Hapen6a Ne 1 ot 31 stuyapu 2014 r. 3a yIBBpKAaBaHe Ha MEAMLIMHCKU CTaHAAPT ,,KimuanyHa naboparopus™

HAPE/IBA Ne 1 ot 31 sinyapu 2014 r.
3a yTBbpKIaBaHe HA MeIHIIUHCKH cTaHAapT ,, Knunuyna sadoparopus®

Ynen equncrBen. C Hapenbara ce yTBbpIKAaBa MEAULMHCKUST CTaHAAPT ,, KimMHM4YHA 7a060paTopus™ ChbIIIACHO MPUIIOKEHUETO.
3aK/II0YHTETHU pa3nopendn

§ 1. Hapenbata ce u3naBa Ha ocHOBaHue Wi. 6, aj. 1 or 3akoHa 3a yneyeOHuTe 3aBeneHus U oTmenst Hapen6a Ne 35 ot 2010 r. 3a yTBbpKaBaHe HA MEJULMHCKH CTaH
TMHUYHA JadopaTopust™ (06H., [IB, 6p. 66 ot 2010 r.; u3m. u mom., 6p. 92 or 2010 1.).
§ 2. Yka3aHus [0 IpHiIaraHeTo Ha HapeadaTa ce 1aBaT OT MHHUCTBPA Ha 3/]paBEONa3BaHeTo.
Munuctep: Tana Anap
[IpuoxxeHre KbM 4WIEH €IUHC
MEJIUIUHCKHAU CTAHJAPT
»KIMHHUYHA JIABOPATOPU S

I'maBa mepBa
OBIU ITIOJIOXEHUA

1. Kinnuuvnara 1abopaTopust € CaMOCTOSTEIIHA MEUIMHCKA CHEHATHOCT U Hay4Ha JUCHMIUIMHA, KOSATO Ype3 KOJMYCCTBEHN U KaYeCTBEHH METOJIM HA M3CIIC/IBAHE OCHTY
0x011MaTa HH(pOpMALKs 32 paHHA TUArHO3a, KOHTPOJ HA TUHAMHKaTa Ha OOJIECTHHUS MPOIeC 1 Ha eeKTa Ha JIeUeHUEeTo, epeKTUBHA NPO(UIAKTHKA, KAKTO U OLICHKA Ha CTell
BH3CTAHOBSBAHE HA 3[]PaBETO U PabOTOCIOCOOHOCTTA.

I'maBa BTOpa

OB U3UCKBAHHA

2. O0uMTe N3UCKBAHUS KbM ITOMEIICHUATA Ha CTPYKTYpaTa 0 KIMHUYHA JJAOOpaTOpHs ca CIICTHUTE:

2.1. [omenieHnsTa OTrOBapAT HA ICHCTBAILMTE B CTPAHATA 3PABHU M3UCKBAHMS.

2.2. Hanune ca Hali-MaJKo clieIHUTE (YHKIHOHAIHO 000COOCHM MecTa B MECTa M HANPABICHHS: YaKaJIHS; PErUCTPATypa; MAHUIYIAMOHHA; XUMUYHO U LIUTOJIOTY
JIe[BAaHE HA ypHHA; KIWHUYHA XUMMs; XEMaTOJIOTHS, XEMOKOAaryJlallus; CIEHUAIU3UPAaHU H3CICABaHUSA (XOPMOHHM, TYMOPHH MapKepH, JICKapCTBEHHU BeEIIEC
ITOEJIEMEHTH U Jp.); MUSUIHA; CKJIAJIOBU IIOMEICHHsI, CAHUTAPEH Bh3ell.

2.3. Menuko-1iarHocTHYHUTE J1a00paTOpPUU MOTaT Jia MMaT CaMOCTOSITEIIHA MaHUITYJIallMOHHH, Pa3IoJIOKEH! H3BBH Crpajara Ha JabopaTtopusTa.

2.4. MaHuNynTaMmoOHHUTE 1O T. 2.3 pa3moarat cbe:

2.4.1. XJaAUITHUK;

2.4.2. uentpodyra;

2.4.3. cobcTBEH MM HAa KypUepcKa OpraHu3alys TPaHCIOopT;

2.4.4. TpaHCnIOpPTHA/M YaHTa/u.

2.5. CrpykTypara 10 KIHHHYHA JabopaTopusi € pa3lojioKeHa B IOMEIICHHs, IUION(Ta Ha KOMTO MO3BOJISIBA CrieLU(PUIHHUTE JTaOOPATOPHH IEWHOCTH Ja ObIaT M3BBPILI
*KTUBHO CHOOPa3HO MPOLIEAYPUTE 32 yIPaBICHHE HAa KaYeCTBOTO, H3UCKBAHUATA 32 O€30IaCHOCTTA Ha MIEPCOHANIA M TPIDKUTE 3a 3[[paBETO Ha MAlUeHTa.

3. O0muTe M3UCKBaHKS KbM MEIUIMHCKUATE U3/ENNS U arlapaTypaTta B CTPYKTypaTa 1o KIMHUYHA JJabopaTopus ca CICJHHUTE:

3.1. CtpykTypara 1no KIMHHYHA J1abopaToOpusl M3MOJI3Ba MEIULIMHCKU M3Jeus (KannOpaTopu, peakTHBU M KOHTPOJHH MaTEpUalH), KOUTO OTTOBApAT HA W3UCKBAHHST
OHA 32 MEIUIMHCKUTE M3JENUsl M pasnojaraT ¢ HOPMaTHBHO YCTaHOBEHATa JOKyMEHTalus (KaTo JaHHM 3a MPOHM3BOIWTEIN, MApTHACH HOMEp, CEpUEH HOMEp, aHAJIUTI
TU(UKAT 32 CHCTAB U NPUIIOKEHHE 33 KIMHUYHA IMarHOCTHKA, CPOK HA TOJHOCT MPEIM OTBApsHE, 1aTa Ha JOCTAaBKa, AaTa Ha OTBApsIHE, TOJHOCT CJIE/ OTBApsHE).

3.2. MognpwxkaTa M MpoBepKaTa Ha JabOpaTOpHATa armapaTypa ce U3BBPIIBAT OT OTOPHU3UPAHO OT IPOM3BOAMTENS JIMIE M C€ JOKYMEHTHPAT C MPOTOKOIHM OT MU3BBPIIE
)GUITAKTHYHY U IPYTH CEPBU3HH ICHHOCTH.

4. CrpykTypaTta 10 KIMHUYHA JlabopaTopus NpHTEeKaBa IUIaH 3a Oe30macHa MpakTHKa W MpWiIara mpaBuia 3a Ae3WH(EKIUS U CTepWIN3alys Ha OWOJOTMYHUTE MaTep!
OpasHo [eficTBaaTa HOpMaTHBHA ypenoa.

5. YCTpoHCTBOTO M JEHHOCTTA HA CTPYKTyparTa 10 KJIMHUYHA J1a00paTopusl ca periaMeHTHPaHH B MPAaBIIIHUKA 32 YCTPOMCTBOTO, JEHHOCTTA W BHTPEIIHHS pejl Ha JieueO]
eZieHHe, C KOWTO ca 3all03HaTH BCHYKH pabOTeI B CTPYKTypara.

6. [IpenopbUNTEIIHO € B CTPYKTypaTa 1o KIHHWYHA 1ab0paTopus 1a Ma u3rpaaeHa nHhOpMaIMOHHA CHCTeMa, OTroBapsiiia Ha usnckeanusta Ha BJIC/EN/ISO 15189.

I'maBa Tpeta

M3UCKBAHUS KbM PABOTEIIUTE B CTPYKTYPA I10 KJIMHAUYHA JIABOPATOPHS U KM ITIPOGECUOHAJIHUTE JIEMHOCTH, KOUTO TE
HN3BBLPIIBAT

7. B cTpykTypaTa No KIMHHYHA JabOpaTOpWs MOraT Ja paboTAT CIeJHHUTE JIHIA: JeKap/M ChC W 6e3 CHENUANHOCT 10 KIMHMYHA JIabopaToOpHs; CHEHUANNCTH C Bl
)a30BaHHE (XUMHIHM, MAarucTbp-hapMaieBTH, OHOIO3M, OMOXUMHIIM, WHXXCHEP-XUMHIM, MEIMIMHCKA JIAOOPaHTH, CICLUANHCTH 10 MH(OPMAIMOHHA TEXHOIOTHH U [f
MTAPH.

8. M3uckBaHMsITa KbM MUHUMAJHHSI OO JIEKapH 1 CICLUATINCTH C BUCIIE 00pa30BaHHE Ca CICAHUTE:

8.1. 3a cTpykTypa Mo KIMHHYHA JIAGOPATOPHs B MEOULMHCKU LIEHTHDP, AHATHOCTUYHO-KOHCYJITATUBECH LEHTHD, CAMOCTOSTEIHA MEANKO-IHAarHOCTHYHA JIabopaTopHs
)BO HUBO Ha KOMIIETCHTHOCT B JIc4eOHO 3aBeAeHNE 3a GOIHNYHA IIOMOII] — SMH JIEKap ChC CIICHUATHOCT IO KIMHIYHA JIa00paTopHs;

8.2. 3a cTpyKTypa Mo KJIMHHYHA JabOpaTOpUs OT BTOPO HMBO HAa KOMIIETEHTHOCT B JIe4eOHO 3aBeieHHE 3a OOJHMYHA MOMOII — €IHH JIeKap ChC CNELMATHOCT 110 KIIMH]
OpaTOPHsI M €/HH JIeKap ChC mian 63 IpuIo0uTa CIIeHHaTHOCT;

8.3. 3a cTpyKTypa Mo KIMHHYHA JAaOOpaToOpust OT TPETO HMBO HA KOMIIETEHTHOCT B JIeUeOHO 3aBe/leHHE 3a OONHMYHA MOMOII — €HH JIeKap ChC CIEIMATHOCT IO KIIHH)
OpaTopusl, SAMH JIEKap ChC MM 0€3 MpHA0OHTa CIENHANHOCT M eJUH CICHUATNCT C BUCIIe 00pa30BaHHE HA 00pa30BaTEIHO-KBAIM(UKALMOHHA CTCHICH ,,MaruCTBP™ (XU
YXUMHUK, MarucTbp-hapmaresT, OHOJIOr U Ap.).



9. CtpykTypara 1o KIMHHYHA JJaOOpaTOpHs ce PHKOBOJIM OT JISKap C MPU3HATA CHELHATHOCT ,,KITHHAYHA J1a00paTopus .

9.1. OcHoBHUTE NpodeCHOHAHH ACHHOCTH HAa PHKOBOAMTENS HA CTPYKTYypaTa 110 KJIMHUYHA Ja00paTopusi BKIIFOUBAT:

9.1.1. opranusupaHe 1 pbKOBOJCTBO HA JHATHOCTHYHO-JIeueOHAaTa ISHHOCT Ha CTPYKTYpaTa MO KJIMHUYHA J1ab0opaTopus;

9.1.2. opraHu3upaHe ¥ MoJroMaraHe OBUILIABAHETO HA KBATM(UKAIMATA HA Pa0OTELINTE B CTPYKTYpaTa;

9.1.3. opranu3upane ¥ MOAIIOMAaraHe Ha BHEAPSIBAaHETO HA HOBU TEXHOJIOTMH — aBTOMATU3aLus, POOOTH3ALHSL, Ta00PaTOPHH HHPOPMALMOHHH CHCTEMH (TSCHOCTICILIMAIIH3H]
O1110;1a00paTOPHH);

9.1.4. opranu3upaHe 1 KOHTPOJ BBPXY MIPOBEKAAHETO HA CHCTEMEH BHTPENabopaTOpeH Ka4eCTBEH KOHTPOJ U [PU yYaCTUETO B CHCTEMA 3a BBHILIHA OIICHKA Ha Ka4eCTBOTO;

9.1.5. opranusupaHe 1 KOHTPOJ Ha BPb3KUTE HA CTPYKTypaTa M0 KIMHUYHA JabopaTopust ¢ 00CIy>KBAHUTE 3BEHA;

9.1.6. opranu3upaHe u IPOBEeXKJaHe Ha ISHHOCTH 3a MOBHIIIaBaHE HA MEAUIIMHCKATa €DEKTUBHOCT Ha JlabopaTopHaTa JEHHOCT;

9.1.7. KOHCYATATHBHA U METOJIMYHA ITOMOII] Ha JPYTH CIELMATUCTH B 00JaCTTa Ha KIMHUYHATA JIabopaTopusl.

9.2. OcHOBHHTE IPOPECHOHATHU JEHHOCTH Ha JIeKapsi, paboTell B CTPYKTypa M0 KIMHUYHA JTabopaTopus, BKIIFOYBAT:

9.2.1. pabora B npo)uiIMpaHO HANPABJICHUE HA CTPYKTYpaTa M0 KIMHUYHA JaOOpaTopus, ONPEENEHO B [UIbKHOCTHATA MY XapaKTePUCTUKA;

9.2.2. npoBexIaHe U TOKYMEHTHPAHE Ha ©KEeTHEBCH BhTPENa0d0paTOpPeH Ka4eCTBEH KOHTPOI,

9.2.3. KOHTPOJI BbPXY M3BBPIIBAHETO HA KOHTPOJIHH U3CJIEABAHUS BbB BPb3Ka C yIaCTHETO B CUCTEMH 32 BHHIIHA OLIEHKA HAa KaueCTBOTO;

9.2.4. exxeJHEBHA NIPOBEPKA HA PE3YJITATUTE HA MALIUCHTHTE;

9.2.5. OTrOBOPHOCT 3a ClenMaIM3upaHaTa MoJUIPbKKa U PEMOHT Ha JabopaTopHaTa amapatrypa B CbOTBETCTBUE ChC CHLIECTBYBALIMTE IPaBUla B CTPYKTYpaTa MO KIIMHI
OpaToOpus;

9.2.6. yyacTHe B H3TOTBSIHETO HA EKETOJHM IUIAHOBU 3asiBKM 3a JMArHOCTHMYHH HAOOPH, PEAKTHBH, XMMMKAJIM, KOHCYMAaTHBH, PE3EPBHHM YacCTH, KOHTPOJIHHU MatTepy
1bparopu;

9.2.7. OTTOBOPHOCT 3a HOJIBP)KAHETO Ha TEKyIIaTa y4eTHA M OTYETHA JOKYMCHTAIMS Ha CTPYKTypara 110 KIMHUYHA JJaO0paToOpHs;

9.2.8. momabpiKaHe Ha BPB3KH C 0OCITY)KBAHUTE 3BEHA;

9.2.9. OTTOBOPHOCT 3a HOJbPIKAHE M aKTyaIU3UPaHEe Ha METOAMYCH HAPBYHHK Ha CTPYKTypaTa [0 KIMHUYHA JJa00paTopus;

9.2.10. yyacTue B 1eXKypCTBa 32 CIICIIHN M HEOTIOKHU M3CIICABAHUS.

9.3. OcHoBHHTE NPO(ECHOHATHN ACHHOCTH HA XUMHUIUTE, MarucTbp-hapMaleBTHTE, OHOJO3HUTE, OHMOXMMHIMTE M HHXCHEP-XHMHUIUTE B CTPYKTypaTra IO KIIHHI
OpaTOpHs BKIIFOYBAT:

9.3.1. mpoBexaHe U JOKyMEHTHPAHE Ha XKEAHEBECH BHTPEIab0paTOPEH KaueCTBEH KOHTPOIL;

9.3.2. u3BBpIIBaHE HA KOHTPOJIHU M3CJIEBAHKS BbB BPh3Ka C YYaCTHETO B CUCTEMH 32 BBHIIIHA OLIEHKA HA Ka4eCTBOTO;

9.3.3. exxeTHEBHA ITPOBEpKA Ha PE3YJITATUTE HA MALMEHTHTE (32 JIMLATA C IPUA0ONTA CIIEIHATHOCT ,,KIIMHIYHA XUMUS ‘),

9.3.4. OTrOBOPHOCT 3a ClienMaIM3upaHaTa MoJUIPbKKa U PEMOHT Ha J1abopaTopHATa amaparypa B ChbOTBETCTBHE ChC CBHIIECTBYBAIIUTE MPABHJIA B CTPYKTypaTa MO KIIHHI
OpaTopus;

9.3.5. noxnomarase Ha U3rOTBSIHETO HA €KErOJHH IUIAHOBHU 3asBKH 32 AUArHOCTHYHU HAOOpH, PEaKTHBH, XMMHKAIU, KOHCYMAaTUBH, PE3EPBHU YaCTH, KOHTPOJIHU MaTepH
1bparopu;

9.3.6. nONBJIBaHE U CBOEBPEMEHHO NPEICTABSIHE HA MEAUIIMHCKATa JOKYMEHTAIMS [0 YCTAHOBEHUSI B CTPYKTYpara 1o KIMHUYHA JabopaTtopus pen;

9.3.7. yuacTue B M3BBPIUIBAHETO HA KIMHUYHH U3IUTBAHUS HA QHATMTHYHN METOIM M JIaAOOpaTOpHA TEXHUKA;

9.3.8. ydacTtue B Je)KypCTBa 3a CHELIHH U HEOTJIOKHH U3CIIeIBaHUSI.

9.4. OcHOBHHUTE NPO(ECHOHATHY ACHHOCTU Ha MEIUIIMHCKHS JJAOOPAHT B CTPYKTypaTa 110 KIMHUYHA JJA00paTOpUst BKIIOYBAT:

9.4.1. no3HaBaHe M Cla3BaHe Ha N3MCKBAHUATA 3a MOATOTOBKA HA MAIMEHTUTE 33 U3CJIEABaHE ChIVIACHO YTBBPJCH MTPOTOKOI;

9.4.2. mo3HaBaHe M CIIa3BaHE Ha IPaBIIaTa 3a B3eMaHE HAa BEHO3HA U KallWIIpHA KPBB [0 CHOTBETHA CTaHAAPTHA pabOTHA IPOLIEYpa;

9.4.3. no3HaBaHe M cla3BaHe HA N3MCKBAHUATA 32 TPAHCIIOPT M ChXpaHEHHe Ha OMOJOTMYHUTE MaTepHaH 3a aHAJIM3 110 ChOTBETHA CTaHIapTHA PabOTHA IPOLEAYpPa;

9.4.4. no3HaBaHe U CIIa3BaHe Ha CTaHJapTHA pabOTHA IpoLeaypa 3a UASHTH(HUKALMS Ha OHOIOTHUHUTE POOH;

9.4.5. BnajieeHe Ha TEXHUKATa Ha JaOOPATOPHUTE METOMH 32 aHAJIN3 HA CHOTBETHUTE JIAOOPATOPHU MOKA3aTeNH ChOOPa3HO CTAHAAPTHUTE PAOOTHH MPOLIEAYPH;

9.4.6. no3HaBaHEe HA U3TOYHUIIUTE HA TPELIKU B TIPESAAHAINTHYHHS, AHATUTUYHUS U CIIEIAaHATUTHYHMS €Tal Ha JJab0paTOPHO-UarHOCTHYHUS TIPOLIEC;

9.4.7. mo3HaBaHe M TOYHO IPHIAraHe Ha pabOTHUTE HHCTPYKIMH 3a SKCILIOATALNUS Ha JabopaTopHaTa anaparypa;

9.4.8. BoJieHe Ha MEIMIIMHCKA JOKYMEHTALUS U CTIa3BaHe Ha M3MCKBAHMATA 32 Pa0oTa ¢ BCHYKM MOJYIH Ha JJabOpaTOpHUTE HHPOPMALIMOHHU CUCTEMH;

9.4.9. no3HaBaHe Ha pe)epeHTHUTE CTOWHOCTH Ha KIMHUYHO-Ta00paTOPHUTE TIOKAa3aTeNN;

9.4.10. onpesensiHe HA BCHYKHU CHEHIHN KIMHUYHO-Ia00paTOPHY MOKA3aTeNn ChC ChOTBETHHUS aHATM3aTOP ChOOPa3HO NPHIOKHUMHUTE CTaHIAPTHH PAaOOTHHU MPOLETYPH.

9.5. OcHoBHUTE PO(ECHOHAITHY ASHHOCTH HA CAHUTAps BKIIIOYBAT:

9.5.1. no3HaBaHe M cHia3BaHe Ha MPABUJIATA 33 OXPaHa Ha TPY/A M TEXHUYECKaTa 0€30acHOCT, KAKTO M Ha paboTaTa ¢ IpeAIa3Hu CPeCTBa;

9.5.2. mouucTBaHe M JNe3nH(EKIMPaHE HA CAKOABPIKATENUTE 338 OTHAIBLY €KEIHEBHO W IPH BCAKO BUANMO 3aMbBPCSIBaHE, KaKTO M Ha IOMEIICHHATA HAa CTPYKTypatT
[HUYHA J1aboparopus (IO, MUBKU, CAaHUTApeH (asiHC, TPO30PIH), IPH Cla3BaHE HA MPUWIOKHMHUS PEXKHUM Ha Me3MH(EKIMS M Ha yKa3aHHUsTa 3a paboTa ¢ Je3uHQEKIINC
HIapaTy;

9.5.3. no3HaBaHe U cHia3BaHe Ha MPaBHIIATa 33 pa3/ieNIHO ChOUpaHe Ha OOJHUYHU OTHAIbIM CHIVIACHO YTBBbP/ICHA HHCTPYKIINUS;

9.5.4. peructpupane B XypHaJ Ha KOJIHYECTBOTO HA H3XBBPJICHUTE OTHAABLY 110 BU M KOJJOBE CHIVIACHO YTBBPACHA POrpamMa 3a YIpaBieHHe Ha OOJTHUYHUTE OTIAIbIIH.

10. KoHKpeTHHUTE M3UCKBAaHHS KbM 00JACTUTE HA JEHHOCT U MPEKHUTE 3aIbDKSHHS Ha JIMIATa MO T. 7 Ce ONPEIENAT B JUIHKHOCTHUTE UM XapaKTEePHUCTHKH.

11. ITo mpeueHKa Ha PHKOBOAUTEIISI HA CTPYKTypaTa [0 KIMHHYHA JlabopaTopus Ha unara mo T. 9.2 u 9.3 MoraT a ce Bb3JaraT U KOHTPOJIHU QYHKINH B 00JIaCTUTE U
[HOCT, KOMTO ce HaOJII0JaBaT OT PbKOBOIUTENS HAa CTPYKTypaTa.

12. CtpykTypaTa 10 KIMHHYHA JJa0OPaTOpUs UMa IporpaMa 3a KBaIH(UKanus Ha epcoHana, BKIFOYUTEIHO 32 CICHU(GUIHO 00YUCHUE 3a OCHUT ypsIBAHE Ha Ka4eCTBOT
)OpPaTOPHUTE CHHOCTH.

I'maBa yeTBBpTa

N3NCKBAHIA KbM 3AABJDKUTEJIHUSA (MUHUMAJIEH) OBEM ITIOKA3ATEJIN U AITAPATYPA 3A CTPYKTYPATA T10 KIIMHUYHA
JIABOPATOPHA

13.3a CTPYKTYpa IO KIIMHUYIHA HaﬁOpaTOpI/Ifl B MEOUIUHCKN HEHTHP, JTUAaTHOCTUIHO-KOHCYJITATUBEH LEHTHP, CAMOCTOATEIIHA MEAUKO-TUArHOCTUIHA Ha60paTopI/m uOoT IT
30 Ha KOMITETEHTHOCT B JICY€OHO 3aBCJICHUC 3a OOTHUYHA romMoul ¢e nmpuiarat CJI€AHUTEC U3UCKBAHUS !



13.1. BagpmkuTeneH (MUHUMAJICH) CIIEKTBP J1a00OpaTOPHU MOKA3aTeNH:

13.1.1. wuscnenane Ha ypuHa: pH, crnenmduYHO TEryio, MONYKOJIMYECTBEHO H3CIie[BaHE Ha OCITHK, TIIIOKO3a, KETOHHU Tela, YPOOWIMHOTCH, OWIHUPYOWH, KpT
ICHTUPOBBYHO H3CJICJIBAHE Ha ,,CEMMEHT"; MUKPOAIOYMHHYPUSI; TECT 32 OPEMEHHOCT;

13.1.2. kpbBHA KapTUHA: ONPE/ICIITHE HA XeMOTTIOOWH, XeMaTOKPUT, H30posiBaHE Ha epUTPOLMTH, JieBKouTH 1 TpombouuTi, CYE, JIKK, Mopdornorust Ha KpbBHHU KIIETKH;

13.1.3. xeMocTa3HHU MOKa3aTenu: BpeMe Ha kbpBeHe, PT, aPTT u ¢pubpunores;

13.1.4. KIMHUYHO-XUMHYHH W3CIIEBAHMS: TJIOK03a, xeMornoonH AlC, kpeaTuHuH, ypesi, o0u1 0enThK, aa0yMuH, o0 OMIUPYOUH, TIIFOKYPOHUPAH OMIUPYOHH (IUpeK
1130, XKCK, AcAT, AnAT, KK, A®, I'TT, amunasa, MIKO4YHA KHCEIMHA, XOJIECTEPOJ, Tpurimuepuay, xoinecrepon B HDL, xomectepon B LDL, kanmmii, Harpuii, Kai
pranudeH ¢ocdart;

13.1.5. n3npakHeHus! — OKYJITHU KPBBOU3IUBH.

13.2. 3agbmkurtened (MUHIMANEH) 00eM JeHHOCT:

13.2.1. 3a cTpyKTypa [0 KIXHUYHA JIAOOPATOPHS KbM MEIUILMHCKH IIEHTBP, AUATHOCTUYHO-KOHCYJITATUBEH LICHTHP, CAMOCTOSITENIHA METUKO-IHarHOCTHYHA JJabopaTopus —
ko 30 000 1abopaTOpHU U3CIICABAHUS TOIUILIHO;

13.2.2. 3a cTpykTypa [0 KIMHHYHA JJaOOpaToOpHsi OT IIBPBO HUBO HA KOMIIETEHTHOCT B JIe4eOHO 3aBe/icHUE 3a OOJNHMYHA NOoMoLl — Hai-mManko 300 u3cieaBaHUS TOTUIIH
10 OOJTHUYHO JIErJIO.

13.3. 3agbmxuTenHa nabopaTopHa anaparypa:

13.3.1. 3aTBOpeHa cucTeMa 3a B3eMaHe Ha OMOJIOTMYHU MaTepPHANIN: KPbB, ypUHA, ITYHKTATH;

13.3.2. Muxpockon/u;

13.3.3. XeMaTOJOrHYEeH aHAINU3ATOP ChC CEAEM UM OCEM IOKa3aTels;

13.3.4. aBTOMaTHYCH CENEKTUBCH KIMHIYHO-XIMMHUYEH aHAIM3aToP;

13.3.5. HOHCEJIEKTUBEH aHANIN3aTOpP WM IIIaMbKOB (JOTOMETH;

13.3.6. momyaBTOMaTH4EH KOAryJIoOMeThP.

13.4. [IpenopbUUTENHO € HAJIMYUE Ha [TOJyaBTOMAaTHYCH (WIM aBTOMAaTHYEH) araparT 3a OTYNTAHE HAa YPUHHU TECT-JICHTH.

14. 3a cTpyKTypa 0 KIMHWYHA 1a00PaTOPHs OT BTOPO HUBO HA KOMIIETEHTHOCT B JIeueOHO 3aBe/ieH e 3a OOJHMYHA TOMOIL Ce MPUJIaraT CJIeAHUTE U3UCKBAHUSL:

14.1. 3agpmkureneH (MUHIMAJEH) CIIEKTHD J1a00paTOPHU [T0Ka3aTeIN — BKIIFOUBA C€ CHEKTHPBT 1O T. 13.1, KaKTO U U3ciaeaBaHus Ha:

14.1.1. ypuHa 1 TEYHM MyHKTATU: KOJIUYECTBEHO N30POsIBAHE HA KIIETKH, KOJIUYECTBEHO ONPE/IENsiHe Ha 0011 OENThHK;

14.1.2. xpbBHA KapTHHA — OpOEHE HA PETHKYJIOLUTH;

14.1.3. mopdosorus Ha KOCTEH MO3bK (IIPH U3ITBIHEHHUE HA ICHHOCTH, H3UCKBAIIIN TOBA U3CIICIBAHE);

14.1.4. xemocTa3Hu nokasarenu — D-gumepu;

14.1.5. KTMHUYHO-XMMHYHHU u3caeaBanus — Mmaruesut, JIJ1X, KK-MB;

14.1.6. umynornooynuau (I, A u M) u npyru uHAUBHyaaHH OenThlu (IIPU U3ITBJIHEHUE Ha JEHHOCTH, N3UCKBAIIM TE3H U3CIICIBAHN);

14.1.7. C-peaktuBen npotenH, xemornoouH A 1C, TpornonuH, aHanu3 Ha pH u KpbBHE ra30Be (MIPH U3MBIHCHUE HA KIMHUYHH [THTEKH, U3UCKBAIIN T€3U U3CICIBAHNA);

14.1.8. nukBop — anOymuH, rimokosa, xiaop, ACAT, JIAX u KK, mudepeHurpane Ha JeBKOIUTHTE ciel ouBeTsiBaHe 1o [larnenxaiim.

14.2. 3agpmkuteneH (MUHUMANEH) 00eM IeiHOCT — Hai-Mmanko 350 nabopaTtopHu U3ciaeBaHuUs TOAUIIHO HA €HO OOJHUYHO JIETJIO.

14.3. 3agpmkurenHara 1abopaTopHa anapaTypa BKIIOYBA anaparypara 1o T. 13.3, kakro u:

14.3.1. kppBHOra3oB aHanu3arop (mpu 3adosBaHus, M3UCKBaIK H3ciaeaBane Ha KAO);

14.3.2. nonyaBTOMaTH4€H KOAryJlIOMeTbp;

14.3.3. aBTOMaTHYEH CEIEKTUBEH KINHUIHO-XUMHYCH aHAIIN3aTOP;

14.3.4. *MyHOXMMHYCH aHAIU3aTOP (NpU 3a00JIIBaHUS, M3UCKBAIM IMYHOXHMHWYHH H3CIIC/IBAHUS ).

15. 3a cTpyKTypa 10 KIMHWYHA JTa00OPaTOPHsI OT TPETO HUBO HA KOMIIETEHTHOCT B JIE4eOHO 3aBe/IeHUe 32 OOJTHUYHA TIOMOLIL Ce TIPUIIAraT CJIeJHUTE U3UCKBAHMUS:

15.1. 3agpipkuTelieH (MUHMMAJEH) CIIEKTBP J1a00paTOPHU MOKa3aTeNnn — BKIIOYBA c€ CIEKTHPBT 10 T. 13.1 u T. 14.1, KakTo 1 U3cie[BaHus Ha:

15.1.1. MUKpOENIeMeHTH;

15.1.2. xomonuctenx, CRP, mpokaiuToHNH;

15.1.3. xopmMoHU;

15.1.4. TymOopHH MapKepu;

15.1.5. nexapcTBEHH U TOKCUYHU BEIECTBA;

15.1.6. BuTamMuuu;

15.1.7. buomapkepu 3a 0CTEOIOpPO3a;

15.1.8. umynornooynuau (/1 u E) u cybknacoge;

15.1.9. xenatutHu Mapkepu (HBsAg, HBeAg, anti-HCV, anti-HAV IgM);

15.1.10. oTkpuBane Ha anTuTena cpemy HIV 1/2;

15.1.11. cudunmc;

15.1.12. arTHCTpenTONU3NHOB TUTEHP O;

15.1.13. pesmaroneH daxkrop;

15.1.14. ocmonanurer.

15.2. 3agpmkureneH (MUHIMaNEH) 00eM JeHOCT — Hai-Mmaiiko 400 mabopaTopHU M3cieBaHuUs TOANIIHO Ha €THO OOJHUYHO JIETJIO.

15.3. BagpmkuTenHa nadopaTopHa anmaparypa — BKJIIOYBa ce anaparypata o T. 13.3 u 14.3.

16. 3a cTpyKTypa 10 KJIMHUYHA JJabopaTOpHsl OT BCUYKH HUBA HAa KOMIIETEHTHOCT, KOSITO N3BBPIIIBA CAMO OIpE/IeNIeH BU/I U3CIICIBAaHNS B PAMKUTE Ha CIICIIMAIHOCTTA ,,KJIHHI
OpaTOpHs’‘, OT MHHHMAJIHHUS 00eM JIabOpaTOpHM H3CIIeBAHHMs M amapaTypa 3a CTPYKTypaTa OT CHOTBETHOTO HHMBO Ca 3aJBJDKHTEIHH CaMO TE3M HM3UCKBAaHHMS, KOHUT
OXOIMMH 33 U3BBPILIBAHE HA CHOTBETHUTE U3CIIECABAHMSI.

I'naBa nera

N3UCKBAHUS KbM JEMHOCTTA, KAUE-CTBOTO U IOKYMEHTAIIASATA B CTPYKTYPATA 110 KJIIMHAYHA JIABOPATOPHSA

Pasmen |
Mpexananurnyen eran



17. O6uMTe U3UCKBAaHKS KbM NpEIaHATUTHYHUS eTall Ha lJabopaTopHara JeHHOCT B CTPYKTypara 1o KIHHUYHA JIJa00paTopus ca ClIeTHUTE:

17.1. CtpykrypaTa 10 KIMHHYHA J1a00paTOpysi U3BBPIIBA JEHHOCTTA CH MO MUCMEHH MPOLEIYpH 3a MOATOTOBKA HA MAIlMEHTHTE 3a M3CJIe[BaHe, HACHTH(UKALMS U B3el
OupaHe) Ha IbPBUYHUTE OHOIOTHYHU MPOOH U 3a MOATOTOBKA HAa MPOOUTE, MOISKAIH Ha aHATIU3.

17.2. Crpykrypara 1o KIMHUYHA Jab0paTopus UMa U clia3Ba pabOTHU MHCTPYKIMHU 32 PETHCTPALMS H WACHTU(DHUKALUS HA TBPBUYHUTE MPOOH.

17.3. Crpykrypata 1o KJIMHUYHA JIaOOpaTOpHUs MMa M CHa3Ba PasMHCaHd U YTBBPACHH OT PHKOBOAUTENS HA CTPYKTypaTa JOKYMEHTHPAaHH KPHTEPHH 3a IpHEMaHe
BBPJISIHE HA IbPBUYHM NPOOM, KAKTO M IPOLEIYpH 3a MpPEeAaBaHe HA Pe3y/ITaTUTE B Clydail Ha HECHOTBETCTBUE (HANpHMEp NPH BUJ HAa BaKyyMHUPAHUs CbJ, HENOCTAT’
M, BHIMMa XEMOJIM3a, BHJ Ha aHAIMTHYHATa NMpoda — KaTo IU1a3Ma BMECTO CepyM, HECIa3BaHE Ha CPOKa 3a TPAHCHOPTUPAHE, YIBIDKEH NPECTOH NMpeau TPaHCIIOPTHY
[0AXO/ISIL ChJI MM OIIAKOBKA, HECNIA3BaHE HA TEMIEPATYPHUSI PEXKUM H JIp.).

17.4. Crpykrypara 1Mo KIMHHYHA JIaOOpaTOpUs HOCH OTTOBOPHOCT 3a OTPa3sBAHETO Ha HECHOTBETCTBHATA NO T. 17.3 cbc 3abeiexka BbB (A C pe3yiTaTH Wi
[3BBPILBAHETO HA aHAJIN3a. AKO HECHOTBETCTBAILM ITbPBUYHM NMPOOU OBJAT MPUETH 3a aHAIU3, B OKOHYATEIHUS JOKYMEHT C Pe3yJNTaTUTE ce O0TOessI3Ba €CTECTBOTO Ha Mpoo]
TO € NIPEAYNPEXICHUE IIPH THIKYBaHETO HA PE3YIITaTUTE.

17.5. CtpykTypaTa 1o KIMHU4YHA JabopaTOpusi C MaHUIYJIallMOHHA U3BBH CrpajaTa, B KOATO C€ MOMEIIaBa CTPyKTyparTa, MMa U clia3Ba pabOTHM MHCTPYKLUH 33 TPAHCI
HCEpBaHTH, ONAKOBKa, KOHTEHHEP) U 3a ChXpaHEHHE HA OMOJOTMYHHUTE MPOOH, M3IIBIHCHHETO HAa KOUTO AOKYMEHTHpa C MPOTOKONU (paboTeH JHCT Wik apyra Qo
IbJIHEHH U MOANHUCAHU OT YI'BJIHOMOILEHHU JMLA, C PETHCTPUPAHU: Yac U JaTa Ha B3eMaHe Ha OMOJOTMYHUs MaTepHuai (C TOYHOCT A0 15 MuH); Yac M JaTa Ha MOJy YaBaH
)JIOTHYHUS MaTepUall; 4ac Ha M3BbPIIBAaHE HA aHAIN3A.

17.6. CtpykTypaTa 1o KIMHU4YHA J1JabopaTopHs clia3Ba CiIeAHUTE CeUU(pUYHN N3UCKBAHUS 32 TPAHCIIOPTHUPAHE HA OUOIOTMYHUS MaTepua:

17.6.1. enpyBerkara ¢ Guosoru4yHaTa Ipoda ce OIaKkoBa B abcopOupalia ThKaH;

17.6.2. nocTaBs ce B 100pe 3aTBOPEH IIACTMACOB ChI;

17.6.3. omakoBa ce C XapTusi WX C HaWJIOH, HEMPOITyCKAIlll CBETJINHA;

17.6.4. pa3MepbT Ha IIOHE €/1HA OT CTPAHUTE Ha MakeTa ¢ Hail-manko 10/10 cm;

17.6.5. makeTbT ce HAaAMUCBA C JAHHU 33 M3Mpalay U NOJIy4aTeNl M C BUJa Ha OMOJIOTMYHMS MAaTEepUall, KaTo ce MOCTaBs 4ac U JaTa Ha U3IpallaHe.

17.7. Crpykrypara 1o KIMHU4YHA JabopaTopus cria3Ba CelU(pUYHH U3UCKBAHHA 32 ChXPAaHEHUE U CTaOMIIHOCT Ha OMOJIOTMYHUTE MaTepHaiy chrilacHo Tabumma Ne 1.

17.8. JleueOHO 3aBeneHHME, KOETO H3BBPIIBA JCHHOCTH IO KIMHUYHA 1a0OpaToOpuWsi, MOXE [a Bb3jara H3MBIHCHHETO Ha J1a0OpATOPHH HW3CIICABAHUS, HEBJIM3AIl
BIDKUTEITHUS. MUHUMAJICH 00eM 3a ChOTBETHOTO HHMBO, OIPE/IENICH C TO3U CTaHAAPT, Ha JAPYTH JICYEOHU 3aBEACHHS, KOMTO M3BBPIIBAT JEHHOCTH 110 KIMHUYHA JlabopaTopus
[0Ba HA MUCMEH JoroBop. JlaboparopusiTa moau3mbIHUTEN TPSOBA A OTrOBaps HA BCHUKHM M3UCKBAHMS, ONIPE/ICTICHH C TO3U CTaHIApT.

17.9. JleueOHO 3aBezieHHE, KOETO U3BBPIIBA ACHHOCTH MO KIMHUYHA JJAOOpaTOpHUsl, MOXKeE J1a Bb3Jlara B3eMaHETO Ha OMOJIOTMUEH MaTepHal Ha JpYro JedeOHO WM Ha 31p
eZieHHe, CJIe/l KaTo NPeJCTaBU U3uepraTeHa MUCMEeHa MHCTPYKIMS 332 B3EMaHETO Ha OMOJIOTHYEH MaTepHall Ha ChOTBETHOTO JIeueOHO/3IPaBHO 3aBEICHUE U CIIE]I CKIIIOUBAH
"MEH JI0T'0BOD.

17.10. JleueObHOTO/3ApaBHOTO 3aBeaeHKE 110 T. 17.9 cienBa fa oTroBaps Ha M3MCKBaHMATA 1O T. 2.4 u 13.

Pazpen I1
AHaJUTHYEH eTan

18. O6uMTe U3MCKBAHUS KbM aHAMTUYHHS €Tal Ha JabopaTopHaTa AEHHOCT ca CIIeIHHUTE:

18.1. CrpykrypaTa 10 KIMHHYHA JIAOOpaTOpHs Mpuiara MUCMEHH MHCTPYKIHMU 3a pabora ¢ 1abopaTOpHHUTE amapatd U CIOMAaraTelHUTEe TEXHUYECKH CpPEICTBA, KOMT
Opa3eHn ¢ MHCTPYKIUKUTE HA MPOH3BOAUTENS.

18.2. Crpykrypara mo KIMHHYHA JabopaTtopus MpHiara MHUCMEHUTE AHAIUTHYHH MPOLEAYypPH Ha MPOU3BOAMTENS, INPEBEJCHH HAa OBJIrapckH €3WK, WM paboTh
)CTBEHU PabOTHHU MPOLEAYPH, ChABPKAIIN ClIeaHaTa HH(DOpMAIKs: WHAUKALMY 332 U3CIeBaHe, AaHAJTUTUYCH MPUHIINI, U3UCKBAHUS KbM OHMOJIO THYHATA MPOOa, HEOOXO/
KTHBH, HEOOXOJMMa amaparypa W JONBIHUTEIHH TEXHUYECKH CPEACTBA, eTalM Ha aHaimu3a (Mporpama), U34YHCISABAHE Ha PE3YJITATHUTE, JIMHEHHOCT, KAYeCTBCH KOHT
hepEHTHH UHTEPBAIH, HHTEPDEPEHIHsI, KITHHUIHO 3HAYCHHE, JIUTCPATYPHH U3TOYHHIIH.

Paznen II1
CJie1aHAJIMTHYEH eTan

19. O6uMTe N3MCKBAHUS KbM CIICAaHATUTUYHUS €Tall Ha JabopaTopHaTa AEHHOCT ca CIIeIHUTE:

19.1. CrpykTypara 1o KJIMHHUYHA JJabopaTopust uMa pe)epeHTHU IPaHHIH, KOUTO NPEJOCTaBs Ha PaOOTeLIUTe B APYTUTE CTPYKTYPU HA CHOTBETHOTO JIEYEOHO 3aBEICHHUE.

19.2. Crpykrypata mo KIMHMYHA JlabopaTopHus HMMa pa3paboTeHa INpoleAypa 3a MpenaBaHe Ha Pe3yATaTUTEe OT W3BBPLICHUTE MH3CICIBAHHS, KAaKTO M TOTOBHOC
repIripeTupaHe Ha pe3ysirara Ipy norckBane. Ouiosere 3a Mopbuka Ha J1a00PATOPHU M3CIIEABAHUS U 3a NIPelaBaHe Ha Pe3yNITaTh ca MHIMBUYaJIHU 110 (popMa 3a BCSKA CTPYK
KJIMHUYHA J1Ja00paTopHsl, KaTo Clie/(Ba Aa ca ChoOpa3eHH C N3UCKBAHKATA HA TO3M CTAHAAPT.

19.3. Crpykrypara 1o KIMHHYHA Jab0paToOpus UMa MPOoLEAypa 38 PEruCTPUPaHe, ChXPAHEHHE U YIPaBJICHHE Ha JJOKYMEHTALIUSITA.

19.4. Crpykrypara 1o KJIMHHUYHA JIaOOpaTOpHs ChXpaHsIBA ITbPBUYHATA JIAOOpPATOPHA JOKYMCHTALWS, B T.4. OPUTHHAJHHUTE alapaTHU JaHHYU (HAa XapTHEH WIH EJNCKTP
UTEI), C KOUTO CE JJOKyMEHTHPA PEaTHOTO U3BBPIIBAHE HA ChOTBETHOTO JIAOOPATOPHO U3CIICABAHE.

I'maBa mecTta

OCHUI'YPABAHE HA KAYECTBOTO

Paszgen |
BbTpesiabopaTopeH kauecTBeH KOHTPOJI

20. CtpykrypaTa 110 KIMHHYHA JJA00OpaTOpHs NPOBEXKIA CUCTEMEH BbTPeIadopaTopeH KauecTBEH KOHTPOJI IIPH CHIa3BaHe Ha CIICIHUTE U3UCKBAHUS:

20.1. OCHOBHH NOJIOXKEHHUS:

20.1.1. BprpenabopaTopHUAT KauecTBEH KOHTPOJI € CTATUCTUYECKHU U CE TPOBEXkK/IA Upe3 U3MOJI3BaHe Ha KOHTPOIHHU IPOOH, KOUTO €€ OLIEHSBAT, KAKTO CIIE/IBA:

20.1.1.1. oTKIOHEHHETO Ha 1abOPaTOPHMS PE3yNTaT OT ,IIPUIENHATa CTOMHOCT® HPH €THOKPaTHO ONpeleisiHe Ha KOHTPOJHATa Impoda KaTo MApKa 3a oOmara Ipe
TOYHOCTTA);

20.1.1.2. cmywaifHOTO pa3ceiBaHe Ha PE3yATATUTE OT ONMPEACIIHETO Ha KOHTPOIHH MIPoOH KaTo MsIpKa 32 HEBB3IMPON3BOJIUMOCTTA (CIydailH! IPEIIKH);

20.1.1.3. cHCTEMHOTO OTKJIOHEHHE Ha PEe3yJITaTHTEe OT OIpENEISHETO Ha KOHTPOJIHU NpoOH (CpeaHa apuTMETH4HAa CTOMHOCT) OT ,,[IPULIEJTHATA CTOHHOCT® KaTO MSIPK
[0CTOBEPHOCTTA (CHCTEMHH IPEILIKH).

20.1.2. Ipu onpenensHe Ha eJUHUYHU KOHTPOJIHU NPOOH Ce M3I0JI3BAaT TAKUBA ChC CTOWHOCTH B KIIMHUYHO 3HAYUMHUTE O0JIACTH.



20.1.3. 3a onpenessHe Ha CTAaHAAPTHOTO M CHCTEMHOTO OTKJIIOHEHHE Ha PE3yJITaTUTE CE U3II0JI3Ba e1Ha KOHTPOJIHA Po0a B €/1Ha aHATUTHYHA CePHSI.

20.1.4. CraTucTHyecKusT BbTpesabopaTopeH KayeCTBEH KOHTPOJ CE M3BBPIIBA C KOHTPOJIECH MaTepual ¢ M3BECTHU NPUIICIHU CTOMHOCTH; BbB BCSKA aHAJMTHYHA CEpH
JIe/IBa KOHTPOJIHA NIP0O0a, KaTo pe3yNTaThT OT KOHTPOJIHATA Po0a ce OLCHABA U JOKYMEHTHPA, IPEAN PE3Y/ITATUTE OT MPOOKUTE HA MAMEHTH Ja ObJaT MyCHATH.

20.2. BerpenabopaTopHHAT Ka4eCTBEH KOHTPOJI C €HA KOHTPOJIHA 1poda ce U3BBPIIIBA U OLICHSBA, KAKTO CJIe/Ba:

20.2.1. BbB Besika aHAJIMTHYHA CEpUs CE M3CIIE/IBa HAi-MaJKO €[HAa KOHTPOJIHA mpoOa. 3a pasivuyHd aHAJMTHYHU CEPHU CE U3IIOI3BAT KOHTPOJIHHU MPOOH ChC CTOWHOC
JIMYHU KIIMHUYHO 3HAYUMHU KOHLIEHTPALMOHHH 00J1acTH.

20.2.2. V3uucnsBaHETO HAa KOHTPOJHHUTE TPAHHIM CE M3BBPIIBA, KATO KOHTPOJIHHUTE TPAHUIM CE ONPEACNAT OT pe3yiararute Ha 20 KOHTPOJIHU HPOOH, MOITYyYCHH |
neoBaTenHu cepud (20 KaneHaapHu IHM). M3uucisiBar ce cpeHaTa apuTMETHYHa CTOWHOCT, CTaHIapTHOTO oTKiIoHeHue (SD) n Bapuanmonuust koeduuueHt (CV), karo:

20.2.2.1. OTKJIOHEHHETO Ha CpeIHAaTa ApPUTMETHYHA CTOMHOCT OT ,,IIPUIIENTHATa CTOMHOCT® /1a € TI0-MaJIKO MJIM PaBHO Ha MAKCHMAJIHO JIOITYCTHMO OTKJIOHEHHUE CHIVIACHO Tao:
2;

20.2.2.2. BapHalOHHUAT KOC(PUIIUEHT JIa € I10-MaJIbK WK PaBeH Ha MAKCUMAJHO JOITyCTHM BapHanuoHeH koedunueHt (CV) cpriiacHo Tabmmma Ne 2.

20.2.3. ITony4yeHure pe3yiraTd OT ONPEIENSHETO Ha KOHTPOJHHUTE INPOOU B PA3IMYHHUTE AHAIMTHYHU CEpHM (KAJICHAAPHM JHH) C€ HAHACAT HA KOHTPOJIHA KapTa, B KOS
ICBAT U:

20.2.3.1. onpeznenenata cpeiHa apUTMETUYHA CTOMHOCT;

20.2.3.2. KOHTPOJIHHUTE I'PaHUIHM (CpeHaTa apuTMeTnuHa croiHocT = 1 SD, =2 SD n+ 3 SD).

20.2.4. JlokyMeHTalMsATa Ha BTPENab0paTOPHUS KAYeCTBEH KOHTPOJI ChbpiKa:

20.2.4.1. o603HaYEHME HAa CTPYKTYypaTa 110 KINHUYHA J1a00paTopHs;

20.2.4.2. obo3HaueHHEe Ha PaOOTHOTO MSICTO;

20.2.4.3. nata ¥ yac Ha ONPEJENIIHETO Ha Pe3yJITara;

20.2.4.4. nabopaTopeH 1okasarell, MaTepual 3a N3cJieIBaHe, MEPHU E€IWHHIIN;

20.2.4.5. u3noa3BaH aHAJIUTHYEH METO/I;

20.2.4.6. noy4eH pe3ynrar OT OIPeeIsHETO Ha KOHTPOIHATa poba;

20.2.4.7. ,mpunenHa“ cTOWHOCT (IOCOYEHAaTa OT MPOHM3BOAUTENSI CTOWHOCT 3a W3MOJI3BaHHS OT JIAOOpaTopHsTa aHAJUTHYCH METOJA MM CTOWHOCT, MoiydeHa ¢ pedepe
r011);

20.2.4.8. otHocuTenHO (d %) 1 abCOMOTHO OTKIOHEHHE (Pa3IMKa) OT ,,IPHLIETHATA  CTOWHOCT;

20.2.4.9. HanMeHOBaHKeE, IPOM3BOIUTE U CEPUEH HOMEpP Ha KOHTPOJIHHS MaTepual,

20.2.4.10. mme 1 MOANHUC HA U3BBPLIMINS H3CIEIBAHETO;

20.2.4.11. cranmapTHa paboTHa MpoLeaypa 3a ASHCTBUE B Cilyvail Ha KOHCTATHPaHe Ha HECHOTBETCTBUS MPU U3BBpPIIBaHE HA JAeiHocTHTE 110 T. 17.1 — 17.3.

20.2.5. Ipu pe3ynTar 3a KOHTpOJIHATA MPOOA MU3BBH KOHTPOIHHUTE TpaHuly (X cp. +3 SD) uiu mo-rojsiMo OTKIOHEHHE OT MAKCHMAITHO JOMYCTHMOTO ChITIACHO TabaHIa
)BO CE€ ThPCAT MPUYUHUTE, KATO CE MPOCIEAsBAa OCHOBHO LifjaTa aHAJIMTHYHA IpoLeaypa. Bzema ce pemeHue panu nsiata cepusi, BKIIOYUTEIHO KOHTPOJIHATA 1poda, [
STOPSIT, WK CJIEJ KaTO C€ OLICHW MEAUIIMHCKOTO 3HAUSHUE U MTOCHIEICTBUTA, 1 CE U3CIIE/BA 1IaTa UM YacT OT aHAJIUTHYHATA CEPUsl C PE3yITaTH OT NPOOM Ha MAlMEHTH.

20.3. OueHka Ha HEBB3IIPOU3BOAUMOCTTA!

20.3.1. [TomyueHuTte pe3ynTaTi OT ONPEASIIIHETO HA KOHTPOJIHHU NPOOH BBB BCKA cepust MpoOH Ha MAIMEHTH B Kpasi Ha KOHTPOJIHUS LIMKbBJ CE W3ION3BAT 32 U3UHMCIIIBAHE
m. CV.

20.3.2. Ako SD, pecn. CV, HaIXBBPJIAT AOMYCTUMUTE CTOMHOCTH ChIrIIacHO Tabmuiia Ne 2, 3aib/DKUTETHO C€ ThPCST U OTCTPAHIBAT IPUYMHKUTE 32 HAPACTBAHETO HA CIIyvail
IKK. BCHYKY U3BBPIICHN KOPUTHPAIIH JSHCTBHS CE MPOTOKOIUPAT.

20.3.3. Ako B crenBamus KOHTposieH nukbil CV OTHOBO HAIXBBPIM JOMYCTUMHTE TPAHUIIM, AaHATUTHIHUAT METOJ HE CE W3MO0JI3Ba 33 M3CIIC/BAHE HA MPOOU HA MAIHE
(aTO MPUYUHUTE He OBJIAT YCTAHOBEHH U OTCTPAHEHH. BCHUKH MPEANPUETH KOPUTHPALIH ISHCTBHUS CE TIPOTOKOIHUPAT.

20.4. Onenka Ha HEJOCTOBEPHOCTTA:

20.4.1. B kpast Ha BCEKH KOHTPOJICH [HKBJI OT CTOMHOCTHTE Ha M3IOJI3BAaHUTE KOHTPOJIHH MPOOH BBB BCSKa Cepusl MPOOH HA MAILMEHTH Ce M3YHCIISIBA CUCTEMHOTO OTKJIOH
pesynratute. Kato Mspka 3a CHCTEMHOTO OTKIIOHEHHE CITYXKHU Pa3iiKaTa MeXIy CpeiHaTa apUTMETHYHA U npulenHara croinocr (bias, d %).

20.4.2. CHCTEeMHOTO OTKJIOHEHHE He TpsOBa [a Ha[BHIIABA MaKCHMAIIHO JOMYCTUMOTO CHCTEMHO OTKIIOHEHHE ChritacHO Tabimia Ne 2. AKo ce KOHCTAaTHpa HaBHUIIABAH
(CHMAJTHO JIOITYCTUMOTO CHCTEMHO OTKJIIOHEHHE, C€ ThPCAT U OTCTPAHSBAT NPUYHHHUTE.

20.4.3. Axo B cieiBanysl KOHTPOJICH LIUKBJI CHCTEMHOTO OTKJIIOHEHHE OTHOBO HaJBMIIIaBa MAKCHMAJHO JOMyCTUMOTO, C€ NMPEYCTaHOBSIBA N3IOI3BAHETO HA JIA/ICHHS METC
Jie/IBaHe Ha MPOOU Ha MALUEHTH, JOKATO HE CE YCTAHOBSAT U OTCTPAHAT MPUYHHUTE.

20.4.4. Bcuuku pe3ynraTu OT BhTpenabopaTopHHs KaueCTBEH KOHTPOI U MPEIINPUETUTE KOPUTHPAIIN ISHCTBHS CE JOKYMEHTHpPAT.

20.4.5. Pesynrature oT BTpenabopaTOPHUS KAYECTBEH KOHTPOJI CE ChXPAHSBAT HET T'OJMHH 3a€HO ChC CHOTBETHUTE U3UNCIICHHUS (CPEAHA apUTMETHYHA CTOWHOCT, CTaH/a
JIOHEHHE, Pa3iiuKa MEeX/y CpelHaTa apUTMETHYHA ¥ NPHILEIHATA CTOHHOCT).

20.4.6. IIporokonuTe 3a MpeIPHETH KOPUTHUPAIIY JEHCTBHS CE ChXPAHIBAT IET FOJMHH.

Paszgen I1
BbHIIHA OL[eHKA HA KAaYeCTBOTO

21. Ctpykrypara 1o KJIMHHYHA J1a00paTopust IpHjara BhHIIHA OL[EHKA Ha Ka4eCTBOTO IIPU CHIa3BaHE Ha CIEAHUTE U3HCKBAHUS:

21.1. Beska cTpyKTypa 1o KIMHAYHA Ta00paTopus € 3aIb/DKEHA J]a yJacTBa B HALIMOHAIHA WIIH 9y)KASCTPAHHA HETHPIOBCKA CHCTEMA 33 BHHIIIHA OIIEHKA Ha KA4eCTBOTO.

21.2. OueHkara Ha pe3y/TaTHTE CE OCHOBaBa Ha INPHIEIHA CTOWHOCT, ONpeseeHa KaTo ,,ChINacyBaHa' CTOMHOCT M MaKCHMAJHO JOIMYCTUMUTE OTKIOHEHMS OT Hes,
YKTypaTa 110 KIMHUYHA Ja00paTopHs, KOATO yJacTBa B HAI[OHATHATA CHCTEMa 32 BHHIIHA OIEHKA Ha Ka9eCTBOTO, IIPHIara OLEeHBYHUTE KPUTEPUH CHIIIACHO Tabmma Ne 2.

21.3. 3agppKkeHusITa Ha CTPYKTYpaTa Mo KJIMHUYHA J1a00paTOpHsl KaTO YYAaCTHUK B CUCTEMaTa 3a BBHIIIHA OLICHKA Ha KaUeCTBOTO Ca CISHUTE:

21.3.1. CrpykrypaTa mo KIMHHYHA Ja0OpaTOpHs H3CiIelBa IIONYyYCHHTE KOHTPOIHM MaTepHald NPH PYTHHHH YCIOBHA (KaKTO Ce H3CIEIBAT NPOOHTE Ha Ialuel
Ty4eHUTE PE3yJATaTH CE HAHACAT B NIPeAHAa3HAUCHUS 32 TOBA (HOPMYJISp, KATO Ce KOAMPAT U3IOI3BAaHUTE METO/I, arapar, peakTUBH, KaluOpaTOpH U KOHTPOJIHU MaTepUaIH.

21.3.2. I1pu cTpyKTypa HO KIMHAYHA Ta00OPaTOpHUs, KOATO yJacTBa B HAIIMOHAIHATA CHCTEMa 32 BBHIIHA OI[CHKA Ha KaUeCTBOTO, PHKOBOAUTEIAT Ha CTPYKTypaTa yI0CTOBE
- CBOSL TIOJINC, Y€ M3CIIEBAHETO HA KOHTPOJIHHS MAaTepHall € HANpaBeHO B PHKOBOJEHATA OT HEro CTPYKTypa, MOJA HEroB KOHTPOJ W JIOKa3Ba TOBAa 4pe3 ChbXPaHEHH
[THHATHHUTE PE3yNTAaTH OT aHAIH3aTOPUTE.

21.4. CtpykTypaTa 10 KIMHHYHA JJAOOpaTOpHUs € JUThKHA J1a ChbXPaHABA B CPOK 5 FOJMHU OPUTHHAIHUTE allapaTHU PE3YJTaTH OT U3CIEIBAHETO HA KOHTPOIHUTE MaTepHall
THEH UM €IeKTPOHEH HOCHUTEN).



21.4.1. CucremaTa 3a BBHIIHA OLICHKA HAa Ka4eCTBOTO M3/aBa CEpTHU(HUKAT Ha BCAKA ydacTBallla CTPYKTypa IO KIMHHYHA JaOOpaTopus Cliel HPHKIIOYBaHE HA CHOTB
ITPOJICH LIMKBJI. B cepTudurkaTa Ha HaIl[IOHAJHATA CHCTEMa 3a BBHIIIHA OLICHKA HA KAUYeCTBOTO CE IMOCOYBAT: MPOrpamara, 3a KOATO Ce W3/1aBa CepTU(GHUKATHT, U BKIFOUCHUTE E
OpPATOPHHM ITOKA3aTEIIH, IaTaTa Ha MPOBEKIAaHE HAa KOHTPOJIHUS LIUKBJI K CPOKBT HA BAJIMIHOCT Ha cepTU(HKATA.

21.5. Tlony4eHarta OliCHKA 3aIbJDKUTEIHO ce 00CHkKAa. AKO MMa MOKa3aTeslH, OTKIOHSIBAIYM CE OT ChIVIACYBaHATA CTOMHOCT MOBEYE OT MAKCHMAIIHO JOMYCTHMOTO ChIJI
muna Ne 2, ce THPCAT W OTCTpaHsABAT NPUYMHHUTE. BCHYKM mpennpuerd Kopurupamy AeHCTBHS Ce WU3BBPLIBAT CHIVIACHO HPEIBAPUTENIHO YTBBPACHA CTaHIAapTHA pad
HEIypa U Ce JOKYMEHTHUPAT.

I'maBa cenma

IMPENNIOPBYUTEJIHU AHAJIMTUYHU ITPUMHLIMIIA

22. Tlpu ochlecTBSBaHE HA ICHHOCTTA 0 KIMHUYHA J1a00PAaTOPHs e MPEnopbhyBa Jia ce U3IMO0N3BAT aHAIMTUYHUTE NPUHIMIH, BB3IPHETH 0T MexayHapoaHarta ¢eaepany
[HUYHA XUMHUS U J1Ta00paTopHa MeAUIMHA, IHCTHTYTA 32 KIMHUYHU U J1aO0PaTOPHH CTaHAApPTH, MEXIyHApOAHHS KOMHUTET MO CTAHAAPTH3AIUS B XEMATOJNIOTHATA M TOCOUCHH
OKYMEHTHUTE Ha Te3H OpraHU3alui U3UCKBAHUS KbM KanuOpaTopH, KOHTPOJIHHU MaTePUaIu U PEaKTHBU.

23. [IpenopbUUTEIHUTE aHATUTUYHH TIPUHIUIN HA KIMHAYHO-XMMHYHUTE METOJIM Ca CIICHHUTE:

23.1. CyGctpatu u MeTaboauTH:

23.1.1. rimoko3a:

23.1.1.1. eH3UMHO ompeAessiHE C TITIOKO300KCHa3a:

23.1.1.1.1. c mepokcuaasa U KOJIOPUMETPHUS HA XPOMOTEH;

23.1.1.1.2. c m3MepBaHe CKOPOCTTa Ha KUCIOPOAHA KOHCYMAIHs (TIIIOKOAHAIN3ATOoP);

23.1.1.2. eH3UMHO ONpeNeNsIHe C XeKCOKUHA3a;

23.1.2. ypesi: ypea3eH METOL:

23.1.2.1. ¢ KOMOpUMETPHS;

23.1.2.2. UV-criektpodoromeTpus (¢ NIyTaMaTAeXUAPOreHasa);

22.1.3. KpeaTHHUH:

23.1.3.1. KOJIOPUMETpPHUS Ha KPEeaTHHHUH-TINKPATHHUS KOMILIEKC B aJIKaIHA cpelia, Oe3 IeIPOTeHHU3NPAaHe, C KWHETHIHO OTYHUTAHE;

23.1.3.2. eH3UMEH METO/I;

23.1.4. IMKOYHA KHCEIIHHA:

23.1.4.1. en3uMHO OIpeeiIsIHE C YpUKa3a, nepokcuaasa u konopumerpust (Trinder);

23.1.4.2. eH3UMHO OIIpEeIeIIsIHE C ypUKa3a, KaTajasa, ajIeXuIeXuaporeHasa u aupektra criekrpoporomerpus (UV meton);

23.1.5. amonsik: UV-cniekTpodoToMeTpus ¢ TiIyTaMaTIeX i IporeHasa;

23.1.6. 0011 X0JIeCTepOoII: EH3UMHO ONPEEIHE C X0JIeCTepoIecTepasa, X0IeCcTepoIoKcuasa, Iepokeniasa u konopumerpus (Trinder);

23.1.7. xonecrepon B HDL:

23.1.7.1. npenunuranus Ha LDL u VLDL (c xenapun, aekcrpaH cyndar i BoiadpamMoBa KUCEJIHMHA MU MAarHe3HeBH HOHM) U ONpEJeNsHEe Ha XOJECTEposa B HalyTaed
HOCT;

23.1.7.2. nupexTHO — uMyHocenapanust Ha LDL u VLDL vactuuu u nocneasamo onpenensue Ha HDL-xonecrepona B HajgyTaeuHaTa TEUHOCT;

23.1.8. xonecrepon B LDL:

23.1.8.1. uzuncnenue no Gpopmyinara Ha Friedewald;

23.1.8.2. npeuunuranus Ha LDL ¢ xenapuH u ompenensiHe Ha XolecTepoia B HaayraedHaTa TedHocT: LDL-xomecteposn = 0011 XOJEeCTepos — XOJIECTepol B HaayTaey
HOCT;

23.1.8.3. mupexTHO, ¢ umyHocenapauust Ha HDL u VLDL wactuuu u nocnensauo onpenensne Ha LDL-xonecreposna B HagyTaeqHaTa TEUHOCT;

23.1.9. Tpurmuuepuan:

23.1.9.1. en3uMHa XHIPOIIH3a C JIMIa3a U KOJIOPUMETPUYHO ONpE/IeIITHE Ha TIIHIEpoiia ¢ MIMIEPOJIKNHAa3a, TmiepodocaTorcugasa u nepokcuaasa (Trinder);

23.1.9.2. en3uMHa XUIPOIIH3a C JIHMIA3a U CIIEKTPO(HOTOMETPUYHO ONPEeIsIHE Ha TIHIepOIIa C TIIHIEpoKiHHa3a, hochokrnHasza u nakrataexuaporenasa (UV meron);

23.1.10. OnnupyOuH — oo

23.1.10.1. xonopuMeTpHs Ha LBETHHUS MPOAYKT, MOIYYCH C AMa30TUpaHa CynhaHUIOBa KUCEIHHA, CIIe/ IpubaBsiHe Ha akienepatop (kodeunH, OEH30aT WK alleTar);

23.1.10.2. DPD (2,5- muxnop-denomnarazo-TerpadryopobopaT MeTox);

23.1.10.3. xonopuMeTpus Bb3 OCHOBA HA HAMaJIIBaHE HAa ONTHYHATA TUITBTHOCT CJIC/l OKUCIICHHE Ha OMIMPYyOnHA C BaHAIAT;

23.1.10.4. DCA (IuxJopaHUIIMH) METON;

23.1.11. OunupyOuH — AUPEKTeH (TIIOKYPOHHUPAH):

23.1.11.1. xonopumeTpusi, KAKTO MMO-rope, 6e3 MprdaBsHE Ha aKIeIepaTop;

23.1.11.2. DPD (2,5-muxnop-denomnarazo-reTpadiryopobopaT METO);

23.1.11.3. DCA (auxJyiopaHWINH) METO;

23.1.11.4. xonopumeTpusi Bb3 OCHOBA HA HAMAJISIBaHE HA ONTHYHATA TUITBTHOCT CJIE/l OKUCIICHHUE Ha OMITHpyOHHA ¢ BaHAAT.

23.2. bearpuu:

23.2.1. 0011 6enThK: KOIOPUMETPHS Ha OMYpPETOBUS KOMILIEKC C MEIHU HOHU B allKaJHa CPea;

23.2.2. anOymMuH: KOJIOPUMETPHSI ChC CENEKTUBHH Oarpuiia (OpoM Kpe3oJIoBO 3€JIEHO);

23.2.3. bentbuHU (pakiuu:

23.2.3.1. enextpodopesa Ha 1eTyII030aleTaTHU WIN IPYTH CUHTETUYHU HOCUTEIH;

23.2.3.2. Bucokoe(eKTUBHA eNeKTpodopesa 1 IMyHOETIEKTpodopesa B rell Ha araposa;

23.2.3.3. kanuisipHa enekTpodopesa;

23.2.4. vHIUBHAYaTHH OCNTHIN:

23.2.4.1. KonMM4YeCTBEHA UMYHOTYPOUAUMETPHS MM MMYHOHE(EIIOMETPHSI ChC CHEM(HIHN aHTHTENA;

23.2.4.2. enektpouMyHOANY3Hs U UMYHOIPELUITUTALIUS;

23.2.5. xemorno6uH A1C — u3mon3Bat ce cepTHHHIUPaHN METOH C MPOCIETUMOCT 10 peepeHTEH METO:

23.2.5.1. uMyHOTYpOUIUMETPUS;



23.2.5.2. ppuHa UM ABTOMATHYHA KOJOHHA XpOMAaTOrpadus;

23.2.5.3. BucokoedektuBHa TeuHa xpomarorpadus (HPLC);

23.2.6. GppyKTO3aMHH: KOJIOPIMETPHS Ha (popMa3aH, 0Opa3yBaH OT HUTPOOIIYTETPa30IIHeBa COIL

23.3. Enextponutu:

23.3.1. xanuii:

23.3.1.1. emucHoHHA IIIaMBbKOBa (POTOMETPHUS;

23.3.1.2. u3mepBaHe C HOHCEIEKTUBEH EIIEKTPOI;

23.3.2. HaTpuii:

23.3.2.1. eMHUCHOHHA IUIAMBKOBA (JOTOMETPUS;

23.3.2.2. u3MepBaHe ¢ HOHCENEKTUBEH €IEKTPO;

23.3.3. xyopuau:

23.3.3.1. konopumeTpus;

23.3.3.2. KyJOHOMETpUS € XJIOPUJEH TUTPATOD;

23.3.3.3. u3MepBaHe ¢ HOHCENEKTHBEH €IEKTPO;

23.3.4. xanuuii:

23.3.4.1. xonopumeTtpust (¢ o-Kpe3ondranenH KoMIUIeKcoH, Apcenaso Il nim MeTHI-THMOIOBO CHHBO) 0€3 IeNpOTeHHH3ALIUS;

23.3.4.2. u3MepBaHe Ha HOHM3MPaH KaJLUi ¢ HOHCEIEKTUBEH EIEKTPO/I;

23.3.5. MarHesuii:

23.3.5.1. KonopuMeTpus;

23.3.5.2. AAG;

23.3.5.3. u3MepBaHe aKTUBHOCTTA HA MarHe3MEBHS HOH C HOHCEJIEKTHBEH EJIEKTPOJ;

23.3.6. HeopranuueH ¢ocdart:

23.3.6.1. xonopumertpust (Ha peayuupat $hocho-MonudIeHOB KOMIUIEKC WIA KOMILIEKC C ajKalHu Oarpuia);

23.3.6.2. UV-criektpodoromerpust Ha Hepenyrupas Gpocdo-MoanubaeHOB KOMILICKC;

23.3.7. xensi30: KOJOPUMETPHS Ha KOMIUIEKCH C pa3IndHu XpoMoreHu ((heposuH, depen);

23.3.8. 061 XKCK, ompezensiHe Ha CepyMHOTO JKEJISA30 CIIE/ HACUILAHE C KEJIE3€H TPUXIIOPU;

23.3.9. ocMonanurert:

23.3.9.1. u3MepeH — ¢ OCMOMETEHD, 110 MOHIDKEHNE TeMITepaTypaTa Ha 3aMpb3BaHe (KPHOCKOIICKH ), HJIH 0 YBEJIMYCHUE HA TEMIIEpaTypaTa Ha U3IapeHue;

23.3.9.2. uzuncnex — no ¢popmyina;

23.3.9.3. mukpoenementu (Al, Cu, Zn, As, Cd, Co, Cr, Hg, Mn, Ni, Pb, Se u 1p.): miamMmbyHa WK €IeKTPOTEPMHUYHA ATOMHOAOCOPOIIMOHHA CIIEKTPO(HOTOMETPHS.

23.4. Ensumu:

23.4.1. AcAT: ontumMupaH KMHETHYEH JIBYcThIaseH onTHdeH TecT (340 nm, npu 37 °C) ¢ manaTaexuaporenasa B Tpuc-oydep;

23.4.2. AnAT: onTUMupaH KWHETUYEH JABYyCThIajeH ontudeH tectT (340 nm, npu 37 °C) ¢ gakrataexuaporeHasa B Tpuc-0ydep;

23.4.3. KK: ontuMupaH KMHETHUYEH TpucTbiaieH ontuueH Tect (340 nm, npu 37 °C) ¢ umunasonos 6ydep, akruparop N-anermiuucrent (NAC) 1 MHXHOMTOP Ha MUOKHHA

23.4.4. KK-MB n3oen3um:

23.4.4.1. umyHOTYpOUMOMMETpHS (OIpesieNIsiHE Ha ,,Maca‘);

23.4.4.2. umyHOMHXHOMpPaHe (OMpeIesssHe Ha aKTUBHOCT);

23.4.5. JIIX: ontuMupan kuHerndeH ontuueH Tect (340 nm, npu 37 °C) ¢ nupysat karo cyocrpat, B Tpuc- mim docdarer oydep;

23.4.6. ankanna ¢ocdaraza: KHHETHYHA KOJIOPUMETpHs Ha 0cBoOoaeHUs p-HuTpodeHon mnpu 37 °C B rmunnH-NaOH win amuHo-ankoxoneH oydep;

23.4.7. xucena docdaraza:

23.4.7.1. KuHETHYHA KOIIOPUMETPHS Ha 0CBOOOICHHsI XpoMoreH (p-uurpodenod) npu 37 °C, B utpaTeH Oydep;

23.4.7.2. kuHETHYHA KOJIOPUMETPHS Ha ocBoOoaeHust xpomoreH (1-nadron ¢ dact pex TR) npu 37 °C, B uutparen Oydep;

23.4.7.3. npoctaTtHO crieuuduueH uzoeH3uM (PAP) upe3 uMyHOIOTHUEH aHAIN3 (BUK TYMOPHH MapKepH);

23.4.8. rama I'T: kxuHEeTHYHA KOJIOPUMETPUS HA OCBOOOICHUST XPOMOTeH (P- HUTPOAHMIIU UITH aMHHO-HUTPO-0eH30aT) mipu 37 °C ¢ raumui-riuiuHoB 0ydep/akuenrtop;

23.4.9. anda-amMuiaza: KWHETHYHA KOJIOPUMETPHS Ha OCBOOOICHHS XPOMOTEH (2-XJI0pO-HUTPO(EHOI, TIPH CYOCTpaT XJI0PO-HUTPOPEHMWI-MaNTOXenTao3un), npu 37 °C;

23.4.10. cepymHa XOJNMHECTepa3a: KHHETHYHA KOJOPUMETPHUS HAa OCBOOOJCHHUS XPOMOTeH (aleTwsn win OyTupwi tuoxonuuiomun) mpu 37 °C u quTHoOHC-HUTPOOEH3
CIIMHA.

23.5. XopMmoHu:

23.5.1. xunou3HU XOPMOHH B KPBBEH CEpyM WM IUIa3Ma (aIpCHOKOPTHKOTPOIEH XOPMOH, THpeomacTumynupail xopMoH (TSH), comatoTpomeH XOpMOH, HpOJIaK
IKYJIOCTUMYJIHpAIl XOPMOH, JYTEHMHH3MpPAIl XOPMOH W TPOJIAKTHH): MUMYHOJIOTMYEH aHaJInW3 C HEM30TOMHO MapKupaHe Ha aHTHTena (MHIMPEKTEH MMYHOXHMMHYEH aHall
[30TOITHO MapKUpaHe);

23.5.2. TupeommHH XOPMOHH B KpbBeH cepyM u miasma (o6ur T3 u T4, cBobomum T3 u T4, aHTHUTUPOTIOOYIMHOBH aHTUTENA, aHTH-|SH-perenTopHH aHTH
MUTHPOIIEPOKCHIA3HH (AHTUMUKPO30MHH) aHTUTENA):

23.5.2.1. IMyHONIOTHYEH aHAJIU3 C HEM30TOITHO MapKUpaHe Ha aHTUT'CHU WIIM aHTUTENA;

23.5.2.2. BUcOKOe(EeKTHBHA TEYHA XpOMAaTOrpadus ¢ TaHIEM MAaCCIIEKTPOMETPHS;

23.5.3. cTepouIHI XOpPMOHH:

23.5.3.1. KOPTUKOCTEPOH I (KOPTU30JI, AJIIOCTEPOH) U TEXHU METAaOOJINTH B KPBBEH CEpPyM, IIa3Ma U B ypHHA;

23.5.3.1.1. *IMyHOJIOTHYEH aHAIN3 C HEM30TOITHO MapKUPAHE;

23.5.3.1.2. razoBa xpomarorpadusi ¢ KOHBEHIIMOHAIHA U MAaCCIIEKTPOMETPHYHA JICTEKIIHS;

23.5.3.1.3. BUCOKOG(EKTHBHA TEYHA XpOMaTorpadusi ¢ TaHIEM MaCCIIEKTPOMETPHS;

23.5.3.2. penpoayKTHBHH (€CTPOr€HH, IPOreCTEPOH, aHAPOTeHH — TECTOCTEPOH, aHAPOCTEPOH U TEXHH MeTabOINTH) B KPBBEH CepyM, IIa3Ma WIH ypHHA:

23.5.3.2.1. AIMyHOJIOTHYEH aHAIN3 C HEM30TOITHO MapKUPaHE;

23.5.3.2.2. razoBa xpomarorpadus ¢ KOHBEHIIMOHAIIHA U MAaCCIIEKTPOMETPHUYHA JICTEKIIVS;

23.5.3.2.3. BUcOKoe(eKTHBHA TeUHa XpoMaTorpadus ¢ TaHAEeM MacCIEKTPOMETPHS;



23.5.3.3. OHOreHHH aMUHH — B KPBBCH CEPyM U ypUHA (apeHalllH, HOpaIpeHAINH, BAaHII0A1eMOBa KHCEINHA, JOIIAMUH, XOMOBaHUIIMHOBA KUCEIIMHA, cCepoToHuH, 5-XHOK

23.5.3.3.1. konopuMeTpHyeH WK (IyOpOMETPHYCH aHAIN3, CJIe]] EKCTPAKIIMS;

23.5.3.3.2. BUCOKOE(EKTUBHA TEYHA XPOMATOTrpadus ¢ eIEKTPOXUMUYHA WIH (IIyOpeclieHTHA €TEKINS;

23.5.3.3.3. Bucokoe(eKTHBHA TeuHa XpoMaTorpadus ¢ TaHIEM MaCCIEKTPOMETPHSL.

23.6. JlekapcTBeHN M TOKCUYHU BEILECTBA B KPBBEH CEPYM U ypUHA:

23.6.1. aBTOMaTU3UpPaH UMYHOJIOTHYEH aHAIN3 ¢ HEU30TOTHO MapKUpaHe;

23.6.2. BucokoedexrupHa Teuna xpomarorpadus (HPLC) ¢ KOHBeHIIMOHAIIHA, MACCIIEKTPOMETPHUYHA U TAHJEM MACCIEKTPOMETPHYHA JICTEKIIN;

23.6.3. ra3oBa xpoMarorpadusi C MaCCIIEKTPOMETPHS

23.6.4. KaueCTBEHU METOMY: HMYHOXPOMATOrpad)CKU IPUHIUII Ha TECT-JICHTH — IIPU M3HOJI3BAaHEe 33 CKPUHUHT BCHYKY Pa3y/TaTU IPEAU NPeaBaHe CIeBa 1a C¢ HOTBBP]
[H OT IOCOYEHUTE METOIH.

23.7. TymopHH MapkepH (B 3aBUCUMOCT OT XUMHUYECKaTa IIPUPOJa Ha KOHKPETHUS MapKep):

23.7.1. aBTOMaTU3UpaH UMYHOJIOTUYEH aHAJIN3 C HEU30TOITHO MAPKUPAHU aHTUTENA WU aHTUTEHH;

23.7.2. BucokoedekrupHa Teuna xpomarorpadus (HPLC) c KOHBeHIIMOHAIIHA, MACCIIEKTPOMETPHUYHA U TAHJEM MACCIEKTPOMETPHYHA JICTEKIIN;

23.7.3. JIHK ananu3 Ha crieuuUIHA MyTalHH.

23.8. IlokazaTeny Ha KHCEIMHHO-AJKAJIHO ChCTOSIHUE (KPBBHU Ia30B€) — CaMO aBTOMAaTHUYHO (ChOOpPa3HO BHUJA M BH3MOXKHOCTHTE HA HaJIMYHATA arnapaTypa B apTepHaiHa
epUaNn3upaHa KpPbB).

23.9. CpeqMHUTETHOTPKAHHU MapKepH (0cTeokauH, C-TepMUHAJICH IPOIENTH Ha KoJareH I) — IMyHOIOTHY€eH aHaIn3 ¢ HEU30TOIHO MapKUpPaH! aHTUTENA WIN aHTUTCHI

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

23.10.1. enexrpoxemunymunuciented umynorect (ECLIA);

23.10.2. nmynoensumen meron (ELISA).

23.11. OtkpuBane Ha anTHTeNa cperty HIV Ya:

23.11.1. enexrpoxemurymuHucuerTer umynorect (ECLIA);

23.11.2. umynoensumen metron (ELISA).

23.12. Cudunuc:

23.12.1. enekrpoxemunymunucientern umynorect (ECLIA);

23.12.2. umyHoensumen Metox (ELISA).

23.13. Antuctpentonusut O:

23.13.1. IMYHOTYpOMJUMETPUUECH METO/.

23.14. PemaTouex Gaxkrop:

23.14.1. IMYHOTYpOMJUMETPUUECH METO/.

23.15. ButamuHu:

23.15.1. IMyHOJIOTHYEH aHAJIN3 C HEU30TOITHO MapKHUPaHe;

23.15.2. ra3oBa xpomartorpadus ¢ KOHBEHIIMOHATHA U MACCIICKTPOMETPUYHA IETEKIIHS;

23.15.3. BUcOKOe(eKTHBHA Te4uHa XpoMaTorpadus ¢ KOHBEHIIMOHAJIHA U TaHIEM acCIEKTPOMETPHYHA JETEKIHS.
24. [IpenopbUUTENTHUTE aHATUTHYHH TIPUHIIUIIN HA XEMATOJIOTHYHUTE METO/H Ca CIICJHUTE:

24.1. XeMorJI00uH B ITbJIHA KPbB!

24.1.1. KOMOpUMETPHSI HA XEMHUTIIOOMHIIHAHUICH KOMILICKC;

24.1.2. KoopuMeTpHs Ha KOMIUIEKC C HEYTPaJIHU WM aHHOHHU JIETEPreHTH IIPU paboTa ¢ XeMaTOJIOTHYHH aHAIU3aTOPU.
24.2. XeMorio0uH B miia3mMa — JUPEKTHA CIIeKTpo(oToMeTpusL.

24.3. XeMaToKpHT:

24.3.1. ueHTpodyKE€H MUKPOXEMATOKPUTEH METOL;

24.3.2. u34KciIeH XeMaTOKPUT Ipu paboTa ¢ XeMaTOJIOTHYHH aHATH3aTOPH.

24 .4. Eputpouuru:

24.4.1. aBTOMaTUYHO OTPEACISIHE C XEMATOJIOTHIHN aHATN3aTOPH;

24.4.2. nzuncnenn nokasatenu Ha epurporurure: MCV, MCH, MCHC, RDW.

24.4.3. Xuctorpamu:

24.4.4. peTUKYIOLUTH:

24.4.4.1. mukpockorcku metox Ha Heilmeyer;

24.4.4.2. aBTOMaTUYHO OIIPE/IeIISIHE C XeMaTOJIOTMYHU aHAIN3aTOPH.

24.5. JleBKoIUTH:

24.5.1. xamepHO H30posIBaHE;

24.5.2. aBTOMATHYHO OMPEJIENITHE C XeMATOJIOTHYHH aHAJIM3aTOPU Ha 0011 OpOoii, XMCTOrpaMH U APYTH U3YHCIICHH [TOKA3aTeIH;
24.4.6. neBkounTH — Au()epeHINAITHO OpoeHe:

24.4.6.1. mukpockoricko nudepenuanto opoene — qudepenuupane Ha 100 geBKoIMTa;

24.4.6.2. aBTOMaTHYHU METOJIM C XEMATOJIOTUYHU aHAJIM3ATOPH (TIpecsBalll METO);

24.4.7. eozuHomitHM 1 0a30(MITHH KISTKH:

24.4.7.1. kamepHO N30pOsIBaHE U MPE/ICTaBSHE KATO ,,a0CONIIOTEH Opoii™;

24.4.7.2. aBTOMaTHYHOTO AU(epeHIHATHO OpoeHe (KaTo ,,JIeBKOLUTH );

24.4.8. TpoMbOIHATH:

24.4.8.1. xamepHo u30posiBaHe ¢ (ha30BO KOHTPACTHA MUKPOCKOIUSI, C KOKAMHOB, TPOKAMHOB HJIM OKCAJAaTeH Pa3TBop;
24.4.8.2. aBTOMAaTHYHO ONpeE/IeNIsIHEe C XeMATOJIOINYHH aHAJIM3aTOPH Ha 0011 OpOH, XUCTOrpaMH M APYTH U3UUCIICHN ITOKA3aTelH;
24.4.9. cxopocr Ha yrasiBane Ha eputpouutute (CYE):



24.4.9.1. mo Westergren c¢bc CTBKICHU NHIETU (peepPEHTEH METON);

24.4.9.2. ,3aTBOpeHa cuctema’ (IIpH BaJHIMpPaHa CPABHUMOCT Ha PE3yNITATUTE C peepeHTHUS METO);

24.4.9.3. aBTOMaTHYCH METOJ (aKO IPOU3BOUTEIAT € BATUIUPAI CPABHUMOCTTA Ha PE3yATaTHTE C pehEPEHTHUS METON);

24.4.10. mophosnorusi Ha KPbBHU KIIETKU:

24.4.10.1. cBeTIMHHA MIKPOCKONNS Ha HATPHBKA OT KPBB Oe3 aHTHKOAryJIaHT wid BeHo3Ha KpbB ¢ K2 EJITA, onserena mo Pomanosckuii — Giemsa wiu o Pappenheim;

24.4.10.2. epuTpOLUTH — OLIEHSBAT ce 10 (opMa, OLIBETKA U BKIIOYBAHHS;

24.4.10.3. 1eBKOLUTH — OLIEHABAT CE II0 TOJIEMHUHA, (JopMa, CHOTHOLICHHUE SIPO/IIUTOINIA3MA, CTPYKTypa Ha AAPOTO, HAIM4Ue, OpOi U pa3Mep Ha HyKJICONH, IPAHUIIA Ha SAf
YKTypa Ha LUTOIIa3Ma, ITpaHyJIalliy, IPaHHLA Ha IIUTOIIIA3Ma;

24.4.10.4. TpoMOOLIUTH — OLICHABAT Ce IO pa3Mep, hopMa, BT, IPaHYIHUPAHOCT, Ipynupane (ako He ¢ usnonssaHa EDTA), eBeHTyalIeH caTeIUTH3BM;

24.4.10.5. pe3ynTaThT ce ChIIPOBOXK/A C KPAThK CJIIOBECEH KOMEHTAp Ha KIIMHUYHO 3HaUYMMaTa nHpopmanus;

24.4.11. MHKPOCKOIICKO H3CJIE[JBaHE Ha MaTepual OT KOCTEH MO3bK U JUM(EH BB3ENI: CBCTIIMHHA MHKPOCKOINS Ha HATPHBKA, olBeTeHa 0 PomanoBckuil — Giemsa min
penheim; pe3yaTaThbT Aa ce ChIPOBOXK/IA C KPATHK CIIOBECEH KOMEHTAP HA KIMHUYHO 3HAYMMAaTa HHPOpMALIHS.

24.4.12. lIATOXUMUYHU H3CIICIBAHUS:

24.4.12.1. nepokcuaa3na aktuBHocT (Meton Ha Graham u Knoll);

24.4.12.2. anxanHa docdarasa (Meron Ha H. Merker u L. Heilmeyer);

24.4.12.3. HecieuupuIHU ecTepasi;

24.4.12.4. anda-nadTun anerar ectepasa (meron Ha Loffler);

24.4.12.5. napron-AS anerar ecrepasa (meron Ha Wachstein u Wolf);

24.4.12.6. nHadTon-ASD-xiopoanerar ecrepasa (Meron Ha Pynenc u byiikuc);

24.4.12.7. rmuxoren ¢ PAS peakuus (meron Ha McManus u Hotchkiss);

24.4.12.8. mactu (Metox Ha Scheehan Storey);

24.4.12.9. nesoxkcupubonykineonporennu (AHIT), pubonykneonporennn (PHII) n karnonuu npo-tennu (KII);

24.4.12.10. HexeMOrI00MHOBO XKEJsI30, CUACPOLUTH U cHaepodnacT (peakuus ¢ bepanHcko cuHbo);

24.4.12.11. pesynratute 110 T. 24.4.12 ce ChbIPOBOKIAT C KPAThK CIIOBECEH KOMEHTAp HA KIMHUYHO 3HAYUMATa HH(OpMALHSI.

25. IlpenopbuUTETHUTE aHAIUTUYHH IIPUHIIUIIN [IPU U3CIIeABaHE Ha KPbBOCHCHPBaHE U (HMOPHHONIN3A Ca CIIEAHUTE:

25.1. I3MepBaHe aKTUBHOCTTa Ha (haKTOpHTE:

25.1.1. KoaryIoMeTpruyHO (XpOHOMETPHS — €JICKTPOMEXaHHYHA MM (OTOONTHUYHA — H3MEPBaHE BPEMETO 3a MOosiBa Ha (UOPHHOB CHCUPEK) — ABTOMATUYHO, C KPAWHOTO
o1;

25.1.2. KOIOPUMETPHYHO (XPOMOMETPHS, U3MEPBAHE KOHIIEHTPALMATA HAa OCBOOOJCHHSI XPOMOI'eH P XUJIPOJIN3a HA CHHTETHYHH CyOCTpaTh):

25.1.2.1. 1ByTOYKOBO U3MEPBaHE;

25.1.2.2. KHUHETUYHO U3MEPBAHE.

25.2. I3MepBaHe KOHLCHTpANUsiTa Ha (JaKTOPUTE — NMYHOJIOTHYCH aHAIU3 C HEM30TOIIHO MapKUPaHe HAa QHTUICHY MM aHTHTENA.

25.3. MornekyTHH METO/IM — 32 OKOHYATENIHA AUATHO3a TIPH HIKOU 3a00JIIBaHMs Ha XEMOCTa3aTa.

25.4. Marepuai:

25.4.1. kanuiisipHa KPBB — CaMoO 3a BpeMe Ha KbPBEHE;

25.4.2. nutpaTHa KPHB — BCHO3HA KPBB, B3€Ta C aHTHKOATYJIAHT, 3a M3CJCABAHEC Ha PEKAINU(UKALMOHHO BpeMe, aKTUBHPAHO PEKATU(HUKALIOHHO BPEME M arperamy
MOOITUTH;

25.4.3. uutpaTHa 1ua3ma, 6eiHa Ha TPOMOOLIMTH, 3a Hali-4eCTO U3CIIEABAaHUTE IT0KA3aTelH;

25.4.4. uutpatHa ruia3ma, OeiHa Ha TPOMOOIIMTH, 3a 3aMpa3siBaHe;

25.4.5. uurpaTHa 1ua3ma, 6orara Ha TpOMOOLUTH, 32 (PYHKLIMOHAIHO U3CIIe/IBAHE HA TPOMOOLIMTH (arperoMeTpus).

25.5. IpecsiBammy NoKa3aTenn:

25.5.1. 6poii TpomMOOLIUTH (BHXK TIO-TOPE);

25.5.2. Bpeme Ha KbpBeHe — MeToa Ha Duke;

25.5.3. mporpombuHoBo Bpeme (PT) — exnocThnanen Tect Ha Quick (koaryioMeTpusi Ha aKTHBHOCT);

25.5.3.1. na ce n3non3Bar crangapTusupanu Tpomooractiay ¢ ISI mexnay 0,9 u 1,4, 3a npeanounrane te3u ¢ ISI 6imso go 1;

25.5.4. akTUBHPAHO MapUUAIHO TpoMborutacTHHOBO Bpeme (aAPTT) — koarynomerpust Ha akTUBHOCT 10 Rodman et al., ¢ akTHBaTOpH MUKPOCHIMKOHU3UPAHHU YaCTHIIH,

25.5.5. ¢pubpuHOreH — KOAryJIoMeTpHUYHO onpe/essHe Ha KoHueHTpanus 1o Clauss;

25.5.6. tpombunOBO Bpeme (TT) — koarynomeTpusi Ha aKTUBHOCT.

25.6. CrieriuuvHY ITOKA3aTEIIH:

25.6.1. Mmopdosorus Ha TPOMOOIMTHTE (BHXK TTO-TOPE);

25.6.2. TpoMOoITHA QYHKIIHS:

25.6.2.1. agxe3us Ha TPOMOOILUTHTE;

25.6.2.2. arperanus Ha TPOMOOLIUTUTE — ABTOMATHYHO C arperoMeTsp;

25.6.2.3. peTpakius Ha CbCUPEKa — MaHyaJHO;

25.6.3. TpomOo1HTeH hakTop 3 — UMYHOJIOTHYEH aHAJIN3 ¢ HEM30TOITHO MapKHUpaHe;

25.6.4. poMOouuTeH (HaKkTOp 4 — UMYHOJIOTHYEH aHAJIN3 C HEU30TOITHO MapKHPaHe;

25.6.5. TpoMOOTII00YIMH — HIMYHOJIOTMYEH aHAJIN3 C HEM30TOITHO MapKHpaHe.

25.7. Ilna3menu (akTopu — 4pe3 U3MepBaHe Ha:

25.7.1. akTMBHOCT Ha (haKTOpa — KOAryJIOMETPHYHO WM C XPOMOI'€HEH METO/I;

25.7.2. xoHUeHTpauys Ha GpakTopa — IMYHOJIOTUUECH aHAIIM3 C HEM30TOITHO MapKUpaHe Ha aHTUT'CHH MJIM aHTUTENA.

25.8. ITokazaTenn Ha aKTHBUPAHO KPHBOCHCHPBAHE!

25.8.1. pudpunoBu monomepu (FM) upe3 epuTpOIMTHA ariTyTHHALUS WM KMYHOJIOTHYHO (M3MepBaHe Ha KOHIICHTPALHs);

25.8.2. ¢pubpuHONEnTHIM (MIMYyHOJIOTHYHO U3MEPBAaHE HA KOHIICHTPALIHS);

25.8.3. tpombo¢unus — renernynu axropu — JJHK ananms:



25.8.3.1. APRC (F V Leiden — R 506Q) — myTarum;

25.8.3.2. nporpom6uH (G 20210A);

25.8.3.3. 5,10 merunenterpaxunpodonarpenykraza (MTHFR-C677 T myTarus — Ipu XUIEPXOMOLUCTCHEMHS).

25.9. EcrecTBeHr HHXHOUTOPH Ha KPBBOCHCUPBAHETO:

25.9.1. antutpom6uH Il — XpoMoreHeH iy koaryiaoMmeTpudeH Metos (u3mepsane 1085 — 1072 akTHBHOCT) MJIM MMYHOJIOTHYEH (M3MEpBaHEe Ha KOHIIEHTpPAIMs);

25.9.2. mpoteun C:

25.9.2.1. KoaryoMeTpuueH WK XPOMOT'€HEH METO| (ONpEeis Ce aKTHBHOCT);

25.9.2.2. UMyHOJIOTHYEH — KOHIIEHTPALIKS;

25.9.3. mporens S, HC II (xenapuros kodakrop), TFPI (MHXuOUTOp Ha IBTS HAa THKAHHUSA (HAKTOP):

25.9.3.1. XpOMOTeHeH UK KOaryJoMeTpU4eH MeTo/1 (M3MepBaHe Ha aKTUBHOCT);

25.9.3.2. umyHOIIOTMYEH (M3MEpBaHE Ha KOHIICHTPALINA).

25.10. INaTonornuyHu HHXUOUTOPH HA KPBBOCHCUPBAHETO:

25.10.1. ;mymycHM aHTHKOAryJaHTHU:

25.10.1.1. *MYHOJOTMYHO U3MEpPBaHE Ha KOHIIEHTPALIUS;

25.10.1.2. ¢pyukumonaneH tect — DVV, DRVVT,

25.10.2. dpakrop V Leiden — APC resistance V:

25.10.2.1. akTuBHOCT (TIpecsBai);

25.10.2.2. PCR (nebuHUTHBEH METON).

25.11. Cnennduunn (exuH4HN) hakTopy HA GUOPHUHONU3ATA!

25.11.1. nna3MuHOTeH:

25.11.1.1. xpoMoreHeH, oIpeness ce akTUBHOCT;

25.11.1.2. ©MyHOJIOTUYEH — KOHLIEHTPALIHS;

25.11.2. ThKaHeH MIa3MUHOTeH akTUBATOP (t-PA) — KMYHOJIOTHYEH, ONPE/IeNsi Ce KOHIIEHTPALIUSL.

25.12. Tokazareny Ha GUOPHHOIUTHYHA AKTHBHOCT:

25.12.1. D-ngumep:

25.12.1.1. IMYHOJIOTUYHU: JTATEKCOBA arJIyTHHALMS — IOJYKOJIMYECTBEHO M KOJIMYECTBCHO;

25.12.1.2. *MYHOJIOTHYEH aHAIN3 C HEU30TOTHO MapKUpaHe Ha aHTUTEHHU WM aHTHUTENA;

25.12.2. nna3muH — anda 2-aHTUIDIa3MHH KOMIUIEKC: IMYHOJIOTHYEH — ONPEIeist c€ KOHIICHTPALHs.

25.13. Uuxuburopu Ha pubpuHONM3aTa:

25.13.1. anda 2-aHTHIUIA3MUH — XPOMOT€HEH METO/ (OIpeieNist Ce aKTUBHOCT);

25.13.2. uaxubutop Ha ra3muHoreHoBus akrusatop (PAI): xpoMmorenen meto (OMpeaens ce aKTHBHOCT), IMYHOJIOTHYEH METO/ (OMpe/esisi ce KOHICHTPALHS);

25.13.3. C1 — uaxuburop:

25.13.3.1. xpomoreHeH MeTO/ (Ompe/esns ce aKTHBHOCT);

25.13.3.2. uMyHOJIOrHYeH MeTO] (ONpPEENs e KOHLEHTPALHS).

26. [IpenopbunTeNHUTE aHATUTHYHH IPUHIMIIN [IPU U3CIISBaHE HA JIMKBOP Ca CIECJHUTE:

26.1. [Ipeau nenTpodyrupane:

26.1.1. orieHKa Ha MAKPOCKOIICKHUS B[] — LIBST, IPO3PAYHOCT, GUOPHHOBA MpEKa,

26.1.2. n30posiBaHE Ha CPUTPOIMTH W JICBKOIUTH B HATHBEH JIMKBOp, Oe3 KoHcepBaHTH B Kamepa Ha Fushs-Rosenthal, Nageotte wmm Jensen ¢ oOMKHOBEHa CBETIII
KPOCKOITHSI.

26.2. ITUTONOTUYIHO H3CIICABAHE:

26.2.1. nudepeHnupane Ha TUMA KIETKH B 00OraTeH JIUKBOP (Ype3 akTUBHA CEAMMEHTAlusi, eHTpodyrupane win (Guirpais) Ha mpemnapart, onpereH no Giemsa wi
)penheim;

26.2.2. UIMTOXMMHUYHH PeaKkLUuH 3a IuQepeHpane Ha TUIA KICTKH.

26.3. KnMHUYHO-XMMUYHH TTOKa3aTeNN (M3CJIeN[BAT ce HEe MO-KBCHO OT 6-Msl Yac B HAJACTOSIIATa TEUHOCT, OJIy4eHa ciel LeHTpodyrupaHe Ha JMKBOPA), KAKTO B CEPYM.

26.4. O6u1 6enThK:

26.4.1. mpoba Ha Pandy — opreHTHPOBBYHO;

26.4.2. cbC CyX TECT 3a ypHHA — OPHCHTHPOBBYHO;

26.4.3. KonuuecTBeHa TYPOUIUMETPHS;

26.4.4. konu4ecTBEeHa KOJIOPUMETpPHs Che cesleKTHBHU Oarpmita (Coomassie brilliant blue, Ponceau red wimu Pyrogalol red).

26.5. AnOyMHH — UIMyHOTYPOUIUMETPHUS H/UIH €IEKTPOUMYHO D Y3HsL.

26.6. Umynorno6ymuun (Url', IrA, IrM) — npuiiarat ce aHaJIUTHYHUTE MPHHIUIY 33 U3CIEABAHE B CEPyM C MOJAU(UKAIMY 3a ITOBHIIABAHE Ha YyBCTBUTEIHOCTTA, KOT?
OXOIUMO:

26.6.1. xpaiiHa UMyHOIM(]Yy3HS C IOHE TPH CTAHIAPTA;

26.6.2. oTunTaHe HA OJIUTO- WK MOJMKIOHAIHOCT — ONTHMHU3UpaHa arapo3Ha enektpodopesa u/uimm n3oenekTpodorycupane;

26.6.3. UMyHOJIOTMYEH aHAJIN3 C HEU30TOITHO MapKUpaHe.

26.7. I'moko3a — XeKCOKHHa3eH MeToA ¢ TpH ctanaapta (ot 0,5 no 4,0 mmol/l).

26.8. Jlakratr — UV meron.

26.9. CRP — nedenomerpust.

26.10. CK-NAC akTHBUpaHa: C JBOCH 00EM JIMKBOP, BMECTO CEPYM.

26.11. LDH: cy6cTpar nupyBar, Tpuc-Oydep U IBoeH 00eM JIMKBOP BMECTO CEPyM.

26.12. Anenosunaesamunasa — UV meTon.

26.13. Cnekrpodoromerpus — Ha 405, 415 (unm 410, 418), 420, 430, 460, 540 u 630 HM.

26.14. Tucdepenimpane Ha JEBKOLMTHTE — Clie]] oLBeTsiBaHe o Pappenheim.

26.15. Enextponury, aHaiuu3 Ha KPbBHU Ta30Be, aipeHaIMH, HOPAJIPEHAIIMH, JIEKAPCTBEHH CPEACTBA U IPYTH — KaKTO 32 CEPYM.



27. IlpenopbuUTEIHUTE aHATUTHYHH TIPUHIMIIN [IPU U3CIICBAHE HA YPHHA Ca CICIHUTE:
27.1. 3a KIMHUYHO-XUMHUYHH ¥ IUTOJIOTUYHH M3CIIE/IBAaHUS — NPETIOpbUBA CE CPEHA HOPLMS OT BTOPA CYTpPEIIHA ypHHA.
27.2. IlpecsiBaio u3cnensane (00110 H3CIeABaHE HA yPUHA):
27.2.1. olleHKa Ha MAKPOCKOIICKHUS BU]] — LIBSIT, MUPHC U JIPYTH OOIM CBOMCTBA HA ypUHATa,
27.2.2. u3cnenBaHe Ha AUYpeE3a;
27.2.3. ekcipecHu (Cyxu) MpoOH 3a MOYKOJIMYECTBEHO OMPE/IeNITHE C M3MOI3BAHE Ha MOJ[yaBTOMATUYHO (MJIM aBTOMATHYHO) OTYHUTAILO YCTPOHCTBO.
27.3. OTHOCHTENHA TUTBTHOCT:
27.3.1. pehppakroMeTpUUHO;
27.3.2. cyxu npobu (OpUEHTUPOBBYHO); OCMOJIAIHUTET: C OCMOMETHP, KAKTO B CEPyMa.
27.4. LIuTOJOrMYHO U3CIIEABaHE:
27.4.1. popMeHH eNeMEeHTH Ha ypUHA MIPU CHa3BaHe HA CTAaHIAPTHH YCIOBHS — IIPEHOPHYBA C& MUKPOCKOMHUS ¢ (Pa30B KOHTPACT U €AHOKPATHH KaMepH;
27.4.2. popMeHH eneMeHn Ha ypUHA C aBTOMATHYCH aHAJIM3aTopP.
27.5. KnuHN4HO-XMMHWYHH IT0Ka3aTelH (KOJINYECTBEHO OIIPEACIIIHE):
27.5.1. o0 GenTbk:
27.5.1.1. HedpenomeTpust WK TypOMMETpUS Ha NPESLHUITUTALUSITA C TPUXJIOPOLETHA KHCEIHHA UK OCH3ETOHUEB XJIOPU,;
27.5.1.2. pbuHa WM aBTOMATHYHA KOJIOPUMETPHSI Ha OeNThUeH KOMIUIEKC Che cBbp3Baiu 6ou (Coomassie brillant blue, Ponceau red, Pyrogalol red);
27.5.2. anOyMuH: IMYHOHE(DEITOMETPUIHO, UMYHOTYPOUMETPHYHO HJIM IPYT UMYHOJIIOTHYEH aHAIN3 C HEM30TOIIHO MapKUpaHe;
27.5.3. anda-1-MukporinoOyarH — IMYHOJIOTHYCH aHAJIH3,
27.5.4. KpeaTHHHH — KaKTO B CEpyM, HO ciel paspexxaane 1:100;
27.5.5. NIEOKCUTIUPUINH — UIMYHOJOTHYCH C HEU30TOITHO MApKUPaHH aHTUTCHU U aHTUTENA,;
27.5.6. rmoko3a, eH3UMHU, METa00IMTH, €IEKTPOIUTH, XOPMOHH M APYTH: CHITIACHO NPHUHLMUIINTE, U3IIOI3BAHH IIPH ONPEIEISHE B CEPYM.
Tabmuma Ne 1 xbM T.

Ne Buonornuna npoba CpxpaHe Coxpane 3abenexk
HHE IpU HHE [PU a
3a
" 20 - 25 4 -8°C
°C
p
1 2 3 4 5
| XeMaToJI0ru4HI
M3CIIe/IBAHUS
1 RBC 48 h 72h
2 Hb 72h 72h
3 Hct 6h 24 h
4 MCV 48 h 48 h
5 WBC 24 h 24 h
6 ThR 24 h 24 h
Jud. 6poene
7 ABTOMAaTHYHO no4h no4h
8 Harpuska 7 nuu K3-K2
EDTA:
TPUTOTBS
ce
HEoLBeTe
Ha
KpbBHA
HaTpUBKa
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CCAMHULIA

1 Heopr. 8h 4 nEn
docop
1 Kannii 4h 6
CeAMULIN
1 Harpuii 56 h 2
CeAMHII
1 Kemsizo 3
CeMHII
1 Marsuesuit 4h 7 nuu
Tabmuma Ne 2 xeM 1. 20.2.
Paznen |
H3caenBane Ha cepym/mia3ma
Ne Tloka3zaren Mepna Maxkcu Maxkcu Maxkcu
MaJHO MaJHO MaJIHO act
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1 2 3 4 5 6
1 AnGymuH g/l 6 % 11% 23 %
2 Annocrepon pmol/l 10 % 25% 45 %
300 pr
30 75 135
pmol/l pmol/l pmol/l 300 pr
3 Ankanna 1U/137 °C 7% 7% 21%
docdaraza
EC3.1.3.1
4 Anda-amuiasa 1U0/137 °C 10 % 10 % 30 %
5 Bunupyoun pmol/1 7% 12% 26 %
(0011r) pmol/
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0,03
mmol/Il

4%
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15 %
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1,0 mr

1,0 mr

0,8 mr

0,8 mr
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5,0 nn
0,5 1,0 2,0
nmol/l nmol/l nmol/l 5,0 nn
4 TupokcuH nmol/l 8% 14 % 30 %
(006mm,T4) nmol/|
6,4 11,2 24
nmol/l nmol/l nmol/l nmol/I
4 TupeoTtponeH miu/I 6 % 6 % 18 %
XOPMOH
(TSH)
4 TpuitoaTupoHn nmol/l 8 % 8% 24 %
H
(o6m1, T3)
5 Tpurnuuepuau mmol/l 4% 10 % 18 %
5 Tpomboriactu S 8% 8% 24 %
HOBO
Bpeme INR
5 Banmnpoesa umol/l 8% 8% 24 %
KHCe/InHa
5 Tpononun T/I mg/ml 10 % 10 % 33%
Pazpen II
H3ciensane Ha JUKBOP
Ne Ioxasare M MakcumanHo Maxkcu Maxcu 061
bl €pHa Jomnmyctuma MaJIHO MaJIHO acT Ha
€AuHuLA HEBB3IIPOU3BOAUMOCT JIOITyCTHMO JIOITyCTHMO HU3MEpPBaHC
(CV) MIPOLIEHTHO MPOLUEHTHO
v OTKJIOHCHHEC OTKJIOHCHHUE
Ha cpejHa oT
ApUTMETUYHA »ChIJlaCyBaHa
(n=10) ot cTOHHOCT
p L JIpHLEIHATA
CTOHHOCT
(HCB
OK)
(d %)
1 AnGymuH g/ 8% 8% 24 % >
| 0,03 g/l
0,0024 g/l 0,0024 0,0072 <
g/l o/l 0,03 g/l
2 06 o/ 10 % 10 % 30 % >
GenTbK | 0,01 g/l
0,01 g/l 0,01 0,03 <
g/l o/l 0,01 g/l
3 I'moko3a m 5% 5% 15% >
mol/l 5,5 mmol/|
0,28 mmol/l 0,28 0,83 <
mmol/I mmol/l 5,5 mmol/|
4 Wmynorn g/ 15 % 15% 45 %
obyimH A |
5 HmyHorn g/ 10 % 10 % 30 %
o6ymuu I' |
6 VmyHorn g/ 15 % 15% 45 %
o0yma M |
7 Jlakrat 6 % 6 % 18 %




Pazpmen 111
H3cnenBaHe Ha ypuHa

Ne Iloxazar M Maxkcumanao Makcu Makcu Oo6n
el epHa JIOIyCTUMA MAaJTHO MaJIHO acr Ha
eIMHKIA HEBB3MPOU3BOAUMOCT JIOIYCTHMO JIOITYCTHMO H3MepBaHe
(CV) [POLIEHTHO MPOLEHTHO
OTKIIOHEHHE OTKJIOHCHHE
Ha cpeaHa or
,,ChIJIaCyBaHa
ApUTMETHYHA o «
—10) or CTOIHOCT
(n (HCBOK)
LIIpUIIEIHATA
CTOHHOCT
(d %)
1 Anbymu g/ 10 % 10 % 30 % >
H | 0,3¢/l
0,03 g/l 0,03 g/l 0,09 <
g/l 0,39/l
2 Kanuuit m 5% 5% 15% >2
mol/l mmol/l
0,1 mmol/Il 0,1 0,3 <2
mmol/l mmol/l mmol/l
3 Xiopua m 4% 6 % 14 %
mol/l
4 061 g/ 8% 8% 24 % >1
GenTeK | g/l
0,08 g/l 0,08 g/l 0,24 <1
o/l ol
5 T'moko3 m 6 % 10 % 22 % >
a mol/l 5,5 mmol/l
0,33 mmol/Il 0,55 1,22 <
mmol/l mmol/l 5,5 mmol/l
6 Tukoun n 7% 12 % 26 %
a KHCeNnHa mol/l
7 Vpest m 7% 12 % 26 %
mol/l
8 Kannit m 5% 7% 17%
mol/l
9 Kpeatn n 7% 10 % 24 %
HUH mol/l
1 Marue3 m 6 % 8% 20 % >1
nii mol/l mmol/l
0,06 mmol/I 0,08 0,2 <1
mmol/l mmol/l mmol/l
1 Harpuii m 3% 5% 11% >80
mol/l mmol/l
2,4 mmol/Il 4 8.8 <80
mmol/l mmol/l mmol/l
1 Docdar m 6 % 6% 18 %
mol/l
(ueopra
HUYEH)
Pazpen IV
H3ciieBaHe HA TbJIHA KPBB
Ne IMoxkas M MakcumanHo Makcu Makcu O6n
aren epHa JI0MycTHMA MaJHo MaJHO acT Ha
eIMHHIA HEBB3MPOU3BOAUMOCT JIOMYyCTHMO JIOMYyCTHMO nu3MepBaHe
(CV) MPOLIEHTHO MPOLIEHTHO
OTKJIOHEHHE OTKJIOHEHHE
Ha cpeJiHa or
apuUTMETHYHA ,,ChIIacyBaHa
(n=10) ot cToiHOCT
L IIpUILIETIHATA (HCBOK)
CTOMHOCT
(d %)
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5%
0,05 mmol/I
3%

4%

0,13 mmol/I

3%
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2,8.10%
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5%
0,05
mmol/l
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7%
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mmol/l
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2%
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12 %
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1071

0,06

12 %

12%

15 %

0,15
mmol/l

10 %

15%

0,50
mmol/l

9%
6 %

21%
24%
18 %
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3,33
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