KPJIIT Ne 1/24.02.2025

M3NBJIHATEJTHA ATEHINS IO JIEKAPCTBATA
KOMUCHSI 3A PACTUTEJHU JJEKAPCTBEHU MPOAYKTH
JTHEBEH PEJ

Ha 3aceganue Ne 1/24.02.2025

l. Hdexnapupane ot wieHosere Ha KPJIII u or ekcnieprure u3BbH cheraBa Ha KPJIII
HA BCEKH NMOTEHIHAJIEH KOH(IUKT HAa HHTEPeCH 110 OTHOLIECHHE HA BCAKA TOYKA OT
aHeBHus pea Ha KPJIIL.

Il.  JlexkapcrBen(u) mnpoaykr(u), kanauaarcrBam(u) 3a PASPEHIEHHUE 3A
YHOTPEBA/PETUCTPALIUA no wi. 35/ ua. 37 ot 3JIIIXM/ PABHINPABAHE
HA OBXBATA HA PY no HauuoHaJ/IHA poueaypa.

1. INN/AB: Milk thistle dry extract, refined and standardised, DER (24-27:1); extraction
solvent acetone 95% v/v

[Toka3zanwus: TOKCHYHM YBPEKIAHUS HA YEPHHUS IPO0; cTEaTo3a Ha YepHUs Ipo0 (HeaaIKoxoHa
Y aJIKOXOJIHA); MOAIbPIKAIIO JICYCHUE Ha XPOHUYHH BB3MAJIUTEIHH 3a00JSIBAaHHUS HA YCPHUS
Ipo0; B KOMIUIEKCHA Tepamus Ha YEpHOAPOOHA IUPO3a; MpodUIaKTHUKA HA YEPHOIPOOHU
YBpCKAaHUd TMpU MPOABJDKUTCIICH MPUEM Ha JICKApCTBA, aJIKOXOJ, IIPU XpPOHHWYHA
WHTOKCHUKAIKUSA (B T.4. U TPOPECHOHAIIHA).

1. JlexapcrBen(u) mnpoaykr(u), kanwauaarcrBamy(u) 3a I[MOJHOBSBAHE na
pa3pelieHueTo 3a Ynorpeda/ya0CTOBEpPEeHHETO 32 PerucTpanusi no HANUOHATHA

npouenypa.

He ca npenBuaenu B AHEBHUSA pel.

IV. JlekapcrBen(u) npoaykr(u), kanauaarcream(u) 3a IPOMSIHA na pa3peulerue 3a
ynorpeba

2. me (cBOOOIHO M30paH0) Ha JlekapcTBeHus MpoaykT: Rowachol gastro-resistant capsules,
soft

INN/AB: Alpha-Pinene, Beta-Pinene, Camphene, Cineol, Menthone, Menthol, Borneol
ITokazanus: C”I)H’BTCTBaHIO CHUMIITOMAaTU4YHO JICUHCHUEC IIPpU qepﬁonpo6H1/1 U XKIBbYHHN
3a00IBaHUsI (XOJEIUTHA3A, XOJICIUCTHUT, JKITbUHU KOJIUKH, TUCKHHE3MUS HA KITBYHUTE MHTHUIIIA,
BB3MAIUTEIIHA 3a00JIsIBaHUs HA YePHUS IP00).

IMpomsana Tun Il (6e3omacHoct): IIpomens ce pexumbT Ha oTtmyckane ot "[lo nekapcko
npeanucanue’ Ha "be3 nexkapcko npeanucanue’.

3. Nme (cBOOOIHO M30paH0) Ha JIeKapcTBEeHUs MpoayKT: Rowatinex gastro-resistant capsules,
soft
INN/AB: Alpha-Pinene, Beta-Pinene, Camphene, Cineole, Fenchon, Borneol, Anethole
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[Tokazanusa: CUMNTOMATHYHO JieYeHHE Ha ObOPEUHM KOJMKH W Bb3IMAJICHHE HA YPUHAPHUS
TPaKT CBBp3aHu ¢ HedponuTuasa. [lognmomara pa3TBapsiIHETO Ha KaMBbHH OT OTICIIMTEITHATA
cUcTema.

IMpomsna Tun Il (6e3omacHoct): Ilpomens ce pexumbT Ha ortmyckane ot "[lo yekapcko
npeanucanue’ Ha "be3 nekapcko npeanucanue’.

V. Jlpyru BbIpocH

He ca NpeABUACHU B JTHCBHUSA PCU.
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