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ITPABUTEJIBCTBO CAHKT-IETEPEYPT A
HNOCTAHOBJIEHME oKV

01.09.2022 Neo_ /84

110 Bnecenmy u3MeHeHuil B NocTaHOBCHHE!
[IpaButeancrea Cankr-Ilerep6ypra
ot 09.07.2015 Ne 563

IIpasutenscrBo Cankr-IleTepbypra

IIOCTAHOBJUSAET:

1. Brectn B nmocranosnenne IlpasurenscrBa Cankt-IletepGypra ot 09.07.2015 Ne 563
«O mepax no peanusanuu rasbl 17 «Coumanbhas MOMIEPXKa OTHENBHBIX KAaTEeropHi JIMII
B qacCTH obecnieueHus JIEKapCTBECHHBIMH npenaparaMy, MEAUIITMHCKUMH H3ACIIUAMA,
a TaKke OeCIUTaTHOTO M3TOTOBIECHHUS U PEeMOHTa 3yOHBIX npoTe3oB» 3akona Caukt-IleTep6ypra
«Connanensiit konekce Cankrt-IlerepGypra» cienyromume U3MeHeHus:

1.1. IIyHkT 5 nOCTaHOBIEHUS U3JIOXKHUTE B CIIEAYIOLICH pedaKIMu:

«5. KOoHTposib 32 BBLINOJIHEHMEM NOCTAHOBICHMSA BO3JOXWUTH Ha BHLE-TyGepHaTOpa
Cankr-Iletepbypra Opramesa O.H.».

1.2. Ilpunoxenue Ne 7 K NOCTaHOBJICHUIO U3JIOKHUThH B PEIAKIMU COTIACHO MPHIOKEHHIO
K HaCTOAIIEMY [TOCTAaHOBJIEHHUIO.

2. KoMuteTy Mo 3/paBOOXPaHEHHIO B MECSYHBIM CPOK IPHUBECTH CBOW [PABOBLIE aKThI
B COOTBETCTBUE C TIOCTAHOBJICHHEM.

3. KOHTPOJ’IB 34 BBIIIOJIHCHUEM IIOCTAHOBIIEHUSA BO3JIOXKUTH HAa BHue-ryﬁepHaTopa

Canxr-IlerepGypra Spramesa O.H.

I'yGepuarop

Cankr-Ilerepdypra A.[.bernos
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[Tpunoxenue
K [TOCTAHOBJIEHHIO

ITpasurensctBa Cankt-IleTepOypra
oT 01.09.2022 Ne 784

IMOPSJIOK
NPeAOCTABJICHNS OTAEALHLIM KATETOPUAM TPAKAAH AONMOJTHHTEILHOM Mephl COIHAIBLHON
MoJIeP:KKH 10 GUHAHCHPOBAHUIO 3a cueT cpeacts d100keta Cankr-IleTepOypra pacxoaos,
CBSA3AHHBIX € NPEI0CTABICHNEM INTATEALHBIX cMecell 418 IJHTEPAJILHOr0 NUTAHNS,
MpenapaToB AAs NpoBeJenNs MAPEeHTePAJIBLHOI0 THTAHNSA, PACXOAHBIX MATEPHAIOB
1 000OpyaOBaHNA VI KAHHHYECKOr0 3JHTEPAJBbHOT0 HJIH NAPEHTEPAJIbHOI0 NUTAHNUS
B JOMAIIHNHX YCAOBHAX

1. O0mue no0KeHN

1.1. Hacrosum#t [Ilopsamox ycTaHaBAWBaeT TMIpaBWjia MNPEAOCTaBIEHHS OTJAEIbHBIM
KaTEeropusM IpaxKIaH AOMOJHUTENEHOH MEphl COLMAIBHOM MOIJIEPKKU [0 (YUHAHCHPOBAHMIO
3a cuer cpeactB Orwomkera Cankt-lIlerepOypra pacxo/0B, CBSI3aHHBIX C IIPEIOCTABICHUEM
IIUTATEIBHBIX CMECEH Ul  JHTEPaIbHOrO INHTAaHWA, IpenaparoB Uil  [POBENECHUs
NapeHTEePaJlbHOTO MHWTaHHUA, pacXOMHbIX MaTepyaloB (Jlajee — NHUTATCIbHBIE CMECH)
U 00opyAoBaHHUS IS KIIMHUYECKOT0 SHTEPAIBHOIO WK MapeHTePalbHOTO MUTAHHUS B IOMAIIHUX
yenoBuax {(mainee — obopynoBaHHUE), B COOTBETCTBUM ¢ MYyHKTOM 8 craTtbu 79 m nyHkTom 1
cratby 80 3akona Cankrt-lletepbypra ot 09.11.2011 Ne 728-132 «ConyanbHelf KOJAEKC
Canxkrt-Ilerepbypray.

1.2. B cootBeTcTBUH ¢ HacTosUmM [lopsakoM MUTATENbHLIMU CMECAMH M 000pYyAOBaHUEM
obecneunBarOTCs IpaXiaHe, HMMEKIME MecTo xutenberBa B Cankt-lletepSypre, Hykaarolmecs
70 JKM3HCHHBIM T[IOKA3aHMSM B KJIMHHYECKOM OHTCPAIBHOM WM IIAPEHTEPAIbHOM ITMTAHHM
B JoMaimHuxX ycnmoBwsiax (mamee — JKII), cocrosiuye Ha IUCIIAHCEPHOM YYETE B MEIMLIMHCKHMX
OpraHu3alusX, [MOABEIOMCTBEHHBIX  HCIIOJHMTEIBHBIM  OpraHaM TOCYJApCTBEHHOH — BJACTH
Cankr-IlerepOypra, cTpajatouye CleyroUMMH 3a00I€BaHUAMH:

CUHAPOMOM KOPOTKOH KHUIIIKH;

BGOKOBBIM aMHOTPODHUECKUM CKIEPO30OM;

CIIMHAJIBHOM MBILIEYHO aTpoduelt B BozpacTte ctapiue 18 JieT;

MBIIIEYHOH AucTpoduei B Bozpacte crapiue 18 ner;

KOHT€HUTANBHON MHOMaTHe# B Bo3pacTe crapiue 18 mer;

MeTabonueckoi MuonaTueit — 6onesnsio [loMne B Bo3pacte crapiie 18 nert;

KOHI'eHUTAJILHOW MHacTeHHER B Bo3pacTe crapiue 18 net;

3]10KaUeCTBEHHBIMH HOBOOOPA30BAHUIMY [OJIOBBI, IIeH, IMIIEBO/AA U XKETyIKa B BO3pacTe
ctapuie 18 net;

HApYUIEHUSMH (YHKUWY TJOTaHUS BCIEACTBUE [EPEHECEHHOTO OCTPOro HapylIeHUs
MO3TOBOT0 KpOBOOOpAIIleHHs B Bo3pacTe cTapie 18 neT;

MYKOBHCLIHA030M B Bo3pacTe ctapure 18 net;

MYKOBUCIHMIO30M B Bo3pacre Jo 18 jer, He WMEOINM  HHBAIUAHOCTU
u () myxaatronmmcs B JIKI1 B Buae 6e31akTO3HBIX cMecei.

1.3. B nacrosmem [lopsaxe HCIONB3YIOTCS CIIEAYIOHE TEPMUHDBI U IIOHATHS

IYHKT BBIJAYd — OPraHM3alHu, pacnoyiokeHHble Ha Teppuropun Cankr-IlerepOypra
U OCYLIECTBIAIOIHKE MMOCTABKY, TPUEMKY, XpaHEHHE, IOCTAaBKy M OTITYCK MHTATeJbHBIX CMECEH,
YKa3aHHBIX B pazgenax | — 4 npunoxenus Ne § Kk HACTOSALIEMY [TOCTAHOBIEHUIO, IPAXIAHAM,
onpeaensieMbic €xeroJHo KoMUTETOM no 37paBOOXpPAHEHUIO B COOTBETCTBHM ¢ IyHKTOM 1.4
HacTOALICTO l'Iop;mKa;



226042/2022-11689(3)

MEIMUIVHCKHE OpraHm3aiuud — MeguuuHckue opranusauud  Cauxt-IletepOypra,
MoABeAOMCTBeHHbIe KOMHTETY 1O 34paBOOXpaHeHMIO, OOECIICUHMBAIOIINE IPEIOCTABICHUE
o00pyI0BaHUs, K LENSIM M IpeAMeTaM AEATEIIBHOCTH KOTOPBIX OTHOCHTCS OCYIIECTBJICHHE
YKa3aHHOM AeATebHOCTH, IepedeHb KOTOPLIX YTBEPKAacTcss KOMUTETOM 110 3ApaBOOXpaHCHUIO.

TepMUHBI M TIOHSATHMSA, HCNONB3yeMble B HacrosuneM [lopsiake u  He yKa3aHHBbIe
B HACTOSAIIEM TMYHKTE, NPHUMEHSIOTCS B 3HAYCHHAX, ONPEACICHHBIX 3aKOHOZATEIBLCTBOM
Poccuiickoit ®enepanun u Cankr-Ilerepbypra.

1.4. OnpeneneHue NYHKTOB BbIOA4X OCyLECTBAseTCss KOMUTETOM MO 3ApaBOOXPAHEHHUIO
B IpeAenax HOPMATUBOB (uHaHCHpoBaHus pacxonoB Owopkera Canxr-Ilerepbypra
Ha TIpeJIOCTaBlIeHUE TUTATENLHBIX CMecelt Ha COOTRETCTBYIOIUHN (MHAHCOBBINA TOJI, €XETOIHO
yTBEp)KAaeMbIX KOMHTETOM 110 SKOHOMHYECKOH MOJNHTHKE U CTPATErHYEeCKOMY IJIAHMPOBAHUIO
Cankr-IletepOypra, B cooTBeTcTBUU ¢ PeaepanbHbiM 3aKOHOM «(O KOHTPAaKTHOH CHCTEME
B cpepe 3aKyNmoK TOBapoB, paboT, YCAYT s o0ecriedeHus TOCyJapCTBEHHBIX U MYHHLIMNIAIBHBIX
HYXI».

1.5. Obecnieuenne rpaxaaH oOOpyJOBaHHWEM, YyKa3aHHBIM B pa3genax 5 u 6
npunoxeHuss Ne 8 x HacTOsIEMY MOCTAHOBJIECHHIO, OCYLIECTBIISICTCS B paMKaX (PHHAHCOBOTO
obecnieueHust  JEATCALHOCTH  MEAMLIMHCKOW  OpraHu3auMd B npenenax HOPMaTHBOB
¢dbunancupopanust pacxonoB Oromkera CaHkT-IletepOypra Ha mpeaocTaBiieHHE 0OOpPYIOBaHUS
Ha  COOTBETCTBYIOIIMH  (UHAHCOBBIM  Tro/A, eXErofHO  yTBepkaaeMblx Komurerom
10 SKOHOMHYECKOM ITOJUTUKE U cTpaTeruyeckoMy niuaHnupopanuro Cankr-IlerepOypra.

1.6. B cinydae caMOCTOSTENBHOTO  INPHOOPETEHHs  TpaxjaHaMH  HEOOXOIUMBIX
NIUTATENBHEIX cMeced n (M) obGopyAoBaHHS 3a CUET COOCTBEHHBIX CpPEJCTB KOMIIEHCAIUs
UX CTOMMOCTH 3a cueT cpeacts 6romkera Cankt-IleTepbypra He BBIIIAYMBACTCS.

1.7. IlpenoctaBneHue rpaxzaanaMm oOOpyAoBaHHMA M (WIH) IIMTATENBHBIX CMECEH
OCYIHECTBIISCTCS B COOTBETCTBHM C 3aKJIOYEHHEM BpayeOHONH KOMHCCHU MEIMIIMHCKHX
OpraHu3aLui, coaep)alumM HHHOPMAIIHIO 0 HYX/IaeMOCTH IpaXJaHWHA B IHTATEIHHBIX CMECAX
U (UK) O0OPYMOBAHMHM U HAXOXCHUM HA AUCIIAHCEPHOM ydeTe B MEJMLIMHCKOH OpraHM3alHu
(nanee — 3akmoveHue RpaucOHON KOMUCCHH).

2. Mopaaok NpegocTaBIEHHS IPAXKIAHAM MHTATENBHBIX cMeceii n (Man) 06opy10BaHus

2.1. IutarenbHbie cmecu M (M) OOOpPYAOBaHME MpPEJOCTAaBIAIOTCA Ha OCHOBAHMU
3aABNIEHUI TrpaxJaH, yka3zaHHbIX B nyHKTe 1.2 Hactosiero [lopsiaka (Aanee — 3agBUTENN),
WM UMX TpejacTaBuTened no ¢opme, yTBepxacHHOH KoMUTETOM 10 3/]paBOOXpaHECHUIO
(nanee — 3asBNCHUS), IPE/ICTABJIEHHBIX B MEAULIMHCKYIO OpTaHU3aLHUIO.

2.2. OOHOBPEMEHHO C 3asBJICHHEM MPEACTaBIAIOTCA JOKYMEHTBHI, He0o0X0JHuMbie
AT MPUHATHUS pemIeHus 06 obecrieueHnn IrpaKJaHUHA MNMATATCIIbHBIMH CMCCIAMMU
U (WIK) o6opynoBaHHeM, yKazaHHbIE B yHKTe 2.3 HacTosmero [Topsaka (nanee — JOKYMEHTBI),
KOTOPBIE [TOCJIe KOMHUPOBAHUA BO3BPAILAIOTCS 3aABUTEIO WM €ro NPEACTaBUTEIIO.

2.3. Ina npuHATUS pelueHuss 00 o0ecrnedeHuH TpaxkiaH [MUTATEBHBIMM CMECIMHU
u () obopyaoBaHueM HEOOXOIUMBI CIETYIOIINE JOKYMEHTBL:

2.3.1. JIOKyMEHT, YyJAOCTOBEPSAIOIMA JIMYHOCTh 3afBUTENA (HACMOPT TIpaxJaHWHa
Poccuiickoii @Dexepauvy HIH BpPEMEHHOE YIOCTOBEPEHME JIMYHOCTH, BBUIAHHOE HA NEPHOL
€ro 3aMEHBI).

2.3.2. CBUJETENIBCTBO O POXKJICHUHU 3a9BUTEJIS, HE JOCTUTIIEr0 Bo3pacTa 14 Jjier.

2.3.3. JlokymeHT, YIOCTOBEPAOLIU N JUYHOCTD IpeACTaBUTEIA 3asIBUTES
(macnopt rpaxnanuHa Poccuifckoit denepauud HUIH BpEMEHHOE YAOCTOBEPEHHE JHYHOCTH,
BBIIAHHOE Ha TIIepHOId €ro 3aMeHbl), U [JOKYMEHT, IOATBEPXKAAMUNA ero IoJIHOMOYHS
(B citydae MpencTaBIeHUs JOKYMEHTOB Yepes3 MpeJAcTaBUTENs 3asiBUTENA).



226042/2022-11689(3)

2.3.4. JIOKYMEHTBI, COJEpXallie CBEACHHA O MECTE DIKHTENbCTBA  3aiBUTEIIA
(cipaBka O pervcTpalHHu 10 MECTY XHTENbCTBA (hopma 9), CBUACTENBCTBO O PErHCTpalyu
Mo MecTy uTenbeTBa (Gopma 8) uam peleHue cyna o0 yCTaHOBJICHHH MECTa KHUTCNLCTBA
(B ciyuae, ecnd B macrniopre rpaxnaHuHa Poccuiickoit ®epepauuu OTCYTCTBYET OTMETKA
0 PervCTpali TPAX/JaHHHA 10 MECTY XuTenbeTBa B Cankt-IleTepbypre).

2.3.5. 3akmouenne BpauyeOHOM KOMHCCHH 10 Qopme, YTBepACHHOH KomureTom
H0 3/]paBOOXPaHEHHIO.

2.3.6. MeauuuHCKHE OpraHU3alluy IPHHUMAIOT 3asiBJICHHE IIPU OTCYTCTBUM JOKYMEHTOB,
yKa3aHHBIX B MMyHKTE 2.3.4 HacToswwero [lopsiaka, B ciy4ae, €ClH COOTBETCTBYIONIUE CBEACHHS
HAaXOJATCS B PACMOPSKEHUU OPraHoB, NPEJOCTABISAIOLINX I'OCYIapCTBCHHBIC YCIIYyTH, OpraHoB,
NPEAOCTABNSIONIMX MYHHIUIAJIBHBIE YCIYTH, HHBIX TOCYJAPCTBEHHEIX OPraHoB, OpPraHOB
MECTHOTO CaMOYIIPaBJIEHHs! JTHOO IMOIBEAOMCTREHHBIX IOCYAaPCTBEHHBIM OpraHaM WK OpraHam
MECTHOTO CaMOVIIPABJIEHUs OpraHu3aIHi.

3agBuTEb WM €r0 IPEJCTABHTENb BIpaBe NpPEACTAaBUTh YKa3aHHBIC JOKYMEHTBI
1o coGCTBEeHHOH UHHUUMATHUBE,

3agBUTENH WIM €0 NMPEACTABUTENh HECYT OTBETCTBEHHOCTD 3a JOCTOBEPHOCTH U MOJHOTY
CBEJIEHUH, VYKa3aHHBIX B 3af4BJEHUM U JOKYMEHTAaX, NPEACTABJICHHBIX B MEIUIHMHCKYIO
OpTaHu3alHIo.

2.4. Pemenne 06 obecneyeHnn 3asBUTEISA MATATEIHHBIMHU CMECSIMHU
u (un) obOpyZOBAaHUEM MM pelieHre o0 oTKase B OOECNEeYEeHHH IpaXJaHWHA ITUTATEbHBIMU
cMecaMH ¥ (uam) ofopyaoBanueM (anee — pelueHne 00 0TKase) NPHHUMAETCA MEIMITMHCKUMHA
OpraHM3aLMAMY B IOPS/IKE K CPOKH, KOTOPBIE YCTAHOBAECHEI KOMHUTETOM MO 3IpaBOOXPAHCHUIO.

O DNpPUHATOM pELUCHHU 3asBHUTENb HHGPOPMUPYETCA MEOMUMHCKON —oOpraHusanuen
B TeUeHHE NATU pabounx THEH CO JHA NPUHATUS PELICHHUS,

Pemenne 06 oTKase HaNpaBisieTCs 3asgBHUTENIO C yKa3aHUEM [PHYMHBI OTKas3a ¥ Mopsaka
ero o0xajnoBanus.

2.5. Pemenue 06 oTkase IpUHUMAETCA B CIEAYIOLIUX CIydadx:

OTCYTCTBME y  3asBATENs  IIpaBa  Ha  IOJiyd€HHE  THUTATENbHBIX  CMeced
¥ (1) obopynoBaHus;

NpeACTaBICHUE 3asBUTEIEM UM €T0 MPEICTABUTENIEM HETIONHBIX U (UITH) HEAOCTOBEPHBIX
CBEJCHUH U JJOKYMEHTOB.

2.6. OTnyck  nuTaTeNbHBIX ~ CMECEH  OCYIIECTBJISETCA B MYHKTaxX  BblAAuu
NpH NPEABbABICHUM 3asBUTENEM MM €ro IPEACTaBHTENIEM HampaBlieHHs Ha OTIYCK
MUTATENbLHLIX  cMecell 10  QopMme, YTBepXAeHHOM KoMmMTETOM 110  3ApaBOOXPaHCHHIO
(nanee — HanpaB/IcHHE), BBIIAHHOTO MEAMLHMHCKOM OpraHH3allucii B MOPSAKE, ONpPE/IeICHHOM
KoMHUTETOM 1O 31paBOOXPAHEHHIO.

2.7. ®akT BBIAYH TUTATEIBHBIX CMECEH MOATBEPKAACTCS OTMETKOM B HAITPaBJICHUH.

2.8. llpenocraBneHue rpaxaaHaM oOOpyJIOBaHHA OCYUWIECTBIASTCS MEAULIMHCKHMHU
Opra"u3alHlsIMH B IMOPAAKE U CPOKH, KOTOPBIC YCTaHOBJICHBI Komurerom no 3ApaBOOXPaHCHHUIO.

2.8.1. O6opynoBanue, yKazaHHOe B paszfienax 5 u 6 npunoxenuss Ne 8 x nacrosgumemy
[IOCTAHOBJIEHUIO, TIEPENACTCA 3asABMTENIO B OE€3BO3ME3NHOE MMONB30BAHME M HE MOANCHKHT
OTHYXKAEHUIO B TIOJIB3Y TPETHUX JIMLI, B TOM YHUCJIE IIPOJAKE WITH TapCHHIO.

2.8.2. Bo3ppar 060pynoBaHHS, yKa3aHHOro B pasmenax 5 ¥ 6 mnpuwioxkenus Ne 8
K HAcTOALIEMY MOCTAHOBJICHHIO, B MEJMUMHCKYIO OpPTaHU3alHi0 (B TOM 4YHCJIE IO HCTCYCHHH
YCTaHOBJICHHOTO CpOKa 3KCIUTyaTallid) OCYLIECTBJACTCS B CIIydasX M NOPsAKE, KOTOPBIC
ycTaHoBNeHb! KOMUTETOM MO 37paBOOXPAHEHHIO.




