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OO0 yrBep:IeHHH METOIHKH ONpeesicHAS pa3Mepa NAaThI 32 OKa3aHHe YCJIyTH
0 HHCIIEKTHPOBAHHIO HPOH3BOXUTE/CH JIEKAPCTBEHHBIX CPEJCTB
(218 MeIHIEHCKOTO NpHMEHEeHH ), IPOH3BOACTBO KOTOPLIX OCYIIECTBJIAETCS
3a npeaeaamu Poccniickoii ®enepanun, Ha COOTBETCTBHE TPEGOBAHHAM NPaBHII
Ha/JJIe’kaleHd NPOH3BOACTBEeHHOH PAKTHKH B NeJSX BbIAaYH 3aKII09CHH I
0 COOTBCTCTBHH NPOH3BOAHTEJIS JIEKAPCTBEHHBIX CPEACTB (AJIS MEAHIIHHCKOIO

NpHMeHeHHs) TPeGOBAHAAM NPABHJ Ha/JIexalnell NPOA3BOICTBEHHON NPAKTHKH
H NpeeIbHOTO pa3Mepa IJIATHI 32 0Ka3aHHe YKa3aHHOH yCJayryn

B cooTBeTCTBMM ¢ MHyHKTOM 2 mocraHOBNeHHs IIpaBuremscTBa Poccmiickoii
Denepanuu ot 06 Mas 2011 r. Ne 352 «O6 yTBepXIeHHH IepedyHsi YCIyT, KOTOPEIE
ABILIOTCA HEOOXOMMMBIMH M 00f3aTEeNBHBIMH IS HpeJOoCTaBleHHs (enepabHBIMU
OpraHamMM HMCIOJHHMTENBHOH BIacTH, JocymapcTBeHHOM Kopmopauueil IO aTOMHOIM
SHepreTHke «PocaroM» rocyJapcTBEHHBIX YCIYT M NPeNOCTABIAIOTCA OpraHH3AlHIMH,
Y9acTBYIOIIMMH B IPENOCTABICHHH IOCYJapCTBEHHBIX YCIYT, H OIpelelIeHHH pasMepa
IaTe 32 MX okasaHue» (Cobpanme 3axoHomaTenbcTBa Poccmiickoit ®epepauun, 2011,
Ne 20, ct. 2829; 2012, Ne 14, ct. 1655; Ne 36, ct. 4922; 2013, Ne 33, ct. 4382; Ne 49,
cT. 6421; Ne 52, cr. 7207; 2014, Ne 21, c1. 2712; 2015, Ne 50, cr. 7165, 7189)
OIPpHKAa3HBalo:

1.  VYTBepauts npmnaraemule:

METOAUKY OIpeNeNIeHHs pa3Mepa ILIaThl 32 OKa3aHHe YCIYTH 0 HHCIIEKTHPOBAHHUIO
NpOU3BOAUTENCH  JIEKAPCTBEHHBIX CPEACTB (M1 MEIOMIHHCKOIO  IpHMEHEHHs),

IPOU3BOACTBO KOTOPHIX OCYINECTBIAETCS 3a Ipenenamu Poccmiickoit ®enepanym, Ha
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COOTBETCTBHE TPeOOBaHHSIM IPABHN HANTEXalelf MPOU3BOACTBEHHON IMPAKTHKH B IIEJIAX
BBIJAYM 3aKIIOYCHHH O COOTBETCTBUH NPOU3BOINHUTENS JIEKApCTBEHHBIX CPEACTB (s
MEIMIMHCKOTO NPUMEHEHHSA) TpeOOBaHMSIM IpaBUI HaIUIeXalled IPOHM3BOACTBEHHOM
[IPaKTHKH;

NpelelbHEI pasMep IUIaThl 32 OKa3aHWe YCIYI'H 10 HHCHOEKTHPOBaHHIO
NPOM3BOAMTENEH  JIGKAPCTBEHHBIX CPeICTB ([ MEAWIMHCKOrO IpPUMEHEHHs),
IIPOH3BOACTBO KOTOPHIX OCYHIECTBIAETCS 3a npenenamm Poccuiickoit ®enepanuu,
Ha COOTBETCTBHE TpeOOBaHMAM IIPaBWI HaJUIeXaledl IPOH3BOACTBEHHON NPAKTHKH
B IIEJAX BBIJAYH 3aKIFOYEHHH O COOTBETCTBUH IPOM3BONUTEINS JEKAPCTBEHHEIX CPEICTB
(o1 MEOWIUHCKOTO  IPHMEHEHHS) TpeGoBaHMAM OpaBUJd  Hamjexamen
IPOM3BOACTBEHHOMN NPaKTUKHA.

2. Vionxomounts (enepanbHoe GHOmKETHOE yupexneHHe «I ocyzapcTBEHHBIIH
HHCTUTYT JICKapCTBEHHBIX CPEACTB M Hamnexamux npaktuk» (OBY «TWJIC u HII»)
Ha TIpOBENCHHE HHCIEKTUPOBaHUSA IIPOM3BOAMTENEH  JIEKAPCTBEHHBIX CPEICTB
(W1 MEIWIMHCKOTO NpPHMEHEHHS), NPOH3BONCTBO KOTOPHIX OCYIIECTBIAETCA 3a
npenenamu  Poccuiickoii QenepanyH, Ha COOTBETCTBHE TpeOOBaHUSIM MpaBuUI
HaJIe)Kallied IIpOn3BOICTBEHHOM MPaKTHKH.

3. KoHTpons 32 HCIIONHEHNEM HACTOSMIETO IIPHKA3a BO3IOXHUTh Ha 3aMECTHTEIS
Munucrpa IIpi6a C.A.

Munuctp

.B. ManTypos
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METOIUKA
onpenejleHHs pa3Mepa IUIAThHI 32 0Ka3aHHe YCJIYIH 0 HHCIIEKTHPOBAHHIO
NPOM3BOJHTE/IeH JJeKapCTBEHHBIX CPeACTB (ISl MeIHIHHCKOr0 NPAMEHEHHUS]),
MPOH3BOJCTBO KOTOPLIX OCyIIeCTBJIsAETCH 3a npeaejamu Poccuiickoii ®eaepanuu, Ha
COOTBETCTBHE TPeOOBAHHAM NPAaBHJ Ha/Jiexkalnell NPOU3BOACTBEHHON NPAKTHKH B
HeNsxX BbIJ29H 33KJII0YEHHI 0 COOTBETCTBHH NPOH3BOIHTEIIS JeKaPCTBEHHBIX
CpencTB (I8 MeAHIHHCKOro NpHMeHeHHs) TPeOOBaHUAM NPABHJ HaJIexXanei
NPOH3BOACTBEHHONH NPaKTHKH

L. OO0mue noJIoxKeHUs

1.  Hacrosmas MeToIWKa ONpenelleHHus pasMepa IUIaThl 3a OKa3aHHe YCIYTH M0
HHCIICKTHPOBAHHIO IPOU3BOIUTENEH JIEKAapCTBEHHRIX CpEICTB (IS MEOUIMHCKOTO
IPUMEHEHH), NPOM3BOJCTBO KOTOPHIX OCYINECTBISETCS 3a MpelenaMu Poccuifckoit
Qenepanuy, Ha COOTBETCTBHE TpeOOBAaHMAM IIPAaBAJ HAIJIEKAIIEH NpPOH3BOACTBEHHOM
IPaKTHKA B LEJIAX BBIAAYM 3aK/IIOYEHHH O COOTBETCTBHH IIPOMU3BONUTEINS JIEKAPCTBEHHEIX
CpeAcTs (M1 MENUIMHCKOrO IpUMeHeHWs)) TpeGOBaHMAM IIpaBMI Hamjexarmei
NPOU3BOICTBEHHOM NMPaKTUKH pa3paboTaHa B cOOTBETCTBHE ¢ DefepalbHEIM 3aKOHOM OT
12 anpens 2010 r. Ne 61-®3 «O6 obpamerun nexapcTBeHHEIX cpeacTs» (Cobpanue
3axkoHonarenbCcTBa Poccmiickoit Menepamun, 2010, Ne 16, cr. 1815; Ne 31, c1. 4161; Ne 42,
cT. 5293; Ne 49, c1. 6409; 2011, Ne 50, ct. 7351; 2012, Ne 26, cT. 3446; Ne 53, cr. 7578:;
2013, No 27, ct. 3477; Ne 48, c1. 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, cr. 4359, 4367), nocTaHOBIEHHEM
[IpasurensctBa Poccuiickoit Pemepanmn or 03 gekabps 2015 r. Ne 1314 «O6
ONpeJleNIeHHH COOTBETCTBUS IIPOM3BOJIMTENEH JIEKapCTBEHHBIX CPENCTB TPeGOBaHHAM
NpaBUJ HAAJIeXKalled IMpoM3BOACTBEHHOH npaktuku» (CobOpaHMe 3aKOHOIATENhCTBA
Poccuiicko#t Peneparmn, 2015, Ne 50, cr. 7165;) U ¢ myHKTOM 2 NIOCTAaHOBIICHHS
IIpapuTenscta Poccuiickolf ®epepannu or 06 mas 2011 r. Ne 352 «O6 yrtBep)neHuH

nepedyHs yCJIyr, KOTOpPBIC SBJIAIOTCA HCOGXOI[I/IMBIMI/I H  00sS3aTeIbHBIMHA JJIs



TIPeNoCTaBIeHAs (enepalbHEIMA OpraHaMH HCIIOJMHHUTENbHON BIacTH, ['ocynapcTBeHHOM
Kopropanueif 0o aroMHOX »3HepreTke «PocaToM» rocylapCTBEHHBIX YCIYyr H
IPeNOCTaBIIAIOTCSA Oprasu3anysIMy, Y4aCTBYIOIIUMHU B IIPENOCTaBICHHHA
roCyJapCTBEHHEIX YCIYT, W OIpelelleHud pa3Mepa IUIaThl 32 HX okasaHue» (CoOpanume
3akoHOAaTenbeTBa Poccuiickoit Menepanuu, 2011, Ne 20, ct. 2829; 2012, Ne 14, cr. 1655;
Ne 36, cr. 4922; 2013, Ne 33, ct. 4382; Ne 49, cT. 6421; Ne 52, c1. 7207; 2014, Ne 21,
cr. 2712; 2015, Ne 50, ct. 7165, 7189).

2.  Hacrosmas Meronuka ompemeinseT HOpAAOK pacdeTa pa3Mepa ILIaTH 3a
OKa3aHWe YCIYTd 10 MHCIEKTHPOBAHHIO NPOH3BOAUTENCH JIEKapCTBEHHBIX CPEICTB (MUIA
MEIUIMHCKOTO NPHMEHEHHs), IPOU3BOICTBO KOTOPHIX OCYIIECTBIISETCH 3a MpeaeiaMH
Poccuiickoii ®eflepallud, Ha COOTBETCTBHE TpeOOBAaHMAM IIpaBHI  HajeKaleH
IPOM3BOJCTBEHHOM MNpaKTHKM B [ENIX BHIAYH 3aKIIOYEHMH O COOTBETCTBHH
NpPOU3BOAUTESA IEKAPCTBEHHBIX CPECTB (11 MEIUIIMHCKOTO IPHMEHEHNA) TpeGoBaHMAM
TpaBHJ Ha[UIeXKae# IPOU3BOACTBEHHOR IPaKTHKY (Jaee — yCIIyra).

3. Hcnoms3yemsie B MeToAMKe MOHATHS 03HAYAIOT:

«HHCIEKTHPOBaHHE, HHCIEKIIHA» - JesTeTHHOCTD benepapHOTO
TOCYNapCTBEHHOr0 OIOIKETHOTO Y4peX/IeHHs, NONBEAOMCTBEHHOTO MHHHCTEPCTBY
NPOMBINIICHHOCTH M Toprosmu Poccumiickoit Menepanuu (magee — yHONHOMOYEHHOE
YupexIeHHe), HalpaBNeHHas Ha IMONTBEPXIEHHE COOTBETCTBHS IIPOM3BOIATENS
JICKAPCTBEHHBIX CPEACTB NI MENHMUMHCKOrO IPHMEHEHHsS TpeGOBaHUAM IIPABUI
HaJJIe)XaIneH IpON3BOJCTBEHHOM IIPaKTHKH;

«3asBUTENL» — TIPOM3BOINWTENb JIEKAPDCTBEHHEIX CPEACTB IS MEOULMHCKOTO
IIpAIMEHEHMsl, NPOHM3BOJCTBO KOTOPEIX pAacloOJOXKEHO 32 mperenaMu Poccuiickoi
Denepanuns, MM HX YIOTHOMOYEHHbIH IPOM3BOIUTENE,

«CHCNHANMCT  YNOTHOMOYCHHOTO YUPEXJCHHsS, HHCHEKTOp» — COTPYAHHK
JHOIHOMOYCHHOrO  y9YpPEXICHHA,  y4acTBYIOIOMH B  OKa3aHHM  yCIyTH IO
MHCICKTHPOBAHUIO IIPOM3BOIUTENEH JIEKapCTBEHHBIX CPEACTB (A8 METHIMHCKOro
IPEMEHEHHS), HPOM3BOACTBO KOTOPHIX OCYIIECTBIIfETCH 3a Npefenam Poccmiickoil
Deznepanrn, Ha COOTBETCTBHE TpeGOBaHHAM [IpaBUJl HaJJIeXKalledl NpOHU3BOACTBEHHOIM
TIpaKTHKH B LEISX BRINAYH 3aKIMOYEHAN O COOTBETCTBHM NPOU3BOMUTENA JEKAPCTBEHHBIX

CPeACTB (AN MEIWIOMHCKOTO IpHMEHEHHS) TpeGOBaHMM IpaBHIl  HaJIexauieh



IIPOM3BOACTBEHHOM IIPAKTHUKH.
4, Vciryra oka3pIBaeTCs 3a CUET CPEACTB 3asBUTEIS.

5. Henplo Hacrosmmedi Meroauku sBIseTcs OnpeAe]eHHEe SKOHOMHUYECKU

000CHOBaHHO#} ITATHI 32 OKA3aHHE YCIIYTH.

II.  Pacuer pa3Mepa Iiathl 3a OKa3aHHE YCIYTH

6. Ilmara 3a oKka3saHHe YCIOYyrH ONpeHeNseTCs [0 KAKIOMY 3asBHTENIO B
OTAECNBHOCTH, C Y4ETOM [IPOBEIEHHs] HEOOXOIUMEBIX paboOT, B COOTBETCTBHH C NEPEUHEM, U
3KOHOMU4ECKH 000CHOBAHHBIX MaTePHANBHEIX M TPYHOBLIX 3aTpaT.

7. Pacder pasmepa mnaTel (mamee -— CTOMMOCTB) 3a OKa3aHHe YCIyIH
onpezeseTcs o cnenyomei hopmyie:

C=txCox (1 + (Kas+Kxp)/100) + Cxp + Cwm, rze:

C — crouMocTs, py6., 6e3 yuera Hasora Ha nob6apnenHyro croumocts (HIIC);

t — TpymoeMKkocThb paboT, d9en./qac.;

C> -~ cromMocTHas oLeHKa OIHOro daca paboThl OAHOro CrenMaIHCcTa
YIIOTHOMOYEHHOr0 yIpexIeHHs, py6./den./qac. (C y4eToM BceX KOMIEHCALMOHHBIX H
CTUMYJPYIOIINX BBIIIAT, BBILIAYABAEMBEIX B COOTBETCTBMH C 3aKOHOATEIHCTBOM
Poccriickoit ®enepanun);

Ku3 — kospduument naumcnenmit ma 3apabOTHYIO IJIaTY B COOTBETCTBHH C
3aKoHonaTenbcTBOM Poccuiickoit ®enepanun, B IIPOLEHTaX;

Kxp — ko> @uIHenHT KOCBEHHEIX PacXofoB OpraHM3aIWH, KOTOpbIE HEBO3MOXKHO
OTHECTH HANpAMYIO K 3aTpaTaM, HENOCPEICTBEHHO CBS3aHHEIM C IIPOBEIEHHEM YCIIyTH,
B IIPOIIEHTAX;

CKp — KOMaHIMPOBOYHBIE PacXOMbl, HENOCPEICTBEHHO CBS3aHHEE C OKA3AHHEM
yeuyry, py6.;

Cm — MarepuanbHBle 3aTpaThl, HENOCPECTBEHHO BO3HHKAIOLIHE B Ipoiecce
OKa3aHMsl YCIIyTH, py6.;

t — TpymoemkocTb pa6oTr, ompenensierci CyMMapHOH  ITHTEIBHOCTBHIO
OCYIECTBIIEHHSI PaboT CHENMATHCTOM YIIOIHOMOYEHHOr'O denepanbHOro 6I0IKETHOTO

YUpPECXKACHUSA B KaXXKI0OM KOHKPETHOM ClIydae.



IlepeyeHs THIOBEIX HAHMEHOBAaHHU pabOT, MpOBEleHHE KOTOPHIX BO3MOXHO IPH
OKa3aHWH YCIIYTH, C yKa3aHHeM (PaKTHIecKoi TpyAOEMKOCTH UX BBHINOJHEHUS IPHUBEICH B
tabmuie 1.

8. CrommocTHas oOmeHKa OXHOro MOHA paboThl OOHOrO  CITEIHAIIHCTA
YIIOJTHOMOYEHHOT'0 (hefepalbHOro OI0IKETHOTO YIpexIeHU OIpeelseTcs Mo GopMye:

C» = 3llocu.c.M. / H, rae:

3llocH.c.M. — cpemHeMecsyHas 3apaboTHas IIaTa OJHOrO CIENHAIHCTA
YIOJIHOMOYEHHOTO (eAepalbHOro OOMKETHOTO YUPEXKACHHS, ONPENeNsieTcs] UCXOAT U3
NoTpeGHOCTH B KOJIMYECTBE NEPCOHANA, IPUHMMAIONIEr0 HEMOCPEACTBEHHOE YJacTHe B
OKa3aHWM YCIYyTH, C Y4YETOM €ro MJOJDKHOCTHOM KaTeropHd, B COOTBETCTBHUH C
IEHCTBYIOINEH B IOOBEIOMCTBEHHBIX YYPEXKICHUAX M OpraHM3aldiX, NPOBOMSIIUX
yKa3aHHBIE YCIYTH, CHCTEMOH OIUIaThl TpyAa, a Talkke TPYAOBBIMH H (MIH)
KOJUIEKTHBHBIMH JOroBopaMH, py6./49emn.;

H - cpemass HopMa pabouero BpeMeHH 3a MeCHI, OIpeaenseMas Kak
yIBepXXIeHHasd HOpMa pabouero BpeMeHn B roxy (mpu 40-uacoBoit paboueil Henene),

Korza pegoCcTaBiaeTCs yCIyra, ejieHHas Ha 12 mec., JH.

Tabmumna 1
THnoBEIE HANMEHOBAHAA ¥ HOPMATUBE! TPYAOEMKOCTH paboT,
HPOBOJMMEIX IIPH OKa3aHUH YCIIyTH
Hawnmenosaune pabor Hopmatussl daxTH- Komraectro
qeckas HHCIEKTOPOB,
TPYAOEMKOCTH
TPYHO- IIPAHAMAON]
yeJ/gac €MKOCTh | MX y9acTHe B
ge/4Jac HHCIICKTHPO-
BaHAU

l.Ilpunatie pemeHHs NO 3afBKE HA OKA3aHWE YCAYTH II0 HMHCIEKTHPOBAHHIO IIPOHM3BOIMTENECH
JIEKapCTBEHHBIX CPEACTB (U1 MEIUIHHCKOTO MPEMEHEHHS), IPOH3BOACTBO KOTOPEIX OCYIECTBILACTCS
3a mnpepenaMuH Poccuiickoli enepanmuu, Ha COOTBETCTBHE TPeOOBaHHAM MpaBHII HamIeKame
IPOM3BOACTBEHHOM I@IPAaKTHKH B IEAX BBIAYH 3aKMIOYEHHH O COOTBETCTBHH IIPOH3BOAHUTEIA
JEKAPCTBEHHBEIX CPEACTB (WA MEIUIIHHCKOTO NpPHMEHeHHs) TpeOOBaHMAM IIpaBWI HaaJeKauew
TIPOM3BOACTBEHHON NPaKTHKH

1.1.IlpueM u perucTpanug 3a4BJICHHUS H IPEAOCTABICHHOM 8 8 1
3asiBHTENIEM JOKYMEHTALIMH
1.2. PaccMOTpeHHe 3asBIIeHHS, COINPOBOJUTENLHEIX 16 16*K 2

JNOKYMEHTOB BKIOYas H3yYeHHe NaHHLIX O KayecTBe
IOPOAYKIMHA Ha OCHOBaHMHM HMH(MOpMalmMH, NyOIHKyeMoi




Ha caiitax ['OCyHapCTBEHHBIX PEryIATOPHBIX OpraHOB
CTpaHBI, B KOTOpOﬁ HaXOoquTCs  HMHCICKTHPYCMOC

IPOH3BOJICTBO.
1.3. ObCocroBanme xomugectBa paboumx IHEH s 8 8 2
IpOBeICHUS HHCIIEKTHPOBAHASA

1.4. Pa3paGoTka NporpaMMbl HHCICKTHDOBaHWSA, € 24 24 2
COIJIACOBAHME H YTBEPXKICHHE C 3adBHTENIEM.

1.5. TlomrotoBka ®  yTBepxXneHHe  rpaduka 24 24 1

HHCIICKTUPOBAHHA IIPOM3BOIMTCIA  (3asBHTENA) Ha
COOTBETCTBAE TpeOOBaHMSAM IMpaBHI  HAUISKAIIEH
TIIPOM3BOJICTBEHHOM NPAKTHKY HA OCHOBAHUH 3aSBKH

HWroro: 80 64+16*K 1;2

2. Bele3agHad 9KcHepTH3a  (MHCICKTHPOBAaHME) MPOM3BOACTBEHHOM IIomanke (3asBHTENN)
EKapCTBEHHBIX CPEACTB (I MEAMIIHECKOTO NPUMEHEHHS ), POM3BOJCTBO KOTOPEIX OCYLIECTBIACTCH 3a
npenenam  Poccmiickodt ®ezepanmM, Ha COOTBEICTBHE TpeOOBaHMAM @paBHN  Haanexamiel
NPOM3BOJCTBEHHOM ITPAKTHKH.

2.1. IlpoBeneHuMe HMHCIEKTHPOBAaHHSA IPOH3BOIHUTENS 16 16*K 2;3
(3asBHTEN) IO MECTy HPOM3BOACTBA JIEKAPCTBEHHBIX

CPELICTB

2.2. Anamms, obpaboTka pe3ynbTaToOB MHCIIEKTHPOBAHHS 16 16*K 2;3
C OENBI0 MOATOTOBKA M COCTABJIEHHS WHCIEKIIMOHHOIO

OTYeTa.

Hroro 32 32*K 2:3

3. 3aKmo9HUTeNBHEIC MEPOIIPHATHS IO Pe3yNbTaTAM HHCIEKTHPOBAHHS IIPOM3BOIATENEH IEKAPCTBEHHEIX
CPEZCTB (/11 MEMIMHCKOTO IPUMEHECHNA), IPOH3BOACTBO KOTOPEIX OCYIIECTBIAETCS 3a peieIaMu
Poccriickoit Penepanuy, Ha COOTBETCTBHE TPeOOBAHMAM IPABHI HAJIEKAIIEH IPOU3BOICTBEHHOM
NpPaKTHKA (3asBHTENI).

3.1. CocTaBlicHAEC HTOrOBOIO OTYETa IO PE3YJILTATaM 32 32*K 2;3
HHCOCKTHPOBAHMS  IPOM3BOAMTENEH  JIEKapCTBEHHEIX
CPEenCTB ULl MEJUITMHCKOIO IIPUMEHEHHS, IPOU3BOACTBO
KOTOPBIX OCYINECTBIIIETCS 3a mNpenenaMH Poccuiickoit
Qepepany, Ha COOTBETCTBHE TPeGOBaHHAM IIPABHII
HaIJIeXKameH MpOU3BOACTBEHHON MPaKTHKHY.

3.2. CornacoBaHue H NOATHCAHWE HTOrOBOIO OTYETa IO 32 32 1
pe3yjbraraM — aHaIH3a  COCTOSHHUS  IPOM3BOJACTBA
JIEKAPCTBEHHBIX CPEACTB AMA MEIUIMHCKOTO IPAMEHEHAA
IpaBUIaM HaIUIEXKaIeH MPOW3BOACTBEHHOM IPaKTHKE H
HanpaBJICHHAS €T0 3asBHTEIO.

3.3. ®opmmpoBaHUe NaKeTa JOKYMEHTOB 110 PE3YIIbTATAM 16 16 1
HHCICKTAPOBAHHUA H Ilepeiada HX B MUHIPOMTOPT

Hroro 80 48+32*K 1;2;3
BCETO: T 192 112+80*K 1,23

K — xoppexTupyromuit ko3hOULMEHT [Is pa3NTHYHEIX TAPaMETPOB TPYHXOEMKOCTH.
QakTH9ecKasi  TPYAOEMKOCTh  ONpeleNsiercsi HODMAaTHBAMH  TPYHOEMKOCTH
BBINOMHEHHA paboT A 0a3oBoro BapnaHTa 00bCKTa MHCIICKTHPOBAHHS IPOM3BOAHMTENS

JIE€KapCTBEHHBIX CpPEACTB MOJI1 MEIULHHCKOIO IDIPpHUMCHEHHA, IIPOHU3BOJACTBO KOTOPBIX



ocymecTBlIgeTCs 3a npenenamu Poccmiickoli Penepanun, Ha COOTBETCTBHE TpeOOBAHUIM
[IpaBuna, BHIYMCIICHHBIMH ONBITHBIM IyT€M, C Y4YETOM HEeOOXOOUMOCTH IpMMEHEHHS
KoppekTupyromero kodpéunuenra. Koppekrtapyommit k03b(QHUIHEHT YYHTHIBAET
HOBBLIIICHHE TPYAO03aTpaT NPU OKa3aHUH YCIYTH B 3aBHCHMOCTH OT CJIOXKHOCTH 0OBeKTa
HHCIICKTHPOBAHHs.  3Ha4YeHHS  KOPPEKTHUPYIOIMX  KO3(Q()UIMEHTOB  NPHUBENEHEI

B TaOmuue 2.

Tabmuna 2

3HaueHHEe KOPPEKTHPYIOMWIEro K03 PHULIHEeHTa B OTHOIIEHAH IOPHARYECKOrO JIHMNA (HHAHBHAYAIEHOTO
OpeIIpAHAMATEIIA), BEHIOIHAIOMEro paboTH 110 OLIEHKE COOTBETCTBHS B YaCTH HHCIIEKTHPOBAHHS

KommgecTBo BHAOB poneayp, BHIIONHAEMbIX B 3naueHue ko3 dunmenra K
XO0JlIe HHCIIEKTHPOBaHHUS

Tl 1
6-10 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

KommyecTBo BHIOB mpomexyp, BHIMONHSEMEIX B XO4Ee HHCHEKTHPOBAHHS,
OpeACTaBleHs! B Tabmmme 3.

Tabimmna 3

HpOHeI[prI, BRIIIOJIHACMBIC B XOA€ OKAa3aHAS YCIYTH NO HHCIICKTHPOBAHHAXO IIpOPISBOIlHTGJICfI
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JIeKapCTBEHHBIX CPEACTB (I1 MEMIUHCKOrO IPHMEHEHNS), IPOU3BOACTBO KOTOPHIX OCYMIECTRIAETCA
3a mpenenamu Poccmifckoit Penepanny, Ha COOTBETCTBAE TPeOOBAHMAM IPAaBHI HaJUIeKameH
IIPOHM3BOICTBEHHOM IPAKTHKHA B LIE/LAX BEIAYHM 3aKTFOYCHUH O COOTBETCTBHH IIPOH3BOIUTENA

JIEKapCTBEHHBIX CPEICTB (U1 MEIUIIMHCKOT0 ITpuMeHeHns) TpeboBanusM [IpaBun Haaexamen
[IPOU3BOJICTBEHHON MPaKTHKU

IIpouemypr BEIe3AHOM 3KCIEPTA3bI (MHCIIEKTHPOBaHKA) MPOU3BOACTBEHHOM IIIOMANKH (3asBHTENA)
JIEKapCTBEHHBIX CPEACTB (I MEUIIUHCKOTO PHMEHEHHUS), IPOU3BOACTBO KOTOPBIX OCYIIECTBIAETCS
3a npenenamu Poccuiickoii @enepanau, Ha cooTBeTcTBHE TpeboBanmsM [Iparui Hamexamel
IIPOM3BOACTBEHHOMN NPaKTHKH.

1. OcHoBHbIE NpoNERYPHI IKCHEPTH3LI (HHCIEKTHPOBAHHS)

1 | BeomHOE coBemanme.

HHcnexTnpoBanyie NPOH3BOICTBEHHOMN IIOMAIKH

2 IIpoBepka cxiana ChIpbsi, MaTepHATIOB W MEYAaTHOM MPOAYKIHK, TOTOBOM Npoaykuun. Ouenka
CHCTEMBI IIDHEMKH, XPaHCHHs, ABHKCHAS CHIPbA, MaTePHAJIOB, I€YATHOM MPOAYKIMH, TOTOBOM
OpOAYKIHH (IpHEMKa, KapaHTHHHOE XpaHeHWe, MapKHpPOBKa, OTIIYCK B IIPOH3BOACTBO HJIM B
peaymsanuro). CucreMa orbopa mpo6 (moMmemeHHs, WHCTpYyMEHTapHii A orbopa mpob,
HCIIOTB3YEMEIC HPOLCAYPHI).

30HE XxpaHeHMS OTOPAaKOBaHHEIX, OTO3BaHHBIX, BO3BPAIEHHRIX IPOMYKIMH, CHIPbA,
Matepranos. KaprupoBanue 30H XpaHeHus. [IpoBepka JOKyMEHTAIMH OTAEIOB MATEPHAILHO—
TEXHAYECKOro CHabXEHNUA, CKIIAJICKOTO X03sICTBa H IOTHCTHKH.

3 |Ilposepka ydwacTKa CHCTEMBI IIOATOTOBKH TEXHONOTMYECKHX TIa30B: 0GOpyJOBaHHE,
(axTHIecKHe napamMeTpEl paboThI CHCTEMBI, KBAIM(HUKALUS CHCTEMEL, MOHHTOPHHT CHCTEMEL

4 I[IpoBepka NPOHM3BONCTBEHHOTO y9acTKa 3asdBIEHHON K HHCIIEKTHPOBAHMIO JIEKAPCTBEHHOM
(GopMBI  JIEKapCTBEHHOrO  CpeACTBA (W14 MEIMIOMHCKOTO nNpuMeHeHms). CHcTeMa
KOHIMITHOHUPOBAHKA W BO3AYXOIOAroTOBKH. [IpoBepka 5TalmoB TEXHOJIOIHYECKOro mpoLecca:
OpraHy3alMs TEXHOJIOIHYECKOro MpoIiecca, TOTOKOB IEpCOHAIA, MATEPHANBHEIX IIOTOKOB.
KoHTpos # J0KyMEeHTHPOBaHHE B IIPOIIECCE TPOM3BOACTBA.

5 | IlpoBepka y9acTka CHCTEM HOATOTOBKH, XPAHEHHS U PacHpe/Ie/IeHHA BOXGI OUHINEHHOM H BOE!
AU MHBEKIHA: obopynoBanue, QakTHuecKHe mapaMerTpsl paGoThl CHCTEMEI, KBaTH(HKAIHS
CHCTEMEBI, CUCTEMA MOHHTOpHHTIA.

6 IlpoBepxa oTmena KoHTpond KadecTBa [IpequpuATHS: NOMEmEHHsS, 06GOpyHOBaHHE,
HHXKEHEPHBIE CHCTEMBI, PeaKTHBbI, CTAHIAPTHEIC METOINKH aHaIMM3a, paGoyune XypHAIEL
IIposepka ycnoBmit Ha/lTeXallero XpaHeHns KOHTPONBHBIX H aDXHBHEIX 06pasIoB.

[IpoBepka JOKYMEHTALMH OPEAIPHITHS

7 IlpoBepka oprammsanwonHO# cTpykTyphl IlpemmpusTus. OTBETCTBEHHOCTH PYKOBOZCTBA.
Anamn3 QapMaleBTHIECKOH CHCTEMBl Ka4ecTBa CO CTOPOHEI PYKOBOACTBa. Kimoweson
IepcoHal (COOTBETCTBHE YCTAHOBNEHHEIM TpeGoBaHmsM). PykoBozcTBO Ho KadecTBy. CHCTEMA
BBIA2YH YIOJHOMOYCHHEIM JIHIOM paspellieHHi Ha pealu3aldio CEpHii rOTOBOM HPOXYKIHMH.
Onenxa 3¢ (PeKTHBHOCTH CHCTEME! Ka9eCTBa.

8 |IlpoBepka cHCTeMBI JOKyMeHTHpoBaHHs. OCHOBHAf JOKYMEHTALHS CHCTEMEl KAadecTBa:
paspaboTka, BHEAPEHHE, PaCIPOCTPaHEHHE, IIEPECMOTP.

9 IlpoBepka MOKyMEHTAIMM IO NPOBEACHHIO KBATMGWKAUMM M BATHAAOMM (OCHOBHOM IUIAH
BalIMJAUUH, IUTAHEL, IPOTOKOJIEL, OTYETHI 10 KBAM(AKAIMY ¥ BATHIALKH).
IlpoBepka CHCTEMBI KBaIH(HKALAM ¥ BalMAaUWM (KBATHQHKAIHS TEXHOJOTHYECKOIO

060opynIOBaHHMS M  (UHMCTBIX», WIHA «(KOHTPONHPYEMBIX» IIOMEIIEHWY, Baluuanus
TEXHOJIOTHIECKHX IIPOLIECCOB, IPOLEAYDP OYHMCTKY IIOMCIICHHH i 0GOpyAOBaHMS ¥ TID.).
[IpoBepka KOMIBLIOTEDHEIX CHCTeM. Bamupanus cucreM. Ksamudukamus o60pyaoBaHHS.
CHcTeMBI IPEOTBpAIEHNS HECAHKIMOHAPOBaHHOro goctyna. COIIEI Mo 3KCILTyaTallnH H Tex.
obcmy)HBaHIIO CHCTeMBL. CHCTEMEI PE3€PBHOI0 KOIIMPOBAHHS.




10 | IIposepka Texmomormueckodf AOKyMeHTauWy (TIPOMBIIUICHHRIE W/HAIM HHbIE perIaAMEHTH,
JedctByrompe Ha [IpeInpuATHH; IPOHM3BOACTBEHHBIE PpEHENTYPBI, TEXHOJIOTHYECKHE
MHCTPYKOHH, HKHCTPYKUME 10 OYHCTKE); BRINIOJHEHWE TpeOOBaHWH  yTBEPKICHHOH
TEXHONOTHYECKOM JOKYMEHTALHH IPH IPOBEACHHH OINEPAIUil/CTaauli TEXHONOTHIECKOro
oponecca. IlepepaGoTka ¥ NOBTOpHAS TexHojormdeckas 00paboTka NPOXYKIHH.

11 |IIpoBepka NOKYMEHTALMM Y4YaCTKOB HEDKEHEPHHIX cucTeM. Kpammduxanws HHXCHEPHBIX
CHCTEM.

12 | TIpoBepka AOKyMeHTaLMH O KBaMU(HKAITHA CHCTEME! BOJOIIOATOTOBKH.

13 | IlpoBepka CHCTEMb! YTBEPXKICHHS MPOM3BOAMTENCH (OCTABIIUKOB) CHIPhS M MATEPHANOB, H
paboTH ¢ HEMH.

14 | IIpoBepxka CcaHMTapHO-TMTHCHWYECKOH  nporpaMMbl IpEANpPHATHS €€  BHINOJHEHHU.
MonuTtopaHr «YuCTHIX» NOMEIMEHHIH.

15 | IlpoBepka mporpaMMEb! «pest» KOHTPOJIb U €€ BHIIOIHEHHE.

16 | IIpoBepka moxyMeHTaIWH o KOHTPOJIO KadecTsa B 1abopaToOpusIX:

- JOKyMEHTaIIHs 10 aHATMTHICCKAM METOIUKAM, HCIIONb3yEMBIM I KOHTPOJIA KadecTBa
- BHYTPH3aBOJCKHAE CIeNUUKALNH,

- IPOTOKOJIEI aHATN30B,

- pabo4re KypHAIBL,

- HOKyMeHTal¥sl 10 KOHTPOJO CHIPhS, MAaTepHAJIOB, IIOIYIPOXYKTOB, TOTOBOM NPOIYKIHH,
- PerHCTpallHs pe3yIbTaTOB HCIbITaHuH,

- KOHTPOJb CAaHUTAPHOT'O COCTOSHUS IPOM3BOACTBA (MEKPOOHOIIOTHIECKAH MOHHTOPHHT ),
- peracTpanys paboThl KOHTPOILHO-H3MEPHTENBHOT0 060pyI0BaHHUS,

- KBATH(HEKAIHSA, IIOBEPKA JIaO0OpaTOpHOro 060pyAOBAHHS.

17 | IlpoBepka cucteMsl YipaBieHHe PHCKAMHA JUII KAYECTBA.

18 | IipoBepka Bamaanuy aHATUTHIECKIX METONHK, B T. 4. METOAMK, HCIIOJB3YEMBIX I KOHTPOJIS
KauecTBa OUMCTKA O00pyIOBaHHs ¥ TIOMEINEHHH 1ab0paTopHii KOHTPOJIS KadecTBa.

19 | IlpoBepka pe3yIBTATOB MPOIOIDKAIOIIETOC H3ydEHHS CTaOHILHOCTH.

20 | IIpoBepka CHCTEMH! YIPaBJICHUS OTKJIOHEHHSAMH H YOPaBJICHHS H3MEHSHAIMH.

21 | Jlocke cepm#i rotoBo#t mpoxykumu. IIposepka Jlocke Ha CepHI0O Ha 3asdBIECHHOE K
HHCIEKTHPOBaHMIO JICKAPCTBEHHOM CPECTRO.

22 | Kpammpukamaonnsle TpeboBaHHMA K IEpCOHATY H HMX cobimomeHme. [IpoBepka CHCTEMBI
HOJATOTOBKH M 00ydeHus nepcoHaia. IIpoBepka rHTHEHAYECKHX TpeGOBaHMM K IIEPCOHANY, B T.
9. K TEXHOJIOTHYECKOH ofiexIe, €€ CMeHE; IIPOLleLYPHI IEPCOAECBAHMAS.

23 |IlpoBepka paboTBl ¢ peKIaManusaMH, xanobamMy, IIPETEH3HWSMH, HECOOTBETCTBHIMH,
OTKIIOHEHHSMH. CHcTeMa OT3hIBA IPOXYKITHH.

24 | IlpoBepka CHCTEMBI KOPPEKTHPYIOIMNX H NPeayNpexIalomuX IeHCTBAN.

25 AytcopcuHr (paboThl, NpOM3BOAUMEIE IO KOHTPAaKTy (ZOTOBOpPY)) B paMKax MPOHM3BOJCTEA,
aHanmu3a (KOHTpOJNS KadecTBa) NPOAYKOMH M OKa3aHWs yciuyr. [IpoBepka CHCTEMEI
YTBepXKICHUS HenomauTens pabot. Coramenne Mo Ka4ecTBy.

26 | IlpoBepka cucteMsl camorHcnekumit. Kitaccuduxamus 3aMedaHui.

27 | IIpoBepka NOKyMEHTAIlM¥ MHXXCHEPHON CITYXOBI NPEANPHATHS: IJIAHOBO-TIpeAyIIPeaUTEIbHEIC
MEPOLPHATHS (IPapHKH, XypPHAILI).

28 | 3akymoumTeNbHas BCTpeya-COBEINAHUE.

2. lononHATENbHBIE HDPONENyPbl HHCIIEKTHPOBAHMS, XapAKTEPHBIE A1 JAHHOI0 BHAA
NPOAYKIHA/IPOH3BOACTBA.
1 IIpor3BoacTBo, xpaHeHne u peajimzanns GpapManeBTAYECKHX cyGcTanmai.
2 dapmaneBTaYecKEe CyGCTAHNHEE, HOTyYaeMble METOAAMA XHMAYECKOr0 CHATE3a

OcHoBHeIe nosnoxeHuss CHCTEMBI YIIpaBleHus kadecTBa. [lepcoHan (coriacoBanHas CTpPYKTYpa,
JOJDKHOCTHBIE HHCTPYKIIAH, KBanupukamus, rarueda, Koncynerauter). 3nanug u [Tomemenns.
Umxenepupte cucreMel. CTokM H  OTXOABL. — TeXHONOrMYeckoe  0OOOpyIOBaHHE.
Texnonorugecku#t  npomecc.  Crepunmsammss  (mpH  NIPOM3BOICTBE  CTEPHIBHBIX




(papmanesTHyeckux cyOcranmmif). Ymakoska ® MapkmpoBka. CucreMa XpaHeHHS H
peammsanun. okymentauus (Cnenudmukanum, PernaMeHTH, HWHCTPYKIHH, 3allHCH).
Bampamms u xBampukanua, KoHTpoms kagectBa, KoHTpomp m3MeHeHHH, OTKIOHEHHS.
ITopropusre ucmurranns. [Iperensun Or3ee mpoxykmmu. Camoumucneknuit. Jlocke Ha cepuy,
00630p Kauectsa npoayxkra. PaboTa o KOHTpakTy.

PapmaneBTAYecKHE CyGCTARIEE, HOIY4YaeMble METOAAMHE GHOTEXHOJIOrHIECKOI0 CHATE3A.
®apMmaneBTHIeCKAe CYOCTaHIMM, IIONy9YaeMble IIyTeM KYJIbTHBHPOBaHHA KIETOK HIIH
depmerTanmelt. «Knaccuueckas hepMeHTALMAY.

Cosnarue ® nonnepxanne 6aHka KIETOK (TJIaBHOTO M pabovero). BemeHwe DOKyMeHTAIHH.
KynsTuBHpoBanue/hepMeHTAIIHS, BeIEHHE TOKYMEHTAIIHH.

(Dapmanen'mqecxne cy6cTaHmm, HoayvaeMble METOAAMH BBIIC/ICHHSA H3 XAMHAYECKOI0 ChIpbi

<I>apmanen'm'leclme cyﬁc'rannnn, noayqaeMbie METOZXOM BBLIJICJICHHSE H3 HCTOYBHKOB
PacTHTEJILHOTO NPOHCXOXKICHHS,

Pe3ka u cymika pacrenuit, Bogopocineii, rpr6oB, THMAHAKOB ¥ 3KCCYaTOB (BEIICICHHI).
OrxuM pacreHnif ¥ mneperonka. Mamembuennme, o6paGoTka 3KCCYHATOB, 3KCTPAKIHA H3
pacTeHHH, (paKIMOHHPOBaHHE, OYHCTKA, KOHLEHTPUPOBAaHHE HIH  (hepMEHTAIHS
PaCTUTENBHBIX CyOCTaHIIH

(Dapmanen'mqeclcne cy6c'ranmm, HoJydJaeMbic METOAOM BbIACJICHHS H3 HCTOYHHKOB
6ronormueckoro, SKHBOTHOrO NPOHCXOXKACHHN.

brosoraveckre papmManeBTHIecKAE cyGcTannBN.

Ilomemerms u o6opynoBanne. Texmomormaeckuit nponecc. Ouenka puckoB. JJOKyMeHTaTbHAS
OpOCIEKHBAEMOCTh  Onepauui. MeponpuaTHS 10 KOHTPOMIO H IIPEAOTBPAIIECHHIO
koHTaMuHaupy. OGecnedeHne cTepHubHOCTH mHpoxykmmu. Konrtpons kadectsa. ITpomecchl
XpaHeHHs H KPHOKOHCEPBAIUA

HpOlBBOﬂCTBO, XpaBCHHE H peaTH3anAsA CTEPAILALIX JICKapCTBEHHALIX NPENapaToB.

OcHoBHEIe mOOMKeHNss CHCTEMBI YIpaBleHHAs kadecTpa. Ilepconan (KBaTu(HKalLus, THIHCHa).
panms  m  [lomemenms.  MmxeHepune  cucTeMel. BeiGop ¥ IOATOTOBKA
MOIOIEX/Ae3HHGUIMPYIOMMX CPEACTB. Texnomoruyeckoe ob6opynosanne. TexHOTOrHUeCKui
nponecc. Crepwimsamms. ACENTHYeCKOS NpPOM3BOACTBO. CTepmimsyromas (MIETpANHs,
NOJTOTOBKA H MCHEITaHHA (HILTPOB. Bammpanmus npomecca HMHUTAmAH AacelTHYECKOTO
HalO/IHeHUs. YIaKOBKa M MapKHpoBKa. CuCTeMa XpaHEeHHS M peamwsanuy. J[OKyMEHTAIHs
(Cnennduxanym, PernamenTs!, HECTpYKIHH, 3amucy). Bamunanua u xpamuduxanuas, Kosrpoms
kauectsa, Kontpons m3menenmit, OTinonenus. ITopropusie mcnerranus. [Iperensun OT3BIB
npoxykuan. Camouncnexnuit. Jlocke Ha cepur, O630p Kauectsa mpomykra. Pabota mo

KOHTDAaKTy.

ITpon3BoacTBO mpenapaToB HMMYHOGHOJOrHYeCKHX MEIHIMHCKHX (QJUIEPreHE, aliepromael,
AHAaTOKCHHBI, BaKUWHEl, ramMMarnoOyIMHE, HMMMYHOIJIOOYJHHBl, HMMYHOMOIYJISTODEI
MOHOKJIOHAIbHBIC QHTHTEJIA, CEIBOPOTKH, TOKCHHB], HUTOKHHEI).

CucteMa nmoceBHO# Ky/IbTYph! B 6aHKa KieTok. Bampanus IIPOIIECCOB OYUCTKH.

10

IIponsBoacTBo npenapaTos kposH (IOIydacMBle METOLOM FeHETHYECKOM MHKEHEPHH,
npenapaThl KpOBH, IIOJTyJaeMble M3 KPOBH YENIOBEKA).

YnpasneHWEe KauecTBOM. IIPOCNEXHBAEMOCT: H MEPOIPHSATHS, IIPOBOJHMMEIE HOCTE B3STHA
kpoBd. Hcxomuere Marepumanel. OneHka M Bblaya paspelIeHHs Ha BBITYCK IUIa3MBI JUIS
(GpaknHOHMPOBaHHs, HCHONE3yeMOM KaKk MCXONHOE ChIphe. O6paGoTka mmasMBl It
¢paxuroruposanua. KOHTPOJIb KadecTBa IPOMEKYTOHBIX IPOAYKTOB B KOHEYHOTO IIPOLYKTA.
Briiaga paspemenys Ha BBEIOIYCK POMEXYTOYHOH M FOTOBOM IIpOAyKIHH. XpaHeHHe 06pa3IoB
MyJI0B IIa3Mbl. MEpONpHATHS 110 YAAICHHIO/ MHAKTHBALMH OTXOJIOB.

11

HpOﬂSBO}ICTBO openapaToB, COAepXKamux cnnsnoneiic*mylomue BeEIIXECTBA.
OpraHmu3anys CHCTEMbI Y4eTa, XPaHEeHHS, YHHYTOXEHHA.

12

ITIpon3BoacTBO NpemapaToB, CONepPKAIIAX BLICOKOTOKCHYABIE BemecTBa (aHTHOMOTHKH OeTa-
JIAKTAMHOTIO psifia, TOPMOHKI, IUTOCTATHKH).
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[Tomemenns. Wmxenepnnre cucteMbl. O6opynoBamue. Bamimamuss mpormecca OYHCTKH.
MeponpHuATHS 0 YIATCHHI/HHAKTHBAIMA OTXOOB.

13 TIpOH3BOACTBO NPENAPATOR, NOMy9aeMbIX H3 KEBOTHOIO CHIPLS (MHCYJIWHE], OPraHOIIPENaparThl).
Iomemenns. MmxeHepHsle cucreMsl. O6opynosanue. Baminamis nmponecca ounctku. OueHka
PurckoB. [IpocnexuBacMOCTh MMM MOCTABOK HCXONHBIX MaTepHanoB. MOHMTOPHHI ONACHBIX
Il denoBeka — OojiesHe — XMBOTHRIX  (BETepHHApHOE  OCBHICTENILCTBOBAHHE).
ConpoBomurenbHas JOKyMEHTAIMs, I10MydaeMas OT MECT IPOM3BOACTBA MCXOIHOIO CHIPbA
(cxoToboiiHA). MeponpHsATHS N0 YAATCHUIO/HHAKTHBAIUY OTXOAOB.

14 ITpor3BoacTBO MpenapaThl pagaodapManeBTHIECKHE.

IloMemenns. VHXeHepHEE CHCTEMBL TeXHOJIOTMYECKHHM Ipolecc (CTaaWH, ONHMCAHHA).
Ilepcoran (cmenmanbaele TpeboBanns). Baimpanms u KBaympuKamus, YIpaBleHHe PHCKAMA.
Opranu3anms nponecca BeITycka B o6pamenne. Belnaua pazpeneHns Ha BRITYCK.

15 IIpon3BoacTBO HpEenapaToB, HOJYI2€MbIX H3 JIEKAPCTBEHHOI0 PACTHTEILHOTO ChIPhA.
Cremudukanuu Ha HCXoxHOE CHIpBE. JoKyMeHTaIMs, TOATBEPKAAIONAs KayeCTBO HCXOIHOTO
CHIPBSL.

16 IIpom3BogcTBO HpemapaToB, He TpefylomEX CHENHAALHOrO BbiIeJeHHAS B OTAEJbLHOE

IPOH3BOJACTBO, C YKa3aHAEM KOHKPETHOH JiekapcTBennol Gpopmel (a3p030J1b, relb, rydKa, KarH,
KOHIEHTPAT XXUAKAH, KpeM, THHAMEHT, THOGUIM3HpOBaHHbIE IPOAYKTHI, Ma3b, 11acTa, IUICHKa,
IIOPOIIOK, pPacTBOPUTENIb, PacTBOp Ui AWAIM3a, PacTBOP IS MHBEKIHH, pacTBOp IJIs
HH(Y3HH}, pacTBOP IS HAPYKHOTO IIPYMEHEHHS, CYCIIEH3HS, SMYJILCHS).

17 IIpom3BoacTBO, XpaHeHHe H pealH3alUHs HECTEPHILHLIX JIEKAPCTBEHHBIX MPENapaToB ¢
yXa3aHHEM IpyIbI JeKapCTBEeHHBIX IPENAPATOB.

OcrorrBle nonoXKeHAA CHCTEMEI YIIpaBlIeHHs KadecTsa. [lepcoHan (KBamuHKaIlAs, THIHEHA).
3mamwa  ®  IlomMemenus.  MimxeHepHme  cHcTeMEl. BEOOp H  IOATOTOBKa
MOKOIHX/Ae3HHbHIHpyomux CpeAcTs. TexHonormdeckoe o6opynoBaHHe. TeXHONOTHYECKHH
mponecc. YmakoBka M MapkupoBka. CHcTeMa XpaHeHHs H peamusaunud. JIOKyMEHTAUHs
(Cnemmbukanmu, PernaMenTsl, HECTpyKUHH, 3anucH). Bamuaamus u ksanuduxamus, KorTpons
kadectBa, KoHTpone umamenenwmit, OTknonenus. [losrophsle Hcnprtanus. Ilperensun OT3hIB
npopykuuu. Camomncnexumit. Jlocke Ha cepur, OG3op Kauecrsa npomykra. PaGora mo

KOHTPAKTYy.
18 IlpousBoacTBO mpenapaToB HMMMYHOGHOJOTHYECKAX MEXHUHMHCKHX (Gakrepmodary,
BaKIMHb], HMMYHOTIO0YIHHOBbIC KOMIUIEKCHEIE IPENApaThl, IPOOGHOTHKH)
19 IIpon3BoACTBO GHOOrHIECKHX JIEKAPCTBEHHBIX IPENAPATOB
20 IIpou3BOACTBO roMeonaTHYeCKHX PENapaToB
21 IIpon3BoACTRBO razoB MeAMIMHCKHX
9. K KOCBEHHEIM pacxoJaM YIOJHOMOYEHHOIO YYPEXAEHHs, KOTOpEIE

HEBO3MOXHO OTHECTH HAmpAMYI0 K 3arparaM, HEIOCPEACTBEHHO CBS3aHHBIM C
NPOBEACHAEM HMHCIEKTHPOBAHUA INPOH3BOMMTENEH JIEKAPCTBEHHBIX CPEICTB (A
ME[MIIHHCKOTO NMPUMEHEHHs), IPOH3BOJCTBO KOTOPHIX OCYINECTBISETCH 3a IIPEeiiaMH
Poccuitckoii ®enepanyn, Ha cooTBeTCTBHE TpeboBanusamM [Ipapunam, (Kkp) oTHOCSTCS:

- 3aTpaThl Ha OIUIATY TpyAa aAMHMHHCTPAaTHBHO-YNPAaBIEHYECKOTO |
BCIIOMOTaTenbHOT0 IIEPCOHANA, BKIIIOYast HAYHCICHHS Ha 3apaboTHYIO Iary;,

- 00mexo3sHCTBEHHBIe 3aTPaThl, BKIIOYAIOINKE 3aTPaThl HA KOMMYHANIBHEIE YCIIYTH,

3aTparel Ha YCIYTH CBf3H, TPAaHCIOPTHBIE YCIYTH, YCIyrH OaHKOB, 3aTpaThl Ha
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npuobpeTeHre MaTepHaNbHBIX 3aMacoB, aMOPTH3AUUS 3IAHHH, COOPYXEHWH M IPYTHX
OCHOBHBIX (DOHMIOB, 3aTpaThl Ha YCIYTH B 00nacTH HHOGOPMAIMOHHBIX TEXHOJOTHI,
3aTpaThl HA TEKYIIHY PEMOHT II0 BHJaM OCHOBHBIX (JOH/IOB;

- 3aTpaTel Ha YILIATy HANOTOB (KpoMe HajoroB Ha (OHJ OINATH TpyHa) H HHBIE
o0s3aTeNIbHEIE ILTATEXKY;

- IpOYHe pacXombl.

Ko3phHUHEHT KOCBEHHBIX pPAacXOIOB, OTHOCHMEIX Ha CTOHMOCTh YCIYTH,
ompenesseTcs MpONOpLUMOHANIBHO (COpa3sMepHO) 3aTpaTaM Ha OIUIaTy Tpyda pabOTHHKOB,
HEMOCPE/ICTBEHHO Y4YacTBYIOIIMX B IIpOLleCCe OKa3aHHs YCIYyTd, ¥ PacCYHTHIBACTCH Ha
OCHOBaHHH OTYETHBIX JAHHBIX 32 IPEALIECTBYIOIUH epuo o hopMyIe:

Kxp = ((3Maymn + 3ox + 3am) / 3I1d) x 100, rae:

Kkp — x03QHIHEHT KOCBEHHBIX PAacXO0B OpraHM3aldM, KOTOPhIE HEBO3MOXKHO
OTHECTH HaNpPSAMYIO K 3aTpaTaM, HEIIOCPEACTBEHHO CBA3aHHBIM C OKa3aHHEM YCIIYTH;

3llayn — QakTHdeckue 3aTpaThl Ha OIUIATY TPY[a ¥ HAYHCICHHS Ha BBILIATH 10
Omjate Tpyda aAMHUHHMCTPATHBHO-YNPaBICHYECKOTO M BCIIOMOraTEJIBHOrO IEepCOHANa,
obecreYnBarommero okasaHHeM YCIyTH, 38 IpeAUECTBYIOMUN IepHo, py6.;

30X — ¢akTHdeckue OOIMEeX03AUCTBEHHEIE 3aTpPaThl, HEOOXOMMMBIE IS OKa3aHMA
YCIYTH, 3aTpaThl Ha YIJIaTy HaJIOroB ¥ HHble 00sS3aTeNbHBIE IIAT&XH 3a
IpeAIIECTBYIOMuU# epruox, pyo.;

3aM — cymMMa aMOpTHM3allMM MMYIIECTBA, HEIOCPEACTBEHHO HCIOIB3YEeMOTO A
OKa3aHHA YCIYTH, ONpPENENACTCS HCXOAs M3 OalaHCOBOM CTOMMOCTH OGOpYHOBaHHS M
roJ0BOM HOPMBI aMOPTH3aLNMH, PY6.;

3I1¢ — cymmapHEIit GOHT OILIATH TPYHa 3a MPEeAECTBYIOMMY HEPUO paGOTHHKOB,
3aHATEIX OKa3aHHUEM YCIIYTH, pyo.

10. KoMmaHIWpOBOYHBIE pacXOnbl, HEMOCPENCTBEHHO CBA3aHHEIE C OKa3aHUEM
YCIIyTH, onpeneistorcs no hpopmyse:

Cxp = Pnpoesn + Pnpox + PcyT + Prpoy, rae:

Prmpoess — pacxoal Ha mpoe3d ONHOTO CHENHAIACTA  YIIOJIHOMOYEHHOTO
YUpeXIeHUs IJI OKa3aHHus yCIyTH B 0OpaTHO B cpeHeM Mo CTpaHe, pyo.;

Prpox - pacxompl Ha NPOXHMBaHWE OJHOrO CIELHAINCTA YIIOMHOMOYEHHOIO

Y9IpeXIEeHHUs BO BpeMsl OKa3aHus YCIyTH, pyo.;
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Pcyr — pacxompl Ha BEIIIAaTy CYTOYHBIX OJHOMY CIENHATHCTY YIIOMIHOMOYEHHOTO
Y4IpEXICHUA Ha BpeMs OKa3aHHs YCIYTH, pyo.;

Pripou — o6muit 06bem 3aTpar Ha OpoHMpOBaHME aBHA ¥ /I OGUIETOB, FOCTHHHUII,
CTPaxoBbI€ B3HOCH! B IIPEABIAYIIEM GHHARCOBOM rofy, pyo.

3aTpaThl Ha IIPOE3]] OJHOTO MHCIIEKTOpa Al OKa3aHUs yCIyrH ¥ obpatHo (Prpoesn)
YCTAHABIMBAIOTCS B pa3Mepe (aKTHIECKUX pPacxoxoB, IMOIATBEPKIECHHBIX NPOE3JHBIMH
JMOKYMEHTaMH, HO He BhILIIE CTOMMOCTH NPOe3/a:

XENe3HONOPOXHBIM TPAHCIIOPTOM — B KYNEHHOM BaroHe CKOPOTO ITaCCaXKHPCKOIO
noesna;

BOIHEIM TpPaHCIOPTOM — B KaloTe V TIpYNIBl MOPCKOrO CYAHA PpEryisApHBIX
TPaHCIIOPTHBIX JIMHUA M JMHUHE C KOMIUIEKCHBIM OOCIYy)XMBaHHEM ITacCaKHPOB, B KAIOTe
II xareropus pevyHOro CymHA BCEX JMHHM COOOIEHHs, B KaioTe | KaTeropum CyaHa
IApOMHOM Iepenpaskl;

BO3IYIIHBIM TPAHCIIOPTOM — B CaJIOHE SKOHOMHIECKOT0 KJIacca;

aBTOMOOHJIPHBIM ~TpaHCIOPTOM — B aBTOTPAHCIOPTHOM CpPEICTBE OBIIEro
II0JIb30BaHuUs (KpOME TaKCH ),

IpH OTCYTCTBHH MNPOE3AHBIX NOKYMEHTOB, IOATBEPXIAIOINMX IPOHU3BEACHHBIE
pacxomsl, B pasMepe MEHHMAJIBHOX CTOMMOCTH IIPO€e3Ja:

XKEJNEe3HONOPOXKHBIM TPAaHCIIOPTOM — B IUIAKAPTHOM BaroHe I1aCCaXHPCKOTo
noesna;

BOJHBIM TPAaHCIOPTOM — B KaioTe X TIpPYNOEl MOPCKOr0 CYHHA PEryJSpPHEIX
‘TPAaHCHOPTHBIX JIMHUH ¥ JIMHUA C KOMIUIEKCHBIM OOCIy)KHBAHHEM IaCCaXHpPOB, B KAIOTe
III xaTeropuu pevyHOro CyIHA BCEX JIMHHM COOOMIEHNS;

aBTOMOOHIIBHEIM TPaHCIIOPTOM — B aBTOOYCe 061Iero Tuma.

Pacxozsl Ha IpoXHBaHKE OHOTO HHCIIEKTOPa BO BPeMs OKa3aHHs ycayrd (Pmpox)
(xpome crmydas, Korja HalpaBlIeHHOMY B KOMaHAMPOBKY MHCIEKTOPY IIPeIOCTaBIAETCS
OecratHOe IIOMEINEHHE) YCTaHABIMBAIOTCS B pasMepe (GaKTHYECKHX pacXojoB,

NOATBEPXICHHBIX COOTBETCTBYIOIIUMH HOKYMEHTaMH, IIPH 3TOM KaTE€roOpHUs TOCTUHUIILI

HE JI0JDKHA NPEBBIIIATE YPOBEHD 3%,
Pacxozmsl Ha BBIIATYy CYTOYHBIX onHOoMy HHcHekTopy (PcyT) ycranapmmsarorcs

3aKOHOIaTeabCTBOM Poccuiickoit @enepanuu:
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Ha tepputopun Poccuitckoit ®enepanuu — B pasmepe He Gomee 700 py6ueit, a 3a
npepfenaMu Tepputopur Poccuiickoit @enepauun — He Gonee 2500 pybneli 3a Kaxnpli
JeHb HaXOXIEHHS B KOMaHIMPOBKE HAa OCHOBAHMM NYHKTa 3 cTaThbd 217 4aCTH BTOpOH
Hanorosoro xonexca Poccriickoit ®enepanuu (Cobpanue 3axoHonaTensCTBa Poccuiickoit
®enepanuu, 2000, Ne 32, ct. 3340; 2015, Ne 48, cT. 6694).

IIpoune 3aTpaThl 10 KOMaHAUPOBKE BKIIOYAIOT CTPAXOBOK B3HOC Ha 00A3aTeIbHOE
JUYHOE CTPaxOBAaHHE IACCAXMUPOB Ha TPAHCIOPTe, OIIATy YCIYr IO O(OPMIICHHIO
IPOE3NHBIX JOKYMEHTOB, pacxXoinl 3a IOJNb30BaHHEe B II0€34aX IIOCTEJILHBIMU
IPUHAIIESKHOCTAMH, GPOHEPOBaHNE T'OCTHHEII,

3aTparthl, CBA3aHHBIE C KOMaHAWpOBKaMH 3a mpenenamu Poccuiickoit @enepanuy,
ONpENeN IOTCS YCTAaHOBICHHBIMH IpENelIbHBIMM HOPMAaMH BO3MEIIEHHS pacxoIoB
COTJIACHO HOPMATHBHEIM aKTaM II0:

- HalMy >XWJIOro IOMEINCHHS B HWHOCTPaHHOW BAIIOTe — NMpHKa3 MHHHCTEpCTBa
¢unanco Poccuiickoit ®enepannu ot 02 aprycra 2004 r. Ne 64u «O6 yTBepxIeHHH
IpeleNbHEIX HOPM BO3MEIIEHHS PacXo0J[0B ITO HaliMy JKHJIOTO IIOMELICHUS B HHOCTPAHHON
BAMOTe NPH CIyXeOHBIX KOMAaHIHMPOBKaX Ha TEPPHTOPHMH HMHOCTPAHHBIX TOCYAapCTB
paGOTHUKOB, 3aKMOYMBIIHX TPYROBOM 1OroBOp o0 paGoTe B  (enepalbHBIX
rOCyIapCTBEHHBIX OpraHax, pPaGOTHHKOB TIOCYNapCTBEHHBIX BHEOIOMKETHBIX (DOHIOB
Poccuiickoit Denepanuy, DenepanbHBIX roCy1apCTBEHHBIX YYpexaeHUumn»
(3apeructpupoBar B Mumntocte Poccun 17.08.2004, perucrpaunonssiii Homep 5981) B
pefaKMl H3MEHEHWH, BHECEHHBIX IpHKa3aMH MuHmcrepcrBa ¢uHancoB Poccuiickoi
@enepanvu ot 12 mroms 2006 r. Ne 92H (3apeructpupoBan B Mumnrocte Poccun
13.07.2007, peructpaunonHbii Homep 8040), 09 mexabps 2008 r. Ne 139m
(3apeructpuposan B Musntocte Poccuu 16.01.2009, perucrpanmonssiii Homep 13091), ot
10 ampens 2015 r. Ne 63m (3apeructpmpoBan B Muniocre Poccum 10.04.2015,
perucTpanuoHHbI HOMep 36839);

- O pasMepe H NOpSAAKE BHIIIATEI CYTOYHBIX B HHOCTPaHHOW BallOTe —
nocranopienue IIpaBurenscTBa poccuiickoit denepannn ot 26 nekadbps 2005 r. Ne 812
«O pasmepe M NOpAAKE BBILIATEl CYTOYHBEIX B MHOCTPaHHOM BamOTe H HagbaBOK K
CYTOYHBIM B WMHOCTPaHHOM BallOTe NIPH CIY)X€OHBIX KOMaHIUpPOBKaX Ha TEPPUTOPHH

MHOCTPaHHBIX I'OCYJapCcTB paOOTHHKOB, 3aKIIOYMBIIHX TPYILOBOU IOroBOp O pabore B
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demepambHBIX ~ TrOCYJapCTBEHHLIX  OpraHax,  paOOTHHKOB rocyIapCTBEHHEIX
BHeOIOMmKeTHBIX (GoHmoB Poccmiickodk Penepamun, ¢enepanbHBIX IOCYJapCTBEHHEIX
yapexaenuit» (Cobpanue 3akonomarenscTBa Poccuiickoit @enepanun 2006, Ne 2, ct. 187;
2008, Ne 14, cr. 1413; 2009, Ne 1, cr. 147; 2014, Ne 50, cr. 7095; 2015, Ne 3, ct. 590;
2015, Ne 33, ct. 4842).

11. MarepuasbHBle 3aTpaTH, HEMOCPEACTBEHHO BO3HMKAIOIIME B  IIPOLIECCE
okaszanua ycryru (CM), onpenenstorcss HCXoas U3 (paKTHIECKHX 00BeMOB MOTpeOIeHHS
MaTepHANLHEIX 3aI1aCOB B CTOMMOCTHOM BEIpaXEHHH 10 hopMyIIe:

Cwm = Pwm x LM, rre:

PM — pacxon MarepHalBHOrO pecypca, MCIOJB3yeMOT0 B IIPOLECCE OKa3aHHA
YCIIYTH, B HaTypalbHBIX eqUHUIIAX H3MEPEHHS;

IiM — meHa 3a eAMHHUIy MaTepHAIBHOTO peCypca, HCIOIb3YEMOro B IIPOLECCE
OKa3aHHs yCIYTH, pyo.;

CM - nmpexacraBmmor coboif MarepuanbHBEIE 3aTPaThl, HENOCPENCTBEHHO
BO3HHKAIOLINE B IIpoIlecce OKa3aHus YCIyTH.

12. TlepecmMoTp pasMmepa ILIaThl 32 OKa3aHWe YCIYTH OCYLIECTBISETCS OOMH pa3
B roA ¢ 1 anpens TeKymero (puHaHCOBOI'O roja, C YYETOM YCTaHOBJIEHHOTO (heaepabHbIM
3aKOHOM 0 (efiepanbHOM GIOMKeTe Ha COOTBETCTBYIOMMY (PUHAHCOBLIN 'Ol IPOTHO3HOTO

YPOBHSI HHQJIAIUH, a TaKKe B CIydae H3MEHEHUs] HOPMATUBHOM 6a3kl.



YTBEPXJIEH

npuka3oM Murnpomropra Poccuu

oAb fif2016 . Ne S

ITpenenpHbId pa3Mep MIATHI 32 0Ka3aHHE YCIYTH
N0 AHCNEKTHPOBAaHHIO NPOH3BOAHNTE/IEH JJeKapCTBEHHBIX CPEACTB
(378 MeIHIHHCKOr0 NPHMEHEeHH ), IPOU3BOJCTBO KOTOPBIX OCYUIECTBIAETCS
3a npeaesamu Poccuiickoii Peaepannn, Ha cOOTBETCTBHE TPeGOBaHHAM NPaBHII
HaJJ1exKalnedl MPOH3BOCTBEeHHON NPAaKTHKH B HEJISIX BbIIa9H 3aKII09EeHHI
0 COOTBETCTBHH NPOH3BOHTEA JeKAPCTBEHHBIX (AJIsi MEAHIMHCKOro NPHMEHEHHS)
Tpe0OBaHHAM NPAaBHJI HaJJexKamell IPOU3BOJCTBEHHOH NPAKTHKH

IIpenensHbIil pasMep MIATH

CymMMa KOMaHIHUPOBOYHEIX

[IpenensHblA pa3Mep mIaThi

3a OKa3aHue YCIyrH, 6e3 pacxo/ios, 3a OKa3aHHe YCIYTH, C
y4eTa KOMaHIAPOBOYHBIX HENOCPeACTBEHHO Y4E€TOM KOMaHIHPOBOYHbIX
pacxomos, CBSI3aHHBIX C OKa3aHHEM pacxoos,
py6., c HIIC 18% ycuyrH, py6., ¢ HIIC 18% py6., c HIC 18%
1708 345,12 1173 510,00 2 881 855,12

Ilpumep pacdera mpeleNLHOrO pasMepa @NaThl 3a OKa3aHHE YCIYTH IO

HHCIICKTHPOBAHUIO TIPOM3BONMTENIEH JIEKAPCTBEHHRIX CPEACTB (IS MeIUIUHCKOTO
NPHMCHCHHU), [POH3BOACTBO KOTOPBIX OCYIIECTBIAETCS 3a IpefelaM Poccuiickoii
Qezepalny, Ha COOTBETCTBHE TPEGOBAaHMAM NPaBHI HaIJIeXKamel IPOU3BOJCTBEHHOM
IIpakTHKH B LENSIX BRLIAYH 3aKIIOYEHHN O COOTBETCTBHH IPOM3BOIMTENS JIEKAPCTBEHHEIX
CpeNcTB (i METHUMHCKOTO IPUMEHEHHS) TpeGoBaHMSM IIpaBHJI HaJJIexalei

NPOH3BONCTBEHHON MIPAKTHKU OPHBENEH B IIPHUIIOKEHHH.



Ipunoxenune

K [IpenemsHOMY pasmepy miatsl
32 OKa3aHUe YCIYTd 110 HHCIIEKTUPOBaHUIO
TIPOM3BOAUTENEH JIEKAPCTBEHHBIX CPEICTB
(o7 MEOUIMHCKOTO IPUMEHEHHU),
NPOH3BOICTBO KOTOPHIX OCYLIECTBIAETCS
3a npexenamu Poccuiickoit ®enepanuy,
Ha COOTBETCTBHE TPEeOOBAHHAM HpPaBHII
Hajiexamnel Npou3BOACTBEHHON ITPaKTUKU
B LEJSIX BRIOA9¥ 3aKIIIO9CHHH
O COOTBETCTBHH IIPOM3BOIUTENSL
JIEKapCTBEHHBIX CPEICTB (A1 MEAHIHHCKOTO
IIpEMEHEeHH ) TpeOOBaHUIM IIPaBHUI
HaJTeXxalnel NpoU3BOACTBEHHON IPaKTUKU

Pacuer npeaejibHOro pa3Mepa IJIaThl 32 0Ka3aHHE YCJIYTH
N0 HHCNEKTHPOBAHHIO NPOH3BOAHUTe /el JeKapCTBEHHbIX CPEACTB
(A9 MeIHIMHCKOro NpuMeHeHHs1), IPON3BOACTBO KOTOPbIX OCYIIECTBAAETCS
3a npeaenamu Poccuiickoii ®eaepanun, Ha COOTBETCTBHE TPeOOBaHHAM NPaBHJI
HajJJiexaueli NPOH3BOACTBEHHOM NPAKTHKH B leIAX BbIAa4H 3aKII0YeHHH
0 COOTBETCTBHH IIPDOH3BOAHUTE/IA JIEKADCTBECHHBIX CPEACTB (JIJISI MEIHIHHCKOI'O
NpHMeHeHNAs) TpeGOBAaHHAM NpaBHJ Ha/jlexkanleli NPOU3BOACTBEHHON NPaKTHKH

Hcxonnsle naHHbIe 1715 pacdera.

WHCcnekTHpOBaHUe NPOM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB (I MEIUIIMHCKOIO
IpHMEHEHNS), IIPOHU3BOJACTBO KOTOPBIX OCYIIECTBIAETCS 3a mpenenamu Poccrifckoit
Qenepanyy, Ha COOTBETCTBHE TPeOOBAaHMAM IpaBWII HaJJe)kalnedl IpOH3BOACTBEHHOM
NpakTHKH, HuMeromero 31 mokasaTeqb M IpoBefeHHe 3 (TpeMs) CIENHATNCTaMH
YIIOJTHOMOYEHHOTO YYPEXKIACHHUS.

B cootBercTBHE ¢ MeTonukoii onpeneneHus pa3mMepa IUIAThl 32 OKa3aHHE YCIYTH
0 HHCNEKTHPOBAHHWIO IIPOM3BONUTENEH JEeKapCTBEHHBIX CPeACTB (IS MEAMIIMHCKOIO
NPHMEHEHH), IPOM3BOACTBO KOTOPBIX OCYINECTBIIIETCS 3a mpenenamu Poccuifckoi
Oenepanyy, Ha COOTBETCTBHE TpeOOBaHWAM IIpaBMJI Hajiexamed IPOM3BOACTBEHHOH
ITPAaKTHUKH B IICJIAX BbLIAAYH 3aKJIFOYEHUHA O COOTBETCTBHH MNPOU3BOJHUTEIIS JICKAPCTBEHHBIX
CpeacTB (I MEIMIMHCKOrO IIPHMEHEHWs) TpeOOBaHMAM MpaBHJ HaLIeKaieH

HpOH3BO,I[CTBeHHOﬁ IpPaKTHKH, YTBep)KﬂeHHOfI HACTOAIIUM IIPHUKa3OM, CTOUMOCTh YCIIyT'd



onpezensercs mo GopMmyue:

C=txCax(1+ (Ku3+Kxkp)/100)+ Cxp + Cm

TpynoeMkocTh OKa3aHWs YCIYTH IIpHBeAeHa B Tabmume 1 co 3HaYeHUEM
KoppekTupymomero koa¢pdpunuenta K = 3,76 u 3 (Tpex) cnenuaincToB yoJIHOMOYEHHOTO

YYPEXKIACHHUS, YHYaCTBYIOIIUX B HHCIICKTUPOBAHHH.

Tabmuna 1
HaumeroBanue pa6ot KomrgectBo | ®axrHueckue
Tpymo- | HHCIEKTOpPOB, | TpYyAO3aTparTsl,
€MKOCTb, | IpUHHMAIO- Jac.
gel/gqac. | IMUX yJacTHe
B MHCHEKTH-
PpOBaHHK
1. Ipunsrre pemeHus mo 3asBKe Ha OKAa3aHMe YCIYTH MO MHCIICKTHPOBAHWIO IPOHM3BOAMTENEH

JIEKapCTBEHHBIX CPECTB (VIS MEUIMHCKOTO PHMEHEHH ! ), IPOH3BOJACTBO KOTOPEIX OCYIECTBIAETCS
3a mpenenaMm Poccuiickoit ®enepanuu, Ha COOTBETCTBHE TpeGOBaHHAM IIPAaBHJI HaJIexamei
NPOH3BOACTBCHHONX MNPAKTHKH B NENSX BBIAYM 3aKMIOYEHWH O COOTBETCTBHH IIPOM3BOMHUTENS
JIEKapCTBEHHBIX CPEACTB (11 MEIWNMHCKOTO IIpMMEHEHHH) TpeOoBaHWsAM IIpaBHn Hamiexarmei
IPOM3BOJICTBEHHOM MPAKTAKA

1.1. IlpmeM u®  perucrpauds 3adBN€HUL H 8 1 8
IpENOCTaBICHAON 3asBHTENEM JOKYMEHTAINA
1.2. PaccmoTpenme 3asgBICHHA, CONPOBOIMTENBHEIX | 16*3,76 2 120,32

JOKYMEHTOB BKIXOYas M3yYEHHE JaHHBIX O Ka4ecTBE
NPOAYKIINH Ha OCHOBaHHWH HH(OpMAIHH, ITyOIIMKyeMOi
Ha caiftax ['ocyapCTBEHHBIX peryIsTOPHBIX OpPraHOB
CTpaHbl, B KOTOpPOH HaXOOHTCA HHCIEKTHpYEeMOe

TIPOH3BOJICTBO.
1.3. OGocHOBaHHE KOJIMYECTBa pabovumx IHEH i 8 2 16
IIPOBEJICHAS MHCHCKTHPOBaHHS

1.4. PaspaboTka mIporpaMMbl HHCIIEKTHPOBaHHSA, € 24 2 48
COTTIacCOBAHHE M YTBEPKACHHE C 3asBHUTENEM.

1.5. TlomroroBka u  yTBepxaeHue rpaduka 24 1 24

MHCICKTHPOBAHMS MpPOM3BOAMTENA (3asBUTENs) Ha
COOTBETCTBHE TpeOOBaHHWAM NIPaBMJI HaJIeXKarmei
OPOM3BOACTBEHHOM MPaKTHKH HA OCHOBAHHWH 3aBKH

Wroro: 124,16 1;2 216,32

2. Beiesgmas dkcnepTH3a  (MHCICKTHpOBaHHE) IIPOM3BOJACTBEHHOM IUIOmAnkH  (3agBHrelit)
JIEKapCTBEHHBIX CPEJICTB (111 MEIUIHHCKOTO MPAMEHEHHS), IPON3BOACTBO KOTOPEIX OCYINECTBIACTCS
3a mnpenenaMd Poccuiickoli ®enepauyd, Ha COOTBETCTBHE TpeOOBaHWAM NIpaBHNI Haiexaimeit
IIPOM3BOACTBEHHOM IPAKTHKH.

2.1. IlpoBeneHwWe WHCNEKTHpOBAaHHA MpOH3BOIHTENI | 16%3,76 3 180,48
(3asBHTENT) MO MECTy IPOH3BOACTBA JIEKAPCTBEHHEIX
CpEACTB (U1 MEJTUIIMHCKOT'O IPUMEHEHHS)

2.2, Ananmus, obpaborka pesynbraTtoB | 16*3,76 3 180,48
HHCIICKTHPOBaHHS C  [EeNbl0  IOATOTOBKH H
COCTABICHHASA WHCIIEKITHOHHOI0 O0TYCTA.

Hroro 120,32 3 360,96

3. 3aKmOYMTENBHBIC  MCDONPHATHA IO  pe3yJbTaTaM  HHCIEKTHPOBAHMSA  IIPOH3BOJIUTENCH




JIEKAPCTBEHHRIX CPENCTB (LIS MEIHIMHCKOrO MPHMEHEHH), IPOM3BOJCTBO KOTOPEIX OCYINECTBIIAETCS
3a npeigenaMd Poccmiickod Pemepaunn, Ha COOTBETCTBHE TpeOOBaHHMAM INpaBHI HayleKameH
NIPOM3BOACTBEHHOH ITPaKTHKH (3asBATEIA).

3.1. CocraBneHne HTOroBOro OT4eTa HO pesynbraraMm | 32*3,76 3 360,96
HHCIIEKTHPOBAHUA INPOM3BOAMTENEH JIEKapCTBEHHBIX
cperctB (W14 ~ MEIMIWHCKOr0  NPUMCHEHWS),
NpOM3BOACTBO  KOTOPBIX  OCYHIECTBIAETCA 32
npenenamu Poccuiickolt ®enepaiiiy, Ha COOTBETCTBHE
TpeboBaHMSM MpaBWJI HAJUIEKAmEeH MPOU3BOJCTBEHHOM
IPaKTHKH.

3.2. CornacoBaHue H MOJMCAaHWE HTOrOBOr0 OTYeTa 32 1 32
[0 pe3ylbTaraM aHaIHW3a COCTOAHHSA IIPOM3BOJCTBA
JEKapCTBEHHBIX  CPEACTB (M1  MEIUIHHCKOrO

OpUMEHEHNS), IIPOU3BOJACTBO KOTOpOro

ocymecTBIsieTcs  3a  Ipeaenamu  Poccuiickoit

Denepanun, IIpaBHIaM HajuIexamen

[POM3BOACTBEHHOH IIPaKTHKE M HAIpaBICHHS €ro

3asgBUTEINO.

33. @opmupoBaHHe maKeTa JOKYMEHTOB 11O 16 1 16
pe3ynbTaTaM HHCIEKTHPOBAHHMS M Ilepefada HX B

Mpusnnpomropr

Hrtoro 168,32 1;3 408,96

BCETO: 412,80 1;2;3 986,24

CrorMocTHas oeHKa OJHOIO JHS PabOThI OOHOrO CIEIHATHUCTA YIIOIHOMOYEHHOIO
YUpEXIECHUS OIpeNeieTcs o GopMye:
Cs =3Ilocu.c.m. / H, rae:
3[locH.c.M. — cpenHeMecsuHas 3apabOTHas MIaTa OHOrO CIIENHAIHMCTA
YIIOJTHOMOYEHHOTO YUPEXICHMS, Y4aCTBYIOIIEro B OKa3aHUHU YCIYTH, py0./den.;
H — cpennss Hopma pabouero BpeMeHH 3a MecAll, IH.;
3llocu.c.M. = 3[1d / (12 x Yep) * Ku, rae:
311 — cymmapHsIi (GOH] OINATH TPYAa 3a IPEALIECTBYIOLIHI IEpHOT paGOTHHKOB,
3aHATBIX OKa3aHUEM YCIYT, pyo.,
Ycp — cpeaHecIHCOYHAs YHUCICHHOCTh CIIELMATACTOB B OpraHW3alllH, 3aHSTHIX B
OKa3aHUH YCIIYTH, 3a NpeAIIeCTBYIOIUif IEPHO, Yel.;
K# — ko3¢ dunuent undnsnuu. ITo nanaeiM MunuCTEpCeTBa hrHaHCOB Poccuiickoi
Qenepanuu 3a 9 MecsueB 2015 r. undaanus cocrasuna 12,2 %.
3IlocH.c.M. =5 556 329,72 / (12 x 6) = 77 171,25 py6./9emn.
C3=77171,25/20,58 = 3 749,82 py6./4en.-aH.
Cs=3749,82 /8 = 468,73 py6./4en.-yac.
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3apaboTHas mmara 3a ONMH 4YaC ONHOTO CHENHAIHACTA YIOJTHOMOYEHHOTO
yupexnenus 3a nepuon 2014 rona pasrHa 468,73 py6.

Cs=468,73 * 1,12 = 524,98 py6./uen.-qac.

C ydeToM WHOIIMOHHBIX TPOIECCOB 3apabOTHas IIaTa 3a OAHH 4Yac OJHOTO
CHENMANMCTA YIIOHOMOYEHHOTO yupexaeHns pasHa 524,98 py6./4en.-yac.

Ku3 — xosdduumeHT, ydIMTHIBAaIOIIMI CTpPaxOBBIE B3HOCHI, YCTAHOBJIECHHBIE B
cooTBeTCTBHH ¢ PenepanbHbIM 3akoHOM 0T 24 mionms 2009 r. Ne 212-®3 «O cTpaxoBbIX
B3HOCaX B IleHcuonHEI Gorn Poccniickolt enepanun, PoHE COLUANTBEHOTO CTPaXOBAHMS
Poccuiickoit  ®@epeparmm, @emepanbHeli  (OHI  06i3aTENEHOTO  MEIHIMHCKOTO
CTpaxoBaHHA», a Takke @emepanbHeIM 3akoHOM oT 02 pgekabps 2013 r
Ne 323-®3 «O ctpaxoBeIx Tapudax Ha oOs3aTENBHOE CONHAILHOE CTPAXOBaHHE OT
HEeCYaCTHBIX CITy4aeB Ha IPOU3BOICTBE M NPO(eCCHOHATLHLIX 3aboneBanuit Ha 2014 rox
U Ha IIaHoBEIA neprox 2015 u 2016 rogos» u paeHslif 30,2 %.

KoManupoBodsbie pacxoas! ONHOTO CIENUATHCTA YIIOTHOMOYEHHOTO YAPEXKICHHS
Ha 10 nme#t, HemocpenCTBEHHO CBS3aHHEIE C OKa3aHHEM YCIYyrH 3a MpeAciaMH
Tepputopuu Poccuiickoit Penepaunu, onpenenstores no popmyie:

Cxp = Prpoesn + Propox + PcyT + Pripou, rae:

Pnpoesm — pacxomsl Ha IpOe3f OHOrO CHEUHANMCTA YIIOJHOMOYEHHOTO
YUPeXAeHHs 1)1 OKa3aHHUs yCIyTH B 06paTHO B CpelHeM IIO CTpaHe, pyo.;

Prmpox — pacxomel Ha INIpOXHBaHME OJHOTO CIEUATACTA YIOJHOMOYEHHOTO
YUPEKAECHHS BO BpeMsI OKa3aHUs yCIyTH, pyo.;

PcyT — pacxomsl Ha BBIIATYy CYTOYHEIX OJHOMY CHENMATHCTY YHOJIHOMOYEHHOTO
YIpeXICHHs Ha BpeMs OKa3aHHUA YCIyTH, pyo;

Prnpoyq — obmuit 06veM 3arpaT Ha OpoHMpOBaHHE aBMa- U /I GHIETOB, TOCTHHHII,

CTpaxoBhle B3HOCH! B IIpebLIyIIeM (GHHAHCOBOM rofy, pyo.

HanmeHnoBanue Cr-1b ex. | Kon-Bo gueit | Kon-Bo | Htoro, py6.
pPacxonoB B py0. KOMaHIWPOBKH | 9en

1 2 4 5 6
Cyrounrie PO 700 1 1 700
CyTounsie 2500 9 1 22 500
aBua " X/1 OmMneTsl 35000 2 70 000
(Tyna m o6partHo)




HaliM XWIbs 25480 9 1 229320
Pacxonsl o (70 000 + 229 320)*3%

OpoHHpPOBaHUIO =8 980,00

OmneToB H

roctuaul (3%)

Bcero 331 500,00

3atpaThl Ha KOMaHIMPOBOYHEIE PacXOIbl OJHOr0 HHCIEKTOpa Ha 10 KaneHIapHEIX
auel cocrasisnoT 331 500,00 py6ueit.

KoappunueHT KOCBEHHBIX pacXolOB, OTHOCHMBIX Ha CTOMMOCTh YCIYTH,
OIpeNeNAeTCd IPOIOPIHMOHATIEHO (COpa3sMEpHO) 3aTpaTaM Ha OILIAaTY TpyJda pabOTHHKOB,
HETIOCPENICTBEHHO YYaCTBYIOIIMX B IIPOLECCE OKAa3aHUS YCIYTH, H PaCCUMTHIBAETCS Ha
OCHOBaHHW OTYETHBIX JAHHEIX 3a NPEANIECTBYIOMMI MepHo 10 (POPMYIIE:

Kxp = ((3I1ayn + 3ox + 3am) / 3[1d) x 100, rae:

Kkp — ko3(QuiuenT KOCBEHHEIX PacXol0B OpraHH3alWH, KOTOPHIC HEBO3MOXHO
OTHECTH HAaNpAMYyK K 3aTpaTaM, HENOCPENCTBEHHO CBS3aHHBIM C IPOBEICHHEM
3KCIIEPTH3EI;

3llayn — dakTudeckue 3aTpaTsl Ha OIUIaTy TPyAa M HAYHCIEHHS HA BBILIATHL 110
OlIaTe TpyAa aAMUHHUCTPATHBHO-YIIPAaBICHYECKOrO M BCIOMOTATENBHOIO IIEPCOHANA,
0becrIeunBaIOIIEro OKa3aHKe YCIIyTH, 32 IPEAMEeCTBYIOMHA IEPHOL, pyo.;

30x — QaxTHdeckue OGIIEXO3AACTBEHHbIE 3aTPATH, HEOGXOMUMEIE I OKA3AHHS
YCIyTH, 3aTpaThl Ha YIaTy HAIOTOB M HHLIE OOS3aTeNbHEIE IUIATEXH 33
IpEeAIIECTBYIOIHHI TepUoA, pyos.;

3aMm — cymMMa aMOpTH3aUMM HMYMIECTBA, HENOCPEACTBEHHO HCIIONb3YEMOTO IJIf
OKa3aHUsA YCIYTH, ONPENENIETCS HCXONA U3 OalaHCcoBOM CTOMMOCTH OGOPYAOBaHHA H
roJI0BO¥ HOPMBI aMOPTH3ALKH, PY6.;

3Il¢ — cymmapHELt $OHN OITATH TPy/a 3a IPEAMECTBYIOMMI PO PabOTHHKOB,
32HATHIX B OKa3aHUH YCIYTH, PyO.

PacyeT KOCBEHHEIX pacXo/l0B IIPH OK&3aHHHM YCIYTH IO KCIIEPTH3€ COOTBETCTBHS
NPOM3BOXUTENEH  JICKAPCTBEHHBIX CPEACTB (WIS  MEAWUMHCKOrO IPHMEHEHH:)
TpeboBanusM [IpaBrI, ompeneNeHHBIX Ha OCHOBAaHMM JAHHBIX GYXTalTEpCKOTO ydeTa 3a

NPEAMECTBYIOWIUHI ICPHOL, IIPUBEACH B TabiHIE 2.



Tabmuma 2
Ne n/m HavMernoBaHuMe cTaTel 3aTpaT CymmMma, py6.
1 2 3 4
1 3llayn |3aTpaTel Ha OIATy TpyZa agMHHUCTPATHBHO- 6 548 841,91
YIIpaBICHYECKOTO M BCIIOMOraTeIbHOIo
nepcoHana,  0OECIeYHBAIOMEr0  OKa3aHHUe
YCIIYTH, C HAYUCICHUSIMHE Ha OILIATy TpyAa
2 30x OOmexo3siicTBEHHBIE 3aTpaThl, HEOOXOANMBIE 1728 087,43
IUIsL OKa3aHuUs YCIYTH, BCETo
B TOM YHCIE:
2.1 3aTpaThbi Ha YCIIYTH CBA3H 50 583,86
2.2 3aTpaThl Ha KOMMYyHAJbHEIE YCIYTH 18 641,87
2.3 3arpaThl Ha TPAHCIIOPTHBIE YCIYTH 15 883,53
2.4 3arpaThl Ha yCIIyrH GaHKOB 13 223,88
2.5 3aTpathl Ha  YCIyTH B obnactu 40 988,33
HHGOPMAaHOHHBIX TEXHOJIOTHI
2.6 3aTpaTel Ha IIPHOOpETEHHE MAaTepHATLHEIX 371 880,42
3aIacoB
2.7 IIpoune pacxons! 1216 885,54
3 3aMm 3arpaThl Ha aMOPTH3AUHMI0  HMYINECTBA, 25 369,41
HEIOoCPeNCTBEHHO HCIIONB3YEMOr0 ISt
OKa3aHHUA YCIIyT
4 HTOI'O xocBeHHBIX pacxomoB (. 1 + m. 2 + 1. 8 302 198,75
3)
5 3l1p PaxTHIeCcKHil CyMMapHEIH (OHA OIIATHI TPy/a 5556 329,72
pPabOTHHKOB, 3aHATHIX OKa3aHUEM YCIIYTH
6 Kxp Kos>pdpuuuent KOCBEHHEIX pacxozoB 149,42
opranmsauuy (m. 4 /m. 5) x 100

Taxum o6pasom, npenenbHEI pa3Mep IIATH 32 IPENOCTABICHAE YCIYTH HCXOIS U3

pacdera paBeH:
C=txCox(1+(Kns+Kxp)/100)+ Cxp + Cm = 986,24 x 524,98 x (1 + (30,2 +
149,42) / 100) = 1 447 750,10 + HJIC 260 595,02 py6. = 1 708 345,12 py6.

roe:

t

986,24 wyen.-gac. — TPYHOEMKOCTb BBINOJHEHHS pabOT IO 3KCIEpPTH3e

COOTBETCTBHS IIPOM3BOJUTENEH JIEKAPCTBEHHEIX CpeicTB TpeGoBanusm [Ipasui,

Cs = 524,98 py6./aen.-4ac. — CTOMMOCTHas OLEHKA OJHOrO 4aca paboTE!l OJHOTO




CIeUANUCTa 3KCIIEPTHON OpraHu3alivy,

Ku3 = 30,2 % — ko3¢ uureHT HauucIeHu# Ha 3apaboTHYIO IJIaTy B COOTBETCTBHH
C 3aKOHOJaTeNLCTBOM Poccuiickoi denepanuy;

Kxp = 149,42 % — x03(GHIMEHT KOCBEHHBIX PacXOf0B OpraHHW3allMM, KOTODhIE
HEBO3MOXHO OTHECTH HampsMyl0 K 3aTparaM, HEIMOCPEACTBEHHO CBA3aHHBIM C
NpOBeeHUEM BKCIIEPTH3EIL.

IlpenensHbli pasMep miaTel 3a NPEOOCTaBICHHE YCIYTM MCXONA H3 pacyeTa ¢
KOMaHaupoBaHueM 3 (TpeX) ClienHaTiCTOB SKCIIEPTHON OpraHU3allly PaBeH:

C=txCax (1+ (Ku3+Kxkp)/100)+ Cxkp+Cm=

= 986,24 x 524,98 x (1 + (30,2 + 149,42 ) / 100) + 331 500,00 x 3 =

= 2442 250,10 + HIC 439 605,02 py6. =2 881 855,12 py6.

rae:

Cxp = 331 500,00 py6. — xoMaHOUpPOBOYHEIE pPacCXOXBl, HEINOCPEACTBEHHO

CBA3AHHBIC C IIPENOCTaBICHUEM YCIIYTH.



