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MockBa

O6 yTBep:KIeHHH MeTOJHKH pacyeTa npele/ibHOro pasMepa MIaThl 3a OKa3aHHe
YCJIYFH 10 HHCTIEKTHPOBAHHIO POH3BOAMTENIeH JIeKaPCTBeHHbIX CPeICTB A
BeTePHUHAPHOr0 NPUMeHeHHs, IPOH3BOACTBO KOTOPBIX OCYHIECTB/AETCH 32
npenenamu Poccuiickoii @efepanuu, Ha COOTBETCTBHE TPeOOBAHHAM NMPABHI
HaUTeskaleil MPON3BOICTEEHHOM NPAKTHKH B IeJIAX BbIAa4H 3aK/II0YeHHH 0
COOTBETCTBHH NPOH3BOANTE s IEKAPCTBEHHBIX CPEICTB ISl BeTEPHHAPHOIO
NpEMeHeHHs TpeOOBaHUSM IPABHII HALIeKAaMIed NPOH3BOIACTBEHHOK
NpPaKTHKH

B coorBerctBHM ¢ nyHKToM 25 IlpaBun opraHmsaguu H IPOBEACHUA
MHCTIEKTHPOBAHAS IIPOM3BOAUTENEH JIEKapCTBEHHBIX CPEACTB HA COOTBETCTBHE
TpeGOBaHMi NpaBUJl HaJUleXalledl IPOM3BOACTBEHHON NPAKTUKU, @ TAKKE BbLIAYH
3aKTIOYEHNS O COOTBETCTBHM IPOU3BOIUTENS JIEKApCTBEHHBIX CPEACTB yKa3aHHbIM
TpeGOBaHMAM, YTBEPXK/AEHHBIX II0CTaHOBIeHMeM IlpaBurensctsa Poccuickod
Qepmepamu or 3 mekabps 2015 r. Ne 1314 (CoOpanue 3aKOHONATENIBCTBA
Poccuiickoii @eneparmn, 2015, Ne 50, cr. 7165)npu ka3 B B a fo:

1. VTBepauTh MeToaMKy pacyera HpeNeNbHOTo pasMepa IUIaThl 32
OKa3aHHe YCIyr# MO MHCIEKTHPOBAHHIO MPOU3BOAUTEJNIEH JIEKAPCTBEHHBIX CPEACTB
IS BETepPHHAPHOTO MPUMEHEHMsS, NPOM3BOJACTBO KOTOPBIX OCYIIECTBIAETCA 3a
npenenamu Poccmiickoii @epepaluy, HAa COOTBETCTBHE TPeOOBAHHAM IPABHII
Ha/IeKalelf IPOM3BOACTBEHHOM MpPakTUKA B ILEAX BBIIAYM 3aKIOYEHHH O
COOTBETCTBUH IIPOM3BOIMTENS JIEKADCTBEHHBIX CPEICTB I BETEPHHAPHOIO
IpUMEeHEHHs TpeOOBaHWSM MPABHJI HaJJiexamedl MPOM3BOJCTBEHHOH HPAKTHKA
cornacHo npuioxenuto Ne 1 k HacTosIeMy rmpukasy.
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2. VTBepAWTh IpeAeNbHBI pa3Mep IUIaThl 3a OKasaHHE YCJIyrH 0
HHCIIEKTHPOBAHMIO TPOM3BOJUTENIEH J€KapCTBEHHBIX CPEACTB I BETEPUHAPHOIO
[IpUMEHEHHs, TPOU3BOJICTBO KOTOPBIX OCYIIECTBIAETCS 3a npenenamu Poccuickon
denepamyy, Ha  COOTBETCTBHE  TpeOOBaHMAM  TpaBWil  HajUIexalled
TIPOM3BOJICTBEHHOM TNpPAKTHKH B INENAX BBIIAYM 3aKIIOYCHHH O COOTBETCTBAH
IIPOM3BOMIWTENS JIEKAPCTBEHHBIX CPEACTB UL BETEPUHAPHOIO  NPUMEHCHUA
TpeGOBaHWAM IpaBWI HaUIeXKalledl TPOM3BOJACTBEHHOH NPaKTHKM COIJIACHO
npriokeHnIo Ne 2 K HacToAIIeMy TpHKa3sy.
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VYTBEPXJEHA
npHrKa3oM PoccenbXxo3Hang3opa
oT RS HoAGpA 2016 Ne 865

(mpusnoxenue 1)

METOJIMKA

pacuera IpeJeNbHOro pa3Mepa IJIaThl 32 OKazaHhe YCIYTH 110 HHCIIEKTHPOBAHHUIO

IPOU3BOAUTEIEH JIEKAPCTBEHHBIX CPEACTB Il BETEPUHAPHOIO MPUMEHEH NS,
NPOM3BOACTBO KOTOPBIX OCYIIECTBIsETCS 3a NpenenaMu Poccuiickoit @eneparum, Ha

COOTBETCTBHUE TPeOOBAHUAM MPaBHJI HaAJEXalel MPOu3BOACTBEHHON IPAKTUKH B
IeJISIX BBIAAaYM 3aKJIIOUEHUN O COOTBETCTBUU IPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB
11l BEeTEpUHAPHOIO NIpUMEHEHHs TpeOOBaHUIM IIPaBUJ HaIeKaIeh
IPOU3BOJICTBEHHON MPAKTUKU

1. O0uue monoxeHus

1. Meronuka pacyera mHpeneNbHOrO pa3Mepa IUIaThl 3a OKa3aHWe YCIYrd II0
MHCIEKTHPOBAaHUIO IIPOU3BOAMTENEH JIEKapCTBEHHBIX CPEACTB MJII BETEPHHAPHOTO
TpUMEHEHMs, MPOU3BOIACTBO KOTOPBEIX OCYINECTBISETCS 3a IipeneilamMu Poccuitckoi
Qenepanuy, Ha COOTBETCTBHE TPeOOBaHUAM IpPaBIJ HAMJIEXKAIIeH MPOU3BOJICTBEHHOM
OpaKkTHKA B [eNsIX BbIJAYd 3aKIIOUYEHHH O COOTBETCTBUHM IMPOU3BOAUTENS
JIeKapCTBEHHBIX CPENCTB MJII BETEPHHAPHOIO IpUMEHEHHs TpeOOBaHUSAM IIPaBUI
HajjieXalled NpOW3BOACTBEHHOM MpPAaKTHKUA pa3paboTaHa B COOTBETCTBHH C
QenepanbHbM  3ak0oHOM oT 12 ampens 2010 r. Ne 61-®3 «O6 obpaienuun
JexapcTBeHHBIX cpencTB» (Cobpanue 3akoHonarenbcTBa Poccuiickoit ®enepannu,
2010, Ne 16, ct. 1815, Ne 31, cT. 4161, Ne 42, ct. 5293, Ne 49, ct. 6409, 2011, Ne 50, c1.
7351, 2012, Ne 26, ct. 3446, Ne 53, ct. 7578; 2013, Ne 27, cr. 3477, Ne 48, ct. 6165,
2014, Ne 11, ct. 1098, Ne 43, cT. 5797, Ne 52, ct. 7540; 2015, Ne 10, ct. 1404, Ne 27, cT.
3951, Ne 29, ct. 4359, 4367, 4388, Ne 51, cr. 7245; 2016, Ne 1, cT. 9, Ne 23, c1. 3287, Neo
27, ct. 4238, cr. 4283) m B coorBeTcTBUHM ¢ myHKTOM 25 [lpaBui opraHuzanuy u
IIpOBECHUS HMHCIEKTUPOBAaHUS MPOU3BOAMTENEH JIEKAPCTBEHHBIX CpPEACTB Ha
COOTBETCTBME TpeOOBaHMAM IIPaBUJI HaAJexallell MPOU3BOJCTBEHHOU IPaKTHKH, a
TaKXe BBIIaud 3aKJIOUEHHUS O COOTBETCTBHUU IIPOU3BOIUTENS JIEKAPCTBEHHBIX CPENCTB
yKa3aHHBIM  TpeOOBaHMSAM, YTBEpP)KIEHHBIX IIOCTaHOBJIeHHeM lIpaBuTenbcTBa
Poccuiickoit @enepauun ot 3 nexadbps 2015 r. Ne 1314 (Cobpanue 3akoHOTATEIHLCTBA
Poccuiickoit ®enepannn, 2015, Ne 50, ct. 7165).

2. Hacrosmas Meronuka ompeznenseTr MOPSAOK pacdeTa MPefesbHOTro pa3Mmepa
IUIaThl 338 OKa3aHWe YCIYrW IO HMHCIEKTHMPOBAHUIO IIPOM3BOAMTENEH JIeKapCTBEHHBIX
CPEICTB ISl BETEPUHAPHOIO IPUMEHEHNUS, IPOU3BOACTBO KOTOPHIX OCYIIECTBIIIETCS 3a
npenenamu  Poccuiickoli ®Depepanuy, Ha COOTBETCTBHE TpPeOOBAHUSM MPABHLI
HaJUIeKallel MpOW3BOACTBEHHOM MNPAaKTHKA B ILeNSX BHEAAYM 3aKIIOYEHHH O
COOTBETCTBUM  IIPOU3BONUTENS  JICKAPCTBEHHBIX CPENCTB JUISI  BETEPHHAPHOTO
IpUMEHEHUs TPeOOBaHUSAM IpaBWJ HajJexalled MpOU3BOACTBEHHOMN MPaKTHKH (Tanee

— yciyra).




3. OmpeneneHus ¥ TIOHATHS HCIIOJIb3yeMble B HacTosimed MeToznuke,
NpPUMEHAIOTCS B 3HAUEHMSIX yKaszaHHBIX B IlpaBuiax opraHu3aldy M NPOBEACHHA
MHCIEKTUPOBAHMs IMPOU3BOAMTENEH JIEKapCTBEHHBIX CpEICTB Ha COOTBETCTBHE
TpeGOBaHMsAM [IpaBuil Hajulexaniell NMPOM3BOACTBEHHOM MPAKTHKH, a TAaKXKE BBLIAYH
3aKJIIOYEHUH O COOTBETCTBHH IMPOU3BOAUTENS JIEKAPCTBEHHBIX CPEICTB YKa3aHHBIM
Tpe6GoBaHMAM, yTBEPKIEHHBIX IocTaHOBNeHHeM IlpasutensctBa  Poccuickon
denepaunu ot 3 gexabps 2015 r. Ne1314.

4, Ycmyra okasplBaeTcs 3a CUET CPENCTB 3asgBUTEIIS.

5. Ilenpro Hacrosmedi MeToAUKH SBISETCA ONpENeNiCHHe SKOHOMHUYECKU
000CHOBaHHOM IJIATHI 32 OKa3aHUE YCIYTH.

II. PacueT npenensHOro pa3Mepa 3a OKa3aHue YCIyrH

6. IpeneapHplil pasMep IJIATHl 33 OKa3aHWE YCIYT'H ONPENeeTCs IO KaXIOMY
3a9BUTENI0 B OTIOEIBHOCTH, C y4€TOM [pOBeAeHHS HEoOXOIUMBIX paboT, B
COOTBETCTBHM C IEpeYyHeM, M IKOHOMUYECKH OOOCHOBAHHBIX MaTePHAIBHBIX H
TPYHOBBIX 3aTpart.

7. Pacder mpenensHOro pasmepa IuiaTsl (galtee — crommocTh, C) 3a OkasaHHe
YCIITH OIIpeelisieTcs 110 clefylomel Gopmyiie:

Pacyer pasMmepa I1aThl (Jajee - CTOUMOCTE) 33 OKa3aHue YCIyTH ONpelesIeTcs 10
cnenyromeit popmyie:

C=txCsx (1 + (Ku3 + Kkp) / 100)+Ckp, rze:

C - cTomMocTb, py6., 6e3 ydeTa Hajora Ha nobaBineHHyIo croumocth (HIAC);

t - TpYZOeMKOCTh paboT (des./dac.), OIPEHeNseTcs CyMMapHOH UINTEIbHOCTBIO
OCYyILIECTBIIeHHs paboT CHELUATUCTOM YIOJHOMOYEHHOIO YYPEXKAEHHS B KakKIOM
KOHKPETHOM ClIydac;

C»> - CTOMMOCTHas OI€HKa OXHOro dYaca paboTBl OAHOIO CIEnHaucTa
YIIONMHOMOYEHHOTO YYPEeKIeHHUs, py0./den./9ac. (¢ y4eTOM BCEX KOMIICHCAIMOHHEIX U
CTHMYJUPYIOIIAX BBIIUIAT, BHIITAYMBAEMBIX B COOTBETCTBHU C 3aKOHOIATEIBbCTBOM
Poccuiickoit @enepanun);

Ku3 - xo>pduinmeHT HauWclIeHHH Ha 3apaboTHYIO IUIATy B COOTBETCTBHHM C
3aKOHOZATeNILCTBOM Poccuiickoit @enepaiiuy, B IPOLEHTAX,

Kkp - K03)}DUIMERT KOCBEHHBIX PACXOJOB OPTaHH3AIMH, KOTOPEIE HEBO3MOKHO
OTHECTH HANpsAMYIO K 3aTparaM, HEMOCPEACTBEHHO CBI3aHHBIM C IIPOBENCHUEM YCIIYTH,
B IIPOLIEHTAX;

CKkp — KOMaHIMPOBOYHBIE PACXOJbI, HEMOCPEICTBEHHO CBS3aHHBIC C OKa3aHHEM
yCIIyTH, pyo.

[lepeyens THIIOBBIX HAaMMEHOBAaHMH padOT, MPOBEAEHUE KOTOPHIX BO3MOMKHO IpH
OKa3aHMM YCIYIH, C YyKa3aHHeM (aKTHYECKOM TPYHOEMKOCTH WX BBIIOJHECHHA
npuBeneH B Tabnuie 1.

8. CTomMOCTHasi OIleHKa OJHOro JHS paboThl OHHOTO  CIENHAIUCTa
YIIOJIHOMOUEHHOTO YUPEXIAEHHU OIpeeNIeTcs 1o Gopmye:

C»s = 3I1ocH.c.M. / H, rue:

3ITocH.c.M. - cpeaHeMecs4yHas 3apaboTHas IUIaTa OIHOrO CIEHHalHCTa
YIIOMTHOMOYEHHOTO YYPEXAEHHs, ONMPENeNIeTCs UCXOT U3 MOTPEOHOCTH B KOJIHMIECTBE




TepcoHasa, MPMHUMAIOIIEro HeTOCPEACTBEHHOE Y4acTie B OKa3aHUHU yCIYTH, C y1eTOM
ero JAOJDKHOCTHON KaTeropHH, B COOTBETCTBUHU C AEHCTBYIOIIEH B IMOABEIOMCTBEHHBIX
VYIpeXICHHAX M OpPraHM3allysX, NPOBOJAIINX yKa3aHHBIE YCIYTH, CHCTEMOH OIJIAThbl
TpyJia, a TAaKXKe TPYIOBBIMH U (HIIA) KOJUIEKTHBHEIMU JIOTOBOpaMH, py0./4er.;

H - cpemuss HopMa pabodyero BpeMEHH 3a MeCsdll, OIpelenieMas Kak
yTBep:KIeHHas HOopMa pafodero BpemeHH B rouy (upu 40-uacoBoi paboueii Hezene),
KOTZla IPEeNOCTaBIsSeTCs YCIyra, AeleHHas Ha 12 mec., IH.

Tabmumna 1

THUIOBbIE HAHMEHOBAHUS X HOPMATHBEI TPYI0EMKOCTH pabor,
IIPOBOIUMEBIX IIPH OKa3aHHUHU YCIIyTH

TpymoémkocTs,
- DakTUYecKue TPYA03aTpaThl, Jac.
yeJ./gac. g =
2 g
Sl
KONW4ecTBO MyHKTOB | S £ &
) °
TPYAOEMKOCTH x KonuuecTBO MyHKTOB TPYAOEMKOCTH
HammeHoBanue padoT pyA = 5 s i pyA
HIpOLEAYP, 9 2 £| mpouenyp, BEIMONHAEMBIX B XOL€
BBIIIONHSAEMEIX B XO1€ | 3 % 5 HMHCIIEKTHPOBAHHS
MHCIIEKTHPOBaHHS £=E=
=
S g
21-30 | 31-40 | 41-50 21-30 31-40 41-50
6 7 8
1 2 3 4 5
(m2xm5) | (m3xmn.5) | (m4xn.)

1. TIpuHsATHE pelieHNs N0 3a9BKE Ha OKa3aHUe YCIIYTH N0 MHCIEKTHPOBAHHIO [POM3BOUTENEH JE€KaPCTBEHHBIX
CpeACTB /715 BETePUHAPHOTO NPUMEHEHHs, TPOU3BOACTBO KOTOPBIX OCYINECTBIAETCS 3a Npe/enaMu
Poccuiickoii Denepaliii, Ha COOTBETCTBHE TpeGOBaHMAM MPaBUIl HalexKaIled MPOU3BOACTBEHHOH MPAKTHKM
B LIESX BbIJAYM 3aK/IIOUEHHH O COOTBETCTBUM NPOU3BOAMTENA JIEKAPCTBEHHBIX CPEICTB Ul BETCPHHAPHOIO
TpUMeHeHUs TpeOOBAHMSIM NPABHII HajUleKalIeH NPOU3BOACTBEHHON MPAKTHKH.

1.1.[Tpuem 1 peructpaums
3asBJICHUA H
TIPeNOCTaBICHHOM
NPON3BOIMTENEM
(3agBUTENEM)
JOKYMEHTALMH:

1.1.1. noctyruenue
JOKYMEHTOB B KaHLIEJIAPUIO
YMOJTHOMOYEHHOI0
YyUpEKAEHHA

1.1.2. mpoBepka
KOMTIUJIEKTHOCTH TaKeTa
JIOKYMEHTOB COTJIaCHO
OITMCH, COTPYAHUKOM
YII0JIHOMOYEHHOTO
yUYpeXAECHH

1.1.3. pecucmpayus
OOKYMEHIMOB 8 Cucineme
ooxymenmoobopoma
YTIOJHOMOYEHHOI0
YUpEKACHUA

1.1.4. nepedaua ookymenmos
6 omoes UHCHneKyuy




npou3800Ccmea Ha
coomeemcmeue
mpe60o8anusM Haonexcauei
HpoOU3B00CMEEHHOU
npaxmuxu (OHInaCTHIIII)
1.1.5. HasHaueHue
0MBemCcImeeHH 020
UCHOIHUM NS HAYATLHUKOM
OHITnaCTHIIII

1.1.6. nonyuerue
OMBEeNCIMEeHH blM
UCNOTHUMENeM OOKYMeEHMO08
HpoOU3EO0UNMeA

1.1.7. gnecenue
0IMEeMCIMEeHH blM
UCHoIHUMe e
UHOCTIPAHHOZO
Npou3800UMe1s 6 Zpagux
nposeoeHUs
uHCHeKmupogarus (Oanee-

epagux)

1.2. PaccmoTtpenue
3asBIEHMS,
CONPOBOOMUTENBHBIX
JOKYMEHTOB

11

11

11

11

11

11

1.3. CozaaHue n
YTBEP)KJIEHHE KOMUCCHHU:
1.3.1. nooeomosxa npoexma
NpuKa3a YIOTHOMOYEHHOr O
YYPEXIEHUI O CO30aHuu
KOMUCCUY UHCHEKTINOPOE
1.3.2. cozaacosanue u
YmeepacoeHue npuraza
YIOJIHOMOUEHHOTr 0
YUPEKICHUS 0 CO30aHUU
KOMUCCUU UHCHNEKTINOPOE
1.3.3. obocrosanue
Kouvecmsa pabouux oxeu
01 npogeoeHUa
UHCNEKMUPOBAHUA

1.3.4. nooecomosxka
Y8e0OMIEH U UHOCTNPAHHOMY
HpOU3GOOUMENI0 O CPDOKAX
MpOGeoeHUs
UHCNEKMUPOBAHUA

1.3.5. noonucanue
Y6e00MNeHUA UHOCTPAHHOMY
NPOU3600UMENIO 0 CPOKAX
npogeoeHus
UHCNEKMUPOBAH U

1.3.6. Hanpasnenue
UHOCTPAHHOMY
npou3800uUmeio
Y68e0OMIEHUS O CPOKAX
HpogedeHus
UHCNEKTNUPOBAHUSL

1.3.7. noozomosxa u

160

160

160

480

480

480




noonucanue npoekma
coarauienus /002080pa ¢
npouzgooumenem

1.3.8. nonyuerue
y8eOoMAeHUs Om
UHOCTPAHHOZ0
npouzeooumens o gaxme
oniamul pacxooos,
CBAIAHHBIX C NPOBEOEHUEM
UHCHEKMUPOBAHUS

1.4.Tloarotoeka u
NoJIrIcaHye NpoeKTa
coryalienus (1oropopa) ¢
MHOCTPaHHBIM
NIPOM3BOMTENEM

40

40

40

40

40

40

1.5.YTBepxnenne
IpOrpaMMBl
HHCTIEKTUPOBaHHUS
MHOCTPaHHOTO
MPOU3BOAMTEINS HA
COOTBETCTBHE TPEOOBAHUAM
MpaBuJI Haanexauei
TIPOU3BOJACTBEHHOH
NpakTHKHA Ha OCHOBaHUH
3a5BKH C YUETOM:

1.5.1. yoazennocmu
MpaxHcnopmHou
docmynHocmu

1.5.2. koruvecmea gopmul
BLINYCKA U TNUNOB
JIeKAPCMEEHHbIX CPeOCms,
3G561EHHBIX K |
UHCHERTNUPOBAHUIO

1.5.3. koauuecmea
UHCnekmupyemuix 06vexnoe
8 PamMKax OOHOU
HPOU3EOOCTNEEHHOU
MIOULAOKY

1.5.4. pesicuma pabomut
npeonpuUAmuUs

1.6.5. karenoaprvix
ocobernocmei cmpanbl, 20e
HAXOOUMCA npeonpusmue
1.7.6. asvixosoi bapwep,
HauYue nepesodyuUKos ¢
QH2IUTICKO20 U)unu) opyaux
A3bIK08 ‘

160

168

176

480

504

528

Hroro:

372

380

388

1

1012

1036

1 060

2. VIHCTIeKTUPOBaHKE NPOU3BOAUTENS 1EKAPCTBEHHBIX CPEICTB, MPOU3BOACTBO KOTOPBIX OCYLIECTBISETCS 32
npenenamu Poccuiickoit denepalivii, Ha COOTBETCTBHE TPEOOBAHUAM NPaBHIl HaIEKAIUEH TPOU3BOACTBEHHOM

TIPAKTHKY.

2.1. [Iposenenne
WUHCIIEKTUPOBAHUSA
IIPOU3BOACTBEHHOMH
TUTOILA KM
NPOM3BOJUTENS;
aHanu3, o6paboTka

40

64

80

120

192

240




pes3yiabpTaTOB
MHCIIEKTHPOBAaHHA C LEJIBIO
NOATrOTOBKH
WHCIIEKUHOHHOI'0 OTYETAa

HUroro:

40

64

80

3

120

192

240

3. 3aKII0UHTEIbHBIE MEPOTIPUSTHS 110 Pe3yJIbTaTaM HHCIIEKTHPOBAHH IPOM3BOIAMTENEN JIEKaPCTBEHHBIX
CpeNCTB, NPOM3BOACTBO KOTOPBIX OCYIIECTBIIIETCS 3a Npeaenamu Poccuiickol ®@enepanuu, Ha COOTBETCTBHE
TpeGOBaHMAM NPaBUJl HaUlexalleH NPOU3BOACTBEHHOMN MPAKTUKK.

3.1. CocraBneHue
WHCIIEKLIMOHHOI O 0TYETA [10
pe3yabTaTaM
HWHCTIEKTUPOBaHHKA
MPOU3BOIUTENEH
JieKapCcTBEHHBIX CPEACTB A1
BETEPHHAPHOTO
NPUMEHEHHUS, IPOU3BOACTBO
KOTOPBIX OCYILECTBISAETCS 3a
npenenamMyn Poccubickod
®enepaluy, Ha
COOTBETCTBUE TPEOOBAHUAM
MIPaBUJ Halulexallen
MPOM3BOACTBEHHON
NPaKTHKH.

80

80

80

(V3]

240

240

240

3.2. Cornacopanye u
NOANHUCAHNE OTYETA TI0
pe3yNpTaTaM aHajlu3a
COCTOSHUS TIPOU3BOICTBA
JIEKAPCTBEHHBIX CPEACTB I
BeTEPUHAPHOr 0 IPUMEHEHHUA
npaBUIaM Hanjexanei
NPOU3BO,ICTBEHHON
MPaKTHEE U HanpaBJIeHMs
ero NPOoMU3BOIMTEIO.

184

184

184

184

184

184

3.3. ®opMupoBaHHe MakeTa
JIOKYMEHTOB T10 pe3yJibTaTaM
MHCIIEKTUPOBAHHUS U
nepegaya ux B
Poccenpxo3Hazop

24

24

24

24

24

24

Hrtoro:

288

288

288

1(3)

448

448

448

BCEI'O:

700

732

748

1(3)

1580

1676

1 748

KomuuectBO

IIYHKTOB

TPYLOEMKOCTH HpOLENYP,
HHCIIEKTHPOBAHUS, IPEJCTABIIEHBI B TA0OIHNIE 2.

BBIITOJIHACMBIX

[Iponenypsl, BEIOJIIHAEMEBIE B XOJI€ OKa3aHus yCIyTH

110 HHCIIEKTUPOBAHUIO IIPOU3BOAMUTEINIEH JIEKAPCTBEHHBIX CPENICTB
111 BETEpUHAPHOIO IPUMEHEHHUS], IPOU3BOICTBO KOTOPBIX
ocyliecTBIsIeTCs 3a mpenenamu Poccuiickoi enepanuy,

Ha COOTBCTCTBHE Tpe6OBaHI/I$IM IIpaBUII HaJJIexaleun

IIPOM3BOJCTBEHHOM NMPAKTUKH B LENAX BBIAAYH 3aKITIOYSHUN
O COOTBETCTBUM IPOU3BOIMTEINS JIEKAPCTBEHHBIX CPEICTB
IS BETEPUHAPHOT'0 IPUMEHEHHS] TPeOOBaHUAM IPABUII

HaJJlexalleil NpOU3BOACTBEHHON IIPAKTUKH

X0J¢€

Tabanma 2




[Tpolieaypsl BHIE3AHOM 3KCTIEPTH3BI (MHCTIEKTHPOBAHUS) MPOU3BOACTBEHHOM MOLIAaAKN

JIEKApCTBEHHBIX CPEACTB 11 BETCPUHAPHOTO NPUMEHEHMS, TPOU3BOACTBO KOTOPLIX OCYLIECTBIIAETCA 3a

npeaenamu Poccuiickoii Menepanunn, Ha cooTBeTCTBHE TpeboBanusam [IpaBuin Haaexalen
MIPOU3BOACTBEHHON NPAKTHKH.

1. OcHOBHBIE NPOLIEAYPBI IKCTIEPTH3bI (MHCTIEKTHPOBAHHUSA)

BBoaHoe copelanue.

I/IHCHCKTHpOBaHI/Ie l'IpOId?zBO)J,CTBeHHOﬁ IO a KU

I[IpoBepka ckiaja CHIpbSl, MaTEPHANOB W I€4aTHOI NPORYKIMM, ToToBoH mpomykuuu. OueHka
CHUCTEMBI MPUEMKH, XpaHEHHWs, IBHXKEHWS CBIPbS, MaTepHasloB, NEYaTHOM MPOAYKUMH, TOTOBOH
npoayKuuMu (NpuUeMKa, KapaHTMHHOe XpaHEeHMe, MapKMpOBKa, OTIYCK B NPOM3BOACTBO WIIM B
peanuzaumio). Cucrema orGopa mnpoG (mOMelleHHs, MHCTpyMeHTapuii ans otGopa mpood,
MpUMEHAEMBIE TIPOLETYPbL).

Oprannsauus XpaHeHHsi OTOPaKOBAHHBIX, OTO3BAaHHBIX, BO3BPAIEHHBIX TNPOJYKLMH, CbIPbA,
MmaTtepuanos. Cucrema yJeTra NpOIYKLMH, ChIPbs, MATEPHAIOB.

TIpoBepka ydacTka CHCTeMbl TIOATOTOBKH TEXHONOTMYECKMX ra3oB: obopyaosaHue, bakruueckue
napameTpsl paboThl CUCTEMbI, KBAJM(PHKALIHA CHCTEMbI, MOHMTOPHHI CHCTEMBI.

[poBepka NpOM3BOACTBEHHBIX Y4aCTKOB, 3asBJIEHHBIX K HHCTIEKTHPOBAHHIO JIEKAPCTBEHHBIX CPEACTB
A0S BETepUHApHOro mpuMeHeHus. [IpoBepka 3TaloB TEXHOJOTHYECKOTO Tpolecca: OpraHusaluns
TEXHOJOrMYECKOrO Tpouecca, TOTOKOB I€PCOHANIA, MaTepuanbHBIX M0TokoB. KoHTpone H
JOKYMEHTHUpOBaHMe B Tpoliecce npousBoncTea. CoOmroJeHHe MEPCOHATOM T'MIHeHHYEeCKHX
TpeboBanmil.

HpOBepKa CUCTEMbl KOHIWLMOHMPOBAHUSA U BO3LYXOINOATOTOBKH: O60pyﬂ0BaHI/I€, q)aKTI/I'—IeCKl/Ie
napaMeTpbl pa6OTbI CUCTEMBI, KBaHI/I(bI/IKaLIl/IH CHCTEMBI, CUCTEMa MOHUTOPHHTIA.

[TpoBepka yuacTka CMCTEM MOATOTOBKH, XPaHEHHs U Paclpe/ieeHns BObl OYUILECHHON ¥ BOXBI [
yHBEKUMI: o6opynoBaHue, $haKTHUeCKMe MapaMeTpel paboTel CHCTEMBI, KBanU(UKALWUsS CHCTEMB,
cycTeMa MOHHMTOPHHTA.

IIpoBepka oTHena KOHTpOIsA KadecTBa IIpeanpuarusa: mnoMelneHus, oGOpyAOBaHHE, PEAKTHBBI,
CTaHJapTHbIE METOIMKH aHanu3a, pabouue sxypHanel IIpoBepka ycnoBuit Haijiexamero XpaHeHUs
KOHTPOJBHBIX, aDXUBHBIX 00Pa3L0B U 06Pas3LIoB MUlA NOC/IEAYIOIErO H3YMEH A CTa0MIbHOCTH.

[TpoBepka AOKyMEHTALMK NPeANpHATHS

AHann3 OpraHu3alMOHHO-IUTATHOH CTPYKTyphl I[Ipeanpustus. OTBETCTBEHHOCTh PYKOBOICTBA.
Kitouegoii mepcoHan (COOTBETCTBHE YCTaHOBJIEHHBIM TpeOoBaHMAM). PyKOBOACTBO MO Ka4ecTBy.
OG630p KauecTBa JIeKapCTBEHHBIX cpeacTB. CHCTEMA BEIAYHM YIOJTHOMOYEHHBIM JIMLIOM paspelleHnH
Ha peaM3alMIo cepuit roToBoH npoaykuuu. Ouexka 3 GEKTUBHOCTH CHCTEMBI KauecTBa.

[IpoBepka CHCTEMBI JOKYMEHTHPOBAHHSA: NOPANOK pa3paboTkd, opOpMIIEHHs, BbIIAYH, M3BATHS,
XpaHeHUs JOKyMEHTOB M BHECEHHs B HUX U3MEHEHUH.
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ITpoeepka TexHOMOrHUEeCKOM [OKyMEHTAUMM (MPOMBILUIEHHBIE W/WIM MHBIE PETJIAMEHTHI,
aevicTByromue Ha [IpeanpusTHy; NPOU3BOACTBEHHBIE PELENTYPhI, TEXHOIOMHYECKHE MHCTPYKLMH,
MHCTPYKIMM 1O OYMCTKE), BBIMIOMHEHHE TpeOOBaHMH  yTBEPXKAEHHOW  TEXHOJIOrMYECKOH
JOKYMEHTALlMH NPH NPOBEACHHH ONepaLmii/cTaiuii TexHonoruueckoro npouecca. Ilepepabotka u
NOBTOPHAs TeXHOJIOruueckas o6paboTka NpoayKIHH.

11

IIpoBepka MOKYMEHTALMH [0 TNPOBEACHHMIO KBamM(UKaUMKW M Banujauuk (OCHOBHOM InaH
BaTM/ALMH, T1aHBI, MPOTOKOJBI, OTYETH MO KBAaNTH(MKALMK TEXHOIOIHYECKOro obOpyHOBaHus,
UHUCTBIX» WM «KOHTPOJMPYEMBIX» IOMEIleHHH M BalnJalMK TEXHOJOIHYECKMX IPOLIECCOB,




NpoLEedyp OYUCTKH MOMEILEHUH 1 000py0BaHUS U 1IP.).

[IpoBepka KOMMbIOTEPHBIX cucTem. Bamupaums cuctem. Kpanuduxaums obopynosanus. CucTeMsl
NpenoTBpallleHiss HeCaHKUMOHMPoBaHHOTO jAocTyna. CTaHaapTHbIE ONEepaTHBHBIE MPOLEAYpBI IO
OKCILIyaTalyy 1 TeX. 00CIyKMBaHUIO cUcTeMbl. CHCTEMBI PE3EPBHOIO KONTMPOBaHHUS.

12 |IIpoBepka HOKYMEHTALMU y4aCTKOB MHXKEHEPHBIX cHCTeM. Kanuduxaums uHKEeHEPHBIX CUCTEM.

13 |IIpoBepka JOKYMEHTalMH 1O KBAJIH(UKALIMK CUCTEMBI BOJOTIOArOTOBKH.

14 | IIpoBepka CHCTEMBI YTBEPKAEHUS NPOU3BOMTENEH (ITOCTABIIMKOB) CHIPhA M MaTEPUAIIOB, U paboThI
C HUMH.

15 |IlpoBepka cobniofeHUs NEPHONMYHOCTH M KAa4eCTBO MNpPOBENEHHS CAHWTApHO-TMTHEHHUYECKUX
MEPOMNPHUATHI Ha NpeAnpUATHH. MOHHUTOPHHT.

16 |IIpoBepka cHcTEMBI MOHUTOPHHTA «YUCTBIX» NOMeEIEHUH

17 | TIpoBepka nporpamMMEbl «pest» KOHTPOJIb U €€ BLITNIOJIHEHHE.

18 |IIpoBepka JOKyMEHTALHH MO KOHTPOJIIO KaueCcTBa B 1a0OPaTOPHAX:

- IOKYMEHTALMA 110 aHATUTHYECKUM METOJMKAM, HCTIO/b3YEMbIM JUIsl KOHTPOJIS KauecTBa,
- BHYTPHU3aBOJICKHE CrlellnGHKALMH,

- IPOTOKOJIb aHATIU30B,

- paboune xypHabl,

- IOKYMEHTALHMS 110 KOHTPOJIIO ChIPbs, MAaTE€PHAJIOB, NOIYIIPOAYKTOB, TOTOBOH NPOYKLIHH,
- perucTpaLua pe3y1bTaToB UCIIBITAHHUH,

- KOHTPO/b CAHUTAPHOTO COCTOAHMS TIPOU3BOACTBA (MHKPOOHONOrHYECKUH MOHUTOPHHT),
- perucTpauus paboThl KOHTPOTIEHO-U3MEPUTEIbHOro 060py 10BaHHUS,

- kB HUKALMS, TOBepka JabopaTopHOro 060pya0BaHuS.

19 |Ilpopepka cucteMbl Y IIpaB/leHUE PUCKAMH JUIsl KaYeCcTBA.

20 |TIpoBepka JOKYMEHTALMH MO NPOBEAEHUIO BAJIMAALMYA aHATUTHIECKUX METOIHK.

21  |TIpoBepka pe3yabTaTOB MOHHWTOPHHTa CTAOMIIBHOCTH BBIITyCKAEMBIX JIEKAPCTBEHHBIX CPE/CTB.

22  |IIpoBepka cucTeMbl YNPaBIE€HHUS OTKIOHEHHAMH U CUCTEMb! YIIPABJICHHN M3MCHEHHUAMM.

23 |IIpoBepka mopsaka (GOPMMpPOBAHMsS [OChE Ha CEPHIO Ha 3asABJEHHOE K MHCIIEKTHPOBAHHMIO
JIeKapCTBEHHOE CPEJCTBO.

24 | KpanmudukaunoHHble TpeOOBAHUS K NEpcoOHaNy M UX cobmoneHue. IIpoBepka CUCTEMBI IIOATOTOBKH
¥ o0yueHus mnepcoHana. IIpoBepka rurueHMuYeckMx TpeOOBaHMI K IIEpCOHANY, B TOM 4HCIE K
TEXHOJIOTHYECKOH 0K Ie, €€ CMeHe; IPOLEeNYPhl IEPEOJEBAHNA.

25 |Ilpoeepka paboTHI ¢ peKIaMaLMaMHy, XKanodaMy, PETEH3UAMH, HECOOTBETCTBUAMY, OTKIIOHEHHUAMH.
CucreMa 0T3bIBa NPOIYKLHMH.

26 |IlpoBepka CHCTEMBbI KOPPEKTHPYIOLIMX H NPERYNPEXAAIOMINX JCHCTBUH.

27 | Ayrcopcusr (paGoThl, IPOM3BOAMMbIE 110 KOHTPAKTY (IOroBOpY)) B paMKax rnpoM3BOACTBA, aHAJH3a
(KOHTpOJI KadecTBa) MNPOAYKUMM M OKasaHMsa ycnyr. IIpoBepka cHCTeMbl —YTBEPXKIACHHA
ucnonuutens pabor. Cornaienue no kayectsy. KoHTpons JeHcTBuit ncnomuuTens pabor.

28 | IIpoBepka cucteMbl caMoMHcTeKIMH. Knaccupukanus 3aMevaHui.

29 | 3axmounTenbHas BCTpeya-CoBelaHue.

2.  JlomonHMTEnbHBIE  TPOUEAYPH!  MHCIEKTHPOBAHMA,  XapakTepHble Ul AaHHOro  BHJa




MPOAYKIMH/TIPOU3BOACTBA.

1

®dapmMaueBTHYECKHE CYOCTaHIMHU, NOTyYaeMble METOJaMH XMMHUUYECKOIO CHHTE3a

OCHOBHBIE TIONIOKEHHMsS CHCTeMbl YIpaBjeHHs KadectBa. [lepcoHan (opraHu3allMOHHO-IITATHAs
CTPYKTYpa, JOJDKHOCTHblE MHCTPYKUMM, KBanMQUKalMd, OoOyueHHe, TIurveHa). 3haHusd |
IMomemenns. Huxenepusle cuctembl. CTOKM W OTXOAbl. TexHonorudeckoe 06OpyaOBaHHE.
Texnonornyeckuii npouece. Crepuinsauus (Mpy¥ NPOM3BOACTBE CTEPHIBHBIX (apMaleBTHYECKHMX
cyberanumii). Ynakopka M MmapkupoBka. CHcTeMa XpaHeHMs W peannsaluu. JlOKyMeHTauus
(creunQuKaLMy, PerjIaMeHThl, MHCTPYKUMH, 3anucu). Bammpauus u ksaiuduxauus. KoHrpoib
kauectBa. KonTpone wusmeHenwii, OtkioHenus. [loBTopHble ucnbiTanus. IIpeTeH3sun u OT3BIB
nponykuuu. CamonHcrekuun. [locbe Ha cepuun. O630p kayecTBa npoaykra. Pabora no KOHTpaxTy.

dapmalieBTHYECKHE CYyOCTaHIIMY, NIOTy4aeMble METOAAMH OHOTEXHOIOIHYECKOr0 CHHTE3A.
dapMaueBTHYeckie  cyOCTaHUMM, TOJyYaeMble TyTeM  KyJbTMBHUPOBAaHHMA  KJIETOK — WIH
dbepmentaumeit. «Knaccuueckas hepMeHTaLUAN».

Co3nanne W nopaepkaHue OaHka KieTok (rnmaBHOro M pabodero). Bemenue noKyMeHTaLMH.
KynsTuBupoBaHue/gepMeHTalns, BeleHUE TOKYMEHTALMH.

dapMaleBTHYeCKHE CYOCTaHIMHY, MOTydaeMble METOJAMH BBIACJICHUS U3 XHMHYECKOTO CBIPhS.
OCHOBHBIE TIOJNIOKEHHWS CHCTEMbl YNpaBieHUs KauecTBa. IlepcoHan (OpraHH3allMOHHO-IITATHASA
CTPYKTYpa, [OJDKHOCTHBIE WHCTPYKIMM, KBanubHKauus, oOydeHHe, TIUIMeHa). 31aHud |
INomemenus. Hmxenepusle cucreMbl. CTOKM M OTXOZBI. TexHonorHueckoe o00OpyHOBaHME.
Texnonornueckuii npouecc. Crepunuzauus (pU TPOU3BOJACTBE CTEPHIBHBIX (apMalEBTHYECKUX
cybcranumii). VhakoBka M MapkupoBka. CHcTeMa XpaHeHMs M peanusauuu. JlOKyMeHTauust
(crieundMKaUMM, pETNaMeHThl, MHCTPYKLMH, 3anmucH). Bamupanus u xsamaduxanms. Kontposs
kauecTBa. KoHTposib u3MeHeHwii, OTwioHeHus. IloBTopHble HcnbiTaHus. [IpeTeH3MH M OT3bIB
nponykuun. Camouncrekuuu. Jocbe Ha cepun. O630p KadecTBa JIekapcTBEHHOro cpeacTsa. Pabora
10 KOHTPAKTY.

dapMaleBTHYECKHE CyOCTaHIIMH, MTOTy4aeMble€ METOAOM BBIIENIEHUS U3 UCTOYHMKOB PACTHTEILHOTO
TIPOMCXOXKAEHHA.

Pe3ka M cyllka pacTeHMH, BoJOpociei, rpuboB, THINaHHHUKOB M dKcCynaToB (BelaeneHui). OTKAM
pacTeHMH M TieperoHka. Hamenpdenue, oOpaboTka 93KCCyAaTOB, 3KCTPaKUMA M3 PacTEHHH,
(G paKUMOHHUPOBAHKE, OUMCTKA, KOHLIEHTPUPOBaHHE WK (EPMEHTALIUs PaCTUTENBHBIX CyOCTaHUMMA

QapmalieBTHUeCKie  CyOCTaHUMM, IOJy4aeMble  METOJAOM  BBIAENEHHSA M3  HCTOYHHKOB
OUONIOrHUECKOr0, )KHBOTHOTO ITPOUCXOXKACHH.

IMomemenus u  obopymoBanve (obecrieueHre HEOOXOAMMBIX — MEpENaJOB  AABJIEHUS B
NIPOU3BOICTBEHHBIX 30HAX, OYUCTKA 060pynoBaHMsA). MHXKeHepHbIE CHCTEMBI (CHCTEMA MOATOTOBKH
BO3/IyXa, CHCTEMA BOAONOAroToBKHM). TexHonmornyeckuit npouecc. Ouenka puckos. JlokyMeHTalbHas
MPOCTEKUBAEMOCTh Onepalui. MeponpusaTus M0 KOHTPOIIO M MPEAOTBPALICHHIO KOHTaMHWHaLHH.
OGecnieuenve crepwibHOCTH TNponykumu. KoHTpons kadectBa. Ilponecchl XpaHeHHs U
KPHOKOHCEpBaUWU. VYCIIOBHMSA cOJepXaHUs JKMBOTHBIX. CucTeMa WICHTH(QUKALMM M KOHTPOJIs
COCTOSIHUS 340POBbS AKHBOTHBIX.

ITpou3BOACTBO, XpaHEHHe U peai3aliis CTePUIbHBIX JIEKaPCTBEHHBIX NPENapaTos (a3po30sib, ek,
KpeM, JIMHUMEHT, JHO(QUWIM3NPOBaHHBIE MPOAYKTBI, Masb, IacTa, IUIEHKAa, MOPOLIOK, PacTBOp,
pacTBOp J1si UHBEKLUH, cTexioo0pa3Has Macca, CTEPHIIbHAs MOPUCTas Macca, CYCNeH3Ms, cyxas
Macca, TabeTKu, SMYJIbCHH).

OCHOBHBIE TOJIOXKEHHSI CHCTEMBI YyrpaBieHus kadectBa. [lepcoHan (kBanudMKalus, TMIHEHa).
3nanus 1 [Tomemenus. MHxenepHbie cucteMsl. BoI6Op ¥ NOATOTOBKA MOKOLIMX/1€3UHHLMPYIOIMX
cpenctB. TexHonoruueckoe oGopynoBanue. TexHonorudeckuit mnpouecc. Crepunusaums.
AcenTtuyeckoe npouspoactso. Crepunusyromas GUIBTPaLHs, NOArOTOBKA U MCTIBITAHUS (UIBTPOB.
MonenupoBanye Tpouecca acerTHYecKOro HaNoNHeHHs. YMakoBka M Mapkuposka. Cucrema
XpaHeHHs W peaiusauuu. JlokymeHTtauus (crnenHdMKalLMK, PErjaMeHThl, MHCTPYKUMHM, 3alliCH).
Banmugauus v ksanudukauus. Konrpons kauectBa. Kontpons nsmenenuii. OTkioneHus. IloBTopHble
ucnpiTanua. Ilperensud U or3biB npoxykuuu. Camouncnekiu. Jocke Ha cepun, O630p kauecTBa




JleKapCTBEHHOro cpelacTBa. Pabora no KOHTpaKTy.

[Mpon3BoacTBo MMMYHOOGHOJOrMYECKUX TpenapaToB Al BeTepuHapHoro npumenenus. Cucrema
7 NOCEBHOM KyJbTyphl W Ganka kierok. [Tomeuenus U obopynoBanue (obecrieueHHe HeOOXOIMMBIX
nepenajoB JaBjieHHS B MMPOM3BOACTBEHHBIX 30HAX, OYHMcTKa 0OOpyAOBaHMS, BalWAaLMs MPOLECCOB
OYHCTKH). HHkeHepHBble cHCTeMbl (CHMCTeMa MOATOTOBKM BO3IyXa, CHCTEMa BOJOIOArOTOBKHM).
TexHonmornueckuii npouecc. OueHka puckoB. JlOKyMeHTaJbHas MpPOC/IEKUBAEMOCTb OMEPaLUH.
MeponpusaTus 1Mo KOHTPONIO M MpPEeAOTBPAIEHMIO KOHTaMHHalmu. OfecreueHue CTEpHIIbHOCTH
npoaykunu. Kontponb kauvectsa. [Ipouecchl XpaHeHHs M KPUOKOHCEPBALUMHU. Y CIOBHA COAEPIKAHHUS
KMBOTHbIX. CucreMa HMASHTHQUKALMH UM  KOHTPOJS COCTOSIHMSA  3J40pOBbSl  JKHBOTHBIX.
[pocnexxuBaeMocTh LEMH NOCTABOK MaTEPHaJIOB JKUBOTHOIO IPOUCX OXKJICHHUS.

8 [Tpon3BOACTBO, XpaHEHHE W pealn3aliis HECTePHIBHBIX JIEKApPCTBEHHBIX MpenapaTtoB (aspo3onb,
6ann3aM, OpUKET, reslb, TPaHyJibl, APaKe, Karlli, KancyJsbl, Kancyibl MATKUE, KPEM, IMHUMEHT, Ma3b,
Macj0, MHKPOrpaHyJibl, MUKPOKAICY/Ibl, HACTOH, HaCTOHKA, MACTUIIKHM, NacTa, NeJETHI, MJIaCTHHBI,
TUIACTHHKH, TUIaCThIph, TUICHKA, MOJMMEpPHas JEeHTa, NOJOCKH, MOPOILIOK, PacTBOpP, CHpOI, CIIPEH,
CYINO3UTOPHH, CYCIIEH3Ms, TaOIETKH, IHYP, IKCTPAKT, ITUKCHP, IMYJIbCHUS).

OcHoBHble mojiokenus CucTeMbl yrpaBleHMs KkadecTBa. [lepcoHan (kBanMduKalus, TMTHeHa).
3nanus u [Tomewmenus. UrxeHepHbie cucTeMbl. BEIGOpP 1 NOAr0TOBKA MOIOLIMX/ Ae3MHOHLIUPYIOMKX
cpenctB. TexHonoruueckoe obopynoBaHue. TexHomoruyeckui npouecc. YNakoBKa M MapKHMpPOBKa.
Cuctema xpaHeHus W peanusaimd. JlokymeHTalus (cneuMHUKalMy, pErJIaMEHThl, MHCTPYKLMH,
3anucy). Banunauus w kBanmudukamusa, Korrponb kadectBa. KoHTponb nsMeHeHUH. OTKIOHEHHMS.
[ToBTOpHbie KcnbiTanus. [IpeTensun U oT3biB npoxykuuu. Camonncnekunn. JJocke Ha cepun. O630p
KagecTBa Npoaykra. PaGora no KOHTpakTy.

9 [Tpou3BOACTBO Npenaparos, MoJMy4aeMbIX M3 J€KapCTBEHHOTO PACTUTENILHOIO ChIPBAL.
CrneuuduKauMy Ha MCXOAHOe Chipbe. JIOKYMEHTalMs, MOIATBEpPKAAloINas KadeCTBO MCXOJHOrO
CBHIPbSL.

10 | [Ipou3BOACTBO MpenaparoB, COAEPKALNX CHIbHOAEHCTBYIONIME BEMECTBA.
Opranuzauus CHCTEMBI YU€eTa, XPaHEHHUs, YHUITOXKEHHS.

11 |TIpousBOACTBO TMIpenaparoB, COIEPXKAUIMX BBICOKOTOKCHYHbIE BellecTBa (aHTHOWMOTHKM OeTa-
JIAKTaMHOTO Pslia, FTOPMOHBI, UIUTOCTATHUKH ).

TTomemienus. HMmxeHepHole cuctemsl. OOopynoBanue. Banupanus mponecca  OYHMCTKH.
MeponpusTus no yaajleHWo/MHaKTHBalK OTX0A0B.

12 | TIpou3BOACTBO roMeonaTHYECKUX NpenapaToB

9. K KOCBEHHBIM pacxolaM YIOJHOMOYEHHOI'O YYpEKIEHHSA, KOTOpEIE
HEBO3MOKHO OTHECTH HAaNpsIMyK K 3aTparaM, HEIOCPENCTBEHHO CBS3aHHBIM C
MPOBEACHUEM HMHCIEKTHPOBaHMUS IPOU3BOIMTENEH JIEKApCTBEHHBIX CPEACTB A
BETEpUHAPHOT0 IPUMEHEHUS, IIPOU3BOJACTBO KOTOPHIX OCYLIECTBIIAETCS 3a Ipe/enaMu
Poccuiickoit @enepanuu, Ha cooTBeTcTBUe TpeboBanusiM [Ipasun (Kkp), otHOCATCS:

- 3aTpaThl Ha OIUIAaTy Tpylda AaIMHHHCTPATHBHO-YIPAaBIEHYECKOIO H
BCIIOMOTATENBHOr0 NepCoHalIa, BKIItOYasl HauUCIIEHHU Ha 3apabOoTHYIO ILIATY,

- 00IIeXO3sHCTBeHHbIE 3aTpaThl, BKIIOYAIOLIME 3aTpaTbl Ha KOMMYHAaJIbHbIE
YCIIYTH, 3aTpaThl Ha YCIYTH CBSI3H, TPAHCIOPTHBIE YCIYTH, yCIyrH OaHKOB, 3aTpaThl Ha
npuoOpeTeHne MaTepUaIbHBIX 3al1aCOB, aMOPTH3alMsd 3[aHUM, COOPYKEHHUH U APYTHX
OCHOBHBIX (OHJIOB, 3aTpaThl Ha yCIyrd B 00nacTd MHGOPMALMOHHBIX TEXHOJOIHUH,
3aTpaThl Ha TEKYIIUI PEMOHT IO BUIaM OCHOBHEIX (DOHIOB;

- 3aTpaThl Ha YIUIaTy HaJOroB (KpoMe HaJoroB Ha (DOHI OIUIATHl TPYJa) U HHBIE
o0s3aTeNbHbIE IIIATeXU;
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- IPOYHEe PACXO/Ibl.

Koo duumedT KOCBEHHBIX pacXoloB, OTHOCHMBIX Ha CTOUMOCTb YCIYIH,
onpesenseTcs NPONOPHMOHAIBHO (COpasMEpHO) 3arparaM Ha OIJaTy TpyZAa
pabOTHHKOB, - HEIIOCPEACTBEHHO YYaCTBYIOMIMX B TpOLlECCe OKasaHUA YCIYTH, H
PACCUNTHIBAETCS HA OCHOBAHHMH OTHYETHBIX JAHHEBIX 3a IMPEIUIECTBYIOIMMI IepHo MO
bopmye:

Kxp = ((3I1aym + 3ox + 3am) / 3I1d) x 100, rue:

Kkp - x0dhGHUHEHT KOCBEHHBIX pPaCXOIOB YIOJHOMOYEHHOIO YYpEKACHHUS,
KOTOpbIE HEBO3MOXKHO OTHECTH HAIPAMYIO K 3aTpaTraM, HEMOCPEACTBEHHO CBSI3aHHBIM C
OKa3aHHEM YCIIyTH;

3I1ayn - daxkTHYecKue 3aTpaThl Ha OIUIATY TPyAa M HAYMCICHHS Ha BBHIUIATHI IO
oIuiaTe TPyAa aIMHHHCTPAaTHBHO-YIPAaBIEHIECKOrO M BCIOMOTaTeIbHOIrO IepCoHaa,
obecIednBaIOLIero OKa3aHue YCIyrd, 3a peIiiecTBYIOIMH nepuoa, pyo.;

30x - (haxTHyeckue OOUIEXO3iHCTBEHHBIE 3aTpaThl, HEOOXOMUMBIE JUI OKa3aHHsA
yCIyrM, 3aTpaThl Ha YIUIaTy HaloroB M HHBIE O0s3arelbHble IUIATeXH 32
IpEAIIEeCTBYIOMNN TIEpHO, PyO.;

3aM - CyMMa aMOpTH3alli¥l HMYIIECTBA, HENOCPEICTBEHHO HCIIONB3yeMOro Ui
OKa3aHMS YCJIYTH, ONPENEISeTCs UCXOMs U3 OalaHCOBOH CTOMMOCTH ODOpYHOBaHHUS H
roI0BOIT HOPMBI aMOPTH3ALUH, PYO.;

3IIp - cymmapHBIi (OHA oOINaThl Tpyda 3a IPEIUIECTBYIOIINH IEePHON
pabOTHUKOB, 3aHSTHIX OKa3aHUEM YCIIYTH, PyO.

10. Pacyer KOMaHIHPOBOYHBIX PacXolOB MPOU3BOAMTCA B KaXXIOM KOHKPETHOM
clyyae MHCIIEKTHPOBaHWs, HCXOIsd M3 CTpaHbl Ha3sHAa4YeHWs, YNaJleHHOCTH
FOCTHHUYHOIO KOMIUIEKCA M JPYTHX YCJIOBHM, CBS3aHHBIX C TPaHCIOPTHOH
JOCTYIHOCTEIO ¥ YCIOBHSIMH MpeOhIBaHus KOMaHIUPOBAHHOTO/HBIX COTPYIHUKA/KOB.

Pacxonsl Ha KOMaHIWPOBKH OIUIAYMBAIOTCA 3asBUTENIEM B IIOJHOM pa3Mepe, BHE
3aBUCHMOCTH OT IIpeleNbHOro pasMepa IUlaThl 3a OKasaHHe YCIyrd 10
MHCIIEKTHPOBAHMIO MPOU3BOIMTENEH JIEKapCTBEHHBIX CPEJICTB MJsS BETEPHHAPHOIO
IpUMEHEHHs, MPOM3BOACTBO KOTOPHIX OCYLIECTBJIAETCA 3a mpenenamu Poccuiickoi
deepanyu, Ha COOTBETCTBHE TPeOOBAHMAM HPABHI HaJUIEKalleH IPOU3BOICTBEHHON
IpaKTHKKH B LelsX BBIAYM 3aKIIOYEHHA O COOTBETCTBHM  MPOHU3BOAUTENS
JIeKApCTBEHHBIX CPEICTB [UIs BETEPUHAPHOTO HPHMEHEHHs TpPeOOBAHUSIM IIPaBUII
Haexare Tpou3BOACTBEHHON NPaKTHUKH.

KoMaHI#upOBOYHbIe PacXobl, HEMOCPEACTBEHHO CBA3aHHbIE C OKa3aHUEM YCIYTH,
OmpeaeNIoTcs 0 hopMyIIe:

Cxp = Pupoesn + Pnpox + Pcyt + Pupou, rae:

Prnpoesn - pacxomsl Ha MpOe3d OJHOIO  CIEIHalucTa yIOJIHOMOYEHHOIO
yupesxIeHHs [l OKa3aHus yCIyTH ¥ 0OpaTHO B CPEHEM II0 CTpaHe, pyo.;

Pnpox - pacxomsl Ha MpPOXMBAaHHME OIHOIO CIENHANTUCTa YIOJHOMOYEHHOTO
YUPEKIEHHS BO BpeMsl OKa3aHHUs yCIyTH, pyo.;

PcyT - pacxozpl Ha BBILIATYy CYTOYHBIX OJHOMY CIELHAIUCTY YHOJHOMOYEHHOIO
yUpeXIeHUs Ha BpeMs OKa3aHus yCIIyTH, pyo.;

Pripou - o6mmmit 06beM 3aTpar Ha GpPOHHpPOBAHUE aBHUa - M /Il OMIIETOB, TOCTHHHILI,
CTpaxoBble B3HOCHI B IpeIbIAyIieM GUHAHCOBOM Iofy, pyo.
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3aTpaThl Ha NPOE3[ OJHOrO WHCIIEKTOpa Uil OKa3aHHUA YCIYTM H 0OpaTHO
(Pmipoe3n) ycTaHaBIMBAaIOTCA B pasMepe (PaKTHYECKHX Pacxol0B, INOATBEPIKICHHBIX
IpOe3THBIMU JOKYMEHTaMHU, HO He BBIIIE CTOMMOCTH IIPOEe3/Ia:

JKeJEe3HONOPOKHBIM TPAaHCIOPTOM - B KyIIEMHOM BaroHe CKOPOTO IAcCa)KHPCKOIro
noes3na;

BOOHBIM TPAHCIIOPTOM - B KaioTe V TPYIIBl MOPCKOIO CyAHA pETYISPHBIX
TPaHCIOPTHBIX JHHUHA W JMHUH C KOMILIEKCHBIM OOCIY)KHBaHMEM IACCaXUpPOB, B
katote II xareropmm pedHOro CyAHa BCeX NHHHUU cooOILIeHHd, B KaroTe I kareropuu
CyJHa IapOMHOH IepenpaBsl;

BO3IYIIHBIM TPAHCIIOPTOM - B CaJIOHE SKOHOMHUYECKOI'0 KJIacca,

aBTOMOOMJIBHEIM TPAHCIOPTOM - B AaBTOTPAHCIHOPTHOM CpeACTBE OOIIEro
IIOJIB30BaHUS (KpoMe TaKCH);

IpU OTCYTCTBHHM HPOE3IHBIX TOKYMEHTOB, INOATBEPKIAIOIIMX [IPOU3BEICHHEIC
pacxofibl, B pazMepe MUHUMAIbHON CTOMMOCTH IIpoe3/a:

KEJIEe3HOJOPOKHBIM TPAHCIIOPTOM - B IUIAKApTHOM BaroHe I1acCaKHPCKOro
noes3na;

BOAHBIM TPaHCHOPTOM - B KaioTe X TpyNIbl MOPCKOro CydHA PpEryispHBIX
TPAHCIIOPTHBIX JHHUHA W JHHUN C KOMIUIEKCHBIM OOCITyXMBAHHEM IIaCCaXUPOB, B
xarore III xaTeropuu pe4HOro CyaHa BceX JIMHUN COOOIEHNS;

aBTOMOOMJILHBIM TPAHCIIOPTOM - B aBTOOYyCe 001ero Tuma.

Pacxo/pl Ha IPOKHBAHUE OJHOIO HHCIIEKTOpA BO BpeMs OKazaHus ycryru (Popox)
(kpoMe cirydasi, KorJa HalpaBJIeHHOMY B KOMaHIHUPOBKY HHCIIEKTOPY IPEI0CTaBIAETCS
fecriaTHOE IIOMEINEHHME) YCTAHABIMBAIOTCS B pa3Mepe (aKTUYECKUX pPacXoloB,
IOJATBEPKIEHHBIX COOTBETCTBYIOUIUMH TOKyMEHTaMH, IIPH 5TOM KaT€rOpPHA TOCTHHULIBI
He JOJDKHA IMpeBhIarTh ypoBeHb 3*. Ecnm B paamyce 20 KHIOMETPOB HET B HAIUYHH
, 3*, KaTeropust "OCTUHHUIIBI He JOJDKHA IIPEBHIIIATh YPOBEHbD 4.

Pacxompl Ha BBIIATY CYTOYHBIX OOHOMY HHcmekTopy (PcyT) ycraHaBnMBaroTCA
3akoHoaTenbcTBOM Poccuiickonl Penepanun:

Ha Tepputopuu Poccuiickoit @enepamnny - B pazmepe He 6onee 700 pyOmei.

ITpouwre 3aTparhl 0 KOMaHANPOBKE BKIIIOUAIOT CTPaXOBOU B3HOC Ha 00s13aTEIbHOE
JIMYHOE CTPaxOBaHHE [MACCAKHPOB Ha TPAHCHOPTE, OIUIATy YCIyr 10 O(QOPMIIEHHIO
IpPOE3AHbIX JOKYMEHTOB, pacXoIbl 3a II0OJb30BaHHE B II0€3[aX IIOCTEIbHBIMU
MPUHAAJIE)KHOCTSIMU,; OpOHUPOBAHUE TOCTHHHUII.

3aTpaThl, CBA3aHHBIE C KOMAaHIUPOBKaMH 3a npeznenamu Poccuiickoit Penepanyy,
OTIpeneNsIIOTCA yCTAHOBJIECHHBIMHM IPENENbHEIMM HOPMAaMH BO3MEINEHHS PacXoAoB
COTJIACHO HOPMATUBHEBIM aKTaM I10:

- HaliMy JXHJIOTO ITIOMEINEHWs B MHOCTPAHHOW BallOTe - IpHKa3 MMHHCTEPCTBA
¢unanco Poccuiickoit @enepanuu ot 2 asrycra 2004 r. N 64n «O6 ycTaHOBIEHUH
TpefeNbHbIX HOPM BO3MEIIEHHS pacxolOB IO HadMy JKAJIOTO ITOMCIIEHHUS B
HHOCTPaHHOM BaJIOTE NPH CIyXeOHBIX KOMaHIUPOBKAX Ha TEPPUTOPHM MHOCTPAHHBIX
roCy[apcTB pabOTHHKOB, 3aKIIOYUBINNX TPYIOBOH JI0TOBOp O paboTe B (enepalbHBIX
roCyJlapCTBEHHBIX OpraHax, pabOTHHKOB TOCYAapCTBEHHBIX BHEOIOJKETHBIX (DOHIOB
Poccutickoii ~ dDenepauuy, ®denepabHBIX  TOCYJApPCTBEHHBIX  YUPEXKIECHUN»
(3apeructpupoBan B Muntocte Poccum 17 asrycra 2004 r., perucTpaiyoOHHBIHA
HoMep 5981) B pemakuuu H3MEHEHUH, BHECEHHBIX IIpHKazaMH MHMHHCTEPCTBA
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¢unancos Poccuiickoit ®enepanuu ot 12 wmronst 2006 r. Ne 92H (3aperucTpupoBaH B
Muntocre Poccum 13 wurons 2006 r., peructpanumonublii Homep 8040), 9 nexabps
2008 r. Ne 139u (3apeructpupoBaH B Munrocte Poccun 16 suBaps 2009 r.,
peructpauronseiii Homep 13091), ot 10 ampens 2015 r. Ne 63H (3aperucTpupoBaH B
Munuzocte Poccun 10 anpens 2015 r., peructpanmonssiil Homep 36839);

- O pasMepe H TMOpsAIKe BBIIATEI CYTOYHBIX B HHOCTPAaHHOH BajioOTe -
nocradosienne [IpasurensctBa Poccuiickoit @eneparyu ot 26 nexabps 2005 r. Ne 812
«O pa3Mepe M TOpsAIKe BBIIATHI CYTOYHBIX B MHOCTpaHHOH BalioTe M HaZ0aBOK K
CYTOYHBIM B MHOCTPaHHOW BaNlIOTe NpH CIyKeOHBIX KOMaHIMPOBKaX Ha TEPPUTOPHU
HHOCTPaHHBIX FOCYIapcTB PabOTHHUKOB, 3AKIIOYHBIIMX TPYIOBOH HOTOBOp O pabote B
(eepa’lbHEIX ~ IOCYHApCTBEHHBIX ~ OpraHax, pabOTHHKOB  TOCYZAapCTBEHHBIX
BHEOIOMKEeTHEIX QoHAOB Poccuiickoit @emepanuu, ¢emnepalbHBIX TOCYAApCTBEHHBIX
yupexnernit» (Cobpanme 3akoHomatenbcTBa Poccmiickoit ®Demepaumu, 2006, Ne 2,
ct. 187; 2008, Ne 14, c1. 1413, Ne 33, cr. Ne3854; 2009, Ne 1, ct. 147; 2014, Ne 50,
cT. 7095; 2015, Ne 3, cT. 590, Ne 33, ct1. 4842).

11. IlepecMoTp mpeaeTbHOTO pa3Mepa IIaThl 3a OKa3aHue YCIYT'H OCYHIECTBIIAETCS
OJIUH pa3 B roa ¢ | ampens TeKyllero (UMHaHCOBOI'O rofa, ¢ y4€TOM yCTaHOBIEHHOIO
(eepanabHBIM 3aKOHOM O (elepabHOM OFO/KeTe Ha COOTBETCTBYIOIINI GUHAHCOBEIN
rofl IPOrHO3HOTO YPOBHS HHGIIANNY, a TAKXKe B CIydae H3MEeHEeHUsI HOpMaTUBHOMU Oa3bl.
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YTBEPXIEH

npukazoM Poccenpxo3Hanzopa
or 25.11:20161r.Ne 865
(ITpunoxenue 2)

[IpenenbHBIH pa3Mep IJIATH 38 OKa3aHUe YCIYTH 110 HHCIIEKTUPOBAHHUIO
IIPOU3BOAMTENIEH JIEKAPCTBEHHBIX CPEICTB Il BETEPHUHAPHOIO IPUMEHEHHS,
IIPOM3BOJICTBO KOTOPHIX OCYILECTBIIAETCS 3a npenenamu Poccuiickoit denepanvu, Ha
COOTBETCTBHE TpeOOBaHUAM MpaBUII HaIJeXallel IPOU3BOJCTBEHHOM IPAKTUKHU B LIEJISX
BBIJIaYH 3aKITFOYEHHUH O COOTBETCTBUM IIPOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB [UId
BETepHHAPHOI'0 IpUMeHeHUs TpeOOBaHUsAM PaBIII HaJIeKalled IIPOU3BOACTBEHHOM

NPaKTUKA
IIpenenbHblil pa3Mep nnaThl 3a Cymma HJIC (18%), py6. IIpenenbHblii pa3Mep naThi 3a
okazanue ycayr 6e3 HJIC 18%, py®. okasanue ycrmyru ¢ HIIC 18%, py6.
2 992 380,91 - 538 628,56 3531 009,47
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