TEXHUYECKA CIIEHU®UKAIIUA

Je3nHdexTanTuTe, NPeAMET HA HACTOSIIATA MOPbYKA ca pasgeqeHu B 3 /Ttpu/

000C00E€HH MO3MIIMH, KAKTO CJIeABAa :

HanmenoBanue Mspka

HN3uckBanus KbM npenapaTure

IIpornosno
KOJI-BO —
JIMTBP
KOHIIEHTPAT,
KT., Op. 32 18
Mmec.

1 2 3

4

5

1 | moco0usi (BKJI. FIbBKABH U PUTHIHHU €HI0CKONH, AHECTe3H0J0THYHO 000pyABaHe)

IMo3unms Nel IpenapaTu 3a HHCTPYMEHTH, J1a0. CTHKJIAPHS M TEPMOJIAOHIHN MaTepPUATH U

EnsumMen npemnapar 3a pp4HO
¥ aBTOMAaTHUYHO ITOYHCTBAHE
Ha UHCTPYMEHTH U
TEepMOJIaOUITHA MaTepHaIl.

1.1 JUTHP

Ha ceappxka YAC 3a nouucTBane u
Je3uH(EKIMs Ha BCHYKH BUIOBE
WHCTPYMEHTH, EHJIOCKOIIH, TEPMOJIa0UITHA
Matepuanu..Hiucka paboTHa KOHIIEHTpAIH 10
0,5 % u excro3uIoHHO BpeMe 10 30 MuH.
.Ja He yBpexxnaT Marepuanure, 0T KOUTO ca
HaIpaBeHU XUPYPTUUHUTE HHCTPYMEHTH U
TEPMOIAOMITHUTE MaTepPHUAIH,
ernockomnuTe./la ca ¢ MUPOK COEKTHP Ha
JeiicTBre: OaKTePUIUIHO (BKIL.
Ty6epxymounaao 1 MUKOOAKTEPULIUIHO),
(YHTUIIUAHO, BUPYCOLUAHO U
upycueyrpanmmsupamnio (HBV, HIV, Rota,
Herpes).
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[penapari ¢ KOMOMHUPAHO
MUEIIO U Ae3HMH(EKIMPAIIo
JIECTBUE 3a
NpeACTEPUITU3AI[HOHHA
00paboTKa - C ATACXU U

19 YAC.

JIUTBP

Ja ca mpeaHa3zHayeHM caMo 3a MOYUCTBAHE U
Je3nH(pEKINs Ha HHCTPYMEHTH,
TEPMOJIaOUIHA UHCTPYMEHTH U
enjockonu.[Ipunaranero uMm Jia He € CBbP3aHO
C JOIIBJIHUTEIIHU YyCJIOBHUS KaTO )106aBﬂHe Ha
aKTHBAaTOp, TemIeparypa u ap. Jla cbabpxar
UHXUOUTOpH Ha Kopo3usiTa. Hucka paboTHa
koHueHTpauus 10 0,5% 1 eKCIo3UIMOHHO
Bpeme 10 30 muH. C 10Ka3aH CpOK Ha
TOJTHOCT Ha pabOTHHUS Pa3TBOP — MUHUMYM 7
nuan.Jla ca eeKTHBHY ITPU HUCKH
KOHIIEHTPALlMH U KpaTKa eKCIIO3HUIHSI.
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[pemapar 3a UHCTPYMEHTH H
TEpMOJIaOWITHN MaTepHalH 3a
MIpeACTEpUITN3allHOHHA
00paboTKa - 6e3 anIexXuam,
¢denonu, ouryanuna U YAC.

1.3 JUTBP

Jla chueTaBa IOYHCTBAIIO U IE3UH(PEKITHPAIIO
neiicrBue./la € ¢ MUPOK CIIEKTHpP Ha ACHCTBUE:
0aKkTepUIUAHO (BKII. TyOEpPKYIIOIUIHO),
(YHTHIIUAHO, BUPYCHEYTPATU3UPAIIO
neiicteue (HBV, HIV, HCV Poliovirus,
Adenovirus). Hucka paboTHa KOHIIEHTpaIus
10 0,5 % 1 eKno3uInoHHO Bpeme 1o 15
MuH..J[a He yBpek/ia MaTepHaInTe, OT KOUTO
ca HaMpaBeHH XUPYPTUIHUTE HHCTPYMEHTH U
TepMonabuaHuTe Marepuaiu./la e mpunoxum
3a Y3Bana.
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2 IMo3nmust Ne2 [penapatu 3a ne3uHd ek

A HA OTICEPATHUBHO IT0JI€ 1 KOKA




IIpenapatu Ha ankoxoyHa I'oToB pa3TBOp OLBETEH C HETOKCUYHU
OCHOBAa /KOMOWHAIUA OT OIIBETUTEIH 3a MO-I00Bp KOHTPOI Ha
Pa3IN4HU ATKOXOJIH/, obOpaboTBaHaTa KOKHA IMOBBPXHOCT.J[a
HECBIBPIKAIIHN O - OLIBETEH MapKupat 1oope onepaTuBHOTO mosne [a ca ¢
21 THTEp IIMPOK CIIEKTHP Ha AeHCTBHE: OAKTEPUINIHO 160
(BKJI. TYOCPKYIOIIMAHOA, aTUBEH CpeILy
MRSA), pyHTUIMIHO, BUPYCOLUIHO
nevicteue. Jla u3chxBatr 0bp30, 0€3 HUKAKBH
ocTarblii BEpXY Koxara. [la ca ca
XHUITOATIEPTeHHH.
[penapar 3a ae3nHpeKuus Jla ca c IMPOK CIIEKTHp Ha JeHCTBUE:
Ha OMEePaTHUBHO I0JIEe M KOXa- OaKkTepUIUAHO (BKII. TYOSPKYIOLUIHO U
o o | HEOLBETEH ( HE cBIBpIKAIL THTED akTuBeH cpemy MRSA ), dyarunmano n 260
" | flox Ha ATKOXOJIHA OCHOBA). BUpyonuaHo neiicraue.lla ca ca
XHroanepreHHu;/la mmar KpaTka eKCIo3UIHs
U JBITOTPaiHO AeficTBre 10 3 Jaca,
[penapar 3a ne3nHpeKuns Ja nma O0bp3a eKCHO3UIHS U IBATOTpaiHa
2 3 | Ha KO HA AIKOXOJTHA HTED edexTuBHOCT. bakTepumaHo nelcTBHE BKII. 120
OCHOBA 1 2% XJIOPXEKCHINH MRSA
HEOIIBETEH
3 Mo3unms Ne3 @opmanauH pa3TBopHu
OOPMAJIMH 10% ®OPMAJIMH 10% - rotoB pa3TBop
3.1 JUTBP 250
OOPMAJIMH 3% cTab. ¢ GOPMAJIVH 3% cTab. ¢ MeTaHONI- TOTOB
3.2 JUTBP 1000
METaHOI pas3TBOp
. Hagcskpae B CnenudukanusTa, KbISTO €€ MOCOYBA KOHKPETEH MOJIEJ, U3TOYHUK,

npoIec, ThProBCcKa Mapka, THI, IMPOU3XOJ WM HPOU3BOJICTBO, KOETO OWM IOBENO 10
00J1aroZIeTeJICTBAHETO WJIM EIMMUHHPAHETO Ha ONPEAEICHH JHIA MJIM HPOAYKTH, Ja ce
yeTe U pa3dupa ,,uJIu eKBUBAJICHT .

3aIBIDKUTEIHO €  YCIOBHETO 3a KOMIUIEKTHOCT Ha MPENJIOKEHHUETO IO BCSAKa
obocobeHa mo3uIMs /mpencraBs ce odepra 3a BCHYKM HOMEHKJIATYPHH EAMHULIHU OT
o0ocobeHaTa mo3unus/. YUaCTHULIUTE HE MOKPHBAIIN BCHYKH HOMEHKJIATYPHH €IMHHUIH B
nageHa obocoOeHa mo3unus, Ie OBJaT OTCTpaHEHH OT ydacTHe Mo Ta3u oOocoOeHa
HO3HIUS.

oblI USNCKBAHWA K'BM NESUHOEKTAHTUTE :

1. [Jesun¢pexktaHTuTe, NpEeIMET Ha HacTosllaTa IOpbuka, TpsAOBa Jga MpUTEkKaBat
Jexnapamuss 3a CbOTBETCTBME OT IIPOM3BOAUTENST WJIM HErOBUS  YI'bJIIHOMOLICH
npeacraButen - CepTMdUKAT HIM EKBUBAJIEHTHU JOKYMEHTH 3a CBHOTBETCTBHE C
HupextuBa 93/42 EEC, uzgageH oT HoTMHUUUpaH opraH mo cmuchbia Ha 3MU /unu
€KBUBAJIEHT/;

2. 3a BCEKM €JMH MPOAYKT YYAaCTHUIIMTE TpSAOBa Ja MpPUTEKABAT U NPEIACTABAT H
Jexnapaius 3a ¢CbOTBETCTBHE OT NpousBoauTens Ha ,,CE” Mapka 3a MEIUITMHCKO U3Jeue,
chriacHo u3nckBanusita Ha J{upektusa 93/42 EEC /unu ekBUBaJIeHTHU JOKYMEHTH/;




3. 3a Jle3uHpEKTaHTHTE, KOUTO ca OWOINMIM YYaCTHHKBT TpsAOBa Ja TMpeacTaBu
paspelieHue 3a MycKaHe Ha ma3apa Ha OWOIMJICH IIpernapar, u3/1aJiecHo 0T MUHUCTEPCTBOTO
Ha 3/IpaBeoIa3BaHeTo, BAJIMHO KbM JaTaTa Ha IojaBaHe Ha odepra.

4. Cpoka Ha rOJHOCT Ha MEIMLMHCKUTE U3AeNUs clefBa aa O0bjae He mo-Maibk oT 60
/mectaeceT/ Ha CTO OT OOSIBEHUs OT MIPOU3BOAUTENS KbM J1aTaTa Ha BCsAKA JOCTAaBKa;

5. YUacTHUKBT Aa npuTexana PaspelnieHne uim ygoCTOBEpEHHE 3a THProBUs HA €IpO C
MEIUIIUHCKH H3eHs, U3/1aJIeHO Ha y4aCTHHUKA.

6. CpOK Ha JOCTaBKa — HOCTaBKaTa CC U3BbpIIBA B CPOK OO 72 gaca ot moJiydaBaHC Ha
INUCMCHA 3asBKa OT BB3JIOXKHUTCIIA.

7. Mscto Ha u3nbiHeHue Ha nopbukata: Ckman 3a gesuHdexrantd Ha MBAJL ,,JI-p
Wpan Cenumuncku-Cnusen” A/l rp. CiuseHn, 0yin. ,,Xpucto boreB” Ne 1.

8. YcnoBus M HauMH Ha IJam@aHe: 3aljalaHeTO Ha JOCTaBKUTE IO JIOTOBOpa ce
U3BBPIIBA ©KEMECEYHO, B OBJITapcKy JieBa 10 0aHKOB IbT, 70 60 1neHa, ciiex MpeacTaBsHe
OT CTpaHa Ha W3MBJIHUTENS HAa NPEABUACHUTE JOKYMEHTH /(pakTypa, IMpHUEMO-
IpeaBaTeHU IPOTOKOIH/.

9. Cpok 3a m3nbJIHeHHMe Ha Mopbukara: 18 (ocemMHameceT) Mecema, CYUTAHO OT
JlaTaTa Ha MOJIKUCBAaHE HA JIOrOBOpa WJIM JJOCTUTAHE Ha MPOrHO3HATa CTOMHOCT Ha JOroBOpa
oe3 JIJ1C, koeTo oT ABeTe ChOMTHS HACTBIIM IBPBO. B ciydaii, 4ye KbM JaTaTa Ha U3THYAHE HA
CpOKa Ha JIOTOBOpa HE € JOCTHTHATa MPOTHO3HATa CTOMHOCT Ha JOTOBOPA M € OTKPUTAa HOBA
mporeaypa 3a Bb3JaraHe Ha OOIIECTBEHA IMOPHbYKA CHhC CHINUSA TMPEIMET, KOSITO HE €
MIPUKJIFOYIIIA, IOTOBOPHT 3ara3Ba JEHCTBUETO CH MIPH CHIUTE YCIOBHS J0 MPUKITIOYBAHETO U
Y CKJIFOYBAHETO HAa HOB JIOT OBOP.

10. TlocoueHuTe KONMMYECTBA MO OTACIHUTE O000COOEHW MO3UIMU ca MNPOrHO3HH,
onpeneneHd Ha 0a3za aKTyaJM3UPAHO MPEIXOJHO MOTPEOJICHHE Ha BB3JIOKHUTENS, U HE
cienBa Ja ce€ TBHIKYBAaT Karo 3aAbJ/DKEHHE Ha BB3J0XKUTENAT 3a MHUHHMAJIHO WU
MaKCHUMaJHO OOII0 KOJMYECTBO (B paMKHUTE Ha JACHCTBHE Ha JOTOBOPAa) Ha MOCOYEHUTE
Je3H(EKTaHTH.

11. Besika mapTuia mpu JOCTaBKa Clle/iBa Jja € IpUAPYKEHa OT pa3pelleHue 3a npojaxoa
Ha MapTUa U/WIKM aHaJUTHYEH cepTU(UKAT, yTOCTOBEPSABAIIM HAIEKAHOCTTA /Ka4yeCTBOTO/
Ha MEJULUHCKOTO U3/eIue.

12. YyactHunuTE TpsAOBA 1a NPEACTABAT 3a 1€3UH(PEKTAHTUTE, 32 KOUTO Yy4acTBaT:
12.1. Uadopmanmonen ymct 3a 6e3omacuoct mo wi. 76 ot 33BBXBII.
12.2. ucTpykuuu 3a ynotpeba Ha npeasiaraHuTe u3aeius.

13. OnpeneneHuTe 3a M3MBIHUTEIN 1O OTACTHUTE 000COOCHH IMO3HMIIMU C€ 3ab/DKaBaT B
10 nHEeBEH CpPOK OT CKJIIOYBAHE Ha JOroBopa Ja mpoBejaaT oOydeHHE Ha IepcoHalia 3a
paboTa ¢ mpenapaTuTe, MpeaIMeT Ha JOrOBOpa, KOETO Ie ce yaocToBepsBa ¢ [IpoTokon 3a
IPOBEIEHO 00yUYEHHE.

OO01a MpPOorHo3Ha CTOMHOCT Ha Mopbukara 3a 18 /ocemuanecer/ mecena: 11279,40
JIB. (eAMHAJeceT XUJISAIH JIBECTA ceJeM/IeceT U JeBeT U YeTHPHIeceT CTOTUHKHY JieBa) 0e3

AAC.



