EBPA3UMACKAS SKOHOMHUYECKASI KOMUCCHSI
KOJUIEI'UA

PEKOMEHAANUSA

«06» aBrycra 2019 r. Ne 24 r. MockBa

O PyxoBojcTBe 10 KOHTPOJIKO PUCKOB MUKPOOHOM KOHTAMMHALUH
JIEKAPCTBEHHOI0 PACTUTE/bHOIO ChIPbi, PACTUTEILHBIX
dhapmaneBTHYecKHX cyOcTaHIMH (IpenapaToB HA OCHOBE

JIEKAPCTBEHHOT0 PACTHTEILHOIO ChIPhSl) H JIEKAPCTBEHHBIX

PACTHTEIbHBIX IPeNnapaToB

Komnerns EBpasuiickoil 3KOHOMHYECKOW KOMHCCHH B COOTBETCTBHH
co crareeit 30 JloroBopa o EBpa3zuiickoM dKOHOMHYECKOM COI03e OT 29 mas
2014 roma m nyuxktoM 3 crateu 3 CornameHuss O €IUHBIX IPUHIMIIAX
¥ IIpaBUjIax OOpallleHUs JIEKapCTBEHHBIX CPElCTB B pamkax EBpasmiickoro
HSKOHOMHYECKOro coro3a oT 23 pexabps 2014 roma, a Takke B LEJIX
rapMOHHU3AIMM 3aKOHOJATENbCTBA TIOCYIApCTB — uJieHOB EBpasuiickoro
OSKOHOMHMYECKOI'O CO03a Il YCTPAaHEHUs pa3Idyiii B TpeOOBaHMIX,
IPEOBIBIIAEMBIX K  KOHTPOJK  PUCKOB  MHKPOOHOM  KOHTAMHHALMU
JIEKapCTBEHHOI'0 PACTUTEIBLHOIO CBHIPbs, PACTUTEIBHBIX (hapMarieBTHYECKUX
cyOcTanumi (IpernapaTtoB Ha OCHOBE JIEKAPCTBEHHOIO PACTHTEIBHOTO ChIPhs)
1 JIEKApPCTBEHHBIX PACTUTEIBHBIX MPEnapaTos,

peKOMeHyeT rocymapctsaM  —  wieHam  EBpasuiickoro
HSKOHOMHYECKOIO COI03a [0 UCTEYEHUM 6 MecsleB ¢ JaThl OMyOJIMKOBaHMS
HacTosimell Pexomenzauumum Ha oduuuanbHoM caiite EBpasuiickoro

SKOHOMHYECKOI0 COH3a TIIPpH IIPOU3BOACTBE MW OKCICPTHU3EC KadecTBa
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JIEKAPCTBEHHOT'O PACTHTEIBHOTO CBIPbs, PACTUTENBHBIX (hapMalleBTHUECKUX
cybcraHumii (MpenapaTtoB Ha OCHOBE JIEKAPCTBEHHOTO PACTUTENILHOTO ChIPhS)
1 JICKapCTBEHHBIX PACTHTENBHBIX IIpeNapaToB MPUMEHSTh PyKOBOACTBO MmO
KOHTPOJIIO ~ PUCKOB ~ MHUKPOOHOM  KOHTaMHHAIMM  JIEKAPCTBEHHOTO
PAaCTUTEJIBHOTO  ChIpbsl, PAaCTUTEJLHBIX (hapMaleBTHUECKUX CyOcTaHImit
(mperapatoB Ha OCHOBE JIGKAPCTBEHHOTO DACTUTENBHOTO CHIPBS) H

JICKAPCTBCHHBIX PACTUTEJIbHBIX IIPENapaToB COIJIACHO NPHITOYKECHHIO.

dng
[Ipencenarens Komneru o}
pencen A0 ymeyr,,

EBpasuiickoit 53KOHOMUYECKOH K

T. Capkucsu



ITPUJIOXKEHUE

K Pexomenpaumu Kommeruu
EBpa3suiickoil 53KOHOMUYECKOH KOMHCCHHU
ot 6 aBrycra 2019 . Ne 24

PYKOBOACTBO
0 KOHTPOJII0 PHCKOB MUKPOOHOH KOHTAMMHAIIHH
JIEKAPCTBEHHOI'0 PACTHTENBHOTO ChIPbSl, PACTHTEIbHBIX
(¢apManeBTHYECKHX cyOCTaHIUI (MpenapaToB HA OCHOBE
JIEKAPCTBEHHOI'0 PACTUTEILHOIO ChIPbsl) H JIEKAPCTBEHHBIX
PACTHTEJBHBIX NPenapaToB

I. O0wmme nonoxeHus

1. Hactosimee PykoBojicTBO pa3paboTaHo B LEsX OMUCAHUS €IMHBIX
MOAXO0JIOB K KOHTPOJIIO PUCKOB MUKPOOHOH KOHTaMUHAIMU JIEKAPCTBEHHOI'O
pPacTUTENLHOTO  CBIPbSl, PACTUTENBHBIX (papMaleBTHUECKUX CyOCTaHIMM
(mperapaTroB Ha OCHOBE JIEKAPCTBEHHOI'O pACTHTENBHOTO CHIPbs) U
JICKAPCTBEHHBIX ~PACTUTENBHBIX IPENapaToB (fajee — pacTUTEIbHBIE
IPOJAYKTEI M JIEKAPCTBEHHBIE PACTUTEIbHBIE MPerapaThl).

2. Hacrositee  PykoBOCTBO TpPHUMEHSETCS MpH  MPOM3BOACTBE U
OKCHEPTHU3Ee KauyecTBa PACTUTENBHBIX IPOLYKTOB U  JIEKAPCTBEHHBIX
PacCTUTEJNIBHBIX IPENnapaToB JONMYIIEHHBIX K OOpalleHHI0 Ha TeppPHTOPHSX
rOCy1apcTB — 4YJIEHOB EBpasuiiCKOro 5KOHOMHYECKOrO cOro3a (Jjanee —
Coro3).

3. Hacrosiiee PykoBoJICTBO CONEPIKUT PA3bICHEHUS T10:

O0COOEHHOCTSM  KOHTPOJII  pUCKA  MHKPOOHOM  KOHTaMHHALUU

PACTHTC/IbHBIX NPOAYKTOB H JIEKAPCTBEHHLIX PACTUTEIIBHBIX IIpEeIapaTos;
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KPUTHYECKUM acmeKTaM (CTaausM) HpOU3pacTaHus, BhIpALIUBaHUS,
coopa, 00pabOTKHM, TPOM3BOJACTBA, XPAHEHWS M  TPAHCIOPTHPOBKHU
PacTUTEILHBIX MPOAYKTOB M JIEKAPCTBEHHBIX PACTUTENILHBIX IPENaparos,
KOTOpBIE CJIeIyeT YYMUTBIBATL JUIA OOECHEUeHHs] UX MUKPOOHMOIOIMYEeCKOi
YHCTOTHI;

crocobaM  CHIKEHMs MHKPOOHOW KOHTAMHUHALMH — PACTUTEBHBIX
IIPOJAYKTOB H JIEKAPCTBEHHBIX PACTUTENIBHBIX MIPEIaparos.

4. IlousTys, UCTIOIB3yeMBbIe B HACTOSIEM PYKOBOICTBE, MPUMEHSIOTCS!
B 3HAYCHUAX  oIpenencHHbIX llpaBumamu  Hamexamedl  npakTHKu
BRIpalliBaHus, cOopa, 00pabOTKM M XpaHEHHsT HCXOJHOTO  CHIPbs
PacTUTESILHOTO  MPOMCXOXKJIEHUS, YTBepxkJaeHHBEIMH Pemennem Copera
EBpasuiickoil sKoHOMHUYecKOH Komuccuu oT 26 supapst 2018 r. Ne 15,
PyKoBOZACTBOM 110 KayecTBY JI€KAPCTBEHHBIX DACTUTENBHBIX MPENapaToB
(npunoxenue k Pexomennaimu Komteruu EBpasuifickoll 5KOHOMHYECKOMH
komuccur ot 10 wmas 2018 r. Ne 6) m PykoBomerBom mo BHIGOpY
TECTOB M KPUTEPUEB MPUEMIIEMOCTU JJIsl COCTABICHHS CHeUU(pUKanui Ha
JIEKAPCTBEHHOE PACTUTENBHOE ChIpbE, PACTHTENBbHBIE (papMalleBTHUYEeCKHe
cybcranumu  (mpemapaThl Ha OCHOBE JIEKAPCTBEHHOIO —PACTHUTEIBHOIO
CBIPbsi) M JIEKAPCTBEHHbIE pPACTUTEIbHBIE TPENaparshl (MIPHIOKEHHE K

Pexomenmarimu  Koseruu EBpasulickoii  5KOHOMHUYECKONW  KOMHUCCHH

ot 12 despans 2019 r. Ne 6).

II. OcobenHOCTH MHKPOOHOTOrHYECKOTO KOHTPOJIS PACTUTEIBHEIX
MPOTYKTOB M JIEKADCTBEHHBIX PACTUTEBHEIX IPENApaTOB

5.BBHUIYy CBOEro INPUPOIHOrO  MPOMCXOMKIEHMS JIEKAPCTBEHHOE
pacTUTENILHOE ChIpbE W pacTuTeNibHas (apMaleBTHUeCKas CyOcTaHLus

(HpenapaT Ha OCHOBC JICKapCTBEHHOI'O PACTUTEIILHOI'O CBIpr), BXOOAIIIHE

B COCTaB JIEKaAPCTBCHHOI'0 PaCTHTEJILHOTO IIperapara, KaK [IpaBHIIO,
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XapakTepusyrorcs 0oJiee BBICOKUM YPOBHEM MHKPOOHOH KOHTAMHMHALIMU B
CPaBHEHHMH ¢ BELIECTBAMM XHUMHYECKOTO TMIPOUCXOXKICHHUS, M caMa
MHKPOOHast TNOMNyJsALMs, NPUCYTCTBYIOIIAs B PACTUTEIHLHOM MarTepHalle,
MOXKET  MMEeTh  pPa3jIMuYHblE  KOJIMYECTBEHHbIE M  KauyeCTBEHHBIE
XapaKTEPUCTUKM, MOITOMY MHKPOOHOW KOHTaMMHAIMU JIEKAPCTBEHHOTO
pPacTUTEILHOTO Mpemnapara ciaenyeT yAelsTh 0co00e BHUMaHHE.

6.1lpy pyTHHHOM MHUKpPOOMOJIOTHYECKOM aHAJIHM3€ PACTUTENILHBIX
MPOAYKTOB W JICKAPDCTBEHHBIX PACTUTENLHBIX IPENapaToB  MPOBOISAT
KOJIMYECTBEHHOE OINpPEJIENIEHNE a3pOOHBIX MUKPOOPTaHU3MOB, TPOIKIKEBBIX U
IUIECHEBBIX TPHUOOB, a TaKXe BBbIJICJICHHE OTHCIbHBIX BHUIOB IMaTOI€HHBIX
Oaxrepuil. TpebGoBaHMs K KadeCcTBY pACTUTENIBHBIX IMPOAYKTOB U
JIEKaPCTBEHHBIX PACTUTEIBHBIX IIPENapaToB, a TakKe METOJABl MX aHallu3a
MpeACTaBlIeHsl B 00IMX  (dapMakomeWHBIX CTaThAX (MOHOrpadusix)
@apmaxonen Coroza, a Hpu OTCYTCTBHM B HEH — B COOTBETCTBYIOLIUX
(bapmakoneifHbix craTbsix (MOHOrpadusx) GpapmMakoreil rocyapcTs — YIEHOB
Coroza.

7.WHpie  HOpMaruBHbIE  TpeOOBaHMS K  OLEHKE  MHMKPOOHOMA
KOHTaMUHALIMU JIeKapCTBEHHOTO pPacTUTEITBHOTO npenapara
YCTaHABJIMBAIOTCS B 3aBHCHMOCTH OT KauecTBa HCXOJHBIX MaTepHAJIOB,
IIPOU3BOACTBEHHOTO IIpoliecca, WX HazHAYeHUss U OOOCHOBEIBAIOTCS B XOJ€

BAJIHAAaMUOHHOI'O UCCIICAOBaHUMA.

1I. Anamu3 pucKoOB MUKPOOHON KOHTAMUHAIMU PACTUTENBHBIX TPOTYKTOB
Y JIEKAPCTBEHHBIX PAaCTUTEIBHBIX IIPENapaToB
8. IloBpimennas BrnaxHocTb (> 60 %) u Temmeparypa (> 20 °C) npu
XpaHEeHHWH  JIEKAPCTBEHHOTO  PACTUTENBHOTO  CHIPbS,  PACTHTENBHOM
(apmaneBTHyeckoll cyOGcraHuuu (mperapara Ha OCHOBE JIEKAPCTBEHHOI'O

PaCTUTENBHOIO CBIPbsl) CIIOCOOCTBYIOT Pa3MHOXXEHUIO MHUKPOOPraHH3MOB.
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Haymume Takux MHKPOOPraHU3MOB MOXKET OKa3blBaTh BIAMSHUE HA (puznko-
XUMHYECKHE CBOMCTBA 00Pasiios.

9.1lpy 3HaUMTENLHOM M3MEHeHWH 3HadeHus pH B JIEKapCTBEHHOM
PacTUTEJbHOM  INpenapare, COACPXKAIIEM XHUMHYECKH HOHHU3MPYEMBIit
KOHCEpBaHT, 3aBUCAIIUA oT 3Hauenuss pH (Hanpumep, GeHzoiimast wim
COpOMHOBAsE KUCIOTHI), 3(PEKTUBHOCTH TAKOIO KOHCEpPBAHTa MOMXKET
CHIKATBCS.

10. Takne pucku OpUHUMAIOT BO BHUMAaHHE IPU KOHTPOJIE MHUKPOOHOIA
KOHTaMHHAlMK B  IIpoLecCe IPOW3pAacTaHus, BHIPAIIUBAHUS, cOopa,
00paboTKK, TPOM3BOJCTBA, XPAHEHHS W TPAHCIIOPTHPOBKH PaCTUTENIbHBIX
MPOAYKTOB U JIEKAPCTBEHHBIX PACTHTENBHBIX MIPENapaToB.

11.PyTUHHBIA aHalW3 MHUKOTOKCHHOB HE IIPOBOAUTCSL JIJISI BCEX
MOP(OJIOTMYECKUX ~ TPYIHI  JIEKAPCTBEHHOTO  PACTUTEIHHOIO CBIPbSI,
IOCKOIBKY ~ PHUCKY  KOHTAMUHALMU  MOJBEPIKEHBI  TONBKO  TaKue
MOP(OJIOTHYECKHE  TPYNIBl  JIEKAPCTBEHHOTO  PACTHTEILHOTO CBIPbS,
pacTUTENbHON (hapMaleBTHYECKOl cyOcranuuu (Ipenapata Ha OCHOBE
JICKApCTBEHHOTO PACTUTEIBHOIO CBHIPLA), KaK KOPHEBHIIA, KOPHH, ILIOMIBI,
cemeHa. BeiBoJ 0 11€71ec000pa3HOCTH BLINOIHEHUS TAKOTO AHANM3a MOYKET
OBITH C/leiaH Ha OCHOBaHMM IPOBEAEHHOTO aHAN3a PHCKOB.

12. MUKOTOKCHHBI YCTONUYMBBI K JEHCTBUIO (PU3HYCCKUX M XUMHUYECKUX
dakropos. Beicokas Temmeparypa (ceime 200 °C), 3aMOpaKMUBAHUE,
BBICYIIMBAHHME, BO3JEHCTBUEC HOHM3HPYIOIIETO U  YJILTPadHONETOBOrO
U3JTyUeHHH HE NPUBOAST K UX Pa3spyLICHUIO.

13.Teorpapuueckoe MpOHCXONK/IEHHE PACTEHHS MOJKET CYLLIECTBEHHO
BIMATH HA KOIMYECTBO 00Opasylomuxcs aaaTOKCHHOB, IOCKONBKY isl
rpuOOB-IIPOJYLIEHTOB Haubosiee GJIArONPUSITHEIME  SBJISIOTCS] YCIIOBUS
[OBBIIEHHOH TeMIepaTypbl W BiaxHocTH. Kak mpasuio, jexapcrseHHOE

PaCTUTC/IBHOC CBIPBE, IIOJIYYEHHOE OT paCTeHI/If/’I, IPpOoUu3pacTaroIlix B
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cyOTponuyeckux (TPOIMMYECKUX) pEerHOHaX, MOXKET COIEPIKATh 3HAYMTENIHLHO
Ooniee BBICOKHE YPOBHU a(IaTOKCMHOB, Ye€M CBIPbE, MOJyUYEeHHOE M3

paCTeHI/Iﬁ, [Ipou3pacTaroluux B Oonee POXJIAAHBIX M CYXHX KIMMATHYCCKHX

YCIIOBHSIX.

IV. OcobeHHOCTH MPOU3BOICTBA PACTUTENBHBIX IPOAYKTOB
H JIEKAPCTBEHHBIX PACTUTENILHBIX IIPENapaToB, MO3BOJISIONINE
MUHUMHU3UPOBATH MUKPOOHYIO KOHTAMHHAIUIO

14.MukpoOHasi ~ KOHTaMUHAIMSI  PACTUTEIBHBIX  MPOAYKTOB U
JCKApCTBEHHBIX PACTUTENILHBIX IIPEIapaToB MOXET ObITh KaK IePBHYHOIA,
Tak ¥ BTOpUYHOM. IlepBuuHass MHMKpOOHas KOHTaMUHAIMS IPEICTaBIISIET
COOOH €CTECTBEHHYI0 MHKPOOHYIO (IIOpY COOHpPAeMoOro pacTHTELHOIO
Cbipbsi. Bropuunasg MHKpoOHas KOHTAMUHALMS TPOUCXOTUT B MPOLECCE
00paboTKH, a Tak)Ke MEePeBO3KU ChIpbsi. MUHUMH3AIUH KOHTAMMHAIMH
MHUKPOOPTaHM3MaMU M MHMKPOOHBIMH TOKCHMHAMHU MOXKHO HOOWUTHCS IyTEM
IPOBEACHUS MOHMTOPHMHIA M OrPaHUYEHHUS BEPOSTHOCTU MEPBHYHON U
BTOPUYHOM MHKPOOHOH KOHTAMMHALIMU, TO €CTh MPEANOYTHTENILHO ITyTEM
NpelOTBpalleHus, a He ¢ IOMOIIbI METOOB IeKOHTaMHHALIHH.

15.11pon3BoJCTBO KaYeCTBEHHBIX PACTHTEIBLHBIX (hapMalleBTHYEeCKUX
cybcTanumii (mpemapaToB Ha OCHOBE JIGKAPCTBEHHOTO PACTUTENLHOTO CHIPhS)
Jocturaercss npu coOmonenun IlpaBun Hamaexaiiei IIpOU3BOACTBEHHOI
NpakTUKA  EBpasuiickoro  SKOHOMHYECKOTO  COH3a,  YTBEPXKIEHHBIX
Pemennem Cosera EBpasuiickoil 5KOHOMHYECKOH KOMHUCCHM OT 3 HOSOps
2016 r. Ne 77 (nanee — IlpaBuna npon3BOACTBEHHOM MPAKTHKH).

16. JlekapcTBeHHOE ~ pacTUTENbHOE  ChIPhe M PacTHTE/bHAs
(papmaneBTHdeckas cyOcraHuus (TpernapaT Ha OCHOBE JIEKAPCTBEHHOIO
PaCTUTEILHOTO CBIPbsS) MOIYT OBITh MOIY4YEHBl U3 KYJIbTUBUPYEMBIX U (HIIK)

JIUKOpacTyIIuX pacTeHui. KadyecTBO Takux MPOAYKTOB B 3HAYMTENHLHON
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CTEIEHM 3aBHCHT OT COOJIONEHUs TNPaBUII KyJbTUBMPOBAHMS, 3arOTOBKH,
CYIIKH, 1€PEPadOTKH U YCIOBUH XpaHEHUS.

17.B LeJIsax Npea0TBPALLEHHUS MHUKpPOOHOM KOHTaMHHAIUH
KyJIbTUBUPYEMBIX PACTEHHH CIIe[yeT IOAOUPaTh MPAaBUIIbHBIE YCIOBHUS
BBIDALIMBaHUA W oOecrieunBaTh HMX KOHTpoJb. He pmomyckaercs
HEIIOCPEICTBEHHOE UCTIONIb30BAHUE MIPH KYJIbTUBAIIMH PACTEHHH B KauecTBe
YIAOOpEHHs DKCKPEMEHTOB Y€JIOBEKA, a TAKIKE CTOUHBIX BOJI.

18.Kak nmsi KylnbTUBHPYEMBIX, TaK U JIsI JUKOPACTYIIUX pPaCcTeHUM
creflyer BBIOMpaTh Bpemsi cOOpa TakuM 0OpasoM, 4TOOBI TIPHCYTCTBHE
BHEILHEH BJIark Ha pacTeHUsIX ObLIO MHUHUMAJBHBIM, TO €cTh u3berats cGopa
PacTeHUH BO BpeMsl WM Cpasy Mocie JOX/IsS WM OoOMIbHOH yTpeHHeil
(BeuepHel) pochl. BblpalinBaHue pacTeHHH B TelUTMIaxX I[O3BOJAET B
HEKOTOPOH CTEMeHH KOHTPOJIMPOBATh KOHTAMHHALMIO MUKPOOPTaHH3MAMHU,
MEPEHOCHMBIMH 110 BO3YXY HJIH KHUBOTHBIMH.

19.TTocne cbopa nekapcTBEHHOE PACTHTENBHOE CHIPLE, HE TPEOYIOLee
3aMOPO3KH, NPEJIHA3HAYEHHOE [ULSL UCIIOJIb30BAHMS B CBE&XKEM BHUJIE, CIIEIyeT
HEMeIJIeHHO  oOpaborark.  Eciam  pacTuTenbHOE — CBHIpbE  MOMJIEIKUT
BBICYLIMBAHMIO IIEpeJl NIPUMEHEHUEM, CIIENyeT ONMUCATh MPOIECC CYLIKH C
yKazaHUueM MeToJa U JUIMTENbHOCTH. CleayeT yYMThIBATH, 4YTO CTamus
CYHIKH SABJIACTCA KPUTHUECKOU /ISl pOCTa MUKPOOPIaHW3MOB U 00pa30BaHUs
MHUKOTOKCHHOB IIT€CHEBBIMH Tpubamu. Henocratounoe BricymmBaHue,
BEAyllee K YBEJIMYCHHIO YPOBHsSI MHKPOOHOHW KOHTAMHHALMHM, HE TOJKHO
YCTPaHATHCS UCKIIIOUUTEIEHO METOAaMU IEKOHTAMUHAIIUY TIPOTYKIIHH.

20.B ciyyae ecnm OYHCTKA JIEKAPCTBEHHOTO PACTHTENBHOIO CBIPBSI
OCYIIECTBIIACTCA MyTEM IPOMBIBAHHUS BOJOH, KAUYECTBO BOJBI TAKKE CIIELyeT

YUUTBIBATh KaK (DaKTOp BO3MOJKHOIO PHCKA MHUKPOOHOH KOHTAMHHAIMH

MIPOYKTA.
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21.Beibop  MaTepuasioB  YIHAaKOBKH M YCJIOBHH  XpaHEHHs
JIEKApCTBEHHOI'0 PACTHTEIBHOTO CHIPBS ClIeAyeT OOOCHOBBIBATH, yUMTHIBAS
HEOOXONUMOCTh  MPEIOTBPAIEHHS. MHUKPOOHOTO pPOCTA M BTOPHYHON
KOHTaMUHALMKM. XpaHEeHWE NPU HU3KHX TeMIepaTypax MOYKET MPHBECTH K
00pa3oBaHUIO KOH/IEHCATA, YTO TAKXKe IPEACTABISET COOOH PUCK MUKPOGHOI
KOHTaMHUHAIIWH.

22 TlpuHuunet GeIcTpol, >GdeKkTHBHOA W paBHOMEpHOH 06paGoTKM
JIEKAPCTBEHHOIO  PACTUTENIBHOIO CBIPLS JIOJDKHBI TAKXKe IMPUMEHSTHCS K
pacTHTeNbHOM (hapMmaleBTHUeCKO cyOcTanimu (IpenapaTty Ha OCHOBE
JIEKAPCTBEHHOT'O  PACTUTEIBHOIO  CHIPBS). BaKHBIMH  3TanaMu = o
KOHTPOJIMPYEMBIMU ~ XapaKTEPUCTHKAMK — MPOM3BOJCTBEHHOI'O — mHpoliecca
ABJISIIOTCS TEMIIepaTypa W BpeMs OKCTParupoBaHus, B OCOOEHHOCTH ISt
BOJHBIX 3KCTPAKTOB, BAKyyMHOE WCIApEHHUE OKCTPAKTOB, JAUCTHIUISILIUS
5()UPHBIX Macesl U BPeMs BBIIEPIKKH.

23.0mKaThle COKM M SKCTPAKTHL, [OJIyYaeMBle M3 JIEKapCTBEHHOTO
PacCTUTENBHOIO ChIPbSl MYyTEM OKCTPAKLIUH BOJOW WM CIMPTAMH HU3KHX
KOHLEHTPAIHil, OCOOEHHO CMJILHO TIOJABEPIKEHBI PHUCKY MUKPOGHOI
KOHTaMUHALMWK. JobaBjieHne KOHCEPBAHTOB MOXKET pAaCCMATPUBATHCS KAK
pemenre JgaHHOW npobsieMel. OpgHako BHIOOP KOHCEpPBAHTA M €ro
KOHLCHTPAIMU CJIelyeT B TMOJHOM Mepe 000CHOBATh MyTEM J0KA3aTebHOIO
OKCMEPUMEHTA/IBHOTO  MOATBEPIK/IEHUS S(PPEKTHBHOCTH  HCIIONIL3YEeMOTO
KOHCEpBaHTa U OE3011aCHOCTH €ro MPUMEHEHHS.

24.1loMnmMo  MHKPOOHOH KOHTAMHHALIMK, HCTOYHHUKOM KOTOPOH
SBJIAETCS CaMO JIEKAPCTBEHHOE PACTUTENBHOE ChIPhE, TAKKE MOJUICHKUT
KOHTPOJIXO Ka4eCTBO HCTIOJIB3YEMbIX JJIS TEXHOJOTHYECKHMX Lieneil Bojbl,
OKCTPAreHTOB U BCIIOMOTATEJIbHBIX BEIIECTB.

25. Muxkpobnas KOHTaMUHAaIMsl BCIIOMOTI'aTENBHBIX BELIECTBR,

HCTIONB3YEMBIX UL NTPOU3BOJICTBA OIPEIEIEHHBIX JIEKAPCTBEHHBIX (OpM,



JOJDKHA ~ KOHTPOJMpOBATbC B COOTBETCTBHM ¢ TpeOOBaHHSIMH,
YCTaHOBJIEHHBIMH B COOTBETCTBYIOUIUX OOIMUX (apMakoIelHbIX CTaThsIX
(MoHOTpadusx) d)apmafconeﬁ Coroza, a mpH OTCYTCTBMM B Hell — B
COOTBETCTBYIOIMX (hapMaKoNeWHbIX CTaThssX (MoHorpadusx) (apmakoreii
rocyaapcts — wienoB Coro3a.

26. ITpunuumnel NpeOTBPALLICHHUS MUKPOOHOMU KOHTaMHHALUKU
JTEKapCTBEHHOI'O PACTUTENBHOIO CBHIPbsl M PACTUTELHOM (hapMalieBTHIYEeCKON
cyOcranimu (Impenapara Ha OCHOBE JISKAPCTBEHHOTO PACTHTENHHOIO CHIPHS)
pacIpoCTpaHsIOTCs TakKe Ha IPOU3BOJCTBO, TPAHCHOPTUPOBAHHE U
XpaHEeHHeE JIEKapCTBEHHOT'O PACTUTENILHOTO IIperapara.

27.Ilpu BBIOOpE MaTepHaIoB YNAKOBKM M YCIOBHH XpaHEHUs
pacTUTENbHOM (hapMaleBTHUUeCKOH cyOcraHiuu (mpermapata Ha OCHOBE
JICKAPCTBEHHOI'0 PAaCTUTENILHOTO ChIPbsl) U JIEKAPCTBEHHOTO PACTHTENHLHOTO
npemapara  CI€AyeT  Y4YMThIBATH  HEOOXOAUMOCTL  MPEAOTBpaIleHHUs
MHMKPOOHOI'0 pOCTa U BTOPUYHON KOHTAMUHALIHH.

28.B Tex cimydasx, KOrja B MpOLECCe MPOU3BOJCTBA [PUMEHSETCS
o0e33apaxkuBaHWe, ClIelyeT JoKa3aTh, YTO  BBIOpaHHBIA  crnocob
JEKOHTAMHMHALIMM HE OKa3bIBAET BJIMSHUS Ha OHOJOTHYECKHE AaKTUBHBIC
BEIIECTBA  pacTeHUH —  JeWCTBYIOIIME  BelecTBa  JIEKAPCTBEHHOIO
PacTUTENIBHOTO ChIPhbsi M PACTHTENLHOH (hapmalieBTHUeCKOi cyOcTanum
(nmpemapaTa Ha OCHOBE JIGKAPCTBEHHOTO pACTHUTENLHOIO ChIPhs) U He
INPUBOJMT K HAKOIUJIEHUIO BPEIHBIX JUISl 37I0POBbs UEIOBEKA COEJIMHEHUI B
cliyyae TpPHUMEHEHHs Ul IPOU3BOJCTBA JIEKAPCTBEHHOI'O PACTUTEILHOIO
Ipenapara Takoro JIEKApCTBEHHOTO PACTUTEIBHOTO CHIPhSl H PACTHTENLHON

(papmanesTuueckoil cyOGcTaHIME (Iperapara Ha OCHOBE JIEKAPCTBEHHOTO

pPacTUTEIBEHOIO CI)IpI)SI).
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V. CriocoOrl cHIKEHNS MUKPOOHOM KOHTaMHHAIIMKM PACTUTENBHBIX
NPOJYKTOB M JIEKAPCTBEHHBIX PACTUTENHHEIX IIPENapaToB

29.Cornacno IlpaBuiaM NpPOW3BOACTBEHHOM MPAKTUKU HaIUIeKallee
Ka4eCTBO JIEKAPCTBEHHOI'O  PaCTUTEIBHOIO npernapara  JIOJKHO
obecrieynBaThcsl HA BCeX dTarax IPOM3BOJCTBEHHOrO MpoIecca, BKIIOYAs
M3HAYAJIbHOE  KAayeCTBO  JIEKAPCTBEHHOI'O  PACTHTENBHOTO  CHIPbS U
pacTUTeNsHON  (apmaleBTHUecKoil cyOcrannuu (mpemapara Ha OCHOBE
J€KapCTBEHHOI'0  PaCTUTENBHOIO  ChIpbs). MUHUMH3aUUsS MHKPOOHON
OOCEMEHEHHOCTH JIEKAPCTBEHHOTO  PAaCTHUTENIBHOIO  ChIphi Ha  JTarax
KyJIbTUBHPOBaHUs, cOOpa, XpaHeHUsI 1 00pabOTKH SBJSETCS UCKIIFOUUTENHHO
B&XXHBIM ~ ACTIEKTOM, IIOCKOJBKY BO3MOXKHOCTb CHIDKEHHS MHKPOOHOM
KOHTaMHUHALMH  JICKAPCTBEHHOTO  PACTUTENBHOTO  Tperapara  I[yTeM
nocnenymouei 06paboTku OUeHb OrpaHUYeHa.

30.Bce mpOmyKTBI PAacTUTENILHOTO MPOUCXOKIEHUS MOIBEPIKEHEI
YXYIICHUIO Ka4yecTBa B Ipouecce 0OpabOTKH, HO MPH ITOM CIIEAyeT
MOJTHOCTBIO PELIMTh MPOOJIEMY yHalleHUsi ONACHBIX MPOAYKTOB Jerpasaliy,
oOpasyromuxcss B mpouecce 00paboTku. IIpy HCIONB30BAHUM  JTFOOBIX
npoueayp o0paboTKu cieayeT MHOJATBEPANTh, UYTO KAa4eCTBO KAKUX-JTHOO
KOMIIOHEHTOB pACTeHUsl He ObI0 HapyIIeHO W ONacHBIE OCTATOYHBIE
IPOJYKTHI OTCYTCTBYIOT.

31.He cnenyer MCmonb30BaTh METOJbI CTEPHUIIM3ALMM ISl TTOJHOTO
YHUYTOXKECHHsI BCEX MUKPOOPraHU3MOB B OT/EIBHO B3SITOM JIEKAPCTBEHHOM
PAaCTUTEILHOM  CBIPbE, PACTUTE/ILHOM (DapMaleBTHUECKOW cyOcTaHnuu
(lpenapaTe Ha OCHOBE JIEKAPCTBEHHOI'O PACTHUTEJBLHOTO CHIPBS) B Cilydae,
€CIM B TOTOBOM JIEKADCTBEHHOM PpAacTUTEJILHOM IIperapare HaJUyue
MHKPOOPI'aHU3MOB HE IIPEBBIIIAET JIONYCTUMBIE IpeHelibl, a MNaTOreHHbIE

MHKPOOPraHHu3MBI OTCYTCTBYIOT.
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32.Beibop npouenypbl JEKOHTAMHUHAIIMM W OOOCHOBAaHHOCTH €€
MPOBENCHUST  3aBHCAT OT MOP(MOJOTHYECKOH  IPyHIlbl M cOcTaBa
JIEKapCTBEHHOI'O0 PACTUTENBHOIO CBIPbS, PACTUTENbHON (hapMareBTUYecKoi
cyOcTaHuuu (npenapara Ha OCHOBE JIGKAPCTBEHHOTO PACTHTENLHOIO CHIPHS)
M JIGKapCTBEHHOIO  PacTHTENILHOrO  MHpenapara, ero  IJIaHHpyeMoro
NPUMEHEHUS W TYyTH BBeA€HHUs mnanueHTy. OLEHKY pPHUCKOB IIPOBOJUT
IIPOU3BOJIUTENb PACTUTEIILHBIX NPOAYKTOB M JIEKAPCTBEHHBIX PACTHTENIBHBIX
NpernapaToB Ha OCHOBAHUM HaHHBIX 00 M3HAYAILHOM YPOBHE MHKPOOHOI
KOHTaMUHAIMH, YYUTHIBASI PEKOMEHO0BAHHBIE KPUTEPHH MPUEMIIEMOCTH IS
HECTCPUIIbHBIX JIEKAPCTBEHHBIX IpernaparoB, MPUHHMMAas BO BHUMAaHWE
MOCIEYIOIINe STAlbI IIPOU3BOJICTBEHHOrO Tpolecca U (HaKTOPEI, BIUAIOIINE
Ha POCT MUKPOOPraHU3MOB, TaKHe KaK BJIAYKHOCTb, IIpe/IIoaraeMblie CpoK U
YCIIOBUSI XpaHEHUs IPOAYKTa.

33.1lpouenypa JeKOHTAMUHALIMK He OTMEHSeT HEeOOXOIUMOCTH
cobmonenus IIpaBui MpoU3BOJNCTBEHHOM NMPAKTUKH M HE NPUMEHSETCS IS
TOr0,  YTOOBI ~ CKPBITh ~ HH3KYI0 ~ MHKPOOHONOTHYECKYK)  YHCTOTY
HeOOpabOTaHHOr0  JIEKAPCTBEHHOI'O  PACTHTENBHOIO  ChIpbS WM
pacTUTeNbHOM (apmaneBTHUecKOl cyOcTaHnuu (Tipenapara Ha OCHOBE
JIEKAPCTBEHHOIO PACTUTENILHOTO CHIPhS).

34.Ka4ecTBO JEKOHTAMHUHMPOBAHHBIX PACTHTENBHBIX IIPOJYKTOB U
JIEKApCTBEHHBIX PACTUTENBHBIX IPENapaToB CYIIECTBEHHO 3aBUCHUT OT
YCIOBUH XpaHeHHs W TPAHCIOPTHPOBKH, 4YTO CBSI38HO C  POCTOM
MHUKPOOPraHH3MOB, BBDKMBIIUX [I0CJ€ TMpOIecca CHUIKEHUS CTeleHU
MHUKpPOOHOTO 3arps3HeHusI.

35.1lpn  WCTONL30BAaHUM METOJA JCKOHTAMMHAIIMM B MpOLEcce
pa3paboTKy mpenapara CIeTyeT MHOATBEPJUTh C TOMOLIBIO Pa3IUYHbIX
(hU3MKO-XMMHMYECKUX METOMOB (Hampumep, XpoMaTorpaduu), 4To MaTepua

PaACTHUTENIBHOTO IPOUCXOKICHUS HE U3MEHHJICS IIOCJIe TaKOU [Iponeayphl. B
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cilydyae OOHapy KeHUsI N3MEHEHHUH B XUMHUUECKOM COCTABE OHU JOJDKHBI OBITE
paccmorpennl. Ilpu  sToM ciiemyer J0Ka3aTh BIIMSIHME  BBISIBIICHHBIX
M3MEHEHHUH Ha 0e30MacHoCTh U 9(Q()EKTHBHOCTh PACTUTENBHBIX IPOAYKTOB H
JIEKapCTBEHHBIX PACTUTEILHBIX MIPENapaTos.

36.CylecTByeT ps  METOJOB, HCHOJBL3YEMBIX JUIS  CHIDKEHUS
MHKPOOHOH  KOHTAMMHALMM  JIEKApCTBEHHOIO  pACTUTENLHOTO  CHIPBS,
pacTuTesIbHOM (hapMaleBTHUECKOH CyOCcTaHIMU B MpPOLECCe NPOM3BOACTBA
FOTOBOTO JIEKapCTBEHHOTO Tipenapara. JIeKOHTaMHUHALMIO Ileecoobpa3Ho
NPUMEHSTE Ha paHHHX JTanax TEeXHOJIOTHYEeCKOro mpouecca. ITo
rapaHTHPYeT MOJ/Iep)KaHue MHKPOOHMOJIOTMYECKOH YHCTOTHI MPOAYKTa Ha
HaJ[JIe)KalleM ypOBHE Ha INPOTSKEHUHU BCEro IMPOU3BOIACTBEHHOIO IUKIA U
MHUHMMHU3AIMIO POCTa MHKPOOPTraHH3MOB B TpOIecCe IPOM3BOJICTBA,
XPAHEHUS U IPUMCHEHHUS JIEKAPCTBEHHOI'O PACTUTENBHOTO Tpernapara.

37.BuiOupaeMblii  METOJ CHWKEHHMs MHKPOOHOH KOHTaAMHHAIMH
JIOJDKEH OKa3bIBaTh MUHUMAJIBHOE BO3/IEHCTBHE, UTOOLI HE MOBJIEYL 32 COOOI
HE)XEJIATeTbHBIX H3MEHEHHWH B XHMHMYECKOM COCTaBe MW (PM3MYECKHX
CBOMCTBAX, BIMSIOIIMX HA Ka4eCTBO FOTOBOTO JIEKAPCTBEHHOTO IperapaTa.
Kpome Ttoro, cnemyer noka3aTh OTCYTCTBHE OMACHBIX  HPOJYKTOB
Jerpajannu, odpasylomuxcst B Tpoiecce oOpabOTKH Mocie NpUMEeHEeHHs
TOI'0 WJIM MHOTO cIlocoba JIeKOHTaMUHALMH.

38.Crefiyer  yuuTHIBaTH MPHCYTCTBHE I[ATOrCHHBIX OAaKTepuil u
IPUHUMATh MEpBI 10 WX YIAJEHUIO WM KOHTPOII. MHKpPOOpPraHU3MBbl,
CrocoOHbIe BeIpabaThIBATh TOKCUHBI, Takue Kak Clostridium botulinum wnu
rpudbl, Oe3Bpe/iHBl B YCIOBHSX, HUCKIIOYAIOLIMX BO3MOYKHOCTH MX POCTA.
Bmecre ¢ TeM eciu TOKCHHBI 00Opa3oBaluCh, WX TPYAHO 3IUMHHHPOBAT.
CrnenoBaTeibHO, BO3MOXHOE IIPUCYTCTBHE MHKPOOHBIX METaboIUTOR
TpeOyeT  TIATeNbHOH ONEHKH, MOCKOJNBKY OOJBIIHHCTBO  METOIOB

MI/IKpO6H0ﬁ ACKOHTAMHUHAOWUW [OPUBOAAT K  CHHXKEHHIO COLACpIKaHUA
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KM3HECTIOCOOHBIX MMKPOOPTaHM3MOB, HO HE K CHEIKEHHIO COIepIKAHMs!
MHUKOTOKCHHOB U SHJIOTOKCHHOB.

39. Boibop mMeTosa 1 oIpefieNieHIe apaMeTpoB mporuecca (BpeMeHHBIX
MHTEPBAJIOB, TEMIIEPATYP, JaBJICHUs, KOHLIEHTPALUH, D036l U T. 1.) JOJDKHBI
OCHOBBIBATbCS Ha JIAHHBIX, IIOJYUYEHHBIX B XOJie pa3pabOTKH M BalHMAaLUN

Hpomecca IMpou3BOACTBA JIEKAPCTBEHHOI'O PACTUTEJILHOTO npernapara.

1. HexoTopble METOMIBI IEKOHTAMUHALIH
DKCTparupoBaHue

40.Bo MHOrux ciydasix caM MPOM3BOJCTBEHHBIH IMPOIECC MOXKET B
HEKOTOPOH CTEeTICHH oOecrieunBaTh YMEHBbIIIEHHE KOJIMYeCcTBa
MHUKpOOpranusmoB.  Hampumep,  sKcTparupoBaHue  JIEKAPCTBEHHOIO
PaCTUTENBHOIO  ChIPbst € IOMOILBIO  CHHPTOBOTO  PAacTBOPa  MOJMKET
paccMaTpuUBaThCS KaK  METOJ COKpAllleHWs KOJIMYECTBA MaTOTe€HHBIX
MHKPOOPraHu3MoB. bojiee Bbicokue KoHLeHTpanuu sranona (ot 60 1o 95 %)
AarT  OakTepHUMIHbIA M QyHrHOMgHbI  5pQPEeKT B OTHOLIEHHH
BEreTATUBHLIX (OPM, OIHAKO HEKOTOpPOe KOHCEpBUpYIOllee HelcTBHE
oTMedaeTcst W npu Oojee Huskux KoHmeHTpauusx (ot 20 %). ITomumo
KOHUECHTPAIMU 3TaHO/A, [POTUBOMHUKPOOHOE IEHCTBHE TAKKE 3aBUCHT OT
NPOODKUTENILHOCTH  BO3JEHCTBUS, TEMIIEPATYPHl W  MPHCYTCTBYIOLIUX
BHJIOB MUKPOOPTIaHHU3MOB.

41.BereraTuBHble KIETKH, OCOOCHHO TI'PaMOTPHLATENBHBIX BHIOB,
OYEHb YYBCTBHUTEJIbHBI K HAIPEBAHUIO M JIEHCTBHIO CITHUPTOBBIX PACTBOPOB.
Ocratounas MMKpOOHas KOHTAMMHAIMSA I0CHE MOJOOHBIX IIPOIECCOB
OKCTParupoOBaHUs MPEACTAB/ISET COOOH IPEUMYIIECTBEHHO OaKkTeprabHble
SHJIOCIIOPBI, YCTOMYMBBIE K BO3ACHCTBMIO aHTHOAKTEPHANBHBIX CPEICTE,

HampuMep sTaHosia. BoJHO-CIMpPTOBOE SKCTpardpoBaHWe C HarpeBaHHUEM,
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KaKk 1paBuiio, S(PQPEKTHBHO B OTHOIIEHMH MPENApaToOB ¢  OOIIUM
KOJIMYECTBOM a3poOHBIX MUKpoopraun3moB meree 10* KOE/mur.

42.1Ipou3BOJCTBO CYXOro 3KCTPaKTa, KaK MpaBHIIo, peaycMaTpuBaeT
CTAl{IO THIATEJIbHOrO  BBINIAPUBAHUS  OPraHMYECKOTO pAcTBOPUTENS B
BaKyyMHOM ucnapurese. B OosbluMHCTBE CllydyaeB MONyYalomuiics rycToi
9KCTPAKT, B KOTOPOM OCTAETCs HEKOTOPOE KOJIMUECTBO BIIATM, CMEIIHBAIOT C
MOAXOASIIUMHA  BCTIOMOTaTe/IbHBIMU ~ BELIECTBAMH, a 3aTeM elle  pa3
BBIMAPUBAIOT JI0 BBICYLIMBAHUS HAIPUMEP, C MOMOIIBIO PACHBUIATEIBHOMN
A JIEHTOYHOH CyImiky. [locie BeimapuBanus cimpTa obiiee cojpepkaHne
MHKPOOPTaHU3MOB MOXKET YBEJIMYMThCs, IOCKOIBKY COAEpKAIIAsics B
FYCTOM 3KCTPAKTE BOJIa MOXET CHPOBOLMPOBATH MHUKPOOHBIH pocT. DTOT
acleKT NPHHUMACTCS BO BHHUMAHHUE IIPU pa3paboTKe NPOM3BOACTBEHHOTO
npolecca.

43.Ha ocHOBaHMM JIaHHBIX [IOJyYEHHBIX B Pe3yJIbTATE MCCIIENOBAHUM
3(Q(eKTUBHOCTH HCHOJIL30BAHKS KHUISIIER BOIBI JUIS HONYYEHHS BOJHBIX
M3BJICUCHUN W3 JIEKAPCTBEHHBIX COOPOB, OSKCTPAKLUsl KHISIIEH BOOMH
TMO3BOJIACT COKPATUTH 0OIIee KOJIMYECTBO a’dpOOHBIX MHKPOOPIaHH3MOB M
APOJOKEBBIX U IIECHEBBIX TPHOOB B cpeiHeM Oosee ueM Ha 2 HOpSIKa.
KomnuectBo  mecnopoobpasyromux  Gakrepuii  (E. coli,  Staphylococcus
aureus, Aeromonas hydrophila, Klebsiella pneumonia w Enterobacter
cloaceae) B 1eKapCTBEHHOM PAaCTHTEILHOM CHIPbE, 3HAUHTEIBHO CHIKATIOCH,
B TO BpeMs KaK CIopooOpasyromue BUJbI MHKPOOpranusmoB (Bacillus
cereus) COXpaHSIIH JKU3HECTIOCOOHOCTE MOCIIE IKCTPAKIIMH KUTISIENR BOIO.

44.Tak Kkak BOJA SABIACTCS CPeOM Il POCTa M PasMHOMKEHHS
MHKPOOPraHU3MOB, CPOK XPAHEHUS JKUJIKUX M TYCTBIX BOJHBIX OKCTPAKTORB
0e3 KOHCEPBAHTOB HE MOXKET IPEeBBINATh 24 4YacoB Ipw TeMIlepaType
xonounpHUKa 0T 2 j1o 8 °C. JIpyrue ycinoBust xpaHeHus cienyer 060CHOBaTh

U ITIOATBCP/IUTH JaHHLIMHU 110 CTaOMJILHOCTH.
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45.OxcTparupoBaHie ¢ MOMOLIBK YIJIepoja AHOKCHAA IO3BOJISIET
COKPATUTh OOIIee KOJIMYECTBO a3POOHBIX MHKPOOPTAHM3MOB U IIPONOKEBBIX
M IUICCHEBBIX T'PHOOB 3a CYeT coueTaHus NeHCTBUsL pacTBOPHUTENS ¢
BO3/ICHCTBHEM BBICOKOIO [IaBJICHUs, KOTOPbIE B PAaBHOW CTEMEHH COKPAIAIOT
YPOBEHE COJIEPIKAHUST MUKPOOPTaHU3MOB.

46.B  mpouecce  aMCTMANAME  SQUPHBIX  Macedl  MHKPOOHast
KOHTaMHHALMs, KaK MPaBUJI0, OYEHb HU3KA, YTO CBS3aHO ¢ OCOOEHHOCTSIMHU
camoro rporecca (Bblcokas Temmeparypa M (asoBBI Iepexom) u, KpoMe
TOro, C TPHCYIIMMH MHOTMM S(UPHEIM MaciaM HPOTHBOMUKPOOHBIMH
CBOMCTBaMH.

47.0KcTpakumsl  3TaHOJIOM ~ MOMOTAET  YMEHBIIATH  MHKPOOHYIO
KOHTaMHUHAIHIO, MOITOMY Il MUHUMM3AIIMH MUKPOOHOH 0OGCEeMEHEeHHOCTH
MOXKET IPOBOJIUThCA MHOIOKpaTHas 00paboTKa S5KCTPAaKTOB 3TAaHOJIOM C

MOCJICAYHOIIUM BBIITAPUBAHUEM.

Tepmuyeckas obpadoTka

48.lnst  MUHMMHU3ALME  MHKPOOHOH — KOHTAMMHAIUH  Tepes
BBICYIIMBAaHUEM PACTUTETBHBIX MIPOLYKTOB U JTEKAPCTBEHHBIX PACTHTENBHBIX
MpenapaTtoB HpU HEOOXOAMMOCTH BO3MOXKHO IIPOBEJEHHE KPaTKOCPOYHOM
TEPMUYECKOM 00paboTku (CBEPXBBICOKOTEMIIEPATYPHOI WITH
BBICOKOTEMITIepaTypHOM) wunn macrepusanuu. llomobuas o6paboTka, Kak
IIPaBUJIO, HE TMPOBOAMTCS B OTHOIICHWH OSKCTPAKTOB C  BBICOKHM
COAEPKAHUEM CMOJIMCTBIX BEIIECTB, BHICOKOBAZKMX JKCTPAKTOB C CYXHM
OCTAaTKOM CBBILIE 50 % MITH 9KCTPAKTOB € TepMOJIAOHIBHBIMU WK JIETYUHMH
KOMIIOHEHTaMH.

49. Cy1ika rpy BHICOKMX TEMIIEPaTypax B TEUCHHE HECKOJBKHX MHHYT,
HarpuMep B MPOMBILIIEHHBIX CYIIMIBLHBIX OapabaHax, B IIEJIOM COKpaIlaeT

MUKpOOHYI0 Harpysky. Cymka npu Gojee HU3KMX TeMIeparypax B
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CTaTUYHBIX CYIIMJIKAX B Te4YeHHe OoJiee JUIUTEIILHOTO MEePHOoAa MOYKET
OKa3bIBaThb MEHbIIIEE BIMSHUE HA OTIEJbHBIE XMMUUECKHE KOMIIOHEHTEI, HO
SBJIACTCS MEHEe pe3yJIbTaTUBHONH B OTHOIIEHHHM COKPALICHHS] KOJIHYECTBA
JKH3HECTIOCOOHBIX MMKPOOPraHM3MOB, 4YeM CylluiibHble OapabaHbl, u
Hed@(PeKTUBHA B OTHOUIGHMH CIIOp TPaMIIOJIOKHUTEIbHBIX OaKTepHil,
YCTOMYMBBIX K HarpeBaHuto. BosnelicTBue temiepatyp, TpeOYIOMUXCS s
MX YHUYTOXXEHUS, MOXET BECTH K (U3UKO-XUMHYECKHM, XHUMHYECKHUM U
OpraHoJICNITHYECKUM U3MEHEHUSIM JIeKapCTBEHHOTO Ipernapara.
50.06paboTka BOASIHEIM MapoM Mpu Temiieparype 65 °C Moxer
YHUYTOXXHUTHh HEKOTOpBIe HeXKellaTelIbHble BHIBI MUKpoopranusmos. Ilocne
IIPOBEIEHUS TOA0OHONW 00pabOTKH MPOBOMAST YJjalleHHe OCTATOYHOM BJIaru U
TINATEJIbHBIA KOHTPOJL €€ COJAEp)KaHHs BO U30exkaHWe MHUKPOOHOM

KOHTaMHUHAIlMH.

Brenenue KOHCEpBaHTa

51. JloGaBieHue NPOTUBOMHUKPOOHOTO KOHCEPBaHTa HE
paccMarpuBaeTcs Kak MeTOoJ JeKoHTaMHuHaluu. OJHaKo Takoi crocod
1€1€C000pa3Ho TPUMEHSTh Ui MPeNOTBpalleHHss MUKPOOHOro pocra Ha
MPOTSDKEHUU BCErO0 CpOKa IOJHOCTH IIPU XpaHEHUHU IMpemapara, eciid 0e3
HCII0JIb30BaHKs KOHCEPBAHTA B IIpenapare HabaroaaeTcss MUKPOOHBIN POCT.

52.1Ipu >TOM BBe/IeHHE KOHCEPBAHTOB HE OTMEHSIET HEOOXOIMMOCTHU
cobmogenus IlpaBui npou3BOJICTBEHHON MPAKTHKU U HE MPUMEHSETCS UL
TOTO,  YTOOBI ~ CKPBITH  HHU3KYI0O  MHUKPOOHOJIOTMYECKYID  YHCTOTY
JIEKapCTBEHHBIX IIPEraparoB ¢ MW3HAYallbHO BBICOKUM  COJEp)KaHHEM
MUKPOOPTIaHU3MOB.

53.Bbei0Op HOPOTMBOMHMKPOOHBIX KOHCEPBAHTOB MNPOU3BOJAT HA

OCHOBaHUH JTAHHBIX 00 MX 3P HEeKTUBHOCTH, MOJIYYEHHBIX

OKCIIEPUMEHTAJIEHO.
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54. JloGaBnenue KOHCEpPBAHTOB clenyer MHUHHUMHU3UPOBAT.
B onmpeneneHHbIX cioydasx TakoM NpHeM  CHEIKEHMSI MUKPOOHOM
KOHTaMUHALMK JOITYCTUM AJISI TEKAPCTBEHHBIX IIPEapaToB, COCTAB KOTOPBIX
CIIOCOOCTBYIOT POCTY MHMKPOOPTaHM3MOB ITIPH OTCYTCTBMM KOHCEPBAHTOB U
MPU YIAKOBKE B MHOT'OZI03HbIE KOHTEHHEPHI.

55. IporuBomukpoOHas 53pGEKTHBHOCTD UCIIONB3YEMBIX KOHCEPBAHTOB
MOATBEPIKAAETCS B MHIMBUAYAIBHOM MOPSIJIKE.

50.VcnpiTanne Ha CoOflep)KaHHE KOHCEPBAHTOB (KAUECTBEHHBIH U
KOJTMYCCTBEHHBIN aHAIM3 XMMHYECKUMH W (WiH) (QU3KMKO-XUMHUYECKHMU

METOJIaMH ), KaK IPAaBUIIO, BKITIOYAETCS B CHIEU(DUKALIHIO.

Dymuramus

S7. @ymuranus JEKapCTBEHHOTO PACTHUTEILHOTO CBIPbs IS KOHTPOJIS
BpenuTesic u  3a0oieBaHUE  pacTeHHMI Takke crnocoOHA  CHUKATD
MHKPOOHYIO KOHTaMuHamuio. Kak mnpaBuio, (GyMHUramms ¢ MHOMOLIBIO
NECTUUUAOB MPUMEHSIETCS NPH BBIPAIIUBAHUM KYJIbTUBUPOBAHHLIX BUJIOB
JIEKAPCTBEHHBIX ~ pacTeHUd. PeKoMeHAyeTcs, HacKOJbKO  BO3MOXKHO,
OTPaHUYMTL MCTIOIB30BAHNUE (JYMHUTaHTOB, HCIIONB3Ys WX TONBKO B CIydae
HeobxonumocTH. Dymuranus OCYIIECTBISIETCS TOABLKO HAa CaMoM paHHei
CTaJIuM U3 BO3MOXHBIX, & BEIOOp yMHIraHTa, ero KOHIEHTPAUUH U YCIOBHUiT
MCTIONE30BaHMs  (TEMIIEPAaTyphl,  BIAKHOCTH, BPEMEHHM  SKCHO3HIUH)
TIIATEIbHO  OLUECHUBACTCA [UIi MMHHMH3ALUK OCTATOYHOTO COJEPIKAHHS
(bymuranta B  pacTUTENBHOM —Marepuane. lloTeHIMANBHbIN EPEHOC
OCTaTOYHBIX  COJCpKaHMH  (yMuranra B  1pemnapaT Ha  OCHOBE
JICKapCTBEHHOI0 PAaCTUTEIBHOIO CHIPbS M JIEKAPCTBEHHBIM pacTUTENbHBIH
MpemapaT CIeyeT BCECTOPOHHE MPOAHAIM3UPOBATh, MCIIOB3Ys (TIpH

HEOOXOAMMOCTH), METOJbl KOHTPOJISL HPUCYTCTBUSL OCTATKOB (DYMHIaHTA B
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IMMPpOAYKTE. HHH HACKOHTAMHUHAIIUHU JICKAPCTBEHHOTO PAaCTHTCIBHOTO ChIPbS

STHJIICHOKCH I HE IIPUMEHSICTCH.

OOnyuenue

58.O01yueHne orpaHMYeHO WM He Pa3PeleHo B Psije roCyJapcTB —
yneHoB Coroza. B ciyyae IOIyCTHMOCTH NpUMEHEHHsS TAaKOro MeToJa
paspemaeTcs HCMoNb30BaTh €ro TOJNLKO MPH HaJIUYUUM OOOCHOBAHUN W
HEBO3MOXKHOCTH NIPUMEHEHUS APYTUX METOOB.

59.Obny4enue crneayeT oCylIeCTBISTH NP 3apaHee OIpe/eeHHBIX
YC/IOBHSIX, a 0e30macHOCTh OOJYYEHHBIX MPOAYKTOB CIEAYeT OLIEHUBATH
B COOTBCTCTBMM C JIOKYMEHTAMU IO pajMalMOHHON 0e30MacHOCTH
rocyaapcts — wieHoB Corosa.

60. DpdexTuBHOCTE 0OPabOTKH 3aBHCHT OT HECKOIBKHX (paxTopos, B
TOM 4YHCJI€ CcoCTaBa cyOcCTpara, 4Mclaa W BHAA MHMKPOOPraHH3MOB W
MCTIONB3YeMOH 10351 00y yenns. JleranbHas 103a 0GIydenus BapbupyeTcs B
3aBUCMMOCTH OT BH/JIA H3JIy4YEHHUS U BUJIA MUKPOOPIaHU3MOB. BereraTuBHble
(opmbr Gakrepuii B LenoM 6Gojlee YyBCTBHTEIBHBI K HOHU3HUPYIOIIEMY
M3JTYyYEHHUIO, YeM TpHObI. PeHTreHOBCKMe Jyun W raMMa-H3jyueHHe TakiKe
CIIOCOOHBI YMEHBIIATh YUCIIO CIIOP.

61.Cnenyer ykasats TpeGyemyio ais mpenapata 103y OOJydYeHus,
BKJTIOYAsT 000CHOBAHHEIE TIPEJIENIBL, C YKA3aHUEM CChLTKH Ha IOKYMEHTHI IO
pagranMoHHOM Oe30nmacHOCTH rocynapeTs — uienoB Corosa.

62. [Ipon3BoaUTENSIM, UCTIONB3YIOIMM HOHU3UPYIOLIEe U3JIyYeHHE B
MPOU3BOJCTBE  JIEKAPCTBEHHBIX IIPENApaToB, CIEAYET OOPATUTHCS K

npuioxernto Ne 12 k IlpaBuiam mpousBo/ICTBEHHON 1PAKTHKH.

HoBrie AJIbTEPHATHBHBIE METOALI J€KOHTAMUHALIUHA
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63.Tlepeuenr MeTONOB, mNpeILyCMOTPEHHEII nynkraMmu 40 — 62
HacTosero PyKoBojcTBa, He SIBISIETCSI MCUEPIIBIBAIOIIMM. Homnyckaercs
MCTIOJIBb30BATE NPYrve METOABl JEKOHTAMHHALMU IPH COOTBETCTBYIOLIEM

000CHOBAHUH (Hanmpumep, pu peCTaBIEHUN pe3yJbTaToR

BIMALHOHHOTO HUCCIIeIOBAHMS).

2. OcoOeHHOCTH MPUMEHEHHS METOIOB JIEKOHTAMHHAIIUU
B 3aBHMCUMOCTH OT BU/IA JIEKAPCTBEHHOI'O PACTHTENBHOTO ChIPhSI
U pacTUTeNbHOH (hapManeBTHYECKOM cyOcTaHuN
(npemapaTa Ha OCHOBE PACTUTEILHOTO JIEKAPCTBEHHOT'O CHIPLS)

64. MeTozibl cokpaltieHus MUKpOOHOH KOHTAMUHAIAH JIEKapCTBEHHOTO
PACTUTE/BHOTO ChIPhsl 3aBHCSAT OT IMOCIEAYIOMEro ero MmpuMeHeHus. Ecim
PacTUTEIBLHOE ChIpbE IPEHA3HAYEHO I IOCHeAyIoLlell mepepaboTkw,
MOXET OBITh JOCTATOYHO CYIIKH WITH 3aMOPO3KH PacTUTENBLHOTO MaTepuaa
AUIST MPEAOTBPAIIEHUsT MHKPOOHOrO pocta M YXYJAILIEHHS KauecTBa J10
MOMEHTa MOCIeAyolel nepepaboTKH.

65.Ecii 7151 cokpanienus MUKpOOHON KOHTAMUHALIMK PacTUTENILHOrO
MaTepuana  WCIOJL3yeTcs —IapoBas 0o0paboTka, Marepuan — cleyer
HEMEUVICHHO BBICYILHTB, ITOCKOJIBKY OCTAaTKM BJIATH MOTYT HOBJMSTH HA €ro
KaueCTBO Ha MOC/IEAYIOIUX dTanax 06paboTKH.

66.IIpouecc sKCTpakIMU MOXKET HEIOCPEACTBEHHO CIIOCOOCTBOBATD
3HAYUTEILHOMY COKpaIlIeHHIO MHUKPOOHOA KOHTAMHUHAIUH npu
MCTIOJIb30BAHMM BEICOKUX KOHIICHTpauui staHona. ClieyeT OTMETHTDb, 4To
OKCTPaKIIMs XOJIOAHON BOIOH, KaK B Cllyyae ¢ BEIMAUYHMBAHHEM (Maueparueir),
MOXKET — MPUBECTH K  CYUIECTBEHHOMY  YBEIMUYEHHIO  COJIEpIKAHHS
MUKPOOPTaHU3MOB, YTO CIEIYET YUHTHIBATBH MPHU pa3paboTKe TEXHOIOrUU
MPOM3BOACTBA JIEKAPCTBEHHOTO PACTHTE/ILHOTO TIperapara, MpOBEpsTh B
XOJIe OLCHKHM Ka4yecTBa M KOHTPOIMPOBATh IS YCTAHOBJIEHMS CpOKa

IrOAHOCTH JIEKaPpCTBEHHOTIO PaCTHUTECIIEHOTO [pernapara.
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67. Tepmuueckast 06paboTka (Hampumep, CBEPXBBICOKOTEMIIEPATYPHAS
00paboTKa TyCTLIX DKCTPAKTOB) WM 0OpaboTKa IO BBICOKUM AaBICHHUEM
JIOIYCTUMA, OJIHaKO CJIeJlyeT BBIOpaTh W BaJIMAUPOBAThH CIHelU(pHYECKHE
YCJIOBHUSL [UIss BO3MOXXHOCTHM OLEHKH €€ BIIMSIHWS Ha COCTaB Marepuana.
Bo3MosxHBIE H3MeHeHUs clieyeT U3YIUTh U 000CHOBATE.

08. MuKpoOHast ~ KOHTaMMHALUsl  JIEKAPCTBEHHOT'O  PACTUTELHOIO
nperiapara  3aBUCHT OT KayecTBa HCXOJHOIO CBHIPbSl  (pacTHUTENLHOM
(papmaneBTHUeCKOH cyOcTaHuMM (mpermapara Ha OCHOBE JIEKAPCTBEHHOTO
PaCTUTENBHOIO  ChIPbs)), YCIOBHH IPOM3BOACTBEHHOTO Ipoliecca U
CaHUTApPHBIX  ycioBuil. JKenmarenbHo, YTOOBI  Cilyd4au  MHUKpPOOHOM
JEKOHTAMHUHALMYU TOTOBOIO JIEKAPCTBEHHOIO PACTUTENHLHOIO Iperapara
ObuM  MuHMMU3MpOBaHBL.  Hampumep, st jexapcTBeHHBIX — cOOpOB
JOIYCTHMBI OTHOCHTEJIBHO BBICOKHME TIOKa3zaTead oO0Iero KojgudecTBa
a’pOOHBIX MUKPOOPIaHU3MOB, a TaKXKe IUICCHEBBIX U IPOJKIKEBBIX IPHOOB C
yueToM MeTofa o0paboTku kunsiued Boxol (3aBapuBanme). OnHako
HeHaJyiexainas obpaboTka JiekapcTBEHHBIX COOPOB ropsiueid BOJOH B3aMeH
KUTISIIEH HE MO3BOJISIET JOCTUTHYTh BBICOKOT'O YPOBHSI
MUKPOOHOJIOTHYECKOM YHUCTOTHI, KOTOpasi YIOBJIETBOPSET COBPEMEHHBIM
TpeOOBAHUSIM.

69.UyBcTBUTENBHEIE K HAarpeBaHUIO JICKAPCTBEHHBIE DPACTUTEIbHBIC
npenaparel B (popMax 5MyJIbCHU U CYCIEH3HU MOIYT MPOXOJUTH 00paboTKy
110/ BEICOKMM JaBJIeHUEM Oe3 HapylIeHHsI UX (PH3UKO-XUMUYECKUX CBOWCTB.

70.IlockoNbKY aHAIN3 MUKPOOHOIOIHUECKOM YHCTOTHI IIPOBOAMTCS HaA
BCEX CTaAMAX TMPOU3BOACTBEHHOIO [pollecca, pe3yabTaThl IM0J0OHBIX
WCIBITAHUNA TPU3BAHBI IIOATBEPAMTH KauecTBO TOTOBOIO TMPOAYKTA U
rapaHTHPOBATh CTAOMIBHOCTh M CTAHAAPTHOCTL BCEX TEXHOJIOTHUYECKHX
mapameTpoB Ipoussoactsa. [lposenenue UCHBITAHUE, OCYyILECTBIEHNE

MOHHTOPHHI'a H MHHHMH3AIHI MHKpOGHOﬁ KOHTaMHWHAalIUH PaCTHUTEIIBHBIX
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MPONYKTOB W  JIKAPCTBEHHBIX PACTHTENBHBIX IIPENApaToB  JOJKHEI
OCHOBBIBaTbCSl HA AHAJIM3€ PUCKOB, MPOBOJAMMOM OTIEILHO IS KaXKIOTrO
cllyyJasi.

71.Crenyer paccMaTpuBaTh M y4HTBIBATE S/l KDUTHYECKHX (DAKTOPOB!

HCTOYHMK PACTUTEIBHOTO CHIPhS;

MH(pOpPMaIHs 0 ero reorpaduyeckoM MPOUCX0KIECHNH;

JaHHBIE O MUKPOOPraHU3Max;

IPOU3BO/ICTBEHHEIE IIPOIECCHI U IPOLEAYPHI JeKOHTAMUHALNY;

MHUKPOOMOJIOTHYECKAst YHCTOTA BCIIOMOTATENBHbIX BEIECTB;,

3AIIUTHAS CIIOCOOHOCTh BBIOPAHHOTO MaTepuala yIakoOBKH;

JeKapcTBeHHas Gpopma;

IIyTh BBEJICHUS;

HO30JIOTHs U MOMYJISIIUOHHBIE TPYIIILI TAlIMEHTOB.

72. CooTBeTcTBHE TEXHOJIOTUYECKUX omeparuii ITpaBunam
MPOM3BOJCTBEHHOM  MPAaKTHMKA  HAa  BCEX  CTAJWSX  IIPOU3BOACTBA
JIEKApCTBEHHOI'O  PACTUTENILHOIO IIpernapara SIBISIETCS  HUCKIIIOUUTEBHO
BKHBIM ~ aCHEKTOM  00eCreveHusl MUHUMM3ALMH DPHCKA MHKPOOHO
KOHTaMMHAIMH JIEKaPCTBEHHOTO PAaCTUTENLHOTO MIperapara.

73.Cnenyer  o0OCHOBaTh  MNpHUMEHEHHE  JEeKOHTAMUHAIMOHHOM
00pabOTKM eClii Ha OCHOBAHUH aHAJIM3a PUCKOB MUKPOOHOH KOHTAMHMHALIUM
YCTaHOBJIEHO, 4YTO B IPOLECCE IMPOM3BOJCTBA PACTHTENIBHBIX MPOJLYKTOB
1 JIEKAPCTBEHHBIX PACTUTEJILHBIX NPEnapaToB TpeOyeTcs IPUMEHEHHE TaKoH
obpaborku. Ilpu BEIGOpe MeToga CHMKEHMS CTeneHH MHKPOGHOrO
3aIpA3HEHMST CJICNYCT YUUTHIBATL HW3HAUYATIBHOE M KEJIAaeMOE KOHEUYHOE
cojepkanue MuKpoopranmsmoB. Kpome Toro, crmemyer jpokaszars, uTo
MpOIECC JEKOHTAMUHALUK HE H3MEHSET XMMHYECKHH cocTaB obOpasna u
nocie 0oOpaboTKM B MaTepuaige OTCYTCTBYIOT KaKHe-THOO OCTaTOYHbIe

TOKCHYHbLIEC KOMITOHEHTEI.
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74. CrieunuKanms Ha pacTHTENbHBIE NPOAYKTHl U JIEKapCTBEHHBIE
PacTUTETBHBIC NPenapaThl COAEPKUT IOKazaresb «MUKpPOOHOIOTHYECKAs
HUCTOTa» € yKa3aHWEM METOJOB OLEHKH M KPUTEPUEB IIPUEMIIEMOCTH
COIIACHO COOTBETCTBYIOIIEH 00IIel (hapMakoneifHoi crarbe (MoHOTpadun)
(apmakonen Coro3a, a P OTCYTCTBUH B HEH — COMIACHO COOTBETCTBYIONIEH
obuiert papmakoneitHoit cratbe (MoHOrpadun) (bapmakormeil rocynapcts —
uneHoB  Corosa, a rtake mnokaszaTens «OCTaTOUHOE ColepIKaHHe
NECTAULIMIOBY € yKA3aHUEM METONOB KOHTPOIS M KPUTEPHEB IIPUEMIIEMOCTH

B Cllydae HX TIIPUMEHEHHS s (i)YMI/IFaHHH KYJIbTHUBHPYEMBIX BHI0OB

JIEKapCTBEHHBIX PACTCHHH.




