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BCHYKHU THPIOBIIA HA EZIPO C JEKAPCTBEHH ITPOJYKTH,
MPUTEXABAIIIA PA3PEINEHUE 3A THhPI'OBHUSA HA EJIPO,
MOJIYUEHO I10 PEJIA HA I''TABA JJEBETA OT 3JIIIXM

IOKAHA
3a IIpefocTaBiHe Ha of)epTH 3a IOCTaBKa Ha HepaspelIeHH 3a ynorpeba B Perry6nika
Brirapust IeKapcTBEHH IPORYKTH

YBAXKAEMMU THPTOBIIA HA EJIPO C JIEKAPCTBEHH ITPOAYKTH,

B msmbnHeHHe pasnopeabute Ha wi156 or Hapen6a Ne 10 ot 17.11.2011r. 3a ycnosusTa
M pefa 3a JIGYEHHE C HepaspemieHu 3a ymorpeGa B PenyGnmka bwarapus JiekapcTBeHH
TIPOAYKTH, JICKApCTBEHH NPOIYKTH, MNpWIaraHd H3BBH YCIOBHATAZ Ha Pa3pelICHHCTO 3a
ymoTpe6a ¥ JIeKapCTBEHH IPOAYKTH 3a CHCTPaJaTeNHa yIoTpeba, KakTo U 32 YCIIOBHSITA U peAa
3a BKJIFOYBAHE, IPOMEHH, M3KIIOUBAHE U JOCTaBKa Ha JICKapCTBEHH IPOIYKTH OT CHHCEHKA IO
1.2664a, an.2 oT 3aKOHA 33 JIEKAPCTBEHHUTE MPOIYKTH B XyMaHHATa MEIHIHHA (Hapenba Ne 10),
oTnpaBsaM KbM Bac HacTosmara MHAMBHAYATHA NOKAaHA 32 MpPeIOCTaBsiHe HA odepTH
3a IOCTABKA HA HepaspelieH/H 3a ymorpe6a B Pemybimka Bnarapusi JexapcTBeH/H
HPOAYKT/M, NMPH CJIeJHHUTE YCTOBHSA:

1. IlpexmeT Ha mpoueaypara
JlocTaBka Ha HepaspelleH/u 3a ynorpe6a B PerryGnuka briarapus JIEKapCTBEH/H NPOLYKT/H,
a IMEHHO:

Ne JlekapcTtBeHa GopMa M ITporaozHO
no | MexayHapoaHO HENATEHTHO KOJINYECTBO Ha aKTMBHOTO KOJIHYECTBO
pell | HAMMEHOBAHHUE BEIIECTBO /6poit/
80 mg — 2 ml, solution for
1. | Tobramycin sulphate injection for LM. /LV. use 60 vial

2. M3uckBaHus KbM YYaCTHHIUTE H TOCTABKHTE

2.1.Bcuuky yyacTHAIM TpsiGBa Ja ca THProBLM Ha €pO Ha JIEKApCTBCHH MPOAYKTH,
npuTexaBaiiy PaspellieHne 3a THProBUs Ha €O C JEKAPCTBEHH NPOAYKTH, U3ACHO OT HAJ
WIM OT PerylaTOpeH OpraH Ha Apyra Abp)aBa WICHKa, ChriacHo I'maBa nesera Thprosus Ha
eapo ¢ nekapcTBery npoxykty ot 3JITIXM.

2.2. KsM garata Ha J0CTaBKara, OCTATHYHHST CPOK HA TOJHOCT HA JICKapCTBCHHUTC
IIPOAYKTH, clefBa fa Obae He mo—Marek oT 40 % /deTHpHIEceT Ha cro/ oT o0sSBEHHUS OT
nponsBoguTeNst. OCTaTHYHHAT CPOK HA TOAHOCT Ha GHONPOAYKT /6uomoro0eH MPOXYKT, CIIC/IBa
na 6be He mo—Marbk oT 20 % /nBajgeceT Ha CTO/ OT 06siBeHHs OT MPOMU3BOJUTEI KbM J1aTaTa
Ha BCSKA JOCTABKa.




2.3. ITIpu docmasxama 3a0v1)icumenng ce_npedocmasa u_napmuoden_cepmuduxam za
Kauecmeo, cromeemuo cepmudyuxam 3a 0ce060coagane Ha napmudama Ha NeKapCMeeHus

npooyxkm.

3. Misicto Ha focTtaBka: borHuyna anrreka Ha YMBAJL ,, Anekcangposcka“ EA/JL, rp.
Codus, yn. Cs. I'eopru Coduiicku Ne 1.

4. YciaoBH4 3a IIaiaHe: Mo 6aHKOB BT, B POk Ko 60 (IIecTaeceT) JHU OT JOCTaBKaTa.

5. M3nckBanust KbM odepTHTE:
OdepruTe 3aXBIDKUTENHO CAEIBa Aa ChIbpXKaT claeqHaTa HHGOpManHs:
1. MexyHapoaHo HenateHTHO HanMeHoBaHUE (INN) Ha akTHBHOTO BEMIECTBO;
2. TeproBcko HAUMEHOBAHME HA JIEKAPCTBEHHS POJIYKT;
3. Bux Ha nexapcrBeHaTa (OpMa M KOJIMYECTBOTO Ha aKTHBHOTO BEIIECTBO B J1030Ba
eIUHUIIA;
4. IlpousBoauTel;
5. KonmnuecTBO B €AHA OIIAKOBKA;
6. Llena Ha lekapcTBEHHUS IPOIYKT;
7. Cpoxk 3a IOCTaBKa;
8. Cpok Ha BaJIMAHOCT Ha IpefocTaBeHaTa IeHoBa odeprta. IlpencraBenute odeprn
ciensa a 6B1aT ChC CPOK Ha BATHIHOCT He NO-KPAMBK Om mpuodecem KaaeHOapHu
OHu, CYMTAHO OT J1aTaTa Ha H3THYaHE CPOKa 3a NoJaBaHe Ha odepTHTE.

6. Cpok 3a npeacrassine Ha ojeprara: 10 16.30 uaca na 12.08.2026r.

BAXKHO! He ce pasriaexkaaTt opepTH NoJyueHH H3BLH NocoueHus cpok. C u3bpanus
JOCTAaBYHK Ce CKJII0YBa CIIOpa3yMeHHe 3a J0CTaBKa, KOeTo Iie IOPOIH 1eicTBHE
€[MHCTBEHO NPH HAJTHYME Ha ChIJIACyBaHe Ha mpoTokoia ot HAJL

7. MsicTo M Ha4YWH Ha nogaBane Ha odeptuTe: OdepTUTE Ce MOAABAT B ENOBOACTBOTO
Ha YMBAJI ,,Anexcanznposcka® EAJ ¢ agpec: rp. Codus, yn. Cs. I'eopru Codmiicku Ne 1, B
3aneyaTal IUTHK, NPUAPYXECHH CbC 3asBIICHHE, B KOETO € BIIMCAHO MMETO HAa KaHIUAAaTa U
MEXIYHApOJHO HENMATCHTHO HAMMEHOBAHHE Ha JIEKAPCTBEHHS NPOAYKT, 3a KOWTO I10JaBa
odepta. Odeprrn Morar na 6BAAT H3NPANAHN H MO EIEKTPOHEH ITHT, IPH YCIOBHATA H 110 peaa
Ha 3aKOHa 3a €JIEKTPOHHHMA JOKYMEHT H €NeKTPOHHHA HOIINC, Ha CIICAHHS €JIEKTPOHEH aJpec:
umbal.alexandrovska@gmail.com u cBOIO ce 3aBeXIaT B ICIOBOACTBOTO Ha JIedeOHOTO
3aBelleHUE.

8. He IIOJJIC)KAT Ha pasriiCcxKaaHe O(bCpTI/I, KOHUTO HE CBABPXKAT IIOCOUCHHUTC B T.5
3aBJDKUTEIIHH PEKBHU3HUTH HIIM Ca ¢ H3TCKIA BAIUOHOCT, KaKTO U od)eprm"e MMOJIYYCHU CHEN
IIOCOYCHHS B HAaCTOSMIIATa IMMOKaHa CPOK. B

IPO®. 1-P ATAHAC MOHKOB, 1M,
ManbanuTesien aupexrop Ha YMBAJI ,,Anexcanaposcka” EAJL




