HAPE/IBA Ne 44 OT 26 ABI'YCT 2010 I'. 3A YTBBPK/IABAHE HA
MEJUIIUHCKHU CTAHIJAPT "KIIMHUYHA UMYHOJO0OI'A"

U30a0ena om Munucmepcmeomo na 30pageonazeanemo

O6mn. J[B. 6p.68 om 31 Aseycm 2010e., uzm. JIB. 6p.92 om 23 Hoemepu 20102.

Un. 1. (1) C ta3u Hapenba ce yTBbpKIaBa MEAUIIMHCKHAAT cTaHAapT "KimHn4YHa IMyHOJIOTHS" CHIIIacHO
IPUIOKEHUETO.

(2) C MemUIMHCKUS CTaHAAPT CE ONPEAeTIAT:

1. OCHOBHHUTE XapaKTEPUCTUKHU Ha CIEHATHOCTTA "KITMHUYHA UMYHOJIOTHS "

2. HUBaTa Ha KOMIIETEHTHOCT Ha JIA00OPaTOPUUTE U HA IPYTUTE CTPYKTYPH, KOUTO OCHILECTBABAT NEHHOCT
o cruerraiHocTTa "KinHnaHa uMyHOIOTH " B JIedeOHUTE 3aBeICHMS 3a OOTHIYHA U 32 N3BHHOOTHIYHA TTOMOIIT;

3. OCHOBHUTE HM3UCKBaHUS KbM JIaDOpaTopuara MO KIMHUYHA UMYHOJOTHS (IIEPCOHAJ, YCTPOMCTBO,
NEHHOCT, KOHTPOJ, AOKYMEHTHpaHe, 3aJbJDKUTEJICH W ONTHMAaleH o0eM Ja0opaTopHH MOKa3aTelld, amaparypa,
AHATUTUYHU TIPUHIINIIN);

4. OCHOBHUTE HM3WCKBaHUSA KbM KaOWHETHTE, OTHCNEHUATA W KIMHHUKHUTE M0 KIWMHUYHA UMYHOIIOTHS B
JIeUeOHUTE 3aBe/IeHUS (YCTPOUCTRBO, 3aIbJIKUTEIHH JCHHOCTH, TIEPCOHAI).

Un. 2. B’LTpeHIHI/ITe AKTOBC Ha OPraHUTC Ha YIPABJICHHUC Ha JIe4eOHOTO 3aBCACHUC U NOTOBOPUTC 34
OKazaHa MCIHMIIMHCKaA IIOMOII], CKJIYBAaHHU OT JIeueOHuTe 3aBCACHUA, HC MOrar Ja CbAbpiKaT pa3nope):[61/1, KOHTO
OMpeAcsAT MO-HUCKO KAa4YCCTBO Ha OCBHIICCTBABAHATA ﬂeﬁHOCT 0 KJIMHUYHA HUMYHOJIOTUA OT YCTAHOBCHOTO C
HN3HUCKBAHMUATA HA Ta3H Hape;[6a.

IMpexoanu u 3aKIIOYUTETHH pa3nopeaon

§ 1. Ykazanus no MNpUJIaraHeTo Ha Ta3u Hape,z[6a CC faBaT OT MUHUCTBPA HA 3APaBCOIIa3BAHCTO.

§ 2. KoHTpomrsT 1O W3NBIHEHHWE HaA HapembaTa ce€ OCBIIeCTBIBA OT VI3IMBIHUTETHA AarceHINS
"MeIuIMHCKK OIUT", PErHMOHAJHUTE IEHTPOBE IO 3IpaBeola3BaHe W OpraHUTE Ha yNpaBlieHHEe Ha JeueOHUTe
3aBEICHUS.

§ 3.3a HapymEeHUEC NN HEUIIMIBJIHCHUEC HA 3abJDKCHUATA 110 Ta3U Hapen6a BUHOBHUTC JIMIa C€C HAKa3BaT
o pcaa Ha 3akoHa 3a JIeUeOHHUTE 3aBCACHU 1 3akoHa 3a 3APaBETO.

§ 4. Hapenbara ce n3naBa Ha ocHOBaHMe Wi. 6, ai. 1 oT 3akoHa 3a jedeOHHUTE 3aBeneHUS U Wwi. 80 oT
3akoHa 3a 3apaBeTo M oTMeHs Hapemba Ne 7 or 12 ampun 2006 T. 32 YTBBpXKIAaBaHE HA MEIWIIMHCKH CTAHIAPT
"KnunuyHa v aboparopsa umyHosiorus” (IB, 6p. 39 ot 2006 r.).

§ 5. (Hos - IB, 6p. 92 oT 2010 1.) (1) U3nckBanero B T. 5.6.2 ot paznen Il "HuBa Ha KoMIIeTEeHTHOCT" Ha
OPUIOKEHUETO KbM Wi, 1, aj. 1 3a HaJMyve Ha MUKPOOHOJOTMYHA J1abOpaTOpHsl Ha TEPUTOPUATA Ha JIEYCOHOTO

3aBeJIeHUE ce Ipuiara cuutado ot 1 suyapu 2014 r.
(2) 3a cpoka mo 1 sayapu 2014 r. mefiHOCTTa Ha KIMHHUKA/OTAENEHHE 10 KIMHUYHA UMyHOnorus Ha 11
HUBO MOXe Ja ce obe3nedaBa OT MUKPOOHOIOTHYHA Ja00paTopusl Ha TEPUTOPHSITA Ha HACEIEHOTO MSCTO.

§ 6. (Hos - JIB, 6p. 92 ot 2010 1.) (1) B cirydaunTe, koraro JiedeOHOTO 3aBeZicHHE 32 OOJTHHYHA TIOMOII] He



pasmonara cbc COOCTBEHa KIMHIYHA JJAOOPaTOPHs, TO CIIE/IBA J1a OCUTYPH OCBILECTBSIBAHETO HA IEHHOCT MO KIMHUYHA
n1abopaTopust OT CbOTBETHOTO HMBO, OIPEAENEHO C HACTOSAIIMS CTAaHIApT, MO JAOTOBOP ChC CAMOCTOSITEIHA MEAUKO-
JMarHOCTHYHA JIA0OPAaTOPHs I ¢ KJIMHUYHA JTa00paTopys - CTPYKTypa Ha JApyTo JedeOHo 3aBeeHue. B Tesn cimydan
nabopaTopusTa, ¢ KOATO € CKIIOYEeH JOTOBOPHT, ClIeABa Ja ObJe pas3loyiokKeHa B €Ha U ChIla crpajga ¢ OoJHMIATa
WK B paMkuTe Ha O6omHunarta. C JoroBopa 3aAbIKUTEIHO ce o0e3neyaBa 24-4acoBO OCBHIIECTBSIBaHE HA JICHHOCTUTE
0 KIMHWYHA J1a00paTopus 3a Hy KIUTE Ha CTPYKTYpaTa MO KIMHUYHA HMYHOJIOTHSL.

(2) B cnywawnte no ain. 1, ako naboparopusita € CaMOCTOsITeTHa MEANKO-JUarHOCTUYHA J1a00paTOpHsl HITH
CTPYKTypa Ha JIe4eOHO 3aBeleHHE 3a W3BBHOONHHYHA ITIOMOII, TS CJelBa Ja OTroBaps Ha H3UCKBAaHUATA 3a
CHOTBETHOTO HHMBO OOJIHWYHA CTPYKTypa MO KIMHWYHA Jaboparopwus, onpenenenn ¢ Hapenba Ne 35 or 2010 1. 3a

YTIBBpK/IaBaHe Ha MeAWIHUHCKY cTannapt "Knnanyna madopatopus” (B, 6p. 66 ot 2010 1.).

[Tpunoxxenue kbM 4. 1, an. |
(M3wm. u gom. - /IB, 6p. 92 ot 2010 T1.)
MEJUINHCKU CTAHOAPT "KIIMHUYHA UMYHOJIOT' A"

Paznen I

OCHOBHHM XapaKTEPHUCTUKHU Ha crieranHoctTa "KnuHanuaa uMyHoIorus"

1. (m3m. - JIB, 6p. 92 ot 2010 r.) KnuanuHata UMyHOJIOTHS € MEIWIIMHCKA CIEIUATHOCT W HaydHa
JUCLMITINHA, KOSTO BKIIIOYBA:

1.1. U3cienpane Ha UMyHHaTa CUCTEMa HA YOBEKa B HOpMa U IATOJIOTHS - ClleU(UIeH AUAarHOCTUYEH
MpolleC, OCHOBAaH Ha JAHHUTE OT aHaMHe3aTa, CETallHOTO CBCTOSHUE M MPUIIOKEHOTO OO0 MOMEHTa JIEUEHHE,
W3BBPIIBAHU OT JIEKAP ChC CHELUAIHOCT KIMHUYHA UMYHOJIOTHS C 1IeJl ONpeJessiHe Ha MpenojaraeMaTa AMariosa u
Ha3HauaBaHe Ha HEOOXOIUMHUTE U3CIICIBAHHS.

1.2. W3crnenBane Ha MMyHHaTa CHCTeMa Ha YOBEKa IPU HOpMa W MATOJOTWS 4Ype3 NPWIAraHeTo Ha
crienu(pUIHN UMYHOJIOTHYHH METOJIM M TSIXHATA HHTEPITPETAIIHS.

1.3. OmnpenensgHe Ha HMHOUKAIMHUTE 332 WMYHOMOJyJHpalla Tepamnus, JIEKAPCTBEHO MOHUTOPHUpPAHE,
MOHHTOpPHPAHE Ha aKTUBHOCTTA Ha OOJIECTHUS MPOIIEC, 3acsTall UIMyHHATa CHCTEMA.

1.4. OnpenensiHe Ha mporuo3aTa Ha OosectTa. Jucmancepusanus 1 MPOABIDKUTEIHO HAOIIOIEHHE.

2. OcHOBHa LieJ1 Ha Ta3u CIELHATIHOCT € OCUTYPSIBAaHETO Ha ChBPEMEHHA, HaJeKAHAa MH(opManus 3a
paHHa JaWarHo3a Ha HapylIEHHWATa, CBbP3aHH C UMyHHATa CHUCTEMa, MpOClieAsBaHe Ha e(eKTa OT MPHIOKEHOTO
JieYyeHre, KOHTPOJ Ha IMHAMUKaTa Ha OOJIECTHHS mpouec, eeKkTuBHa NpOo(UIAKTHUKA, OLEHKA Ha CTENEHTa Ha
BB3CTAHOBSIBAHE Ha 3[PABETO U TPYJOCHOCOOHOCTTA.

3. KiimHnyHata MMYyHOJIOTHSI € CIEHHUAIHOCT C MHTEPAMCLMIUIMHAPEH XapakTep, B3auMOJCHCTBAIl C
BCHYKM OCTAaHAJIM MEAWLMHCKU CIIEUAIHOCTUA. B ChIIOTO Bpeme cnenmpuyHOCTTa HA METOAUTE Ha WMYHOJIOTHATA
(obexktT Ha nmabopaTopHaTa MMYHOJOTHS) M Ha LIMPOKHS KOHTUHTEHT OT OOJHHM ONpeNeNAT HIKOW CHeUupHIHH
M3MCKBAaHMS KbM JIeHiHOCTTA!

3.1. o0mia BanWAHOCT HA 33ABIDKUTEITHUTE HOPMH Ha CHIEHUAIHOCTTa HE3aBUCHMO OT BHJIa Ha JIeueOHOTO
3aBEJICHUE;

3.2. yyacTHe Ha JIeKap ChC CHEIHMATHOCT KIMHUYHA UMYHOJIOTHS Ha BCHUUYKU €TalM OT WU3CJIEBAHETO Ha
MalMeHTa - Ha3HauyaBaHE M MPOBEXIaHE Ha W3CIEIABAHETO, IIOCTABSHE HA JWarHosara, M300p Ha JIEYCHHE,
npoclieisiBaHe Ha epekTa Ha TepanusTa;

3.3. mpoBeXIaHETO M MHTEPIPETALMATA HA UMYHOJOTHYHHUTE U3CIeBaHMs TPsOBa J1a ce M3BBPILIBA MO
KOHTpOJIa Ha JIeKap ChC CIIEUAITHOCT KIIMHIYHA IMYHOJIOTHSI, HE3aBHCHMO OT BHJIA Ha JIEeUeOHOTO 3aBe/ICHHE;

3.4. 3agbpiokuTeNieH (MUHUMaJeH) 00eM MMoKa3aTeNld M amnapaTypa 3a HMYHOJOTHMYHHTE JabopaTopuu U
KJIMHUKHU (OTZIEJIEHHs), OCHLIECTBABAILY CIICLHaIN31paHa U3BbHOOIHNYIHA 1 O0JIHWYHA oMol B brirapus;

3.5. mpenopbpYBaHUTE METOJOJOTHYHU M AHAJUTUYHHU NPUHLIMIIM 32 OCBIIECTBSIBaHE Ha JAEWHOCTTa 3a
[IOCTUTaHe Ha MAaKCUMAaJIHO BUCOKO KaueCTBO Ha M3CJEIBaHE, BB3IIPOU3BOIUMOCT Ha PE3YITATUTE U YHUDHUIUPAHE HA
HMHTEPIIPEeTaLUATa M.

Pazgen 11

HwuBa Ha KOMITETEHTHOCT

1. JlaGoparopus MO KIMHUYHA HMMYHOJOTHS - CAMOCTOSITETHO JIe4eOHO 3aBEJCHHE WM 4YacT OT
CTpPYKTypaTa Ha Je4eOHO 3aBe/IeHIe 32 N3BHHOOTHIMYHA TTOMOIII.

1.1. Heobxoaum Opoit kaapu



- MUHUMYM €JIFH JIeKap chc crernuaiHocT "KinHndHa mMyHOMoTus" Ha OCHOBEH TPYAOB JOTOBOP

- MUHEMYM €/IiH MPO(ECHOHATIKCT 110 3/IPaBHU TPHKH HA OCHOBEH TPYAOB JIOTOBOP

1.2.HeoOxonuma kBanudukanms - ceriacHo pazzaen I, T. A "Ilepconan”

1.3. KomneTeHTHOCT M 00€M JI€HHOCT:

- BWJ ToOKazarenu - ceraacHo paszzen I, t. [.1. "3agpmkurencH (MUHUMaeH) 00eM IOKa3aTelu 3a
J1abopaTopus MO0 KIMHAYIHA UMYHOJIOTHS":

- o0xBaTt m3cneaBanus - MuHEMYM 1000 roguiiHo.

1.4. Heob6xonuma amapatypa - cerinacHo pasmen I, 1. [I.2 "3agpmkurenHa (MHHAIMaIHA) TabopaTopHa
amaparypa"

2. KabuHeT 1o KIMHWYHA UMYHOJIOTHS - 4acT OT CTPYKTypaTa Ha Jie4eOHO 3aBe/IeHUe 32 N3BHHOOIHINYHA
TIOMOTII.

2.1. Heobxoaum Opoit kaapu - ceriaacHo paznen IV, 1. 1.4 "[lepconan”

2.2. Heobxomnma kBaymdukanus - Bx. T. pazaen III.A "Tlepconar”

2.3. leitnocT - ceriacHo pazaen IV, 1. 1.3 "3agpmxutennu aeitHoctu"

2.4. HeoOxomnMo obopyaBaHe - chritacHo paznen IV, 1. 1.2 "O6opynsane"

3. M3uckBaHus KbM J1IabOpaTOpHs MO KIMHUYHA WMYHOJIOTHS OT BTOPO HHUBO Ha KOMIIETEHTHOCT B
TedeOHH 3aBe/IeHNs 3a OOTHUYHA TTOMOIII.

3.1. Heobxoaum Opoit kampu

- MUHUMYM €JIFH JIeKap cbhe creruamHocT "KimandHa uMyHoorus" Ha OCHOBEH TPYAOB JOTOBOP

- MUHUMYM €JIMH CIIENHAIHNCT C BHCIIE HEMEAWIWHCKO 00pa3oBaHHE B MPO(ECHOHATHU HAIPaBICHUSI
"buonornuecku Hayku" uiam "XumMuuecku Hayku"

- MHUHUMYM JIBaMa Npo(eCHOHaTNCTH TI0 3IPaBHY TP Ha OCHOBEH TPYIOB JIOTOBOP

3.2.HeoOxoanma kBanupukamnus - ceriaacHo T. IIILA "Tlepconan”

3.3. KomneTeHTHOCT M 00€M JIeitHOCT:

- BUJ mokazatenu: cbriaacHo pasuen III, T. JI.1 "3agbmxurencH (MUHHUMaEH) 00eM 3a J1TaOOpaTOpHU
MoKa3aTeny 3a JlabopaTopus Mo KIMHWYHA uMyHojorua" u MuumMyM 50 % ot pazgmen III, 1. E.1. "HonbnauTenen
(onTuMarieH) o0eM 3a JTabopaTOPHHU MOKa3aTelH 3a JIa0opaTopus MO KIMHUYHA UMYHOJIOTHS"

- 00xBaT m3cneaBanus - MUHUMYM 3000 roaumrHo

3.4. Heobxomuma amaparypa - ceriacHo paszgen I, t. 1.2 "3agpmxurensHa (MUHUMAaIHA) TabopaTopHa
amaparypa" u paszen IlI, . E.2 "lonenHutenen (ontumainen) obeMm jabopaTropHa amapaTypa (B 3aBUCHMOCT OT
npodmra Ha JaboparopusaTa)", MOKPUBAII BUIA TTOKA3aTEIIH.

4. W3uckBanus KbM JabopaTopusi MO KIMHHYHA HUMYHOJOTHS OT TPETO HHUBO Ha KOMIIETEHTHOCT B
NedeOHH 3aBe/IeHus 3a OOTHUYHA TTOMOTII.

4.1. HeoOxoaum Opoii Kaapu

- MUHUMYM J[BaMa JIEKapH ChC crieranHocT "Kimmanyaa uMyHOIIOTHs" Ha OCHOBEH TPYJOB JIOTOBOP

- MHHAMYM €IWH CHEIMAINCT C BHCIIC HEMEAWIIMHCKO 0oOpazoBanme U crenuanHoct "JlabopaTopHa
HMYHOJIOTHS" HA OCHOBEH TPYIOB IOTOBOD

- MUHUMYM €JIMH CIIENHAIHNCT C BHCIIE HEMEAWIWHCKO 00pa3oBaHWE B MPO(ECHOHATHU HAIPaBICHUSI
"buonornyecku Hayku'" win "XUMHUYECKH HAYKH'" HA OCHOBEH TPYIOB I0TOBOP

- MUHUMYM TpHUMa PO ECHOHAINCTH TI0 3APAaBHU TPIDKK HA OCHOBEH TPY/IOB IOTOBOP

4.2 . HeoOxonuma kBanupukarms - ceriiacHo pazzaen I, T. A "Ilepconan”

4.3. KoMIieTeHTHOCT ¥ 00eM IEeHHOCT:

- BHUJ mokaszarenu: cbriaacHo pasgen I, t. [.1. "3agbiokurencH (MUHMMaICH) o0eM IOKa3aTelnd U
MuHUMYM 75 % ot pazgen III, 1. E.1. "JonbaauTened (onTuManeH) o0eM ImokaszaTenu 3a Jaboparopusi 1o KIMHUYHA
MMyHOJIOTHA"

- 00xBaT m3cieaBaHus -MuHUMYM 5000 roaumniHo

4.4. Heobxonmnma amapatypa - ceriaacHo pasmen 111, 1. /1.2 "3amgemkurenHa (MUHUMAaIHA) JabopaTopHa
amaparypa" u pazzmen I, 1. E.2 "JlombaHutenen (ontumainen) obeM nabopaTopHa amapaTypa B 3aBHCHMOCT OT
npodria Ha TadopaTopuATa, IOKPUBAII BUA TOKA3aTEH

5. V3uckBaHus KbM KIIMHHUKA/OT/IENICHHE 110 KIIMHUYHA UMYHOJIOTHSI OT TPETO HUBO Ha KOMIIETEHTHOCT B
NedeOHH 3aBe/IeHus 3a OOTHUYHA TTOMOIII.

JleuebHaTa AeHOCT MO MMYHOJOTHS B JieUeOHHM 3aBeleHHUS 3a OOJHWYHA MOMOI C€ OCHIIECTBSABA OT
KIMHUKWA/OTIENCHNS TI0 KINMHUYHA UMYyHOoJorus oT Il HUBO, KOUTO OTTOBOPST Ha CIETHUTE U3UCKBAHUS:

5.1. HeobGxomuMm Opoit kaapu

- MUHHUMYM TNIE€THMa JIEKapH, 0T KOUTO MUHUMYM JBaMa ChC CIEIMATHOCT 10 KIIMHUYHA UMYHOJIOTHS

- MUHUMYM IIecTUMa MPO(PECHOHATUCTH TI0 3IPABHU TPHKHI

5.2. Heobxomuma kBamudukanusi - ceraacHo pasgen I, T. A "Ilepconan" u paszgen IV, T. 2.4
"IIepconan"



5.3. KomneTreHTHOCT: MMYHOIWArHOCTHKA, WMYHHU JAe(DHUIINTH; aBTOMMYHHUTET;, aleprus; TyMOpHa
UMYHOJIOTHS; UMyHOTepanus. B oTnenenne/kiIMHNKa 0 KIMHUYHA UMyHOIoTHs Ha II1 HUBO ce ochliecTBsBA JIeUeHUE
Ha BCUYKH OCTPU, 00OCTPEHU U XPOHUYHY UMYHOJOTHYHU 3a00JIsIBaHMSI, C KOMIUTUITUPAHO MPOTUYAHE U TIPU KOUTO Ce
MpEeIoiaraT HHTeH3UBHU JIMAaTHOCTHYHH U TEPAIEBTHYHH MTPOIIE Y PH.

5.4. Hdeitnoct: cerimacHo pasgen IV, 1. 2.3. "OcHoBHu neitHOcTH". MuHMManeH obem neitHoCT - 350
MIPEMHUHAJIY TTAITUEHTH TOIHIITHO.

5.5. HeobOxomumo obOopyaBaHe/amaparypa B OTICICHHETO/KIMHHMKATa - ChriacHo pazgen IV, 1. 2.1
"YerpoiictBo" u paznmen 1V, 1. 2.2 "Ob6opynBane"

5.6. (uam. - JIB, Op. 92 ot 2010 r.) bonHuiata, B KOATO € Pa3MOJIOKECHA KIMHUKA/OTICICHUE I10
kmHUYHA uMyHonorus ot I HuBo, cnenBa fa pasmnoiiara Ha TEPUTOPUATA CH ChC:

5.6.1. xnunnyHa nadopatopust HuBo 11 uimu I1I;

5.6.2. (*) MukpoOuonoruyHa 1ad0paTopus;

5.6.3. peHTreHOB amapar 3a CKOHs 1 Tpadusi;

5.6.4. nabopaTopus N0 KIMHUYHA UMYHOJIOTHSI OT TPETO HHUBO.

5.7. (m3m. - IB, 6p. 92 or 2010 r.) CrpykTypara cieaBa Ja pas3mojiara ¢ BB3MOXHOCT 3a 24-9acoB
JIOCTBII, BKIIFOYUTENTHO B yclI0BHs Ha criemHocT, 10 KAT wnu MPT Ha TepuTopusTa Ha HaCE€IEHOTO MSCTO.

Pazpen 111

OCHOBHM M3HCKBaHHUS KbM JIA0OPAaTOPHATA MO KIMHHYHA UMYHOJIOTHS (IIEPCOHAIN, YCTPOMCTBO, NEHHOCT,
KOHTPOJI, JOKYMEHTHpaHe, 3aAbDKUTENICH W ONTHMaJeH 00eM JIaDOpaTOpHU IOKa3aTeNd, anaparypa, aHaJTUTHIHU
TIPUHITUTIN )

A. Ilepconan

1. HavanHuUKBT Ha mabopaTopus MO KIMHWYHA WMYHOJIOTHS OTrOBaps Ha M3WCKBAaHUATA Ha 3aKoHA 3a
neueOnute 3aBesenus (3J13) u npurexkara noHe 4-roAUIICH OMKUT B 00J1aCTTa HA UMYHOJIOTHUSATA.

2. Crapmmu 1abopaHThT (CTapimaTa MEAWIIMHCKA CEeCTpa) OTroBapsl Ha M3HWCKBaHWATa Ha 3JI3 w mone 3
TOJMHU CTaX B 00JIaCTTa Ha UIMYHOJIOTHSTA TIOJ] PHKOBOJICTBOTO Ha HAYAIHUK-Ta00paTopusl.

3. JlexapsT w/mnu OMOJNOTBT, OTTOBAPSAIIM 1O OTACTHHUTE HAIlpaBlIEeHUs B paboTaTa Ha JIabopaTopuAra,
TpsaOBa na mputexasar cnenuanHocT "Knuanuna umyHonorus" win "JlaboparopHa uMmyHoNorus" U MoHe 3 TOAWHH
CTaXx B 00J1aCTTa HA UMYHOJIOTHATA MO PhKOBOACTBOTO Ha HAYAJIHUK-Ia00PaTOPHSL.

4. JJabopaHTHT, METUITTHCKATA CECTPA U CIIEHUAINCT C HEMEAUIIMHCKO 00pa3oBaHue MOXKE Jla M3BBPIIBA
CaMOCTOSITEIHA JEHHOCT Clell elHa TOJMHAa ONUT B 00JacTTa Ha MMYHOJIOTHSTa HE3aBUCHMO OT 00pa3oBaTeIHO-
KBaM()MKAIMOHHATA CTETICH WM JAPYTH CHEIHaIN3aIlii, KaTo JO0ToraBa paboTAT 1Mo pPHKOBOJCTBOTO HA CIICIIUAIHACT
0 KJIMHUYHA WM JabopaTopHa HMYHOJIOTHSI.

5. llepconansT TpsiOBa aa e Ha Opoit ceriuacHo T. I "HuBa Ha komneTeHTHOCT".

Bb. O61mu n3uckBauus

1. IlpocTpaHCTBOTO Ha JTabOpaTOpHsTa € IOCTaTHUHO TOJSAMO, 3a JIa MOTaT Ja ce M3BBHPIIBAT BCHYKU
npoteaypu. Heo6xoanMo e moIxosIo oCBETIEHHE U BEHTHIIAIHS.

2. JlabopaTtopusta OTroBaps Ha BCHYKM HOPMATUBHM HW3UCKBaHMSA, CBBP3aHUM C OCHTYpsIBaHE Ha
0e30macHu W 3PaBOCIOBHU YCIIOBHUS Ha TPYZ, HPOTHBOIOKApHA OXpaHa, CKIaJupaHe Ha XUMHUYHH, OMOIOTHYHHU U
pannoaKTUBHH MaTCpPHAIH.

3. XnamumHALIMTE W (QpU3EpPUTE MOATBPXKAT ONTHMajHAa TeMIlepaTypa 3a ChbXpaHSBaHE Ha BCEKH THI
npoba win peareHT. Te ce ciemdarT exeaHEBHO. 3aNMUCBAIUTE TEPMOMETPH ca NPEMOPBUMUTENHU 3a MEXaHHYHUTE
(dhpmzepu n xnaguwmHUM. [IpenopruBa ce Te 1a ObJaT CBBP3aHU C allapMEHa CUCTeMa, HHCTAMPaHa Ha MSCTO, KbAETO
MOJKe J1a ce yyBa 24 yaca B JleHOHoIueTo. B mabopaTopunte, M3MOI3BaIIM TeUeH a30T 32 ChbXpaHEHHE Ha 3aMpa3eHu
KJIETKH, HUBOTO Ha TEYHHS a30T CE CJICAM Ha WHTEPBAIU C IIeJl OCUTYPsIBaHE Ha a/JIeKBaTHOTO MY IOAaBaHE Ipe3
SJI0TO BpeMe. TemmepaTypara Ha OKOJIHATa Cpefla W/WiIM TeMmIepaTypara B MHKyOaTOpHUTE, B KOMTO C€ M3BBHPIIBAT
TECT MPOLENypHUTE, CE CIEAAT €XKEIHEBHO M ChOTBETCTBAT HAa TEMIIEPATYPHUTE MHTEPBAIM, IOCOYEHU B pabOOTHUTE
WHCTPYKITHH.

4. JlabopaTtopuuTe, HM3BBPIIBAIINA CMECEHH ITUMQOIMTHH KYyJITypH WIH JAPYTH KIETBYHH TECTOBE,
MIPUTEXKaBaT JAMIHAPHU OOKCOBE WIIH APYTH TOIXO/ISIHN aCEITHIHN pabOTHHU YCIOBHSI.

5. JlabopaTopusTa cria3pa, MpociesBa U JOKyMEHTHUpPa nmapamerpure (Hanpumep koHieHTpaius Ha CO»,
BII&XKHOCT, JIa3epHAa MOIITHOCT MW Jp.) Ha 00OpPyIBaHETO CHOOpPa3HO W3WCKBAHWATA 3a CHOTBETHATA
arnaparypa/MHCTPyMEHTapHUyM U HHCTPYKIMHUTE Ha TIPOU3BOAUTEIIS.

6. Jlaboparopusita BbBEX/Ia MPOIEIypH 3a MOJAbpKaHe Ha 00OPYIBAaHETO CH, NHCTPYMEHTUTE U TECT
CHCTEMHTE 4pe3: a) OnpeAeisiHe Ha TporpamMa 3a NpoduIaKTHKa Ha amnaparypaTa W HHCTpyYMEHTapuyma; 0)
M3BBPIIBAHE U JJOKYMEHTHpPaHEe Ha CEPBU3HHUTE MPOMUIAKTHYHY NPETNIer Ha 000PYIBAHETO TOJIKOBA Y€CTO, KOJIKOTO
€ ONpeAeNI MPOU3BOIAUTENAT; B) MPOTOKONH 32 KOPUTHPAIIX AEHCTBHS W SICHM MHCTPYKIHMH KOTa € HEoOXOIuM
CEPBU3EH PEMOHT.



7. W3mon3BaHnTe aBTOMAaTHYHU CHCTEMHU M KOMIIOTHPHU MPOTPAMHU C€ TECTYBAaT PYTHHHO 32 TOYHOCT U
BB3MPOU3BOAMMOCT HA U3CJICABAHUSATA.

8. B maboparopusara uMa yTBbpPACHU IIPaBUIIa, OTHACAIIH CE€ JI0 B3EMaHETO Ha KPbB.

9. JIaboparopusTa U3BHPIIBA TECTOBE CaMO MPH MCKaHE MO MUCMEH WM EJEKTPOHEH BT OT JIeueOHO
3aBeJICHUC WU MalUeHT. MIckaHeTo BKIIFOYBA: a) IMETO Ha MAIllUeHTa WK JPYT HaYWH Ha WICHTUUKAIUS; 0) UMETO U
ajZipeca Ha M3UCKBAIIUS U3CJICIBAHETO; B) BUJ HA U3CIIEABAHETO; T') AaTaTa M Yac Ha B3eMaHe Ha IpodaTa; 1) H3TOUYHUK
Ha npobara (Hamp. nepudepHa KpbB, KOCTEH MO3bK, AaJauyHH KJIETKH).

10. KppBHHTE TpoOHM ce O3Ha4YaBaT ¢ WME€ WIH Jpyr crnenuuveH HUIeHTH()HUKAIHOHEH MapKep Ha
malMeHTa W Jara Ha B3emane. KoraTo ce B3emar IoBeye OT €Ha eNpyBeTKa, BCSIKa EMpYyBETKa ce HaAIMCBa
VHWBHTYaITHO.

11. JIaboparopusara momabpka cucTemMa 3a WACHTU(UKALKSA HAa MPOOHUTE U JOKYMEHTHpA BCSAKA CTHIIKA
[IPY TECTYBAaHETO HA MPOOHUTE HA NALMEHTHUTE C 11T Ja C€ OCUTYPST TOYHHU Pe3yJITaTu.

12. JlaGopaTopusita UMa KPUTEPHH 332 OTXBBLPJISHE HA MPOOUTE W MEXaHU3bM, KOUTO Ja TOTBBPIH, UC
mpobata He € TecTyBaHa, 3alI0TO He OTroBapsl Ha KPUTEPUUTE Ha J1abopaTopusTa 3a MPUEMIUBOCT.

13. KppBHHUTE MPOOH ce B3eMaT B MOMEIIEHUS, Pa3IMYHN OT T€3W, B KOUTO C€ MPOBEKIAT aCEITHUIHHUTE
npouenypu. Koxkata Ha moHOpa ce MOATOTBS Taka, ye Ja ce CBelle 10 MUHUMYM PHCKBT OT WH(EKIHS Ha JOHOPA HIIH
3aMbpcsiBaHe Ha podara.

14. TpancmopTupaneTo u pabdoTara ¢ KpbBHUTE MPOOH Ce M3BBPLIBAT BHUMATEIHO, 3a J1a ce m30erHe
OITaCHOCTTA OT MpeHaCsSHE Ha MH(EKITHH.

15. Tlpobute 3a m3cie[BaHE ce B3EMAT W TPAHCIOPTUPAT CHIIIACHO BAUAWMPAHU MPOIEIYPH 32 BCEKH
METO/I.

16. IMomxomsmuy aHTHUKOAryJAaHT/KOHCEPBHpAIla Cpela Ce H3MOJI3BaT 3a 3ala3BaHe BUTAIHOCTTA Ha
KJIETKUTE, AHTUTCHUTE W pa3lpeleiieHHeTO Ha MapKepuTe 3a MaKCHMAaIHO HaW-IBJITOTO BpeMe, KaTo IpH
YCTaHOBSIBAaHE HAa TO3W HMHTEpBall jJabopaTopusita B3eMa B ChOOpakeHHE NPOTOKONa 3a M3paboTBaHE Ha Ipodara,
MpenopbKHUTE Ha TIPOU3BOINTENS HA PEareHTH U M3II0JI3BaHaTa arnaparypa.

17. Bcuuku peareHTH MOAXOIAIIO ce O0O3HauaBaT W CHXPaHSABAT CHOOPA3HO IPOU3BOJICTBEHHUTE
UHCTPYKIMH. Bcekn cepyM, MOHOKIIOHATHO aHTUTSIIO, nmaHen 3a Tunusupane u JJHK pearent (oMMruHykIeoTHu,
€H3UMU U JIp.) CE ChXpaHABAT MPHU YCIOBHUS, TOJIXOAAIIM 32 MOIIbPKAaHE HA TAXHATA CTAOWIHOCT U CHEIH(PUIHOCT,
KOSITO c€ TIOTBBPXKJaBa Ype3 MyOJUKYBaHU JaHHH W/HIM JTOKYMEHTAIMs HA MPOWU3BOIUTENS W/WIH JIOKYMEHTHPAHO
JIOKAJIHO TECTyBaHE.

18. Pearentute, pa3TBOpUTE, CpEAUTE, KOHTPOIIUTE, KATHOPATOPUTE U APYTH MATEPHUAIH CE HAIITACBAT 3a
O3HauaBaHE Ha: a) MMETO W KOraTo € HeoOXOJMMO, THUThpa, CHJIaTa WM KOHIICHTpalusATa, 0) W3MCKBAaHUATA 3a
ChXpaHEHHE; B) JaTaTa Ha MPUTOTBSIHE, CPOK Ha TOTHOCT U BCAKAKBA JApyra yMecTHa HH(OpMAIusl.

19. Benuku nipotielypH, M3MOJI3BaHU B 1a00paTopusiTa, ACTAMIHO Ce ONMCBAT B HAPBYHHK, JOCTHIICH IPH
MIPOBEXTAHETO Ha Mpoleaypure. HappuyHUKBT ce MmpoBepsiBa HalW-MallkO MOHE BEAHBXK TOJUIIHO OT HadaJHHWKAa Ha
naboparopusiTa U Ce ChXpaHABAT MUCMEHUTE JIAHHW OT TE3H INPOBEPKH. BCHYKH TPOMEHH B MpPOIEIypHUTE Cce
MTOJNTMCBAT OT HAYAJIHUKA Ha TabopaTopusTa, KaTo ce 03HaUaBa M JlaTara Ha MPOMSHATA.

20. JlaGoparopusara ce OCHTypsiBa C JOKYMCHTHpaHH KpPUTEpPHH 3a W3padoTBaHe Ha pedepeHTHHUTE
CTOMHOCTH Ha M3CJIEABAHUTE MOKA3aTENN, KOUTO CE OCHBPEMEHSBAT MIEPHOANTHO.

21. KoMOIoTbpHUTE aHAIM3U M PE3YJTAaTH Ce MPETJIekKAaT, IPOBEPSABAT U MOANKCBAT OT HaYallHUKA Ha
nabopaTtopusiTa, MpeIu 1a ObJaT MpelaBaHu.

B. KauectBen koHTpoOI

1. JJaBopaTopusita Ma pa3paObOTCHH MpaBwiia 32 OCUTYPsIBaHE HA KAUYeCTBOTO.

2. JlJabopaTopusaTa y4acTBa Hail-MaJIkoO B €Ha Iporpama 3a BbHIIHA OLleHKa Ha kadecTBoTO (BOK).

3. [Ipobure 3a BOK ce TecTyBar 1o ChIus HAYMH, KAaKTO W MPOOUTE HA MAIUCHTH.

4. JlabopaTtopusita U3BBpIIBa BhTpenadoparopeH kadectBeH kKoHTpou (BJIKK) u koHTpon Ha peareHTH,
po0Ou 3a n3cleABane, M3BBPIIBAHUTE B JTa00OpaTOPHATA TECTOBE, H3MOI3BaHATA arlaparypa u JIp.

5. Bcekn 4ieH Ha mepcoHaNa Hai-Manko 4 MHTH TOAMIIHO ydyacTBa B TECTYBAaHETO Ha mpoda ¢
HEW3BECTHA CIEMU(PUIHOCT C OrJel OIeHKa Ha CIIOCOOHOCTTa My Ja JaBa BB3MPOU3BOAMMHU pe3ynTaTH. Te3u
pe3yNTaTH ce JOKyMEeHTHpAT.

6. Jlabopatopusita TpsOBa Ja WMa YCTAaHOBEHH NPOIETypH, KOUTO TpHIAra, KakTo W JOKYMEHTHpa
B3€TUTC MEpKH, KOTraro: a) TEeCT CHUCTEMHUTE HE OTrOBapsT Ha YCTAaHOBEHHTE KpPUTEPHH Ha J1abopaTopHsTa,
BKOUnTENHO pe3ynratu or BOK, kouTo ca W3BBH AOMYCTUMUTE TPAHMIM, U KOraTto; 0) ca OTKPUTH TPEIIKH B
pe3ynTaTh Ha manueHTH. Brmocnenctsue mabopaTopusTa € ITbKHA OBp30: a) Ja YBEAOMH TO3H, KOWTO € Mopbhyal
W3CIIC/IBAHETO WJIM BEYE W3I0J3Ba TPEUIHHUTE pe3ynTarw; O) Ja W3MpaTH HOBH - KOPUTHUPAHU PE3yJTaTH;, W B) Ja
ChXpaHABa KOMUE OT OPUTHHAIHUS PE3yNTaT ¥ KOPUTUPAHUS PE3yITaT Hail-MaJKo JBE TOIUHH.

7. HauanHuKbT Ha JlabopaTopusiTa M IPYyTUTe MEAMLUMHCKA M HEMEIUIMHCKHU CIICHUAJINCTH YJ4acTBaT B
MporpamMu 3a 00y4eHHe B ChOTBETHUTE KaTETOPUY MEIUIIMHCKU ¥ Ta0OpaTOpHU IEHHOCTH.



8. JlabopaTopusiTa Mo KIMHMYHA HMYHOJOIHMS MOKE [1a OCUTYpsiBa 4acT OT JEHHOCTTa IO KIMHUYHA
UMYHOJIOTHS 110 JAOTOBOP C Jpyra J1adopaTopHsi, KOATO Ja M3BHPIIBA BMECTO Hesl AaJeHU TECTOBe. B To3m ciryuaii
BTOpara JlabopaTopus TpsOBa CHIIO 12 TOKPUBA METUIIMHCKUTE CTAHAAPTH 34 OTACIHUTE TECTOBE.

I'. JoxymeHnTupane

1. JlabopaTopusTa ma3u IOKYMEHTAlMs C JaHHA Ha TECTyBaHUTE JIMIA 3a ABE WJIM MOBeYe TOJUHU B
CHOTBETCTBHE C JieHicTBaIlaTa HOPMaTHUBHA ypenoa.

2. PaboTHHTE TPOTOKONM TpsAOBa SICHO Ja TOKa3BaT MAECHTUYHOCTTA Ha JIMILETO, YMHTO Marepuan ce
TECTyBa, M3IMIOJ3BAaHUTE PEAreHTH, JaTaTa Ha HM3CJEABAaHE M JIMIETO, M3BBPLIMIO aHAIN3a, IPEHOPBUYUTEIIHO € 1a
CBIBPKAT U KPaTKO OIMCAHWE Ha M3IMOJI3BaHUS MaTepuai B mpodara (KpbB, IUMQEH Bb3el, ClIe3Ka, KOCTEH MO3BK H
Ap.).

3. OUIIBT ¢ TOTOBHSI PE3YNTAT ChABpPXKA:

a) IMETO Ha M3CIEIBAHOTO JIMIE U NICHTU(HUKALMOHHUS HOMED;

0) mataTa Ha B3eMaHe Ha pooara;

B) BHJa Ha npobara;

T') U3TOJI3BAHUS METOT;

) 3aKIIIOUEHHe, 1aTa U MOAINNC Ha HaYaJTHUKa Ha JabopaTopusiTa Wik 3aMEeCTHHKA MY.

OuUIIBT MOXKE 1a ChABPKA U:

a) 1aTa Ha u3paboTBaHe Ha MMpodara;

0) ChOTBETHHUTE KOHTPOIHHU CTOMHOCTH (peepeHTHN TPaHUIIN), B CIAydail 4e € 1esIecho0pas3Ho.

4. JlabopaTopusita mocouyBa WHGOPMAIUS OTHOCHO CHCTOSHHUETO HAa MPOOWTE, KOMTO HE OTroBapsT Ha
MIPUETHTE KPUTECPHH.

5. Jlabopatopusita cexpansaBa 3amucute ¢ pe3yarata ot BJIKK u BOK.

. 3agpmxuTeneH (MUHUMaleH) o0eM TOKazaTeNd M 3aABIDKUTENIHA amnaparypa 3a JadopaTopus MO
KJIMHAYHA UMYHOJIOTHS - CaMOCTOSITEIHO Je4eOHO 3aBellCHHE MJIM YacT OT CTPYKTypara Ha jedeOHO 3aBelleHHE 3a
OOJIHUYHA WJIH 32 U3BBHOOTHUYHA TIOMOLI.

1. 3agpmkuTeneH (MUHUMAIIEH) 00eM 3a J1a0opaTOPHH MTOKA3aTEIH:

1.1. onpenensue Ha ob1y umyHormoOyuHN Url', UM, UrA;

1.2. onpenensne Ha C3 u C4 KOMIOHEHTH HAa KOMILJIEMEHTA;

1.3. onpenensiae Ha pesMmaTousieH dakrop (PD);

1.4. onpenensiHe Ha aHTHCTPENTONIM3UHOB TUTHP (ACT);

1.5. ompenensiHe Ha KPUOTIIOOYITHHY;

1.6. onpeaensHe Ha aHTUHYKJIeapHHU anTuTena (AHA).

2. 3agprkuTenHa (MUHIMaIHA) Ja0opaTopHa anapaTypa:

2.1. 3aTBOpeHa cucTeMa 3a B3eMaHe Ha KPbB;

2.2. nentpodyra;

2.3. TepMocTar;

2.4, xmagunauk (4 - 8 °C);

2.5. xmagmmaa kamepa ( - 20 °C);

2.6. cBeTNMHEH W/WIH (IIyOpecleHTEH MUKPOCKOIT;

2.7. ciektpootomeTsp (ELISA cniekTpodhoToMETEp) Witk aBTOMAaTH3UpaHa CHCTeMa 32 UMYHOOJIOT

E. JombnuureneH (onTuMmanieH) oOeM TMOKa3aTeld W amaparypa 3a JabopaTopus NO KIMHUYHA
HMYHOJIOTHS CaMOCTOSATEIIHO JIeUeOHO 3aBEICHUE WIIM YacT OT CTPYKTypaTa Ha JieueOHO 3aBeAeHUe 32 OOJHUYIHA MIIH
33 U3BHHOOIHUYHA [TOMOIIL.

1. Jombnnutenen (ontumaineHn) obem 3a JIaOOpaTOPHU IOKas3aTeld (B 3aBUCHMOCT OT XapakTepa Ha
JIEHHOCTTAa U TI0 TIpelieHKa Ha PHKOBOACTBOTO Ha JIEYEOHOTO 3aBeICHUE)

1.1. OmpenensiHe Ha aHTUHYKJICapHM aHTHTENa CPELly pa3liYHd HykieapHu aHtureHu: dsDNA,
Sm,RNP, SS-A(Ro), SS-B( La), Scl 70, Jo-1, nearpomepu, XUCTOHHU U AP.

1.2. OnpenensiHe Ha aAHTUMUTOXOHApUATHU aHTUTeNna (AMA)

1.3. OnpenensiHe Ha aHTUTIIAAKOMYCKYJIHU aHTATEeNa (ATMA)

1.4. Onpenensine Ha anTuochoaunuanu anturena (ADA)

1.5. Onpenensine Ha aHTHHEYTpoduIHK MTOMIa3MeHu anTurena (AHLIA)

1.6. OmnpexensHe Ha aHTUTENa KbM I[IUTOBHIHA kjie3a (aHTH-THpeorioOymuHoBH /TATY/,
anTu-mukpozomManHu/MAT/, cpemy Tupeongna nepoxcunasza /TI10/, cpenry penentop 3a THPEO-CTUMYJINPALL XOPMOH
u ap.)

1.7. Onpenensne Ha C peaktuBen npotenH (CPIT)

1.8. Onpenensue Ha enuanyHa HLA ciemmduanoct (HLA-BS, -B27, DRB1*04 u np.);

1.9. Onpenensine Ha TymopHu Mapkepu - CA 19-9, CEA, CA 15-3, PSA, AFP, bHCG u ap.

1.10. OmpenensiHe Ha XOPMOHM: TUPOUIHHU, HALOBOPEUHHU, XUODU3HH, TIOJOBH U JIP.



1.11. OmpenensiHe Ha aHTUTeNa W AHTHTEHH OT BHPYCH, OAKTepuH (BKJI. XJIAMUINH W MHKOILIA3MH),
napasuTH

1.12. OnpenensiHe Ha MoHOKIOHANHH TpotenHu: Url, UrA, UrM, Ur/l, UrE, xana n nam6ma cBoboaHH
JIEKW BEPHUTH B CEPYM C UMYHO(HKCAIIHOHHA eJleKTpodopesa

1.13. Onpexensiae Ha 00K 1 ceunPUIHU UMYHOTIT00YTMH E

1.14. ®aoyrmuToMeTpHIHO UMYHO(PEHOTHUIIM3UPAHE HA JICBKOITUTH

1.15. Onpenensaue na HLA cuctemara

1.16. OnpenensiHe Ha ThKaHHATAa CbBMECTUMOCT Ype3 KpocMau peakiius

1.17. OnpenensHe Ha MUPKYJIUPAIIHA aIOAHTUTETIA

1.18. OnpenensHe Ha APYTHU OPraHCIEUPUIHN ¥ OpraHHEeCTIeU(UIHN aHTHTEIA

1.19. OnpenensiHe Ha CIIOHTAaHHA M CTHMYJIUpaHa aKTHBAlWs W Tpoiudepanus Ha JTUMPOIUTUTE - in
vitro test

1.20. OmpenensHe Ha WH BUTPO ajiepreH crnenuuvHa aKTUBAIUSA/AETpaHylanmus Ha 0a30(QHIHU
IPaHyJIOLUTH Ype3 (I0yLHUTOMETPHS

1.21. Murores- 1 aHTUTCH-UHAyIHpaHa Oj1acTHa TpaHchopmarus

1.22. IMyHOXUCTOXUMHWYHH U3CIIEABAHUS

1.23. OnpenensiHe Ha UUTOKUHU

1.24. Onpenensine Ha aHTUTEeH-crienuuaan T TUMpoIUTH

1.25. OnpenensHe Ha (haronuTo3a U OKCUIATHBEH B3PUB HA HEYTPODWIA U MOHOIIUTH.

2. lompmauTeneH (onTuMaiieH) obeM gaboparopHa amapaTtypa

2.1. Cnenuanu3upany HeHTpoyru (Hap. MUKPOLEHTpOodyra, HUTOUEHTpodyra, BHCOKOOOOPOTHA U 1Ip.)

2.2. ©pmzep (-70 °C)

2.3. ®A0yIUTOMETHD

2.4. JlammHapeH O0KC

2.5. CO, unky0batop

2.6. CTepeoOMHIKPOCKOIT

2.7. PCR anapat

2.8. HabGop 3a enextpodopesa

2.9. TpancuIrOMHUHATOP

2.10. dpyru.

K. AHaTUTHYHY PUHIMIIN 32 U3BBPIIBAHE HA UMYHOJIOTHIHHUTE U3CIIEIBAHUS

Memunuackuar crasgapT "KnuHuuHa wumyHonorus" mnpenopbhbyBa Ja C€ H3MO0J3BAT AHATUTUYHU
MPUHIWIK 332 W3BBPIIBAHE HAa WMYHOJOTHYHUTE W3CIEABAHMI, OCHOBAHM HA MPHHIWINTE, BB3MPUETH OT
EBponelickata denepanus Ha umyHonornunute apyxkectsa (EFIS), EBpomeiickara denepanus mo MMyHOT€HETHKA
(EFI), AMEpUKaHCKOTO IpYXKECTBO TI0 TbKaHHa chBMecTUMOCT (ASHI), MexayHapoaauss KOMHUTET TIO
crangaptuzauus B xemaronorusara (ICSH), Jlabopatopen cranaapt Ha Hioliopkckust uHcTHTYT Ha 3apaBero (NYSDH)
U ApYTH.

1. OnpenensiHe Ha MPOTEUHU B CEPYM M JAPYTH OMOJIOTMYHH TEUHOCTHU: OOIIUM MMYHOTJI0O0yauHu UM,
Url’ u UrA; C3 u C4 KOMIOHEHTH Ha KOMILICMEHTA.

1.1. UmyHoONornyHUTE Ja00paTOpUM TPsIOBA J1a ca B CHCTOSIHUE JIa OTPEICIAT KOJIMIECTBOTO Ha OOIIHTE
cepyMHH UMyHOTIIo0ymuHH oT KitacoBere UrM, Url" u UrA; C3 u C4 KOMIOHEHTHTE Ha KOMILJICMEHTA.

1.2. M3non3Bar ce yTBBPIACHH TEXHHKH 332 ONTHMAIHOTO OIpeAeisHe Ha HecTeUn(UIHH CEPYMHHU
umyHornoOynuan ot kimacosere MUrM, Url' m UrA; C3 m C4 KOMIOHEHTM Ha KOMIUIEMEHTa, KaTo paauaiiHa
MyHOAU(Y3Hs, HePEIOMETPHUS U Ip.

1.3. OnpenensHe Ha 00U CepyMHM HMMYHOrJoOyauHM OT kiacoBere MrM, Ur[' u UrA; C3 u C4
KOMITOHEHTH Ha KOMIUIEMEHTa Ype3 pajuaina uMyHoaudy3us mo MaHduHH.

1.3.1. M3non3Ba ce craHAapTU3UpaH, THPrOBCKH Pa3NpOCTPaHsBaH KOHTpoOJeH (pedepeHTeH) cepyM ¢
W3BECTHA KOHLEHTpauus Ha uMyHornooyiaunaute, C3 u C4, KOHTO ce TecTHpa MPH BCAKO M3BBPIIBAHE HA TECTa.

1.3.2. M3nom3Bar ce THProBCKH Pa3NpOCTPAaHABAHM CTAHIAPTH C pa3indHU (Hail-Manko 3) W3BECTHH
KOHIIEHTpALMK Ha U3CIEABAHNUTE CEPyMHHU MMPOTEHHHU, KOraTo € He00X0AUMO MOCTPOSBaHE HA CTaHAAPTHA KpUBA.

1.3.3. Ilpu 3amouBaHe Ha paboTa ¢ HOBAa MapTHA IJIAKW BCHYKH CTaHJAPTH W KOHTPOJEH CEPyM Ce
TeCTHpaT Ha HOBATa MapTUAA TUIAKHU.

1.3.4. Texyul KayecTBEH KOHTPOJ Ha MUMYHOIUIAKUTE CE MPOBEXJa Ha BCEKH 6 - 8§ CEIMHULIU C BCHUYKU
CTaHJAPTU U KOHTPOJIHU CEPYMH.

1.3.5. Ilpu BcsKO cieBamio M3CieaBaHe ChC ChIaTa MapTHJIA TUTAKH KaueCTBEH KOHTPOJ C€ W3BBHPINBA
caMo C KOHTPOJHHS CEpyM, KaTO Ce CIEAN HETOBUTE CTOMHOCTH Ja IMMONaJ HaT B IOBEPUTEHNS HHTEPBal. AKO Te HE ca
B TO3U MHTEpPBAJI, U3CIEABAHETO CE MOBTApPs, KaTO 3a€IHO C KOHTPOJHHS CEPYM CE€ TECTHpaT MOHE 3 cTaHAapTa U ce
n3paboTBa CTaHIAPTHA KPHBA.



1.4. Ompenensiae Ha 0o0mM cepyMHU HMyHOrIoOynmuHU OT kimacoere UrM, Url' u UrA; C3 u C4
KOMITOHEHTH Ha KOMIUIEMEHTA 4pe3 He(eToMeTpHsL.

1.4.1. Ilpu nedenomerpuuHoTo omnpenensHe Ha umyHornoOynuad, C3 u C4 KOMIOHEHTH Ha
KOMIUIEMEHTa C€ M3MOJI3BAaT BHCOKO M HUCKO TOJNIOKUTETHH CEPyMH, NMpeAJiaraHd 3aeJHO C THPrOBCKHTE HabOpH.
TexHuTe 04akBaHM CTOMHOCTH Ca YKa3aHU OT IPOU3BOAMUTEISL.

1.4.2. Pe3ynrature OT U3CIEABAHUTE CEPYMHH NPOOU ce IpreMarT 3a BaJIMIHU CAMO aKO HHUCKO U BHCOKO
KOHTPOJIHUTE CEPYMHU UMaT CTOMHOCTH, MTONAAAIH B YKa3aHUs UHTEPBAI.

2. Ompenensae Ha MoOHOKJIOHamHU mpotewnn: Url', UrA, UrM, Ur/l, UrE, xana u jamOma cBoOOIHU
JIEKU BEPUTH B CEPYM.

2.1. VmyHonorumyHure sadopaTopud TpsAOBa Ja ca B CBbCTOSIHAE JAa ONpeleNsiT HaJMYHEeTO Ha
MoHoKJIoHanHU npoTennu: Url', UTA, UrM, Ur/l, UrE, kana u nam0/1a CBOOOHH JICKH BEPUTH B CEPYM.

2.2. 3non3Bar ce yTBbPACHHU TEXHUKH 32 KAUECTBEHOTO JJOKa3BaHE HA MOHOKJIOHATHHUTE IPOTEHHHU, KaTO
“MyHOeNeKTpodopesa 1 UMyHODHUKCAIIOHHA eNeKTpodopesa.

2.3. HoBure Habopu OT peareHTH ce€ TECTyBaT W CpaBHIBAT C MO3HAT HaOOp, MaBamly MPHEMIIKMBU
pe3yaTaTH, Win ¢ IpoOu ¢ MO3HATa PEaKTUBHOCT.

2.4. HW3nom3Ba ce TBHPrOBCKH pPa3lpOCTpaHSIBAH WM NPUTOTBEH B J1abopaTopusiTta CEpyMEH Iy,
ChIbpKaIll MOHOKJIOHAJHM NPOTEMHM OT BCHYKM H30TUIIOBE 3a IEPHOANMYEH KOHTPOJ Ha PEaKTHBHOCTTa Ha
aHTHCEPYMHUTE.

3. Onpenensine Ha oo umyHornoOyauau E (UrE).

3.1. Jlaboparopusita TpsibBa 1a € B ChCcTOsIHUE Jia u3ciensa oomure UrE. M3non3sar ce yrBbpAeHUTE 32
TOBa METOJIM: UIMYHOCH3UMHH, PAJHONMYHOJIOTUYHH, (DIyOPUMETPUYHU, XeMUITYMHUHECLICHTHH U IPYTH.

3.2. Besiko m3cnenBaHe BKIIFOUBA KOHTPOJIHM CEPYMHM € pa3iMyHa KoHueHTpauus Ha UrE, Bki. cepym c
murnca Ha UrE. Ilo nony4eHnTe cTOMHOCTH OT M3CIIEIBAHETO HA TE3U CEPYMH C€ MOCTPOsBa KpHUBATa 3a OTUYHUTAHE HA
pe3yJTaTure.

3.3. Ilpu BcsAKO H3cneiBaHe ce U3IMOI3Ba U €UH U ChIIN CEpyM C U3BeCTHa KoHUeHTpauus Ha UTE, kato
MOJIYYECHUAT pe3yiTaT TpsiOBa J1a momnaja B yKa3aHUTe IPaHULH.

4. Onpenensue Ha crienqupuaan umyHornooyauau (UrE).

4.1. Jlaboparopusita TpsOBa 1a € B ChCcTOsHUE Ja onpenens cnenuduunure UrE. M3non3Ba ce enuH ot
YTBBPACHUTE METOIN: UMYHOCH3UMEH, PaIHONMYHOJIOTHYEH, (DIIyoprMeTpuyeH, XeMUITyMUHECIICHTHH.

4.2. Tlopagu Obp3ara mpoMsiHa Ha HHUBaTa Ha LUpPKynupaummre cneunpuuHn WrE kbpM HMHCEKTH U
JICKapCTBa €€ NPENopbuBa KPbBTA Aa C€ B3eMa HE IO-PaHO OT 2 - 3 CeAMHUIM M HE IO-KbCHO OT 6 Mecela cien
y>KUJIBAHETO WM MPUEMAHETO Ha MEIMKaMEHTa.

4.3. Besako u3ciieiBane BKIIIOUBA KOHTPOJIHU CEPYMU C pa3iMyHa KOHIEHTpauus Ha cneunduanure UrE,
BKJI. cepyM c nurica Ha UTE. [1o noiyyeHnuTe CTOMHOCTH OT M3CJIEIBAHETO HA TE3U CEPYMHU CE€ MOCTPOsBa KpUBaTa 3a
OTYHMTAHE Ha Pe3yJITaTHUTE.

4.4. Tlpu BcsKO M3CNeABaHE C€ M3MOJ3BA €IMH U CBHIIM CepyM C M3BECTHA KoHIeHTpamus Ha UrE, xato
MOJTYHYECHUST Pe3yiTaT TpsiOBa J1a momnaja B yKa3aHUTe TPaHHLIH.

5. Onpexaensae Ha peemaTonsieH daktop (PD).

5.1. JlaGoparopusita TpsiOBa &la € B ChCTOsSIHME JAa m3cienBa peBMaTtouzaeH dakrop (PD). M3nomssa ce
elHa OT  YTBbpAEHUTEe  TexHuUKu:  xemarnyTtuHauus  (Rose-Waaler  peakums),  naTekc-ariyTHHALUs,
HMYHOTYpOUIMMETpUST U HedenoMeTpusi. B cinydyanTe Ha oTpuLIaTeNIeH pe3yniTaT MO TE3W METOIW Ce IMpernopbyBa
W3II0JI3BAaHETO HA MIMYHOECH3UMEH MeToA. B To3u ciyyaii ce onpenesnst 1 n30TUIbT Ha PO.

5.2. Bedxo m3cnenBaHe BKIIIOUBA KOHTPOJHHU CEPYMH: C BHCOKa KOHLEHTpaius Ha P® (momoxuTenHa
KOHTpOJIa) U CepyM, B KOWTO mpenBapuTelHO He € ycraHoBeH P® (orpunarenHa koHTpoia). Pesynrarture ot
M3CIIEIBAHETO Ca HEBAIMAHM, aKO TE€3W CEPYyMH HE TIOKaKaT OYaKBaHUS pe3yITarT.

6. OnpenensHe Ha aHTUCTPenTONM3HHOB THTHDP (ACT).

6.1. Jlaboparopusra ompenenss ACT mo egwH OT yTBBPIACHUTE ariyTHHANMOHHW, HEYTpaTH3aIlnOHHH,
WMYHOCH3UMHH, IMYHOTYPOOJUMETPUYHHN UK HEPETOMETPUIHN METOH.

6.2. Bcsko wu3cnenBaHe BKIIOUBA KOHTPOJIHM CepyMH C pasznuuHa KoHueHTpauuss Ha ACT, Bk
MOJIOKUTENTHA U OTPHUIIaTEeTHA KOHTPOJIA.

6.3. Becsiko wn3cnenBaHe BKIIOYBA KOHTPOJEH cepyM ¢ u3BecTHa KoHueHTpauus Ha ACT, karo
MIOJTyYEHUST pe3ynTaT TpsiOBa Ja rmomnaia B yKa3aHUTE TPaHHIIH.

7. Onpenensine Ha C peaktuBHus npoteud (CPID).

7.1. JIaboparopusra TpsOBa ga Moxe na onpexnens CPII B cepyma. M3nomn3Ba ce enuH OT YTBBPACHUTE
METOJAM: ariTyTHHAIIMOHEH, IMyHOCH3UMEH, TYpOUANMETPHYCH, XeMIITyMUHECIIEHTEH MU He(eIOMETPUYCH.

7.2. Besiko u3cneBaHe BKIIFOUBA KOHTPOJIHU CEPYMU € pa3nuyHa KoHueHTpauus Ha CPIIL.

7.3. Ilo nonmy4yeHUTe CTOMHOCTH OT M3CIIEJBAHETO Ha T€3U CEPYMHU Ce MOCTPOsBa KpHUBaTa 3a OTYUTAHE Ha
pe3yaTaTure.



7.4. IIpu BCSKO U3CIEIBAHE CE M3I0JI3BA U €JUH U CBIIM CEpyM ¢ u3BecTHa KoHUeHTpauus Ha CPII, kato
NOJYYEHUST Pe3ysTaT TpsAOBa Ja Monaja B yKa3aHUTe TPaHuIH.

8. OmpenensHe Ha aHTHHYKJIeapHHU aHTHTena (AHA) B cepym.

8.1. JlabopaTopusTa TpsiOBa Aa € B ChCTOSIHUE J]a OTPEEIIs HATMINE M TUThP WK KolndecTBO Ha AHA B
cepyM.

8.2. M3nons3Bar ce yTBBPICHM TEXHUKU 3a ONTUMAIHOTO ompenesnsHe Ha AHA, xato uHIupexTHa
umyHodIyopecueHusa BpXy npenapatu ot kinerbuna guaus (HEp2, HEp2000 nnu npyru craHaapTU3MpaHu TakruBa)
WU ThKAaHHU XKUBOTHHCKH cpe3u (ObOpEeK OT MHINKa MM KOMOWHAITUS OT YepeH Apod, croMax B OBOpEK OT ILTBX),
KaKTO U MMYHOCH3MMEH TeCT 3a CKpuHUHT Ha AHA, cmopen cTaHaapTHUTE PaOOTHH MPOLEIYPH, BB3MPHETH B
nabopaTopusTa.

8.3. Jlaboparopusita uMa U3pabOTEHU KPUTEPHUM 33 pasrpaHUYaBaHC Ha TMOJOXKUTEIHHU W OTPHUIATCIHU
poou.

8.4. Jlaboparopusara € B ChCTOSHHE Ja OIeHsBa BHJA Ha (IyOpPECICHINATA CHIIIACHO OOIIONMpPHUETUTE
CTaHAApPTHU THUIIOBE.

8.5. N3momssa ce monoxuteneH 3a AHA KOHTpoJIEH cepyM, THPTOBCKH WJIM IIPUTOTBEH B JIAOOpATOPHATA
OT MALIMEHTH ChC CUCTEMHO aBTOMMYHHO 3a00JIsiBaHe, C IPEABAPUTEIHO JOKAa3aHA XapaKTEPUCTUKA U TUTHP.

8.6. U3zmomsBa ce orpumareneH 3a AHA cepyMm, ThproBCKH WM TIPUTOTBEH B JabopaTopusita OT 31IpaB
JIOHOP, C TIPEABAPUTEITHO JOKa3aHa aumnca Ha AHA.

9. OnpenensiHe Ha aHTUHEYTPOQMIHU LUTOIUIA3MeHH aHTuTena (AHLIA).

9.1. JJabopaTopusita MOKeE JIa OTIpe/ieNs HATMIue, crennUIHOCT H TUThp/KomdecTBo Ha AHIIA criopen
oumamHo npreTaTa HOMEHKJIATYPA.

9.2. M3mom3BaTt ce yTBBPACHH TEXHUKH 32 ONTUMATHO omnpeensae Ha AHIIA.

9.3. Karo cyOctpar 3a UMD moxe nga ce M3mon3Ba HaMa3ka WM LUTOLCHTPOQYKEH Mpemapar OT
HOPMAaJIHM JOHOPHH JIEBKOLUTH, (PUKCHUPAHH C €TaHOJI, IPUTOTBEHU IO CTAHIAAPTH3UPAH METOA W/WIH THPIOBCKH
npenaparTH.

9.4. JlaGoparopusita uMa U3pabOTEHN KPUTEPUHU 3a pasrpaHUYaBaHE HA ITOJIOKHUTEIHU U OTPULATEIIHU
poou.

9.5. CrangapTHaTa MHAMPEKTHA UIMYHO(IIyOpECLICHTHA TEXHUKA TPsiOBa J1a ce U3M0JI3Ba KaTO CKPHUHUPALL
TECT.

9.6. JlabopaTtopusita € B CBCTOSHHE Ja OLEHsIBa BUAa Ha (QIyOpeclEeHIUsITa, KaTo H3M0I3Ba
MEXIyHApOIHO IIpHeTaTa HOMEHKJIATypa 3a UMYHO(DITyOpECIIeHTHUTE CTaHaapTHH TUioBe Ha AHIA:

n-AHIIA - mutorasmenn AHITA

n-AHIA - nepunykneapaun AHITA

x-AHUA - (atunnuan) AHLIA.

9.7. 3a ompenensne cnenuduyHOCTTa W TUTHpa/KonndectBoTo Ha AHLIA ce mpumarat TBBpaodazoBu
WMYHOCH3UMHH TEXHHUKH C TIPEUYNCTEHU aHTUTCHH.

9.8. M3nomn3Ba ce MeXIyHAPOAHO NpUETaTa HOMEHKJIAaTypa 3a uMyHoeH3uMHH THnoBe AHILIA:

[Iporennasa 3-AHIIA - aBToaHTHTENA CpelTy MPOTEHHA3a 3.

Muenonepokcunasa-AHLIA - aBToanTHTeNa Cpelry MUEIONEPOKCHIa3a.

9.9. OTpuuaTeHUAT KOHTPOJIEH CEPYM € ThPrOBCKU CEpyM WM OT 3ApaBU MHIAUBHUIM (MOXE W IyJT OT
HSIKOJIKO JIOHOpa), NIOKa3aH C HMMYHOCH3MMHHM TEXHUKH, Y€ € HeraTWBEH cpelly crnenuguyHu HeyTpoduio-
LUTOIUIA3MEHH aHTUT'€HU (IPOTEHHAa3a 3 U MUEIOIEPOKCUAA3a).

9.10. TToMOXKUTETHUAT KOHTPOJICH CEPYM € THPTOBCKH CEPYM HJIM OT MAIUCHTH C XHCTOJOTHYHO JI0Ka3aH
CHCTEMEH HEKPOTH3HUpAILl BACKYJIUT, ChAbPKaIM aHTUTeNa ¢ Bepudunupana upe3 UEM cneundudnoct (mporenHasa
3 ¥ MHETIOTIEPOKCHIA3a).

9.11. Bewuku cepymuu mpobu ¢ n-AHIIA wnu atunmuan AHIIA, ceabpxkamy eJHOBPEMEHHO
naTepdepupant AHA (c xoMoreHHa win nepudepHa HykiIeapHa (IyOPECIeHINs), 3abDKUTEIIHO C€ M3CIIeIBAT C
MEM 3a Hanuune Ha npotenHasa 3-AHIIA u muenonepoxcumaza-AHIIA.

9.12. Ilpu u3non3BaHe Ha MPEYUCTEHH B Ja0OpaTOpUATa aHTUTEHHU C€ MPEANOYNTa METOA, MPUUUHSIBALL
BB3MOKHO Hali-MaJKaTa UM JeHarypanus. JKenaTeaHo e 9ucToTara Ha MPeYrcTeHns aHTHTeH J1a Obe Bepudurpana
C IMYHOCH3HMMEH TECT C aHTUCEPYMH CpPEILy MOTEHIHATHO KOHTaMuHupaiu 1pyru AHL[A-anTurenu.

9.13. Besika HOBa MmapTya aHTUTEH (THPrOBCKHM WM MPEYHCTEH B JIaOOpaTopuaTa) ce TECTyBa U CpaBHSIBA
cbe "crapa" mapruaa.

9.14. IlpenopruBa ce BCUUKH cepyMHH mpoodwm, monoxutenan 3a AHIIA ot UN®-ckpurawHTa, 12 OBAAT
W3CcIe/IBaHy 3a Hann4ue Ha nporenHasa 3-AHLIA u Muenonepokcunaza-AHILIA.

10. OnpenensHe Ha aHTHTENA Cpelly pa3nudyHn HykineapHu anturenn: dsDNA, Sm, RNP, ss-A(Ro), ss-B
(La), Scl-70, centromere, XUCTOHU U JIp. B cCEpyMa.

10.1. JIaGoparopusita MOXke [a Onpenens HaTMIMeTO Ha aHTUTeNIa CPeLly pa3iInyHU HyKJIeapHH aHTUT'€HU



criopes; o0IIoNnpreTaTa HOMEHKIJIATYpa.

10.2. N3non3Bar ce yTBbpleHH TeXHUKH, kato: UEM, umyHodryopecueHnus, GroyuuToMeTpust U Ipyru
CTaHAAPTH3UPAHU METOIH.

10.3. Ilpm w3mon3BaHe Ha THPrOBCKM MpeNapaTH C€ MPENophuBa CPAaBHEHHETO MEXAYy BCEKH BE
MIOCJIEI0BATEIIHN CEPUH.

10.4. Ilpu pa3paboreH B jgaboparopusaTa METOHA CE€ MPENOpPBHUBA CTPUKTCH KOHTPOJI HA H3OJHUPAHHUTE
aHTUTEHH, u3non3BaHuTe mwiaku 3a MUEM, cpaBHEHH ¢ THProBCKHU Mpemnapary.

10.5. JIabopatopusata umMa u3pabOTECHH KPUTEPUH 3a pa3rpaHUdIaBaHEe Ha IOJIOKHTEITHH W OTPUIIATEITHH
pooH.

10.6. Besixko m3cnenBaHe chAbpXKa MOJOXHUTENIHA M OTpPHLATENHA KOHTPOJIA M CEPyMH C IIO3HATa
KOHIIGHTpaIMs Ha aHTUTEJNaTa, 110 KOATO ce OCTPOsABa CTaHJapTHA KPHBA.

11. Onpenensine Ha aHTUMUTOXOHIpUANHU aHTUTENa (AMA) B cepym.

11.1. JIaBoparopusaTra € B CbCTOSIHHE Aa OMpeiens Hanmuuue, cnenuduyHocT U TuThp HAa AMA B cepym
criopel; OpHUIMAIHO pUeTaTa HOMEHKIIATYpa.

11.2. M3mom3BaT ce yTBBPACHA TEXHUKH 32 ONTHUMAIIHO oTpeeissHe Ha AMA.

11.3. JIabopaTopusita nMa U3pabOTEHU KPUTECPUH 3a pa3rpaHUYaBaHE HA TMOJOKUTEIHU M OTPHULIATEIIHU
poow.

11.4. UnaupexTHaTa IMyHOQIIyOpECIEHIINS! BbPXY ThKaHHH )KHBOTHHCKH CPE3H OT OBOpPEK Ha TUTbX WIIH
MHUILIKA WK TIPenapaTy oT kieTbuHa Juaus HEp 2 ce u3mosn3Ba KaTo CKpUHUHT TECT.

11.5. 3a mudepenumnupane Ha BapuanTaute TumoBe AMA (M1 - M9) ce u3non3Ba UMyHOCH3UMEH METO.T
¢ neUHUPaH MUTOXOHAPHAJICH aHTUTEH.

11.6. UzmomsBa ce momoxurerdeH 3a AMA KOHTPOJEH CEepyM - TBPIOBCKH WM TIPUTOTBEH B
JTabopaTopusTa OT MALMEHTH C AOKa3aHa JHarHo3a MbpPBUYHA OMIMapHa [IUPO3a, C IPEABAPUTENIHO ONpeIesieH TUTHP.

11.7. U3non3Ba ce oTpunarened 3a AMA cepyM - ThProBCKH HITH TIPUTOTBEH B JIADOPATOPHATA OT 37paB
JIOHOP.

12. OnpenensiHe Ha aHTHTIIATKOMYCKYJIHU aHTHTeNna (AI'MA) B cepym.

12.1. JJaboparopusTa € B ChCTOSHUE J1a OTIpeeNst Hainunuue u TUTbp Ha AIT’MA B cepym.

12.2. HWsnom3Bar ce yTBBPACHM TEXHUKM 3a onpengensHe Ha AIMA, karo HHIUpEKTHa
MMYHO(IyOpeCIieHIINA BbPXYy THKAaHHM >KMBOTHMHCKH CpE3W OT CTOMax Ha IUTbX, MHINKAa WM MaiMyHa, WU
HWMYHOEH3UMEH METOJI CIIOpEe ] CTaHJapTHUTE pabOTHU MPOLeTypH, BB3NPUETH B TabopaTopusTa.

12.3. JIabopaTopusara umMa u3pabOTECHH KPUTEPUH 3a pa3rpaHUdIaBaHE Ha IOJIOKHUTEITHH W OTPUIIATEITHHI
poou.

12.4. U3non3Bar ce nmonoxuteneH 3a AI'MA KOHTpOJIEH cepyM € NPEABAPUTENIHO ONPENEICH TUTBP U
orpuraresnet 3a AI’MA cepym.

13. Onpenensine Ha anTHdOCcHomunuaHn anTuTena (ADA).

13.1. JlabGoparopusita € B CBbCTOSHHE Ja ompeaeias aHTU(GOCHOJUNMIHUTE aHTUTENA CIIOPEe.
olmonpuerata HOMEHKJIAaTypa - AaHTUKapAHOJWIMHOBH, aHTH b2 TiIMKONpoTeMH [, aHTH-eTaHOJaMuH,
aHTU-JIU30JICIUTHH, aHTU-C()UHTOMUEIINH U Ap.

13.2. M3non3Bar ce yTBBbPACHN MMYHOEH3MMHH TEXHUKHU 3a OIpENeNsiHE HaJINYMETO, KOIMYECTBOTO U
m3otuma (Url" u UrM) na ADA.

13.3. JlabopaTopusita uMa U3pabOTEHU KPUTEPHH 3a pa3TpaHUYaBaHE HA TIOJIOKUTEIHU M OTPUILIATSITHU
pooH.

13.4. Besiko u3ciieiBane BKIIIOYBA KOHTPOJHU CEPYMH C pa3inyHa KoHIeHTpamus Ha ADA, BKIL. cepyM ¢
aurica Ha aHTuTena. 1o moyuyeHuTe CTOMHOCTH OT M3CIIEABAHETO HA TE3U CEPYMH C€ MOCTPOsiBa KpUBaTa 32 OTYMTAHE
Ha pe3yiTaTuTe.

13.5. IIpu Bcsiko M3cieABaHE ce M3IOJI3BA M €IMH U CHIIU CEpYyM C M3BECTHa KOHUEHTpaus Ha ADA,
KaTo MOJIY4EHUST pe3ynraT TpAOBa Ja [onaaa B yKa3aHUTE IPaHUIIH.

14. Onpexensine Ha aHTUTIIOMepYio0a3anHo MeMOpanuu (AI'BM) anTurena.

14.1. JlaGopaTopusita TpsiOBa Ja MOXKe [a Ompenaeis Hamudme, crnenuduaHocT W TUTbp Ha AI'BM
aHTHTETIA.

14.2. W3non3Bar ce yTBbPACHH TEXHUKH 3a omnpeaensne Ha AI'BM anturtena, karo WHOUpEKTHaTa
MMYHO(ITyOpEeCIIeHTHA TEXHUKA BbPXY KPUOCTATHU CPE3W Ha YOBEIIKH WIIM 32 MPEINOoYHUTaHe MaWMyHCKH OBbOpEK, OT
KpbBHa rpyna 0 WM UMyHOEH3UMEH METO/I, CIIOpE]] CTaHAAPTHUTE paOOTHU NPOLIEAYPH, BB3IPHUETH B Ta0OPaTOPHATA.

14.3. JlabopaTopusaTa nMa N3pabOTCHH KPUTEPUHU 3a pasrpaHUYaBaHe HA TOJOKUATEITHH M OTPHUIIATSITHA
mpoou.

15. OnpenensHe Ha aHTUTeNa KbM IIWTOBHIHA JKJe3a - aHTH-TUpeorsmoOymuHoBH aHTHTena (TAT),
anTu-Mukpo3omanuu antutena (MAT) u antutena cpemty TupeouaHa nepokcunasa (TI10).

15.1. JlabopaTtopusita € B ChCTOSHUE JIa ONpE/els Hajludue, KOHIeHTpauus win Tutep Ha TAT, MAT



nmi TTIO antuTena B cepyM.

15.2. TIpu u3non3BaHe Ha THPrOBCKH HAOOPH WIIM aHTUTEHH MPOU3BOJUTENAT MPeNocTaBsi HHPOpMALUs
3a cneunM(UIHOCTTa U YyBCTBUTEIHOCTTA Ha TECTOBETE, CHOTBETHO 32 YUCTOTATA M XaPAKTEPUCTHKATa Ha AaHTHUICHA.
Bcesika HOBa mapTHaa ce cpaBHsBA C MIPEIUIIIHATA.

15.3. JlaGoparopusita cienBa Ja U3BbpIIBa KonuuecTBeHo onpenaensne Ha TAT u MAT upes crannaptHa
KpUBa OT CTaHIApTH C OIpeleieHa KOHLEHTpAalMs WM IOJIyKOJHMYECTBEHO OIpeeNsHe, upe3 TUTPYyBaHE WM
ofpesieNsiHe MHAEKC Ha TMO3UTHUBHOCT. M3Mon3Bar ce MOJIOKUTENEH U OTPUIATENIeH KOHTPOJHU CEpYMM IPU BCAKO
H3CIIeqBaHe.

15.4. Tlpu cMsiHa Ha peareHTUTE WM TUarHOCTHYHHS THPTOBCKU KHT T€ TpsiOBa Jja ce CPaBHAT C MO3HAT
Ha0Op WM KOHTPOJIHU CEPyMHU C IIO3HATa KOHLEHTpauus Ha aHTurenara. llomydenure pesynratu TpsabBa na Obaar B
TPaHUIUTE Ha JIOMYyCTUMAaTa BapHallys.

16. Onpenensine Ha aHTHUTEINA CIIPSIMO O€Ta-KiIeTKaTa Ha MaHKpeaca.

16.1. JlabopaTopusita € B ChCTOSIHHE Ja OINpeneis Hajludnhe, KOHIIEHTpalHus WiIH TUTHP Ha aHTUTeNa
crIpsiMO JleKapOOoKcuiiazaTa Ha TiyTamuHoBara kucenuHa, 65 Ka umsodopma (GAD 65) um BTrOpus aHTHIeH Ha
octa-xirerkara (IA-2) B cepym.

16.2. M3non3Bar ce yTBBPACHU YyBCTBUTEIHHM TEXHUKH 3a crienuduyHo onpenensae Ha GAD65 u [A-2
aHTUTENA - IMyHOCH3UMEH MJIH PaJHOUMYHOJIOTHYEH.

16.3. 3a menure Ha OeTa-KJISTHYHUS aBTOMMYHUTET CE€ W3MOJ3Ba KaTo aHTHIeH 65 m3odopmarta Ha
nekapOoOKcHIa3aTa Ha TIyTaMUHOBaTa KHCEJMHA. AHTUTEHHH Tpernapary, BKIoYBalM 1 67 n3odopmara, ca ¢ HUCKA
YyBCTBUTEIHOCT M crenuduuHocT. [Ipy wn3mon3BaHe Ha TBHPrOBCKU TIpenapaTtd IPOU3BOAUTEINST IPEIOCTaBsI
nHpOpMaIys 3a Cenn(pUIHOCTTA U YUCTOTaTa Ha aHTUreHa. Besika HOBa mapTHa ce cpaBHsBa C MIPEIUIIHATA.

16.4. IIpenopbuBa ce KOJMYECTBEHO ONPEAEISIHE Ha aHTUTENaTa Ype3 CTAHIAAPTHA KPUBA OT CTAaHAAPTHU C
olpeseneHa KoHIeHTpanys. M3non3sar ce Noja0kKUTENIeH U OTPULIATEIEH KOHTPOJIHU CEPYMHU IIPU BCAKO M3CIIEBAHE.

16.5. Ilpu cMsaHaA Ha peareHTUTE WM AWATHOCTHYHHUS THPTOBCKH KHT T€ CE CpPaBHSABAT C MO3HAT HAOOP
WIK KOHTPOJHU CEPyMH C TIO3HATa KOHIEHTpalus Ha aHTutenara. [lomydeHuTe pesynraTu TpsaOBa na ObaaT B
IpaHULIUTE Ha JOITyCTUMAaTa BapHaLlusl.

17. Onpenensine Ha nHCYNHHOBH aBToanTturena (MAA) u uacynunoBu antutena (MA).

17.1. JIaboparopusiTa € B CbCTOSHUE Aa ONpeAessl Haluuue, KOHIeHTpauus i TuTep Ha UAA u UA B
cepyM.

17.2. V3non3Bar ce yTBBPIACHN YYBCTBUTEIHM TEXHUKH 3a cneun¢uuHo onpexpeisne Ha MAA u UA -
HNMYHOEH3UMEH, PaANOUMYHOJIOTHYEH U JIp.

17.3. Kato aHTUreH ce M3MO0J3Ba YOBEUIKHM PEKOMOWHAHTEH WHCYNWH. [IpoM3BOAMTENAT mpenocTaBs
nHpOpMaIys 3a cennpUIHOCTTa ¥ YUCTOTAaTa Ha aHTUIeHa. Besika HOBa mapTua ce cpaBHsBa C IPEIUIIHATA.

17.4. VI3non3Bart ce MoJIOKUTENEH U OTPULIATENIEH KOHTPOJIHH CEPYMHU IPH BCSIKO U3CIIE/IBAHE.

17.5. Ilpn cMsiHa Ha peareHTHTE WM AUArHOCTUYHUS THPIOBCKM KUT T€ CE CPaBHABAT C MO3HAT HabOp
WIA KOHTPOJIHU CEPyMH C TIO3HATa KOHIIGHTpalus Ha aHTtutenara. [lomydeHuTe pesynraTa TpsOBa na ObIaT B
TPaHULUTE Ha JOIMyCTUMAaTa BapHalys.

18. OnpexensiHe Ha aBTOAHTUTENA KbM MO3bYHU U HEBPAJIHU aHTUTCHU B CEPYM U JIMKBOD.

18.1. JIabopaTopusita € B cbcTOsIHHUE Ja U3cieaBa anturena ot Url' u UIrM u30TUNOBE KbM aHTUTEHH OT
IIEHTpaJIHa W TepudepHa HEpPBHA CHCTEMa - MHEIWH, MUEIHH OasudeH mportewH (MBII), mpoTeomunuaeH nmpoTenH
(I'JIIT), muenun onuroneHapounteH raukonporenH (MOI), muenus acoruupan raukonporens (MAT), ranriauo3nau
GM1, GD1b, S100 mpoTenH, aneTUIXOIWHOBH PEUENTOPH, KAIINEBN KaHAIH, IiepeOeapHy KIETKU, [IUTOTIa3MEHMs
anTtureH Yo, antuHykineapHute Hu, Ri, HeBpoQHMIaMEHTH, CHHANITO30MH, TIyTaMAaTePrHYHH PELEHTOPH, IIIyTamar
nexapookcunasza (I'Al), b-untepdepon u ap.

18.2. Usnom3Bar ce yTBBPACHUTE 3a TOBa METOIW: WUMYyHOCH3UMHH, PaIMOUMYHOJIOTHYHH, NOT-OJ0T
TEXHUKH HHAUPEKTHA UMYHO(ITYyOpPECIICHIIHS.

18.3. Cranmapraara M@ TexHuka ce MpernopbyBa KaTO CKPUHHUpAIL TecT (MHEIWH, IepebermapHH
KJIETKH).

18.4. UEM u 10T-0I0T TEXHUKH C€ MPETOPHYBAT 32 THITU3NPAHE Ha CIIEIU(UIHOCTTA HAa aBTOAHTHTENATa
Cpelly aHTUT'CHM Ha IIeHTpaliHaTa U nepudepHara HepBHa cuctema (MBI, TJIIT, MOI', MAT, GM1, GD1b, Yo, Hu,
Riu1.H).

18.5. Bceku TecT chbprKa OTpULIATENHA U MTOJIOKHUTETHA KOHTPOJIA.

18.6. Bcnuku cepyMHU M TMKBOPHHU NPOOH, TonoxxkuTenHu Ha MWD ckpuHuHra, ce u3ciaenBaT 3a HaIN4nue
Ha crieruduanu anTuTena ¢ UEM.

19. OnpexensiHe HAa TIMATUHOBH U ThKaHHH TPaHCTITyTaMUHO3HU aHTHTENa(ATIA).

19.1. JlaGoparopusita TpsiOBa 1a € B CBHCTOSHWE Ja OMpeAeNs TIHAJUHOBA M TPAHCTIYTaMHUHO3HH
aHTHUTeNa crope]l O0IoNprUeTaTa HOMEHKIIATYpA.

19.2. TpsbBa na ce uU3MON3BAT YTBBPACHW HMYHOCH3UMHHM TEXHHKH 3a OIpeIeisiHE HaJIUdHeTo,



KOJINYECTBOTO U KJIaca.

19.3. Ompegensar ce Url" u UrA .

19.4. JlaGoparopusara TpsiOBa Ja W3BBPIIM KoindecTBeHO omperensHe Ha AImMA u ATIA cpemry
CTaHJapTHA KPUBa OT CTAHJIAPTH C OIpe/ielieHa KOHIIEHTPAIIUS, OTPEICICHH OT MPOU3BOIUTEIS.

19.5. Besiko m3cnenpane TpsAOBa J1a BKIIOYBA TOJOKUTENIHA U OTPHLATENHA KOHTpoOJa, JeUHUpaHa OT
IIPOM3BOJUTEIS.

19.6. TpabBa na ce U3MOI3BAT THPrOBCKH HA0OpHU C MpenocTaBeHa MHQPopMalus 3a CIeun(pUIHOCTTa U
YyBCTBHUTEIHOCTTA HA TECTOBETE.

19.7. 3agbpmkuTeTHO TPsIOBA 1a ce OTpeeNis K CEpyMHOTO HUBO Ha UTA.

20. OnpenensiHe Ha aHTHUTENA CPEIly ThKaHHA TpaHcriryTamuHasa (AtTg).

20.1. Jlaboparopusita TpsiOBa 1a € B CBCTOSHHE Ja OMNpeAess aHTHTeJIa Cpeuly ThKaHHA
TpaHCIIIyTaMUHAa3a Copes oOLonprueTaTa HOMEHKIIAaTypa.

20.2. TpsbBa na ce W3MOJN3BAT YTBBPACHH WMYHOCH3UMHHM TEXHHUKH 3a ONpEACIsHE HAIWYHETO,
KOJINYECTBOTO U KJlaca.

20.3. Onpenemst ce Url” n ITA w30THIIOBE Ha aHTUTPAHCTIIYTAMUHA3HU aHTHTETIA.

20.4. JlabopaTtopusTa TpsOBa Ja M3BBHPIIBA KOJMUYCCTBEHO OIPEIENISHE HA aHTHTPAHCIIIyTaAMHHA3HU
aHTHUTENA CPelly CTaHAApTHA KpUBa OT KaJHOPaTOPH C ONpeaeieHa KOHICHTapIHsl, IPEAOCTaBEHH OT IPOU3BOAUTEIS.

20.5. Besiko m3cienBane TpsOBa Ja BKIIIOUBA MOJOXKHUTEIHA M OTPHUIIATEIHA KOHTPOJA, Ne(pHUHUPAaHA OT
MIPOU3BOJUTEIS.

20.6. 3agpKUTETHO TPAOBA 1a ce OIpeeNis U CEpYMHOTO HUBO Ha MrA.

21. OnpenensiHe Ha COOHTaHHA U CTUMYJIMpaHa aKTHBALUS U poiudepanys Ha TUM(POLUTH.

21.1. JIaboparopusTta MOXKE Ja ONpeness CIOHTaHHA U CTUMYJIMpaHa aKTUBalMA W Ipoiudepaunns Ha
IUMQOLUTHTE in Vitro, KaTo ce U3MOI3BaT YTBBPACHH METOJUKH, KaTO H30TOIHA, (JIOYIUTOMETPHYHA.

21.2. BapuanThT Ha MeTOAa (C M30JIMPaHU JTUMMOITUTH WM C IIsJ1a KPBB) ce TOI0Mpa CTIIOpe IeINTe Ha
H3CIIEeIBAHETO.

21.3. Benuku npouenypy 1O HM30JIMPAHETO W KYJITHBUPAHETO HA KICTKHTE CE€ M3BBPIUBAT B CTEPUIIHA
HEMMpoTeHHa, TIOJIMCTHPEHOBA ITOCY/1a 32 €JHOKpaTHA yIoTpeoa.

21.4. JlumdouuTHaTa CTUMYJIMpaHa aKTUBALMA CE HU3CJIeBa C MOJMKIOHAIHU MHUTOTEHH, CHeU(DUIHU
AQHTUTEHU U KO-CTUMYIUPAIIN (HaKTOpPH.

21.5. JlabopaTopusita TpsiOBa Ja YCTaHOBM CHOpE] METOJa HMOAXOAIIM KOHLEHTPAalUU Ha aKTUBATODPa,
Karo: MuHUManHa (TiparoBa), cpeaHa (50 % akTuBarus) ¥ MakcMManHa (TUIATO Ha aKTUBAIUATA), TIPH KOWTO Ce
AKTHBHPAT AOCTaTHUYECH MPOLEHT OT JTUM(OLUTHTE.

21.6. 3aeqHO C KPBBTA HA U3CJICABAHUTE MAIMEHTH KAaTO KOHTPOJIA CE M3CIIeIBa KPBB OT 3ApaB JOHOP.

21.7. Besko onpexaensiHe BKIIOYBA HEraTHBHA KOHTposia (HECTUMYJHMpaHa Tmpo0a) 3a CIIOHTaHHA
aKTHBaLUs U Ipoaudepanrs Ha TMMPOLUTH.

21.8. Tlpn puoynuTOMETPUIHUS METOJ| BCSKO OINpEIeINisHE Ha aKTHBALUATA HA JUMQOIUTH BKIOYBA
W30THITHA KOHTPOJIAa Ha aKTUBUPaHa U HEaKTHBHPAaHA KPBB.

21.9. Koraro ce paboTH ¢ M30JUpaHu KICTKH, KOHIIEHTPAHITa UM TpsiOBa 1a Obe eIHaKBa, a KOraTo ce
pabotu ¢ 1sIa KpbB, 00eMBT Ha MaTepHaja € eIHAKbB BbB BCAKA SIMKA (€MPYBETKa).

21.10. Crporo ce cwOmromaBa KadecTBOTO Ha HM3IOJ3BaHATa XpaHHTETHA cpeda W JONBJIBAIINATE S
uHrpeaueHT. [1o Bb3MOKHOCT ce pabOTH ¢ IPOAYKTUTE HA €IMH YCTAHOBEH MPOU3BOIUTEN.

21.11. IIpu u3MoJI3BaHETO HAa U30TOMNEH METO;

21.11.1. na ce paboTu ¢ eHA U ChIlla MUHUMAaJIHA aKTUBHOCT HA W30TOIIA;

21.11.2. BHacsHETO Ha M30TONA M IMPEKHCBAHETO Ha KyJITHBHPAHETO CE€ HM3BHPILIBA BHHATU B TOYHO
oTIpeJieieH Yac OT O0IIOTO BpeMe 3a KYJITHBUPAHE;

21.11.3. u3non3BanuTe GUITpH 3a yTasiBaHe Ha KJIETKUTE Ca C €IHA U ChIlla FOJIEMUHA Ha ITOPUTE.

21.12. 3a ompenensHe Ha CTETICHTA Ha aKTUBAIHS Upe3 (DIOYIIUTOMETPHS:

21.12.1. ce u3mos3Ba eKclpecHsTa Ha MOBbPXHOCTHU aKTHBAaLMOHHU MapkepH (kato CD69, HLA-DR u
Ip.); IPENnopbyBa c€ MOHOKJIOHAJIHUTE aHTUTENa 3a aKTUBALIMOHHUTE MapKepH Ja ObJaT KOHIOTUPaHH ¢ GuIyopoxpoma
(UKOEPUTPHUH U Jla C€ W3MOJ3BAT B KOMOWHAIMS C TOHE €IHO aHTHUTSAJIO, ONpENeNsilio BHAAa Ha JIUMQOIUTHATA
cybnonynanus (Harnp. CD3, CD4, CD8, CD56 u 1p.);

21.12.2. aHamm3sT € 3a Hai-manko 2500 KICTKHM B aHAINTHYHUSA ITIPO30pEI] Ha U3CIeABaHATa
cyOmomnymamus.

21.13. JlaGopatopusara wuMa pa3pabOTEHNM KpPHUTECPUH 3a ONpEICISIHE CTEIeHTa Ha aKTHBAIUA W
nponugepanys.

22. KonnuecTBEHO OomnpenensHe Ha IUTOKUHU B CYIIEPHATaHTH OT CTUMYJIMPAHH in Vitro MOHOHYKJIEapHU
KIIETKH.

22.1. JJabopaTopusaTa MOXe /a ONpenens KOJIMYECTBOTO Ha IINTOKMHU B CyIIEPHATAHTH OT CTUMYJIMPAHU



in vitro MOHOHYKJICApHHU KIIETKH.

22.2. [lpunarat ce yTBbpJICHH METOAUKH 32 CTUMYJIMPAaHE CHHTE3a Ha IUTOKWHH in Vitro.

22.3. 3a cTUMYJIaTOpU Ha MOHOHYKJIEAPHH KIIETKH CE M3IOJI3BAT MUTOTEHH HITH CTICU(UIHA aHTUTEHH.

22.4. BapuaHThT Ha MeTo/1a (C M30IMpPaHN TUMQPOLUTH WU C IIs1a KPBB) Ce MOAOMpa CIIOpe. LennTe Ha
U3CIIEBAHETO.

22.5. Bcuuky mponeypy 1Mo H30JIMPaHETO W KYJATHBHPAHETO Ha KIIETKHTE, KAKTO U 110 00paboTBaHETO Ha
sIaTa KpbB, C€ U3BBPIIBAT B CTEPHUIIHA HEMMPOTEHHA MOJIUCTUPEHOBA MOCYAA.

22.6. Koraro ce paboTH ¢ M30MpaHN KJIETKH, KOHIIEHTPAIMITa UM BBB BCHUKH SIMKH TPsAOBa na OBae
€/IHAKBa, a KOraTo ce paboTH C 1s1a KPbB, 00EMbT Ha MaTepHala € e[HAKbB BbB BCSIKA SIMKA.

22.7. JlabopatopusTta ompeneis BpEMETO 3a KYJITHBHpaHE Ha KJIETKHUTE CIIOPE]l XapaKTepUCTHKAaTa Ha
THPCCHUA HUTOKUH.

22.8. JlabopaTopusTa H3MOJI3Ba YTBBPACHH METOIM, KaToO HMYHOEH3UMEH METOHA, 3a ONpe/AeisIHe
KOJIMYECTBOTO Ha CHbOTBETHUA IUTOKWH B CylI€pHAaTaHara.

23. KonnuectBeHo onpeaensHe Ha antureH-crequduaan CD4 u CD8 T mumdonury.

23.1. JIaboparopusTa € B ChCTOSIHHE JIa ONpPe/Ieisd KOMHMIEeCTBEHO aHTUTeH cienuduaante CD4+ u CD8+
T knerku upe3 Guoynuromerpusi u MEM Ha HUBO eTUHHYHA KJIETKA.

23.2. 3a Hecrenmu(UYECH aKTHUBATOpP C€ WM3MOJ3Ba HAW-4YeCTO MUTOTEH B MPEIBAPHUTEIHO OIpe/esieHa
paboTHA KOHIIEHTpAITHSI.

23.3. 3a crnenu¢uYeH aKTHUBATOpP C€ H3MOI3BAT CHOTBETHU IENTHIHW AHTUTEHW B IPEIBAPUTEIHO
ompesieneHa paboTHA KOHIISHTPAIIHSL.

23.4. Beaxko onpeaensiHe Ha aKTUBALKATA HA TUMQOLHUTH BKIIOYBA:

23.4.1. HeratuBHa KOHTpOJIa (HECTUMYJIHpaHa mpooa);

23.4.2. mONOKUTEIHA KOHTPOJIA - KPBB, CTUMYJIMPaHa C TIOJAXO IS Heclielu(priIeH akTHBaTOP-MUTOTEH.

23.5. Ilpu onpenensiHe Ha aHTUTeH-cTieUPUaH T TUM(ONUTH Ha HUBO €IMHUYHA KIIETKA!

23.5.1. HaTOBapBaHETO Ha IUIAKUTE ChC CHOTBETHUTE CHENU()UIHN MOHOKIIOHATHH aHTHTEIA, TOCSIBAHETO
U KyJATHBUPAHETO Ha KIETHYHWS MaTepuaj Cce€ HW3BBPIIBAT IPH CHa3BaHE Ha OOMIONPHETUTE HW3UCKBAaHHUA 32
CTEPIITHOCT;

23.5.2. nabopatopusita onpeneis Oposi Ha aHTUT€H-CIIEHU(PUIHUTE KIETKH [0 MPOAYKIMATA HAa IIUNTOKHHA
IFN-g Ha HUBO €JMHUYHA KJIETKA;

23.5.3. paboTu ce BUHATH C €/IHA U ChIlIa KOHLEHTPALUs Ha KIETKUTE BB BCHUKH SIMKH;

23.5.4. TutakaTa ce OTYNTa M3KIFOUYNTEITHO TPEIU3HO, KaTo ce M30posiBa BCEKH OTHEJICH CIOT (TIeTHATA),
MIPEICTaBJISIBAIL €IMHUYHATA [IUTOKUH-TIPOIYLIMPAIla aHTUTCH-CIeIM(pUYHA KIIETKA;

23.5.5. OposT Ha aHTUTEH-CHENU(PUIHUTE KIETKH CE OTYMTA C TIOMOINTAa HAa CTEPEOMHKPOCKOI WIIH
amapar 3a otuntane Ha cniotoBete (ELISpot Reader);

23.5.6. cien OTYMTAHETO TUIAKUTE CE ChXPAHIBAT Ha ThMHO M CyXO MSCTO ITOHE 3a €J[Ha TOJIHA.

23.6. Ilpu ¢prO0ynuTOMETPUYHUS METO:

23.6.1. BcAkO omnpeAensiHE Ha aKTHUBaUMATAa Ha JUMQOIMTUTE BKIIOYBAa H30THUIIHA KOHTpOJa Ha
aKTHBHpaHa (ChC crienn(UIeH aHTUTECH) U HEaKTUBHPaHa KPbB;

23.6.2. 3a ompenensHe HAa AHTUTEH CIECHU(PUYHHUTE KIETKH C€ M3IIOJI3BAT MOHOKJIOHAJIHU aHTHTENa,
KOHIOTHPaHU ¢ (QIIyopoXpoM, Upe3 KOUTO C€ yCTAHOBSIBA KOEKCIPECHATa Ha NMOBBPXHOCTHH aKTUBAIMOHHU MapKepH
(xaro CD69) u BbTpekIIeThYHN UTOKKHU (MHTEpepoH-g, TNF-a u ap.);

23.6.3. aHTHTENATa Cpelly aKTUBAIMOHHUTE MapKepu W WHTpALETyJIapHUTE IIUTOKWHU C€ M3IONI3BaT B
KOMOMHAITUS C TIOHE €IHO aHTHUTSJIO, ONPEAesIiIo Buaa Ha JuMoruTHaTta cyononynamus (Hanp. CD3, CD4, CDS,
CD56 u np.);

23.6.4. nzbposBaneTo odxBama Haii-manko 20 000 mumdonuTti B anamutraaus nposopen (CD4 nan CD8
T numdounTn).

24. OmnpenensHe Ha GaronyuTo3a U OKCHIATHBCH B3PHB.

24.1. JlabopatopusiTa TpsiOBa Ja € B CbCTOSIHHE JIa ONPeAean (arouro3a U OKCUIATUBEH B3PUB I10 €IUH
OT CJIETHUTE YTBBPACHU METOAH: MUKPOCKOIICKH, CTIEKTPO(POTOMETPUYHO WK (hII0YIIUTOMETPHUIHO.

24.2. HutpoOmytetpazonos tect (HBT):

24.2.1. JlabopaTtopusita € B CBCTOSHHE Jla OMNpPENSIM MHKPOCKOIICKH IIPOIEHT Ha HEYTPOPUIHU
TPaHyJIONUTH OT mepudepHa KPbB, KOUTO ca TOTBJIHAIM OarpuiioTo HUTPOOIYTETPa3oil M ca ro PeAylHpalid B
LUTOIIa3MaTa 10 ThMHOCHHU (POPMa3aHOBU KPUCTAIIH.

24.2.2. Pabotu ce ¢ yHu(pummpana METOIMKa 3a ONBeTsIBaHe Ha nepudepHu rpanymormuTta ¢ HBT.

24.2.3. 3a BCceku MalMEeHT ce M3TOTBAT IO JIBE KOHTPOJIHH HATPUBKH OT MHKyOHpaHa c Oydep BMecTo ¢
MIMPOTeHaJ KJIIEThUHA CYCIIeH3USI.

24.2.4. JlabopaTopusiTa € B CbCTOSIHUE J1a ONPECIH ¢ MOMOIITA Ha CIEKTPOPOTOMETHP KOIMYECTBOTO Ha
eKCTpaxupaHus popmaszaH, KOUTO € TIOrbIHAT M0 BpeMe Ha (aronurosara.



24.2.5. Besiko ompenensHe Ha OKCUIATHBEH B3pHUB Ha nepudepHu HeyTpo(uIn 1 MOHOIIMTH Ha MALMEHTH
BKJII0YBa Mp0o0a HA KIMHUYHO 3paB JIOHOP C HOPMAJIHHA CTOMHOCTH Ha OKCHIATHBEH B3PUB.

24.3. ®noyuuTOMETPUYEH TECT:

24.3.1. Jlaboparopusrta € B ChCTOSIHAE Ja ONPEICIH MPOIEHT (DaroluTUpaid U OKCHJIATHBHO aKTHBHHU
TPaHyJIOIMTH U MOHOLIUTH U TAXHATa (paronurapHa ¥ eH3MMHA aKTUBHOCT 32 €JMHUYHA KJIETKA.

24.3.2. W3momsBaT ce YTBBPIACHUTE (QIIOYIUTOMETPHYHA TEXHHKH 32 ONTHMAIHO OIpeAeisHe Ha
(arounTo3a U OKUCIUTEIICH B3pHUB Ha epu(epHU HEYTPODUIN K MOHOLUTH.

24.3.3. TlpemopruBa ce HW3ITOJI3BAHETO Ha CTaHOApTH3UpaHW oOekTH 3a Qaromuro3a - E. coli, Staph.
aureus, (JIyopeceHTHH MUKPOYACTHIIH.

24.3.4. Ilpn OKCHIATHBHHUSI B3PHUB C€ IPENOpPbYBAa M3IIOJI3BAHETO M Ha cjnad CTUMYJaTrop KaTo
xeMmoTakTuynus nerrug IMLP.

24.3.5. Besko ompenensHe Ha (aromuro3a M OKHCHAATHBEH B3pUB Ha mHepudepHH HEyTpohwin u
MOHOIINTH Ha MAIMEeHTH BKIIIOYBA HeTaTUBHA KOHTpOJIa Ha mpoba Ha naruenTa Ha 0 °C.

25. ®noyuuTOMETpUYHO UMYHO(EHOTUITM3UPAHE Ha TUM(OIIUTH.

25.1. JlabopaTopusta € B CHCTOSIHHE N1a W3BBPIIBA UMYHO(PCHOTHUIIM3UPAHE HA JTUMQOINTH B KPBB U
JpyTd OUOJOTUYHU TEYHOCTHU Upe3 (PIoynuToMeTpHs.

25.2. HmyHodenoTunuzupaHe ¢ (IOYLHUTOMETPHUS C€ TPOBEXKAA CbC CHOTBETHO BalWIUpaHa
MHOTOLIBETHA UMYHO(IIyOPECIICHITHS.

25.3. HMmMyHodeHOTHNU3UpAHETO Ha JUMGPOLUUTH dYpe3 (UIOYLUTOMETPUs BKJIIOYBA ChHIIOCTaBHMa
M30THITHA KOHTPOJIA.

25.4. Bcsko IBYUBETHO MMYHO()EHOTHNM3MpAaHE Ha JMMQPOLUHUTH B KPBbB uUpe3 (IIOyLHUTOMETpUS 3a
KosnndecTBeHHu 1enu Bkiaousa CD45 u CD14 anTurena.

25.5. 3a KoAMYeCTBEHO OINpeessTHe Ha JIUMQPOLUTHHI MOMYIaluK Ype3 ABYLBETHA UMYyHO(ITyOpECHEHIINS
Ce M3II0JI3Ba CIEIHUAT CTaHAAPTEH HaOop:

CD3+ T numdonutn

CD3+CD4+ T numdountu

CD3+CD8+ T numdouunTu

CD19+ B numdonutu

CD3-CD16+ mumtoc CD56+ NK kietku

(CD3-CD16+ min CD3-CD56+ Tunusupane € npueMiInBo 3a onpeaeisae Ha NK kinetkn)

25.6. 3a mpocnensBane Opos Ha CD4+T mumdoruty dpe3 (IOYIIUTOMETpUS TaHETBT BKIIFOYBA
orpeeNisiHe Haif-MaJIko Ha cIIeIHUTE JIUMQPOLUUTHHU CyOIOMyIaluu:

CD3+ T numdonut

CD3+CD4+ T numdounTu

CD3+CD8+ T numdonntu

25.7. 3a mHoTro1BeTeH aHanu3 ce m3noiBa CD45/SSC npozopen Ha mumdonuTuTe, 6a3upaH HA CHITHO
ceerema CD45+ nomymanus ¢ auchk SSC.

25.8. 3a MHOTOIIBETCH Ha0Op 3a MapKHpaHE H30THITHA KOHTPOJa Ce M3IO0JI3Ba 3a MPOOHW C TPYIHO
pasrpaHuYMMU MOJIOKUTEITHN OT OTPUIATEIIHH MO JIAIHH.

25.9. 3a KONMYECTBEHO OMpejeNsHe Ha Aa/ieHa cyOrmomyianus 4pe3 (IOyIHTOMETPHS TPHUIIBETHHUST
aHaJM3 cJeBa Jia U3MO0JI3Ba Habop 3a MapKHUpaHe, BKIFOYBAIIL;:

CD3/CD4/CD45

CD3/CD8/CD45

CD3/CD19/CD45

CD3/CD16+56/CDA45.

25.10. 3a xoIMUYECTBEHO ONpeAeIIHE Ha AajZicHa CyOnomyIanus upe3 QIoyHUTOMETPHS YSTUPHLBETHHUAT
aHaJM3 cJelBa Jla U3M0JI3Ba HA0Op 3a MapKHUpaHe, BKIFOYBALLL:

CD3/CD4/CD8/CD45

CD3/CD56 +£ CD16/CD19/CD45.

25.11. 3a Tpu- WK YETUPHUIIBETHUTE HAOOPHU Ce BKIFOUYBAT MUHUMYM JIBE EIPYBETKU ChC CHIIHS MapKep
(mamp. CD3 B enpyBetkute ¢ CD3/CD4/CD45 nu CD3/CD8/CD45).

25.12. Besika mabopatopusi MOKe J1a U3II0JI3Ba OIBIHUTETHH KOMOWHAIINKA OT MOHOKJIOHATHA aHTUTeENa
3a U3CJICABAHE HA APYTH MapKepH (KJIEThYHM CyOIOMyJIaliK) 32 HY>KAUTE HA THAaHOCTUYHO-JIeUueOHU Ipo1iec.

25.13. Ananu3sT oOxBara Hai-mMaiako 2000 muMmdonwmTa B Ipo3opera.

25.14. JlumdouyuTHaTa YUCTOTA B IPO30pELa Ce ONpPEeNis 3a BCUIKH MPoOu.

25.15. JImmdoruTHUAT K00MB (TIpolleHTa Ha JTUMQOIMTHTE, BKIIOYCHH B aHAIATHYHHUSA IPO30pPEI]) ce
orpejensi 3a Besika mpooda.

25.16. 3a jAByUBETEH aHAM3 BCHUYKH CTOHHOCTHM Ha JUMQOLUTUTE Ce KOPHUTHpAT 3a JUMQOIMTHA



YHCTOTA.

25.17. Crotinoctute Ha CD3 ce mpocnensBat B JIUMQOIMTHUS WUMYHO(PCHOTHUIIM3UPAI IaHENT Ha
MAI[UeHTA.

25.18. CoopbT HA TUMDOITUTUTE CE MPOCIICIABA, KOTaTO BCHUKH JIMM(POIIMTHH TIOMYJIAINHA Ca BKIIOYCHH
B MaHeNa 3a JIMMQOLUTEH aHAIN3.

25.19. Cymara wa T xnerkute (CD3+CD4+ mmoc CD3+/CD8+) ce mpocnmenssBa B paMKHATE Ha
TUMGOUNTHHA UMYHO()EHOTHUIIM3KUPAL [TaHeN Ha TTallMeHTa.

25.20. Jlaboparopusta mMa BB3MOKHOCTH 3a ompeaeissHe Ha Oenmm kimetkn u JIKK, HeoOxommmu 3a
W3YHCICHUE Ha aOcomoTHHA Opod Ha JUMQOIMTHH/JIEBKOUMTHH cyOmomynanud. AOcomoTHHAT Opoil Ha
CyOmoITyaiuuTe MOXe Ja Ce OIpe/IeNs U Ype3 HHANPEKTSH METO]] C YaCTHUIIH.

26. OoynUTOMETPUIHO UMYHO(PEHOTUTIM3UPAHE 32 JIEBKEMHUsI/ TUM(OM.

26.1. Jlabopatopuara € B CBbCTOSIHHE Ja HICHTU(GHUIMPA M XapaKTepu3upa HMMYHO(DEHOTHUIHO dpe3
(GIIOYIUTOMETPHS TTATOJIOTHYHO Pa3pacHAIM XEMOMOSTHYHH KIETKH OT Pa3IMYHH JIMHUK Ha TU(PEepEHIINAIIHS.

26.2. Ilpobute 3a m3cieABaHe Morar Aa ObJaT MOJy4YeHH OT HephudepHa KPbB, KOCTEH MO3BK, JIMKBOD,
MaJINTHEHH W3ITUBH, TUMGHH BB3IIH MM TYMOPHHU (POPMAIIUH CIIe]] M3TOTBSIHE Ha KIEThYHA CYCIIEH3HS.

26.3. Jlabopartopusita TpsiOBa Ja MMa BB3MOXHOCTH 3a MOP(OJOTHYHO U IUTOXMMHYHO H3CIIEIBAHE.
JlabopaTopunte, KOUTO HE MOTaT J1a TpOBeAaT MOPQOIOTHIEH aHaN3, Ch3/laBaT 100pe (PyHKIMOHHUpAIl MEXaHU3bM
32 KOMYHHKAIIUs ChC 3BEHA, OCHUIECTBIBAIIN MOP(HOIOTHYHA OIIEHKA Ha CHIIHS KJIMHUYEH MaTepuall.

26.4. Bcsiko HECHOTBETCTBUE MEXIY JaHHUTE OT MOP(OJIOTHYHOTO ¥ MMYHO(EHOTHITHOTO W3CIIE/IBaHE
cienBa 1a ObJe U3sICHEHO.

26.5. IlpenopbuBa ce MpH HEBB3MOXKHOCT 32 aHAJM3UpaHE Ha Mpobara BeAHAra cjel MOoJy4aBaHETO H
MOP(}OIOTUIHOTO H3CIEABaHE Jla C€ M3BBPIIN JBAa IBTH - BEIHBXK CJeN IoJlydaBaHe Ha mpobata M BTOPH MIBT -
HETIOCPEACTBEHO MPEeNN MapKHUPaHETo K.

26.6. UmyHO(DEHOTUTTU3NPAHETO HA IEBKEMUHU U TUM(OMH C QIIOYIIUTOMETPHS Ce MTPOBEXKTa MUHUMYM C
BaJIMJIMpPaHa JIByIIBETHa HMyHO(pIyopecieHius (4-mapamerbpHa QuoyrutoMerpus). C HM3MON3BAaHETO HA S5- WK
6-TlapaMeThpeH aHaIW3 Ce YyBEIUYaBa BH3MOXKHOCTTA 3a HIASHTH(HUIMpaHe W XapaKTepu3upaHe Ha aOHOpMHA
NOMyJIalysl B pAMKHUTE Ha XeTEepOreHHaTa mpooa.

26.7. PesynraTute mpu moBTapsANIIOTO CE€ aHTUTSIO (AHTHTENA) B PAMKHUTE HAa TECT MaHela Ha MalueHTa ca
ycToi4nBH (B TpaHUINTE Ha 5 %), OCBEH aKO PYTHHHO HE C€ MOJy4aBa IO-TOJIsIMa pa3iifKa Mopaay U3MOI3BAaHeTO Ha
pa3nu4Hu QIIyopecleHTHH MapKepH WIIM aHTUTENa, pa3M03HABAIIN Pa3IMYHA aHTUT€HHH SITUTOIIH.

26.8. Tect maHenbT ce MoAOMpa Taka, 4Ye Ja BKIIOYBA IOHE CIUH AaHTHUTCH C sSpKa CKCIPECHs BBPXY
MOBEYETO KIETKH B Ipobara, KakbBTo ¢ CD45.

26.9. Pesynratute ce MPEACTaBAT KAaTO TPOICHT IMOJIOKUTEIIHO MapKUPAaHW KIETKH B EIEKTPOHHUS
Ipo30pell Ha TPEANoaracMHUTe HEOIUTACTHYHHM KJIETKH M BKIIOYBAT KOMEHTap 3a JIMHEWHATa MPUHAUIC)KHOCT M
CTETICH Ha Ch3psBaHe.

26.10. ITpu moy4yaBaHe Ha aOHOpMaTHA PEAKTUBHOCT (ITO-BUCOK WUIA TO-HUCHK WHTEH3UTET HA CBETCHE
oT HaOmoJaBaHUs BBPXY HOPMalHH KICTKH, aO0epaHTHO CchUeTaBaHE Ha JHMHEHHO-aCOLMUpPAHH AHTHICHH U [p.)
pe3ynTaThT TpAOBa Ja BKIIOYBA M OMHCaHUe (C1ad0 WM ¢ HUCHK WHTEH3UTET W/WIIH SPKO WIH C BUCOK WHTEH3UTET,
JMHEHHO-KPBCTOCAHA MIM ACHHXPOHHA EKCIPECHs U T.H.).

27. ®noynuToMeTpudHO omnpenensae Ha 0poss CD34(+) xeMomoeTHYHH CTBOJIOBH KIIETKH.

27.1. JlabopaTopusita € B CBCTOSHHE Ja W3BBbpIIBa onpenensHe Ha Oposs CD34(+) xemomoeTW4HH
CTBOJIOBH KIIETKH B Iepu(epHa KPBB, KOCTEH MO3bK MM KPHB OT IIBITHA BPHB Upe3 PIOYIUTOMETPUS.

27.2. Omnpenensiuero Ha Opos CD34(+) XeMONMOSTHMYHH CTBOJIOBH KJIETKH C (IIOYIUTOMETPUS Ce
MIPOBEXKIA ChC CHOTBETHO BAJIMAMPAHA JIBY- HIIM TPULBETHA UMYHO(IIyOpeCLeHLIHSI.

27.3. OnpenensHeto Ha O6post CD34(+) XeMOIOETHYHH CTBOJIOBH KIIETKH upe3 (IOYIMTOMETpHUS He
M3MCKBA BKIIOYBAHE Ha 30THUITHA KOHTPOJIA.

27.4. Besko aBymBeTHO ompenensHe Ha Opos CD34(+) XEeMOIIOSTHYHH CTBOJIOBH KIIETKH 4pe3
¢dnoyuuromerpus BkiarouBa CD45 u CD34 antutena.

27.5. 3a omnpenensiHe Ha Oposi CD34(+) XeMOIMOETUYHH CTBOJOBH KJIETKH 4pe3 (PIOoyIUTOMETpHUs ce
n3non3Bar CD34 anturena camo ot kiac II, xoHtorupanu ¢ ¢uxoeputpuH, win kinac Il HezaBucuMo OT Buaa Ha
KOHIOTara.

27.6. 3a onpenensHe Ha Oposs CD34(+) XeMONOETHYHH CTBOJIOBH KIIETKH 4pe3 (UIOYIUTOMETPHUS ce
nznon3Batr CD45 anTuTena, KOUTO yCTaHOBABAT HE CaMO BCHYKM HM30(OpPMH, HO M BCHUKH Tiukopopmu Ha CD45
aHTHUTEHA.

27.7. Ananmuzbt BKitouBa MuHUMYM 100 CD34(+)-monoxkurenHu chOUTUS WK He mo-Mainko ot 75 000
CD45(+)-nonoxxurenan chONTHS BBB BCSIKA €TIPYBETKA.

27.8. AHanM3BT CE OCBIIECTBSBA B JIBE YCIOPEIHO MapKUpPaHW TMPOOM OT €IWH W ChIIl KIMHUYCH
Matepuan U Oposr CD34(+) XeMONOeTHYHH CTBOJIOBM KIETKH CE€ ONpeieNss KaTo CpedHa CTOWHOCT OT JBara



pesynrara.

27.9. Onpenensinero Ha 6post CD34(+) XeMOMOETUYHN CTBOJIOBH KIIETKH Upe3 (PI0yLIUTOMETPHS U3HUCKBA
CTpaTeTHs Ha MOCIIEJ0BATETHO OIPE/IEIITHE Ha eJICKTPOHHH MTPO30PIIU 32 aHAITN3:

27.9.1. 3a ananm3 ce usnon3sa CD45/SSC npo3zoper, 6azupan Ha ciado ceerenia CD45(+) nomymnanus ¢
HUCBK SSC;

27.9.2. m3momBa ce CD34/SSC mpozopern, 6asupan Ha cwiHO cBerema CD34(+) momymamus ¢ HUCHK
SSC;

27.9.3. m3nomnssa ce FSC/SSC mpozopern, 6a3upan Ha momynaius ¢ HUCHK SSC U HACHK, HO HE MTO-HUCHK
ot To3u Ha uMporuture FSC;

27.9.4. onpenensi ce MOIMyialus XEMOIMOECTUYHHU KIETKH ChC CIEIHUTE XapaKTepUCTUKU: HUCBK SSC u
auchk FSC, HO HE TO-HUCHK OT TO3H Ha TuMboruTuTe, criaHo cBerema CD34(+) u cnabo ceererma CD45(+).

27.10. Pe3ynTarsT ce npeacrass kato npoueHT CD34(+) XeMONOeTHYHN CTBOJIOBHU KJIETKH, ONpeAEiIeH
Ha 6a3ata Ha O6pos CD34(+) cpbutHs, oTroBapsamy Ha kputepunre B 27.9.4, u Opos CD45(+) cvbutus (u B nBara
CJIydas PeCTaBeHH KaTO CPEJIHU CTOMHOCTH OT aHajK3a Ha JBE YCIOPEIHO MapKUPaHU pooOH).

27.11. A6comotauat O6poit Ha CD34(+) XeMONOSTHYHH CTBOJIOBH KJIETKH MOJKE Ja CE OMpeeIs U upe3
WHMPEKTEH METOJI C YACTHIIH.

28. ®IOynuTOMETPUYHO OTpeNeisiHe Ha WH BHTPO ajiepreH crenu(puyHa aKTUBAIUs/AeTpaHyIaus Ha
6azoduiu.

28.1. JlaGoparopusita € B CBCTOSHHME Ja OMNpeaeias WH BUTPO alepreH crenupuvHa
aKTHBALWs/Aerpanyanys Ha 0a30(pUIHN TPaHYIONUTH Ype3 PIIOYIIUTOMETPHSI.

28.2. IlaumeHTuTe, TECTUpaHH MH BUTPO, HE TpsAOBa Ja ca mpueMand Hal-maiko 1o 48 dvaca mpenu
B3€MaHETO Ha KpbBHaTa Mpoba aHTHAJeprWYHU JIeKapCTBEHH CPENCTBA, KAaTO AHTHUXWCTAMHHH, WM Ja ca
MIPEYCTAaHOBWJIM MTPEJIU JIBa MEcella MPHeMa Ha KOPTHKOCTEPOUIH.

28.3. Ha eranma ctumyrnanusa Ha Oazodwinre € HEIOMyCTHMO 3aMbpCsiBaHE Ha KPBBHUTE NpoOU ¢
BB3/IYIIHY ajepreHu. H BUTPO akTUBAIUATA CE U3BBPIIBA B YNCTH MOMEIIEHUS M 3aKPUTH OOKCOBE.

28.4. JlabopaTopusiTa yCTaHOBSIBA MOIXOMASIIUTE KOHIIEHTPAIIMH 32 BCEKHM HOB aJiepreH WM 3a BCIKa
HOBa MapTU/a aJepreHu.

28.5. Bcesko ompenensHe Ha aKTHBALWs/IETpaHylanus Ha 0a30(Quid BKIIOYBA OTpHUIATENTHA U
MOJIOKUTENTHA KOHTpona. Karto monoxknTenHa KOHTpONa ce U3IMOoJ3Ba Hecneun(pU4IeH axkTHBATop (HarpuMmep
xemortakcudeH nentug fMLP).

28.6. JlagauTe ce chOMpaT Tpe3 aHATUTHYCH Ipo3opel] 3a OazoduiHaTa IMOMyJAIlhs, eKCIpecHuparia
BUCOKHU HMBa Ha UTE.

28.7. U3bposBar ce Haii-manko 1000 6a3oduna 3a mpoda mmu 50 000 go 100 000 neBKOIMTA TPU aHATN3
Ha KJIETKUTE criopen napamerspa ronemuna (FSC).

28.8. Ompenens ce MPOIEHTHT Ha JeTpaHylupaHnTe 0a30(hMITHH TPaHYJIOIHUTH CIOPEN eKCIPEeCcHsTa Ha
akTuBaronHus antureH gp 53 (CD63) cnem aHamm3 HAa CHOTBETHUTE KOHTPOJIM 3a BCEKH OTHEICH MAIUEHT -
OTPHIIATEITHA U TIOJOXKHUTETHA.

29. Ompenensue Ha HLA cucremara.

29.1. Tepmunonorusta Ha HLA anturenurte TpsOBa 1a ChOTBETCTBA HA MOCICAHUS JIOKIIA]] HA KOMHUTETA
10 HOMeHKIIaTypa KbM CBeToBHaTa 3/1paBHa opranuzaius (C30).

29.2. deHOTUNHTE ¥ TEHOTUITUTE CE O3HAaYaBaT ChoOpa3Ho npenopbkute Ha C30, Hamp.:

29.2.1. Enguanunn anenu: HLA-B*07. Enqunvanu anturenan: HLA-B7 unu camo B7 B ciryuaid, ue HLA ce
noJipa3drpa OT KOHTEKCTa.

29.2.2. HLA Ttun. Ceponoruuno 3anucBaHe: HLA-A2, 30; B7, 44; Cw5. JHK 3anucpane:
HLA-A*02,*30; B*07,*44; C*05,*16; DRB1*01,*04; DQB1*05,*03:01.

29.2.3. I'enorun. Ceponoruuno 3anucBane : HLA-A2, B44, Cw5 / A30, B7, Cw-, . IHK 3anucBane:
HLA-A*02, B*44, C*05, DRB1*01, DQB1*05 / A*30, B*07, C*16, DRB1*04, DQB1*03:01.

29.3. AKO € OTKpUT caMO €UH aHTUTeH WIM ajlen 3a JaJeH JIoKyc d4pe3 ceposnornyHo wimm JIHK
TUTIU3UPaHe, TOW MOXe Ja Ob/ie 3amrcaH ABa TbTH BHB (DEHOTHIIA CaMO B CITydaii, 4e XOMO3UTOTHOCTTA € MMOTBHP/ICHA
ype3 mu3cieaBaHe Ha (paMWIMU WIM TUIM3HPAHETO HEJBYCMHCICHO MOKa3Ba HOCHTEJICTBO Ha 2 Pa3liUuHU ayena OT
enHa u chima cremuduanoct (Hanp. DRB1*13:01/59, DRB1*13:03/33, cnemnmduuHocTTa Ce 3amicBa JBa ITHTH
DRB1*13,*13).

29.3.1. Tunu3upane ¢ BIUCOKa pa3rpaHUYUTEIIHA CITOCOOHOCT ce neuHupa Karo: a) onpenensae Ha HLA
ajJieNliTe C HABO Ha pa3TpaHWYaBaHE, CHOTBETCTBAINO Ha ITBPBOTO W BTOpoTO Toyie (Hamp. DRB1*13:01) cwriacHo
HoMeHKNaTypata Ha C30 ® pasrpaHMYaBaHe Ha BCUYKH HEPa3TPaHUYMMH KOMOWHAIIUH, OIPEICICHU OT
nonmmop¢usmu B ex30Hu 2 u 3 Ha HLA xiac | nmoxycute u ex3on Il Ha HLA knac Il mokycute, u 6) pasrpaHnuaBaHe
Ha BCUYKH HEpapa3rpaHUYNMH KOMOWHAIIMM, BKIIIOYBAIIM HYJIEB ajell, HE3aBUCHUMO OT TOBA, KBJE € JOKAIM3UPAH
OIMMOP(U3MBT, OCBEH KOTaTo € JIOKa3aHO, Y€ aHTUTEHBT € eKCIPECHpaH BbpXY KIeThYHATA TOBHPXHOCT.



29.4. OnpenensiHe Ha XarIOTUIIUTE.

29.4.1. OnpezernsiHETO HA XaIUIOTUIMTE W TEHOTHIIMTE CE M3BBPIIBA Upe3 M3ClieABaHE Ha (haMITHITA,
BKJIFOYBAIIO POAUTENH, CHOJIMHTHY W/HITH Jlela Ha TIaIleHTa.

29.4.2. 'enoTunHA UASHTUYIHOCT C€ JOKa3Ba caMo IPH M3CIICBaHE M HA JBamMaTa POIUTEIHN WUIU KOTaTo
cerperanusTa Ha 4-Te XaryIoTUIIA € SICHO OIpeesicHa.

29.4.3. HapasrpannunMu KOMOWHAIIMM B XaIUIOTHUITHOTO paslpeielicHne c€ pa3rpaHuvaBaT dpes
tunusupane no HLA-C w/unmm DQ w/vnu DP. Heob6xoauMo € TUNM3UpaHe ¢ BUCOKA pa3rpaHUYUTENIHA CIIOCOOHOCT 3a
paspelaBaHe Ha Te3W KOMOWHAITIH.

29.4.4. Tlpu ycTaHOBsBaHE Ha PEKOMOWHAIIMM T€ CE MOCOYBAT B PE3yJITara, BKIIOYBAI XAIIOTHITHOTO
pasmpeeneHue.

29.5. Hepoacteenn uHauBuand. OmnpenensHeTo Ha Hal-BEpPOATHUTE XaIUIOTHIIM, HAIPaBEHO BBH3 OCHOBA
Ha TIOITyJIAIMOHHYU YECTOTH, TPAOBa Ja ObJ/ie ICHO TTOCOYCHO.

29.6. Ceponormuno HLA xnac | tunusnpane:

29.6.1. Jlabopatopusita TpsiOBa na ¢ B cbcrosHue paa ompeaenn HLA-A, B cnenuduynocture,
odurmanao npusHata ot C30.

29.6.2. M3non3Bar ce yTBbPACHNUTE TEXHUKH 32 ONTUMATHOTO onpeaeisine Ha HLA cnenuduyuHocTHTe.

29.6.3. Besko THMM3MpaHe BKIIOYBA TOHE MO €IHA TOJOXHUTETHa KOHTPOJIA - MO3UTHBEH KOHTPOJICH
cepyM, 3a KONTO MpeaBapuTENIHO € MOKa3aHo, Ye pearupa ¢ BCUUKM KJIETKH. B ciydail 4e mo3UTHBHATa KOHTPOJIA HE
pearupa KakTo ce O4aKBa, pe3yJTaTUTe OT THITHM3UPAHETO Ca HEBAIHIHH.

29.6.4. Besako TunmusnpaHe BKITIOYBA MTOHE €IWH HETATHBEH KOHTPOJIEH CEPyM, 32 KOMTO MpenBapUTeIHO
TpsiOBa Ja € IOKa3aHo, Y€ He ChAbPKA aHTHUTENA.

29.6.5. MUHUMAITHOTO KOJIMYECTBO )KUBH KJIETKA W PEAKTHBHOCTTA HA KOHTPOIHUTE CEPyMH, N3UCKBAIIN
Ce 3a BAJIMAHOCT HA CEPOJIOTUYHOTO TUIHM3UPaHE, TPSAOBA Jja ObaT onrcaHu B 1a00paTOPHUS HAPHUHUK.

29.6.6. Bcexu HLA-A, B, antures ce ne¢uHUpa MOHE OT J1Ba CEpyMa, aKo W JBaTa ca (PyHKIMOHATHO
MoHocneruduunu. [Ipu MynTucnenupuIHn cepyMH NMOHE 3 YaCTUYHO HEMPUITOKPUBAIIHN CE CepyMa Ce M3IO0JI3BaT 3a
onpenensHe Ha Bceku HLA-A, B antures.

29.6.7. HepasrpannyuMu KOMOWHAIIMH MPHU CEPOJIOTMYHOTO THUIH3MpaHe ce pasrpanmuasatr upe3 [JHK
METOJ.

29.6.8. Bcska HOBa mapTHAa TUMU3HMPAIIN IMAHETH CE TECTyBa Ha IOHE 5 pasIWYHU BHIA KJICTKH C
o3HaTH (DEHOTHUITH, MPEJICTABANIM OCHOBHU CIEIU(GUYHOCTH WIH NapalellHO C Beue TeCTyBaHM NaHenu. Besika HOBa
mpaTtka OT TMPEIBApPHUTEIHO TECTyBaHa MapTHAa THUIHM3WpAIId NaHenu ce Bepudummpa ¢ 1 BUI KIETKH C TO3HAT
¢deHoTHII.

29.6.9. Ceponornyao ompezaensHe Ha enuHUYeH aHTureH (Harmp. HLA-B27) upe3 muMQonnTOTOKCHYeH
TeCT U (PJIOYILIUTOMETPHUYIHO.

29.6.9.1. Besika mapTua MOHOKJIOHAJHU aHTUTENA WM TUNU3UPAIIM IUIAKH C€ TECTyBa C KOHTPOJIHUTE
KJICTKH:

* KOHTPOJIMTE BKITIOYBAT ITOHE TPH BUJA KIIETKU, CKCIIPECUPAIIH CIICIU(PUIHUS aHTUTCH;

* KOHTPOJIMTE BKITIOYBAT MTOHE J[Ba BUIA KIETKH, EKCIIPECHPAIy KPhCTOCAHO pearnpai aHTUTeH;

* KOHTPOJIUTE BKJIFOUBAT MOHE J[BA BHUJA KJICTKH, KOMUTO HE €KCIIPECHpAT CIEHU(PUYHUS U KPHCTOCAHO
pearuparusi aHTHTeH.

29.6.9.2. Tlpu muMQpOIUTOTOKCUYIHUS TECT:

* IO3WTUBHATA U HETaTUBHATA CEpyMHa KOHTPOJIA CE TECTYBAT MO BpeMe Ha THUITH3HPAHETO;

* CepyMHHUTE KOHTPOJM BKJIOYBAT M JBa CepyMa 3a BCEKH AaHTWUTEH, pearupai] KpPbCTOCAHO ChC
crieuupuIHMS;

* cepymuTe 3a neduHEpaHe HA BCCKH aHTUTCH CHOTBETCTBAT HA M3UCKBAaHMSTA 3a cepoiiormaHo HLA
TUTIHU3UPAHE.

29.6.9.3. [Ipu GAOYITUTOMETPUIHUS TECT:

* BbB BCEKU TECT CE€ M3I0J3Ba HEraTUBHA KOHTPOJIA, BKIIOYBAIA MOHOKIOHAIHO aHTUTSIO/aHTHTENA OT
CBIIUS BUJ U CyOKJIac, KATO MOHOKJIOHAIMTE, H3TMOJI3BaHU 32 ()EHOTHUITH3UPAHE;

* NP MHIUPEKTHO MapKHpaHE HETaTUBHUTE KOHTPOIHH PEareHTH BKIIOYBAT HECHOTBETCTBAIIO ITHPBO
AHTHUTAIIO U COTBETHOTO BTOPO aHTHUTSLIO, OEIA3aHO ChC CHIIHS (DIIyOpOXpOM, U3IMOJI3BAH B TECTA;

* IpU TUPEKTHO MAPKHpPAHE HETaTHBHUTE KOHTPOJHH PEAareHTH BKIIOYBAT HECHOTBETCTBAIO AHTHUTSLIO,
0ens3aHo ¢ U3IONI3BAHUS B TECTA (DIIYOPOXPOM;

* BCSIKA CepHsl OT TECTOBE BKIIIOYBA IMO3WTHBHA CEpyMHA KOHTPOJIA, 32 KOATO € OKa3aHo, e pearupa c
Bcuuku HLA xiac I anturenu;

* maboparopusiTa TpsOBa 1a IMa KPUTEPUH 32 pa3rpaHUYaBaHE Ha MIO3UTUBHUTE PEAKIIHH;

* B CIyd4ail ue ce yCTaHOBHM B3aWMOJIEHCTBHE Ha MOHOKJIOHAJIHUTE aHTHUTENA C aHTUTEHH, Pa3IUYHHU OT
cnenuuuHUTE, TPSAOBa Ja CHINECTBYBA NMHCMEH IPOTOKON 3a HAaYMHA HA pa3rpaHHYaBaHe Ha CHEIU(UYeH OT



HecTenu(pUYeH aHTUTEH.

29.7. JHK ananus:

29.7.1. Benuku npeammin@UKaMOHHE OPOLEAYPU C€ HM3BBPIIBAT CaMO HA ONpENENCHH 3a IenTa
pabotHu MecTa. [IpenoppunTeTHy ca MPOCTPAHCTBEHO pa3felisiHe M OTpaHr4eH MOTOK Ha Tpaduka.

29.7.2. B mnpeammiuduKalMOHHATa 30Ha C€ H3MOJ3BaT CaMO OINpelesieHH 3a IeiTra o0opyIBaHe,
KOHCYMAaTHBH U JJa0OpaTOPHO 00JIEKIIO.

29.7.3. Bcuuku JAeWHOCTH, MPOU3THUYANIM OT M BKIrouBamu amrumdukanus B PCR anapartute, ce
H3BBPLIBAT B IOCTaMIUIM(HUKAIIMOHHATA 30HA.

29.7.4. Meroay, KOUTO H3MON3BAT JBYCTHIANHA aMIUIM(UKALUs, MpeapasnojaraT KbM TPEIlKH,
cebp3anu ¢ PCR xontamunanus. [IpnbaBsHeTo Ha MaTpuLaTa 3a BTopaTa aMIUIM(GUKALKA € pa3iesIeHO (YU3NIEeCKU OT
npeamMItTHPHUKAIMOHHOTO W TOCTaMIUTM(UKAIIMOHHOTO paboTHO Mscro. M3uckBa ce Ja ce M3MON3BAT ONpelesieHH
000opyABaHE U KOHCYMAaTUBH.

29.7.5. KonTpo: 3a 3ambpcsBane ("wipe-test").

29.7.5.1. BambpcsaBaHe ce nmpociesBa MpyU BCHYKU aMIUTM(DUKALMOHHN TPOLIEAYPH.

29.7.5.2. PytuHeH wipe-test Ha IpeaMruinpuKaImoOHHaTa 30Ha U 000pyABaHE C€ M3BBHPINBA Hal-MaKo |
BT Ha BCEKHU 2 Mecela. TecTyBaHe Ha APYTUTe 30HU € MPENOPbYUTEITHO.

29.7.5.3. MOHUTOpUPAHETO HA 3aMBPCIABAHE CE U3BBPIIBA 10 METOAU C UYBCTBUTEIHOCT, ChOTBETCTBALIA
Ha PYTUHHO W3TMOJI3BAaHUTE METOM.

29.7.6. OGopyaBaHe U peaKTUBU

29.7.6.1. Tounoctra Ha PCR amapatute ce Bepuduppa upe3: NoJIphKKa choOpa3HO NMPENOpPhKUTE Ha
MIPOM3BOJUTEINS; MPOBEPKA Ha (PYHKIMOHUPAHETO HA BCEKU armapar Ha 6-MecedHH HHTEPBAJIH.

29.7.6.2. NakybaropuTe U BOAHUTE OaHU ce KOHTPOJIMPAT IMPU BCEKH aHAIN3.

29.7.6.3. [lpenu u3mon3BaHe B pyTMHHATa pabdoOTa BCSKa HOBA MapTHAA OT PEaKTHBHUTE U THPTOBCKHUTE
KHUTOBE CE TECTYBA.

29.7.6.4. 3a TBProBCKUTE KUTOBE C€ JOKYMEHTHpAT MPOU3BOAUTEIN, MAPTUIEH HOMED, CPOK HA TOJTHOCT U
YCIIOBHUS Ha ChbXpaHEHHUE.

29.7.7. llpaiimepn 1 COHIU

29.7.7.1. Cneun¢udHoCTUTE Ha TMpaliMEpUTe W COHAWTE, MO3MLUUTE Ha MpaiiMepuTe U TapreTHUTE
CEKBEHIIUHN Ha COHJUTE C€ TOKyMEHTHPAT.

29.7.7.2. Bcexu maptuiieH HoMep TpsiOBa aa Obae TectyBan Bbpxy mone exna JIHK mpoba ¢ u3BectHa
creruuuHocT. VHTEH3WTETHT HA CHTHaja TpsAOBa na Obae AchUHUpPAH, MOHHUTOPHUPAH M Ja CHOTBETCTBA Ha
MIPUEMIIUBOTO HUBO.

29.7.7.3. Ilpalimepute U COHAUTE CE€ U3IMOJ3BAT INPHU EMIHUPUYHO OMPEICICHH YCIOBHS, OCUTYpPSBAIIN
CHenn(pUIHOCT B PYTHHHOTO TECTYBaHE.

29.7.8. Uzonupane Ha JIHK, enekrpodopesa n anamus

29.7.8.1. N3onupane nva [JHK

29.7.8.1.1. IHK ce u3onupa u npedyncTsa Mo CTaHAAPTEH METO, KOWTO € JOKYMEHTHPaH U BAIUIUPAH B
nabopaTopusTa.

29.7.8.1.2. Axo IHK He ce nzmon3Ba BegHara ciie/l MpeyrcTBaHe, JadopaTopuaTa TpsiOBa Aa pasmosara ¢
METOJ 32 CbXpaHEeHHUe, KOMTO 3aia3Ba MaTrepualia OT JerpagupaHe.

29.7.8.1.3. JHK Ttps6Ba na 6b1¢ ¢ JOoCTaThYHA YUCTOTA M KOHIICHTPAIIUS 32 OCUTYPSIBAaHE Ha HAJICHKTHU
pe3yaTaru.

29.7.8.2. Enexrpodopesa

29.7.8.2.1. TpsbBa na ObAAT ONpEAEICHU U TOKYMEHTUPAHU ONTUMAIHU €NeKTPO(QOpEeTHYHH YCIOBUS U
TIPUEMITBH TPAHUIIH.

29.7.8.2.2. JlaboparopusTa yCTaHOBSBA KPUTEPHUU 3a MPHEMaHe Ha BCEKH CTapT WIM KalWJspHA TelHa
MUTpanusl.

29.7.8.2.3. Koraro pa3mMepbT Ha aMILTMKOHA € KPUTHYEH (aKTOp NP aHAIIN3a, BbB BCEKH I'ell e BKIIIOUBA
Mapkep ¢ pa3Mep Ha (parMeHTHTE, CbOTBETCTBAII HA BCHYKH OYaKBaHU (ParMeHTH.

29.7.8.3. Ananus

29.7.8.3.1. IlpuemnuBY TpaHUIM Ha CHJIaTa HA CHUTHaja ce JeUHHUpAT 3a OINpeNesiHe Ha MO3UTHBEH U
HEraTHBEH pe3yJiTar.

29.7.8.3.2. [Ipu MaHyaHO OTYMTAHE HA MO3UTHBHW/ HETATHBHU PEAKIMU U ONPEACISIHE Ha aNeIUTe MpU
SSP u SSOP MeroauTte ce M3BBPIIBAT 2 HE3aBUCHUMH WHTEPIPETAIIMN HA ITbPBUYHUTE NaHHU. [Ipu criermam cutyannu
e fomycTuma 1 uHTepnpeTanus.

29.7.8.3.3. MeronbT 3a onpe/ensHe Ha aleluTe U aleHaTa 6a3a JaHHH ce TOKyMEHTHPAT.

29.7.8.3.4. Ilpu HepasrpaHHUYUM pE3yJTAaT BCHUKH BH3MOXXHHU alleTHH KOMOWHAIIMU C€ TIOCOYBAT B
pesyJarara.



29.8. Meroau 3a TUIM3UPAHE

29.8.1. PCR-SSP

29.8.1.1. Besika aMmmukaninoHHa peakiusl BKIOYBA KOHTPOIIA 32 JIETEKIUS Ha TEXHUYECKH MPOOIeMH -
BBTpPENIHA KOHTPOJa (IOMBIHUTETHH IpaliMepy WM MaTpHUIla, KOUTO AaBaT MPOAYKT, pa3rPaHUYUM OT CHEIHPHIHUSL
amMIIQuKar).

29.8.1.2. Ilpu nurica Ha cnermuudeH aMIDINGUKAT ¥ BHTPEIIHA KOHTPOJIA 3a JajeHa IpaiMepHa cMec
JabopatopusTa TpsOBa Aa UMa MOJIUTHKA 3a IPUEMaHEe MU OTXBBPIISIHE HA Pe3yNTaTUTE OT THIIU3UPAHETO.

29.8.1.3. Hecnetmpmuna wim cnaba ammumdukanus W TEHACHIUS KbM oOpa3yBaHe Ha TpalMepHHU
JUMepH TPsIOBa Jla ObAaT JOKYMEHTUPAHH.

29.8.2. CexkBeHupane

29.8.2.1.Marpumiata 3a HYKJICOTHJHO CEKBEHHpaHE C€ XapaKTepusupa C JOocCTaTbyHa YHCTOTA,
cneun(pUIHOCT, KOJIMYECTBO M KAYECTBO.

29.8.2.2. IlpeuncTBaHe Ha MaTpHIIATa Cie] aMIITH(UKAIUS ce H3BbpIIBa 3a orcTpanaBane Ha ANTP, Taq
IMMepasa 1 aMILTU(UKALUOHHY MTpaiMepH.

29.8.2.3. TpsabBa ma ObIaT yCTAHOBEHH KPUTCPUHU 33 MIpHEMaHe HAa MbPBUYHHUTE PE3yNITaTH (MHTCH3UTET
Ha MUKOBeTe, (pIyKkTyauun Ha 6a3oBara JTUHMSA, POpMa Ha TMKOBETE, TOYHO ONpeIesIsTHE HA KOHCTAHTHUTE MO3UIIHNN).

29.8.2.4. CphOTHOIIEHNETO CUTHAJ/IIyM TpsOBa Aa OBAE MOCTaTHYHO 33 HAJEKTHO OMNpEIeNssHe Ha
HYKJICOTHUTE.

29.8.2.5. MeTroasbT 3a onpeleisHE Ha alleIUuTe ce JOKyMEHTHpa

29.8.2.6. TpsbBa ma ce H3MON3BAT METOIM, KOWTO Ja HE JMJOMYyCKAaT TO3WIMUTE, BKIIOUYEHU B
aMITHQUKALMOHHHUTE IpaiiMepH, J1a ce aHaIM3UPaT IpH ONPEACTISTHETO Ha aJIeIINTe.

29.8.2.7. JlabopaTopusita JoKyMeHTHpa 0a3ara JaHHH!, U3I0JI3BaHA IIPH WHTEPIPETANNATA HA JAHHHUTE.

29.8.2.8. Axo ompezneneHaTa CEKBEHLUS € HepasrpaHW4YMMa, KpallHMAT pe3yaTaT IMocoYBa BCHYKHU
BB3MOXKHH aJ€TTHH KOMOMHAIINH.

29.8.3. PCR-SSOP

29.8.3.1. AMmmudukanusaTa ce MOHUTOpPHpa uYpe3 Tej-elekTpodope3a TMpenud HU3BBPIIBaHE Ha
XUOpUIU3AIINS.

29.8.3.2. Bceknu aHanu3 BKJIIOYBA BBTPEIIHA COHOA, cleUU(HYHA 32 KOHCEPBAaTHBEH PETHOH Ha
aMILTHQHUITUPAHUS TTPOITYKT.

29.8.3.3. Bceku aHanM3 BKJIIOYBA CHOTBETHH KOHTPOJM 3a BaJMIUpaHe Ha XHOpUAM3ALUATA U

JNETEKLUSTA.
29.8.3.4. Besika ammmudukanys 1 XMOpuan3alus BKIIOYBA HeraTuBHA KoHTpoua (0e3 JTHK).
29.8.3.5. ABTOMaTHYHUTE CUCTEMH 33 XHOPHIU3AIUs Ce KaTHOpUpaT Hai-Manko | mbT B TOUHATA.
29.8.3.6. Ilpu u3noi3BaHe Ha CKEHEPU CE M3BBPIIBA BTOPO BU3YaJHO OTUMTAHE 3a MOTBBPXJAaBaHE Ha
JaHHUTE.

29.8.3.7. Ilpu aBTOMaTHU3WPaHO OTYMTAHE BCHUYKH KPUTHYHHU E€JIEMEHTH, OKa3Ballll BIHSHHE BBPXY
(YHKIMOHUPAHETO HA MalllWHAaTa, TpAOBa Ja ObAaT MoHMTOpHpaHH. JlaboparopusiTa JOKyMeHTHpa (QYHKIMOHAIHATA
mpoBepKa Ha amaparypara. lloumcTBaneTo W KanmmOpupaHeTo Ha (DIOYIUTOMETHpD MOAOOHHWTE HHCTPYMEHTH Ce
W3BBPUIBA U TOKYMEHTUPA TPEAN H3MOI3BAHETO HM.

30. OnpenensiHe HAa UMPKYIUPALLN ATOAHTUTENA

30.1. JlaGoparopusta uWMa JOKyMEHTHpaHA IMOJUTHKA 3a OIICHSBAaHE CCHCHOWIM3AIMATA Ha BCCKHU
MAIUEHT OT BPEMETO Ha IIbPBOHAYAITHOTO XapaKTepru3npaHe.

30.2. JIaboparopusiTa mMa mporpama 3a peryJsipeH CKpUHHUHT Ha CEPYMH OT BCEKH HAITUEHT 3a aHTHUTEINa
cpemry HLA anTHreHum cbho0pa3HO H3UCKBaHMATA 3a TPAHCIUIAHTALMS HAa OPraHM WM MEIWLMHCKUA CTaHAapT
"UMyHONIOTMYHA MMOATOTOBKA IIPY TPAHCIUIAHTAIMS HA OPTaHH, ThKaHU M KIIETKH".

30.3. JIaboparopusTa pasmnosara ¢ JOKyMEHTalHUs 32 NOTEHIUAIHO CCHCUOMIM3UPAIU CHOUTHS Ha BCEKH
naruedT. CepyMuTe ciiel] BCSKO OT Te3W ChOMTHS ce TecTyBar 3a antutena cpenry HLA anTureHun u ce chxpaHsBaT 3a
OBbJIeI KpocMa,

30.4. Ompenens ce u ce qoKyMeHTHpa cnenuduaHocTTa HAa HLA aHTHreHH, cpenry KOUTO ca HaCOYEHHU
oTKpuTUTE aHTHTeNa. Heobxonumo e na ObaaT pasrpanndenu anturenara cpeuty HLA aHTHTeHH OT aHTUTeNa ¢ Apyra
CHeT(UIHOCT.

30.5. M3nomsBa ce kiacuieckaTa KOMIUIEMEHT-3aBHCHMA JIMM(POIUTOTOKCHYHA TEXHHKA W/WIN Jpyra
TEXHHUKA C YyBCTBUTEIHOCT, EKBUBAJIEHTHA HJIU IT0-BUCOKA OT Ta3M Ha HUTOTOKCHYHATA.

30.6. 3a orkpuBaHe Ha aHtuTena cpemry HLA kmac Il anTureHM ce W3MOM3Ba TEXHHKA, KOSATO TH
pasrpannyaBa ot anturena cpemry HLA knac | anturenn.

30.7. ITarensT or HLA aHTHTeHHM BKIIIOYBA TOCTaThueH OpOi JOHOPH, 3a J1a ce 00XBaHE HAW-TOJISIM Opoi
AQHTUTEHHHM CIEUU(PUYHOCTH M J1a CE€ OCUTYPU CHOTBETCTBHE Ha pasNpeAeiCHUETO MM B IOMylaluara. bpost Ha
VHIVBHUINTE U HA aHTUTCHHUTE CTIEHU(UIHOCTH C€ JIOKyMEHTHPA.



30.8. KommnemeHT 3aBUCHM JTINM(OIUTOTOKCUYICH TECT:

30.8.1. BwB Bcsika 1uaka ce BrimouBa HLA cnenmduyuHa monoXuTenHa KOHTpPOJAa 32 aKTHMBHOCTTa Ha
KOMILJIEMEHTA 1 OTPULATEIHA KOHTPOJIa 3a )HU3HECIOCOOHOCTTA Ha TECTYBaHUTE KIETKH.

30.8.2. UIrl" u UIrM mono>kuTeTHn KOHTPOJIM Ce BKIIOYBAT, aKO CEPYMHTE CE M3CIEABAT CIiel] TPETUpaHe
¢ nutuotpeutoun (JTT).

30.9. MukpochepoB TecT:

30.9.1. JIabopaTopusiTa ©Ma yTBBbpACHA NPOLEAYPa 32 KOHTPOJIMPaHE Ha Heclenn(UIHOTO CBHP3BaHE HA
aHTUTeNa KbM TapreTHUTE MUKPOChEpH.

30.9.2. Besdxko wu3cnenBaHe 3aIBJDKUTETHO BKJIIOYBA OTpHUIATEIHA KOHTpOlIa - CEepyM  OT
HEeaJIOMMYHU3UPaH YOBELIKH JOHOP(H).

30.9.3. Besko u3cnenBaHe BKIIIOUBA MOJIOKUTENHA KOHTPOJA - CEpYMH OT aTOMMYHU3MPaHU WHAWBHIH,
3a KOMTO € IOKYMEHTUPaHo, ue pearupaT ¢ HLA anTurenu. AHTUTENaTa ca OT HOAXOIAIIHS 3a N3CIECIBAHETO H30THII.

30.9.4. Jlaboparopusita TpsiOBa na mMa M3PaOOTEHH KPUTEPUH 3a pasTpaHWyYaBaHE HA MMO3UTHBHHUTE OT
HETaTUBHUTE PEaKLINH.

30.10. UMmyHOEH3UMEH TECT.

30.10.1. Besiko uscnenBane Ha anoantuTena uype3 MEM BxiltouBa oTpuIlaTeIHa U MOJIOKUTEIHA CEPYMHA
KOHTPOJIa KaKTO IPU MUKPOC(HEpOBHsI aHATU3.

30.10.2. KouTpona 6e3 HLA aHTHIreH ce BKIIOYBA B TECT-CUCTEMATA.

30.10.3. Jlaboparopusita TOKyMEHTHpPa CBOW COOCTBEH Ipar Ha CUTHH()MKAHTHU HUBA Ha aHTHUTSIIOBO
CBBp3BaHe.

31. OnpenensiHe Ha ThKaHHA CHbBMECTUMOCT Ype3 KpocMayd peakLusl.

31.1. Kpocmad peaknusita ce U3BbPIITBA IPOCIIEKTHBHO.

31.2. M3nomn3Bar ce TEXHWKU C €KBHBaJICHTHA YyBCTBUTEIHOCT Ha CKPUHHpAIIMs alIOaHTHTENATa TecT.
Morar na ObIaT H3MOJI3BaHUM TECTOBE C JOKa3aHa IIOBUILEHA YYBCTBUTEIHOCT B CPaBHEHHE C OCHOBHUS
MUKPOJIUM(POIUTOTOKCHYEH TECT, HAlp. YABIDKCHA HWHKYOaIMs, YCHJIBAaHE Ha pEakUusATa C aHTUTIOOYJIMH HIIH
¢dnoyuuTomMeTpus.

31.3. Jlabopatopusita Moxke Aa onpenens T- u B-xiersueH kpocmad.

31.4. Jlaboparopusita MOke Aa JudepeHuupa NOJI0KUTENEH KpocMay, IbJDKAIl ce Ha ajJoaHTUTeNna, OT
TO3H, JIBJDKAII] CE Ha aBTOAHTUTENA.

31.5. Cepymute, B3eTH Ha 14-usi AeH ciel CEeHCHOMNM3Mpamo CHOUTHE, CE BKIIOYBAT B KpocMad
peaxnusaTa npeau TpacIulaHTaLMs.

31.6. JlabopaTopusita UMa yTBBpJICHA MOJUTHKA 32 TOAOOP Ha MOJIOKUTEITHH MCTOPHYECKH CEPYMH 3a
TECTyBaHE B KPOCMay PEeaKLUsATa IPU CEHCUOMIN3UPAHU PELUITHECHTH.

31.7. JIumpoUMTOTOKCHYCH KpOCMaY:

31.7.1. BB Bcsika miaka ce BxirouBa HLA crenuduyHa monoXuTeTIHa KOHTPONA 33 aKTHBHOCTTAa Ha
KOMILJIEMEHTA U OTPHUIIATEIHA KOHTPOJIA 3a KU3HECIIOCOOHOCTTA Ha JIOHOPHUTE JINM(OLIUTH.

31.7.2. Url" u UM nonoxuTeaHn KOHTPOJIM CE BKIIOYAT, aKO KPOCMaybT C€ U3BBPIIBA CIIE/ TPETUPAHE
Ha cepymure Ha naruenture ¢ JTT.

31.8. dnoynuToMeTpuUeH KpocMad:

31.8.1. IlpennopbuBa ce MHOTOIIBETHA TEXHHUKA.

31.8.2. CBBp3BaHETO HA YOBEIIKUS UMYHOTJIOOYJHMH C€ YCTaHOBsiBa upe3 (iayopoxpom-Oemnszan F(ab')2
antuuoBewku Url'.

31.8.3. Besko u3cnenBaHe BKIIIOUBA OTPHUIIATETHA U IBE MOJIOKUTENHH (CUITHA U cllaba) KOHTPOJIH.

31.8.4. KoHTpOMHHUAT HOPMaJIEH YOBEIIKHA CEPyM € OT HEMMYHH3HPaHH, 3[paBU MHIUBHIU U JIOKAa3aHO
(IIOYIIUTOMETPUYHO HETATUBEH CPEILY YOBEIIKH JICBKOIUTH.

31.8.5. Ilo3uTuBHATa KOHTpOJa BKJIIOYBA UYOBELIKHM CEPYMH, CHIBP)KAIIM aHTUTENa OT OIpelesieH
n3otul, crenuduyaan 3a HLA aHTUreHUTE WM BCAKAKBU APYTH aTOAHTUI€HH, KOUTO Ca OT 3HA4YEHHE 3a KpocMmaua.
[lo3utnBHaTa KOHTpONa OU TpsIOBaANO a pearrpa ¢ BCHUYKH YOBEUIKH JTUM(OIHUTH.

31.8.6. Bcsika mabopatopusi ycTaHOBsBa COOCTBEH Ipar 3a MO3UTHBEH KpocMad. Beska 3HaumTenHa
NPOMSIHA B IPOTOKOJIA MJIH anapara N3UCKBa MOBTOPHO XapaKTEepU3UpaHe Ha TIO3UTHBHHUS TIpar.

32. OnpenensiHe HA TYMOP-aCOUMUPAHN aHTUTEHHU B CEPYM.

32.1. JIaboparopusita € B ChbCTOSIHHE Ja M3CJeBa TYMOPHH MapKepH IO €IUH OT yTBBPACHUTE METOJIH:
PUA, UEM, xeMuITyMUHECIICHITHSL.

32.2. W3cieapaHeTo Ha TyMOPHH MapKepH 3a JUATHOCTHYHO YTOUHSBAaHE M KOHTPOJI HA JIEYEHUETO
BKJTIOYBA!

32.2.1. mpenyd mNpoBeXJaHEe Ha Tepamnus - M3CIEABaHE Ha HaAWU-TIOAXOAAIIUS MapKep 3a BHJIA H
JIOKaNU3alusITa Ha TyMOpa;

32.2.2. mpu OTCHCTBAILO WM HEAOCTOBEPHO ITOBHUILIABAHE CTOMHOCTUTE HA MapKepa MOXKE 1a Ce U3cieqBa



MapKep Ha BTOpH H300p;

32.2.3. WOBTOpPHO H3CIEABAHE HA MapKepa ce mOpernopbyBa He mo-paHo ot 14 - 20 nmHEH cien
TepaneBTUYHATA HHTEPBECHLIUS;

32.2.4. B 3aBHCHMOCT OT NPOMEHHTE B CTOMHOCTHTE Ha TYMOpPHHUS MapKep B CpaBHEHHE C
MpeATepaneBTUYHATE W/MIM MPU NPOMsSHA Ha TEParneBTHYHOTO MOBEACHUE ce M3paboTBa WHAMBUAYyalHa cXxeMa 3a
KOHKPETHHMS IIaIMEHT 32 4eCTOTaTa Ha IpocieIsIBaHe Ha MapKepa.

32.3. Besiko u3cnenBaHe BKIIIOYBA KOHTPOJIHM KOHIEGHTPALWMH Ha AaJCHUS TYMOPEH MapKep, BKIL. CEPYM C
aurica Ha Mapkepa. 1o mosmyueHure CTOMHOCTH OT U3CIIEIBAaHETO HA KOHTPOJIHU KOHIIEHTPALUK C€ IIOCTPOsIBa KpUBaTa
3a OTYHMTAHE Ha Pe3yJITaTHTE.

32.4. Ilpu BCsIKO M3CieOBaHE C€ M3IOJ3BA €IMH M ChII CEPyM C M3BECTHA KOHLIEHTpauus Ha MapKepa,
KaTO TIOJIyYEHHAT Pe3yJITaT TpsOBa Ja Nomnaia B yKa3aHUTE TPaHUIIH.

33. OnpenensiHe Ha XOPMOHHU

33.1. Uznon3Ba ce MeKIyHApOHO MpHeTaTa HOMEHKIIATYpa Ha METOIUTE 33 aHAJM3 HA XOPMOHH.

33.2. IlomykonuuecTBEHUTE METOAM (XpoMaTorpad)CKy NPUHLIMII HA TECT JICHTH) CE H3IOJ3BAT Karo
OUAarHOCTUYEH OpueHTHp (CkpuHHMHI TecT). llpum momydyaBaHe Ha pe3yiTaTH W3BBH TpaHMLUTE HAa HOpMaTa ce
M3MOMI3BaT KOJWYECTBEHW METOJM: paguonMyHonornuyeH ananu3 (PHUA), umyHo-paguomerpuuen a"anu3 (MPMA),
ensuMHO-uMyHeH aHamm3 (EUA), wmmyno-ensumen anamms (MEA), ¢uyopo-umynen anamms (®PUA), mmyHO-
(dayopomerpuuen ananmuz (MDMA), nymuHecueHTHO-uMyHeH aHanu3 (JIMA), HMMyHO-TyMHHECHECHTCH aHaju3
(MIIMA).

33.3. M360pbT Ha METOJI 32 aHAJIU3 HA XOPMOHH ce choOpa3sBa C OnpeesieH! H3NCKBAHUS:

33.3.1. mo oTHOIIEHHE Ha YYBCTBHTEIHOCT METOAUTE ce Hapexnar mo ciaenuus HaunH EMA = UEA <
PUA <UPMA = NJIMA = JIMA = OUA = UDMA;

33.3.2. 3a BceKkM BUA XOPMOH CHOOpa3HO HEroBaTa CTPYKTYypa, TPAHCIOPTHH OeNThUM W Ip. HMa
ONITUMAJICH BUJ aHAJH3, KOMTO NMa MIPEeJUMCTBA NPE] IPyTUTe HE3aBUCUMO OT IT'OPEIIOCOUYECHUS Pes.

33.4. CTpuKTHO ce cra3BaT YCIOBHATA 3a B3€MaHE M ChXpaHEHHE Ha MpPOOUTE NMPH BCEKU OTIENCH
XOPMOH.

33.5. JlaGoparopusita MOXe 1a Ompesens KOJWYECTBEHO W TOJYKOIMYECTBEHO CTEPOUIHH XOPMOHHU
(xoptuzoin, 17-OH mporecTepoH, IeXuApPOSHHAaHAPOCTEPOH-CYN(AT, alJOCTEPOH M TEXHUTE META0OIMTH B KPBHBEH
cepyM, IJia3Ma 1 yprHa) 10 eIHa OT YTBBPJCHUTE TEXHUKH.

33.6. JlaboparopusiTa MOXKe Aa ONpeesisi KOJMYECTBEHO, a KbAETO € HE00X0IUMO - U MOIyKOJIHYECTBEHO,
PENPOOYKTUBHU XOPMOHH - €CTPagHOJ, IPOreCTEPOH, TECTOCTEPOH U TEXHU METAOOJINTH B KPBBEH CEpyM, IUIa3Ma U
ypHUHA, IO €Ha OT YTBBPACHNUTE TEXHUKH.

33.7. JlaGoparopusiTa MOKE a OIpenes KOJIUUYECTBEHO TUPEOUIHH XOPMOHHU (00Ll TPUHOATUPOHHUH U
TUPOKCHH, CBOOOJIEH TPUHOATHPOHUH U TUIIOKCUH, TPUHOATHPOHUH-00paTeH, TUPEOrIOOYINH) B KPBBEH CEPYM HIIH
IUTa3Ma 10 eIHa OT YTBbPACHUTE TeXHUKH.

33.8. JlaGopatopusara Moxe aa omnpeneis XUNO(GU3HU XOPMOHHU (aJPEHOKOPTHKOTPOIIEH XOPMOH,
TUPEOUA-CTUMYITUPAI XOPMOH, COMaTOTPOINICH XOPMOH, IPOJIAaKTHH, (POTUKYIOCTUMYIUPAIL XOPMOH, Ty TEHHU3UPAIL]
XOPMOH) 110 €Ha OT YTBBPACHUTE TEXHUKH:

33.8.1. IlomykonnuecTBEHUTE METOAW Ha TECT JIGHTH MOTAT Aa C€ M3IMOJ3BaT 32 CKPUHUHTOBH LETH U
II'bPBOHAYAJICH AUATHOCTHYEH OPUEHTUD.

33.8.2. Ilpu OTKIIOHEHHE Ha pe3yiTaTra OT HOPMATHHUTE CTOMHOCTH JabopaTopHusiTa MOXE Ja aHAIU3Upa
mpobara 1o efnH oT KonmdecTBeHuTe metoan: OUA, NJIMA, NPMA.

33.9. Jlabopatopusita MOXKe Aa omnpeaens HHCYIUH U C-TIeNTUA U € MPENOPBUUTEITHO OMPEICITHETO Ha
[JIIOKaroH B CEpyM WM Iia3Mma 1o enHa ot yrBbpaeHute texuuku (EMA, MEUA, PUA, DELFIA) 3a konuuecTBeHO
omnpenensiHe. [1oyKoTHUeCTBEHUTE METOIU Ha TECT JICHTH HE CE MPENnophYBar.

34. UMyHOXHCTOXMMUYHO ¥ UMYHOLIUTOXUMHYHO H3CIIEIBAHE.

34.1. JlabopaTtopusiTa € B ChCTOSHHC Ja WACHTH(HIMpA W JIOKATHW3WpAa aHTUTCHH B THKAHHHW CPE3H U
LUTOJIOTUYHY TPenapaTH 4pe3 ChOTBETHO MMYHOXHUCTOXMMHYHO HMJIM UMYHOLUTOXUMHYHO MapKUpaHE C aHTHTENa,
W3II0N3BAaHH KaTo CIeUU(HYHN pEeareHTH B aHTUICH-aHTUTSUIO PeaklMs W IOCJe[Balla BU3yaau3auus MOCPEICTBOM
(hi1yopeciieHTHH 00U WU €H3UMHU CUCTEMU.

34.2. Besiko n3cieaBaHe BKIIIOUBA TOJIOKUTEIHA U OTPUIIATEIIHA KOHTPOJIA.

34.3. ®oHOBOTO MapKHpaHe ce HamallsiBa MaKCHMAHO 4Ype3 CeNU(PHIHO OJIOKHpaHe Ha EHIOTCHHUTE
cyOcTpaT B 3aBUCHMOCT OT M3MOJI3BaHaTa BU3yallM3upalia CHCTEMA.

34.4. Karto oTpumareiaHa KOHTpPOJIa Ha HECHENU()UIHOTO CBHP3BAaHE HA AHTUTENATa CE€ H3IIOJI3BAT
KOHTPOJIHA HW30THUITHH aHTUTeNa, chnenu(UYHU CHpSMO aHTHIeHH, KOMTO HE C€ CpeliaT W He Morar aa ObaaT
WHAYLHMPAHU B ThKaHU Ha 003aiiHULIN.

34.5. KaTo oTpuIaTe)IHd KOHTPOJIM Ha UIMYHOXUCTOXUMHYHOTO MJIM UMYHOLIMTOXUMHUYHOTO M3CIIC/ABAHE
C LIeJI OLIEHKa Ha HAJIMYMETO Ha €HIOTCHEH CcyOCTpaT Ha BH3yaslM3upallaTa CUCTEMa B H3CJICABAHUTE THKAHU HIIH



KJICTKH YCIOPEHO Ce WHKYOMpAT MpenapaTH OT HW3CIEABaHUS MaTepual, MpU KOUTO € MPOMYCHATO MbPBUYHOTO
AHTUTSLIO.

34.6. Karo monoxuTenHa KOHTPOJa CE W3MOJ3BAT ThKAHW WJIM KIETKH, 33 KOHUTO € M3BECTHO, Ye ca
[TOJIOXKUTEIIHU 33 TeCTBaHMs aHTUIreH. [1pu n3ciieiBaHe Ha JICBKOLUTHU aHTUT'CHHU XEMOIIOCTUYHATA ThKaH MPEA0CTaBs
BBTPEIIHH MTOJIOKUTEITHA KOHTPOIIH 32 M3MOI3BAHUTE aHTHIICBKOIUTHH aHTHUTEIA.

34.7. JlabopartopusiTa WMa BB3MOKHOCTH 3a MOp(OJOTHYHO H3cieaBaHe. JlabopaTopumre, KOWTO HE
MOTAaT Jia IPoBeaAaT MOP(OJIOTUYCH aHATN3, Ch3/1aBaT oOpe (PYHKIIMOHUPAI MEXaHU3bM 32 KOMYHHUKAIIUS ChC 3BCHA,
OCBINECTBIBANIM MOP(OIOTUYHA OI[CHKA Ha CHINUS KIMHUYCH MaTepHal.

34.8. BckO HECHOTBETCTBUE MEXIY JNAHHUTE OT MOP(GOJOTUYHOTO U MMYHO(DEHOTUITHOTO U3CJICIBAHE
clie/iBa Ja Objie U3SICHEHO.

34.9. Pe3ynratuTte ChABPKAT HHPOPMAITUS 32 BUAA HA MOJOKUTEITHO U OTPUIIATSITHO OIBETCHUTE KIICTKH
U CTPYKTYpPH, OIMCAHKHE Ha TUIA HAa OIBETSABAHETO (MU(Y3HO, (POKATHO, IUTOMIA3MEHO, SIIPEHO, MEMOPAHHO), a TIPU
HEOOXOUMOCT ¥ KOMEHTAp Ha KOHTPOJIUTE M U3IMOJI3BAaHUTE aHTHTEIA.

Paznen IV

OCHOBHH W3UCKBaHHA KbM CTPYKTYpPHUTE IO KIMHUYHA UMYHOJIOTHSA B JIeUeOHNUTE 3aBEJCHNS 32 OOTHINYHA
Y U3BHHOOTHUYHA MEJMIIMHCKA TTOMOII (YCTPOHCTBO, 3abJDKUTEIHU ACHHOCTH, TIEPCOHAN)

1. KaOuHeT o KTMHIYHA UMYHOIIOTHS B aMOYJIaTOpHs 3a CIielian3upaHa H3BHHOOIHUYHA MEAUIIMHCKA
TIOMOIII

1.1. YerpoiictBo

KabuHeTsT Mo KIMHUYHA UMYHOJIOTHS € Hali-MaJikaTta CTPYKTYpa, KOSTO MOXeE Jia ObJe CaMOCTOSITEIHO
3BEHO WJIM YacT OT CTPYKTypaTa Ha JiedeOHO 3aBeJeHHE 3a CIielUain3upaHa H3BbHOOMHNYHA oMol ChCTOU Ce OT
KaOWHET ¥ MaHWITYJIallMOHHA.

KabuHeTsT ce M3mon3Ba 3a mperiie]] Ha MAIMCHTa - CHEMaHe Ha aHaMHe3a, (DM3MKalieH CTaTyC U
MIOIThJIBaHe HA MEIUITUHCKUTE TOKYMEHTH.

ManunynanuoHHaTa CIYXKH 332 M3BBPIIBAHE HA CHEHU(PUYHU JUATHOCTUYHHU JCHHOCTH - KOXHO-
aNepruyHu MpoOu, KOKHHU NMPOOHU 3a 3a0aBEH THI CBPBHXUYBCTBUTEIHOCT, 33 MPOBEXIAHE HA KapIUOITyJIMOHAITHA
pecyciuTanys npyu Heo0XoauMOoCT. MaHUIy IallMOHHATa MOXKe Jla ce 000c00M KaTo (PYHKI[MOHAIHA YacT OT KaOMHeTa
WJIH TIPY He0OXOMMOCT J1a Ce MTOMEIaBa B OTAeHa CTasl.

1.2. O6opynBane

Kabuner: nekapcko Oropo, crou, mkad 3a JOKYMEHTH, MEUIIMHCKA KYIIETKa, MUBKa C Tedallla ToIa U
CTyJeHa BoJa, TeledoH, KOMIIOTHD ¥ MPHUHTEDP, MEAUIIMHCKA TOKYMEHTH: aMOyJIaTopeH XypHal, perenTH, OJlaHKA 3a
Ha3Ha4YaBaHE Ha JIA0OPATOPHU U PEHTTEHOBH M3CJICIBAHUS.

ManwnnynanroHHa: XJIaIATHAK 32 ChXpaHeHNEe Ha PEaKTUBUTE 3a KOXKHO-IEPTUIHHUTE MTPOOH U MpoOHTe
3a 3a0aBEH TUIl CBPBXYYBCTBUTEIHOCT, MACHUYKa 32 U3BBPIIBAHE HA KOXKHUTE NMPOOH, CTOJI 32 U3BBPIIBAIIUS TPOOHUTE,
CTOJI 3a MaIMeHTa, CIelleH mKad ¢ MeANKaMEeHTH, KACIOpoAHa OyTuika, aMm0y, ecMapX, JaCTHYHA OWHTOBE, MACHYKa
3a [MOCTaBsSHE Ha CIIPUHIIOBKHM C aJlepreHH, mkad, MUBKa ¢ Tedallla TOIJia M CTy/IcHa BOJa, MEAMIIMHCKA KYyIIIETKA.

1.3. 3aaBIDKUTEIHN JEHHOCTH

1.3.1. Ilpernenm:

- II'bpPBHYEH TMIperjel C ONMCAHWE Ha aHamMHe3a W CTaryCc W u3pabOoTBaHEe HA WHIUBUIyaJIHA
JIUAarHOCTUYHO-JIeYeOHa CXeMa;

- 'TbPBHUYEH MPETJIe] B JOMAIIIHA 00CTAHOBKA;

- BTOpHUYEH IIperJie]l U OIleHKa Ha HOB METUIIMHCKH ITPO0IIeM;

- BTOPUYEH IperJjie]l B JoMalllHa 00CTaHOBKA;

- KOHCYJITalHs C APYT CIIEIUANIHUCT B aMOyJIaTOPHH YCIIOBHS;

- eKCIIepTH3a Ha BpeMeHHa HepaboTOCIOCOOHOCT.

1.3.2. OOIOMETUIIUHCKY IEHHOCTH:

- HHXEKITIH;

- mapeHTepalTHu HHPY3UH;

- KapAuO-TyJIMOHAITHA PEeCyCIUTAIH (1T0 BUTATHA WHIUKAIIHN ).

1.3.3. Cneuuduunu neiiHocTH:

- Ha3Ha4YaBaHe U MHTEPIpETHUpaHe Ha 1a00paTOPHH U CHEeIHATN3UPaHNd IMYHOJIOTUYHHU U3CIICIBAHUS;

- Ha3HauaBaHe, 3all0YBaHEe U KOHTPOJHUPaHe Ha crenuduyuHa UMyHOTEparnus, HEM3UCKBallla CTallHOHAPHU
YCIIOBHSL.

1.4. Ilepconaur:

- mareH Opol JeKapu - €IMH JieKap ¢ MPU3HATa CHCIMATHOCT MO0 KIWHUYHA WMYHOJIOTHS, JIEKapsT
MMYHOJIOT HOCH IThJIHA OTTOBOPHOCT 3a Ialle€HTa OT MOMEHTa Ha ITBPBUS MPETJie]], KaTo KOHTPOINUpPa MPOBEXKIAHETO
Ha W3CJCJABAHUATA, MOCTaBs JUArHO3aTa, U3rOTBS JICUCHUETO M CJICAU edeKTa My Ype3 KOHTPOIHH TPETrJIeAH JI0



MOMEHTa, B KOWTO MAIMEeHTHT Oble IpeaaieH Ha obmonpaktukyBamus jJekap (OILI), mocteim B 6onHALA WK TIPU
MPOMSIHA Ha MECTOKUTEIICTBOTO;

- MEIUIIMHCKA CeCTpa B KaOWHET 10 MMYHOJIOTHUSI C€ Ha3HA4aBa IO MPEIeHKa Ha JIeKapsi HIMYHOJIOT TPH
J0CTaThuyHA HATOBAPEHOCT; MEIUIIMHCKATA CecTpa pabOoTH 101 KOHTPOJIA Ha JIeKaps KIMYHOJIOT U W3BBPIIBA CJICIHUTE
JNEHHOCTH: W3BBHPIIBA KOXHHUTE MPOOH, TOIMBJIBA JTOKYMEHTAIMATA, PETyJMpa TOTOKA OT MalMeHTH W CIEAW 3a
KOHCYMaTuBUTE (MTaMyK, CITUPT, CIIPUHIIOBKY U UTJIH U T.H.);

- caHUTap - Ha3HaYyaBa ce 10 NMpPEelLeHKa Ha JICKapsl.

2. Knuanka (oTnenenne) mo KIIMHMYHA UMYHOJIOTHS KbM JIedeOHO 3aBeleHue 3a OOTHUYIHA TIOMOII

2.1. YcTpoiicTBo

KimHukaTa v oTAeIeHHeTo BKIII0YBA!

- OOJIHMYHM CTau - C MUBKA, KUCJIOPOJ/IHA MHCTANIAIINS Ha BCSIKO JIETJIO, ECTECTBEHO OCBETJICHHE, 000 U
JIOKaJTHO U3KYCTBEHO OCBETIICHHE, | - 3 Jieryia B cTas ¢ TPUCTPaHEH JIOCTHII, HOIHO MIKad4e 3a BCIKO JIETIIO;

- IPUEMEH KaOMHET ¢ MaHUITyJIAIMOHHA 3a KOHCYJITAI[MK U TIPUEMaHe Ha JIeXalo OOJHH;

- perucTparypa;

- IeKapCKH KaOWHETH;

- KaOWHET 32 HaYaJIHUKa Ha KIIMHUKAaTa (OTIIEJICHUETO);

- KaOWHET Ha JAeKYPHUS JIEKap C JIeTJI0, OI0po, TeeOH U MHUBKA;

- MaHMITYJIAIMOHHA 3a CTaluoHapa ¢ paOOTHM IUIOTOBE, IIKagoBE, LEHTPAJICH CIEHIeH IuKadp u
XJTQJIITHUK;

- CECTPUHCKA CTasl, KOSTO CE M3MOJI3Ba U 3a CTas Ha JeKypHATa CecTpa;

- CKJIa;

- CaHUTapeH BbH3elL.

2.2. ObopynBaHe

- KHCIIOPOTHA MHCTAIAINS, eNIEKTPONHCTATIAIIS;

- 00mo JIyMHUHECHEHTHO OcCBeTIeHHe chC 150 BT W3TOYHUIIM W WHIWBHUIyaIHO (32 JIETJIO)
HEJYMHHECLIEHTHO OcBeTiieHue - 60 - 75 Bara;

- anapart 3a EKT;

- nedubpunatop;

- AMBY;

- HOCHJIKA;

- ceJIsIa MHBAIMAHA KOTMYKA;

- IEPCOHAJIHU KOMITFOTPH, CBbP3aHHU B MPEXKa;

- XJIAMITHATA - MUHAMYM TI0 €/IMH B MaHHITYJIAIIHOHHUTE.

2.3. OCHOBHH AEHHOCTH

- Te4e0HO-TMarHOCTHYHA JIEHHOCT B ONITUMAIICH pa3Mep, ChOOPa3eH ¢ aKTyaTHUTE CBETOBHU JOCTIDKEHUS
B 00J1acTTa Ha UMYHOJIOTHSTA;

- y4eOHO-IIpero1aBaTeicka IeHHOCT Ha CTYACHTH U CTaXKaHT-JIeKapyu U OOydYeHHE Ha CIEIHaU3UpaIli
JIeKapH, TOKTOPAHTH U MEIUITMHCKH CECTPH B paMKHUTe Ha cieanuiioMmao odydenne (CO);

- Hay4HOM3CIIe[[0BaTelIicka paboTa B 00JacTTa HAa HOBU JMATHOCTHYHU M TEPANCBTUYHH METOIU M Ha
TIPEACTOSAITHN 33 PETUCTpUpaHe MeaukaMeHTH ot ¢aza II, Il u IV.

2.4. Ilepconan

- mareH nepcoHan: CwriaacHo T. I "HuBa KOMHOETEHTHOCT" - HAYaJdHUK Ha KJIMHHMKA, HAYAJIHULIU Ha
OTJICJICHUS, JICKApH, MEIUIMHCKH CEeCTpU M CaHUTapu; OposAT My 3aBUCH OT Opos Ha Jierjiara, MOTOKa Ha
amOymnaropHuTe 00JTHU, 00y4aBaHETO Ha CTY/ICHTH, JIEKapU U CECTPH U HAYYHOU3CJIeIoBaTeICKaTa IEHHOCT;

- HeLATeH MePCOHAN: 00yJaBally ce JeKapyu U MEAWIIMHCKHA CeCTPH; OpPOSAT My 3aBHUCH OT ITPOrPaMUTE 3a
CJ10, Bb3MOKHOCTHTE Ha KIIMHUKATA J1a IpueMe 00yJaBalily ce U IpelieHKaTa Ha HauyalHUKa Ha KJIMHHUKATA.

2.4.1. JlekapsAT UMyHOJIOT B KIWHUKATa (OTAEICHUETO) IO KIMHAIHA UMYHOJIOTHS W3BBPINBA CICIHUTE
JIEWHOCTH:

- CHeMaHe Ha aHaMHe3a CIOpe/ N3UCKBAHMATA U PaBUIIaTa Ha CIEINATHOCTTA;

- KJIMHHYEH Tperiie]l - CHeMaHe Ha (hM3MKaJieH CTaTyC II0 CHCTEMH, Ha3HauyaBaHE Ha HEOOXOIMMUTE
nabopaTopHH, CIIEIU(PUIHN IMYHOJIOTHYHH, (YHKIIMOHAITHN U HHCTPYMEHTAHA U3CJIE[BAaHUS;

- HHTEPIIPETHPA PE3yJITATUTE OT HA3HAYCHUTE M3CIICABAHHMS,

- Ha3Ha4YaBa HEOOXOUMHUTE KOHCYJITALUU ChC CHhOTBETHH CIICIIMAIUCTH;

- Ha3HauaBa CHOTBETHH JIe4YeOHW NPOIETypyd TMOJ PHKOBOACTBOTO HA CHOTBETHHS PBHKOBOIUTEIN
(HaYaTHUK-OT/IEJICHUE ¥ HAYaTHUK-KITHHUKA);

- ©XKeIHEeBHO MWHABa HA BU3WTAIUS C MEAWIIMHCKATA CECTpa W JIaBa SICHM Ha3HA4YeHHS 3a MOBEIEHHETO,
M3CJIC/IBAHUATA U JICUCHUETO Ha OOJTHUTE;

- KOHTPOJIMpa H3ITBITHEHUETO HA Ha3HAUEHUATa OT MEIUIIMHCKATa CecTpa U APYyT TTOMOIIIEH TIepCOHA;



- IOJITOTBS W TOKJI/IBa OOJTHUTE 32 BU3UTAIMS HA HAYATTHUKA Ha KIMHUAKATA.

JlexyBamusT Jiekap HOCH IsIaTa OTTOBOPHOCT 3a MalMeHTa OT MIPUEMAHETO 0 MOMEHTa Ha U3IMCBAHETO
My. B JieHs Ha M3MHUCBAHETO My J]aBa CMUKPH3a.

JlekyBamusT neKap € JIbXKeH aa MHGopMUpa ManueHTa Wik HETOBUTE OJIM3KU 32 HETOBOTO CHCTOSHUE,
3a XapakTepa Ha 3a00JsIBaHETO My, 3a HPEACTOSALINTE W3CICABAHMA M METOAM Ha JeyeHHue (BHUA MEAWKaMEHTH,
KJIMHAYHA €()eKTHBHOCT M O€30ITaCHOCT Ha MPUJIaraHUTe MEIUKAMEHTH).

B ormenenuero/knuHUKaTa MO KIMHAYHA HMMYHOJIOTHSI JieKapuTe Oe3 TpHu3HaTa CIEHaIHOCT II0
KIMHIYHA UMYHOJIOTHS pabOTAT MO/ PHKOBOJICTBOTO HA JIEKap UMYHOJIOT.

B otnenenuero/knMHMKAaTa MOTaT jAa pabOTAT M Jekapy 0Oe3 MpU3HATa CHENUATHOCT MO KIMHUYHA
HMYHOJIOTHS B X0J1a Ha TAXHOTO 00yYeHHe (CIEeIMATU3HIUS) IO ChOTBETHATA MPOrpama 3a CIEATUIIIOMHO 00yUYeHHE.
ToBa ce u3BBpIIBA MOJ PHKOBOJCTBOTO M OTTOBOPHOCTTa HA PBHKOBOJAWTENS Ha KIMHHMKATA C [OMOINTA Ha JIeKap
HUMYHOJIOT OT OTAEJICHUETO.

KnvHUYHUTE MMYHOJIO3H, pabOTEIIH B OTACICHUSITA, MOTAT JIa U3BBPIIBAT HAYYHO-TIPUIIOKHA JIEHHOCT -
Hay4yHa pa3paboTKa Ha TeMH, KIMHUYHU NPOYUBAHHS M W3CIIEJBaHE HAa HOBU MEIMKAMEHTH B pa3inyHa (aza Ha
MPOYYBAHETO WM.

2.4.2. MemuIHCKaTa cecTpa B OTACICHUSITA UMa CICIHUTE PYHKINU U 32 IbJDKESHUS

- TmpHeMa HOBOIpPHETHTE OOJHH, HW3BBLPIIBA CaHWUTAPHATA WM O00paboTKa W TW TOJIOMara B
HacTaHsIBaHETO B OOJTHUYHA CTas;

- 3aMo3HaBa OOJIHUTE C MPABUJIHUKA 3a BBTPCIIHUS PeJ W MOJIoMara ajanTaiusata UM B OOJHUYHATA
cpena;

- MOJABPYKA MOCTOSTHEH KOHTAKT C OOJHUTE U MPOSBABAa BHUMAaHUE KbM HYKIUTE HM;

- clemy 3a Clia3BaHe Ha NMPAaBHJIHWKA 332 BHTPEINHUS PeJ W JHEBEH PEXUM; CIEAH 3a NOOpUsS pei B
CTallMOHapa 110 BpeMe Ha CBMXKJAHE;

- OpraHu3upa, pPbKOBOJU U KOHTPOJIMpA paboTaTa Ha CAaHUTApS;

- OTroBaps 3a peia ¥ YhcToTaTa B OOJIHUYHUTE CTau;

- OATOTBsI OOJHUTE W OOTHUYHKUTE CTAH 32 BU3UTAIIMS M y4acTBa B Hesl C JICKYBAIlUs JIeKap;

- OpraHU3Upa M OCUTYPsIBa OOJIHUYHUTE TPIIKH 32 TEKKO OOJHU Ha JIETIIO;

- TIpY €K3UTYC OpraHu3Upa MPOLEAYypUTE 10 CBOEBPEMEHHO M3HACSHE Ha TPyIa; ONMMCBA M CHhXpPaHIBa
[EHHOCTUTE Ha TIOYMHAIIUS ¥ TH MpeJiaBa Ha cTapiiara MeIUIIMHCKa CecTpa WK OMM3KUTE Ha OOJTHHS MO YCTAHOBEHHUS
pen;

- U3MBJIHSBA BCHYKH HAa3HAUCHHWs W WHCTPYKIMHM Ha JIEKyBalus JieKap, Kacaeild OOJHHTE, Karo
CBOEBPEMEHHO ro MHPOPMHUPA 32 U3BBPILICHOTO M EBEHTYATHH 3aTPyAHCHHS;

- IoJIrIoMara JIeKyBalius JIeKap Mpy MPOBEXIaHe Ha U3CTIC/IBAHHUATA U TIOBUKBAHE HA KOHCYJITAHTH;

- U3MepBa TeMIieparypa, myJic, aprepuaino Hansarane (AH), numane, nuypesa;

- IPaBU TOAKOXHHU, MyCKYJTHU ¥ BEHO3HU WHXCKIIMU ¥ BJIMBAHUS;

- IPaBU TIOATOTOBKA 3a OTpEJeNIsIHE Ha KPbBHU IPYIH, U3MHCBA KPbB U OMOJIOTUYHU TIPOYKTH, TIOJTOTBS
BCHYKO HEOOXOANMO 3a KPBBOIIPEIUBAHE, KOETO CE€ U3BBPIIBA OT JIEKap;

- B3eMa MaTepualid OT OOJHHUS 33 OAKTEPUOIOTUIHO U BUPYCOJIIOTHYHO U3CIIC/IBAHE;

- U3IKCBA, TIOJTy4aBa, pa3npenesns, pa3aBa U 3apuxo/sBa MpeANuCcaHuTe JICKapCcTBa;

- cJIe/IM 3a U3MPABHOCTTA HA MOJ[aBaIaTa KUCIOPO CUCTEMA, CIIC/IN 33 HATMIUETO Ha KHCIIOPOI;

- MOATOTBS OOJIHUTE 32 Pa3IMYHH U3CICABAHUS U TH IPUAPYKaBa J0 ChOTBETHOTO 3BEHO;

- MPaBW OYHCTHUTEIHU KIM3MH [0 HA3HAYCHUE, NMOCTaBs TPEHKH, Jell, KOMIIPECH, BIAKHU OOTPUBAHUS,
Maca)xu Cpelry JeKyOuTycC, peIOBEH TOAJET 1 00CITy)KBaHE Ha TEKKO OOJTHU;

- MOJIBPKAa XUTHEHA Ha PAOOTHOTO MSACTO;

- TEXHUYECKO y4JacTUe B Hay4YHaTa JCHHOCT;

- CIIOJIETISI CBOMTE 3HAHUS M OMHUT ChC CIIEIMATM3UPAIIH KOJIETH;

- BOJM CHOTBETHATA JOKYMCHTAIIMS 32 MEIUIMHCKU cecTpH (pamopTHA KHHra, TETPajJKa 3a BH3HTAIIHU,
TeTpaJKka 3a Ha3HA4YeHUsI, TaOeJIn 3a U3MMCAHU JIEKAPCTBA U CAHUTAPHHU MaTepPHaIH);

- MOPBYBA, PA3MpPE/IEIIs U pa3iaBa XpaHata Ha OOJIHUTE CIOpPE/] HAa3HAUCHUTE TUCTH;

- cllei 3a ora3BaHe Ha OOJTHHYHOTO UMYILECTBO;

- M3MBJIHsBa paboTHUS rpaduk (pemnoBeH paboTeH JeH, cieno0eHH WK HOIIHU JEXKYPCTBa), ChbCTaBEH
OT cTapiara MeJUIIMHCKA CeCTpa U 0JJ00pEH OT HaYaJIHUKA Ha OT/IEIICHUETO;

- B Kpasd Ha pabOTHMS AEH MpeaaBa paOOTHOTO CH MSCTO C PamopT Ha ClieABAllaTa CMsHA, a TEKKO
OOJIHUTE - JI0 JIETJIOTO Ha OOJIHUA,

- 33/IBJDKCHA € Jla TIa3¥ MEIUIMHCKA TaiHa U He pa3riiacsiBa JIWYHA KOHQHUICHINAIHU JaHHU 32 OOJHUS,
KaTo ChOJI0/]aBa YOBEIIKUTE MY ITPaBa;

- 32 M3ITBJIHEHNE Ha 3abJDKCHHUATA CH HOCH OTTOBOPHOCT TIPEJI CTapliaTa MEJUIMHCKA CeCTpa U BUCILIHS
MEUIUHCKH TIePCOHAIT.



3. IIpaBo Ha manueHTUTE 3a JOCTOBEPHA U MOBEPUTENIHA HHYOPMALHS OT UMYHOJOTHYHHUTE H3CIIEABAHUS
3a COOCTBEHOTO UM 3JIpaBe

3a ma ce 3aLIMTAT MpaBaTa Ha MALUEHTUTE, U3CIEABaHN U KOHCYATHPaHU B UMYHOJIOTHYHA J1a00paTopust:

* MEPCOHATBT Ha J1AOOPATOPUATa HOCH OTTOBOPHOCT HE CaMO 3a JOCTOBEPHOCTTA HA PE3YNTaTUTE OT
U3CIIeBaHMATa, HO M TapaHTHpa IEpCOHANHA TaliHa 3a majgata uHpoOpMauus, MOJydeHA OT W3CICABAHUATA; aKO
JAHHUTE OT W3CIEIBAHUATA CE€ HAHACST B KOMIIIOTHD, T€ TpAOBa J1a ca 3alllUTEHU C KOJ, KOHTO € M3BECTEH caMO Ha
HepcoHaa Ha J1JabopaTopusTa;

* Pe3yJITaThT Ce IpeAaBa JUYHO Ha 3asBUTENS HA M3CIIEABAHETO WM OTOPU3HMPAHO OT HEro JIMIE NpHU
3ama3BaHe KOH(UASHINATHOCT Ha MH(POPMAIMATA; Pe3yITaTH OT U3CIIEABAHETO HE CE AaBaT IO Tesle(oH.

4. IlpaBo Ha paboTemmTe B MMYHOJIOTMYHA JabopaTropusi 3a MOTHBHpPAaH OTKa3 OT H3BBPIIBAaHE Ha
H3CcIeIBaHNA

HmyHonornynara nabopaTtopusi ©Ma MpaBo Ja OTKAXKE /1a U3BBPIIN U3CIeIBAHMS MIPU:

* HETIPaBWJIHM MHIMKAIINH 32 M3CIICBaHE;

* HETOJICH 3a U3CJIeJIBaHE MaTepUall: HETPABUIIHO B3ET W/MIIM HENPABUWIIHO TPAHCIIOPTHPAH;

* JIUIICA HA IaHHHM 32 U3CJICABAHMUS MaTepHall UM HETIOCPEACTBEHN KIIMHUYHY JaHHU 3a MAl[eHTa.

5. B3anmoBpb3ka Ha cnenuanHocTTa "KianHnYHa UMYHOIOTHS" ¢ OCTaHAJINTE KIMHUYHU TUCIUTUINHU

[Ipy mocoueHnTe KIMHUYHN CHCTOSIHUS € 33 IBJDKUTETHO/IPEHOPBUUTENIHO 1A Ce IOMCKA KOHCYITALUS C
JieKap UMYHOJIOT 32 Ha3Ha4aBaHe Ha HEOOXOIMMHUTE UMYHOJOTHYHH U3CIICABAHUS U TAXHOTO HHTEPIPETHPAHE C OTIIE]
nocraBsiHe (yTOYHSBaHE) Ha IMAar€o3a, MOHUTOPUpPAaHE aKTHBHOCTTa Ha OOJECTHHs MpoLEC, 3acsAran] MMyHHaTa
CHCTEMa, OIpe/IeNsTHEe HHANKAINNTE 32 IMyHOMOIYJIMpAIlia TePanus 1 MOHUTOPUPAHETO 1.

Knuananu Koncynranus ¢ gexap cbe
CBhCTOSTHUS CHEIMATHOCT KIIMHUYHA
MMYHOJIOTHS
3aJIbJDKUTEITHA MPETOPHYUTEITHA
1 2 3
IIspBUUHN
AMYHOAC(PHUIIUTH
Bropuunu X
AMYHOICPUITUTH
(CIIVH u np.)

Anepruunu 6onectu

Pesmarununu 6oectn

EHnokpuHHM X
6omectu

XeMaToJIOTUYHU X
Oomectu

CbpaedHu U ChAOBU X
bonectn

bonectu na X
XpaHOCMUJIATETHATA

crucTemMa

bonectu Ha X

IIMKOYO0-I10JI0BaTa
cucremMa

Koxuu Oosrectu

HepeHau Oonectn

Ounu OostecTn

ol Kol ol K

bonectu na
IMXaTelHaTa
cucTremMa

PenponykruBHu X



HapyLIeHUs

OHKOJIOTUYHU
3a00JIsIBaHUS

OcTpu 1 XpOHUIHHU
WHOEKIHA 1
napa3uTo3u

Xupypruaau
Bb3HaIUTEIHU
3a00JIsIBaHUS

MacuBaU 1
MHOTOKPaTHH
KPBBOIIPETHBAHS
PU XUPYPTHYHH
3a00/I1BaHUs

TpaHCHJ’IaHTaHI/IH Ha
KOXa, COJInI-

HH OpraHu, KOCTCH
MO3BK H
XEMOIIOCTHYHHA
CTBOJIOBHU KJICTKH

ABTOUMYHHH U IpyTH
HMYHO-

MeAUUPaHH
CHCTOSHUS




