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A0
INPUTEXATEJIUTE
HA PA3SPEIIEHME 3A TBPI'OBHUS HA EJIPO C JIEKAPCTBEHU ITPOAYKTHU

MOKAHA
3a npedcmassne na ogpepma 3a docmaska Ha Hepaspewrenu 6 Penybnuxa Bvieapusi nexapcmeenu
NPOOYKMU Ul IeKapcmeenu npooOyKmu om cnucvka no 4i. 266a, ar. 2 om 3JIIIXM, 3a koumo uama
0eticmeauyo pamKo8o CnopazymeHue

YBAXKAEMU I'OCIIOJA,

B m3nbnHeHue Ha pasnopeaodure Ha wi. 150 u wi. 158, an. 1 or Hapeoba Ne 10 om 17.11.2011
2. 3a yCcno8usma u peoa 3a jeyeHue ¢ Hepaspeutenu 3a ynompeba 6 Penyonuxka bvacapus nexapcmeenu
NPOOYKMU, JIeKapcmeenu npooyKmu, Npuia2aiy U38vH yCi08Uama Ha paspeueHuemo 3a ynompeoa, u
JleKapcmeeny npoOyKmu 3a Cbecmpaoamenna ynompebda, Kakmo u 3a yCio8usama u peod 3a eKIoyeane,
NPOMEHU, UBKTIOYBAHE U 0OCMABKA HA 1eKApCMEeHU NpooyKmu om cnucvka no ui. 266a, ar. 2 om
3axona 3a nexapcmeenume npoodykmu 6 xymawnama meouyuna (Hapemda Ne 10/2011 1.), ¢
HACTOAIATa MOKAHA ¢ NMOCTOsIHEH XxapakTep, Bu kxanuMm na npexncraBute odepra 3a JOCcTaBKa Ha
HepazpemeHn 3a ynorpeba B PemyOnmuka Bbeiarapust jiekapcTBEHH TPOAYKTH W/WIHM JICKAPCTBCHH
MPOJIYKTH OT CIUCHKA MO 4. 266a, an. 2 ot 3JIIIXM, HeoOXoauMH 3a JeUeHUETO Ha MAlMeHT/H Ha
Ne4eOHOTO 3aBEJICHHE, IIPH CIICHUTE YCIIOBHSI:

Ne | MeXayHapoaHO HENATEHTHO JlexapcrBeHna ¢gopma u KonnuecrBo/
HaumeHoBanme (INN) KOJINYeCTBO HA aKTHBHOTO Opoii
BeLIEeCTBO
1 Naloxone 0,4 mg/ml solution for 10 6pos
injection/infusion - 1 ml ampule
2 Manitol 15 % solution for infusion — 500 ml 100 opost

[TpenocraBenure ot Bama crtpana odeptu Mmorar aa ObJaT HM3OpallaHd Ha ajpeca Ha
ne4eOHOTO 3aBefeHue — rp. Pyce, Oyn. Tyrpakan Ne 20, wiau 1o eIeKTPOHEH BT, MPU YCIOBUATA U
[0 peJa Ha 3aKOHA 3a EJIEKTPOHHHSA JTOKYMEHT M €JIEKTPOHHHUS IOANNC Ha EJIEKTPOHEH aJpec
odpzs_rs@mail.bg.

OdepruTte 3a1BIKUTEIHO CI€(BA J1a ChIbPIKAT ClIeAHAaTa HH(pOpMaIus:

- Omnucanue Ha MpeIIOKEHUS JIEKApCTBEH MPOAYKT;

— IlpenioxkeH cpok 3a 10CTaBKa Ha JIEKAPCTBEH MPOAYKT;

— IlpensioxkeH ocTaThb4eH CPOK HA TOJHOCT Ha JIEKAPCTBEH MPOAYKT MPHU JOCTABKATA;

— Jpyru no npeneHka Ha opepeHTa.

B cwotBercTBue ¢ wi.12 ot Hapen6a Ne 10, mpu nocraBkata Ha JeKapCTBEHHUTE MPOIYKTH,
BKJIIOYEHHU B o(hepTUTE, 3aIbJKUTEITHO TPSIOBA Ja ce MPeIoCcTaBs NapTUAEH CepTUHUKAT 3a KauyecTBO,
CBhOTBETHO CEPTU(HKAT 32 OCBOOOXKIaBaHE HA MapTHUATa Ha JIEKapCTBEHUS MTPOJIYKT.
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