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OG yTBep:/IeHHA METOAHKH ONpPe/Ie/ICHUs pasMepa NAaThl 3a OKa3aHHe YCJIyTH
110 HHCMEKTHPOBAHHUIO MPOH3BOAMTE/IeH JeKapCTBEHHRIX CPEICTB
(2711 MeTHITAHCKOro IPHMEHEHH ), NPOA3BOACTBO KOTOPLIX oCymecTBJIAETCH
3a mpeaenamu Poccniickoii @eiepanuy, Ha COOTBETCTBHE Tpe0oBaHHAM NPaBHJI
HaJJIekalieli NPOA3BOACTBEHHOM NPAKTHKH B UeJIAX BbIAATH 3aKJII09CHHH
0 COOTBETCTBHH NPOH3BOAHTEIS JICKAPCTBCHHBIX CPECTB (nast MEAHIIHHCKOr 0
npuMeHeHus) TpeOOBaAaHUAM NPaBHJI HajJIeskalneli NPOU3BOACTBEHHONH MPAKTHKH
H NpeaeJbHOTO pas’Mepa IVIAThI 32 0Ka3aHUe yKa3aHHOH yCJIyrH

B COOTBETCTBHM C INYHKTOM 2 IOCTaHOBJeHHs IlIpaBHTeNLCTBA Poccutickoit
®@enepaumn or 06 mas 2011 r. Ne 352 «06 yTBEpXIEHHW MEPEYHsS YCIYr, KOTOPBIC
SBJIAIOTCS HEOOXOAMMBIMH H 00s13aTENIBHBIMM UL TNPEJOCTABICHHA beneparbHEIMA
OpraHaMl HCIIOJIHUTEILHOH BJIACTH, TocynapcTBeHHOM Kopnopauueil II0 aTOMHOH
sHepreTnke «PocaTtoM» roCyqapCTBEHHBIX YCIYT M NPEJOCTaBIIAIOTCA opraHu3alMsIMH,
y9aCTBYIOIIMMH B NPEJOCTABIEHHA TOCYAapCTBEHHBIX YCIyT, ompezieNeHUH pazMmepa
mwiaTel 3a ux okasanme» (Cobpanue 3aKOHOAATEIILCTBA Poccumiickoit ®enepamuu, 2011,
Ne 20, cr. 2829; 2012, Ne 14, ct. 1655; Ne 36, cr. 4922; 2013, Ne 33, cr. 4382; Ne 49,
or. 6421; Ne 52, cr. 7207; 2014, Ne 21, cr. 2712; 2015, Ne 50, cr. 7165, 7189)
NPHKAa3LbIBaIo:

1.  VTBepIauTh NpHIaracMsle:

METOIVKY OIpe/ieNieHAs pasMepa ILIaThl 3a OKa3aHHe YCIyTH 110 HHCIEKTUPOBAHMIO
IPOM3BOAHUTENIE  JIEKAPCTBEHHBIX  CPEICTB (ZM%  MENMUOMHCKOrO TPHMEHEHHS),

IPOM3BOACTBO KOTOPHIX OCYINECTBIETCH 32 TpefeIaMu Poccuiickoit ®enepanyuy, Ha
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COOTBETCTBHE TPeOGOBAHUAM IPaBHI HaJUTexaIeH NPOU3BOJCTBEHHOM MPaKTHKU B HEILAX
BLIJAYM 3aKIIOYEHMH O COOTBETCTBHM IIPOM3BOJUTENA JIEKApPCTBCHHBIX CPEICTB (mma
MEIUIMHCKOTO NpPUMEHEHHs) TpeGOoBaHUAM IpaBUIl Hazexaniell NPOU3BOJCTBCHHOM
TIPaKTHKH;

npemeNbHBIM pasMep IUIATHI 33 OKasaHWe yCIyrw II0 HHCIEKTUPOBAHUIO
NMpOMW3BOAMTENCH  JICKApCTBEHHBIX  CPEICTB (11 MEeTUIIMHCKOTO IpYMEHEHHUs),
IIPOU3BOACTBO KOTOPHIX OCYIISCTBJIACTCA 3a MpeJeIaMu Poccuiickoit Penepauny,
HAa COOTBETCTBHE TpeOGOBAHUAM IIPaBHI HaIeXKaIIeH IPON3BOACTBEHHOM NPAKTHKH
B IleJiSX BBLIAYHM 3aKIIOUEHHMH O COOTBETCTBHMH MPOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTE
(st MEIUITHHCKOIrO pHMEHEHHS) TpeOOBaHUAM IpaBMII HaJuIeXalen
TIPOU3BOACTBEHHOM IIPAKTHKH.

2. VomHOMOYHTh (emepatbHOe GIO/UKETHOE YIPEKACHHE «["ocymapCTBEHHBIH
HHCTUTYT JIEKapCTBEHHBIX CPEICTB M HAISKAIMUX IPAKTHIO) (PBY «TWJIC u HID»)
HA TpOBeJcHHE HHCIEKTHPOBAHMS [POM3BOAMTENEH  JIEKAPCTBCHHBIX  CPCACTB
(Ins MENMIMHCKOro INPHMEHEHHs), [POM3BOJACTBO KOTOPBIX OCYILIECTBIIAETCS 32
npegenamu  Poccuiickot  @enepanuyd, Ha COOTBETCTBHC TpeOoBaHUsAM IIPAaBHI
HajIeXalnei mpou3BOACTBEHHON IIPAKTHKH.

3.  KonTpois 3a HCIIONHEHHEM HACTOALIET0 NPHKa3a BO3NOXHUTE Ha 3aMECTHTCIIA

Munuctpa [Ipi6a C.A.
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METOJUKA
onpe/ie/ieHHs pa3Mepa IVIATHI 32 OKa3aHHe YCIYyTH N0 HHCHEKTHPOBAHUIO
NPOH3BOMTEICH JIEKAPCTBEHHBIX CPEACTB (A1 MEAHIIHHCKOTO NpUMEeHEeHHs),
NPOU3BOACTBO KOTOPAIX OCYINECTBIIAETCH 32 NMpeIeIaMu Poccuiickoii ®egepannu, Ha
COOTBETCTBHE TPeGOBaHHAM NMPaBHJ Ha/lJIeKAIIeH NPON3BOACTBCHHOH MPAaKTHKH B
HeJfX BLIJA4H 3aKAI049eHHi 0 COOTBETCTBHH POU3BOAUTE/IH JEKAPCTBCHHBIX
cpeacTB (118 MeIMIMHCKOro IPHMEHEeHHs) TPeGOBAaHHAM NPABHI HaJJIexaleH
MPOH3BOACTBEHHOM PaKTHKH

I OO01He MoJI0KEeHUA

1.  Hacrosmas METOIHKA ONpelelleHHs PasMepa ILUIaThl 38 OKa3aHHE YCIYIH IO
HHCHEKTHPOBAHMIO TNPOM3BOAMTENEH JEKAapCTBEHHEIX CpencTs (U1 METHIMHCKOTO
IIpAMEHeHHs), IPOM3BOJICTBO KOTOPHIX OCYIIECTBIAETCS 3a mpefenamu Poccuickoi
denepalliyl, Ha COOTBETCTBHE TPeGOBAHHAM IPABHJ HAIEKalled NPOM3BOACTBEHHOH
NpaKTHKH B EJIAX BHIJAYH 3aKIFOYeHHI O COOTBETCTBMH IPOU3BONUTEI JISKAPCTBEHHBIX
cpenctB (I MEQUUMHCKOTO IIPMMEHeHMs) TpeboBaHWsM NpaBWil HaIexalnel
IPOM3BOLCTBEHHON HPAKTHKU pa3paboTaHa B COOTBETCTBHU C DejlepanbHEIM 3aKOHOM OT

12 ampenst 2010 r. Ne 61-®3 «O6 obpameHun JeKapCTBEHHBIX cpeacTs» (Cobpanue
3akoHOmarenscTBa Poccmiickoit demepamuu, 2010, Ne 16, cr. 1815; Ne 31, cr. 4161; Ne 42,
cT. 5293; Ne 49, ct. 6409; 2011, Ne 50, c1. 7351; 2012, Ne 26, ct. 3446; Ne 53, ct. 7578;
2013, Ne 27, c1. 3477; Ne 48, cT. 6165; 2014, Ne 11, cr. 1098, Ne 43, ct. 5797; 2014, Ne 52,
cT. 7540; 2015, Ne 10, cT. 1404, Ne 27, c1. 3951, Ne 29, ct. 4359, 4367), mOCTaHOBJIEHHEM
IIpaButenbctBa Poccuiickoit ®emepamuu ot 03 gmexabps 2015 r. Ne 1314 «O6
OIpeJie/IeHAN COOTBETCTBHS NPOM3BOJNUTENEH JEKapCTBEHHBIX CPEICTB TpPeOGOBaHUSIM
NpaBWi Ha[ueXxalneif Mpou3BoACcTBeHHOH mnpakTuku» (CobpaHue 3aKOHOIATENBCTBA
Poccuiickoit ®enepauum, 2015, Ne 50, ct. 7165;) U ¢ IyHKTOM 2 NOCTAHOBJICHHUS
IIpasutenscrBa Poccuitckoit demepamuu ot 06 mas 2011 r. Ne 352 «O6 yrtBepxnenun

NepeYHss YCIOYr, KOTOphIE SBISAIOTCA HEOOXOAMMBIMH ¥ OOA3aTeNbHBIME NI
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npenocraBieHns dbenepalbHEIMA OpraHaMK MCITOJHATENLHON BiacTH, I 0CynapCTBEHHOM
Kopmopanueli Mo aroMHOM 3HepreTMke «PocaToM» TOCYIapCTBEHHBIX YCIyr H
HPeOCTaBILIIOTCS OpraHu3alMIMH, y4aCTBYIOLIUMHU B NIPeAOCTaBIEHAH
roOCyJapCTBEHHEIX YCIYT, M ONpEJEeHHH pasMepa IUIaThl 3a MX OKa3aHWE) (Cobpannue
3akoHOHaTenscTBa Poccniickoit ®enepanyy, 2011, Ne 20, cr. 2829; 2012, Ne 14, cT. 1655;
Ne 36, ct. 4922; 2013, Ne 33, c1. 4382; Ne 49, c1. 6421; Ne 52, cr. 7207; 2014, Ne 21,
cr. 2712; 2015, Ne 50, ct. 7165, 7189).

2.  Hacrosmas MeToauka ompeneiseT MOPAAOK pacdeTa pasMepa IUIaThl 33
OKa3aHHE YCIYTH 10 MHCHEKTHPOBAHHIO MPOM3BOAHMTENCH IEKapCTBEHHBIX CPEICTB (ana
MEIUIMHCKOTO NPHUMEHEHHS), MPOU3BOACTBO KOTOPBIX OCYINECTBILIETCA 3a IMpelc/aMi
Poccuiickoit Defmepanun, HA4 COOTBETCTBHE TpPEOOBAHWAM IPaBHI HaJJexKaIeH
NPOM3BOACTBEHHOM MpPAKTAKM B IENAX BBIAYM 3aKMIOYEHHH O COOTBETCTBHH
TIPOM3BOIUTEIIS JIEKAPCTBEHHBIX CPEACTB (IJI1 MEHIIUHCKOTO IIpUMEHEHHsT) TPeOOBaHUAM
TIpaBHI HaJJIeXKameH IPOM3BOACTBCHHOM PaKkTHKH (Hajee — yciyra).

3.  HUcmonssyemsle B MeToayKe TOHATHSA O3HAYAIOT.

«MHCIIEKTHPOBaHHE, HHCIIEKIUA» - JIEeSATENbHOCTD benepanbHOro
rocYnapCTBeHHoro GIOMKETHOTO YUPEeXKIEHHs, IOABEIOMCTBEHHOr0 MUHHCTEPCTBY

NPOMBINIIEHHOCTH H TOproBmu Poccuiickoit Dexnepanun (manmee — yIOITHOMOYEHHOE

yupexieHHe), HalpaBieHHas Ha IMONTBEPKICHHE COOTBETCTBHS IIPOM3BOMHTEIN

JIeKapCTBEHHBIX CPENCTB /Uil MEIMIMHCKOTO IIPMMEHEHHs TpeGOBaHMAM MpPaBHI
HaIeXxalnei Mporu3BOACTBEHHON IIPAaKTHKH,

«3agBUTENB) — nponsnoﬁmem: JIEKAPCTBEHHBIX CPEACTB AJA METUIMHCKOTO
IpUMEHEHHs, MPOM3BOACTBO KOTOPHIX pAacHoNoXeHo 3a mpepenamu Poccuiickoi
Denepanyu, WK UX YIIOTHOMOYEHHBIA IIPOH3BOAUTEND;

«CTENAATACT  YIIOJHOMOYEHHOTO YUYPEXJEHHs, HHCIEeKTOp» — COTPYAHHK
YIOJHOMOYEHHOTO  YYPEXIEHMS, YJYacTBYIOIIMH B  OKa3aHMH  YCIyTd IO
MHCIIEKTAPOBAHUIO [POM3BOAUTENEH JEKapCTBEHHEIX CPeACTB ([N MEIULHHCKOro
IpHMeHEHHs), NPOU3BOACTBO KOTOPHIX OCYIIECTBIAETCH 3a npenenamu Poccuiickoit
®enepany, Ha COOTBETCTBHE TpeOOBaHMAM IpaBHJI HajieXamed NpOM3BOACTBEHHOH
IPaKTHKH B IEJIIX BBIAAYH 3aKIIOYEHHN O COOTBETCTBHM IIPOM3BOAMTEILA JICKAPCTBEHHBIX

cpeacts (A MEOUIMHCKOrO IPHMEHEHHsA) TpeGOBaHMAM NpaBHJl HaUIeXKaIleH



TIPOHM3BO/ICTBEHHOM IPAKTHKHU.
4.  Vcayra okasblBaeTCs 3@ CUET CPEACTB 3aABATENS.
5. Ilemsio HacTosime#t MeToNMKM SBIETCA ONPEACICHAC JKOHOMUYECKH

060CHOBAHHOM IIaTHI 32 OKa3aHKHe YCITyTH.

II.  Pacuer pa3Mepa IIaTHl 32 OKa3aHUE yCIyTH

6. Ilnata 3a OKazaHHE YCIYTH OIPEAEISETCA IO KaXIAOMy 3aiBHTCIIO B
OTIIENBHOCTH, C YIETOM NPOBE/IeHHs HeOOXOMUMEIX paboT, B COOTBETCTBAH C EPETHEM, 1
KOHOMHMYECKH 000CHOBAHHBIX MaTepHAlIbHBIX M TPYAOBBIX 3aTpar.

7.  Pacuer pasmepa IaThl (Haiee - CTOMMOCTh) 3@ OKasaHHE YCIYTH
onpeieNAeTCs 1o CleRytomel popmye:

C=tx Cax (1 + (Kas+ Kkp)/ 100) + Cxp + Cm, rze:

C — CTOMMOCTb, py0., 6e3 yuera Hanora Ha 106aBJIeHHYIO CTOMMOCTS HAC);

t — TPyZI0EMKOCTb paboT, uei./4ac.;

C> — CTOMMOCTHad OLEHKa OJHOro dYaca paboThl OJHOro CHENHAINCTA
YIOJTHOMOYEHHOTO YUPEeXeHHs, pyb./dern/dac. (¢ y4eToM BCEX KOMIICHCAIIHOHHBIX N
CTHMYJIHMpPYIOMHUX BBHIUIAT, BHIIIAYABAEMBIX B COOTBETCTBHM C 3aKOHOJATCIBCTBOM
Poccuiickoit ®enepanuu);

Ku3z — xod>pduIHEHT HAYHCIeHWH Ha 3apabOTHYIO IUIaTy B COOTBETCTBHH C
3akoHoOHaTeNnbcTBOM Poccuiickoit denepanun, B IPOIEHTAX,

Kkp — ko3)(dHUIMERT KOCBEHHBIX PacXol0B OpraHW3aly, KOTOPEIE HEBO3MOXHO
OTHECTH HaNpsMYIO K 3aTpaTaM, HeIOCPEICTBEHHO CBS3aHHBIM C IPOBEICHUEM YCIYTH,
B IIPOIICHTAX;

CKp — KOMaHIMpPOBOYHEIE PacXOAEI, HEMOCPEACTBEHHO CBS3aHHBIE C OKasaHHEM
yeuyr, py6.;

CM - MarepuaibHble 3aTpaThl, HENOCPENCTBEHHO BO3HMKAIOIIHE B IIpOLeCCce
OKa3aHus YCIIYTH, pyO.;

t — TpyHOeMKOCTh paboT, OIpelendeTcs CyMMapHOH  JUIMTEIbHOCTBHIO
OCYILIECTBIEHHsT PaGOT CIIENMATHCTOM YIOIHOMOYEHHOTrO (enepanbHoOro GIOIKETHOTO

YIPEXKACHHUA B KOXIOM KOHKPCTHOM ciry4ae.




[lepedeHb THIIOBHIX HAHMEHOBaHMH paboT, MpOBeleHHEe KOTOPBIX BO3MOXHO HpPH
OKAa3aHHUH YCIYTH, C yKa3aHueM (aKTHICCKO! TPYJOeMKOCTH HX BBIIOJHEHHs IPUBE/CH B
tabmmne 1.

8. CrouMocTHast OIl€eHKa OZHOro MAHA paboThl OMHOroO  CIElHaIuCTa
YIIOIHOMOYEHHOTO (pefiepalbHOr0 GI0KETHOTO YUPEXKACHHS OIPENEIISACTCS IO bopmye:

C»s =3IlocH.c.Mm. / H, Tre:

3[TocH.c.M. — CcpemHeMecsqYHas 3apaboTHas IIaTa OJAHOrO  CIEIHANCTA
YIIOIHOMOYEHHOT0 (efiepallbHOro GIOMKETHOrO YUPeXKICHHS, OIpPENeIieTCs HCXOMd 3
noTpeGHOCTH B KOJIMYECTBE IEPCOHANA, MPUHUMAIOIIEr0 HEMOCPEACTBEHHOS yHacTHE B
OKa3aHWH YCIyTH, C Y4YETOM €ro MIO/DKHOCTHOM KaTeropuu, B COOTBETCTBHM C
IEHCTBYIOIE B ITOABENOMCTBEHHBIX YYPEKACHHSX M OpraHM3alMiX, NPOBOIAMMNX
yKa3aHHble YCIYTH, CHCTeMOH OIJIaTel TpyAa, a TakkKe TPYNOBBIMH H (mm)
KOJUICKTHBHBIMH JOTOBOPaMH, py6./delL.;

H - cpenuss HopMa pabodero BpEeMEHH 3a MeCHI, OIpenensdeMas Kak
yTBEpXICHHAS HOpMa paGodero BpeMeHH B romy (mpu 40-uacoBoi paboueit Hexnene),

KOTJia Ipe0CTaBJIAeTCA yClIyTa, Ae/ieHHas Ha 12 Mec., JH.

Tabmmna 1
THIOBEIC HAMMEHOBAHHS ¥ HOPMATUBbI TPYZIOSMKOCTH paborT,
MPOBOAMMBIX IIPH OKa3aHWH YCIYTH
HammenoBarme pabot Hopmatubbl daxru- Komrgectso
gecKas HHCIIEKTOPOB,
TPYAOEMKOCTH
TpYyHO- MIPUHUMAFOII
gern/qac €MKOCTh | MX y4acCTHe B
yeJr/9ac HHCIICKTAPO-
BaHHH

1.[IpunsTHE pemeHMs N0 3adBKE HA OKa3aHHE YCIYTH IO HHCIEKTHPOBAHHIO IPOM3BOAHMTENCH
JIEKAPCTBEHHEIX CPeCTB (U1 MEAMIMHCKOTO MPUMEHEHH), IPOU3BOACTBO KOTOPBIX OCYINECTBIACTCS
3a mpexenamm Poccmiickolt (erepauuu, Ha COOTBETCTBHE TpeGOBaHMAM IIPABHII HaIJeXallen
HOpPOM3BOACTBEHHOM IIPaKTHKM B IEMIX BBHJIaYM 3aKMOYEHAH O COOTBETCTBHH IIPOH3BOJMTENLA
JIEKapCTBEHHBIX CpeAcTB (I MEIULMHCKOTO IPHMEHEHHS) TpeOOBaHMAM IIpaBHI HaIJIekarel
MPOU3BOJICTBEHHON NMPaKTHKH

1.1.ITpueM H perucTpanus 3asgBICHHS | NIPEJOCTABICHHON 8 8 1
3asBATENIEM AOKYMEHTALMH
1.2. PaccMoTpenHe 3a#BIIEHHS, COIPOBOAMTEIBHBIX 16 16*K 2

JOKYMEHTOB BKIIOYas H3y9eHHE MNAHHBIX O KaueCTBE
OPOAYKIIMK HA OCHOBAHMM HMHGOpPMaIMy, MyOnuKyeMoH




Ha caifrax [OCyNapCTBEHHBIX PDETY/IATOPHBIX OpraHOB
CTpaHbl, B KOTOpOﬁ HaXOJHUTCA HWHCIIEKTHPYEMOC

HPOU3BOJICTBO.

1.3. OGocHOBaHMe KOJHYECTBA paboumx MHEH T 8 8 2
[pOBEICHAS HHCHEKTHPOBAHUS

1.4. PaspafoTka mporpaMMbl HMHCHCKTHPOBaHWS, €C 24 24 2
COTJIacOBAaHME H YTBEPXKJACHHE ¢ 3aABUTENICM.

15. TlomroToBka ®  yTBepxZeHwme  rpaduka 24 24 1

HHCTICKTHPOBAHUS  IIPOM3BOAUTEIL (3asBuTens) Ha
COOTBEICTBHE TpEOOBAaHMSAM NpaBHI  HajUIexalicH
IPOH3BOACTBEHHON IPaKTHKH Ha OCHOBAHHH 3aSBKH

Hroro: 80 64+16*K 1;2

2. BplesgHas OSKcmepTH3a  (MHCICKTHPOBAHHE) [pOU3BOACTBEHHON  INIOIIAIKK (3asBuTENA)
JNIEKapCTBEHHBIX CPEACTB (JUI MEAUIHHCKOrO IpUMEHEHHs), TPOHU3BOICTBO KOTOPBIX OCYIICCTBILCTCA 32
npenenamMe  Poccmiickoli  ®enepaumd, Ha COOTBETCTBHC TpeGOBaHMAM MpaBHI  HaJUICHKaIICH
IPOU3BOACTBEHHOMA NMPAKTHKH.

2.1. TlpoBeneHWe MHCNEKTHPOBaHWS HPOM3BOAUTEILL 16 16*K 2;3
(3asiBMTENI) MO MECTY NPOM3BOJACTBA JICKAPCTBEHHBIX

CpelCTB

2.2. Anamus, o6paboTKa pe3ysibTaToB HHCICKTHPOBAHUA 16 16*K 2;3
¢ IENBIO MOATOTOBKH M COCTABJICHHS MHCIIEKIHOHHOIO

OTYeTa.

Hroro 32 32*K 2;3

3, 3aK/IOIMTebHEIE MEPOIPHATHS IO Pe3yI5TaTaM HHCIIGKTHPOBAHUS NPOU3BOMTE/ICH JIEKAPCTBCHHEX
CpencTs (I METUIUHCKOTO IPUMEHEHHS), POH3BOJICTBO KOTOPLIX OCYIICCTBILIETCH 32 npefieiaMu
Poccuitckoit Pesiepanny, Ha COOTBSTCTBHE TpeGOBAHMAM IIpaBUIT HaJJTeKaInel Mpou3BOACTBEHHON
IIPAKTHKH (3agBUTEIS).

3.1. CocraBieHHEe HMTOrOBOr0 OTYETa IO PE3yJibTaTaM 32 32*K 2;3
HHCTIEKTHPOBAHHA  IIPOH3BONHMTENEH  JICKAPCTBEHHBIX
CPENCTB I MEIUIIMHCKOTO IPAMCHEHHU, IPOU3BOACTBO
KOTOPHIX OCYINECTBISIETCA 3a Ipenenamu Poccuiickoi
deniepani, Ha COOTBETCTBHE TpeOOBAHMAM IIPABUI
Hauiexaneil Npou3BOACTBEHHOMN MPAKTHKH.

3.2. CornacoBaHue H IOAMMCAaHWE HTOTrOBOro OT4YETa IO 32 32 1
pe3ynpTaTaM  aHaiM3a  COCTOAHHA  IPOM3BOJCTBA
JIEKapCTBEHHBIX CPE/ICTB AJIA MEAHIIMHCKOTO NPHMCHEHUA
npapuiaM HaJulexameli IPOM3BOACTBEHHON HPaKTHKE H
HANpaBJICHUs ero 3asBUTEIIIO.

3.3. ®opMHupOBaHKeE ITaKeTa JOKYMEHTOB IO PE3yJIbTaTaM 16 16 1
AHCIIEKTHPOBAHKA B NepeAada uX B MUHIIpoMTOpT

Hroro 80 48+32*K 1;2;3
BCEI'O: 192 112+80*K 1;2;3

K — xoppeKTupyomuit Ko3QOUIHEHT Ui pa3THIHEIX 1apaMETPOB TPYAOCMKOCTH.
dakTHyecKas TPYAOEMKOCTh OHpeleNseTcs HOpMaTHBaMH  TPYAOSMKOCTH
BBIIOJIHEHHAS pa0oT A1 6a30BOro BapuaHTa OOBEKTA MHCICKTHPOBAaHHA IPOH3BOAMTEIL

JICKapCTBCHHBIX CPEACTB A MEIUIIMHCKOr0 IPHUMEHEHHA, IIPOHU3BOACTBO KOTOPBIX
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ocymecTBisercs 3a npefenamu Poccuiickor Depepaluy, Ha COOTBETCTBHE TPeOOBAHUIM
HpaBnna, BBIYMCJICHHBIMH OINBITHBIM IIYTEM, C YUE€TOM HCO6XOIIHMOCTH IIpI/IMeHeHI/ISI
KoppeKTupytomero kosddunuenta. KoppexTHpyromui Kk03hQUIHAEHT YYHTBIBAET
IOBBIICHHE TPYAO3aTPAT IIPH OKA3aHMH YCIYTH B 3aBHCHMOCTH OT CIIOXHOCTH 00beKTa
WHCICKTHPOBAHUA.  3HAaueHHMS  KOPPEKTHPYIOIIUX k0>()OUIUEHTOB  MPUBEIEHSI

B Tabmuie 2.

Tabmuna 2

3naveHAE KOPPEKTUPYIOMmEro kodhduueHTa B OTHOIICHAN IOPHAMIECKOro ulia (MHIUBUIYAITLHOTO
IIpE/PHEUMATENIS), BHIIOMHAIOMEro paGoTE 10 OLEHKE COOTBETCTBHS B 4aCTH MHCIICKTHPOBAHHA

KonugecTBO BHJIOB MPONERYD, BHIIOIHAEMBIX B 3uaueHHE Ko3dunuenta K
X0Jle MHCIICKTHPOBAHUSA

Jo 35 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
Boxaee 100 7,56

KonuuecTBO BHJOB MPOIERYp, BBHIIONHAEMBIX B XONe HHCICKTHPOBAHMI,
IpeZCTaBJIeHbl B TabmuIe 3.

Ta6mmma 3

[TpoueAyprl, BHIIONHAEMbIE B X0/I¢ OKa3aHMsl YCIIYTH 10 HHCIIEKTAPOBAHUIO MIPON3BOAUTENCH




JeKapCTBERHBIX CPEACTB (11 METUIHHCKOrO IIpUMEHEHH), IPOM3BOACTBO KOTOPHIX OCYIIECTRILACTCA
3a npenenamu Poccuiickod Peaepanny, Ha COOTBETCTBHC TpeGOBaHHSM IPaBHJ HajyIexKaIeH
HPOU3BOJCTBEHHOM IMPAKTHKH B IIEILIX BELIATH 3aKJIIOYCHUH 0 COOTBETCTBHH IPOU3BOAMTEILS

NeKapCTBEHHBIX CPEACTB (JUTs MEAUIIHHCKOTO npaMeHeHns) TpebopanuaM [IpaBHiI HaJyIeXalei

NPOM3BO/ICTBEHHOM NPaKTHKA

TIpowe/yps! BEIE3THOM IKCIEPTH3b! (HHCTIEKTHPOBAHHA) TIPOM3BOJCTBEHHOM ILIOMAIKH (3asBUTEIN)
JIEKapCTBEHHBIX CPE/ICTB (71 MEMIMHCKOTO IPAMEHEHHS), IPOU3BOACTBO KOTOPBIX OCYIIECTBIICTCA

3a mpenenamu Poccuiickoit @enepanud, Ha COOTBETCTBUE TpeGoparmsiM [Ipapun HaIexaneH

[IPOM3BOACTBEHHOM IIPAaKTHKH.

1. OcHoBHBIE MPOIEXYPHI IKCIEPTH3BI (HHCIEKTHPOBAHNA)

1

| BeozHOE coBeIaHHE.

MHCIIEKTHPOBAHHE IPOU3BOACTBEHHON MNIOMIAIKH

TIpoBepKa CKJIaja CHIPhS, MATEPHAJIOB W [EYaTHOH NMPOIyKIWY, rotoBo# npomykuud. OueHka
CHCTEMBI [IPHEMKH, XPaHCHHS, IBIKCHHA CHIPSA, MaTCPHAIIOB, Ne9aTHOH IPOJYKIMH, TOTOBOH
IPOAYKIMHA (TIpHEMKa, KapPaHTHHHOE XPaHEHHE, MapKHPOBKA, OTHYCK B MPOU3BOACTBO HIH B
peamsanuio). Cucrema or6opa mpo6 (IOMEIICHHS, MHCTpyMeHTapu# ama orbopa mpoO,
ACIONb3YeMBIE IIPOIIEAYPHI).

30HB XpaHeHMs OTOPAKOBAHHBIX, OTO3BAHHBIX, BO3BPALICHHBIX MPOAYKIWH, CBIPBA,
MarepraoB. KapTuposanue 300 xparenus. [IpoBepka JTOKYMEHTAIlUA OTACIOB MAaTEpPHATbHO—
TEXHAYECKOTO CHAG)KEHHUA, CKIIAJICKOTO X03AHCTBa U JIOTHCTHKH.

TlpoBepka YdacTKa CHCTEMBI HOATOTOBKH TEXHONOTHYECKAX TIa3OB: 0GopyoBaHHE,
haxTHUECKHE ApaMETPEI PaGOTHI CHCTEME], KBATU(UKAIMSA CHCTEMbI, MOHHTOPHHT CHCTEMB.

TIpoBepka NMpOU3BOACTBEHHOrO YYacTKa 3asBICHHOA K HHCICKTHPOBAHHIO JIEKApCTBCHHOM
GOpMEI  JIEKApCTBEHHOr0  CpeAcTBa  (A1d  MCIHIAHCKOTO npumenenns). Cucrema
KOHIHIMOHMPOBAHKS U BO3LYXOMOAroTOBKH. [IpoBepka 3TaloB TEXHOTOTHIECKOro MpOLecca:
OpraHM3aIHs TEXHOJIOTHYECKOrO MPOLECCa, TIOTOKOB IIEPCOHANA, MATCPHANBHBIX IIOTOKOB.
KOHTpOJIL M IOKyMEHTHPOBAHKE B POLECCE MPOU3BOICTBA.

TTpoBepka y9acTKa CUCTEM IIOJTOTOBKH, XpaHEHHS H PaCIPENCICHUS BOABL OYMIIEHHOH ¥ BOJBI
VISl HHBEKUHMil: 060pyfoBaHHe, (GakTHUECKHe IapamMeTphl paboThl CHCTEMEL, KBaJTHpUKaIHs
CHCTEME], CHCTEMa MOHUTOPHHTIA.

IlpoBepka oThena KoHTpond KadecrBa [IpenmpuaTHs: NOMEINCHH, o0opyZi0BaHHE,
MHKEHEPHBIE CHCTEMBI, PEaKTHBEI, CTAHAAPTHbIC METOIUKH aHAIH3a, pabouue XKypHaIbL.
IIpoBepKa yCIOBHH HAIUIEKAIIETO XPaHeHHs KOHTPOILHBIX i apXMBHEIX 00pasIoB.

TTpoBepKa JOKYMEHTAIMH NPEAIPUATAS

IIpoBepka OpraHW3alMOHHOH CTPYKTYpHl Ilpemnpustus. OTBETCTBEHHOCTH PYKOBOACTBA.
Anamu3 ®apManeBTHYECKOH CHCTEMbl Ka4ecTBa CO CTOPOHBI PYKOBOACTBA. Kimouesoi
nepcoHa (COOTBETCTBHE YCTAHOBICHHBIM Tpe6oBaHusIM). PyKoBOACTBO 1O KayecTBy. CHCTEMa
BBLIAYH YHOJHOMOYCHHBIM JIHIIOM PaspelieHHi Ha peald3aluio cepHit TOTOBOM MPOXYKIHH.
Ouenka 3()(heKTHBHOCTH CHCTEMEI KaIeCTBa.

[IpoBepka cHCTEMBI XOKyMeHTHpoBaHHS. OCHOBHasA [OKYMEHTAllMsi CHCTEMBI KaqeCcTBa:
pa3paboTKa, BHEAPEHHE, PaclipOCTPaHEHHE, IEPECMOTP.

TIpoBepka AOKyMEHTAUWy IO NMPOBENCHHIO KBaIM(UKAIMA M BaTHIalMU (ocHOBHOH ILIaH
BaJIAALMH, TUIAHBL, IIPOTOKOJbL, OTIETH! 10 KBATH(HKAIMH U BATMIAHAH).
IlpoBepka CHCTEMH KBaIMQUKAUWMM M BamMnauue (KBaIMHKAIWA TEXHOIOIHICCKOTO

oGopyNOBaHMSA H  YHCTBIX», HWIH  (KOHTPOIHMPYEMBIX) MOMEINEHHH,  BaIMIAIH
TEXHOIOTHYECKHX IPOLIECCOB, MPOIEAYP OYACTKH HOMEIICHI!H 1 060pyA0BaHH S | 1ID. ).
[IpoBepka KOMIBIOTEPHBIX CHCTEM. Baymjamus CHCTEM. Kpanmndukanus o000pyXOBaHHUA.
CHCTeMb] IPEIOTBPALEH s HeCaHKIHOHNpoBanHoro gocryna. COIIbl mo SKCILTyaTalyiy 1 TeX.
06CITyXMBaHMIO cHCTeMbl. CHCTEMBI Pe3epBHOTO KOMTHPOBAHHUSL.




10 | Ilposepka TexHONOTHYECKOH AOKYMEHTAIWH (MpOMBIIILIEHHBE W/HIM HHBIE PErTaMeHTEHL,
gedictytomue Ha IIpeAUpPHATHH; [POM3BOJICTBCHHbIE PELENTYPEl, TEXHONOTHHCCKHE
MHCTPYKIIMH, WHCIPYKIHM 10 OYHCIKE); BBINONHEHUE TpeGoBanHuil  yTBEPIKICHHOH
TEXHONOTHYECKOM MOKyMEHTAalWH MpPH HPOBEACHUH omeparuit/cTagyii TEXHOJIOTHYECKOTO
nponecca. IlepepaGoTKa i IOBTOPHAs TEXHONOTHYeCKas 06paboTKa MPOXYKIHH.

11 | IIpoBepka AOKYMEHTAllHH Y9JacTKOB HHXCHEPHBIX CHCTCM. Kpanuuxamus HHKCHEPHBIX
CHCTEM.

12 | IpoBepka JOKyMEHTAUVH 10 KBATHHKALMS CHCTEMDI BOJOMOATOTOBKH.

13 | IIpoBepka crCTEMBI YTBEPXKACHHS MPOM3BOJUTENCH (IIOCTABIMKOB) CEIPbS M MATEpPHAIOB, U
paboTEl C HAMH.

14 |TIpoBepka CaHMTApHO-TUTHCHHYECKOH IPOrpaMMbl  [PEITPUSTHS €é  BHIIOTHEHH.
MOoHHUTOPHHT «YHCTEIX» IIOMEIICHHUH.

15 | IIpoBepka IporpaMMEI «pest» KOHTPOJIb ¥ €€ BLITOIHCHHS.

16 | IIpoBepka JOKYMEHTAIMH IO KOHTPOIO KajIeCTBA B nabopaTropusx:

- JOKYMEHTAIUSI IO aHATHTHIECKHM METOMKAM, HCIIOIE3YEMbIM /UL KOHTPOILL KaueCTRa

- BHYTPH3aBOJCKHE CECHUpUKAIAH,

- IPOTOKOJIB! aHATH30B,

- paboume KypHaE,

- IOKyMEHTAIHs IO KOHTPOJIIO CHIPbs, MATEPHATIOB, IIOJIYIIPOAYKTOB, TOTOBO#M MPOJYKIIHH,
- pETHCTpalHs Pe3yIbTaTOB HCIILITAHNH,

- KOHTPOJIb CAHUTAPHOTO COCTOSHUSA MIPOM3BOJICTBA (MHMKpOGHOJIOTHYECKA A MOHHTOPHHT),
- perucTpanus paboThl KOHTPOJILHO-H3MEPHTEILHOTO o6opyioBaHu,

- KBATH(hUKAIHS, TOBEPKA T1ab0paTopHOro 060pyAOBaHHS.

17 | IlpoBepka cHCTEMHl YIIpaBlIeHHEe PACKAMHM JULA Ka1IeCTBa.

18 | IlpoBepKa BaJIMAUHAH aHATHTHIECKHX METO/IHK, B T. 4. METO/MK, HCIIONIL3YCMBIX IUISL KOHTPOJIS
KauecTBa OUHUCTKH 060py/I0BaHHAs H IOMEIEHHH 1a00paTopiui KOHTPOJIA KaieCcTBa.

19 | Ilposepka pe3ynbTaTOB NPONOJDKAIOMIETOCA H3YUCHHUS cTaOMIILHOCTH.

20 | IIpoBepka CHCTEMBI YIPABICHUA OTKJIOHCHHUAMH  yIIPABICHH NSMECHCHIAMH.

21 | ocbe cepmit roToBoit mpoAykumm. Ilposepka Jlocke Ha CepHIO Ha 3adBICHHOC K
MHCTIEKTHPOBAHHIO JICKAPCTBCHHOM CPENICTBO.

22 | KpamudukarmonHsle TpeOOBaHUA K MCPCOHATY H HX cobmoaenne. [IpoBepka CHCTEMBI
OATOTOBKH H 0GyueHHs mepcoHana. [IpoBepka THTHEHHIECKHX TpeOOBaHUi K MEPCOHATY, B T.
4, K TEXHOJIOTHYECKOH OJIEXKAE, €€ CMEHE; MPOICYPhI ICPCOACBAHN.

23 |Tlposepka paGoTe ¢ peKiaManusMu, KanoGamu, TPETEH3WAMH, HCCOOTBETCTBHAMH,
otkinoHeHusMH. CrcTeMa OT3EIBa MPOJAYKIHH.

24 | IpoBepka cHCTEMBbI KOPPEKTHPYIOMHAX H MPEAyNPERAAIOMUX JIECHCTBHH.

25 Ayrcopcrnr (paGoThl, IPOU3BOAUMEIE IO KOHTPAKTY (moroBopy)) B paMKax MPOU3BOACTBA,
aHamm3a (KOHTDONS KauecTBa) NpPOAYKUMM ¥ OKasamms ycuryr. IIpoBepka CHCTEMBL
yTBepXAeHHs ucnomauTens pabot. Cornamesne 0o Ka4ecCTBy.

26 | IIpoBepka cHCTeMEI camomHcnekuwit. Knaccudukanys 3aMedaHHH.

27 | IIpoBepKa JIOKYMEHTALMH HEXKCHEPHOH CIy:GbI NPEANPUATHS: [UTAHOBO-NPEAYIPEIUTEILHEIC
MeponpusThs (TpaduKH, XypHAJIEL).

28 | BaxmoumTenbHas BCTPEda-COBSIIAHNE.

2. JIOHOJIHHTCJIBHBIC npouexypbl HHCIIEKTUPOBAaHHS, XapaKkTepHbIe 1 JAHHOTO BHJIA

OPOAYKIHH/IIPOA3BOACTBA.

TIpOH3BOACTBO, XpaHeHHe H peann3anus papManesBTHYECKHX CyGcTannAi,

d)apmaneBTn‘leclcne cy6c'rammn, HoJy9JaeMble MCTOAAMH XHMHAYECKOro CHHTE3a

OcHOBHBIE noyoxkeHus CHCTEMEI yIpaBiieHus kadecTsa. [lepconan (cornacoBanHas CTPYKTYPa,
IOKHOCTHBIE MHCTPYKIIHH, KBamudukarus, raruena, KoncyrsTanTsl). 31aHud 1 ITomemenus.
Umxerepuste  cucTeMbl. CTOXM M OTXOAEL  TeXHONOTHYECKOE 00opyI0OBaHHE.
Texmonormueckuit  mpomecc.  Crepwimsaums  (UpH  TPOM3BOACTBE  CTEPHUIIBLHBIX




dapManeBTRYecKHX CyOcTanImi). YIAakoBKa H MAapKHDOBKA. Cucrema XpaHEHHS W
peammsarmuu.  Jokymentanus  (Cneumduxanu, PerniaMeHTHl, MHCTPYKLHH, 3allACH).
Bammnanus ¥ xsamukamus, KoHTpomb kadecTBa, KOHTpoib u3MmeHeHu#d, OTKIOHEHHS.
T[TosropEle ucnbrranus. [Iperensun OT3BIB IPOXYKIHH. Camonncnexnuii. Jlocke Ha CEpHH,
0630p Kauectsa npoaykTa. PaboTa 10 KOHTPaKTy.

®dapmanesTrueckne cy6cTaHNuHE, HOTyTaeMble METORAMHE GHOTEXHO/IOrH9eCKOro CHHTE3a,
dapManepTHUeCKHe CYOCTaHOUH, IONyYaeMEle MyTeM KyIbTHBHPOBAHUA KJICTOK HIH
depmenrTamueit. «Kiraccuueckas GpepMEHTaIMAD.

Co3zaHue ¥ TNojJiepXkande 0aHKa KIETOK (TJIABHOTO H pabouero). Benenne NOKyMEHTAllHH.
KynpTupapopaHue/pepMeHTAINS, BeACHHE NTOKYMEHTAIIHH.

dlapmanenrn'leclcne cyﬁc'rannnn, noayvaeMble METOAAMHE BhbIACJIeHHS H3 XHMHYECKOIro ChIPhi

DapmanesTAueckne CcyGCTaHDEH, NoJyuaeMbie METONOM BLIACNEHEd H3  HCTOTHHKOB
PACTHTEJIHHOr0 NPOHCXOKICHHA.

Pe3ka u CyIlIKa pacTeHHiA, BOfopocei, rpr6oB, JMINAKHUKOB M SKCCYAATOB (BRIICTICHHH).
OTxuM pacTeHHM H IeperoHka. M3MenbueHHe, o6paboTka 3KCCY[aToB, OKCTpakKIMsd H3
pacTeHMl, (paKkUMOHHPOBAHHE, OYHCTKA,  KOHLICHTPHPOBAHHMC WM (bepMeHTauus
PAaCTHTENBHBIX CYOCTaHIMMI

(Dapmanen'mqeclcne CY6CTaHlIllE, nojyiaemMbic METOAOM BbideJIEHHd H3 HCTOYHHKOB
OHOJ/IOTrHYeCKOro, ) XKHBOTHOTO NPOHCXOKACHAA.

BHoJoraYecKne papManeBTHIecCKAE CyOCTAaRIHA.

[Momernenus ¥ o6opynosanue. TeXHONTOTHYECKHH TIPONECC. Ouenka pucKoB. JJOKyMeHTaIbHASA
IpOCIEKHBAEMOCTh  onepanuif. MeponpuaTus 1O  KOHTPOIO M IpeIOTBPAILICHAIO
xoHTaMMHAIMH, OGecriedeHre CTEpPWIBHOCTH Npoxyknud. KoHTpodb KauecTsa. IIponeccel
XpaHEeHHs ¥ KPHOKOHCEpBAUH

HpOEBBOJICTBO, XpaHCHHE H peajn3anns CTEepPHJILHBIX JIEKAPpCTBCHHBIX npenaparos.

OcHoBHBIE T0JI0XKeHHs CHCTEMBI YIIpaBlIeHHA KadecTsa. [lepconan (xBanuGuKanus, THTHECHA).
Bnamms u  Ilomemenms.  VmxemepHele  cumcreMbl.  Beibop ¥ MOATOTOBKA
MOIOIIAX/ Te3HHQUIMPYIONAX CPEACTB. TeXHOJNOrmIecKoe 060pyoBaHue. TeXHOIOTHYECKHH
nponecc. Crepmmm3amus. AceNTHYecKoe Npom3soAcTBo. Crepmmmsyromas ¢buIbTpanys,
MOATOTOBKAa M WCHBITaHHs (UIBTPOB. Bammpjanus mnpormecca HMHMTALMH AaCCHTHYECKOTO
HanoNHeHns. YrnakoBka W MapkupoBka. CHCTeMa XpaHCHHS H peanM3alliu. JlokyMeHTalHs
(Crenmduxannuu, PernaMeHTs!, HECTPYKIHH, 3anucH). Bammnanus u kpanuuxanus, KoaTposis
xauecta, Kourtpons m3Menenuif, Orxnonenus. [I0BTOPHBIC HCIILITAHUS. IIperen3un OT3LIB
npoxykiuu. CamomHcneknui. [locke Ha cepud, O630p Kauecrsa mpoxmykra. PaGora 1o

KOHTPAKTY.

TIpon3BOACTBO NPENApaTOB BMMYHOOHOJIOTHYECKEX MCIAMITMHCKHUX (ajUTepreHel, auIeproniel,
AHATOKCHHBI, BAaKIMHEl, raMMarioOyIHHEL, HMMYHOIJIOOYJIHHBI, HMMYHOMOAYJIATOPEL,
MOHOKTOHAIBHEIC aHTHTENA, CHIBOPOTKH, TOKCHHEI, IUTOKUHET).

CucreMa IOCeBHOM Ky/JIBTYpEI H GaHKa KJIETOK. Banuarys Nponeccos OYHCTKH.

10

TIpoH3BOACTBO NPENApaToB KpoBH (IIOTYIaeMBIe METOOM IeHETHYECKO! HIDKEHEPHH,
IIpenapaTEl KPOBH, NIOJydaeMble 3 KPOBH YEJIOBEKa).

Vopasieane KauecTBOM. IIPOCIEKHBAEMOCTE H MEPONPHATHA, IPOBOAUMEIC IOCIC BISITHI
xpoBH. Vcxommple Marepuansl. OmeHKa M BHaya paspemleHHs Ha BBITYCK IUIA3MBI JUL
(paKIMOHMpOBAHHS, HMCIONb3YEMOH KaK HCXOJHOE CHIPBeE. O6paboTka mIa3sMBl JUIs
dhpaxmEorrpoBanus. KOHTPOJIb KadecTBa IPOMEXKYTOUHEIX IPO/IYKTOB K KOHEYHOTO NPO/YKTA.
Beiada paspemmenus Ha BhITyCK IPOMEXYTOUHOH W TOTOBOH NPOAYKIWH. XpaHeHHe o0pa3nos
IYJIOB IIa3MEL. MEpOIPHATAS O YAAICHHIO/MHAKTHBAIAY OTXO/IOB.

11

Hponsnonc'mo npenaparos, coaepAKamux cnﬂbHOZleﬁCTBymmne BemiecrBsa.
Oprauu3anys CHCTEMBI YI€Ta, XpPaHCHHS, YHHITOKCHHA,

12

TIpoM3BOACTBO HPEHAPATOB, CONEPKAMHEX BLICOKOTOKCHTHBIE BEIIECTBA (anTHOHOTHKH GeTa-
JTAKTaMHOTO Psiia, COPMOHHI, IUTOCTATHKH).
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Tlomemenus. Umkenepusie cucteMsl. OGopynosamme. Bamijarmd mporecca OHCTKH.
MeponpHSsTHS 10 YAaICHA/AHAKTHBAIMA OTXOZ0B.

13 TIpoH3BOACTBO NPEUAPATOB, HOTYIAEMBIX H3 HHBOTHOIO CHIPhS (MHCY/IHMHEI, OpraHOIpenapaTsl).
[Tomemenns. Mmxeneprsie cucteMsl. O6opynosanue. Banupanusa npouecca OIHCTKH. Onenka
Puckos. IIpociexnBacMOCTb IEMH MOCTABOK HCXOAHEIX MATCPHATIOB. MOHHUTOPUHT ONACHBIX
I 4denoBeka — OosesHed  JKMBOTHBIX (BeTepuHapHOE OCBHJIETEILCTBOBAHHE).
ComnpoBoMTeNbHAS IOKYMEHTAIMS, [OMyJaeMas OT MECT IPOM3BOACTBA MCXOLHOIO CHIpbA
(ckoTO6OMEN). MepOIpHSTHS N0 yAAICHUIO/MHAKTHBAIUH OTXOJ0B.

14 IIpon3BoACTBO HpenapaThl pazaodapManeBTHIECKHE.

[lomemenus. WHkeHepHBle CHCTeMBl. TEXHONOTMYCCKUH MPONECC (cTamum, ONMMCAHHA).
Iepconan (cmenuanbHsle TpeGoBanms). Bammpannsa u KpaauUKaIusi, yOpaBlIeHAe PUCKaMH.
OpraHu3amys mpoliecca BEITycka B oOpautenue. Beliaya pa3peIneHUs Ha BRITYCK.

15 IpoB3BOICTBO NPENAPATOB, NOJYIAEMbIX U3 JEKAPCTBEHHOT0 PACTHTEILHOIO CHIPLAL.
Crenmdukanuy Ha ucxogaHoe chipb€. JloxyMeHTamus, MOATBEpKAAIOMAs Ka4eCTBO HCXOJHOTO
CHIpbS.

16 TIpoH3BOACTBO HpENapaToB, He TPeOYIONMHEX CHCNHAILHOr0 BBUICICHHA B OTHAENbHOE

IPOH3BOACTBO, C YKA3aHHEM KOHKPETHOH JiexapcTaennol gopmui (a3p0307ib, rels, rybxa, KariH,
KOHIIEHTPAT KHIKHH, KpeM, IMHAMEHT, THOQHIM3UPOBaHHbIEe NPOIYKTHI, Ma3b, ACTa, IUICHKA,
IOPOLIOK, DPacTBOPHTENb, PacTBOp AN JAHAIN3a, PacTBOp MIA UHBEKIHH, pacTBoOp UL
uE}Y3Uii, pacTBOp V11 HAPYXKHOTO IPHMECHEHHS, CyCIICH3HS, SMYJILCHS).

17 TIpoN3BOACTBO, XpAHEHAe H PeANH3ANHS HeCTEPHIbHBIX JIEKAPCTBEHHLIX NPENApaToB ¢
yKa3aHHEM IrpyNubI JeKapCTBEHHLIX IPenapaTos.

OcHoBHEIE TI0JTOKeHHs CHCTEMBI YIpaBieHus kadecTsa. [lepconan (kBanudHKalus, THTHEHA).
Spamms u  Ilomemenus.  VmkeHepHble  chcTeMbl. ~ BpiOOp M IOATOTOBKA
MOIOIIHX/Ie3HHQHIMPYIOMHUX CPeACTB. TeXHONOTHIECKOe 000pyIOBaHHE. TexXHOIOTHYECKHH
nponecc. YmakoBka M MapkupoBka. CucreMa XpaHEHHMS M pealu3allid. JlokyMeHTaIHa
(Cnenmduxanuy, PernaMenTs!, HHCTPYKIHH, 3alMCH). Bamunanus u kpanupuxanus, KoaTpois
xadecTBa, KonTpons usmeneHud, OTkioHenus. 1I0BTOPHBIC HCHBITAHHS. IMTperensun OT3HIB
nponykmuy. Camoumncnekumit. Jocke Ha cepud, OGsop Kadvecrsa mponykra. Pabota mo

KOHTPAKTY.
18 TIpom3BOACTBO NPENApaToB HMMMYHOOHOJOTHYECKHX MEIHIHHCKHX (6axTepnodary,
BaKIMHB!, AMMYHOTJIOOYJIHHOBBIC KOMIUIEKCHBIE IIPEIapaThl, IPOGHOTHKHA)
19 IIpou3BoacTBO GHOJOrHIECKHX JIEKAPCTBCHHBIX penapaToB
20 TIpou3BOACTBO rOMEONATHIECKHX NPENApaToB
21 IpousBoacTBO ra30B MEAMIHHCKHX
9. K KOCBEHHBIM pacxofaM YIOJHOMOYEHHOIO YYPEXKICHUS, KOTOPBIC

HEBO3MOXKHO OTHECTH HalpsMyI0 K 3aTpaTaM, HENOCPEACTBEHHO CBA3aHHBIM C
IPOBEJICHHEM HHCIEKTHPOBAHUA MPOM3BOJHUTENEH JIEKApCTBEHHBIX —CPEICTB (mos
MEIMIMHCKOro NPHMEHEHHs), IPOU3BOACTBO KOTOPHIX OCYIIECTBJIAETCHA 3a NPEACIaMH
Poccuiickoit Penepanuu, Ha COOTBETCTBHE TpeboBaHusM lIpaBuiaM, (Kkp) oTHOCATCS:

- 3aTpaThl Ha OIUIATY TpyAa AaAMHHHCTPATHBHO-YIPaBICHYECKOro M
BCIIOMOTATENLHOTO IEPCOHANA, BKJII0Yas HAuACIeH)s Ha 3apaboTHYIO ILIaTy;

- 001Iex03ACTBEHHBIE 3aTPaThl, BKIIFOYAIONYE 3aTPaThl HA KOMMYHAJIbHBIC yCIIYTH,

3aTpaThl HA YCIYTH CBS3H, TPAHCIOPTHBIE YCIYTH, YCIyrH OaHKOB, 3aTpaTbl Ha
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nprobpeTeHre MaTepHATBHBIX 3alacoB, aMOPTH3aLHs 37laHUH, COOPYXXEHUH H IpPyruX
OCHOBHBIX (POHIOB, 3aTpaTsl Ha YCIYTH B 001acTH nH(GOPMAIMOHHBIX TEXHOJIOTHH,
3aTPaTHl Ha TEKYIIMH PEMOHT IO BUJaM OCHOBHBIX ¢hoHI0B;

- 3aTpaThl HA yIUIATy HaJoroB (KpoMe HAlOroB Ha GoHA OIIaTHl TPyHa) U HHEIE
00s3aTeNbHbIC [IIaTeXH,

- IPOYHe PacXomdsl.

Kooh}HIHEHT KOCBEHHBIX pAcXO[0B, OTHOCHMBIX Ha CTOMMOCTb yCIyIH,
olpeneNseTcs IpONOpLIHOHAILHO (copa3MepHO) 3aTpaTaM Ha OIIaTy Tpyna pabOTHUKOB,
HENOCPE/ICTBEHHO YUaCTBYIOIIMX B MpOLEcCe OKasaHHs yCIyrd, H PacCIUTHIBACTCA Ha
OCHOBAHHY OTYETHHIX TAHHBIX 3a IPEIUIECTBYIONIHIT meproj 1o hopmyre:

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

Kkp — kK03bhHUHEHT KOCBEHHEIX PacXONO0B OPTraHM3alMH, KOTOPBIC HEBOSMOMHO
OTHECTH HaNmpAMYIO K 3aTpaTaM, HeHOCPEACTBEHHO CBA3aHHBIM C OKa3aHNEM yCIyTH,;

3ITayn — dakTudecKue 3aTpaThl HA OIUIATY TPYJa H HA4YHCICHHA HA BRIUIATHL IO
oIIaTeé TPyda aAMHHHCTPATHBHO-YNPABJIEHIECKOr0 M BCIIOMOTaTe/JbHOIO NEpCoHala,
06ecIIeaHBAIONIEro OKa3aHHeM YCIIYTH, 33 TIPeALIECTBYIOMHit meprot, pyo.;

30x — daxTHUeckue o6MEXO3AACTBEHHEIE 3aTPAThl, HEOOXOMUMBIE UL OKa3aHMs
yOIyrH, 3aTpaTsl Ha yIUIATy HAJIOTOB M HHble 00A3aTeNbHBIE IUIATOXH 33
NpeAIeCTBYIOMHHA HepHOA, PyO.;

3aM — CyMMa aMOpPTH3alli¥l HMYINECTBR, HEIOCPEACTBEHHO HCHOIB3yeMOro ULl
OKa3aHWs YCIyTH, ONpeReidercs MCXOAs U3 0alaHCOBOH CTOMMOCTH o0opynoBaHUSA H
roJI0BOi HOPMEI aMOPTH3ALMH, PYO.;

3T — cymMMapHBIit GOH OILTATHI TPYA 38 NPEAIIeCTBYIONIHH NEPHOL pabOTHHKOB,
3aHATHIX OKa3aHUEM YCIIyTH, pyo.

10. KoMaHAMpOBOUYHEIE DPAacXofbl, HEIIOCPENCTBEHHO CBA3AHHbIE C OKa3aHMEM
YCIIyTH, OIPEeNeNIoTCs 110 hopMyIe:

Ckp = Pnpoesn + Popox + Pcyt + Pripoy, rae:

Propoesq — pacxomsl Ha IIPOE3[ ONHOTO CIEIHAIHMCTa YIOIHOMOHYEHHOTO
yUpeXIeHHs IJIs OKa3aHUs YCIyTH H 06paTHO B CpeiHEM IO CTpakHe, pyo.;

Pnpox — pacXomsl Ha IPOXHBAaHHE ONHOTO CIENUATUCTA YIOIHOMOYEHHOTO

yUpeXIeHHs BO BpeMsl OKa3aHHs yCIyry, py6.;
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Pcyr — pacxofpl Ha BHIIATY CYTOYHBIX OZHOMY CHEIHATHCTY YIOIHOMOYEHHOIO
yupexIeHHs Ha BpeMs OKa3aHWs yCIyTH, py0.;

Prpod — o6mpit 06heM 3aTpar Ha GpPOHHPOBAaHME aBHA M /I GHIETOB, TOCTHHHII,
CTpaxoBhIe B3HOCH! B IIPeAbIAYIIEeM GHHAHCOBOM rofy, pyo.

3aTpaThl Ha MPOE3J] OJHOTO HHCIIEKTOPA /IS OKa3aHHs YCIyTH U 06paTHO (Pmpoesn)
YCTaHABIUBAIOTCA B pasMepe (aKTHHECKHX DPAacXONOB, MOATBEPXACHHBIX MPOCIAHBIMH
JOKYMEHTaMH, HO He BBIIIEe CTOMMOCTH MIPOe3Aa:

JKeJIEe3HONOPOKHEIM TPAHCIIOPTOM — B KyNEeHHOM BaroHe CKOPOro IacCaXHpCKOro
03713,

BOJHBIM TPAHCMOPTOM — B KaloTe V TIPYyNIbl MOPCKOrO CyJHAa PEryJspHBIX
TPAaHCMOPTHELIX JHMHAN ¥ JIMHUN ¢ KOMIUIEKCHBIM OOCIy)XMBaHHEM IacCAKHUPOB, B KaroTe
Il kaTeropuu pEYHOro CyIHa Bcex NHHHHM cooOmeHms, B KaroTe 1 KaTeropuu CynHa
IIapOMHOMU IEepEIPaBEI;

BO3QYIIHEIM TPaHCIIOPTOM — B CaJIOHE SKOHOMHUIECKOT0 Kilacca,

aBTOMOGWIGHBIM TDAaHCIOPTOM — B aBTOTPAHCIIOPTHOM CpeicTBe 0OIero
0JIb30BaHUsA (KpOMe TaKCH);

Ipd OTCYTCTBHH IPOE3NHBIX NOKYMEHTOB, IOATBEPKAAIOIMX NPOM3BEACHHBIC
Pacxofbl, B pa3Mepe MEHAMAILHON CTOMMOCTH [TpOe3/ia:

XKEIIE3HOMOPOXHLIM TPAHCIOPTOM — B IUIAIIKAPTHOM BaroHe IIaCCaXXMPCKOro
10e3/a;

BOJHLIM TPAHCIIOPTOM — B KaloTe X TpPYyNImsl MOPCKOTO Cy[Ha PEryspHBIX
TPaHCHOPTHBIX JMHHH X JIMHHA ¢ KOMIUIEKCHBIM OGCIy)XHBaHAEM HAaCCRXUPOB, B KAIOTE
I1I xaTeropuu peyHOro CyAHA BCEX JIMHHUM COOOINEHNS,

aBTOMOOUJIFHEIM TPAHCIIOPTOM — B aBT0OyCe 00I1ero Tyra.

Pacxozbl Ha IPOXKHBAaHHE OHOTO MHCIIEKTOPa BO BpeMs OKa3aHHs yciyrd (Prmpox)
(kpoMe ciydasi, KOTA@ HalpaBICHHOMY B KOMaHIMPOBKY HHCIIEKTOPY NPENOCTaBIACTCS
GecIIaTHOE TIOMEINEHHE) YCTAHABIMBAIOTCI B pa3Mepe (GakTUYECKHX PacXoJloB,
NOATBEPKACHHEIX COOTBETCTBYIOLIUME JOKYMEHTaMH, IPH STOM KaTE€ropHs FOCTUHUIILI
HE JOJ/DKHA IIPEBbIIIATh YPOBEHD 3%,

Pacxons! Ha BHINATY CYTOYHLIX OfHOMY HHcmekropy (PcyT) ycraHaBimBaloTCs

3aKoHOAaTeILCTBOM Poccuiickoit Menepanuu:
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Ha TeppuTopun Poccuiickoii denepanun — B pasMepe HE Gonee 700 py6eid, a 3a
mpezienamu TeppuTopur Poccuiicko#t @enepanuu — HE Goee 2500 pyOne# 3a KaXABIH
JeHb HaXOXJeHHI B KOMaHIWPOBKE Ha OCHOBaHWM ITYHKTA 3 craTey 217 9acTH BTOpOH
Hanorosoro xoaekca Poccriickoi ®enepamun (CobpaHue 3aKOHOAATENBCTBA Poccuiickoi
®Genepamun, 2000, Ne 32, c1. 3340; 2015, No 48, ct. 6694).

Tpouwre 3aTparhl 10 KOMaHIMUPOBKE BKIIOHAIOT CTpaxoBo¥ B3HOC Ha 00A3aTeNEHOE
JIMYHOE CTPAaXOBaHWe MacCaXHpOB Ha TPAHCHOPTE, OmiaTy yCIyr Mo 0QOpMIICHHIO
IpOE3NHBIX OKYMEHTOB, DAacXofpl 32 TIONb30BaHHe B MOE3NEAX MOCTENbHBIMU
IPUHALISKHOCTIMH, 6POHUPOBAHHUE FOCTHHEI.

3arparhl, CBA3aHHbIE C KOMaHAMPOBKaMH 3a IpejelaMH Poccuiickoit Denepauuy,
OIpENIeNAIOTCS YCTAHOBICHHBIMA IpPEACTbHEIMA HOPMaMM  BO3MCIICHUA pacxojioB
COTJIACHO HOPMAaTHBHEIM aKTaM IO:

- HaliMy >XKMJIOTO TOMELICHHS B HHOCTPaHHOH BAMOTE — TPHUKa3 MunucTepcTBa
dunancos Poccuiickoit Penmepanuu ot 02 asrycra 2004 r. Ne 64 «O6 yTBEpXKICHHUH
TIpe/leTbHEIX HOPM BO3MEIIEHHUs PaCXO/I0B 110 HAMY JKHIIOTO IIOMCIICHH B HHOCTPaHHOH!
BANIOTE IpH CIyXeOHBIX KOMaHMPOBKAX HA TEPPUTOPHA HHOCTPAHHBIX TOCYAApCTB
pabOTHHKOB, 3aK/IOYMBIIMX TPYAOBOH  JIOTOBOp O paGore B  (demepanbHbBIX
rocyAapCTBEHHBIX OpraHaxX, pabOTHHKOB TIOCYNapCTBEHHBIX BHEOIOKETHEIX (DOHIO0B
Poccuiickoit ®Depnepalui, ®depepalbHBIX rOCyJapCTBEHHBIX YIpeXICHHUH»
(sapeructpuposan B Muniocte Poccuu 17.08.2004, perrcTpauroHHb HoMmep 5981) B
pellaKiMM W3MeHeHWH, BHECEHHBIX NpHKasaMu MunuCTEpCTBa dunancoB Poccuitckoi
Oenepanuu or 12 wmromsa 2006 r. Ne 92H (3aperucTpupoBan B Muntocte Poccun
13.07.2007, peructpanvonHbli Homep 8040), 09 mexabps 2008 r. Ne 139H
(sapeructpupoBad B Muntocte Poccun 16.01.2009, perucTpanuoHHsli HoMep 13091), or
10 ampems 2015 1. Ne 63H (3apeructpmpoBaH B MumiocTe Poccun  10.04.2015,
perucTpanuoHHEIA HoMep 36839);

- 0 pasMepe M IIOpA/KE BHIIUIATEI CYTOYHBIX B AHOCTPaHHOH BaIOTe —
nocranoBierre [IpaBuTenscTBa poccuiickoll demepammu ot 26 mexabps 2005 r. Ne 812
«O pasmepe W TOpSEKE BBUUIATH CYyTOYHBIX B MHOCTPaHHOW BAIIOTC H Hamx0aBoOK K
CyTOYHEIM B WHOCTPaHHOM BaOTe IIpH CITyXeOHBIX KOMaHIMPOBKaxX Ha TEPPUTOPHH

MHOCTPAHHBEIX TOCYJApCTB PaGOTHHKOB, 3aKIOYHMBIIMX TPYAOBOH JIOrOBOpP O pabGoTe B
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dbenepambHBIX roCcyapCTBEHHBIX OpraHax, PabOTHHKOB roCyapCTBEHHBIX
BHEOIO/UKETHEIX (oHHoB Poccuiickoit ®enepammn, ¢enepanbHEIX TIoOCYAapCTBEHHBIX
yapexneHuit» (CobpaHue 3aKOHOJATENLCTBA Poccuiickoit ®enepauun 2006, Ne 2, ct. 187;
2008, Ne 14, ct. 1413; 2009, Ne 1, ct. 147; 2014, Ne 50, ct. 7095; 2015, Ne 3, cr. 590;
2015, Ne 33, cT. 4842).

11. MarepuansHele 3aTpaThl, HEMOCPEACTBEHHO BO3ZHHKAIOIIUE B  TIPOLECCE
oxazaHus ycryrs (CM), OIpeneNsioTcs HCXois U3 (GaKTHISCKHX 06BpeMOB IIOTpeOICHHS
MAaTepHaTBHEIX 32[1aCOB B CTOAMOCTHOM BEIDKEHUH 110 QopMyIe:

Cm =Pwm x LIM, roe:

PM — pacxol MaTepHanbHOTO pecypca, WCHONB3yeMOTO B NpOLEcce OKa3aHHi
YCIIYTH, B HATYPIbHBIX eMHHIIAX H3MEPEHHS;

I[IM — meHa 3a eIMHHUIy MaTepPHAIBHOIO pecypca, HCIOIb3YEMOro B MPOLECCE
OKa3aHUsA YCIYTH, PyO.;

CM — mpeacTaBsiloT coGoif  MarepuanbHble  3aTpaThl, HEMNOCPEACTBEHHO
BO3HHKAIOIIHE B IIpoIiecce OKa3aHUsA YCIyTH.

12. TlepecmoTp pa3smepa ILIaTHl 3a OKa3aHHe YCIYTH OCYLIECTBISETCS OMMH pa3
B roj ¢ 1 anpeis Tekyinero GUHAHCOBOTO rojia, ¢ y4eTOM yCTaHOBJIEHHOTO dbenepaabHBEIM
3aKOHOM O (eJepaTbHOM GropKeTe Ha COOTBETCTBYIOMMH (MHAHCOBEIH IO/l IPOrHO3HOrO

ypoBHs HEGJISIIMH, & TAKKE B CIlyJae M3MEHEHHS HOPMATHBHOM Gasbl.




VTBEPXJEH

npuxaszoM Murnpomropra Poccun

o*r«/’/ﬂ/ﬁ&?’éfzom r.Ne ¢

IMpeneabHblii pa3Mep MJIATHI 33 OKa3aHUe yCIyrd
110 HHCIEKTHPOBAHMIO IPOH3BOAUTE/IEH JIeKAPCTBEHHBIX CPeACTB
(2181 MeANIAACKOT0 NPHMEeHEeHM s1), NPOH3BOJCTBO KOTOPLIX OCYIIECTBIIAETCH
3a npeaenaMu Poccuiickoii ®deaepanui, Ha COOTBETCTBHE TpeGoBaHHAM NMPaBHJI
HaJJexaleli MPon3BOACTBEHHOH NPAKTHKH B UEJIAX BbIIATH 3aKJIIOYCHH I
0 COOTBETCTBHH NPOH3BOMHTES JIEKAPCTBEHHBIX (ISt MEHIIHHCKOTO NpHMEHEHHS)
TpeGoBanMsAM NPaBHJ HaJjlexameH HPOHM3BOACTBEHHOM NPAKTHKH

IIpenensHbIA pasMep IIIATHI

CyMMa KOMaHJMPOBOYHBIX

IIpenenpHBIN pasMep IIIATHI

3a OKa3aHHe yCIyTH, 6e3 pacxonios, 3a OKa3aHHe YCIYTH, C
ydeTa KOMaHAUPOBOYHEIX HENOCPeICTBEHHO y4eTOM KOMaH/IMPOBOYHbIX
pacxolioB, CBA3AHHBIX C OKa3aHHEM PacxoioB,
py6., c HAC 18% ycIyrH, py6., ¢ HIAC 18% py6., c HIAC 18%
1708 345,12 | 1173 510,00 2 881 855,12

IlpuMep pacdera NpefeNbHOrO pasMepa IUIATHI 33 OKa3aHWe YCIyrW IO

MHCTICKTHPOBAHWIO TIPOM3BONMTENEH IEKapCTBEHHBIX CPEACTB (14 MEIMIMHCKOro
IIPUMCHEHHs), IPOM3BOACTBO KOTOPHIX OCYINECTBIACTCA 3a Ipenenamu Poccuiickoii
Qefepalnd, Ha COOTBETCTBHE TPeGOBAHMAM IIPABUI HajNEKaIleH IPOU3BOACTBEHHOM
IPaKTHKK B IeNSIX BEJAYH 3aKIIOYEHHH O COOTBETCTBHM IPOMU3BOJUTENS JICKAPCTBEHHBIX
cpenctd (A MEIHLMHCKOTO IpUMeEHeHus)) TpeOOBaHMAM TPaBWI  HaTexale

IPOM3BO/ICTBEHHOM NPAKTHKHU [IPHBEJEH B IIPHIIOKECHHH.



[Mpunoxenne

K [IpenensHOMY pasmepy IIaThI
3a OKa3aHHe YCIYTH 10 HHCIEeKTHPOBAHUIO
IPOM3BOAUTENEH JIEKAPCTBEHHBIX CPE/ICTB
(18 MEZMLMHCKOTO IPHMEHEHNUS),
IIPOU3BOJCTBO KOTOPHIX OCYIIECTBIIAETCA
3a npeaenamu Poccuiickodt Pexepanuy,
Ha COOTBETCTBHE TPeOOBAHHAM MPaBUIL
HaJJIexaIed TPON3BOACTBEHHON NIPAKTUKA
B [IEJIAX BBIIAYH 3aKIIOUCHHH
O COOTBETCTBUHU NMPOU3BOANTEIIS
JNeKapCTBEHHBIX CPEACTB (/1 MEAHIMHCKOTO
IpUMEHeHHs) TPeOOBAHUIM IPaBUIT
HaJUIeXXallel MPON3BOJCTBEHHON IIPaKTHKH

PacueT npeaeJbHOro pa3Mepa ILIAThI 32 OKa3aHHE yCIyrH
0 HHCIIEKTHPOBAHHIO NPOH3BOAMTEIEH JeKAPCTBEHHBIX CPEIACTB
(1 MeINIHHCKOr0 NPAMeHeHH s ), IPOH3BOACTBO KOTOPBIX OCYHIECTBAAETCH
3a npegesamu Poccuiickoii ®enepannn, Ha COOTBETCTBHE TpeOoBaHHAM IPaBHJI
Ha/JJ1eskamieii MPOU3BOACTBEHHOM NPAKTHKH B HEJHAX BbIIa1H 3aKJTI0YeHHH
0 COOTBETCTBHH NPOH3BOIMTE/ JeKAPCTBEHHBIX CPEACTB (A5 MEJHIHMHCKOTO
npHMeHeHHs) TPeGOBAHHSAM NpaBRJ HajdexKamel NPOH3BOACTBEHHOI NPaKTHKH

Ucxonuele naHHBIE IJIs1 pacdeTa.

WHCIeKTHpOBaHHe NPOU3BOJAMTENA JIEKapCTBEHHBIX CPEICTB (I MEAULHHCKOTO
NpUMEHEHHs), NTPOM3BOACTBO KOTOPHIX OCYIIECTBIACTCA 3a MpelCiaMu POCCﬁﬁCKOﬁ
denepauyun, Ha COOTBETCTBHE TPeGOBaHWAM NpaBHII HaJJIeXalled MNpOU3BOACTBEHHON
NpaKTAKH, nMeromero 31 mokasarelb H IPOBEACHUC 3 (Tpems) cHenUAIACTaMH
YIOJTHOMOYEHHOTO YUPEKICHHS.

B cooTBeTcTBHE ¢ MeToAnKOM OIpelelieHHs pa3Mepa IaThl 3a OKa3aHHE yCIIyTH
[0 MHCIEKTHPOBAHHIO MPOM3BOJHMTENEH JeKapCTBEHHBIX CPEACTB (M1 MEAMIHHCKOTO
IIpAMEHEHHUs), IPOHU3BOJICTBO KOTop'brx ocymmecTBiseTcs 3a npenenamu Poccuiickoi
denepal, Ha COOTBETCTBHE TPeGOBAHMAM NpaBU HaIeXKalleH IPOU3BOJICTBEHHOM
I[IPaKTAKH B LEJIIX BBLOIAYH 3aKJIIOYEHHN O COOTBETCTBHH IIPOHU3BOOUTEILL JICKApCTBCHHBIX
CPeNcTB (A1 MEIMLIMHCKOTO IPMMEHEHHs) TPeOOBaHHAM MpaBHI HaJJIeXKaIeH

IIpOI*IBBOI[CTBGHHOﬁ IIpaKTHKH, yTBep)KJL[eHHOﬁ HACTOSIIHUM IPUKA30M, CTOUMOCTD yCiyru



onpeaensercs mo hopmye:

C=tx Cox (1 + (Kus+Kkp)/100)+ Cxp + Cm

TpymoeMKOCTh OKa3aHWsi YCIyTM MpHBEICHA B tabmune 1 co 3HAYCHUEM
KoppekTupyiomero koadbdunuenta K =3,76 u 3 (Tpex) CrenuanucToB YIOIHOMOUYEHHOTO

VUpEXKIEHUs, yIaCTBYIOIIMX B HHCIIEKTHPOBAHNH.

Tabmuna 1
HammMenoBaunue paboT KomuuectBo | DaKTHYESCKHE
Tpymo- | MHCHEKTOPOB, | TPYRO3ATpAThI,
€MKOCTh, | HpHHHMAIO- 9ac.
gel./gac, | IMUX y4acTHES
B MHCIIEKTH-
POBaHHH
1. [IpunsTHE pelneHMs N0 3afdBKE Ha OKa3aHHEe YCIYTW N0 MHCICKTHPOBAHHIO HPOU3BOAHTENCH

JIEKApCTBEHHBIX CPEACTB (LIS MEAUIMHCKOTO IPUMEHEHHS), IPOM3BOJCTBO KOTOPBIX OCYINECTRICTCA
3a npemenamu Poccmiickoit ®exepanud, Ha COOTBCTCTBHE TpeGoBaHUAM IIPaBHII HaUIeXKamen
NPOH3BONCTBEHHOH NPAaKTHKH B MEIAX BBNAYH 3aKIOYEHHH O COOTBETCTBHH IIPOM3BOAMTECIIA
NEKApCTBEHHBIX CPEACTB (11 MEIUIMHCKOTO npEMeHenus) TpeGoparusM IIpaBHn HaJIeXKalleH
MPOHU3BOJICTBEHHON NPAKTHKA

1.1. TlpueM ®  perucrpands 3afdBICHHI H 8 1 8
IpeNoCTaBIeHHOM 3adBUTEIEM NOKYMECHTAIMH
1.2. PaccMoTpeHHe 3asBICHHs, COIPOBONUTENLHBIX 16*3,76 2 120,32

JIOKyMEHTOB BKIOYas M3Y4YEHHE JAHHEIX O KaueCTBE
TIPOYKIIMY Ha OCHOBAaHMH HH(pOpMAIHH, nyOIUKyeMOH
Ha caiitax 'ocyZlapCTBEHHEBIX DETYIATOPHBIX OPraHOB
CTpaHBl, B KOTOpPOM HAXOQUTCA HHCIEKTHPYEMOS

IIPOU3BOJICTBO.

1.3. OGOCHOBaHHE KOIMYECTBA pabodmx HHEH LA 8 2 16
[POBE/ICHUS MHCIICKTHPOBAHMS

1.4. PaspaGoTka HpOrpaMMEI HHCIIEKTHPOBAHHSA, €€ 24 2 48
COTJIaCOBAHHME M YTBEPIKJICHHE C 3aIBUTENICM.

15. [TIlomroToeka ¥  yTeepxkaenue rpabuxa 24 1 24

MHCIIEKTHPOBAHUSA IPOH3BOIUTENA (3asBurensi) Ha
COOTBETCTBHE TpeOOBAHMSAM TpaBHI HaJIexKamIeH
IPOM3BOACTBEHHON IIPaKTHKHM HA OCHOBAHUM 3asBKH

Hroro: 124,16 1;2 216,32

2. Boleammas 9SKCHepTH3a  (MHCIEKTHPOBAHHE) IIPOM3BOACTBCHHON  ILIOINAJKH (3aaBuTens)
JNIEKAPCTBEHHBIX CPEACTB (sl MEAUIHHCKOTO IPAMEHEHH), POM3BOACTBO KOTOPBIX OCYINECTBIACTCA
3a mnpenenami Poccuiickod Pepepai, Ha COOTBCTCTBHE TpeGOBaHMAM TIPaBAI HaUIEKalIeH
IPOH3BOACTBEHHOM NMPAKTAKH.

2.1. IIpoBeneHWe WHCIICKTHPOBAHUA NPOM3BOAUTEINA 16*3,76 3 180,48
(3agBuTENd) MO MECTY IPOH3BOACTBA JICKAPCTBEHHABIX
cpeAcTs (J1 METUIMHCKOTO IPHMEHEHHS)

2.2. Anams, oGpabotka pesynbTaToB | 16%3,76 3 180,48
WHCIEKTHPOBAHHA C  LENBI0  IIOATOTOBKM  H
COCTaBJICHUA WHCIICKIIMOHHOr0 0TYCTA.

Htoro 120,32 3 360,96

3. 3aKOuMTeNLHbIE MEPONPUATHA IO  pe3ynbTaraM HHCICKTHPOBAHHA IIPOM3BOIMTENEH




NEKapCTBEHHEIX CPEeCTB (I MEAUIMHCKOTO IpUMEHEHHU), TPOU3BOJICTBO KOTOPHIX OCYIHECTBIIACTCS
3a mpemenamu Poccmiickod @exepaunuy, Ha COOTBETCTBHE TpeGOBaHHSM [PaBHI HaIexammei
IPOM3BOJICTBEHHON IIPAKTAKH (3asBUTEN).

3.1. CocTaBiieHHe HTOrOBOTO OTYETa IO pesynbTaraM | 32*3,76 3 360,96
MHCIIEKTHPOBAHUS MPOH3BOIUTENEH JIEKAPCTBECHHBIX
cpenctB (MM MEIWIMHCKOrO  NPUMEHEHHA),
IPOM3BOACTBO  KOTOPEIX ~ OCYIIECTBISETCA 32
npepenamu Poccuiickoit Denepatiiy, Ha COOTBETCTBHE
TpeGOBaHMAM MPABWII HaJIeKammel IIPOH3BO/ICTBEHHOH
[IPaKTHKH.

3.2. CornacoBaHde W MOANMCAaHWE HTOTOBOIO OTYETA 32 1 32
[0 pe3yibTaTaM aHaiu3a COCTOSHMSA IIPOHM3BOACTBA
NEKApCTBEHHBIX ~ CPeAcTB (M1 MEMIMHCKOro

NPUMCHEHHUS), TIPON3BOJICTBO KOTOpPOTO

OCymecTRIsAeTCA  3a  IpeAenamu  PoccuHCKoH

®epepanumy, MIpaBUJIaM HaJIeXamen

TPOU3BOJCTBCHHOH MpPAKTHKE M HAIPABICHUS €ro

3asBATEIO.

3.3. ®opMHpoBaHHE IIaKkera JIOKYMCHTOB IIO 16 1 16
pesylbTaTaM HHCIECKTHPOBAaHHMA M Ieperada HX B

MusnpoMTOpr

Hroro 168,32 1;3 408,96

BCET'O: 412,80 1;2;3 986,24

CTOMMOCTHAS OLEHKa OHOTrO JHS paboThl OJHOIO CIIEIHAMUCTA YIIOIHOMOYCHHOI0
YUPEXIEHHS ONpeNeNnieTcs o popmyiie:
C» =3Ilocu.c.m. / H, rae:
3[ocH.c.M. — cpenHeMecsuHasd 3apaboTHas MiaTa OJHOIO  CHENMAIHCTA
YIIOJTHOMOYEHHOTO YUPeX/IeHHs, yIaCTBYIOMIEro B OKa3aHHH YCIyTH, pyo./den.;
H — cpenusia Hopma pabodero BpeMeHH 3a Mecsll, TH.;
3lTocH.c.M. = 3I1d / (12 x Ucp) * Ku, rae:
31T — cymmapHsIi GOHA OIIIATH! TPY/a 3a NPEALICCTBYIOIMH NepUon pabOTHHUKOB,
3aHATEIX OKa3aHHEM YCIyT, pyb.,
Ucp — CpeHECIHCOYHas YHCICHHOCTh CNENMAUCTOB B OPraHH3alliH, 3aHATEIX B
OKa3aHMH YCIIYTH, 3 IpeIIeCTBYOINUi NEPUOS, YeIL.;
Ku — xosdppunuent uadann. ITo raHHsM MUHHCTEPCTBA (HHAHCOB Poccuniickoi
denepamun 3a 9 Mecsues 2015 r. uadisus cocrasuna 12,2 %.
3IlocH.c.M. =5 556 329,72 / (12 x 6) = 77 171,25 py6./qemn.
Cs>=77171,25/20,58 = 3 749,82 py6./4en.-AH.
Cs=3 749,82/ 8 = 468,73 py6./4emn.-uac.




3apa60THasI miara 3a OOHH Yac OJHOro CHEHHAINCTA YIOJTHOMOYEHHOI'0

yupesxienus 3a neprox 2014 rona pasHa 468,73 py6.
C» =468,73 * 1,12 = 524,98 py06./uemn.-4ac.

C yderoM HHGQIAIMOHHBIX ITPOHECCOB 3apaboTHad INIaTa 332 OJUH 4Yac OJHOTO
CTIENHATHCTA YIOTHOMOYEHHOTO yIpek/IeHus paBHa 524,98 py0./aen.-4ac.

Kuz — k03h(hHIMEHT, YJYWTHIBAIOIHUI CTPaxOBEIe B3HOCHI, YCTAHOBJICHHLIC B
cooTBeTcTBEM ¢ DemeparbHbIM 3aKoHOM 0T 24 mioist 2009 r. Ne 212-®3 «O cTpaxoBBIX
p3Hocax B ITencuonnsli dhorn Poccuitckoit ®enepauru, PoHI CONUATBHOrO CTPAXOBAHHI
Poccuiickoii ®enepaumn, @enepanbHbii  GoHA  00A3aTENBEHOrO  MEAMIMHCKOTO
cTpaxoBaHMs», a Takke @elepalbHBIM 3aKOHOM OT 02 ngexkabps 2013 T
Ne 323-®3 «O cTpaxoBhIX Tapudax Ha 00s3aTeNbHOE COUMAIBHOC CTPaXOBAHUC OT
HECUACTHBIX CITydaeB Ha IPOM3BOACTBE H IPODECCHOHAIBHBIX 3200eBaHNH Ha 2014 roxn
¥ Ha IUIaHOBLIH neproz 2015 u 2016 romoB» ¥ paBHBIH 30,2 %.

KoMaHIHPOBOYHBEIE PACXOZB! OJJHOTO CTICHHATHCTA YIOTHOMOYEHHOTO yAPEXKICHHA
ma 10 [Hel, HemOCPENCTBEHHO CBS3aHHBIE C OKasaHWeM YCIYyrd 3a DpeAciaMi
tepputopuu Poccriickoit deaepand, ONPEIEIAIOTCS 110 dbopMmyne:

Ckp = Pnpoesn + Pnpox + PcyT + Pripod, rae:

Pnpoess — pacxoisl Ha TPOE3N OJHOTO CNENMAIKCTa  yIOTHOMOHEHHOTO
yapexIeHns A/l OKa3aHHsA YCIyTH U 0GpaTHO B CPEIHEM IO CTpaHe, pyo.;

Pupox — pacxoisl Ha MPOXKHBAHHE OJHOTO CHEHMATHCTA YIOTHOMOUCHHOTO
YUpeX/IEHHs BO BPEMs OKa3aHUsA yCIyrH, py6.;

PcyT — pacxobl Ha BHILUIATY CYTOYHBIX OJHOMY CHEIHUATUCTY YIOTHOMOYCHHOIO
yUpEeX/IeHHs Ha BpeMs OKa3aHHA yCIIyTH, pyo;

Prpou — o6uimit oGbeM 3aTpaT Ha OpOHMpOBaHUE aBHa- U %/11 GUIIEeTOB, TOCTHHHIL,

CTpaxoBble B3HOCHI B IIPEABITYINEM duHanCcOBOM roxy, pyb.

HaumeHnoBanue Cr-1b €. | Kon-Bo mHeH Kon-Bo | Utoro, pyo.
pacxooB B pYO. KOMAaHJIUPOBKH | Y€l

1 2 4 5 6
Cyrounsle PO 700 1 1 700
CyTo4HBIE 2500 9 1 22 500
aBHa ¥ X/1I OMJIeTH 35000 2 70 000
(Tyza u o6patHO)




HaliM XUJIbS : 25 480 9 1 229 320
Pacxoet 110 (70 000 + 229 320)*3%

OpOHHPOBaHUIO =8 980,00

OunneToB U

roctuaui (3%)

Bcero 331 500,00

3aTpaTh Ha KOMAaHAHPOBOYHEIE PACXOIBI ONHOr0 HHCHEKTOpa Ha 10 xameHmapHbIX
nHe# cocrasisior 331 500,00 py6neii.

KoopHIHEeHT KOCBEHHBIX pacXoloB, OTHOCHMBIX Ha CTOMMOCTb YyCIyIH,
onpeZeNnseTcs MPOIOPIMOHANBHO (COpa3sMepHO) 3aTpaTtaM Ha OIJaTy Tpyna pabOTHHKOB,
HEIOCPEJCTBEHHO YJacCTBYIOIIMX B IIPOLIECCE OKasaHWsl YCIYTH, M PacCUMTBIBACTCA Ha
OCHOBaHWH OTHETHBIX JaHHKIX 3a MPEALIECTBYIOMU IIepHoz Mo GopMyie:

Kxp = ((31ayn + 3ox + 3am) / 3[1p) x 100, rae:

Kxp — x03(QUIHEHT KOCBEHHBIX PAacXOJ0B OpraHU3alUi, KOTOPHIC HEBOSMOXHO
OTHECTH HAmpAMYI0 K 3arparaM, HEINOCPEICTBEHHO CBSA3aHHBIM C IIPOBEICHHEM
3KCIIEPTHU3HI;

3lMayn — (akTHdYecKue 3aTpaTsl Ha OIIIATy TPYZAa M HAYMCIEHHS Ha BBRILIATHL MO
omjiare TPYAa AIMHHHCTPATHBHO-YNPaBJICHYECKOr0 M BCIOMOTaTeNIbHOrO IEPCOHANA,
06eCcIeUrBAIOIIEro OKa3aHHue YCITyTH, 3a MPEAIIEeCTBYONMMI Ieprox, pyo.;

30x — ¢akThdeckne OOIIEXO3IHCTBEHHbIE 3aTPaThl, HEOOXOAMUMEIC AN OKa3aHUs
yCIyrH, 3aTpaTsl Ha yIUIaTy HalOroB M HHBEIE oO0sf3aTeNbHbie IUIATEXH 34
IpeecTBYIOMH nepuos, pyo.;

3aM — CyMMa aMOPTH3alldd HMYIIECTBA, HEMOCPEACTBEHHO HCHOJB3YEMOrO LA
OKa3aHMA YCIYTH, ONpeeisieTcss UcxoAs H3 GamaHcoBoM CTOMMOCTH 00OpyHOBaHHSA H
roZI0BOi HOPMBI aMOPTH3AIUH, PYO.;

3I1d — cymmapHbii GOH OIUIATEL TPYZA 3a MpelIeCTBYIOMUI IepHoj pabOTHUKOB,
3aHATHIX B OKa3aHUM yCIyTH, pyO.

PacyeT KOCBEHHBIX PAcXo0B IPH OKa3aHHMH YCIYI'M IO 9KCIEPTH3€ COOTBETCTBHSA
IIPOM3BONHATENCH  JIEKapCTBEHHBIX CPEACTB (AN  MEMUUMHCKOrO  NPHMEHEHWs)
tpeboBanuaM [Ipasuil, onpe/ieieHHbIX HAa OCHOBAaHHM JAaHHEIX OyXrajaTepckoro ydera 3a

TpeLIECTBYIOIHI IEPHOA, IPUBE/ECH B TAOIALE 2.



Tabmuma 2

Ne /i HanMmeHOBaHUE CTaTeH 3aTpaT Cymma, py6.
1 2 3 4
1 3[1ayn |3arpaThl Ha OIUIATY TPyAa aAMHHUCTPATUBHO- 6 548 841,91
YIpPaBIEHYeCKOro ¥ BCIIOMOraTeIbHOTO
mepcoHana,  00€CIEYUBAIONIET0  OKa3aHWe
YCIIyTH, ¢ HAYUCICHASMH Ha OIUIaTy TPYAa
2 30x OO6IIeX03HCTBEHHEIE 3aTPaThl, HEOOXOMUMBIC 1728 087,43
IUTSL OKa3aHHsl YCIyTH, BCETO
B TOM YHCJIE:
2.1 3aTpaThl Ha yCIIyTH CBSA3H 50 583,86
Py 2.2 3aTpaThl Ha KOMMYHAJIBHBIE YCIyTH 18 641,87
23 3arpaTsl Ha TPAHCIIOPTHBIE YCIIYTH 15 883,53
24 3aTpars! Ha yCIIyrd 6aHKOB 13 223,88
25 3arpartsl Ha YCIIYTH B obactu 40 988,33
AHGOPMALMOHHBIX TEXHOJIOTHH
2.6 3arpathl Ha TPHOOpETEHH® MaTepHAIBLHBIX 371 880,42
3a1acoB
2.7 IIpoure pacxomsl 1216 885,54
3 3am 3aTpaTel Ha  aMOpTHM3allMI0  HMMYINECTBA, 25 369,41
HETOCPeACTBEHHO UCIIOJIE3yEMOT0 IS
OKa3aHus yciayT
4 UTOT'O KocBeHHBIX pacxonoB (m. 1 +m. 2 + I 8 302 198,75
3)
® 5 3¢ daxTrUecKuil cymMMapHBIi QOHA onnaTel TpyAa 5556 329,72
pabOTHHKOB, 3aHATEIX OKa3aHMEM yCIIyTH
6 Kxkp Koadbdunnent KOCBEHHBIX pacxozoB 149,42
opraausauu (1. 4 /m. 5) x 100

TaxuM 06pa3oM, Ipe/ieNbHBINA pasMep IIIaTH 3a IPeJOCTaBICHUE YCIyTH HCXOMS U3

pacyeTa paBeH:
C=tx Cax (1 + (Kus+Kxkp)/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.

rae:

t

986,24 den.-4ac. — TPYHOEMKOCTb BHINONHEHHS paboT IO JKCHEPTU3E

COOTBETCTBHS IPOM3BONUTENEH IEKApCTBEHHEIX CpelcTR Tpeboanysam IIpapu;

C» = 524,98 py6./yen.-4yac. — CTOMMOCTHas OLEHKA OJHOrO “aca paboTEl OLHOTO




CIIEIMAIMCTA SKCIIEPTHON OpraHu3aliH;

Kus = 30,2 % — ko9 (hHIHeHT HAYUCIeHNH Ha 3apaboTHYIO IUIaTy B COOTBETCTBHH
¢ 3akoHOAarenscTBoM Poccuiickoil denepanuy;

Kkp = 149,42 % — x03)(OHUIMEHT KOCBEHHBIX PACXO[OB OpraHM3AllUH, KOTOPRIC
HEBO3MOJKHO OTHECTH HAlpsMyl0 K 3aTpaTaM, HEMOCPSACTBEHHO CBA3AHHBIM C
TIpOBeIeHUEM SKCIIEPTH3EL

IlpenenpHEIA pa3sMep IIAThl 3a NMPENOCTaBICHHe YCIYrd HCXOJA M3 paciera ¢
KOMaHAUpPOBaHHeM 3 (Tpex) CHeIMauCTOB KCIIEPTHON OpraHu3alliy paBeH:

C=txCax (1 + (Kn3+Kkp)/100)+ Cxp+Cm=

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

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

rue:

Ckp = 331 500,00 py6. — KOMaHJHMPOBOYHBIE pPAcXOAbl, HEMOCPENCTBEHHO

CBA3aHHBIC C IIPEIOCTABICHUEM yCIIyri.



