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IIOKAHA

3A
Ilpeoocmaegane na oghepma 3a 0ocmasexa Ha Hepaspewenu ¢ Penybnuka
Bwnzapua nexapcmeenu npodykmu unu 1eKapcmeeHu npooyKmu om Cnucbvka
no un. 266a, an. 2 om 3VIIIXM, 3a Koumo HAMaG OelicMeauio pamMKo8o
cnopasymenue

B m3nbiaHenne Ha pasnmopenbure Ha 4i. 156 m wn. 158, an. 1 or Hapemba Ne 10 or
17.11.2011 r. 3a ycnoBusATa M peja 3a JieYeHHE C HepaspemieHH 3a ymnotpeba B PemyGmmka
Beirapus nekapcTBEHM NpPOAYKTH, JIEKAPCTBEHH IPOMYKTH, NpHJIAraHd H3BBH YCIOBHATA Ha
paspemeHuneTo 3a ynorpeba M JeKapCTBEHH NPOMYKTH 3a ChCTpajaTelHa ymnoTpeba, KakTo H 3a
YCIIOBHSTA M pelia 3a BKIIOYBaHE, IPOMEHH, H3KITIOYBaHE M JIOCTaBKa Ha JIEKApPCTBEHH NPOAYKTH
OT cmuchbka mo wi. 266a, an. 2 or 3JIIIXM (Hapenb6a Nel0/2011 r.), ormpaBsm kbM Bac
HacTosInaTa IoKaHa 3a MpelocTaBsHe Ha odepTa 3a J0CTaBKa Ha JOIYOIIHCAHUTE HEpa3pelIeHH 3a
ynotpeba B PemyGimuka Bearapus jnekapcTBEHM NPOAYKTH HW/MIIM JIEKADCTBEHH NPOAYKTH OT
CIIMCHKA 10 WI. 266a, an. 2 ot 3JI[IXM, HEoOXOMUMH 3a JIEYEHHUETO Ha MAIMEHT/H Ha JIe4eOHOTO
3aBeJICHHE:

MexayHapoaHO HeNMaTeHTHO HauMeHoBaHue | Bux Ha  JexkapcrBenara d¢opma n

(1INN) Ha aKTHBHOTO BelecTBO KOJIHYE€CTBOTO HA AKTHBHOTO BelleCTBO B
J030Ba eHHHLA
Phytomenadione 10 mg/ml emulsion for injection amp. 1 ml. x

10 — 40 omaxoBku

" IlpenocraBenute oT Bama crpana odeptu cienpa aa 6bJaT M3NpallaHW/ AENO3UpPaHHU, B
cpok 10 S (mer) paboTHH JHH OT My0JMKyBaHe HAa HACTOAMIATA NMOKaHa, B J/[en10BOACTBOTO Ha
»MHoronpoduiHa 60mHHLA 32 aKTUBHO JiedeHue — AcenoBrpan”’ EOO/JI, Haxozdmo ce Ha aapec:
rp. AceHoBrpaz, yi. “Anexcanabp Crambomuiicku™ Ne 28, wim mo eneKTpoHEH BT Ha MMEHI
mbal_asenovgrad@abv.bg, cna3Baiiku pasmopendure Ha 3akOH 3a €IEKTPOHHHSA NOKYMEHT H
€JIEKTPOHHHUTE YJOCTOBEPUTEITHU YCIIYTH.

Oq)ep'rme 3aABJDKUTEIIHO CJIC/IBA Jla ChABbpXKAT ClI€JHaTa HH(l)OpMaIIPISIZ

1. [Toxpo6HO onucanue Ha NPEIIOKEHHS JIEKAPCTBEH MIPOIYKT;

2 MexnayHnaponHo HenmaTeHTHO HaumeHoBaHHe (INN) Ha mpoxaykra, nekapcTBeHara
¢bopma u pa3dacoka;

3. Bun Ha nexkapcTBeHaTa ()opMa M KOJIMYECTBOTO Ha aKTHBHOTO BEIIECTBO B JI030Ba
eIMHULIA;

4. [TpennosxeH CpoK 3a I0CTaBKa Ha JIEKapCTBEHHs IIPOAYKT;

% Ilena Ha eKkapCTBEHHA IPOAYKT;

6. OcraThyeH CPOK Ha FOAHOCT Ha JIEKapCTBEHHS IPOAYKT;

T Cpox Ha IOCTaBKa U Ha4YMH Ha IUIAllaHe;

8. Cpox Ha BaJMIHOCT Ha MPeJICTaBeHaTa eHoBa odepTa;

9. JIpyru IOKyMEHTH, T10 NIpeLieHKa Ha odepeHTa.




O(bep'm, KOHTO HE€ OTroBapAT Ha U3HUCKBAHMATA Ha HACTOAIIATa IIOKaHa HJIA Ca C U3TCKJIa

BaJIMIHOCT, HE MOJIeKAT Ha pasTJIeKIaHe.

Cnensa na umare npeaBul, 4 B cboTBeTCTBHE ¢ WiI. 12 oT Hapen6a Ne 10 ot 17.11.2011
I., IpH JIOCTaBKaTa Ha JIEKapCTBEHUTE MPOIYKTH, BKIIOYEHH B OQEPTUTE, 3aIbIDKUTEIHO TpsOBa
Jla ce IpeaoCTaBs MapTHACH CepTH(UKAT 3a Ka4eCTBO, ChOTBETHO CepTH(HKAT 32 0CBOOOXKAaBaHe

Ha mapTyujara Ha JICKapCTBCHHUA IIPOAYKT.

J-P MAPUS JTAPAKYHUEBA
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