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MockBa

OG yTBepaennn MeToXHKH ONpe/ie/ieHHs pa3Mepa IJIaThI 32 OKA3aHHe
(erepanbHBIMHE rOCYN1aPCTBEHHBIMH GIOAKETHLIMH Y4 pesIeHUAMH,
HaxoasimHuMHcH B Belennn MuHHCTepeTBa 31paBooxpanenus Poccuiickoii
®enepanun 1 PefepanbHoil ciyx0b1 0 Hag30py B cdepe 3paBoOXpaHeHHS,
YCJIYTH [0 IPOBEACHHIO HCNILITAHHUIH Ka4ecTBa CEPHH MJIH NaAPTHH
HMMYHOOHOJIOrHY€CKOr0 JIEKAPCTBEHHOr0 MPENapaTa Ha COOTBETCTBHE
TPeOOBaHHSM, YCTAHOBJICHHBIM IIPH €r0 roCyAapcTBEeHHOH perucTpannH,
npejeibHOr0 pa3Mepa ILIAThI 33 OKa3aHHe JaHHOM yCayru

B cooTsercTBuy ¢ myHKTOM 7 [IpaBui BEIA4H pa3pelIeHHs Ha BBOJ B [PAXKAHCKHI
000pOT CepUy WM MAPTHH HMMYHOGHOIOIHYECKOTO JIEKApCTBEHHOTO IIpeNapaTa, BhLauH
3aKJIFOYEHNS CEPHH MM NAPTHH UMMYHOOHOIOTMYECKOTO JISKAPCTBEHHOIO Mpenapara Ha
COOTBETCTBHE TPEOOBAHWAM, YCTAHOBJEHHBIM IIPH €rO IOCYAapPCTBEHHOM pPEerucTpalyy,
YTBEPXKACHHBIX rocTaHOBIeHHeM IIpaButenscTBa Poccuiickoit ®enepauuu ot 26 HosA6ps
2019 r. Ne 1510 (OduumanbHEIi HHTepHET-OpPTANT MNpaBoBodl  MHDOPMALKH
http://www.pravo.gov.ru, 28 Hos6ps 2019 r., Ne 0001201911280015), moAImyHKTOM «6»
nyHkTa 2 mnocraHosienus IlpasutenbctBa Poccumiickoit ®enepanun or 6 mas 2011 r.
Ne 352 «O6 yTBepAeHHM TIIepedyHs YCIyr, KOTOphle SBIAIOTCS HEOOXOOUMBIMH M
00sI3aTeNbHBIMA  JUI  MPENOCTaBIEHHS (DeHepaibHBIME  OpraHaAMH HCIIOJIHUTENLHOHN
BIacTH, locynapcTBeHHON Kkopmoparuedl 1o  aToMHOM 3Heprum  «PocaTom» -
FOCyNapCTBEHHBIX YCIYI U MPEJIOCTABIAIOTCS OpraHM3alMsSIMH, YYacTBYIOIIMMH B
TIPENOCTABJICHAN TOCYJJAPCTBEHHBIX YCIYr, M OIPEAeN€HHH pa3Mepa IUIaTEl 3a HX
okasanue» (Cobpanue 3axkoHozarenscTBa Poccuiickoit ®eneparmu, 2010, Ne 20, cr. 2829;
OduipansHell  MHTEPHET-NOPTAl 1IpaBOBOM HH(bopMauuu  http://Www.pravo.gov.ru,
28 Hos16ps1 2019 1., Ne 0001201911280015) np kK a 3 BI B a IO:

YTBepAUTE:
Mertonuky onpeneneHuss pasMmepa IUIaThl 33 OKa3aHHE (benepabHBIMU



roCyJapCTBEHHBIMH OIOJKETHBIMHM  YUPEXIECHUSAMH, HaXOAALIMMHCA B BEJICHHH
MunuctepcTBa 3apaBooxpanenus Poccutickoit ®enepaiy 1 PeaepanpHoi c1yKObI 10
HaJa30py B cepe 31paBOOXpAHEHMs, YCIYTH IO IPOBEIEHHIO HUCILITAHMH KayecTBa
CEpHHU WK MapTHH KMMYHOOHOJIOTHYECKOro JIEKApCTBEHHOTO NIpenapaTa TpeOoBaHUsAM,
YCTAHOBJIEHHBIM IIPU €I'0 FOCYIapCTBEHHOM PErHCTpalliy, COTNIACHO MPHIIOKEHHIO Ne 1;

npeleibHBId pa3Mep IUIaThl 3a OKazaHMe (eaepalbHBEIMU I'OCYAapCTBEHHBIMU
OIOJUKETHBIMH ~ YYPEXAEHUSIMH, HaxXOMSIIUMHCA B  BEICHMM  MHHHCTEPCTBa
3paBooxpanenus Poccuiickoit ®Meneparuu u PenepanbHol ciayxO6bl MO Han30py B
cpepe 3APaBOOXPAaHEHUs, YCIYI'H IO NPOBEINECHHMIO MCIBITAHHNA Ka4yecTBA CEpUH HIIU
NapTHd  MMMYHOGHOJIOTHYECKOro  JIEKapCTBEHHOro  Hpenapara  TpeOOBaHHSM,
YCTaHOBJIEHHBIM IIPH €r0 TOCYAapCTBEHHOH PErUCTPalky, COrIACHO MPHIOXeH¥HIo No 2.

Munuctp B.M. CxBopuosa



ITpunoxenue Ne 1
K ITpuKa3sy MUHUCTEPCTBA 3IpaBOOXPAHEHUS
Poccuiickoit ®enepanuu
ot «7» M@Z%O r.Ne g4

Mertoaunka onpeae/ieHUsi pa3Mepa IUIaThl 32 oka3anue ¢eaepaabHbIMH
rocyAapcTBEeHHbIMH OI0IKETHHIMH YUPeKACHHUSIMH, HAXOASILIAMHCS B BeleHHH
MunncrepcerBa 3apaBooxpanernns Poceniickoii @enepanun u ®egepanbHoii
cJ1y:k0b1 110 HAA30Py B cepe 31paBOOXPaHEHH, YCJIYTH N0 IPOBEACHHIO
HCNBITAHHH KaYeCTBA CePHM HJIH NAPTHH HMMYHOOHOJ10rH4Y€eCcKOro
JIEKAPCTBEHHOI0 Npenapara Ha COOTBETCTBHE TPeOOBAHUSAM, yCTAHOBJIEHHBIM NPH
€ro rocyiapcTBeHHOH perncTpannu

1. Hacrositass MeToaMiKa yCTaHABIIUBAET MOPANOK ONpeAelieHHs pa3Mepa ILIaThI
3a okazaHue (QeneparbHBIMH TOCYHApCTBEHHBIMH OIOMKETHBIMH YYPEKIACHUIMH,
HaxoASAIIKMMUCS B BeJeHMM MuUHHUCTepcTBa 31paBooxpaHenus Poccuiickoit ®enepanuun
u DenepanbHoil ciayxObl 0 Hag30py B cepe 3ApaBOOXpaHEHHUSA, aKKPETUTOBAHHBIMH
B COOTBETCTBHM C 3aKoHoAarenbcTBOM Poccuiickoit ®Denepanum 00 aKKpeOUTAITUH
B HallHOHAJIBHOM CHCTeMe aKKpeIuTaluu (Jjanee — pemepaibHble YUpeXKIeHU), YCIYTH
[0 NPOBEACHUIO HCIBITAHUN KauyecTBa CEPUM WIM HMapTHH HMMYHOOHOJIOTHYECKOTrO
JIEKapCTBEHHOT'O IpeliapaTa Ha COOTBETCTBHE TPeOOBaHUSAM, YCTAHOBJIEHHBIM IIPU €I0
rOCyJapCTBEHHOM perucTpaiuu (aajiee — yciayra).

2.PasmMep mmatel 3a oOkazaHue (egepalbHBIMH  YYPEXKICHUIMH YCIyTH
onpenensercs ¢ yueToM o0beMa IMPOBEAECHUS HEOOXOMUMBIX paboT U 3KOHOMHYECKH
000CHOBaHHEIX MaTepHAILHBIX U TPYOBBIX 3aTpaT.

3. IlepeyeHs OCHOBHBIX 3TalOB, OCYIIECTBIIIEMBIX B X0A€ OKa3aHUS yCIyTH:

a) [ atan BKMIOUaeT:

paccMOTpeHHe 3asfBI€HMs OpraHU3aIlUH, OCYLUECTBIIIOMICH MPONU3BOACTBO
MMMYHOOHOJIOTMYECKOr0 JIeKapcTBEHHOro mpemnapara B Poccuiickoit Denepannu, Hiu
OpraHu3aliy, OCYHIECTBILIOMIE BBO3 HMMMYHOOHMOJIOTHYECKOrO JIEKAPCTBEHHOTO
npenapara B Poccuiickyro @enepanio (qajnee — 3as BUTENb), OLEHKA MPEACTABICHHBIX
3agBHUTENEM JOKYMEHTOB U CBEIEHHIi, HalpaBlieHHe MPH HEOOXOAUMOCTH 3asBHTENIO
3apoca O IMPEACTaBICHHM HEHOCTAOMIMX MJOKYMEHTOB H  COOTBETCTBYIOIIEH
uHbopMaIuy;

ompeneneHue oOpeMa HEOOXOAWMBIX HCHBITAHHH HWMMYHOOHOJIOIHYECKOTO
JIEKapCTBEHHOI'0 IIpenapara M KoJIu4YecTBa oOpa3loB mpernapara, HEOOXOAHUMBIX I
IPOBEACHUS MCIOBITaHUM  KadecTBa HMMYHOOHOJIOTHYECKOTO  JIEKAPCTBEHHOIO
npernapara, a Takxke MpU HEOOXOAMMOCTU KOJMYECTBO 00pasioB (papMalieBTHUECKOM
cyOCTaHIIMHU, TeCT-IITaMMOB MHUKPOOPTaHU3MOB, KYJBTYp KIETOK, 00pa3ioB BEIECTB,
IpPUMEHSIEMBIX IS KOHTPOJIS KadecTBa JIeKapCTBEHHOTO Mperapara MyTeM CpaBHEHHS C



HMM HCCIEyeMOro JIEKapCTBEHHOro Iipenapara, B o0beMe HeoOXOauMoM st
IBYKpPaTHOTO BOCIPOM3BEICHN METOJIOB KOHTPOJIA KadecTsa (aee — o0pasibl);

0) Il sTan BrIIO4AET:

IpOBe/icHHe MCIBITAHUH KadecTBa 00pa31loB Ha COOTBETCTBHE CEPHU MM NIAPTUH
HMMYHOOHMOJIOTHIECKOrO JIEKapCTBEHHOI'O IIpenapara Ha COOTBETCTBHE TPeOOBaHMSAM
HOPMAaTHBHOM JOKYMEHTaLUH;

odopmiieHHe ¥ HampaBlieHHe 3asBUTEN0 U B Poc3apaBHam3o0p Ha GyMakKHOM
gocutelle U (WIK) B GOpME BIIEKTPOHHOTO JOKYMEHTa 3aKIIOYEHHUS C NIPUIOKEHUEM K
HeMy IPOTOKOJia HCHBITAHHHM KadecTBa MMMYHOOHMOJIOTMYECKOTO JIEKapCTBEHHOIO
npernapara MO0  pellleHHWs CepUd HWIM  [apTHH  MMMYHOOHOJIOTHYECKOTO
JIEKApCTBEHHOTO Tperapara Ha COOTBETCTBUE TpeOOBaHUSAM, yCTAHOBJICHHBIM IIPH €T0
roCyIapCTBEHHOH! perucTpalyy.

4. PacueTt pa3Mepa IUIaTH (Jajee - IleHa) 3a OKa3aHHe YCIYTH OCYILIeCTBIIeTCA 110
cremyromieit popmyue:

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

re:

Lluci. — 1ieHa 3a OKa3aHHe YCIYTH M0 IPOBEACHUIO UCIIBITAaHHH;

3aH. — 3aTpaThl, CBSI3aHHBIE C IIPOBEACHUEM aHAIN3a JOKYMEHTa NPOU3BOAMUTEIA
NMMYHOOHOJIOTHYECKOTO JIEKAapCTBEHHOIO IIpenapaTa, IMOJATBEPIKIAIOIIEr0 KauyeCTBO
Cepudl WM TApTHd HMMYHOOMOJIOTMYECKOTO JIEKApCTBEHHOro IIperiapara Ha
COOTBETCTBHE TPEOOBAHUSIM, YCTAHOBIEHHBIM IIPH €r0 TOCYAapCTBEHHOM perucTpaluu
(anee — IOKyMEHT IPOU3BOUTENS);

3uci. — 3aTparhl Ha INPOBEIEHUE HCIBITAaHUH, HEOOXOAUMBIE IPH OKa3aHWU
yCIIyTH;

HJIC — Hanor Ha 100aBIE€HHYIO CTOUMOCTB.

5. 3arpaTbl, cBA3aHHBIE C IIPOBEJCHHMEM aHalKM3a IOKyMEHTa IPOU3BOIAUTEIL]
OIIpEIENSAIOTCS KaK NPOU3BEACHHE CpeHEH CTOMMOCTH MHHYTHI BpEMEHH U HOpMaTHBa
BpeMEHH BBIONHEHUS aHalIu3a NOKyMEHTa IPOU3BOAUTENS H PACCUUTBHIBAIOTCA IO

cieayromeit popmyie:

3au.=Cp.Bp. x (Kctp. x tcp.),

rae:
3aH. — 3aTpaThl Ha IPOBEJeHNE aHAIK3a JOKYMEHTa IIPOM3BOIUTEIS;
Cp.Bp. — cpengHssl CTOHMOCTh MHHYTBl BPEMEHHM Ha MpPOBENCHHE aHANM3a

JOKYMEHTA IPOM3BOLUTEIIS,
KCTp. — KOIMYECTBO CTPAHULL JOKYMEHTA IIPOU3BOIHTEINS;
tcp. — YCpemHEHHBI IIOKa3aTelb TPYAO3aTpar, [ONYYeHHBIH METOJIOM



HENOCPEICTBEHHOTO 3aMepa B X0Jie MPOBEJICHUs aHAIM3a OJHON CTPaHMIIB! JOKYMEHTA
IPOU3BOAUTENS B MUHYTaX (tcp.=3MHH).

6. CpenHsis CTOMMOCTh MUHYTHI BPEMECHH Ha IPOBEJEHHME aHalIM3a JOKYMEHTa
npousBoauteist (Cp.Bp.) pacCUMTHIBAETCS IO CIeAyIomel Gopmyie:

Cp.Bp. = Y 3aan/®p.Bp.,

rae:

Y 3aam — cyMMa 3aTpaT Ha IPOBEJCHUE aHAIN3a JOKYMEHTA NPOU3BOAUTENL,

®p.Bp — GoHx pabouero BpeMEHH OCHOBHOTO IIEPCOHAIA B MUHYTaX.

7. CyMma 3aTpaT Ha [pOBEAE€HHE aHaIW3a JOKYMEHTa IIPOM3BOAMTENS
ompeensercs no popmyie:

Y 3aan = 301+3H,

rae:

30T — 3aTpaThl Ha OINATy TPyJAa, HAuMCIEHUs Ha BBIIIATHI IO OIUIaTe Tpy.Ia
OCHOBHOTO IIEpCOHAa, IPHHUMAIOLIET0 HENOCPEICTBEHHOE Y4YacTHE B OKa3aHWH
YCITYTH.

3H — Hakjagdele PacXofbl — 3TO (aKTHUECKHE pacXoAabl (enepaabHOro
YUpEXIEHHs, KOTOpbIe HEBO3MOXXHO OTHECTH HANPAMYIO K 3aTparaM, HemocpeJCTBCHHO
CBSI3aHHBIM C OKa3aHueM yciayrd. K HUM OTHOCSATCS CIeAyIOMIHE PaCXOIbL:

—3apaboTHas IUTaTa ¥ HAYMCIEHHs Ha BBILIATHL II0 OIUIATe TpyXAa
aIMUHMCTPATHBHO-YIIPaBIEHYECKOTO H BCIIOMOTaTEILHOIO MEPCOHANIA;

— YCIIYTH CBSI3H;

— TPaHCITOPTHBIE YCIIYIH;

— KOMMYHAJIbHbIE YCIIYIH;

— apeH/IHas IUIaTa 3a I10JIb30BaHUe HMYILECTBOM;

— paboTHI IO COAIEPKAHHIO UMYILECTBA,

— mpoune paboThl, yCIyTH;

— CTpaxoBaHHUE;

— aMOPTHU3aLKs 3[aHMH, COOPYKEHHIT ¥ APYTUX OCHOBHBIX ()OHIOB;

— 3aTpaTsl Ha MPHOOPETeHNE MAaTEPUAIBHBIX 3aI1acoB;

—3aTpaThl Ha YIUIaTy HAJIOroB (KpoMeé HAYMCIEHUM HA BBIILUIATHl IO OILIaTe
TpyZia) ¥ UHBIE 00s13aTENbHEIE IIATEKH.

8. 3aTpaThl Ha NPOBEACHHE HCIIBITaHMH, HEOOXOMUMEIE MPH OKa3aHUH YCIYTH,
OmpefeNnsIoTcs Kak IIPOM3BEJCHHE CpelHEH CTOMMOCTH MHHYTBI BpPEMEHH Ha
TpOBEicHUE MCIBITAHAN ¥ HOPMaTHBa BPEMEHH HA IPOBEJCHWE HCIBITAHHH U
PaCcCUMTHIBAIOTCA TI0 CIeIYIOIeH popmyie:




3ucn.=Cp.Bp. x T,

rae:

3uc. — 3aTpaThl Ha IPOBENEHHWE HUCIBITAHUM, HEOOXOAMMBIE IPH OKa3aHHH
YCIIyTH;

T — HopMaTHB BpeMEHH Ha [IPOBE/ICHUE UCIIBITAaHHN B MUHYTAaX;

Cp.Bp. — CpeAHsAsA CTOUMOCTh MUHYTbI BPEMEHH Ha NPOBEJCHHE UCTIBITAHUH.

9. Cpenusss CTOMMOCT MHHYTHI BpeMeHH IpoBefieHus ucnbitanuii (Cp.Bp.)
PacCYHTHIBAETCS 10 ClieAYIOIEeH dopMyie:

Cp.Bp. = ).3y/®p.Bp.,

rie:
Y 3y — cyMMa 3aTpat Ha OKa3aHHe YCIyTH U OIPENENAeTcs 1o GopmyJie:

Y 3y = 30T+3pM+3H,

rae:

30T — 3aTpaThl Ha OIUIATy TPYHAa, HAuMCJIEHMS Ha BBHIILIATHEI 110 OIUIaTe TPyZAa
OCHOBHOIO IIEPCOHAJIA, NPHHIMAIOIIET0 HENOCPEJACTBEHHOE YYacTHE B OKa3aHWM
YCIIyTH;

3pM — 3aTpaThl Ha MPHOOPETEHHE PACXOJHBIX MATEPHANIOB, HEMOCPEICTBEHHO
UCTIONB3YEMBIX JUIS OKa3aHUsl yCIIyTH;

3H — HaKIaAHBlE pacxoibl — O5TO (aKTHYeCKHe pacXoAsl (eaepalbHOro
yupeKIeHHsl, KOTOpbIe HEBO3MOXHO OTHECTH HAIPSMYIO K 3aTpaTaM, HEMOCPeICTBEHHO
CBS3aHHBIM C OKa3aHMEM YCIyTH II0 TPOBEIECHHIO HchbiTaHui. K HMM OTHOCSTCH
ClieIyIOIHe PacXOobl:

—3apaboTHas IUTaTa W HAYMCIEHMs Ha BHIUIATHI 1O OIUlaTe TpyJa
aJIMMHHCTPATHBHO-YIIPABIEHYECKOTO U BCIIOMOTaTEILHOTO TIEPCOHAIA;

— YCIIYTH CBSI3H;

— TPaHCIIOPTHHIE YCIYTH;

— KOMMYHAJIbHbIE YCIIyTH;

— apeH/Has [U1aTa 32 [0Ib30BaHAEe UMY LIECTBOM;

— paboTEI IO COIEPKAHHIO MMYIIECTBA,

— Mpouue paboTsl, YCIIYTH,

— CTpaxOBaHUE;

— aMOpTH3aLlKs 3AaHHH, COOPYKEHHH U IPYTUX OCHOBHBIX (HOHMIOB;

— 3aTpaThl Ha MPHOOpPETeHHEe MAaTEPHAIBHBIX 3aI1acoB;

—3aTpaThl HA YIUIATy HAJOroB (KpOME HAuMCIEHHH Ha BBIUIATHI IO OIJIATE
TpyZia) X UHBIE 0053aTENbHEIE IUIATEXH.




10. IlepecMmoTp pa3Mepa IIaThl 3a NPOBEJECHUE HUCIBITAHUM KadecTBa CEPHU WU
MapTHH UMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOIO NpernapaTta OCYLIECTBIACTCS OAMH
pa3 B rox ¢ 1 ampend TeKymero (pMHaHCOBOIO TIoja, C y4eTOM YCTaHOBIEHHOIO
(eZlepanbHBIM 3aKOHOM O (efepanbHOM Or0KeTe Ha COOTBETCTBYIOMMH (YHHAHCOBBIM
roJ{ MPOTHO3HOT'O YPOBHS HHQIIALMY.



[Tpunoxenue Ne 2
K Npukazy MuHHCTEpCTBA 3ApaBOOXPAHEHUA
Poccuiickoit @enepanun

ot «S» _2tthag.p 2020T. Ne 94

IIpeaennnblii pazMep mJaThl 32 OKa3aHue ¢eaepaabHBIMU
rocyJapcTBeHHbIMH OI0I/KEeTHBIMH YUPEKICHHUIMH, HAXOASAHUMHCH B BeACHHH
MuuucrepcrBa 3apaBooxpanenusi Poccuniickoii @eaepanun n @enepaapHoi
CJIy2K0BI 0 HAJ30pY B c(epe 31paBOOXPaHEHHs], YCJIAYTH N0 NPOBEAECHHIO
HCNbITAHUH Ka4yecTBAa CePUH HJIH NAPTHH HMMYHOOHOJIOTHYECKOI0
JIEKAPCTBEHHOT0 NMpenapaTa Ha COOTBETCTBHE TPeOOBAHUSAM, YCTAHOBJICHHLIM NPH
€ro rocyJIapcTBeHHOH perncTpaniu

IIpenenpHblil pasMep IUIATHl 3a OKasaHHWe ycinyru coctaBisieT 474 143,04 py6.
(8 .9. HIC 20 %).




