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X.X.XX. HACTOMKH TOMEOIIATUYECKHUE MATPUYHBIE

OITIPEAEJIEHUE

Hacroiiku romeonaTtudeckue MaTpUYHbBIE MPEJCTABISAIOT CO00W CyOCTaHIIMU B SKUIKOW
dopme, noaydaeMmble IyT€M U3BJICUEHHUS M3 PACTUTENBHOTO M(WJIM) JKUBOTHOIO ChIpbs
HOJIXOAALINM SKCTpareHToM. ChIppe OOBIYHO HCHOJIB3YETCSl B CBEXKEM BHJE, HO MOXET OBITh
BbICyIIeHHbIM. HacToliku romeonaTiueckue MaTpUyHble TaKKe MOT'YT OBbITh [TOJy4EHbI U3 COKOB
pacteHnii ¢ go0aBieHHMEM DJKCTpareHta wuiaum 0e3 Hero. Jlis HEKOTOPBIX HACTOEK
FOMEONAaTUYECKUX MATPUYHBIX JKCTPArupyeMoO€ ChIpbE MOXKET IOABEPraThCs NMpeABapUTEIbHON
obpaboTke.

IMTPON3BOJACTBO

Hacroliku romeonatuueckue MaTpUyHbIE IOJy4YalOT IYTEM MAalEpaluy, NEPKOJISALUH,
HacTauBaHMs, (epMEHTAllMM, METOJOM IIOJy4YeHHMs OTBApOB WM Kak OIKCAaHO B YAaCTHBIX
(apMaKoINeHHbIX CTaThsIX, OOBIYHO C UCIOJIb30BAHUEM 3TAHOJIA OAXOSAIEH KOHLEHTPALIUH.

HacToliku  roMmeomaruyeckue  MaTpPUYHBIE  IIOJy4YalOT, HCIOJIB3ysd  yKa3aHHOE
COOTHOIIIEHHUE CHIPhS M IKCTPATCHTA, YUUTHIBAS BIAXHOCTH CBHIPHsI, €CJIM MHOE HE 0OOCHOBAHO U
HE pa3peLIceHo.

B cnyuae ucnonb3oBaHUs CBEXKErO JEKAPCTBEHHOI'O PACTUTENBHOIO ChIPbS, IPUMEHSIOT
HOJXOAAIIME MPOLENyphl Ui 00ECIEUEHUs €r0 CBEXKECTU. Y IOJIHOMOYEHHBIM OPraHOM MOXET
OBITh 3aTpeOOBaHO TOATBEPIKICHHE KadeCTBA CBEKECOOPAHHOTO CBHIPHS, BBHIMOJIHEHHOTO
NOAXOJAUIMMH UCIIBITAHUSMH.

Ecin HacTolika roMmeomaruyeckas MaTpuU4Has COAEPKUT STAHOJ, €€ IPOBEPSIIOT Ha
coaepkanue 2-nponanona (2.1.4.37), ¢ momycrumoii Hopmoii He Gonee 0,05 % (06/06), ecnu
COOTBETCTBUE JIaHHON HOpPME HE TapaHTHUPOBAHO JAHHBIMU O MPOMCXOXKJIEHUU D3TaHOJIa U
HaJIe)KHOCTBIO TEXHOJIOTUH IIPOM3BOCTBA HACTOMKH NOMEONIATHYECKON MAaTPUYHOM.

Hacroiiku roMeomaruyeckue MaTpU4Hble OOBIYHO Mpo3pauHbl. Jlomyckaercs
o0pa3oBaHUE HE3HAUUTEIBHOIO OCaJKa IPH XPaHEHUH, NPU YCIOBHM, UYTO COJEp)KaHHUE
JICHCTBYIOIMX BEUIECTB HACTOMKHM FOMEONATHYECKON MATPUYHON HE N3MEHSETCS.

ITpon3BoACTBEHHBIH MpolecC JOKEH ObITh ONpeAeseH TaKuM 00pa3oM, YTOObI OH ObLI
BOCIPOU3BOMM.

IIponsBoacTrBo Meronom Manepanuu. Ecim He NpeanncaHo HMHOE, JIEKapCTBEHHOE
pPacTUTENBHOE ChIpb€ HW3MEIBYAIOT JO YacTHUIl MOAXOJALIEr0 pa3Mepa, TUIATEIbHO
NEPEeMEIINBAIOT U HKCTPArupyIOT YKa3aHHBIM CIOCOOOM C MCIIOJIb30BaHUEM MPEINHCaHHOTO
JKCTpareHTa. BrliepKUBalOT B 3aKPBITOM COCYZE B TE€UEHHUE MPEANncaHHOro BpeMeHu. OcTaTok
OTIENSAIOT OT SKCTpareHTa W, NpU HeoOXOAMMOCTH, OTXHMalT. B mocneanem ciydae obe
MOJTy4YEHHBIE KHUJAKOCTU O0BETUHSIOT.

KoppextupoBanue cocraBa. [Ipu HeoOXOAMMOCTH B HACTOMKax TroMeONaTHYECKHX
MaTPUYHBIX MOKET ObITh IMpPOBEJEHA KOPPEKTHUPOBKA COAEPKAHMUSI KOMIIOHEHTOB JIMOO MyTeM
N00aBJIEHUS] DKCTpareHTa MOAXOJIIeH KOHLEHTpaluu, JU00 IyTeM J00aBICHHUS JPYrou
HACTOWKM TOMEONATUYECKOW MATPUYHOW M3 TOTO YKE PACTUTEIHLHOrO H(HMJIH) )KUBOTHOTO ChIPHS,
YTO UCNOJIb30BAIOCH JJISl IPUTOTOBJIECHHUS.

Hacroiiku  romeomaruyeckue MaTpUYHbIE, TOJyY€HHbIE M3  JIEKAPCTBEHHOIO
PAaCTUTENBHOTO ChIPbs, COJEPIKAILIEr0 TOKCUYHbIE KOMIIOHEHTHI, JOJDKHBI OBbITh IOJABEPTHYTHI
UCIIBITAHUIO YETBEPTOro JecsaTHuHoro passeneHus (D4) B cooTBeTCTBHHM C TpeOOBaHUSMHU
Y4acTHBIX (papMaKomneiHbIX cTaTel.

OIIMCAHHME

OrnpenensdioT BHEIIHWM BHA M, TI€ MPUMEHUMO, 3amax HACTOMKKM TOMEONaTH4eCcKOM
MaTPUYHOM.
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UJIEHTUOUKALIS

[TpoBOaAT HE MEHEE OJHOTO MCIBITAHHMS Ha HACHTH(GHKAIMIO (IOAJIHHHOCTH) METOI0M
Xxpomarorpaduu, rie IPUMEHUMO.

NCIIBITAHUA

JlonmycTHUMBIE HOPMBI YCTAHABJIMBAIOT B YAaCTHBIX (PapMaKONEHHBIX CTATBAX C Y4ETOM
OOLIENPUHATBIX METOJOB IMPOU3BOJCTBA/U3rOTOBICHU. K KakaoMmy oOIpeneieHHOMY METOny
IIPOM3BOJICTBA/M3TOTOBJICHUS IPUMEHSIOT OTJCJIbHBIE HOPMBI.

[Ipy BBINOJHEHWM HWCHBITAHUA HAa OTHOCHUTEIBHYK IUIOTHOCTb, HCIBITAHUE Ha
coJiepKaHre 3TaHOJIa He TPOBOISAT, M HA00OPOT.

OtHocuTeabHast II0THOCTH (2.1.2.5). Hacroiika romeonarnyeckass MaTpuaHas JOKHA
COOTBETCTBOBATH HOPMaM, YKa3aHHBIM B YaCTHOU (hapMaKOIEHHO cTaThe.

Oranoa (2.1.9.8). Conepxkanue »>TaHOJa JOHKHO COOTBETCTBOBAThH JOIMYCTHMBIM
HOpMaM, YKa3aHHBIM B YaCTHOH (papMaKOIEeHHON CTaThe.

Meranoa (2.1.4.37). He 6onee 0,05 % (06/06), ecnu He peANUCaHO MM HE 000CHOBAHO
UHOE.

Cyxoii ocraTtok (2.1.8.15). Hacrolika roMeomaruyeckas MaTpUYHAs JOJDKHA
COOTBETCTBOBAaTh TpPEOOBAaHUSM, YyKa3aHHbIM B YacTHOM (hapMakomeWHON cTaTbe, TJie
MIPUMEHUMO.

OcrtaroyHoe KoJu4ecTBO mecTunuaAoB (X XX XX). Hacroiika romeomnarndeckas
MaTpU4Has BBIIEPKUBAET UCIIBITAHUE HA MECTHIM/IBI, I/I€ PUMEHUMO. TpeboBaHue cuuTaercs
BBITNIOJTHEHHBIM, €CJIM JIEKAPCTBEHHOE PACTUTEIBHOE ChIPhE BBIIEPKUBAET ITO UCIIBITAHUE.

HcnbiTanne Ha mnecTHUUMABI JJI HACTOMKA TOMEONATHYECKOM MaTpUYHOM BMECTO
JICKApCTBEHHOTO  PAaCTHTEIBHOTO CBIpbs TpeOyeT OOOCHOBaHHMS B COOTBETCTBHH C
X XXX Jlexapcmeennoe pacmumenvhoe cvipbe Ol 20MEONAMUYECKUX —JIeKAPCMBEHHbIX
npenapamoe.

JlonycTUMBbIE HOPMBI COJEP)KAaHUS NECTULMIOB YCTaHABIMBAIOT, YYUTHIBAs MPUPOLY U
IIPOUCXOXK/ICHUE JIEKAPCTBEHHOTO pPAaCTUTEIBHOrO ChIphs. [IpM HOPMHpPOBaHMM TaKke
YUUTBIBAIOT (AKTOp pa3BeleHUs] HACTOMKM TIOMEONAaTH4YeCKOH MaTpuuHOW W  mpenel
0OHapy>XeHHS METO/1a.

Tsxenanie metaaasl (2.1.4.21). Hactoiika romeonaTinyeckas MaTpUYHasi BBIACPKUBAET
UCIBITAHUE HA TSKENble MeTallUlbl, IJe MpUMEHUMO. TpeboBaHUE CUMTAETCS BBINOJIHEHHBIM,
€CJIN JIEKaPCTBEHHOE PACTUTENIBHOE ChIPhE BBIIEPKUBAET 3TO UCIIBITAHHUE.

HcnbiTanne Ha TsKenble METauIbl U1 HACTOMKM IOMEONaTH4eCKOM MaTpUYHON BMECTO
JIEKapCTBEHHOTO  PAacCTUTENbHOTO  ChIpbs TpeOyeT OOOCHOBaHHMSI B  COOTBETCTBUHM C
XX XX Jlekapcmeennoe pacmumenvHoe cvlpve OJisl  20MEONAMUYECKUX —J1eKaApCMEEeHHbIX
npenapamoe.

JlonycTUMbIE HOPMBI COJEpPKAaHUS TSKENIbIX METaUIOB YCTaHABIIMBAIOT, YYMTHIBAs
IIPUPOY U MPOUCXO0KIEHUE JIEKAPCTBEHHOTO PACTUTENBHOTO ChIpbs. [Ipn HopMUpoBaHUM Takke
VUUTBHIBAIOT (AaKTOp pa3BeAeHHMs] HACTOMKM TOMEONaTHYeCKOW MATpU4YHONM U  Tpeaen
OoOHapy’KeHHs METOo/1a.

Ecnu Tpebyercss ymnmoaHOMOYEHHBIM OPraHOM, MOTYT OBITh OINpEAENeHBbl MOJXOJSAIINE
npenenbl s COAEpXKaHUS JPYrMX TSDKENIbIX METauloB, TaKMX KaK HMKENb, a TaKxke s
MBIIIbSKA.

Aduatokenn B; (XX X XX). B ciyuae HeoOXOAUMOCTH MOTYT OBITh YCTaHOBJICHBI
HOpMBI cojepkaHusi adiaaTokcuHOB. OOOCHOBaHUE NPENOCTABISETCS B cCllydasx, Korja
UCTIbITaHWE Ha aduIaTOKCHH Bi MpoBOAAT Ha HACTOMKE rOMEONaTHYeCKOM MaTpUYHOM BMECTO
JIEKAPCTBEHHOI'O0 PACTUTENIBHOIO ChIpbsl. JlOMyCTUMBIE HOPMBI yCTAHABIMBAKOT, YUYWUTHIBAs
IPUPOAY U MPOUCXO0KIEHUE JIEKAPCTBEHHOTO PACTUTENBHOTO ChIpbs. [Ipu HOpMUpOBaHUM TaKkKe
VYUTHIBAIOT (PaKTOp pa3BeICHHUs] HACTOWKM TOMEOINATHYECKOW MaTpUYHOH | TIpeael
OoOHapyKeHHs METO/Ia.
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KOJIMYECTBEHHOE OIIPEAEJIEHUE

[IpoBOAAT KOJWMYECTBEHHOE ONpEACICHHUE JICHCTBYIOIIMX  BEHIECTB  (aKTUBHBIX
KOMIIOHEHTOB) B COOTBETCTBUU C YCTAaHOBJIEHHBIMU HOPMAaMH, TJI€ IPUMEHUMO.

XPAHEHHE

B 3ammmennom oT cBera mecte. B wacTHOW (apmakorneiiHON cTaTbe MOMKET OBITH
yKa3aHa MaKCUMaJjbHasi TEMIIEpaTypa XpaHEHU.

MAPKMPOBKA

Ha sTukerke yka3piBaoT:

— MPOJYKT SIBIISICTCS HACTOMKOM roMeornaTuieckoil MarpuyHoi (o6o3Havaercst kak « TM»
Win «Q»);

— HaIMEHOBAaHUE ChIpbS Ha JIATUHCKOM $I3bIKE B COOTBETCTBUM C 4YaCTHOM
dapmakorneiinoii crateeit ®apmakonen EADC npu ee Hanmuuuy,

— METO/ IPUTOTOBIICHUS;

— coJiep)KaHue STaHOJa WU JAPYroro SKCTpareHTta, B MPOIEHTaxX (00/06) B HACTOWKE
rOMEOIIATHYECKOW MAaTPUYHOM,

— COOTHOIICHHE CHIPhsl B HACTOWKE rOMEONaTHIeCKONH MaTPUIHOM;

— YCJIOBUSI XpaHEHUs, /1€ IPUMEHUMO.
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