Muﬂncﬁimo mcmn POCCHACKON Mm:t’mﬁ
3APETUCTPHPOBAHO
Perncrpaunonnpil e S 7505

jCvexl0 Qe il 2E0.

MHUHHUCTEPCTBO CEJIBCKOI'O XO351

oT

POCCUMCKOM ®EJEPAIIANA

®EJTEPAJIBHAS CJIYKBA 110 BETEPUHAPHOMY
U ®PUTOCAHUTAPHOMY HAJI30PY
(PoccebX03HAA30D)

IIPUKAS3

7 orTa6pa 2020 rogpa

MockBa

006 yTBep:KAeHHH METOAMKH pacueTa NpeaebHOro pasmMepa niaThl

Ne

1078

32 OKa3aHHe

YCJAYIrd N0 HHCNICKTHPOBAHHIO nponssozmTe.neii JIEKAPCTBCHHBIX CPEACTB
AJI BETEPHHAPHOI0o NPpHMEHEHHH, IPOH3BOACTBO KOTOPBLIX OCyIeCTBAHAETCH

3a mpeneaamu Poccuiickoii degepamnui, Ha COOTBETCTBHE TPeOOBaH

HSIM NI PABHJI

HaAJe)xalei llpOlBBO}ICTBeHHOﬁ NPaKTHKH B 1eJIFX BbIIAYH 3aKJII0YeHu
0 COOTBETCTBHH NPOU3BOAHUTEIA JICKAPCTBCHHBIX CpeacTB AJIsl BETepPHHAPHOI'O

NPpHUMCHCHHSA TpCﬁOBaHHﬂM npaBHJl Hazmemameii NpPOH3BOJACT

BEHHOM

NPAaKTHKH K NpeeJIbHOro pasmMepa njiaTbl 32 OKA3aHHC )’KaBaHHOﬁ yciayru

B coorBercTBHM C myHKTOM 25 IlpaBunm opraHusaiiuv Hu
MHCIIEKTUPOBAHUA TIPOM3BOJMTENEH JICKAPCTBEHHBIX CpPEICTB HA
Tpe6OBaHKAM TIPABHI HANEXKAIIEH MPOU3BOACTBEHHOH NMPAKTHKH, a T
3aKJTIOYEHUH O COOTBETCTBHH IIPOH3BOIMTENS JIEKAPCTBEHHBIX CPEACT
Tpe6OBaHMAM, YTBEPXACHHBIX ImocTaHoBieHueM IlpaBHTensCTBa
Menepaunu or 3 nexabps 2015 T. Ne 1314 «O6 ompeneneHuH
IPOM3BOAUTENEN JIEKAPCTBEHHBIX CPEJCTB TPeOOBAHMAM NpPaBUIl
npousBojcTBeHHONM  mpakTukm»  (CoOpaHue  3aKOHOAATENbCTBA
®enepanun, 2015, Ne 50, c1. 7165), i pr K a3 bl Bafo:

1. Y1Bepauth: '

METONMKY pacdeTa TIpEJEeNbHOrO pasMmepa IUIaThl 3a OKa3s
MHCIIEKTMPOBAHUIO  TIPOM3BOJMUTENIEH  JIEKapCTBEHHBIX
INpHUMEHEHUs,,  MPOM3BOJICTBO  KOTOPBIX

o
BETEPUHAPHOTO

CpencTB
OCYILIECTBIIAETCS
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3a mpemenamu Poccuiickolt ®enepalMu, Ha COOTBETCTBHME TPEOOBAHMAM IIPABHI
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Ha/UIeKalell TMpOW3BOACTBEHHOW NPaKTHKH B IeMIX BbIJAYM 3aKIOYEHHH
O COOTBETCTBHH MNPOW3BOJMTENS JIEKAPCTBEHHBIX CPEACTB /I BETEPUHAPHOIO
IpUMeHeHds. TPeGOBaHUSM TIPaBHI HaUIeXkanled IPOW3BOACTBEHHON NpPaKTHKU
COracHo NpujiokeHuto Ne 1 x HacTosImEMy ITPUKa3y;

npeneibHB pa3Mep IUIaThl 32 OKa3aHWE YCJIYyTrH IO HHCIEKTHPOBAHHIO
NPOM3BOOHUTENEH JICKAPCTBEHHBIX CPEACTB M BETCPHHAPHOIO INPUMEHCHHA,
IPOM3BOZICTBO KOTOPIX OCYILECTBIsETCS 3a mpefienamu Poccuiickoii Denepanwy,
Ha COOTBETCTBHE TPeOGOBAaHUSM IMPABHI HaJUTeXKalleH IPOM3BOJCTBEHHO!N MPaKTHKH
B HENAX BbIJAYd 3aKIIOUYEHHH O COOTBETCTBMM IIPOU3BOJMTENA JIEKAPCTBEHHBIX
CPEACTB NIl BETEPHHAPHOrO NPUMEHEHHs TpeGOBaHMAM TMpaBWI HajUIekalleH
TIIPOM3BOICTBEHHOM IIPAKTUKH COTNIACHO IIPHIOKEHHMIO Ne 2 K HaCTOALIEMY IIPHKa3y.

2. Tlpussare  yTpatWBWIHM  cuiay  mpukas  PoccenpxosHansopa
oT 25 Hosa0pa 2016 . Ne 865 «O6 yTBepXIeHHH METOAUKH pacyera MPEACIBHOro
pasMepa IUIaThl 3a OKa3aHWe YCIYTH 1O MHCIEKTUPOBAHMIO NPOM3BOAUTEINICH
JNIEKApPCTBEHHBIX CPEICTB /IS BETEPHHAPHOTO MPUMEHEHHUS, IIPOU3BOACTBO KOTOPBIX
OCYIIECTBISICTC 3a IpeaelaMu Poccuiickoit ®enepanuy, Ha COOTBETCTBUE
TpeGOBaHKMAM IPABUI HaJIeKalllel IPOU3BOACTBEHHO!N NPAKTHKH B IIEAX BbIAATH
3aKJIIOYEHUA O COOTBETCTBHH TPOM3BOAUTENS JIEKAPCTBEHHBIX CPEACTB IS
BETEpHHAPHOTO [IPHMEHEHHs TPeGOBAHKSIM IPAaBIIT HaJIeXalled [POU3BOJCTBEHHOM
NpakTUKW»  (3aperucTpupoBaH Munroctom Poccun 30 nekabps 2016 r.,
peructpaionHbIit Ne 45086).

PykoBoauTenb ‘ C. A. Jlanksept




IMpunoxenue Nel
K nmpuka3y Poccenbxo3Haasopa
oT « 7 » okT6ps 2020 r. Ne 1078

MeToaHKa pacyeTa NpeaejbHOrO pasMepa IJIAThI 32 OKa3aHHe yCJIyIrd no
HHCNEKTHPOBAHHIO POH3BOAHTE 1€l JIEKAPCTBEHHBIX CPEACTB /ISl
BETEePUHAPHOrO NPHMeHeHHs, IPOH3BOACTBO KOTOPBIX OCYIIECTB/IAETCH 32
npenenamu Poccniickoii ®@eepannn, Ha COOTBETCTBHE TPeOGOBaHHSIM NPaBHJI
HaJexKauleli NPOU3BOACTBEHHOH NPAKTHKH B HeJIsAX BbIAA4H 3aKII0YEHHI
0 COOTBETCTBHH MPOH3BOAHTE/IA JIEKAPCTBEHHBIX CPEACTB VISl BETEPHHAPHOIO
npuMeHendsl TPeGoOBaHHSIM NPABHJ Ha/JIeKAIEH NPOU3BOICTBEHHOH IPAKTHKH

I. O6uue noJ1okenus

1. Hacrosias MeTouKa pacdera IpeaeabHOro pasMepa IUaThl 32 OKa3aHue
YCIyTH 1O HHCIEKTHPOBAaHUIO MPOU3BOAMTENEH JIEKAPCTBEHHBIX CPEICTB A
BETEPHHAPHOTO  TPUMEHEHHS, MPOU3BOACTBO  KOTOPBIX  OCYIIECTBIAETCS
3a mpenenamu Poccuiickoii Denepanyy, Ha COOTBETCTBHE TPeOOBaHMSM MPaBHII
HajUTeXXallell [pPOM3BOACTBEHHOM NPaKTUKM B NE/IX BbIAYH 3aKIFOYCHUH
O COOTBETCTBHM IIPOM3BOIMTENS JIEKAPCTBEHHBIX CPEACTB AJIS BETEPUHApHOIO
npUMeHeHus TpeGOBaHMAM NpaBHJI HajJexaleld NMPOM3BOACTBEHHON NPAKTHUKK
(manee — Mertoauka) pa3paboTaHa B COOTBETCTBUH C DefepalbHBIM 3aKOHOM
or 12 ampens 2010 r. Ne 61-®3 «O6 obpailleHUM JTE€KApCTBEHHbIX CPEICTBY
(Cobpanue 3axonomarenscTBa Poccuiickoit ®@enepamuu, 2010, Ne 16, ct. 1815;
2020, Ne 29, ct. 4516), nynkrom 25 IlpaBun opraHu3alii W TNPOBEACHHMS
MHCIIEKTHPOBaHUs POU3BOAUTENEH JIEKAPCTBEHHBIX CPEICTB HAa COOTBETCTBHUE
TpeGOBaHMAM OpaBHI HAUICKAMIEH IPOM3BOACTBEHHOM IPAKTHKH, a TaKke
BBIIAYM 3aKJIIOYEHHMM O COOTBETCTBHHM IMPOW3BOAUTEIA JIEKAPCTBCHHBIX CPEICTB
YKa3aHHBIM TPEGOBAaHHMSAM, YTBEPXKACHHBIX IIOCTaHOBICHHEM IIpaBHTENLCTBA
Poccuiickoii ®enepanuu ot 3 mexabps 2015 r. Ne 1314 «OG6 ompeneneHuu
COOTBETCTBHA IPOU3BOMUTENIEH JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUSIM IPABHIL
Hajiexameil mpousBoacTBeHHONM mnpakTuku» (CoOpanue 3aKOHOAATENBCTBA
Poccuiickoii ®enepammn, 2015, Ne 50, ct. 7165; 2020, Ne 37, c1. 5734).

2. Meroguka ompefenseT IOPSOOK  pacyera  pasMepa  IUIATHI
3a OKa3aHHE YCIYTd [0 HHCIEKTHPOBAaHMIO INPOM3BOAMUTENEH JEKapCTBEHHBIX
CpeICTB ISl BETEpUHAPHOTO IpUMEHEeHUs, IIPOU3BOACTBO KOTOPBIX
ocymiecTsisiercs 3a mnpefenamu Poccuiickodt ®enepanuu, Ha COOTBETCTBHE
TpeGOBaHHsAM TIPABIII HaJJIeXAalleH IPOU3BOICTBEHHON [IPAKTHKH B LIENIAX BBIAAYH
3aKII0YEHUI O COOTBETCTBHHM  IPOM3BOAMTENS  JIEKAPCTBEHHBIX  CPEJCTB
JUIE  BETEPUHAPHOTO TPMMEHEHMs TPeOOBaHMAM  MpaBUN  HajUIeKalleH
IPOM3BOJCTBEHHOM MPaKTHKH (Janee - yCIyra).
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3. Ompenenennss U TIOHATHS, HCIONb3yeMble B MeToIMKe, IPUMEHSIOTCS
B 3HAYEHHWAX, YKa3aHHBIX B [IpaBMiIax OpraHM3allid W  IPOBEICHHS
WHCIIEKTHPOBAHUS TPOU3BOAHUTENEH JIEKAPCTBEHHBIX CPEICTB HA COOTBETCTBUE
TpeGOBaHMAM NPaBHI HaJJIexameld NPOU3BOACTBEHHOM TPAKTHKM, a TaKxke
BBIIAYM 3aK/FOUYEHUN O COOTBETCTBHHM ITPOU3BOAMTENSA JICKAPCTBEHHBIX CPEICTB
yKa3aHHEIM TpeGOBaHWAM, YTBEPXKAEHHBIX IIOCTaHOBJIEHHEM IIpaBuUTENBCTBA
Poccuiickoit ®enmepanuy or 3 mexabps 2015 r. Ne 1314 «OG omnpenenchHuu
COOTBETCTBHS NPOM3BOJAUTENEH JIEKAPCTBEHHBIX CPEJICTB TPEOOBAaHHUSM IPABHII
HaJJIeXalleil Mpou3BOACTBEHHON IPAKTUKID). '

VHple  TOHATHS, MCOOJB3yeMble B MeToauKe,  IPUMEHSIOTCA
B 3HaYEHUSIX, ONpeeNeHHBIX 3aKOHOJaTebCcTBOM Poccuiickoi Penepanuy.

4. Ycnyra okasbiBaeTCs 3a CYET CPEACTB IPOU3BOIUTENSA JIEKAPCTBEHHBIX
CPEACTB JUIi  BETEPHHAPHOTO  IIPUMEHEHHMs,  IPOU3BOACTBO  KOTOPBIX
ocyllecTBIseTcs 3a mpeaenamu  Poccmiickodt — ®enepaumu, WM  €r0
YIIOJTHOMOYEHHOTO MPEeACTaBUTEN (JaNee - 3asIBUTENb).

5. Llensio MeTOAMKH SBJISETCS OMpesielieHHe 9KOHOMUYECKH 060CHOBAaHHOM
ILIATHI 32 OKa3aHHWe YCIyTH.

IL. Pacyer pa3mepa nJiaThl 3a OKa3aHHe YCIyrd

6. Ilnara 3a oKasaHHe YCIYI'H OIIpEleJICTCA IO KaXIOMYy 3asBUTEIIO
B OTHAENbHOCTH, C Y4ETOM MpOBEIeHUs HeoOXOMUMBIX paboT, B COOTBETCTBHH
C mepeyHeM HaWMEHOBAHHH paboT, OCYIIECTBISEMbIX MpPU OKa3aHMH YCIYTH
o HHCIIEKTUPOBAHHIO MIPOU3BOAUTENECH JIeKapCTBEHHBIX CpEnCTB
IUIi BETEPMHAPHOIO MPHUMEHEHHMS, IPOU3BOACTBO KOTOPHIX OCYIIECTBIACTCS
3a npenenamu Poccuiickoit denepanuu, Ha COOTBETCTBHUE TpeGOBaHUAM IIPaBHII
HajAJeXxaleil MPOU3BOJACTBCHHOW IPAKTMKH B MENsAX BbIIAYH 3aKJIIOYCHHH
O COOTBETCTBHM TIPOM3BOJMTENS JIEKAPCTBCHHBIX CPEACTB JUIL BETEPHHApHOIO ‘
TIPUMEHEHUSA Tpe6OBaHﬁﬂM NpaBWl HaJyUIeXalled NPOU3BOJCTBEHHONW MPAKTHKH,
C yKazaHueM (AaKTH4ECKOH TPYJAOEMKOCTH HUX BBINOJHEHHUS, INPHBEICHHOM
B npuioxednu Ne 1 kK MeToauke, ¥ 5KOHOMHYECKH 000CHOBAHHBIX MaTePHUAIBHBIX
¥ TPYJAOBBIX 3aTpar.

7. Pacuer pa3Mepa IUIaThl 3a OKa3aHHe YCIYrH (Janee - CTOMMOCTS)
onpeJeNseTcs mo clemyomei popmyie:

C=txCsx (1 + (Ku3 +Kxkp)/100) + Cxkp, rze:

C - cTOUMOCTS, py6., 6e3 ydera Hanora Ha fo6asienHyio croumocts (HIC);

t - TpymOeMKOCTh paGoT (den./dac.), KOTopas ONpeJeNseTcs CyMMapHOH
JUTHTENBHOCTBIO  OCYIIECTBIEHHS pPaboT CHEUHAIMCTOM  YIOJHOMOYEHHOIO
yUpeKIeHHS B KaXIOM KOHKPETHOM CITydae B COOTBETCTBMHM C NpHIoxeHHeM Ne 1
K Metonuke; ,

C» - CTOMMOCTHas OLEHKAa OJHOro daca paboTel OJHOIO CHEHHANUCTa
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YIOJHOMOYEHHOr0  ydpexuaeHus,  pyO./dem./gac. (¢ y4eTroM  Bcex
KOMITCHCALMOHHEIX M CTHMYJIHPYIOIIUX BBIILIAT, BHIILIAUABACMBIX B COOTBETCTBHU
¢ 3aKOHOIATeNbCTBOM Poccuiickoit Denepanyn);

Ku3 - xodQQuUHEHT HaudkCIeHHH Ha 3apaboTHYIO IIaTy CIELMAIHCTa
YIOJHOMOYEHHOTO YYpeXIEHUs B COOTBETCTBMM C  3aKOHOJAATEIBECTBOM
Poccuiickoii ®enepanuy, B IPOLIEHTAX;

Kxp - K03 ()HIHEHT KOCBEHHBIX PAaCXOJ0B YIIOIHOMOYEHHOIO YYPEXKACHHUS,
KOTOpbI€ HEBO3MOXHO OTHECTH HAaNpsAMYyI0 K 3aTparaM, HENOCPEICTBEHHO
CBS3aHHBIM C OKa3aHHEM YCIYTH, B IPOLEHTAX,

Ckp - KOMaHAHMPOBOYHBIE pacXobl, HEIOCPEJACTBEHHO CBj3aHHbIC
C OKa3aHWeM YCIyTH, pyo.

8. CTOMMOCTHast OI€HKa OZHOro dYaca paboTEl OJHOIO CHEHHAIHCTA
ynonHoMoueHHoro yupexaerus (Ca) onpenensercs no popmye:

C»s = 3IlocHu.c.Mm. / H, rre:

3llocH.c.M. - cpemHeMecsyHas 3apabOTHas IUIaTa OJHOTO CHEHHANNCTa
YIIOJTHOMOYEHHOTO yUpEeXAEeHHUsI, yUaCTBYIOIIETO B OKa3aHUHU YCIyTH, py0./4e.;

H - cpemuss HopMa pabodero BpEMEHH 3a MeECAL, OINMpeAensieMas
KaK yTBepXJeHHas HopMma pabouero BpeMeHH B roxy (mpu 40-gacoBod paboueit
HeJlese), Kora IpeaocTaBiseTcs yciyra, JejieHHas Ha 12 MecAIes.

[Mepeuens mpouenyp (paboT), BHIIOJHAEMBIX B XON€ OKa3aHHWsA YCIYTIH,

npeacTaBiieH B puioxeHun Ne 2 x Meronuke.

9. K KOCBEHHBIM pacxoiaM YIOJIHOMOYEHHOIO YYPEXKIECHHSA, KOTOphIE
HEBO3MOKHO OTHECTH HaIpsSMYIO K 3aTparaM, HEIOCPEICTBEHHO CBSI3aHHBIM
C OKa3aHMEM YCIYTH, YYUTHIBaeMbIM IpH pacdere Ko3(UIHMEHTa KOCBEHHBIX |
pacxozoB (Kxp) yIOITHOMOYEHHOTO YUpEXICHHsl, OTHOCSTCS:

- (akTH4eckue 3aTpaThl Ha oriaTy TpyZa
aIMHHKMCTPATHBHO-YIIPAaBICHYECKOr0 M BCIIOMOIaTEIbHOrO MEpCOHala, BKIIOYas
HA4YKMCJIEHHsS Ha 3apabOTHYIO IUIaTy, HEMOCPEACTBEHHO CBS3aHHOTO C OKa3aHHEM
yCIIyTH;

- ¢akTuuecKkne OOIIEXO3IHCTBEHHBIE 3aTpaThl, BKIIOYAIOIIHE 3aTPaThl -
Ha KOMMYHaJbHBIE YCIYTH, 3aTpaThl Ha YCIYyI'M CBS3H, TPaHCIIOPTHBIE YCIYTH,
yciayru 0aHKOB, 3aTpaThl Ha NPHOOPETEHHE MaTepHalbHBIX 3aIacoB, 3aTPAThI
Ha yCIyrd B 061acTH MHGOPMAIIMOHHBIX TEXHONOTHH, MPOUKeE pacxonsl (aanee —
00IIexX03iCTBEHHBIE 3aTPaThl) HEMOCPEACTBEHHO CBA3aHHBIE C OKa3aHHEM
yCIIyTH;

- aMopTH3alUs 3/aHMH, COOPY)XEHHH M JAPYTMX OCHOBHBIX (OH/IOB,
HETOCPEACTBEHHO CBA3aHHBIX C OKa3aHHUEM YCIYTH.

Ko>dQHipeHT KOCBEHHBIX PpAacXONOB YIOJHOMOYEHHOTO YYPEXICHHMS,
KOTOPEIE HEBO3MO)KHO OTHECTH HAIpsAMYI0 K 3aTparaM, HEMOCPeJCTBEHHO
cBsi3aHHBIM ¢ okasanmeM ycruyrd (Kkp), ompenensercs MTpONOPHIMOHATIBHO
(copasmepHO) 3arparaM Ha OIUIaTy TpyJAa CIEIHATHCTOB YNOJIHOMOYEHHOIO
yUpeXEHHs, HEMOCPEACTBEHHO YYacTBYIONIMX B IpOLECCe OKa3aHHA YCIYTH,
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M pacCYMTHIBACTCS HA OCHOBAaHHH OTHYETHBIX JAaHHBIX 33 MPENIIECTBYIOLIMiA
TieproA 1o popmyIe:

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

Kkp - k09hGHIHEHT KOCBEHHBIX PAaCXON0B YIOIHOMOYEHHOIO YIPEXKACHHUS,
KOTOpbI€ HEBO3MO)XXHO OTHECTH HaNpsMYI0 K 3aTpaTaM, HEIMOCPEACTBEHHO
CBSI3aHHBIM C OKa3aHUEM YCIIyTH;

3Mayn - bakTuyecKkue 3aTpaTsl Ha oruiaTy TpyZa
a[IMHHUCTPATHBHO-YIIPaBIEeHYeCKOTO U BCIOMOTAaTelbHOrO  MepcoHana,
BKJIIOYAas HAYMCIEHHS Ha 3apa0OoTHYIO IUIATy, HEMOCPEICTBEHHO CBSI3aHHOTO
C OKa3aHHMEM YCIIyTH, 3a MIPeAIIecTBYIONMH nepuoa, pyo.;

30x - (axTuueckHe OOIIEeXO3MHUCTBEHHBIE 3aTpaThi, HEOOXOIUMBIE
IS OKa3aHHUs YCIIYTH, 33 IPEALIECTBYIOLHI TepHof, py6.;

3aM - cyMMa aMOpTH3aIlMM 3/]aHUH, COOpPY)XE€HMH M JPYTHX OCHOBHBIX
(OHIOB, HETIOCPEACTBEHHO HCIONB3yEMBIX I OKa3aHHs YCIYTH, OIpPEAeNsIeTcs
WUCXOAA U3 OalaHCOBOM CTOMMOCTH OOOpyIOBaHMS M TIOMOBOM HOPMEI
aMOpTH3aLH, pyoO.;

3[1p - cymmapHeii GOHA OIIATHl TpyJAa 3a INPEALIECTBYIOIINNA NEpPHON
CHELHAIHNCTOB YIIOJHOMOYEHHOTO YUPEKICHHUS, 3aHATHIX OKa3aHHEM YCIYTH, pyO.

10. KoMaHmupoBOYHBIE  pacxoibl,  HEMOCPEJCTBEHHO  CBS3aHHBIC
c okaszanueM yciayru (Ckp), onmpeaensiorcs mo Gopmyie:

Ckp = Pupoesn + Prpox + Pcyt + Prpoy, rae:

Pnpoesn - pacxoOs! Ha MpOe3l OJNHOIO CIENMAKCTa YHIONHOMOYEHHOIO
yUpeXXIeHHs I OKa3aHWs yCIyTH U o6paTHo, pyo.;

Pripos - pacxoAsl Ha IPOXXHBaHHE OJHOrO CHENHATUCTA YHOIHOMOYEHHOTO
YUPEXCHHS BO BpeMs OKa3aHHs yCIyTH, pyo.; ,

Pcyr - pacxoAsl Ha BBIUIATy CYTOYHBEIX OJHOMY  CIICIMAIMCTY |
YIIONTHOMOYEHHOTO YIpEX/ICHUS Ha BpeMs OKa3aHHs YCIyTH, pyo.;

Prpoy - npoyrie KOMaHIUPOBOYHEIE PACXOJIbI, HEMOCPEICTBEHHO CBA3aHHEIC
C OKa3aHHeM yCIIyTH, pyo0.

Pacxoxsl Ha Mpoe3/l OJHOTO CIENMAIKCTA YIOJTHOMOYEHHOTO YUPEXKICHHA
IS OKazaHWMs yciayrd W oOpatHo (Pmpoesn) ycTaHaBIHBAaIOTCS B pasMepe
(baKTHUECKUX PaCXOOB, IOATBEPKACHHBIX MPOE3AHBIMU TOKYMEHTaMH:

- JKeJEe3HOMNOPOKHBIM TpPAHCIOPTOM - B KYNEHHOM BaroHe CKOpOro
aCCAXHUPCKOro Moe3/a;

- BOJHBIM TPAHCTIOPTOM - B KatoTe V IPyIIEl MOPCKOTO CyTHA PETYJIAPHBIX
TPAHCMOPTHBIX JIMHUN W JHHUH C KOMILIEKCHBIM OOCIy)KHBaHHEM I1acCaXHpOB,
B KafoTe I KaTeropus pedyHOro Cy[HA BCeX JMHHH cooOIIeHus, B Kaiore I
KaTerOpHUH Cy/HA TApOMHOMN IEPENPaBBI;

- BO3YIIHBEIM TPAHCIIOPTOM - B CAJIOHE SKOHOMHYECKOTO KJIacca,
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- aBTOMOOGHJILHEIM TPaHCIIOPTOM - B @BTOTPaHCIOPTHOM CpEJCTBE OOILEro
MOJIb30BaHHUSA.

Ilpg  OTCYyTCTBHM  TpPOE3NHBIX  JOKYMEHTOB,  IOATBEPXKIAIOLIMX
[pOU3BeICHHBIE PAaCXOAbI, B pa3Mepe MUHUMAJIbHON CTOMMOCTH MPOE3/a:
- J)KEJe3HOMOPOXHBIM  TPAaHCIOPTOM - B  IUIAIKapTHOM  BaroHe

TIACCKUPCKOTO MOE3/a;

- BOJHBIM TPAHCIIOPTOM - B KaioTe X IPYIIbl MOPCKOTO CyIHA PETYIAPHBIX
TPAHCIIOPTHEIX JIMHUA M JIMHAHA C KOMIUIEKCHBIM OOCITy)KHMBaHHEM I1aCCaXXHPOB,
B Karore III kareropun pedHOro CyfHa BCeX JJMHUM COOOILEeHNU;

- BO3IYIIHBIM TPAHCIOPTOM - B CaJIOHE 3KOHOMUYECKOI'0O KJlacca,

- aBTOMOOHJIBHBIM TPaHCIIOPTOM - B aBTOOycCe 00IIEro THIIA.

Pacxompl Ha TPOXXHBaHHE ONHOTO CHELHUAIUCTAa YIOJTHOMOYEHHOI'O
yUpeXAeHHss BO BpeMs okazanums ycuryrd (Popox) (kpome  ciydas,
KOTAa HampaBJIeHHOMY B KOMaHIUPOBKY CIEIHMAIHMCTY YIOJIHOMOYEHHOIO
YUpEXACHHSA TpenocTaBisdercs OecIUlaTHOE IOMEINCHUE) YCTaHABIHBAIOTCS
B pasMepe (aKTHYECKHX pPacXOAOB, IMOATBEPXKIECHHBIX COOTBETCTBYIOIIUMHU
JOKyMEHTaMH, TPHA 3TOM KaTeropHs FOCTHHHILI HE JOJDKHA MPEBHIIATh YPOBEHb
3*, B ciy4ae OTCYTCTBHSI KAaTeTOPHH TOCTHHHIBI YpOBHA 3*, TO KaTeropus
TOCTHHHIEI HE JOJDKHA TPEBBIIIATh YPOBEHD 4*.

Pacxogsl Ha IMPOXHMBAHHE OIHOTO CIEHHUAIKMCTa YIOJIHOMOYEHHOTO
yupexJaeHuss BO Bpems okazaHus yciayri (Prmpox) He MOryT MpeBBIIATh
IpeNebHEIX HOPM BO3MEILEHMS PAcXoJ0B IO HaiMy >XWJIOTO NOMEINSHUS INpH
CIy)KeOHBIX KOMaHIUPOBKAaX Ha TEPPHTOPHM HHOCTPAHHBIX TIOCYJapCTB
dbenepalbHEIX TOCYAAapCTBEHHBIX TPaXIAHCKMX  CIy)XalWX, pabOTHHKOB,
3aKIIOUMBINMX TPYIOBOM HOroBop O paboTe B (pelepajbHBIX TOCYHApCTBEHHBIX
opraHax, paGOTHHKOB TOCYJapCTBEHHBIX BHEOIO/DKETHBIX (QOHIOB Poccuiickoit
depepauun, (¢emepasbHHIX TOCYJAPCTBEHHBIX YYPEKACHUM, YTBEPKICHHBIX
noctaHoBleHHeM [IpasutensctBa Poccuiickoit @enepamuu ot 22 asrycra 2020 r.
Ne 1267 (Cobpamue 3akonomatenscTBa Poccuiickoit ®enepanmm, 31.08.2020,
Ne 35, cT. 5570). |

Pacxo/pl Ha BBHIIUIATY CYTOYHBIX OJHOMY CIELHMAIMCTY YIIOJIHOMOYEHHOTO
yupexnenus (PCyT) ycTaHaBIMBAIOTCA: Ha TeppuTopun Poccuiickoit Denepanuu
B pasmepe He Gosee 700 pyOieit 3a KaX[Iplif JeHb HaXOXX/IEHUS B KOMaHIMPOBKE
Ha OCHOBaHMH myHKTa 1 crateu 217 dyactu BTOpoM HayoroBoro konekca
Poccuiickoii ®enepannu (Cobpanne 3akoHoAarenbcTBa Poccuiickoit Denepaiuy,
2000, Ne 32, ct. 3340; 2019, Ne 25, ct. 3167), a 3a mpenenaMu TeppUTOPHH
Poccuiickoit denepan B MHOCTPAHHOM BAJIIOTE B pa3Mepe, YCTAaHOBICHHOM
B COOTBETCTBHH ¢ IpwioxeHueM Ne 1 K nocraHoBieHHio IIpaBHTEeNnbCTBa
Poccuiickoit ®enepauun ot 26 mexabps 2005 r. Ne 812 «O pasmepe u mnopsaxe
BBIIUIATBl CYTOYHBIX B WHOCTPAaHHOH BalloTe M HaA0aBOK K CYTOYHBIM
B HMHOCTPAHHOM BamOTe NpPHU CIHYKEOHBIX KOMaHIMPOBKax Ha TEPPUTOPHH
MHOCTPAHHBLIX TOCYJapCTB PabOTHHKOB, 3aKIIOYMBIIMX TPYAOBOH JIOTOBOp
o pabGore B (enepaibHBIX TOCYJAapCTBEHHBIX OpraHax, pPabOTHHKOB
rOCYJapCTBEHHBLIX  BHeOWMKeTHBIX  ¢oHI0B  Poccuiickoit — Denepanui,
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(bemepalbHBIX TOCYAApCTBEHHBIX YupexaeHuit» (CobpaHHe 3aKOHOJATEIBCTBA
Poccuiickoit ®enepaunn, 2006, Ne 2, cr. 187; 2019, Ne 30, ct. 4319; 2009, Ne 1,
cT. 147) B 3aBUCHMOCTH OT CTPaHbl HA3HAYEHHUS.

[Mpoune KOMaHIUPOBOYHBIE pAacXOXbl, HENOCPEACTBEHHO CBS3aHHBIE
¢ okasanmeM ycayra (Prmpod), BKIIOYAIOT [JOKYMEHTAJBHO MOJATBEPXACHHE
3aTpaThl Ha:

- OpoHHpOBaHHE aBHa- M KeJe3HOAOPOXKHBIX OUIIETOB;

- OpoHHMpOBaHHE MOCTUHHII;

- odopmieHHe 3arpaHMYHOro IacopTa, BH3 M JPYIHX BBIE3JHBIX

JIOKYMEHTOB;
- CTpaxOBble B3HOCH Ha 0053aTENIbHOE JITYHOE CTPAXOBAaHHE MAaCCaXXHPOB
Ha TpaHCIIOpTE;

- 00s13aTeIbHOE MEUIIMHCKOE CTPaxOBaHHUE;

- OIUIATY YCIIyT IO OQOPMIIEHHIO [TPOE3JHEIX JOKYMEHTOB;

- 00s3aTeNbHBIE KOHCYJILCKHE U a3pOJPOMHEIE COOPEI;

- pacXo/sl 3a IOJIb30BaHKE B I10€31aX IOCTEIbHEIMH NPHHAIUIEKHOCTIMH;

- cOOopHI 32 MPaBo Bbe3/a WIK TPaH3UTa aBTOMOOUIBHOIO TPAHCIIOPTA,

- HUHBIE 00s13aTeNbHbIE IIATEXN U COOPEI.

11. MatepuanbHble 3aTpaThl, HEIIOCPEACTBEHHO BO3HHKAIOIIKE B IIPOIECCE
OKa3aHWs YCIIyTH M He BKJIIOYCHHBIC B pacueT pa3Mepa IUIaThl 32 OKa3aHHe yCIyTH,
OIUIAYMBAIOTCS 3aBUTEIICM.

Pazmep mmaTel 3a OKa3aHHE YCIYyTM C y4YeTOM MaTepHalbHBIX 3arpar,
HETMOCPEJACTBEHHO BO3HHKAIOMIMX B IPOLIECCE OKa3aHWs YCIYrH, HE IOJDKEH
TpeBHIIATh MPEAETLHOTO pa3Mepa IUIaTh 38 OKa3aHHE YCIIyTH. ,

IlepedeHsr MaTepUaNbHBIX 3aTPar, HENOCPENCTBEHHO BO3HHKAIOIMX
B IIpoliecce OKa3aHus YCAyTH:

- TpaHCIIOPTHHIE PAacXOAbl IPH BBIE3[€ HAa HHCIEKTHPOBAaHHE IO MECTY
pacIoJIOKEeHUSI HHCTIEKTUPYEMOM IIPOU3BOACTBEHHOM IUIOIIAAKH, IPH yTATIEHHOM
TPO’KMBAHUHM OT MECTa MPOBEACHUS HHCIIEKTUPOBaHHS,;

- pacxojpl, BO3HHMKAIOIIHE B pe3ylNbTaTe IEepeHOCa CPOKOB IIPOBEACHHUS
HHCIIEKTUPOBAHHUA 10 WHUIMATHBE 3asABHUTEN], a MMEHHO: IITpadHBIE CAHKIIHH,
CEpBHCHBIE W KOHCYJIbCKHE COOpBI, cOOp CHCTEMBI IO aBHaOMiIeTaM, CTOUMOCTH
YCIIYT TPETHHX JIMI] IO OpraHu3aliid KOMaHIuPOBOK.

12. INepecMoTp pa3Mepa ILIATH 32 OKa3aHHE YCIYTH OCYIUECTBIACTCS OAMH
pa3 B rog ¢ 1 ampens TeKymiero (pMHaHCOBOIO roja, ¢ y4€TOM YCTaHOBIICHHOIO
denepaibHEIM 3aKOHOM 0 (efepalbHOM OHO/DKETe Ha COOTBETCTBYIOLIUH
(MHAHCOBBIA roJ MPOTHO3HOIO YPOBHA MHQIALKH, a TAKXKe B Cllydae M3MEHECHHs
HOpPMAaTHBHO#M 6a3kl.




ITpunoxxenue Ne 1

K Meronuke pacueTa NpeAeabHOro
pa3Mepa TIUIaThl 3a OKa3aHUE YCIYTH
10 MHCMEKTUPOBAHUIO ITPOU3BOIUTENEH

JIEKapCTBEHHBIX CpPEICTB ns
BETEpPUHAPHOIO IpUMEHEHUS,
MPOU3BOACTBO KOTOPBIX
OCYILECTBIISIETCS 3a npeaenamMu
Poccwuiickoit Oenepanuu,
Ha COOTBETCTBHE TPeOOBaHMWSAM IMpPaBHII
HaJyJIeXKaIei TIPOU3BOACTBEHHOU
MPaKTHKHA B LETSIX BBIAAYN 3aKIIOYEHHH
o COOTBETCTBHU TIPOU3BOIUTENS
JIeKapCTBEHHBIX CpeacCTB

JUIs ~ BETEPHHAPHOTO  TNpPHMEHEHUs
TpeOOBaHUSAM MpaBWJI  HaJJIeXalle

MMPOU3BOACTBEHHOU MIPaKTHKY,
YTBEPKIACHHOU MIPUKA30M
Poccenbxo3nanzopa

ot «7» okt6ps 2020 r. Ne 1078

HaumeHoBanus pabor,

OCYIIECTBIAEMBIX IIPH OKa3aHHHU YCIYTH 110 MHCIIEKTUPOBAHHIO
TPOU3BOAUTEIEH JIEKAPCTBEHHBIX CPEJCTB UL BETEPUHAPHOTO MPUMEHEHHUS,
NPOU3BOJCTBO KOTOPBIX OCYIIECTBIIAETCS 3a Ipenenamu Poccuiickoit
depepaiyi, Ha COOTBETCTBHE TpeOOBAaHMAM NPaBHII HaJJIeXKaIleH
IPOM3BOICTBEHHOM MPAKTUKH B LIEJISAX BBIAYH 3aKIFOYEHHH O COOTBETCTBUH
TIPOU3BOIHUTEIS JIEKAPCTBEHHBIX CPEACTB IJIsl BETEPUHAPHOTO IIPHUMEHEHHUS
TpeGOBaHUIM NPAaBUII HaJUIEXKAIIEH MPOU3BOJICTBEHHOM MPAKTHKH, C yKa3aHUeM
(aKTHYECKOH TPYTOEMKOCTH X BBINOIHEHUS

-
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1. IpunsiTHe peuieHHs IO 3asiBKe Ha OKa3aHHE YCJIYIH N0 HHCIEKTHPOBAHHIO
NPOU3BOAHTEICH JIEKAPCTBEHHBIX CPEACTB A/ BETCPHHAPHOIO NPHMEHEHMS,
NPOH3BOACTBO KOTOPHIX OCyllecTBJsieTcs 3a mpeaejamn  Pocchiickoit
®denepanid, HA COOTBETCTBHE TpeGOBaHHSM MNPaBHJA  HaJJIeKame
NPOH3BOACTBEHHOH NPAaKTHKH B NeJSX BbIIa4H 3aKJII0YEHHH O COOTBETCTBHH
NPOHM3BOANTE/NA JIEKAPCTBEHHLIX CPEACTB i BETEPHHAPHOIO NPHMEHEHHS
TpeGOBaHHAM NpPaBHJ HaMJIeKamell NPOH3BOACTBEHHOH NPaKTHKM (xajnee —
yCJayra, HHCIEKTHPOBaHHE)

1.1 TllpueM n perucTrpanus 3asiBJICHHSA
H NPeJOoCTABJIEeHHOH 3asBHTEIEM 110 20
AOKYMEHTAlHH:

1.1.1 nocmynnenue 0OKymenmoe
YRONHOMOYEHHOe YyupedcoeHue; 21-130
1.1.2 npoeepxa komniexkmrHocmu

nakema OOKYMEHMO8 CO2NACHO ONUCU;

1. 1.3 pecucmpayus 0oKxymenmos 6 31-40
cucmeme 00KymeHmoobopoma
VHOTHOMOYEHHO20 YUPEINCOCH U,

1.1.4 nepedauya ookymenmoe 6
npoghunvHuLll Omen YnOIHOMOUYEHHO20
YUpeNCOeHUA.

41 - 50

1.2 HazHayeHHe OTBETCTBEHHOIO
HCHOJIHHUTEIA HAYAJIBLHHKOM

*)
npodpuabLHOro oTAeIa 1o 20




YIOJIHOMOYEHHOI'0 Y PexKIeHHSA H
yTBEpKIeHHEe KOMHCCHH:

1.2.1 noozomoexa npoexma npukasa o
CO30aHUU KOMUCCUU UHCNEKMOPOS;

1.2.2 coznacosarnue u ymeepicoerue
npuKaza 0 co30aHUU KOMUCCUU
UHCNEeKmopos;

1.2.3 enecenue omeemcmeerHovim
UCNONHUMeENEM UHOCMPAHHO20
npoU3600UmMens 8 paguk NPoeeoeHUs
UHCneKmupo8anus (Oanee-zpagux).

21-30

31-40

41 -50

1.3 PaccMoTpenue 3asiBJICHHAS,
CONMPOBOJAHTEILHBIX JOKYMEHTOB:
1.3.1 OCHOBHOE docve
NpOU360OCMEEHHOU  NIOWAoKu  HA
PYCCKOM A3biKE;

1.3.2 0annvie pecucmpayuonHozo 0ocee;

1.3.3 ceedenuss 0  GbIABNEHHbIX
Hecoomeemcmeusx Kauecmea
JIEKAPCMBEHHbBIX cpeocme
YCMAHOBIEHHbIM MPebOo6AHUAM, 8 MOM
yucne 06 om3viee NEKAPCMBEHHBIX
cpedcme u3 2paxcoanckozo obopoma 3a
nepuood He MeHee 08yX Jem 00 NOOAYU
3AABNEHUA;

1o 20°

21-30

160

2/3

320/480




1.3.4 Konusi/uu JUYeH3uu/ut,
8bIOAHHOU/ble YHOIHOMOYEHHbIM
op2aHoM cmpaHul  3aseumens  (unu
O0OKYyMeHma/08, Ha OCHOBAHUU
KOMOPO20/KOMOpbIX 3aseumens
ocywecmensiem  0eAmenvHoCms — no
npouzeodcmey JIeKaPCMEEHHbIX
cpedcms), u ee/ux nepeeoo0 HA PYyCCKUU
A3bIK, 306EPEHHblEe 8 YCMAHOBNEHHOM
nopsoke;

1.3.5 wusyuenue nepeuns npooykmos,
NpoOU3800UMBIX Ha naowaoke
3asa8umenem,

1.3.6 omuyemwi no gapmarxonadsopy
(MoHUmMoOpuH2 bezonacrHocmu
NIeKAPCMEEHHbIX cpeocms) Ha
oguyuanvHom ' cavme
Poccenvxosnaozopa 6 ungopmayuonno-
MeneKOMMYHUKAYUOHHOL cemu
«HUnmepHem»;

1.3.7  nanpaenenue  zpaguxa 8
Poccenvxo3nao3op na coznacoeanue;

1.3.8  nonyuenue - coanacoeanHo20
epaghuxa uz Poccenvxo3nadsopa;

1.3.9 pasmewenue cozanacoeanHo2o
2pagpuxa Ha oguyuaneHom  caime
YNONHOMOYEHHO20  YYPeNCOeHus 6
UHPOPMAYUOHHO-MENEKOMMYHUKAYU-
oHHOU cemu « Humepremy.

31-40

41-50

1.4 IloaroroBka H DOANHCAHHE
NpPOEKTA COrJIALICHHS C 3asBHTEJIEM

10 207

21-30

31-40

41 - 50

32

32

1.5 IMoaroroBka mJIaHa
HHCIEKTHPOBAHHUS:

1o 20

16

2/3

32/48

1.5.1 yoanewHocme u mpancnopmuas
00CMYNHOCMb,

21-30

36

2/3

72/108




1.5.2 xonuyecmso, ¢opmer evinycka u
munel  JEKAPCMBEHHBIX cpeocms,
3QA6NCHHbIX K UHCNEKMUPOSAHUIO;
1.5.3 Kxonuyecmeo uHcnekmupyemuix
0b6vexmos é pamkax OOHO1
NpoU3800CMBEHHOU NIOWAOKU, 31-40 56 2/3 112/168
1.5.4 peoxcuma pabomur npedonpuamusi;
1.5.5  kanenmoapmvie = ocobennocmu 41 - 50 30 23 160/240
CMPpaHbl, 20e HAX00UMCA NPeonpuamue;
1o 20
1.6 CoraacoBanme H YyTBepxaenue | 21 -30 16 213 32/48
IJIAHA HHCIEKTHPOBAHHS 31 - 40
41-50
mo 20" 236 1(2/3) 428/620
" 21-30 256 1(2/3) 468/680
TOr0:
31-40 276 1(2/3) 508/740
41 -50 300 1(2/3) 556/812
2. UHcnekTHpOBaHHe.
2.1 Boinoanenne pabot no | mo 20" 8 2/3 16/24
HHCHICKTHPOBAHMI0O HAa  IUIOMIAJKe 5~ 2. 24 273 48/72
3asBHTeasn (cOOp OaHHBIX, OCMOTP
NPOH3BOACTBEHHBIX NMOMEIUEHHA) H 31-40 6 2/3 112/168
3aKJII0YATE/IbHbIC MEePONPHATHS 41 -50 80 2/3 160/240
no 207 8 2/3 16/24
- 21-30 24 2/3 48/72
roro: 31-40 | 56 2/3 | 112/168
41 - 50 80 2/3 160/240
3. IloaroroBka HTOroBOro HHCIEKIHOHHOTO OTYETa MO pe3yJjbTaTaMm.
BBI€3/1HOr0/I0KYMEHTAPHOTO ) HHCHEKTHPOBAHHS
| 209
3.1 oOpaboTka B aHAJIH3 pe3yJbTATOB 0
HHCNIEKTHPOBAHHS c Heabio | 21 - 30
MOArOTOBKH HHCIEKIHOHHOIO OTYeTa 80 2/3 160/240
o pesyibTaTaM BhieaHoro/moky- | 31 -40
MEHTAPHOI0 HHCIEKTHPOBAHHS. 41 - 50
10 20"
21-30




3.2 Cocrasienne HTOroBoro | 31 -40
HHCNIEKIIMOHHOTO oT4eTa no
pe3yJIbTATAM HHCIEKTHPOBAHHS. 41 -50
33 ®dopMmupoBanue naxera | A0 207
JOKYMEHTOB no pe3yJibTaTam
HHCNIEKTHpPOBaHHs, mepenaua ux B | 21-30
PoccenbX03HAA30p H HanpaBJIeHHE 24 1 24
3asiBHTEJIIO uTorosoro | 31 -40
HHCIEKIHOHHOTO oT4YeTa no
pe3y/JIbTaTaM HHCNIEKTHPOBAHHS. 41 -50
10 20"
1 20301 136 | 123) | 2161296
TOIO 31-40 (2/3)
41 - 50
a0 20" 380 1(2/3) 660/940
21-30 | 416 1(2/3) | 732/1048
BCEI'O:
31-40 | 468 1(2/3) | 836/1204
41-50 | 516 1(2/3) | 932/1348

*) HCIOJB30BaHME KoimyecTBa nponeayp A0 20-Td IDPUMEHHMO TOJBKO B XOfe
HOCTEAYIOEr0 HHCIEKTHPOBAaHHS IIPOH3BOMHUTENECH JIEKAPCTBEHHBIX CPEIACTB C YYE€TOM
IpeCTaBICHHBIX KOPPEKTUPYIOMHUX H NPEAYNPEXKIAIOMMX ACHCTBHMA.

**)  JIOKyMEHTapHOE HHCHEKTHPOBAHHE MNPOM3BOIMTCS [PH  IOCICAYIOIIEM
HHCIICKTHPOBAHWM MPOHM3BOJAUTENCH JICKAPCTBEHHBIX CPENCTB, TOJBKO [0 PEIICHHIO
VIIOMTHOMOYEHHOTO  YUpPEeXACHHA, C YYETOM [MPEACTaBIEHHBIX  KOPPEKTHPYIOIIUX
M IpenyNnpeKJaloluX ACHCTBHM.




[Tpunoxenue Ne 2
K Meroauke pacdera NpeneabHOro
pa3Mepa IUIaThl 3a OKa3aHWE YCIYrd

1o HHCICKTUPOBAHHIO
IIPOU3BOANUT elei JICKapCTBCHHBIX
CpEACTB JJIsA BETCPHUHAPHOI'O

IIpUMEHEHH, ITPOU3BOJACTBO KOTOPBIX
OCYLICCTBIICTCA 3a npeaciiaMnu

Poccwuiickoi ®enepauny,
Ha COOTBETCTBHE TpeOOBaHUAM
NpaBUI HaUIeXanei
MIPOW3BOJACTBEHHON NPAKTHKH B LENAX
BBIJJAYH 3aKJIIOYCHU M
O COOTBETCTBUH  IIPOU3BOLNUTEIL
JIEKapCTBEHHBIX CPEACTB JUISE
BETEPUHAPHOIO MMPUMEHEHUSA
TpeOOBaHMSIM TMpaBWJI  HaIeXallen
NIPOM3BOICTBEHHOM MPAKTHUKU,
YTBEPXKIAECHHOMN HPUKA30M
Poccenpxo3Hanszopa

oT «7» okta6pst 2020 r. Ne 1078

Ilepeyens npouenyp (paboT), BLIIONHAEMBIX B XO/€ OKa3aHUsA YCIyTH
10 HHCIIEKTHPOBAHHUIO IIPOU3BOAUTENIEH JIEKAPCTBEHHEBIX CPENICTB
IUTs BETepUHAPHOTO IPUMEHEHUS, IPOU3BOACTBO KOTOPEIX OCYIECTBIIACTCS
3a nipenenamu Poccwmiickoii denepallii, Ha COOTBETCTBHE TPEGOBAHUSM IPAaBUI
HaUIeXaleil MPOU3BOICTBEHHOMN IPAKTUKHU B LIENAX BbIA4 3aKIIOYECHHMH
0 COOTBETCTBHHU IPOM3BOAUTENS JIEKAPCTBEHHBIX CPEICTB JIJIsi BETEPHHAPHOTO
HpUMEHEHHS TpeGOBaHMSM IIPaBUII HaAJIeXkKallleH MPOU3BOICTBEHHOM MPAKTUKH

TMpouenypsl  BBIE3AHOTO/HOKYMEHTApHOTO**)  HHCNEKTMPOBAHWS  NPOU3BOIUTENCH
JIEKApCTBEHHBIX CPEACTB IJI1 BETEPUHAPHOrO IPHMEHEHMs, IPOU3BOACTBO KOTODBIX
OCyIIeCTRIIsIeTC 3a mpeaenamu Poccuiickoit ®eznepaliy, Ha COOTBETCTBHE TPEOOBAHUAM
NpaBWI Ha/UieKaleli NPOM3BOACTBEHHON MNpPAaKTMKM B LENAX BBAYM  3aKIIOYSHUH
O COOTBETCTBHH TIPOU3BOJMTEIS JIEKAPCTBEHHBIX CPEACTB JJI BETCPUHAPHOTO NPUMEHEHUS
TpeOOBaHUIM MpaBUJI HaJUIe)Kalen MPOU3BOIACTBEHHOM MpaKTHUKHU
(manee — MHCIIEKTUPOBAHHE)

1. OCHOBHEIE MPOIEAYPHl HHCIIEKTUPOBAHUSA

1 | BBoaHoe coBemaHme.

HHCeKTHpOBaHKE MPOU3BOACTBEHHON IIOLIAIKK

2 | [IpoBepka cKkiIama ChHIpbs, MaTEpHaIoOB M Ie4aTHOH npoayKuuu. OLEHKa CHCTEMBI
IPUEMKH, XPaHEHUs], ABIKCHHUS ChIPhS, MATEPHAJIOB, IIEUaTHOM IIPOTy KUK (IIPUEMKa,
KapaHTHHHOE XpaHEHHe, MapKHPOBKa, OTHMYCK B Npou3BoAcTBO). Cucrema ot6opa
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1po6 (TIOMEIeHH s, HHCTPYMEHTapHii s 0TGopa mpo0, HCTOb3yeMble NPOLEAYPHI).
30HBl XpaHeHHs OTOPAaKOBaHHBIX CHIPBS, MaTepuaioB. KapTupoBaHUe 30H XpaHEHHS.
[IpoBepka JOKyMEHTAllHH OTAEIOB MAaTepHANbHO-TEXHMYECKOTO CHaGXXeHws,
CKJIAJICKOT'O X034HCTBa U JIOTHCTHKH.

IIpoBepka cknaga rotoBoii mpoAyKuuH. OneHKa CHCTEMBI NPUEMKH, XPaHEHHMA,
JIBIOKEHUSI TOTOBOM TMPOAYKUMHU (IIPUEMKA, KapaHTHHHOE XPaHEHHE, MapKHpOBKa,
OTHyCcK B peaiu3anuio). 30HBl XpaHEHHs OTOPAaKOBaHHOHM, OTO3BaHHOI,
BO3BpalleHHOM npoxykimu. KaptupoBanue 304 xpaHeHus. [IpoBepka JOKYMEHTAIUH
OT[ENOB  MATEPHAIBHO-TEXHHYECKOTO  CHAa0)KEHHs, CKIAJCKOr0  XO31HCTBa
Y JIOTUCTHKH.

[IpoBepka TNPOW3BOJCTBEHHOTO y4aCTKa 3asBICHHOM K HHCHEKTHPOBAHHIO
JIEKapCTBCHHOM (POPMEI JIEKAPCTBEHHOT'O CPEJCTBA JJIs1 BETEPUHAPHOTO IPHMCHEHHA.
ITpoBepKa STarioB TEXHOJIOTHYECKOTO IPOLECCA: OPraHU3alMA TEXHOJIOTHYECKOro
npolecca, [OTOKOB  MEPCOHANTa,  MAaTEPHAIBHBIX  MOTOKOB.  KoHTpOmb
M JOKYMEHTHPOBAHUE B MPOIIECCE MPOU3BOICTBA. '

[IpoBepka y4yacTKa CHCTEMHl KOHJMIIMOHMPOBAaHHSA W  BO3JyXOIOITOTOBKH:
obopynoBaHne, (akTHUecKue TapaMeTpsl paGOTEHl  CHCTEMBI, MOHHWTOPHHT,
TEXHHYECKOE OOCITYKNBAHUE CUCTEMBI.

TIpoBepKa y4acTKa CHCTEMBI MOJATOTOBKH TEXHOJNOTMYECKHX ra3oB: 060pyNOBaHUE,
dakTHueckue mapaMeTpbl pabOTHl  CHCTEMBL, MOHMTOPHMHI,  TEXHUYECKOE
0o6ciTyKBaHHAE CUCTEMEL.

[IpoBepka y4acTKa CHCTEM IIOArOTOBKH, XPaHCHHWS W pacIpeAcieHUd BOIbI,
HCIOMB3yeMOH B MHPOM3BOACTBE (BOABI OYHMINEGHHOW, BOMBI VI WHBEKUMH):
oGopynoBanne, (GaKTHYECKHE MapaMeTpel pabOTHl  CHCTEMBI, MOHHTOPHHT,
TEXHHYECKOE 00CTYXKMBaHUE CHCTEMEI.

TTpoBepKa OTAENA KOHTPOJI Ka4eCTBa IPOM3BOIACTBCHHOM IUIOMIAIKH

[IpoBepka mOMEmEHUH, O00OpYNOBaHUA, HMHXKCHEPHBIX CHCTEM, pPEaKTHBOB,
CTAHJAPTHBIX  METONWK  aHaiuM3a, pabouyux  JKypHAIOB,  HCIOJB3YyEMBIX
NIPH IPOBEJACHAM XHMUYIECKOTO (U3NUECKOr0) TECTUPOBAHHS. '

[IpoBepka TOMeINEHUi, 0GOpPYJOBaHMsA, HMHKEHEPHBIX CHCTEM, PEaKTHBOB,
CTAaHJAPTHEIX  METOAUK  aHajiM3a,  HWCOOJIB3yeMBIX  OpH  MPOBEACHUM
MHKpPOOHOIOTHYECKOr0 TECTUPOBAHHUS.

10

[IpoBepka IOMEINEHHH, OOOpYIOBaHMs, MIKEHEPHBIX CHCTEM, PEaKTHUBOB,
CTaHJApPTHBEIX METOIVK aHATN33, UCTIONB3YEMBIX MPU MPOBEJCHHU OUOJIOrMIECKOTO
TECTUPOBAHHS.

11

IIpoBepka peanM3alMi [POrPaMMBI TOCHEAYIOMEr0 H3yYeHUs CTaOMIBHOCTH:
XpaHeHHs O0Opa3sloB, 32IOKEHHBIX Ha HM3YYEHME CTaOMIIbHOCTH, KBaTH(HKAIWA
TIOMEILECHHUI W/ WIH KIMMAaTHYECKHX KaMep, 000pyNOBaHKE, PEAKTUBEI, CTAHIAPTHHIC
METOIUKH aHAIN3a, paboune )XYPHAJILL.

12

IlpoBepka yCIOBAH HA[UIOXKAIIETO XPAHCHHS AapXUBHBIX H/HIH KOHTPOJBHBIX
00pasloB CHIPbS, MEPBHYHbBIX YIIAKOBOYHBIX MATEPUAJIOB, TOTOBOH NPOYKIIHH.

TIpoBepKa JOKYMEHTAIMH NPOU3BOACTBEHHOM MLIOIIANKH

13

[IpoBepka OpraHM3aLMOHHOM  CTPYKTYypsl — npeanpustus. OTBETCTBCHHOCTH
pyxoBoznctBa. AHamu3 @DapMaleBTHYECKOH CHCTEMBI KaueCcTBa CO CTOPOHBI
pykoBoicTBa. KimoueBoii nepcosan (COOTBETCTBHE YCTAHOBICHHBIM TPEGOBAHHMAM).
PyKOBOJICTBO 110 KauecTBy. CHCTeMa BBIIa4H yIOITHOMOYEHHBIM JIUIIOM paspeiieHu
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HA pEaM3alMIO Cepuii roToBod MpoayKumu. OueHka >PQHEKTHBHOCTH CHCTEMBI
KayecTBa.

14

ITpoBepka cucTeMbl JOKyMeHTHpoBaHUA. OCHOBHas [JOKYMEHTALMd CHCTEMEI
KadecTBa: pa3paboTKa, BHEIPEHME, PaclpOCTPaHEHHE, IMEPECMOTP, COOMIOJCHHE
CPOKOB XpaHCHUS apXuBa.

15

TIpoBepKa JOKYMEHTAIMH TI0 TIPOBEIECHUIO KBATN(UKAIMK U BaTHAalUK (OCHOBHOM
njaH BalMAAlUM, IUIAHEL, MPOTOKONEI, OTYETH MO KBAIH(GHKALMH M BaTUIAIMH).
ITpoBepka CHCTEMBI KBATU(PHUKALIH U BATHAALMY (KBATHOHKALMs TEXHOIOTHIECKOIO
o0OpyIOBaHMST M YHCTBIX IIOMCUICHUH MM KOHTPOJIMPYEMBIX 30H, BalMIALlAsA
TEXHONOTMYECKHX IIPOLIECCOB, MPOIEAYP OYUCTKH TMOMEHICHUH H 00OpYIOBaHMS).
IIpoBepKa KOMIIBIOTEPU3HPOBAHHBIX cHCTeM. Bammpmarms cucrem. Kpammduxanus
‘obopynoBanua. CHCTEeMBl NpPENOTBPAIleHHs HECAHKIIMOHMPOBAHHOTO JOCTYIIA.
ITporeayphl MO 3KCIUTyaTallMi U TEXHUIECKOMY 00CTyKMBaHHIO CUCTEMBI. CHCTEMBI
PE3EPBHOI0 KONMPOBaHMs.

16

IlpoBepKka TEXHOJOTMYECKOM MOKyMEHTamyy (IPOMBINUICHHBIC M/WIM HHBIC
perjiaMeHTRl, ACHCTBYIOIME Ha IPEANpPUITHAH; NPOU3BOACTBEHHBIC PELENTYPHL,
TEXHONOTMYECKHME MHCTPYKIIMH, HHCTPYKIIMH 110 OYHCTKE); BEINOIHCHHE TPEOOBaHMIMA
YTBEPKICHHOM TEXHOIOrMYECKOM JOKYMEHTAIIMH IIPY TIPOBEICHHH Onepaluil/cTaxui
TEeXHOJOru4Yeckoro mpouecca. IlepepaGoTka ¥ MOBTOpHas TEXHOJOrHYECKas
00paboTKa NPOAYKIHH.

17

IIpoBepka NOKYMEHTALWMM YYacTKOB HMHJKCHEPHHIX cHcTeM. Ksamuduxaims
HH)KEHEPHBIX CHCTEM.

18

HpOBepKa JOKYMCHTAIINH 1O KBaJ'II/I(I)I/IKaIII/II/I CHCTEMBI BOXOIIOATOTOBKH.

19

TIpoBepKka CHCTEMBI YTBEpXKACHHS IIPOM3BOAMTENEH (IIOCTAaBIIMKOB) CHIPBS
H MaTepUasioB 1 pabOTH C HUMH.

20

IIpoBepka CaHUTAPHO-THTHEHMYECKON INpOrpaMMbl NPEANpPHATHS M Ha[UICKALIEro.
€€ BHIIOJIHEHHS. MOHUTOPHHT YUCTHIX IIOMEIIECHHIA.

21

IpoBepka MEpONPUATHIA 10 00ECTICYESHUIO 3AIIUTHl OT IPOHHKHOBEHHUS HACEKOMBIX U
I'PHI3YHOB B IPOM3BOICTBEHHBIE TIOMELICHHSI.

22

ITpoBepKa TOKYMEHTALMH 10 KOHTPOJIIO Ka4eCTBa B J1a00paTopHsX:

- JOKYMCHTAIUA 110 aHAJIMTUYCCKUM METOAUKaAM, HCIIOJIBb3yCMBIM JUIA KOHTPOJIs
Ka4y€CTBa,

- BHYTPH3aBOJCKHE CeM(UKALIIN;

= IPOTOKOJIBI aHAJIA30B,

- pabouue KypHaJIbL;

- IOKyMEHTALMA 10 KOHTPOJIIO CHIPhs, MATEPHAIOB, IIOIYIPOAYKTOB, TOTOBOH
TIPOAYKIMH,

- perucTpanys pe3yJIbTaToB HCIBITAHUH;

- perucTpaisa paGoTs KOHTPOIBHO-U3MEPUTENRHOTO 000pyI0BaHHS,

- KBaTH(UKAIHs, TOBEpKa Ja60opaToOpHOTo 060py IOBaHHS.

23

IIpoBepKa CHCTEMBI YIIPABJICHHS PUCKAMH JU11 Ka4yeCTBa.

24

IlpoBepka BalUalM AHAIMTHYCCKUX METOAMK, B TOM 4YHCI€ METOIMK,
ACTIONB3YEMEIX U KOHTPOJSA KauecTBa OYHMCTKH OOOpYAOBaHMS M IIOMEINCHHUIM
n1abopaTopHii KOHTPOJISI KayecTBa.

25

TIpoBepKa pe3yIbTaToOB MPOJODKAONIETOC H3ydeHHs CTa0MIBHOCTH.

26

HpOBCpKa CHUCTEMBI YIIPaBJICHUA OTKJIOHCHUSIMU U YIIPABJICHUS U3MCHCHUAMMU.
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27 | locke cepmii roroBoii mpoaykimu. [IpoBepka Jlocke Ha CepuiO Ha 3afBICHHOE K
HHCIIEKTHPOBAHHIO JIEKAPCTBEHHOE CPEICTBO.

28 | KpanudukanuoHHsle TpeOOBaHHA K IEPCOHATYy M HX COONIIOACHHE. HpOBepKa
CHCTEMBI IOATOTOBKH M 00y4eHus nepcoHaia. [Iposepka rurueHU4ecKuX TpeOoBaHUH
K MEPCOHANY, B TOM YHCJI€ K TEXHOJOTHMYECKOH OIEXKIE, €€ CMCHE; NPOIEAyphl
HIEpEOACBaHUA.

29 | IIpoBepka paboOTHI ¢ peKIaManMiMH, Kalo6aMH, MPETCH3UAMH, HECOOTBETCTBUAMU,
oTkIoHeHuIMH. CHCTEMa OT3bIBa MPOTYKIIMH.

30 | ITpoBepka CHCTEMBI KOPPEKTHPYIOIMINX M MPEAYNPEKAAIOLINX ICHCTBUA.

31 | Ayrcopcunr (paGoTel, MPOM3BOAMMEIE IO KOHTPAakTy (IOroBOpy) B paMKax
NpOU3BOJCTBA, aHaNH3a (KOHTPOIS KadecTBa) INPOAYKIMM M OKa3aHUA YCIyT.
ITpoBepKa CHCTEMBI YTBEPKICHH HCIIOMHHUTENS paboT. COraleHHE 110 KaueCTBY.

32 | IlpoBepka cucteMbl camouHcnekumid. Kinaccuduxkaiys 3aMeyaHuid.

33 | IIpoBepka [OOKYMCHTAllMM HHXXEHEPHOH CIyXObl [pPEINPUATHSA: IUIAHOBO-
npeaynpeauTeIbHbIC MepOpHATHS (rpaduKH, Ky pHAJIBI).

34 | 3akmounTeNnbHas BCTPEYa-COBEIIAHME.

. IIOHOJ'[HI/ITCJIBHBIC MMpoLeAypbl HHCICKTUPOBaHMA, XapaKTEPHEIC 11 TaHHOTO BHAJA

NPOAYKIHN/TIPON3BOACTBA

IIpon3BOACTBO, XpaHEHHE U peain3anys GapMaleBTHIECKIX CyOcTaHmi. OCHOBHBIE
nonoxenus CUCTeMEl ynpaBiieHHs kauecTBa. [lepcoHan (cornacoBanHas CTPYKTypa,
JOJKHOCTHEIE MHCTPYKIMH, KBaJIH(UKAIWI, TMTHCHa, KOHCYJBTAHTH). 3JaHud H
noMmeienus. HmkeHepHele cucreMbl. CTOKM U OTXOABL. TE€XHOJIIOTHYECKOE
oGopynosanue. TexHomorudeckuit mnponecc. Crepunusanus (IpH TPOU3BOACTBE
CTEpWIBHEIX (papMalleBTHYECKHX CyOcTaHIuif). YrakoBka U MapkupoBka. Cucrema
xpanenus © peammsammn. Jlokymenranus (Cnermbuxaumu, PernameHTs,
MHCTPYKLHH, 3amuck). Bammpamys v xBanuduKanms, KOHTPOJIb Ka4eCTBa, KOHTPOJIb
M3MEHEHNM, oTKiIOHeHHA. [loBropHbie mcnbiTaHus. [IpeTeH3ny OT3BIB IPOTYKIVIH.
Camouncnexkuuu. Jlocke Ha ceprH, 0030p KauecTBa NMPoAykTa. PaboTa 110 KOHTpAKTy.

dapmalieBTHYECKHE CyOCTaHIINH, IOIYJacMBIE METOIaMH XHMHUYECKOTO CHHTE3a.

(I)apMaueBTqucme C}’6CTaHIII/II/I, NOJIy4aCMbIC MCTOJaMH OHOTEXHOJOTHYECKOTO
CHHTC3A.

dapmalneBTHYECKHE CYOCTaHIHMH, TOTyYaeMBbI€ ITyTeM KyITUBUPOBAHUS KIIETOK WK

dbepmenTanmeii. «Kinaccuueckas depmentauusy. Co3gaHue U noanepxaHue OaHka
KJIETOK (rmaBHOTO H pabouero). Benenue JOKYMEHTALUH.
KynsTrBHpoBaHue/pepMEeHTaLMsA, BEACHUE TOKYMCHTAIVH.

(DapMaIICBTH‘I€CKHe C}’6CTaHIII/II/I, MOJIy4aCMBbIC MCTOJaMHU BBIACIICHUS
N3 XUMHYCCKOI'0 ChIPbSL. '

dapmaneBTHYECKHE CyOCTaHIUH, TTOTYyYaeMbIC METOJIOM BBIICICHNS U3 HCTOYHHKOB
PaCTHTEJIBHOTO TIPOMCXOX/eHHs. Peska M CylIKa pacTeHui, BOAOpoOCiel, rpubos,
JTMIIAMHUKOB M OKCCYNAaTOB (BBIACNEHMM). OTKUM DpacTeHMd M IEperoHka.
Usmenbvuenue, obpaboTka 3KCCYOaToB, 3KCTpaKIHs U3 PacTCHUH,
(bpaKLHOHUPOBaHHE, OYUCTKA, KOHLICHTPHPOBAHHE HIIM (EPMEHTALIMS PACTHTEIBHBIX
CyOCTaHIIUHA.

(DapMaueBTmecme C)’6C’I‘aHl.ll/II/I, NOJIy4acMbIC MCTOJIOM BBIJICJICHUS M3 NCTOYHHKOB
OHONOrHYeCcKOro, dXUBOTHOTO INPOUCXOXKICHHU.

Buonoruueckue ¢apmanesrudeckue cybcraniuu. ITomemenus U 06GopyIOBaHMe.
TexHonornyeckuii mpouecc. OueHKa pucKoB. JIOKyMEHTaIbHAs NPOCICKMBACMOCTD




5

omepauuii. MeponpuaTHs [O KOHTPOMIO M INPENOTBPAIIECHMIO KOHTaMUHAIMU.
O6ecrieyenne CTEpHILHOCTH Mpoaykimu. KoHTpons kadecTsa. IIponeccsl XpaHeHUs
¥ KpHOKOHCEpBALIUH.

IIpor3BOJCTBO, XpaHEHHE U pealn3alliisl CTEPHILHBIX JEKAPCTBEHHBIX MPENapaToB.
OcHoBHEIe nonoxenus CrucTeMsl yrpasieHus kadectsa. [lepconan (kBanudukanus,
TUTHEHa). 3[aHusi WM NoMelneHus. MHxeHepHble cUCTeMBl. BRIOOp M MOArOTOBKA
MOIOIIUX/Ae3MHPHUIMPYIOIINX ~ CPEACTB.  TeXHoJoruyeckoe  00OpYyIOBaHHE.
Texnonormyeckuii mpomecc. Crepuwnmzanusa. ACENTHYECKOE TMPOU3BOJCTBO.
Crepunusyromas QibTpalusd, MOIrOTOBKA M MCNBITaHUA (QUIbTpoB. Banupanus
TIpOIIecca HMMTAIIMH aCeNTUYECKOro HAMOMHEH . Y TaKoBKa ¥ MapKupoBka. Cucrema
XpaHeHus U peau3aiuy. JJokyMeHTanus (cnenuHuKalyy, periaMeHThl, HHCTPYKLHH,
3ammcH). Banupanusa ¥ KBald(UKanysa, KOHTPOIb KauecTBa, KOHTPOJIb H3MEHECHHI,
orkioneHus. [loBropueile  ucnpiTaHud. IIpereHsuu, OT3BIB  MPOXYKIMU.
Camouncnekuun. JIocke Ha cepru, 0030p KadecTBa poayKTa. PaboTa 1mo KOHTPakTy.

10

[TpOM3BOACTBO  MpEMapaToB,  COIACPKAIMMX  BBICOKOTOKCHYHBEIE  BEINECTBa
(anTHOMOTHKH GeTa-TaKTaMHOTO psla, TFOPMOHBI, LUTOCTaTHKH). I[loMemeHwus.
Wmwxkenepusle cucreMbl. O6opyaoBaHue. Banupanus 1mpomecca  OYHCTKH.
MeponpuaTus 10 YAaJICHUIO/MHAKTHBAllMK OTXOIO0B.

11

ITpou3BOACTBO MpEMaparoB, COIEPXKAIMUX CHIBHOJACHCTBYIONIME  BEHIECTRA.
Oprauu3aiys CHCTEMBI YUETa, XpPaHEHHS], YHUYTOXCHH.

13

IIpou3BOACTBO MPEHAPATOB, IIOTYYAEMBIX U3 JIEKAPCTBEHHOI'O PACTUTENIBHOTO CHIPHS.
CriennduKallid Ha MCXOAHOE ChIphe. JOKyMeHTalMs, MOATBEPKAAlomas KaueCTBO
WICXOJHOTO CHIPBA.

ITpou3BoACTBO OMOTOTMUECKHX JIEKAPCTBEHHBIX MPENapaToB

14

[Tpou3BOCTBO MpENapaToB KPOBH (OCYIIECTBIIIOTCS 3Talbl 06paboTKH

B OTHOIIEHWHM OHOJIOTHYECKOH NPOXYKIHH, COAEp)Kallcd aKTMBHOE BEIIECTBO,
M30JIHPOBaHHOE (BBLIEJICHHOE) U3 KpOBH. IIpAMeEpEI Tako# NPOIYyKUMHA BKITIOYAIOT

B cebs amsOymmH, dakrop kpoBd VIII wim UMMYyHOIrIOGYJIHHBI, BBIIEICHHEIE
U3 KpoBW). YmpaBieHHe KadecTBOM. IIpociexuBaeMOCTE W MEpONpHATHA,
NPOBOJMMEIE TOCHTEe B3ATHA KpoBH. Mcxoamele Matepuanbl. OlleHKa M Bblgaya
paspeleHMs Ha BHIOYCK IUTa3MBl U1 (PaKIMOHUMPOBAHUSA, HCIHOIb3yeMOH
Kak HcxonHoe ceipbe. OOpaborka mwiasMsl i (paxioHnpoBaHus. KOHTPOIb
KAYeCTBa [IPOMEXYTOYHBIX IPOIYKTOB M KOHEYHOrO NPOAYKTa. Beiiaua paspemeHus
Ha BBIIYCK IPOMEXYTOYHOM M TOTOBOM MPOAYKUMH. XpaHeHHe 00pasiioB IIyJIOB
w1a3mMbl. MeponpuaTHs 110 YAAJICHHIO/HHAKTHBAIlMK OTXOJIOB. B

15

ITpou3BOACTBO  MMMYHOOMOJOTHYECKMX  NpEMapaToB U1 BETCPUHAPHOTO
npuMmeHeHus. CHcTeMa TOCeBHOM KyJibTypel M Oadka Kietok. IlomermeHus
u  obopynoBanume (obGecreueHHe  HEOOXOAMMBIX  TEpemajoB  AABICHUA
B TPOM3BOACTBEHHBIX 30HAX, OYHCTKAa OOOpYIOBaHHs, BaJHAalld NPOLECCOB
ouncrku). HWHKeHepHBIE CHCTEMBI (CHCTEMa IIOATOTOBKH BO3[IyXa, CHCTEMA
BoJomoAroToBku). Texnonoruueckuii nponecc. OneHKa pUCKOB. JIOKyMeHTajIbHAsA
IIPOCIIEXXUBACMOCTh Omepanyii. MeponpusTHd 110 KOHTPOJIO W MpPEAOTBPALICHHIO
KoHTaMuHamuu. OGecleyeHne CTEpUIBHOCTH NpoAyKuuH. KoHTponb kayecTsa.
IMpouieccsl XpaHeHMS M KPHUOKOHCEpBAllMM. YCIIOBHMSA CONEPXKaHUA I>KUBOTHBIX.
CucreMa wuaeHTHPHUKAMM ¥ KOHTPOJAA COCTOSIHHS 3J0POBBA  JKMBOTHBIX.
IMpociexXnBaeMOCTh LIEMH NOCTaBOK MATEPHAIOB JXUBOTHOTO IPOUCXOXKICHHU.
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16

TTpou3BOACTBO MpENnapaToB GHOTEXHONOTMYECKMX MEIUIMHCKUX (GHOTEXHOIOrHS
BKIIOYaeT B ce0f MCIONB30BAHHE TEHETHMYECKH MOAUPULIMPOBAHHBIX KIETOK
MJIEKONHTAIOIUX WIH MHKPOOPraHH3MOB (Hampumep, GakTepuyl WU IPOiCKH) HIIH
GHOJIOTMYECKMX BEMIECTB (HAIpHMep, (PEPMEHTHI) B IPOM3BOJICTBE OHUONIOTHYECKON
nponykuun). Ilomemenns. MmxenepHbie cucteMsl. OGopynoBanue. Banuparms
nporecca ourcTk. OnieHka puckoB. IIpociexuBaeMOCTh LENH [TOCTABOK UCXOMHBIX

*MarcpHUaIoB. MOHI/ITOpI/IHI‘ OMacHBEIX IS 4eloBeKa Oojie3HEd KUBOTHBIX

(BeTepuHapHOE  OCBHMAETENbCTBOBaHHE). CompoBoAuTENbHAs  JOKYMEHTaIMd,
T0JIy4acMas OT MECT IIPOU3BOACTBA HCXOTHOTO CHIPhs (CKOTOOOMHM). MeponpuaTus
10 YAaJeHHIO/UHAKTUBALNH OTXOJ0B.

17

ITpou3BOACTBO MpPENApaToB, SKCTPAarPOBAaHHBIX W3 YEJIOBCYECKHX MM JKHBOTHBIX
HCTOYHHMKOB (JaHHAs KaTeropusd BKIIOYAeT B ceOs IpenapaTsl IIPU IPOM3BOLCTBE
KOTOPHIX OCYHIECTBIISIOTCA 3Tanbkl 00paGOTKM B OTHOIICHMH IIPOM3BOJCTBA
OMOJIOrHYECKOT0 MPOJMYKTa, COJEpXKAIEro AaKTWBHBIE BELIECTBA, IOIYYCHHEIC
U3 YeJIOBEYECKHMX HIIH )KUBOTHBIX MCTOUHHKOB (KJIE€TKH, TKAHHU, XUIKOCTH)

3a ucKkmoueHneM kposu). Ilomemenus. MmxeHepHble cucTteMbl. O60pyaoBaHME.
Bamaanus npouecca ouucTKH. OneHKa puckoB. [IpociexnBaeMOCTh LN IIOCTABOK
HCXOJHEIX MarepraioB. MOHHTOPHHI OIACHBIX Ul YelOBEeKa OOJIE3HEH JKMBOTHBIX
(BerepuHapHOE  OCBHJETENbCTBOBaHUE). ConpoBoaMTeNbHAs  JOKyMEHTAlWs,
noiy4aeMas OT MECT IIPOM3BOJCTBA MCXOJHOIO CHIpbi. Meponpuarus 110
y IaJICHAIO/MTHAKTHBAIIMH OTXOROB.

18

IIpou3BOACTBO MpodYeil OHONOrM4ecKOld JIeKapCTBEHHOH NPOAYKUMH (JaHHAs
KaTeropus BKIIOYaeT B cebd I@pemapaTsl INpH  [POM3BOICTBE  KOTOPHIX
OCYILIECTBJIAIOTCA JTAlbl 0OpaGOTKH B OTHOIIECHHH IIPOM3BOJCTBA OMOJOTMYECKOrO
IPOJYKTa, BKIIOYAIOMIETO B ce0s aKTHBHOE BEILECTBO, HE IIOAXOAAIIEE IO paHee
onpeneaEHHbIe KATETOPHH). V

19

ITpou3BOACTBO, XpAaHEHUE M PEeATH3ALHA HECTEPUIBHEIX JIEKAPCTBEHHBIX MPENapaToB
(adpo3onb, Oanp3aM, OpUKET, reib, IpaHylbl, ApaXke, KalUIM, KallCyJibl, KarcyJibl
MATKHME, KpeM, JHHHUMEHT, Ma3b, Maclo, MUKPOTPaHyJbl, MUKPOKAIICYJIbl, HACTOMH,
HACTOMKA, MACTHIKH, TacTa, MEeJUIeThl, IUIACTHHBI, IUTaCTUHKM, ILIACTHIPh, IUICHKA,
TIOJIMMEpHad JIeHTa, TOJOCKH, MOPOIIOK, PacTBOP, CHPOI, CIpPEH, CYIIO3UTOPHH,
CYCIIEH3HA, Ta0JIEeTKH, IMHYP, IKCTPAKT, JITHKCUD, IMYJIBCHA).

OcHoBHBbIe nonoxeHns CHCTEMBI yrpaBiieHUs kKadecTsa. [lepconan (KBann(buKaum ”
ruruena). 3nanud U Ilomemenus. VmxeHepHble cucreMsl. BeiGop U moiaroroBka
MOIOIINX/e3UHQHUIMPYIOMMX  CPeNCTB.  TeXHOIOrM4eckoe  o6opyJoBaHHME.
TexHomornyeckuii mpouecc. YmakoBka H MapKupoBka. CucTeMa XpaHEHUA
u peannsaiuy. JIokyMeHTauus (crienuduKauy, periaMeHThl, MHCTPYKIMH, 3alIMCH).
Bamupnaius u  xBanudukamms, KoHTpoas kauecTBa. KOHTpOIb HM3MEHEHUH.
Orxnonenusa. [loBropHsle wucnbiranusa. IlpereHsur ©W  OT3BIB  MPOIYKIHH.
Camouncneximu. Jlocke Ha cepun. OO030p KadecrBa mpoaykTa. PaGota

0 KOHTPAKTYy.

20

HpOH?»BO}ICTBO roMEeONnaTHYCCKUX NMpCIIapaToB.

3. JlonoJHUTENbHBIE MPOLIEAYPH! BEIE3THOT0/TOKyMEHTAPHOTO HHCIIEKTUPOBAHUSA
pa3paGoTaHHBIX/TPEACTABIEHHBIX KOPPEKTHPYIOIINX U MpPe Ny IPEX IaloIuX
neiCTBHIA O pe3yNIbTaTaM NEePBUYHOTO HHCIIEKTHPOBAHMUSI.

Ouenka MIOJIHOTHI pa3paboTaHHBIX/TIPEICTABICHHBIX KOPPEKTHPYIOLIUX
1 peIyIpEXAAONMX ACHCTBHIA M0 pe3y/IbTaTaM IEPBUYHOIO NHCIIEKTUPOBAHHUSI.
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2 | OueHka peanuzanuy pa3paboTaHHBIX/TIPEACTABICHHBIX KOPPEKTUPYIOINX

U PEIYNPEK JAIOMUX ACHCTBHH.

3 | OueHka yCTpaHCHHS HECOOTBETCTBMM, BBIABICHHEIX B XOJ€ TEPBHYHOIO
HHCIIEKTHPOBAHUS.

**) JIOKyMeHTapHOe WHCIEKTUPOBAHAE IIPOU3BOJUTCA TIPH TOCICIYIOIEM
MHCIEKTUPOBAHWM TIPOM3BOJUTENEH JIEKAPCTBEHHBIX CPENCTB, TONBKO MO PEIICHUIO
YIIOTHOMOYEHHOTO YYPEXKAEHUSA, C YYETOM IPEICTaBICHHBIX KOPPEKTHPYIOMINX
U TIpeIynpexAalomuxX AeHCTBUM.




[punoxxernue Ne2
K mpukasy Poccenbxo3Hansopa
oT «7» oktsa6ps 2020 r. Ne 1078

IIpenenbHbIi pa3Mep NJATHI 32 OKa3aHHE YCJIYIrH MO
HHCNEKTHPOBAHHIO POH3BOJHTEJICH JIEKaPCTBEHHBIX CPEACTB JIst
BETEPHHAPHOI0 NPHMEHEHHS, IPOH3BOACTBO KOTOPLIX OCYIIECTB/IACTCH
3a npeaeiamu Poccniickoii @exepanu, Ha COOTBETCTBHE TPEOOBAHUAM
npaBHJ HaJJle;Kamiell NPOH3BOACTBEHHOH NPAKTHKH B LeJISX BbIJa1H
3aK/JII0YeHHi 0 COOTBETCTBHH MPOU3BOANTEH J1€KAPCTBEHHBIX CPEACTB AJIsl
BEeTEPHHAPHOIO NPHMEHEHHs TPeGOBaHHAM NPaBHJI HAJIeKAIIEH
NPON3BOACTBEHHOH NPAKTHKH

Pazmep nnarsl 3a Cymma IIpenensHEIH pa3Mep IIpenensHEIH pasMep
OKa3aHUe yCIIyTH, 0e3 | KOMaHIMPOBOYHBIX IUIAaThI 32 OKa3aHUe UIATHI 32 OKa3aHHE
ydera pacxoioB, YCIIYTH, C y4€TOM YCIIyTH, C Y4€TOM
KOMaHIHPOBOYHBIX HEIOCPECTBEHHO KOMAaHITHPOBOYHBIX KOMaHIHPOBOYHBIX
pacxoioB, pyo., 6e3 CBSI3aHHBIX C pacxonos, pyo., 6e3 pacxoioB, py6., ¢
Hajlora Ha OKa3aHHEM YCIIyTH, HaJIora Ha HAJIOTOM Ha
JI00aBICHHYIO pyo0., 6e3 Hasora Ha J00aBICHHYIO JI0GaBJICHHYIO
CTOMMOCTD T00aBICHHYIO CTONMOCTH crouMocTs (20%)
CTOMMOCTB
3 024 244,09 1 020 496,88 4 044 740,97 4 853 689,16

Pacyer nmpemenbHOro  pasMepa ILIAaTEl 3@ OKa3aHWe  yCIYyIH
o WHCIIEKTHPOBAHHIO IpOU3BOAUTENECH JIeKapCTBEHHBIX CpeAcTB
JUIi BETEPHHAPHOIO IIPUMEHEHMs, IPOM3BOIACTBO KOTOPBIX OCYLIECTBIACTCA
3a mpenenamu Poccuiickoii Denepaiuy, Ha COOTBETCTBHE TPeOOBaHHMSAM IPABHII
HajleXxaleli [pPOM3BOACTBEHHOM IPaKTHKM B IENAX BbIIAYH 3aKIHOYEHUH
O COOTBETCTBHM TPOM3BOJMTENS JIEKAPCTBEHHBIX CPEACTB i BETEPHHAPHOIO
NpUMEHEHHs TpeGOBaHUSAM IIPaBHI HaJIeXaliel MPOM3BOACTBEHHON NPAKTHKU
(manee - yciayra) mpHBeN€H B NPUIOXKEHHH K IpeAeNbHOMY pa3Mepy ILIaThl
3a OKa3aHUe YCIyTH.




IIpunoxenue

K TpemeNbHOMY  pa3Mepy  IUIaThl
3a OKa3aHue YCIIyTH
0 HHCIEKTUPOBAHUIO TPOU3BOAUTEIEH
JIEeKapCTBEHHBIX CpencTB TS
BETEPUHAPHOTO MIPUMEHEHNUS,
IIPOU3BOZICTBO KOTOPHIX OCYIIECTBIISIETCS
3a mpenenamu Poccuiickoit ®enepanuu,
Ha COOTBETCTBHE TPEeOOBaHUSM IIPaBHII
HaJyIe)xamei MMPOU3BOACTBEHHOM
IIPAaKTUKH B LIEJIAX BBIJAYW 3aKIHOYCHUI
o COOTBETCTBUHU IIPOU3BOJUTENS
JIEKapCTBEHHBIX CpEICTB
JUIS BETEpUHAPHOTO IPUMEHEHMS
TpeGOBaHMAM NPaBUI HAJJIeXKAIICH
MIPOU3BOACTBEHHOM MPAKTUKH

Pacuer npeaeibHOro pazmepa 1nJaThl 3a OKasaHHe YCJIYIH
M0 HHCMEKTHPOBAHMIO NPOH3BOANTeEJIEH JIeKapCTBEHHbIX CPeICTB
JJISl BETEPHHAPHOTO NPHMEHEHH, IPOH3BOACTBO KOTOPHLIX OCYIIECTBJISIETCH
3a npeaenamu Poccuiickoii @enepannn, Ha COOTBETCTBHE TPEGOBaAHUAM MPaBHII
Ha/JIeXKalleii NPOH3BOACTBEHHOH NPAKTHKH B IeJIAX BbIAAYH 3aKII0YCHHH
0 COOTBETCTBHH HPOH3BOJHTEIA JIEKAPCTBEHHDLIX CPEACTB
AJISl BETEPHHAPHOrO NPHMEHEeHHs TPeGOBaHUAM NMPaBHJ HaJJIeKalIeH
NPOU3BOACTBEHHOH NPAKTHKH

HicxonHsle JaHHBIE U1 pacyera.

HHcnekTrpoBaHue IIPOU3BOJMUTEIA JIEKapCTBEHHBIX CpeICTB
IS BETEPUHApPHOTO NPUMEHEHHs, IPOM3BOACTBO KOTOPHIX OCYIHECTBIACTCS
3a mpexenamu Poccuiickoii Depepalii, Ha COOTBETCTBHE TPeOOBAHHMAM IIPABHII
HaJJIeXalieil POM3BOACTBEHHON MPaKTMKH B ILENAX BBJAYH 3aKIIOYEHHH
O COOTBETCTBMHM MNPOU3BOAMTENS JIEKAPCTBEHHBIX CPEACTB [UIS BETEPHUHAPHOIO
nNprMeHeHHsT TpeOOBaHUAM MpaBWl HajjIeXalled IPOU3BOACTBEHHONW MPaKTHKH,
umeroero ot 41 go 50 mpoueayp (pabor), MPOBOAMMEIX TPeMs CIELHATHCTaAMU
YIIOJTHOMOYEHHOT'O YUPEeXKICHHUS.

B CcOOTBETCTBHHM C METOAHKOH pacyeTa IIpelelbHOrO pa3Mepa ILIAThI
3a OKa3aHHe YCIIyTH [0 HHCIIEKTHPOBAHHIO [IPOM3BOAMTEINEH JI€KAPCTBEHHBIX CPECTB
IJA BETEPHHAPHOTO IPUMEHEHHs, IPOM3BOACTBO KOTOPHIX OCYILIECTBIIAETCS
3a mpefenamu Poccuiickoit ®epmepauuy, Ha COOTBETCTBHE TPeOOBaHHAM IPABHII
HaJJIeKallell MNPOM3BOACTBEHHOM NPAKTMKH B LeNIX BBJAAYM 3aKIIOYCHHUIM
O COOTBETCTBHHM IIPOWU3BOAMTENA JIEKAPCTBEHHBIX CPEACTB Ui BETEPHUHAPHOTO
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NpUMEHEHHsT TPeOOBaHWAM TPABWI HajIexallell NPOU3BOACTBEHHOM IIPAaKTHKH
(manee — yciiyra) CTOMMOCTb YCIYTH OIIpefienseTcs 1o popmyne:

C=txCox (1 + (Kuz+ Kxkp)/100) + Cxp

CToMMOCTHasi OIlEHKa OXHOTO dYaca paGoTel OJHOro CIHeIHaInucTa
YIIOTHOMOYEHHOTO yUpexaeHus, py06./den./9ac. (C y4eTOM BCEX KOMIIEHCAIHOHHBIX
¥ CTHUMYJIMPYIOIIMX BBIIUIAT, BRIIUIAYUBAEMbIX B COOTBETCTBHH C 3aKOHOAATEIBCTBOM
Poccuiickoit ®enepaunn) (Ca) onpenensiercs no popMmyie:

C»s =3IlocH.c.M. / H, re:

3llocH.c.M. - cpemHeMmecsyHas 3apaboTHas Iara OJHOIO CIENHUAIKCTA
YIIOJIHOMOYEHHOTO yYpEXIEHNs, YIaCTBYIOLIETO B OKa3aHUU YCIyTH, py6./4emn.;

H - cpemHemecsyHas HopMa pabo4yero BPEMEHH  CIELHAHCTA
ynosiHoMo49eHHoro yupexaeHus B 2020 rogy, 20,61 queii B Heaemo;

3llocH.c.mM. = 155 131,31 py06./gen.-mec.

C>=155131,31/20,61 =7 526,99 py0./4en.-gHei.

C>=7 526,99 / 8 =940,87 py0./gemn.-4ac.

3apaboTHas IUIaTa 3a OAMH Yac OJHOTO CHEIHAIKNCTA YIIOJIHOMOYEHHOI'O
yapesxaenus 3a mepuox 2019 rona pasxa 940,87 py6./4en./gac. ,

Koz - kxoaddunpeHT HaducleHWH Ha 3apaboTHYIO ILIaTy CHELUAINCTa
YIIOJTHOMOYEHHOTO YYPEXISHNS B COOTBETCTBUH C 3aKOHOATENBCTBOM Poccuiickoi
®denepanyn 1 paBHbii 30,2%.

Koa(h¢uIHeHT KOCBEHHBIX PAaCX0/10B YTIOJTHOMOYEHHOTO YUPEXKACHHS, KOTOPEIE
HEBO3MOJXXHO OTHECTH HAIpsSMYyI0 K 3arparaM, HENOCPEACTBEHHO CBSI3aHHBIM
C OKa3aHHWEM YCIIyTH, OIpEAeNseTCs MPOIOPIHOHATLHO (COpasMepHO) 3aTparam
Ha OIUIaTy TPyJa CIEHHAINCTOB YIIOIHOMOUYEHHOTO YUPEKACHHMS, HENOCPEACTBEHHO
y4acTBYIOIIUX B IpOIEcCe OKa3aHUA YCIYTH, M PacCUMTHIBACTCI HA OCHOBAHUH
OTYETHBIX JaHHBIX 3a MpeAIecCTBYIOMHUl nepuos no Gopmyie:

Kkp = ((3IMayn + 3ox + 3am) / 3T1p) x 100, rae:

Kkp - k09¢QQHIIHEHT KOCBEHHBIX PacXOAOB YIIOTHOMOUYEHHOIO YUPEXICHHS,
KOTOPEIE HEBO3MO)KHO OTHECTH HANpPIMYIO K 3aTpaTaM, HeIOCPEACTBEHHO CBSI3aHHbBIM
C OKa3aHHEM YCIIyTH, B IPOLIEHTAX; -

3llayn - dakTuueckue 3aTparthl Ha oIUIaTy Tpyda
aIMHHHCTPATHBHO-YIIPaBIEHYECKOTO ¥ BCIOMOraTeJIBbHOrO II€PCOHANa, BKIKOYast
HAYMCJICHHS Ha 3apabOTHYIO IUIaTy, HENOCPEICTBEHHO CBA3aHHOIO C OKa3aHHEM
YCIIyTH, 3a MpeqIeCTBYIOIUH nepuos, pyo.;

30x - (¢akTuueckHe OOIIEXO3IMCTBEHHbIE 3aTpaThl, HEOOXOHMMEIE
IUIS OKa3aHHs YCIIYTH, 3a IPeuecTBYIOIHH nepuos, pyo.;

3aM - CyMMa aMOPTH3aLiK 30aHui, COOPYXXeHUH 1 APYTHX OCHOBHEIX (POHJIOB,
HEIOCPECTBEHHO HCIONB3YeMbIX Ui OKa3aHMs YCJIYyIH, ONpPENENAeTCA HCXOnd
13 6aTaHCOBOM CTOMMOCTH 000PYIOBaHHs U T0JJ0BOi HOPMBI aMOPTH3aLMH, Pyo.;

3[Ip —  daxTuueckuit CyMMapHBIH boHx OILIaThI TpyZa
3a MpPeIIECTBYIOMUI IEepHOA CIEHHATUCTOB YIIOJHOMOYEHHOIO YYPeXICHNUS,
3aHATHIX B OKa3aHUH YCIYTH, pyO.




Pacuer ko3¢ duIEeHTa KOCBEHHBIX PAaCXO/IOB YIIOJIHOMOYEHHOTO YYpeXACHNS,
KOTOpPbIe HEBO3MOXKHO OTHECTH HAIPSAMYIO K 3aTpaTaM, HEIIOCPEICTBEHHO CBS3aHHBIM
C OKa3aHMEM YCIIYTH, ONPEAEICHHOrO Ha OCHOBAaHUM JJAHHBIX OyXraJlTepcKoro yiera
3a MpeALECTBYIOLIUH NEPHO/I, IPUBEICH B tabmuie Ne 1.

Ta6mmma Ne 1

Ne /m| Coxp. HaumeHOBaHHME cTaTeili 3aTpar Cymgla,
; pyo.
1 2 3 4
1 (bakTHUYECKHE 3aTpaThl HA OIUIATy TPy/la ¥ HAUMCJICHHS Ha
BRIIVIATBHI 10 OIUIaTe TpyAa aJMUHUCTPaTHBHO-
Bllayn [ympaBieHYeCKOro ¥  BCIIOMOTaTENBHOrO IepcoHana |24 016 736,33
YIOJHOMOUYEHHOTO  YUPEXACHHS, OOECIEUUBaIOIIETO
OKa3aHHe YCIIYTH, 3@ IPEeAIIeCTBYIOIMIA NIEPHOI.
2 (bakTHIECKHE 001meX03HCTBEHHbIE 3aTparsl,
HEOOXOAUMBIC JIIS OKa3aHUS YCIYyTH aTh TUIatT
30x L{ JMBIC LT YCIIyrH, 3aTpaThl Ha yIIATY | 4 19 (68 12
aloroB H WHBEe O0f3aTelbHEIC IUIATEXH 32
[IpeAIEeCTBYIOLIHI IEPUO.
B TOM YHCJIE:
2.1 3aTparhl HA YCIYI'H CBA3H 263 227,45
2.2 3aTpaThl HA KOMMYHAJIBHBIE YCIIYTH 1376 767,90
23 3aTpaThl HAa TPAHCNIIOPTHEIE YCIYTH 343 422,48
24 3aTparhl Ha yCiIyru 6aHKOB 55,47
25 3arparsl Ha ycIyrd B obylacti MH(POPMALMOHHBIX 126 121,60
TEXHOJIOTHH
2.6 3aTpathl Ha NPUOOPETEHHE MAaTEPHAJILHBIX 3a11acoB 340 891,09
2.7 IIpoure pacxomsl (MEAULMHCKHE YCIYrd (pacxXoimsl mo
MPOBEAICHAI0O  IEPHOJMYECKHX  MeA.  OCMOTpOB
HHCIICKTOPOB), IIOJITOTOBKa HMHCIEKTOPOB B paMKax
yTBEpKIECHHOM (apMaLeBTHIEeCKON CHCTeMBI KadecTBa, | 1739 582,14
IporpaMMHOe OOecTiedeHHe, yCIyrH Io 1oabopy
nepcoHaa (MHCIEKTOPOB), YCJIyrH MO OOCTyXMBaHHUIO
TI0)KapHOM CHTHAJIM3AIHU O OXPAHBI)
3 CyMMa aMOpTH3alliM HMYINECTBA, HENOCPEICTBCHHO
HCTIONB3YEMOTO [UIS OKa3aHUs YCIYIH, OIpenenseTcs
3am . 6 324,62
HCXOAS M3 OalaHCOBOM CTOMMOCTH OOOpYyHOBaHUS H
rOZI0BOif HOPMBI aMOPTHU3aLUH.
4 UTOTI'O kocBeHHBIX pacxonoB (. 1 + m. 2 + 1. 3) 28 213 129,08
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5 dakTuueckumii cyMMapHBIii (OHA oOmIaTHl Tpyda 3a
TIpEIIECTB i 1507 0) CTICIIHATCTOB
3 PEMIECTBYIOTIH pHOA 1 26 062 059,95
YIIOJTHOMOYEHHOTO YUPEXXICHUS, 3aHATHIX OKa3aHHEM
yCIIyru

03 OUIHEHT KOCBEHHBIX PACX0/I0B YIIOJHOMOYEHHOTO
YpeXJCHHUS, KOTOPEIE HEBO3MOXKHO OTHECTH HANPIMYIO K 108.25
aTrpaTraM, HETIOCPEICTBEHHO CBA3aHHBIM C OKa3aHHEM

cmyry (. 4 /1. 5) x 100

KOMaHI[I/IPOBO‘-IHI:Ie pacxodbl, HEIMOCPEACTBCHHO CBSA3aHHBIC C OKa3aHHCM

6 [Kxp

yciyrd (Ckp), B pacueTe Ha OHOTO CIIELIAATIKMCTA YIIOMHOMOYEHHOTO YUPeXKACHHS IIPH
YCJIOBHM HaxXOXICHHs B KOMaHIMPOBKE B TEYCHHE 12 kaneHAApHBIX MOHEH,
onpeensoTcs o popMmye:

Ckp = Popoesn + Pripox + Pcyt + Prpoy, rae:

Prpoesn - pacxoasl Ha Mpoe3J OJHOIO CHEIMANXCTa YIIOJHOMOYEHHOIO
yapexIaeHus I OKa3aHWs yCIyr'd H o6paTHo, pyo.;

Prpox - pacxofbl Ha NMPOXXMBaHHE OHOrO CIENMAIUCTA YIOJTHOMOYEHHOTO
yUpEXACHUS BO BpeMsl OKa3aHHs yCIyTH, pyoO.;

Pcyr - pacxomsl Ha BBILUIATY CYTOYHBIX OJHOMY  CIELHAIHCTY
YIIOJTHOMOYEHHOTO YYpeXAeHHs Ha BpeMsl OKa3aHHs yC/IyTH, py0.;

Pripou - mpovre KOMaHIUPOBOYHBIE PACXO/bl, HEMIOCPEACTBEHHO CBA3aHHBIE C
OKa3aHUEM YCIyTH, pyo.

Pacyer  KOMaHOMPOBOYHBIX  pacXoOf0B Ha  OOHOIO  CHEHHAIUCTA

YHOJIHOMOYEHHOTO YUpEeXICHHs IpHUBecH B Tabmuue Ne 2.

Tabmuma Ne 2
Haumenosanue pacxogoB |Croumocts | Kommuectso | Komuuec Hroro, py6.
el. B pyo. JHen TBO Y€Jl.
KOMaHAUPOBKU
1 2 4 5 6
PcyT - cyTouHble Ha 700 1 1 700
Tepputopuu Poccuiickoi
denepanuu
Pcyt — cytounsle 3a 2 500 11 1 27 500
npeaenamu Poccuiickoi




®denepanyn

Prpoesn - aBua- u 104 780,25 1 104 780,25
XKEJIC3HOJJOPOXKHBIE OUIETHI

(Tyna u o6paTHO)

Pripox - HaeM XKWibs 18 009,00 11 1 198 099
Pripou - nmpouue ' 1 (104 780,25 +
KOMaHIUPOBOYHEIE PaCXO/Ibl, 198 099)*3% =
HEMOCPEACTBCHHO CBA3aHHEIC 9 086,38

C OKa3aHHEM YCIyTH
(6poHupoBaHNe OWIETOB U
rocTHHHL 3%, KOHCYIBCKHE
cOOpHI)

Bcero 340 165,63

3aTpaTBl Ha  KOMaHAMPOBOYHBIE  pacxoAbpl  OJHOIO  CHELMAIHCTa
YIIOJTHOMOYEHHOTO YUPEXJEeHUS IIpH YCIIOBUH HaXOXJEHHMsT B KOMaHIHUPOBKe
B Te4eHHE 12 KaJleHAapHBIX nHeI‘/'I‘ coctaBisroT 340 165,63 pyOineii.

TakuM o06pa3oM, pasMmep IUIaTH 3a IIpeJOCTaBlIeHHe YCIyrH Oe3 ydera
KOMAH/IAPOBOYHEIX PACXOOB PaBeH:
C1=tx Cax (1 + (Kus+Kxkp)/100) =1 348 x 940,87 x (1 + (30,2 + 108,25) /100) =
3 024 244,09 py6. 6e3 HIAC

rae:

t = 1 348 gen./gac. - TPYIOEMKOCTb OKa3aHHUsl YCIyT IPH YCIIOBHH IIPOBEICHHUA
or 41 mo 50 mpoueayp (paboT) TpeMs CHEIHANTACTAMH YIOJTHOMOYECHHOIO .
YUPEXKIACHHAS, YY9aCTBYIOIIMX B HHCIEKTUPOBAHHHM, ONPENENACTCS B COOTBETCTBUU
c HpI/IJTO)I(eHI/IeM K HaCTOSAILIEMY pacuerTy; |

C» = 940,87 py6./gemn.-4ac. - CTOUMOCTHAsI OLIeHKa OTHOTO Yaca paboThl OAHOTO
CreLEanucTa YIIOJIHOMOYEHHOTO YUPEXACHHUS (C yU4ETOM BCEX KOMITEHCAIMOHHBIX M
CTHMYJIUPYIOIIMX BBIILIAT, BHIILUIAYABAEMBIX B COOTBETCTBHH C 3aKOHOJATEIBCTBOM
Poccuiickoit ®enepaiun);

Kaz = 30,2% - KodpduimeHT HAYUCICHWH Ha 3apaboTHyIO ILIaTy

B COOTBETCTBHH C 3aKOHOAATEILCTBOM Poccuiickoit @enepanmy;
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Kkp = 108,25% - k03¢ GHIHECHT KOCBEHHBIX PACX0J0B OpraHM3allli, KOTOpbIC
HEBO3MOXKHO OTHECTH HAmpsAMYyK K 3arparaM, HENOCPEICTBEHHO CBA3aHHBIM
C OKa3aHHEM YCITyTH.

KomanmupoBounsle pacxoasl B pacdere Ha TpeX  CIEHUAIHCTOB
YIOJMHOMOYEHHOTO YYPEXICHUS, IpPH YCIOBHM HAXOXICHHS B KOMAaHIHPOBKE
B TeueHHe 12 KajeHJapHbIX JHEH, paBHBI:

Cxp = 340 165,63 x 3 =1 020 496,88 py6. Ge3 yuera Hanora Ha J00aBIEHHYIO
CTOHUMOCTS.

IpenenbHblf pa3Mep IUIAaTBl 33 TPEJOCTaBIE€HHE YCIYTd, C Y4eTOM
KOMaHIMPOBOYHBIX PacxoloB, B pacyeTe Ha TPEX, CIEHHAIUCTOB YIIOTHOMOYEHHOIO
YUpEXIEHHS, IPH YCIOBUH HaXOXXICHHSA B KOMaHIMPOBKE B TeUeHue 12 KaneHapHbIX
nHel, 6e3 ydeTa Hajiora Ha J00aBIeHHYIO0 CTOMMOCTh PaBEeH:

C =C,; + Ckp = py6. 6e3 y4era Hanora Ha 100aBIEHHYIO CTOMMOCTb.

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

IMpenensHeli pa3Mep IUIAThl 3a MNPEJOCTaBIEHHE YCIYTH, C Yy4EeTOM
KOMaHAHMPOBOYHBIX PACXOIOB B pacdeTe Ha TPEX CHELUAIHUCTOB YMOTHOMOYEHHOIO |
yupeXIeHus TP YCIOBUM HaXOXIEHH B KOMaHIUPOBKE B Te4eHHe 12 KaleHAapHBIX
IHel, C y4eTOM HaJiora Ha JoOaBlIeHHYIO CTOMMOCTE (20%), paBeH:

C =C +HIC (20%) = 4 044 740,97 + 808 948,19 = 4 853 689,16 py6. c ydeToM
Hajiora Ha J00aBJIEHHYIO CTOUMOCTb.




[Tpunoxenue

K Pacuery mnpemenpHOro pasMepa IUIaThI
3a OKa3aHWE YCIYI'H 1O HHCIIEKTAPOBAHUIO
IIPOU3BOJMUTENEN JIEKAPCTBEHHBIX CPEACTB
JUIS BETEPHUHAPHOTO MIPUMEHEHHS,
IIPOU3BOACTBO KOTOPBIX OCYIIECTBIISETCS
3a mnpepenamu Pocculickoit ®enepanmy,
Ha COOTBETCTBHE TpeOOBaHUAM IPaBUI
HaJIeXKallei mpou3BOACTBEHHON IIPAKTHKH B

Henax BbIAA4YH 3aKJIFOYEHUM
o COOTBETCTBHHU IIPOU3BOAUTESA
JIEKapCTBEHHBIX CpPEencTB
s BETEPUHAPHOI'O NIPUMEHEHHA
TpeGoBaHUAM IIpaBUII HaJJIexKalen

IPOM3BOJCTBEHHOM MPAKTUKH

TunoBele HAaMMEHOBaHUA paboOT, OCYIECTBISEMBIX NIPH OKa3aHUU yCIyTH
0 HHCTIEKTHPOBAHHIO MPOU3BOAUTENEH JIEKAPCTBEHHBIX CPENICTB VISl BETEPUHAPHOTIO
IpUMEHEHHS, TIPOU3BOJCTBO KOTOPHIX OCYIIECTBIsSETCA 3a IpeAenamu Poccuiickoi
denepaliiy, Ha COOTBETCTBHE TPeOOBaHUSIM NIPAaBWJI HaJJIe)Xalled IPOU3BOICTBEHHOM
IPaKTHKHM B IIENAX BEJAYH 3aKJIIOYEHHI O COOTBETCTBHH IIPOU3BOJUTEINS JIeKapCTBEHHBIX
CPeICTB Ul BETEpUHAPHOTO IIPHMEHECHHUS TpeOOBaHIAIM MPAaBUIl HaUIEXKAILEH
TIPOM3BOJICTBEHHOM MPAKTHKH, C YKa3aHHUEM (PaKTUIECKON TPYJOEMKOCTH X BBIIIOIHEHHS
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1. lIpuHsATHE pellleHHs MO 3asiBKe HA 0Ka3aHHe YCJIYIH 110 HHCNIEKTHPOBAHHIO
NPOH3BOAHUTEICH JIeKAPCTBEHHBIX CPEICTB A/ BeTePHHAPHOr0 NPHMEHEHHS],
NPOHU3BOACTBO KOTOPBIX OCyIIecTBJIsieTcs 3a npejeaamu Poccuiickoii ®exepanuu,
Ha COOTBETCTBHE TPeOOBAaHHAM NMPABHJ HAlJIeKalleH NPOH3BOACTBEHHON NPAKTHKH
B IeJISX BBIAQYH 3aKJII0YEHHH 0 COOTBETCTBHH NPOH3BOJHTEIS JI€KAPCTBEHHBIX
CpeJCTB AJISl BETEPHHAPHOr0 IPHMEHEHHsI TPeGOBaHHAM NMPAaBHJI HalJIeKall e
NPOM3BOACTBEHHOM NPAKTHKH (aJiee — YCJIyra, HHCHeKTHPOBaHHE)




1.1 TIlpuem H  perucrpanus
3afiBJICHHS M  TpPeAOCTABJICHHOM
3asiBHTEJIEM NOKYMEHTAIHH:
1.1.1 nocmynnenue OokymeHmog 8
YHONHOMOYEHHOE YUpedcOeHue;
1.1.2 nposepka  KOMNAEKMHOCMU
naxkema OOKYMEHMOB CO2NACHO ONUCU;
1.1.3 pecucmpayus Ooxkymenmog 6
cucmeme 0oKymMenmoobopoma
YHOTHOMOYEHHO20 YYPeNCOeHU;
1.1.4 nepedaua Ookymenmoé 6
npogunvHolll omoen
YNOTHOMOYEHHO20 YYPENCOEHUA.

41 -50

1.2 Ha3HayeHHe OTBETCTBEHHOIO
HCIOJIHH TS HAYAJIbHHKOM
npopHILHOro oTaeaa
YNOJJHOMOYEHHOT0 YUpeXkAeHHs H
yTBepKAeHHEe KOMHCCHH:

1.2.1 noozomoexa npoexma npuxasa o
CO30QHUYU KOMUCCUU UHCNEKMOPOB,
1.2.2 coznacosanue u ymeepoicoerue
npukaza o0 CO30aHUU  KOMUCCUU
UHCNEKmMOopos;

1.2.3 eHecenue oOmeemcmeeHHvIM
UCnonHumenem UHOCMPAHHO20
npou3zeooumens 6 2pagux npoeeoeHUs
uHcnexmupoeanus (Oanee-epagux).

41 -50

11

11

1.3 PaccmoTpenmne  3asiBJIeHHH,
CONPOBOAHTEIbHBIX IOKYMEHTOB!:
1.3.1 OCHOBHOE oocve
NpOU3BOOCMBEHHOU  NIOWAOKU  HA
PYCCKOM A3biKe;

1.3.2 Oannvie pecucmpayuoHHoO20
docve;

1.3.3 ceedenus 0  6bIAGIEHHBIX
Hecoomeemcmeusx Kauwecmea
NeKapCmeerHblx cpeocme
YCMAHOBNEHHbVIM — MpebOBaHUAM, 6
mom yucne 06 om3vlge
JIEKAPCMBEHHBIX cpeocme u3z
2pasicoanckozo 06opoma 3a nepuoo He
MeHee 08yx Jiem 00 No0ayu 3aA61eHUA,
1.3.4  xonus/uu JuUYyeH3uw/utl,
8bI0AHHOU/ble YNOIHOMOYEHHBIM

41 - 50

160

430




OpeaHOM Cmpanul 3aaeumens (uiu

OOKYMeHma/08, Ha OCHOBAaHUU
KOMOpo20/KOmopuix 3aaeumend
ocywecmensem - 0esmenbHOCMb o
npou3800cmay JIEKAPCMBEHHBIX

cpedcms), u ee/ux nepesood Ha PyccKull
A3bIK, 306ePeHHble 8 YCMAHOBNEHHOM

nopsoke;

1.3.5 uszyuenue nepeuns npooykmoe,
NPOU3BOOUMBIX Ha nrowaoke
3as8umenem,

1.3.6 omuemwvr no gapmarxonadzopy
(MoHUmMopuH2 be3onachocmu
JIeKaAPCMBEHHbIX cpedcms) Ha
oguyuansHom catime
Poccenvxosnadsopa 8
UHPOPMAYUOHHO-
MeneKOMMYHUKAYUOHHOU cemu
«Hnmeprnem»y,

1.3.7 Hanpaenenue cpaguxka 8
Poccenvxo3naosop na coenacoeanue;
1.3.8 nonyyenue coenacosannozo
epagpuka uz Poccenvxosnaodsopa;

1.3.9 pasmewenue co2nacoéanno2o
epaguxa Ha oguyuanvHom caume
YROIHOMOYEHHO20  YYpeNCOeHuUs 8
UHPOPMAYUOHHO-MENEKOMMYHUKAYU-
oHHoUu cemu « Humepnemy.

1.4 TIloaroroBka H NOANHCAHHE
NMPOEKTA COrJIALICHHS C 3afiBHTEJIEM

41 -50

32

32

1.5 IoaroroBka ILUIaHA
HHCNEKTHPOBAaHHS HA OCHOBAaHHH
3asiIBKH BKJIIOYaeT aHAJIH3
HHpoOpMaLHH:

1.5.1 yoanennocme u mpancnopmuas
00CMYNnHOCMb,

1.5.2 xonuuecmeo, gpopmul evinycka u
munvt  JIEKAPCMBEHHbIX  CPEOCmS,
3AABNEHHbIX K UHCNEKMUPOBAHUIO,
1.5.3 xonuuecmeo uncnexmupyemuix
0bvekmo8 6  pamkax  OOHOU
NpPoU3600CMBEHHOU NIOUAOKY;

1.5.4 pesicuma pabomvi npednpusmust;

41 - 50

80

240




ocobenHocmu
Haxooumcs

1.5.5 xanenoapmvie
CMpaHbl, 20e
npeonpusmue;

1.6 CoriiacoBanme H yTBepKIeHHe
NJIAHA HHCNIEKTHPOBAHHA

41 - 50

16

438

Hroro:

41 -50

300

812

2. UacnexTHpoBa

HHEC.

13)

2.1 Bbinoanenne paGor no
HHCIEKTHPOBAHHI0O HA ILIOIAJKe
3aABHTeIA (cOOp AaHHBIX, OCMOTP
NPOH3BOACTBEHHbIX MOMEIEHMIA) M
3aKJII0YHTE/IbHbIE MEPONIPHATHS

41 - 50

80

240

Hroro:

41 - 50

80

3

240

3. [ToAroTOBKAa HTOrOBOr0 HHCHEKIMOHHOIO 0TYETA MO Pe3yJIbTaTaM
BbI€3JHOI0/[I0KYMEHTAPHOr0 ) HHCIIEKTHPOBAHHS

3.1 o0paboTtka H
pe3yJIbTaTOB

aHaJIH3
HHCNIEKTAPOBAHHSA
c LeJbIo NOJArOTOBKH
HHCIEKIHOHHOI0 oTyera
no pe3yJbTaTam
BbI€3/IHOr0/I0KYMEHTapHOI0
HHCNEKTHPOBAaHHS.

41-50

80

240

3.2 CocraBjieHHE HTOTOBOI'0
HHCHEKIHOHHOTO oT4yeTra
10 pe3yJibTATAM HHCIIEKTHPOBAaHHS.

41-50

32

32

33 dopmupoBanHe nakKerta
AOKYMEHTOB N0  pe3yJbTaTram
HHCIIEKTHPOBaHHA, MepeaAaya Hx
B PoccesibX03HaA30p H HanpaBJICHHE
3aBHTEJI0 HTOr0BOIro
HHCNEKIHOHHOTI'0 oT4yeTa
0 Pe3yJbTaTaM HHCIEKTHPOBAHMSA.
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24

24

Hroro

41 - 50

136

13)

296

BCEI'O:

41 - 50

516

13)

1348

*) HCIONB30BaHHE KOIMYecTBa mpouexyp A0 20-TH OPUMEHUMO TOJNBKO B XONC
NOCIEAYIOMET0 HHCIIEKTUPOBAHUA TPOU3BOIUTENEH JICKAPCTBEHHBIX CPEICTB € y4ETOM
TIpeICTaBIEHHBIX KOPPEKTHPYIONINX 1 MpeLy IPEXKAAIOUINX NeHCTBUM.

**)  JlOKyMEHTapHOe  WHCIEKTHpOBAHME  TPOM3BOAUTCA  NpH  TIOCHEAYHOIIEM
MHCIEKTUPOBAHUM  [POM3BOAWTENECH  JIEKAPCTBEHHBIX CPEACTB, TOJNBKO IO  PEIICHHIO
YIOJIHOMOYEHHOr0  YUPEXAEHHS, C YYeTOM TMpPEACTaBJICHHBIX  KOPPEKTHPYHOWNX U
IpeaynpexaaoIuX AeACTBHI.




