PETJIAMEHT (EMO) Ne 1422/90 HA KOMUCHUSTA
ot 23 maii 1990 roauna

OTHOCHO KJAaCHPAHETO HA ONIPEACJICHN CTOKH B KOMﬁI/IHI/IpaHaTa HOMCHRJIATypa

KOMMCHSATA HA EBPOIIEMCKUTE OBI[HOCTH,
Karo B3e npensua Jloroopa 3a cb3naBaHe Ha EBponelickaTa HKOHOMUYECKa OOIIHOCT,

karo B3e npensuj Permament (EMO) Ne 2658/87 na CbBera OTHOCHO TapugHaTa H

CTATHCTHYECKA HOMEHKIaTypa n O6IiaTa MUTHIUECKa Tapu(a’, TOCIEIHO H3MEHEH C
2

Pernament (EMO) Ne 1251/90°, u mo-crnienuaito wieH 9 ot Hero,

KaTo UMa IpeJBHJ, Ye ¢ Led Ja Ce OCUTYPU eHaKBo npuiaraHe Ha KomOuHupaHnara
HOMEHKJIATypa, MPUIOKEHAa KbM BBIPOCHUS PErVIaMEHT, € HeoO0XoAuMo na Obaar
IIPUETH Pa3nopeadU 3a KJIACUPaHETO Ha CTOKHUTE, BKIIOYEHU B MPUIIOKEHUETO KbM
HACTOSIUS PETJIAMEHT;

kato uma npeasui, ye Permament (EMO) Ne 2658/87 ycraHoBsiBa oOmiuTe npaBuia 3a
THIKyBaHeTO Ha KoMOMHMpaHaTa HOMEHKIIATYpa M Y€ T€3H MpaBHiia Ce MpuIaraT u 3a
BCsAKa Apyra HOMEHKIATypa, KOSITO c€ OCHOBaBa M3ISUIO WM YaCTUYHO HA Hesl WU
KOSATO JT00aBsl TIOJIO3WIIMU KBM HEs, W KOATO € YCTAaHOBEHA Ype3 CICIHATHU
pasnopen6u Ha OOIIHOCTTA ¢ Orjie/ MpHJIaraHeTo Ha TapudHU WKW APYTU MEPKH,
CBBP3aHH C ThPTOBHSTA ChC CTOKU;

KaTo MMa MpeABHJ], Y€ B CHOTBETCTBHE C YNOMEHATHUTE OOIIM MpaBWJIa CTOKHTE,
OIIMCAaHU B KOJIOHA 1 oT annomeHaTa Ta6J'II/IIIa KBbM HACTOAIIIUA pernaMeHT, Tp$I6Ba
Jla ce KiacupaT moja choTBeTHUTE konoBe mo KH, mocoueHu B konoHa 2, Bb3 OCHOBa
Ha MOTHBUTE, IOCOUYCHH B KOJIOHA 3;

KaToO HuMa IMpEeABHM, Y€ MCPKUTC, IMPCABUICHU B HACTOAIMUA PCriIaMCEHT, Ca B
ChOTBETCTBHEC CHC CTAHOBHUIICTO HA Komurera no HOMCHKIJIaTyparta,

ITPUE HACTOAIIWA PET'TTAMEHT:
Ynen 1

CrokuTe, omucaHM B KoJNOoHa | OT mpuiokeHaTa TaOiWila, ce KiIacupar Ioj
croTBeTHUTE KOoAoBe o KH, mocodenn B koyioHa 2 OT mocoueHara TadJnIia.

Ynen 2

1 OB L 256, 7.9.1987 r., cp. 1.

20B L 121, 12.5.1990 r., cp. 29.



HacrosiuusiT pernameHT BiuM3a B CHJIA Ha JBajeceT M MbPBHUS JIEH Clel
nyonaukyBaHeTo My B Oguyuanen eéecmnuk na Egponetickume oouHocmu.

HaCTOHH_II/ISIT PEriiaMCHT € 3aAbJDKUTCIICH B CBOATA IAJIOCT U CC IIpUiara nmpsaKo BbHB
BCHUYKH OAbPKABHU-UYJICHKU.

CscraBeno B bprokcen Ha 23 maii 1990 roguna.
3a Komucuama:

Christiane SCRIVENER

Ynen na Komucusma



1IPHJIO’KEHUE

Onucanue Ha CTOKaTa Kitacupane B kog no KH Motusu

1) (2) 3)

1. [Tpenapat noz | 2106 90 91 Knacupanero ce ompeznenss or oOmu
dbopMara Ha >KETaTUHOBH npaBwia 1 u 6 3a ThIKyBaHE Ha
KalcyJld, HENpUroJIeH 3a KomOunupanara HOMEHKIaTypa, OT
nponaxx6a Ha  apeOHO. oenmexxka 1 a) kpM rmaBa 30 m ot
Bcesika kancyna cpabpka: TekcroBeTe Ha konxoe no KH 2106,
— Maclio OT CapJIUHU 210690 1 2106 90 91.

500,0 mg; Tbii KaTo MPOIYKTHT HE € MPUTOTBEH
— yechbH Ha npax 60,0 HUTO 3a TEparneBTUYHU, HUTO 3a
mg; npopWIAKTUYHN LENH, TOW Ce CYHTa
— myeneH Bocbk 24,0 3a XpaHUTENHA J00aBKa, KaKTO €
mg; OMHCAaHO B OOSICHUTEIHUTE OEIEeKKU
— pacTturesneH KbM XapMOHHM3HpaHaTa CHCTEMa 3a
emynratop 11,0 mg; Koz 2106.

— aHTHoxkcugant 5,0

mg.

2. IIpenapat nox | 2106 90 91 Knacupanero ce ompezgens or oOmu
¢bopmata Ha TabNeTKH, npaBwia 1 u 6 3a TBIKyBaHE Ha
MIPUTOJIEH 3a MpoAaxda Ha KoMOuHnpanata HOMEHKJIATypa, OT
npeObHO, C  TPWIOKEHU oenexxka 1 a) xpM rmmaBa 30 u or
JaHHH 3a CbCTaBa H TekcToBeTe Ha komoBe mo KH 2106,
yKazaHus 3a ymnotpeoa. 2106 90 1 2106 90 91.

Bceska Tabnerka cpabpxa:

— JICTa OT Iamas Ha TBI KaTO NMPOAYKTHT HE € NMPUTOTBEH
mpax 152,5 mg; HUTO 3a TEpameBTUYHH, HHUTO 32
— narauH 17,5 mg; NpOoPUIAKTHYHU 1IE€NH, TOH CE€ CUHTa
— BEIIECTBA, 3a XpaHWTelHa J00aBKa, KaKTO €
MOJICUJIBAIIM  JAEMCTBHUETO ONKMCAHO B OOSICHUTEIIHUTE OENIekKKU
Ha OCTaHAJHUTE CBHCTABKHU KbM XapMOHHU3MpaHaTa CHUCTEMa 3a
80,0 mg. kox 2106.

[IponykTsT chabpxka 4 %

3axapo3a  (BKJIIFOUUTEITHO

WHBEPTHA 3aXxap)

3. Ilpenapat mox ¢dopmara | 2106 90 91 Knacupanero ce ompezgenss oT oOmu

Ha JXCIAaTUHOBHU KaHCYJ'II/I,
ChIBPXKAIN EKCTPAaKT OT
YeChH B PAaCTUTEIHO
Macio, OITaKOBaH 3a
nponaxx6a Ha JpebHO, ¢
HpI/IJ'IO)KeHI/I JaHHU 3a
ChCTaBa W YKa3aHHs 3a

mpaBuna 1 u 6 3a ThIKyBaHE Ha
KomOunupanata HOMEHKIaTypa, OT
oemexxka 1 a) xpM rmaBa 30 m ot
TekcToBeTe Ha kojgoBe nmo KH 2106,
2106 90 m 2106 90 91.

TBI KaTO NPOAYKTHT HE € IMPUTOTBEH
HATO 3a TEpaneBTUYHU, HUTO 3a




ynorpeoa.

4. Tlpenapat nox opmarta
Ha TaOJIETKH, HEIPUTOJICH
3a mpoaaxkba Ha apeOHO.
Bcesika Tabnerka chappxka:
— 4echH Ha  Mpax

270,0 mg;

— cyxa CcypoBaTka
216,5 mg;

— oupena wMas 27,0
mg;

— QIITUHOBA
kucenuna 22,0 mg;

— KEJIIT (Mopcko

Bojz0pacio) 9,0 mg;

— MarHe3ueB creapar
5,5 mg;

[TpoaykTsT ChABPKa
TETJIOBHO IToBeue oT 2,5 %
MJIeUeH MPOTEHH.

5. Ilpenapat nox ¢opmara
Ha TaOJETKU, MPUTOJICH 3a
npopax06a Ha JpebGHO, C
NPUJIOKEHH  JAaHHH 32
CbCTaBa W YyKa3aHUsA 3a
ynotpeba. Besika Tabnerka

ChIbpIKa:
— Oporm (Radix
Rubia) na nmpax 200 mg;
— BEI[ECTBA,

MOJICUJIBAIIMA  JAEMCTBHETO
Ha OCTAaHAJUTE CbCTABKU
50,0 mg;

[IponykTsT chabpxa 14 %
3axapo3a  (BKJIIOUHTEIIHO
WHBEPTHA 3axap).

2106 90 99

2106 90 99

npoQUIAKTHYHHA ITIENIA, TOW Ce CUMTa
3a XpaHUTEJIHA J00aBKa, KakTO €
OIIMCAaHO B OOSICHUTEIIHUTE OEJIeKKU
KbM XapMOHH3HMpaHaTa CHCTEMa 3a
kox 2106.

Knacupanero ce ompezens oT oOmu
npaBwia 1 u 6 3a TBIKyBaHE Ha
KoMOunupanata HOMEHKJIATypa, OT
oenexka 1 a) kbM riaBa 30, KakTo H
OT TekcToBeTe Ha kogoBe 1o KH 2106,
2106 90 u 2106 90 99.

TBi KaTO NPOAYKTHT HE € MPUTOTBEH
HUATO 3a TEpareBTUYHU, HUTO 3a
npoUIAKTUYHU IIeNId, TOM ce cuMTa
3a XpaHWTEeNHAa J00aBKa, KaKTO €
OMHCAHO B OOSICHUTEIHUTE OElekKU
KbM XapMOHM3MpaHaTa CUCTEMa 3a
xon 2106.

Knacupanero ce ompezgens or oOmu
npaBwia 1 u 6 3a TBIKyBaHE Ha
KomOuHupanata HOMEHKJIATypa, OT
oenexka 1 a) kbM rnaBa 30, KakTo #
OT TekcToBeTe Ha kogoBe no KH 2106,
2106 90 1 2106 90 99.

TBI KaTO NPOAYKTHT HE € IMPUTOTBEH
HUTO 3a TEpareBTUYHU, HUTO 3a
npodWIaKTUYHU LEeNH, TOW ce CUMTa
3a XpaHUTENHA J00aBKa, KaKTO €
OMKCAHO B OOSICHUTEIHUTE OEJeKKU
KbM XapMOHM3MpaHaTa CHUCTEMa 3a
kox 2106.




