPATOB B3aMEH MOTyUYeHUs OecIIaTHO Win ¢ SO-TIPOIICHTHON
CKHJIKOM JIEKAPCTBEHHBIX MIPEMapaToB, HA3HAUYAEMBbIX 110 KU3HEHHBIM MMOKAa3aHUSIM U MPU
WHIUBUIYAIbHON HEMEPEHOCUMOCTH, U (M) Ha3HAUYAEMBIX 10 KaTErOpUH 3a00JIeBaHUs
"muabet".

5.2. MeIuIMHCKHUX U3/IeTUI, Ha3HAYaeMBbIX 110 KaTeropuu 3a0oneBanus "nuader", B3aMeH
HOJTy4eHHs OECIUIATHO MEMIIMHCKUX U3/ICIHH, YKa3aHHBIX B IPUIOKEHUU 2 K PACTIOPSHKEHHUIO

IIpaButensctBa MockBbl 0T 10 aBrycra 2005 r. N 1506-PII "O peanuzanuu Mep COLUATILHON

IIOJUIEPIKKH OTIEIbHBIX KATErOpUii sKuTeIei ropoga MockBbI 110 00ECIIEYEHUTO

JICKAPCTBCHHBIMU CPEACTBAMU U U3ACIIUAMU MCAUITMHCKOI'O HA3HAYCHUA, OTIIYCKACMBIMU I10

peuientam Bpaueil OecriaTHO wiu ¢ S0-IPOLIEHTHON CKUIKON" 10 KaTeropuu 3a00eBaHMs

"nnabet".
(Ilynkt 5 B penakiuu, BBeIeHHOM B JieficTBUE € 28 oKTA0ps 2022 rojja HOCTaHOBJIEHUEM

ITpaButenscTtBa MockBBI OT 27 okTs10pst 2022 roga N 2344-T111. - CM. Ipe ABLAVIIIVIO PENAKIIHIO)

6. YclioBHEM OCYIIECTBICHHUS KOMIIEHCAIIMOHHOMN BBIMJIATHI HA MPUOOpETeHHE
JIEKapCTBEHHOTO TIperapara, MEAUIIMHCKOTO U3JIENHsI SIBISETCS OTCYTCTBUE HA IEHb OOpaIleHUs
rpaXkAaHuHa 1100 3aKOHHOTO MPeICTaBUTENs peOeHKa K JieallleMy Bpady 3a MOJIydeHUeM
pererita Ha JIeKapCTBEHHBIN IIpenapar, MEJUIIMHCKOE U3/IeIne:

6.1. JlekapcTBEHHOTO IpernapaTa, HA3HAYEHHOTO MO KU3HEHHBIM MTOKa3aHUAM U NIPH
MHAMBUYaIbHON HEMEPEHOCUMOCTH, B ['0cy1apcTBEHHOM OIOP)KETHOM YUpEXKIEHUN
3npaBooxpaHeHus ropoaa Mockssl "LleHTp nekapcTBeHHOTO 0Oecnieuenus [enapramenTa
3/IpaBoOXpaHeHus ropoja MoCKBBI'", OCYIIECTBISAIONIEM LIEHTPAIN30BaHHOE XpaHEHHUE
3aKYIUICHHBIX JIEKAPCTBEHHBIX MPENAPATOB U MEAUIIUHCKUX U3ETUH B LENAX JIbIOTHOTO
oOecnieueHus xuteneit ropoga Mockssl (nanee - LIeHTp JiekapCcTBEHHOTO 00ecTIeyeHMs]).

6.2. JlekapcTBEHHOTO Ipernapara, Ha3HAYeHHOT0 M0 KaTeropuu 3adoneBanus "nuader", B
anTEeYHbIX MyHKTaX (CTPYKTYPHBIX NojpasaeneHusx LleHTpa sekapcTBEHHOro odecrnedeHus),
OCYIIECTBIISIOIIUX OTIYCK JIEKAPCTBEHHBIX MpenapaToB OECIIaTHO WK CO CKUJIKON U
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00CITy’KHBAIOUINX METUIIMHCKYIO OPTaHU3AIHI0, K KOTOPOH MPUKPEIUICH TPasKIaH1H.

6.3. MeIMIMHCKOTO U3/IeusI, HA3HAUYCHHOTO 110 KaTeropuu 3aboneBanus "nuabder", B
anTeYHBIX MyHKTaX (CTPYKTYPHBIX NojipasaencHusx LlenTpa sekapcTBeHHOro obecredeHus),
OCYIIECTBIISIONIUX OTITYCK METUITUHCKUX U3/ICTHI OECIUIaTHO U 00CTYKUBAIOIIINX
MEUIIMHCKYIO OPTaHU3alHMIo0, K KOTOPOH MPUKPEIUICH IPakIaHHH.

7. ObOparenue rpaxaaHnuHa JTH00 3aKOHHOTO IPEICTaBUTEINS peOeHKa 3a
KOMIICHCAIIMOHHOM BBITIATON HAa MPUOOPETEHUE JICKAPCTBEHHOTO MpenaparTa, MEIUIIHHCKOTO
U3JICNTUS OCYIIECTBIISCTCS:

7.1. B yacTu 1€eKapCTBEHHOIO IIpenapaTa, Ha3HAYaeMOoro 110 JKU3HEHHBIM IOKa3aHUsIM U
(uM) pU MHAMBUTyaJIbHOM HENIEPEHOCUMOCTH, K JIEYallleMy Bpayy MEIUIIMHCKON OpraHu3anuu
roCyJJapCTBEHHOM CUCTEMBI 3/IpaBOOXPAaHEHUs ropoaa MOCKBBI, OKa3bIBAOILIEH TEPBUUHYIO
MEAMKO-CAaHUTAPHYIO TOMOIIIb B aMOYyJaTOPHBIX YCIOBUSX (J1aiee TakyKe-MeAUIIMHCKAs
opraHusaius), BpaueOHasi KOMUCCHsI KOTOpOM Ha3Hauuja JIEKapCTBEHHBIN IIpernapar.

7.2. B yacTu IeKapCTBEHHOTO Tpenapara 1 (WIH) METUIIMHCKOTO W3/eNHsI, Ha3HAa4YaeMOro
1o Kkareropuu 3adosneBanus "quabder", K nevaiemMy Bpauy MEAUIIMHCKONW OpraHU3aliu
rOCYJapCTBEHHOM CHUCTEMBI 3/IpaBOOXpaHEHUs roposia MOCKBBI, OKa3bIBAIOIIEH TEPBUYHYIO
MEJUKO-CAaHUTAPHYIO TTOMOIIb B aMOYyJIATOPHBIX YCIOBUSIX.

8. Ilpu oOpatiennu rpaxkiaHuHa JIM0O 3aKOHHOTO MPECTaBUTENs peOeHKa K Jeyaliemy
Bpauy 3a [OJy4YEHHEM pelienTa Ha JEKapCTBEHHbIH penapar, MeIULUHCKOE U3eue, Ipu
COOJI0ICHUH YCIIOBUH, IPEAYCMOTPEHHBIX MMyHKTOM 6 HacTosuiero [lopsaka, nevamuii Bpay
UHPOPMUPYET TpakKIaHNHA TUO0 3aKOHHOTO MPECTaBUTENS peOCHKa:

8.1. O6 oTCYTCTBUU JIEKApPCTBEHHOTO Mpenapara, Ha3HaY€HHOTO M0 KU3HEHHBIM
MOKa3aHMSM U NPH WHAWBHYaJTbHON HEMIEPEHOCUMOCTH, B LIeHTpe nexapcTBEHHOTO
o0ecrieueHus, JIEKapCTBEHHOT0 Ipernapara U (WJI1) MEeAULIUHCKOTO U3/IeNINsl, HA3HAYEHHOTO T10
KaTeropuu 3abosieBaHus "nuaber", B aTEYHBIX MyHKTaX (CTPYKTYPHBIX MOApA3IeIeHHUIX
LlenTpa neKapCTBEHHOTO 00ECIIEUeHHS ), OCYIIECTBIISTIONINX OTIMYCK JIEKApPCTBEHHBIX MpenapaToB
OECIUTaTHO WJIU CO CKUAKOM, METUIIMHCKUX U3/ O€CTIIaATHO M 00CITYKUBAIOIITNX
MEIUIUHCKYIO0 OpTaHU3aLHUIO.

8.2. O HEBO3MOKHOCTH IOJIy4€HHUsl OECIIaTHOTO JIEKapCTBEHHOI'O pernapara,
MEUIIMHCKOTO M3/IENHsI WA TPHOOPETEHUS JIEKapCTBEHHOTO Tipenapara ¢ S0-mporieHTHOM
CKUAKOH (B TOM YHCJIE [0 UHOMY TOPTOBOMY HAaMMEHOBAHUIO) B CBSA3H C MOJaueil 3asiBICHUS C
pocb00ii 0 MpeIoCTaBICHNN KOMIIEHCAIIMOHHOM BBIMIATHl HA MPUOOpETEeHUE JIeKapCTBEHHOTO
npernapara, MEUIIUTHCKOTO U3IEITHSI.

8.3. O pa3mepe KOMIIEHCAIIMOHHOM BBIMIATHI, KOTOpast OyeT MpeaocTaBlIeHa Ha
npruoOpeTeHne 0IHOM yIaKOBKHU JIEKAPCTBEHHOT'O MperapaTa, KOJIMYeCTBE YIIaKOBOK
JIEKapCTBEHHOTO TIperiapara, a Takke O MpaBmiiax (OpPMUPOBAHHS IIEHBI HA OJTHY YITaKOBKY



JICKApCTBCHHOTO IIpCriapara.

8.4. O pa3mepe KOMIIEHCAIIMOHHOM BBITUIATHI, KOTOpask OyIeT MpeoCcTaBlIeHa Ha
npuoOpeTeHne 0THON €AMHUIBI METUIIMHCKOTO U3/IEIHs, KOJIMUYECTBE €IUHUL] MEIUIIMHCKOTO
U3JICNHsI, & TAKXKE O TpaBuiiax ()OPMHUPOBAHMSI IICHBI HA OJIHY €IUHUILY MEIUIIMHCKOTO U3/ICTIHSI.

8.5. O mepeyncieHny KOMIIEHCAIIMOHHOM BBIIUIATHI HA MPUOOPETCHHE JIEKAPCTBEHHOTO
npenapara, MeJUIUHCKOrO U3/EIUs Ha CUET, OTKPBITHIN B POCCUMCKON KPEIUTHOU
OpTraHU3aIH, U 0AHKOBCKHI CYET COIMAIILHOM KapThI U CPOKE €€ MEePEUHCICHUS.

(ITyHkT B penakiuu, BBeJIcHHOH B feiicTBue ¢ 12 aexabps 2023 roa mocTaHOBICHUEM

[IpaBurenbcTBa Mockbl 0T 8 nexadpst 2023 roma N 2418-I111. - CM. NpeabLIyLIYIO DEIAKIIHIO)

9. Ilpu npuHATHN OOPATUBILIUMCS TPAXKTAHUHOM JINOO 3aKOHHBIM IMIPEJICTABUTENIEM peOeHKa
Ha IIpUEME Y JICYaIllero Bpaya PeIIeHHs OJyYUTh KOMIIEHCAIMOHHYIO BBIIUIATY Ha
npuoOpeTeHne IEKapCTBEHHOT O MpernapaTa, MeIUIIMHCKOT0 U3 TpakJaHUuH JTN00
3aKOHHBIN MPEACTAaBUTENh peOCHKA 3aMOHSET B IBYX SK3EMIUISIpax 3asBJICHUE C MPOCKOO O
IIPEIOCTABIIEHUU €MY KOMIIEHCAIIMOHHOM BBIILIATHI (Jajiee - 3asBJICHHE) 10 (popme
COTJIaCHO MPUJIOKEHUIO K HacTosuiemy [lopsanky.

10. B 3asBneHue geqaium BpauoM BHOCSATCS CBEACHUSI O pa3Mepe KOMIIEHCALIMOHHON
BBIIJIATHI, KOTOpast OyJeT mpeaocTaBlieHa Ha MPUOOpEeTEHHE OTHOM yITaKOBKHU JIEKAPCTBEHHOTO
npemnapara, pasMepe KOMIIEHCALlMOHHOM BBIIIAThI, KOTOpasi OyJIeT MpelocTaBIeHa Ha
npruoOpeTeHne 0HOM eAMHUIBI MEIUIIMHCKOTO M3/1€IHs], @ TAK)KE KOJIMUYECTBE YIIaKOBOK
JIEKapCTBEHHOI'0 IIperapara, KOJIMYECTBE €IMHULl MEAULIMHCKOTO U3IENHS.

Pasmep xommneHcalnoHHON BBITIATHI HA IPUOOpPETEHHE IEKAPCTBEHHOTO MIpernapara,
MEAMIIMHCKOTO W3/IEJIHs PACCUMTHIBACTCS UCXO/IS U3 Pa3MeEIIeHHbIX Ha caifte LlenTpa
JIEKapCTBEHHOT'0 00eCTieYeHHs B MH()OPMAIMOHHO-TEIEKOMMYHHUKAITMOHHON ceTh HTepHeT
(www.cloikk.ru) (manee - caitt www.cloikk.ru) maHHBIX O 1IeHE Ha OJIHY YIIaKOBKY
JIEKapCTBEHHOT'O TIperapara, OJIHy eIUHUILy METUIIMHCKOTO U3/1eus, chopMUpoBaHHON
L{eHTpOM JleKapCTBEHHOTO 0OECTIeUeHHs ISl OCYIIIECTBICHHS] KOMIIEHCAIIMOHHOMN BBITIATHI HA
pHOOpETEeHUE JIEKAPCTBEHHOTO TIperapaTa, MeIUIIHNHCKOTO H3/IeHs, B COOTBETCTBUH C
IIpaBUJIaMH, YTBEPKAECHHBIMU J[ermapTaMeHTOM 3/IpaBOOXpaHeHus ropo1a MOCKBBI 110
coriacoBaHuio ¢ JlenapTaMeHTOM SKOHOMUYECKOW MOTUTUKU U pa3BUTHSI ropoia MOCKBBI.

11. KoMrieHcanoHHas BbITIJIaTa HAa MPUOOPETEHHE JIEKApCTBEHHOTO Mperapara,
MEUIIMHCKOTO M3JIENHsI, 32 KOTOPOI 00paTHiICS TpakIaHUH JTUOO0 3aKOHHBIN MPEICTABUTEIb
pebeHKa, OCYIIECTBIISIETCS M0 KAKIOMY BBIMMHCHIBAEMOMY JICYAIllUM BPavuoM JICKAPCTBEHHOMY
Ipernapary, MEIULMHCKOMY U3/EIUI0 U Ha KYPC JICUCHUS, YKA3aHHBIN B PELIENTE HA
JIEKapCTBEHHBIN MpenapaT, MEAUIIMHCKOE U3/ENHE.

12. [l nepedncienusi KOMIIEHCAlMOHHOM BBITUIAThl HA IPHUOOPETEHUE JIEKaPCTBEHHOTO
npenapara, MeAULUHCKOTO U3/IeNUsl OOpaTHBILUICS Ipa)IaHUH 100 3aKOHHBIN MpeACTaBUTENh
peOeHKa B 3asBJICHUU JOJDKEH YKa3aTh CBEJCHUS O PEKBU3UTAX POCCUMCKON KPEAUTHOM
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OpraHu3alliy U CUeTa, OTKPBITOTO B POCCUICKOMN KPEAUTHOM OpraHn3aluy, Wik 0aHKOBCKOTO
cYeTa COMATbHON KapThl TUOO MPEJCTAaBUTh BBHIITUCKY U3 POCCUHUCKON KPEIUTHON OpraHu3aIiuu
O PEKBU3HTaX CYETa.

IIpencrasisiemast BBIIMCKA U3 POCCUMCKOM KPEIUTHOM OPraHU3alMKi O PEKBU3UTAX CUeTa
3aBepsieTCs MOANUCHIO I'PakJaHUHA JINOO 3aKOHHOT'O NPe/ICTaBUTEN peOeHKa.

B ciydae HezamonHeHus: 00paTUBIIUMCS IPAXKIAHHHOM JINOO 3aKOHHBIM MTPECTaBUTEIIEM
peOeHKa B 3asBJICHUH YKA3aHHBIX CBEACHUM U HENPEICTABJICHUS BBIITUCKU U3 POCCUICKOM
KpPEeIMTHOM OpraHu3aly O PEKBU3UTAX CUETa JIeHallluil Bpad pa3bsACHAET rpaxJ1aHuHy J100
3aKOHHOMY IIPEJCTaBUTEINO PeOCHKA O HEOOXOJUMOCTH OOpAIEHHs B MEIULIUHCKYIO
OpraHu3aINI0 Ha CTOWKY MH(OPMAIMK WK B CTPYKTYPHOE MOJIPA3/IeICHUE, OCYIIECTBIISAIONIECE
OpraHU3alMI0 OKa3aHUs MEAULMHCKUX YCIIyT HA IJIATHOM OCHOBE, C IOKYMEHTOM,
YAOCTOBEPSIOLIUM €T0 JINYHOCTD, 3K3EMIUIIPOM 3as1BJICHUS, BbIIABAEMOIO €My Ha PYKH, U
CBEICHMSIMM O PEKBU3UTAX POCCUNCKON KPEIUTHOW OpraHU3aluy U CYETa, OTKPBITOTO B
POCCHIICKOW KPEAUTHOMN OpraHu3alnu, Wik OAaHKOBCKOTO CYETa COIMAIbHOMN KapThI.

(Ilynkt B penakuuu, BBeeHHOU B AeiicTBue ¢ 12 nexadps 2023 roga nocTaHOBICHUEM

[IpaBurenbctBa MockBbl 0T 8 nexadpst 2023 roma N 2418-I1I1. - CM. NpeabLIyLIYIO DEIAKIIHIO)

13. [IBa sx3eMIuIsipa 3asBICHUS TOANMMUCHIBAIOTCS OOPATUBIINMCS TPAXKITAHUHOM JINOO
3aKOHHBIM TpeACTaBUTENIeM peOeHKa U JedamuM BpadoM. OUH SK3eMIUISp 3asBICHUS
BBIJIACTCS HA PYKU 00OpaTUBIIEMYCS TPaXJaHUHY JINOO 3aKOHHOMY TIPEJICTaBUTEIIO PEOCHKaA, a
BTOPOI1 SK3EMILISP 3asBJICHHS NIEPEIACTCS B CTPYKTYPHOE MOIPA3IelICHHE MEAUIIUHCKOM
OpraHMU3alLUH, OCYIIECTBIIAIONIEE OPraHU3aAIMI0 OKA3aHUS MEANIIMHCKUX YCIIYT HA INIaTHOU
OCHOBE.

14. IIpaBo Ha moJyyeHHe KOMIIEHCAIIMOHHOM BBITUIAThI HA TPHOOPETEHHE JIEKAPCTBEHHOTO
npernapara, MEAUIIMHCKOTO U3/1€TIHs PEJOCTaBISAETCs C JaThl OMUCAHUS TPakJaHUHOM JIH00
3aKOHHBIM TPEJCTaBUTENEM peOeHKa 3asBJICHUS U IEHCTBYET Ha KypC JICUEHUS], YKa3aHHbIN B

peucnure Ha HeKapCTBeHHLIﬁ npemnapar, MCAUIIUHCKOC U3ACIIUC.

15. I'pasxnanH 1100 3aKOHHBIN MTpeicTaBUTENb peOeHKa, [T01aBIINI Ha IPUEME Yy
Jieqaniero Bpaya 3asBJICHUE U HE 3all0JIHUBIINI B HEM CBEJCHMS O PEKBU3UTaX 0AHKOBCKOTO
CYeTa U POCCUMCKON KPEAUTHON OpraHu3alliy, U He IIPEACTaBUBIINHI BBIIIUCKY U3 POCCUICKON
KPEeIMTHON OpraHu3alty O PEKBU3UTAX CUETa, 10JKEH 00paTUTHCS B MEAULIMHCKYIO
OpPraHU3aIMIO ¢ DK3EMIUIIPOM 3asBJICHUS, BEIIAHHOTO €MY Ha PYKH, U IPEJICTaBUTh YKa3aHHBIE
CBeIeHMSI TUOO BBIMKUCKY U3 POCCUNUCKON KPeIUTHOM OpraHU3alui O peKBU3NUTax cueta. JlanHas
uHpOpMalKs TPEACTABISIETCS TPAXKAAHUHOM JIMO0 3aKOHHBIM IpE/ICTaBUTEIEM peOeHKa Ha
CTOMKY MH(pOpMAIMK MEIUIIUTHCKONW OpraHU3aIlK JIU00 B CTPYKTYPHOE MOpa3ieeHue,
OCYILECTBIISIOIIEE OPTaHU3AMI0 OKA3aHUS MEIUIIMHCKUX YCIYT Ha IUIATHOW OCHOBE, C
IIPEABSBICHUEM JJOKYMEHTA, YA0CTOBEPSIOIIErO €ro JINYHOCTD.

(A03ar B peakiiny, BBeJIeHHOH B jieiicTBue ¢ 12 nexaOps 2023 rosa nocTaHOBICHUEM

[IpaBurenscTtBa MockBbl 0T 8 nexadps 2023 roma N 2418-I111. - CM. OpeAbLIyIIVIO PEAAKIHIO)
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[Ipu oOpamieHny rpaxx JaHMHOM OO0 3aKOHHBIM TpeACTaBUTeNIeM peOeHKa 3an0THIeTCS
NPUIIOKEHNE K paHee MOJMICaHHOMY 3asiBIICHHIO, 0opMisieMoe TIo Gpopme
COTJIACHO NPWJIOKEHMIO K HacTosmeMy [lopsaky. CBeneHus 0 peKBU3NTaX OAaHKOBCKOTO CYETa U

POCCUICKOM KPEIUTHOM OpraHu3alyy YKa3blBAKOTCS B 3aMOJIHSIEMOM MPUJIOKEHUHU K paHee
MOJIMCAaHHOMY 3asIBIICHHIO JTUOO MPEICTABIISAIOTCS B BUJIE BBITUCKU M3 POCCUHCKON KPEIUTHON
OpraHu3alu O PEKBU3UTAX CUETa, 3aBEPEHHON MOANMUCHIO IPak1aHUHA.

(A63ar B pemakiuu, BBeIeHHOMU B nielicTBre ¢ 12 nexadps 2023 roga mocraHoBICHUEM

IIpaBurenscTtBa MockBbl 0T 8 gekadps 2023 roma N 2418-1111. - CMm. OpeAbLayIIyIO PEAAKIINAIO)

3anoiaHeHHOE IMPUITOKEHUEC K 3a4BJIICHHUIO IIOAIIUCBIBACTCA 06paTI/IBI_HI/IMCH I'paXaAaHUHOM
100 3aKOHHBIM MpEaACTaBUTCIEM pe6eH1<a n pa6OTHI/IKOM MCHHHHHCKOﬁ opraHu3alyuv, U B HEM
MMPOCTABJIACTCA AaTa €TI0 3allOJIHCHUA.

16. KOMHGHC&HHOHH&H BBIIIJIATA HA anOGpeTeHHe JICKApCTBCHHOI'O ITpCIiapara,
MCIULHUHCKOI'O U3ACJINA IICPCUUCIIICTCA B CPOK HE ITO3JTHCC 5 pa60111/1x JTHEH:

16.1. C naTel noanucanusi TpaKIaHHHOM JIHOO 3aKOHHBIM IIPEICTAaBUTENIEM peOeHKa
3asBJICHUS Ha MIPUEME Y JIEUAILlero Bpaya IIPH 3all0JHEHUH B HEM CBEICHUM O PEKBU3UTaX
0GaHKOBCKOTO cYeTa U pOCCUICKON KpeIMTHOIN OpraHu3anuu JIMO0 NpeACTaBICHU Ha IpUeMe y
JIeYaIlero Bpaya BBIIMCKHU U3 POCCUMCKON KPEIUTHOM OPraHU3alMK O PEKBU3UTAX CUETA.

(ITynkT B penakuuu, BBEJeHHOH B feiicTBue ¢ 12 nexkadps 2023 roga mOoCTaHOBICHUEM
[IpaBurenbctBa Mockbl 0T 8 nexaopst 2023 roma N 2418-I1I1. - CM. NpeabLIyLIYIO DEIAKIIHIO)

16.2. C natpl noAnuCcaHus TPaxIaHMHOM JIMOO 3aKOHHBIM IIPEICTaBUTENIEM peOeHKa
MIPUIOKEHHUS K paHee MOAMMCAaHHOMY UM 3asBJICHUIO MPHU 3aIOJTHEHUU B TOM MPUITIOKEHUH
CBEIICHHI 0 peKBU3UTaX OAHKOBCKOTO cCueTa M POCCUNUCKON KPEAUTHOM OpraHU3aIuu 0o
MIPEICTABICHUH BBIMMCKU U3 POCCUICKON KPEAUTHOM OPraHU3alluy O PEKBU3UTAX CUETA.

(ITynkt B penakuuu, BBeieHHO! B feiicTBue ¢ 12 nexadps 2023 roga nocTaHOBIEHUEM
[IpaBurensctBa MockBbl OT 8 aekadpst 2023 roma N 2418-I1I1. - CM. NpeabLIyLIYIO DEIAKLINIO)

17. PazMerieHne JaHHbBIX O [IEHAX HAa YIIAKOBKY JIEKAPCTBEHHOIO NIpenapara, €IMHUILY
MEAMIMHCKOTO n3/eus Ha caiite www.cloikk.ru u mognep:xanue ux B akTyalbHOM COCTOSTHUM
ocy1ecTBisieTcs LIeHTpoM J1eKapCTBEHHOTO 00eCIeYeHUsl B COOTBETCTBHH C IIpaBUIIaMHU,
YTBEPKACHHBIMU JlerTapTaMeHTOM 3ApaBOOXPAHEHUS ropoJa MOCKBBI IO COTJIACOBAHUIO €
JlemapraME€HTOM SKOHOMHUYECKOM IOJUTHUKY U pa3BUTUA Topofa MOCKBBI.
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