NMPUNOXEHMUE Ne 4
Obpasey

oo
“CBAJI03 - CO®UA OBNACT” EOOQ
rp.Codousa, 6yn.”CronetoB” Ne 67

TEXHUYECKO MNMPEOAJIOXEHUE

3a yyacTue B OTKpUTa npoLeaypa 3a BbanaraHe Ha obliecTBeHa Nnopbyka ¢ npeameT:
»jocmaeka Ha yilekapcmeeHu npodyKkmu 3a Hyxodume Ha "Cneyuanu3upaHa 6osHuya
3a aKmueHo Jsie4yeHUe Ha OHKono2u4HuU 3abonsieaHus — Coghuss obnacm” EOO/L no
obocobeHu nosuyuu*

O6ocobeHa no3uumus Ne 22 CISPLATIN ACCORD 1mg/ml _concentrate for solution for
infusion 1 x 50ml

,<ZPAPMHET“AL], c BYJICTAT/EUK/Homep Ha perncrpaums B CboTBETHATa AbpkaBa BG
202513217 /202513217, peructpupaHo B TbProBCKUS perucTbp Ha AreHums no BnucBaHusaTa
C AaHHU no peructpauuaTa: EMK 202513217, peructpauus no J4C: BG202513217, cbe
cepanvile v agpec Ha ynpasnenue rp.BapHa,9020,x.k.MnagocT,6yn.Penybnuka-crpaga Ha
MU, Mnapocp-BapHa, agpec 3a kopecnoHgeHuums:rp.Codus, 1829, m-ct“Anagka“ Ne 6,
TenedoH 3a koHTakT 02 942 17 36,02 942 17 56, chakc 02 942 17 17, enekTpoHHa noLya
Lridjalska@pharmnet.bg 6aHkoBa cmeTka:
BG48STSA93000019065449,BIC.STSABGSF,6anka:[JCK npeacrasnsiBaHo ot NnameH
TpudoHoB XpUCTOB B KA4eCTBOTO Ha [TbNHOMOLHUK HAa M3NbIHUTENHUS AUPEKTOP

YBAXAEMA roCnoXo YrnrPABUTEI,

Cnepn 3ano3HaBaHe C AOKYMEHTauMsiTa 3a yvacTue B OTKpUTa npoueaypa 3a Bb3naraHe
Ha ofwecTBeHa nopbyka C npegmer. ,JJocmaeka Ha sekapcmeeHu npodykmu 3a
Hyxdume Ha "CneyuanusupaHa 60onHuUya 3a akKmueHO JileHeHUe Ha OHKOJI02UYHU
3abonsieaHus - Cocghus obnacm” EOOL no obocobeHu no3uyuu®, cme CbIMacHu C
nocTtaBeHuTe OT Bac ycrnosusi u ru npuemame 6e3 Bb3paKeHus.

C HacTosilwoTo By npeacraBamMe HaLLETO NPenioXeHne 3a U3NbIHEeHWE Ha nopb4ykaTa
no O6oco6eHa nosmumsa Ne 22 CISPLATIN ACCORD 1mg/ml concentrate for solution for
infusion 1 x 50ml,npu cnegHuTe yCrnoBus:

1. CpokoBe no obwecTBeHaTa NopbYyKa:

1.1. Cpok 3a u3nbfHEHME Ha nopbykata — 12 (OBaHageceT) meceua, CYUMTaHO OT
[laTata Ha CKNOYBaHe Ha OOroBopa Unv ustudaHe/npekpaTtsiBaHe Ha NPeaxofHO CKIYEHUs
JIOrOBOP CbC CbLUMSA NPEAMET, KOETO OT CbOUTUSITA HACTBNU NO-KbCHO.

1.2. CbrnacHu cMe fa focTaBsiMe JIeKapCTBEHUTE NPOAYKTU, NPeaMET Ha no3uuuuTe,
3a KOMTO yyacTBame, B CPOK 0.

48 /veTupnaeceT n ocem / Yaca / He nosevye om 48 Yyaca/ cnep nonyvyasaHe Ha NUCMeHa
3asBKa, BKIIOYUTENHO U3npaTeHa no dhakc, en. nowa unu apyr, U3pu4Ho AOrOBOPEH C aHEeKC
KbM [A0OroBOpa Ha4yuMH MEeXAy CTpaHuTe - 3a perynsapHu 3assku. [pu xenaHue OT cTpaHa Ha
Bb3NOXUTENS perynspHUTe AOCTaBKMU e U3BbpLUBAME MO YrOBOPEH rpaduk.

2 / nBa / yaca /He nose4ye om 2 yaca/ cnep nonyvyaBaHe Ha 3asBka oTr Bb3JTOXUTEA,
OTNpaBeHa BKIKYUTENHO MO hakc, en. nou‘iq Unu pyr, U3pUYHO AOrOBOPEH C aHEKC KbM
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ACTOBOPa Ha4ivH MeXAy CTpaHuTe, a Npu HeobXoAMMOCT - U Mo TenedoH — 3a CheLuHu
3asBKU

JocTaBkuTe 4O ONpeneneHoTo oT Bb3NOXUTEns (PpaHKo MACTO 3a AocTaBka, Lie
u3sbpBame B pabotHu aHu, ot 08.00 ao 16.00 uaca. B crny4yan 4Ye CpoKbT 3a AocTaBka
u3tu4a B HepaboTeH [eH, JocTaBkaTa creiBa Aa Ce U3MbAHWM HAN-KbCHO B NbpBUSA
paboTeH AeH, cneaBaly AeHs, B KOMTO N3TUYAT CPOKOBETE.

Mpy U3pUYHO yKkasaHWe OT CTpaHa Ha BLINOXUTENS We AO0CTAaBUM 3asiBEHUTE npu
CMELUHW 3asBKN KONMYECTBA U3BbH yKa3aHUs No-rope 4acoBW AUaNaszoH.

CernacHu cme Aa gocTaBsiMe NeKapcTBEHNTE NPOAYKTU, NPEAMET Ha nosuyuaTa/vTe, 3a
KouTo y4acteame, CboOpasHO NpeaBapuUTENHO YroBOPEH rpaduk, Npu xenaHue ot cTpaHa
Ha Bwbanoxutens.

2. MscTo Ha u3NLNHeHue:

®paHKo MACTOTO Ha JOcTaBka Mo HacTosLaTa nopsvyka, B 4Yactra n /obocobeHuTe
nosuuuu/, 3a KosTo yyacTeame, Le 6bae: “Cneunanusnpara 6oMHULA 338 aKTUBHO NeYeHue Ha
OHKOMorn4Hu 3abonsisaxusi — Cocbust obnact” EOO/, rp. Cocpus 1123, 6yn. ,CtoneTtos” Ne 67

3. TexHuUYecKkuTe XapaKTePUCTMKM Ha npeanaraHnTe OT Hac NneKapcTBeHn
npoaykt no O6ocobera nosvums Ne 22 ca nogpo6HO onucaHM B TabnvyeH BUO B
“3roTeeHoTo No obpaseu Ha lMNMpunoxexne Ne 4.1. "Cneundukaums no O6ocobeHa nos3nuusi Ne
22", HepasfenHa YacT OT HaCTOALIOTO TEXHUYECKO npeanoxeHue.

4. KauecTBO
Heknapupame, Ye npeanaraHuTe OT HaC NEKAPCTBEHU NPOAYKTU:
® Ca pernuctpupaHu 3a ynotpeba B cTpaHaTa U npuTexasaT paspelTenHu 3a
ynotpeba, cbrmacHo 3JIMXM, npuTexaBaT cepTudUKaTH, YOOCTOBEPSIBALLM
Ka4ecTBOTO Ha nNpoAyKTUTe, nunceaT oduUUManHN  CbOBLWEHUs  unu
OrpaHUyUTENHU Mepku 3a ynotpeba Ha NekapCcTBEHUTE NPOAYKTHY;
® OTroBapAT Ha HOPMATUBHO YCTAHOBEHUTE W3UCKBAHWS 3a Ka4yecTBO W
€BPOMNenckn cTaHgapTu.
® OTrOBapAT Ha CbLOTBETHUTE [ENCTBALMTE HOPMATUBHU W3UCKBAHUSA 33
npojaxba - BanugHu paspelleHns 3a ynotpeba U ueHa, dopmupaHa B
CbOTBETCTBUE C U3NCKBaHWATA Ha Hapepbarta 3a ycnoeusita, npasunaTa u
peAa 3a perynupaHe W perucTpupaHe Ha UEHUTe Ha nekapcTBeHuTe
NPOAYKTH.
Heknapupame, 4Ye npu pocTaBkata Ha nekapcTBEHWUTE npoaykTn, we ce
cbobpassiBame c n3nucksaHusTa Ha Hapenba Ne 39 ot 13 centemBpu 2007 r. 3a
NPUHUMNWUTE U U3NCKBaHUATa 3a fobpaTta ANCTpuBbyTopcKa NpakTuKa. 3
5. OnakoBKka u MapKMpoBKa
MNpepnaraHnTe OT Hac nNekapcTBEHW NPOAYKTU Ca B CbOTBETCTBME C W3UCKBAHWATA Ha
Bb3NOXWTENS 1 NpW AOCTaBKaTa e OTroBapsiT Ha CNeaHoTo U Wwe 6baar:
* OnakoBaHw B OpuUrMHanHa onakoBKa Ha NPOU3BOAMUTENS, CbC CbOTBETHATA
MapkupoBKa 3a Npou3BOAUTEN W NapTUAHW HOMEpA, C NOCTaBeHa MapKUpoBKa
Ha BCEKWU KalLOH, CbOTBETHO - Ha BCAKA OnakoBka.
* ONakoBaHW B OpurMHanHaTa onakoBKa Ha NPOW3BOAMUTENS, C HeHapylueHa
usnoct, 6e3 ga ca MoKpw.
®*  OnNakoBaHW MO Ha4YMH, KOMUTO rM 3ana3Ba OT BCAKAKBY NOBpPean, AbMKaLLM ce
Ha aTMOCPEPHU yCNOBMA 1 TPAHCMOPT.
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6. Cpok Ha roaHoCT
MapaHTpame [OCTaBKU C OCTaTbYEH CPOK HA FOAHOCT KbM AartaTta Ha gocTaBka He no-
Manbk ot 60% OT cpoka Ha roAHOCT, ykasaH BbpXy OMaKoBKaTa Ha CbOTBETHUS npoaYyKT.

LLle U3NbNHUM NpegMeTa Ha [OoroBopa B MbIIHO CbOTBETCTBUE C U3UCKBaAHUATA Ha
Bb3ﬂO>KMTe.I'Iﬁ, NOCOYEHUN B TeXHUYEecKUTe Cl'lGLWIdJVIKaLl,MVI U OOKYMeHTauusTa 3a yyacTue.

K®M HacToAwoTO TexHMYecko npeanoxeHue npunarame:
1. MNpunoxenve Ne 4.1. "Cneundukauus no O6ocobeHa nos3uvumnsa Ne 22 "
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MbNHOMOLWHMK Ha U3MbRHUTENHNS AupekTop
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