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06 yrBepxaennn MeTOAHKH onpeae eHAs pasMepa niaThl 32 OKa3anHe
(erepanbHBIMH roCyJapCTBEHHBIMH GIO/UKETHBIMH Y4 pexIeHASIMHE,
HaxXOAAIHMHCA B BeJleHHH MHUHHCTEPCTBa 31paBooxpaHenns Poccuiickoii
@enepannu u PenepanbHoii ciry:x6b1 N0 Haa30py B chepe 31paBOOXpaHeHHs,
YCJIYTH IO NPOBEIeHHI0 HCIBITAHHUI KA4eCcTBa CEPHH HJIH NAPTHH
HMMYHOOHOJIOTHY€ECKOr0 JIEKAPCTBEHHOr'0 NPENapaTa Ha COOTBETCTBHE
TPeOOBaHHSAM, YCTAHOBJICHHBIM IPH €ro rocyapcTBeHHO# perucTpamnum, H
NpeaeJbHOro pa3Mepa IUIAThHI 332 OKa3aHHe AaHHOM yCJIyru

B cootBerctBuH C yHKTOM 7 [TpaBui BEIIAYM paspelieHus Ha BBOJ B [PaXIaHCKHI
060pOT Cepuy WK IIAPTHH HMMYHOGHOIOTHYECKOTO JIEKAPCTBEHHOTO npenapara, BbIIaun
3aKITFOYEHUA CEPUM MIIH NTAPTHH UMMYHOOHOJIOrHYECKOTO JICKAPCTBEHHOrO IIPEnapara Ha
COOTBETCTBHE TPEOOBAHMAM, YCTaHOBJIECHHBIM TIPH €r0 I'OCYHAPCTBEHHON pErHCTpaLiy,
YTBEPXACHHBIX MOCTaHOBCHHEM lIpaBuTenscTBa Poccuiickoit ®enepaunu or 26 Hosbps
2019 r. Ne 1510 (OduumanbHEIM MHTEDHET-MOPTAN MNpaBOBOM HH(OPMALKH
http://www.pravo.gov.ru, 28 Hos6ps 2019 r., Ne 0001201911280015), noamyHKTOM «6»
InyHKTa 2 noctaHoBineHus [IpaBurenscrsa Poccuiickoi Oepeparuu ot 6 Mas 2011 r.
Ne 352 «O6 yTBepXIeHHH TeEpedHs YCIYr, KOTOphle SBJIAIOTCA HEOOXONUMBIMH M
00f3aTENbHEIMA I TIPEJOCTABICHNS (eACpPATLHBIMA  OpraHAMH HCIIOJIHUTENBHON
BlacTd, l'ocymapctBeHHoM Kkopmopammeli 1Mo aToMHOH 3Heprum  «PocaTom» -
TOCYy[apCTBEHHBIX YCIYr ¥ HPEAOCTABIAIOTCA OpraHM3alMsAMH, Y4YacTBYIOIIMMH B
TIPEOCTABJICHHH TOCY[apCTBEHHBIX YCIYr, W OINpPEAeNEeHHH pa3Mepa IUIaThl 3a HX
okasanue» (CobpaHue 3akoHOAaTenbCTBa Poccuiickoit ®eneparmu, 2010, Ne 20, cr. 2829;
OdurmansHpi  MHTEpPHET-IOPTAT NPaBOBOH MHGOpMauuu  http:/www.pravo.gov.ru,
28 Hos16ps 2019 1., Ne 0001201911280015) npu ka3 B B a 10:

YTBEpaUTH:

Meronuky ompeneneHus pasMepa IUIaThl 3a OKasaHMe (helepaJbHEIMU




rOCYNapCTBEHHBIMH OIO/DKETHBIMHM  YUPEXACHMSAMM, HAXOAAIUMHCS B BEJACHHUH
MunuctepctBa 3apaBooxpaHenus Poccutickoit ®eneparyy 1 OeaepanbHO CIyXObI 110
HaI30py B cdepe 3MpaBOOXPAHEHUs, YCIYTd IO IPOBEJCHMIO UCIBITAHHM KayecTBa
CEepHH WIH MAapTHX HMMYHOGHOIOTHYECKOro JIEKapCTBEHHOrO NIperiapaTa TpeOoBaHHsIM,
YCTAHOBJICHHBIM IIPH €I'0 T'OCYAAaPCTBEHHOH PErMCTPalliH, COrIACHO NPHUIIOKeH o Ne 1;

IpeeNbHbIA pa3Mep IUIaThl 32 OKasaHMe (efepalbHBEIMU TOCYNapCTBEHHBIMU
OIO/DKETHBIMH  YYPEXJCHHSMM, HaxXO[LMMHCA B  BENCHMM MHUHHCTEpCTBa
31paBooxpanenns Poccuiickoit ®enepaimn 1 PenepanbHoi cayxObl 0 HaA30py B
cepe 3MpaBOOXPAaHEHUs, YCIYyTH MO MPOBEACHUIO MCIBITAHHH KavyecTBa CEpHH HIIH
napTMd ~ HMMYHOOHOJNIOIMYECKOTO  JIEKapCTBEHHOro  Ipenapara — TpeOOBaHWAM,
YCTaHOBJIEHHBIM IIPH €I I'OCYJAPCTBEHHOH PErMCTpalliiH, COrIACHO MPHIIOKEHUIO Ne 2.

Munuctp B.U. CksopiioBa




ITpunoxenue Ne 1
K IpuKa3sy MuHucTepcTBa 34paBOOXpaHEHUS
Poccuiickoit ®enepanuu
ot «75» M@Z&O rNe g4

Mertoanka onpejejieHUusi pa3Mepa IJIAThI 32 oka3anue peaepaibHLIMHA
rocyiapcTBeHHbIMH OIOIKEeTHBIMH YUpPeKIeHHUAMH, HAXOASIIHMHCS B BeICHHH
MunncrepcTBa 3apaBooxpanennsi Poccuiickoli ®enepaunu u PenepanbHoii
cJayk0b1 IO HAA30pY B c(pepe 31paBOOXpaAHEHHS, YCJIYTH 10 NPOBEACHHUIO
HCILITAHHIH Ka4yecTBAa CePHH WJIH NAPTHH HMMYHOOHOJIOrH4€CKOro
JIEKAPCTBEHHOTI'0 MpenapaTa Ha COOTBETCTBHE TPeOOBAHHAM, YCTAHOBJIEHHBIM HPH
€ro rocy1apcTBeHHOM perucTpanuu

1. Hacrosimas MeToMKa YCTaHABIHMBAET MOPSANOK ONpe/eieHHs pa3Mepa ILIaThl
3a OKazaHue (QemepanbHBIMH TOCYIJApCTBEHHBIMH OIOMKETHBIMH YUPEKIACHUIMH,
HaxoIsfIIMMHCS B BelleHUM MuUHKCTepcTBa 3apaBooxpaHeHus Poccuiickoit @enepannu
u PenepansHoil Ciyx OBl MO HAaA30py B cdepe 3ApaBOOXpaHEHHUA, aKKPEAHUTOBAaHHBIMHA
B COOTBETCTBHM C 3aKOHOAATenbcTBOM Poccuiickoii ®expepanum 00 akkpeauTalud
B HaI[MOHAIBHOM cHCTeMe aKKpeAuTaIuu (anee — defiepalibHbie yUPEXXISHH ), YCIYTH
N0 NPOBEIECHUIO HCIBITaHHM KadecTBa CepUM HIIM MapTUH HMMYHOOGHOJIOTHYECKOTro
JIeKapCTBEHHOrO IperapaTa Ha COOTBETCTBHE TPeOOBaHUAM, YCTAHOBJIEHHBIM IPH €T0
rocyAapCTBEHHO! perucTpanuu (Jajee — yciyra).

2.PasmMep miartel 3a oOKa3aHHe (QelepalbHBIMH YUYPEXKAECHUAMH YCIYTH
ompefieNieTcs C y4eToM o0bheMa IpOBeIeHHS HEOOXOIMMBIX paboT U 3KOHOMHYECKH
000CHOBaHHBIX MaTepHATBHBIX M TPYIOBBIX 3aTpaT.

3. IlepeyeHb OCHOBHBIX 3TaIlOB, OCYIECTBIISIEMBIX B X0O€ OKa3aHHA YCIIyTH:

a) [ atam BKIOYaer:

paccMOTpEeHHE 3asBI€HHS OpraHM3allid, OCYILUECTBJIAIOMIEH MPOU3BOICTBO
UMMYHOOHOJIOTUECKOT0 JIeKapcTBeHHOro mpemnapata B Poccuiickoit ®eneparuu, Him
OpraHU3alliy, OCYILECTBIAIOIEN BBO3 HMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOT'O
npenapata B Poccuiickyro @eaepanuio (Janee — 3as1BUTENb), OLICHKA MPeaCTaBIeHHBIX
3adBUTENIEM JOKYMEHTOB U CBCICHHWM, HalpaBlieHHe IPH HEOOXONUMOCTH 3asBUTEIIO
3apoca O MpPEeACTaBICHUM HEJOCTAIONMX HOKYMEHTOB H COOTBETCTBYIOIIEH
HHGbOpMaLIUY;

ompeneneHre o6beMa HEOOXOJWUMBIX HCIBITAHHNA HWMMYHOGHOJIOTHYECKOTO
JIEKapCTBEHHOIO IIpenapara M KojM4ecTBa o0pasLoB Mpernapara, HEOOXOOUMBIX IS
IpOBEJCHHUsS HCNBITaHUH  KauecTBa HMMYHOOHOJIOTHYECKOro  JIEKapCTBEHHOI'O
npenapara, a TaKke IPU HEOOXOTUMOCTH KOJMYECTBO 00pa3loB (apMaleBTHYECKOM
cyOCTaHINM, TECT-IITAMMOB MHKPOOPTaHH3MOB, KYJIbTYP KJIETOK, 00pa3i[0oB BEIECTB,
IPUMEHSIEMBIX 7151 KOHTPOJIS KA4ecTBa JIeKapCTBEHHOIO IperapaTa myTeM CpaBHEHHS C



HMM HCCIIeLyeMOTO JIeKapCTBEHHOro Iipenapara, B oO0beMe HEOOXOAUMOM IS
IBYKPaTHOTO BOCIIPOH3BEAEHH METOOB KOHTPOJIA KauecTsa (fanee — o0pasipl);

6) Il stanm BKIIO4aeT:

NpoBeJICHIEe UCIIBITAHUH KauecTBa 06pa3lioB Ha COOTBETCTBHE CEPUU WM NapTHU
UMMYHOOHOJIOTHHECKOTO JIEKapCTBEHHOrO Iperiapara Ha COOTBETCTBHE TPeOOBaHHAM
HOpPMaTHBHOW JOKYMEHTaLUY;

odhopmiieHHe W HampaBlieHHe 3asBUTEMO M B Poc3apaBHaf30p Ha OGymMaxKHOM
HocuTeje U (MIH) B OpMe 3IMEKTPOHHOTO JOKyMEHTa 3aK/IIOUEHHUS C NPUIIOKEHHEM K
HEMy MPOTOKOJIa HCIBITAaHMHA KadyecTBa HMMYHOOHMOJIOTHYECKOTO JIEKApCTBEHHOI'O
npernapara JM0O  pelleHHs] CepUH HWIM [apTHH  MMMYHOOHOJIOTHYECKOTO
JIEKApCTBEHHOTO MpenapaTa Ha COOTBETCTBUE TPeOOBaHMSM, yCTAHOBJICHHBIM IIPH €T0
roCyTapCTBEHHOU perucTpaLyy.

4. Pacuer pa3Mepa IUIaTH (fayee - IieHa) 32 OKa3aHHe yCIYTH OCYIIECTBISAETCS 110
cnepyromeit popmye:

Hucr. = (3an. + 3ucn.) + HIC,

re:

Iucn. — 1eHa 3a OKa3aHue YCIyTH [0 NPOBEACHHUIO UCTIBITaHHMH;

3anH. — 3aTpaThl, CBA3aHHBIE C IPOBEACHUEM aHANIM3a AOKYMEHTA IIPOM3BOAUTENA
NMMYHOGHOJIOTHYIECKOTO JIEKapCTBEHHOIO IIpenapara, IOATBEPIKAAIOMEro KavuecTBO
Cepud WIM TNapTHH HMMYHOOMOJOTHMYECKOTO JIEKAPCTBEHHOTO Ipemapara Ha
COOTBETCTBHE TPEOOBAHUAM, YCTAHOBJIEHHBIM IIPH €0 rOCYAapCTBEHHOM PETHCTPAlMH
(nanee — IOKyMEHT IIPOU3BOAMTEIA);

3ucn. — 3arparsl Ha NpPOBEJCHHE HCIBITaHMH, HEOOXOAMMBbIE NPH OKAa3aHHH
yCIIyI'H;

HJIC — nanor Ha 106aBIE€HHYIO CTOUMOCTb.

5. 3arpaTsl, CBS3aHHBIE C IIPOBEJCHHEM aHAIM3a NOKYMEHTa IPOU3BOAUTEINST
OIpEeNENAIOTCS KaK NPOU3BEACHHE CpefHEH CTOMMOCTH MUHYTHI BPEMEHH ¥ HOpMaTHBa
BpEMEHH BBIIOJIHEHHUS AaHAIH3a JOKYMEHTa MPOU3BOJHMTENS M PacCUHTHIBAIOTCA IIO

cliemyromel popmyie:

3an.=Cp.Bp. x (Kcp. x tcp.),

rae:
3aH. — 3aTpaThl HA POBEACHUE aHANM3a JOKYMEHTA IIPOU3BOXUTENIS;
Cp.Bp. — cpemHss CTOMMOCTh MMHYTHl BPEMEHHM Ha MpOBEJEHHE aHaM3a

JIOKYMEHTa IIPON3BOUTEIS;
KcTp. — KONHYECTBO CTPaHUL JOKYMEHTA IIPOM3BOAUTEIIS;
tcp. — YCpPeHHEHHBIH IOKa3aTelb TPYHO3aTpaT, [OJNYYeHHBIH METOIOM




HETIOCPEICTBEHHOTO 3aMepa B XOJie IIPOBENEHHs aHall3a OJHOM CTpaHHULE! JOKyMEHTA
IPOM3BOAUTENS B MUHYTaX (tcp.=3MuH).

6. CpexmHsis CTOMMOCTh MUHYTHI BPEMEHH Ha IIPOBEICHME aHalu3a JOKyMEHTa
npoussogutest (Cp.Bp.) pacCYMTHIBAETCS IO CIEAYIOMEH GopMyIe:

Cp.Bp. = ) 3aan/®p.Bp.,

rae:

Y 3am — cyMMa 3aTpaT Ha IPOBEJCHHE aHaIK3a JOKyMEHTa IPOM3BOJUTEN,

®p.Bp — PoHI pabouero BpeMEHH OCHOBHOT'O [IEPCOHANIA B MHHYTaX.

7. CymMma 3aTpaT Ha DIpOBEJEHHE aHamu3a JAOKYMEHTa IpPOU3BOAUTENA
ompenesiercs 1o popmyie:

Y 3aan = 30T +3H,

rue:

30T — 3aTpaThl Ha OILIATy TpyJa, HAYHCICHHs Ha BBHIILIATHL II0 OIUIATE TpyJa
OCHOBHOIO TIEPCOHAJa, MPHHMMAIONIET0 HEMOCPEJCTBEHHOE YYacTHE B OKa3aHUH
YCITyTH.

3H - HakJgagHele pPacxXomsl — 9TO (aKTHYECKHe pacxoibl (enepasbHOro
yupexaeHus, KOTOpble HEBO3MOXHO OTHECTH HaIPSMYIO K 3aTparaM, HeIIOCPeACTBEHHO
CBSI3aHHBIM C OKazaHueM yciryrd. K HUM OTHOCATCA CleAyFOLIHE pacXobl:

—3apafoTHas IUlaTa M HAYHCJIGHWA Ha BHIUIATHL 10 Omare TpyXAa
aJMHHACTPATHBHO-YTIPaBIEHYECKOTO ¥ BCIIOMOTaTEIbHOr0 IIepCoHaa,;

— YCIIYTH CBSI3H;

— TPaHCIIOPTHBIE YCIIYTH;

— KOMMYHAQJIBHBIE YCIIYTH;

— apeHIHAas [UIaTa 3a [0J1b30BaHKUEe HMYILECTBOM;

— paboTHI 10 COAEPKAHUIO UMYIIECTBA;

— npouue paboThl, YCIIyIH,

— CTpaxOBaHHUE;

— aMOpTH3aLUs 30aHUMH, COOPYKEHHH U IPYTHX OCHOBHBIX (OH/IOB;

— 3aTpaThl Ha IPHOOPETEHHE MaTEPHANIbHBIX 3aM1aCOB;

—3aTpaThl Ha YIUIaTy HAJIOroB (KpOME HAUYMC/IEHM Ha BBILUIATH IO OIUIaTe
TpyZAa) U HHBIE 0043aTEbHEIE TLUIATEXKH.

8. 3aTpaTsl Ha NMpOBEJEHUE HCIBITAHHH, HEOOXOAMMBIE NpPYU OKa3aHWH YCIYIH,
ONpEfIENIAMOTCA KaK IPOM3BEJEHHE CPEMHEH CTOMMOCTH MHHYTBl BPEMEHHM Ha
IpOBEJCHUE HCMBITAHWNA ¥ HOPMAaTHBA BPEMEHH HA MNPOBEJEHHE WCIBITAHHH U
PacCUMTHIBAIOTCSA IO CIeRyrolel Gpopmyie:




3ucn.=Cp.Bp. x T,

rue:

3uc. — 3aTpaThl Ha INPOBEINEHUE HCIBITAHUM, HEOOXOAVMBIE IIPH OKa3aHHMH
YCIIyTH;

T — HOpMaTHB BpeMEHHU Ha IIPOBEICHUE HCIIBITaHUH B MUHYTaX;

Cp.Bp. — CpeHssS CTOMMOCTh MUHYTBI BPEMEHH Ha NIPOBEACHHE HCIIBITAHHA.

9. CpeiHsl CTOMMOCTH MHHYTH BpeMeHH InpoBeleHMs wHcmbrtanuii (Cp.Bp.)
PACCUHMTHIBAETCS 110 CleAyIomel GopMyIe:

Cp.Bp. = ) 3y/®p.BD.,

rae:
Y 3y — cyMMa 3aTpar Ha OKa3aHHe YCIyTH H ONpeAeiaeTcs o dhopmyie:

Y 3y = 3o1+3pM+3H,

re:

30T — 3aTpaThl Ha OIUIATYy TpPY/a, HAYMCIEHHs Ha BBILIATH MO OIUIaTe TpyHa
OCHOBHOIO IIEpCOHANla, MPUHHUMAIOIIEr0 HEINOCPEJACTBEHHOE Y4YacTHe B OKa3saHUU
yCIyTH;

3pM — 3aTpaThl Ha NMPUOOPETEHHE PACXOAHBIX MATEPHAIIOB, HEMOCPEICTBEHHO
UCIIONB3YEMBIX JJISl OKa3aHHUs! YCIIYTH;

3H — HakmaJHBle pacxomsl — 93T0 (akTHyeckue pacxonsl (enepaabHOro
yUpeXJICHHs, KOTOPBIC HEBO3MOXHO OTHECTH HANPsAMYIO K 3aTpaTaM, HeOCPEACTBEHHO
CBA3aHHBIM C OKa3aHHMEM YCIYIH IO TpOBefeHMIO McmbiTaHui. K HUM oOTHOCSTCS
ClleTyIOIIHe PacXObl:

—3apaboTHas IUIaTAa M HAUMCIEHHMA Ha BBIUIATHI MO OIUlaTe Tpyaa
aIMHHHCTPATHBHO-YIIPaBIEHYECKOr0 U BCIIOMOraTe/IbHOTO EPCOHANa;

— YCIIyTH CBS3H;

— TPaHCIIOPTHBIE YCIIYTH;

— KOMMYHAQJIbHBIE YCIIyTH;

— apeH/iHas IUIaTa 32 MNOJb30BaHHE UMYILIECTBOM,;

— paboTEI O CONEPKAHUIO UMYNIECTBa,;

— nmpoune paboTkl, YCIIYTH;

— CTpaxOBaHUE;

— aMOPTH3aLIUs 30aHHI, COOPYXXEHHUH U IPYyTUX OCHOBHEIX (DOHIOB;

— 3aTpaThl Ha IPUOOPETEHKE MAaTEPHAIIBHEIX 3aI1aCoB;

—33TpaThl HA YIUIaTy HAJOroB (KpOMe HAYMCJICHWH Ha BBIUIATHI IO OIJIATE
Tpy[a) X HHbIE 00A3aTCIBHEIE ILIATeXKH.




10. IlepecmoTp pa3mMepa IuIaThl 3a NPOBEJCHUE UCIBITAHUH Ka4ecTBa CEpHH WM
NapTHX MMMYHOOHOJIOTHYECKOTO JIEKapCTBEHHOIO Ipenapara OCYLIECTBIACTCS OJHH
pa3 B rog ¢ 1 anpend TeKymero (pMHaHCOBOIO Tojla, C y4eTOM YCTaHOBJIEHHOIO
¢benepalsHBIM 3aKOHOM O (efiepaibHOM OrojkeTe Ha COOTBETCTBYIOIINM (HHAHCOBBIH
roJi MPOrHO3HOTO YPOBHS MHMIIAIMH.




[Tpunoxenue Ne 2
K nprKkazy MuHucTepcTBa 30paBOOXpaHEHHUS
Poccuiickoit ®enepanumn

ot «/5» _eshap.e 20201. Ne _J4

IIpenenbHblii pazMep MJaThl 32 OKka3aHue PpeaepalbLHBIMH
rocyAapcTBeHHBIMH OIOKETHBIMH YUPEXKACHUAMH, HAXOASALIMMHCH B BeACHHH
MunucTepcTBa 31paBooxpaHeHusi Poccuiickoii ®@egepanun u PeaepaabHoH
CJIyKOBI IO HAA30pY B cepe 3ApaBOOXpPaHEHHs, YCIYTH MO NPOBEACHHIO
HCNMBITAHUH Ka4ecTBAa CepHH HJIH NAPTHH HMMYHOOHOJIOTHYECKOIo
JIEKAPCTBEHHOT0 NpenapaTa Ha COOTBETCTBHE TPEOOBAHNAM, YCTAHOBJIEHHLIM IIPH
€ro rocyapcTBeHHOH perucTpauuH

IpenensHEblit pasMep IUIAaTHl 3a OKa3zaHHe yciyrd coctaenser 474 143,04 py6.
(8 1.u. HIC 20 %).




