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Proposal for a

DIRECTIVE OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
amending the Directive 2001/83/EC

as regards traditional herbal medicinal products

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,

Having regard to the Treaty establishing the European Community, and in particular Article 95 thereof,
Having regard to the proposal from the Commission 6,

Having regard to the opinion of the Economic and Social Committee 7 ,

Acting in accordance with the procedure laid down in Article 251 of the Treaty 8,

R LA RR A £ 0 3 4

WAL SR LT, Rl AR5 95 2%,

IR 2 HIIR L 6

HRAFME SRR SHEN 7

WRHE K228 251 25T T L€ HIFE - 8

Whereas:

(1) 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 9 requires that applications for the
authorisation to place a medicinal product on the market have to be accompanied by a dossier containing
particulars and documents relating in particular to the results of physico-chemical, biological or
microbiological as well as pharmacological and toxicological tests and clinical trials carried out on the
product and thus proving its quality, safety and efficacy.

SR

(1) 2001 4 11 H 6 H, BRI AR g5 2ol L [7) (472 i o AR 24 ) 2001/83/EC 452 2E5K, MR3R1G 2
T AE N B S, AR EEORAETASCrE, e AR m R AL, Ve, 2P, &
HAG ARG SR, WA TR, 2t a Bk e .

(2) Where the applicant can demonstrate by detailed references to published scientific literature that the
constituent or the constituents of the medicinal product have a well established medicinal use with
recognised efficacy and an acceptable level of safety in the sense of Directive 2001/83/EC, he should not
be required to provide the results of pre-clinical tests or the results of clinical trials.

(2) & FHIEFE 51 AR B PEAN BB SR, R IR 24 1) 51— il B2 A By B i V) IR R R, F
R4 2001/83/EC 454 HIEK, UiWIE BA TN AT 52 1) 22 kK, R, ] BLAS
PEALI PR BT S AR L 45 5

(3) Assignificant number of medicinal products, despite their long tradition, do not fulfil the requirements of a
well established medicinal use with recognised efficacy and an acceptable level of safety and are not
eligible for a marketing authorisation. To maintain these products on the market, the Member States have
enacted different procedures and provisions. These differences currently existing between the provisions
laid down in the Member States may hinder trade in traditional medicinal products within the Community
and lead to discrimination and distortion of competition between manufacturers of these products. They
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may also have impact on the protection of public health since the necessary guarantees of quality, safety
and efficacy are not always given at present.

(3) REMZ M, RECIURKKIII S, WERAGER 2 BA YIRS & AT RO A 4532 1 %2
EVEACFIIESR, AR . Oy 7 4y LRX L™ 5, st B Semifn 1A F fE
FEARLSE « 25 B O3 B 20T O RS A E _ER9ZE0), PR PARSILFR A2 MR 5, JF 33
T A ) SE S BT . B T B WORA RE B A D ER PR %4, TR D
FRUE, BT VRS0 2 A e 1) DR 7 A 5

(4) Having regard to the particular characteristics of these medicinal products, especially their long tradition, it
is desirable to provide a special, simplified registration procedure for certain traditional medicinal products.
However, this simplified procedure should be eligible only where no marketing authorisation under
Directive 2001/83/EC, in particular due to lack of sufficient scientific literature demonstrating a well
established medicinal use with recognised efficacy and an acceptable level of safety, can be obtained. It
should likewise not apply to homeopathic medicinal product eligible for a marketing authorisation or for a
registration under Directive 2001/83/EC.

(4) B IS RIX L2 R RVE L, Rl e B IS ARIB I s, WIS g iRt — DR T 11, itk
MR R EARH . 2RI, AR P GE & T7E 2001/83/EC 452 M ANBESRAT T VF AT 044
ity 5 R S T kD R A R A SCBRRUE ST R B D) VAL 22 e PRk B 2 K -F 3. B
[FIFEANIE G 0] LASRTS T 4 HE NBURYE 2001/83/EC 54 1] LAVEM BB TT 2244 it -

(5) The long tradition of the medicinal product enables to renounce clinical trials, insofar as the efficacy of the
medicinal product is plausible on the basis of long-term use and experience. Pre-clinical tests do not seem
necessary, where the medicinal product on the basis of the information on its traditional use proves not to
be harmful in specified conditions of use. However, even the long tradition does not exclude that there
may be concerns with regard to the product’s safety, so that the competent authorities should be entitled to
ask for all data necessary for assessing the safety. The quality aspect of the medicinal product is
independent of its traditional use so that no derogation should be made with regard to the necessary
physico-chemical, biological and microbiological tests.

(5) 2 YIS AL GemT USRI ARG, PRSP A 7 P R S B P it 153 L 245 3 B PR TE
B, RIEL R EMEG N ER, R e O AR E T8, HilmRETHE TP A2 220
(o SRT, ROMERAS AL G A REHRBR A 7 i 22 PR RGHEG, BRI 328 2 J A B SR S iy o
B BR AT 22 etk o 24 B BT R S AR G S R385, ok T H L E RGBT M)
A A PR AR AN BE R/ 1

(6) The vast majority of medicinal products with a sufficiently long and coherent tradition are based on herbal
substances. It therefore seems appropriate to limit the scope of the simplified registration in a first step to
traditional herbal medicinal products.

(6) HI A A3 S L B K B A% G 245 it LA 25 W) B 9 Rl o BT A, 38— 20 T ARV ik B ¥
PR T G B 24 i Ko B I Y

(7) The facilitated registration should be acceptable only where the herbal medicinal product may rely on a
sufficiently long medicinal use in the Community. Medicinal use outside the Community should be taken
into account only, if the medicinal product has been used within the Community for a certain time.

(7) ASEAR] ER03E U 2 IR 3 52 TS A 3 [ e P A S0 s P 2 P R B 245 o LRI LA B9 2 AN 25 FE IR 4
W AR I R A P S P o P 24 8
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(8) With the objective to further facilitate the registration of certain traditional herbal medicinal products and
to further enhance harmonisation, there should be the possibility to establish a Community list with herbal
substances that fulfil certain criteria, such as being in medicinal use for a sufficiently long time, and hence
do not seem harmful in the normal conditions of use.

(8) N JIEH|HE—H TR LeAL R R 24 S M H B9 FFE— B s i, AT BEEE S — B2 3L
iR H s, 1% H s BB 2 i 2R ) —E ibndE, B, BA LW AHIZGHIPIsE, ImAEIEH 1§
M EF.

(9) Having regard to the particularities of herbal medicinal products, a specific committee should be
established within the European Agency for the Evaluation of Medicinal Products set up by Council
Regulation [(EEC) No 2309/93 of 22 July 1993 laying down Community procedures for the authorisation
and supervision of medicinal products for human and veterinary use and establishing a European Agency
for the Evaluation of Medicinal Products] 10 (hereinafter: the Agency). The committee should be
composed of experts in the field of herbal medicinal products. Its tasks should relate in particular to
establishing Community herbal monographs relevant for the registration as well as the authorisation of
herbal medicinal products.

(9) BRERNRL SR, SRR SIS I R 24t o PR RO R RROL — B TR fi 4y [1993 4 7
H 22 H, (EEC) No 2309/93 ¥37. 1 A FIAHE FH 24 i FHLAE AN M B (0 36 [R) A4 A P 950 7. 17 BRI 245 i i D
0] 10 CR3C: TR ). 2 o N H B 24 i U XA . HAT S5 E 3R @ or i ] T 5 24 i
TEMP AN ) FA B 258

(10) It is important to ensure full consistency between the new committee and the committee for human
medicinal products already existing at the Agency, in particular in case of a procedure regarding an
application, which concerns a herbal medicinal product and relies on Directive 2001/83/EC, appropriate
co-ordination between the two committees should be ensured, relying on the provisions of Article 55(2) of
Regulation 2309/93.

(10) PRIUEFTZE Gi AL H BTN 25 & R i) 58— BURAR R R, plid b 25245 i (1 F G
FEFF JF A 2001/83/EC F52BEAT AL BRI, PRI/ 53 2 AR 2309/93 25451 5 55 2558 I AE
BEATE S S A

(11) When deciding upon an application for registration of a traditional herbal medicinal product, the Member
State concerned should be obliged to take due account of authorisations or registrations previously granted
by another Member State for that product. In case where the authorisation or registration refers to a herbal
medicinal product for which a monograph has been established under this Directive, it should be
recognised, unless there are major objections of public health.

(11) FERIE —MEGUE L Sh KTEN RIS, A 510 Rl 3 A DTARIE 2475 18 LART 53— 5 I 127 i
RIBBCRE M e X TR AR & T LML R AT HRBRE M 5258, B5ART, BRAHEE 2
AR RIS T3 xS o

(12) The Commission should present a report on the application of the chapter on traditional herbal medicinal
products to the European Parliament and to the Council including an assessment on the possible extension
of traditional use registration to other categories of medicinal products.

(12) W EH 2 B3 22 24 BRI AR 8 22 B8 M SRAR G et 24 fy B2 19 HOR H03R 7, LA A% ST PR
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(13) It is therefore appropriate to amend Directive 2001/83/CE accordingly,
(13) [Hlk, RiE 244217 2001/83/CE 454 .

HAVE ADOPTED THIS DIRECTIVE:
Article 1

Directive 2001/83/EC is amended as follows:

(1) In Article 1 the following points (29) to (32) are added:
&laquo;(29) Traditional herbal medicinal product:
a herbal medicinal product that fulfils the conditions laid down in Article 16a;

(30) Herbal medicinal product:
any medicinal product, 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; in addition, the product may contain vitamins or minerals or other non-biological substances
for which there is well documented evidence for its safety; the action of the non-herbal substances must be
ancillary to that of the herbal active ingredients.

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

Herbal substances are precisely defined by the plant part used and the botanical name according to the
binomial system (genus, species, variety and author);

(32) Herbal preparations:
preparations obtained by subjecting herbal substances to treatments such as extraction, distillation,
expression, fractionation, purification, concentration and fermentation. These include comminuted or
powdered herbal substances, tinctures, extracts, essential oils, expressed juices and processed
exudates.&raquo;

O RIZIR 2
1%k

2001/83/EC $5 4 M51T 41 T
(D E5 L FPMALLRJLA: (29) - (32):
&laquo;(29) & Gt 2 i
LB T 3 16a 26 FE 25 AF I — AN B2 7=
(30) HZjZh i
A —ADHEANEAY R —NEREA TG, B NNV RS — AR
HF & VR NG Ry AT AT —Rh 25 s T, P~ ah o] LAS A B SCHRAE B L 2 Ak i 4 A &
B YR S AR AR s IR EE R B 24 R0 TR DI AR A0S BE 24 ¥ 1 1 B T R Sl BV 1T
(31) HZH)Ji
BB AR SE R Ak, R S, MYERAL, 2R, EER, REEHIN S,
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W H AR TEIEA, (AR EE . RZR R A B ) 58 0 I A N B 255
TG T A PR AL R L, M RIKIEA R (&, B, R RdGaAD.
(32) il
Y H ST R], EIEMAER, A, R, oW, itk IR T
MPESONIR I BEZ5 )5, IR, B, #ERM, RV RN T . &raquo;

(2) The following new chapter 2a is inserted in title I1I.
“Chapter 2a: Specific provisions applicable to traditional herbal medicinal products

(2) TFRFME Chapter 2a #5511 55
Chapter 2a: J& H T-1% 48 5 24 24 i (1) BAR 25K

Article 16a

A simplified registration procedure (hereinafter "traditional use registration™) is hereby installed for herbal

medicinal products which fulfil the following criteria:

(a) they are indicated exclusively for indications adapted to a traditional herbal medicinal product, which, by
virtue of its composition and purpose, is intended and designed for use without the intervention of a
medical practitioner for diagnostic purposes or for prescription or monitoring of treatment;

(b) they are exclusively for administration in accordance with a specified strength;

(c) they are an oral, external and/or inhalation preparation;

(d) the period of traditional use as stipulated in Article 16c¢ (1) (c) has elapsed,;

(e) the data on the traditional use of the medicinal product is sufficient, in particular the product proves not to
be harmful in the specified conditions of use and the pharmacological effects or efficacy of the medicinal
product are plausible on the basis of long-term use and experience.

However, in cases where the competent authorities judge that a traditional herbal medicinal product fulfils the
criteria for an authorisation in accordance with Article 6 or a registration pursuant to Article 14, the provisions
of this chapter do not apply.

5 16a %

BL24 i R O AR AEE, ATEEARIIEMAR T (ZJERR AR GERIEM 7.

(a) MATHE & T4 G524 i I ARFIE NRE . IXEefE Gpo 24 by UL SRR U3, A R 2
BT 5 B R TT BT R At RE (e .

(b) EATAT ARG TR € 1F F s B AR B AT L T B

(c) EfTREE AR, ANHAI BB o

(d) CIE5 16¢ (1) (c)FMUE AL GE N I3

(e) Z5dhIIEG N I BURE TS 701, Rel &7 s BGIE M FE T E AR T R EHFI, ARz
K AEal b, GBI B RO AT .

SR, B L RAIE AR E L MR R 55 6 SRA BN VE A bRdE,  BUKIRES 14 Z5I0EM, WAGE
FIAE 1) 2%

Article 16b
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1. The applicant and registration holder shall be established in the Community.
2. In order to obtain traditional use registration, the applicant shall submit an application to the competent
authority of the Member State concerned.

i 16b %
1. EE AR MR 2 SR E S R AT LY
2. N TIIRTHAL G N FVEM,  FE N A SRR R [ A M SR AR A i

Article 16¢

1. The application shall be accompanied by:
(a) the particulars and documents:
(i) referred to in Article8(3)(a)to (h),(j)and (K),
(ii) the results of pharmaceutical tests referred to in the first indent of Article 8(3) (i),
(iii) the summary of product characteristics without the data specified in Article 11(4),
(iv) in case of a combination, as referred to in Article 1 (30), the information data referred to in Article 16a
(e) relating to the combination as such; if the individual active ingredients are not sufficiently known,
the data need also relate to the individual active ingredients;

(b) any authorisation or registration obtained by the applicant in another Member State, or in a third country, to
place the medicinal product on the market, and details of any decision to refuse to grant an authorisation or
registration, whether in the Community or a third country, and the reasons for such a decision;

(c) bibliographical or expert evidence to the effect that the medicinal product in question, or a corresponding
medicinal product has been in medicinal use throughout a period of at least thirty years, including at least
15 years within the Community;

(d) a bibliographic review of safety data together with an expert report, and where required by the competent
authority, upon justified request, data necessary for assessing the safety of the medicinal product. Annex |
shall apply by analogy to the particulars and documents specified in point (a).

5 16¢ %

1. HIER A NS BR

(a) 475 Ao
(i) R 8 25(3)(@)2(h), () F1(Kk)
(i) HRIEEE 8 26(3) ()2 —Bef 2yl 4 R
(iii) P ARRFENEES, AN 10(4) 2 T RUE B TR EE .
(iv) 0% 1 (30)z&H5 i IAKE, Xt T&LET;, 5RITAXR 5 16a (e)7) MBREEREISIMH, &

BB BEVERS Y AN AR, P B th 25 5% B s PR A K

(b) FRTRE AR T B 0 B = AT B AR 24 5t T S ME AT, TR Sk A P B =, fE
] 75 PR E T BRI 01 LA S Al R 12 R )RR

(c) KT ARLEAEHIE H AT N 2> 30 4, WIEAEILFRIVR A A 2220 15 47 (103224 dh 3005 1 26 dh 1) 20
R SCHRUESR B SRR -

(d) ZATERHE K SCREEE M S, WEREE HRIE R EOR, FR IR BN BORR PP 25 5 (1 % 42
Pho SRR, IS T BIEM T (@) T ki E #4055 A

2. A corresponding medicinal product, as referred to in paragraph 1 (c), is characterized by having the same
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active ingredients, irrespective of the excipients used, the same or similar intended purpose, equivalent
strength and the same or similar route of administration as the medicinal product applied for.

2. it 2, WEs 1 B (o) TRy, SEARA AR FEREE R A5 EERTE T ROIR 7D, A R BR
ALY BB, AR, AR 24 (5 I AR [ B AL 45 245384

3. The requirement to show medicinal use throughout the period of thirty years, referred to in paragraph 1 (c),
is satisfied even where the marketing of the product has not been based on a specific authorisation. It is
likewise satisfied if the number or quantity of ingredients of the medicinal product has been reduced during
that period.

3. R LT A SRR RHIIRAL, 258 1 Be (o) i KAyt 30 4 AL P s kR W K=y 7
BIHT, SR RENE I R R N R BB B AR 2> 1, FIREE AT .

4. If the product has been available within the Community for less than15 years, the Member State where the
application for traditional use registration has been lodged shall refer the product to the Community for
Herbal Medicinal Products. The Committee shall analyse whether the other criteria fro a simplified
registration as referred to in Article 16a are fulfilled. On this bases, the Committee shall establish a
Community herbal monograph as referred to in Article 16h(3) on whose basis the Member State shall grant
or refuse the registration.

AR T AESL[RIR A N T HIAN A2 15 4R, 332 A% Ge A AV I FR U HA) 8 0 L 2 7 i SR AC 24 i R L 4
T R NIVPAL 2 16 2% a TR S SV E N B A R AR AT G, BRSNS 16 45 h(3) AT It
HISE R 25540, B B e ok e i 4 T VAT

Article 16d

Without prejudice to Article 16h(1), Chapter 4 of Title Il shall apply by analogy to registrations granted in
accordance with Article 16a.

5 16d %%

FEAE S 16 25 h(D)RITE LT, (2001/83/EC SH54) #=#%H 4 T rl [AFEE M THR G2 16 %% a 47
T -

Article 16e

1. Traditional use registration shall be refused if the application does not comply with Articles 16a, 16 b or 16¢
or if at least one of the following conditions is fulfilled:
(a) the qualitative and/or quantitative composition is not as declared,
(b) the therapeutic indications do not comply with the conditions laid down in Article 16 a,
(c) the product could be harmful in the normal conditions of use,
(d) data on traditional use is insufficient, especially if pharmacological effects or efficacy are not plausible

on the basis of long-term use and experience,

(e) the pharmaceutical quality is not satisfactorily demonstrated.

2. The competent authorities of the Member States shall provide the applicant, the Commission and any
competent authority requesting this, with any decision it makes to refuse traditional use registration on
safety grounds and the reasons for this.
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1. R HFIE55E 16a, 16 b 8L 16c AT, BUd)E T NRTEOLIEfR —Fh, 24E SR e 4
() EMF/E E RS P AR
(b) VRITIERIEAFF A 16 a S5 E %13
(€) FAAMIEIEE KA T REA FH &
(d) SN FERIATE S, FEREAE KN IG5t b, 2B 87 OR e U 4 5
(e) %l BB A 1S 2 NI = B 2

2. R Y R AR RS FE N AR T AR R TR HE () 75 A 0 S 3 A (AT A i3 B LA
R IR, RS 2 AT A 3258 24 JR BB SR — 4

Article 16f

1. The Committee referred to in Article 16h shall set up a list of herbal substances. The list shall contain with
regard to each herbal substance the therapeutic indication, the specified strength and the posology, the route
of administration and any other information necessary for the safe use of the herbal substance.

2. If an application for traditional use registration relates to a herbal substance contained in the list, referred to
in paragraph 1, the data specified in Article 16¢ (1) (b) (c) and (d) does not need to be provided. Article 16e
(1) (c) and (d) shall not apply.

3. If a herbal substance ceases to be included in the list, referred to in paragraph 1, registrations pursuant to
paragraph 2 for herbal medicinal products containing this substance shall be revoked unless the particulars
and documents, referred to in Article 16¢ (1)are submitted within three months.

5 16f 4%

1. k%5 Article 16h, Z& i NS —NELGYITH 3% 1% H kN SN FLGYFETTENAE, T5E
IR AR, 45 2 AR AR o Hofth 55 55 2590 o 1) 22 2 P A SR K 2445 2.

2. MRALG R AREMN HE 5 Hax CGB 1B R A FRIEGYIFTH %, Htnl IAGEHEES 16¢ (1) (b) ()
() SFTHREMBIR. 5 16e (1) (c) F1 (d)% HAEH.

3. MARHF CGB 1 BN HREAYREL L, KIS 2 BOENK . &A 120505252 i
Wedtnl, BRAFEIEER 16c (1)FRHIZR, F£="H AFIAHRKI AT RISCIE .

Article 169

1. Articles 3 (1) and (2), 4(4), 12, 17(1), 19, 20, 23, 24, 25, 40 to 52, 70 to 85, 101 to 108, 111(1) and (3), 112,
116 to 118, 122, 123, 125, 126 second indent, 127 of this Directive as well as Commission Directive
91/356/EEC 11 shall apply, by analogy, to traditional use registration granted under this chapter.

2. In addition to the provisions laid down in Articles54 to65 any labeling and user package leaflet shall contain
a statement to the effect that:

(a) the product is a herbal medicinal product for traditional use in a specified indication/specified
indications and that the safety and efficacy of the product rely exclusively on information obtained from
its long-term and experience; and

(b) the user should consult a doctor or a qualified practitioner if the symptoms persist during the use of the
medicinal product or should adverse effects not mentioned in the package leaflet occur.
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A Member State may provide that the labelling and the user package leaflet shall also state the nature of
the tradition in question.
3. In addition to the provisions laid down in Articles86 to99 any advertisement for a medicinal product
registered under this chapter shall contain the following statement: “the safety and efficacy of the product
rely exclusively on information obtained from its long-tern use and experience.”.

#5169 %

1. FIZEHER 73, R84 B 3 (AT (2), 4(4), 12, 17(1), 19, 20, 23, 24, 25, 40 ¥ 52, 70 %] 85, 101 % 108,
111(1) F1 (3), 112, 116 I 118, 122, 123, 125, 126 5655 B, 127 %k, VAR IL[AIAZ: 714511 91/356/EEC
84 11 & TAE T 57 L 5N N
2. BR T 54 3 65 SKME M SRS, ARTARREAFH P LRt B 45 8 A0, 5 — > T AR 75 B
() 7= it AL Gu S R T8 1 L 0 24 i, 7= it ) 22 A MR AN T AR T A A B FH R 22 56
B3R 101E B F

(b) FEERZG G SRR, QiR EESE, SO IO AR R SR A, A8 R Y v I AR R R
(I M s A 5 0
st 3 N 4 R R B A P A2 i B A5 8 P B 24 i AL G AR

3. Br 15 86 F| 99 25 HAE B Ak Ak, AT FUEMAARTZG s & A S an N A “F i i)
AT AR T A A 0 S FI 256 BT R4S 145 2.7

Article 16h

1. A Committee for Herbal Medicinal Products is hereby established. That Committee shall be part of the
Agency.

The Committee for Herbal Medicinal Products shall take over the tasks of the Committee for Human
Medicinal Products with regard to authorisations or registrations by Member States of herbal medicinal
products.

Where other medicinal products containing herbal substances are referred to the Agency under Chapter 4of
Title 111, the Committee for Herbal Medicinal Products shall, where appropriate, give an opinion on the
herbal substance.

The appropriate co-ordination with the Committee for Human Medicinal Products shall be ensured by a
procedure to set up by the Executive Director of the Agency according to Article 55(2) of Regulation
2309/93.

2. With a view to the appointment of the members of the Committee for Herbal Medicinal Products, each
Member State shall propose at least five persons selected on the basis of their role and their experience in
the evaluation of herbal medicinal products.

On the basis of those proposals the Executive Director shall appoint one member per Member State, taking
into account the need for the committee to be multidisciplinary in nature. Those members shall maintain
relevant contacts with the competent national authorities.

The members appointed on a proposal from the Member States may propose to the Executive Director
(with a view to securing their appointment) up to five additional members for the committee, chosen on the
basis of their specific scientific competence.

The members of the committee shall be appointed for a three-year period which shall be renewable.
Wherever possible, the committee shall seek to establish contacts, on an advisory basis, with associations
of people affected, patients and people working in the sector.
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3. The Committee shall establish Community herbal monographs for herbal medicinal products with regard to
the application of Article [10a] [10(1)(a)(ii)] as well as traditional herbal medicinal products. The
Committee shall fulfil further responsibilities conferred upon it by provisions of this chapter and other
Community law.

When Community herbal monographs in the sense of this paragraph have been established they shall be
used as the basis for any application. Where no such Community herbal monograph has yet been
established, other appropriate monographs, publications or data may be referred to.

When new Community herbal monographs are established, the registration holder shall within one year
after the date of establishment of such monograph, introduce a modification to the registration dossier in
order to comply with that monograph. The registration holder shall notify that modification to the
competent authority of the Member State concerned.

4. The Committee shall adopt its own rules of procedure.

5 16h %%

1 BT RS ﬁ%ﬁioﬁéﬁ K2 VRS UK B0
24 it 2 03 o AR N P 24 2 03 A Rl D3 LR 243 WV R AR A D T ) AR
e AR B %Tm*%(mm&%C%%%>%E%%4EF”%% PP LRI
B2 AR D1 NS g R T A L2 Ry R
25 i VPSR ROPRAT BE S RIAR Y 2309/93 VAR ZR B5(2) %%l ERE /Y, Mtk (HAMERE) 5
MNHZj 2 A= 2 B8 A 51
zﬁh %%éA JOE s BEAS R DA SRR A AT TR 5 24 e VAR U T A A ST R B HE R 6 AR .
R B, FRERIR AR ZARHE R T 2, 25 PP ST B R — A
mﬁwﬁﬁﬂﬁoﬁ%&AV%&Alimmﬁ%%ﬁ%ﬁ%O
MR8 B 53 A HER A48 € S 5% RT LA 28 fh PP A LA PAT B HERE 5 B 2 dh &R L R AAh Nk,
XN RRIEI S BN K.
RAREOVEM 3 4, WIEMFE. ZRAXNRATRERIEE SR G B ARG TAEA
AL IR AR .
3\ RO NIRRT 55[10a] [10(1)(a)(ii)] 5 HiH I 25 i AL L 25 b B ik . R NEATHE—
AHIRATT, AR AR 2R AR I R VR R B A
HABTR WSR2 LR E G, KA HIE RYE . HRR R 25 LR i S 2
Hi @M, WRIBSEE A EAZS %
A FERHEL LR R, EMTA ANAZ TR JE A, SEE SRR E
DATFE X0 JEMRFA & NACRL B OE I, IEIREA RR E EE 2R,
4. TR PRI A QR R

Article 16i

Not later than three years the date of entry into force of this Directive, the Commission shall present a report to
the European Parliament and the Council concerning the application of the provisions of this chapter.

The report shall include an assessment on the possible extension of traditional use registration to other
categories of medicinal products.”
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Article 2

1. The Member States shall take the measures necessary to comply with this Directive by 31 December 2004.
They shall forthwith inform the Commission thereof. When Member States adopt the said measures, they
shall contain a reference to this Directive or be accompanied by such a reference when officially published.

2. For the traditional herbal medicinal products as referred to in Article 1 of this Directive, which are already
on the market on the entry into force of this Directive, the competent authorities shall apply the provisions
of the present Directive within five years after its entry into force.
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Article 3

This Directive shall enter into force on the day of its publication in the Official Journal of the European
Communities.

% 3%

AR HAE (IR E I R E) RERZ HEAER.
Article 4

This Directive is addressed to the Member States.
Done at Brussels,

For the European Parliament  For the Council
The President The President
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