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HAPELOBA Ne 1 OT 31 AHYAPH 2014 T'. 3A YTBBbPKIIABAHE HA
MEIUIIHHCKH CTAHIOAPT "KJIHHUYHA JIABOPATOPUA"

U3naneHa ot MUHUCTBPA Ha 34paBeoriasBaHeTo

O6H. [IB. 6p.13 ot 14 bespyapn 2014r., uam. n gon. [B. 6p.37 ot 17 Maii 2016r.

YneH enmHcTBeH. C Hapepbata ce yTBbpXAaBa MEOVMUMHCKUSAT CcTaHaapT
"KnuHnyHa nabopatopus” CbrnacHo NpuaoXeHMeTO.

3aknountenHu pasnopenobm

8§ 1. Hapenbata ce m3gaBa Ha OCHOBaHuWe 4n. 6, an. 1 oT 3akoHa 3a neyebHuTe
3aBegeHuss U otmeHss Hapemba Ne 35 ot 2010 r. 3a yTBbpXAaBaHe Ha MeOWLMUHCKU
ctaHgapT "KnuHnyHa nabopatopus” (06H., 1B, 6p. 66 ot 2010 r.; n3m. n gon., 6p. 92 ot 2010

r.).

§ 2. YkasaHusl no npunaraHeTo Ha Hapepbata ce paBaT OT MUHUCTbPa Ha
30paBeonasBaHeTo.

W3rounuk: [IpaBHo-undopmanmonnu cucremu "Cuena" 17/12/2021 r.
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MpunoxeHne KbM YN1eH eONHCTBEH
MEOVUMHCKW CTAHOAPT "KNMMHUNYHA NTABOPATOPUA"
(N3m. n gon. - OB, 6p. 37 o1 2016 1.)

['naBa nbpBa

OobUWKM NONOXEHNA

1. KnuHuynata nabopatopus € caMoCTosiTeNHa MeduUMHCKa CheumanHocT U Hay4yHa OUCUMMNUHA, KOSITO Ype3 KONIMYECTBEHU U
KayecTBEHM METOLM Ha M3cnenBaHe ocurypsisa HeobxoomMmaTta UHopMaums 3a paHHa OmMarHo3a, KOHTPOJ Ha AMHaMmukata Ha 60necTHus
Mpouec 1 Ha edoekTa Ha NeyYeHMeTo, epeKkTUBHA NPodomMnakTnka, KakTo U OueHKa Ha CTeneHTa Ha Bb3CTaHOBSIBAHE Ha 34PaBeTo U
paboTocnocobHocTTa.

[ naBa BTOpa

OBLWN N3NCKBAHUA

2. O6WwnTe N3NCKBAHNSA KbM MOMELEHMATA HA CTPYKTypaTa no KNMH1YHa nabopaTtopus ca cnefHuTe:

2.1. [NomeleHmaTa OTroBapsT Ha AeNCTBaWNTE B cTpaHaTa 34paBHN U3NCKBAHWUS.

2.2. Hannue ca Hai-manko cnegHute (PyHKUMOHANHO 060cobeHM MecTa B MecTa W HanpaBfeHWs: 4YakanHs; pervctpartypa;
MaHuMynaunoHHa; XMMNUYHO W LUMTONIOTMYHO MU3CNefBaHe Ha ypuHa; KIMHMYHA XUMWUS; XeMaTONIorus; xemokoarynauus; cneumanmsnpaHu
nacnensaHns (XOPMOHM, TYMOPHW Mapkepu, NIEKapCTBEHM BeLWeCTBa, ONIMroeneMeHTn 1 Ap.); MASNIHA; CKNagoBy NMOMELeHUs, CaHNTapeH
Bb3e.

2.3. Meonko-anarHocTUYHNTE nabopaTtopumn Morat ga MMaT CaMOCTOSTENHU MaHWUMynauMoHHKW, Pa3nooXeHN N3BBH crpafjaTta Ha
nabopartopusiTa.

2.4. MaHnnynaunoHHuTe no T. 2.3 pasnonarar Cbc:

2.4.1. xnaaunHuk;

2.4.2. ueHTpodyra;

2.4.3. coBCTBEH UM Ha Kyprepcka opraHmnsaums TpaHcnopT;

2.4.4. TpaHCNopTHa/u YaHTa/w.

2.5. CtpykTypata N0 KAUHW4YHA na6opaTop|/|9| € pasnonoXeHa B MNOMELWeHus, nnowTta Ha KOMTO MNo3BONsBa crneumguyHmnTe
W3zrounuk: [IpaBHo-nHMopManmonuu cucremu "Cuena" 17/12/2021 r.
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nabopatopHu OeHocTn ga 6baaTt M3BBbPWBAHN ePEKTMBHO CbObOpa3HO npouenypuTe 3a ynpaBfieHMe Ha Ka4yecTBOTO, M3MCKBAHMATA 3a
H6e3onacHOCTTa Ha nepcoHana v rpuXxnTe 3a 3a0paBeTo Ha nauuneHTa.

3. ObwmnTe M3MCKBaHMSA KbM MEOMLMHCKMTE U3Nenns n anapaTtyparta B CTpyKTypaTta no KAnHnyHa nabopatopums ca cnefHuTe:

3.1. CTtpykTyparta no kavMHu4Ha nabopaTtopusi n3non3sa MeANUMHCKN n3genns (kanmbpaTtopu, peakTMBU U KOHTPONTHM MaTepuann),
KOMTO OTroBapsAT Ha M3UCKBaHMSATA Ha 3akoHa 3a MeauUMHCKUTE U3Oenus 1 pasnonarat ¢ HOPMaTMBHO YCTaHOBEHaTa OOKyMeHTauus
(kaTo OaHHW 3a NPoW3BOAMTEN, MapTUOEH HOMEep, CEPUEH HOMEpP, aHANUTMYEH CepTUdUKaT 3a CbCTaB U MPUIOXEHME 3a KIUHUYHA
OnarHocTuka, CpoK Ha rogHoCT Npeaun oTBapsiHe, AaTa Ha AOCTaBKa, Aata Ha OTBapsiHe, rOQHOCT cnef OTBapsiHe).

3.2. Nopopbxkarta v npoBepkata Ha nabopatopHaTta anapaTtypa ce M3BbpWBaT OT OTOPM3MPAHO OT MPOU3BOAMTENS NMLE U Ce
[OKYMEHTMpAT C MPOTOKO/IM OT M3BbPLLIEHNTE NPOUNAKTUYHM N APYTN CEPBU3HN OENHOCTH.

4. CTpykTypaTa no knvHu4yHa nabopaTtopusi npuTexasa nnaH 3a 6e3onacHa npakTuka v npunara npasuna 3a Oe3vHeKuns u
cTepunnsaums Ha buonornyHNTe Mmatepuany cbobpasHo nelicTeawara HopMaTmeHa ypenba.

5. YCTPONCTBOTO M OeMHOCTTA Ha CTpyKTypaTta no KanHM4Ha nabopatopusi ca pernameHTUpaHn B npaBuiiHMKa 3a YCTPOMCTBOTO,
[elAHOCTTa N BbTPEeWHUsl pea Ha ne4yebHOTo 3aBeeHNe, C KOMTO ca 3ano3HaTh BCUYKKU paboTewm B CTpykTypara.

6. MNpenopbynTENHO € B CTPyKTypaTta no KAnHW4YHa nabopaTtopus ga mMma marpajeHa MHgopMaunoHHa cucTema, oTroBapsiia Ha
namckeaHunatTa Ha b C/EN/ISO 15189.

["naBa TpeTa

N3NCKBAHNA KDBbM PABOTEWWTE B CTPYKTYPA MO KJIMHNYHA JIABOPATOPUA U KbM TMNPODPECUOHATHUTE
NENHOCTU, KOUTO TE N3BBPIIBAT

7. B cTpykTyparta no knumHn4yHa nabopaTtopus morat ga paboTAT cnegHuTe nuua: nekap/m cbc n 6e3 cneumanHocT no KAnHWYHA
nabopatopusi; cneuvanuctM C Bucwe obpasloBaHMe (XUMULWM, Marnctbp-goapMaueBTy, OMono3n, OUOXMMULKN, WHXEHEP-XUMULN,
MeOMUMHCKM nabopaHTun, CneumanmcT No MHOOPMALNOHHN TEXHONOTW N Ap.) 1 CaHUTapW.

8. ManckBaHmaTa KbM MUHUManHNS 6poii nekapu 1 cneunanncTy ¢ Buclle obpasoBaHmne ca CnegHnUTeE:

8.1. (mon. - B, 6p. 37 oT 2016 r.) 3a CTPYKTypa Mo KAMHMYHA nabopaTopusi B MEAULIMHCKMN LEHTbP, AMArHOCTUYHO-KOHCY NTaTUBEH
LEHTBpP, CaMOCTOSiITENHA MeAMKO-AnarHocTmyHa nabopatopusi U OT MbPBO HUBO HA KOMMNETEHTHOCT B ne4YebHO 3aBeaeHve 3a 6onHMYHA
momoLy, KOMNAEKCEH OHKONOrNYEH LEHTBP, LEHTbP 3a KOXHO-BEHEpUYeckn 3abonsBaHns 1 LEHTBbP 3a NCUXMYHO 34paBe - eduH nekap
CbC CMeumnanHocT no KNMHNYHa nabopaTtopus;

8.2. (mon. - OB, 6p. 37 o1 2016 r.) 3a CTpykTypa NO KNMHMYHA nabopaTtopusi OT BTOPO HMBO HA KOMMETEHTHOCT B Ne4ebHo
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3aBegeHne 3a 60THNYHA NOMOLL, KOMMIEKCEH OHKONIOTMYEH LEHTBP, LEHTBP 3a KOXHO-BEHEPUYECKUN 3a00NSBAHNS U LEHTBP 3@ NCUXUYHO
34paBe - e[lMH leKap CbC CNeunanHocT no KNMHNYHa nabopaTtopus u eanH nekap cbe unm 6e3 npuaobuta cneumanHocT;

8.3. (mon. - OB, 6p. 37 ot 2016 r.) 3a CTpyKTypa MO KAUHWYHA nabopaTopus OT TPETO HUBO Ha KOMMETEHTHOCT B Ne4yebHo
3aBefeHne 3a 60THMYHA NOMOLL, KOMMIEKCEH OHKONIOMMYEH LEHTBbP, LEHTBP 3a KOXHO-BEHEPUYECKUN 3a00NSIBAHNS U LLEHTBP 3@ NCUXUYHO
3opaBe - eAuH flekap CbC CneumanHocT Mo KAMHUYHA nabopatopwsi, eanH nekap cbc unm 6e3 npuaoobuta cneumanHocT U envH
crneumnanuct ¢ Bucle obpasoBaHne Ha obpasoBaTenHO-KBaNMMKaUNOHHA CTENeH "MarncTbp" (XMMmK, BUOXMMUK, MarucT bp-goapmMaLesT,
6uonor n ap.).

9. CtpyKkTypaTa no KnnHn4yHa nabopartopust ce pbLKOBOAW OT NeKap C NpuaHaTa cneumanHocT "KNnMHMYHa nabopartopus”.

9.1. OcHOBHUTE NPOPECMOHANHN OEAHOCTU HA PBKOBOAUTENS HA CTPYKTypaTa no KNMHUYHA nabopaTopus BKOYBAT:

9.1.1. opraHnsnpaHe 1 pbKOBOACTBO Ha AMArHOCTUYHO-NeYebHaTa AeAHOCT Ha CTPyKTypaTa no KNIMHMYHa nabopaTtopus;

9.1.2. opraHmavpaHe 1 noanoMaraHe NnoBuWABaHETO HA KBanngukaumatTa Ha paboTewmnTe B CTPyKTypaTa;

9.1.3. opraHusvpaHe ¥ nogrnomMaraHe Ha BHeOpPSIBAHETO HA HOBM TEXHOMOrMM - aBToMaTusaums, poboTusaums, nabopatopHM
NHMPOPMALIOHHN CUCTEMU (TACHOCMNELMANN3NpaHn n obwonabopaTopHu);

9.1.4. opraHnsvpaHe 1 KOHTPOJN BbPXy MPOBEXAAHETO Ha CUCTEMEH BbTpenabopaTopeH KayeCcTBEH KOHTPON W Npu y4acTueTo B
cucTema 3a BbHLHA OLeHKa Ha Ka4yecTBoTO;

9.1.5. opraHmampaHe 1 KOHTPO Ha BPb3KMUTE Ha CTPyKTypaTta no KnnHuyHa nabopatopus ¢ o6CnyxBaHMTE 3BEHA;

9.1.6. opraHm3vpaHe 1 NpoBexXaaHe Ha AeiHOCTM 3a NOBMWABAHE HA MeaMunHcKaTa edpekTUBHOCT Ha nabopaTtopHaTa AeNnHOCT;

9.1.7. KOHCynTaTMBHA 1 METOAMYHA NMOMOLY Ha APYrK cneunanucTn B obnactra Ha KnnHuyHaTa nabopartopusi.

9.2. OCHOBHUTE NPOGOECMOHASTHN OENHOCTY Ha Nekaps, paboTely B CTPYKTypa no KMHUYHA nabopaTtopus, BKNOYBAT:

9.2.1. paboTta B nNpodoMnupaHO HanpaBneHWe Ha CTpyKTyparta Mo KAMHUYHA nabopaTtopus, onpedeneHo B ANbXHOCTHata My
XapakTepucTuka;

9.2.2. npoBexaaHe 1 NOKYMEHTMPAHE Ha eXelHEBEH BbTpenabopaTtopeH Ka4eCTBEH KOHTPON;

9.2.3. KOHTPOJ1 BbPXY M3BbPLWBAHETO HA KOHTPOSHW U3CNedBaHUs BbB BPb3Ka C y4aCTUETO B CUCTEMU 32 BbHIUIHA OLEHKA Ha
Ka4yeCTBOTO;

9.2.4. exxegHeBHa NPOBepPKa Ha pe3ynTtatute Ha naumeHTuTe;

9.25. OTroBOpPHOCT 3a cneuwanuaupaHata noggpbXxka M PEeMOHT Ha nabopatopHaTa anapatypa B CbOTBETCTBME CbC
CbleCcTByBalWMTE NpaBuna B CTPyKTyparta no KAanHnyHa nabopatopus;
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9.2.6. y4yactTme B U3roTBSIHETO HA €XEerogHw MNNaHoBM 3asiBKW 3a OMArHOCTMYHM Habopw, peakTuBM, XMMMKaNW, KOHCYMaTuBM,
PEe3epBHM YacTU, KOHTPONHN MaTepuany, Kanbpartopu;

9.2.7. OTTOBOPHOCT 3a NOAABbPXKAHETO HA TeKylara y4eTHa U OTYHETHA JOKYMEHTaUMs Ha CTpyKTyparta no KnnHmyHa naboparopus;

9.2.8. nogabpxaHe Ha BPb3ku C 06CNyXBaHUTE 3BEHA;

9.2.9. 0OTrOBOPHOCT 3a NOAAbPXAHE U aKkTyanusvpaHe Ha METOAMYEH HAPBbYHUK HA CTPYKTypaTa no KAnHMYHa nabopaTopus;

9.2.10. yyacTue B OeXypcTBa 3a CnelHn 1 HEOTIOXHU N3cnenBaHus.

9.3. OCHOBHMTE MNPOCPECUOHANHN AEAHOCTU Ha XMMUUUTE, Marnctbp-goapmaueBtute, 6ronosuTte, BMOXUMULMTE N UHXEHEpP-
XUMUUMTE B CTPYKTypaTa No KNMHMYHA nabopaTtopusi BKNOYBAT:

9.3.1. npoBexaaHe 1 NOKYMEHTMPAHE Ha eXelHEeBEH BbTpenabopaTtopeH Ka4eCTBEH KOHTPON;

9.3.2. n3BbpLBaAHE HA KOHTPO/HU M3CNeaBaHNSA BbB Bpb3Ka C y4acTUEeTO B CUCTEMM 3@ BbHIUHA OLlEHKA Ha Ka4eCTBOTO;

9.3.3. exxelHEBHA NPOBEPKA Ha pe3ynTaTtuTe Ha naumeHTMTe (3a nmuarta ¢ npuooburTta cneunanHocT "KnnHmyHa xummnsa");

9.34. OTroBOpPHOCT 3a creuuanuavpaHata noagpbXxka M PeMOHT Ha nabopatopHaTta anapatypa B CbOTBETCTBME CbC
CblleCcTByBalWMTE NpaBuna B CTpyKTypaTta no KanHuyHa nabopatopus;

9.3.5. nognomaraHe Ha M3roTBAHETO HA €XEeroaHu NNaHoBM 3asBKU 3a OMArHOCTMYHM HAbopu, peakTnBU, XUMMKaNN, KOHCYyMaTMBY,
PE3epBHM YaCcTU, KOHTPONHW Matepuanu, kannbparopu;

9.3.6. nonbnBaHe 1 CBOEBPEMEHHO MPEeACcTaBgHe Ha MeauumHckara AOoKYMeHTauusa no yCTaHOBEHWUSA B CTPyKTyparta no KAVHUYHA
nabopartopus pen;

9.3.7. yqacTve B U3BBbPWBAHETO HA KIMHUYHM U3NUTBAHNS HA aHANNTUYHMN METOOM N nabopaTopHa TEXHWKA;

9.3.8. yyacTtuve B moeXxypcTtBa 3a CrnewHn U HEOTNOXHU N3cnenBaHus.

9.4. OCHOBHUTE NPOECMOHANHN OEeAHOCTN Ha MeAULMHCKMS nabopaHT B CTPyKTypaTta no KnnHuyHa nabopatopusi BKOYBAT:

9.4.1. no3HaBaHe 1 cna3eaHe Ha N3NCKBaHUSATa 3a NOArOTOBKA Ha NaLMeHTUTe 3a U3cnenBaHe CbrinacHo yTBbpaeH NPoTOKO,

9.4.2. Nno3HaBaHe M cnasBaHe Ha Mnpasuiata 3a B3eMaHe Ha BEHO3HA M KanunspHa KpbB MO CbOTBETHA CTaHAapTHa paboTHa
npouenypa;

9.4.3. No3HaBaHe W CrnasBaHe Ha M3UCKBaAHWATA 3a TPaAHCMOPT U CbXpaHeHWe Ha OuonornyHuTe MaTtepuanu 3a aHanms no
CbOTBETHA CTaHLapTHa paboTHa npouenypa;

9.4.4. no3HaBaHe 1 cnasBaHe Ha cTaH4apTHa paboTHa npouenypa 3a uaeHTMgmKauns Ha GronornyHnTe Npobu;

9.4.5. BnafeeHe Ha TexHukaTa Ha nabopaTtopHUTE MEeTOAM 3a aHanM3 Ha CbOTBETHUTE NabopaTopHM MokasaTenn cbobpasHo
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cTaHOapTHUTe paboTHM Npoueaypu;

9.4.6. No3HaBaHe Ha U3TOYHULUMUTE Ha rPelWKn B NpegaHanuTU4HUSl, aHaNUTUYHUS U cnedaHanuMTuyHuMs etan Ha nabopaTopHo-
ONarHOCTUYHUSA NPOLEC;

9.4.7. no3HaBaHe 1 TOYHO NpunaraHe Ha paboTHUTE MHCTPYKLMM 3a eKcnnoartauus Ha nabopartopHara anapaTypa;

9.4.8. BOOEHE HAa MeOMUMHCKA OOKYMEHTauusi M cnasBaHe Ha M3NCKBaHUsATa 3a paboTa C BCMYKM MOIynu Ha nabopaTopHuTe
NHCPOPMALIMOHHN CUCTEMMU;

9.4.9. no3HaBaHe Ha pePepPeHTHUTE CTOMHOCTM HA KNIMHNYHO-NabopaTopHMTE nokasaTtenu;

9.4.10. onpenensiHe Ha BCWMYKW CMEWHM KNMHUYHO-NAbopaTopHM MnokasaTenum CbC CbOTBETHUS aHanuM3atop CbobpasHo
NPUNOXMUMUTE CTaHOAPTHN paboTHM npouenypw.

9.5. OcHOBHUTE NpohecnoHanHn OEeNHOCTM Ha CaHNTaps BKOYBAT:

9.5.1. no3HaBaHe ¥ crnas3BaHe Ha MpasunaTa 3a oxpaHa Ha Tpyaa U TexHuyeckara 6e30nacHoCT, KakTo 1 Ha paboTara ¢ npeanasHu
CpencTBa;

9.5.2. noyncteaHe 1 ge3nHgekunpaHe Ha cakogbpXxarenuTe 3a oTnagbuun eXxenHeBHO 1 NPy BCAKO BUANMO 3aMbpcsiBaHe, KakTo
N Ha NoMeleHusiTa Ha CTpykTypata no KauHuM4yHa nabopatopus (nod, MMBKW, caHMTapeH pasiHe, npo3opuu), nNpu crnasBaHe Ha
NPUNOXMMUS PEXUM HA AE3NHM(EKUNS N HA YyKa3aHmaTa 3a paboTa ¢ 4e3MHGEeKLMOHHM npenaparu;

9.5.3. no3HaBaHe ¥ cna3BaHe Ha npasunarta 3a pasfefHo cbbupaHe Ha 60HMYHM 0TNAAbLUM CbrNAaCHO YTBbPAEHA NHCTPYKLNS;

9.5.4. perncTpupaHe B XypHan Ha KONMYEeCTBOTO Ha U3XBbPNEHUTE 0TnagbLum No BN U KOOOBE CbrnacHo yTBbpAeHa nporpama 3a
ynpaeneHue Ha 60HNYHUTE OTNaabLUW.

10. KOHKpeTHUTE W3UCKBAHWS KbM 0ONacTuTe Ha OEeWHOCT U MpekuTe 3a0b/IXEeHWs Ha nuuaTta no T. 7 ce Oonpenenst B
ONbXHOCTHUTE UM XapakKTepUCTUKN.

11. Mo npeueHka Ha pbKOBOAUTENSA HA CTPYKTypaTa No KMHUYHA nabopartopust Ha nuuarta no 7. 9.2 1 9.3 moraTt ga ce Bb3narat u
KOHTPONHN CPyHKLMM B 06nactTuTe UM Ha OEAHOCT, KOMTO ce Habnoaaeat OT PbKOBOAUTENS HA CTPYKTyparTa.

12. CTpykTypaTta no KanHu4yHa nabopaTtopusi MMa nporpaMa 3a kBanvdukaumsi Ha nepcoHana, BK/YUTENHO 3a CrneumdguyHo
obyyeHune 3a ocurypsiBaHe Ha ka4ecTBOTO Ha NnabopaTopHUTE OENHOCTH.

["naBa 4yeTBbpTA
N3NCKBAHNA KbM SAOBIXUTENHNA (MUHUMAJIEH) OBEM TOKA3ATENIN N AMNMAPATYPA 3A CTPYKTYPATA T10
KIMMHNYHA NABOPATOPUNA
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13. (mon. - OB, 6p. 37 o1 2016 r.) 3a cTpykTypa no KAMHMYHA nabopaTopus B MEAVNLUMUHCKN LEHT P, ANArHOCTMYHO-KOHCY NTaTUBEH
LEHTBbpP, CaMOCTOSITENHA MeAMKO-AnarHocTmyHa nabopatopusi 1 OT MbPBO HMBO HA KOMMETEHTHOCT B ne4YebHO 3aBeaeHve 3a 6oHMYHA
MomoLy, KOMMNEKCEH OHKONOTMYEH LEHTBbP, LEHTHP 3a KOXHO-BEHEPMYECKM 3ab0oNsBaHMa U LEHTBP 3a NCUXMYHO 34pase ce npunarat
CnefHUTE U3NCKBaHMUS:

13.1. BaobXUTENEH (MMHMManeH) cnekTbp nabopaTopHU nokasartenu:

13.1.1. n3cnenBaHe Ha ypuHa: pH, cneumguyHO Terno, NonykonM4YecTBEHO u3cnenBaHe Ha OenTbK, rnoKo3a, KETOHHW Tena,
ypobununHoreH, 6unmpybuH, KpbB 1 OPUEHTUPOBBYHO M3CNEABAHE HA "CEeaAMMEHT"; MMKPOanbyMuHypus; TeCT 3a 6PEMEHHOCT;

13.1.2. KpbBHA KapTMHA: ONpenensHe Ha XeMor nobvH, XxeMaToKpuUT, N36POsiIBAHE Ha epuTPOLNTY, NeBKOLUTA 1 TpomboumnTun, CYE,
IKK, Mmopdhonornsa Ha KpbBHU KNETKH;

13.1.3. xeMoCTa3HuW NnokasaTenun: BpeMe Ha KbpBeHe, PT, aPTT 1 (oMbprHOreH;

13.1.4. KNIMHNYHO-XUMWUYHW M3CNedBaHNA: roko3a, xemornobun A1C, kpeaTuHuH, ypes, obw 6enTbk, anbymuH, obw 6unnpybuH,
rMIOKYpoHMpaH 6unmpybuH (ompekteH), xenss3o, XCK, AcAT, AnAT, KK, A®, ITT, ammnasa, nuko4yHa KUCENUHA, XONecTepon,
Tpurnuuepunan, xonectepon B HDL, xonectepon B LDL, kanuii, HaTpuiA, Kanuuin, HeopraHuyeH gpocqoar;

13.1.5. n3npaxxHeHus - OKyNTHU KPpbBOU3IUBMW.

13.2. BagbnxunteneH (MMHuManeH) obem OenHoCT:

13.2.1. 3a CTpykTypa MO KAMHU4YHA nabopatopusi KbM MEOWUMHCKM LEHTBbP, OMarHOCTUYHO-KOHCYNTATUBEH LEHTBP,
camocTosiTeNiHa Meanko-anarHocTuyHa nabopartopus - Han-manko 30 000 nabopaTopHM M3cNeaBaHUs FroAULLHO;

13.2.2. (u3m. n gon. - [1B, 6p. 37 o1 2016 r.) 3a CTPyKTypa No KNnMHNYHA nabopatopust OT NbPBO HMBO HA KOMMETEHTHOCT B Ne4yebHO
3aBegeHune 3a 60HNYHA NOMOLL, KOMMIEKCEH OHKONIOMMYEH LEHTBP, LEHTBP 3a KOXHO-BEHEPUYECKUN 3a00NSBaHNS U LEHTBP 3a NCUXMUYHO
3apase - Han-manko 300 nscneneaHns roguwHO Ha eoHo nerno.

13.3. BagbnxuntenHa nabopaTtopHa anapaTtypa:

13.3.1. 3aTBOpEHA CMCTEMA 3a B3EMaHe Ha BMONOrMYyHN MaTepuanu: KpbB, ypuHa, NyHKTaTu;

13.3.2. M1Kpockon/u;

13.3.3. xemaTonornyeH aHannmsaTop CbC CeleM UM OCEM nokasartens;

13.3.4. aBTOMATM4€EH CeNEKTUBEH K/IMHUYHO-XUMNUYEH aHaNU3aTop;

13.3.5. NOHCEeNeKTUBEH aHanM3aTop N1 NNambkoB POTOMETBP;

13.3.6. nonyaBTOMaTN4YEH KOArynoMeTbp.
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13.4. TlpenopbynUTENHO € Hann4yme Ha NnonyaBToOMaTUYeH (MNK aBTOMaTMYEH) anapart 3a OTYNTaHe Ha YPUHHWN TECT-NEHTN.
14. (oon. - OB, 6p. 37 ot 2016 r.) 3a cTpykTypa No KAMHWYHA nabopatopmsi OT BTOPO HMBO Ha KOMMETEHTHOCT B ne4yebHOo

3aBeeHne 3a 60NHMYHA NOMOLL, KOMMIEKCEH OHKONOrM4YeH LUeHTDBbP, UeHTbP 3a KOXHO-BEHepnyecku 3abonsiBaHuns n LUeHTbp 3a NCUXmn4Ho
34paBe ce npunarat cnegHNTe N3NCKBaHNA:

Ha:

14.1. 3agbNXUTENEH (MUHMMANEH) CNekTbp nabopaTopHM NnokasaTtenu - BKYBa Ce CNeKTbpbT No T. 13.1, KakTo 1 M3cnensaHms

14.1.1. ypyHa 1 TEYHU NYHKTATU: KONNYECTBEHO N3OPOSIBaHE HAa KNETKMN, KONMYECTBEHO onpeaensHe Ha obuw 6enTbk;

14.1.2. kpbBHA KapTMHa - BPOEHe Ha PETUKYNOUUTH;

14.1.3. MOppoNorns Ha KOCTeH Mo3bK (MPY U3MNbJIHEHWE HAa OEeNHOCTU, N3UCKBALLW TOBA U3cnensaHe);

14.1.4. xemocTasHu nokaszarenu - D-gumepu;

14.1.5. KNMHNYHO-XUMUNYHK n3cnenBanus - marvesun, J1I1X, KK-MB;

14.1.6. wmyHornobynuHm (I, A u M) v gpyrn uHomBmoyanHu 6entbum (MPU WM3MNbNHEHWE HA OEWHOCTWU, M3WCKBAWMW Te3u

nacnensaHus);

14.1.7. C-peakTMBeH NPOTENH, XeMornobuH A1C, TpomoHWH, aHanu3 Ha pH 1 KPbBHWU ra3oBe (NPW M3NbAHEHUE HA KIUHWUYHU

NbTEeKW, N3UCKBALLWN TE3N N3CNEeaBaHWNS);

14.1.8. nukBOp - anbymuH, rnokoda, xnop, ACAT, NOX n KK, ondepeHumpaHe Ha neBkoLMTUTE cnepn ouBeTsBaHe no ManeHxaim.
14.2. BapbnxunteneH (MuHuManeH) obem OenHocCT - Ha-manko 350 nabopaTopHu n3cnenBaHns roouwHO Ha eaHo 60NHWMYHO nerno.
14.3. BagbaxutenHara nabopatopHa anapaTypa Bko4Ba anapatyparta no 1. 13.3, KakTo u:

14.3.1. kpbBHOra3oB aHanusatop (Npu 3abonseaHns, namckeawm nacnensaHe Ha KAO);

14.3.2. nonyaBTOMaTNYEH KOarynomMeTbp;

14.3.3. aBTOMaTNYyeH CenekTUBEH KIMHNYHO-XUMNYEH aHann3aTop;

14.3.4. NUMyHOXMMWNYEH aHann3aTop (Npu 3abonsBaHns, N3MCKBALLM UMYHOXUMUYHWN U3CNELBAHUS).

15. (gon. - OB, 6p. 37 ot 2016 r.) 3a cTpykTypa N0 KAMHWYHA nabopatopusi OT TPETO HMBO HA KOMMETEHTHOCT B neyebHo

3aBefeHne 3a 60NHMYHA MOMOLL, KOMMNNEeKCEeH OHKOJIOTMYEeH UEeHTBbP, UEHTBP 3a KOXHO-BEHEPNYECKU 3abonsiBaHuns n LUEeHTBbP 3a NCUXmn4Ho
3apaee ce npunarat cnegHnTe N3NCKBaHNA:

15.1. BagbnxuteneH (MUHMManeH) cnekTbp nabopaTopHM MokasaTenu - BKA4YBA ce cnekTbpbT no T. 13.1 u 1. 14.1, kakTO M

n3cnenBaHus Ha:

W3zrounuk: [IpaBHo-nHMopManmonuu cucremu "Cuena" 17/12/2021 r.
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15.1.1. MUKpPOENEMEHTN;

15.1.2. xomoumctenH, CRP, NnpokanuuToHWH;

15.1.3. XOpMOHU;

15.1.4. TyMOpHM MapKepw;

15.1.5. nekapcTBEHN U TOKCUYHW BELWECTBA,;

15.1.6. BUTAMUHN;

15.1.7. bBuomapkepm 3a 0CTE0Nopo3a;

15.1.8. umyHor nobynuum (O n E) n cybknacose;

15.1.9. xenatuTHN Mmapkepn (HBsAg, HBeAg, anti-HCV, anti-HAV IgM);

15.1.10. oTkpuBaHe Ha aHTuTena cpewy HIV 1/2;

15.1.11. cudpunwuc;

15.1.12. aHTUCTPENTONN3NHOB TUTBP O;

15.1.13. peBmaTonaeH akTop;

15.1.14. ocMonanuter.

15.2. BagbnxunteneH (MuHuManeH) obem neinHocT - Haii-manko 400 nabopaTopHu M3cnenBaHns roauwHoO Ha eaHo 60MHMYHO Nerno.

15.3. BanobnxutenHa nabopatopHa anapartypa - BKto4Ba ce anapatypartano 1. 13.3 u 14.3.

16. 3a CcTpykTypa No KAvHU4HA nabopatopms OT BCMYKM HUBA Ha KOMMETEHTHOCT, KOATO WM3BbPWBA CaMO OMpeneneH Bua
N3cnefBaHns B paMKUTE Ha cneumanHocTTa "knuHuyHa nabopartopums”, 0T MUHUManHWS obem nabopaTopH U3cnenBaHUs 1 anapartypa 3a
CTpyKTypaTa OT CbOTBETHOTO HMBO Ca 3aA4bJIXUTENHN CaMO TE3WN M3NUCKBAHUS, KOUTO ca HEOOXOAMMM 32 U3BDBPLBAHE HA CbOTBETHUTE
na3cnensaHus.

['naBa neta

N3NCKBAHUSA KM OEMHOCTTA, KAYECTBOTO U JOKYMEHTALIMATA B CTPYKTYPATA MO KIIMHUYHA NTABOPATOPUS

Pasgen |

lMpenaHannTuyeH etan

17. ObwmMTe U3NCKBaHMSA KbM NpedaHanMTMyHMsa etan Ha nabopaTopHaTta OeNHOCT B CTPyKTypaTa Mo KIMHUYHA nabopaTtopus ca
cnepHuTe:

17.1. CtpykTypata no kKnnMHn4Ha nabopartopust n3aBbpLBa AEAHOCTTA CU MO NMUCMEHN NpoLeaypu 3a NOAroToBka Ha NauMeHTuTe 3a

W3zrounuk: [IpaBHo-nHMopManmonuu cucremu "Cuena" 17/12/2021 r.
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n3cnenBaHe, noeHTUMKaUUS 1 B3eMaHe (CbbupaHe) Ha NbPBUYHUTE BUONOrMYHN NPobu 1 3a NOAroTOBKA Ha NpPobuTe, nognexawm Ha
aHanus.

17.2. CTpykTypaTta no KnvHuM4Ha nabopaTopus uMma M crna3sa paboTHM MHCTPYKUMM 3a perncrtpaumss u unoeHtudpukaums Ha
NbPBUYHNTE NPOOW.

17.3. CTpykTypata no KAMHU4YHA nabopatopus uMa M cnasBa pas3nuMcaHn 1 YyTBbPOEHM OT PBHKOBOAMTENS HA CTpyKTyparta
LOKYMEHTUPAHN KPUTEPUN 3a NPUEMaHe UnvM OTXBbP/ISHE HA MbPBMYHM NPOOKU, KaKTO M NMpouedypu 3a npenaBaHe Ha pes3yntatuTe B
cnyyai Ha HeCbOTBETCTBME (HanpuMep Mpu BUL HA BaKyyMUpPaHUs Cbh, HegocTaTbyeH 0OeM, BUAOMMA XeMONn3a, BUA Ha aHanutmyHata
npoba - KaTo nnas3ma BMECTO CEPYM, HECMAa3BaHe Ha cpoka 3a TpaHCnopTupaHe, yaobaXEH NPeCcTo Npean TpaHCnopTMpaHe, Henoaxoasiy
CbA UM oNakoBkKa, HecnasBaHe Ha TeMnepaTypHUs pexum n ap.).

17.4. CTpykTypata no KAUHWYHA nabopatopusi HOCKM OTrOBOPHOCT 3a OTPa3siBaHETO Ha HecboTBeTCcTBUSATA Mo T. 17.3 cbC
3abenexka BbB mwa ¢ pes3yntatv Uam 3a HeEM3BBbPWBAHETO Ha aHanuaa. AKO HeCbOTBETCTBAWM NbpPBMYHM Npobu 6baaTt npueTn 3a
aHanua, B OKOHYaTeNHMSA OOKYMEHT C pe3yntatute ce otbensiasa ecTeCTBOTO Ha Npobnema, KoeTo e npeaynpexaeHne nNpu TbiaKyBaHETO
Ha pesynraTuTe.

17.5. CTpykTypaTta no KnvMHU4Ha nabopatopus ¢ MaHWMynaunmoHHa M3BbHH crpanarta, B KOSITO Ce MoMelaBa CTpykTyparta, uma u
crnassa pabOTHU MHCTPYKUMM 3a TpaHCnopT (KOHCepBaHTW, OMakoBKa, KOHTEMHep) M 3a CbxpaHeHuMe Ha 6umonoruyHuTe npobw,
N3NbNHEHMETO Ha KOUTO AOKYMEHTMPA C NPOTOKONM (paboTeH NUCT unn apyra gpopma), NonbAHEHN 1 NOANNCAHM OT YNb/IHOMOLWEHN Nnua,
C perucTpupaHun: 4ac u gata Ha B3emaHe Ha BuonornyHMs matepman (C To4HocT Ao 15 MWH); Yac 1 gaTta Ha nonyvyaBaHe Ha BUONOTrNYHKS
mMatepwuan; 4ac Ha U3BbpLlBaHE Ha aHaNn3a.

17.6. CTpykTypaTa no KNMHU4YHA nabopaTtopusi cnasea CnefHUTe CneumuyHn N3UCKBaHUS 3a TpaHCcnopTupaHe Ha BUonornyHms
matepwuan:

17.6.1. enpyBeTkarta ¢ buonornyHata npoba ce onakosa B abcopbupalla TbkaH;

17.6.2. noctaBs ce B 4OOpe 3aTBOPEH NacTMacoB Cbi;

17.6.3. onakoBa ce C XapTusa Uin C HanoH, Henponyckaln CBeTNNHA;

17.6.4. pa3MepbT Ha NOHE efiHa OT CTpaHuTe Ha nakeTa e Han-manko 10/10 cm;

17.6.5. nakeTbT ce HaanMcBa C AaHHM 3a U3npawad 1 nonyyaTten n ¢ Buaa Ha BuonornyHMs Matepuan, Kato ce NocTaBs Yac 1 gaTta
Ha nanpaltiaHe.

17.7. CTpykTypaTa no KnMHu4yHa nabopartopus cnassa CneunduyHn N3NUCKBAHNS 33 CbXpPaHeHNe U CTabUNHOCT Ha BMONOrMyHNTE

mMatepuanu cbrnacHo Tabnmua Ne 1.
W3zrounuk: [IpaBHo-nHMopManmonuu cucremu "Cuena" 17/12/2021 r.
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17.8. JleuebHO 3aBeleHVe, KOETO M3BBPLWBA OEWHOCTM MO KAUHMYHA nabopatopusi, MOXe [ha Bb3fnara WU3Nb/HEHWETO Ha
nabopaTopHN M3cnenBaHUsl, HEBM3AWM B 3a4b/IXUTENHNUS MUHUMAnNeH obemM 3a CbOTBETHOTO HMBO, OMPEAENieH C TO3W CTaHaapT, Ha
opyrn nevyebHn 3aBefeHUsl, KOMTO U3BDBPWBAT OENHOCTM MO KAMHMYHA nabopaTtopusi, Bb3 OCHOBA Ha NMMCMeH norosop. JlabopaTtopusaTa
noama3nbnHUTEeN TpsibBa fa 0TroBaps Ha BCUYKM U3NCKBAHWSA, ONPeaeneHn ¢ To3n cTaHaapT.

17.9. NNeyebHO 3aBefeHVe, KOETO M3BDBPLIBA AENHOCTU MO KNMHWYHA nabopaTopus, MOXe Aa Bb3nara B3eMaHeTo Ha 61onormyeH
maTtepuan Ha Opyro ne4yebHO WM Ha 34pPaBHO 3aBedeHue, Cnep Kato NpeacTaBu uadepnartenHa NUCMeHa UHCTPYKUMS 3a B3eMaHeTo Ha
6ronornyeH matepman Ha CbOTBETHOTO Nle4ebHO/30paBHO 3aBeAEHNE U CNeq, CKN0YBAHE Ha NMCMEH LOrOBOP.

17.10. leuebHOTO/30paBHOTO 3aBeaeHve no 7. 17.9 cnenBa fa oTroBaps Ha U3nckBaHmatTa no 1. 2.4 n 13.

Pasnen Il

AHanuTuyeH etan

18. O6WNTE U3NCKBAHMSA KM aHANUTUYHNA eTan Ha nabopaTtopHaTta AeAHOCT ca CneaHuTe:

18.1. CTpykTypata MO K/AMHUYHA nabopaTopus npunara MUCMEHW WHCTPyKumMum 3a paboTta ¢ nabopaTopHUTe anapatv u
cnomaraTtenHuTe TEXHUYECKM CPeaCcTBa, KOMTO ca Cb0oOpa3eHn C MHCTPYKUMMTE HA MPOU3BOANTENS.

18.2. CTpykTypaTta no knuHuyHa naboparopus npunara NUCMEHWTE aHanMTUYHW Npouedypy Ha NPOM3BOAWUTENS, MPEBEOEHUN HA
O6bnrapckyn e3uk, nam paboTn cbC COBCTBEHWM PaboTHM Mpouelypu, CbAbPXalWwW cnegHata MHoOpMaUus: nHaMKauum 3a M3cnensaHxe,
aHanUTMYeH MNPUHUMN, U3NCKBaHMS KbM OuonormyHata npoba, HeobxoouMmym peakTuMBW, Heobxoguma anapaTtypa v LONbAHWUTENHM
TEXHWYECKN CpencTea, etann Ha aHanuaa (nporpama), U3vucnssaHe Ha pesynTtaturte, NIMHEMHOCT, KaYeCTBEH KOHTPOJ, peddepeHTHU
NHTepBann, NHTepPdPEPEHLNS, KNTMHNYHO 3HAYEHWE, TUTepPaTypPHU U3TOYHULIN.

Pasgnen Il

CnepaHanuTunyeH etan

19. O6WwnTE U3NCKBAHMSA KM CegaHannTuyHus etan Ha nabopartopHaTa LeNHOCT ca CNnefHUTe:

19.1. CTpykTypata Mo KAMHWYHA nabopaTopus uma pedepeHTHU rpaHuMuM, KOUTO NpefocTaBs Ha paboTewwte B Opyrute
CTPYKTYpPU Ha CbOTBETHOTO Nle4ebHO 3aBedeHMeE.

19.2. CTpykTypata no knmHuM4yHa nabopatopusi uma paspaboTeHa npouenypa 3a npeaaBaHe Ha pe3ynTatuTe OT M3BbPLIEHUTE
n3cnenBaHnsi, KakTo M TFOTOBHOCT 3a WHTEpnpeTvMpaHe Ha pesyntata npu nouckeaHe. duwoseTe 3a nopbyka Ha nabopaTopHu
n3cnenBaHuns 1 3a NpefaBaHe Ha pe3yntaTu ca MHAMBMAYyanHW MO hopMma 3a BCsika CTPYKTypa Mo KAMHUYHA nabopaTopusi, kKaTo cnensa
[a ca cbobpaseHn ¢ N3MCKBAHUSTA Ha TO3W CTaHAapT.

19.3. CTpykTypara no KnnHuyHa naboparopus nma npouenypa 3a peructpupaHe, CbxpaHeHne 1 ynpaBneHne Ha OOKyMeHTaunsTa.
W3zrounuk: [IpaBHo-nHMopManmonuu cucremu "Cuena" 17/12/2021 r.
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19.4. CTtpykTypata Mo KAuHU4YHa nabopaTopusi CbXxpaHsiBa NbpBUYHaATA nabopatopHa AOKYMEHTAUMsl, B T.4. OPUTMHANHUTE
anapaTtHU OaHHW (Ha XapTUEH WU eNEeKTPOHEH HOCUTEN), C KOUTO Ce AOKYMEHTMpa peanHoTO N3BbpwBaHe Ha CbOTBETHOTO NnabopaTopHO
n3cnenBaHe.

['naBa wecta

OCUTYPABAHE HA KAHECTBOTO

Pasnen |

BbTpenabopatopeH ka4yeCcTBEH KOHTPO

20. CTpykTypata no KnuHW4YHa nabopatopust nMpoBexXnha CUCTEMEH BbTpenabopaTtopeH KayecTBeH KOHTPON Mpu cna3BaHe Ha
cnefHNTE U3NCKBAHUSA:

20.1. OCHOBHM MONOXEHUS:

20.1.1. BbTpenabopaTopHMAT Ka4eCTBEH KOHTPO € CTAaTUCTMYECKN 1 ce NPoBeXaa Ype3 U3MNon3BaHe Ha KOHTPOHM Npobu, KOUTo
Ce oueHsBarT, KakTo crnegsa:

20.1.1.1. oTKNOHEHMeTo Ha nabopaTopHUs pe3ynTat oT "mpuuenHaTta CTOMHOCT" MpY eOHOKPaTHO OnpedensiHe Ha KOHTpo/HaTa
npoba kato Msipka 3a obwarta rpewka (HETO4YHOCTTa);

20.1.1.2. cny4aliHOTO pa3celiBaHe Ha pe3ynTatute OT ONpenesiiHETO Ha KOHTPOJIHM NPobun KaTo Msipka 3a HEBBH3MNPOM3BOANMOCTTA
(cny4arHu rpewkn);

20.1.1.3. CUCTEMHOTO OTKJ/IOHEHWE Ha pe3yntatute OT onpefensiHeTo Ha KOHTPONHM Npobu (cpefHa apuTMeTuM4yHa CTOMHOCT) OT
"NpuuenHaTa CTOMHOCT" KaTo MspKa 3a He4OCTOBEPHOCTTA (CUCTEMHU rpeLwkn).

20.1.2. Tpwn onpepensiHe Ha e AVMHUYHW KOHTPOHM NPobu ce N3non3eaTt TakmMBa CbC CTOMHOCTY B K/IMHUYHO 3HA4YMMmMTe 0bnacTu.

20.1.3. 3a onpepnensiHe Ha CTaHAAPTHOTO M CUCTEMHOTO OTKJIOHEHWE HA pe3ynTaTuTe Ce 13non3ea efHa KOHTponHa npoba B efHa
aHanuTU4Ha cepus.

20.1.4. CtatnctnyeckusT BbTpenabopaTopeH Ka4yeCTBEH KOHTPON Ce M3BbpLIBA C KOHTPONEH Martepuan C U3BECTHWU MPULESNTHU
CTOMHOCTMN; BBB BCSKA aHanMTM4yHa cepus ce uacnenBa KOHTponHa npoba, kato pe3yntarbT OT KOHTponHaTa npoba ce oueHsBa u
LOKYMEHTMpa, Npeamn pe3yntatute ot NnpobuTte Ha naumeHTn ga 6baat nycHaTu.

20.2. BbTpenabopaTopHMAT Ka4eCTBEH KOHTPOJ C e4Ha KOHTPOHA npoba ce n3BbpliBa 1 OLEHSsIBA, KakTo crneasa:

20.2.1. BbB BCsika aHanMTM4YHaA cepusi ce u3cnenBa Hail-mManko efHa KOHTPOnHa npoba. 3a pas3nnyHW aHanuTU4HU Cepun ce
N3MN0N3BaT KOHTPOHM NPO6M CbC CTOMHOCTY B PA3NNYHN KIMHUYHO 3HAYMMM KOHLEHTpaUNoHHK obnacTu.

W3zrounuk: [IpaBHo-nHMopManmonuu cucremu "Cuena" 17/12/2021 r.
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20.2.2. A34yncnsiBaHeToO Ha KOHTPONHUTE rpaHuLM Ce U3BbPLIBA, KATO KOHTPOJIHATE rpaHnumn ce onpenensat ot pesyntatute Ha 20
KOHTPONHWU npobu, nonydeHn B 20 nocneposaTtenHun cepum (20 kaneHgapHu OHKW). N34yncnseat ce cpenHata apuTMeTU4YHA CTOMHOCT,
CTaHO4apPTHOTO OTKNOHeHMe (SD) n BapnaunmoHHnaT koedpuumeHt (CV), kaTo:

20.2.2.1. OTKNOHEHNETO HAa cpefHaTa apMTMeTMYHa CTOMHOCT OT "npuuenHaTta CTOMHOCT" Aa e no-mMasnko Unn pasHO Ha MakcumanHo
LONYCTUMO OTKNOHEHME CbrnacHo tabnmua Ne 2;

20.2.2.2. BapnaumMoOHHUAT KOoedULMEHT Oa e no-mManbkK UM paBeH Ha MakCumasHO OOnycTuMm BapuaunoHeH koedomumeHT (CV)
cbrnacHo tabnuua Ne 2.

20.2.3. lMony4yeHnTe pe3yntatu OT ONPenENnsHETO HA KOHTPOIHUTE NPObU B pasfiMYHUTE aHANUTUYHU Cepun (KaneHhapHu OHW) ce
HaHacaT Ha KOHTPOJIHA KapTa, B KOATO Ce BNUCBAT U:

20.2.3.1. onpeneneHara cpefgHa apuMTtMeTuyHa CTOMHOCT;

20.2.3.2. KOHTPONHUTE rpaHnLM (CpegHaTa apuTMeTnyHa ctomHocT =1 SD, +2SD n + 3 SD).

20.2.4. [lokyMeHTaumsaTa Ha BbTpenabopaTopHNs Ka4eCcTBEH KOHTPON CbAbpXa:

20.2.4.1. ob03Ha4YeHNe Ha CTpyKTypaTa no KNMHMYHa nabopaTtopus;

20.2.4.2. 0603Ha4YeHne Ha paboTHOTO MSCTO;

20.2.4.3. pata v yac Ha onpenensHeTo Ha pe3ynrara;

20.2.4.4. nabopaTopeH nokasaren, Mmatepvan 3a u3cnenBaHe, MEPHN € OUHNLN;

20.2.4.5. n3non3saH aHaNNTU4YEeH METOL;

20.2.4.6. nony4eH pe3yntat OT ONpenensiHeTO Ha KOHTponHaTa npoba;

20.2.4.7. "npuuenHa" cTOMHOCT (nocoYeHaTta OT NPOM3BOAUTENS CTOMHOCT 3a M3MNoN3BaHWs oT nabopaTopusaTa aHanMTU4YeH MeToq
NN CTOMHOCT, NONy4YeHa C pePePEHTEH METOL);

20.2.4.8. oTHocuTeNHO (d %) 1 abCcoNtoTHO OTKNOHEHME (pa3nuka) oT "npuuenHarta” CTOMHOCT;

20.2.4.9. HaumeHoBaHWe, NPON3BOANTEN U CEPUEH HOMEP Ha KOHTPONHUA MaTepuan,

20.2.4.10. uMe 1 NoAnNuC Ha N3BBPLWNANA U3CNeABaHETO;

20.2.4.11. cTtaHgapTHa paboTHa npouenypa 3a OeiicTBME B CNy4valh Ha KOHCTaTMpaHe Ha HEeCbOTBETCTBMS MPYM U3BDBbPLIBAHE Ha
nenHoctuteno 1. 17.1 - 17.3.

20.2.5. Mpwn pesynTtaT 3a KOHTponHata npoba U3BBHH KOHTPONHMUTE rpaHuumn (X cp. 3 SD) mnm no-ronsiMo OTKNOHEHWe OT
MakCUManHoO OONyCcTUMOTO CcbrnacHo Tabnuua Ne 2 MbpBO Ce TbPCAT NPUYMHUTE, KaTO Ce NpocnensiBa OCHOBHO LAnara aHanMTuyHa
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npouenypa. Baema ce pelweHue pganu usnata cepusi, BKIKOYUTENHO KOHTponHaTta npoba, na ce MOBTOPSAT, WAW CRel KaTto Ce OLEHU
MEOMUMHCKOTO 3HAYeHMEe W MOCNeACTBMATA, A Ce WM3CnedBa usnata WaM 4acT OT aHanMTMyHaTa cepust ¢ pesyntatm oT npobu Ha
nauneHTu.

20.3. OueHka Ha HEBBH3MPOM3BOAUMOCTTA:

20.3.1. lonyyeHnTe pe3yntatm OT OMPEOEensHeTO Ha KOHTPONHW npobu BBB BCsSKa cepust Npobu Ha MauueHTn B Kpas Ha
KOHTPONHMSA UMK/ ce n3nonaear 3a nsdmcngsaHe SD, pecn. CV.

20.3.2. Ako SD, pecn. CV, HagxBbpnaT [OONYCTUMUTE CTOWHOCTM CbrnacHo Tabnuua Ne 2, 3af0bNXMTENHO Ce THPCAT U
OTCTpaHABAT NPUYMHUTE 32 HAPACTBAHETO HA CNyYamHUTE rpewkn. Bcnykm n3sbplueHn Kopurupaim encTems ce npoTokonmpar.

20.3.3. Ako B cnegBaums KOHTpONeH unkbn CV OTHOBO HAAXBbPAM AONYCTUMUTE FPaHULM, aHANMNTUYHUAT METOL He Ce M3Mon3Ba
3a u3cnenBaHe Ha nNpobu Ha MaumMeHTW, [oKaTo NPUYMHUTE He 6bAaTt yCTaHOBEHM M OTCTpaHeHW. Bcuuky npennpuety Kopurupawm
OencTBna ce NpoTokonmpar.

20.4. OueHka Ha HegoCTOBEPHOCTTA:

20.4.1. B kpas Ha BCEKW KOHTPOMEH UMKDBbN OT CTOMHOCTUTE HA W3MNON3BaHUTE KOHTPONHM Npobu BBbB BCska cepust Npodbu Ha
naumeHT ce N34ucnsiBa CUCTEMHOTO OTK/IOHEHMe Ha pesynTtaTtute. Karto mspka 3a CUCTEMHOTO OTKJIOHEHWE CNyXu pasnukara mexnay
cpegHaTta apuTMeTMyHa 1 npuuenHarta cTonHocT (bias, d %).

20.4.2. CNCTEMHOTO OTKNOHEHNE He TpsibBa Aa HaABMWABA MAKCUMaNHO JONYCTUMOTO CUCTEMHO OTKIOHEHME CbrnacHo Tabnmua Ne
2. Ako ce KOHCTaTMpa HafBuWaBaHe Ha MakCMManHO 4OMYyCTUMOTO CUCTEMHO OTK/IOHEHUE, Ce ThPCAT U OTCTPaHABAT NPUYUHATE.

20.4.3. Ako B cnepgpawmsi KOHTPOSIEH UMKbN CUCTEMHOTO OTK/OHEHWE OTHOBO HadBuWasa MakCMManHoO AOOonycTuMmoTo, ce
npeycTaHoBsiBA M3MON3BAHETO Ha OaleHWss MeTon 3a u3cnenBaHe Ha npobu Ha nauMeHTW, OoKaTO He Ce YCTAHOBAT W OTCTpaHAT
npUYnHUTE.

20.4.4. Bcuykn pe3yntati oT BbTpenabopaTopHUs Ka4eCTBEH KOHTPON 1 NpeanpueTuTe Kopurnpawm encTBnst ce OOKyMeHTMpar.

20.45. Pesyntatnte OT BbTpenabopatopHUs Ka4vyeCTBEH KOHTPON Ce CbXpaHsBat neT roAMHW 3aefHO CbC CbOTBETHUTE
n3yncneHus (cpefHa apuTMeTMyHa CTOWHOCT, CTaHOapTHO OTK/IOHEHMe, pasfnvka Mexnay cpegHaTta apuTtMeTuyHa u npuuenHara
CTOWHOCT).

20.4.6. [poTokoNnTe 3a NpeanpueTy Kopurupawm 4encTBms ce CbxpaHsasart net roguHu.

Pasgen Il

BbHWwHa oueHka Ha Ka4ecTBOTO

21. CTpykTypaTa no KNMH1YHa nabopaTtopus npunara BbHIHA OLEHKa Ha Ka4eCcTBOTO NPV cna3BaHe Ha CNneaHnTe N3NCKBaHNS:
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21.1. Becska cTpykTypa no KnvHuyHa nabopatopusi € 3agb/iXeHa Aa yyacTBa B HauMOHanHa UM YyXOecTpaHHa HeTbproecka
CuUcTeMa 3a BbHLWHA OLUEHKa Ha KayecTBOTO.

21.2. OueHkaTa Ha pe3yntatuTe ce OCHOBaBa Ha NpuuenHa CTOMHOCT, onpeaeneHa Kkato "cbrnacysaHa" CTOMHOCT U MakCMManHo
OOMyCTUMNTE OTKJIOHEHWUS OT Hesl, KaTo CTpykTypaTa no KAnHM4YHa nabopartopusi, KOSATO y4yacTBa B HaUMOHanHaTa cuctema 3a BbHIHA
OLEHKa Ha Ka4yecTBOTO, Npunara oLueHbYHNUTE KPUTEPUM CbrnacHo tabnmua Ne 2.

21.3. 3apgbnxeHuaTa Ha CTpykTyparta no KAnHMYHa nabopatopust KaTto y4acTHUK B cuCTeMaTa 3a BbHLIIHA OLeHKa Ha Ka4yecTBOTO
ca cnegHure:

21.3.1. CTpykTypaTta no knMHu4yHa nabopaTopusi n3cnenBa nosiyYeHUTe KOHTPOHW MaTepuanu npu pyTUHHW ycnoBus (KakTo ce
nacnensart npobute Ha nauumeHTn). MNonyyeHUTe pea3yntatu ce HaHacaT B NpeAHasHadYeHusl 3a ToBa (POPMynsip, Kato ce koaupat
N3MNon3BaHMTe MEeToA, anapart, peakTusu, KannbpaTopu 1 KOHTPOJSTHU MaTepuanu.

21.3.2. Mpwn cTpyKTypa no KAnMHMYHaA nabopaTopus, KOSITO y4acTBa B HauMOHanHaTa CUCTEMA 3a BbHIWHA OLEHKa Ha Ka4yecTBOTO,
PbKOBOOUTENAT Ha CTPyKTypaTa yOoCTOBepsiBa CbC CBOS MOAMNUC, Ye WU3CNefBaHEeTO Ha KOHTPONHMS MaTepuan € HanpaBeHO B
pbkoBOJeHaTa OT Hero CTPyKTypa, MNOL4 HEeroB KOHTPON W Joka3Ba TOBa 4Ype3 CbXPaHEHMEe Ha OopurnHanHute pesyntatu oT
aHanmsaropure.

21.4. CTpykTypaTta no KnnHn4YHa nabopatopusi e onbXHa Aa cbXpaHsiBa B CPOK 5 roAnHM opurnHanHUTe anapaTtHu pesyntatu oT
n3cnenBaHeTo Ha KOHTPONHUTE MaTtepuanu (Ha XxapTUeH NN eNEKTPOHEH HOCUTEN).

21.4.1. CnctemaTta 3a BbHIWHA OLEHKA Ha Ka4yecTBOTO M3gaBa cepTudpukar Ha BCsSKa yyacTBawa CTPyKTypa MO KAMHWYHA
nabopartopusi cnen NpuKIOYBaHE HA CbOTBETEH KOHTPONEH UMKDBA. B cepTndpukaTta Ha HaumoHanHata cucTemMa 3a BbHLWHA OLEHKa Ha
KayecTBOTO Ce MOocoYBaT: nMporpamara, 3a KOsiTo ce n3gasa cepTuukaTbT, U BKIKOYEHUTE B Hes nabopaTopHM nokasartenu, gararta Ha
npoBeXAaHe Ha KOHTPONMHUSA UKD U CPOKBT Ha BaNUMAHOCT Ha cepTudomkara.

21.5. MNonyyeHaTta oueHKa 3a4b/IXUTENHO ce obcbxnaa. AKO MMa nokasaTenu, OTK/IOHSBawmM Ce OT CbrjacyBaHata CTOMHOCT
rnoBeye OT MaKCMManHO OOMyCTUMOTO cbrnacHo tabnuua Ne 2, ce TbpCSAT M OTCTPaHsBaT NpuYMHUTE. Benuky npeonpreTtn Kopurupaim
LeCTBUNS ce N3BDbPLIBAT CbrNacHoO NpeaBapuTeNnHo yTBbpAeHa cTaHaapTHa paboTHa npoueaypa 1 ce 4OKYMeHTMpar.

["naBa ceama

MPENOP BYNTENHU AHATTUTUYHW NMPUHUWIA

22. MNpu ocbluecTBsiBaHe Ha AeHOCTTa MO KNMHUYHA nabopaTopus ce npenopbyBa Aa ce M3MoN3BaT aHaNUTUYHUTE MPUHLMMNK,
Bb3npueTtn oT MexnoyHapoaHata dpeaepaums no KaMHWYHa xummns n nabopaTtopHa MeoumumHa, VIHCTUTYTa 3a KNUMHWYHW 1 nabopaTopHu
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ctaHgaptTn, MexayHapoOHWS KOMUTET MO CTaH4apTM3auMs B Xematonornsta u nocovyeHuTeTe B OOKYMEHTUTE Ha Te3n opraHvsaumu
N3NCKBaHMS KM Kannbpatopu, KOHTPOHW MaTepmanu u peakTuBW.

23. [NpenopbynTenHMTe aHanUTUYHN NPUHLNMN HA KNIMHUYHO-XUMUYHUTE METON ca ClefHUTe:

23.1. CybeTpatn u metabonutu:

23.1.1. rnoko3sa:

23.1.1.1. eH3MHO onpenensHe c rnioKo3ooKcnaasa:

23.1.1.1.1. c nepokcnaasa n KonopuMeTpusa Ha XpOMOreH;

23.1.1.1.2. c n3MepBaHe CKOPOCTTa Ha KUCNOPOOHA KOHCYMauus (rnokoaHannsartop);

23.1.1.2. eH3MHO ornpenensHe C XeKCOKMHasa;

23.1.2. ypes: ypeaseH MeToA;:

23.1.2.1. c KonopuMeTpus;

23.1.2.2. UV-crnekTpooTOMETPUS (C rnyramataexmngporeHasa);

22.1.3. KpeaTuHWH:

23.1.3.1. KONOPUMETPUS HA KpeaTUHUH-NKPATHNS KOMMNEKC B ankanHa cpena, 6e3 nenpoTenHn3npaHe, C KWNHETUYHO OTYUTAHE;

23.1.3.2. eH3MEH MeTOoL;

23.1.4. nnKOYHA KUCeNnHa:

23.1.4.1. eH3MHO onpenensHe C ypukasa, nepokcuaasa v konopumetpus (Trinder);

23.1.4.2. eH3MHO ONpenensHe ¢ ypukasa, katanasa, angexmanexmaporeHasa n gupektHa cnektpodgpotometpus (UV meton);

23.1.5. aMoHgK: UV-cnekTpogooTOMETPUSA C rnyTamMaToexnaporeHasa;

23.1.6. 06w xonecTepos: eH3MHO onpedensiHe C XoNecteponectepasa, XonecTeponokcmoasa, nepokcuaasa n konopumetpus (
Trinder);

23.1.7. xonecTepon B HDL:

23.1.7.1. npeuunutaumsa Ha LDL n VLDL (c xenapwH, OekCTpaH cyndart wunm BondopaMmoBa KUCENMHa U MarHe3veBu WOHW) U
onpenensHe Ha XonecTepona B HadyTaeyHaTa Te4YHOCT;

23.1.7.2. ANPeEKTHO - MyHocenapauna Ha LDL n VLDL yacTtuum n nocnensauo onpenensHe Ha HDL-xonectepona B HagytaeyHara
TEYHOCT;

23.1.8. xonectepon B LDL:
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23.1.8.1. n34mcneHue no dpopmynara Ha Friedewald;

23.1.8.2. npeunnutauma Ha LDL ¢ xenapvH u onpepensHe Ha Xonectepona B HagyTaeyHaTa TeyHocT: LDL-xonectepon = obuw
XONIeCTepon - X0NecTepos B HaayTaeyHara Te4HOCT;

23.1.8.3. ONpekTHO, C uMyHocenapauua Ha HDL wn VLDL vactuum w nocneppawo onpenenaHe Ha LDL-xonecTtepona B
HagyTaeyHata TEYHOCT;

23.1.9. Tpurnuuepnan:

23.1.9.1. eH3MMHa XxugponmM3a C fMnasa W KONOPUMETPUYHO onpedensHe Ha rnuuepona C  rvLeposikmnHasa,
ramuepodpocdgartokcmaasa n nepokcmaasa (Trinder);

23.1.9.2. eH3MMHa Xnaponmsa ¢ nunasa v CnekTpogpOTOMETPUYHO ONpPenensaHe Ha rauuepona Cc rnnuueponkmuHasa, pocdokmHasa v
naktargexmgporeHasa (UV metopn);

23.1.10. 6unmpy6uH - obw:

23.1.10.1. kOonopuMeTpus Ha LUBETHUS NPOLYKT, MOMyYeH C [AuasoTvpaHa CyndgaHwnoBa KUCenuHa, cnepn npubaBsiHe Ha
akuenepatop (kodpeunH, 6eH3oaT nnm aueTar);

23.1.10.2. DPD (2,5-auxnop-goeHononaso-tetpadnyopobopat MeTton);

23.1.10.3. KonlopuMeTpUust Bb3 OCHOBA Ha HaMansiBaHe Ha onTU4HaTa NAbTHOCT CNef oKMcneHne Ha bunnpyburHa c BaHanar;

23.1.10.4. DCA (ouxnopaHunuH) Meton;

23.1.11. 6unnpybuH - QUPEKTEH (rNOKYPOHMPaH):

23.1.11.1. konopumeTpusi, KakTo no-rope, 6e3 npubaBsiHe Ha akuenepaTop;

23.1.11.2. DPD (2,5-puxnop-goeHonanaso-tetpadgnyopobopar MeTon);

23.1.11.3. DCA (ouxnopaHunuH) Meton;

23.1.11.4. KONOPUMETPMSA B3 OCHOBA HA HaMansBaHe Ha onTuyHaTa NNbTHOCT Cnen okMcneHme Ha bunnpybuHa ¢ BaHanar.

23.2. bentbun:

23.2.1. 06w, 6enTbK: KONOPUMETPUS Ha OMYPETOBMS KOMMNEKC C MEOHW AOHW B ankanHa Cpeaa;

23.2.2. anbyMuH: KONOPUMETPUS CbC CenekTnBHM 6arprna (6pomM Kpe3onoBo 3eeH0);

23.2.3. 6eNTbYHN (hpakLmn:

23.2.3.1. enekTpodpopesa Ha LenynosoauetaTHu UM gpyrn CUHTETUYHU HOCUTENW;

23.2.3.2. BUICOKOEMDEKTUBHA eNnekTpodoopesa 1 MMyHOenekTpodoopesa B res Ha araposa;
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23.2.3.3. KannnapHa enektTpogopesa;

23.2.4. vHguBugyanHun 6entbum:

23.2.4.1. KONMYECTBEHA UMYHOTYPOMONMETPUS NN NMYHOHEDENOMETPUS CBC CNELNIUNYHN aHTUTEN];
23.2.4.2. eneKTpoMMyHOANPY3NS N UMyHOMpPeLnnuTauuns,

23.2.5. xemornobuH A1C - n3nonsear ce cepTudmumupaHn METOAN C NPOCNEANMOCT A0 PECPEPEHTEH METOL!:
23.2.5.1. UMyHOTYpPOUONMETPUS;

23.2.5.2. pbyHa nnn aBToMaTU4yHa KOJIOHHA Xpomartorpadus;

23.2.5.3. BucokoedekTuBHa TeyHa xpomartorpadus (HPLC);

23.2.6. hpyKTO3aMMH: KONOPUMETPUSA Ha hopMasaH, 0bpadyBaH OT HUTPOONyTeTpasonnesa cor.

23.3. Enextponntu:

23.3.1. kanvi:

23.3.1.1. emncmoHHa nnambKoBa (poToMeTpuUs;

23.3.1.2. "3mMepBaHe C NOHCENEKTUBEH €NeKTPoL,;

23.3.2. HaTpui:

23.3.2.1. emncmoHHa nnambkoBa (poToMeTpus;

23.3.2.2. "3MepBaHe C NOHCENEKTUBEH eNnekTpoL;

23.3.3. xnopuau:

23.3.3.1. konopunmeTpus;

23.3.3.2. KyNOHOMETPUS C XNIOpUAEH TUTPATOP;

23.3.3.3. ”3MepBaHe C NOHCENEKTUBEH eNneKkTpoL;

23.3.4. kanuni:

23.3.4.1. konopuMeTpus (C 0-kpesondTanenH KoMnNNekcoH, ApceHaso Il nnm MetTun-TMMoNoBO CUHLO) 6e3 AenpoTeNHN3aLMS;
23.3.4.2. n3aMepBaHe Ha NOHN3NpPaH Kanuuim c NOHCEeNeKTUBEH enekTpoL;

23.3.5. MarHesum:

23.3.5.1. konopumeTpus;

23.3.5.2. AAGC;

23.3.5.3. ”3MepBaHe aKkTMBHOCTTa Ha MarHe3neBuns NOH C MOHCENEeKTUBEH enekTpoa;
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23.3.6. HeopraHuyeH goocgoar:

23.3.6.1. konopumeTpus (Ha peoyumnpaH goco-MonnbaoeHoB KOMMIEKC MK KOMMEKC C ankanHu barpuna);

23.3.6.2. UV-cnekTpoOoTOMETPMSA HA HepeyLumpaH hocdo-MoNnbaeHOB KOMMNEKC;

23.3.7. Xena30: KONoOPUMETPUS Ha KOMMNNEKCU C pasfinyHn XPOMoreHu (pepoamnH, hepeH);

23.3.8. 06w X CK, onpenensiHe Ha CEPYMHOTO X€ENA30 Cel HacuwaHe ¢ XeneseH TpUxnopua;

23.3.9. ocMonanuTerT:

23.3.9.1. n3aMepeH - C OCMOMETbHP, MO MOHUXEHMEe Temnepatypara Ha 3aMpb3BaHe (KPUOCKOMCKW), WAN MO YyBENn4yeHue Ha
TeMmneparypara Ha n3napeHue;

23.3.9.2. n34ncneH - No oopmyna;

23.3.9.3. mukpoenemeHtn (Al, Cu, Zn, As, Cd, Co, Cr, Hg, Mn, Ni, Pb, Se n gp.): nnaMmbyHa WM enekTpoTepMUyHa
aToMHoabcopbLmMoHHa CnekTPooTOMETPUS.

23.4. EH3nMK:

23.4.1. ACAT: onTMMpaH KMHETNYEH OByCTbnaneH ontmyeH TecT (340 nm, npu 37 °C) ¢c manatoexnoporeHasa B Tpuc-bydep;

23.4.2. ANAT: onTuMMpaH KMHeTn4eH ABycTbnaneH ontudeH tect (340 nm, npu 37 °C) ¢ nakTaTaexmaporeHasa B Tpuc-bygoep;

23.4.3. KK: ontuMmnpaH KUHeTMYeH TpucTbnaneH ontudeH TecT (340 nm, mpu 37 °C) c ummpasonoe bydep, aktmeatop N-
auetmnumnctenH (NAC) n MHXMBUTOP Ha MUOKMNHA3A;

23.4.4. KK-MB n3oeH3um:

23.4.4.1. nMyHOTYpOnanmMeTpus (onpenensiHe Ha "maca");

23.4.4.2. nMyHOMHX1bnpaHe (onpenensHe Ha akTUBHOCT);

23.4.5. NO0X: onTMMpaH KMHeTn4YeH onTuyeH tect (340 nm, npu 37 °C) c nupysaT kaTo cybcTpart, B Tpuc- unn cpocdpateH bydep;

23.4.6. ankanHa dgpocdoatasa: KMHeTUYHA KONopuMeTpUst Ha ocBoboaeHns p-HutpodoeHon npu 37 °C B ramumH-NaOH unn ammHo-
ankoxoneH bygep;

23.4.7. kucena pocgparasa:

23.4.7.1. KNHETMYHA KONOPMMETPMS Ha 0cBOHOAEHMSA XpOMOreH (p-HnTpodoeHon) npu 37 °C, B umtpaTeH bydep;

23.4.7.2. KNHETMYHA KONopMMeTpmMs Ha ocBoboaeHns xpomoreH (1-Hadpton ¢ Pact pen TR) npu 37 °C, B untpaTeH bydep;

23.4.7.3. npocTaTHo cneunguyeH nsoeHsmm (PAP) upes3 nMyHONIOrn4yeH aHanus (BUX TYMOPHU Mapkepwu);

23.4.8. rama I'T: KMUHEeTUYHaA KONOPUMETPUS HA OCBODOLEHNSI XPOMOreH (p- HATPOAHUNMA, UM aMUHO-HUTPO-6eH30aT) npu 37 °C ¢
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rANUMN-TIMUUHOB Bydhep/akuenTop;

23.4.9. andpa-ammnasa: KMHEeTU4YHA KONOPUMETPUS Ha OCBOOOLEHUSI XPOMOreH (2-XxNopo-HUTPOMbeHoN, Mpu cybcTpaT Xopo-
HUTpOpeHun-mantToxentaosung), npu 37 °C;

23.4.10. cepyMHa xonMHecTepasa: KUHETMYHA KONOPUMETPUS Ha OCBOOOOEHUS XPOMOreH (auetun mam 6yTnpun TUOXONMHNOANA)
npv 37 °C n guTnobunc-HNTpobeH3oeHa KncenmHa.

23.5. XOpMOHMU:

23.5.1. XMNOOM3HN XOPMOHM B KPbBEH CEepyM nnu nnasma (aapeHOKOPTUKOTPONEH XOPMOH, TUpeonacTumynupall, XopMoH (TSH),
COMaToOTPOMNEH XOPMOH, MPONAaKTWH, ONUKYNOCTUMYNMPALL XOPMOH, NyTEMHU3Mpaw, XOPMOH W MNPONAaKTUH): MMYHONOrM4yeH aHanus c
HEen30TOMHO MapkMpaHe Ha aHTuTena (MHOUPEKTEH UMYHOXUMUYEH aHaNN3 C HEM30TOMNHO MapKupaHe);

23.5.2. TPEOUOHN XOPMOHN B KpbBEH cepyM 1 nnasma (obw T3 u T4, ceoboaHn T3 n T4, aHTUTMPOrnobynMHOBM aHTUTENa, aHTu-
TSH-peuenTopHW aHTUTENa, aHTUTUPONEPOKCUOA3HN (AHTUMUKPO3OMHUN) aHTUTENa):

23.5.2.1. NMyHONIOrM4yeH aHann3 ¢ HeM30TOMHO MapKMpaHe Ha aHTUreHn NN aHTUTena;

23.5.2.2. BUCOKOepeKTUBHA TeYHa XpomaTtorpadunsa ¢ TaHOeM MacCcrnekTpoMeTpus;

23.5.3. cTeponaHN XOPMOHMU:

23.5.3.1. KOpTMKOCTEPOMAN (KOPTU30N, anAOCTEPOH) N TEXHN MeTabonnTy B KPbBEH CEPYM, MNasma 1 B ypuHa;

23.5.3.1.1. uMyHONOrM4yeH aHanna c HeM30TOMHO MapkupaHe;

23.5.3.1.2. razoBa xpomartorpagus ¢ KOHBeHLMoHanHa n MmaccnekTpoMeTpmuiHa neTekums;

23.5.3.1.3. BUCoKkoeekTMBHA Te4yHa xpomaTtorpagus ¢ TaHOemM MaccnekTpoMeTpus;

23.5.3.2. penpoaykTUBHN (€CTPOreHn, NporecTepoH, aHOPOreHn - TeCTOCTEePOH, aHOPOCTEPOH U TexHW MeTabonuTu) B KPbBEH
Ccepym, nnasma unm ypuHa:

23.5.3.2.1. UMyYHONOrM4YeH aHann3 ¢ Hen30TOMHO MapkuMpaHe;

23.5.3.2.2. razoBa xpomarorpagus ¢ KOHBeHUMOHaHa n MmaccnekTpoMeTpmuyHa geTekums;

23.5.3.2.3. BUCOKOeeKTMBHA TevyHa xpomaTtorpagus ¢ TaHOemM MaccnekTpoMeTpus;

23.5.3.3. OMOreHHN aMUHW - B KPBBEH CEPYM U YypuHa (ampeHanvH, HopanpeHanuH, BaHwnbamemoBa KuCenvHa, LOMnamuH,
XOMOBAHUNNHOBA KNUCENUHA, CEPOTOHUH, 5-XNOK):

23.5.3.3.1. konopuMeTpu4eH U1 gonyopoMeTpuyeH aHanms, cnen ekcTpakums;

23.5.3.3.2. BUCOKOEe(peKkTMBHA TeyHa xpomaTtorpagus ¢ enekTpoxmMmnyHa nnn onyopecLeHTHa eTekuns;
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23.5.3.3.3. BUCOKOeekTUBHA TeyHa xpomaTtorpadus ¢ TaHOeM MaccnekTpoMeTpus.

23.6. JlekapCcTBEHM M TOKCUYHM BELLECTBA B KPbBEH CEPYM U ypUHa:

23.6.1. aBTOMaTM3NpPaAH MMYHONIOTMYEH aHann3 ¢ HEM30TOMHO MapKUpaHe;

23.6.2. BucokoedpekTMBHa TeyHa xpomartorpadgpua (HPLC) C KOHBeHUMOHAnHa, MaccrnekTpoMeTpuyHa W  TaHOeM
MaccnekTpoMeTpuyHa OeTekumns;

23.6.3. rasoBa xpomarorpagounsa ¢ MaccrnekTpomMeTpus;

23.6.4. Ka4eCTBEHN METOON: MMYHOXPOMATOrpadoCky NMPUHLMIM Ha TECT-NIEHTU - NPU MU3MNoN3BaHe 3a CKPUHWHI BCUYKU pasyntatu
npenv npefasaHe cnensa fa ce NoTBbPASAT C €ANH OT MOCOYEHNTE METOAM.

23.7. TyMOpHM Mapkepu (B 3aBUCUMOCT OT XMMMYEecKaTa Nnpupoaa Ha KOHKPETHUS MapKep):

23.7.1. aBTOMaTN3MpPaH MMYHONOrNYEH aHaNN3 C HEM3OTOMHO MAPKMPaHW aHTUTenNna UNn aHTUreHn,

23.7.2. Bucokoe(pekTMBHa TeyHa Xxpomartorpadgpua (HPLC) ¢ KOHBeHUMOHANHa, MaccrnekTpoMeTpuyHa W  TaHOeM
MaccnekTpoMeTpuyHa OeTekuns;

23.7.3. DHK aHanus Ha cneumguyHn MyTaumm.

23.8. [lokazaTenun Ha KMCEeNMHHO-ankanHo CbCTosIHME (KPBBHU ra3oBe) - caMoO aBTOMATU4YHO (CbobpasHo BMAa M Bb3MOXHOCTUTE
Ha HanuyHarta anapartypa B apTepuasnHa unm aptepvannampaHa Kpbs).

23.9. CbeanHUTENHOTbKaHHN Mapkepu (ocTteokanuuH, C-TepMuHaneH nponenTtun Ha konareH |) - UMYHONOruYyeH aHanusa c
HEen30TOMHO MapKMpaHu aHTUTena NN aHTUreHu.

23.10. XenatntHu mapkepu (HBsAg, HBeAg, anti-HCV, anti-HAV IgM):

23.10.1. enekTpoXeMunyMmMHNCLUEHTEH nmyHoTtecT (ECLIA);

23.10.2. uMyHoeH3unMeH MeTog (ELISA).

23.11. OTkpmBaHe Ha aHTUTena cpewy HIV 1/2:

23.11.1. enekTpoxeMmnyMmMHNcCLUeHTeH nmyHotect (ECLIA);

23.11.2. nmyHOeH3uMeH MeTog (ELISA).

23.12. Cucpunuc:

23.12.1. enekTpoxemMmnyMmHncueHTeH nmyHortect (ECLIA);

23.12.2. myHOeH3uMeH MeTon (ELISA).

23.13. AHTucTpentonuauH O:
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23.13.1. UMyHOTYpOMaMMETPUYEH METOL.

23.14. PesmatongeH gpakrop:

23.14.1. UMyHOTYpPOUAUMETPUYEH METOL.

23.15. ButamuHu:

23.15.1. UMyHONOrn4yeH aHanm3 c Hen30TOMHO MapKUpaHe;

23.15.2. razoBa xpomMartorpadoums ¢ KOHBEHUMOHANHa 1 MacCrnekTpoMeTpuyHa oeTekuuns;

23.15.3. BUCOKOE(PEKTMBHA TeYHa XpoMaTorpagusa ¢ KOHBEHUMOHanHa N TaHOEeM acCrnekTpoMeTpuyHa getekuuns.
24. NpenopbynTeNHUTE aHANMNTUYHW NPUHLUNN HA XeMATONOrMYHUTE METOAMN Ca CNefHUTE:

24.1. Xemor nobvH B Nb/HA KPbB:

24.1.1. KONOPUMETPUS HA XEMUT NOBUHLIMAHWAEH KOMMNEKC;

24.1.2. KONOPUMETPUS HA KOMMEKC C HEYTPANHN NN aHWOHHW OEeTEepreHTn npm paboTta ¢ XeMaToNornYHN aHanM3aTopu.
24.2. Xemor nobvH B nnasma - AupeKkTHa CnekTpooToMeTpus.

24.3. XeMaToKpuT:

24.3.1. UEHTPOOYXEH MUKPOXEMATOKPUTEH METOL;

24.3.2. N34MCNEH XeMaToKpUT npu paboTa ¢ XeMaToNorMyH1 aHanm3aTopu.

24.4. EputpounTu:

24.4.1. aBTOMaTU4YHO onpenensaHe ¢ XxemMaToIorM4Hu aHann3aTopu;

24.4.2. n34yncneHn nokasarenn Ha eputpountute: MCV, MCH, MCHC, RDW.

24.4.3. XvcTtorpamu:

24.4.4. peTUKYNIOLNTK:

24.4.4.1. MMKpOCKONCKN MeTo Ha Heilmeyer;

24.4.4.2. aBTOMATMYHO OMnpenensaHe ¢ XxeMaToIorn4yHu aHann3aTopu.

24.5. leBkounTm:

24.5.1. kaMepHO n3bposiBaHe;

24.5.2. aBTOMATUYHO OMNpeaensHe ¢ XeMaToNnornyHN aHanna3atopu Ha 06w, 6poit, xuctTorpamm 1 Apyrv U34UCNEHN NokasaTenu;
24.4.6. neBKOUNTY - AMdOepeHUNanHo bpoeHe:

24.4.6.1. MMKPOCKOMNCKO AudchepeHumnanHo bpoeHe - aucpepeHumpaHe Ha 100 neBkouuTa;
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24.4.6.2. aBTOMATU4YHN METOOMN C XEMATOJIOrMYHN aHanmsaTopu (npecssall MeTon);

24.4.7. e03VHOPVNHN 11 6A30PUNHN KNETKMW:

24.4.7.1. kamepHO n3bposiBaHe n NpencTaBsHe kato "abconoTeH 6poin';

24.4.7.2. aBTOMATUYHOTO AncpepeHumanHo bpoeHe (kato "neskouuntn");

24.4.8. TpOMOOLNTH:

24.4.8.1. kamepHO n3bposiBaHe C Pa30BO KOHTPACTHA MUKPOCKOMMUS, C KOKAWHOB, NPOKaNHOB MM OKCanaTeH pa3TBop;

24.4.8.2. aBTOMATNYHO OMpenensHe C XeMaTonornyHn aHanm3aTopm Ha obuw, 6poii, XucTorpamm u opyru U34NCNeHn nokasaTenu;

24.4.9. ckopocCT Ha yTaasaHe Ha eputpouuntute (CYE):

24.4.9.1. no Westergren cbC CTbKNeHW nuneTun (pedepeHTeH MeTon);

24.4.9.2. "3aTBOpPEHA cuctema" (Npv BannampaHa CPaBHUMOCT Ha pe3yntaTute C pedpepeHTHUS MeToq);

24.4.9.3. aBTOMaTM4YEH METO/, (aKO MPOM3BOAUTENAT € Banunaupasn CpaBHUMOCTTa Ha pedyntatnute ¢ pedpepeHTHNs MeTon);

24.4.10. MOpONOrna Ha KpbBHWN KNETKN:

24.4.10.1. cBETNIMHHA MUKPOCKOMWUS Ha HATpuBKa OT KpbB 6e3 aHTukoarynaHt unu BeHo3Ha kpbB ¢ K2 ELTA, ouseTteHa no
PomaHoBckuin - Giemsaunnu no Pappenheim;

24.4.10.2. epUTPOLITU - OLlEeHSBAT Ce No popMa, OLBEeTKa U BKNIOYBAHUS,

24.4.10.3. NeBKOUNTHN - OLEHSIBAT CE MO roneMmHa, oopmMa, CbOTHOWEHNE Aapo/unmTonnasma, CTpyKTypa Ha SapoTo, Hannyme, bpoi
1 pa3mep Ha HyKN1eonu, rpaHnua Ha aapoTo, CTPYKTypa Ha uMTonnasma, rpaHynaumm, rpaHmua Ha umrtonnasma,

24.4.10.4. TpoMbouNTM - OUEHSBAT Ce MO pasMep, hopma, UBAT, rPaHynMpaHocT, rpynupaHe (ako He e wmanonssaHa EDTA),
eBEeHTyalleH caTennTu3bM;

24.4.10.5. pe3yntaTtbT ce CbNPOBOXAA C KPaTbK CNOBECEH KOMEHTap Ha KNIMHNYHO 3HaYmMmaTta nHgpopmauus,

24.4.11. MUKPOCKOMNCKO M3cnenBaHe Ha martepuman OT KOCTEH MO3bK M NUM@PEeH Bb3eNn: CBEeTNIMHHA MUKPOCKOMUA Ha HaTpuBKa,
ouseteHa no PomaHosckui - Giemsa unu no Pappenheim; pe3yntartbT Oa ce CbMNpoBoXAa C KpaTtbK CMOBECEH KOMEHTap Ha KJIMHWUYHO
3Hauynmmara nHgoopmaums.

24.4.12. UInTOXMMWYHN n3cnensaHus:

24.4.12.1. nepokcuaasHa akTMBHocT (Meton Ha Graham n Knoll);

24.4.12.2. ankanHa gpocgparasa (meton Ha H. Merker n L. Hellmeyer);

24.4.12.3. Hecneunn4HN ectepasu;
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24.4.12.4. anpa-HadpTnn aueTar ectepasa (Meton Ha Loffler);

24.4.12.5. Ha(pTon-AS auertar ectepasa (Meton Ha Wachstein n Wolf);

24.4.12.6. HacpTON-ASD-xnopoauvetart ectepasa (Meton Ha PyneHc n bBynkuc);

24.4.12.7. rnukoreH ¢ PAS peakumsa (Meton Ha McManus n Hotchkiss);

24.4.12.8. macTn (MeTo4 Ha Scheehan Storey);

24.4.12.9. ne3okcupuboHykneonpotennun (LHI), puboHykneonpotenHun (PHIM) n katmoHHn npo-tenHu (KIM);

24.4.12.10. HexeMOor nobMHOBO Xens30, cuaepounT 1 cuaepobnactu (peakums ¢ BepnMHCKO CUHBO);

24.4.12.11. pe3dyntatute no 1. 24.4.12 ce cbNpoBOXAAT C KpaTbK C/IOBECEH KOMEHTap Ha KJIMHUYHO 3Ha4mMmaTa nHopmaums.

25. MpenopbynTENHUTE aHaNMMTUYHN NPUHLUAW NPW U3CNeABaHe Ha KPbBOCHCUMPBAHE U hnbpuHONN3a ca CnegHnTe:

25.1. IamepBaHe akTUBHOCTTA Ha (pakTopuTe:

25.1.1. KoarynoMeTpryHo (XPOHOMETPUS - eNeKTpoOMexaHuyHa uanm ¢ooToonTUYHaA - U3MEPBaAHE BPEMETO 3a nosiea Ha (pubpurHOB
CbCUpPEK) - aBTOMATUYHO, C KPanHOTOYKOB METOL;

25.1.2. KONOPUMETPUYHO (XPOMOMETPUS, N3MEPBAHE KOHLEHTpauMATa Ha 0CBOOOOEHUS XPOMOreH NPy XMAPONM3a Ha CUHTETUYHU
cybcTpatm):

25.1.2.1. nBYTOYKOBO N3MEpPBaHE;

25.1.2.2. KNAHETUYHO U3MEpPBAHe.

25.2. VIamepBaHe KOHLUEeHTpauuaTa Ha oakTopuTe - UMYHOJIOrMYeH aHanms3 C HeM30TOMHO MapkMpaHe Ha aHTUreHW Uu aHTuTena.

25.3. MonekynHu MetToau - 3a OKOHYaTenHa amarHosa npu HaKoun 3abonssaHms Ha xemocTtasarTa.

25.4. Matepuan:

25.4.1. kanunsapHa KpbB - CaMo 3a BPeEME Ha KbpPBEHE;

25.4.2. untpaTtHa KpbB - BEHO3Ha KPbB, B3eTa C aHTUKOoArynaHT, 3a u3cnenBaHe Ha pekanuuukaumoHHO Bpeme, akTUBUPaHO
pekanumdrkaunoHHO BpeMe 1 arperaums Ha TpoMboumnTy;

25.4.3. unTpaTtHa nnasma, 6egHa Ha TPpoMboUMTK, 3a Hali-4eCcTo U3cnenBaHNTe nokasaTenu;

25.4.4. unTpatHa nna3ma, begHa Ha TpoMboLuMTK, 3a 3aMpassiBaHe;

25.4.5. unTpaTtHa nnasma, borata Ha TPOMOOLMTH, 32 PYHKLIMOHANHO N3CNeaBaHe Ha TPOMOOLMTU (arperoMeTpus).

25.5. lNpecsaBawm nokasaTenu:

25.5.1. 6poii TpoMbounTK (BUX NO-rope);
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25.5.2. BpeMe Ha KbpBeHe - MeTo Ha Duke;

25.5.3. npoTpoMbuHoBo BpeMe (PT) - egHocTbnaneH Tect Ha Quick (KkoarynoMeTpust Ha ak TUBHOCT);

25.5.3.1. pa ce n3nonasar cTaHaapTuanpaHu TpombonnactuHu ¢ 1S mexay 0,9 n 1,4, 3a npeanoyntaHe Tesum ¢ ISl 61130 0o 1;

25.5.4. akTMBMpPaHO napumanHo TpombonnacTnHoBo Bpeme (aAPTT) - koarynomeTtpus Ha akTMBHOCT No Rodman et al., ¢ akTnBaTopm
MUKPOCWJIMKOHU3MPaHW YacTuuu;

25.5.5. onbpMHOreH - KoarynoMeTpryHO onpenensiHe Ha KoHueHTpaums no Clauss,

25.5.6. TpoMbrHOBO Bpeme (TT) - koarynomMeTpusi Ha ak TUBHOCT.

25.6. CneundonyHn nokasatenu:

25.6.1. Mmopgponorns Ha TpomMbounTrTe (BMX MNO-rope);

25.6.2. TpOMOOLMTHA OYHKLMSA:

25.6.2.1. anxe3unsi Ha TpoMboumnTUTE;

25.6.2.2. arperauust Ha TpoMboUMTNTE - aBTOMATUYHO C arperoMeT bp;

25.6.2.3. peTpakums Ha cbcupeka - MaHyarsnHo;

25.6.3. TpoMbOLMTEH (PAKTOP 3 - UMYHONIOTMYEH aHaNn3 C HEM30TOMHO MaPKUPaHE;

25.6.4. TPOMOOLIMTEH haKTOP 4 - UMYHONOTMYEH aHaNM3 C HEM30TOMHO MapPKNpPaHe;

25.6.5. TpOMBHOr N06YNUH - UMYHOOrMYEH aHaNN3 C HEM30TOMHO MapKUpaHe.

25.7. [naameHn hakTopu - Ypes n3mMepBaHe Ha:

25.7.1. aKkTUBHOCT Ha oakTopa - KoarynoMeTpuyHO UNu C XPOMOreHeH MeTon;

25.7.2. KOHUEHTpaunsa Ha goakTopa - UMyHOJIOrMYeH aHann3 ¢ HeM30TOMNHO MapkKMpaHe Ha aHTUTeHW U aHTuTena.

25.8. [lokasaTtenu Ha akTUBMPAHO KPbBOCbCMpPBAHE:

25.8.1. pubpunHOBN MOHOMEepK (FM) ypes3 epuTpoumnTHa arnyTuHaUMs UM MMyHONOTMYHO (M3MEPBAHE Ha KOHLEHTpauusl);

25.8.2. onbpuHonenTnam (MMyHONOrMYHO N3MEPBAHE HA KOHLEHTPaUNS);

25.8.3. Tpombochmnus - reHeTnyHn goaktopu - AHK aHanma:

25.8.3.1. APRC (F V Leiden - R 506Q) - myTauuu;

25.8.3.2. NpoTpoM6uH (G 20210A);

25.8.3.3. 5,10 MeTuneHTeTpaxmapogonarpenyktasa (MTHFR-C677 T MyTauus - Npy XMnepxoMouncTeHeMms).

25.9. EcTecTBeHM UHXMBMTOPU Ha KPbBOCHCUPBAHETO:
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25.9.1. aHTUTPOMOUH Ill - XpoMOreHeH unu koarynomeTpuyeH meton (n3mepBaHe 1085 - 1072 akTMBHOCT) UMM MMYHOJNOTMYEH
(M3MepBaHe Ha KOHUEeHTpauus);

25.9.2. npoteuH C:

25.9.2.1. koarynomMeTpuyeH nam XpoMoreHeH MeTo/, (onpenens ce akTMBHOCT);

25.9.2.2. NUMyHOJIOTMYeH - KOHLEeHTpauus,

25.9.3. npoteuH S, HC |1 (xenapuHoB kogoakTop), TFPI (MHXMBMTOP Ha N'bTS HA TbKaHHUS OaKTOP):

25.9.3.1. XxpOMOreHeH v KoarynoMeTpuieH MeTon (u3mepBaHe Ha akTUBHOCT);

25.9.3.2. UMyHONOrn4yeH (M3mMepBaHe Ha KOHLEHTpauus).

25.10. MaTonormyHn NHXMbMTOPY Ha KPbBOCHCUMPBAHETO:

25.10.1. nynycHw” aHTUKoarynaHTu:

25.10.1.1. MYHONOrN4YHO N3MepBaHe Ha KOHLEeHTpaLmns;

25.10.1.2. dpyHKUMOHaneH Tect - DVV, DRVVT,

25.10.2. gpakTop V Leiden - APC resistance V:

25.10.2.1. aKTMBHOCT (nNpecsBaly);

25.10.2.2. PCR (OeVHUTMBEH METOL).

25.11. CneumdomnyHmn (eANHNYHKN) doakTopy Ha ombprHonmaara:

25.11.1. nna3MNHOreH:

25.11.1.1. XxpomoreHeH, onpenens ce akTMBHOCT,

25.11.1.2. UMYHONOTNYEH - KOHLEHTpaLUms;

25.11.2. TbKaHeH nnasMnHoreH aktmeartop (t-PA) - UMyHONorn4yeH, onpenens ce KOHUeHTpaums.

25.12. MNokasatenu Ha PnbPNHONNTNYHA aKTUBHOCT:

25.12.1. D-pumep:

25.12.1.1. MYHONOrNYHW: NaTeKcoBa arnyTuHauns - NonyKonnmyecTBeHo N KONIMYECTBEHO;

25.12.1.2. UMYHONOrM4YeH aHann3 ¢ HEM30TOMNHO MapPKUpPaHe Ha aHTUreHN U aHTUTENa;

25.12.2. nna3MuH - angoa 2-aHTunnasmMmnH KOMMIeKe: UMyHONOrnYeH - onpenens ce KoHueHTpaums.

25.13. lHxnbutopmn Ha gonbpuHonnsara:

25.13.1. andpa 2-aHTUNNA3M1H - XPOMOreHeH MeTof (onpenens ce akTUBHOCT);
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25.13.2. NHXMBbUTOP Ha nnas3muHoreHosus aktmeatop (PAI): xpoMoreHeH MeTon (onpedenst ce akTUBHOCT), MUMYHONOTMYEH MEeToq
(onpenens ce KOHUEHTpaUKS);

25.13.3. C1 - nHxmbuTop:

25.13.3.1. XxpOMOreHeH MeTo (onpenens ce akTUBHOCT);

25.13.3.2. IMyHONOrM4eH MeToq (onpenens ce KOHUEHTpauuns).

26. MNpenopbynTenHUTE aHaANUTUYHW NPUHLUNX NPY U3CneaBaHe Ha NMKBOP ca CnefHuTe:

26.1. lNpenwv ueHTpoyrmpaHe:

26.1.1. oLeHKa Ha MakpOCKOMCKMs BN - LBST, MPO3paYHOCT, hMOpUHOBA Mpexa;

26.1.2. n3bposiBaHe Ha epuUTPOLMTIA N NEBKOLMTUN B HATUBEH NUKBOP, 6e3 KoHCepBaHTK B kamepa Ha Fushs-Rosenthal, Nageotte nnu
Jensen ¢ 06UKHOBEHA CBET/IMHHA MUKPOCKOMUS.

26.2. LlnTonornyHo nacnenBaHe:

26.2.1. ondbepeHumpaHe Ha Tvina KneTkm B oborateH NMMKBOP (4pe3 akTMBHA CeaMMEHTaUMs, LEHTPOQYrmpaHe nunm ountpaums) Ha
npenapar, ouseTteH no Giemsawnnum no Pappenheim;

26.2.2. UNTOXVUMWYHWN peakumu 3a andoepeHumpaHe Ha Tuna KneTku.

26.3. KnVHMYHO-XMMMYHKM nokasaTenu (u3cnemBaTt ce He MO-KbCHO OT 6-Ma 4ac B HafacToswara TeYyHOCT, MonyyeHa cnep
LeHTpodhyrupaHe Ha NMKBOpa), KakTo B CEPYM.

26.4. 06w 6enTbK:

26.4.1. npoba Ha Pandy - OpeHTMPOBBbYHO;

26.4.2. CbC CyX TECT 3a ypuHa - OPUEHTUPOBBYHO;

26.4.3. konn4yecTBeHa TypbmaonmeTpus;

26.4.4. Konn4ecTBEHa KONOPUMETPUS CbC cenekTneHn barpuna (Coomassie brilliant blue, Ponceau red nnu Pyrogalol red).

26.5. AnGyMUH - UMyHOTYpPOMONMETPUS U/ €NEKTPOUMYHOANKY3US.

26.6. myHornobynuum (Url", UIrA, UIrM) - npunarat ce aHanuTUYHWTE MPUHUMNKU 32 U3cnelBaHe B Cepym C MOAucMKaumm 3a
NOBMLWABAHE HA YYBCTBMTENHOCTTA, KOrato € Heob6xoanMo:

26.6.1. kpariHa uMyHoONdY3na C NOHe Tpu cTaH[apTa,

26.6.2. OTYMTAHE HA ONUTO- NN NOJNMKNOHATHOCT - ONTUMN3MpPaAHa arapo3Ha enekTpogoopesa U/mnu n3oenekTpookycnpaHe;

26.6.3. IMYHONIOrM4YeH aHann3 ¢ HEM30TOMHO MapkupaHe.
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26.7. [ ntoKo3a - XxeKCokMHaseH Meto ¢ Tpu ctaHgapra (ot 0,5 no 4,0 mmol/l).

26.8. laktat - UV meToa.

26.9. CRP - HedpbenomeTpus.

26.10. CK-NAC akTtuBuMpaHa: ¢ 4BoeH 06eM NUKBOP, BMECTO CEPYM.

26.11. LDH: cybcTpat nupysart, Tpuc-6ydpep u ABoeH 06eM NMKBOP BMECTO CEPYM.

26.12. AneHosnHoe3amnHasa - UV metogn.

26.13. CnekTpopoTomeTpus - Ha 405, 415 (nnn 410, 418), 420, 430, 460, 540 1 630 HM.

26.14. ndpepeHumpaHe Ha neskounTuTe - cnep ousetssaHe no Pappenheim.

26.15. Enektponntn, aHanna Ha KpbBHM ra3oBe, agpeHanvH, HopagpeHanuH, NekapCTBEHM CPeacTBa U APYru - KakTo 3a CepyM.

27. [NpenopbynTenHMTe aHanMTUYHN NPUHLUNN NPU N3cnensaHe Ha ypuHa ca cnegHuTe:

27.1. 3a KNIMHUYHO-XMMUYHU U UMTONOMMYHN N3CNeaBaHmns - npenopbysa ce cpefHa nopums oT BTopa CyTpeLHa ypuHa.

27.2. MpecsaBauwo nacnensaHe (06wWo n3cnenBaHe Ha ypuHa):

27.2.1. oLeHKa Ha MaKpOCKOMCKNS B - LIBAT, MUPWC 1 OPYyr obwm CBOMCTBA Ha ypuHaTa;

27.2.2. n3acnenBaHe Ha ounypesa;

27.2.3. ekcnpecHu (cyxu) npobu 3a MONyKONUYEeCTBEHO OMpedensiHe C WU3M0oN3BaHe Ha MosfiyaBTOMaTUYHO (MM aBTOMATUYHO)
OTYMTaLLO YCTPOMNCTBO.

27.3. OTHOCUTENHA NABTHOCT:

27.3.1. peppak TOMETPUYHO;

27.3.2. cyxv npobu (OPMEHTMPOBBYHO); OCMONANIUTET: C OCMOMET B, KaKTO B Cepyma.

27.4. LInTONorn4yHo nacnenBaHe:

27.4.1. dopMeHN eNneMeHTN Ha ypuHa npu crnaseaHe Ha cTaH4apTHU YCNOoBUSA - MPenopbyBa Ce MUKPOCKOMUSA C 0a30oB KOHTPACT U
efHOKpaTHU Kamepu;

27.4.2. oopMeEHN enemMeHn Ha ypuHa ¢ aBTomaTuyeH aHanmaarop.

27.5. KNMHMYHO-XMMUYHN nokasaTenn (KoNM4YecTBEeHO onpenensHe):

27.5.1. 06w 6enTbK:

27.5.1.1. HecbenoMeTpust AN TYPOUMETPUS HA NPeLMnNUTaumnsiTa ¢ TPUXI0POoLETHA KMCENUHA Unu GEH3ETOHNEB XNOPUL;

27.5.1.2. pbyHa UM aBTOMaTMyHa KONopuMeTpus Ha 6enTbyYeH KOMMNIeKe cbC cBbp3Bawm 6om (Coomassie brillant blue, Ponceau red,
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Pyrogalol red);
27.5.2. anbyMunH: UMyHOHEPENOMETPMNYHO, UMYHOTYPOUMETPUYHO U OPYr UMYHONOrMYeH aHann3 ¢ HeM30TOMHO MapKUPaHe;
27.5.3. andpa-1-MnKpornobynuH - UMyHONOrMYEH aHanns;
27.5.4. KpeaTUHUH - KakTo B CepyM, HO cnep paspex.gaHe 1:100;
27.5.5. 0eoKCUNMPUONH - UMYHOJIOTMYEH C HEM3OTOMHO MAPKMPaHW aHTUIFEHW U aHTUTEeNa;
27.5.6. rnoko3a, eH3numMu, MeTabonnTn, enekTPoNNTA, XOPMOHM U OPYrn: CbrNacHO NPUHUUNWUTE, U3MON3BaHN NPV OnpenensiHe B

cepym.
Tabnuua N2 1 kbM T. 17.7
Ne no pen BuonoruyHa npoba 3a CbxpaHeHne npm 20 - 25 °C| CobxpaHeHne npu 4 -8 °C 3abenexka
1 2 3 4 5
l. XemaTonornyHm
n3cnenBaHus
1. RBC 48 h 72h
2. Hb 72h 72h
3. Hct 6h 24 h
4, MCV 48 h 48 h
5. WBC 24h 24 h
6. ThR 24 h 24h
Ond. 6poeHe
ABTOMATUYHO no4h no4h
Hatpuska 7 oHK K3-K2 EDTA:
npuroTes ce
HeoLBeTeHa
KpbBHa HaTpueka
[0 2 yaca cnep,
BEHENYHKUMNATA
9. PeTukynouuTu no 10 h 48 h
10. CYE no 2 h
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1.

2.1
2.2.

3.1
3.2

11
1.2
13
14.
1.5
1.6
1.7.

KoarynaumoHHu
n3cnenBaHms
MpoTpoMbUHOBO
BpeEME

0 Nb/HA KPBHB

APTT

0 MbJ/IHA KPBHB

0 Mpu neyeHne ¢
HegopakunoHupaH
XenapuH

D unbpuHoreH

- Clauss

- UMYHOXUMWYHO

D-Dimer

* K NMHUYHO-XMMUYHM
n3cnensaHms

(cepym, oTaoeneH go 2
yaca OT B3eMaHeTo
Ha KpbBTa)

EH3unmMm
andha-amylase
ASAT

ALAT

gGT

ALP

LDH

CK

W3zrounuk: [IpaBHo-nHMopManmonuu cucremu "Cuena"

24h

no4h

no1h

1 peH

7 OHN

no8h
LeHTpodyrupaH
CepyMm nm
nnasma no 2
Yyaca cnepg
BEHEeNyHKuusaTa
20-25°C

56 h
40h
4h
56 h
4h
56 h

He ce
npernopbyBa

He ce npernopb4Ba
He ce
npenopbysa

1 neH
7 OHN

4 nHN
LeHTpodyrupaH
CepyM nnm
nnasma go 2
Yyaca cnepg
BEHEeNyHKuusaTa
4-8°C

7 OHK
7 OHN
7 OHK
7 OHK
7 OHU
4 oHK
1m.

cTabunHoctTae B
3aBUCUMOCT OT
meTtona
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10.
11.
12.
13.

14.
15.

16.
17.
18.
19.

CK-MB

Nunasa
CybcTpaTn
meTabonuTu,
eneKTPonnTI
An6yMmuH

06w 6enTbk
*Bunupy6buH, obuy

*BunupybuH,
OVPEKTEH
Xonectepon
Tpwravuepnam
KpeatnHuH

Ypes

lMukoYHa kncenvHa
*[ nokosa

Kanuwuii, o6
Heopr.
¢ocpop
Kanun
Hatpwii
Xensaso
Marnesunin

7 OHW

8h
16 h
56 h

56 h

4h
56 h
8h
56 h
8h

8h
8h

4h
56 h

4h

7 OHN
3 ceamMunumn

5 Meceua
4 ceaMuum
7 OHN

7 Mec.

7 oHU
7 OHK
7 OHK
7 OHK
7 OHWN
*7 OHN

3 ceomnun
4 oHN

6 ceammum
2 cegmuum
3 ceamuum
7 oHU

* CbXpsiBa ce Ha
TBHBMHO Npun
npectoi > 8 h

* ¢bC cTabmnusaTop
donyopwua,
MOHOMoJaueTar,
mMaHo3a
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Tabnuua N2 2 kbM T. 20.2.2.1

Paspen |

N3cnepnBaHe Ha cepym/nnasma

W3zrounuk: [IpaBHo-nHMopManmonuu cucremu "Cuena"

Ne no pen Mokasaten MepHa eanHnua MakcumanHo MakcumanHo MakcumanHo O6nacTt Ha
ponyctuma JonycTnMo JonycTnMo n3mepsaHe
HEeBb3MNpPOn3BO- NPOLIEHTHO NPOLEHTHO
anmoct (CV) OTK/IOHEeHWe Ha OTKJ/IOHEHNE OT
cpenHa "cbrnacysaHa
apuTMeTnyHa ctonHocT" (HCBOK)
CTOMHOCT OT
"npuuenHara
ctorHocT" (d %)
1 2 3 4 5 6 7
1. AnbymunH ol 6 % 11% 23%
2 AJ'I.EI,OCTepOH pmoI/I 10% 25% 45 % > 300 pmoI/I
30 pmol/l 75 pmol/l 135 pmol/l < 300 pmol/l
3. AnkanHa U/l 37 °C 7% 7% 21 %
hocparasa
EC 3.1.3.1
Ancpa-aanaga 1U/1 37 °C 10% 10% 30%
Bunupy6uH (06w)  [mol/l 7% 12% 26 % > 26 mol/l
1,7 mol/l 3,5 moal/l 7,0 mol/l < 26 mal/l
6. Kanuuia (o6w) mmol/| 3% 5% 11%
7. KapbamasenuH MackoHueHTpauus |7 % 7% 21%
8. Xnopug, mmol/l 2% 4% 8%
9. Xonectepon (06u) |mmol/l 3% 7% 13%
10. XonuHecTepasa U/l 37 °C 6 % 6% 18%
EC3.1.1.8
11. KopTtuzon nmol/l 8% 18 % 34 % > 200 nmol/I
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12.

13.

14.

15.

16.
17.

18.

19.
20.

21

22.
23.

24,

25.

KpeatunHknHasa
EC2.7.3.2

CRP (C-peakTuseH
NPOTEWNH)
JnrntokcuH

JurokcuH

Xensaso

BentbyHM cbpakuum
(enekTpogoopesa)

- anbymuH

- rama-rnobynuH
EcTtpagwvon, 17-6eTa

depnTuH
andpa-goeTonpoTenH
(AFP)
rama-rnytammn-
TpaHc-

thbepaza (rama-GT)
EC23.22

06w 6enTbk
I"nokosa

Aspartat-Amino-
transferasa (ASAT)
EC26.1.1
Alanin-Amino-
transferasa (ALAT)

1U/1 37 °C

mg/l

nmol/Il

nmol/I

mol/l

g/l

pmol/l

p/l

1U/1 37 °C

g/l
mmol/I

U/l 37 °C

IU/I 37 °C
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5%
251U/
5%

8%

8%

4%

33%
8%
12%

8%
8%

6%

241U/l

3%

4%

0,13 mmol/I
6 %
241U/l

6%
241U/

10%
51U/
5%

12%

18 %

4%

33%
8%
22%

8%
8%

11%

441U/

5%

7%

0,23 mmol/I
11%
441U/

11%
441U/l

20%
10 1U/I
15%

28%

34 %

12%

10%
1124 %
46 %

24%
24%

23%

9,21Ul/

11%

15%

0,50 mmol/I
23%
9,01UI/

23%
91U/

< 200 nmol/Il
> 501U/

<50 1U/

NV ANV

> 300 pmol/l
< 300 pmoal/l

> 401U/

<401Ul

> 3,3 mmol/l

< 3,3 mmol/I
> 40 |U/I
< 401U/

> 401U/l
< 401U/
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26.
27.
28.

29.
30.
31.
32.
33.

35.

36.

37.

38.
39.

40.
41.
42.

43.
44,

EC26.1.2
lMukoYHa kncenuHa
Ypes

Yosewkn
XOpUWOHroHanoTponu
(hCG)

NmyHor nobynuH A
WmyHornobynuH I
WmyHornobynuH M
Kanuin

KpeatnHuH

NakTtat
NakTaTt-nexuapo-

reHasa
(LDH) EC 1.1.1.27

Jlntuin

Marnesui

Hatpwui
AKTUBMPAHO
napumanHo TPoM-
6onnacTuHOBO
BpeMe (aPTT)
deHobapbutan
DeHNTONH
docar
(HeopraHuyeH)
MpuMuaoH
MporectepoH

mol/l
mmol/I

mu/ml

mmol/I
mol/l

mmol/I

1U/1 37 °C

mmol/I

mmol/I

mmol/I
S

mol/l
mol/l
mmol/|

mol/l
nmol/I|

W3zrounuk: [IpaBHo-nHMopManmonuu cucremu "Cuena"

4%
7%

12%

7%
5%
7%
2,7
5%
5,3 mal/l
6 %
5%

3%

0,03 mmol/I
4%

0,032 mmal/l
15%

6 %

7%
8%
5%

8%
12%

6%
12%

12%

12%
8%
12%
3,7

9%

9,7 mal/l
6 %
10%

6%

0,06 mmol/I
7%

0,056 mmoal/l
2,0%

6%

7%
8%
8%

8%
21%

14 %
26 %

36 %

26 %
18%

26 %

91

19%
17,7 mal/l
18%

20 %

12%

0,12 mmol/I
15%

0,12 mmol/I
5%

18 %

21%
24%
18 %

24%
45%

>5mu/ml
<5mu/ml

> 106 mol/l
< 106 mol/l

> 1,0 mmol/I
< 1,0 mmol/l
> 0,8 mmol/l
< 0,8 mmoal/l

> 4 nmol/l
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aputmeTunyHa (n=10)
CTOMHOCT OT
"npyuenHara

ctonHoct" (HCBOK)

0,48 nmol/I 0,84 nmoal/l 1,8 nmoal/l <4 nmol/l
45, npOCTaTHO- g/l 10 % 10 % 30 %
cneundu-
4yeH aHTureH (PSA)
46. TecTocTepoH nmol/l 10% 20 % 40 % > 5,0 nmol/l
0,5 nmol/I 1,0 nmol/I 2,0 nmol/I < 5,0 nmal/l
47. TrvpokcuH (06|_|_|”T4) nmol/I 8% 14 % 30 % > 80 nmol/l
6,4 nmol/I 11,2 nmol/I 24 nmol/l < 80 nmol/l
48. TupeoTponeH miU/ 6% 6 % 18 %
XOPMOH
(TSH)
49. TprMRoATUPOHMH nmol/I 8% 8% 24 %
(o6, T3)
50. Tpmrnmuepymm mmol/| 4% 10 % 18 %
51 TpombonnactuHoso |S 8% 8% 24 %
BpEMe INR
52. Bannpoesa mol/l 8% 8% 24 %
KmMcenuHa
53. TponoHuH T/l mg/ml 10 % 10 % 33%
Pasnen Il
N3cnensaHe Ha nukBop
Ne no pen MNMokasaten MepHa eonHuua MakcumanHo MakcumanHo MakcumanHo Obnact Ha
nonyctuma JonycTnMo JonycTnmMo n3mepBaHe
HEBBb3MPOM3BO- MPOLIEHTHO MPOLIEHTHO
anmocT (CV) OTK/IOHEHVEe Ha OTK/IOHEHWE OT
cpenHa "cbrnacyeaHa
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cTonHocT" (d %)

1. AnbyMmuH g/l 8% 8% 24 % > 0,03 ¢/
0,0024 g/l 0,0024 g/l 0,0072 g/l <0,03g/l
2. 06, 6enTbk o/l 10% 10% 30 % >0,01 9/l
0,019/ 0,019/ 0,03 g/l <0,01 g/l
3. I noko3a mmol/I 5% 5% 15% > 5,5 mmol/l
0,28 mmol/I 0,28 mmol/I 0,83 mmol/I < 5,5 mmol/l
4. WmyHornobynun A |9/l 15% 15% 45%
5. WmyHornobynun T |9/l 10% 10% 30%
6. WmyHorno6ynun M [d/l 15% 15% 45 %
7. NakTat 6% 6 % 18 %
Pazpen Il
N3cnensaHe Ha ypuHa
Ne no pen MNokasarten MepHa eanHunua MakcumanHo MakcumanHo MakcumanHo Ob6nacTt Ha
jonyctuma [OnycTUMO [0onycTUMO n3mepeaHe
HEBb3NPOM3BO- NPOLEHTHO NPOLEHTHO
anmocT (CV) OTK/IOHEHVEe Ha OTK/IOHEHWE OT
cpenHa "cbrnacyeaHa
apntmeTnyHa (n=10) |cTonHocT" (HCBOK)
CTOMHOCT OT
"npyuenHara
ctonHocT" (d %)
1 AnbyMmuH g/l 10 % 10% 30 % >0,39g/
0,03 g/l 0,03 ¢/l 0,09 g/l <039l
2. Kanuwit mmol/| 5% 5% 15% > 2 mmol/l
0,1 mmol/Il 0,1 mmol/I 0,3 mmol/l <2 mmol/l
3. Xnopua mmol/| 4% 6% 14 %
4, Obu, 6enTtbk g/l 8% 8% 24 % >1g/l
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0,08 g/l 0,08 g/l 0,24 g/l <1g/l
5. [ noko3a mmol/l 6 % 10% 22 % > 5,5 mmol/l
0,33 mmol/I 0,55 mmol/I 1,22 mmol/l <5,5mmol/l
6. MukoyHa kucenuHa |mol/l 7% 12% 26 %
7. Ypes mmol/| 7% 12% 26 %
8. Kanuii mmol/l 5% 7% 17%
9. KpeaTuHuH mol/l 7% 10% 24 %
10. Marnesuii mmol/| 6 % 8% 20 % > 1 mmol/l
0,06 mmol/I 0,08 mmol/I 0,2 mmol/l <1 mmol/l
11. HanI/IIZ mmol/| 3% 5% 11% > 80 mmol/l
2,4 mmol/l 4 mmol/I 8,8 mmol/I < 80 mmol/|
12. ®docgpar mmol/I 6 % 6% 18 %
(HeopraHunyeH)
Paspen IV
M3cnenBaHe Ha N'bnHa KPbB
Ne no Mokasaten MepHa MakcumanHo MakcumanHo nonycTnuMo MakcumanHo ObnacT Ha
pen eovHuua monyctnma NMPOLEHTHO OTK/IOHEHWNE Ha [onycTnMo na3mepBaHe
HEeBb3MPOM3BO- cpenHa aputmeTuyHa (n=10) o1 NPOLEHTHO
"npuuenHara CTomHoCT" OTKJIOHEHue oT
Aumoct (CV) (d %) "Cbrnacysaa
ctonHoct" (HCBOK)
1. pH 1 KpbBHY rasose -log mol 0,02 0,02 0,06
2. pH
3. pO2 kPa 4% 4% 12 % > 100 mm Hg
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< 100 mm Hg
4. fbcoz kPa 4% 4% 12 %
5. VloHunanpaH kanumit mmol/I 5% 5% 15 % > 1 mmol/l
0,05 mmol/I 0,05 mmol/I 0,15 mmol/I <1 mmol/l
6.  |Eputpouuty 10121 3% 4% 10%
7. IMniokosa mmol/l 4% 7% 15 % > 3,33 mmol/l
0,13 mmol/I 0,23 mmol/I 0,50 mmol/I < 3,33 mmoal/l
8. [Xematokput 3% 3% 9%
9.  [Xemorno6uH g/l 2% 2% 6 %
10. [Xemorno6uH A1 % 7% 7% 21%
11.  [Xemornobux A1C % 6% 12% 24 %
12.  |NeskounTn 109/ 6% 6 % 18 %
13.  [TpomGounTu 1091 7% 7% 109/1 > 40.109/1
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Crpanuna 39 ot 39

‘ ‘ ‘ ‘ 2,8.109I ‘ 2,8.109I 109/1 ‘ < 40.109 ‘
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