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Ta6bnuua 1. OnpeneneHuss Ons NEKapCTBEHHOMO PacCTUTENbHOTO Cbipbsi M JIEKAPCTBEHHOIO PaCTUTENLHOMO MpenapaTta
B HOpMaTMBHbIX AOKyMeHTax EBpa3uiickoro akoHoMuueckoro cotosa (EAIC), Esponerickoro cotosa (EC) u CLUA

Table 1. Definitions of terms used for herbal substances and herbal medicinal products in regulatory documents of the Eurasian
Economic Union (EAEU), the European Union (EU), and the United States of America (USA)

Tepmuu / Term

EASC/ EAEU*

EC/EU™

CLUA / USA*™*

JlekapcTBeHHOE
pacTutenbHoe
Cbipbe

Herbal
substance

CBexue Unu BbICyLLEHHbIE PacTeHWS
BOLOPOC/U, FpUObI MU NULLANRHUKM
N1BO KX YaCTH, LeNbHbIE UK
M3MeNbYeHHbIE, UCMOJIb3yeMble

[N NPOM3BOACTBA 1EKAPCTBEHHbIX
cpeacTs

‘Herbal substances’ mean whole or
fragmented plants, algae, fungi or
lichen, or parts thereof, in a fresh

or dried form used to manufacture
medicinal products

Bce npenmyLiecTBEHHO LienbHbIe,
(parMeHTUPOBaAHHbIE UK U3MENbYEHHbIE
pacTeHusl, YacTU pacTeHuin, BOLOPOC/H,

rpubbl, MULWANRHUKK B HE0OpaboTaHHOM

1 0ObIYHO CYXOM, MHOTLA B CBEXEM BUAE.
OnpepeneHHble U3BNEYEHUS, KOTOPble He
noABeprawTca cneuuanbHon obpaboTke,
TakXe paccMaTpUBALOTCS KaK IeKapCTBEHHOE
pacTuTeNnbHOE Cbipbe

‘Herbal substances’ mean all mainly whole,
fragmented, or cut plants, plant parts, algae, fungi,
lichen in an unprocessed, usually dried, form, but
sometimes fresh. Certain exudates that have not
been subjected to a specific treatment are also
considered to be herbal substances

Ceexwue unu nepepaboTaHHble
(HanpuMep, ouuLLEHHbIE,
3aMOPOXEHHbIE UM Hape3aHHble)
YaCTM pacTeHuit O4HOro BMAA Unn
cBexue unu nepepaboTaHHble
BOLOPOC/N UM MAaKpOCKONUYeckne
rpubbl

‘Botanical raw material’ means fresh or
processed (e.g., cleaned, frozen, dried,
or sliced) part of a single species of
plant or a fresh or processed alga or
macroscopic fungus

JlekapcTBeHHbIM
paCTUTENbHbIA
npenapar
Herbal
medicinal
product

JlekapcTBeHHbIM Npenapar,
cofepXallumii B Ka4ecTBe aKTUBHbIX
KOMTMOHEHTOB UCKJTIOYUTENbHO
NeKapCcTBEHHOE pacTUTeNbHOE
CbIpbe /MK PacTUTENbHYHO
dapmaLeBTUYeCKyto CybCTaHLMIO
(cybcTaHumm)

‘Herbal medicinal product’ means

a medicinal product, exclusively
containing as active ingredients one
or more herbal substances and/or
one or more herbal preparations

Jio60i1 nekapcTBeHHbIM Npenapar, coaepXalumii
B KQ4eCTBe aKTMBHbIX KOMMOHEHTOB
MCK/I0YMTENBHO OfHY Unv Bonee ofHOM
Pa3HOBWUAHOCTU PaCTUTENBHOTO CbIpbs,

nnbo oaHy unm bonee ogHOM pacTUTENbHOM
dapmaueBTUyecKkor cybcTtaHumm, nnbo ofHy
unu 6onee oAHOM PasHOBMAHOCTM TaKOro
PacTUTENbHOTO Cbipbsi B KOMBUHALIMM C

OfHOM Unu 6onee ofHOW hapMaLEeBTUYECKOM
cybcTaHumei

‘Herbal medicinal product’ means any medicinal
product, exclusively containing as active
ingredients one or more herbal substances or one
or more herbal preparations, or one or more such
herbal substances in combination with one or

more such herbal preparations

Mpenaparsbl, BKAKOYatoLWMe
pacTuTenbHble MaTepuarnbl,
BOL,0POC/IM, MaKpOCKOMMYecKne
rpubbl U X KOMBUHALMMK

‘Botanicals’ mean products that include
plant materials, algae, macroscopic
fungi, and combinations thereof

Tabnuua coctaBneHa aBTopaMu No AaHHLIM HOPMATUBHbIX A0KYMeHTOB / The table is prepared by the authors using the regulatory documents

* Pewenne CoseTa EBpasuickoi 3koHOMMYeckoi komuccum ot 03.11.2016 N2 78 «O Mpasunax perncrpaumm u 3KCNepTU3bl IEKapCTBEHHBIX
CpeAcTs Ans MeguuMHCKoro npumeHeHus» (Eurasian Economic Commission Council Resolution No. 78 of November 03, 2016 on the Rules of
marketing authorisation and assessment of medicinal products for human use).

** Directive 2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community code relating to medicinal
products for human use; Directive 2004/24/EC of the European Parliament and of the Council of 31 March 2004 amending, as regards
traditional herbal medicinal products, Directive 2001/83/EC on the Community code relating to medicinal products for human use.

*** FDA-2000-D-0103. Botanical drug products: Guidance for industry. FDA; 2004.
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