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"MHOT'OITPO®HAHA BOAHUIIA 3A AKTUBHO AEYEHUE ~ [[OBPi/IW Al

HOBPHY 9300 DX ya "Tlanaitor Xnros" 24 B 058/600488 (hakc 058/600414 Be -m_:uil:}'?ob]b@bergoﬁ;het

JOTOBOFP JM},?

,HHCC.ﬂE{..'..D?..;..202G ro. B rp. Jlobpu4, Ha ocHOBaHHE g 112 . cJ1, OT 3akoHa 3a
O0IIECTBEHNUTE OPEUKH, Ce CKIIOYH HACTOAIIHST JOT0BOD Mexny: il S

"MHOI'OITPO®UIIHA BOJIHUIIA 3A AKTUBHO HETIEHHE—LEQBPI/Iq" AJl
rp. Jlobpuy, che ceanuine U ajpec Ha yrpaBleHue: Ip. Jo6puy, yi. “Tlanaitor Xntos" 24,
ten.  058/600160, ¢axc: 058/600414, e-mail: oblb@bergon.net, EWK+ 124141302,
npencrasnasado ot J[-p Cseroszap baitues Ilerpop —+ | ifi3'11'b51"ﬁ1if’;‘enéH Jupextop Ha
ApyxecTBoTo, Haprudana B'b3JIOXKUTEJ] 1 i

. |
n '|. |

»XUMTEKC” OO, cbe cenanmiue u anpec Ha ynpasieHne rp JUMUTpOBrpa,
yi. ,bysnmymxa” Ne 33, EUMK 836149057, npencTasisiBaHo oT Jlanuena Mertonuena
BeynHOBa, B Ka4eCTBOTO M Ha yrpaBHTE, OIPEACICHO 3a M3NBJIHUTEN ¢ Peruenne No 37 /
20.12.2019 rox. Ha BB3IOKHATENSA, ClIe[ IPOBENEHA IIpoIieaAypa 3a Bh3jarane Ha o0InecTBeHa
nopkuKka THN "oTKpura npomeaypa” Ne 00083-2019-0013, c npeamer "JlocraBka Ha
nabopaTopHM  KOHCYMATHMBH, pEAKTHBH M TECTOBE .. 38 ornenenus i "Kiunudna
Mukpobuonorus", "TpancpysumonHa xemaromorus” wu "KjiHHI/qu-d HATOJOTHS", HapHyaH
M3ITHJIHUTEL ‘

i

CrpanuTte ce criopasymsixa 3a ClieIHOTO: : !
e T
IIPEAMET HA JTOI'OBOPA U LIEHUA i

; |

1.(1). MWSIIBJIHUTEJIAT gpocraBs na BL3HO)KlI/ITEHH fna60paTopHH
KOHCYMATHBH, PCAKTHBH U TECTOBE (HAPUYAHH [O-/I0Ny MEAHIMHCKHI/TE U3JIETIHs), 33 KOUTO €
yHactsal B OTKpHTa MPOLEAypa 3a Bh3larane Ha OOIIECTBEHA MOPBHYKA 32 BhH3JIATaHE Ha
ob1ecTBeHa NOphUKa 10 060cobeHa mo3umus Ne 1 JlocraBka ma na6bpaTopHH I&OHC}’M&TI/IBI/I,
PCaKTHBU U TECTOBE 3a oTAeNneHue , KIMHNYHA MUKpoGHONIOTHS”, HOMCHKIaTypu NeNe 9, 11,
12, 13, 33 u 36, no o6ocobena mosmmusg No 3: Hocraeka Ha saGoparopan KOHCYMaTHUBH,
PCaKTHBU W TECTOBE 3a oTAcieHue , Kimuuuna naronorus”, HOMeHKJaTypu NeNo 56, 57, 63,
64,74,75,77 v 82 unu onmcaHu B Ipunoxenue KM 10roBopa g -

(2). Lenosute mpennoxenns na U3ITbJIHUTEIS, mocdouenu B MPUIIOKEHHETO
[0 IIpe/Ixo/iHaTa aJlMHesl, Ca HEPa3AesHa YacT OT HAaCTOSALIHS JOTOROD.

(3) IlporHosuure KOIMYECTBA, MOCOYEHH B NOKYMEHTAIMATA 38 00IuecTBEHA
IIOpBUKa HE opaxxiat 3aabinkenne 3a Bb3JIOXKUTEI S na ru 3aKyHH B HOCO‘-IéjHI/IH obeM.

N iy g 2 N
el i 5 i

CPOKOBE U HAYMH HA IIJIAIIIAHE

2. CpokbT Ha HACTOSIIMS JOTOBOp € 12 Meceua oT JlaTaTa Ha IOANNCBAHETO MYy.
JoroBOpET 1IposbikaBa MeHCTBHETO CH 10 CKITIOYBAHETO HA noro?éqp C JPYr M3IIBIHHTEN
CIIE/ IIPOBEXIAHE Ha OOLIECTBEHA MOPHYKA. L i

3. Tlocouennte B wi. 1 m3menus we 6GLAAT HOCTABSHE OT WBITBIHUTES Ha
BB3JIOXUTEJIA B cpok o 14 (YeTHpUHA/ECET) KAJICHIAPHH JIHHU, CIIEM 3aSBIBAHCTO UM OT
BB3JIOXKUTEJLS.
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4. vmxumara na USITBJIHUTEILS CyMa 110 BCAKa OTHENHA J0CTaBKa e Obie
ateHa ot BB3JIOXKUTEJIS no GankosaTa cMeTka Ha NpoJaBaya B/ CPOK J10 6d (mecraecer)
KICH/IapHY [HY CIIE/l U3J1aBaHETO Ha (akTypa OT I/ISHT)HHI/ITEH}L}" '
5. CpOKBT Ha FOJTHOCT HA JOCTABEHUTE H3CIIHS TpsOBa J1a e He Mo-KpaThK OT 60

¥ (WwecTaeceT mpoLeHTa) OT OIS CPOK HA FOMHOCT KM MOMEHTa Ha JIOCTaBKaTa.
MACTO HA U3ITBJIHEHUE U IIPEMUHABAHE HA COBCTBEHOCTTA

6. 3a MACTO HA MOCTABSHE HA U3JENHSTA Co onpenens ‘ﬁMBAﬂfﬂoéqu" AL, Tp.
Hobpny, yin. “Tlanaitor Xutos" 24. I i
7. CoOCTBEHOCTTA BBPXY AOCTABSHHTE V3JICIS M PUCKBT OT HBJIHOTO MK

. " ;
aCTHYHOTO UM HOrMBAHE PEMHHABA BBPXY BB3JIOXKUTEJA OT.MOMEHTA H [IPUEMAHETO
UM Ha MACTOTO Ha JOCTaBSHE C IPUEMO-IIPeaBaTe/icH IPOTOKOJL; UK ApYT.jpaBHO3HAYEH

JIOKYMEHT, .y

1

IIPABA U BATBJDKEHMS HA U3ITHJIHUTEILS

Ynen 8. (1) MBITBJIHUTEIIAT e mibsxen Jla CKITIOYK IIOF!OB:OP 34 IO/IU3IIBIIHEHHE,
KOraro e o0sBAJI B 3a4BIICHUETO CH 32 Y4acTHE IOI3BAHETO Ha HOL[I/IF’,HT,JIHI/ITGJ'I, B cpox mo 3
AHH OT CKJIOYBAHETO Ha NOTOBOD 33 MOJM3IBIHEHHE HIM HA JOIBIHATETHO CIIopasymenue
32 3aMsiHAa Ha NOCOYEH B 3afBJICHHETO MOAM3IIBIHHTEN H3IIbIHUTCIST U3Mpalla Komue Ha
AOTOBOPA MJIH HA NOIBIHUTEHOTO CIIOPa3syMEHHE Ha B3JI0KATENLS 3a€JIHO C JIOKA3aTelICTRa,
€ Ca H3ITBJIHEHN YCJIOBHUATA 110 41, 66, ait. 2 u 11 ot 3011,

(2) Iommsmbianurenure Hamar IpaBO na NpPEBB3NAraT, efHa MY I[OBEYE OT
IEHHOCTHTE, KOUTO Ca BKIIOYEHH B IIPeIMETa Ha IOr0BOpa 3a OAU3hIHEH e, !f‘

(3) HeszaBucumo oT BB3IMOXKHOCTTA Ja CE U3ION3BaT HOI(I{BHBJIHI/ITQJ‘H/I,
OTTOBOPHOCTTA 34 M3II'BIIHEHHE HA JJOT0OBOPA 38 OOIIECTBCHA hopbqléaé”e‘ Ha I/I3HI§JIHI/ITEJIH.

(4) BB3JIOXUTEJAT nmsma na H3BBLPIIBA ,III/Ipéi(ThH paslinamanus ¢
HOMH3IBIHUTEINTE g i :

Yiten 9. USITBJIHUTEJIAT e juibxen na JIOCTARS ME/IMIIHCKI H3)(@JIHsI, KOHTO!

l. nmaT Hanecena "CE" MapKHPOBKa B CHOTBETCTBHE C begiIﬁICKBaHHHTé. Ha wi. 15 ot
3aKoHa 32 MEAMIUHCKUTE W3 0EITHs (3MN); ]

2. AMar HaHeCeH WAeHTHDUKAHOHEH HOMeEp Ha HOTI/I(I)I/IHEI/I]Z)&HI/IH OpraH 10 i1, 64,
a. 2 or 3MU, korato IIPOLEAYpHTE, ONPESIeNICHH B HapeabuTe 1o 1y, 18 or 3MMU, usucksar
HaHACSHETO My; !

3. MMaT HaHeCEeHM HAUMEHOBAHHE W alpec Ha YNpaBJIeHME Ha MPOU3BOIUTENS
H/UIH yITBITHOMONIEHHS IPEICTABHTEN 1 BHOCHUTEIA;

4. IMaT UHCTPYKUKS 33 yIoTpeba, ¢ U3KIOYeHHe Ha U3JIENNATA, 32 KOUTO TORA HE
€ npensuecHO B 3MU;

5. ca IpUAPYXKEHH OT BAJMIECH CEpPTH(HKAT, Y/I0CTOBEPSIBAII ChbOTBETCTBUETO Che
CBILCCTBEHUTE M3MCKBAHMS, HPHIIOKAMH 32 H3ACTHETO, H3/IAIEH OT HOTH(pUIUpAIL opraH.

6. ca NPOM3BENICHU OT IPOMBBOIUTEN, KOWTO Ipujiara u HoJUrbpia CUcTeMa 3a
yupapieHue Ha xauectBoTo ISO 9001:2015 w/mnm cucrema 3a YUPABJICHHE HA KAYECTBOTO HA
MeaunuHCKATE n3nenus [SO 13485:2016 w/wim ekBupaieHTHA, i

Hnen 10.(1) UBITBJIHUTEILAT B cpoka ma JOTOBOPE (TpsGBa KA oTroBaps Ha
CIICHUTE U3UCKBAHUS: ! ! ;

1. la uma paspemrenue umm YAOCTOBEPEHHUE 3a THPIOBHSI Ha €IPO C|MEMUIIHHCKH
U3NCIMA, M3AaJICHO OT Msnbnuurennus mupexrop Ha UAJI no pena na 3MU.

i
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2. Jla upumara ¥ mOAABpKA CHCTEMa 3a YIpaBJIeHHE  Ha K&‘I;ESCTBOTO ISO
9001:2015 B oGnacTTa HA IPOU3BOACTBOTO H/HIH THPTOBHSTA ¢ MENUIMHCKA HAIETHS 1/
CHCTEMa 3a yrpaslienne Ha kauectBoto [SO 13485/2016 u/um CKBHBAIICHTHA. i

(2) UBITBJIHATEJIAT e mnwxen uezabasho . yBeIOMI' BB3JIOXKUTEILA npu
OTHCMAHE Ha ChOTBETHHUTE pasperienns Win o0e3CHIBAHE HA YIOCTOBEpeHHS, -

Ynen 11. Besika ortnenna nocraska TpsabBa Na € HpHIpYXeHa OT JOKYMEHTH,
YAOCTOBEPABALLM [IPOU3BOUTEIIS, TAPTHAHUS HOMED, CepHITHUS HOMED, CpoKa Ha FOJHOCT U
OT AHAIM3HA CePTH(HUKATH (OPUTMHAIHH, 3aBEPEHO KOMWE M 1yOIIHYHO OHOBECTEHH),
AOKYMEHTHDAIIH POU3X0/1a, CHCTaBa U TEKYIHS KOHTPOI HA KAYECTBOTO HA M3JIEIIHSTA.

Unen 12. MBITBJIHUTEJIAT e anbxen na M3JIae B CPOK baxrypa 3a
JOCTABEHUTE MCTUITHHCKH U3ICITHSL,

IIPABA Y 3AJTBJDKEHN S HA BB3JIOXKUTEJLS

A L ' T

Hnen 13.(1) BB3JIOXUTEJIST uma NIPaBo a IPOBEPSBA KOTHUYECTBOTO HA BCSIKA
OTAC/IHA ZIOCTaBKA, KATO IpPH YCTAHOBSBAHE HA HECHOTBETCTBHE € JUIBKEH /a YBEJIOMH
UBITBJIHUTEJIA B cpok ot 24 uaca. _

(2) Ilpu ycraHOBsBaHE HA HECHLOTBETCTBHC B Ka4uecTBOTO HA JIOCTABEHHTE
MeuuuHCKY n3penvs BB3JIOXKUTENAT e mnwken aa YBeI0MH M-BLH"I)J'J HUTEJIS B cpok
oT 24 4aca. { :

(3) HechoTBETCTBHETO HA KOMHUECTEOTO H KAYECTBOTO e YCTaHOBSABA C [IPOTOKOJL,
CBCTABCH OT KOMHUCHs, ChCTABEHA OT JUTHKHOCTHUTE JITa Ha BT)3JIQ9KI/ITEJIHT .

(4) B cayuaii, we U3ITBJIHATEJIAT B CPOK J10 24 yaca [ciie[] yBEJOMSBAHETO IO
alL. 1 ocmopu NMHCMEHO HECHOTBETCTBUETO Ha KaqeCcTBOTO, TOM MOJXKE [1a HCKa [IPOBEPKATa My
OT YIIBJIHOMOIIEH OpraH MK J1abopaTopus. |

Unen 14. BB3JIOXUTEJIAT e anbxken 1a 3amiaty yroBopeHara lieHa B pa3Mepa,

10 HAYMHA U B CpOKa, onpez[eneHH B HaACTOAIIN A I[OFOBOp.
HEVCTOMKU

HUnen 15.(1) Ilpu 3a6aBa Ha mocTaBka OT CTpaHa Ha IpojaBada ¢ moseue oT 24
(mBanecer  yetnpy) vaca, BH3JIOXUTEILIT uma 1IPaBO /14 TOJTy 4| HECYCTOMKA B pa3Mep Ha
0.1 (ayma mano, exHa meceta) Ha CTO OT CTOMHOCTTA HA 3a0aBeHaTa 0CTABKE 3a Beekn 24
daca 3a6asa. 1 Mo

(2) Ilpu ycraHOBSBaHE HA HECHOTBETCTRHE B [{OJIIHHBCTIS(I')JIJO,I I/‘I3H"bJ1“jHI/ITEJIHT e
JUIBAKEH Jia IOCTaBH JIMNCBAINOTO KOJIUYECTBO IIPH ClIE/BAIlATa J0CTABKA, a IPY NTOUCKBAHE
oT crpana Ha Bb3JIOJXKUTEJIS B cpok ot 24 uaca, Ilpn HemsnbiHEHKE Ha TOBA 3aIBIDKEHHE
BB3JIOXKUTEJLAT wuma mpao na NIOJIyYd HEYCTOWKa B pazMepiiH,a 5 (nejﬁ) Ha CTO OT
CTOMHOCTTA Ha JIMIICBAIIOTO KOTUICCTRO. 3

(3) Ilpu ycranoBsiBaHe HA HECHOTBETCTBHE B kayectBoTo, MBIIBJIHUTEJIAT e
ATBHKCH Jla TOCTAaBU MEJMIMHCKH H3JEIUS C YrOBOPEHOTO KAadecTBO IIpY  cJejiBalnaTa
AOCTaBKa, a IIpM NOUCKBaHE OT cTpana Ha B'b3JIOXKUTEJLS » Cpok oT 24 wyaca. Ilpu
HCHMSIIBIHCHIE Ha TOBA 3a/(b/Dkerre BB3JIOXKUTEIIAT uma npaso na ITOJIyYM HEYCTOMKA B
Pasmep Ha 5 (IIeT) Ha CTO OT CTOHHOCTTA Ha HEKAYeCTBEHATA T0CTABKA,

(4) B chywaute nmo ammmenm 2 wu 3, axo WBIIBJIHUTEJIAT Y ve  nocrasu
Aorosopenoto, Bb3JIOXKUTEJLIT uma npaso sa 38Ky HeoGXOIMMUTE MY MeIUIHHCKH
M3IeMs OT IPYr' MOCTABYMK, KATO pa3iIMKaTa MeXly LeHaTa 110 JI0TOBOpa M JICUCTBUTEIHO
3amutaTeHarta IeHa € 3a cmerka ua U3 bJIHUTEILS. ; ;

|
i
i
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Ynen 16.(1) Tlpu orkaz ma M3IIBIIHUTEJLS Aa JIOCTaBu 3agBEHUTE My
MEJMIUHCKE M3ACIHS WM Ipd 3abaBa moseue or 48 (ueTHpuzeceT W ocem) wdaca,
BBIJIOXKUTEJIAT uma IpaBo 1ta 3aKyNH HEOOXONUMHUTE My MEJMIIMHCKM H3JICITHS OT pyr
JIOCTaBYHK. ' 0l A iy

(2) B cirywaure no npeaxonmara anuges pasikdTa MEXILy LieHaTa 110 JIOToBOpa U
NCHCTBUTEIHO 3aljTaTeHaTa [eHa € 3a CMeTKA Ha M3ITBJIHUTEJIY. .

YUnen 17. BB3JIOXKUTEJIST uma [paBo 1a ucka 00e3lIeTeHHE B @LHeH pasmep
Ha BPEINTE, KOMTO € IIPETHPILSUI B PE3YNTAT Ha 3a0aBeHaTa H/¥in HEeKavyecTBeHaTa JoCTaBKa.

Unen 18. [1pu 3a6ara Ha mnamage ot cTpana na _BI"!)BHOZ?KITITEII AT, nocnenust
abkn Ha USITBJTHUTEJL neycrolika, B pasmep na sakompara THXBa)

HUnen 19. Heycroiikure, ofesmerenusta u [CHOBUTE Pa3IUKH 1o wi, 16, am. 2
Morar Jia ObJiaT yABpXKaHU OT BCAKO IbkuMo na U3 ThJIH UTEJIS mnamanue.

HPEKPATSBAHE HA JIOTOBOPA

ien 20. Jorosopst ce IIpEKpaTsIBa;

1. ¢ wstnyane Ha cpoxa, 3a Koito e CKIIIOYCH, OCBCH B XMIIOTE3aTa HA wWieH 2,
U3PEYEHHUE BTOPO;

2. OT W3NpaBHATA CTpaHA IPH CHUCTEMHO HEUSIBJIHEHHE HA 3aLIDKEHUSTA [0
noroBopa. Ilon cucreMuo HemsmbiHeHHE ce pa3dupa TakoBa, M3BEpIIEHO JB4 WM TIOBEYe
TTBTH B PAMKHTC Ha CAHH Ka/lCHIaPEH MECELl, WK NOBEUe OT TP IIbTH B PaMKHTE Ha Cpoka Ha
JI0roBopa; '
3. Ipy Cbh3JaBaHETO HA YCIOBHS 3a [0CTABKA Ha MEJIULTHCKH x}fi»;saenma clen
TIPOBEAIAHETO Ha UCHTPAITU3HPAHH €/ISKTPOHHM THPIOBE. ‘

4. IpH HEBB3MOXHOCT Ja ce OCHTIYPH (DMHAHCHDAHE, 32 M3NEBIHEHHETO Ha
TOphHKata o npuinky, kouto BB3JIOKUTEJIAT He e MOrb 1a ['JPCJ_[BH)IH.

JAPYT'U VCJIOBUY

Hnen 21. Crpanure 1o JIOrOBOpa HE MOTAaT 1@ ro H3MEHAT, OCBCH B CIly4auTe,
opensBuiicHy B Wi, 116 ot 3011,

Hnen 22. Crpanure 1o AOTOBOpa IIE pEeHIaBaT BB3HUKHAIUTE 110 W3IIBIHCHHETO
CIIOpOBC IO B3aHMHO CBIVIACHE, @ aKO TOBA € HEBB3MOXKHO, TI0 pena Ba I'TIK, mpen ponoso
KOMIIETEHTHUSIT ChJ B Ip. J[oOpuy.

Unen 23. 3a Bcuukyu Heypenenu no HACTOALIMS TOrOBOP BBIIPOCH IIE CE IPUIATaT
pasmopenture na 3011, ITI130I1, 33T u T3. ) o

nen 24.(1) 3a Baymanu 4/peCH 33 MpHEMaHE Ha CBOOIICHUS, CBLP3aHH C
HACTOAIMSA IOTOBOP CE€ CMSTAT aAPECHUTE, IIOCOYCHH B HAYATIOTO HA JIOTOBOpA.

(2) Tlpw npomsana Ha jpammuTe 110 IOPEAXOAHATA anmuHes, ¢HOTBETHATA CTpaHa €
ATHXKHA 1a yBEIOMH IpyraTa B TPUJHEBEH CPOK OT IIPOMSAHATA. L |

[lpn cweraBswe Ha HacTogmmsT JIOTOBOp & -‘Hpe,Lle":[éll"BHXEl OT . M3IBITHUTENS

il

CIACTHUTE TOKYMEHTH 3a JOKa3BaHe JIMIICATA HA OCHORAHHS 34 OTCTpaHsiBaHe: ||

- 32 obcTosATENCTRBATA TI0 YITL. 54,am 1, 1. 1 or 3011 - CBHIETEICTBO 3a|' ChIUMOCT;

- 38 06CTOATENCTBOTO 10 Wi, 54, an. 1, T. 3 or 30T] - YIOCTOBEPEHHE OT OpTraHuTe
[0 IPUXONUTE W yJOCTOBEpeHHE OT OCMHATA 110 CENANMINETO Ha Bb3JIOKUTENS U Ha
KaHJIU/1aTa WM YYaACTHUKA,

- 33 06cTOATeNnCTBOTO 10 wi. 54, a. I, 1. 6 - ynocrosepenne ot OPraHuTe Ha
MsnenanTenna arenrus " aBHa UHCIIEKIHS 110 Tpyna';
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" PaspelleHHE 3a TBHPrOBHA Ha €IPO ¢ MEAHLHHCKH u3NeNus, uanafeno or UAJI

HIIA JIpYT NOKYMEHT, yAOCTOBEpSBAI IPABOTO HA YH4CTHHKA N2 TBPIyBa C;MEULMHCKH
H3NC/IAA, H3NANCH OT KOMIICTEHTEH OPraH Ha ChOTBETHATA AbpXKaBa; | - 3

- ceprudHKaT 3a mNpunarame u NOAABPKAHE HA CHCTeMa 3a yIpaBleHHe Ha

kauecTBOTO ISO 9001:2015 B 06MacTTa Ha MPOU3BOACTBOTO W/UNH THPIOBUATA ¢ MeAHLHHCKH

M3LENMS W/MIKM  CHCTeMa 3a YyNpasneHHE Ha KauecTBoTo ISO  13485:2016 wu/wmm
€KBHBAJIEHTHA,

HaCTOHI_LII/IﬂT AOrOBOp C& ChCTaBU B Tpu eﬂH006pa31m exseMnngpa, €IUH 3a
VSITBJHATEILS v nsa sa BESIORGYIFE]IS.
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IIpunoscenue Ne 4 — 3a0vnscumenen obpazey

TEXHUYECKO NPEAJOXEHMHNE

Tlognucanara Jlannesa MeTom) ETH —,-=-Ka4eCTBOTO CH Ha

Yupasuren (usnucéa ce OnvocHocmma) Ha Xumreke OO (usnucéa ce umemo na
»wacmuuka), ¢be cepanvine: rp. Jumurposrpan 6400, ya.Bysmymka Ne 33, n.x.56, ampec

Bz ynpasjenue rp. Jumurtposrpan 6400, ya.Bysaymxa Ne 33, n.x.56, EVK 836149057,

1. IlpaBs cieiHOTO IpeIOKEHUE 3a U3NBJIHEHHE Ha HOPLYKATA B CHOTBETCTBHE C
'mmmeclcn Te crenuuKanuy 1 U3UCKBAaHMATA HA BB3JI0XKUTEIIS:
I[Ipeutaram JocTaBKaTa Ha H3AENUs, KOUTO:
- Ca MPOMU3BEAEHM OT NPOU3BOAMTEIN, KOMTO IIpruiara ¥ MOMILPXKA CHCTEMA 34
f’"*ﬁnpaBJIeHHe Ha xagecTBoTo ISO 9001:2015 w/unu cucrema 3a ynpaslieHHE Ha Ka4ecTBOTO Ha
= "w:ﬁ.]}l]_[I/IHCKI/ITe m3nenus ISO 13485:2016 u/unu exBUBaNEHTHA.
- CHOTBETCTBAT Ha M3MCKBaHUATA Ha JlupexTuBa Ha EBpomeiickus mapiaMent u
' iwera Ha EBpomna 98/79 EC 3a menumunckuTe cpencTsa 3a auarHocruka (IVD), xorato e
| J0KHUMO.
- OTI'OBapsT Ha M3UCKBaHMATA Ha Wi. 82, ait. 1 o 3MU;
- OTrOBapAT Ha APYTUTE H3HUCKBAHHS, IOCOUEHH B TEXHUUIECCKUTE CIICITM(DHKAITIH.
2. JleknapupamM ChITIACHETO CH € KJIAy3UTe Ha IPHIIOKEHHUS IPOEKT Ha TOTOBOP.
3. HeknmapupaM CpOK Ha BamuJHOCT Ha odeprara: 3 (Tpu) Mecella OT Aarara,
h)ﬂo e IOCOYeHa 3a JlaTa Ha ITojlaBaHe Ha odepTara.
4. IlpueMam cpoka Ha U3I'BJIHEHHE Ha mopbukara: 12 (IBaHameceT) Mecela OT
= n:mquaHeTo Ha I0r0BOpa.
‘ 5. Ilpuemam cpoka 3a mamane: no 60 (umecTaeceT) KajleHIapHH JHH OT
»BBLPHIB&HCTO Ha TOCTaBKaTa ¥ U3aBaHeTO Ha (HaKTypa OT M3ITbIHUTEIS.
3 6. IlpuemaM cpoka Ha jmocTaBKa: A0 14 (YeTHpHHAzeceT) KaJeHIapHU AHH OT
&oweHTa Ha 3a9BSBAHETO OT BH3IOXKUTENS.
’ 7. Ilpuemam cpoxa Ha TOOHOCT: HE NO-Manko oT 60 % (uectaeceT mponeHTa) oT
S SEE—— T T CpPOK Ha FOJIHOCT KbM MOMEHTA Ha JJOCTaBKara.
8. IIprieMaM 1@ H3IBJIHABAM BCUUKHM M3MCKBAHUS Ha BB3IIOKUTENS, IIOCOYEHH B
OOSBIICHUETO U JOKYMEHTAIUATA 32 YUaCTHE.
9. B cnyuaii, ye 6b1a OIpenesieH 3a U3NBIHNATEN Ha NMOPHUYKATa, Ce 3ab/KaBaM,
OpH TOAMMCBAHETO Ha JOTOBOpa 3a OOINECTBEHA IOPBYKA, Ja IpeacTaBs aKTyalsH
AOKYMEHTH YJIOCTOBEpsIBAIIM JIMIICATa Ha OCHOBAHHUS 3a OTCTpaHSABaHEe OT NPOIEAYpara,
KaKTO H CHOTBETCTBHETO C MOCTABEHUTE KPUTEPUH 3a ToAdop:
- 3a obcrosTencTrara o wi. 54, an. 1, T. 1 ot 3011 - cRUAETENCTBO 32 CHAMMOCT;
- 32 06¢cTOATENCTBOTO MO Wi. 54, an. 1, T. 3 ot 3011 - ynocroBepeHue OT OpraiuTe
00 NPUXOAMUTE W YIOOCTOBEPEHHE OT oOLIMHATa N0 CEAAJIMIIETO Ha BB3JIOXKHUTENI H Ha
KaHIUJ1aTa UM y4acTHUKA;
- 3a obcrosrencrBoTo 1O uil. 54, an. 1, T. 6 - ymocToBepeHue OT OpraHHTE Ha
HanninuTenHa areHiusa "l JaBHA HHCIEKIHS 110 Tpyaa';
- paspelieHie 3a ThProBUs Ha eIpO ¢ MENHUIUHCKY H3Jenus, uznaneHo or MAJI
®I8 APYT IOKYMEHT, YIOCTOBEpSBAL] MPaBOTO HA yYacTHHKA Jla THPryBa C MEAUUHHCKH

e T AT
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H3NEIMS, u3namen or KOMIeTeHTen oprag ma CBOTBETHATa Ibpkana, Paspemenue py
YAOCTOBEpEHUE He ce uapckna OT NpoM3BoxHUTENHTE H MenunuHCcKy H3zenns, ycranopeny
Ha TEpUTOpuATa Ha Peny6muka Buarapns;

- CepTudurar 33 Ipunarane y TIOAnbPXKAHE Ha cuerema 34 ynpaBieHue wa
Kadecrsoro ISO 9001:2015 obnacrra Ha HPOM3BOACTBOTO 1/py ThProBusTa ¢ MemuIMHCKY

H3NICNHA  u/MimM  cucrema 38  ynpaBnenue mg Kauecrsoro [SO 13485:2016 W/unu
CKBHBAJICHTHa; -

HO,Z(HHC Ha Hpe,Z[CTaBJI}IBaU.IOTO Mue u neyar:, .., . .

Hanuena Meroaue; RaBHTET | J
(ume, Gammno bamuns, ATBKHOCT
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3 ‘ Hpunosicenue Ne 5 — 3a0vnxcumenen obpasey
HEHOBO ITPEJJIOXKEHUE 3A U3IIbJIHEHUE HA IIOPHYKATA

oT Xumrexe OO0

CBC Cenammile B Beirapus, rp. HamMutpoBrpan, o6umaa AuMuTpOBIrpag u
aipec Ha ynpasienne rp. lumurposrpan 6400, YaBysaymxa Ne 33, k.56
EMK /BYJICTAT 836149057 '

npencrasnasaH oT Januesa Meta a

ETH( YECTBOTO My Ha YNpaBHTEA

IpaBs nenoBo mnpemnoxeHne 3a M3MBIHEHUE Ha mnoppykKara, mo o6ocobena
mmo3miug Ne:

Ne 1, xaro upuiaaraMm mnoxnucano Ilpunoxenne Ne 1 "Croucnk Ha
nabopaTopHuTe KOHCYMAaTHBH, pEaKTHBH M TeCTOBE 3a OT/C/ICHHE "Kimanyna
MHKpoOHoIorus",

(moas, ombenediceme 060cobenama nosuyus 3a KoAMo npedcmaeame ogepma)

VYKA3AHHA 3a nonwrsane na npUnodiIcCeHUIMa.

B npunosicenuemo Ne 1, Ne 2 w/unu No 3, 3a womenxnamypama no rxosmo
npeocmass ogepma, écexu yvacmuuk ciedsa 0a nonsiHy ClleOHUme KONOHY U pedose:

B ronona 6 yuacmuurem nocovsa npoU3600UmeNs Ha npeonazanomo uzdenye.

B xonona 7 ywacmuuxem nocovsa smecmumocmma Ha nPeonazanama onaxoexka 6
MEPHU eOUHUYY (CL2NACHO NOCOYEHOMO 8 KOMOHG 3 unu 3.1), koeamo e npunosicumo,

B ronona 8 yuacmnurxvem nocousa NpeONazanama yerna Ha onaxkoexa ¢ eea 6es
AAC, xoeamo e npunosicumo, xamo yenama na onaxosxa mpabea 0a e sakpvenena 0o emopus
3HAK cneo decemuunama 3anemas.

B xonona 9 yuacmuuxem nocousa npeonazanama eouHuuHama yena na mepHa
eounuya ¢ nesa Ges AAC. Eounuunama yena na MepHa eOunuya ¢ xonona 9 ce nosyyasa,
Kamo yenama 3a OnaKo6Ka Ha 6CAKo uzdenue nOOMOenHo ce Dpasoeny Ha emecmumocmma
(6pos. mepnu edunuyu) 6 edna onaroera (xon. 8 : kor. 7). EQunuunama YeHa Ha mepHa
eounuya creoea da e 3axkpverena 0o HeMBvLPMUA 3HAK Clle0 OecemuyHama 3anemas.

Konona 10 ce nonvrsa camo no onesy HOMEHKIAMYPU, KOUmo cvowpoicam 6 cebe
cu hooHomenxnamypu: 1, 6, 7, 15, 16, 18, 23, 26, 33, 34, 54, 60, 63, 67, 68, 70, 72, 75 u 77. B
Konona 10 ywacmnuxvm nocousa NpOU3EE0EHUEMO MEXHCOY NPOSHOSHOMO KONUNECEO On
KONOHA 4 u yenama 3a mepua COUNUYA, NOCOYCHA OM YYACIHUKA 8 KONOHG O (xon. 4 x xon. 9).
Ho nomenxnamypa Ne 71 "Ousemumennu cemoee' ne ce nonvaea xoarona 10,

Ha pedoseme "O6wo no Homenknamypa Ne......" yyvacmuuxom nocouea cbopa
om . cmounocmume na écexu ped om xonona 10. Cobopvm ce 3a1<p/;521m 00 6MOopus 3uak cred
Oecemuynama sanemas, /

Tonnuc Ha mpeacTaBnABAmMOTO NMHLE H NEYAT:. . R

HMannena Merogner PABHICH 'td\
(ume, GammHO e ; )
.'-'l =R 6 .-"ll




TNIPUJIOKEHUE Ne 1 "Cnuchbk Ha nabopaTtopHuTe KOHCYMATHBH, PEAKTHBH M TECTOBE 33 OTIe/IeHHe

"KauHHuHa MuKpoGHonorus"

HoMeni Iporrozn
a Hena 3a
Jarypa IIporuos N Ipenaarana ena 3a Mmepua O61na
H HanvenoBaHMe Ha HOMEHKIATYPUTE H Mepua HO CTOMEDCT Ifpou3sos| onakoeka fipeAtaranara exununa 6ez | croiimocr
MOAHOME NOQHOMEHKIATypuUTE eIMHHEA | Koardec e urea (xoraro e Gilay OsKalGea JAC  (kom. 8:| (kou. 4 x
HKJATYp TBO QLLE NPHIOKUMO) MUIC (orato e KOJI1. 7) Kod1. 9)
aNe Ta APUJI0KHMO)
NO3H NS
1 2 3 4 5 6 7 8 9 10
1 AHTHOHOTUYHH IHCKOBE, CHBMECTHMH ¢ X X 2500 X X X X X
HAJTMYHHTE B 1200paTOPUATA NHCHEHCHDH
Sensi- Disk
1.1 |Asurpomuimn JUCK 500
1.2 |PaumTpaumwn TIUCK 500
1.3 |Baukomuima IIACK 500
14 |lenramuiwn 10 IHCK 3500
1.5 |Temramummu 120 JHCK 500
1.6  |Epurpomuumn JIMCK 3500
1.7 |Epranerem JTACK 50
1.8 |HUmunenem IIACK 3500
1.9  |Kamamuuwm TTHCK 50
1.10  |KapGenmmummn JUCK 50
1.11  |Knapurpomuuma IACK 500
1.12  |KnuHaamuime IUACK 3500
1.13  |Konucrun IACK 500
1.14  |JIepodnoxcaimn THCK 3500
1.15  |JInnesoman JHCK 50
1.16  |JTudxomunmn JUVICK 50
1.17 |Meponexem JHCK 500
1.18 |Hanmaukcosa kucenuna IACK 3500
1.19 |HoBoGuounn ITHCK 500
1.20  |Oxcaumnun IUFCK 200
121  |Tlennummun JTICK 3500
1.22  [[Tednokcamun JACK 50
1.23  |[Tunepaiwmmiau IIACK 3500
1.24  |TTunepaimnun/Taso6akram THCK 500
1.25  |[TonumukchH TIICK 50
1.26  |Pudamnua JHCK 50
1.27  |Crmpamurua JHCK 50
1.28 |Crpenromumn 10 TTACK 50
1.29  |Cyndamerokcason/Tpameronpum IFCK 3500
1.30 |Teitxorasna ZCK 500




1.31  |Terpammkiun TIACK 50
1.32  |Tuxapuunun JHACK 50
1.33  |Tnkapmwmis/ KnasynaHosa KuceriHa IIACK 50
1.34 | To6pamuums JTUCK 1000
1.35 |Xnopamderwmkon THCK 50
1.36 |Uedaroruu JIHCK 3500
1.37 |Uepamargon JIHCK 50
1.38 [lledermm IIHCK 1000
1.39  |Ledokcurun JACK 3500
1.40  [leponepazon JHCK 200
1.41 |Oedonepazon/Cynbaxram JIACK 200
142 |Ledorakcum JICK 500
1.43  |Uedorakcum/ KiapyaHosa Kucenuaa JTACK 200
1.44 [ledrasuaum JIHCK 3500
1.45 |Ledrasummm/ Knasynanosa xrcenura JTICK 200
1.46 |Lledrprakcon JTHCK 1000
1.47  |Uedypoxcum JTUCK 3500
1.48 |[umpoduiokcamm IACK 3500
1.49 |Astpeonam JIACK 50
1.50  [Azmoumnun TIHCK 50
1.51 [Merponunazon IIACK 50
1.52  |Amuxaims JICK 3500
1.53  |Amokcumianus/ KinapyiaHoBa KucenuHa JIACK 3500
1.54 |Ammmuinmn IIMCK 1000
1.55  |Ammmnis/CynGakram JTICK 3500
1.56 |Tureumxnuy 15 IIACK 50
1.57 |Bopukonason IHICK 50
1.58 |Paykonazon IHACK 50
OO0 no HomeHnknaTypa Ne 1:
2 Teunn xpanuTeaHn cpeaH 3a XeMOKYITypH, 6poit 750 7600 X
CHBMECTHMH C H3MO.I3BAHASA B
JabopaTopuara anapat BACTEC 9050, 3a
aepo0HH MRKPOOPTaHM3IMH
3 Teunu XpaHuTe HR CPeaH 32 XeMOKYJITYpH, Gpoit 50 500 X
CBBMECTHMH C H3MOJ3BAHNUHA B
saboparopunaTa anapatr BACTEC 9050, 3a
AHaepOOHH MHUKPOOPraHUIMHM
4 TeuHu XpaHUTETHH CPeH 32 XeMOKYJITYPH, 6poit 150 1500 X
CLBMECTHMH € H3MO/I3BAHUA B
naboparopusra anapat BACTEC 9050,
NEeIHATPUYHA
5 Ianeru MacThop, cTepuanm, Opoii 1000 70| Bakyrecr 100 10,00 nB. 0,10 ns. 100,00 nis.
HHAVBHAYAJHO onakosanu, 1 ma Kuma




6 JexHApaTHPAHH XPAHUTEHH CpenH, B X X 4700 X X X X
EIHH JOT 0T ¢Ha GHPMA JOCTABIHK
6.1 |Kpbsen arap 6asa OITAKOBKA OT 20
500 rp
6.2 (Mwonep Xunton arap 0MakoBka OT 20
500 p
6.3  |Max Konku arap ONAKOBKa OT 10
3500 rp
6.4  |JleBun arap OIAKOBKa OT 5
500 rp
6.5 |Cammonena-llnrena arap(SS arap ) OIAKOBKA OT 5
500 rp
6.6 |TCBS arap OMAKOBKa OT 1
300 rp
6.7 Cenenuror Gynson ONAKOBKa OT 2
500 rp
6.8 | Kaurnep arap ONaKoBKa o7 2
500 rp
6.9  |Cpena 3a HHION M TOOBHAKHOCT OMaKoBKa OT 2
300 rp
6.10  |Cumonc umrpar arap ONaKoBKa OT 2
500 p
6.11 |¥pes arap OMAaKOBKa OT 2
500 rp
6.12  |AnkanHa nenToHHa Boga OIIAKOBKA OT 1
500 rp
6.13  |Manuton-cosiegu arap OMAKOBKa OT 1
500.p
6.14 |CoeBo-kazennon Gyabon OTAKOBKA OT 1
500 rp
6.15  |I'moxo3os Gyieon OMAKOBKA OT 4
500 rp
6.16 |Arap ua CaGypo OTIaKOBKA OT 1
300 rp
6.17 |EnTepokokos arap OMNaKoBKa oT 2
500 rp
6.18  |Crxum Muak OTAKORKA OT 1
500 rp
6.19 |Dennnananun - nesamunaza GAJ ONaKoBKa 3
20x 6 mn
6.20 |Cenwpe B Gankw Banka 2
450 ma
Oomo mo Homenkaarypa M 6:
7 XpannTenn cpeau, passTi B NeTPH 3a X X 460 X X X X
€IHOKpaTHA ynorpeda, B e1HH JOT OT eana
HPMA 10CTABYHK
7.1 |Torosu nerpu Ulokonamor arap cue neTpH 200
CVILUIEMEHTH
7.2 |T'oToBM MIETPHTA 33 KYATHBHPAHE HA MOHE TIETpH 80
ueTHpH Buaa Candida




7.3

T'oToBH MeTprTa 32 KYITHBHpAHE Ha aHaepoOH

neTpy

20

74

['oToBHM MeTpuTa CHC CENIEKTHMBHA Cpeaia 32
Campvlobacter

MeTpU

20

7.5

I'oToBm meTputa ¢ xpaHuTenHa cpena 3a
OTIPEIENITHE Ha OKCAIWTHHOBA
qyBCTBUTENHOCT( MRSA cradunokokn)

neTpH

20

O6mo

IO HOMEHKIaTypa Ne 7:

Ha6op 3a ouperaBaHe Ha MHKOGAKTEPUH

Habop

100

[Tanpex

3x100

45

45

45

Merunsenoo cunbo no Jisoduaep

MHIATHTED

2000

100

[Taupex

250

12

0,048

96

10

Jlyronios pa3tBop

MUJIUTATED

1000

100

HenranaG

250

10

0,04

40

11

Cadpanun 2%

MHITHITUTED

500

60

Ianpex

500

20

0,04

20

12

KapGoa renuusinsuoser

MIUTHITHTHD

500

30

Tarpek

500

18

0,036

13

HHugoa no Kosau

MITUIHTBD

500

60

[Tanpex

100

12

0,12

60

14

Tebpaa XxpaHuTesna cpeja B enpyBeTKH 32
KVJITHBUpPaHe Ha MUKOGaKTepun

Gpoii

1500

1000

15

IMonyaBToMaTu3upana cucTema 32
OHOXMMMYHA HACHTUDNKATUS HA KINHHYHO
3HAYMMH MHKPOOPraHU3MH, H3N0J13Baa
Haii- Mmaako 30 GUOXMMHYHHE TecTa, B equH
JIOT OT €AHAa PHPMA JOCTABUHK

X

1000

Cucrema 3a GHoXuMIMHA HACHTADUKALMS HA
I'paM MOIOXUTETHY MEKPOOPTAHH3MH,
U3M0JI3BalIA Hail- MaTko 30 GCHOXAMUYHH TecTa

OIakoBKa

15.2

Cuctema 3a GHoxuMudHa HIeHTHHKAIIS HA
I'pam oTpHIATENTHE MUKPOOPTAHU3MH,
H3II0J13BalIA Hali- MaTKo 30 CHOXHMMYHH TECTA

OTTaKOBKa

153

Cucrema 3a GHOXMMHYHA MACHTHGHKAIMA HA
B3UCKATENHU ["paM OTpHIIaTeIHN
MHKPOOPTaHU3MM, H3MI0N3BalIa Hall- Mako 30
OGHOXHMMYHH TecTa

OIIaKOBKa

0010 no HomenkaaTypa Ne 15:

16

Cucrema 3a GuoxamMHYHa HIenTHHKANMS
HA KJIMHAYHO 3HAYHMH MHKPOOPTaHH3MH,
H3Nn03Bawa a0 20 GHOXMUMMYHY TecTa,B
€/IHH JI0T 0T e1HA GNPVMA TOCTABYRK

1300

X

X

X

l16.1

Cucrema 33 GHOXUMHIHA HICHTH(MKAIMS HA
B3HCKAaTEJIHA MUKpoopramu3Mu ( Neisseria,
Haemophilus, Moraxella ) msnonzsaum g0 20
OHMOXMMWYHY TeCcTa

OITaKOBKa




16.2  |Cucrema 3a muenTuduKanys na YPEBHU OIaKoBKa 2
MMKPOOPTaHU3MH, H3N0N3BaINa 10 20
OMOXMMMYIHY TecTa
16.3  |Cucrema 3a uaenTudvkanys Ha CTaQuIOKOKH, | OmakoBKa 2
H3MoI3Batna 1o 20 GHOXUMIMHH TecTa
164 [Cucrema 3a HACHTUDMKALYIS Ha CTPEIITOKOKH, | OMaKOBKa 1
H3non3eama 10 20 GHOXUMHYHH TecTa
16.5  |Cucrema 3a npenTudukamis a OIAaKoBKa 1
KOpuHEOaKTEPHH, U3M0A3BAMA 710 20
OHOXMMHWYHH TecTa
16.6 |Cucrema 3a unesTndukamms a OMNaKOBKa 1
HeepMEeRTHpalIH IIFOK03aTa
MHKPOOPraHiu3MH, H3MON3Bama xo 20
OMOXMMHYHH TecTa
16.7 |CucremMa 3a GuoxuMmiHa HIACHTHVKAUYA Ha OIIaKOBKa 1
MEIWLIMHCKY 3HaYNMHA I'bOUUKI Ha 6asa
INVICHMUTIAUNS Ha BEINCXHUAPATH
16.8  |KonmopumerpuaeH Tect Ha 6a3a acHMHNAMNS Ha | onakoBxa i
BBITIEXUAPATH 33 HACHTH(MKALHA Ha
MEINUWHCKH 3a9MMH [EOUYKH
O6uro no HomenkaaTypa Ne 16:
17 |duckose 3a yudepennupane na JIHCK 200 1000
Streptococcus pneumoniae
18 ToroBu peakrusu NIT 1, NIT 2, VP 1,VP 2, X 200 X X
ZYM A, ZYM B, PYZ, PAL, NIN
181 |NIT1+NIT2 Opoii 1
18.2 |VP1+VP2 6poii 1
183 |ZIMA Gpoit 1
184 |ZIMB 6poit 1
18.5 |PYZ Opoii 1
18.6 [NIN 6poii 1
O6wo no HomenkaaTypa Ne 18:
19  |Jluoduiuzupana 3aemxa niasma 6poit 10 20
20  |JIaTexc aryTHHALHOHEH TecT 3a rpynoeo OIIaKOBKa 1 200
AMpepUHUHpane HA CTPENTOKOKH - Fpyna A,
B.C.D.E.F. G
21 JlaTexc armyTunaunoHeH Tect 3a rpynoBo OMaKOBKa 1 60
AuepuHUHpaNe Ha CTPENTOKOKH - rpyna A
22 [JlaTexc ariyTHHAUMOHEH TECT 3a [OKA3BAHE | OINAKOBKA 1 350
HA Ha¥i- YeCTHTE NPUYHHNTETH HA
DakTepHajien MEHHHIHT
23 bbpsu anpexTHu xpomarorpadckn X 2080 X X

UMYHOCH3HMEH TECTOBE,B €AMH JIOT OT €AHa

dupma aocraByuk




23.1 | Ilupexren xpomaTorpad)cku HMYHOCH3UMEH TECT 200
TECT 33 A0Ka3BaHE HA POTA — U ANCHOBUPYCH OT
denec
23.2  |dupexten xpomarorpapcku MMYHOCH3HMEH Tect 200
TECT 3a Jokaseaue Ha H. pylori or denec
233  |MupexteH 6up3 HMYHOXpoMarorpa(cku TecT 3a TECT 50
nokaspane Ha Campilobacter ot derec
234  |Byp3 nMyHOXpomaTorpadicku Tect 3a TecT 200
JOKasBaHe Ha anTurena cpemy T.pallidum
23.5 |BBp3 mMyHOXpOMATOrpadck TECT 3a TECT 10
JokaseaHe Ha Legionella oT ypuna
23.6 |bbps Tect 3a perexims Ha Clostridium difficile TECT 10
toxin A/B BB (ekanHa npoda
23.7 |bbp3 nupekren xemarorpadcki EMyHOeH3UMeH| onakoBka 2
TecT 3a H.Pylori Ab (ceponorusen recr)
O6mwo no HomenkaaTypa Ne 23:
24  |RPR aurnren — vecnenudpuyen CKPHHHHTOB TECT 150 20
TecT 32 cHmane
25 |TPHA — mHaupeKTeH XeMar1yTHHAUMOHEH TecT 50 30
TECT 32 OTKPHBAHE H THTPUPAHE Ha
cretupuann anTutensa cpemy T.pallidum
26 IloMBAEHTHE U MOHOBATEHTHH CepyMH 3a X 5500 X X
E. Coli, Salmonella u Shigella,p equu jioT o1
eqHa dUpMa 10CTABYHK
26.1  |lllurenHu HeHacUTEHH CepyMH Opoit 3
26.2  |llurennn HaCHTEHM cepyMH Opoii 10
26.3  |[llurenHy rpynoBu HACUTEHH CepyMH 6poit 10
26.4 |E.xonMM HEHACUTEHHU CEpYMH opoii 30
26.5 |E.xomu HacuTeHM cepyMu 6poit 30
26.6 |E.xomu rpynosu cepyMu Opoii 100
26.7 |CanvMorennu HacuTeHu cepymu Opoii 10
26.8  |CarvMoHenHU IpynoBH cepymu Opoii 10
26.9 |Jnogwmusnpana xparuTemHa cpena 3a cpeaa 20
KYIITUBUPAHE HA TPHXOMOHH
26.10 |AmmymupaH¥ TeqHH XpaHHUTEHH cpenu 3a Opoit 200
JI0Ka3BaHe HA OPHUTHH, JIN3UH H apTHHUH aMITyIIu
26.11 |OBHemKa KpbB 3a KPBBEH arap 6poit 5
O6uro no HomenkaTypa Ne 26:
27  |AST - 0Bp3 arnyTHHANHOHEH J1aTeCK TecT / MHUJTMITHTED 4 100
auTHCTPenTO H3HH O/
28 WR — 6bp3 ariyTHHANHOHEH JaTeKC TecT MUIWIATBD 4 100
32 onpeje/IsiHe HA PEBMATOAEH GaKTOp
29 Ypesi — aprunuu 6yJab0H 32 OTKPHBaHe Ha OMaKOBKa 1 180

YPOT¢HHUTAJTHA MUKONJIA3MA




30  |IlenTpodymuu enpyseTkn THN ,,Pakon"’ 50 Opoit 500 100 X
MJL., TPAIYMPAaHH, MATHDPAHH
31 Hunaunos Tect (1eHTH) 32 AMdepuHnnpane 6poii 80 90 X
Ha M. tuberculosis
32 Hutpar — pepykrasen Tecr (enru) 3a 6poii 80 140 X
Audeprrunpane Ha M. tuberculosis
33 | XuMu4ecKH peaKTHBH: X X 50 X X X X X
33.1 |Harpuera ocHOBa — CyGCTaHIMA rpam 100 [Tanpeak 100 3 0,03 3
33.2  |N- auermn L umcrenn rpam 100 [Tanpeak 100 180 1,8 180
33.3 |NA-camuumiar rpam 100 [Tanpeax 100 5 0,05 5
33.4 [Mapa-HUTPO-GeH30€Ha KHCETHHA rpam 100 IManpeax 100 15 0,15 15
O06wio no HomMenk1aTypa Ne 33: 203
34 bopsn recroBe n ELISA kutoBe: B equn 10T X X 3880 X X X X X
OT eAHa pHpMa JOCTABYNK
34.1 |ELISA xur 3a uscneasane Ha anti — HAV — OIaKOBKa OT 2
[gM. 96 Tecta




S22 TELISA ki wiesieanane wa HBgAR OHRKORKA O1 5
96 rectn
JA3 [Bupian recrone sh ceposOrHUIO HICACANINE 1N TecT 100
HBsAg
344 [ELISA kur 3a wycneasaue un anti ~-HBe -IgM  [onakoska or I
96 TecTa
34,5 |ELISA gwur 3a macheasauc na anti -HCV ONUKOBKA O 5
96 recra
34.6 |Bbp3u TECTOBE 3a CEPONOrHYHO MICHCABANE HA reeT 100
anti -HCV
347 |ELISA ur 3a wicneananc na anti -HIV, ONAKONKA OT 2
96 Teetn
34.8 |Bobp3u TECTOBE 33 CCPOIOIHYHO HICACABANS HAY TeeT 200
anti ~HIV
349 |ELISA knur 32 nacieapade na Jlalimeka Goncer | onnkonkn |
:anti —Borrelia burgdorferi [gM
34.10 |ELISA xur 3a uscncasanc Ha Jlalmexa Goneer | onskonkn I
:anti —Borrelia burgdorferi 1gG
34.11 |ELISA xur 3a w3cncasade ua Yersinin ONAKORKR 1
enterocolitica
34.12 |bwp3 mupekTeH xemarorpadieks uMynocirmsMen | onakonka 2
TecT 338 Anti-HAV-1g M
06wo no HoMeHKnaTypa Ne 34:
35 |Ta3—reHepupamy naKkeTH, OCHIYPRunim ONAKOBKA 1 20 X
armocdepa 3a Ky JTHBHPANC 1A funcpobn u
:._-:n.._udnﬁﬁGﬁ:.:: B AHNACPOCTAT
36 |CrepniiHH TAMMIOHH C TPAHCHOPTHA Gpoii 1000 300| Bakyrect 100 27 0,27 270
Xpanurenna cpesa va Crioapr/ Amuee Kima
37  |Bacitracin cyxa cyGeranuma QNaKoBKa 1 40 X
38 MIC( 1) TecT cTpHN 38 MEHHUHITHA OnaKoBKa 1 50 X
39  |MIC(I) TecT crpun 3a uedrpunkcon 0n1aKoBKa 1 50 X
40  |MIC(I) Tect cTpun 33 Meponem OTIAKOBKA 1 50 X
41  |MIC(I) Tect crpun 3a uedoxcurnn ONAaKoBKa 1 50 X
42 MIC( 1) TecT crpun 3a uedrazninm/ OMaKoBKa 1 100 X
uedraznaHM +KIaBY.IAHOBA KHCCIHHE
43  [Komnaexr crangaptu no McFarland Opoii 1 40 i X
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Ilpunosicenue Ne 5 — 3a0vascumenen o6pazey
INEHOBO NPEUIOKEHUE 3A U3ITBJIHEHUE HA IIOPHUKATA
oT Xumreke O0/1

ChC cepanuuie B beiarapus, rp. Jumurposrpaa, ofmuna dumurposrpaa u
ajgpec Ha ynpasinenue rp, Iumurposrpan 6400, ya.bBy3aymxa Ne 33, m.k.56

EVIK / BYJICTAT 836149057
npencrapissad oT Jannemsa Meroam
El Ka4yeCTBOTO My Ha v apdBUTEN

[Ipass 1meHOBO NpemyIoNeHWe 3a H3MBJIHEHME HA MOPHYKATa, IO 060coGeHa
no3uryst Ne:
Ne 3, xaro mnpunmaraM moamumcaHo Ilpunoxenme Ne 3 "Cromesk Ha
11a0OpaTOPHATE KOHCYMATHBH, PEAKTUBY M TECTOBE 33 OTAeeHue "KinHana natonorus",
(mons, ombenediceme 060cobenHama no3uyus 3a KOSMo npedcmasame oghepma)

YKA3AHHMA 3a nonvasare Ha Npunojcenusma:

B npunooicenuemo Ne I, Ne 2 wunu Ne 3, 3a Homenxnamypama no koamo
npeocmags 0gepma, 6cexu YuacmuuK cned6a 0a NOWsAHYU CReOHUME KONOHU U pedose.

’ B Konona 6 ynacmuukvni ROCO46a nPOUEOOUMENs HA HPEONAZAHOMO U3DeNUe.

B Konena 7 yuacmruxubm noco46a 6MecmumMocmma. na npednazanama. onaKkoeKka 6
MepHU eOuHuyLL (Co2RaACHO nocoeHomo 6 konona 3 unu 3.1), kozamo e npunodcumo.

-B konona 8 yuacmuuxvm nocouea npednazanama yena na onaxoexa é nesa 6e3
HIC, xozamo e npunoscumo, kamo yenama na onaKosxa mpsbea 0a e 3aKpvieHa 00 émopus
3HAK CNle0 OecemuyHama 3anemas.

B konona 9 yuacmuuxvm nocousa npednazanama eQunuuHamMa yeHa Ha MepHA
eounuya ¢ neea 6es [JJIC. Eounuunama yena Ha mepra edunuya 6 xonona 9 ce nONYuasq,
Kamo yeHama 3a ONAKO6KA HA 6CAKO U30eAue NOOMOENHO ce pa30enu HA 6MECHUMOCMA
(bpos mepnu edunuyu) 6 eona onaxoeka (kon. 8 : xon. 7). EQunuunama yena na mepua
eOuHUYa cnedea 0a e 3aKPvL2NeHa 00 YemebpMmus 3HAK cred 0ecemuyHama 3anemas.

Konona 10 ce nonvnsa camo no oHe3u HOMEHKIAMYPY, KOUMO CoObpacam 6 cebe
cu nooHomenxnamypu: 1, 6, 7, 15, 16, 18, 23, 26, 33, 34, 54, 60, 63, 67, 68, 70, 72, 75u 77. B
Konona 10 ywacmuuxom nocouea npou3sedeHuemo Mexcoy npocHO3HOMO KOMUYECMBO Om
KOLOHA 4 U yenama 3a MeprHa eOunuYyd, NOCO4eHa Om YNAcmHuka @ koiona 9 (kon. 4 x xon. 9).
o nomenknamypa Ne 71 "Oueemumennu cemose" ne ce nonwvnea xonona 10.

Ha peooseme "O6uio no nomenknamypa Me......" yuacmuuxom nocoyéa c6opa
om cmotinocmume Ha 6cexu ped om konona 10. Céopvm ce 3a7_AbaJm 00 6mopus 3HAK Cieo

oecemuyHama 3anemas.
IToanuc Ha npeacTaBISIBAILOTO JIUIE W TIEYAT: , ,. /ﬁg'—\
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