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203220001-2026
2.3.22.1. JEKAPCTBEHHOE PACTUTEJIbHOE CBIPBE JIJISA
I'OMEOINATHYECKHUX JIEKAPCTBEHHBIX IIPEITAPATOB

OINPEAEJIEHUE

JlekapcTBEHHOE  pPACTUTEIBHOE CBIPhE JUISI TOMEOINATHYECKUX  JICKApPCTBEHHBIX
npenapaToB MPEACTaBIsIeT COO0H NENbHBIC PACTCHUS MM WX YacTH, pe3aHHBIC WM JIOMAHbIE, a
Tak)Ke BOJOPOCIH, TPUOBI, JIUIIAWHUKU, HE TOJBEPraBIINecs MPEIBAPUTEIHLHON CleNUuaTbHON
00paboTke, KaK MpaBuio, B cBekeM Buzae. COCTOSIHUE JIEKApCTBEHHOTO PACTHUTEIHHOTO CHIPhS
(cBeskee WM BBICYIICHHOE), a TaKKe TPeOOBAaHMS K €ro KauecTBY MPHUBOJSATCS B YACTHOU
dbapmakonelHol cTaTbe WM, NMPU €€ OTCYTCTBUU, B (hapMaKONEeHHON cTaThe HAIMOHAJIBHOU
¢dapmakonen rocynapctsa — wieHa EBpasuiickoro sxkoHomuueckoro coro3a. Ilpu orcyrcrBum
TaKkoW (papMaKoreiHHON CTaTbU MPUMEHEHHE JICKAPCTBEHHOTO PACTHTEIBHOTO CHIPhS B CBEKEM
WIA BBICYIICHHOM BHJE JODKHO OBbITh 000CHOBaHO. HeKkoTOpble BbIIENCHUS PpACTEHUH
(9KccynmaTel), HE  TOJABEpTaBIIMECS CIEIUATbHOW  00paboTKe, TakKe OTHOCATCS K
JIEKapCTBEHHOMY PACTUTEIFHOMY CBIPBIO Ui TOMEONMATHUYECKUX JIGKAPCTBEHHBIX MpPEaparoB.
Jis IeKapCTBEHHOTO PACTUTEIBHOTO CBHIPHSI JIJISI TOMEONMATHYECKUX MPETapaToB JOJDKHO OBITh
TOYHO YKa3aHO OMHOMMHAJIBHOE Ha3BaHHE IPOU3BOAIIETO pacTeHHs (poJIoBOE, BUAOBOE,
MOIBUIA/XEMOTHITA U aBTOPA Ha JIATUHCKOM SI3bIKE).

LlesbHOe JEKapCTBEHHOE PACTUTENBHOE CBHIPhE Ul TOMEONAaTHYECKUX JIEKaPCTBEHHBIX
npenapaToB — 3TO CBIPhE, KOTOPOE HE OBUIO HM3MEIbYCHO, TPEACTABICHHOE B TOM BHUIE, B
KOTOPOM OHO ObLIO cOOpaHoO (CBEXee WM BBICYILIEHHOE).

Pe3anoe ((pparmMeHTHPOBAHHOE) JICKAPCTBEHHOE  PACTUTEIBHOE  CBHIPbE IS
rOMEONaTHYECKUX JIEKAPCTBEHHBIX MPENapaToB — 3TO ChIPbE, pa3Mep KOTOPOro ObUT YMEHbIIEH
(w1 KoTOpoe OBLIO MOJEICHO HA YacTH) TMocie cOopa it yao0cTBa 00paOOTKU, CYIIKH H/WIITH
YIaKOBKH.

JlomanHoe (060MaBIIIeecs ) IEKAPCTBEHHOE PACTUTEILHOE CHIPHE SISl TOMEOTIAaTHIECKUX
JIEKapCTBEHHBIX MPENapaToB — 3TO ChIpbe, 0oJiee XPYNKHUE YACTH KOTOPOTO MOJABEPIIIUCH JIOMKE
B TIPOIIECCE CYIIKH, YITAKOBKU M TPAHCIIOPTHPOBKH.

Jlis  BBICYIIGHHOTO  JICKQPCTBEHHOTO  PACTUTENBHOTO  CHIPbS,  XapaKTepUCTHKA
«A3menbueHHOe» 0003HAYaeT CTENEHb H3MENbYCHUS, OTIMYHYIO OT TIOpOIIKa, KOTopas
XapakTepu3yeT pa3Mepbl YacTHIl CHIPbS MEHBIIUE, YeM TE, KOTOPhIE MO3BOJISIOT OMHUCAThH
BHEITHNE/MaKPOCKOITNYECKHE TIPU3HAKH JIEKAPCTBEHHOTO PACTUTEIHLHOTO CHIPHS.

[MPON3BOJACTBO

JlekapcTBEHHOE  pPACTUTENIIBHOE ChIpbe JUISI TOMEOINAaTHYECKUX  JIEKapCTBEHHBIX
IpenapaToB IMOJYyYalOT OT KYJIbTHUBUPYEMBIX WM AMKOpacTymux pacteHuil. Iloaxonsimue
YCIIOBHSI BBIpAllMBaHus, cOOpa, 3aroTOBKH, COPTHUPOBKH, CYIIKH, W3MEIBUCHHS W XpaHCHUS
ABJISIIOTCSI OCHOBOM JUIi TapaHTUM KadecTBa JIEKAPCTBEHHOT'O PACTUTEIBHOTO  ChIPbA,
UCIIOJIb3YEMOT0 JUIsl TMPOM3BOJACTBA HM(MJIM) H3TOTOBJIEHUS T'OMEOMATUYECKUX JIEKAPCTBEHHBIX
Ipernaparos.

JlekapcTBEHHOE PACTUTENBHOE ChIpbE, 10 BO3MOXKHOCTH, JODKHO OBITH CBOOOJHO OT
TaKuX IMpHUMeceil, Kak I0uYBa, MbUIb, TIpsA3b, a TakXKe IMpuUMecell TpubOB, HACEKOMBIX,
3arps3HAIONINX BEIIECTB KUBOTHOTO MPOMCXOXACHUS. He MOMmKHBI 00HApYKUBATHCS TIPU3HAKU
THUCHHUSL.

Ecnu Oplma ucmosp3oBaHa o0Oe33apakuBarorias 00paboTka, HEOOXOAMMO JIOCTOBEPHO
yOeIUThCs, YTO ChIphE HE COJNEPKUT OCTATKU BPEAHBIX BellecTB. [IpMMeHeHue ATUICHOKCHAA
Uist  o0e33apaXMBaHUSl JIEKaPCTBEHHOTO PACTUTEIBHOTO ChIPbS I TOMEONAaTHYECKHX
JIEKapCTBEHHBIX IPENapaToB HEJAOMYCTHMO.

CBexee JIEKapCTBEHHOE PACTUTENIbHOE ChIPbE IMOJICKHUT HEMEIJICHHON mepepaldoTke.
Ecnu HemenneHHas mnepepabOTKa HEBO3MOXKHA, B TeX ClydyasX, KOrJa 3TO OOOCHOBAaHO M
pa3peleHo, CBeXee ChIpbe, MpeHa3HaueHHOEe ISl TPAHCTIOPTUPOBKU M XpaHEHUs, MOABEPraoT
riyOOKOH 3aMOpO3Ke; Takke OHO MOXeT ObITh MoMenieHo B 3TaHon (96 %) wiam sTaHoN
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NOIXOAAIIeH KOHIIEHTpAllMi, NpU YCJIOBUHM, 4YTO JUId JaibHeWmieid mnepepaboTku Oyxaer
UCIIOJIB30BAaHO BCE ChIPbE, BKIIIOUAs CPEy JUIsl XPAaHEHHUS.

JloIKHBI  OBITH TPUHATHL HEOOXOMUMBIE MEphl IO O00ECIEUYEHUI0 COOTBETCTBUS
TpeOOBaHUSAM K MUKPOOHOJIOTMYECKON YMCTOTE TOMEONaTHYECKUX JIEKaPCTBEHHBIX MPEnaparosB,
colep)KaluX OAMH WM HECKOJBKO BHJOB JIEKAPCTBEHHOIO PACTUTENIBHOTO  CBIPbS,
npuBeeHHbIM B ODC 2.3.1.2.

NAEHTUOUKALINA

[TonTMHHOCTE  JIGKAPCTBEHHOTO  PACTUTEIBHOTO  ChIpbS  JUIS  TOMEONaTHYECKUX
[penapaToB ONPEACIAIOT M0 MaKPOCKOMUYECKUM U, IPU HEOOXOIUMOCTH, MUKPOCKOITMUECKUM
MpU3HAKaM, OIMMCAaHUE KOTOPBIX MPHUBEJACHO B COOTBETCTBYIOLIUMX YAaCTHBIX (hapMaKOMeHHbIX
CTaThsIX, @ TAaKXE IPU IOMOLIM JPYTUX JOMOJHUTEIBHBIX HCIBITAHUH, KOTOPHIE MOTYT
notpeboBaThes (Hanmpumep, TOHKOCTIOWHas XpomaTorpadus).

UCIIBITAHUA

[lepen npanpHeWmel mepepadOTKON CBEXKEro PacTeHUsl JOHKHBI OBITh TMPOBEIACHBI
UCIBITaHUS Ha IOCTOPOHHUE NPUMECH U IIOTEPIO B Macce MPH BBICYIINBAHUU.

Ilocroponnue mnpumecu (2.7.8.2). Ecmm aua TONIydeHUS TOMEOTATHYECKUX
JIEKapCTBEHHBIX IIPENapaToB HCIOJIb3YIOT CBEXKEE JIEKAPCTBEHHOE PACTUTENIBHOE CBIPhE,
coJiep’)KaHHEe TIOCTOPOHHMX MpUMeceil B HEM JOJDKHO OBbITh MUHUMaIbHBIM. B 3TOM citywae
HOpMa CoJIepKaHMs JIOMyCTUMBIX ITpUMeceil yKa3bIBaeTcsl B YaCTHOM (papmMakoIeiiHO# cTaThe.

Ecnu B kauecTBe MCXOAHOrO MaTepuasa Jjsl MOJyYyeHUs TOMEONaTUYeCKUX MpenapaTon
HCIIOJIB3YIOT BBICYLIEHHOE CBIPBE, MPOBOIAT MCIIBITAHUE HA TIOCTOPOHHHUE NPUMECH, €CIIM NHOE
HE MPEeTyCMOTPEHO B YacTHOM (hapmakoreiHon ctathe. CoaepikaHue MOCTOPOHHUX MpUMeEcei
HE JIOJDKHO IpeBbIaTh 2 % M/M, €CIM MHOE HE yKa3aHO B YacTHOW (papMakomneitHo# cTaThe Wiu
He 000CHOBAHO.

Panbeupukanms. s JTeKapCTBEHHOIO PaCTUTENIBHOTO CBIPbs, KOTOPOE MOXET OBbITh
banscuuIMpoBaHoO, TOHKHO OBITH MMPOBEACHO MOAXOSIIEE CICITU(PUIECKOE UCTTHITAaHHE.

IToreps B Macce mnpu BbicymmBaHum (2./.2.3]). HcnblTaHue mpoBOAAT Ha
BBICYLIICHHOM JIEKAPCTBEHHOM pAcCTUTEIBHOM CBIph€ U CBEXEM CBhIpbE, €CIH OHO
oOpabatbiBasioch He mo3aHee 24 4 mocne cOopa. PermameHTHpyeMyl0 HOpPMY YKasbIBalOT B
yacTHOM (hapMaKoInenHo craTke.

Bopna (2.1.2.13). Onpenenenue BOAbI IPOBOIST B IEKAPCTBEHHOM PACTUTEIHHOM CBIPBE C
BBICOKHM co/iepKaHHeM 3()UPHOro Macia.

Ocrarounble mectunuabl (2.1.8.44). JlekapCTBEHHOE PACTUTEIBHOE CHIPHE IOTHKHO
BbIJIEPKUBATh UCTIbITaHUE. TpeOoBaHMs YUUTHIBAIOT IPOUCXOXKIACHHUE U IPUPOTYy PACTEHHUS U, O
BO3MOXKHOCTH, MOJIHYI0O HH(popMamuio no o0paboTke naHHOW cepuu (MapTHH) CHIPbS, W3
KOTOPOI'0 U3rOTOBJIEH TOMEONAaTHYECKNI JIEKAPCTBEHHBIN IIpenapar.

HcnbiTanne NpoBOJAT U B HACTOIMKE rOMEONaTHUYEeCKON MaTpUUHOM, eclii 000CHOBAHHO,
B COOTBETCTBUM ¢ oOmieil QapmakoneitHoit ctarbu 2.3.22.6. Hacmotixu ecomeonamuueckue
MampuuHble.

Jlexapcmeennoe pacmumenvHoe cbipbe Ol 2OMEONAMUYECKUX  JIeKaApCHEEeHHbIX
npenapamos 00IHCHO BblOEPIHCUBAMD CLeOYIOuUe UCNLIMAHUS, eClU NPUMEHUMO.

3os1a obmas (2.1.4.16).

IMoka3zarenn ropeun (2.1.8.14).

Tskesible MeTAIbI M MBIIIbAK (2.1.4.21).

Ecnu pernmameHTHpyeMble HOPMBI HE yKa3aHbl B YAaCTHOU (papMakoIeiHHOW cTaThe, WIH
He 000CHOBAaHO MHOE, COJIEP KAHUE CIIETYIOMIMX TSDKEIBIX METAJUIOB JOJHKHO COCTaBIIATh:

— kaamui: He 6osee 1,0 ppm;

— cBuHel: He 6onee 5,0 ppm;

— pryTh: He Oonee 0,1 ppm.
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Bo3MoxHO ompezeneHne APYrux TSHKEIBIX METAJIOB (HAalpUMep, HUKENS) U MBIIIbsIKa,
€CJI ATO OMPaBJAHO OCOOEHHOCTSMHU WM NMPOUCXOKICHHEM JIEKAPCTBEHHOI'O PAaCcTUTEIHHOIO
CBIPbsI UJIH, €CITU 3TO TPEOYETCsl, YIIOJTHOMOYEHHBIM OPTaHOM.

[Tpu Hanmuuuu 0O0CHOBAHUS JOIMYCKAETCsl MPOBEICHNE UCTIHITAHUS Ha TSKEJIble METaJUIbI
HACTOGK TIOMEOINATHYECKUX MATPUUHBIX B COOTBETCTBUHM C 0OmIel ¢apMakomneiHo cTaTbu
2.3.22.6. «Hacmoiiku comeonamuyeckue MampuyHvley.

Adpanaroxkeun Bl (2.1.8.35). Eciu npumeHHMO, JOMyCKaeTcs HOPMHPOBAHUE
conepkanus adiaatokcuna B1.

OxpartoxcuH A (2.1.8.37). Ecnu npuMeHUMO, JTOIyCKaeTCcss HOPMUPOBAHHUE CO/ICPIKAHUS
OXpaTOKCHHA A.

Pagmonykamnabl. B 0coObIX ciyyasix cleayeT YYHThIBaTb PHUCK PaJUOAKTHBHOTO
3arpsiI3HEHUS JIEKAPCTBEHHOT'O PACTUTEIBHOTO ChIPhS.

KOJIMYECTBEHHOE OIIPEJAEJIEHUE

Omnpenenenue JEHCTBYIOMIMX BEUIECTB (AKTHUBHBIX KOMIIOHEHTOB) B JIEKapPCTBEHHOM
pacTUTEIbHOM CBIpbE JJII TOMEONATHYECKHX JIEKAPCTBEHHBIX IPENapaTroB  IMPOBOIAT
MOJXOSAIINM METO/IOM, I'ie IPUMEHUMO.

XPAHEHUE
BrICylIeHHOE JI€KapCTBEHHOE PACTUTEIBHOE CBIPHE XPAHAT B 3AIIMIIEHHOM OT CBETa
MeCTe.



