MHWHUCTEPCTBO HA 3IPABEOITAZBAHETO

PASBPEINIEHMUE

3A ITYCKAHE HA ITA3APA HA BUOIIMJIEH
IIPEITAPAT

Ne 0812-1/31.07.2009 r.

Ha ocHoBanue 4. 14, an. 1 n 4. 191, an. 5 or 3akoHa 32 3a1HTa OT BPEAHOTO
Bb3/IeHCTBHE HA XHMH4YHHTE BelllecTBA U NpenapaTH, Noaa eHo 3asiBJeHUe ¢ BX. Ne
13-bI1-45/07.04.2008 r. u 3anoBex Ne PJI 15-1292 ot 15.05.2008 r. Ha MHHHCTBPA Ha

3paBeona3BaHeTo,

PA3ZPEIHABAM ITYCKAHETO HA ITA3APA HA:

L. Tbproecko HanMeHOBaHHe Ha GHOLHUAHMS NIpenapart
“BROS — nnactuHa 3a enexkrpodymurarop”

II. Ame u aapec Ha JHLETO, KOETO MycKa HA Na3apa GHOLMAHUSA npenapaT
“Bros Sp.j.”ul. Karpia 24, 61-619 Poznan, Polska,

ten. 061/82 62 512

dakc: 061/82 00 841

II1. Ume u aapec Ha NPOM3BOAKTE S HAa GMOLMAHUS NpenapaT
“Bros Sp.j.”ul. Karpia 24, 61-619 Poznan, Polska,

ten. 061/82 62 512

dakc: 061/82 00 841

IV. Buag na OwouuaHMs mpenapaT CbIJIacHO npHiaokenue Ne 12 Ha
Hapen6aTa 3a yc/I0BHATa M peia 3a MyCKaHe HA Na3apa Ha GHOLHAM
I'pyna 3 buouuau 3a 6op6a ¢ BpeauTeaure




[Toarpyna 18 MHcexTuuuan, akapuumayn v GHoLMaHM 32 6opba ¢ Ipyry 4JIEHECTOHOI!U.

V. Bua na GHouuaHUsA npenapat (rpaHyJiaT, TeUHOCT, npaxoo0pa3seH u ap.
TeBpA/ nnacTHHA OT UMNPErHUPaH KApTOH

VL. lanHu 32 aKTHBHOTO BeLleCTBO/BEIECTBA B CHCTABA HA GHOLMIHHS npenapar

A. XHMHYHO BelllecTBO/BelIeCTBA

Ne | XHMHYHO HaHMeHOBaHMe CAS Ne n EC Ne, KoHuenTpauus Ha
no KOr'aTo TAKHBA ¢a | aKTUBHOTO BELIECTBO B
el omnpenejeHH METPHYHH eAHHHIIH

1. (RS)-3-anun-2-metun-4- CASNe - 2.69g/100g
okcouukaoneHt2-enun (1R,3R)- ECNe npoaykr 3a
2,2-numetun-3(2-merunnpon-1- pacTHUTENHA 3allUTa
€HUJI)-LIMKJIONponaHKapOGoKeuaatT
(cmec ot 2 n3omepa IR Tpanc:
camo 1R/S 1:3)/ec6uotpun

2.

b. MuKpoOpraHH3bM/MHKPOOPraHH3MH

Ne  |OGwmonpuero Taxkconomuuno lam KonuenTpauus na

N0 |HAMMEHOBaHHEe U |HAHMEHOBaHHe AKTHBHHSA OPraHM3bM

pel | CHHOHHUMM B CbCTaBa HA
OHONMAHMS Npenapar

1.

2.

VIL O6aact/06aacTH Ha NPHIOKEHHE
3a 6opba ¢ KomapH.

VIIL. Hauuu Ha ynorpe6a

IInactnHata ce u3BaXiia OT OMAKOBKATa U ce MOCTABS B NPOLIENa Ha enekTpodymuraropa.

EnexrpodymuratopsT ce BKIIOUYBA B eneKTpHueckata Mpexa. EaHa nnacTuua OCUrypsBa
3allluTa OT KOMapu IpW OTBOPEH MNpO30pel W 3anmajeHo OCBeT/ieHWe 3a 8§ vyaca.
EnextpodymuratopsT Mosxe Aa ce U3non3Ba ¢ eHAa M ChINA MIACTHHA C NPEKBbCBAHMUS.
H3xabenata nnactvHa npomens uperta cu. CMsHaTa Ha MacTHHATA CTaBa NpH U3KIIOYEH
OT ToKa enektpogymurarop. Crnen ynotpeba enektpodbymuratopa ce M3KIIOYBA OT

CIICKTPHUYECKaTa Mpexa.

Ypenst ce usnonssa B nomeeHns ¢ A06po nposeTpsBade U pY OTBOPEHH MPO30PLH.
AKO Ce Mpujiara B 3aTBOPEHO MOMELUCHHE B OTCBCTBUE HA XOpa M JOMALIHH Mo6UMLH,
CNIeA NPUKIIOYBAHE Ha yMHraLysTa NOMEIIEHHETO TpsiGBa 1a ce NpOBETpH no6pe. Jla He
CE M3MOJI3BA B MOMELUCHHE, KBIETO MMa HEMOKPUTH XPaHH, Majiki Aeua, 60IHH Xopa u
X0pa ¢ ajepruyHu NpoGiemMH.




Mla He ce nokpuBa ypena no Bpeme Ha paboTa, fa HE Ce JOKOCBA C MOKPH PbLIE U METATHH
npeamety. Jla He ce npwiara B GIM30CT ¢ M3TOYHMUM HA 3anajBaHe, OTKPUT OFBH M
MCKPH, KaKTO W BJiara.

Pasxoana Hopma:1 nnactunka / 20 — 40 M/ 3a 8 yaca B AeHOHOIKe.

HuTeppan Mexkay o6paGoTinre: OGpaGoTkara ce NoBTaps Npy HEOGXOAUMOCT MM npes
HUHTEpBaau oT 8 yaca.

IX. lannu 3a ki1acudpuuupane U eTHKeTHPaHe Ha GHOUMIHHS NpenapaT

A. bMoumaeH npemapatr ¢ aKTHMBHO BeleCTBO/BelIeCTB2 — XHMMYHO
BellleCTBO/BellecTBA

KaTeropusi/kateropum Ha onacHoct
N Onacen 3a okosnHaTa cpena

CHMBOJH H 3HAIH 32 ONMAacCHOCT
N

¥

Onacen 3a okoJaHaTa cpea

R-¢pa3u
R50/53 CunHo TokcuueH 3a BOJHM OpraHM3MM, MOXe Aa MPHYMHM AbJIrOTpaiHU
HeOnaronpuaTHU edekTH BB BOAHATA Cpefia

S-ppa3zu

S2 Jla ce masu ganeye oT JOCTbI Ha JAelia.

S46 I1pu norbinaHe Ja ce HOThPCH He3a0aBHO MEAMLIMHCKA MOMOIL M 13 Ce MOKaXKe
ONaKoOBKaTa WM ETUKETHT.

S 61 Ta ne ce jonycka u3nyckaHe B OKOJIHaTa cpena. Bikre crieuuannute MHCTPYKLHUH/
MHGOPMALIMOHHUS JIUCT 3a 6€30NacHOCT

b. Buounpen npenapar ¢ aKTHBHO BellleCTBO/BellecTBa -
MHKPOOPraHH3bM/MHKPOOPTaHH3MH, BKIIOYHTEIHO BUPYCH H (yHTH

1. KaTeropus/kaTeropns Ha onacHoCT, CHMBOJIH M 3HALH 32 OMACHOCT H R-¢pa3mn,
S-¢ppa3zu

................................................................................................................................................

2. PuckoBata rpyna, B KoSITO € KJIaCHOUUHPAH AKTHBHHST OPraHH3bLM ChIAACHO
Hapen6a Ne 4 3a 3ammTa Ha paboTeluTe OT PHCKOBE, CBBP3AHH ¢ eKCTIO3MIHS Ha
OHOJI0rHYHH areHTH Npu paboTa (06H., [IB, 6p. 105 ot 8.11.2002 1.) .

................................................................................................................................................

................................................................................................................................................




X. /lanHu 32 onakoBKaTa (BHA Ha ONAKOBKATa, BMECTHMOCT)
[TnactiHu OT cun uMnperHupan kapto no 0.847 g

XI. Kateropus Ha notpeGurennre
MacoBa

XII. CieunuyHA H3HCKBAHHS HJIH OrPaHHYCHHS

1. a ce cnasaT usnckBaHusaTa Ha 4. 5, an. 1 ot HapenGata 3a onakoBkuTe M
OTnagbLuTe OT onakoskute (06H., B, 6p. 19 ot 09.03.2004 r.), kaTo ce NOCTaBAT
HeoOX0AUMHUTE MapKHPOBKH.

2. Jla ce MOMBIHAT AeK/IapalMUTE 3@ CHOTBETCTBHME, ChIJIACHO uJl. 4, an. 3 v un. 6, an. 2
oT Hapenbata 3a omakoBKKTE M OTNAagbUMUTE OT ONAKOBKHTE

I''TABEH ABbPXXABEH
3APABEH HUHCIIEKTOP:

J-P T. TEHEB




