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00 yrBepKIeHHH METOAHKH ONpeAe/IeHUs pa3Mepa NJIaThl 32 OKa3aHHe YCJIyIrH no
HHCNEKTHPOBAHMIO IPOU3BOANTE/IeH JIeKAPCTBEHHBIX CPEACTB (115 MEIHIHHCKOr0
NpHMEeHeHus ), NPOH3BOACTBO KOTOPBIX OCYLIECTBIIsIETCH 332 NpeAe/IaMH
Poccuiickoii ®eaepannu, Ha COOTBETCTBHE TPeGOBAHHAM NPABH HAA/IeKaeH
NPOH3BOACTBEHHOH NPAKTHKH B He/SX BbIIa4H 32K/II04YEHHH 0 COOTBETCTBHH
NPOH3BOANTEJIS JIEKAPCTBEHHBIX CPEACTB (115 METHIHHCKOTO NPHMEHEeHHS)
TpeGoBaHMSM NPaBHJ HaJJexkalleli NPOX3BOACTBEHHOH NPAKTHKH H Npe/ieTbHOr0
pa3Mepa niaThbi 32 OKa3aHHE YKa3aHHOH ycJIyry

B coorBercTBMM ¢ IyHKTOM 2 mnocTaHoBineHus [IpaButensctBa PoccHiiCKoi
®enepauun ot 6 Mas 2011 r. Ne 352 «O0 yTBepKACHHU NEPEYHS YCIIYT, KOTOPbIE SBIAIOTCS
HeOOXONMMBIMM M 00S3aTeNbHBIMM JIA TpeNOCTaBileHUs (enepajbHbIMM OpraHaMu
WCIIONHUTENBHOM BaacTH, [ OCyJIapcTBEHHOW Kopropanuedl 1[0 aTOMHOH SHEPIuH
«PocaTrom» rocy1apCTBEHHbBIX YCIYT U NIPEAOCTABISIOTCS OPraHU3alMsIMy, YYaCTBYIOIUMH
B INPEJOCTaBJIIEHHH T'OCYAApCTBEHHBIX YCNIYI, M ONpEACICHHH pa3Mepa IUIaThl 33 HX
okaszanue» (Cobpanue 3akoHomarenbcTBa Poccuiickoii ®epepanuy, 2011, Ne 20, c1. 2829,
2012, Ne 14, c1. 1655; Ne 36, ct. 4922; 2013, Ne 52, ct. 7207; 2014, Ne 21, c1. 2712; 2015,
Ne 50, ct. 7165, ct. 7189; 2016, Ne 31, ct. 5031; Ne 37, c1. 5495; 2017, Ne 8, cr. 1257,
Ne 28, ct. 4138; Ne 32, c1. 5090; Ne 40, ct. 5843; Ne 42, ct. 6154; 2018, Ne 16, ct. 2371;
Ne 27, c1. 4084; Ne 40, cT. 6129; 2019, Ne 5, c1. 390) 1 mynkTom 25 IlpaBun oprasusanuu
U TIpOBEJECHHS HHCIEKTUPOBaHMs MPOM3BOAUTENEH JIEKapCTBEHHbIX CpPEACTB Ha
COOTBETCTBHE TPeOOBaHMSAM IPaBUIl HA/UIEKAILEW MPOU3BOJACTBEHHOM MPAKTHKH, a TAKXKeE

BBLIA4M 3aKJIIOYEHUH O COOTBETCTBHH IIPOU3BOAXTENA JICKAPCTBECHHBIX CPCACTB YKa3aHHBIM




TpeOOBaHMAM, YTBEPXKACHHBIX NocTaHOBNeHUEM [IpaButennctsa Poccuiickoit @enepanuu
or 3 pekabps 2015 r. Ne 1314 «O6 ompeneneHuu COOTBETCTBHS IPOU3BOAUTENEH
JIEKAapCTBEHHBIX CpeACTB TpeOOBaHHAM MpaBUJl Halexaunled MPOU3BOJCTBEHHOM
npaktukn» (CoOpanue 3akoHoaaresbeTBa Poccuiickoit @enepauuu, 2015, Ne 50, c1. 7165),
OIpHKa3blBalo:

1. YTBepauTh npuiaracMmsie:

METOAMKY OIIpele/IeHHs pa3Mepa INaThl 3a OKa3aHUE YCIIyI'H 110 HHCIIEKTUPOBaHHUIO
Ipou3BOAMTENeH  JIEKApCTBEHHBIX CpeicTB (M1  MEIHLUMHCKOro  NPHMEHEHHS),
MPOM3BOJACTBO KOTOPBIX OCyIIecTBisieTcsi 3a mnpenenamu Poccuiickor denepanuu,
Ha COOTBETCTBHE TpeOOBaHMAM TMpaBWJ HaJuIeXanled NOPOU3BOACTBEHHOM IIPaKTUKH
B LIEJIAX BbLJAYU 3aKJIIOYEHHUN O COOTBETCTBHM NMPOM3BOJAMTENS JIEKAPCTBEHHBIX CPEACTB
(U1 MEJMLIUMHCKOr0 IPUMEHEHHS ) TpeOOBaHUIM NPaBUJI HajjleXamei MPOU3BOACTBEHHOM
IPaKTHKY;

mpelenbHbl pa3Mep IUIaThl 3a OKa3aHWE YCIYrd IO HMHCIEKTHPOBAHMIO
NpOM3BOIMTENEH JIEKADCTBEHHBIX CPeACTB (U1  MEIULIUHCKOTO  IPHMEHEHHs),
TIPOM3BOJCTBO KOTOPBHIX OCYIIECTBiIseTcs 3a mnpeaenamu Poccuiickod @Penepaiuu,
Ha COOTBETCTBHE TpeOOBAHUAM TpaBHJ HaJUIeXauled NPOM3BOACTBEHHOH IPaKTUKH
B LEJAX BbIJA4d 3aKIIOYECHUN O COOTBETCTBHM NPOU3BOIAUTENS JIEKapCTBEHHBIX CPEACTB
(ans MeAMUMHCKOIO IPHMEHEHH ) TpeOGOBaHUAM MpaBHil HajJIeKalled IPON3BOJACTBEHHOM
IPaKTUKH.

2. YnonHoMouuth (enepansHoe OiomkeTHOoe ydpexaeHHe «l ocynapCTBEHHBIMH
UHCTUTYT JIEKApCTBEHHBIX CPeACTB M Hamnexammx mnpaktuk» (OBY «MJIC u HID»)
Ha TNpOBeJeHHe HHCHEKTUPOBAaHWS NPOM3BOAMTENEH  JIEKApCTBEHHBIX  CPEJICTB
(ans  MEOUUWHCKOro INpHMEHEHHs), MPOU3BOACTBO KOTOPBIX  OCYLIECTBISETCH
3a mpeaeidamud Poccuiickoit ®epepanuu, Ha COOTBETCTBHE TpeOOBaHHMAM IIPaBHII
HaJuIeXame Npon3BoACTBEHHOH IIPaKTHKH.

3. IlpusHath yTpaTUBIUMM CHJIy IIpuKa3 MHHHUCTEPCTBA IPOMBILLIEHHOCTH
u toproBiu Poccuiickoit @enepaunu ot 11 suBaps 2016 r. Ne 9 «O6 yrBepxiaeHuH
METOMKH OMNpE/IENeHNs pasMepa IUIaThl 332 OKa3aHWE YCIYrd MO HWHCIEKTHPOBAHWIO

v nponsao,umeneifl JICKAPCTBCHHBIX  CPEACTB (,IIJISI MEAHUIITUHCKOIO IIpI/IMeHeHI/IH),




NPOM3BOACTBO KOTOPBIX OCYWIECTBIAETCS 3a mnpenenamu Poccuiickoit Depepariuy,

Ha COOTBETCTBUE TpeOOBaHMAM MpaBU HaJiexallefl NPOU3BOJACTBEHHON MpPAKTHKH
B LI€JIAX BBIJAYM 3aKIIOYEHHUH O COOTBETCTBMM IPOM3BOMUTENS JIEKAPCTBEHHBIX CPEJCTB
(MUt MeIMILMHCKOTO NpYMEHEHH) TpeOOBaHUAM MPaBHJI HaleXKalleil pou3BOICTBEHHOM
NPaKTHKA W [PEINeIbHOro pasMepa IUIaThl 3a OKa3saHHE YKa3aHHOH yciyru»
(3aperucrpupoBad MunncrepcTBoM loctuiuu Poccuiickoii @enepauun 2 despans 2016 r.,
peructpanuonHbiit Homep 40925).

4. KoHTponp 3a HCHONHEHMEM HACTOAMIEr0 IIPUKa3a BO3NOXHTH Ha IIEPBOIO
3aMecTuTeNis MUHHCTpa MNPOMBIIVIEHHOCTH W TOoproBid Poccuiickoit fl)enepauﬁn

He16a C.A.

Munuctp




VTBEPXJIEHA

npuka3zoM Munnpomropra Poccau

oT //’Zé%/c/g/fq 2019 r. Ne F2/

MeTtoauka onpeaejeHus pa3Mepa IVIAThI 32 OKa3aHHE YCJIYrH N0 HHCIEKTHPOBAHHIO
npou3BoauTe e JeKaPCTBEHHDbIX cpeacTB (A1 MeJHLHHCKOr0 NPHMEHEHHS),
NPOH3BOACTBO KOTOPLIX OCYIECTBIIsIeTCs 3a mpeaejamu Poccriickoii ®eaepanun,
HAa COOTBETCTBHE TPeOOBAHMAM NPaBHJI HA/J1ekKamel NPOH3BOACTBEHHOH NPAKTHKH
B IeJISIX BBIAAYH 3aKJII04eHHI 0 COOTBETCTBHH NPOH3BOAHTEA JEKAPCTBCHHBIX
cpeacts (1151 MEAHIHHCKOrO IPHMEHEHAN) TPeGOBaAHASAM NPABHJI HAIIEKALIEH
NPOH3BOACTBEHHOH NPaAKTHKH

I. OO1ue monoxeHus

1. Hacrosmas Meromuka paspaborana B cooTBeTCTBHH ¢ (DenepalbHEIM 3aKOHOM
ot 12 anpens 2010 r. Ne 61-®3 «O6 obparuennu JekapcTBeHHbIX cpencte» (Cobpanue
3akoHOzaTenbcTBa Poccuiickoit Menepauuu, 2010, Ne 16, cr. 1815; Ne 31, ct. 4161; Ne 42,
cT. 5293; Ne 49, ct. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26, ct. 3446; Ne 53, ct. 7587,
2013, Ne 27, ct1. 3477; Ne 48, ct. 6165; 2014, Ne 11, ct. 1098; Ne 43, ct. 5797; 2014, Ne 52,
ct. 7540; 2015, Ne 10, ct. 1404; Ne 27, ct. 3951; Ne 29, ct. 4359, ct. 4367, cT. 4388; Ne 51,
cT. 7245; 2016, Ne 1, c1. 9; Ne 23, ct. 3287; Ne 27, ct. 4194, c1. 4238, cT. 4283; 2017, Ne 31,
ct. 4791, ct. 4827; 2018, Ne 1, ct. 9; Ne 24, cr. 3407; Ne 49, ct. 7521; Ne 53, ct. 8437),
nyHkTtoM 25 IlpaBwi OpraHM3alid ¥ IPOBENCHHS HHCIEKTHPOBAHHA MPOU3BOAUTEINIEH
JIEKAPCTBEHHBIX CPeICTB Ha COOTBETCTBHE TPeOOBaHHMAM MPAaBUJl HAUIEKAIIESH
IIPOU3BOACTBEHHOI npaxfhicﬁ, a TaKke BbAAYH 3aKIIOYEHHH O COOTBETCTBHH
IPOM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB YKa3aHHBIM TpeOOBaHMAM, YTBEPXKIEHHBIX
nocranosienueM IIpasurensctea Poccuiickoit ®eneparuu ot 3 nekabps 2015 r. Ne 1314
«O6 ompezieNIeHHH COOTBETCTBHS IIPOU3BOAMTENEH TeKapCTBEHHBIX CPEACTB TPeOOBaHUAM
npaBW HajIexamedl opousBoACTBeHHOH mnpakTukm» (CoOpanHe 3aKOHOAATENLCTBA

Poccuiickoii ®enepanuu, 2015, Ne 50, cr. 7165), W IOyHKTOM 2 NOCTaHOBJIEHHS




IIpaButensctBa Poccuiickoit @enepauun ot 6 mas 2011 r. Ne 352 «O6 yTBepxaeHuM

IepeyHs  yClyr, KOTOpble  SBIAIOTCS  HEOOXOAMMBIMH M 00s3aTelbHBIMH
I8 mpelocTaBineHus — (enepanbHBIMM  OpraHaMM  WCNOJIHHTENBHOH  BIAcTH,
I"'ocymapcTBeHHO# KOpIiopalyeii o aToMHOM 3Hepruu «Pocatom» rocy1apCTBEHHbIX yCIyT
M [OpedOCTAaBISIOTCS  OpraHu3alMsMH{,  YYacTBYOIUMMH B IIPEJOCTaBIEHHMH
rocyJapCTBEHHBIX YCIyT, U ONpeleleHHH pa3Mepa IuiaThl 3a UX okasaHue» (Cobpanue
3akoHoJarenbcTBa Poccuiickoit @enepanuu, 2011, No 20, ct. 2829; 2012, Ne 14, ct. 1655;
Ne 36, ct. 4922; 2013, Ne 52, ct. 7207; 2014, Ne 21, crt. 2712; 2015, Ne 50, ct. 7165,
ct. 7189; 2016, Ne 31, ct. 5031; Ne 37, cr. 5495; 2017, Ne 8, ct. 1257; Ne 28, c1. 4138,
Ne 32, cr. 5090; Ne 40, ct. 5843; Ne 42, c1. 6154; 2018, Ne 16, ct. 2371; Ne 27, ct1. 4084;
Ne 40, ct. 6129; 2019, Ne 5, ct. 390).

2. Hacrosmias MeToayka onpenenser NopsaioK pacyera pa3Mepa IulaThl 3a OKa3aHHe
yCIAyrd N0  MHCOEKTUPOBAHUIO  NpPOHM3BOAMTENEH  JIEKapCTBEHHBIX  CPEICTB
(ans  MeOUIMHCKOr0 TNpPUMEHEHHS), NPOU3BOACTBO KOTOPHIX  OCYLIECTBIAECTCH
3a npemenamu Poccuiickoii ®enepanuu, Ha COOTBETCTBHE TpPEOOBaHUAM IPABHII
HaJUIeXKale# MPON3BOJCTBEHHOM PAaKTUKYU B LIENAX BbIa4H 3aKIIOUCHHH O COOTBETCTBHH
NPOU3BOAUTENISA JIEKAPCTBEHHBIX CpeCTB (U1s1 MEAULHHCKOTO IIPUMEHEHHs1) TPEOOBaHUAM
IpaBuJl Ha JIe)Kameil MpOU3BOACTBEHHON IPAaKTHKH (Hajee — yciyra).

IlpaBuna Haanexaiueil NOPOU3BOLCTBEHHOM IPAaKTHKH YTBEPKIEHBI MPHKa30M
MuHKcTEpCTBA  NPOMBIIIIEHHOCTH W ToproBnd  Poccuiickoi ~ @exepauuu
oT 14 urons 2013 r. Ne 916 «O6 yrBepxaenun [IpaBun Hajuiexanield IpOU3BOACTBEHHOM
NpaKTuku» (3aperucTpupoBaH MunuctepctBoM loctuumu Poccuiickoii ®enepaiiuu
10 centsiOps 2013 r., peructpamuoHHbii Ne 29938), ¢ H3MEHEHMAMH, BHECCHHBIMH
npuKa3oM MuHHCTEpCTBA HPOMBILUIEHHOCTH M ToproBid Poccuiickoit ®enepauuu
ot 18 nexabps 2015 r., Ne 4148 (3apeructprupoBa MUHHCTEPCTBOM IOCTHUMH PoCCHMCKOH
®epepanuuu 28 nexadbpa 2015 r., peructpauonHbiii Ne 40323).

3. OnpeneneHus U NOHATHA, UCTIONIB3yEeMbIE B HacTogLeH MeToauke, NpUMEHAIOTCA
B 3HAuY€HMAX, ykasaHHBIX B IlpaBunax opraHusalvy M NPOBEICHHS HHCIEKTHPOBAHMS
[pOM3BOAUTENECH JIEKAPCTBEHHBIX CPEACTB HA COOTBETCTBHE TpeOOBaHMSAM IPaBUII

Haajexalen HpOPlBBOIlCTBCHHOﬁ I[IPpaKTHUKH, a TAK)XKE BblAa4YH 3aKJIHO4Y€HHI O COOTBETCTBUH




NPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJCTB YKa3aHHBIM TpeOOBaHHAM, YTBEPKICHHBIX
nocraHosnexueM Ilpasurenscrea Poccuiickoit ®enepaumu ot 3 nexabps 2015 r. Ne 1314
«O6 onpeneneHuy COOTBETCTBHS IIPOM3BOMTENEH JIEKAPCTBEHHBIX CPEICTB TPEGOBAHUAM
NpaBuUJl HaJuIeXalei MpOU3BOACTBEHHOM NIPAKTHKH.

WHple moHATHA, MCHONB3yeMble B Hacrosmedi MeTonuke, NPUMEHSIOTCS B
3HAYEHHAX, OIIPEJIEICHHBIX 3aKOHOAaTenbCTBOM Poccuiickoit ®enepanuy.

4. Yciyra oka3bIBaeTCs 3a CYET CPEICTB MPOU3BOAMTEINS JIEKAPCTBEHHBIX CPENCTB
AJI. MEAULIMHCKOTO NIPUMEHEHHS], IPOU3BOACTBO KOTOPBIX OCYILECTBIISETCA 3a MpeaesiaMu
Poccuiickoii @enepanyy, K €ro YIIOJTHOMOYEHHOTO MPEACTABUTENS (Aajiee — 3asBUTENb).

5. Densto Hacroseidr Meronuky sBNseTcH oONpelciieHHE 3KOHOMHYECKH

000CHOBaHHOH MJAThHI 32 OKa3aHWE YCIIYTH.
I1. Pacuer pa3mepa nnatel 3a OKa3aHUE YCIyrH

6. I1nara 3a oka3aHue yCnyru onpeaenseTcs Mo KaxI0My 3asBUTENIO B OTAECIbHOCTH,
C YYETOM HpOBeACHHA HEoOXOAMMBIX paboOT, B COOTBETCTBUHM C THUIIOBHIMH
HaMMEHOBaHMAMH pPaboOT, OCYLIECTBISAEMBIX MPH OKAa3aHWH YCIYId, C YKa3aHHEM
(akTUIEeCKOH TPYHOEMKOCTH ux BBIMOJIHEHHS, pUBEICHHBIMA
B npuioxenud Ne 1 k Hacrosmieli Meroguke, M 3KOHOMHYECKH OOOCHOBaHHBIX
MaTepHaIbHBIX U TPYAOBBIX 3aTpar.

7. PacueT pa3mepa miaThl 3a OKa3aHHE YCIYTrH (Jajnee - CTOMMOCTh) ONpeAesercs

1o creaytouiet popmye:
C=txCox(1+ (Ku3z+Kxkp)/100)+ Cxp + HIC, rae:

C - croumocTs (pybneii) ¢ yueToM Hanora Ha 100aBJI€HHYIO CTOHMOCTD;

t - TpyHOeMKOCTh paboT (4eI0BEKO-4acoB), KOTOpas ONpeleNseTcss CyMMapHOMH
IJIATENBHOCTBIO OCYIIECTBIEHHS PAbOT HHCIIEKTOPOM B Ka)KZIOM KOHKPETHOM CllyYae;

Co - CTOMMOCTHas ~ OIGHKa  OjHOro  dYaca  paboTel  OOHOrO
uHcnekropa (pyb6ieit) (c yueroM BceX KOMIEHCALHMOHHBIX U CTHMYJHMPYIOLIMX BBIILIAT,

BBIIUIAYHUBAEMBIX B COOTBETCTBHHM C€ TpPYAOBbBIM 3aKOHOIATCJIbCTBOM Poccuiickoi




®enepaunn);

KH3 - ko3¢ $uimeHT HauuclieHuit Ha 3apaboTHYIO IIaTy HHCIIEKTOpPA B COOTBETCTBHH
¢ HAJIOTOBEIM 3aKOHOAATENsCTBOM Poccuiickoi Penepannu (IpOLIEHTOB);

Kkp - ko3¢¢umueHT KOCBEHHBIX pacXOZOB YNOJIHOMOYEHHOIO Y4YpEXKICHHS,
KOTOpPBIE HEBO3MOXKHO OTHECTH HamNpsAMyl0 K 3aTpaTaM, HEMOCPEICTBEHHO CBA3aHHBIM
C OKa3zaHHeM yCIIyTHd (POLEHTOB);

Ckp - KOMaHOUPOBOYHBEIE PAcXObl, HETMOCPEIACTBEHHO CBS3aHHEIE C OKAa3aHHEM
ycnyru (py6neit);

HJIC - Hanor Ha 1o6aBIEHHYIO CTOUMOCTD, PACCYHMTAHHBIN 10 CTAaBKE, 3aKpEMICHHON
B uactu Bropoit HamoroBoro kogmekca Poccmiickoii ®epepanuu (Cobpanue
3akoHozarenbcTBa Poccuiickoit ®enmepartun, 2000, Ne 32, ct. 3340; 2019, Ne 18, ct. 2225)
Ha JaTy pac4eTa.

8. CroumocTHas OILICHKA OIHOTO qgaca paboTEI OIHOrO
gHcnekTopa (pybieif) (c yaeToM BceX KOMIICHCAHHOHHBIX M CTHMYJIMPYIOIIMX BBIILIIAT,
BHIIJIAYHBAEMBIX B COOTBETCTBHH C TPYJAOBBIM 3aKOHOHATENBCTBOM Poccuiickoi

®enepamun) (Ca) onpenensercs mo popmye:

Cs =3Ilocu.c.M. / H, rxe:

3llocH.c.M. - cpegHeMecsqHas 3apaboTHas IUIaTa OJHOTO MHCIIEKTOpa, KOTOpas
OIpesieNAeTCs HCXOAS M3 MOTPeOHOCTH B KOJNHYECTBE HHCIIEKTOPOB, NPHHUMAOIIAX
HEMOCPEACTBEHHOE YYacTHE B OKa3aHWW YCIyTd, B COOTBETCTBHH C JEHCTBYIOHIEH
B YINOJHOMOYEHHOM YYPEXACHHH, OKA3BIBAIOMEM YCIyry, CHCTEMOH OIUIaThl Tpy/a,
a TakKe TPyAOBEIMH M (WIK) KOJUIEKTHBHEIMH foroopamu (pyo6ieit);

H - cpenusis HopMma paGodyero BpeMeHH 3a Mecsl], ONpeAeieMas KaK yTBEpKAeHHasA
HopMma pabouero BpeMeHn B roay (mpu 40-gacoBoii paboueil Henene), Koraa
HIpeAoCTaBIAeTCs YCIIyra, qelieHHas Ha 12 Mecsles.

Iepedyens mpouenyp (pabot), BEITOIHAEMBIX B XOJ€E OKa3aHUA YCIyTH, IPENCTaBICH

B nprioxeHuH Ne 2 k Hactoswed Meroauke.




9. K KOCBEHHEIM pacxojaM YIOIHOMOYEHHOTO YUPEKACHHUS, KOTOPBIE HEBO3MOXKHO
OTHECTH HampsAMYIO K 3aTparaM, HENOCPEACTBEHHO CBA3AHHBIM C OKa3aHWEM YCIyTH,
y4UTHIBAEMBIM npu pacdeTte KoagpuumeHTa KOCBEHHBIX pacxoioB
(Kxp) ynmoTHOMOYECHHOTO YUPEXICHHUS, OTHOCITCS:

(dakTHUYeCKHe 3aTpaThl Ha OIUIATy Tpy/Ja aJMHHHCTPaTHBHO-YIIPaBJIEHYECKOro
4 BCIIOMOTaTEJIbHOIO IIepCOHAlla, HEMOCPEACTBEHHO CBJI3aHHOIO C OKa3aHHMEM YCIyIH,
BKJIIOYast HAYUCIICHUS Ha 3apabOTHYO IIIATY;

dakTHUecKkHe ~ OOIEXO3ANCTBEHHBIE  3aTparhl,  BKIIOYAlOIIHE  3aTPaTHI
Ha KOMMYHAQJIbHBIE YCIYTH, 3aTpaThl Ha yCIYI'W CBS3H, TPaHCIOPTHBIE YCIIYTH, 3aTpaThl
Ha npuobpeTeHre MaTepUaIbHBIX 3aMIacoB, 3aTPaThl Ha 00CTyKHBaHUE UMYIECTBA M HHEIE
o0s3aTenbHBle IUIATeXH (Jamee — OOMIEXO3AMCTBEHHBIE 3aTPaThl) HEMOCPEACTBEHHO
CBSi3aHHBIC C OKa3aHUEM YCIIyIH,

aMOPTH3aLHUSA 30aHHif, COOpYXeHHI U IPyTUX OCHOBHBIX (POHIOB, HEIIOCPENCTBEHHO
CBS3aHHBIX C OKa3aHHUEM YCIYTH.

KoadpduuueHT KOCBEHHBIX pPacxXOHOB YIONIHOMOYEHHOIO YYpeXIEHMs, KOTOpbIe
HEBO3MOXHO OTHECTH HAIpsSMYIO K 3aTpaTaM, HETIOCPEACTBEHHO CBA3aHHBIM C OKAa3aHHUEM
yenyru (Kkp), onpezensercs nponopIoHaIbHO (COpa3sMEpHO) 3aTpaTaM Ha OILIaTy TpyAa
HMHCIEKTOPOB, HEMOCPEACTBEHHO  y4YacTBYyIOIIMX B npoiiecce OKa3aHuA

YCIIyT'H, U paCCUMTHIBACTCS Ha OCHOBAaHHH OTYCTHBIX TAHHBIX 33 IIpCJIIIIeCTByIOH.[I/Iﬁ nepuon

o gpopmyie:

Kkp = ((3Maym + 3ox + 3am) / 3[1d) x 100, rae:

3[layn - ¢akTHdeckue 3aTpaTl Ha OIUIaTy TpyAda aJAMHMHHMCTPATHBHO-
yIpaBJIeHYeCKOr0 M BCIOMOraTelIbHOTO IEPCOHANA, HENOCPEACTBEHHO CBA3aHHOTO
C OKa3aHHEM yCIIyrH, BKIIOYas HAYNCIEHWS Ha 3apaboTHYIO ILIATy, 3a MPEAIIECTBYIOLIMA
nepuox (pyO6neii);

30x - QakTHUECKHE OOINEXO3AHCTBEHHBIEC 3aTPAaThl, HEMOCPEICTBEHHO CBA3aHHbIE

C OKa3aHHEM YCITyTH, 32 IpeAIIeCTBYIOIHNH epuon (pyoiei),




3aM - cyMMa aMOpTH3alMH 3[aHUH, COOPYXXECHHH H APYTHX OCHOBHBIX ()OHIOB,
HEMOCPEACTBEHHO CBA3aHHBIX C OKa3aHHEM YCIYIH, 3a MNPEIWECCTBYIOMMA MepHox
(pyOueif);

3[Ip - dakTuyeckuit cymmapHblid ¢OHA OmWIaTel TPyAa HMHCIEKTODPOB,
3aHATHIX B OKa3aHHH yCIIyTH, 3a IPEeMIECTBYIOMMA niepuox (pyoneit).

10. KomaHAMpPOBOYHEBIE PAaCXOMbl, HEIOCPEACTBEHHO CBA3AHHBIC C OKA3aHHEM yCIIyTH

(Cxp), onpenenstoTcs 1o popmye:
Ckp = Pupoesn + Popox + PcyT + Popod, rae:

Pmpoe3n - pacxompl Ha TMpoe3l OAHOTO HMHCHEKTOpa Ui OKasaHHs
ycinyra i o6patao (py6uneit);

Prnpox - pacxomsl Ha NpPOXXHBAaHHE ONHOrO HMHCIEKTOpa BO BpeMs OKa3aHHS
ycayru (pyO6mneit);

PcyT - pacxonmpl Ha BBIIUIATYy CYTOYHBIX OAHOMY HHCIIEKTOpa HAa BpPEMs OKa3aHHs
ycnyru (py6neit);

Prnpod - mpoune KOMaHAMPOBOYHBIE pAacxXojibl, HEMOCPEACTBEHHO CBA3aHHEBIE
C OKa3zaHueM yciyrH (pyoneit).

Pacxoipl Ha IIpoe3] OLHOrO HHCIIEKTOpa I OKa3aHHWsA YCIyrH H 0OpaTHO
yCTaHABIMBAIOTCA B pa3Mepe (akTHIECKMX Pacxoj0B, NOATBEPKACHHBIX POE3IHBIMH
JNOKYMEHTaMH:

KeJIe3HOAOPOXKHBIM TPAHCIIOPTOM - B KyIIEHHOM BaroHe CKOPOIO NacCaXHPCKOTro
oe34a;

BOAHBIM TPAHCIIOPTOM - B KaroTe V TIpylllbl MOPCKOIO CyAHA pPeryJspHBIX
TPAHCIIOPTHBIX JHHUN U JHHUHA C KOMIUIEKCHBIM OOCITyXXMBaHHEM IIACCAXHPOB, B KalOTE
II kareropus pe4HOro CyhHa BCEX JIMHHI cooOmieHus, B Kalore | xareropum cynHa
[IapOMHOM Nepenpaskl;

BO3yIIHBIM TPAaHCIIOPTOM - B CAJIOHE S3KOHOMHYECKOr0 KJ1acca,

aBTOMOOHJIGHEIM TpPaHCIOPTOM - B aBTOTPAHCIIOPTHOM CpeACTBE 00miero

MMOJIB30BaHHA.




Ilpy OTCYTCTBHH MpOE3JHBIX IOKYMEHTOB, NOATBEPKAAIOMMX IPOU3BEACHHBIE
pacxojipl, B pasMepe MUHHMAJIbHOH CTOMMOCTH IIPOE3/a:

KeJIe3HOAOPOXKHBIM TPAHCIIOPTOM - B IUIALIKAPTHOM BaroHe NMacca’kUpCcKoro moesna;

BOAHBIM TPAaHCIOPTOM - B Kaoore X TrpyIlbl MOPCKOIO CyAHAa peryJspHBIX
TPAaHCIIOPTHBIX JIHHHM W JIMHHI C KOMIUIEKCHBIM OOCITyKUBaHHEM MACCRKHPOB, B KalOTE
I1I xareropun pe4HOro CyaHa Beex JIMHUM coobmieHus;

BO3AYIIHBIM TPAHCIIOPTOM - B CAJIOHE SKOHOMHYECKOrO KI1acca;

aBTOMOOHJIBHEIM TPAHCIIOPTOM - B aBTOOYyce obmiero Tumna.

Pacxofp Ha MpoXXUBaHUE OJHOTO MHCIEKTOpa BO BpeMs OKa3aHMsS YCIYrH (Kpome
cilyyasi, KOTAa HampaBlIeHHOMY B KOMAaHAMPOBKY HHCIIEKTOPY JHIO€ IIOMEIICHHE
IpefocTaBiseTcs OecIaTHO) yCTaHABIMBAIOTCS B pa3Mepe (AKTHYECKHX DPacXooB,
INOATBEPKACHHBIX  COOTBETCTBYIOIMMH  JOKYMEHTaMHM, IPH 3TOM  KaTEropHs
TOCTHHHIIBI HE HOJDKHA MpeBBINIaTh ypoBHA 3*. B ciydae eciim OTCYTCTBYET KaTeropus
FOCTHHHLBI YPOBHS 3*, TO KaTeropus rOCTHHHUIIE! He OJDKHA IIPEeBHIIIATh YPOBHA 4*.

Pacxompl Ha MpOXHBaHHWE OJHOTO MHCIEKTOpa BO BpeMs  OKa3aHHsA
yCIyr'H HE NOJDKHBI IPEBBINATh MpEACNbHBIX HOPM BO3MEINEHUSA PacXOOB IO HaiiMy
KHUIIOr0 MOMEIIEHNA B HHOCTPAaHHO!N BaJIIOTE, yCTAHOBJICHHBIX B MpHKa3e MuHHCTEPCTBa
¢unancoB Poccuiickoit ®enepanuu ot 2 asrycra 2004 r. Ne 640 «O6 ycTaHOBICHHM
IpeAEeTFHBIX HOPM BO3MEMIEHHS PacX0/0B 10 HafiMy 3KHJIOro MOMEMICHHs B HHOCTPAHHOR
BAIOTe IIPH CIyXXeOHBIX KOMAHAMPOBKaX HA TEPPUTOPHMH HMHOCTPAHHBIX IOCYJApCTB
pa0OTHHKOB, 3aKIOYMBIIAX TPYAOBOH xporoBop o pabore B  QencpalbHBIX
roCyIapCTBEHHBEIX OpraHaxX, paGOTHHKOB TOCYNAapCTBEHHBIX BHEOIO/KETHBIX (OHIOB
Poccuiickoit ®epnepanyy, (benepanbHbIX rocy4apCTBEHHBIX YUpEXKISHUID»
(3apeructpupoBaH MuaHCTEpCcTBOM IocTruK Poccutickoit ®enepanun 17 asrycra 2004 r.,
perncTpanuoHHbIH HoMep 5981), ¢ u3MEHEHUAMY, BHECCHHBIMH NIpHKa3aMu MuHHCTEpCTBA
¢unancoB Poccmiickoit @enepamuu ot 12 moms 2006 r. Ne 92 (3aperucTpHpoBaH
MunucrepcTBoM octruuu Poccuiickoit @eneparun 13 uromns 2006 r., perucTpauOHHBIN
HoMep 8040), ot 9 nexabps 2008 r. Ne 1391 (3apernctpupoBad MUHHUCTEPCTBOM IOCTHLIMH

Poccumiickoit ®@epepauuu 16 sHBaps 2009 r., peructpanuonHHbli Homep 13091)




u ot 10 ampens 2015 r. Ne 631 (3apeructpupoBad MuHKCTEpCTBOM IocTHIIUMH Poccuiickoii
®enepamyu 10 anpens 2015 r., perucrpanuoHHEL HOMep 36839).

Pacxozsl Ha BBIILIIATY CYTOYHBIX OJHOMY HHCIIEKTOPY
yCTaHaBIMBalOTCSA: Ha  Teppuropuum  Poccuiickoii  ®exepauyu B pasmepe
He Gonee 700 pyOueii 3a KaKnblii AeHb HaXOXA€HHA B KOMAaHOMPOBKE HAa OCHOBAHHH
myHkra 3 crated 217 gactu Bropoii Hamorosoro xoxgekca Poccutickoit depepanuuy, a 3a
npeaenamu teppuropun Poccuiickoit @eaepauyd B MHOCTPAHHOW BaliOTe B pa3MeEpe,
YCTaHOBJICHHOM B COOTBETCTBHH C npunoxeHueM Ne 1 k nocranosneHuro [Ipasutenscrsa
Poccutickoit ®enepauuu ot 26 nexadbps 2005 r. Ne 812 «O pasMepe u mopsAAKe BHIILIATHI
CYTOYHBIX B MHOCTPAHHOM BaJlfoTe U Han0aBOK K CyTOYHHIM B MHOCTPAHHOM BalIOTE MpPH
CITy)KeOHBIX KOMaHIHPOBKaX HAa TEPPUTOPHH HHOCTPAaHHEIX TOCYAAapCTB pabOTHHUKOB,
3aKJIIOYUBIINX TPYHOBOii JOroBop o pabore B (heAepanbHBIX FOCYAapCTBEHHBIX OpraHax,
pabOTHUKOB TrOCYHApCTBEHHBIX BHeOOMKeTHBIX (oHmoB Poccuiickoit ®exepauuu,
denepanbHBIX rOCYAapCTBEHHBIX  ydpexpenumit» (CobpaHme  3aKOHOZATENILCTBA
Poccuiickoit ®enepanuu, 2006, Ne 2, ct. 187; 2008, Ne 14, ct. 1413; Ne 33, ct. 3854; 2009,
Ne 1, ct. 147; 2014, Ne 50, ct. 7095; 2015, Ne 3, ct. 590; Ne 33, cr. 4842; 2017, Ne 2,
cT. 364, cT. 368) B 3aBUCHMOCTH OT CTpaHBI HA3HAYECHUS.

[Tpo4ue KOMaHAUPOBOYHEIE PACXOZBI, HEMOCPEACTBEHHO CBA3aHHBIE C OKa3aHUEM
yCIIyri, BKIIOYAlOT JOKyMEHTaIbHOE NOATBEPKICHHUE 3aTpaT Ha:

OpOHHpPOBaHHE aBHa- U XEJNE3HOAOPOKHBIX OUIIETOB,;

OpOHHpPOBaHHUE rOCTHHHILI;

odopMIIeHHE 3arpaHAIHOIO TACIIOPTa, BU3 U APYTUX BHIE3AHBIX JOKyMEHTOB;

CTpaxOBble B3HOCHI Ha O00s3aTENbHOE JMYHOE CTPaXOBaHHE IACCaAXXKUPOB
Ha TPaHCIIOPTE;

00s3aTeNIbHOe MEIUIIMHCKOE CTPaXOBaHUE;

OILIaTy ycIHyT 1o oOpPMIICHHIO IPOE3HBIX JOKYMEHTOB;

obs3aTenbHBIE KOHCYJIBCKHE H a3pOJpPOMHEIE COOPEI;

pacxofsl 3a I10JIb30BAHKE B ITOE€3/1aX OCTEIbHBIMHI MPHHAAIEKHOCTIMU;

cOOpEI 3a MpaBo BHE3Aa WK TPAH3UTA ABTOMOOHIBHOTO TPAaHCIIOPTa;

HHbBIE 00s13aTeNbHbIE IUIATEXH U COOpEI.




11. MatepuanbHBIe 3aTPaThl, HEOCPEACTBEHHO BO3HUKAIOIIKE B ITPOLIECCEe OKA3aHUS
yCIIyTH W He BKIIOYEHHBIE B pacyeT pa3Mepa IUIaThl 332 OKa3aHHE YCIYyTHd, OIUIauUBaOTCS
3asBUTEJIEM.

PasmMep IuiaThl 3a OKa3aHME YCIYTH C YYE€TOM MaTepHaibHBIX 3aTpar,
HEIMOCPEICTBEHHO BO3HUKAIOIUX B MpOLECCE OKAa3aHUA YCIyrH, HE AOJDKEH MPEBHILIATH
MpeaeNbHOro pa3Mepa ILIaTH 32 OKa3aHUe yCIyTHd.

IlepeueHs MaTepHANBHBIX 3aTpaT, HENOCPEIACTBEHHO BO3HHMKAIOIIMX B IIpPOLIECCE
OKa3aHHA yCIIyTH:

TPAHCIIOPTHBIE PacXOAbI [P BEIE3/ie HA HHCIIEKTHPOBAHUE 10 MECTY PacloI0KEHHS
HHCIEKTHPYEMO# IIPOM3BOJCTBEHHOM IJIOMAAKY, PU yAAIEHHOM IPOXXHBAaHUU OT MECTa
MPOBEICHAS HHCIIEKTHPOBaHHUS;

pacxonsl, BO3HHMKAIOIIME B pe3ylbTaTeé MEPeHOCa CPOKOB  IIPOBEACHMS
MHCIIEKTHPOBAHUA 10 HHUI[AATHBE 3asSBUTEIIS, 2 UMEHHO: MITPadHbIE CAHKIIUH, CEpBUCHBIE
d KOHCyNbCKHe cOOpbl, cOOp cHCTeMBl 1O aBHabueTaM, CTOMMOCTh YCIyr
TPEeTHHUX JIUL{ 10 OPraHU3aIHA KOMaHJHPOBOK.

12. IlepecmoTp pa3mepa ILIAThI 33 OKa3aHHUEe YCIYrH OCYIIECTBISAETCSA ONUH pa3 B IO
c 1 ampens Tekymero (pUHaHCOBOrO roja C YYETOM YCTaHOBJIEHHOIO (efepalbHbIM
3aKOHOM O (hemepansHOM OI0[PKEeTe Ha COOTBETCTBYIOIIME (HHAHCOBEII rOA IPOTHO3HOTO

yPOBHSI HHQIIALMH, 4 TAKXKE B CIIydae H3MECHEHH HOPMAaTHBHBIX IIPAaBOBBIX aKTOB.




IIpunoxenue Ne 1

K MeToauke onpeaesieHus pa3smepa IIaTel
3a OKa3aHHE YCIyTH 10 HHCIIEKTUPOBAHUIO
NIpOM3BOAUTENEH JIEKAPCTBEHHBIX CPENCTB
(zna MEOUIMHCKOrO NPUMEHECHHU),
[IPOU3BOJICTBO KOTOPHIX OCYLIECTBIISIETCS
3a npeaenaMu Poccuiickoii @eneparumy,
Ha COOTBETCTBHE TPeOOBaHUAM MPABUI
HaJyIexalei npou3BOACTBEHHON NpaKTUKI
B LIEJIAX BBIJIa4M 3aKIIFOYSHUH
O COOTBETCTBHH ITPON3BOUTEIS
JeKapCTBEHHBIX CPEICTB (1
MEIHUIIMHCKOrO NPUMEHEHHUs) TpeOOBaHUIM
[IPaBWJI HaJIeXKaImeH Mpou3BOACTBEHHOMN
MPAaKTHKH, YTBEPKICHHOI
npukazom Munnpomropra Poccuu
oT /j&&;ﬂ;@ 2019 r. Ne_ %/

THnoBbIle HANMEHOBaHHAS PaboT, OCyECTB/IAEMBIX HIPH OKA3aHHH YCIYTH
[0 HHCNEKTHPOBAHHUIO NNPOH3BOAHTE el JIeKAPCTBEHHBIX CPEACTB
(as1s1 METHIMHCKOr0 IPHMEHEHHs ), IPOH3BOACTBO KOTOPBIX OCYyHIECTBJISETCS
3a npeneiamu Poceniickoii ®eaepannn, Ha COOTBETCTBHE TPeOOBAHHAM NPABHJI
HajJlexamieii Npon3BOACTBEHHOH NPAKTHKH B HEJAAX BbIAaYH 3aK/II09eHHil
0 COOTBETCTBHH NPOU3BOJHTEIIS JIEKAPCTBEHHBIX cpeAcTB (A1 MEAHIHHCKOr 0o
npHMeHeHHs) TPeOoBaHHAM NPABHJI HAAJIEXKaIIeH NPOH3BOACTBEHHOH NPAKTHKH,
¢ ykazanueM (PaKTHIECKOH TPYA0EeMKOCTH HX BHINOJTHEHHS

HaumeHoBarHE paboT

KomagectBo nponeayp (pabor),
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1. TlogroroBka K TNpOBENEHHIO MHCIECKTHPOBaHMS MPOH3BOAUTENCH IJIEKapCTBEHHHIX CPENCTB
(Wit M€ QULUHCKOrO IPAMEHEHHS ), IPOM3BOACTBO KOTOPHIX OCYIECTBIAETCS 3a peaenaMu Poccuiickoii
denepannn, HAa COOTBETCTBHEe TpeGOBaHHAM MHpaBHI Hajjexamed IpOH3BOJCTBEHHOH IPaKTHKH
B UENIX BHIAYM 3aKMIOYEHHH O COOTBEICTBHH IIPOH3BOJHUTENS JIEKADCTBEHHEIX CPEICTB
(118 MemEMUHHCKOTO OpHMEHEeHHd) TpeOOBaHMAM NpaBWI HajIekammedl [POM3BOACTBEHHOH
[PaKTHKH (Jajiee — yclyra, HHCICKTHpOBaHHe

1.1 O6paboTka npefocTanieHHoi | 1o 20° 1 1 1
IPOM3BOJATENEM JICKAPCTBEHHBIX CPEICTB
UL MEAHIUHCKOrO NPUMECHEHHS HIHM €ro
YIOJTHOMOYEHHBIM [IpeACTaBHTEINIEM (nayee -
3a9BHTEIb) JOKYMCHTAIIHHM: 21-30
1.1.1. IIpoBepka KOMILIEKTHOCTH
nepefaHHBX B (enepanbHOEe OIOMKETHOE
ydpekaeHHe, IOABEIOMCTBEHHOE
MHuHHCTEPCTBY IIPOMBIILJIEHHOCTH
H ToproBnE Poccmiickoit Denepauuu
(nanee - yYHONHOMOYEHHOE YYpEKICHHE),
JOKYMEHTOB COTJIaCHO OITHCH.

1.1.2. ®opmupoBaHHe 31E€KTPOHHOH ITANKH
C DIEKTPOHHHIMH KONHAMH NepeNaHHEKX | 41 - 50
B YIOJTHOMOYEHHOE yIpexnecHAe
JOKYMEHTOB.

1.1.3. Pernctpanus JOKYMEHTOB B CHCTEME
3IEKTPOHHOT'O JOKyMeHT0o0o0OopoTa
YIIOJIHOMOYEHHOTO YIPEKACHH.

1.1.4. Ilepenaua JOKyMEHTOB B IpOGHILHBIH
OTAEN YHOJTHOMOYEHHOI'0 YIPEXKICHHAS

31-40

1.2 Haznauenne OTBETCTBEHHOTO | 10 20° 11 1 11
HCIIOJIHATENN Ha4YaJIbHAKOM MpOoGHIBHOrO
OTAENIAa  YIOMHOMOYECHHOTO  y9IpEXICHHUS
H YTBEpXKIeHHE KOMHUCCHU:

1.2.1. IloarotoBka mpoeKTa MpHKasa
O CO3JaHMH  KOMHCCHHM, cocrosmeit
a3 COTPYIHHKOB YHOJHOMOYEHHOTO (3717_ 40
YIpeXICHHSA, YJacTBYIOIIMX B OKa3aHHM
yoryra (manee - HMHCIEKTOP, KOMHCCHS
HHCIEKTOPOB).

1.2.2. CormacoBanre H YTBEpXKICHHE
npuKasa 0 CO3/IaHAH KOMUCCHHI
HHCIEKTOPOB.

1.2.3. Brecernne OTBETCTBEHHEIM
HCIIOJIHATENIEM B rpadUK HpPOBEACHHS
HHCIIEKTHpOoBaHHS (nanee —  rpaduk)
OpraHH3auyH, OCYyLIECTBIAIOMEH
IPOH3BOACTBO JIEKAPCTBEHHBIX CPEACTB HJIS
MEAHOUHCKOIO [pHMEHEeHHd (Jamee —
HOpOH3BOJHATEND)

21-30

41 - 50
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1.3. PaccmoTtpenune 3asBIICHHAS,
COHPOBORUTENBHBIX JOKYMEHTOB:

1.3.1. OcHOBHOE IOCHE IIPOM3BOACTBEHHOM
IUTOMIaJKA Ha PYCCKOM S3bIKE.

1.3.2. JlanHBIE pETHCTPaLHOHHOIO IOCHE.
1.3.3. Caenenus 0 BBIABIIEHHBIX
HECOOTBETCTBHAX KaueCTBa JICKAPCTBEHHBIX
cpeacTs, B TOM ugHcne 00 OT3bIBE
JIEKAPCTBEHHBIX CPEACTB M3 IpaXKAaHCKOTO
obopora 3a nmepuoj He MeHee ABYX JIET OO
IOAa9H 3aABJICHHAS.

1.3.4. Komusa/konuu JMIEH3UH/THIECH3HHA,
BBIIaHHOMN/BEIIaHHEIE  YIIOJTHOMOYEHHBIM
OpraHoM  CTpaHEl  3agBUTENd  (HWiH
IOKyMEHTa/AOKYMEHTOB, Ha OCHOBaHHH
KOTOpOT0/KOTOPHIX 3aBHTEIb OCYIIECTBIAET
OeATeILHOCTD o IIPOH3BOJCTBY
JIEKapCTBEHHBIX CPENCTB), H €e/HX IEPEBOJ
Ha PYCCKHil A3hIK (3aBEPEHHBIE).

1.3.5. HsydeHue 1nepeyHs MOpOLYKTOB,
[IPOM3BOJUMBIX Ha IUTOMIaKe
[IPOH3BOUTENS.

1.3.6. Otuerm mo (apmakoHaI30pY
(MOHATOPHHT 6€30MacCHOCTH JIEKapCTBEHHRIX
CpeacTB) Ha  opHOUamBHOM  caiite
®enepanbHO#l Cy)k0BI M0 Ha30pY B chepe
3OpaBoOXpaHeHHs B  HHGOPMaHOHHO-
TeJIEKOMMYHUKaHOHHOHK ceTH «AHTepHeTY.
1.3.7. Hanpasnenne rpaduka
B MHuHHUCTEPCTBO MPOMBIILICHHOCTH
u toproBmd Poccuiickoli ®denepanuu
Ha COTJIacCOBaHHE.

1.3.8. Ilony4enue coriaacoBaHHOro rpaduka
A3  MuHHcTepcTBa ~ IIPOMBINUIEHHOCTH
u ToproBiu Poccutickoiit ®enepanym.

1.3.9. Pasmemenue COIIACOBAHHOI'O
rpapuka Ha  odHmuanbHOM  caiiTe
YIOJHOMOYEHHOTO ydapexaeHAs
B HHGOpMAIHOHHO-
TEIEKOMMYHHKaIHOHHON ceTd «AHTepHET»

no 20°

21-30

31-40

41 - 50

160

2/3

320/480

1.4. llogroroBKka H NOANHCaHWE IIPOEKTa
COTJIALIECHUS C 3aBATEIIEM

mo 20°

21-30

31-40

41 - 50

32

32

1.5. IToaroToBka miaHa HHCIIEKTHPOBAHUS:

no 20°

16

2/3

32/48

1.5.1. VYpameHHocTb H  TpaHCIIOpTHas
JOCTYITHOCTh

21-30

36

2/3

72/108
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1.5.2. KonmugecTBo, POpMEI BRIITYCKA H THITBI
NEKapCTBEHHBIX  CPEACTB,  3asBICHHBIX
K HHCIICKTHPOBAHHIO
1.53. KomnmdectBo  mHcHekTHpyeMEIX | 31 — 40 56 2/3 112/168
00BEKTOB B pamMKax OIHOMH
[POH3BOACTBEHHOMN IIIOMAAKH
1.5.4. Pexcum paGoTHI MpON3BOSATENA
1.5.5. Kanenpapunie ocobGeHHOCTH cTpaHsl | 41 - 50 80 2/3 160/240
rJe HaXOOUTCS IPOU3BOIAMUTEIH
1.6. CornacoBanme H yTBepAIeHHE ILtaHa | 10 20" 16 2/3 32/48
UHCHOEKTAPOBaHUA
21-30
31-40
41 - 50
Hroro 10 20° 236 1(2/3) 428/620
21-30 256 1(2/3) 468/680
31-40 276 1(2/3) 508/740
41 - 50 300 1(2/3) 556/812
2. UHCIIeKTHpOBaHHAE
2.1. BrmoHeR#e pabor | mo 20° 8 2/3 16/24
Mo HMHCHCKTHPOBaHHMIO Ha  Iomazaxe | 21 - 30 24 2/3 48/72
npom3Bogurens (cOOp MJaHHRIX, OCMOTp
IIPOM3BOACTBEHHABIX TIOMETIEH 1) 31-40 °6 2/3 112/168
H 3aKJIOIUTENbHBIE MEPOIIPHATHS 41 -50 80 23 160/240
Hrtoro 1o 20° 8 2/3 1624
21-30 24 2/3 48/72
31-40 56 2/3 112/168
41-50 80 2/3 160/240

3. [loaroroBka MTOroBOr0 HHCHEKIHOHHOTO
HHCIICKTHPOBAHUASA

OT4eTa 1O Pe3yNbTaTaM BEHIC3HOTO/TOKYMEHTAPHOTO

3.1. OOpaborka ® aHanmW3 pe3yIbTATOB
AHCOEKTHPOBAHHA C LEIBI0 IIOATOTOBKH
AHCHEKOHOHHOTO OTHeTa MO pe3yibTaTaM
BBIE3THOT0/ JOKYMEHTAPHOT'O
HHCIOEKTHPOBAHAA

mo 20"

21-30

31-40

41 - 50

48

2/3

96/144

3.2, CocraBneHne HTOTOBOTO
HHCIICKAOHHOTO OT4YeTa IO pe3yibTraTaM
HHCIIEKTHPOBAHUS

no 20°

21-30

31-40

41 - 50

32

32

3.3. ®opMupoBaHde MaKkeTa JOKYMEHTOB IO
pe3ynbTaTaM HHCIEKTHPOBAHHS H Iepenada
UX B MHUHACTEPCTBO NPOMBIIUICHHOCTH
d ToproBmd Poccmiickoli ®eneparum

no 20°

21-30

24

24
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M HampasJicHHE 3aiBHTemo HroroBoro | 31 -40

HHCIIEKIIHOHHOTO OTYeTa [0 pe3yiabTaTraM

HHCIIEKTHPOBAaHHS 41250

Hroro m0 20 104 1(2/3) 152/200
21-30
31-40
41 - 50

BCEI'O m0 20° 348 1(2/3) 596/844
21-30 384 1(2/3) 668/952
31-40 436 1(2/3) 772/1108
41 - 50 484 1(2/3) 868/1252

* Hcnons3oBanue KomMuecTBa mpouedyp A0 20 NPUMEHHMO TOJNBKO B XOAE MOCHEAYIOMEro HHCHEKTUPOBaHHA
MPOM3BOAUTENCH JIEKAPCTBEHHBIX CPEACTB L1 MEAUIHHCKOTO IPHMECHERHA € YYETOM NPEACTAaBACHHBX KOPPEKTHPYIOIAX
H MpeAyTpexIaomux aecTamif.

** JTOKyMECHTApHOS HHCIEKTHUPOBAHME IIPOH3BOAWTCA IpH MOCIACAYIOMEM HHCIIEKTHPOBAHWA NPOM3BOAMTENCH
JICKAPCTBEHHBIX CPEACTB MUIA MECIMIMHCKOIO NPUMEHEHMS TOJBKO IO PEMEHHIO YHOIHOMOYCHHOrO YHUPEKACHHA C YICTOM
IIPEACTABICHHBIX KOPPEKTHPYIOINX H MpeAyNpeKIAlomuX ActicTaril.




[Tpunoxxenue Ne 2

K MeToguke omnpeneieHus pasMepa IIaThl
3a OKa3aHME YCIYTd M0 HHCIIEKTHPOBAaHUIO
IPOU3BOAMTEINEH JIEKApCTBEHHBIX CPEICTB
(mns METUIIMTHCKOTO IPUMEHEHHS),
MPOU3BOJCTBO KOTOPHIX OCYIIECTBISIETCS
3a npenenamu Poccutickoii ®enepanny,
Ha COOTBETCTBHE TPeOOBaHUAM IIPaBHUII
HaJIeXaIIei MpOU3BOACTBEHHON MPAaKTUKH
B LIEJISIX BBIAAYH 3aKIIIOYCHUH
O COOTBETCTBHH NPOU3BOAUTEIS
NIeKapCTBEHHBIX CPENCTB (I
MEIUIUHCKOTO NPHMEHEeH ) TpeOoBaHUIM
[IpaBIJI HAJyIeXKameH pOU3BOACTBEHHON
IIPAKTUKH, YTBEPKACHHON
npuka3oM Munnpomropra Poccuun
oT /féz%ycrc; 2019 r. Ne JFeo’/

IIepeuenn npoueayp (pator), BLINOJIHAEMBIX B X0/1€¢ OKa3aHHs yCJIyTrH
M0 HHCNEKTHPOBAHHIO MPOU3BOAHTE el JIeKaAPCTBEHHBIX CPEACTB
(715t MEeJHIHHCKOTO PAMEHEHHS ), IPOH3BOACTBO KOTOPLIX OCYIECTBJIAETCS
3a npeaeaamu Poccniickoit ®enepanun, Ha COOTBETCTBHE TPEOOBAHMAM NPABHI
HaAJIexaell IpON3BOACTBEeHHOMH NPAKTHKH B HEJSX BbIAa4H 3aKII0YeHHH
0 COOTBETCTBHH NPOH3BOINTE/IN JIEKAPCTBEHHBIX CPEACTB (ISl MEAHIHHCKOIO
nNpHMeHeHHN) TPeGOBAHHAM NPaBHJ HalJIeKamell NPOH3BOACTBEHHOH NPAKTHKH

ITponexypst Bmesnﬁoro/noxymemapnoro' AHCNEKTHPOBaHAS IPOW3BONHUTENEH IeKapCTBEHHEBIX
cpencTB (ans MeIHLMHCKOTO HPHMEHEHMS), IIPOM3BOACTBO KOTOPHIX OCYLIECTBIIAETCS 3a IpeAeiiaMH
Poccuiickoit @enepandn, Ha COOTBETCTBAE TpeOOBaHMSAM IpaBHI HajjeXKallcl NMPOHM3BOJNCTBEHHOU
IPaKkTHKH B [EJX BHIJAYH 3aKIIOYCHHWH O COOTBETCTBHHM MPOHM3BOAHTENS JICKAPCTBEHHBIX CPEACTB
(119 MEAMIMHCKOTO MPHMEHEHHS) TpeOOBaHMAM NIpaBHI Ha[uiexallelt IPOM3BOACTBEHHOM MPaKTHKH
(manee — MHCHEKTAPOBAHHE)

1. OcHOBHEIE IPONEAYPH! HHCIIEKTHPOBAHHS

1 | Beognoe copemanme

HHCIeKTHpOBaHAE IPOA3BOACTBEHHON ITOIMAIKH

2 | IpoBepka ckiaza ChHIpbS, MaTepHAIOB H IedaTHOH HpoayKuud. OLCHKA CHCTEMEI NPHEMKH,
XpaHEHHS, ABMOKCHHS CHIpbS, MAaTCpHAIOB, II€YaTHOH NpOAyKIHH (IpPHEMKa, KapaHTHHHOE
XpaHEHHe, MapKHpOBKa, OTIYCK B HpoH3BoAcTBO). CHcTema oT6opa mpol (TOMEMMEHHS,
HHCTpyMeHTapHil [y 0T00pa P00, HCIOIE3yeMBIE IPOIEAYPEI). 30HE! XpaHEeHHs: OTOpaKOBaHHbIX
ChIpbsi, MaTepmanoB. KaprapoBaHme 30H XpaHeHHs. [IpoBepka NOKyMEHTalMH OTHENOB
MaTEPHAIbHO-TEXHUIECKOI0 CHa0XKEHHs, CKIIAICKOT0 X03SHCTBa M JIOTHCTHKH




2

IIpoBepka cknana roroBoit mpoayxnun. OneHka CHCTEMBI IPHEMKH, XpaHEHHS, ABHKEHUSA FOTOBOM
OpoAyKnuu (mpAEMKa, KapaHTHHHOE XpaHEHHE, MapKApPOBKa, OTIYCK B peanu3aliio). 30HBI
XpaHeHHs OTOpakoBaHHO!H, OTO3BaHHOM, Bo3BpameHHOH mnponyknuu. KapTupoBaHHe 30H
xpaHenus. IIpoBepka MOKyMEHTAWH OTHENOB MaTepHAILHO-TEXHHYECKOro CHaOKCHHSA,
CKJIAJICKOTI'0 X034HCTBA H JIOTHCTHKH

ITpoBepka MPOXU3BOICTBEHHOrO Y4acTKa 3asBJICHHOM! K HHCIEKTHPOBAHUIO JIEKapCTBEHHOH GOpMEI
JEKapCTBEHHOrO  CpeAcTBa  (mis  MeAWnuHCKOro  mpumMeHeHus). [IpoBepka  sTamoB
TEXHOJIOTHYECKOr0 IpoHecca: OpraHu3anusd TEXHOJOIMYECKOro Ipolecca, IIOTOKOB IEpcoHala,
MaTepHaATbHAIX TOTOKOB. KOHTPOJIb M JOKYMEHTHPOBaHHUE B IIpoliecce IPOA3BOACTBA

IIpoBepka y4acTKa CHCTEMB KOHIWIMOHMPOBAHHA H BO3NYXOHNOATOTOBKH: 00OpyIZOBaHHE,
¢axTHIecKHe mapaMeTphl paboThI, KBaTH(UKaNHsA, MOHUTOPHHT

ITpoBepka ydacTka CHCTEMEI MOATOTOBKM TEXHOJOTHYECKHX ra3oB: 00opyAoBaHue, QpakTHIeCKHE
mapaMeTpsl paOoTH, KBaJM(pHKAIHAS, MOHATOPHHT

[IpoBepka y4acTka CHCTEM IIOATOTOBKH, XpaHEHHS H pacOpelelieHHs BOABI, HCIOIb3yeMOH
B IpOH3BOACTBE (BOABI OYHINEHHOH, BOABI [UIS HMHBEKUHH): o0opynoBaHHe, (axTHYeCKHE
napaMeTprl paboThl, KBaytMdHKaus, cCHCTeMa MOHUTOPHHTA

TIpoBepka oTAeIa KOHTPOJIA KadecTBa MPOU3BOACTBEHHOM IIOINAIKH

IIpoBepka noMemenuii, 060pyR0BaHHS, HHXKEHEPHAIX CHCTEM, peakKTHBOB, CTAHIAPTHBIX METOAMK
aHamM3a, paboduMx JKypHAIOB, HCHOJIB3YEMBIX IpH INPOBEACHHH XHMHYECKOTO ((pH3HYECKOro)
TecTHpoBaHHA. [IpoBepKa yciaoBuii HaieKamero XpaHeHAsS KOHTPOJIbHEIX M apXHBHEIX 00pa31ioB

IpoBepka moMemeruH, 000pyIOBaHNS, HHXECHEPHBIX CHCTEM, PEaKTHBOB, CTaHIApPTHEIX METOAHK
aHanmu3a, pabodMX IKYpHANIOB, HCIONB3YEMBIX IPH IPOBEACHHH MHKPOOHONIOTHIECKOTO
TecTHpoBaHHA. [IpoBepKa ycaoBHi Haie)KaIero XpaHeHH. KOHTPOJIbHEIX ¥ apXHBHBIX 00pasLioB

10

IIpoBepka moMemeruit, 060pyI0OBaHHUS, HHKEHEPHBIX CACTEM, PEaKTHBOB, CTaHJaPTHEIX METOIHK
aHanu3a, paboumnx KypHaJIOB, HCHONB3YEMEIX IIDH MPOBEACHHH GHONOrHYECKOro TECTHPOBAHMI.
IIpoBepka yclIOBHi HamjieXXalero XpaHeHns: KOHTPOJILHBIX U apXHBHBIX 00pa3ioB

11

ITpoBepka CHCTEMEI XpaHEHHS 00pa3IoB, 3aJI0)KEHHBIX HA H3y9eHHe CTaOMIIBHOCTH: IIOMEINECHHS,
obopyznoBanne, MHXCHEPHBIC CHCTEMBI, PEakTHBBI, CTaHAApTHHIC METOAMKH aHAIA3a, pabouue

KypHAIBI

IIpoBepka JOKYMEHTAIHH TPON3BOICTBEHHOM ILIOMIA (KA

12

IIpoBepka OpraHA3aHOHHON CTPYKTYpHl OpraHH3alMd, OCYINECTBIAIOMEH IPOH3BOACTBO
JEKApCTBEHHBIX CpPEACTB [yl MEOUIUHCKOTO IpAMEHEHHS (manee — NPOH3BOAHTEIND).
OTBETCTBEHHOCTh pPYKOBOACTBA. AHamu3 (apManeBTHYeCKOM CHCTEMBI KadecTBa CO CTODOHBI
pykoBozcTBa. KimoueBoii mepcona (COOTBETCTBHE ycTaHOBICHHEIM TpeGoBaHusaM). PykoBoncTso
mo kadecTBy. CHcTeMa BEIZAYH YIOJTHOMOYEHHRIM JIMIOM pa3pellieHHH Ha peanu3amnyio cepHif
roroBo#i mpoaykuuu. OueHKa 2¢heKTHBHOCTH CHCTEMBI Ka9ECTBA

13

IIpoBepka cHUCTeMBI HOKyMeHTHpoBaHHi. OCHOBHas JOKYMEHTallHf CHCTEMBI KadecTBa:
pa3paboTKa, BHEAPEHHE, pacIpOCTpaHeHHe, IEPeECMOTP

14

IMpoBepka HOKYMEHTAMU MO IPOBEJCHHIO KBaNM(HKANWH M BalHjanud (OCHOBHOM IUIaH
BaJMJANUH, TUIAHEL, IIPOTOKOJEI, OTYETH 0 KBaaMuKanun ¥ Banupandu). IIpoBepka cHCTEMBI
KBanH(HKAOWM H BaTAJANAH (KBaTH(QHKAIHA TEXHONOrHIECKOro 0o0OpyZOBaHHA H YHCTBIX
NOMeINeHN HIH KOHTPOJIHMPYEMBIX 30H, BAIMIANMSA TEXHOJOIMYECKHMX IPOIECCOB, IPOLEAYP
OYHCTKH IMoMeIIeHui u 06opynoBannst). [IpoBepka koMIBIOTEpH3HPOBAaHHEIX cHCTEM. Bamunanus
cucteM. KBammpukamus oOGopynoBanusa. CHCTEME HpeJOTBpalleHMsS HECaHKIHOHHPOBAHHOIO
noctyna. IIpomeaypsl Mo 3KCIUTyaTalldd W TEXHHIECKOMY OOCITyXXHBAaHHIO CHCTEMEL CHCTEMEI
pe3epBHOTO KOMMAPOBaHHS

15

[IpoBepka TeXHOMOTHYeCKOH NOKyMEHTAlWH (IPOMBHIUICHHBIC H/HIM HHBIE PETJIAMEHTEL,
nelicTByIOIHAe Ha MPOU3BOJICTRE; IPOH3BOACTBEHHRIE PELENTYPLI, TEXHOIOrHYECKHE HHCTPYKIIHH,
HHCTPYKIMA [0 OYHCTKE); BHIIONHEHHE TpeOOBaHWH yYTBEPXKICHHOH TEXHOJIOMMYECKOM
NOKYMEHTAI[MM TpH IpOBENeHWH omepauwmii/cTamuii Texromorudeckoro mponecca. IlepepaGorka
H OBTOpHAs TEXHOIOTHIecKas o0paboTKa MpoayKIHMH




16

IIpoBepKa JOKYMEHTAIIMH YIaCTKOB HHXeHepHHIX cucTeM. KBaymdukanys mExKeHepHLIX CHCTEM

17

HpOBepKa JOKYMCHTAIIUA 110 KBaJIH(i)I/IKaHKH CHCTCMABI BOIOIIOAT OTOBKH

18

[IpoBepka CHCTEMEI YTBEPIXKACHHS IPOW3BOUTENIEH (IIOCTABIAKOB) CHIPhS H MaTEpUaIIOB U paboTHI
C HAMH

19

IIpoBepka caHHTapHO-TATHEHAYECKON MPOrpaMMEl MPOW3BOACTBA €€ BHINOJHEHHS. MOHATOpHHT
YUCTRIX MOMeIneHn |

20

ITpoBepka MEpOIPHATHIA IO 00ECIEUSHNIO 3aIMUTEI OT NPOHUKHOBEHHS HACEKOMBIX H JKHBOTHEIX
B IPOA3BOJICTBEHHEIE IIOMEIICHUS

21

ITpoBepka JOKYMEHTAIMH II0 KOHTPOJIO Ka4ecTBa B 1a00paTOPHSX:

JOKYMCHTAIUA 110 aHAJINTHYCCKHUM MCTOANKAM, HCIIQJIB3YCMBIM JUIE KOHTPOJIA Ka4ueCTBa,

BHYTPH3aBOJICKHE crenudukanmy;

HPOTOKOJILI AaHAJIM30B,

paboune >KypHaIBL,

JIOKYMEHTAIHS TI0 KOHTPOJIIO CHIPhsi, MATEPHAJIOB, IIOIYIPOAYKTOB, FOTOBOM IPOAYKIMH;

PETHCTPaIAs pe3Y/IbTaTOB HCIIBITAHUH;

KOHTPOIIb CAHATAPHOr0 COCTOSIHAS MPOH3BOJICTBA (MHKPOOHONOTHIECKAH MOHUTODHHT);

perncTpandsa paboTe KOHTPOJIEHO-H3MEPUTENbHOT0 000pynOBaHHS;

KBapUKanus, MoBepka JabopaTopHoro o00pyoBaHHS

22

ITpoBepKa CHCTEMBI YIIPaBJICHHAS PHCKAMH [ Ka9ecTBa

23

IIpoBepka BaHIaHH aHAMMTHYECKHX METONMK, B TOM YHCIE METOAHK, HCIOJIB3YEMBIX
JUISL KOHTPOJIS KA9€CTBA OIMCTKH 000py/I0BaHNs M NoMemeHHii labopaTopuii KOHTPOJIS KadecTBa

24

IIpoBepka pe3yIbTaTOB IPOJOIKAIOIIErocs H3ydeHAS CTa0HIBHOCTH

25

ITpoBepka CHCTEMBI YIIpaBJICHHS OTKJIOHCHHSMH H YIIPaBICHUA U3MECHCHUSIMHA

26

Hlocke Ha cepmio roroBoil mnpoayknud. [IpoBepka [ocke Ha CEpPHIO Ha 3asBICHHOE
K HHCIIEKTHPOBAHUIO JIEKAPCTBEHHOE CPEACTBO

27

Kpanudukanunorasie TpeOGoBaHUA K IEpCOHATY H MX codmoaeHHe. [IpoBepka CHCTEMBI TOAIOTOBKH
u oOydeHus nepcoHana. IIpoBepka I'HMrHeHHYeCKHX TpeOOBaHMH K IEPCOHAYy, B TOM HHCIIE
K TEXHOJIOTHIECKOH OJIEXE, €€ CMEHE; MPOLEAyPhI liepeoficBaHus

28

IlpoBepka paGoTH ¢ peKiaMaiUsIMH, kano0aMH, MpeTeH3UsIMH, HECOOTBETCTBHIMH,
oTKIIoHEHHAMH., CHCTEMa 0T3bIBa NPOAYKLIMHA

29

ITpoBepka CHCTEMEI KOPPEKTHPYIOIMUX M IIpEAYIPEXKAAOMMUX AcHCTBAR

30

AytcopcrET (paboTEI, TpOU3BOUMBEIE IO KOHTPAKTY (IOTOBOpY) B paMKaX IIPOH3BOJICTBa, aHAIH3A
(KOHTpOJIA Ka4ecTBa) MHPOAYKUHA H OKa3aHHS yciyr. [IpoBepka CHCTEMEI YTBEpXKACHHSL
ucnonaATeNd pabor. CorameHne o KauecTBY

31

IIpoBepka cHCTEMEI camonHcHeknmi, Kinaccnpukanus saMedanni

32

ITpoBepka JOKyMEHTAUWHM HHXXEHEPHOH cIyOBl MPOM3BOJCTBA: ILIAHOBO-TPEAYIPEIHTENLHEIE
MeponpusTas (rpaduky, KypHAIH)

33

3aKIo9IHTEbHAL BCTpE4Ya-COBCIIAHUE

2. JlononHATENFHEIE IPONEAYPHl HHCIIEKTHPOBaHUS, XapaKTepHEIE IS JAHHOTO BUAA
IIPOYKIIMH/IPOH3BOCTBA

TTpoH3BOACTBO, XpaHEHHE U peanm3alus GpapManeBTHYeCKAX cyOcranmmit. OCHOBHEIE MOJOXCHUS
CHCTeMBl ympaBieHHs KadectBoM. [lepcoman (coriacoBaHHas CTIPYKTypa, MOJDKHOCTHBIE
HHCTPYKIHH, KBAIA(UKANMi, THTHCHA, KOHCYJIBTAHTEI). 3AaHHMi H HoMemeHHs. MHXeHepHEIE
cacteMel. Ctoku H oTxoasl. TexHonormdeckoe oOopyrnoBaHHe. TexHonorwdeckuii mpoiecc.
Crepunusanus (UpE HpOHM3BOACTBE CTEPHIBHEIX (papManeBTHUECKHMX cyOcTaHmmi). YmakoBKa
d MapkupoBka. CrcreMa XpaHeHHS U peanm3anuy. JlokyMeHTanus (cnena(prKanyy, pernaMeHThi,
HHCTPYKIHH, 3anucH). Bamuaamua 1 xkBanuukaus, KOHTPOiIb Ka4ecTBa, KOHTPOJIb H3MEHEHHH,
otkioHeHus. [loBTopHEIe HcnbTanws. IIpeTreH3an u oT36B Npoayknun. CamouHCIIEKIHA. Jlocke
Ha cepHH, 0030p KadecTBa npoaykTa. PaboTa o KOHTpaKTy

dapManieBTHIECKHE CYOCTaHIMY, IOJIy9aeMBIC METOAAMH XHMHAYIECKOr0 CHHTE3a

(V8]

(DapMauequecxne CyﬁcTaHIIHI/I, NOJIy9acMEIC MCTOIAMHA OHOTEXHOJIOTHYECKOT0 CHHTE3a




dapmaneBTHYeckAe  CyOCTaHOMH, MONydaeMble  NyTeM  KyIbTHBHPOBaHHA  KIIETOK
wm pepmentamueit. «Knaccudeckas ¢pepmenranusy. Coznanue n nomjepxanue 6aHkKa KIETOK
(rmaBHOro M pabouero). Benemme noxymentanuu. KymsTuBupoBaHue/QepMeHTamusa, BeICHHE
JIOKYMEHTAIMH

U

CDapmaueBTHtlecxne CY60T&HIIPIH, MOJIy9aCMBIC METONAMH BBEIOCIICHUS U3 XUMHYECKOI'O ChIPhA

dapManeBTHYeCKHe CcyOcTaHma#, MOJydaeMble METOJOM BHIICIHCHHA H3 HCTOYHHKOB
pPacTHTENFHOTO IPOUCXOXIEHUI. Pe3ka W cymka pacTteHwmii, Bogopocieif, rpuboB, mumaliHAKOB
¥ 9KccyaaroB (Beiaenennit). OmkaM pactenuii B ieperonka. MsmMensaenne, 06paboTka 3KcCyAaros,
SKCTpaKkmus U3 pacTeHHi, (pakuHOHMPOBAHHE, OYHCTKA, KOHINECHTPAPOBaHHE WIH (epMeHTalnA
PacTHTENbHBIX cyOcTannmit

q)apMaHeBTquCKHC CYGCTaHI.IKPI, nojgydacMbi€ MCETOAOM  BBIICJICHHA N3 HCTOYHHKOB
GI/IOJIOI‘H‘ICCKOI‘O, JKHUBOTHOT'O ITPOHCXOXICHHA

Buonmornueckue  (apManeBTHueckue  cyOcraHmuu. llomemenus ®  obopymoBanue.
Texnonormyeckuit mponecc. OneHka puckoB. JlokyMeHTalbHas IIPOCIICKHUBAaECMOCTb ONEpany.
MeponpuaTusa no KOHTPOJNIO U IpeJoTBpameHHi0 kKoHTaMuHanmu. OGecniedeHye CTEpANbHOCTH
npoxaykouu. KorTpons kadectBa. IIponeccsl XpaHeHHS U KpHOKOHCEpBaHH

ITpoH3BOACTBO, XpaHEHHE W peaM3anus CTEPHIBHBIX JEKapCTBEHHBIX HpenapatoB. OCHOBHEIE
HOJOKEHHS CHCTEMEI YIpaBieHHs KadecTBoM. llepconan (kBanmukxauwms, rurmcHa). 3maHus
H moMemeHus. MHXeHepHBle CHCTEMBI. BBIGOp M MOATOTOBKa MOIOMMX/AE3HH(UIHEPYIOIHUX
cpeactB. TexHomormueckoe oOopyaoBaHHe. Texnomormdeckuit mpomecc. Crepunau3aims.
Acentadeckoe npou3BoicTBO. Crepmimmsyromas ¢uIbTpamud, I[OJrOTOBKA H HCIBITAHHS
¢mnsTpoB. Banupammg mpoiecca HMMHTAIMHA  aceNTHYECKOTO HAONHEHHA.  YIIaKOBKa
H MapkepoBka. CucTeMa XpaHeHHs H peaymsaimn. JJokyMeHTanus (cnenudAKaIHA, perIaMeHTE,
AHCTPYKIHH, 3anmcH). Banupanua u kBammpukanusg, KOHTPOIb KadecTBa, KOHTPOJIb H3MECHEHHI,
oTkIoHeHuA. IloBTOpHBIC HCIBITaHUA. lIperensnuu, orT3mB Iponyknuu. CaMonHcnekudH. Jfocke
Ha cepHH, 0030p KadecTBa OpoaykTa. PaboTa o KoHTpakTy

10

[Tpou3BoacTBO Iperaparos, CoZiepKaIIX BBICOKOTOKCHYHBIE BEILlECTBA
(amTHOHOTHKA OGeTa-TaKTaMHOrO psAma, NOPMOHEI, nurocTarhkH). IToMemeHus. HmxeHepHBIE
CHCTEMBEL O6opynoBaHzEe. Banuganus nporecca OYHACTKH. MeponpaaTus
[0 YAIEHHIO/WHAKTHBAIUH OTXOJIOB

11

IIpoH3BOACTBO IPENapaToB, COASPIKAIAX CAIIBHOACHCTRYIOMAE BemecTBa. OpraHu3anus CHCTEMBI
ydeTa, XpaHeHHs, YHHITOXKECHUS

12

IIpon3BoacTBo mpenaparoB pamuodapManesTrdeckux. I[lomemenud. HHXeHEpHBIE CHCTEMEIL
TexHONMOrMYecKkHit mporecc (cragum, onucands). llepcoHan (cenHaibHBIE TpeOGOBaHMS).
Bammgauus # kBanmudukanmus, ymnpasieHue puckamd. OpraHdsauds Iporecca BBIIyCKa
B oOpameHue. Brinada paspemeHns Ha BEITYCK

13

[Ipom3BOACTBO MpenapaToB, MONY49aeMBIX H3 JIEKapCTBEHHOIO pPAcCTHTENBHOTO  CHIPhA.
Cnenudukanuu Ha UCXOAHOE CHIpbe. J[OKyMeHTamHs, MOATBEPKAAOMAs Ka4ecTBO HCXOMHOIO

CHIpBS

[Ipon3BoacTBO 6HOJIOTHIECKHX JIEKApCTBEHHBIX [IpenapaToB

14

[IpousBomcTBO mpemapaToB KpOBH (OCYIIECTBIIOTCA JTalkl 00paGoTKH B OTHOLICHHH
OMONOTHYEeCKOM MPOAYKIMH, COAEpXkKalielfi akTHBHOE BEMIECTBO, H30JHPOBAaHHOE (BBIACICHHOE)
3 KpoBH. [IpuMephl Takodf HpomyKnum BKIOYaloT B ceOa ans6ymmH, (aktop kposu VIII
WA AMMYHOTJIOOYJIMHEI, BHIEJIEHHBIC 3 KpOBH). YpaBieHue kadecTBoM. IIpocnexuBacMOCTh
U MEPONpPHSATHS, HPOBOAMMBIE HOCNe B3ATHA KpoBH. Vcxommele MaTepuansl. OneHKa H BhlJada
pa3pelIeHns Ha BRITYCK IDTa3MBI Ui GpaKIHOAMpPOBAHKS, HCIOIb3yeMOH KaK MCXOJHOE CHIPhE.
OG6paboTka mnasMel s ppakuuoHHpoBaHus. KOHTponb kauecTBa IMPOMEXKYTOYHEIX NPOXYKTOB
H KOHETHOT'O IpOAyKTa. Brimada paspemenns Ha BBITYCK IPOMEXYTOIHOH H rOTOBOM IPOXYKIHH.
XpaHeHHe 00pa3sIioB MyJIOB IUIa3MEL. MeponpraTHs [0 yIancHHIO/HHAKTABAIMA OTX0I0B




15

ITpou3BOACTBO MpemapaToB HMMYHOOHOJIOTHYECKMX MENMIMHCKAX (AUICpreHEl, aieproujsl,
aHaTOKCHHBI, BaKIIHHEL, HMMYHOMOZYJIATOPbI, MOHOKIOHAJIBHEIC aHTHTENA, CHIBOPOTKH, TOKCHHBI,
nuTokAHbl). CHcTeMa HoceBHOMH KyIbTypEI H 6aHKa KieTok. Bannjanus nponeccoB 09HCTKH

16

IIpon3BOACTBO penapaToB AJis KJIETOYHOI Tepaniu

17

IIpon3BoACTBO IpenapaToB AJi FeHHOU Tepalluy

18

[Tpou3BoacTBO mpemaparoB OGHOTEXHONIOrHYECKAX MEAMIMHCKAX (OMOTEXHONOTHS BKIIOYAaET
B ce0s HCHONb30BaHHE TIE€HETHYECKH MOAMGHIHPOBAHHEIX KIETOK MIIEKOMMTAIOIMUX
WA MHKPOOPraHH3MOB (HampuMep, OaKTepHH WIH IPO3XOKH) HIH OHOJNOIHYECKAX BEIIECTB
(manpmmMep, GepMEHTEI) B IPOU3BOACTBE GHonoradeckoii npoxykuun). [Tomemenns. UHxeHEpHEIE
cucteMbl. O6opynoBanue. Baympaunsa nponecca ounctkd. OueHka puckos. lIpociexnBaeMoCThb
IIENU MOCTaBOK HCXONHBIX MaTepHaioB. MOHUTOPHHT OIIaCHEIX AJIA YeioBeKa 6oie3HelH KUBOTHRIX
(BeTepuHapHOE OCBHAETENLCTBOBaHHE). CompoBOUTEIbHAS JOKyMEHTaIMA, IOydaeMas OT MECT
IIPOM3BOACTBA HCXONHOTO CHIphS (CKoTOGOMHH). MeponpusTus IO yJaneHHIO/MHAKTHBAIIMH
OTXOJI0B

19

[Ipon3BoaCTBO MpenaparoB, SKCTPArHPOBAHHEIX W3 YEJIOBEUSCKAX HIH JKABOTHEIX HCTOYHHKOB
(maHHad® KaTeropds BKIIOYAET B ceOs MpemapaThl IPH IMPOH3BOACTBE KOTOPRIX OCYIIECTBISIOTCH
sTanbl 00pa0OTKA B OTHOHMIEHWA HpPOU3BOACTBA OHOJIOTHYECKOrO IPOAYKTa, COAEPIKAINEro
AKTHBHbIE BEIIECTBA, NONIyIeHHbIE H3 YEJIOBEICCKHIX HIIM JKABOTHRIX HCTOUYHHKOB (KJIETKH, TKaHH,
XHOKOCTH) 3a HMCKmo4YeHMeM Kposu). [loMemenmsa. WmxeHepHBle cucteMbl. OGopynoBanue.
Banmupanus nponecca ounctkd. OneHka puckoB. IIpociexxnBacMOCTh ENH NOCTABOK MCXOMHBIX
MarepHasoB. MOHHTOPHHI OIacHBIX IS denoBeka Oone3Hel XHBOTHBIX (BeTepHHApHOE
ocBuzeTenbcTBoBanne). ConpoBoanTenbHas JOKYMEHTAOHUS, MOTydaeMas H3 MecT IPOU3BOACTBA
HCXOJHOTO CHIphI. MeponpusaThs 0 yAaJeHAI0/HHAKTHBAIAA OTXOHX0B
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[IpouM3BOOCTBO TKAHCHH)KEHEPHBIX IpedaparoB  (WpemapaThi, MONBEPrHYTHIE TKaHEBOM
HH)XECHEPHH)

21

ITpou3BoacTBO NMpodeii OHoorrdeckoii IeKapcTBEHHOMH MPOAYKIUH (AaHHAS KaTETOPHS BKIIOYAET
B ce0s mpenaparsl, py IPOU3BOACTBE KOTOPHIX OCYIIECTBIIOTCA 3Tallbl 00paboTKH B OTHOIICHHA
POM3BOJICTBA OWMONOTHYECKOTO IIPOAYKTa, BKMO4Yalomero B ce0d aKkTHBHOE BeEMECTBO,
He NOoAXoJdmIee o paHee olpeciicHAbIE KaTerOpHH)

22

ITpou3BOACTBO IpemapaToB, HE TpeOylOIMMX CcHOENAANGHOIO BHIACIACHHS B  OTHAEIbHOE
IPOU3BOACTBO, C YKa3aHHEM KOHKpETHOMH NexapcTBeHHOH GopMHI (TableTkH, Kalcykl, a3p030b,
reb, ry0Ka, Kaluid, KOHIEHTPAT XXAAKHH, KpeM, INHHMEHT, IN0Q MIIM3HpOBaHHEIE IPOAYKTHI, Ma3b,
IacTa, IieHka, MOPOMOK, paCTBOPHTENb, PacTBOP [UIA AMANIA3a, PacTBOP JUIM HHBLEKIHM, pacTBOp
U1 MHQY3HIE, pacTBOP VIS HapYXXHOT'O IPHMEHEHHUS, CYCIICH3HS, SMYIIbCHS)
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IIpou3BoJCTBO, XpaHCHHE H pealn3alid HECTEPHIBHBIX JIEKapCTBEHHEIX MIPENApAaToB ¢ YKa3aHAEM
TPYIIEI JIEKAPCTBEHHBIX NpenapatoB. OCHOBHEIE MMONIOKEHHS CHCTEMEI YIIPABICHHS KadeCTBOM.
Ilepconan (kBanuHuKam|sa, rUraeHa). 3paHus W moMeleHus. HWmkxeHepHEIE cHCTeMBL BriOop
H TIOATOTOBKA MOIOIMAX/Ae3UHPUIMPYIOIHX CPeACTB. TexHomormdeckoe o0OpyZOBaHHE.
TexHonmoruueckuit mpomecc. YmakoBka M MapkupoBka. CHcTeMa XpaHeHHS M peajH3amMy.
Hokymenranusa  (cnepmdukamum,  perfmaMeHTH,  HHCTPYKIHWM, 3anHcH). Bamnanmus
1 kxBamdukagAas, KOHTPONb KadecTBa, KOHTPONb H3McHeHHH, oTKiIoHeHus. IloBTOpHEIE
ucnbitanug. [Iperensun. O3nm npoxyknun. CamorHcnexnud. Jlocke Ha cepHH, 0030p KadecTBa
npoaykra. PaboTa 1o KOHTpakTy
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HPOPBBOJ.ICTBO TrOMEONATHIYCCKUX IIpCliapaTroB
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HpOI/ISBOﬂCTBO ra3oB MCIAHIIMHCKHX

3. JlomoNHATEIBHEIE IPOLEAYPhl BRIE3JHOT0/JOKYMEHTApPHOIO HHCIIEKTHPOBAHUA
pa3paboTaHHEIX/TIPEACTABIEHABIX KOPPEKTHPYIOMMX U NPeayNpeKJAlOMHX AeHCTBAM
10 pe3yabTaTaM NEPBUYHOTO HHCIEKTHPOBAHUS

OueHEKa MOMHOTHL pa3paboTaHHHIX/TIPECTaBICHHEIX KOPPEKTHPYIOIMMX H HpeXylpeKIatomEX
NeHCTBHH M0 pe3yaETaTaM IEPBHYHOI0 HHCIEKTHPOBAHUS




2 | Onenka peanu3anud pa3paboTaHHBIX/MIPEACTARIECHHRIX KOPPEKTHPYIOMUX H IpeIyNpekAaromuX
OelicTBHi
3 | OneHKa ycTpaHeHHs HECOOTBETCTBHIA, BEISIBJIEHHBIX B X0O/€ IEPBHYHOI0 HHCIIEKTHPOBaHHUS

* JIOKYMEHT4pPHOE HMHCIEKTHPOBAHHE MPOH3BOAMTCA [PH HOCHEOYIOMEM HHCICKTHPOBAHMM MpPOHIBOIMTEINCH
JIEKapCTBEHHBIX CPEACTB Ui MEJUUMHCKOrO NPHMEHEHHS, TOJNBKO IO PEHICHHIO YTIONHOMOYEHHOTO YIPEXACHHS C y4eTOM
ApeACTABJIEHHKMX KOPPEKTHPYIOMMUX M Npeaympexaalomux aciicrauit.




VTBEPXIEH

npukazoM Munnpomropra Poccuu

OT /ﬁc’i&/q&f//‘ 2019 . Ne 7447

IIpeneabHblii pa3Mep MIAThI 32 OKA3aHHE YCJIYTH 0 HHCIIEKTHPOBAHHIO
NpOoH3BOAUTE/ICH TeKaPCTBEHHBIX CPEACTB (A1 MEAHIIHHCKOro IPHMEHEHH ),
NpPOHU3BOACTBO KOTOPLIX OCyIecTBJIsieTcs 3a npenejamu Poccniickoii ®enepanun,
HA COOTBETCTBHE TPeOOBaHHAM NMPaBHJ HaAJexawmel NPON3BOIACTBEeHHOH NPAKTHKH
B IeJAX BbIJAYH 3aKJII09EHHH 0 COOTBETCTBHH NPOH3BOHTES JEKAPCTBEHHBIX
cpeacTB (IIf MeJHIHHCKOro NpUMeHeHHs) TpeOOBaAHHAM NPABHJ Ha/JIeKamel

NpPOH3BOACTBEHHOMH NPAKTHKH

Pa3Mep miaThl 3a oka3aHue yCIyrH Cymma IIpenensHblit IIpenenbrsii
[0 HHCIEKTAPOBAHMUIO KOMaHIHPOBOYHEIX pa3Mep ILIaThl pa3Mep IUIaThl
pOU3BOIUTENIEH TeKapCTBEHHBIX pacxonos, 3a OKa3zaHue 3a OKa3aHHE
cpeacTB (Ui MEUIEHCKOTO HEMOCPEACTBEHHO | YCIIYTH C y9ETOM YCIIYTH C YI€TOM
[IpAMEHEHH), IPOU3BOACTBO CBSI3aHHEIX KOMaHJAPOBOYHEIX | KOMaHIHPOBOYHBIX
KOTOpBIX OCYINECTBIIAETCH C OKa3aHHueM pacxonoB (pyOneit) | pacxonoB (pyOieit)
3a mpenenamMu Poccuriickoii yciyrH, (pyOneit) 0e3 Hayora C HAJIOTOM
Mdenepannu, Ha COOTBETCTBHE 6e3 Hasora Ha 100aBJIeHHYIO Ha 00aBIeHAYIO
TpeOOBaHMAM [IpaBHIJI HA[IeXKameil | Ha KoOaBleHHYIO CTOMMOCTb CTOHMOCTh
IPOM3BOJICTBEHHON MPaKTHKH CTOHMOCTD (20 mponenTOB)*
B L[ENIAX BBIJA9H 3aKIFOUCHUM
0 COOTBETCTBHH NTPOA3BOAMTENSL
NeKapCTBEHHEIX CPELCTB
(st MEAUIUHCKOTO IPHMEHEHNS)
TpeOOBaHUAM IpaBUJI HaJyTeXKaIneH
[IPOHU3BOJCTBEHHOH IIPaKTHKA
(manee - ycnyra), 6e3 ydeta
KOMaHIMPOBOYHBIX pacXxoAoB
(py6neit) 6e3 Hanora
Ha 100aBJICHHYIO CTOMMOCTb
3070 716,82 994 500,00 4 065 216,82 4 878 260,18

ITpuMedanHe. PacueT mpeenbHOro pa3Mepa IUIaTh 32 OKa3aHHE YCIyTH IPHBEIEH B IPHIOKECHHA

K IpefieIbHOMY pa3Mepy IUIaTEI 32 OKa3aHHe YCIIyIH.

* C 1 smsaps 2019 r. serymin B cwty ®enepanbubiii 3akoH ot 3 asrycra 2018 r. Ne 303-03 «O pHeceHHM H3MEHSHHM
B OTENbHBIE 3aK0HOAATEbHEIE akTh Poccuiickoit Genepauuu o Hanorax u coopax» (Cobparne 3axononatenscTsa Poccniickoit
®enepawmn, 2018, Ne 32, c1. 5096; Ne 45, cr. 6849) 0 NOBHIEHNH HAOra Ha N0GABNEHHYIO CTOMMOCTH 10 20 MPOLEHTOB.




IIpunoxenue

K MpeACIbHOMY pa3Mepy IUIaThl
3a OKa3aHHE yCIIyT'H [10 HHCIEKTHPOBAHUIO
IIPOM3BOAMTENEH IEKAPCTBEHHBIX CPEACTB
(@1 MegUIMHCKOI0 MPUMEHEHHS),
MPOU3BOJCTBO KOTOPBIX OCYILECTBISAETCS
3a mpenenamu Poccuiickoit ®eaepanuu,
Ha COOTBETCTBHE TPeOOBaHHAM MPaBHII
HaJIeXamei mpou3BOACTBEHHOM NPaKTUKH
B L[EJISIX BBIAAUH 3aKIIFOUEHUN O COOTBETCTBHH
[IPOM3BOUTEINS JIEKAPCTBEHHBIX
cpeacTB (A MeTULIMHCKOTO IPUMEHEHHS)
TpeOOBaHUAM MPABHJI HaJIeXKaIei
MIPOU3BOICTBEHHOI IMPAaKTHKH,
YTBEPKICHHOMY
npuka3oM Munnpomropra Poccun
oT /fﬂ&;ﬂf?i 2019 r. No_Zc//

Pacuer npeaejibHOro pa3Mepa IJIAThI 32 0Ka3aHHe YCIyrH
10 HHCIIEKTHPOBAHHUIO HPOH3BOAHTEJIEH JIEKAPCTBEHHBIX CPEICTB
(318 MeIMIHHCKOr0 NPHMEHEeHH ), NPOH3BOACTBO KOTOPBIX OCYIECTBISETCH
3a npexenamu Poccniickoii @exepann, Ha COOTBETCTBAE TPEOOBAHHAM NPABHJI
HaJJekameif NPOH3BOACTBEHHOH NPAKTHKH B HEJIAX BbIJAYH 3aKJII09eHHH
0 COOTBETCTBHH IPOH3BOAMTEIS JIeKAPCTBEHHBIX CPEACTB (A1 MEAHIHHCKOIO
npEMeHeHHs1) TpeGOBaHAAM NPAaBHJ HAJIexKaeil NPOH3BOACTBEHHOH NPAKTHKH

HcxonHble JaHHBIC IS pacyera.

WHCIEKTHPOBAaHHE TPOU3BOAUTENS JEKapCTBEHHBIX CPEACTB (MU MEIUIMHCKOro
NpUMEHEHHs), MPOHU3BOACTBO KOTOPHIX OCYILECTBIAETCA 3a mpeaenamu Poccuitckoi
®enepanuy, HA COOTBETCTBHE TpeOOBaHMAM IpaBWl HamleXamell MpOH3BOACTBEHHOH
NPaKTHKK B LEJAX BBIa4M 3aKIIOUYEHHI O COOTBETCTBHU MPOU3BOAUTENS IEKAPCTBEHHBIX
cpeactB (11 MEOMIMHCKOrO MPUMEHEHHA) TpeOOBaHMAM MpaBWl HagJexaiuen
IPOU3BOICTBEHHOM mpakTuku, uMeromero ot 41 go 50 npouexyp (paboT), IPOBOAUMBIX

TpeMs COTpPyJHHKaMH (enepanbHOro OIOMKETHOIO YUYPEXKACHHSA, MOABEIOMCTBEHHOIO
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MHHHCTEPCTBY MPOMBIIUIEHHOCTH M TOProBiu Poccuiickoit Meepanuu, y9acTBYIOIMMU
B OKa3aHUHM YCIyrd (Oajiee — yoNHOMOYEeHHOE YUpeXKICHUE, HHCTIEKTOP).

B COOTBETCTBMH C METOAUKON OMpenesIeHUs pasMepa IUIaThl 3a OKa3aHHE YCIyIH
[I0 HMHCIEKTHPOBAHMIO MPOU3BOJHTENEH JIEKAPCTBEHHBIX CPEICTB (A MEAUIMHCKOrO
IPUMEHEHHU), MPOU3BOACTBO KOTOPBIX OCYIIECTBIAETCA 3a Mpenenamu Poccuiickoi
depepauun, Ha COOTBETCTBUE TPEeOOBAHWSIM IMpPaBUN HAIISKaIIEH MPOM3BOACTBEHHOR
MpaKTUKHU B LEJAX BBIIAYU 3aKIFOYECHUN O COOTBETCTBHH IIPOM3BOAMTENS JIEKAPCTBEHHBIX

cpeAcTB (g MEQUIUHCKOrO IpUMEHEHWs) TpeOOBaHMAM MpaBHI Hajexamei

IPOU3BOJICTBEHHON NpaKTHKU (fajee — yClIyra) CTOMMOCTb YCIYyTH ONpenessercs
o ¢popmyie:

C=txCox (1 + (Kus3+Kxp)/100)+ Cxp + HAC.

CroumocTHas OLICHKA OIHOTO qaca paboTEI OJHOIO

uHcrekTopa (pyOneif) (c ydeToM BceX KOMIICHCAI[HOHHBIX M CTHMYJIMPYIOIIHX BBIILIAT,
BBIIUIAYMBAEMBIX B COOTBETCTBHH C TPYIOBHIM 3aKOHOAATENbCTBOM Poccuiickoit
®enepainu) (Co) onpenensercs mo popMmye:

Cs =3llocH.c.M. / (H x 8 wacos), rue:

3llocH.c.M. - cpegHeMeci4Has 3apaboTHas IUIaTa OJHOIO HHCIIEKTOpa, KOTOpas
OIpeneNaeTcss HCXOAA W3 IOTPeOHOCTH B KOJIMYECTBE HHCIECKTOPOB, IPHHHMAIOINMX
HEIIOCPEACTBEHHOE Yy4acTHe B OKa3aHHH YCIYr'H, B COOTBEICTBMH C JE€HCTByrOmeH
B YIOJHOMOYECHHOM Y4YpEXACHHH, OKa3bIBAIOIIEM YCIYry, CHCTEMOH OIUIaTHI TPYAa,
a TaK)Ke TPYAOBBIMH M (HJIH) KOJUIEKTHBHBIMU IOTOBOpaMH (py6ineit);

H - cpequeMecsyHas Hopma pabodero BpeMeHH HHCIEKTopa, 20,58 1us;

3llocu.c.m. = 3I1d / (12 x YUcp), rae:

3l — daxruueckuit cymMMmapHBIi (OHA OIUIATH TPy/Ja, HHCIEKTOPOB, 3aHATHIX
B OKa3aHMH yCJIyTH 3a MpeecTByIomuil nepuoy (pyobneit);

Ycp - cpenHeCIMCOYHAs YHCIEHHOCTh HHCIICKTOPOB, 3aHATHIX OKa3aHHEM YCIHyT,
3a MPeIIeCTBYIOMM NEPUOT, 25 JEIOBEK;

3llocH.c.M. = 49 838 063,67 / (12 x 25) = 166 126,88 py6us;

C>=166 126,88 / (20,58 x 8) = 1 009,03 py6s;




3apaboTHas 1nara 3a ONMH 4Yac OHOro uHcmekropa 3a mnepuon 2016 roxa
paBHa 1 009,03 py6us;

KH3 - k03()hHULHEHT HaurCIIeH i Ha 3apabOTHYO IIaTy HHCIIEKTOPA B COOTBETCTBHHA
¢ 3aKkoHOIatTenscTBOM Poccuiickoii denepanuu u paBusiii 30,2 nporeHTa.

Ko3¢puoueHT KOCBEHHBIX PacxolOB YIOIHOMOYEHHOrO YYpEXKICHHMS, KOTOpHIE
HEBO3MOXHO OTHECTH HampsIMYIO K 3aTpaTaM, HEIMOCPEACTBEHHO CBJA3aHHEIM C OKa3aHHEM
ycnyru (Kxp), onpenensiercs mpomopIMOHAIBGHO (COpa3MEpHO) 3aTpaTaM Ha OILIaTy TPpyJa
HHCIIEKTOPOB, HENMOCPEICTBEHHO YYacTBYIOIIMX B Mpomecce OKasaHus YCIyIH,
H PacCUYHTHIBAETCS HA OCHOBAaHUHM OTYETHBIX IAHHBIX 33 MPEAIICCTBYIOMUN IEPHON
o ¢popmye:

Kxp = ((3INaym + 3ox + 3am) / 3[1p) x 100, rae:

3[layn - ¢axruyeckde 3aTpaTel Ha OIIAaTy TPyAa aAMHHHMCTPAaTHBHO-
yIpPaBI€HYECKOr0O M BCIIOMOTaTebHOTO IIEPCOHANA, HEIOCPEACTBEHHO CBA3aHHOIO
C OKa3aHHEM YCJIyrd, BKIIOYas HAUMCIIEHUs Ha 3apaboTHYIO IUIATy, 33 NIPEALIECCTBYIOMIHIA
nepuox (pyOneit);

30x - (akTHUecKHe OOIMEXO3SHCTBEHHBIC 3aTPaThl, HEMOCPEACTBEHHO CBA3aHHEIE
C OKa3aHMEM YCIIyTH, 3a IpeJmecTByIomui nepuox (pyoneit);

3am - cyMMa aMOpTH3aOM{ 34aHMi, COOpYXKEHHH W APYyTrMX OCHOBHBIX (POHIOB,
HEMOCPEACTBEHHO CBA3aHHBIX C OKa3saHHEM YCIyrd, 3a [PeAeCcTBYOmui
nepuox (pyb6inei);

3[Ib - ¢axTuyeckwit cymMMapHBIii (OHA OIUIaTEl TpyJda HMHCIEKTOPOB,
HENOCPEACTBEHHO 3aHATHIX B OKa3aHUM YCIIyTH, 3a IpeAecTBylomuit nepuon (pybeit).

Pacuer k03 HIHEHTa KOCBEHHBIX pacxXoi0B YIOJIHOMOYEHHOIO YYpeKICHHs,
KOTOpbIe HEBO3MOXHO OTHECTH HANpsAMYIO K 3aTpaTaM, HEINOCPEICTBEHHO CBA3aHHBIM
C OKa3aHHEM YCIYIH, OINPENENeHHOr0 Ha OCHOBAHHM NAaHHBIX OyXralTepcKoro ydera
3a MpeaLIeCTBYOLMil nepuos, npuseneH B Tabaumne Ne 1.

Tabmuma Ne 1

Ne Cymma
. Cokpainenre HanmeHoBaHue cTaTeil 3aTpar (py6ueit)
1 2 3 4
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1 2 3 4
1 3llayn (axTHdecKkde 3aTpaThl Ha OILUIATYy TpyAa aJMHHHCTPaTHBHO-
yOpaBIeHIECKOTO H  BCIIOMOTATeNBHOTO  II€pcoHaia,
HEIOCPEICTBEHHO CBS3aHHOTO C OKa3aHHeM YCIIYTH, Bimodas | 44 254 935,15
HaduCIeHUs Ha 3apaboTHyI0O Iiary, 3a MpeaecTByIOmmit
HEpHON
2 3ox ¢axTrgeckue o6mexo3siicTBEHHBIE 3aTpaThl,
HETIOCPEACTBEHHO CBA3aHHBIE ¢ oOkasammeM ycmyrd, | 10 045 882,74
3a MPEAMECTBYIOMMH NEPHO,
B TOM 9HCIJIE:
2.1 3aTpaThl Ha YCIIYTH CBSI3H 34 501,38
2.2 3aTpaThl HA KOMMYHAJILHBIE YCIYTH 5936,98
2.3 3aTparsl Ha TPAHCHOPTHEIE YCIIYTH 31 873,42
24 obcnyXnBaHHE HMYIECTBa 190 768,72
2.5 3aTparhl Ha IproOpeTeHne MaTepHAIbHBIX 3al1acoB 1336 242,71
2.6 npoune pacxoasl (00ydeHue COTPYIHHKOB HHCIIEKTOpAara,
OIUIaTa YCIIYT M0 MOHUCKY COTPYAHHUKOB (MHCIIEKTOPEKI), YCIYTH 8 446 559.53
0 OXpaHHOH ¥ 1OXapHOM CHTHaNM3aUHMH, YCIYIH ’
1o oOcyxnBarnio 6a3 gaHHBX (1C)
3 3am CyMMa aMOpTH3al[dd 34aHHd, COOpYKEHHH H Jpyrux
OCHOBHEIX ()OHOB, HEMIOCPEACTBEHHO CBA3aHHBIX ¢ Oka3aHueM | 1 951 379,26
YCJIYTH, 33 HpEAMECTBYIONMMIl IEPUOX
4 HUtoro KOCBEHHBIX pacxojioB (IyHKT 1 + nyHKT 2 + nyHKT 3) 56 252 197,15
5 K180} ¢axTraecknit cymMmmapHBIR GoHI oInaTH TpyAa HHCIEKTOPOB, 49 838 063.67
3aHATHIX B OKa3aHUH YCIIYTH, 32 IpeANIeCTBYIOMHIH EpHO ’

KoadduumeHT KOCBEHHBIX pPacXOfOB YMOJIHOMOYEHHOIO YYpPEXICHMS, KOTOPEHIE
HEBO3MOXKHO OTHECTH HAIpPSAMYIO K 3aTpaTaM, HEIIOCPEACTBEHHO CBS3aHHBIM C OKa3aHUEM
yCIIyTH, B poreHnTax (IyHKT 4 / myHkT 5) x 100 paBen 112,87 nponenTa.
CBA3aHHBIE C OKa3aHHEM

KoMaHAHpPOBOYHEIE PacXOAbl, HEMOCPEICTBEHHO

ycayru  (Ckp),

B KOMaHIMPOBKe B TeueHHe 10 KaleHJapHbIX JHE, onpenensioTcs no Gopmyie:

B pac4eT€ Ha OAHOIr0 HHCIOCKTOpa IIpH YCIOBHU HaXOXACHHA

Ckp =Pmpoesn + Pnpox + Pcyt + Pnpouy, rae:

Pnpoe3g - pacxombl Ha Ipoe3] OAHOTO HHCIEKTOpa JUIi  OKas3aHWs
yciyru u obpatHo (py6ueit);
Popok - pacxoasi Ha MpPOXHBaHHE ONHOTO HHCIIEKTOpa BpeMs OKa3aHHs

ycayru (py6neit);

PcyT - pacxofsl Ha BBHIIIATy CyTOYHBIX OJHOMY HHCIIEKTOPY Ha BpEMs OKa3aHHs

ycinyru (py6neit);




PHpO‘I - HOpo4Yne KOMAHAHUPOBOYHBIE pacxonabl, HEMNOCPEACTBCHHO CBA3aHHBIC

C OKa3zaHHeM yCIIyrH (pyoneit).
Pacuer KOMaHIAPOBOYHBIX pacxonoB Ha OIHOTO HHCIIEKTOopa
npuBeneH B Tabmume Ne 2.
Tab6muna Ne 2

HaumeHnoBaH#e pacxonos [ CrommocTs Konuaectro Konuuecrso Hroro
€AUHHUIIBI IHEH (aenoBeK) (pyOneif)
(py6neit) KOMaHJHPOBKH
1 2 4 5 6
Pacxomei Ha BeHUIaTy|700 1 1 700

CYTOYHEIX OHOMY
HHCIEKTOPY Ha BpeMs
OKa3aHHs yCIyTH
(Ha TEpPPHTOpHH
Poccriickoii denepanun)

Pacxompt Ha  Bemuuarty (2 500 9 1 22 500
CYTOYHBIX OHOMY
HHCOEKTOpPY Ha BpeMsA
OKa3aHHs yCIyTH
(3a peAeiaMH
Poccmiickoit denepaunn)

Pacxomet Ha  mpoesx|70 000 1 70 000
OJIHOTO HHCIIEKTOpa
IUIL  OKasaHHA  yCIyTH
4 oOpaTHO

Pacxonsl Ha npoxxuBanue |25 480 9 1 229 320
OJIHOr0 HHCHIEKTOpa BpeMA
OKa3aHHs yCIyTH

IIpoune (70 000 + 229 320)
KOMaHHPOBOYHBIE * 3% = 8 980,00
PacXozsl,
HEMIOCPECTBEHHO
CBA3aHHBIE C OKa3aHHEM
yenyru (3%)

Bcero 331 500,00

3arpaTsl Ha KOMAaHAMPOBOYHBIE pAacXoOIsl OJHOTO HHCIIEKTOpa IpH YCIOBHH
HaxOXIOCHWS B  KOMaHgupoBke B TedeHue 10  KajeHmapHeIx — JOHEH
coctaBiaoT 331 500,00 py6Gis.

Takam oOpa3oM, pasMep IUIaTBI 3a MpeAoCTaBlIeHHe yclIyrd Oe3 ydera
KOMaHAMPOBOYHBIX PaCXOJ0B PaBEH:

Cl=tx Cox (1 + (Kus + Kxp)/ 100);
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Cl1=1252x1009,03x(1+(30,2+112,87)/100)=3 070 716,82 pydssa (Ge3 yuera
HaJiora Ha {00aBIIeHHYIO CTOUMOCTb), TA€E:

t =1 252 genoBeka-yaca - TpyZAOEMKOCTb OKa3aHHS YCIYT IIPH YCIIOBHH NPOBEACHUA
ot 41 xo 50 npouexnyp (paboT) TpeMs HHCIIEKTOPaMH, YYaCTBYIOLIUX B HHCIIEKTHPOBaHHH,
ONpEAENAETCA B COOTBETCTBUH C IIPHIIOKECHUEM K HACTOSILIEMY pacyeTy;

C> = 1 009,03 pybms - croMMOCTHass OLEHKAa OFHOro 4aca pabOTEI OJHOro
HHCIEKTOpa (C Y4YeTOM BCeX KOMIEHCALMOHHBIX M CTHMYJIHpPYIOHIMX BHIILUIAT,
BBIIJIAYHMBAaEMBIX B COOTBETCTBUH C 3aKOHOAATENHCTBOM Poccuiickoii deneparun);

Ku3z = 30,2 mpomeHtra - ko>p@HIMEHT HA4YMCICHHH Ha 3apaboTHYIO IUIaTy
B COOTBETCTBUH C 3aKOHOAATENbCTBOM Poccuiickoit @enepamuu;

Kxp = 112,87 mpomenta - ko3(h¢HUIUEHT KOCBEHHBIX PAcXOJOB OpraHHU3aIMH,
KOTOpBIE HEBO3MOXKHO OTHECTH HAMpSAMYIO K 3aTparaM, HENOCPEACTBEHHO CBS3aHHBIM
C OKa3aHUEM YCIYTH.

KomanaupoBo4yHbIE pacXoisl B pacueTe Ha TpPeX WHCIEKTOPOB, NPH YCJIOBHH
HaXOXJEHHUA B KOMaHAMpOBKe B TeueHHe 10 kaneHnapHbIX AHEH, paBHBI:

Ckp = 331 500,00 x 3 = 994 500,00 py6ns (6e3 ydera Hanora Ha qo6GaBIEHHYIO
CTOUMOCTB).

IlpenenbHbiii  pasMep IUIAaTBl 3a  [PENOCTABICHHE YCIYTH C  YY€TOM
KOMaHAHPOBOYHEIX PacXoJOB B pacyeTe Ha TPEX MHCIEKTOPOB MpH YCIOBHH HAXOXICHHUS
B KOMaHAHMpOBKe B TeueHHe 10 xaneHmapHeIX qHeil 6e3 ydera Hajora Ha no0OaBIEHHYIO
CTOUMOCTb PaBEeH:

C=C1+Ckp=3070716,82 + 994 500,00 = 4 065 216,82 py6us.

IIpepenbHbIii pa3mMep 1mIaTehl 3a [PENOCTABICHUE YCIYTH C  Y4E€TOM
KOMaHAMPOBOYHBIX PacXOJ0B B pacueTe Ha TPEX HHCIIEKTOPOB MPH YCIOBHH HAXOXIACHUS
B KOMaHOHPOBKEe B TeueHue 10 KajeHJapHBIX JHEH ¢ y4eToM Haliora Ha JoOaBICHHYIO
croumoctb (¢ 01.01.2019 - 20 npoueHTOB) paBeH:

C=Cy+HJIC (20 mporuerToB) = 4 065 216,82 + 813 043,36 =4 878 260,18 py6is.




IIpunoxenue

K PacyeTy npenensHOro pazMepa miarsl
3a OKa3aHUE yCIyTd 10 HHCIIEKTHPOBAHHIO
MPOU3BOAUTENEH JIEKAPCTBEHHBIX CPEICTB

(I MEAUITMHCKOTO MPHMEHEHHU),

IIPOU3BOJCTBO KOTOPEIX OCYIIECTBISIETCS
3a npeaenamu Poccuiickoii @eaepanum,
Ha COOTBETCTBHE TPEOOBaHUSAM IPaBHUII
HaJIeXame MPOU3BOICTBEHHOM MPaKTUKH
B LEJIIX BHIIAYH 3aKJIFOUeHUH
O COOTBETCTBHH ITPOU3BOIUATENSA
JIEKapCTBEHHBIX CPECTB
(11 MEOQUIMHCKOTO IPUMEHEHNS)
TpeOOBaHHUAM IPaBUI HAIEKAIEH
[IPOU3BOJCTBEHHOM IPAKTHUKH

TunoBple HAUMEHOBAHHA PadoT, OCYIIECTBJIAEMbIX NIPH OKA3aHHH YCJIYIH
10 HHCNEKTHPOBAHHUIO NPON3BOAHTEIEH JIEKAPCTBEHHBIX CPEACTB
(st MEeAHIMHCKOr0 IpHMEHEHH ), IPOH3BOACTBO KOTOPBIX OCYIECTBISETCS
3a mpeaejamu Poccuiickoii @enepannu, Ha COOTBETCTBHE TPEGOBaHHAM NPABHJI
HaAJexaneli Mpou3BOACTBEHHOM NPAKTHKH B HEJIAX BbIAAYH 3aKJII09eHH
0 COOTBETCTBHH IPOH3BOAHTEJIS JIEKAPCTBEHHBIX CpecTB (A1 MEAHITHHCKOI 0
npHMeHeHHs) TPe0OBaHHAM NPaBHJI HAJJIEXKAIeH NPOH3BOACTBEHHOH NPAKTHKH,

¢ yKazanueMm pakTHIecKol TPYI0eMKOCTH HX BbINOTHECHHS

HammMeHoBaHme paGoT

KommaectBo nponeayp (pabor),
BRINIOJTHAEMEBIX B XOJIE OKa3aHHUs YCITyTH
TpymoeMKocThb
("enoBeK0-9acoB)
KomdecTBO HHCIIEKTOPOB,
NPUHAMAIOIIAX y9acTHE B
AHCTIEKTAPOBaHUH

®dakTHYECKHE TPYAO3aTpaTHl
(uacoB)
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1. IloaroToBka K NpPOBEICHHI0O HHCICKTHPOBAHHA MPOH3BOAHTENEH JICKApPCTBEHHBIX CPEACTB
(Ut MEAXUITMHCKOTO IPAMEHEHNA), IPOU3BOACTBO KOTOPBIX OCYIIECTBISAETCS 3a peenamu Poccutickoit
denepanyu, Ha COOTBETCTBHE TpeOOBaHHAM MPaBHJI HAJUIEXKAIEH IPOU3BOACTBEHHOMH NPAaKTUKH B IEJISIX
BBIJAYd 3aKIIOYCHUH O COOTBETCTBHH HPOHM3BOAMTEINSA JICKAPCTBEHHBIX CPEACTB (IS MEIUIMHCKOTO
OpuUMeHEeHHs) TpeGoBaHHAM INpaBHI Hajiexkameld MPOW3BOACTBEHHOM NpakTHKH (Jajee — YCIyra,
HHCIECKTHPOBAHHE)

1.1. OG6paboTtka npexocTasjieHnoi | 41 - 50 1 1 1
MPOM3BOJUTENEM JICKAPCTBEHHEIX CPEICTB
JUIS MEJUIIMHCKOTO IPHUMCHEHHS WM €ro
YIOJIHOMOYEHHEIM [IPEICTaBUTENEM (Taee -
3asBHATEIb) JOKYMECHTAIIHH:

L.1.1. ITpoBepka KOMILIEKTHOCTH
HmepefaHHEIX B (QefepaibHOe OIOKETHOE
yUIpexaeHue, HOJBEIOMCTBEHHOE
MHEHHCTEpPCTBY IPOMBIILICHHOCTH

A ToproBid Poccmiickoit @enepanuu
(manee - YHONHOMOYEHHOE YYpEKICHHUE),
JOKyMEHTOB COTJIaCHO OIIACH.

1.1.2. ®opMupoBaHHE 3IEKTPOHHON NaNKH
C DJIEKTPOHHEIMH KOMHAMH IEpeAaHHBIX
B YTIOJTHOMOYEHHOE ydapexaeHue
JOKyMEHTOB.

1.1.3. Perucrpanus AOKyMEHTOB B CHCTEME
3JIEKTPOHHOIO JIOKYMEHT0000pOTa
YIIOJIHOMOYEHHOTO YIpEKACHHS.

1.1.4. Ilepenada qOKyMeHTOB B POpHILHBIN
OTHEJ YIOIHOMOYEHHOTO YIPEKICHASL

1.2. Ha3nauenne oTBeTcTBeHHOTO | 41 - 50 11 1 11
HCIOJIHATENA HAYAJbHHUKOM MpodHILHOTO
oraena PbY «'WJIC u HII» u yrBepxaeHue
KOMHCCHH:

1.2.1. IlomroroBka ImpoekTa IpHKa3a
O CO3NaHAH KOMHCCHH, COCTOAIIEH
u3 COTPYIHHKOB YIIOJIHOMOYEHHOTO
yapekKOeHHS, YyJacTBYIOIIMX B OKa3aHHH

ycnyrd (mamee - MHCIEKTOpP, KOMHCCHS
HHCIIEKTOPOB).

1.22. CornacoBanme H YTBEPXKACHHE
npuKasa 0 CO3TaHAN KOMHCCHH
HHCIIEKTOPOB.

1.2.3. Brecernne OTBETCTBEHHEIM
HCIOJIHWTENIEM B TrpadHK IIpOBEACHHA
HHCIOCKTHPOBaHUA (mainee — rpaduk)
OpraHM3alvH, ocymecTBiTrome

MPOA3BOJICTBO JIEKAPCTBEHHEIX CPEICTB UL
MEAMIUHCKOIO IpUMEHeHus (mamee —
IIPOU3BOAUTEND)

1.3. PaccMmoTperue sasBireHnsd, | 41 - 50 160 3 480
COINPOBOJUTENHHBIX JOKYMEHTOB!

1.3.1. OcHOBHOE HOCBE IIPOH3BOACTBEHHOM
IUIONIAJKHA Ha PYCCKOM SI3HIKE.
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1.3.2. JTanHEIe pETHCTPAIMOHHOIO JIOCHE.
1.3.3. CaeneHusa 0 BBIABJICHHBIX
HECOOTBETCTBHAX KAdeCTBA JIEKAPCTBEHHBIX
CPEACTB  YCTAaHOBICHHBIM TpeOoBaHHAM,
B TOM 4Hcic 00 OT3bIBe JIeKapCTBEHHBIX
cpeacTB W3  rIpaxaaEckoro  ofopoTa
3a IEpHOJ HE MEHee [BYX JIET 0 HOXAYA
3asABIICHAA.

1.3.4. Komusa/konau NHIEH3UH/TMIICH3MMH,
BRIIaHHOW/BEIJaHHEIE  YIIOJIHOMOYCHHBIM
OprasoM CTpaHEI 3aBHTENA
(mnm noKyMeHTa/JOKyMEHTOB, Ha OCHOBaHHH
KOTOPOT'0/KOTOPBIX 3aBATEIIH OCYIIECTBIAET

JEATENbHOCTD 1o IIPOH3BOJCTBY
NEKapCTBEHHBIX CPEJACTB), H €e/HX IIEPEBOA
Ha pycckuit A3BIK, 3aBEpEHHEIE

B YCTaHOBJICHHOM HOpSIKE.
1.3.5. HsydeHme mnepedHs INpOIyKTOB,
IPOX3BOAAMEBIX Ha IUIOIIAKE 3aIBHTENEM.
1.36. Otuert 1o (apMakoHaE30py
(MOHATOpPHHT 6€30IIaCHOCTH JIEKAPCTBEHHBIX
cpeacTB) Ha  oQHUOMAIBLHOM  caifre
denepanbHO ciTyOH 10 Han30py B chepe
3[paBOOXpaHeHAs B  HMHGOpPManHOHHO
TEJIEKOMMYHUKAITHOHHOM CETH HHTEPHET.
1.3.7. Hanpasnenne rpaduka
B MunHCTEPCTBO IPOMBIIICHHOCTH
H ToproBnmH Poccuiickot = ®Denepanuu
Ha COTJIacCOBaHHE.

1.3.8. Tlonyuenne coriacoBaHHOrO rpaduka
¥3  MuaucTepcTBA  NPOMBINUICHHOCTH
u ToproBi Poccutickoit ®@enepanuu.

1.3.9. Pazmemenne COrJIacOBaHHOTO
rpapuka Ha odumuaibHOM caiite ®BY
«TWJIC wu HIl» B wurdoOpMaIHOHHO-
TEJICKOMMYHHKAIIHOHHOH ceT «HTEpHET)

1.4. IlogroroBka W moanucanue mnpoekra | 41 - 50 32 32
COTJIAIIEHNS C 3a9BHTEIEM
1.5. IMoaroroBka miaHa uHcHekrHpoBaHus | 41 - 50 80 240

Ha OCHOBAaHHH 3afBKH BKIIOYacT aHAIH3
HH(popManun:
1.5.1. VYnpanemHocTh ¥  TpaHCIOpTHasA
JOCTYITHOCTb.
1.5.2. KomagecTBo, popMEI BRIITycKa H THIIEL
NEKapCTBEHHBIX  CPEACTB,  3asBJCHHBIX

K HHCIIEKTHPOBaHHIO.
1.5.3.  KomauectBO  HHCHEKTHPYEMBIX
00BeKTOB B paMKax OIHOIH

IPOA3BOACTBEHHOH IUIOMIAJIKH.
1.5.4. PexxuM paGoTH IPOM3BOIUTENA.
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1.5.5. Kanenmapasie 0cOOEHHOCTH CTpaHBI,
IJie HAXOUTCS MPOH3BOHUTEND
1.6. CornacoBanHe W yTBepKAeHHe ILTaHa | 41 - 50 16 3 48
HWHCIECKTHPOBAHHS
HUroro 41 - 50 300 13) 812
2. MHCIIeKTHpOBaHUE
2.1 BrmonHeHne pabort | 41 - 50 80 3 240
0 HHCUEKTHpPOBaHMIO Ha  IUIOMAIKe
npousBoguTens (cO0p JaHHBIX, OCMOTP
IPOX3BOJCTBEHHBIX NOMEICHHH)
¥ 3aKJTIOUHTENIbHEIE MEPOIPHATHS
Hroro 41 - 50 80 3 240

3. IloaroToBKa HTOTOBOr0 HHCICKOHOHHOIO OTYeTa MO

HHCIICKTHPOBAHHUS

pe3ylBTaTaM BEIE3THOTO/TOKYMEHTAPHOTO

3.1. OO6pabotka M aHaIH3 pe3yIbTaTOB
UHCIIEKTHPOBAaHHS C NENbI0 IOArOTOBKH
HHCIIEKIIHOHHOTO OT4eTa IO pe3ynbTaTaM
BBIE3JHOT'O/HOKYMEHTapHOI'0
MHCIIEKTHPOBAaHHA

41 - 50

48 3 144

3.2. CocrasiieHHe HTOrOBOTO
HHCIIEKIMOHHOI0 OT4YEeTa [0 pe3yibTaraM
VHCIIEKTHPOBAHHAS

41-50

32 1 32

3.3. (dopmmpoBaHHEe IaKeTa JAOKYMECHTOB
110 pe3ynbTaTaM HHCIIEKTHPOBaHHS
H Tnepegada ©X B MHHHCTEpCTBO
IpOMBIIICHHOCTH H ToproBind Poccuitckoit
Qepepan¥d H HalOpaBICHHE 3asBHTEIIO
HTOTOBOT'O HHCHEKIMOHHOTO oT4era
10 pe3yJbTaTaM HHCIIEKTHPOBaHHS

41-50

24 1 24

Hroro

41-350

104 1(3) 200

BCEI'O

41 - 50

484 13) 1252

* JIOKyMEHTApHOE HHCIEKTHDOBAHHE NPOM3BONATCA NpH NOCHCAYIOMIEM HHCHEKTHPOBAHHA IPOM3BOAHMTENCH
JNEKAPCTBEHHBIX CPEACTB I MEAMIMHCKOr0 NPHMEHEHHA TONBKO MO PEMIEHHIO YIONHOMOYCHHOr0 YIpeXCHHA C yIETOM
TpeJCTABIEHHbIX KOPPEKTHPYIOLHX M NPEAYNPERAAOMEX AeHCTBII.




