a0 Obpazey Ne 3
IIPEACEJATEJISA

HA IBPKABHA ATEHIIUSL

» I BbP>KABEH PE3EPB 1

BOEHHOBPEMEHHH 3AITACH*

I'P.CO®MUsI,

YJI. MOCKOBCKA Ne3

TEXHUYECKO ITPEJVIOKEHUE

3a u3IbJIHEHHE Ha OOIecTBeHa OphYKa C IpeaMeT ,, JJocmaska Ha MeOuyuncKu uzdenus

YBAJKAEMH I'OCHOIWH NMPEACEIATEJ,

C HacToAmoTO NpeACTaBAME HAIICTO TEXHUYECCKO MNPCIJIOKEHHE 3a H3IIBJIIHEHHE Ha obsiBeHata ot Bac obmecTBeHaTa MNOpBYKa C ropernocCoYCHUs
NpeaAMET, KaKTO CJieaBa:

HanmenoBanue
Kar. Ne, /TBproecko
Ne En. K-Bo cTp. OT HaHMEHOBaHMe L eRiNE R IIpon3BoanTen
HAMMEHOBAHHME MApKa Karajora | (mpeaJioxkeHne XapaKTepucTHKH
HA YYACTHHKA)
1 2 3 4 6 7 8
TecteTr ARCHITECT HIV Ag/Ab
Combo e XeMHITYMHHHCIIEHTEH
Teomane 52 UEPSATES HMYHOAHAJIN3 C MarHUTHH
nuar”octuka 3a CITHMH HIV- MukpouacTamy (CMIA) 3a
l+HIVé2Ar/ AT - ia Morar fia €IHOBPEMEHHA Ka4eCTBeHa AeTEKIHs
€€ H3pabOTBAT Ha HAJINYHATA B 6p. Kar. Ne: 3a Hannuueto Ha HIV p24 anturen u
1 ITX anaparypa, na 6snaTr Ha | Tecra/ 412737; - ARGEIY aHTHTENAa CPEILy gosemm AborTHEX &
. 3000 | -7 COMBO RGT Ko. KT"
TIPUHIIMIIA HA uscnen- KaTtanor 500 TEST UMyHOeHLIUTEH BUPYC THI | W/win Tepuanms
XaMWIYMHHUCLICHLIHS U BaHUA ctp. Ne 4 rmn 2 (HIV-1/HIV-2) B yoBemku
pesyaTaTHTe aa 6bJaT roToBU cepyM MM riasma. TecTort
710 30-Ta MHHYTa OT Ha4aJI0To ARCHITECT HIV Ag/Ab Combo ce
Ha 3apeXIaHe Ha IPOGHTE; U3M10J13Ba KAaTO MOMOIIHO CPEACTBO
npH auarHoctuka Ha HIV-1/HIV-2
HH(}EKIMH ¥ KaTO CKPHHHHT-TECT 3a




IIpEeBEHIMs npeaaBaHeTo Ha HIV-1/
HIV-2 Ha penMnueHTH Ha KPBB,
KPBBHH KOMIIOHEHTH, KJIETKH, THKaHU
U OpraHHu.

TecToBe 3a mppBHYHA
aunarHoctuka 3a HCV At - na
Morart Jja ce u3paboTBar Ha

TectsT ARCHITECT Anti-HCV e
XEMIWIYMHHHCLIEHTEH HUMYHOQHAJIH3 C
MarHuTHH Mukpodactuim (CMIA) 3a

Ka4yeCTBEeHa JETEKIHS Ha HATHYHETO
Ha aHTHUTSJIO Cpellly BUpyca Ha
xenatut C (antu-HCV) B yoBemnku

HannuHaTta B L[ITX anaparypa, op. Y. Ng_(/ ARC ANTI cepyM wiu iasma. TecTsT Abor I'm6X &
na Gopar ma npummana a | o | 3000 | S0 | 4oy RGT 500 | ARCHITECT Anti-HCV ce mamomsea | Ko, KT
H3Ce- Karanor
XaMWTyMHUHHCLIEHIIUS BAHS erp. 3 TEST KaTo IOMOIIHO CPEJCTBO IIPH I'epmanus
pe3ynTaTare aa (533 J1aT TOTOBH JHArHOCTHKa Ha I/IHd)eKI.II/Iﬂ C XenaTur
710 30-Ta MHHYTa OT HAYaJIOTO C ¥ KaTO CKpUHHUHI-TECT 3a
Ha 3apeXIaHe Ha pobHTe; NPEBEHIIMs NPelaBaHeTO Ha BUpyca
Ha xenatut C (HCV) Ha penunuenta
Ha KpbB, KPbBHU KOMIIOHEHTH,
KJIETKH, ThKaHU M OpTaHH.
TecToBe 3a mbpBUYHA '
AnarsocTrka Ha HCV Ar- za TectsT ARCHITECT HCV Ag e
Morat Jia ce n3paGoTBar Ha 6 Kat. No XEMHIYMHHHCLIEHTEH UMYHOAHAJIU3 C
HanngHata B I{TX anaparypa, p- ar. e MarHuTHM Mukpoyactuim (CMIA) 3a | AGor I'm6X &
Ja Op1aT Ha PUHLIAINIA HA T/ 3000 slaja; 18 ARG ELY KOJIMYECTBEHA JIETEKLUA Ha Ko. KT'
u3cien- Karanor AG RGT 100T ’
XaMITyMUHHUCLICHIHA H - crp. 4 HAJIMYHMETO HAa ChPLIEBHHEH aHTHIeH I'epmanus
pesyararure na 6b1aT rOTOBH Ha BHUpyca Ha XenaTtuT C B 4OBEIKH
1o 38-Ta MUHYTa OT Ha4aJIOTO CEpyM H I1a3Ma.
Ha 3apexxaaHe Ha npobure;
TecToBe 3a mbpBUYHA Tecrsr ARCHITECT HBsAg
AMArHOCTHKA Ha Xeratut B Qualitative II e xeMHITyMHHHCIIEHTEH
/HBsAg/ na morar n1a ce op. Kar. Ne\/ ARC HBSAG UMYHOAHAJIU3 C MarHUTHU Abor
M3paboTBAaT Ha HAJIMYHATA B TecTta/ 3000 (_g_G“22‘35, QUAL I RGT MuKpouactui (CMIA) 3a JuarHoctrnyna
IITX anapartypa, na 6pnar Ha | wscinen- Karanor 500 TEST Ka4ecTBEHa JeTeKLMs Ha JUBU3USA
NPHHLMIA Ha BaHHUA crp. 4 NOBBPXHOCTHHS aHTHI'eH Ha XETaTHT Hpnaunus
XaMWIYMHUHUCLIEHLIUS ¥ B (HBsAg) B uoBelnky cepym u
pesyaTaTute a GbaaT roToBH nnasMa. Tecrsr ARCHITECT

1000004

U Qaz




1o 30-Ta MUHYTa OT HAYAJIOTO
Ha 3ape)XJaHe Ha npobure;

HBsAg Qualitative II ce uznonssa
KaTO CKPHUHMHI-TECT 3a NPEBEHLUs
npenaBaHeTo Ha HBV Ha peuunueHTH
Ha KPBB, KPbBHH KOMIIOHEHTH,
KJIETKH, ThKaHH H OpraHH.

Cneunduynu TecToBe 3a
bPBUYHA JUATHOCTHKA HA
cudmmuc IgM/IgG - na morar

TN

TecteT ARCHITECT Syphilis TP e
XEMHJIYMHHHCLIEHTEH UMYHOAHAJTH3 C
MarHuTHH MuKpodactuim (CMIA) 3a
Ka4yecTBEHA JIETEKIMA Ha HAJIMYHUETO

Ha aHTHUTeNa cpemty Treponema

6o. ) , pallidum (TP) B 4oBemmku cepym wim
Aa ce uspaGoTear Ha 3 1 XKom 26 mnasma. Tectst ARCHITECT | AGot IM6X &
HannuHata B [ITX anaparypa, | Tecra/ 8D0639; | ARC SYPHILIS -
5. 3000 | —2 Syphilis TP ce u3nonsea xato Ko. KT’
Ja 6b1aT Ha MPHUHIIKAIIA HA H3cien- | Karanor | TP RGT 500 RF
- B IIOMOIIHO CPEJICTBO 32 THArHOCTHKA I'epmanus
XaMWTyMHWHHCLIEHITUS U BaHHUs ~~CTp-S
Ha HHOEKLHs ChC CHOHIHC H KaTo
pesynraTture na 6bIaT roToBM
110 30-Ta MHHYTa OT Ha¥aOTO CKPHMHHHI-TECT 32 IPEeBEHIHS
npenasaneTo Ha Treponema pallidum
Ha 3apexxAaHe Ha npobure; ,
Ha PELMIIMEHTH HA KPbB, KDHBHH
KOMITOHEHTH, KJIETKH, ThKaHH U
OpraHH.
Kar. Ne Anti-A (ABO1) | MoHOKJIOHaJIEH TecT peareHT AHTH-A - Huaract
6. MoHOKJIOHaJIEH KPBBHOIPYIIOB - 2000 70501, 4 o
TECT peareHT aHTu A Karanor
cTp. 2
Kar. Ne Anti-B (ABO2) | MoHoxkJIoHasIeH TecT peareHT AHTH-B Juaract
7 MoHOKJIOHaJIEH KPBBHOTPYIIOB T 2000 70502, \ \
TECT peareHT aHTH B Karaor '
cTp. 2
, Kar. Ne Anti-AB MoHoKIOHaJIEH TeCT peareHT AHTH- Jumaract
8. MoHOKJIOHaJIEH KPBBHOTPYIIOB - 2000 70503, T (ABO3) i AB
TECT peareHT antu A + B Kararnor “
cTp. 2
Kar. Ne Anti-D (RH1) | MoHokioHasieH Tect peareHT AHTH-D Huaract
MoHOKIIOHaJIeH KPBBHOTPYIIOB 71000, \/ IgM1 IgM
9. MJI 2000
TecT peareHT antu D (Rh1) Karasnor
ctp.3
10. | KpbBHOrpymos Tect peareHt M 250 Kar. Ne Anti-A1 lectin Tect pearent AHTH-A CaHrBuH
esm—"
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antH Al K1328,
Karaor
cTp. 2
Kart. Ne Anti-H Tect pearent AnTn-H CaHreuH
1 KpsBHOrpymos tect pearenr 150 K1327, bt
) antu H Karanor
cTp. 2
YeTBOPHH IUIaCTMACOBH YeTBOpHH IJIaCTMACOBH CaKOBE,
CaKoBe, MPeHa3HAueHH 32 IpeJJHA3HAa4YeHH 32 B3eMaHe Ha KPbB
B3eMaHe Ha KpbB 10 450 mi1, ¢ 10 450 M1, ¢ ABa BrpajieHH pUITHpa
JlBa BrpaJieH1 QUITHpa 3a 3a 00€3/IEBKOIIMTABaHE Ha
obe3sieBKOLUTABaHE Ha €PHTPOLIUTEH KOHLIEHTpAT,
€pUTPOLIMTEH KOHIIEHTPAT, TPOMOOLINTEH KOHIIEHTPAT H IUIa3Ma.
TpoMOOLMTEH KOHLIEHTPAT U IpencraensaBaT 4YeTBOpPHa CHCTEMA OT
IuIasma. TUTACTMACOBH CaKOBe, KOATO ChABPXKA
Jla npencrapnsBat 4eTBOpHa 2 dwiThpa: enuH 3a
CHCTEMa OT IUIaCTMAaCOBH 006€e371eBKOIMTABAHE Ha ePUTPOLIUTEH
CaKoBe, KOATO Ja ChIbpxKa 2 KOHLIEHTPAT U €IUH 32
¢dbunTepa: eauH 3a Kéf N | 006€e371eBKOLIMTABaHEe Ha TPOMOOLIUTEH
o6e3IeBKONUTABaHE Ha ! o nich KOHIIEHTpAT.
| RPT434CC
€pHTPOLIMTEH KOHIIEHTPAT U L~ Marepuan Ha cakoBere:
€IMH 32 00e3/IEBKOLUTABAHE 2300 | Katanor/Te Leucotrap | v PVC P T
12. | Ha TpOMOOLMTEH KOHIEHTpAT. RCPL " Marepuan Ha Kopryca Ha GbuaTpuTe:
Cakosere na 6baaT XHprdecka nonukapOoHart (TBbpAU GuwiITpH)
uspaborenu ot PVC,; cneumbmcla Marepuan Ha punTepHaTa MeMOpaHa:
KOPIYCHT Ha punTpure na HHL CTP- TIOJIUECTEP.
6p1e n3paboTeH OT O6ewm, 3a1bpkaH Ha GUIATEpA:
noyMkapooHat (TBbpAn ¢buiThp 32 06€31eBKOLMTIABaHE HA
dunTpu), a punTepHara €PUTPOLMTEH KOHLIeHTpaT: 18ml
MeMOpaHa OT HoJinecTep; GUITHp 32 06€37IEBKOIUTABAHE HA
O6eM, 3axbpixKal Ha GUITHpA: TpoMOOIMTeH KOHLEHTpaT: 7 ml
-bunTep 32 Cucremara OT cakoBe ChabpKa
obe3neBKOLUTABaHE HA aHTHKoaryJjauuoHeH pa3reop CDP u
€PUTPOLMTEH KOHLIEHTPAT: 10 KpPBBOKOHCEpBHpall pa3tBop SAG-
18ml - ¢purThp 32 M;
06€e3/1eBKOLUTABAHE Ha JoHopcka uria:
TPOMOOLIUTEH KOHLIEHTPAT: 10 16 G, u3paboTeHa OT HEpHKIAaeMa
I




7 ml; CTOMaHa CbC CUIIMKOHOBO IMOKPUTHE

Ha ceappxar TpuOuuku:
aHTHUKOAryJIalMOHEH Pa3TBOP uspaborenu ot PVC u cpBMecTUMH C
CDP ¥ KpBBOKOHCEpBHpAL] BCHYKH YCTPOHMCTBA 332 CTEPUIIHO
pastBop SAG-M; CBBp3BaHe

JloHopcka uria:
na 6b1e He no-Manka ot 16 G
%
na 6bae uspaboreHa ot
HepHKAaeMa CTOMaHa CbC
CHJIMKOHOBO TIOKPHTHE;
TpoOuuku:
na 6saar u3paborenn ot PVC
1 fa 6b1aT CBBMECTHMH C
BCHYKH yCTPOMCTBA 32
CTEPHJIHO CBBp3BaHe.

Jlexnapupame, Ye i€ M3ITBJIHUAM MOpBYKATa B ITBIHO CHOTBETCTBHE C H3WUCKBaHMATA Ha Bwanoxurens, TexHudeckata crenudukanms u
3aKOHOBHTE M3HCKBAHUSA 3a TO3HM BHJ JOCTaBKH.

Axo Opnem u3Opanu 3a M3mbiHuTes, HHE Lie yBeIOMHM Bbanoxkurens He3abaBHO, akO HACTBIM HAKAaKBa NMpPOMsAHAa B OOCTOSATENCTBATa,
CBBP3aHH C U3TBJIHEHHETO Ha IOCTaBKHTE, Ha BCEKH €Tal OT H3ITBJIHEHHETO Ha JIOrOBOpa.

Paz6upame u npuemame, ue BCSKa MpeACTaBEeHa OT HAC HETOYHA WIIM HENBJIHA WHGOPMALUS, MOXE Ja JOBele JIO0 HAIETO OTCTPAHABAaHE OT
y4acTHe B HaCTOSIIATa MPOLEeaypa.

Jexsapupame, 4e cMe B ChCTOSIHUE J1a M3ITBJIHMM Ka4€CTBEHO NOPBHYKATa B ITBJIHO CHOTBETCTBHE C MPEACTaBeHaTa OT Hac odepra.

JexsiapupaM, 4e mpeanaraHuTe U NOCTaBEHM MEIMLMHCKHM W3JENus LIe OTrOBapAT Ha W3UCKBaHMATA 3alokeHH B wi. 82 or 3MU u umar
OCTaTBY€H CPOK Ha FOAHOCT He MO-MaKo OT 80% OT 06sBEHHs OT MPOU3BOUTEIIS, KbM JIaTaTa Ha JJOCTaBKaTa.

JlexnapupaM, 4Ye mpejjlaraHUTe M JOCTaBEHH MENULIMHCKH M3nenus Ine npurekaBat “CE” MapkupoBka BBPXY TiIX, B CHOTBETCTBHE C
M3HCKBaHUATa Ha Wi.8 1 wi. 15 ot 3MHU.

3a MEeIULMHCKUTE W3JENUs, NPOU3BEICHH OT TNPOU3BOAUTEN, KOHTO HE € YCTAaHOBEH Ha TEpUTOpHATa Ha IbpxkaBa wieHka Ha EC unm Ha
ObpxaBa oT EBponeickoTo HKOHOMHYECKO NMPOCTPAaHCTBO, ChM YMBIHOMOIIEH Ja NUCTPHOYTHpaM MpelaraHuTe MEIWIMHCKH H3IeNHs, 32 KOeTO
npexcraBam Omopu3ayuoHHO nucmo /JOKYMEHT 3a YITbIHOMOLIaBaHe/, U3a/ieH OoT ¢upMaTa/UTe MPOU3BOJHUTEI/H HA MeIUIMHCKH HM3EHs WIH OT
TEXEH ,,yITbIHOMOLLEH MIpeACTaBUTeN 110 cMUChIa Ha wi. 10 an. 2 or SMU.

JocTaBeHUTe MEIULMHCKH M3JENIUA LIe NPHTEXABaT I[elmapaum,s HOTBETCTBUE Ha MEIMLMHCKOTO M3Jenue no wi.l4, amn2 or 3MUY,
CHCTaBeHAa OT NMPOU3BOJIUTENS WIM HETOBHAT YITHIHOMOIIEH npeucTaBmeJ{ win EC ceprudukar 3a oueHKa Ha CROTBETCTBHETO, KOTATO B OLIEHKATa €
Y4ACTBAN HOTH(HLHMPAH OPraH, 3a KOETO NPeACTABAM KOIHs Ha /Jexnapayuii 3a Coomeemcmeue Ha MeIALMHCKATE M3eHs 110 wi.14, an.2 or 3MH.
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Jexnapupam, 4e MEOULMHCKUTE H3[eNus, BHACSAHH OT TpeTH abpxaBu crpsMo EC u EBpomeicKoTO MKOHOMHYECKO IPOCTPAaHCTBO, e

oTroBapsAT Ha wi. 16, an. 2 or 3MH - BppXy ONakOBKHTE M B MHCTPYKLMHTE 3a yrnorpeOa e Obae JONBJIHUTENHO U3MHUCAHO MMETO M afpechT Ha
YIIBTHOMOLLEHUAT NPEICTABUTEN.

Jexnapupame, ue cMe CBIIIaCHH C KJIay3UTe Ha MPHIOXKEHHS MPOEKT Ha IOTOBOP.
Jexnapupame, ye CpOKBT Ha BAIMIAHOCT Ha Hamara ogepra e 120 qHH, CYMTaHO OT JaTara, ONpelesieHa 3a KpaeH CpPOK 3a NoJyyaBaHe Ha
odeptuTe.
Hexnapupame, ye ako 6baem uzbpanu 3a M3mbiaHuTen, me qoctaBuM odepupaHUTe OT HAC MEIULMHCKH H3JEIHA OO MACTOTO MOCOYEHO OT
Bws3noxurens, a umeHHo — Cxianosa baza boreerpan kem T]T ,,JIP“ Codus, 1 B cpok - 2 Mecena OT AaTaTa HA CKJII0YBAHE HA JOTOBOP.
Jewiapupame, ye CMe CBIJIACHH C KJIay3UTe Ha IPHIOKEHUS IIPOEKT Ha JIOrOBOpP.
Jexnapupame, ye ako 6beM ONpe/ieSIeHH 3a U3ITBJIHUTEI Ha O0IecTBeHaTa OPBYKa, PU ITOANHUCBAHETO Ha I0roBOpa:
- 1lIe U3NIBJIHKMM 3aBJDKEHHETO CH 10 wi. 67, an. 6 ot 30I1.
- LI MIPeCTAaBUM ONpeeIeHaTa rapaHiys 3a H3ITBJIHEHHE Ha JOroBopa.

Fapammm*a 3a UBITBJIHEHHE Ie Obae mox Q)opmaTa Ha bankosa 2apavyus, Koamo obe3neyasa uU3NvIHeHUemo upe3 noKpumue Ha oma080pHocmma Ha
U3NvAHUMENA

(nocousa ce edna om credonume popmu na 2apanyusama 3a usnviHeHue HA 002080pA: NAPUYHA CyMA Wiu OAHKOBA 2aPAHYUA UNU 3ACMPAXOBKA, KOSAMO
obe3neyasa usNvIHEHUEMOo Ype3 NOKpumue Ha Om2080PHOCMMA HA USNBIHUMENS)

TexHHYEeCKOTO HA NpeIJIoKeHHEe, ChIbPkKA:

a) NOKYMEHT 3a YIbITHOMOILaBaHe, (camo 8 ciyyail, ye 1uyemo, Koemo nooaga ogpepmama, He e 3aKOHHUAM NPeOCMABUMeN HA YYACMHUKA);
6) nexiapauus 3a KOHQUICHIMATHOCT (8 CIyYau, e e NPULodiCcUMo);

6) OTOPH3AIIMOHHO MUCMO /IOKYMEHT 3a YIIbJIHOMOLIaBaHe/

2) 3aBepeHO KOMHUe Ha JIeKy1apalys 3a ChOTBETCTBUE Ha MpEeAIaraHuTe M. U3Iemus;

0) xatano3u (¢ orbens3aHu M0 MOAXO I HAYMH CTpaHHULA ¥ KaTNe Ha Tpe/laraHuTe MeJl. H3JIeNns);

€) MHCTPYKIMH 3a yroTpeOa Ha MPOU3BOAMTENS C MPEBOJ Ha OBJIrapCKy e3HK;

XK) Apyra uHGoOpMaIMsa WHWIH TOKYMEHTH, H3HUCKaHH OT BB3JIOKHTEIA - NOCOYEAM ce KOHKpemHume Opyeu OOKYMEHMU U UHGOpMAYUs KOUmo ce
npunazam, NPy NONONCEHUe, Ye UMA MAKUBA.

Benukn NpeacTaBeH’ NOKYMEHTH NNPEACTABJIABAT Hepa3aeJHa YacT OT TEXHHYECKOTO HH NPEeAJIO’KeHHe.
n

Jlata 11/05/2018 T@nﬂ_c Moo

/Mapuena CnacoBa Fzyescxa/
! ume u nevam/
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