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MockBa

OG6 yTBep:KIeHHH METOHKH pacdera nNpeae/ibHOro pazMepa njathl 3a oKasaHue
YCJYIH N0 HHCIEKTHPOBAHHIO NPOU3BOAMTEIEH JIEKAPCTBEHHBIX CPeICTB
AJIS BETEPHHAPHOTO NPHMEHEHHS, IPOH3BOACTBO KOTOPBIX OCYIIECTBIAETCSH
3a npeaenamu Poccniickoii ®eaepanuu, Ha COOTBETCTBHE TpeGOBaHUAM NPABHJI
HaJJIexaneil Npou3BOACTBEHHOM NPAKTUKH B LeJISIX BbIAAYH 3aKJIIOYeHHH
0 COOTBETCTBHH NPOU3BOHTE/IS JEKAPCTBEHHbIX CPEACTB ISl BET¢PHHAPHOIO
npuMeHeHus TPeGOBaHAAM NPaBHJI HA/LJIEKALIEH POH3BOACT BEHHOM
NPaKTHKH H NpeebLHOr0 pa3Mepa mjiaThl 3a OKa3aHHe yKa3aHHOH yCiayru

B coorBerctBuM ¢ MyHKTOM 25 IlpaBun opranuszaiiid H | IPOBEACHHS
WHCIIEKTUPOBAHKS TPOU3BOAUTENEH JIEKAPCTBEHHBIX CPEACTB Ha COOTBCTCTBHE
Tpe6OBaHMsAM MPaBUJI HaJUIEXAIIeH TPOM3BOICTBEHHON MPAKTHKH, & TAKKE BblAAYH
3aKJIFOUYEHNI O COOTBETCTBUH IMPOM3BOAUTENS JIEKAPCTBCHHBIX CPEIACTB YKa3saHHbIM
TpeGOBaHMsAM, YTBEpXKICHHBIX IOCTaHOBieHHeM IIpaBHTENbCTBa Poccuiickoit
Oeneparuu o1 3 nexabps 2015 1. Ne 1314 «O6 ompeneneHuM COOTBETCTBHA
IPOM3BOJUTENEH JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMAM IIPABMI HaJJiexKauen
MPOM3BOJCTBEHHOH  MPAKTUKK» (Cobpanue  3aKOHOJATENHCTBA Poccuiickon
®enepanun, 2015, Ne 50, c1. 7165), np K a3 bl B a 10:

1. YTBepauts: '

METOAMKY pacueTa IIpelellbHOrO pasMepa IiaThl 3a OKa3aHHe YCIyru
IO  MHCIEKTHPOBAHUIO  IIPOU3BOJMTENCH  JICKAPCTBCHHBIX  CPEACTB A
BETEPHUHAPHOrO  NpPUMEHEHHs,  MPOM3BOACTBO  KOTOPBIX  OCYIICCTBIIICTCA
3a npenenamu Poccuiickodi Dexmepauuy, Ha COOTBETCTBHE TpeOOBaHUAM IIPaBHUI
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Ha/AJeXalleld TPOU3BOJACTBEHHONM TMPAaKTHKH B IEJSIX BbIIAYH 3aKIIFOYEHUH
O COOTBETCTBHM TPOM3BOJHMTENS JIEKAPCTBEHHBIX CPEICTB JUI1 BETCPUHAPHOIO
IpUMeHeHns TpeOOBaHUSM IPaBHI HAJJIEXalled IPOU3BOACTBEHHOH MNPAKTHKU
coriacHo npuioxeHuto Ne 1 K HacTosAIIEMY ITpUKasy;

IpeneNbHbIA pasMep IUIaTHl 3a OKAa3aHHWE YCIYyTrd [0 HHCIEKTMPOBAHUIO
NPOU3BOAUTENIEH JIEKapCTBEHHBIX CPEICTB Ul BETCPHHApHOIO IPHMEHEHHUA,
TIPOM3BOJICTBO KOTOPBIX OCYIIECTBIseTCs 3a Ipeenamu Poccuiickoit Denepanny,
Ha COOTBETCTBHE TPeOOBAHMAM IIPABIJ HajUTeXXalled ITPOU3BOACTBEHHOW MPAKTUKK
B LEJSX BBbIIAUM 3aK/IIOUYEHUH O COOTBETCTBUM IIPOM3BOJUTENS JIEKAPCTBEHHBIX
CpeICTB il BETEPMHAPHOTO NPUMEHEHWs TpeOOBaHWAM IPaBWI HaleXamlel
TIPOM3BO/ICTBEHHOM MPAKTUKH COTTIACHO MPUIIOKeHHIO Ne 2 K HACTOSIIEMY MPHKa3y.

2. Ilpusharp  yTpaTHBIIMM  CHIy  Ipukas  Poccenbxo3Haasopa
oT 25 Hosa6ps 2016 T. No 865 «O6 yTBepKIEHWM METOIMKU pacyeTa MPEAETbHOro
pasMepa IUIaThl 3a OKa3aHWE YCIYTH MO WHCIEKTHPOBAHHIO IIPOU3BOAUTEIIEH
NEKAPCTBEHHBIX CPEACTB IS BETEPHHAPHOIO TPUMEHEHHUs, IPOU3BOICTBO KOTOPBIX
OCYIIECTBISIETCA 3a IIpeAeliaMu Poccuiickoii ®enepanuy, Ha COOTBETCTBUEC
TpeGOBaHUIM MMPAaBHJI HaJeKalled MPOM3BOJCTBCHHON NPAKTHKH B LEJSX BbLIAUH
3aKJIIOYEHHII O COOTBETCTBUHM IIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB A
BETEPUHAPHOTO [IPUMEHEHHS TPeOOBAHMAM IIPaBUJI HauIexallel IPON3BOACTBEHHOM
TNpakTUKW»  (3apeructpupoBad Mumntoctom Poccun 30 nexabps 2016 r.,
peructpaimoHHbIi Ne 45086).

PyKOBOJIHTeHB ‘ C. A. JlanksepT




Ipunoxenne Nel

K nmpukasy Poccenbxo3Hansopa
oT « 7 » okTs0ps 2020 . Ne 1078

MeToanka pacyeTa NpeAeabHOro pasMepa NJjaThl 3a OKa3aHHe yCJIYIrd no
HHCIIEKTHPOBAHHUIO MPOH3BOJHTE el JIeKapCTBEHHBIX CPeACTB Il
BETEPHUHAPHOI0 NPHMEHEHHs, IPOH3BOJCTBO KOTOPLIX OCYLIECTB/IAETCS 32
npeneaamu Poccniickoil @egepanun, HA COOTBETCTBHE TpeOOBaAHHSAM NPABUII
HaJJexalleil NPOU3BOICTBEHHOM NPAKTHKH B Ie/ISIX BbIIa4H 3aKJII0YeHHi
0 COOTBETCTBHH NPOHU3BOAMTE/ISl JIEKAPCTBEHHDLIX CPEACTB ISl BEeTEPUHAPHOIO
npUMeHeHus TPeGOBaHUIM NPAaBHJI HajJleKallel IPOU3BOACTBEHHOH NPAKTHKH

I. O0nIue NoJ10KeHHA

1. Hacrosiias MeToAMKa pacdeTa NpeAesIbHOIO pasMepa IUIaThl 32 OKa3aHue
YCIyTHd IO WHCIEKTHPOBAHUIO IMPOM3BOIUTENEH JIEKapCTBEHHBIX CPEICTB A
BETEPHHAPHOTO  TPUMEHEHHUs, NPOMU3BOIACTBO  KOTOPBIX  OCYIIECTBIAETCH
3a mpenenamu Poccuiickoit ®enepaliiy, Ha COOTBETCTBHE TPeOOBaHHMSIM MPAaBHII
HaJyIeXallell MPOW3BOJCTBEHHONM MNPaKTWMKH B HEIIX BbIJa49U 3aKJIIOUeHHUHA
O COOTBETCTBHH IIPOM3BOIUTENS JEKAapCTBEHHBIX CPEACTB JUIS BETEPUHAPHOIrO
npuUMeHeHHs TpeOOBaHUAM TNpaBHI HaJJIexaled NMPOU3BOIACTBEHHOH NpPaKTHKH
(nanee — Metonuka) pazpaboTaHa B COOTBETCTBMU C DefepaibHBIM 3aKOHOM
or 12 ampens 2010 r. Ne 61-®3 «O6 oOpalleHUH JE€KApCTBEHHBIX CpPEACTB)
(Cobpanme 3akoHomarenbcTBa Poccuiickoit ®enepanun, 2010, Ne 16, cr. 1815;
2020, Ne 29, cr. 4516), mynktom 25 IlpaBui opraHusalv 1 TPOBEICHHA
MHCIIEKTUPOBAHHS IPOU3BOJUTENEH JIEKAPCTBEHHBIX CPEJCTB HAa COOTBETCTBUE
TpeOOBAHMAM TIPABHJI HaIEXaleH IPOU3BOJCTBEHHOW TIPAKTHKH, & TaKKke
BBIJAUM 3aKITIOYEHHI O COOTBETCTBUM ITPOMU3BOAUTEISA JIEKAPCTBCHHBIX CPEICTB
YKa3aHHBIM TpPeOOBAHMAM, YTBEPXKICHHBIX MOCTaHOBIEHHeM IIpaBUTENLCTBA
Poccuiickoit ®enepauun ot 3 npexabps 2015 r. Ne 1314 «O6 omnpeneneHuu
COOTBETCTBHS MPOM3BOIMTENEH JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUAM IPABHIL
HajjIexallleli INpou3BOACTBeHHOM mpakTukm» (CoOpanue 3aKOHOAATENBCTBA
Poccuiickoii ®enepamun, 2015, Ne 50, ct. 7165; 2020, Ne 37, c1. 5734).

2. Meronuka ompefenseT IHOPSAJOK  pacuera  pasMepa  ILIAThI
3a OKa3aHWE YCIYTd [0 HMHCIEKTHPOBAHMIO IPOU3BOIMTEIEH JeKapCTBEHHBIX
CpEACTB IUISI BETEPUHAPHOTO IpUMEHEHUs, TIPOU3BOICTBO KOTOPBIX
ocymecTBisieTcss 3a mnpenenamu Poccuiickoid Depepanyu, Ha COOTBETCTBHE
TpeGOBAHHSM TPABIIT HaUIexallel IPOM3BOACTBEHHOM IPAKTHKH B LEJIAX BbIAYH
3aKIIOYEHUN O COOTBETCTBHH  TPOU3BOAWTENS  JIEKAPCTBEHHBIX  CPENICTB
JUIL  BETEPHHApPHOTO  MNpUMEHEHHs TpeOOBaHMSAM  MNpaBUI  HaJUIeXKallel
IIPOM3BOICTBEHHOM MPaKTUKH (Jajee - yCIIyra).
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3. OnpeneneHus ¥ TOHATHS, HUCIONB3yeMble B MeToanke, MPHUMEHSIOTCA
B 3HAYEHHAX, YyKa3aHHBIX B [IpaBHiIax oOpraHu3alu¥ W  [POBEICHUS
HHCIIEKTHPOBAHMS IIPOM3BOAMTENIEH JIEKAPCTBEHHBIX CPEJCTB HAa COOTBETCTBHE
TpeGOBaHUAM TMpPABWI HAIEXKAIEH IPOU3BOACTBEHHON TIPAKTUKM, a TaKXKe
BBIIAYM 3aKIIOYEHHH O COOTBETCTBUM ITPOU3BOAUTENA JIEKAPCTBEHHBIX CPEJCTB
yKa3aHHBIM TpeOOBaHUSM, YTBEP)KACHHBIX NOCTaHOBIeHWEM [IpaBUTENbCTBA
Poccuiickoit ®enepaiuu or 3 nmekabps 2015 r. Ne 1314 «O6 ompeneneHuu
COOTBETCTBHS NPOHM3BOAUTENEH JEKapCTBEHHBIX CPEACTB TPeOOBAHMAM IIPABHII
HaJIeXaleld Ipon3BOACTBEHHON IIPaKTUKID). '

WHble NOHATHA, MCOOJNB3yeMble B MeToauKe,  NPUMCHSIOTCS
B 3HAYEHHUIX, ONpe/IeJIeHHBIX 3aKOHONaTeNbCcTBOM Poccuiickoit Qeneparyu.

4. Ycinyra oKa3bplBaeTCs 3a CUET CPEJICTB IPOU3BOIMTENS JICKAPCTBEHHBIX
CpeNCTB  JUId  BETEPHHAapHOTO  IIPUMEHEHMS,  [IPOU3BOJCTBO  KOTOPBIX
ocylmecTBisercs 3a npefenamu  Poccuiickoi — ®enepamyu, WA €T0
YIIOJTHOMOYEHHOTO TIPEACTaBUTENA (Haliee - 3asBUTEND).

5. Llensro MeTOQ¥KY SBISAETCS OMpeelieHHe YKOHOMUUECKH 000CHOBAHHOM
IIATHI 32 OKa3aHUE YCIyTH.

I1. Pacuer pa3mepa NJIaThl 32 OKa3aHHe YCIyrH

6. Ilnara 3a oKa3zaHHE YCIYTU ONpEIENAETCS IO KaXIOMY 3asBHUTEIIO
B OTHENBHOCTH, C YYETOM IpOBEeHHs HEOOXOMUMBIX paboT, B COOTBETCTBHU
C MepeYyHeM HaMMEHOBaHMH paboT, OCYIIECTBISEMbIX NPHU OKa3aHWUH YCIYIH
o HHCIIEKTHPOBaHHUIO MIPOU3BOAUTEINEH JIeKapCTBEHHBIX CpEICTB
IJ BETEPHHAPHOrO IPUMEHEHHMs, IPOM3BOACTBO KOTOPHIX OCYINECCTBIACTCH
3a npeaenamu Poccuiickoit Penepanun, Ha COOTBETCTBHE TpeOOBaHUAM IpaBHUII
HaJJeXxalleld MPOU3BOACTBEHHON MPAKTHMKH B LENsIX BbAAYH 3aKJIIOUYEHHH
O COOTBETCTBHH IIPOM3BOAUTENS JIEKAPCTBECHHBIX CPEACTB AJIS BETEPUHApHOIO '
TIPUMEHEHUS Tpe6OBaHﬁﬂM IpaBW Haajexamield IPOU3BOJCTBEHHOW IMPaKTHKY,
c ykazaHueM (GaKTHUECKOH TPYMOEMKOCTH WX BBIIOJIHEHUS, IPUBEJCHHOM
B mpunoxesnu Ne 1 kK Metozyke, 1 5KOHOMUYECKH 000CHOBAHHBIX MaTEepHANbHBIX
¥ TPYAOBBIX 3aTpar.

7. Pacuer pasMepa IiaThl 3a OKa3aHHe YCIyrH (Janee - CTOMMOCTB)
onpeenseTcs 1Mo clexylomen gopmyie:

C=txCsx (1 + (Ku3 + Kxp)/100) + Cxp, rze:

C - CTOMMOCTb, py0., 6e3 yueTa Hasiora Ha fobasienHyto croumoctb (HIC);

t - TpyHOEMKOCTb paGoT (dei/dac.), KOTopas ONpEAENseTcs CyMMapHOHU
IUTMTEIBHOCTEIO  OCYIIECTBIEHHS paboT  CIENUAIMCTOM — YIOJHOMOYEHHOTO
VUpexKEHHs B KaXIOM KOHKPETHOM CIIydae B COOTBETCTBHHM C IpuiIoXeHHeM Ne 1
K MeTtoauke; ,

C» - CTOMMOCTHas OIIEHKAa OIHOTO dHaca paboTbl OJHOIO CHELHaKCTa




YIIOMHOMOYEHHOr0  ydUpexiaeHus,  pyO./dem/dac. (¢ ydeToM  Beex
KOMIIEHCAI[HOHHBIX ¥ CTUMYJIMPYIOLIMX BBIIIAT, BEIILUIAYMBAEMBIX B COOTBETCTBUH
¢ 3aKOHOZATENbCTBOM Poccuiickoli Oenepanun);

Ku3 - ko3QOHLIHEHT HAYHCIeHWH Ha 3apabOTHyIO IUIATy CIEIMAINCTa
YIOJHOMOYEHHOTO YYpeXIeHUs B COOTBETCTBMM C  3aKOHOJATEIBCTBOM
Poccuiickoii ®enepanuy, B IPOLIEHTAX;

Kkp - K03 (HHULHEHT KOCBEHHBIX PacX00B YIIOJHOMOYEHHOTO YyUPEK ICHHS,
KOTOpbI€ HEBO3MOXHO OTHECTH HAIpsAMYyIO K 3aTpaTaM, HeEOCPEACTBEHHO
CBS3aHHBIM C OKa3aHHEM YCIYTH, B IPOLCHTaX;

CKkp - KOMaHAWPOBOYHBIE pacXoflbl, HENOCPEICTBEHHO CBS3aHHbIC
C OKa3aHWeM YCIyTH, pyo.

8. CroMMoOCTHas OIleHKa OIHOTO dYaca pabOTBl OJHOIO CICIHAIUCTA
YHOIHOMOUYEHHOTO yupexaeHus (Ca) onpezensercs o popmyne:

C»s = 3llocH.c.M. / H, Tre:

3llocH.c.M. - cpeaHeMecsyHas 3apaboTHas IIaTa OJHOIO CIEIUAMCTa
YIIOMTHOMOYEHHOTO YUPEXAEHHs, yUaCTBYIOIIET0 B OKa3aHUK yCIyTH, Py0./den.;

H - cpemusis HOopMa pabodero BpEeMEHH 3a MeCHl, ompenesemMas
KaK yTBepXJeHHas HopMma pabodero BpeMeHH B rozy (mpu 40-gacoBoil pabodueii
HeZene), Korja IpeocTaBisgeTcs yCiyra, AeleHHas Ha 12 Mecsues.

[epeuyensr mpouexyp (paboT), BHINOJHSEMBIX B XOJ€ OKasaHUA YCIYTH,

npejcTaBiieH B npuioxeHuH Ne 2 k MeTtoauke.

9. K KOCBEHHBIM pacxojaM YIOJIHOMOYEHHOIO YUYPEKIEHHs, KOTOpPHIC
HEBO3MOXKHO OTHECTH HaIpsSMyl0 K 3aTpaTraM, HEIOCPEICTBEHHO CBS3aHHBIM
C OKa3aHMEM YCIYIH, YYHTHIBaeMbIM INIpH pacyeTe KO3QHIMEHTa KOCBEHHBIX |
pacxo0B (Kxp) ynoIHOMOYEHHOTO YYPEXKICHHUS, OTHOCATCS:

- (dakTuueckue 3aTpaThl Ha oriaTy Tpyza
aIMHHHMCTPATHBHO-YIIPaBIEHIECKOr0 M BCIIOMOraTENbHOrO MEPCOHANa, BKIIOYas
HA4YKCIIEHHs Ha 3apabOoTHYIO IUIaTy, HEIOCPEACTBEHHO CBA3AHHOTO C OKa3aHHEM
YCIIyTH;

- ¢axTuyeckie OOIIEXO3IUCTBEHHBIE 3aTPaThl, BKIIOYAIOLIME 3aTPaThl -
Ha KOMMYHAQJBHBIE YCIYTH, 3aTpaThl Ha YCIYTH CBS3H, TPaHCIIOPTHBIE YCIYyTH,
yciayrd 0aHKOB, 3aTpaThl Ha NpPHOOpPETEHHE MATepUANbHBIX 3allacoB, 3aTPaThl
Ha YCIYTH B 0071acCTH MH(POPMALMOHHBIX TEXHONOTHI, IIPOYME PacXoisl (Hajuee —
00IIeX03siiCTBEHHBIE 3aTPaThl) HEMOCPEICTBEHHO CBs3aHHbIE C OKa3aHHEM
yCIIyTH;

- aMopTM3al¥a 3aHMi, COODY)XEHHH U IPYyrHX OCHOBHBIX (OHIIOB,
HETIOCPEICTBEHHO CBSI3aHHBIX C OKa3aHHEM YCITyTH.

Kos(pduiupeHT KOCBEHHBIX pacXoIOB YIOJHOMOYEHHOTO YYPEXICHHs,
KOTOPEIE HEBO3MO)XKHO OTHECTH HAIpAMyIO K 3aTparaM, HeNOoCpPEACTBEHHO
cBsi3aHHBIM ¢ okasanweM ycnyrd (Kxp), ompezensercs MIpONOPLHHAOHATBHO
(copasmepHO) 3aTparaM Ha OIUIATy TpyJa CIEIHUAIKCTOB YIOJHOMOYEHHOIO
yUpEXKIEHHs, HEMOCPEACTBEHHO YYaCTBYIOUIMX B IpOLecce OKasaHUA yCIyrd,
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M PpacCUMTHIBAETCS HA OCHOBAHWM OTYETHBIX JAHHBIX 33 IPENIIeCTBYIOLIMM
nepuo/ mo ¢popmyie:

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

Kkp - k09hGHIHEHT KOCBEHHBIX PACXO0B yIIOJHOMOYEHHOIO YIPEXKACHMUS,
KOTOpble HEBO3MOXKHO OTHECTH HAmpsMYyIO K 3arTpaTaM, HemOCPEeACTBEHHO
CBSA3aHHBIM C OKa3aHHEM YCIYTH;

3llayn - bakTuyeckue 3aTpaThl Ha OILIaTy TpyZa
aJIMHHUCTPATHBHO-YIIPAaBIEHYECKOrO 3| BCIIOMOTaTeILHOIO nepcoHarna,
BKJIIOYash HAYMCIEHHMS Ha 3apa0OTHYIO IIIaTy, HEIOCPEACTBEHHO CBSI3aHHOTO
C OKa3aHHMEM YCIIYTH, 3a NPEAIIeCTBYIOMUH nepuos, pyo.;

30x - (akTHyeckue OOIIEXO3AHCTBEHHBIE 3aTPaTHI, HEO00XOIUMEIE
IJIs OKa3aHMs YCIIyTH, 3a Tpe/IecTBYIOLME epros, pyo.;

3aM - cyMMa aMOpPTH3alliH 3JaHMi, COOPYXEHHH H JAPYrdX OCHOBHBIX
(GOHIOB, HEMOCPEACTBEHHO UCIIONB3YEMBIX IJIA OKa3aHWS YCIYTH, ONpPEeAeIseTcs
HCXOO M3 OalaHCOBOM CTOMMOCTH OOOpYAOBaHHS W TI'OJOBOM HOPMBI
aMOpTH3alLluH, pyo.;

3[1p - cymmapHsii GOHA OMIATHl TpyJa 3a IPENIIECTBYIOIINNA IEPHOA
CHELHATMCTOB YIIOMHOMOYEHHOTO YUpeXKACHHS, 3aHATHIX OKa3aHHUEM YCIYTH, PYO.

10. KoMaHIMpOBOYHbIE  PacXOnbl,  HEIOCPEIACTBEHHO  CBA3aHHBIC
¢ okaszanueM yciuyru (Ckp), onpeensorcs 1o Gopmyie:

Cxkp = Popoesn + Ppox + Pcyt + Ppou, rae:

Prnpoesn - pacxompl Ha Ipoe3]] OJHOIO CIEHAMCTa YMOJTHOMOYEHHOIO
yUpEeXIEHHUs IS OKa3aHHs YCIyTH U o6partHo, pyo.;

Pripoxx - pacxoAbl Ha IPOKUBAHWE OJHOTO CIIELHUAIMCTA YIOTHOMOYEHHOTO
YUpEXICHHUS BO BpeMs OKa3aHHUs YCIyTH, pyo.;

Pcyr - pacxoipl Ha BBILIATy CYTOYHBIX OJHOMY  CIICHHAIMCTY |
YIIOMTHOMOYEHHOTO yUPEXKICHHS Ha BpeMsl OKa3aHUs yCIyTH, py6.;

Pripod - npouyre KOMaHAUPOBOYHBIE PACXO/IBI, HETOCPEICTBEHHO CBA3aHHBIE
C OKa3aHHeM YCIIyTH, pyo0.

Pacxosl Ha MPOE3[ OJHOrO CHEIMAIMCTa YIOTHOMOYEHHOTO YYPEXKICHUA
OIS OKazaHMs yciayrd u oOpartHo (Prmpoesm) ycTaHaBIMBaroTCs B pasMepe
(baKTHUECKUX PacXoJi0B, IOATBEPKIEHHBIX MPOE3AHBIMU JOKYMEHTaMU:

- JKeJEe3HOJOPOKHBIM TPaHCIOPTOM - B KYINEWHOM BaroHe CKOpPOro
MACCaXXKUPCKOI'o MOe3/a,;

- BOJHBIM TPAHCIOPTOM - B KalOT€ V I'PYIIBI MOPCKOTO CyAHA PEryJIApHBIX
TPaHCMNOPTHBIX JIMHUIA ¥ JHHUH C KOMIUIEKCHBIM OOCIy)XHUBaHHEM IacCaXUpOB,
B KajoTe Il KaTeropuu peYyHOro CyIHa BCeX JMHHH cooOmeHus, B Kaiore I
KaTeropyuH CyAHa IapOMHOMH MepenpaBkl;

- BO3JYUIHBIM TPAHCIIOPTOM - B CaJIOHE 3KOHOMHUYECKOI0 K/Iacca;
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- aBTOMOOMIILHBIM TPAHCIIOPTOM - B aBTOTPAHCIIOPTHOM CpPeICTBE OOIIEro
MOJIb30BaHUS.

Ilpp  OTCYICTBHM  TPOE3AHBIX  JOKYMEHTOB,  IOATBEPKAAIOIIUX
IPOU3BEICHHBIE PAaCXOMbl, B pa3Mepe MUHUMAIBHOW CTOMMOCTH IIPOE3/a:
- JKEJIe3HOMOPOXHBIM  TPAHCIOPTOM - B IITalKapTHOM  BaroHe

TIACCXUPCKOTO MOE3/1a;

- BOJHBIM TPAHCIIOPTOM - B KaioTe X IPYIIIE MOPCKOTO CyIHA PETYIAPHBIX
TPAHCIIOPTHBIX JIMHUM W JIMHUHA C KOMIUIEKCHBIM OOCITY’>KHBaHUEM I1aCCAXKHPOB,
B karore III kareropuu pevHOro CyIHa BeeX JIMHUHM COOOIEHNS;

- BO3IYUIHBIM TPaHCIIOPTOM - B CaJIOHE S3KOHOMUYECKOTO KJIacca;

- aBTOMOOMJIBHBIM TPaHCIIOPTOM - B aBTOOycCe 00ILEro THIIa.

Pacxompl Ha TPOXXKMBaHWE ONHOTO CHELHUAUCTa  YITOJHOMOYEHHOI'O
yUpeXaeHHs BO BpeMs okasaHus ycayrn (Pmpox) (kpoMe  ciydas,
KOrJa HampaBJeHHOMY B KOMaHAUPOBKY CIIEIMAIHMCTY YIOJTHOMOYEHHOTO
VUPEXACHHUS TMpenoCcTaBisiercss OeclulaTHOE TOMEIIEHUE) YCTaHABIMBAIOTCH
B pasMepe (aKTHYECKHMX pacXofOB, IOATBEPKAECHHBIX COOTBETCTBYIOLIMMU
JOKYMEHTaMH, MPHU 3TOM KaTeropus TOCTHHHUIEI HE JOJDKHA IPEBBIIIATH YPOBEHb
3* B ciy4ae OTCYTCTBHS KaTerOpHH TIOCTHHMIBI YpoBHS 3*, TO Karteropus
TOCTHHHMIBI HE JOJDKHA TIPEBBILIATh yPOBEHb 4%,

Pacxomsl Ha IIPOXMBAHHE OJHOTO CHELUHUAIKMCTA YIOJHOMOYEHHOTO
yupexJaeHuss BO BpeMms oOkazaHus yciayrh (Pmpox) He MOTyT MpeBbILNIATh
IpeaeSbHBIX HOPM BO3MEIIEHHSA PacXo0B II0 HaWMy JKHJIOrO IOMELICHHs IpH
CIyXeOHbIX KOMaHIUPOBKAaX Ha TEPPUTOPUH HHOCTPAaHHBIX TOCYNapCTB
denepanbHEIX  TFOCYAAPCTBEHHBIX — IPaXITAaHCKHX — CIyXallMX, pabOTHHKOB,
3aKIFOUMBIIMX TPYAOBOM JOroBOp O paboTe B (efepanbHBIX TOCYAapCTBEHHBIX
oprafax, paGOTHHMKOB TrOCYJapCTBEHHBIX BHEOIOKETHBIX (oHIOB Poccuickoi
depepanuy, (¢eaepalbHBIX TOCYJapCTBEHHBIX YUPEKICHHUH, YTBEPXKACHHBIX
noctaHoBlIeHHeM [IpaButenscTBa Poccuiickoit ®enepanuu ot 22 asrycra 2020 r.
Ne 1267 (Cobpanue 3akonomarensctBa Poccuiickort ®enepanmu, 31.08.2020,
Ne 35, cT. 5570).

Pacxonsl Ha BEIIATY CYTOYHBIX OJHOMY CIIELHAIMCTY YIIOJTHOMOYEHHOTO
yupexaenus (PcyT) ycTaHaBIMBaIOTCA: Ha Tepputopuu Poccuiickoit Denepanun
B pasmepe He Gonee 700 pyOnel 3a KaxIblil JeHb HAXOXAECHUS B KOMaHIMPOBKE
Ha OCHOBaHMM myHKTa | crateum 217 wyacTm Bropod HamoroBoro xozmekca
Poccuiickoii ®enepaimu (Cobpanne 3aKoHOAATENbCTBA POCCHICKOM ®enepanuy,
2000, Ne 32, cr. 3340; 2019, Ne 25, cr. 3167), a 3a mpelnenamMd TEppUTOPUH
Poccuiickoii ®efepaiiii B MHOCTPAaHHOH BaliOTe B pa3Mepe, yCTaHOBICHHOM
B COOTBETCTBHH ¢ IpwioxeHueM Ne 1 K mocraHoBneHuio IlpaButenscrBa
Poccuiickoit ®enepamun ot 26 nexabps 2005 r. Ne 812 «O pasmepe u nopsake
BBIIUIATHl CYTOYHBIX B MHOCTPaHHOH BamioTe M HaA0aBOK K CYTOYHBIM
B HMHOCTPAaHHOM BaliOTe NPHU CIY)KEOHBIX KOMaHIWPOBKaX HA TCPPHTOPHU
MHOCTPAHHBIX TOCYAApCTB pabOTHHKOB, 3aKIIOYHMBIIKMX TPYAOBOH HOTrOBOP
o pabGote B (QeepalbHBIX TOCYJapCTBEHHBIX OpraHaX, pabOTHHKOB
rOCYJApCTBEHHBIX  BHeGOKeTHBIX  ¢onnoB  Poccumiickoii  Denepauuy,




6

(eepalbHBIX TOCYAApCTBEHHBIX yupexaeHuin» (CobOpaHHe 3aKOHONATENHCTBA
Poccuiickoii @enepauun, 2006, Ne 2, cr. 187; 2019, Ne 30, ct. 4319; 2009, Ne 1,
cT. 147) B 3aBUCUMOCTH OT CTPaHbI HA3HAYECHUSL.

[Mpourie KOMAaHIMPOBOYHBIE pPACXOJbl, HEMOCPESACTBEHHO CBS3aHHbIE
¢ okazanueM yciayrd (Pmpod), BKIIOYAIOT JOKYMEHTAJIBHO MOITBEPXICHHUE
3aTpaTsl Ha:

- OpOHHpPOBaHHE aBHa- U XKEJIE3HOOPOXKHBIX OUIIETOB;

- OpoHMpOBaHHE FOCTUHHMIL;

- odopmiicHHe 3arpaHMYHOTO I[IacTiopTa, BHU3 M JPYTHUX BBIE3JHBIX

JOKyMEHTOB,;
- CTpaxoBble B3HOCHI Ha 00s3aTelbHOE JIMYHOE CTPAXOBAaHHE IACCaXXUPOB
Ha TpPAaHCIIOPTE;

- 00s3aTeIbHOE MEUIIMHCKOE CTPaXxOBaHUE;

- OIIATy yCIyT TI0 OQOPMIIEHHIO IIPOE3IHBIX JOKYMEHTOB;

- 00s3aTeIbHBIE KOHCYJIBCKHE U a3pOJPOMHBIE COOPHI;

- pacXoibl 3a MOJIb30BaHME B IOE3/]aX NOCTENbHBIMU NPHHAAICKHOCTIMU,;

- cOOpHI 3a MPaBo Bhe3a WM TPAH3UTA ABTOMOOMIBHOTO TPAaHCIIOPTA;

- HUHBIE 00s3aTeNbHbIe IJIaTeXH U COOpHI.

11. MaTepI/IaJ'II)HBIe 3aTpaThl, HETIOCPEACTBCHHO BO3HHUKAIOIUE B IIPOLECCE
OKa3aHMs YCJIYTH 1 HE BKIIIOYCHHBIC B paciue€T pa3Mepa IUIaThl 3a OKa3aHHC yCIIyIry,
OIINMAYHBAIOTCA 3asABHTCIICM.

Pa3Mep ATl 3a OKa3aHHE YCIYIrH € Y4Y€TOM MaTCpHUalIbHBIX 3aTpart,
HEMOCPEACTBCHHO BO3HUKAIOIMX B IIPOLECCE OKazaHusA YCJIYrd, HE NOJDKCH
NpEeBBIIATE NPEACIIEHOTO pasMepa IJIaThl 38 OKa3aHUC yCIyIr'd. :

HepequL MaTepHaIbHBIX 3aTpar, HENOCPEACTBEHHO BO3HHKAIOIIHUX
B IIpoLeCCe OKasaHus yCityI'i:

- TPAHCIOPTHBIC pacxoAbl IIPHA BBIC3C HA HWHCICKTHPOBAHHE II0 MECTY
PacIojIOKEHUA HHCHeKTpreMOfI HpOI/IBBOHCTBeHHOﬁ TUIOIIAAKU, IpU YAAJICHHOM
NPpOXHUBAHHUU OT MECTA IPOBECACHUA HHCIICKTUPOBAaHHA,

- pacxoibl, BO3HHUKAIOIIHE B pPE3YJbTATE IIEPEHOCA CPOKOB IMPOBCACHHA
HWHCIICKTUPOBAHHUA 10 MHHUIUATHBE 3asABUTCII, a UMCHHO! IIITpa(bHBIe CaHKIHNH,
CCPBHUCHBIC M KOHCYJILCKHE C60pBI, C60p CHCTCMEI IIO aBI/Ia6I/IJ'IeTaM, CTOUMOCTHB
YCIIyT TPEThHUX JIMI MO OpraHu3anii KOMaHIHPOBOK.

12. TlepecmoTp pa3mMepa IUIATHI 32 OKa3aHKE YCIYTH OCYILECTBISETCA OAUH
pa3 B rog ¢ 1 ampens Tekyulero (puHaHCOBOTO rofia, ¢ y4€TOM yCTaHOBJICHHOTO
denepaibHEIM  3aKOHOM O (enepalbHOM OMOKeTe Ha COOTBETCTBYIOIIHI
(MHAHCOBEIM T0J[ MPOTHO3HOTO YPOBHSA MHQIIALKHY, a TaKKe B Clyyae M3MEHEHUS
HOPMATUBHOM 0a3bl.




ITpunoxenue Ne 1

K Metoguke pacyera MpeAeIbHOIO
pasMepa IUIaTBl 32 OKa3aHHE YCIYIH
110 MHCIEKTUPOBAaHHUIO IPOU3BOAMTENEH

JIEKapCTBEHHBIX CPEICTB ans
BETEPUHAPHOTO IpUMEHEHUS,
MIPOU3BOJCTBO KOTOPBIX
OCYILECTBIISIETCS 3a nmpeaenamMu
Poccuiickon Oeneparuu,
Ha COOTBETCTBHE TPeOOBaHMIM IIPaBHII
HauIeXxalen IPOU3BOJACTBEHHOU
MPaKTHKH B HEJAX BBIJAYU 3aKIIOUEHHH
0 COOTBETCTBUU MIPOU3BOAUTENSA
JeKapCTBEHHBIX CpeACTB

IJIi ~ BETEPUHAPHOIO  IMPHMEHEHU
TpeOOBaHUAM MpaBWJ  HaJJIeXKalleH

MTPOU3BOACTBEHHOU MIPaKTUKH,
YTBEPKIACHHOU MIPUKA30M -
Poccenbxo3nanzopa
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HanmeHnoBaHus pabor,

OCYILECTBISEMBIX TIPH OKa3aHNH YCIYTH 10 HHCIIEKTHPOBAHHIO
IPOHM3BO/IUTENEH JIEKAPCTBEHHBIX CPEJCTB IJIs1 BETEPHHAPHOIO IIPUMEHEHH,
IIPOM3BOJCTBO KOTOPHIX OCYILECTBISETCA 3a IpeAenamu Poccuiickon
®enepanun, Ha COOTBETCTBUE TPEOOBAHMAM MTPaBHJ HaJJIEKAIIEH
IPOM3BOACTBEHHOMN MPAKTHUKH B LIENAX BBIIAYH 3aKIOUYEHHH O COOTBETCTBHU
IPOU3BOAUTEIS JIEKapPCTBEHHBIX CPEJICTB JUIsl BETEPUHAPHOIO PHMEHEHHS
TpeGOBaHKAM TIPABII HaIeKalell IPON3BOICTBEHHON IPAKTHKH, C yKa3aHHeM
(haKTHYECKOH TPYJOEMKOCTH UX BBIIIOIHEHHUS
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1. IpunsiTHe peuieHHns Mo 3asiBKe HA OKa3aHHMeE YCJIYIH 110 HHCIIEKTHPOBAaHHIO
NPOU3BOANTEICH JeKAPCTBEHHbIX CPEACTB [Jsl BETEPHHAPHOrO NPHMEHEHHS,
HPOH3BOJACTBO KOTOPHIX oOcCyllecTBJsieTcsi 3a mnpeaesamu  Poccuiickoi
®denepanid, HA COOTBeTCTBHEe TpeGOBaHHAM  MNpaBHJ  HaMJIexamiei
NPOU3BOACTBEHHON MPAKTHKH B IeJAX BbIAa4H 3aK/JII0YEHHH O COOTBETCTBHH
NPOHU3BOANTE]IA JIEKAPCTBEHHBLIX CPEACTB AJf BETEPHHAPHOr0 NPHMEHEHHS
TpeGOBaHHSAM NPABHJI HaJJIeKallell NMPOH3BOACTBEHHOH NpPaKTHKH (aajee —
y¢JIyra, HHCEKTHPOBAHHKE)

1.1 TlpueM n perucTrpaunus 3asiBJICHHSA
U NpeJOoCTAB/JIeHHOH 3asiBHTEIEM 110 207
AOKYMEHTAIHH:

1.1.1 nocmynnenue 0OKyMeHmoe 6
YROAHOMOYEHHOe Yupedcoenue; 21-30
1.1.2 nposepxa komnnekmrnocmu
nakema OOKYMEHMOE CO2NIACHO ONUCU; 1

1.1.3 pecucmpayus 0oxymenmoe 6 31-40
cucmeme 00KymeHmoobopoma
YHOTHOMOYEHHO20 YUPENCOEH U,

1.1.4 nepedaua doxymenmoe 6
NpogunbHbIL OMe YNOTHOMOYEHHO20
YUpeHCOeHUs.

41 -50

1.2 Ha3zHayeHHE OTBETCTBEHHOIO
HCHOJIHHTEJIA HAYAJILHHKOM

*)
npo¢uJILHOro OTARIA 1o 20 11




YINOJHOMOYCHHOI'0 YYPECKACHHA H
YTBEPKACHHC KOMHCCHH:

1.2.1 noozomoeka npoexma npuxkasa o
CO30aHUU KOMUCCUU UHCNEKMOPOS;

1.2.2 coznacosarnue u ymeepoicoerue
npuKaza o co30anuy KOMUCCUU
UHCNEKmMOpO8;

1.2.3 enecenue omeemcmeeHHviM
UCNOTHUMeNeM UHOCMPAHHO20
Npou3800Umens 8 2paguK NPo6eoeHUs
uHcnexmuposeanus (danee-2pagpux).

21-30

31-40

41 -50

1.3 PaccMoTpenue 3asiBJICHHUA,
CONMPOBOJUTEILHBIX JOKYMEHTOB:
1.3.1 OCHOBHOE docve
NPOU3BOOCMBEHHOU  NAOWAOKU  HA
PYCCKOM Ai3bIKe;

1.3.2 0annvie pecucmpayionHo20 00Cve;

1.3.3 ceeoeHUs 0 BbISBNICHHBIX
Hecoomeemcmeusx Kayecmea
JIeKAPCMBEHHBIX cpedcms
YCMAHOBNEHHVIM MPebo6aHuaM, 6 Mom
yucne 00 om3vige JIEKAPCMBEHHbBIX
cpedcmes u3 2paxcoancko2o obopoma 3a
nepuoo He meHee 08YX Jem 00 NOOAHU
3a461€HUS,;

10 207

21-30

160

2/3

320/480




1.3.4 KOnUs/uu JUYEH3UU/ U,
8bIOAHHO/ bie YHOTHOMOYEHHBbIM
op2aHomM cmpanvl  3aseumens  (unu
OOKYMeHma/08, Ha OCHOBAHUU
KOMOPO20/KOMOPbIX 3aseumens
ocywecmensiem  OeAmenbHoCms  NO
Npou3800cmey JIeKAPCMEEHHBIX
cpedcms), U ee/ux nepeeood HA PYCCKUu
A3bIK, 306epeHHble 8 YCMAHOBNEHHOM
nopsoke;

1.3.5 usyuenue nepeuns npoOyKmos,
NpoOU3B0OUMBIX Ha naowaoke
3aseumenem,

1.3.6 omuemwr no ¢apmaxonaozopy
(MOHUmMOpuH2 bezonacnocmu
NIeKAPCMEEHHbIX cpeocms) Ha
oguyuanvHom caiime
Poccenvxosnaosopa 6 ungopmayuonro-
MeNeKOMMYHUKAYUOHHOT cemu
«HUnmepremy,;

1.3.7  nanpaenenue  cpaguka 8
Poccenvxosnadsop Ha coenacoeanue;

1.3.8  nonyuenue - coanaco6aHHO20
epaghuxa uz Poccenvxosnaosopa;

1.3.9 pasmewenue  co2raco8anHHO20
zpajguka Ha oguyuanvHom  caime
VNONIHOMOYEHHO20 — YYPEJUCOeHUs 6
UHDOPMAYUOHHO-MENEKOMMYHUKAYU-
oHHoU cemu « Humeprem.

31-40

41-50

1.4 IloaroroBka H NOANHCAHHE
NPOeKTAa COrIalIeHHs C 3aBHTEJIEM

10 20"

21-30

31-40

41 -50

32

32

1.5 IHoaroroBka mJIaHa
HHCIIEKTHPOBAHHA:

10 20

16

2/3

32/48

1.5.1 ydanemHocme u mpaHcnopmuas
00CMYNHOCHb;

21-30

36

2/3

72/108




1.5.2 xonuuecmso, ¢opmer evinycka u
munvl  JIEKAPCMBEHHBIX cpeocmes,
3A61EHHBIX K UHCNEKMUPOGAHUIO,
1.5.3 Kxonuuecmeo uHCheKmupyembvix
06vexmos 8 pamkax OOHOU
NpOU3800CMBEHHOU NIOWAOKY, 31-40 56 2/3 112/168
1.5.4 pescuma pabomor npednpusmus,
1.5.5  kanenoapmvie oco6ennocm.u 41 - 50 20 3 160/240
Ccmpantvl, 20e HAX0OUMCs NPeonpuUsmue,;
1o 20
1.6 CornacoBanne Hu yrBepxaenue | 21 - 30 16 /3 32/48
JIaHA HHCIEKTHPOBAHHS 31 - 40
41 -50
mo 207 236 1(2/3) 428/620
7 21-30 256 1(2/3) 468/680
TOrOo:
31-40 276 1(2/3) 508/740
41 -50 300 1(2/3) 556/812
2. UHcneKTHpPOBaHMeE.
2.1 Boinonnenne pabot no | o 20" 8 2/3 16/24
HHCIIEKTHPOBAHHIO Ha  IUIOMAAKe )~ 24 23 43/72
3asBuTeasn (cOOp [OaHHBIX, OCMOTp
NPOU3BOACTBEHHBIX MOMEIIEHHH) M 31-40 6 2/3 112/168
3aKJIIOYHTe/IbHbICe MepPONPHATHS 41 -50 &0 2/3 160/240
no 207 8 2/3 16/24
21-30 24 2/3 48/72
Hroro: 31-40 | 56 2/3 | 112/168
41 -50 80 2/3 160/240
3. IloaroroBka HTOrOBOro HHCNEKIHOHHOIO OTYeTa MO pe3yJjbTaTaM.
BbI€3IHOT0/I0KYMEHTAPHOI0 ) HHCNEKTHPOBAHHS
207
3.1 o6pabGoTka H aHAJH3 Pe3yIbTATOB o
HHCIEeKTHPOBAHHS c nejaso | 21 -30
MOArOTOBKH HMHCIEKIHOHHOIO OTYeTa 80 2/3 160/240
mo pesyabratam BhiesaHOro/moky- | 31 -40
MEHTAPHOI0 HHCIEKTHPOBAHHS. 41 - 50
10 20"
32
21-30




3.2 CocranJjieHue HTOroBOIo | 31 -40
HHCHEKIIHOHHOTO oTYeTa no
pe3yJIbTATAM HHCNIEKTHPOBAHMS. 41-50
33 ®opmupoBaHHe nakera | 20 207
JOKYMEHTOB no pe3yJjbTaTam
HHCNIEKTHpPOBaHHus, mnepegadya ux B | 21-30
PoccenbXxo3Haa30p H  HanpaBJIeHHE 24 1 24
3afiBUTE/IO0 uTorosoro | 31 -40
HHCIEKIHOHHOTI0 OoT4YeTa no
pe3y/ibTaTaM HHCNIEKTHPOBAaHHUS. 41 - 50
10 20"
n 20-30 1 36 | 123) | 2161296
Tore 3-40 (23)
41 - 50
n0 20" 380 1(2/3) 660/940
21-30 | 416 1(2/3) | 732/1048
BCET'O:
31-40 | 468 1(2/3) | 836/1204
41-50 | 516 1(2/3) | 932/1348

*) HCIIONB30BAaHHE KOJWYECTBA Mponexyp A0 20-TH NPHMEHHMO TOJIBKO B XOJ€
HOCJIEAYIOMEr0 WHCIEKTHPOBAaHUS IIPOM3BOAMTENEH JEKApCTBEHHBIX CPEACTB C y4ETOM
TpeICTABIEHHBIX KOPPEKTUPYIOMUX U NPeIyNPEXAatouX ACHCTBHH.

*%)  JIOKyMEHTapHOE HHCIEKTHPOBaHME [POM3BOAWTCA IPH  HOCIEAYHOIIEM
HHCIEKTHPOBAHHH MPOW3BOJAMWTENCH JIEKAPCTBEHHBIX CPEACTB, TOJNBKO 10  PEHICHHIO
YIOJHOMOYEHHOTO  YUPEXJIEHHS, ¢ y4eTOM MPEACTABICHHBIX  KOPPEKTHPYOUIMX
U IpeyNpeKTalonuX AeHCTBHIMA.




[Tpunoxenue Ne 2
K Meroauke pacdera IpenenbHOTO
pa3Mepa miaThl 3a OKa3aHUE YCIYTd

I10 HHCIICKTUPOBAHHIO
HpOI/I3B0,Z[I/ITeJ'I€I71 JCKapCTBCHHBIX
CpeEACTB JJISA BETCPUHAPHOT'O

IIPUMCHEHHA, TIPOU3BOACTBO KOTOPLBIX
OCYLICCTBIIETCS 3a npeaciiaMu

Poccutickon Qenepanun,
Ha COOTBETCTBHE TpeGOBaHUAM
MPaBUII HaJuIeXxanei
MPOU3BOACTBEHHOM NPAKTHUKHU B LENAX
BBIJIAYH 3aKJIIOUYEHUM
O  COOTBETCTBHM  IMPOU3BOAUTEISL
JIEKapCTBEHHBIX CpeacTB JUISE
BETEPHUHAPHOIO MIPUMEHEHUSA
TpeGOBaHMSAM MpPaBUIl HAIEKAIIECH
IPON3BOJICTBEHHOMN MPaKTHKU,
YTBEPXKIAECHHON HpUKa30M
Poccenpxo3naazopa
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Tlepeuens mpornenyp (paboT), BEIIOIHIEMBIX B XOJI€ OKa3aHUA YCIIyTH
10 HHCIIEKTHPOBAHUIO TPOU3BOUTEIIEH JIEKAPCTBEHHBIX CPE/ICTB
IUTS BETEpUHAPHOTO IPUMEHEHHUS, IIPOU3BOACTBO KOTOPHIX OCYIIECTBIIACTCS
3a mpeaenamu Poccuiickoit denepaniy, Ha COOTBETCTBUE TPEOOBAHHSAM IIPABHII
HaIeXallei MpOU3BOJACTBEHHOM MPAKTUKHU B LIEJISIX BBIAAYH 3aKIIOYCHUN
0 COOTBETCTBHH IIPOM3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB Il BETEPHHAPHOTO
HpUMEHEHHUS TpeOOBaHMUSM MPaBHII HaJUleKallel MPOU3BOACTBEHHON MPAKTHKH

Ilpoueaypsl  BBIE3JHOTO/HOKYMEHTapHOro**)  HMHCIEKTUPOBAaHMS  NPOM3BOAUTENCH
JIEKApCTBEHHBIX CPEICTB IUI1 BETEPUHAPHOIO IPHMEHEHHS, IPOU3BOJACTBO KOTOPBIX
oCyIIECTBJIseTCA 3a npefenamu Poccuiickoil Denepaniy, Ha COOTBETCTBHE TPeOOBAHUAM
IpaBWI HAUIeKAIIel NPOU3BOJACTBEHHOM NpPaKTUKM B LEIAX BBIAYM 3aKIIOYCHUH
O COOTBETCTBHMHU TPOU3BOAMUTEINS JIEKAPCTBEHHBIX CPEICTB Il BETEPHMHAPHOIO MPUMECHEHH
TpeOOBaHUAM IIPaBHII HaJjexauiei MIPOU3BOACTBEHHOH TIPaKTUKU
(majiee — MHCIIEKTUPOBAHUE)

1. OcHOBHBIE MPOLEYPHI HHCIIEKTUPOBAHHUS

1 | BROJIHOE COBEIAHKE.

I/IHCHCKTI/IpOBaHI/Ie HpOPI3BOI[CTB6HHOI>i INIOIMA KA

2 | IIpoBepka ckiaga Chipbs, MaTEpHaTIOB U IMeyaTHOH mpoAyKuuu. OIEHKa CHCTEMBbI
IIPUEMKH, XpaHEHUs], IBHKCHUS ChIPhS, MATEPHANIOB, IIEYaTHOM PO Xy KKK (IIPHEMKa,
KapaHTHHHOE XPaHEeHHe, MapKUPOBKa, OTIYCK B Mpou3BoAcTBO). Cucrema otOopa
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1po6 (TIOMEIEH s, HHCTPYMEHTapHii U1 0T60pa Ipo0, HCIONB3YEMbIE POLEIYPEL).
30HBI XpaHeHHs: OTOPaKOBAHHEIX CHIPBS, MaTepualioB. KapTupoBaHue 30H XpaHCHHS.
IIpoBepka JOKyMEHTAlMH OTHEIOB MATePHAIBHO-TEXHHYECKOTO CHAOKEHH,
CKJIaJICKOTO X034CTBA ¥ JIOTHCTHKH.

[IpoBepka ckimaga roToBoii mpoaykuuu. OLEHKa CHCTEMBI NPUEMKH, XPaHCHMA,
JBIDKEHUSI TOTOBOM TMPOXYKUMM (IPHEMKA, KapaHTHHHOE XpaHCHUE, MapKUpPOBKa,
OTIYCK B peaiu3aiuio). 30HBl XpaHEHHMs OTOPaKOBaHHOW, OTO3BAaHHOI,
BO3BpalIeHHON npoaykimu. KapTupoBaHue 30H xpaHeHus. [IpoBepka JOKYMEHTallN
OTHEIO0B  MATEPUATBHO-TEXHAYECKOTO  CHAOJKEHMs,  CKIAICKOro  XO03fiCTBa
Y JIOTHUCTHKH.

[IpoBepka MPOW3BOJCTBEHHOIO YYacTKa 3adBJICHHOW K HHCIEKTHPOBAHHIO
JIEKAPCTBEHHOM (POPMBI JIEKAPCTBEHHOTO CPEACTBA U1 BETEPHHAPHOTO IPUMEHEHUA.
ITpoBepKa 3TalioB TEXHOJOTMYECKOTO IIPOIECCA: OPraHM3allUis TEXHOJIOTHYECKOro
nmpolecca, NOTOKOB  TMEpCOHala,  MaTepHalbHRIX  1OTOKOB.  KoHTpoub
1 JJOKYMEHTHPOBaHHE B poliecce MPOU3BOACTBA.

[MpoBepka ydyacTKa CHCTEMBl KOHJMIIMOHMPOBAaHHS U  BO3IyXOIOATOTOBKH:
oGopynoBaHde, (aKTHUCCKUE IapaMeTpbl pabOTBl  CHUCTEMbI, MOHUTOPHHI,
TEXHUYECKOE 0OCTYKUBAHUE CUCTEMEI.

IIpoBepka y4acTKa CHUCTEMBI IOATOTOBKH TE€XHOJOTHMUECKHX ra3oB: 00OpYAOBaHHUE,
daxTuueckue mapaMeTpsl  pabOTHl  CHCTEMBI, MOHHMTOPHHI, TEXHHYECKOE
00CITy’)KUBaHHAE CUCTEMBL.

[IpoBepka y4acTKa CHCTEM IIOATOTOBKHM, XPAHEHHS W PpAClpeleNeHUs BOJIBI,
HCHOIB3yeMONi B MpPOM3BOACTBE (BOABI OUMIICHHOM, BOABI IS HMHBEKLHN):
obopynoBande, (akTHYeCKHe IapaMeTpbl paboThl  CHCTCMBI, MOHHMTOPHHT,
TEXHUYECKOE 00CTY)KMBAHUE CHCTEMBI.

TIpoBepka oT/iea KOHTPOJIA KauecTBa POM3BOICTBCHHOM ILIOIIAIKH

IIpoBepka moOMelIeHHH, OOOPYIOBaHMsA, MHXEHEPHBIX CHCTEM, DPEaKTHBOB,
CTAHJAPTHBIX  METOIMK  aHaiu3a, pabouux  JKypHAlOB,  HCIOJIB3yEMBIX
NpH OPOBEACHAN XUMHUYECKOTO ((H3UUECKOr0) TECTUPOBAHHS.

[poBepka TMoMeleHM, 00OpYIOBaHMA, MHKEHEPHBIX CHUCTEM, pPEaKTHBOB,
CTaHIAPTHBIX METOAUK  aHaiIm3a, HCIOJIB3YEMBIX pu HPOBEACHUYU
MHKPOOHOIIOTMYECKOr0 TECTHPOBAHMIL.

10

[TpoBepka rmoMelneHu#, O0OOpYHOBaHMA, MHIKCHEPHBIX CHCTEM, PpEaKTHBOB,
CTAH/IAPTHRIX METOIMK AHAJIN3a, UCTIONB3YEMBIX IIPH IPOBEICHHM OHOIOTHYECKOTO
TECTUPOBAHMS.

11

I[IpoBepka peanM3al¥ HPOrPaMMbl IOCTEAYIOMEro H3y4YeHUs CTaOHUIBHOCTH:
XpaHeHUMs O0O6pa3loB, 3QIOKCHHEIX Ha H3YYCHHE CTAOWIBHOCTH, KBalH(HKAIMA
MOMEIIEHWI W/WIM KIMMaTHYECKUX KaMep, 000pyIOBaHUE, PEAKTUBEL, CTaHJAPTHHIC
METOMKH aHAIN3a, pabo4ne KypHAJIBL

12

IIpoBepka yCIOBHH HAUIEKALIEr0 XPAHEHHS aApXMBHBIX W/HIA KOHTPOJBHBIX
006pa3IoB CHIPHS, IEPBUYHBIX YIIAKOBOYHEIX MATEPHAIIOB, TOTOBOH NPOAYKIHH.

ITpoBepka JOKYMEHTallH IPOU3BOACTBECHHOM IIOIIAIKN

13

[IpoBepka OpraHM3alMOHHON  CTPYKTypsl — Ipeanpusatua.  OTBETCTBEHHOCTH
pykoBoactBa. AHanu3 PapManeBTHUECKOH CHCTEMBI KaueCTBa CO  CTOPOHBI
pykoBojicTBa. KimoueBoii mepcoHan (COOTBETCTBUE YCTAHOBJICHHEIM TPEGOBaHHSM).
PyKoBOJICTBO 110 KauecTBy. CHCTeMa BBLIa4H YIIOJHOMOUEHHBIM JIMIIOM PaspeIleHHH




Ha pealu3aluio cepuil rotoBoi mpomykimu. OneHka >(OEKTHBHOCTH CHCTEMBI
KauecTBa.

14

ITpoBepka cHucTeMBI jJoKyMeHTHpoBaHHSA. OCHOBHAs [JOKYMEHTalMS CHCTEMEI
KauecTBa: pa3paboTKa, BHEIPEHME, PAclpOCTPaHEHHE, IMEPECMOTP, COOMIOJEHHE
CPOKOB XpaHEHHS apXHBa.

15

IIpoBepka JOKYMEHTAIMH 110 TPOBEICHUIO KBATNGMUKALUY U BaIMAaluK (OCHOBHOM
IJIaH BAIMAALMM, IUIAHBL, IPOTOKOJEL, OTYETHl MO KBATU(HUKALKK M BaTHIALUK).
ITpoBepKa CHCTEMBI KBATU(PUKAIAH U BATHAAIMY (KBATH(HKALMs TEXHOIOMMIECKOTO
0o0Opy/IOBaHHS M YHCTBIX IIOMEIICHWH WIM KOHTPOJIUPYEMBIX 30H, BaJIHAAIMA
TEXHONOTHYECKUX IIPOLIECCOB, MPOIEAYP OYUCTKH MOMELICHUH M 0060pYyIOBaHMS).
IIpoBepKa KOMIIBIOTEPU3HUPOBAHHBIX cHcTeM. Bammparms cucreM. Kpanmduxanms
‘obopymoBanusa. CHCTEMBl NPEeNOTBPAIlCHHs HECAHKIMOHHUPOBAHHOTO JOCTYIIA.
IIpoleypHl MO SKCILUTyaTalMy W TEXHUYECKOMY OOCTYKMBaHMIO CUCTEMBI. CHCTEMEI
pE3EPBHOI0 KOMUPOBAHMSL.

16

IIpoBepKka TEXHOJOTMYECKOM JOKyMEHTamyy (NPOMBIUUICHHBIE W/WIH HHBIE
perJiaMeHThl, JAEHCTBYIOIME Ha IPEANpPUITHH; NPOU3BOACTBEHHBIC PELENTYPHL,
TEXHONOIMYECKHE HHCTPYKIIMH, MHCTPYKIIMH 110 OYMCTKE); BEINOIHECHUE TPeOOBaHMUM
YTBEPKICHHOM TEXHOJIOTHIECKON JOKYMEHTALMH [1PH IIPOBECHUH Oonepaiuii/craui
TEXHOJOrHYecKkoro mpouecca. IlepepaGoTka ¥ IOBTOpHAs TEXHOJOrHYECKas
00paboTKa NPOAYKLIHH.

17 | [IpoBepKa MOKYMEHTAlMH YYacTKOB HHXXEHEPHBIX cHcTeM. Kpanubukanus
HH)KEHEPHBIX CHCTEM.

18 | IIpoBepka JOKYMEHTAIMH 110 KBAJIM(PUKALUH CHCTEMBI BOJOIOArOTOBKH.

19 | IlpoBepka CHCTEMBI yTBEPXKICHUS IPOM3BOAMTENEH (IOCTAaBIIMKOB)  CHIPhS
¥ MaTepuasioB ¥ pabOTHI C HUMH.

20 | IIpoBepka caHMUTapHO-TUTUEHUYECKON IPOrpaMMbI MPCOIPUATHS U HaUIeKalero
€€ BHIOJIHEHUS. MOHUTOPHHT YUCTHIX IIOMELICHHUH.

21 | IIpoBepka MeponpHATHIi 10 06ECIIEYCHUIO 3AMUTEI OT IPOHUKHOBEHHS HACCKOMBIX 1
IPHI3YHOB B IPOM3BOACTBEHHBIC IIOMEIICHMUS.

22 | IlpoBepka JOKYMEHTAIH ITI0 KOHTPOJIO Ka4eCTBA B JJaO0paTOPHUX:

- JOKYMEHTAIHA 10 aHATUTHYECKUM METOIHMKAM, HCIIONb3yEMBIM /IS KOHTPOJL
Ka4eCTBa;

- BHYTPH3aBOACKUE cliennHUKaLy;

- IPOTOKOJIBI AHAIU30B;

- pabouue KypHaIHI,

- IOKyMEHTAIHS 110 KOHTPOJIIO CHIPhs, MATEPHANIOB, IIOIYIPOAYKTOB, TOTOBOM
TPOAYKIHH;

- pErUCTpalyus pe3yIbTaToOB UCIILITAHHUIA,

- perucTpalys paGoThl KOHTPOJIBHO-H3MEPUTENHRHOT0 000py IOBAHMS,

- KBaaudUKaIus, moBepka JabopaTopHOro 060py JOBAHMI.

23 | IIpoBepka CHCTEMBI YIIpaBJICHNU PHCKaMH Ul KayecTBa.

24 |TlpoBepka BaTWAAIMM AHAIMTHYCCKUX METONUK, B TOM YHCIE€ METOAUK,
ACTIONB3yEMBIX JUIL KOHTPOJIS KadecTBa OYHCTKM OOOpYIOBaHMSA ¥ IMOMEINCHUH
JabopaTopuit KOHTPOJIS KauecTBa.

25 | IIpoBepKa pe3yIbTaTOB MPOAOIDKAIONIETOCS H3yUYECHHS CTa0UIBHOCTH.

26 | IIpoBepka CHCTEMBI YIIPABJICHHS OTKJIOHEHUAMY U YIIPABICHUSA U3MCHECHUSIMU.
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27

Jlocke cepuii roroBoit mpoaykumu. [IpoBepka Jlocke Ha CEpUIO HA 3adBIEHHOE K
HHCIIEKTHPOBAHHIO JICKApPCTBEHHOE CPEICTBO.

28 | KpanndukanuonHsle TpeOOBaHMSA K IEPCOHATY M HX COOJIONCHHE. HpOBepKa
CHCTEMBI IOATOTOBKH 1 00y4eHus repcoHaa. [IpoBepka rurueHU4ecKuX TpeOoBaHUM
K [EPCOHATy, B TOM YHCI€ K TEXHOIOTMYECKON OJEXKJIE, €€ CMEHE; MpOIeAyphl
NIEPEOJICBAHUS.

29 | ITpoBepka paboOTHL ¢ peKIaMalusIMy, XKalo0aMy, IPETCH3UAMHU, HECOOTBCTCTBUAMU,
OTKJIOHEHHAMH. CHCTEMa OT3bIBa IPOIYKIIMH.

30 | IIpoBepxa CHCTEMBI KOPPEKTHPYIOIIMX M IPEAYTIPEKAAIOUINX ICHCTBHIHA.

31 | Ayrcopcunr (pa0oThl, NPOM3BOAMMEIE IO KOHTPAKTy (ZOrOBOpY) B paMKax
NPOM3BOACTBA, aHaIM3a (KOHTPOJS KadecTBa) NPOAYKIMH M OKa3aHUA YCIyT.
ITpoBepKa CHCTEMBI YTBEPKJEHUs HcnonHUTeNns paboT. CorallcHHe 110 Ka9eCTBY.

32 | IlpoBepka cuctemMnl camouHcriekuuii. Knaccuuxainus 3aMeuaHuii.

33 | IIpoBepka [OOKYMEHTAllUM MHXKEHEpPHOH CHyXObl IPEANPUATHSA: IUIaHOBO-
npexyIpeIuTeIbHbIC MeponpusiTHs (rpaduky, )KypHaJIBI).

34 | 3axmrounTensHas BCTpeya-CoOBEIIAHNE.

. I[OHOJIHI/ITCJIBHBIC OponeaAypbl HHCICKTUPOBAHUA, XapaKTEPHEIC i1 JTaHHOTO BHIA

HIPOYKITMH/TIPON3BOJICTBA

ITpon3BOACTBO, XpaHEHHE U peatu3anus GapManeBTHIeCKuX cyOocranuui. OCHOBHEIC
nonoxkeHus CHCTEMEI YIpaBiIeHus KauecTBa. [lepcoHan (coriacoBaHHas CTPYKTypa,
JOJKHOCTHBIE MHCTPYKIHH, KBaIM(HKAIMA, TMTHEHA, KOHCYIBTaHTH). 3MaHUA H
noMmelenus. MmkeHepHble cUcTeMbl. CTOKM M OTXOABL. T€XHOIOrH4eCKoe
oGopynoBanue. Texxonormueckuii mnporecc. Crepunuzanys (OpH IPOU3BOACTBE
CTEPIWIBHEIX (papMalieBTUUECKuX cyOcTaHIMiT). YnakoBKa u MapkupoBka. Cucrema
xpanenus ® peammsaimu. Jlokymentauusd (Crneunduxanmu, PeriaameHTs,
UHCTPYKIIMH, 3amucy). Bammnanus u kBanudukanus, KOHTPOIb KauyecTBa, KOHTPOIb
M3MeHeHul, oTkionenud. ITopropHbie mcnbiTaHus. [IpeTeH3un OT3BIB IPOTYKIHH.
CamounHcnekiuu. Jlocke Ha cepru, 0030p KauecTBa MpoyKra. PaboTa 1o KOHTpakTy.

(DapmaueBaneCKne CY6CTaHI_II/II/I, MOJIy4aCMbIC METOJAMHA XUMHUYECKOI0 CUHTC3a.

q)apMaHCBTI/I‘ICCKI/Ie C}’6CTaHI.II/II/I, NoJIydacMbpIC METOdaMH OHOTEXHOJIOTHYECKOTO
CHHTC3a.

dapmMaleBTHYECKIE CYyOCTaHIHH, TOTy4acMbl€ IIyTeM KyJIbTHBUPOBAHUS KIICTOK HIH

depmenTanmeii. «Kinaccuueckas pepMenrtausy. CozfaHue M HOANEpKaHUe OaHka
KJIETOK (rraBHOTO )%} pabouero). Benenue JOKYMEHTALIHH.
KynsTuBupoBanue/pepMeHTalNsA, BEACHUE JOKYMCHTAIIUN.

(DapMaHCBTI/I‘ICCKI/Ie Cy6CTaHLII/II/I, IIOJIy49aCMBbIC METOAJaMH BBIACIICHUA
N3 XUMHYCCKOI'O CBIPbA.

dapmarieBTHUECKHE CYOCTaHINY, NIOTy9aeMble METOJIOM BEIJIC/ICHHS U3 HCTOYHUKOB
PACTHTEIBHOTO IIPOMCXOX/eHHs. Pe3ka M CyIIKa pacTeHMH, BOJOpOCIEH, rpuOoB,
NMHIIAMHUKOB M OKCCynaToB (BeiAeneHui). OTXKHMM pacTeHHH M IEPETOHKA.
U3menbueHue, o0paboTKa  JKCCYIaToB, DKCTpaKLIKA u3 pacTeHuil,
(bpaKIMOHMPOBAaHKE, OYUCTKA, KOHIICHTPUPOBAHNE WM (PEPMEHTALIUS PACTUTEIBHBIX
cyOcTaHIUiA.

CDapMaueBTqucme CY6CTaHI_II/II/I, IOJIy4aeMbIC MCTOOM BBIJICJICHUS M3 UCTOYHHKOB
Ouonor MUECKOr'0, JKUBOTHOI'O POUCXOXKICHUA.

Buonorudeckne ¢apmaieBTudeckue cyOcraniuy. Ilomemenus U oGopyaoBaHue.
TexHonornueckuit mponecc. OueHKa pUcKOB. JIOKYMEHTaIbHAs MPOCICIKHBAEMOCTD




omepanuii. MeponpuaTHs IO KOHTPONMIO M MPEIOTBPALICHAI0 KOHTAMHHAIUH.
O6ecrieueHne CTEpIIbHOCTH poayKuuu. KoHTpons kadecTBa. IIponecchl XpaHeHUS
¥ KPHOKOHCEPBALHH.

ITpou3BOACTBO, XPAHEHUE U pealiM3alisl CTEPUIIBHBIX JICKAPCTBEHHBIX MPENapaToB.
OcHoBHEIE noj1oxkeHuss CUCTEMBI yIIpaBiieHus KauecTa. IlepcoHan (kBanudukanys,
TUrheHa). 3jaHus u momernenus. WmxeHepHble cucTeMbl. Beifop M moaroroBka
MOIOIUX/Ae3MHQUUMPYIOIIUX ~ CPeAcTB.  TexHomormueckoe  00OpyHOBaHHE.
Texnonormyeckuii mporecc. Crepmimzanus. ACENTHYECKOE  MIPOM3BOJCTBO.
Crepunusyomas QWIisTpanus, MOJrOTOBKA M HCHEITaHMA QWIBTPOB. Banumarms
IIPOIIECCA MMHUTAITMH aCEeNTUYECKOTo HAIOTTHEHUs. Y TaKoBKa M MapKupoBka. CucreMa
XpaHeHus ¥ peanm3anun. JlJokyMeHTanus (celuuKanyy, periaMeHThl, HHCTPYKIUH,
3anucH). Baqupanus W xkBaaupuKanus, KOHTPOIb KauecTBa, KOHTPOJIb U3MCHEHUI,
orkionenus. [loBropHpie  ucnbiTaHud.  IIperedsuy, OT3BIB  MPOITYKILUH.
Camounncnexuun. Jlocke Ha cepu, 0030p KadecTBa poayKTa. PaboTa 1o KOHTpaKTy.

10

ITpoM3BOACTBO  MpPEMapaToB,  COAEPXKAIMMX  BBICOKOTOKCHYHBIE  BEIIECTBA
(anTHOMOTHKH GeTa-TaKTAMHOTO pPsNa, TOPMOHBIL, IUTOCTaTHKH). [loMemeHus.
Wmxenepusle cucreMbl.  O6opynoBanue. Bamumpanus 1mpoiecca  OYMCTKH.
MeponpusTus 00 yAaJICHUIO/MHAKTUBAIIMU OTXO/IOB.

11

ITpou3BOACTBO MpEMapaToB, COIEPXKAIMUX CHJIBHOACHCTBYIOIINE  BEIECTBA.
OpraHu3aius CUCTEMbl y4eTa, XpaHCHHs, YHUYTOKCHHUS.

13

ITpou3BOACTBO MPEIAPATOB, TIOTYYaeMBIX U3 JIEKAPCTBEHHOTO PACTHTEIRHOIO ChIPhS.
CrienmduKallid Ha MCXOAHOE CHIpbe. JIoKyMeHTalus, NOATBEPKAAIONIas KaueCTBO
VICXOJIHOTO CHIpBAL.

ITpou3BOICTBO OGHONOTHMUYECKUX JIEKAPCTBEHHBIX IPENapaToB

14

[Tpou3BOACTBO HPEHApaToB KPOBHU (OCYIIECTBIAIOTCS 3TAIbl 00paboTKH

B OTHOIIEHWH OHOJOTHYECKOH NPOAYKLHH, COACpKALIEH AaKTHMBHOE BEIIECTBO,
M30JIHPOBaHHOE (BBIIENICHHOE) U3 KpoBH. [IprMepHl Takoi MPOIYKIMH BKITFOYAIOT

B cebs ams6ymuH, dakrop kposd VI widm MMMYHOITIOOYIHHBI, BBHIIEICHHBIE
U3 KpOBM). YTpaBICHUE KauecTBOM. IIpOCIeXMBAEMOCTh M MEPONPUATHL,
NPOBOOMMEIE TOcie B3ATHA KpoBH. Mcxomuele Marepuansl. OlieHKa U Bblaya
paspelleHHs Ha BBIIYCK IUIa3MBl i1 (pakIMOHMPOBAHHS, MCIOIB3yeMOM
KaKk HcXomHoe ceipbe. OOpaboTka TasMel mis ¢paxuuoHupoBaHua. KoHTpoisb
KaueCTBa [IPOMEKYTOUHBIX MPOIYKTOB M KOHEUHOT0 NIPOAYKTa. Bhiaya pa3peieHus
Ha BBITYCK IIPOMEXYTOYHON M TOTOBOM NpORYKIMH. XpaHeHue 0oOpasloB ITyJIOB
I1a3Mbl. MeponpusTHs 0 yIATCHHIO/HHAKTUBALMM OTXOJIOB. ~

15

IIpou3BOACTBO ~ MMMYHOOHMOJOTMYECKHMX  IIpEmaparoB  Jjis  BETEpPUHAPHOIO
npuMmeHenus. CHcTeMa TOCEBHOM KynbTypel M OaHka KieToK. IloMenieHus
u  obopynoBanue  (oOecrieueHHe  HEOOXOOUMEIX — TE€PEHajgoB  TaBICHHA
B IPOM3BOIACTBEHHBIX 30HaX, OYHCTKa OOOpYNOBaHMs, BaIMAALUS MPOLECCOB
ourcTkn). HWmKeHepHbie cHcTeMbl (CHCTEMa IIOArOTOBKH BO3/yXa, CHCTEMa
BogonoArorosku). TexHomoruueckuii mpouecc. OueHka pucKoB. JIOKyMeHTabHAs
IPOCIIEXKUBACMOCTE OTepaliiii. MeponpuaTHsa M0 KOHTPOMIO M NPENOTBPAIICHHIO
KoHTaMuHaiuy. OOecreyeHne CTEPUWIBHOCTH NpoAyKumu. KoHTpoins KayecTBa.
IMpouecchl XpaHeHHs M KPHOKOHCEPBALMM. YCJIOBHA COJICpXKAaHMUS JKHBOTHBIX.
CucremMa uAeHTHQUKAIMHA W KOHTPOJIS COCTOSHMS 3J0pOBbS  JKUBOTHBIX.
IMpocnexxnBaeMOCTh 1SN NOCTABOK MATEPHAIOB JKHBOTHOTO POUCXO0XKACHHUS.
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16

IIpou3BOACTBO MpenapaToB OUOTEXHONOTHUECKMX MEAULMHCKUX (OHOTEXHOIOTUs
BKIIOYAET B ceOsf HCIOJB30BAaHUE TEHETHYECKH MOAMGHULMPOBAHHBIX KIETOK
MJIEKOIIUTAIOIIMX WIH MHKPOOPTaHM3MOB (HampuMmep, OakTepuu WIH APONOKH) HIU
OHOJIOTMYECKHX BELIECTB (HAIpUMep, (GepMEHTH) B MPOU3BOACTBE OMOJOTAYECKOM
nponykuun). ITomemenuns. MmkenepHsle cucrtemsl. O6opynoBanue. Banmjaius
nporecca ouncTKH. OneHka puckoB. [IpociexxuBaeMoCTh LENH IOCTaBOK MCXOMXHBIX

“MaTCpHUaJIOB. MOHI/ITOpI/IHI‘ OIMaCHBIX A HYCJI0OBCKaA 0oJie3HECH  JKMBOTHBIX

(BeTepuHapHOE  OCBHJETEIAbCTBOBaHHME).  COMpOBOJWTENbHAS  JOKyMEHTALUs,
TojIyyaeMasi OT MeCT TIPOU3BOACTBA UCXOAHOTO CHIPhs (CKOTOOOHHM). MeponpusaTus
10 YAaJICHHIO/UHAKTUBALMN OTXOH0B.

17

TIpou3BOACTBO MpPEMAPaTOB, DKCTPATUPOBAHHBIX U3 YEIOBEYECKHX WM KHUBOTHBIX
HCTOYHHKOB (flaHHAs KaTeropus BKIIOYaeT B ce0s IpenapaThl NPH MPOM3BOACTBE
KOTOPBIX OCYHIECTBIIAIOTCA OTalbl 0O0paOOTKM B OTHOLICHMHM IPOM3BOJACTBA
OHOJIOrHYECKOTO TPOJMYKTa, COJEPXKAIIEro AaKTUBHBIE BEILIECTBA, IMOJYYECHHEIC
U3 YEJIOBEYECKHUX HITH KMBOTHBIX UCTOYHUKOB (KICTKU, TKAHHU, XKHUAKOCTH)

3a UCKIouyeHneM Kposu). [lomemenus. MmxkeHepHble cucTeMbl. O0opyaoBaHMe.
Bamuaaius nporiecca ouucTKi. O1ieHKa puckoB. [IpociexrBaeMoCTh LIEIH IIOCTaBOK
MCXOJHBIX MaTepraioB. MOHUTOPHHT OMACHBIX [UIS YeJOBeKa OOJIE3HEH JKUBOTHBIX
(BeTepHHApHOE  OCBUJETENbCTBOBaHME). CONPOBOMUTENBHAS  JTOKYMEHTAIUS,
Mmony4aeMas OT MeECT IIPOM3BOACTBA MCXOJHOTO CHIpbA. Meponpusartus 1o
y IJICHAIO/THAKTHBAINY OTXOHOB.

18

IIpon3BoACcTBO Mmpodeii OHONOrHYECKO JIEKapCTBEHHOH NpPOAYKIMH (JaHHAas
KaTeropus BKIoyaeT B ce0d Ipermaparel NpH  [IPOM3BOIACTBE  KOTOPBIX
OCYIIECTBIISIOTCS JTAIbl 00pabOTKH B OTHOIICHHM IIPOM3BOACTBA OMOJIOIHYECKOIO
IPOAYKTa, BKIIOYAIOMIETO B ce0s aKTUBHOE BEILECTBO, HE NMOAXOMAIIEE IOJ paHee
Ompe/IeNEHHbIE KaTETOPUH). V

19

ITpou3BOACTBO, XpaHEHNE U Pealn3alii HECTEPUIBHEIX JEKAPCTBEHHBIX MPEnaparoB
(adpo3onb, Oaip3aM, OpHUKET, Ieib, TPaHYNbl, ApaXe, KAk, KalCylbl, KarCyJibl
MATKHME, KpeM, JHHAMEHT, Ma3b, Macjlo, MUKPOTPAaHYNbl, MUKPOKAIICYJIBl, HACTOMH,
HACTOlIKa, IACTHIIKH, IacTa, ME/UIETHI, [UIACTUHBI, IUIACTUHKH, ILIACTHIPh, ILICHKA,
HIONHMEpHas JICHTA, IOJOCKH, MOPOINOK, PAacTBOp, CHPOI, CIPEH, CyMIO3UTOPUH,
CYCIIEH3Hs, Ta0JIETKH, ITHYP, IKCTPAKT, IIMUKCHD, IMYJIBCHSA).

OcHoBHbIe monoxeHus CUCTEMBI yIIpaBiieHus kadectsa. [lepcoHan (kBamudukauys,
ruruena). 3nanua u [lomemenus. MmxeHepHble cucreMbl. BeiGop M moaroroBka
MOIOIIMX/e3MHQUIHPYIOMX ~ CpeAcTB.  TexHomoruueckoe  00OpyNOBaHUE.
TexHonornyeckuit mpomecc. YHakoBKa W MapkKupoBka. CucreMa XpaHCHHS
¥ peanuzanud. JlokymenTanus (crenundyKaIyy, periaMeHThl, MHCTPYKIIMH, 3aIlHCH).
Bammpanua u  xBanudukaips, KoHrpons KauecTBa. KOHTpOIb H3MECHEHMH.
Orxnonenns. [loBropusie ucnbiTanua. [IpereH3sur W OT3BIB  IPOAYKIIHH.
Camouncrexkimu. Jlocke Ha cepud. OO630p KadecTBa mpoiykra. PaGoTa
110 KOHTPAKTY.

20

HpOI/I3BOlICTBO FOMCONATHYCCKUX NPCIIAPAaTOB.

3. JIonoHUTENBHBIE TPOLICAY P BBIE3THOTO/ JOKyMEHTAPHOI'O HHCIIEKTHPOBAHHMS
pa3paGoTaHHBIX/TIPEICTABICHHBIX KOPPEKTHPYIOLINX U MPEMY IPEKTAIOIINX
NEHCTBHIA IO pe3yJIbTaTaM NEePBUYHOIO MHCIICKTUPOBAHMS.

Onenka MIOJIHOTHI pa3paboTaHHBIX/IIPENCTABICHHBIX KOPPEKTUPYIOIIUX
1 IpeIyNpeKAAOIINX NeHCTBHH M0 pe3yJIbTaTaM EPBUYHOrO HHCIICKTUPOBAHHMSI.
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2 | Ouenka peanu3anuy pa3paboTaHHBIX/IPEACTABIEHHBIX KOPPEKTUPYIOIINX
U IPEAYNPEHKNAIOIIUX JCHCTBHIA.

3 | OueHka YCTpaHCHUA HECOOTBECTCTBMI, BBISBJICHHBIX B XOJ€ IICPBUYHOTO
HHCIICKTHPOBAHU.

**)  JIOKyMEHTapHOE MHCIIEKTUPOBAaHUE IIPOU3BOAMTCA TMPH  TIOCICIYIOMIEM
MHCIIEKTUPOBAHUM TPOM3BOAUTENEH JIEKapCTBEHHBIX CPEICTB, TOJBKO MO PEIICHHIO
YIIOJTHOMOYEHHOTO YYPEXKIEHHS, C YYETOM NPEICTABICHHBIX KOPPEKTUPYIOLIHX
U IIpeAyNpexAaloIUX JEHCTBUM.




[Tpunoxenue No2
K mpuka3y Poccenbxo3Hansopa
oT «7» oktsi6ps 2020 r. Ne 1078

IpeneabHblii pa3Mep NJIAThI 32 OKa3aHHE YCJIYTH 1O
HHCNEKTHPOBAHHIO MPOH3BOAHTeE IEH JIEKAPCTBEHHbIX CPEACTB 11
BETEPHHAPHOIO NMPHMEHEeHHs, IPOH3BOACTBO KOTOPLIX OCYLIECTBJIAETCH
3a npeneaamu Poccuiickoii ®denepannn, Ha COOTBETCTBHE TPEOOBAHUAM
npaBuJI HajJiexaniedl NPOH3BOACTBEHHOMH NPAKTHKH B HeJIAX BbIAa4YH
3aKJII0YeHHH 0 COOTBETCTBHH NPOU3BOUTE/IS JeKAPCTBEHHBIX CPEACTB LI
BeTEPHHAPHOIO NPHMeHeHHs TPeGOBaHHAM MPABHJ HaAJleKale
NPON3BOACTBEHHOH NPAKTHKH

Pasmep nnatel 3a Cymma [IpenenbHBI pa3Mep IIpenensHBIN pasMep
OKa3aHHUe yCIyTd, 0e3 | KOMaHIUpPOBOYHBIX TUIATHI 32 OKAa3aHUE MJIATHI 38 OKa3aHHe
ydera pacxomos, YCIYTH, C Y4€TOM YCIYTH, C YIETOM
KOMaHIHPOBOYHBIX HEIOCPeICTBEHHO KOMaHIHPOBOYHBIX KOMaHAHPOBOYHBIX
pacxoJioB, pyo., Oe3 CBSI3aHHBIX C pacxomos, py0., 6e3 pacxoJioB, pyo., C
Hajlora Ha OKa3aHWEM YCJIYIH, HaJjiora Ha HAJIOTOM Ha
JI00aBIEHHYIO py0., 6e3 Hanora Ha J00aBIEHHYIO JI00ABJICHHYIO
CTOMMOCTh J100aBICHHYIO CTOMMOCTh crouMocTh (20%)
CTOMMOCTD
3 024 244,09 1 020 496,88 4 044 740,97 4 853 689,16
Pacuer mpenmenpHOrO0  pasMepa  ILIaThl 332  OKasaHHE  yCIYTH
no WHCIEKTUPOBaHHIO TIPOU3BOAUTEIIEH JIEKapCTBEHHBIX CpeacTB

IUI1 BETEPHHAPHOTO MPUMEHEHHs, IPOM3BOACTBO KOTOPHIX OCYIIECTBIIAETCA
3a mpenenamu Poccuiickoii Demepaliiyi, HA COOTBETCTBHE TPEOOBAaHHUSM IPABHIL
Ha/UIeXalied MpPOM3BOACTBEHHOW MPAaKTUKM B IENIAX BbIAAYH 3aKIIOYEHHH
O COOTBETCTBHH TPOM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB AJIsi BETEPUHAPHOIO
IpUMEHEHHs TpeOOBaHUSAM IMpPaBUI HaJJIeXaliell IPOU3BOICTBEHHOH NpPaKTHKH
(mamee - yciyra) IpUBEICH B NPUIOXKEHHM K IMpPEAENIbHOMY pasMepy IUIaThI
3a OKa3aHue yCIyrH.




IIpunoxenue

K TpedenbHOMY  pasMepy  ILIaThl
3a oKazaHue yCIIyTH
10 HHCIEKTHUPOBAHUIO ITPOU3BOAUTEINIEH
JIEKapCTBEHHBIX CpEICTB JUTISE
BETEPUHAPHOTO MIPUMEHEHUS,
TIPOU3BOACTBO KOTOPBIX OCYLIECTBIIAETCS
3a mpeaenamu Poccuiickoit Peneparium,
HA COOTBETCTBHE TPeOOBaHMSIM IIpaBHII
HaJIeXxalen MPOU3BOACTBEHHOU
MIPaKTHKH B IENAX BbIIAYU 3aKIIOUYECHUH
o COOTBETCTBHH MIPOU3BOAUTENS
JIEKapCTBEHHBIX CpEIICTB
ISl BETEPUHAPHOT'O IPUMEHEHUS
TpeGOBaHUAM NpPaBUJl HAJIEKALIECH
MIPOU3BOACTBEHHON IPAaKTUKH

PacueT npeaeabHOro pa3Mepa njathbl 3a OKa3aHHe YCJIYTH
N0 HHCIIEKTHPOBAHHIO MPOH3BOAHTE/ICH JIeKAPCTBEHHBIX CPEICTB
JJisl BeTePHHAPHOI0 MPHMeHEeHHsI, IPOH3BOACTBO KOTOPBIX OCYLIEeCTBJISIETCSI
3a npeaenamu Poccuiickoii ®@enepannn, Ha COOTBETCTBHE TPeOOBaAHMSIM NPABHJI
Ha/|JIe)Kalleii MPOU3BOACTBEHHOH MPAKTHKH B LeJISIX BbIAAYH 3aK/II0YCHHMH
0 COOTBETCTBHH HPOH3BOJHTE/IA JICKAPCTBEHHbIX CPEACTB
JJIS BETEPHHAPHOTO PUMEHEeHHs TPeOOBaHHAM NPAaBHJI HaAJIesKamei
NPOH3BOACTBEHHOH NPAKTHKH

HcxonHble TaHHBIE 1S pacyera.

HNucnexktupoBanue IIPOU3BOAUTENSA JIEKapCTBEHHBIX CpPEACTB
IS BETEPUHAPHOTO TNPUMEHEHHSA, IPOM3BOICTBO KOTOPBIX OCYIIECTBIIACTCS
3a mpemenamu Poccuiickoii @emepaniy, Ha COOTBETCTBHE TPeOOBaHUAM IIPAaBHII
HaJjexalieil POM3BOACTBEHHONW MPaKTMKM B LEIIX BbIAaYM 3aKIIOYEHHA
O COOTBETCTBHM IIPOU3BOAMTENS JIEKAPCTBEHHEBIX CPEACTB IS BETEPUHAPHOIO
nprMeHeHHsT TpeOOBaHMAM IpaBUl HaJuiekalledl NPOM3BOICTBEHHOM NPAaKTHKH,
umeroiero or 41 go 50 mpoueayp (pabot), IPOBOJUMBIX TPEMS CIELMATMCTAMH
YIOJTHOMOUYEHHOI'O YUpPEeXACHHUS.

B cooTBEeTCTBHM ¢ METOAMKON pacuera IIPelNeIbHOrO pasMepa ILIaThl
3a OKa3aHHe YCIIYTH M0 HHCTIEKTHPOBAHUIO [IPOM3BOAHUTENEH JTEKAPCTBEHHBIX CPEICTB
IUIi BETEPUHAPHOTO NPUMEHEHHS, IIPOM3BOJCTBO KOTOPBIX OCYIICCTBIIAETCS
3a mpegenamu Poccuiickoit ®enepaumy, Ha COOTBETCTBHE TPEOOBaHUAM IIPABHII
HaJJIeXalleil IpPOM3BOACTBEHHONM MNPaKTHKH B IENAX BBJAAYM 3aKJIOUCHUH
O COOTBETCTBUH IIPOU3BOIAUTENSA JIEKAPCTBEHHBIX CPEICTB IS BETEPHUHAPHOTO
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IpUMeHEeHNs TpeOOBaHMAM MpPaBWI Ha[IeXalled NPOU3BOACTBEHHOH IPAaKTHKH
(manee — yciiyra) CTOMMOCTD YCIIyTH ONpeAenseTcs 1o Gopmyie:

C=txCox (1+ (Ku3+Kxkp)/100)+ Ckp

CroMMOCTHasi OI€eHKa OIHOro 4aca paboThl OJHOIO  CIELMAIKNCTa
YIIOJTHOMOUYEHHOTO YUpeXxaAeHUs, py0./deln./9ac. (C y4eTOM BCEX KOMIIEHCAI[HOHHBIX
¥ CTUMYJIMPYIOIIHX BHIILIAT, BRIILIAYHBAaEMbIX B COOTBETCTBUH C 3aKOHOIATENILCTBOM
Poccuiickoit ®eneparun) (Ca) onpenensiercs 1no Gopmyie:

C»s =3IlocH.c.M. / H, rne:

3llocH.c.M. - cpegHeMecsdyHas 3apaboTHas I1ata OJHOIO CIELHAIKNCTa
YIIOJTHOMOYEHHOTO YUPEeXKIeH s, YUacTBYIONIEro B OKa3aHUH yCIyTH, Py0./den.;

H - cpemHemecsuHas HopMa pabo4yero BpEMEHH  CIELHAINCTa
yrosHOMo4YeHHOTO yupexaenus B 2020 rogy, 20,61 nueii B Henemo;

3locH.c.M. = 155 131,31 py6./uen.-mec.

C>=155131,31/20,61 =7 526,99 py6./uen.-nueii.

Co=7526,99 / 8 =940,87 py06./4en.-qac.

3apaboTHas IUIaTa 3a OAMH Yac OJHOTO CIEIHAIKCTa YIIOJTHOMOYEHHOI'O
yapesxaenus 3a nepuon 2019 rona pasxa 940,87 py6./4en./gac. ,

Kz - xooddunmeHT HaducleHWH Ha 3apabOTHYIO ILIATy CHELUAINCTa
YIIOJTHOMOYEHHOTO YUpeXKJeHH!s B COOTBETCTBUH C 3aKOHOJATENLCTBOM Poccuiickoi
®denepauyu u pasabii 30,2%.

KoadduIpieHT KOCBEHHBIX PacX00B YIIOJTHOMOYEHHOI'O YYPEXKICHHUS, KOTOPBIE
HEBO3MOXHO OTHECTH HAMNpsSMYH K 3aTparaM, HEMOCPEACTBEHHO CBI3aHHEIM
C OKa3aHHMEM YCIIYTH, OIpEAeNseTcs MPOIOPIMOHATBHO (COpa3sMEpPHO) 3aTpaTam
Ha OIIaTy TpyJa CHEelHAIUCTOB YIIOTHOMOYEHHOTO YUPEXKIEHHS, HEIIOCPEACTBEHHO
y4acTBYIOIIUX B IIpPOIEcCE€ OKa3aHUA YCIYTH, H PAacCUMTHIBAETCS HA OCHOBaHUH
OTYETHBIX JaHHBIX 3a MPeIIIeCTBYIOMU repuo no popmyne:

Kkp = ((3IMayn + 30x + 3am) / 3T1d) x 100, rze:

Kkp - k03¢ }HIIHeHT KOCBEHHBIX PacXOAOB YIOJHOMOYEHHOIO YYPEKIACHHMS,
KOTOpbIe HEBO3MOXXHO OTHECTH HANPSAMYIO K 3aTparaM, HEIIOCPEACTBEHHO CBSI3aHHBIM
C OKa3aHUEM YCITyTH, B IIPOLIEHTAX;

3llayn - (dakTuueckue 3aTparhl Ha OIUIaTy TpyZa
aIMHHHCTPATHBHO-YIPAaBIEHYECKOT0 ¥ BCIOMOraTeJBHOIO IIEPCOHala, BKIHOYas
HAUMCJIEHUsT Ha 3apabOTHYIO IUIATy, HEMOCPEACTBEHHO CBA3aHHOIO C OKa3aHHEM
YCIIyTH, 32 TPeIIeCTBYIOMU epHos, pyo.;

30x - GakTtuyeckwe OOIIEXO3SHCTBEHHbIE  3aTpaThl, HEOOXOTHMBIE
IJ1s OKa3aHus YCIyTH, 3a MPeAmecTBYONIHH nepuos, pyo.;

3aM - CyMMa aMOPTH3alluK 3[aHui, COOPYKeHHUH U IPYyTUX OCHOBHEIX (GOHJIOB,
HEMOCPENCTBEHHO HCIIONB3YEMbIX Il OKa3aHWs YCIYTH, OIPENEIIETCS HCXOI
13 6aIaHCOBOM CTOMMOCTH 00OPYIOBaHHUS U TOJOBONA HOPMBI aMOPTH3aLUH, pyO.;

3l — bakTHIeCKui CyMMapHBIH boHT OILIaTHI TpyHAa
3a MPEINECTBYIOMMI IEepHOJ CIEHUATUCTOB YIOJHOMOYEHHOIO YYpEXKICHUS,
3aHATHIX B OKa3aHWH YCIyTH, pyO.




PacueT ko3¢ ¢uIEeHTa KOCBEHHBIX PACX0[0B YIIOJIHOMOYEHHOTO yUpeXKICHNUS,
KOTOpBIE HEBO3MOXKHO OTHECTH HANPAMYIO K 3aTparaM, HEIOCPEACTBEHHO CBS3aHHBIM
C OKa3aHHEM yCIIYTH, ONPEJENIeHHOT0 Ha OCHOBAaHUH JJAHHBIX OyXTaJlTepCKOro y4yera
3a IpeIIIeCTBYIONHI Iepro, IpuBeAcH B Tabmuue Ne 1.

Ta6muma Ne 1

Ne /m | Cokp. HaumeHoBaHMe cTaTel 3aTpar CyMéwa,
\ pyo.
1 2 3 4
1 (hakTHUYECKUE 3aTPaTHl HA OILIATy TPYyJa ¥ HAYMCICHUA Ha
BEIIUIATBI 110 OIUIaTe Tpyda aAMUHUCTPATHBHO-
BIlayn [ympaBjeHYECKOr0o Y BCIIOMOTATENBbHOrO  IMEPCOHANa |24 016 736,33
YHOJIHOMOYEHHOTO  YUPEXKACHUA, O00ECIEeUHBAIOIIETO
OKa3aHUeE YCIIyTH, 3a IPEALICCTBYOIIMIA IEPHOI.
2 (hakTHUECKHE 001IeXO03HCTBEHHBIE 3aTparthl,
HeoOXOAMMBIE JJI1 OKa3aHMs YCIYyI'H, 3aTpaThl Ha yILIAT
Box [0 A YOyTH, SATP YIIATY 1 4190 068,12
QIOTOB M UHBIE  O0sf3aTeNpHBIE  IUIATEXH 34
[IPEIIICCTBYIOIINI IEPUOL.
B TOM YHCJIE:
2.1 3aTparhl Ha YCIYTH CBA3H 263 227,45
2.2 3aTpaThl HA KOMMYHAJIBHEIE YCIYTH 1376 767,90
23 3aTpaThl Ha TPAHCIOPTHEIE YCIYTH 343 422,48
24 3aTparhl Ha ycayru 6aHKOB 55,47
2.5 aThl Ha r'M B o0jactd HMHPOPMALMOHHBIX
3atpatel Ha yery bopwmar 126 121,60
TEXHOJIOT Ui
2.6 3aTparhl Ha IPHOOPETEHHE MaTEPHAIBHBIX 3a11aCOB 340 891,09
2.7 [Ipourie pacxombl (MEIUIMHCKUE YCIYyTH (Pacxoibl 1Mo
MPOBEJICHNIO  NEPHOAMYECKMX  M€I.  OCMOTpOB
UHCIIEKTOPOB), TIOATOTOBKA HHCIIEKTOPOB B paMKaX
yTBEpKIEHHOM (papManeBTHUeCKON CHCTEMBI KauecTsa, | 1739 582,14
IporpaMMHOe OO€CIieueHHe,  YCIyrd 1o moabopy
nepcoHasia (MHCIIEKTOPOB), YCIYTH MO OOCIYKMBaHHIO
TI0’KapHOM CUTHAJTM3AI[K O OXPaHBHI)
3 CyMMa aMOPTH3allM¥ HMYIIECTBA, HENOCPEICTBEHHO
B3YEMOT s OKa3aHW TH, OMperensacTcs
Ban HCTIONMB3YEMOTo /UL Okasa YCIIyTH, Omnpeneiie 6 324.62
UCXOAd U3 OaJaHCOBOM CTOMMOCTH OOOpYyIOBaHHS M
r0JI0BOi HOPMBI aMOPTH3aLUH.
4 UTOI'O kocBeHHBIX pacxonoB (m. 1 + 1. 2 +m. 3) 28213 129,08
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5 dakTuuecknii cyMMapHBIM (OHI OIIaTel Tpyda 3a
MpeNIIECTBYIOIIUH HESPHUO CIICITUAJIUCTOB
3T PCIECTBYIO pHO H 26 062 059,95
YHOJIHOMO‘IGHHOFO YUYPCKIACHUS, 3aHATBIX OKa3aHucM
yCIyrud

03 QUIHEHT KOCBEHHBIX PACXO0/I0B YIIOJIHOMOYCHHOTO
Ypem ICHUS, KOTOPEIE HEBO3MOKHO OTHECTH HANPAMYIO K 108,25
aTpaTraM, HEOCPEICTBEHHO CBA3aHHBIM C OKa3aHHEM

ciyru (. 4 /1. 5) x 100

KOMaHI[I/IPOBO‘-IHI:Ie pacxonbl, HEMOCPEACTBEHHO CBSA3aHHBIC C OKa3aHHEM

6 [Kkp

ycayru (Ckp), B pacdeTe Ha OHOTO CIELHATIKCTa YIIOJTHOMOYEHHOTO YIPEXKACHUS IPH
YCIOBMM HAXOXIEHHs B KOMAaHIUPOBKE B TeueHMe 12 KaleHIApHBIX [IHEH,
OIpeHeNIIOTCs 0 popMyJIe:

Ckp = Popoesn + Pnpox + Pcyrt + Pipou, rze:

Prpoe3n - pacxogsl Ha IPOe3Jl OJHOIO CHELHANXCTa YHNOJIHOMOYEHHOTO
yupexIeHus [ OKa3aHus yCIyrd U oOpaTHo, pyo.;

Prpox - pacxompl Ha MPOXXKUBAHHE ONHOTO CIENMAIKCTAa YIOIHOMOYEHHOTO
yUpEXAEHUS BO BpeMsl OKa3aHHs YCIYIH, pyo.;

Pcyr - pacxoiabl Ha BBIILUIATy CYTOYHBIX OJHOMY  CICLHAIHCTY
YIIOJTHOMOYEHHOTO YUpeXIeHHs Ha BpeMs OKa3aHHs yCIyTH, pyo.;

Pripou - mpoure KOMaHAUPOBOYHbIE PACXO/bl, HEMOCPEACTBEHHO CBS3aHHBIE C
OKa3aHWEM YCIyTH, pyo.

PacyeT  KOMaHAMPOBOYHBIX  pacxXxoJOB Ha  OJHOIO  CHEUHUAlMCTa

YIOJIHOMOYEHHOTO YUpEeXKIeHHs IpHBe/icH B Tabmuue Ne 2.

Tabnuna Ne 2
HaumenoBanue pacxonoB |Croumocts| Kommdectso |Komuuec HUtoro, py6.
el. B pyo. JTHEH TBO Yell.
KOMAaHIPOBKH
1 2 4 5 6
PcyT - cyrouHble Ha 700 1 1 700
TeppuTopun Poccuiickoi -
®denepanuu
PcyT — cyTounsle 3a 2 500 11 1 27 500
npeaenamu Poccuiickoi




Oepnepan

Prpoesn - aBua- 4 104 780,25 1 104 780,25
KEJEC3HOIOPOXKHBIE OUIIETHI

(Tyna u o6patHO)

Pripox - HaeM XKuiibs 18 009,00 11 1 198 099
Prpou - npouue 1 (104 780,25 +
KOMaHAUPOBOYHBIE PACXO/BL, 198 099)*3% =
HEMOCPEICTBEHHO CBA3aHHBIE 9 086,38

C OKa3aHHWEM YCIIyTH
(6poHHpoBaHHE OUIETOB U
rocTHHHUL 3%, KOHCYIBCKHE
cOOpHI)

Bcero 340 165,63

3aTpaThl Ha  KOMaHAMPOBOYHBIE  pacxoAbl  OIHOIO  CIEIMAIHMCTa
YIIOJTHOMOYEHHOTO YUYPEXIEHUs IIPH YCIOBUM HAXOXKIEHHUS B KOMaHIHUPOBKe
B TedeHue 12 kaneHaapHsIx qHei coctapisoT 340 165,63 pyonei.

Takum o00pa3oM, pasMep IUIATHl 3a IpeJOCTaBlICHHE YCIyrn Oe3 ydera
KOMaHIHPOBOYHBIX PACXOJ0B PABEH:

Ci=tx Cox (1 + (Ku3+ Kxkp)/100)=1 348 x 940,87 x (1 + (30,2 + 108,25) /100) =
3 024 244,09 py6. 6e3 HIIC

rae:

t = 1 348 yen./gac. - TPYAOEMKOCTb OKa3aHHs YCIyT IPU YCIOBHH IIPOBEICHHA
or 41 go 50 mpouexyp (paboT) TpeMs CHELHAIACTAMH YIOJHOMOYECHHOIO
YUPEXACHHS, YIaCTBYIOUIUX B HHCIEKTUPOBAaHMH, ONpPENENISIETCS B COOTBETCTBUU
C MPHJIOKEHNEM K HACTOSIIEMY PacyeTy, |

C» = 940,87 py6./4ein.-4ac. - CTOMMOCTHasI OIIEHKa OJHOTO 9aca pabOoTEI OJIHOTO
CIIELHANIICTA YIIOJTHOMOYEHHOTO YUPeXIEHHS (C YI€TOM BCEX KOMIIEHCAIIHOHHBIX U
CTUMYJIUPYIOUIAX BBHIILUIAT, BHILUIAUMBAEMBIX B COOTBETCTBHUHU C 3aKOHOJATENIBCTBOM
Poccutiickoii ®enepanun);

Kuz = 30,2% - koddduimeHT HadWcIeHWH Ha 3apaboTHyIo ILIary

B COOTBETCTBHH C 3aKOHOJATCJIbCTBOM Poccuiickon d)enepalmn;
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Kkp = 108,25% - k03¢ PULHMEHT KOCBEHHBIX PAaCX00B OpraHu3alu, KOTOpBIE
HEBO3MOXHO OTHECTH HampsAMYIO K 3aTpaTaM, HENOCPEICTBEHHO CBSI3aHHBIM
C OKa3aHHEM YCIIyIH.

KoMaH/MpOBOYHBIE —pacxoisl B pacdere Ha TpexX  CNEHMATHCTOB
YIOJHOMOYEHHOTO YUPEeXKACHHUs, IIPpY YCIOBHH HaXOXICHHS B KOMaHIHMPOBKE
B T€UeHMe 12 KaJleHIapHbIX [IHEW, paBHBI:

Cxp = 340 165,63 x 3 =1 020 496,88 py6. Ge3 yuera Hajora Ha JOOABIECHHYIO
CTOUMOCTb.

IpenensHeli pasmep IUaThl 3a IPEAOCTAaBIEHHE YCIYI'H, C Y4ETOM
KOMaHIHPOBOYHBIX PacXo0lOB, B pacdyeTe Ha TPeX, CHELHATMCTOB YIIOTHOMOYEHHOIO
YUpEXIECHHU, TIPU YCIOBUU HAXOXKIEHHUS B KOMaHIUPOBKE B TeUeHue 12 KaneHapHbIX
IHel, 0e3 yueTa Hajiora Ha J0OaBICHHYIO CTOUMOCTh PaBeH:

C = C,; + Ckp = py0. 6e3 yuera Hajora Ha 100aBIEHHYIO CTOMMOCTb.

C=3 024 244,09 + 1 020 496,88 = 4 044 740,97 py6, 6e3 HIC

INpenensHeIi pasMep IUIaThl 3@ NPEJOCTaBICHHE YCIYyrH, C Yy4eTOM
KOMAHIMPOBOYHBIX PAcXoJIOB B pacyeTe Ha TPeX CIEIHATUCTOB YMOTHOMOYEHHOIO
yupexIeHus TIPH YCIOBHY HAXOXXISHHUs B KOMaHIUPOBKe B TeUeHHe 12 KaneHIapHbIX

JHel, C y4eTOM HaJlora Ha 100aBleHHy10 cTouMocTh (20%), paBeH:

C =C +HJC (20%) = 4 044 740,97 + 808 948,19 = 4 853 689,16 py0. ¢ ydeToMm
Hajiora Ha J0OaBJI€HHYIO CTOUMOCTbD.




[Tpunoxenune

Kk Pacuery npenenbHOro pasMepa IUIATHI
3a OKa3aHWE YCIYTM MO WHCIEKTUPOBAHUIO
MIPOU3BOJUTENEH JIEKAPCTBEHHBIX CPEICTB
JUTS BETEPUHAPHOIO IIPUMEHEHHUS,
MIPOU3BOACTBO KOTOPBIX OCYILIECTBIAETCS
3a mnpexenamu Poccuiickoin ®enepanuy,
Ha COOTBETCTBHEe TpeOOBaHUSAM MPaBUI
HaJyIeXxalei Mpou3BOACTBEHHOU IIPAKTUKH B

Heasax BbIIAYU 3aKIIOUeHUM
0 COOTBETCTBUH POU3BOAUTENS
JIEKapCTBEHHBIX CpPEACTB
JUIS BETEPUHAPHOIO NPUMEHEHUS
TpeGoBaHUAM IIpaBUJl HaJIexalei

IPOM3BOJICTBEHHOM MPaKTHKH

TunoBele HAMMEHOBAHUS PabOT, OCYIIECTBISAEMBIX PY OKa3aHUH YCIyTH
10 HHCTIEKTHPOBAHHUIO MPOU3BOANUTENEH JIEKAPCTBEHHBIX CPEACTB AJIsl BETEPHHAPHOI'O
MpUMEHEeHHS, TIPOM3BOJICTBO KOTOPBIX OCYIIECTBIIAETCS 3a Iipenenamu Poccuiickoi
denepanuu, Ha COOTBETCTBHE TPeOOBAHUAM MPABUIT HaUIeXKalled IPOU3BOACTBEHHOM
TIPaKTHKH B [ENAX BbIIAYH 3aKIFOYEHAN O COOTBETCTBUH IPOM3BOAUTEINS JIEKAPCTBEHHBIX
CPEeICTB Ul BETEpUHAPHOTO MPUMEHEHUS TpeOOBaHUAM NPaBUIl HaUJIexKalleH
IIPOM3BOICTBEHHOM MPAKTHKH, C yKa3aHUeM (PaKTUYeCKOH TPYIOEMKOCTH X BBIIIOJTHEHHS
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1. IIpuHsiTHE pellleHAN MO 3asiBKe HA OKAa3aHHeE YCJIYIH 10 HHCNEKTHPOBAHHIO
NpOu3BOAHTeE e JIeKAPCTBEHHBIX CPEICTB /ISl BETEPHHAPHOIO IPHMEHEHH,
NPOHU3BOCTBO KOTOPBIX OCYIIECTB/IsieTcs 3a npeeaamu Poccuiickoi ®@eaepanuu,
HA COOTBETCTBHE TPeOOBAHHAM NPaBHJ HAJJIE/KAIIEH IPOH3BOACTBEHHOH PAKTHKM
B IeJIX BBIAa4YH 3aKJII0UEHHI 0 COOTBETCTBHH NPOH3BOAHTE/IS JIEKAPCTBEHHBIX
CpeaCTB /ISl BETEPHHAPHOIO IPHMeHEeHHsI TPeGOBaHHAM NMPAaBHJI HalJIeKaIel
NPOH3BOACTBEHHOI NPAKTHKH (AaJjiee — ycayra, HHCIEKTHPOBaHHe)




1.1 Ilpuem ®  perucrpaunus
3asiBJIECHHST H NPeAOCTABJICHHOH
3asiBUTEJIeM JOKYMEHTAHH:
1.1.1 nocmynnenue OOKyMeHmoé &
YHONHOMOYEHHOe YupexcoeHue;
1.1.2 nposepxa  KoMNAEKMHOCMU
nakema OOKYMEHMO8 CO2NACHO ONUCU,
1.1.3 pezucmpayus Ooxymenmoé 6
cucmeme 00KyMeHmoobopoma
YHOTHOMOYEHHO20 YYPeNCOEHUA,
1.1.4 nepedaua Ooxymenmog 6
npogunvHolll omoen
YHOTHOMOYEHHO20 YYPENCOEHUAL.

41 -50

1.2 Ha3HayeHHe OTBETCTBEHHOIO
HCIIOJIHH TS HAYaJIbHHKOM
npoPpuIbLHOrO oTaeaa
YNOJJTHOMO4YEHHOI0 YUpeKAeHHsl H
yTBep:KIeHHe KOMHCCHH:

1.2.1 noozomoeka npoexma npuxasa o
CO30aHUU KOMUCCUU UHCNEKMOPO8;
1.2.2 coenacosanue u ymeepoicoenue
npuxkaza o0  CO30aHUU  KOMUCCUU
UHCNEKmMOpOos;

1.2.3 eHecenHue  0OmMEEMCMBEHHBLIM
ucnonxnumenem UHOCMPAHHO20
npou3eooumens 6 2pagux npoeeoeHus
UHCneKmupoeanus (Oanee-2papux).
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1.3 Paccmorpenme  3asiBJICHHS,
CONPOBOAUTENbHbBIX JI0OKYMEHTOB:
1.3.1 OCHOBHOoEe oocve
NpOU3800CMBEHHOU  NIOWAOKU  HA
PYCCKOM A3biKe;

1.3.2 oannvie pecucmpayuOHHO20
oocve;

1.3.3 ceedenus o0  6viAGNEHHbIX
Hecoomeemcmeusx Kawecmea
JIeKAPCMBEHHbIX cpeocme
YCMAHOGNEHHbIM — MpebOoBaHUAM, 6
mom yucne 06 om3vige
JIeKAPCMBEHHbIX cpedcme u3z
2pasc0anckozo 0bopoma 3a nepuoo He
MeHee 08YX Jlem 00 no0ayu 3as61eHUA,
1.34 Konus/uu JNUYEeH3UU/ U,
8b10aHHOU/ble YNOJHOMOYEHHBIM
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Op2aHOM CMpaHbl  3as8umens (unu

O0O0KyMeHma/08, Ha OCHOBAaHUU
KOMOpOo20/Komopbix 3aa8umend
ocywecmensiem - 0essmeibHOCmy — No
NpouU3800Ccmey JIeKAPCMBEHHbBIX

cpedcme), u ee/ux nepeeoo Ha PyCcCKuu
A3bIK, 306ePeHHble 8 YCMAHOBNEHHOM

nopsoke;

1.3.5 usyuenue nepeuns npooykmos,
NPOU3BOOUMBIX Ha nrowaoke
3aa8umenem,

1.3.6 omuemovr no gapmarxonaosopy
(MOHUMOpUHZ bezonacnocmu
JIeKAPCMBEHHBIX cpedcms) Ha
oguyuansHom caiime
Poccenvxosnaosopa 8
UHPOPMAYUOHHO-
MeneKOMMYHUKAYUOHHOU cemu
«HUnmepuemy,

1.3.7 Huanpaenenue  cpaguxa 8
Poccenvxosnadsop na coenacoeanue;
1.3.8 nonyyenue coenacog8anHoz20
epagpuka uz Poccenvxosnaosopa,

1.3.9 pasmewenue co2naco6anHHo20
epaguka Ha oguyuanvHom caume
YNONHOMOYEHHO20 — YYpesCOeHus 6
UHGDOPMAYUOHHO-MENEKOMMYHUKAYU-
oHHoU cemu « Humepnem».

1.4 IloaroroBka W mNOANHCAHHE
NPOEKTA COrJIAlICHHS ¢ 3afBHTEIEM
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1.5 IHoaroroska IUIaHA
HHCNEKTHPOBAHHS HA OCHOBAaHHUH
3asiBKH BKJIIOYAET AHAJIH3
HHOpMALHH:

1.5.1 yoanennocme u mpancnopmuas
00CMYNHOCMb,

1.5.2 xonuuecmeo, gpopmul evinycka u
munvl  JEeKAPCMBEHHbIX ~ CPEOCMS,
3A68/ICHHbIX K UHCNEKMUPOBAHUIO,
1.5.3 Konuuecmeo uHcnexmupyembvix
06beKkmos 6  pamkax  OOHOU
NpPOU3800CMBEHHO NAOUWAOKY;

1.5.4 peaxcuma pabomul npednpusmus,;
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1.5.5 «xanenoapHnvie ocobenHocmu

CMpaHbi, 2o0e HAXo00umcs

npeonpusmue;

1.6 CoriacoBaHne H yTBep:KAeHHE 41 - 50 16 3 48
IJIAHA HHCNEKTHPOBAHHS

Hroro: 41 - 50 300 1(3) 812

2. UHcnieKTHpPOBaHHe.

2.1 Bbinoanenne pabor Mo
HHCIIEKTHPOBAHHIO HA ILIOIAJKe
sasgBUTeNas (cGOp AaHHBIX, ocmMoTp | 41-50 80 3 240
NPOU3BOACTBEHHbIX NOMeEIeHHi) H
3aKJII0YHATE/IbHbIe MEePONPHATHS

HUroro: 41 - 50 80 3 240

3. HoaroroBka HTOroBOro HHCIMEKIHOHHOIO 0TYETA MO pe3y/bTaTaM
BbI€3[IHOT0/I0KYMEHTAPHOr0 ) HHCMEKTHPOBAHHS

3.1 oOpaboTka H  aHAJIH3
pe3yJbTaTOB HHCNIEeKTHPOBaHHUSA
c HeJabIo NOArOTOBKH
HHCIIEKIIHOHHOIO oryera| 41-50 80 3 240
no pe3yJbTaTam
BbI€3/IHOT0/XOKYMEHTAPHOIO
HHCNIEKTHPOBaHHS.

3.2 CocrasBjienne HTOTOBOI0
HHCNEeKIUOHHOTO ortuera| 41-50 32 1 32
10 pe3yJIbTaTaM HHCIEKTHPOBAHHS.

33 ®opmupoBaHHe naKera
JOKYMEHTOB MO  pe3yabTaram
HHCIIEKTHPOBaHHSA, MNepejaYa HMX

B Poccennxo3naaszop u nanpasyenne | 41 - 50 24 1 24
3aiBHTEJIIO HTOrOBOIO

HHCIIEKIIHOHHOTO oT4YeTa

0 Pe3y/1bTATAM HHCIIEKTHPOBAHHSI.

Hroro 41 - 50 136 1(3) 296
BCEI'O: 41 - 50 516 1(3) 1348

*) WCIONB30BAHHE KOJNMYECTBA Ipouedyp A0 20-Td OPUMEHUMO TOJBKO B XOIE
TOCIIEAYIOMETO HWHCICKTHPOBAaHUS IPOM3BOJWTENEH JICKAPCTBEHHBIX CPEACTB € YUETOM
TIpe/ICTaBIEHHBIX KOPPEKTUPYIOIIMX H IIPEXy PEKAAIOMIIX JCHCTBUM.

**)  JIOKyMEHTapHOe  HMHCIICKTHPOBAHME  UPOM3BOJUTCA  IIPH  TNOCICAYIOIEM
MHCIIEKTUPOBAHMK  NPOM3BOJWTENECH JEKapCTBCHHBIX CPEACTB, TOJIBKO IO  PEIICHHIO
YHOOMHOMOYEHHOTO  YUPEXKJECHHsA, C Y4Y€TOM TPEACTABICHHBIX  KOPPCKTHPYIOUIMX H
IpeAyNPEXJAOLIUX ACHCTBHIA. \




