00 yTBep>XaeHun MeToauKu onpepeneHusa pasMepa naarthl 3a
OKa3aHue yCNyrm no MHCNEKTUPOBAHMUIO NpoU3BOAUTENEN
JiIeKapCTBEHHbIX CpencTs (AN MeAULUHCKOro NPUMEHeHus),
NPOU3BOACTBO KOTOPbIX OCYLLUECTBJ/IAETCA 3a npepenamm
Poccunckon Pepepaumm, Ha COOTBETCTBME TpeboOBaHUAM NpaBun
HagseXXalien NPponM3BOACTBEHHOW NPAKTUKKU B LeNAX Bblaaum
3aKJ1Il04eHUHW O COOTBETCTBMU NPOU3BOAUTENSA JIeKAPCTBEHHbIX
cpencTs (ANA MeQULUHCKOro NpuMeHeHus) TpeboBaHMAM nNpaBun
HagneXalien Npou3BoOACTBEHHOM NPAaKTUKKN U NpeaesibHOro
pasMepa nnaThbl 32 OKa3aHUe YKa3aHHOW yCnyru

Mprkas - Ne 9 - 07 11.01.2016 - MUHUCTEPCTBO NPOMBILLIEHHOCTI Y TOProBaKn - YTpaTun cuiy

MWHWCTEPCTBO NMPOMBbILUJTEHHOCTIW N TOPIFOBJIN

POCCUNCKOW ®ELEPALIAN

MPUKA3

MockBa

11 aHBaps 2016 1. N 9

06 yTBEPXAEHUN METOANKMN ONpeaeneHns pasmepa naaThl 3a

OKa3aHue yCsyru no MHCNEKTUPOBAHMIO NponssoauTenen

JIEKapCTBEHHbIX CPEACTB (4719 MEeAULNHCKOro NPUMEHEHNS),

NPOM3BOACTBO KOTOPbIX OCYLLECTBAAETCA 3a npeaesiamu

Poccuinckon ®egepalmm, Ha COOTBeTCTBME TpeboBaHMAM NpaBu

Hagsexallen Npon3BoACTBEHHON NPAKTUKN B LENSX BblAayu

3aKJIIOYEHUNA 0 COOTBETCTBMUMN NPON3BOANTENS JIEKAPCTBEHHbIX

CpencTs (4N MeQULMHCKOro NpuMeHeHns) TpeboBaHnsaM npasu

Hasexallen Npon3BoACTBEHHON NPAKTUKN 1 NpeaenbHOro

pa3Mepa NnaThbl 3a OKa3aHWe yKa3aHHOM yCayru

3aperucTpupoBaH MunHiocTom Poccum 2 chepans 2016 .

PernctpauunoHHbiin N 40925

B coOTBETCTBUM C MYHKTOM 2 NocTaHoBAeHWA MpaBuTenbcTBa Poccminckon depepaumm ot 06 mas 2011 r. N
352 "O6 yTBEpP)KAEHWNM MEPEYHS YCYT, KOTOPbIE ABNAAIOTCA HEOBX0ANMbIMU 1 0653aTeNbHbIMK A1
npenocTaBieHns enepabHbIMU OpraHaMn CNOAHNTENbHOM BNacTW, FoCyAapCTBEHHON Koprnopaumen no
aTOMHOW 3HepreTumKe "PocaToM" rocyapCTBEHHbIX YCYT 1 NPefoCTaBASIOTCSA OpraHnu3auuamu,
YYaCTBYOLLMMM B NPEAOCTaBIEHUN FOCYAaPCTBEHHbIX YCAYT, U ONpeaeneHn pasMepa naaThl 3a UX
oka3aHune" (CobpaHue 3akoHogaTenbcTBa Poccuiickon Pegepaunn, 2011, N 20, cT. 2829; 2012, N 14, cT.
1655; N 36, cT. 4922; 2013, N 33, cT. 4382; N 49, cT. 6421; N 52, cT. 7207; 2014, N 21, cT. 2712; 2015, N
50, cT. 7165, 7189) npuka3biBato:

1. YTBEPAUTbL NpUNaraemsble;

MeTOANKY onpeneneHnsa pa3mepa naathl 3@ OKa3aHue YCAyru No MHCNEKTUPOBAHMWIO MPOM3BOANTENEN
JIeKapCTBEHHbIX CPEACTB (419 MEeANLNHCKOrO MPMMEHeHNs), MPON3BOACTBO KOTOPbIX OCYLLECTBAAETCA 3a
npenenamu Poccuinckon ®epepaumm, Ha COOTBETCTBME TpeboBaHUAM MpPaBMA HadlexXallewn
NPOM3BOLACTBEHHOW MNPAKTUKMW B LIEeSIAX BblAa4vM 3aK/I04E€HNN 0 COOTBETCTBMMN NPOM3BOANTENSA
NEKAPCTBEHHbIX CPEACTB (A5 MeANLMHCKOro NpUMeHeHns) TpeboBaHUAM NpaBua HaaJlexxallen
NpPOV3BOLACTBEHHOW MNPaKTUKW;

npegesbHbI pa3Mep naaTbl 3@ OKa3aHWe ycayrm no NMHCNEKTUPOBAHMIO MPON3BOAUTENEN NEKAPCTBEHHbIX
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cpeacTs (ans MeanuUMHCKOro NMpUMeEHeHNS), NPON3BOACTBO KOTOPbLIX OCYLLECTBASETCS 3a Npeaesiamm
Poccuinckon ®epepalmm, Ha COOTBETCTBME TpeboBaHMAM NpPaBWI Hagexallen Npom3BoACTBEHHOM
NPaKTUKN B LENsSX Bblha4yn 3aKJIIO4EHNI O COOTBETCTBMM NPON3BOANTENS NEKAPCTBEHHbIX CPEACTB (Ans
MeONLNHCKOro NpuMeHeHns) TpeboBaHNSM NpaBua Hanexallen Npon3BoACTBEHHON NPaKTUKN.

2. YnonHoMounTh hefepanbHoe 610a)KeTHOe yypexaeHme "IoCcyaapCTBEHHbIN UHCTUTYT JIEKAaPCTBEHHbIX
CpeacTB n Hagnexawmx npakTuk" (PBY "TMJIC n HIM") Ha npoBeAeHME NHCMEKTUPOBAHNSA NPOM3BOAUTENEN
JIeKapCTBEHHbIX CPEACTB (419 MegULNHCKOro NpUMEeHeHUs), MPoM3BOACTBO KOTOPbLIX OCYLLECTBIAETCA 3a
npegenamu Poccninckon degepaumm, Ha COOTBETCTBME TpeboBaHMAM NpaBul HaalexXallen
NPOV3BOLCTBEHHOW MPaKTUKMN.

3. KOHTpOJIb 3@ MCMOSIHEHMEM HACTOALLEro NprKasa BO3/0XNTb Ha 3amecTuTena MuHnctpa Lbiba C.A.
MuHuncTp [.B.MaHTypoB

YTBEPXIEHA

npukasom MuHnpomMmTopra Poccum

oT 11 aHBapa 2016 . N9

METOOWNKA

onpeneneHna paMepa naathbl 3a 0Ka3aHue ycayru no

WNHCNEKTMPOBAHMIO MPON3BOAUTENEN JIEKAPCTBEHHbIX CPeACTB (AN

MeONLMNHCKOro NPMMEeHeHNs), MPOU3BOACTBO KOTOPbIX

ocyLlecTBaseTCa 3a npegenamn Poccuiickon degepaumm, Ha

COOTBETCTBUE TpeboBaHMAM NpPaBu Hagnexallewn

NPOM3BOLCTBEHHOW MPAKTUKMN B LIESIAX BblAa4vM 3aK0O4EHNA O

COOTBETCTBUN NPOM3BOANTENA IeKapCTBEHHbIX CPeacTB (A4

MeONLNHCKOro NpuMeHeHns) TpeboBaHnsaM NpaBua Haanexallen

NPOM3BOLACTBEHHOW MPAKTUKK

|. Obwue nonoXxxeHus

1. HacToswas meToauka onpegeneHns pasMmepa naaThl 3@ OKasaHue ycayru no MHCNeKTUPOBaHMIO
Npon3BOANTENEN NEeKAPCTBEHHbIX CPEACTB (A1 MeANLMHCKOr0 NPUMEHEHUS), MPOWN3BOACTBO KOTOPbIX
OCyLLeCcTBASAETCA 3a npeaenamu Poccunckon depepaumn, Ha Co0TBeTCTBME TpeboBaHNAM npasun
Hagsexallen Npon3BoACTBEHHON NPAKTUKN B LEeNSX BblAayn 3aK0YEHWNI 0 COOTBETCTBMM NPON3BOAUTENS
JIEKApPCTBEHHbIX CPeACTB (419 MeANLUHCKOro NpMMeHeHns) TpeboBaHNAaM NpaBua Haafiexallen
NPON3BOACTBEHHON NPaKTUKK pa3paboTaHa B cooTBeTCTBUN C PegepabHbiM 3aKOHOM 0T 12 anpens 2010
r. N 61-d3 "06 obpalueHumn nekapcTBeHHbIX cpeacTs" (CobpaHue 3akoHOAaTENbCTBaA Poccuinckom
®epepaumm, 2010, N 16, cT. 1815; N 31, cT. 4161; N 42, cT. 5293; N 49, cT1. 6409; 2011, N 50, cT. 7351;
2012, N 26, cT. 3446; N 53, cT. 7578; 2013, N 27, cT. 3477; N 48, cT. 6165; 2014, N 11, cT. 1098, N 43, cT.
5797; 2014, N 52, cT. 7540; 2015, N 10, cT. 1404, N 27, cT. 3951, N 29, cT. 4359, 4367), NOCTaHOBNEHNEM
MpaBuTenbcTBa Poccuiickon Penepaunn oT 03 nekabps 2015 r. N 1314 "O6 onpeneneHnn COOTBETCTBUSA
Npou3BoANTENEN NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpaBuU Hagnexallen NPon3BOACTBEHHON
npakTukn" (CobpaHne 3akoHodaTenbcTBa Poccminckon ®egepaumm, 2015, N 50, cT. 7165) 1 € NyHKTOM 2
noctaHoBneHus MpasuTenbcTBa Poccuinckon ®epepauum ot 06 mas 2011 r. N 352 "06 yTBEpXAEHWM
nepeyHsa ycayr, KoTopble ABAAITCA HeobxoamMbIMK 1 06g3aTesIbHbIMU AN NPefoCTaBAeHNS
thenepanbHbIMU OpraHaMm UCNOJIHUTENBHOM BAacTu, FocyaapCTBEHHOM KOpHopaunen No aTOMHOMN
3HepreTuke "PocaToM" roCyAapCTBEHHbIX YCAYT U NPeAOCTaBASIOTCA OpraHn3aLnamm, y4acTBYIOWMMA B
npefocTaBieHNN rOCYy[apCTBEHHbIX YCAYT, N ONpedesieHnn pa3mepa naathl 3a X okasaHue" (CobpaHne
3aKoHofaTenbCTBa Poccuinckon degepaunn, 2011, N 20, cT. 2829; 2012, N 14, c1. 1655; N 36, cT. 4922,
2013, N 33, cT.4382; N 49, cT. 6421; N 52, cT. 7207; 2014, N 21, cT. 2712; 2015, N 50, cT. 7165, 7189).
2. HacToswasa MeToanka onpegenseT nopsanoK pacyeTa pa3Mepa nsaTthl 3a OKasaHue ycsyru no
NHCNEKTMPOBAHMNIO MPON3BOAMNTENEN JIEKAPCTBEHHbIX CPEACTB (415 MEeAULNHCKOro NPUMEHEHNS),
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NPOM3BOACTBO KOTOPbIX OCYLLECTBNAETCS 3a npedenamu Poccuinckon ®enepauum, Ha COOTBETCTBME
TpeboBaHMAM NpaBUA HagJiexallen NPon3BOACTBEHHON NPAKTUKW B LIeSIAX BblAa4vu 3aKI0HEHNA O
COOTBETCTBUMN NPOM3BOANTENA SIEKAPCTBEHHbLIX CPEACTB (415 MeAULMHCKOro NpuMeHeHns) TpeboBaHNAM
npaBWJ HaaNexxallen npon3BOACTBEHHON NPaKTUKK (fanee - ycnyra).

3. cnonb3yemble B MeToAMKe MOHATUSA 03HAYalOT:

"MHCNEeKTNPOBaHNe, NHCNekuus" - AesTeNbHOCTb efepasbHOro rocyapCcTBeHHOro 6104)KETHOr0
YyYpexXaeHus, noaBeioMCTBEHHOro MUHUCTEPCTBY NPOMBILLNEHHOCTN U Toprosan Poccuiickon depepaunmu
(Danee - ynosIHOMOYEHHOE y4YpexxaeHne), HanpasieHHas Ha NOATBEPXXAEHNE COOTBETCTBUSA
NPOV3BOANTENSA JIEKAPCTBEHHbIX CPEACTB A1 MeAULNHCKOro NpuMmeHeHnsa TpeboBaHUAM npasu
Hagsexxallen Npon3BoACTBEHHON NPAKTUKN;

"3a9BUTESNL" - MPOM3BOLANTESIb IEKAPCTBEHHbLIX CPEACTB A4 MeANLMHCKOrO NpUMeHeHUs, Npon3BoLCTBO
KOTOPbIX PacrnosioXXeHo 3a npeaenamu Poccunckon ®epepaumn, Uam Nx yrnoaHOMOYEHHbIN NPON3BOANTENb;
'cneymanncT yrnoJIHOMOYEHHO O yYpex4eHns, MHCNEKToP" - COTPYAHUK YMOJIHOMOYEHHOr O yyYpexaeHuns,
YYaCTBYIOLLMIA B OKa3aHUN yCYrn No MHCNEKTUPOBAHNIO MPON3BOAUTENEN JIEKAPCTBEHHbLIX CPEACTB (AN
MeONLNHCKOro NpMMEeHeHNs), MPON3BOACTBO KOTOPbIX OCYLLECTBASETCA 3a npeaenamm PoccMnckom
depepaumm, Ha cooTBeTCTBME TpeboBaHMAM NPaBW HagnexXallen NpPonM3BOACTBEHHON NPaAKTUKIN B LIENAX
BblAA4M 3aK/0HEHNI O COOTBETCTBUM MPOU3BOANTENS JIEKAPCTBEHHbIX CPEACTB (419 MeANLNHCKOro
npuMeHeHuns) TpeboBaHUSM NMpaBua HaaleXalle NPon3BOACTBEHHON NPAKTUKN.

4. Ycnyra oka3sblBaeTCs 3a CHeT CpeacTB 3asBMTenNs.

5. Llenbto HacToswwen MeToAUKM SABNSETCA onpeneneHne 3KOHOMUYeCck 060CHOBaHHOM NaTbl 3a OKa3aHue
ycnyru.

Il. PacyeT pa3mepa nnaTtbl 3a OKa3aHwWe ycayru

6. MnaTa 3a oKasaHuWe ycayrn onpeaenseTcsa no KaXxxaoMy 3aaBUTeN0 B OTAENbHOCTHY, C Yy4eTOM
nposefeHns Heobxogumbix paboT, B COOTBETCTBUM C MEPEYHEM, N SKOHOMUYECKN 060CHOBAHHbIX
MaTepuasbHbIX 1 TPYLOBbIX 3aTparT.

7. PacyeT pa3mepa nsaThl (Janee - CTOMMOCTb) 3@ 0OKasaHue yCayru onpegenseTcsa no ciaenyowen
thopmyne:

C=txC3x(1+ (KH3 + Kkp) / 100) + Ckp + Cm, rge:

C - cTonmocTb, pyb., 6e3 yyeTa Hanora Ha gobasneHHyto ctommocTs (HAC);

t - TpyooemkocTb paboT, yen./yac;

C3 - CTOMMOCTHas OLEeHKa 0AHOr0 Yaca paboTbl 0QHOMO CNeLNannMcTa YNoJHOMOYEHHOIO YYPEX AEHNS,
pyb./4en./Hac. (C y4eTOM BCeX KOMMEHCAUMOHHbIX U CTUMYJIMPYIOLLUX BbINAAT, BbiNJa4MBaeMbIX B
COOTBETCTBMUM C 3aKOHOAATENbCTBOM Poccunckon ®epepaunn);

KH3 - KO3(h(PMUNEHT HAaYNCIEHUI Ha 3apaboTHYI0 NaaTy B COOTBETCTBMM C 3aKOHOAATEIbCTBOM Poccuinckon
depepaumun, B NpoLEHTaXx;

KKp - KO3(hDULNEHT KOCBEHHbIX PAaCX040B OpraHn3aLmm, KOTOPble HEBO3MOXHO OTHECTU HanpsaMyto K
3aTpaTaM, HenoCcpeACTBEHHO CBSA3aHHbLIM C MPOBELEHMEM YCAYIW, B MPOLEHTAX;

CKp - KOMaHAMPOBOYHbIE PACX0bl, HEMOCPEACTBEHHO CBA3aHHbIE C OKa3aHWEM ycnyru, pyb.;

CM - MaTepuanbHble 3aTpaTbl, HENOCPEACTBEHHO BO3HMKAOLLME B MPOLLECCE OKasaHus ycayriu, pyb.;

t - TpyooemkocTb paboT, onpenenseTcs CyMMapHOW OJUTENIbHOCTbIO OCYLLECTBAEHNS paboT cneunanncTom
YMNOJIHOMOYEHHOI 0 hefepasibHOro B104)KeTHOro y4Ypexx4eHns B KaXKA0OM KOHKPETHOM Ciyyae.

MepeyeHb TUMOBLIX HANMEHOBaHU PaboT, MpoBeAEHME KOTOPLIX BO3MOXHO MPU 0Ka3aHWM yCayriu, ¢
yKa3aHneMm hakTM4eCKon TPyAOEMKOCTM UX BbINOMHEHMA NpuBeaeH B Tabauue 1.

8. CToMMOCTHas oueHKa 04HOro AHsA paboTbl 04HOro cheumanncTa ynoJaHOMOYEHHOro hefepasibHOro
6100KETHOM0 YYpexxAeHNs onpenenseTcs no gopmyne:

C>s = 3MocH.c.m. [ H, rpe:

3MoCH.C.M. - cpeHeMecsYHan 3apaboTHas nnaTa OAHOro CneumnanncTa ynoaHOMOYEHHOro eaepanbHOro
610 0KETHOM0 YYpeXXAeHNS, ONpeaenseTcs UCX0Aa U3 NoTPebHOCTN B KONNYECTBE NepcoHana,
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NPVHUMALOLLEr0 HEMOCPEACTBEHHOE YYacTME B 0Ka3aHMM YCAYri, C YH4E€TOM ero JO/MKHOCTHOWM KaTeropuu, B
COOTBETCTBUU C AENCTBYIOLLEN B NOABEAOMCTBEHHbIX YYPEXAEHNSAX 1 OPraHM3aLunsx, NpoBOAALLNX
yKa3aHHbIe YCJIyri, CUCTEMOW OMnaThl TPYa, @ TakXKe TPYAOBbIMU U (UK) KONIEKTUBHBIMW LOrOBOPaMM,
pyb./ven.;

H - cpenHss HopMa paboyero BpemMeHu 3a Mecsl, onpeaensemas Kak yTeep)xaeHHas HopMa paboyero
BpemeHun B rogy (npu 40-4yacoBow paboyel Hegene), Korga NPenoCcTaBAAeTCs yCayra, AefieHHas Ha 12 mec,
IH.

Tabnunua 1

TunoBble HAaVMEHOBaHUS 1 HOPMaTMBLI TPYA0EMKOCTM paboT, NPOBOANMbIX

Mpu 0KasaHWW ycayrm | | | | | | HaumeHoBaHwme
paboT | HopMmaTuBbl | PakTu- | KonnyecTBo | | [TPyBOEMKOCTH| Yeckasa |[MHCNEKTOPOB,| | | Yen/yac | TpyLo-
[mpuHMMatowmx | | | | eMkocTb | ydacTue B | | | | yen/yac | nHcnekTmpo-| | | | | BaHuu | |

| | | | |1. MpuHATHE peLlleHns No 3asBKe Ha oKa3aHue ycyru no
WHCMEKTNPOBAHMIO MPON3BOANTENEN | |IeKapPCTBEHHBIX CPEACTB (418 MEQULUHCKOrO MPUMEHEHNS),
NPOU3BOLCTBO KOTOPLIX OCYyLLecTBAAETCA| [3a npeaenamu Poccunckon ®efepaunn, Ha COOTBETCTBUE
TpeboBaHMAM NpaBua HagaeXXallen | [Mpon3BOACTBEHHOM MPAKTUKMN B LIENSX BblAA4YW 3aKNOYEHUNA O
COOTBETCTBUW NPOU3BOAUTENS | [1€KapCTBEHHbIX CPEACTB (AN MeAULMHCKOro npuMeHeHns) TpeboBaHMsAM
npasui Hagexallen | [Npon3BoACTBEHHON NPaKTUKK | | | |
Bl e | |1.1. Mpuem u pernctpauuns 3aasneHns n npenoctasneHHon| 8 | 8 | 1 | [3assutenem
nokyMeHTauuu | | || | | | | | |1.2. PaccMoTpeHue
3asBeHuns, conpoBoanTeNbHbIX | 16 | 16%K | 2 | |AOKYMEHTOB BKJIIOYas U3y4eHne AaHHbIX 0 KavecTse | | | |
|mpoayKuun Ha ocHoBaHUU nHGopMaLnu, nybankyemon | | | | [Ha canTax FocynapCTBEHHbIX PeryasaTOPHbIX
opraHos| | | | |cTpaHbl, B KOTOPON HaxoauTca nHcnektupyemoe| | | | [mpoussoacTso. | | | | |

| | | | |1.3. ObocHoBaHMe KosmyecTBa pabounx aHen onsal 8 8|2 |

|npoBefeHuns nHcnekTuposaHus | | | | | [ | | | 1.4.
Pa3paboTka NporpamMMbl MHCNEKTUMPOBaHUS, ee| 24 | 24 | 2 | |cornacoBaHme 1 yTBEpP)KAEHUE C 3as8BUTENEM.
(1111 | [ | | |1.5. MoaroToBka u yTBEPXAEHME
rpagumkal 24 | 24 | 1 | |[uHCnekTUpoBaHMa NponsBoanTens (3assutens) Ha| | | | [cooTBeTcTBME TpeboBaHUAM
npasun Hagnexawen| | | | [Npon3BoacTBEHHOW NPAKTUKM Ha OCHOBaHWUW 3asBKK | | | | |

| | | | [WToro: | 80 | 64+16*K| 1; 2 ||
- | | | |2. Bole3gHas akcnepTusa (MHCNEKTMPOBaHUE) MPON3BOACTBEHHOW MAOLLAAKM
(3asBuTens)| |[nekapCTBEHHbIX CPeAcTB (A% MeANLNHCKOro NPUMEHeHNs), MPON3BOACTBO KOTOPbIX
ocylwiecTaseTcs| [3a npegenamn Poccunckon Pepepaunn, Ha COOTBETCTBME TpeboBaHMAM NpaBun
Hagexallen| |Tpon3BOACTBEHHON MPaKTUKN. | | | | |
----- | [2.1. NMpoBeneHne nHcNeKTUpoBaHus npoussoautens| 16 | 16*K | 2; 3 | |(3assuTens) no mecty

NPOU3BOACTBA NieKapCTBeHHbIX| | | | |[cpeacTs | | || | | | |---
--------- | |2.2. AHanu3, obpaboTka pe3ysibTaToOB UHCMEKTUPOBaHMA ¢| 16 | 16¥K | 2; 3 | |uesiblo NOArOTOBKY U
COCTaBNIEHNA UHCMEKUMOHHOrO| | | | |oTyeTa. | | || | | | |----
-------- | [WToro | 32| 32%K | 2; 3| | | | I | 3.

3aKnoYnTeNbHbIE MeponpuUATUSA Mo pe3ysibTaTaM UHCNEKTMPOBAHNS NPOU3BoANTENeN| |[N1eKapCTBEHHbIX
CPeLCTB (AN9 MeAULMHCKOrO NPpUMEHeHNs ), MPon3BOACTBO KOTOPbIX OCYLLEeCTBAsSeTCS| |3a npeaenamm
Poccuiickon ®efepaumm, Ha COOTBETCTBME TpeboBaHMAM NPaBWU Haanexalel| |Mpon3BoACTBEHHON
npakTuku (3aasutens). | | | | | | 3.1.
CocTaB/ieHMe UTOroBOro oT4eTa no pesynbTaTaM | 32 | 32*K | 2;3 | [MHCNEeKTMPOBaHUS Npon3soanTenei
NEeKapCTBEHHbIX cpeacTs| | | | |ANsS MeanUMHCKOro NpUMeHeHNs, NPOM3BOACTBO KOTOPLIX | | | |
|ocywecTBnseTcs 3a npefenamm Poccuiickon ®epepaumm, Ha| | | | [cooTBeTcTBME TPebOBaHUAM NpaBun
Hagnexawen | | | | [npon3BoACTBEHHON NPakTUKW. | | | | | | [-----
—————— |----------| |3.2. CornacoBaHve u nognucaHwe NTorosoro ot4yeta no | 32 | 32 | 1 | |pesynbTaTamM aHanusa
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COCTOAHMSA NPOU3BOACTBA | | | | |[1eKapCTBEHHbIX CPEACTB A1 MeAULMHCKOro NnpuMeHeHuns | | | | |[npasunam

HagJ/exallen Npon3BOACTBEHHON NpakTuKe u | | | | |HanpasneHus ero 3assutenio. | | | | |
[ | | | |3.3. PopMmpoBaHUe NakeTa LOKYMEHTOB MO pe3ysibTaTaMm |

16 |16 | 1 | [mHCnekTMpoBaHUs 1 nepenada ux 8 MunnpomTopr | | | | | |-

| | | [WToro | 80 | 48+32*K | 1; 2; 3 || | |---

-------- |----------| |BCEl'0: | 192 | 112+80*K | 1; 2; 3 | | | |-

K - KoppekTupyowmin KoahPuUNeHT 418 Pa3INYHbIX MapaMeTpoB TPYAOEMKOCTMW.

dakTnyeckas TPYAOEMKOCTb OonpeaenaeTca HopMaThBaMn TPyoOoeEMKOCTWU BbINMOJIHEHUA pa60T ansa

6a30B0ro BapnaHTa 06bekTa MHCNEKTMPOBAHUS MPOU3BOAUTENS SIeKapCTBEHHbIX CPEACTB ANA

MeONLNHCKOro NpMMeHeHNs, NPOM3BOACTBO KOTOPbIX OCYLLECTBAAETCS 3a npefenamu Poccuinckon

depepaumm, Ha COOTBETCTBUE TpeboBaHMAM MpaBuaa, BbIYUCIEHHBIMU OMNbITHLIM MYTEM, C Y4ETOM

HeobXx0aMMOCTN NPUMEHEHUS KOPPEKTUPYIOLLEro Ko3dhduumeHTa. KoppekTupyowmin KoadhhuumneHT

YYUTbIBAET MOBbILIEHNE TPYA03aTpaT NPY OKa3aHUM yCyry B 3aBUCUMOCTM OT C/IOXKHOCTM 06bekTa

WNHCNEKTUPOBAHNSA. 3HAYEHNS KOPPEKTUPYIOLWMNX KO3 PMLMEHTOB NpuBeLeHbl B Tabauue 2.

Tabnuua 2

3Ha4yeHue KoppekTupytoLLero KoadgpuLeHTa B OTHOLWEHWNIN IOPUANYECKOr0 AnLa (MHANBUAYaNIbHOTO

npeanpuHMMaTens), BbINOJHALEro paboThl MO OLLEHKE COOTBETCTBUA B HaCTU MHCMEKTUPOBAHUS ------------
| KonnyecTso BMAO0B NpoLeayp, BbINOJHAEMbIX B|3HaveHne

Koa(hpumumneHTa K
X04€e NHCMEKTNPOBaHMS | | 0o516-10 2,24 11-20 2,6 21-30
3,12 31-40 3,76 41-50 4,02 51-75 5,06 76-100 5,52 bonee 100 7,56

KonnyecTBo BMAOB NPOLEAYp, BbINOJHAEMbIX B X04e UHCMEKTUPOBaHWA, NpeacTaBieHsbl B Tabauue 3.
Tabnuua 3

Mpouenypsl, BEINOJHAEMbIE B XO4E OKa3aHWs yCayr No MHCNEKTUPOBAHMWIO MPOU3BOAMTENEN
NeKapCTBEHHbIX CPeacTB (419 MeANLMHCKOro NpUMeHeHUs), MPon3BOACTBO KOTOPbIX
OCyLLEeCTBAAETCA 3a Npeaenamu Poccunckon depepaunm, Ha COOTBETCTBUE TpeboBaHNAM

npaBun Hagnexallen NPou3BOACTBEHHON NPAKTUKY B LLeNSX BblAA4YN 3aKHOHEHNI O

COOTBETCTBUW MPOVN3BOAMUTENSA JIEKAPCTBEHHbIX CPEACTB (418 MeAULNHCKOr0 MPUMEHEHNS)
TpeboBaHuam MpaBun Hagnexallen Npon3BOACTBEHHON NPAKTUKMN |
| | Mpouenypbl Bble34HOM 3KCAEePTU3bl (MHCNEKTUPOBaHKA) NPOVU3BOACTBEHHON
nnowaaku (3assutens) | |[1ekapCTBEHHbIX CPEACTB (4719 MEAULUHCKOrO MPUMEHEHNS), MPOM3BOACTBO
KOTOpPbIX OCYLLeCcTBAseTCs | | 3a npeaenamu Poccminckon depepauum, Ha cooTBeTCTBME TpeboBaHNAM
MpaBun Hagnexallen | | Npon3BOACTBEHHOW NPaKTUKMN. | |
-------------------- | | 1. OcHOBHbIe npouenypbl 3KCNepTu3bl (MHCNEKTUPOBaHNA) | |----|
| | 1 |BBOAHOE coBellaHue. | |----|
| | NHCcnekTupoBaHue Npovn3BOACTBEHHON MAOWALKN | |----|
| | 2 |NMpoBepKa cknaga Cbipbs, MaTepMasos U Ne4aTHOW NPOAYKLIMMW, FTOTOBOW
npoaykuunn. OueHKa| | |cucTemMbl NPUEMKU, XpaHEeHWs, OBMXXEHUS Cbipbs, MaTepuasos, nevyaTHoON
NPOAYKLUUN, FOTOBOM| | |NPOAYKLMN (NPYEMKa, KapaHTUHHOE XpaHeHWe, MapK1poBKa, OTMYCK B
NpPOn3BOACTBO AU B| | |peanmn3aunio). Cnctema otbopa npob (nomeLeHns, MHCTPYMeHTapuin ans otbopa
npob,| | [ucnonb3yemele npouenypsbl). | | |30HbI XxpaHeHUs 0TOPaKOBaHHbIX, 0TO3BaHHbIX, BO3BPALLEHHbIX
NPOAYKUUK, Cbipbs, MaTepnanos.| | |KapTupoBaHue 30H xpaHeHus. [poBepka AOKYMeHTaLMm OTAEeN0B
MaTepuanbHO-TEXHNYECKOro| | |CHabXeHuns, CKNaAaCcKoro X03anUCTBa U IOFUCTUKMA. | |----|
| | 3 |MpoBepKa y4acTKa CMCTEeMbl MOATOTOBKU TEXHONOM NYECKMX
rasos: obopynoBaHue, | | |hakTnyeckne napameTpbl paboThl CMCTEMbI, KBAIMPMKALNSA CUCTEMDI,
MOHUTOPWHI CUCTEMBI. | |---| | | 4 |NMpoBepka
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NPON3BOLCTBEHHOM0O Y4acTKa 3asB/EHHON K MHCMNEKTUPOBAHWNIO IEKAPCTBEHHOM | | |hopMbl
NEKapPCTBEHHOr0 CPeAcTBa (419 MeANLMHCKOro NpuMeHeHus). Cnuctema | | [KOHAMLMOHNPOBAHMSA 1
BO3JYXOMOAroTOBKM. MpoBEepKa 3TanoB TEXHOJIOMMYECKOr0 NpoLecca: | | [opraHm3aumns TEXHOI0rMYecKoro
npoLiecca, NOTOKOB NepcoHasa, MaTepuasbHbIX MOTOKOB. | | [KOHTpO/Ib U [OKYMEHTUPOBaHUeE B npoLecce
Npou3BOACTBA. | |---| | | 5 |NMpoBepka y4acTka
CMCTEM NOArOTOBKMW, XPaHEHMS 1 pacnpeneneHns Bo4bl O4ULEHHON U BOAbI| | | A8 NHBbEKLMIA:
obopynoBaHue, hakTu4eckume napameTpbl paboThl CUCTEMbI, KBanUmKaLms| | [cMcTemsl, cuctema

MOHUTOPUHra. | |----| | | 6 |MpoBepka oTAeNa
KOHTPONS KavyecTBa MpeanpnaTus: noMewleHns, 0bopyLoBaHNE, UHXXEHEPHbIE| | [CUCTEMBI, PEaKTUBbI,
CTaHOapTHbIE METOAUKMN aHanmn3a, paboyme XypHansl. | | |[TIpoBepka ycnoBUin Hagnexallero XxpaHeHus

KOHTPOJbHbIX N apXMBHbIX 06pa3uoB. | [----| ||
MpoBepka fOKYyMeHTauun npeanpuatus | |----| ||
7 |MpoBepka opraHu3aunoHHON CTPYKTYpbl MpeanpuaTtns. OTBETCTBEHHOCTb PYKOBOACTBA. | | |AHann3
dapMaLeBTNYECKON CUCTEMbI Ka4eCTBa CO CTOPOHbLI PYKOBOACTBA. Ko4eBow | | [nepcoHan (cooTBeTCTBUE
yCTaHOBEHHbIM TpeboBaHUAM). PyKOBOACTBO N0 KayecTBy. Cuctema | | [Bbigayu yNoaHOMOYEHHbIM JINLLOM
pa3speLleHnin Ha peann3aLnio CEPUNn roToBON NpoayKuuu. | | |OueHka 3ppeKTUBHOCTN CUCTEMbI Ka4yecTBa. |
[----| | | 8 |MpoBepka cMCTEMBI
LOKyMeHTupoBaHusA. OCHOBHas LOKYMeHTauna cMcTeMbl kavecTsa: | | [pa3paboTka, BHegpeHue,
pacnpocTpaHeHune, nepecMoTp. | |----| |19
|MpoBepka AOKYMeHTaLMW No NPOBeAEHNIO KBaMUKaLLMK U Banmaauum (0OCHOBHOW nnaH| | [Banngaumm,
MAaHbl, MPOTOKOJIbI, OTHETHI MO KBaAUGMKaLMm 1 Banmpauun). MNposepka cuctemsl| | |[kBanmdukaumum n
BasmMauum (KBanupukaLma TEXHONOr M4ecKoro obopyioBaHNs 1 "4ncTbiX", nau| | ["KoHTpoanpyembix"
NOMELLEHNI, BaNnaLumnsa TEXHONOrMYECKNX NPOLLECCOB, MPoLeayp OYNCTKK| | |nomMeLleHnin n 06opyLoBaHMA
1 np.). NpoBepka KOMNbIOTEPHbLIX cCUCTeM. Banmaauns cuctem.| | |Ksanugumkaumsa obopynosaHmsa. Cuctemsl
npefoTBpaLleHns HecaHKLMoHMpoBaHHoro goctyna. COMbI| | |no akcnayaTaumm n Tex. 0bcnyxumBaHuio
cuctembl. CucTeMbl pe3epBHOro konuposaHus. | | | | |---|
------------ | | 10 [MpoBepka TexHONOrn4ecKon 4OKYMeHTaLMmW (MPOMbILLIEHHbIE U/UN UHbIE PerfiaMeHThl,| |
|oencTBytowme Ha MpeanpuaTnn; NPOU3BOACTBEHHbIE PELLENTYpPbl, TEXHOOrMYEeCKNe UHCTPYKLNN, | |
[MHCTPYKLMKU N0 04NCTKE); BbINOSHEHUE TpeboBaHNN YTBEPXKAEHHON TEXHONOMMYECKON| | |[BOKyMeHTauum
npv NPOBeAEHNM OMNepaLnin/CTagmnin TEXHONOr MYEeCKOro npouecca. MepepaboTka u| | [noBTOpHas
TexHonorunyeckas obpaboTka npoagykuum. | |----|
| | 11 [MpoBepKa AOKYMEHTaLWUW YHaCTKOB UHXEHEPHbIX CMCTEM. KBaMUKaLNA NHXXEHEPHBIX CUCTEM. | |---
| | | 12 |lMpoBepka LOKYMeHTauum no
KBannpuKaLmsa CMCTeMbl BOLONOAMOTOBKM. | |----|
--| | 13 [MpoBepka cuCTEMbI YTBEPXKAEHNA NPOU3BOAMTENEN (MOCTABLLNKOB) Cbipba U MaTepunanos, u | |

|paboTbl C HAMMN. | |----] | | 14 |NMposepka
CaHWUTaPHO-TUrMEHNYECKOW NPOrpaMmbl NPeanpuaTUS ee BbiNoAHeHUS. | | [MOHUTOPKHT "YucTbix"
nomeLeHunn. | |----| | | 15 |[MpoBepka nporpammbl
"pest" KOHTPOJIb 1 ee BbINoJHEeHUE. | |---| || 16
|MpoBepka AOKYMEHTaLMM NO KOHTPOJIIO KavecTBa B nabopaTtopuax: | | |- AOKYMeHTaumsa no
aHANNTUYECKUM MeTOAMKaM, UCMONb3yeMbIM N1 KOHTPOIS KavecTBa, | | |- BHyTpu3aBoACKMe
cneundukauuuy, | | |- npoTokonsl aHanm3os, | | |- paboymne xypHansl, | | |- BOKYMeHTaUuUs NO KOHTPOSIO
Cbipbs, MaTEPUANOB, MONYNPOLYKTOB, FOTOBOW NPoAyKUMY, | | |- perucTpaumsa pesynbTaToB UCMbITaHui, | |
|- KOHTPONb CaHNTApPHOIO COCTOAHWSA NPOU3BOACTBA (MUKPOBUONOrNYECKNI MOHUTOPUHN), | | |-
pernctpaumns paboTel KOHTPONLHO-U3MepPUTENLHOro 06opyaoBaHns, | | |- KBanndukaumns, NoBepka
nabopaTopHoro obopynosaHua. | |---| || 17

|[MpoBepka cuctembl YnpasneHme puckamu ons Kkadectsa. | |----|
---------------------- | | 18 |MpoBepka Banngauuy aHaaUTUYECKUX METOLMK, B T. 4. METOAMK, UCMONb3YEMbIX AN
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KOHTpOJISl| | |[ka4ecTBa o4mcTkM 060pyA0BaHNA 1 NOMeLLeHUA nabopaTopuin KOHTPOS KayecTsa. | |----|-------
| | 19 |[MpoBepka pe3ynbTaToOB NPOLAOIKAIOLLErOCS
n3yyveHnsa ctabunbHoOCTW. | |----| | | 20 [MpoBepka
CUCTEMbI YIPaBEHUS OTKJIOHEHUAMU U YNIPaBAEHUS U3MEHEHUAMUN. | |----|
| | 21 |Docbe cepuin roToBON NpoAyKumu. Mposepka [ocbe Ha cepuio Ha
3a5BJIEHHOE K | | [MHCNeKTMpPOBaHMIO IeKapCTBEHHOW CPeacTBo. | |---|
| | 22 |KBanudukaumoHHble TpeboBaHMA K nepcoHany n ux cobnogeHve. NMposepka
cuctemsl | | |[nogrotoskm n obyyeHns nepcorHana. MpoBepka rurneHnyeckmnx TpebosaHnin K nepcoHany, | | |8
T.4. K TEXHONOrMYECKON OfEXAe, ee CMEHE; nNpoueaypsbl nepeogesanus. | |-
| | 23 |MpoBepka paboTbl ¢ peknamaumamu, xanobamu, npetTeH3unamu,
HeCOOTBETCTBMAMNY, | | [oTKNOHeHMAMK. CucTemMa 0T3biBa NPOAYKLUMN. | |----|
| | 24 |NMpoBepKa CUCTEMbI KOPPEKTUPYIOLLUX U NpeaynpexxaatoLmx LeNCTBUN. |
[----| | | 25 |AyTcopcuHr (paboTbl, Npon3BoANMbIE
Mo KOHTPaKTY (40roBopy)) B paMkax Npon3BOACTBa,| | |aHann3a (KOHTPOSA KayecTBa) MPOSYKLMN 1
OKasaHwua ycnyr. MpoBepka cucTeMbl yTeepaeHus| | [ucnonHutens pabot. CornaweHume no KavecTsy. | |----
| | | 26 |MpoBepKa cuCTEMbI CAaMOUHCNEKLNN.
Knaccndukaumsa 3amedaHui. | |----| | | 27
|MpoBepKa AOKYMEHTALMM UHXEHEPHON CY>XObl MPeanpuATS: NIaHOBO-NpeaynpeanTenbHble | |
|[meponpusTus (rpaduku, XypHasbl). | |---| | | 28
|3aknouuTenbHasa BCTpeya-coseLlaHme. | |---| ||
2. lonosiHUTENbHbIE NPOLEAYPbl MHCMIEKTUPOBAHNSA, XapaKTepHbIe AN LaHHOro Buaa | |
NpoAYKLMN/MPON3BOACTBA. | |- |1
|Mpon3BOACTBO, XpaHEHNEe U peann3aumnsa hapMaleBTUYeCKMX cybcTaHumm. | |---|
| | 2 |®apmaLeBTHyeckme cybcTaHLmMm, Nony4YaeMble METOAAMU
XUMUNYECKOro cuHTe3a. | | |OcHoBHble nosnoxeHns. CUCTeMbI yripaBieHUs KavyecTsa. epcoHan
(cornacoBaHHas CTPYKTYpa,| | |BOKHOCTHbLIE MHCTPYKLMW, KBaNUGUKaLMS, rurneHa, KoHCynbTaHThbI).
3paHuna n NomelteHns.| | [MHXeHepHble cucTembl. CTOKU 1 0TXOAbI. TexHOorn4eckoe obopyioBaHue.
TexHonornyeckun| | |[npouecc. Ctepuamsaums (Npu NpoM3BOACTBE CTEPUIIbHBIX (hapMaLleBTUYEeCKNX
cybcTaHuumi).| | [YnakoBka n MapkmupoBKa. CuCTeMa XxpaHeHuUs 1 peanu3aunn. JokymeHTaums
(Cneundumkauun,| | |PernamenHTbl, MHCTPYKLWK, 3anucK). Banmgauna n keanmpukaumsa, KOHTpob
Ka4yecTBa,| | |[KoHTponb n3meHeHuin, OTKAOHEHUS. NOBTOPHbIE NCAbITaHMA. MNpeTeH3nn OT3bIB NpOAYKUUN.| |
|CamonHcnekumin. locke Ha cepumn, O630p KayecTBa npoaykTa. PaboTa no KOHTPaKTY. | |----|------------=mn-mmm---
| | 3 |®apmaueBTYeckme cybcTaHLmMmn, Nony4aeMble METOAAMM
BroTEeXHONIOrNYeCKoro cCuHTe3a. | | |[PapmaueBTnieckne cybcTaHumnm, nosyyaemble NyTem
KY/NbTUBUPOBaHMA KNeTOK unu | | |(hepmeHTauuen. "Knaccnyveckas gpepmentaumsa”. | | |CoszpaHue n
noffepxaHue baHka KneTok (rnasHoro n paboyero). BeoeHune nokymeHTauun. | |
|KynbTuBMpoBaHue/hepMeHTauuns, BegeHne JoKyMeHTauuu. | |---|
| | 4 |®apmaueBTMyeckme cybcTaHLMmM, NONyYaeMble METOAAMU BblAENEHNS U3
XUMUNYECKOr O ChIpbA. | |----| |15
|PapmaueBTUYECKME CYBCTaHUUN, NONyYaeMble METOAOM BbIAENEHNS U3 UCTOYHUKOB | | |[paCTUTENbHOMO
NPONCXOXAeHUs. | | [Pe3ka 1 cyllKa pacTeHui, Bogopocsiei, rpnbos, IMWLANHNKOB U 3KCCYAaTOB
(Bblgenenni). | | |OTKUM pacTeHuin n neperoHka. i3menbyeHne, 06paboTka 3KCCyAaToOB, IKCTPaKLUMA 13 | |
|pacTeHni, hpakLMOHNPOBaHME, 04MNCTKA, KOHLEHTPMPOBaHUE UK (hepMeHTauuns | | [pacTUuTenbHbIX

cybcTaHumi. | || | | 6 |PapmaueBTMYeCKme
cybcTaHumm, Nosly4yaeMble METOLOM BblAENEHUS U3 NCTOYHMKOB | | |BroN0rnyeckoro, >nBoTHOrO
npoucxoxgeHus. | |---| | | 7 |Buonormnyeckume

thapmaueBTmnyeckne cybctaHumm, | | [MomelleHus n obopynoBaHue. TexHonornyeckuii npouecc. OueHka
pUCKOB. [loKyMeHTaNnbHas| | [npocnexxmnsaemMocTb onepauunii. MeponpuaTus no KOHTPOJIIO U
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npeAoTBPaLLeHNO KOHTaMUHauuw. | | |ObecneyeHmne CTepUAbHOCTU NPOAYKLMK. KOHTPO/Ib Ka4yecTBa.

lMpouecchl xpaHeHns 1| | |KprokoHcepsBauum. | |----|
----| | 8 |[Mpon3BOACTBO, XpPaHEHNE N peann3aLna CTePUbHbIX EKAPCTBEHHbIX NpenapaTos. | | [OCHOBHbIe
nosioxxeHus. Cuctembl ynpasneHns kavyectsa. lMepcoHan (kBanudukaumus, rurneHa).| | |3aaHmns un
MomeleHns. NHXeHepHble cucTeMbl. Bbibop 1 MoAroToBKa MowLWuUX/ae3nHpuumnpyowmnx| | |cpeacTs.
TexHonornyeckoe obopyaosaHue. TexHonormyeckmin npouecc. Crepunnsauuns.| | |Acentrnyeckoe
npou3BoACTBO. CTepunnsytolas gpuasTpaumsa, NOArOTOBKA M UChbITaHus| | |[punbsTpos. Banugauns
npouecca MMMUTaL MM acenTU4eckoro HanosHeHns. YnakoBka 1| | [MapkmpoBka. CucTeMa XpaHeHus 1
peanmsaunn. JokymeHTaumsa (Cneundmkaumm, PernamMenTsl,| | [MHCTPYKLMKM, 3anucn). Banmpauus un
KBanumukaLums, KoHTposb Kayectsa, KOHTponb| | |[u3MeHeHnin, OTKIOHEHUS. TTOBTOPHbIE NCMbITaHNS.
MpeTeH3mun. OT3bIB NpoayKumMn.| | |[CamonHcnekumin. locbe Ha cepumn, O630p KavecTBa npoaykTa. PaboTa

N0 KOHTPaKTY. | |---| | | 9 |MponssoacTBO
npenapaToB UMMYHOBMONOrNYECKNX MEAULIMHCKIX (annepreHsbl, annepronasl, | | [aHaTOKCUHBI, BaKLMHBI,
ramMmarnobynvHbl, UMMYHOT 106y NHBLI, UMMYHOMOLYNATOPSI, | | [MOHOK/IOHANIbHbIE @HTUTENA, CbIBOPOTKMN,

TOKCWHbI, LUTOKUHBI). | | |CucTemMa noceBHOM KynbTypbl M BaHKa KneTok. Banngaumsa npoLeccoB O4UCTKM. |
[----] | | 10 |Mpon3BoAcTBO NpenapaToB KPOBM
(nonyvyaemble METOAOM reHEeTUYECKON MHXEHepUW, npenapaTsl| | |[KpoBU, NoyvaeMble N3 KPOBU YESI0BEKA).
| | [YnpaBneHue ka4ecTBOM. MPOCNEXNBAEMOCTb 1 MEPOMNPUATUSA, MPOBOAMMbIE NOC/E B3ATUA | | |KpoBM.
VcxonHble maTepransl. OueHKa U Bblfadva paspeLleHns Ha BbINYCK Mia3Mbl ANd | | [ppakunoHupoBaHus,
MCrnosb3yemMon Kak ncxogHoe coipbe. ObpaboTka nnasmel Ana | | [ppakunoHmposaHus. KOHTPObL KavyecTsa
MPOME)XYTOYHbIX MPOAYKTOB 1 KOHEYHOr0 NPoAyKTa. | | |BblfAadva pa3peLlleHns Ha BbIMYCK MPOMEXYTOYHOM
1 FOTOBOMW NPOAYKLMKN. XpaHeHWe obpa3LoB | | [nyfioB nna3mel. MeponpuaTus no yaaneHuio/MHakTusaLunm

0TX0L0B. | |- | | 11 |MponssoacTeo
npenapaTos, COAepPXKallX CUIbHOLENCTBYOWME BelwecTsa. | | |OpraHn3aumns cucTembl y4eTa, XpaHeHus,
YHUYTOXEHUS. | |----| | | 12 [Mpon3BOACTBO

npenapaToB, COAEPKALLMNX BbICOKOTOKCMYHbIE BelecTBa (aHTbnoTnku | | |6eTanakTamHoro psaa,
FOPMOHbI, LMTOCTATUKK). | | [[ToMeleHuns. MHxXeHepHble cncteMbl. ObopynosaHue. Banupaums npouecca
o4MCTKW. MeponpuaTua| | Mo yaaneHuo/MHakTMBaLm oTXo0B. | |----|
| | 13 |Mpon3BOACTBO NpenapaToB, NOy4YaeMbiX U3 XUBOTHOIO Cbipba (MHCYAUHBI,
opraHonpenapartshl).| | |[lomewweHns. NHxeHepHble cncTemsl. ObopyaoBaHue. Bannaaums npowuecca
o4ncTKW. OueHkal| | |PrckoB. MpocnexxnBaemocCTb Lienmn NoCTaBoOK UCXOAHbLIX MaTepunanos. MOHUTOPUHI
onacHbIX Ans| | [4enoBeka bonesHen XMBOTHLIX (BETEpMHAPHOE 0CBUAETENbCTBOBAHME).
ConpoBoguTenbHas| | |LOKyMeHTauus, nonyyaemMas oT MeCT NPOM3BOACTBA UCXOLHOMO Chipbs

(ckoTOBONHW).| | [MeponpuaTHA MO yAaneHno/MHakTUBaLMU OTXOL0B. | |----|
| | 14 |Mpon3soacTBo NpenapaThl paguodapmalesTuyeckue. | | [NMomeweHns.
WHXeHepHble cucTeMbl. TeXHOIOMrMYeCcKuniA npouecc (CTaguu, onucaHns). Mepcoran| | |(cneunanbHble
TpeboBaHua). Banngauus n kBanudukaums, ynpasneHme puckamu. OpraHmsaums| | |npowecca Bbinycka B
obpalleHmne. Boigavya pa3peLleHns Ha Bbinyck. | |----|
------ | | 15 |Mpon3BOACTBO NpenapaTos, MNoJyYyaeMblX U3 JIeKapCTBEHHOIr0 PaCTUTENbHOMO ChIpbS. | |
|Cneumndukaunn Ha ncxofHoe coipbe. JoKyMeHTauus, NoATBepKAatoLwas KayecTBo UCXOLHOrO| | |cbipbS. |
[----| | | 16 |Mpon3BOACTBO NpenapaTos, He
TpebyLnx cneumanbHOro BblAeeHNS B OTAENbHOE| | [NpOM3BOACTBO, C YKa3aHNEM KOHKPETHOM
NeKapCTBEHHOW (hopMbl (23p030Sib, refib, rybka,| | [Kanau, KOHLEHTpaT XUAKUIA, KPEM, TMHUMEHT,
NMOUAN3NPOBaHHbIE MPOAYKTHI, Ma3b, NacTa,| | [nNeHKa, NOPOLLOK, pacTBOPUTENb, PACTBOP A4S AMaNn3a,
pacTBOp AA9 UHBEKLUIA, pacTBop| | | A5 MHDY3NIA, pacTBOP 419 HAPY>XHOMO MPUMEHEHNs, CyCneH3ns,
amynbcus). | |- | | 17 [Mpon3BOACTBO,
XpaHeHune 1 peann3aumns HeCTEPUSIbHbLIX JIeKapCTBEHHbLIX NPenapaTos | | |[yKa3aHuem rpynnebl
NeKapCTBeHHbIX NpenapaTos. | | [OCHOBHbIe NonoxeHus. CucTeMbl yripaBfieHns KavecTsa. MepcoHan
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(kBanundukauwms, ruruenHa).| | |3aanus n NomeweHus. NHxeHepHble cuctemel. Boibop 1 nogroTtoska

Moo mx/oes3nHgpuumpyowmx| | |[cpeacts. TexHonornyeckoe obopynosaHue. TeXHONOMrMYeCKNin NpoLecc.
YnakoBKa M| | [MapkmpoBKa. CnuctemMa xpaHeHus u peanusaunn. JokymeHTaumsa (Cneuundurkaumm,
PernameHTsl,| | [MHCTpyKUUK, 3anucu). Banmfauma n keanmdukaumsa, KOHTposib KavyecTsa, KOHTponb| |
[n3mMeHeHu, OTKNOHEHWS. TToBTOPHbIE UCMbITaHUSA. MpeTeH3un. OT3bIB NpoAyKUmMK.| | [CaMonHCNeKLNIA.
Jlocbe Ha cepun, 0630p KavecTBa npoaykTa. PaboTa no KOHTpaKTy. | |----|
| | 18 |Mpon3BOACTBO NpenapaToB UMMYHOBMONOrMYECKUX MELULIMHCKIUX
(6bakTepurocharu, BakUWHbI,| | [MMMYHOr 106y IMHOBLIE KOMMJIEKCHbIE NpenapaTbl, NpobuoTukn). | |----|----------
| | 19 |Mpon3BOACTBO BUONOrNYECKMX NEKAPCTBEHHbIX
npenapaTtos. | |---| | | 20 |Mpon3BOACTBO
romeonaTunyeckmx npenapaTos. | |----| | |21
|Mpon3BOACTBO ra30B MEQULMNHCKIX. | |----| |

9. K KOCBEHHbIM pacxojaM YrnoJHOMOYEHHOr0 YYpeXAeHNS, KOTOPble HEBO3MOXXHO OTHECTU HanNpPsaMYyto K
3aTpaTaM, HEMOCPEeACTBEHHO CBS3aHHbIM C MPOBEAEHNEM MHCNEKTUPOBAHNSA NPOU3BOANTENEN
JIeKapCTBEHHbIX CPEACTB (419 MEeANLUHCKOr0 MPMMEHeHNS), MPON3BOACTBO KOTOPbIX OCYLLECTBAAETCA 3a
npenenamu Poccuinckon ®epepaumnm, Ha cooTBeTcTBMe TpeboBaHusaM Mpasunam, (Kkp) oTHocsaTCS:

- 3aTpaTbl Ha orJiaTy TpyAa aAMUHUCTPATUBHO-YNPaBIEHYeCKOro 1 BCNOMOraTeslbHOro nepcoHana,
BKJIIOYAS HAYNCSIEHNA Ha 3apaboTHyto nnaTy;

- 06L1EeX034NCTBEHHbIE 3aTPaThl, BKAOYAlOLLME 3aTpaThl HA KOMMYHaslbHblE YCAYTW, 3aTpaThl HA YCAyru
CBSA3W, TPAHCMOPTHbIE YCAyrk, ycayri 6aHKOB, 3aTpaTbl Ha NpruobpeTeHne MaTepuasibHbIX 3anacos,
aMopTU3aumns 34aHNNA, COOPYXKEHUIN U APYTNX OCHOBHLIX (DOHA0B, 3aTpaThl Ha yCAyru B 061acTu
NH(OPMALMOHHBIX TEXHOOMMIA, 3aTpaThl HA TEKYLLWUA PEMOHT MO BUAAM OCHOBHbIX POHO0B;

- 3aTpaTbl Ha ynaaTy HaloroB (KpOMe Hanoros Ha MOHZA ONNaThl TpyLa) U UHblE 06A3aTeNbHbIE MAATEXMN;
- Npo4ure pacxonbl.

KoathhmuneHT KOCBEHHbIX PacX040B, OTHOCUMbIX Ha CTOMMOCTb YC/yrK, onpeaenseTcs nponopLmnoHanbHoO
(copa3mepHo0) 3aTpaTaM Ha onnaTy TpyZLa paboTHMKOB, HEMOCPEACTBEHHO YHaCTBYIOLLMX B NpoLecce
OKa3aHuWa yCayru, N pacCHMTbIBAeTCSH Ha OCHOBAHUM OTHETHbIX AAHHbIX 3a NPeALlecTBYOWMIA nepnos no
hopmyne:

Kkp = ((3MNayn + 3ox + 3am) / 3Md) x 100, rae:

KKp - KO3(PDULNEHT KOCBEHHbIX PACX0L0B OpraHn3aLmm, KOTOPble HEBO3MOXHO OTHECTU HanpsaMyto K
3aTpaTtaM, HenocpeACTBEHHO CBA3AHHbLIM C OKa3aHueM ycnyru;

3Mayn - hakTMYeckue 3aTpaTbl Ha oNaTy TPyAa M HAYMCNEHNS Ha BbiNaaThl MO onjaTe Tpyaa
aAMUHWCTPATUBHO-YMNPaBAEHYECKOro N BCMNOMOraTeIbHOro NepcoHaia, obecneynBaloLLero okasaHnem
yCnyru, 3a npejLwecTByownin nepunog, pyb.;

30X - (hakTMyeckne obLLEXO3ANCTBEHHbIE 3aTpaThl, HE0OX0AMMbIE ANS OKa3aHWA YCyru, 3aTpaThl Ha
ynnaTy HaloroB 1 UHble oba3aTeNbHbIe NAATEXMN 3a NPeALIecTBYOWNA nepunoa, pyb.;

3aM - cyMMa aMopTu3aumny nMyLLecTBa, HEMOCPeACTBEHHO NCMOb3YeMOro A5 OKa3aHusa yCnyru,
onpenenseTca ncxoaa ns 6anaHcoBom CToMMoOCTy 060pyaoBaHUSA U rOLOBOM HOPMbI amMopTu3aLmm, pyb.;
3Md - cymMMapHbIn hoHA onnaThl TPyAa 3a NpeaLlecTByOWNiA nepnos paboTHNKOB, 3aHATLIX OKa3aHMEM
ycnyru, pyo.

10. KoMaHAMPOBOYHbIE pacxobl, HEMOCPeACTBEHHO CBA3aHHbIE C OKa3aHWeM yCJlyriu, onpenensaoTcs no
opmyne:

Ckp = Pnpoe3g + Prnipox + PcyT + Pnpou, rae:

Prnpoesn - pacxofbl Ha Npoe3a 04HOro creumnanncTa ynoaHOMOYEHHOM0 YYpeXXAeHNS 419 OKa3aHUs ycayru
1 obpaTHO B CpefiHEM MO CTpaHe, pyb.;

Pripox - pacxofbl Ha NPoOXXrBaHWe 0LHOr0 CrneumnasncTa yrnoJHOMOYEHHOI 0 Y4PpeXXAeHNs BO BpeMS
oKa3saHusa ycayru, pyb6.;

PcyT - pacxofbl Ha BbIMJATy CYyTOYHbLIX OAHOMY CNEeunannucTy YrnoJHOMOYEHHOI O Y4peXxAeHUs Ha BpeMs
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OKa3aHusa ycnayru, pyb.;

Pripoy - o6wmin o6bem 3aTpaT Ha BpPOHUPOBaHME aBna u X/4 BUneTos, rOCTUHWL, CTPaxXoBble B3HOCHI B
npeabigywem nHaHCoOBOM rogy, pyb.

3aTpaTbl Ha NPOe3A 0LHOM0 UHCMEKTOPa A1 0Ka3aHus ycayr u obpaTHo (Pnipoe3a) ycTaHaBAMBalOTCA B
pa3Mepe PakTUYECKMX PaCX0L0B, NOATBEPKAEHHbIX NPOE3AHbIMU LOKYMEHTaMU, HO He Bbille CTOMMOCTHU
npoesga:

»KENe3HOL0POXKHbLIM TPAHCMOPTOM - B KYNenHOM BaroHe CKOPOro NacCa)npCKoro noesaa;

BOAHbIM TPAHCMOPTOM - B KatoTe V rpynnbl MOPCKOr0O CyAHa PerysapHbIX TPAHCNOPTHbIX JIMHWUIA U INHWIA C
KOMMJIEKCHBIM 06CYXMBaHMEM MAacCa)kKMpPOoB, B KatoTe || KaTeropun peyHoro cyaHa BCEX JINHUIA
coobueHuns, B KatoTe | kKaTeropuu CygHa NapoMHON nepenpasbl;

BO34YLUHbIM TPAHCMOPTOM - B CaJIOHE 3KOHOMMNYECKOro KJlacca;

aBTOMOBWALHBLIM TPAHCMOPTOM - B aBTOTPAHCNOPTHOM CpelcTBe 06Lero nonb3oBaHMs (Kpome Takcu);
npv OTCYTCTBMMN NPOE3AHbIX 4OKYMEHTOB, MOATBEPXKAAIOLLMX NPOM3BELAEHHbIE PAaCX0bl, B pa3Mepe
MWHWUMAJIbHOW CTOMMOCTHY Npoe3aa:

)KEeIe3HO4OPOXXHbIM TPAHCMOPTOM - B M1aLLKapTHOM BaroHe nacca)mMpcKoro noesaa;

BOAHbLIM TPAHCMOPTOM - B KatoTe X rpynmnbl MOPCKOro CyAHa PerynsipHblX TPAHCMOPTHBLIX MHWUIA U IMHUIA C
KOMMJIEKCHbIM 06CyXMBaHMEM MacCa)KmMpoB, B KatoTe |l KaTeropmm pe4yHoro cyHa BCex IMHUN
coobueHns;

aBTOMOBMALHBLIM TPAHCMOPTOM - B aBTobyCe obLiero Tmna.

Pacxofbl Ha NPOXXMBaHME OQHOIO MHCMEKTOPa BO BPEMS OKasaHma ycnyru (Pnpox) (kpome cnydas, Korga
HanpaB/ieHHOMY B KOMaHANPOBKY MHCMEKTOPY NpeaocTaBnseTcs becnnaTHoe NnoMeLLeHne)
yCTaHaBAMBAIOTCA B pa3Mepe PakTU4eCKUX PacxofoB, MOATBEPKAEHHbLIX COOTBETCTBYOLL UMY
LOKYMEHTaMu, Npu 3TOM KaTeropmsa roCTUHULbI He JO0JIXKHA NpeBbllaTb ypoBeHb 3%,

Pacxofbl Ha BbINAATY CYyTOYHbIX OQHOMY MHCNEKTOPY (PCyT) yCTaHaBAMBAKOTCA 3aKOHOAATEIbCTBOM
Poccuinckon depepaunm:

Ha TeppuTopumn Poccuinckon ®enepaumm - B pasmepe He 6onee 700 pybnew, a 3a npegenamMy Tepputopun
Poccuinckon ®egepaumm - He 6onee 2500 pybnen 3a Kaxxablh AeHb HAXOXXAEHWNS B KOMaHAMPOBKe Ha
OCHOBaHWM NMyHKTa 3 cTaTby 217 YyacTu BTOpON Hanoroeoro kogekca Poccuiickon Penepaunn (CobpaHune
3aKoHogaTenbcTBa Poccuinckon ®epepaumm, 2000, N 32, cT. 3340; 2015, N 48, cT. 6694).

Mpo4me 3aTpaTbl MO KOMAaHANPOBKE BKJIOYAIOT CTPAXOBOW B3HOC Ha 06s3aTeNlbHOe NIMYHOE CTPaxoBaHme
naccaXxnpoB Ha TPaHCMOPTe, onfaTy YCAyr No 0hOPMAEHMNIO NPOE3AHbLIX JOKYMEHTOB, pacXolbl 3a
noJib30BaHWe B Noesfax NoCTesbHbIMU NPUHALAIEXHOCTAMN, 6POHNPOBAHNE FOCTMHMLL.

3aTpaThl, CBSA3aHHbIE C KOMaHAMPOBKaMU 3a npegenamun Poccunckon degepaumm, onpenensoTcs
yCTaHOBMEHHbIMU NpefeibHbIMA HOPMaMu BO3MELLEHNS PacX0A40B COrnacHO HOPMaTUBHbLIM aKTaM Mo:

- HaMy XXWJI0r0 NOMELLLEHNS B UHOCTPAHHOWN BasloTe - Npuka3 MnHncTepcTea UHaHCOB Poccuinckom
®epepaumm ot 02 aBrycta 2004 r. N 64H "O6 yTBepXAeHUW NpefenbHbIX HOPM BO3MELLLEHUS PaCX0A40B Mo
HanMy XKMWI0ro NOMELLLEHUS B MHOCTPAHHOM BanloTe Npu CyXebHbIX KOMaHANPOBKaX Ha TEPPUTOPUN
MHOCTPaHHbIX FOCYAapCTB paboTHMKOB, 3aKIOYMBLUNX TPYLO0BOW AOr0BOP 0 paboTe B hefepanbHbiX
roCyAapCTBEHHbIX OpraHax, paboTHMKOB roCyaapCTBEHHbIX BHEBOAXXeTHbIX (hoHA0B Poccminckon
®epnepaummn, GefepanbcHbIX rOCYAAPCTBEHHbIX yYpexaeHnn" (3apernctpuposaH B MuHiocTe Poccum
17.08.2004, pernctpauoHHbIn HoMep 5981) B pefakLMn N3MeHEeHU, BHECEHHbIX MpMKa3amu
MwuHuncTepcTBa hmnHaHcoB Poccninckon Pegepaunm ot 12 nonsg 2006 r. N 92H (3apernctpmpoBaH B
MwuHtocTe Poccun 13.07.2007, permctpaumoHHbin Homep 8040), 09 nekabps 2008 r. N 139H
(3apeructpmpoBaH B MuHiocTe Poccnn 16.01.2009, peructpaumnoHHbsin Homep 13091), ot 10 anpens 2015 r.
N 63H (3apeructpmposaH B MuHtocTe Poccun 10.04.2015, pernctpaunoHHbin Homep 36839);

- 0 pa3Mepe 1 nopsiaKe BbiMiaTbl CYTOYHbLIX B UHOCTPAHHOW BasloTe - MOCTaHOBAeHWe [paBUTeNbLCTBa
poccuiickon Penepaunn oT 26 aekabps 2005 r. N 812 "O pa3mepe 1 nopsake BbinaaThl CYTOYHbIX B
WMHOCTPaHHOW BanloTe N HafbaBOK K CYyTOYHbIM B MUHOCTPAHHOW BaslloTe Mpu Cy>XebHbIX KOMaHAMPOBKaX Ha
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TEpPPUTOPUN MHOCTPaHHBIX FOCYAapcTB paboTHMKOB, 3aK/O4MBLLMX TPYL0BOA AOroBop o paboTe B
thefepanbHbIX FOCYAAPCTBEHHbIX OpraHax, paboTHNKOB rOCy4apCTBEHHbLIX BHEOIOAXXETHbLIX (hOHA0B
Poccuinckon ®epepaumm, henepanbHbiX FOCYAapCTBEHHbIX yypexaeHmn" (CobpaHue 3akoHo4aTeNbCTBA
Poccuinckon degepaunn 2006, N 2, cT. 187; 2008, N 14, cT. 1413; 2009, N 1, cT. 147; 2014, N 50, cT. 7095;
2015, N 3, cT. 590; 2015, N 33, cT. 4842).

11. MaTepunasibHble 3aTpaThl, HEMNOCPEACTBEHHO BO3HMKAIOLWME B MpoOLLecce oKaszaHus ycayru (Cwm),
onpeaensaTCca NCxona n3 paktmyeckmx 0bbLeMos NoTpebneHnsa MaTepuaibHbIX 3aNacoB B CTOUMOCTHOM
BblpaXXeHnn rno gopmyne:

Cm = Pm x Um, rpe:

PM - pacxon MaTepuanbHOro pecypca, MCnoJib3yeMoro B MpoLecce oka3aHus yCyru, B HaTypasibHbIX
efnHMLAX 3MepeHuns;

LM - LeHa 3a eAnMHULY MaTepuanabHOr0 pecypca, MCNoJib3yeMoro B NpoLecce okasaHus ycnyru, pyb.;

Cm - npefcTaBnsioT cobolt MaTepumasibHble 3aTpaThl, HEMOCPEACTBEHHO BO3HUKAOLME B NpoLecce
OKa3aHus ycnyru.

12. MepecMoTp pa3Mepa NiaThl 38 OKa3aHWe yC/yru ocyLLecTBAseTCa O4UH pa3 B rof ¢ 1 anpens Tekywero
(OMHAHCOBOro roja, C y4eTOM YCTaHOBJIEHHOrO (hefepasibHbIM 3aKOHOM O befiepasibHOM BloaXeTe Ha
COOTBETCTBYIOLLMA (DMHAHCOBLIN FOJ MPOrHO3HOMO YPOBHA UH( ALK, @ TakXXe B Cly4ae U3MEeHEeHNs
HOpMaTMBHOMN 6a3bl.

YTBEPXXIEH

npukasomMm MuHnpomTopra Poccum

oT 11 aHBaps 2016 r. N 9

MpenenbHbI pa3Mep NnaThl 32 OKasaHue ycayru rno

WNHCMEKTNPOBAHMIO MPON3BOAMTENEN SIeKapCTBEHHbIX CPEACTB (415

MeLMLMHCKOr0 NPUMEHEeHUS), MPON3BOACTBO KOTOPbIX

ocyLlecTBaseTca 3a npegenamn Poccuinckon depgepaumm, Ha

COOTBETCTBUE TpeboBaHMAM NpaBu Hagnexallewn

NPOU3BOLACTBEHHOW MNPAKTUKN B LIeNSX BblAa4uu 3aKJII04EHNI 0

COOTBETCTBUM MPON3BOAMNTENS NIEKAPCTBEHHBIX (AN4

MeLMLIMHCKOro NpuMeHeHuns) TpeboBaHNaM NpaBua Hagnexallen

NPON3BOLACTBEHHOW MPAKTUKM | | | | | MpepenbHbIA pa3smep |
CyMMa KOMaHAUPOBOYHbIX | [pefenbHbI pa3Mep | | nnaThl 3a OKa3aHWe |pacxonoB, HENOCPEACTBEHHO|
niaThl 3a OKasaHue | | ycnyru, 6e3 yyeTa | CBA3aHHbIX C OKa3aHWeM | ycayru, € y4eTom | |
KOMaHAMPOBOYHbIX | ycnyru, pyb., ¢ HAC 18% | KoMaHAMPOBOYHbIX | | pacxofos, pyb., | | pacxonos, pyb., | |
cHOC18% | | c HAC 18% | | | | || 1708 345,12 | 1173 510,002
881 855,12 | | | | |

Mpumep pacyeTa NpefeNibHOro pasmMepa naaThl 3a OKasaHue yCayrn No MHCMEKTUPOBAHMIO
nNpou3BoAUTENeN NEKAPCTBEHHbIX CPEACTB (819 MeANLIMHCKOrO NPYMEHeHUs), MPON3BOACTBO KOTOPbIX
OCyLLeCcTBAAETCA 3a Npeaenamu Poccunckon depepaumm, Ha COOTBETCTBME TpeboBaHMAM npaBun
HaZfiexxallen NPoM3BOACTBEHHON NPaKTUKM B LieNsX BblAayu 3aKJIl04eHNIA 0 COOTBETCTBMU NPOU3BOANTENS
NEKAPCTBEHHbIX CPEACTB (A5 MeANLMHCKOro NpUMeHeHns) TpeboBaHUAM NpaBua HaaflexXallen
NPOU3BOLACTBEHHON NPAKTUKN MPpUBELEH B MPUIOXKEHUN.

MNpunoxeHune

K MpenenbHOMY pa3mepy njaTthbl 3a OKa3aHue
YCYTrn N0 MHCMEKTUPOBAHMIO NPOU3BOAUTENEN
NeKapCTBEHHbIX CPeAcTB (4159 MeANLMHCKOro
NPUMeHeHNS), NPOMN3BOACTBO KOTOPbIX
OCyLLleCcTBAAETCA 3a nNpefenamu
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Poccuinckon depepaunu,

Ha cooTBeTCTBME TpeboBaHUAM NpaBu

Hagfexallen Npon3BOACTBEHHON NPAKTUKK

B LeNdax Bblaa4un 3aKJII04EeHNN

0 COOTBETCTBMM NPOU3BOANTENS

JIeKapCTBEHHbIX CPEACTB (418 MegULMHCKOro

npuMeHeHus) TpeboBaHMAM NpaBu

HagJieXallen Npon3BoACTBEHHON MPAKTUKM

PacyeT npeaenbHOro pasMepa nfaTbl 3@ OKasaHue yCayru no

WNHCMEKTMPOBAHMIO MPON3BOAUTENEN JIEKAPCTBEHHbLIX CPeACTB (4n4

MegMLUNHCKOro NpMMEHeHns), NpoM3BoACTBO KOTOPbIX

ocyllecTBaseTcs 3a npegenamu Poccninckon degepauun, Ha

COOTBETCTBUE TPeboBaHNAM NPaBUA HaaNeXalllen

NPOV3BOLACTBEHHOW MNPAKTUKMN B LIESIAX BblAa4vn 3aKH0O4EHNA O

COOTBETCTBUN NPOM3BOANTENSA IEKAPCTBEHHbLIX CPeAcCTB (a4

MeOULMNHCKOro NpuMeHeHns) TpeboBaHNSaM NpaBua HadnexXallen

NPOM3BOLACTBEHHOWN MPAKTUKN

MicxooHble gaHHblE 418 pacyeTa.

VIHCNeKTMpoBaHMe Npon3BOAUTENS NEKAPCTBEHHbIX CPeACTB (419 MeANLNHCKOro NpUMeHeHuns),
NPON3BOACTBO KOTOPbIX OCYLLECTBAAETCA 3a npeaenamm Poccuinckon ®egepauum, Ha COOTBETCTBUE
TpeboBaHMAM NpaBua HafieXallen NPON3BOACTBEHHON NPaKTUKK, uMetowero 31 nokasaTenb U1
nposefeHmne 3 (Tpems) cneunanncTaMmm ynoJHOMOYEHHOIO YYpPEX AEHUS.

B cooTBeTCTBMM C MeToAMKOM ONpeaenieHnsa pasMepa naaThl 3a OKasaHne yCayrn No MHCNEKTUPOBAHNIO
Npon3BOANTENEN NEeKAaPCTBEHHbIX CPeACTB (419 MEANLIMHCKOrO NPUMEHEHUS), MPOM3BOACTBO KOTOPbIX
ocyllecTBAdeTCs 3a npeaenamu Poccuinckon denepauun, Ha COOTBETCTBME TPeboBaHUSM NpaBu
HaaieXxallen Npon3BoACTBEHHON NPAKTUKN B LENSX BblAayn 3aK/IOYEHWNIA O COOTBETCTBUM NMPON3BOAUTENS
JIeKapCTBEHHbIX CPEACTB (4719 MeANLUHCKOro NpMMeHeHns) TpeboBaHnaM Npasuna Hagiexallen
I'IpOI/I3BO,£I,CTBeHHOI7I NPaKTUKN, yTBep)K,EI,eHHOIZ HaCToALWNM NPUKa3oM, CTOMMOCTb yCyru onpenendaeTcad no
topmyne:

C=txCax(1+ (KH3 + Kkp) /100) + Ckp + Cm

TpyAoeMKOCTb OKa3aHWa yCayru npueefeHa B Tabavue 1 co 3HaYeHNEM KOPPEKTUPYIOLLLEr0
KoahumumneHTa K = 3,76 1 3 (Tpex) cneunanncToB yrnoJHOMOYEHHOIO YYPEXAEHUS, YHaCTBYOLIUX B

NHCNEKTNUPOBaHNN.

Tabnuua 1 | | | | | | HanmeHoBaHue paboT | Tpyao- |
KonunyecTtso | ®akTnyeckme | | | eMKOCTb, [MHCMEKTOPOB,| TpyAo3aTpaThl,| | | 4en./Hac.|npuHuMatowmx | vac.
|1 ]yvactue | [||]B uHcnekTn-| [ ||| posaHun | || | I |

------- | |1. MprHATHE peLleHns nNo 3asBKe Ha OKa3aHue yCJlyru no MHCNeKTUPOBaHMIO Npon3BoanTenei|
|nekapcTBEHHbIX CPeACTB (AN MeAULMHCKOro NPUMEHEHNS), MPOU3BOACTBO KOTOPLIX| |0CyLLEeCTBAAETCS 3a
npenenamu Poccminckon depepauun, Ha cooTBeTCTBME TpeboBaHUAM NpaBu| [Haanexallen
NPOV3BOLCTBEHHOW MPAKTUKM B LLIeSIAX BblAa4YM 3aK/I04E€HUA 0 COOTBETCTBUM| [Npon3BoanTens
NEeKapCTBEHHbIX CPEACTB (4159 MeANLMHCKOro NpyMeHeHuns) TpebosaHuaM Mpasun| [Haanexatlen
NPOW3BOLACTBEHHOW MPAKTUKM | | | | | [ [1.1. Npuem
W peructpauns 3assneHuns n | 8 | 1| 8 | |[npenocTaBneHHon 3aasutenem gokymeHtTauuu | | | | |-------------------
[ | | | |1.2. PaccMOTpeHue 3asaBneHns, CONPOBOAUTENbHBIX |

16*3,76 | 2 | 120,32 | |BOKYMEHTOB BKJI04aa N3y4eHne AaHHbIX 0 KavecTse | | | | [npoAayKumMn Ha OCHOBaHWM
nHpopmauuu, nybankyemon | | | | [Ha canTax FocyiapCTBEHHbIX PErynsaTOPHbIX OpraHoB | | | | [cTpaHsl, B
KOTOPOW HaxXo4uTCs MHcnekTupyemoe | | | | |[npomssoacTso. | | || | |

| | | |1.3. O6ocHoBaHMe KonnyecTBa paboynx aHen ans | 8 | 2 | 16 | [nposeaeHus
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nHcnektTuposanmsa | | | | | [ [ | | |1.4. Pa3paboTka
nporpamMMbl MHCMEKTUPOBaHWS, ee | 24 | 2 | 48 | |cornacoBaHue v yTBepxAaeHue ¢ 3assutenem. | | | | |--------

[ | | | |1.5. MogroToska u yTBEpPXAeHMe rpadmka | 24 | 1
| 24 | [mHCNeKTMpoBaHMA Npon3BoauTens (3assutens) Ha | | | | [cooTBeTCcTBUE TpeboBaHMAM NpaBun

Hagnexawen | | | | |npon3BOACTBEHHON NPAKTUKN Ha OCHOBaHWUM 3asBKK | | | | |
| | | | WToro: | 124,16 | 1;2 | 216,32 | | |

| | | |2. Bble3gHas akcnepTun3a (MHCNeKTUpoBaHMe) NPon3BoACTBEHHOW NJOLLAAKM

(3asBuTens)| |[nekapCTBEHHbIX CPeacTB (415 MeANLMHCKOro NPUMEHEHNS), MPON3BOACTBO KOTOPbIX|

|ocywecTBnseTcs 3a npenenamm Poccuinckon ®epepaLimm, Ha COOTBETCTBME TpebOBaHUAM NpaBumn|

|Hagnexallen npon3BoACTBEHHOW NPaKTUKN. | | | | |

--| |2.1. MpoBeaeHne NHCNeKTUpoBaHMa nponssoauTens | 16*3,76 | 3 | 180,48 | |(3asBuTend) no MmecTty

NPOV3BOACTBA SIeKapCTBEHHbIX | | | | [cpencTs (Ans MeauumnHcKoro npuMeHenns) | | | | |
| | | | |2.2. AHanu3, obpaboTka pesynbTaTos | 16*3,76 | 3| 180,48 |
|[MHCNEeKTMpoBaHMA C Lenbio NOArOTOBKY U | | | | [cOCTaBNeHMSA MHCNEKUUOHHOrO oTYeTa. | | | | |------------------

| | | | [WToro | 120,32 | 3| 360,96 | |
| | [ | |3. 3ak04mnTeIbHLIE MEPOMNPUATUSA MO pe3ysibTaTaM UHCMNEKTUPOBAHMNSA

npousBoauTenei| |NekapCTBEHHbIX CPEACTB (819 MEANLMHCKOrO NPUMEHeHUs), MPoU3BOACTBO KOTOPbIX|
|ocywiecTBnsieTcs 3a npenenamm Poccuiickon ®epepaLmmn, Ha COOTBETCTBINE TpebOBaHUAM NpaBum|
|Hapnexxallen NPOU3BOACTBEHHON NPaKTUKK (3aaButens). | | | |
------ |-------------] |3.1. CocTaBsieH\e NTOroBoro oT4yeTa no pesynbtatam| 32*3,76 | 3 | 360,96 |
|[MHCNeKTpoBaHNA NPOM3BOAMTENEN NEeKaPCTBEHHbIX | | | | [cpeacTB (ANS MeAMUUHCKOro NnpuMeHeHus), | | |

| [npon3BOACTBO KOTOPLIX OCyLecTBAseTCs 3a | | | | |[npeaenamu Poccminckon depepauun, Ha COOTBETCTBME
| ||| [TpeboBaHmamM npaBun Hagnexalen Npon3BoACTBEHHON | | | | [mpakTukn. ||| ] |
| | | | |3.2. CornacoBaHwue v noanucaHne UToroBoro otyeTa | 32 | 1| 32|

|no pe3ynbTaTam aHanM3a COCTOAHWA MPOU3BOACTBA | | | | |[1eKapCTBEHHbIX CPeAcTB (418 MeaULMUHCKOrO | |

| | [npuMeHeHns), Npon3BoACTBO KOTOPOro | | | | |ocywecTBnaeTcsa 3a npegenamu Poccuinckon | | | |

|Pepepauun, npaBunam Hagnexallen Npon3BoACTBEHHON | | | | [NpakTuKe 1 HanpaBieHUs ero 3asBUTeNio.

[11]] | | | | [3.3. ®opmupoBaHue rnakeTa

NOKyMeHTOB Mo | 16 | 1 | 16 | |pe3ynbTaTaM MHCMEKTMPOBaHWS 1 nepegada ux B | | | | [MuHnpomTopr | | || |-

| | | | [WToro | 168,32 | 1;3 | 408,96 | |--------------------
| | | | IBCErO: | 412,80 | 1;2;3 | 986,24 | |
| | | |

CTonMOCTHas oLeHKa 04HOro AHA paboTbl 0LHOMO CreunanmcTa YnoJIHOMOYEHHOr 0 yupeXaeHuns

ornpefensieTcs no gopmyne:

Cs = 3MocH.c.M. [ H, rae:

3MocH.C.M. - cpegHeMecsayHas 3apaboTHasa nnaTa 04HOro cneLnanncTa yrnoaHoOMOYEHHOr0 Y4pexXaeHus,

y4aCTBYIOLLEro B OKa3aHum ycayru, pyb./4en.;

H - cpepHsaa HopMma paboyero BpeMeHun 3a Mecsau, OH.;

3MocH.c.M. = 3Md / (12 x Ycp) * Kn, rae:

3Md - cymMapHbIA hoHA onnaThl TPyAa 3a NpeLuecTByoWNiA nepnos paboTHNKOB, 3aHATLIX OKa3aHueM

ycnyr, pyb.,

Ycp - cpepHecnuncoYHas YMCNeHHOCTb CNeLanncToB B OpraHn3aLnm, 3aHATbIX B OKa3aHUy yCcnyru, 3a

npeaLwecTBYOWMIA nepuog, Yyen.;

Kn - KoahdmumneHT nHpnaumn. Mo gaHHeIM MnHucTepcTBa hruHaHcoB Poccuickon ®eaepaumm 3a 9

MecsaueB 2015 r. nHdnsauma coctasuna 12,2%. 3MocH.c.M. = 5 556 329,72 /(12 x 6) = 77 171,25 py6./4en.

C>=177171,25/20,58 = 3 749,82 py6./4en.-gH.

C3=3749,82 /8 = 468,73 pyb./4yen.-yac.

3apaboTHasa nnaTa 3a OAUH Yac OAHOr0 CneuunanncTa yrnoaHoOMOYEHHOro yupexaeHus 3a nepuos 2014
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rofla paBHa 468,73 py®.

C3 = 468,73 * 1,12 = 524,98 pyb./4en.-4ac.

C y4eToM NHGMAALMOHHBIX NMpoueccoB 3apaboTHas niaTa 3a OA4MH Yac OAHOM0 crneyunanncTa
YMNOJIHOMOYEHHOTI 0 y4pexaeHuns paBHa 524,98 pyb./4en.-vac.

KH3 - KO3(h(PULMEHT, YHUTLIBAIOLLMNIA CTPAXOBble B3HOCH!, YyCTaHOB/IEHHbIE B COOTBETCTBUN C PefepaibHbiM
3aKOHOM OT 24 untona 2009 r. N 212-®3 "O cTpaxoBbix B3HOCax B [eHCUMOHHbLIN hoHA Poccninckon
®epnepaunmn, PoHA coumansHOro CTpaxoBaHmsa Poccuinckon depepauun, PenepanbHblii GoHA
o0b6s3aTeIbHOr0 MeANLNHCKOrO CTPaxoBaHMa", a Takxe PeaepanbHbiM 3akoHOM oT 02 aekabps 2013 r. N
323-03 "0 cTpaxoBbIX Tapugax Ha obs3aTesbHOE CoLManbHOe CTPAaX0BaHNE OT HECHACTHbIX CJIy4YaeB Ha
NpoM3BOACTBE U NpodeccnoHanbHbIX 3abonesaHnin Ha 2014 rog v Ha naaHoBbIv nepuog 2015 n 2016
rogos" n paBHbin 30,2%.

KoMaHAMpoBOYHbIE pacxobl OLHOM0 cneLnanncTa ynoHOMOYEHHOro yypexaeHuns Ha 10 gHen,
HenocpeACTBEHHO CBA3aHHbIE C OKa3aHWeM YCAyru 3a npegenamu Tepputopumn Poccuinckon ®epepauny,
onpepensoTcs no opmyne:

Ckp = Pnpoe3g + Prnipox + PcyT + Pnpou, rae:

Prnipoesf - pacxofbl Ha Npoe3 OAHOro crneunanncTa yrnoaHOMOYEHHOM 0 YYpexxaeHNs 419 OKa3aHUs ycayru
1 obpaTHO B cpefHeM Mo CTpaHe, pyb.;

Prnpox - pacxofbl Ha NPOXKMBaHWE OOHOM0 CNeunanmcTa ynoJHOMOYEHHOr 0 YYpeXX AeHNS BO BpeMS
OKasaHwusa ycnyru, pyb.;

PcyT - pacxoabl Ha BbINAATY CYyTOYHbLIX OA4HOMY CNELNanNCTy YNOJHOMOYEHHOIO YYpPEXX4EHUSA Ha BpeMS
OKa3aHua ycnyru, pyb;

Pripoy - 06wmin obbem 3aTpaT Ha 6poHMpOBaHMeE aBKa- 1 X/4 B1UNeToB, FOCTUHUL, CTPaXOBble B3HOCH! B

npeabiayLwem pruHaHcosoM roay, pyb. | | | | | | [HaumeHoBaHme
pacxofos | CT-Tb | Koni-o |Kon-so| Toro, pyb. | | |ed. B py6.| aHen | 4en | | | | [komaHau-| | | ||| poBku | | |

I | | |- [1112]4]5]6]] | | |-
------------------ | |CyTo4HbIe PO | 700 |1]1]700|| | | | | |
|CyTo4Hble [ 250091122500 | | | | | | [aBna n x/o 6unetsbl
| 35000]|2]70000 | |(Tyna v obpaTHo) ||| ||| | | | | | |Hanm
Xunbsi | 25480 |9|11]229 320 | | | | | | [Pacxogbl no | | | [(70
000 + 229 320)*3%| |6poHupoBaHmio bunetos u| | | |= 8 980,00 | [rocTtuHuy (3%) | | | | | [---------------------- [----

| |- | [Bcero | ||[331500,00 | | | I |-
|
3aTpaThbl Ha KOMaHAMPOBOYHbIE pacxobl 04HOr0 MHCNEeKTopa Ha 10 KaneHaapHbIX AHen cocTasasioT 331
500,00 py6nen.
Ko3(hpuumneHT KOCBEHHbIX PACX00B, OTHOCUMBIX Ha CTOMMOCTb YCJIYru, onpefenseTcsa npornopumnoHaibHo
(copa3mepHo0) 3aTpaTaM Ha onnaTy TpyZLa paboTHMKOB, HEMOCPEACTBEHHO YHaCTBYIOLLMX B NpoLecce
OKa3aHWa yCnyrun, n paccyUTbIBAETCA Ha OCHOBAHMMN OTHETHbIX AaHHbIX 3@ NpefLLecTBYOLWNA neprnos no
opmyne:
Kkp = ((3MNayn + 3ox + 3am) / 3Md) x 100, rae:
KKp - KO3(PhMLINEHT KOCBEHHbIX PAacX040B OPraHn3aLmn, KOTOPbleE HEBO3MOXXHO OTHECTW HaMpPsAMYH K
3aTpaTaM, HeMoCPeACTBEHHO CBSA3aHHbIM C MPOBEAEHNEM IKCMEePTU3bl;
3Mayn - hakTM4eckme 3aTpaThl Ha ONNaTy TPyAa W HAYUCIEHUS Ha BbINaTbl NO onsiaTe TpyAa
aAMUHUCTPaTUBHO-YNPaBAEHYECKOro U BCNOMOraTelbHOro nepcoHana, obecneynBatoLLero okasaHume
yCnyru, 3a npeaLwecTByoLWnin neprog, pyb.;
30X - (hakTMyeckne obLLEXO3ANCTBEHHbIE 3aTpaThl, HE0OX0AMMbIE A5 OKa3aHWA yCyru, 3aTpaThl Ha
ynnaTy HafloroB 1 UHble oba3aTeNbHble NAaTeXK 3a NpeALecTBYOWNA nepuoa, pyb.;
3aM - cyMMa amMopTu3aLmm nMyLLecTBa, HeNnocpeacTBEHHO UCM0b3YEeMOro 418 OKa3aHus ycayru,
onpenenseTca ncxona ns 6anaHcoBow CToMMoCcTy 06opyaoBaHUSA U rOLOBOM HOPMbI amMopTu3aLmm, pyb.;
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3Md - cyMMapHbI hoHA onnaThl TPyAa 3a NPeALecTBY LKA nepuos paboTHNKOB, 3aHATLIX B OKa3aHuUn

ycnyru, pyb.

PacyeT KOCBEHHbIX PacX00B MpU 0Ka3aHWW YCAYri NO 3KCNepTHU3e COOTBETCTBUSA NPOU3BOAMUTENEN

NEKAPCTBEHHbIX CPEACTB (415 MeANLMHCKOro NpuMeHeHuns) TpebosaHusM Mpasun, onpeaeneHHbIX Ha

OCHOBaHWW AaHHbIX ByXranTepckoro yyeTa 3a NpefLllecTBYIOWLMA Nepuos, npuseseH B Tabnuue 2.

Tabnuua 2 |-----|----| | | | N | | HoumeHoBaHme cTaTen 3aTpaT

|Cymma, py6. | [ n/n [ | | [ [---[|--] | [IT12]3] 4] |-=f-mr]-mmmmmes

| | | 1 |3Mayn|3aTpaTbl Ha oniaTy Tpyaa |6 548 841,91] | |

|[@aaMUHUCTpaTMBHO-yNpaBaeH4yeckoro u | | | | |[BcnomoraTtensHoro nepcoHana, obecneynsatowiero | | | |

|oka3zaHue ycnyru, ¢ HauncneHnamu Ha onnaty | | | | [Tpyga | | |- |----

-------- | | 2 |30x |O6LLEXO39MCTBEHHbIE 3aTpaThl, Heobxoanmble ansa |1 728 087,43| | |okazaHud ycnyry,

BCEro | | |-----[---| I | 1118 Tom qmcne: | | [-----|----]
| | | 2.1 | |3aTpaTbl Ha ycnyru ceasu | 50 583,86] |-----|-----|

----- |------------| | 2.2 | |3aTpaTbl Ha KOMMYyHanbHble ycayru | 18 641,87| |-----|----|

----- |------------| | 2.3 | |3aTpaTbl Ha TpaHcnopTHble ycayru | 15 883,53] |-----|-----|

R | | 2.4 | |3aTpaTbl Ha ycnyru 6aHkoBs | 13 223,88| |-----|----| |

————— | | 2.5 | |3aTpaTbl Ha ycayru B obnactu nHgopmaunoHHeix | 40 988,33| | | |[texHonorui | | |-----|-----|--------

| | | 2.6 | |3aTpaTbl Ha NpnobpeTeHne MaTepuasbHbIX 3anacos | 371

880,42| |-----|----| | | | 2.7 | |Npoyne pacxopbl |1 216 885,54 |-----|----

| | | | 3 |3am |3aTpaTbl Ha aMopTM3aLMIO UMYLLECTBa, | 25 369,41 | |

|HenocpencTBEHHO UCMONbL3YeMOro Ans okasanus | | | | |ycayr | | [-----|----| |-

——————————— | | 4| |UTOIO KocBeHHbIX pacxofos (M. 1 + n. 2 + n. 3)|8 302 198,75| [-----|----|

| | | 53N |PakTnyeckuin cymmapHbin hoHA onnaTel Tpyaa |5 556 329,72 | |
|paboTHMKOB, 3aHATLIX OKa3aHWeM ycnyru | | |-----|-----| | | | 6 |Kkp
|KoahhrnumMeHT KOCBEHHbIX pacxofoB opraHusaumm | 149,42| | | |(n. 4/ n. 5) x 100 | | |-----|---=-|--=---=-===---=----
I |

Takum obpa3oM, NpefenbHbI pa3Mep nnathbl 3a NpefoCcTaBieHne YCayrn ncxoas ns pacyeta paseH: C =t x

C3 x (1 4 (KH3 + Kkp) /100) + Ckp + Cm = 986,24 x 524,98 x (1 + (30,2 + 149,42) /100) = 1 447 750,10 +

HOC 260 595,02 py6. =

1708 345,12 pyb.

roe:

t = 986,24 yen.-yac. - TPyA0EMKOCTb BbINOJIHEHNS paboT No 3KCNepTU3e COOTBETCTBUS MPOM3BOAUTENEN

NEeKapCTBEHHbIX cpeacTB TpebosaHmaM MpaBu;

C3 = 524,98 py6./4en.-4yac. - CTOMMOCTHasA OLeHKa 0AHOro Yaca paboTbl 04HOro cneunanncTa 3KCNepTHON

opraHu3sauuu;

KH3 = 30,2% - KO3hpULMEHT HaYMCNeHU Ha 3apaboTHYIO NnaTy B COOTBETCTBUM C 3aKOHOAATENbCTBOM

Poccuinckon depepaunu;

Kkp = 149,42% - KO3(p(PULMEHT KOCBEHHBIX PAaCX040B OpraHn3aLnn, KOTOpble HEBO3MOXHO OTHECTU

HanpsMylo K 3aTpaTaM, HEMOCPeACTBEHHO CBA3aHHbIM C MPOBEAEHNEM IKCMEePTU3bI.

MpepencHbIN pa3Mep NaaThl 3a NPeoCTaBeHNe YCIYrn NCX0AS U3 pacyeTa C KOMaHAMPOBaHUeEM 3 (Tpex)

CneLnanncToB 3KCNEPTHON OpraHM3aLnm paBeH:

C=txCax(1+ (KH3 + Kkp)/100) + Ckp + Cm = 986,24 x

524,98 x (1 + (30,2 + 149,42) / 100) + 331 500,00 x 3 =

2 442 250,10 + HAC 439 605,02 py6. = 2 881 855,12 py6.

roe:

Ckp = 331 500,00 pyb6. - KOMaHANPOBOYHbLIE PACX04bl, HEMOCPEACTBEHHO CBA3aHHbIE C NPeAOCTaB/EHNEM

ycayru.
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