KXJIIT Ne 1/19.05.2023

M3NBJIHATEJTHA ATEHINS IO JIEKAPCTBATA
KOMUCHS 3A XOMEONATHYHHU JIEKAPCTBEHM IPOIYKTH
JTHEBEH PEJ

Ha 3acexqanue Ne 1/19.05.2023

l. Hexnapupane ot ywieHoBere Ha KXJIII u ot excneprure u3BbH cheraBa Ha KXJIII
HA BCEKH NMOTEHIHAJIEH KOH(PIUKT HAa HHTEPEeCH 110 OTHOLIECHHE HA BCAKA TOYKA OT
aHeBHus pea Ha KXJIIL.

Il.  JlexkapcrBen(u) mnpoaykr(u), kanauaarcrBam(u) 3a PASPEHIEHHUE 3A
YIHOTPEBA/PET'MCTPALIUSA o 4in.35/ wi.37 ot 3JIIIXM/ PABIHINPABAHE HA
OBXBATA HA PY no HanuoHaJiHa npoueaypa.

1. INN/AB: Brain Derived Neurotrophic Factor 4C
[Mokazanust: be3 cenupuyH TepaneBTHYHA TOKA3aHHUS.

2. INN/AB: Apis mellifica 15 CH; Pollens 15CH; Poumon histamine 15 CH

ITokazanusga: CUMIOTOMAaTHYHOTO JIEUEHHE Ha AJICPTUUCH PHUHUT (CCHHa xpeMa) — KHXaHC,
CeKpenus U ChbpOexk B HOCA, 3aIlyIIeH HOC; ChpOeXK, ChI3EHE, YCEIIaHe 3a MapeHe U JIpa3HEeHE B
OYHTCEC.

3. INN/AB: Ammonium bromatum D4; Atropinum sulfuricum D6; Cuprum sulfuricum
D6; Magnesium phosphoricum D6; Passiflora incarnata D2; Veratrum album D6;
Amanita muscaria trit. D4; Citrullus colocynthis trit. D4; Gelsemium sempervirens trit.
D6; Matricaria recutita D3; Acontinum napellus D6

[Tokazanus: [Ipu cria3mu Ha OpraHuTe C IJ1ajgKka Myckysiarypa (CToMax, 4yepBa, KJIb4Ka, MaTKa,
IINKOYHHU H’bTI/II_I_Ia), KaKTO U CIIa3MHU Ha HAIIPpCUYHO HaGpazz[eHaTa MYCKYyJIaTypa (MI/IOFCJ’IO?»& u
MYCKYJIHU KpamIIx).

1. JlekapcrBen(u) mnpoaykr(u), kanwauaarcrBamy(um) 3a I[IOJHOBSBAHE na
pa3peleHHeTo 32 ynoTpeda/y10CcTOBEPEHHETO 32 PerucTpamus M0 HAIMOHAJIHA
npouenypa.

1. ime (cB0OOHO M30paHo) Ha nekapcTBenus nmponykr: CEFAVORA tablets

INN/AB: Ginkgo biloba trit. D4; Viscum album trit. D4; Crataegus trit. D4

[MTokazanus: 3a oOneK4aBaHe HA CHMITOMHTE (TJIaBOOOJIME U CBETOBBPTEXK) MPH HAPYLICHUS
Ha KPHBOOPOCSIBAHETO OT ChP/ICUCH HITH ChJIOB IPOU3XO]I.

2. Nme (cBoboaHO M30paHo) Ha nekapctBeHus npoaykr: GUNA-INTERFERON GAMMA
oral drops, solution

INN/AB: Interferon gamma 4C

[Tokazanus: bes cienuduann TepaneBTUYHN MTOKA3aHUS.
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3. Nme (cBoGOmHO M30paHo) Ha aekapcTBerus mpoaykr: GUNA-INTERLEUKIN 12 oral
drops, solution
INN/AB: Interleukin 12 4CH

[okazanwus: be3 cienuduyuHu TeparneBTHYHU TOKA3aHUS.

4. Nime (cB0OOIHO M30paHo) Ha ekapcTBenus npoaykt: OSTEOBIOS oral drops, solution
INN/AB: Calcium phosphoricum D12; Os suis D10; Os suis D30; Os suis D200; Glandula
parathyreoidea suis D10; Glandula parathyreoidea suis D30; Glandula parathyreoidea
suis D200; Calcium carbonicum Hahnemanni D12; Calcium carbonicum Hahnemanni
D30; Calcium carbonicum Hahnemanni D200; Calcitonin D6; Calcium phosphoricum
D30; Calcium phosphoricum D200; Calcium fluoratum D12; Calcium fluoratum D30;
Calcium fluoratum D200

ITokazanuga: 3a BpPEMCHHO oOJIeKuaBaHe Ha CUMIITOMH, CBBP3aHH C OCTPU H XPOHHUYHHU
(bpakTypu W HapylmieH KOCTEH MeTa0OJIM3bM, KaTO OCTpa W ThIa 0OJKa B KOCTUTE, O0ABHO
3a3apaBsaBaily GpaKTypH.

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

1. me (cBoOOmHO M30paHo) Ha sekapctBenus nponykr: TARTEPHEDREEL oral drops,
solution

INN/AB: Atropa Belladonna D4; Blatta orientalis D 6; Lobelia inflata D 4; Naphthalinum
D 6; Natrium sulfuricum D 4; Psychotria ipecacuanha D4; Kalium stibyltartaricum D4;
Illicium verum D3; Arsenum iodatum D6

[Tokazanust: BpoHXUTH, BKJI. aCTMAaTUYHU; HEMPOJYKTUBHA KalUIMIA, OCOOCHO MpPU acTMa U
KOKJIIOII; KaTapy Ha AMXATEJIHUTE IbTUILA.

ITpomenn: B.1.z (C.1.z) Ilpomenu (6e3omacHoCT/e(hUKaCHOCT) Ha JIEKAPCTBEHU MPOAYKTH 32
XyMaHHaTa MeaunuHa. Jlpyra npomsita - Akryanusupane Ha KXII B 1. 4.3 [IpoTtuBonoka3anus
(mpemaxBa ce NpPOTHBOIIOKAa3aHMETO "HapylleHWe Ha LIUTOBUAHATa >ie3a") um T. 4.4
CriennaiHy npeaynpexIeHuss U Ipeana3Hu MEpKU Mpu ynorpeda (BKiIo4Ba ce WHpopmanus
3a ChABPKAHHE U KOJIMYECTBO Ha MOMOIIHOTO BELIECTBO €TaHON), U ChOTBETHUTE Pa3/ieiy Ha
JIT1, B3 OCHOBA HAa HOBM HAYYHHU JaHHU U TyOJIUKaINK, akTyainu3upadn Annex to the European
Commission guideline on 'Excipients in the labelling and package leaflet of medicinal products
for human use' (SANTE-2017-11668) u B chotBeTcTBHUE ¢ HacTosmus QRD dopmar.

2. Nme (cBOOOIHO M30pano) Ha iekapcTBenus npoaykt: TRAUMEEL S oral drops, solution
INN/AB: Achillea millefolium dil. D3; Aconitum napellus dil.D3; Arnica montana dil. D2;
Atropa Belladonna dil. D4; Bellis perennis dil. D2; Calendula officinalis dil. D2;
Echinacea purpurea dil. D2; Hamamelis virginiana dil. D2; Hepar sulfuris dil. D8;
Hypericum perforatum dil. D2; Matricaria recutita dil. D3; Mercurius solubilis
Hahnemanni dil. D8; Symphytum officinale dil. D8; Echinacea dil. D2

Tlokazanus: HapaHSIBaHI/IH, KaKTO HaBAXBaHHA, U3KbJIUBAHUWA, HATHPTBAHUS, KPHBOUIJICBU,
CTaBHU WU3JIMBU, CYUYIIBAHUA HA KOCTH, TOCTOIICPATUBHU W IIOCTTPABMATHYHU OTOLHU,
ImoayBaHHWd Ha MCKUTC 4YacCTH. Bo3namurenau u CBbp3aH C BBIMNAJICHHUA ACTCHCPATHBHU
nponecu Ha pas3IMdYHU OpraHd U TbKaHH, oco0eHo Ha OIIOpHUA W ABUTAaTCIIHUA allapar /
TEHJIOBaruHUT, CTUJIOWJUT, CMMUKOHIWIUT, OypCUT, XyMepOCKamyJapeH MepuapTputr u ap./
apTpo3a Ha 6CﬂpeHI/ITe, KOJICHHUTC U MAJIKUTC CTaBU.

[Ipomenu: B.1.z (C.1.z) Ilpomenu (6e3omacHocT/epuKacHOCT) Ha JIEKAPCTBEHH MPOAYKTH 3a
XyMaHHaTa MeaunuHa. Jpyra npomssa - Akryanusupane Ha KXII B 1. 4.2 Jlo3upoBka 1 HaunH
Ha MPUJIOKEHHE (BKIIIOUBA CE MPEAYIPEKICHUE U TTPENophKa 1a HE Ce yHoTpeOsBa MpoayKTa
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HEMPEKbCHATO TMO-ABJITO OT § CeAMUIIM, Thi KaTo ChIbpka exuHares) u T. 4.4 CrenuaiHu
MIPEIYIPEKJACHUS U MIPEANA3HI MEPKH NP yIOTpeda B ChOTBETCTBUE C aKTyalIM3upaH Annex
to the European Commission guideline on 'Excipients in the labelling and package leaflet of
medicinal products for human use' (SANTE-2017-11668) - ethanol, u cbOTBeTHUTE pa3/ieiii Ha
JII1, xakTO M MPUBEXKIaHE HA MPOYKTOBaTa MH(POPMAIIUs B ChOTBETCTBUE ¢ HacTosmwmsa QRD
111a0JI0H.

3. Nme (cBOOOHO M30paHo) Ha JekapcTBeHus npoaykt: ZEEL T ointment

INN/AB: Acidum silicicum D6; Arnica montana D2; Cartilago suis D2; Coenzym A D6;
Embryo suis D2; Funiculus umbilicalis suis D2; Nadidum D6; Natrium
diethyloxalaceticum D6; Placenta suis D2; Rhus toxicodendron D2; Sanguinaria
canadensis D2; Solanum dulcamara D2; Sulfur D6; Symphytum D8; Acidum
alphaliponicum D6

[lokazanmst:  Aptpo3u  (0COOCHO  TOHApTPO3H),  MOJMAPTPO3H,  CHOHIWIOAPTPO3a,
XyMepOocCKaIlyiapeH nepuapTpur.

IMpomenu: B.1.z (C.1.z) Ilpomenu (6e3omacHoCT/€pUKACHOCT) HA JIGKAPCTBEHU MPOIYKTH 32
XyMaHHaTa meaumuuHa. Jpyra npomsHa - Axrtyanusupane Ha KXII B 1. 4.4 CneuuanHu
NPEIyNpexaeHUusT W TpeAlna3sHd MEpKH Tmpu ynorpeba (BKiIouBa ce HWHPOpManus 3a
ChIbPKaHUE U KOJMYECTBO Ha I[IOMOIIHOTO BEIIECTBO €TaHON (aJKOXOJ), CBhIJTIACHO
aktyanmmsupanus Annex to the European Commission guideline on 'Excipients in the labelling
and package leaflet of medicinal products for human use' (SANTE-2017-11668) u T. 4.6
®epTunuTer, OpEeMEHHOCT U KbpMEHE (IIPeMaxBaT c€ BCHUKH MPEAYIPEKICHIS BbB BPb3Ka ChC
Sanguinaria ot TekctoBere - The German Graduated Plan of 2008 for Chelidonium), u
cboTBeTHUTE pasgenu Ha JIII, kakTo M mpuBekIaHe Ha MPOAYKTOBaTa WHpOpManus B
cboTBeTcTBUE ¢ HacTosmusa QRD mabioH.
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