HAPE/IBA Ne 44 ot 26.08.2010 r. 3a yTBbp:KIaBaHe HA
MeAUUUHCKH cTanaapT "KiuHuyna umyHosorus"

W3nanena or MUHHUCTBPA HA 37IpaBeonazBaHeTo, o0H., [IB, Op. 68 ot 31.08.2010 1., u3M. u
nortt., 6p. 92 ot 23.11.2010 r., 6p. 32 ot 8.04.2014 r., B cuma ot 1.01.2014 r.

Ya. 1. (1) C Tasm Hapenba ce yTBBPKIaBa MEIUIMHCKUAT cTaHmapT "KinHuuHa
MMYHOJIOTHS" CBITIACHO MPHIIOKEHUETO.

(2) C MenuUMHCKHS CTaHAAPT CEe OMPEIEIIST:

1. OCHOBHHUTE XapaKTEPUCTUKHU Ha cnienuaiHoctTa "Kinunuyna umyHosaorus';

2. HUBaTa Ha KOMIIETEHTHOCT Ha JIaDOpaTOPUUTE W Ha JAPYrUTe CTPYKTYpH, KOUTO
OCBIIECTBSIBAT ACHHOCT 10 crienuanHoctTa "Knnanuna nuMyHonorus" B JieueOHUTE 3aBEACHUS 32
OOJHMYHA U 32 U3BHLHOOJIHHYHA TTOMOIII,

3. OCHOBHHTE HW3HCKBAHHS KBbM JIA0OpaTOpHsTA 1O KIWHUYHA WMYHOJOTHS (IIepCOHA,
YCTPOMCTBO, JEWHOCT, KOHTPOJ, JOKYMEHTHpaHE, 3aJb/DKUTEIICH M ONTUMalleH o0eM
nabopaToOpHHU MMOKA3ATENH, allapaTypa, aHATUTUIHH TPUHITHITH );

4. OCHOBHHMTE HW3MCKBaHHUS KbM KaOMHETUTE, OTHCNCHUATA M KIMHUKHUTE [0 KIMHUYHA
MMYHOJIOTHS B JIedeOHUTE 3aBeJIeHUs (YCTPOICTBO, 3abJIKUTENIHU IEHHOCTH, IEPCOHA).

Yui. 2. BeTpemHuTe akTOBE Ha OpPraHUTE Ha yNpaBlIeHHE Ha JIEYEOHOTO 3aBelieHUE U
JIOTOBOPHTE 32 OKa3aHa MEAMIIMHCKA TIOMOII, CKJIFOUBAaHHU OT JICUeOHUTE 3aBE/ICHUS, HE MOTAaT J1a
ChIBPKAT pa3nopendu, KOUTO OMPEAEIAT MO-HUCKO KaueCTBO Ha OCBIIECTBSIBaHATAa JEHHOCT MO
KJIMHUYHA UMYHOJIOTHS OT YCTAaHOBEHOTO C M3MCKBAHUSATA HA Ta3u Hapeaoa.

HPEXOJHU U SAKTIOYUTEJHHU PA3ITIOPE/IBA

§ 1. VYkazanus 0o mpuiaraHeTo Ha Ta3u Hapeada ce JaBaT OT MHUHHCTbpa Ha
3/lpaBeoIa3BaHEeTo.

§ 2. KoHTponbT 10 U3MBIHEHUE HA Hapea0aTa ce OChIecTBsABa OT V3mbIHUTENHA areHIus
"MenuuuHCKU OJUT", PETUOHATHUTE IIEHTPOBE MO 3/paBeolla3BaHe U OPTaHUTE HA YIpaBJICHUE
Ha JIeueOHNUTE 3aBE/ICHUS.

§ 3. 3a HapylieHHe WIM HEU3NBJIHEHHE HA 3aJbJDKEHUSATA MO Ta3W Hapen0a BUHOBHHTE
JIMIIa ce HaKa3BaT Mo peJa Ha 3akoHa 3a JeyeOHUTe 3aBe/ieHHs U 3aKOHa 3a 3/IpaBeTo.

§ 4. Hapenbara ce n3naBa Ha ocHOBaHMeE 4il. 6, ail. 1 oT 3akoHa 3a jJe4eOHUTE 3aBEJICHUS U
yi1. 80 ot 3akoHa 3a 3apaBero U oTMeHss Hapenda Ne 7 ot 12 anpuit 2006 r. 3a yTBbp)K/1aBaHe Ha
MenuiuHCKHU cTanaapt "Knunuyna u naboparopua umynonorus" (B, 6p. 39 ot 2006 r.).

§ 5. (Hos - IB, 6p. 92 o1 2010 1., 0TM., Op. 32 0T 2014 1., B cuna ot 1.01.2014 1.).

§ 6. (Hos - JIB, 6p. 92 ot 2010 r.) (1) B ciywaute, xoraro JieueOHOTO 3aBEACHHUE 3a
OOJHMYHA TIOMOIIl HE pasloyiara chbC COOCTBEHa KIMHUYHA JTaOOpaTopws, TO CilellBa Aa OCUTYpU
OCBIIECTBSIBAHETO HA JIEHHOCT MO KIMHUYHA JIAOOPATOPHUS OT CHOTBETHOTO HHUBO, OTPEAEITICHO C
HACTOSIIHUS CTaHIAPT, MO JOTOBOP ChC CAMOCTOSITENTHA MEUKO-IUarHOCTUYHA JIA0OpATOPHUS UITH
C KJIMHWYHA JabopaTopus - CTPYKTypa Ha JApyro JedeOHO 3aBeicHHWE. B Te3m ciydan
nabopaTopusTa, C KOSITO € CKIIIOYEH JIOTOBOPHT, Clie/iBa Jla ObJe pa3lofio’keHa B elHa U ChIla
crpaga ¢ OOJHUIIATA WJIM B paMKuTe Ha OosHuiara. C J0roBopa 3aIbKUTEIHO ce 00e3reuaBa
24-9acoBO OCBINECTBSIBAHE Ha MACWHOCTUTE TO KIWHUYHA JabopaTopusl 3a HYXKIUTE Ha
CTPYKTypaTa 1Mo KIMHUYHA UMYHOJIOTHSL.

(2) B cayuyaute mo an. 1, ako jmaboparopusra € caMOCTOSATEIHA MEIUKO-IHarHOCTHUYHA



naboparopusi WM CTPYKTypa Ha JieueOHO 3aBEJCHHE 32 W3BBHHOOIHWYHA TIOMOII, TS CIeABa Aa
OTroBaps Ha W3UCKBaHHATA 3a CHOTBETHOTO HHBO OOJIHUYHA CTPYKTypa IO KIMHAYHA
naboparopus, onpeaeneHu ¢ Hapemba Ne 35 ot 2010 r. 3a yTBBpKAaBaHE Ha MEIUIIUHCKH
crangapt "Knunnuna smadoparopus” (B, 6p. 66 ot 2010 1.).

[IpunoxexHne
KBM uJ. 1, an. 1
(Msm. m mon. - OB, 6p. 92 or 2010 r.,

op. 32 o1 2014r. ,
B cuyja oT 1.01.2014 r.)

MEIUIMHCKM CTAHIOAPT "KIIMHUYHA
VMYHOJIOTUA"

Paspmen I
OCHOBHU XapakKTEePUCTUKNA Ha CreumaJHOCTTa "KnmMHMYHA
UMYyHOJIOTUS"
1. (MzMm. - OB, 6p. 92 ot 2010 r.) KiIMHMYHATA MMYHOJIOTMS € MEeIMULMHCKAa

CIeLuMaJIJHOCT M HaydHa OUCLUILIMHAE, KOSATO BKJIOUBA:

1.1. l3cynenpaHe Ha MMyHHATa CHUCTEeMa Ha dYOBeka B HOpPMa M aTOJIOTUS -
cneurdryeH OMATHOCTMUYEH IIPOLleC, OCHOBAH Ha IaHHMTE OT aHaMHesara,
CeramHoOTO CBHCTOSHME U IPUJIOKEHOTO IO MOMEHTa JieueHMe, M3BBPUIBAHU OT
Jlekap CBC CIeUMaJyiHOCT KJIMHMYHA MMYHOJIOTMS C lieJl olpernesisHe Ha
npennojiaraeMaTa IMaTHO3a M HasHauaBaHe Ha HEeOOXOOUMMUTE M3CJIEOBAHUA.

1.2. lU3cyienpaHe Ha MMyHHATa CHUCTEeMa Ha dYOBeKa [IPM HOpMa M [NaTOJIOTHUS
ypes npuijaraHeTo Ha CHOeUr@VUHM MMYHOJIOTMUYHM METOIM M TsAXHATa
MHTepnpeTaumnsa.

1.3. OnpemnesigsHe Ha MHIMKALUMTE 3a MMyHOMOIyJMpalla Tepanmsa, JieKapCTBEHO
MOHMTOPMPAaHEe, MOHMTOPMPAHE Ha aKTMBHOCTTA Ha OOJIeCTHMA [OPOlleCc, 3acsarall
VMyHHaTa CUCTeMa.

1.4. OnpenmeysHe Ha NPOTHO3aTa Ha OoJsiecTTa. UcCHaHCcepM3aUUsa U
NPOIOBIDKMTEJIHO HabJoIeHMe.

2. OCHOBHa LeJlI Ha Tas3M CIelLMajlHOCT € OCUIyYypPsBaHEeTO Ha CBhbBPEMeHHA,
HamexnoHa MHPOpMaLMs 3a paHHaA AOMarHO3a Ha HapylleHusaTa, CBBP3aHU C
MMyHHaTa CUCTeMa, NpocjelsBaHe Ha edekTa OT NPMIIOXKEHOTO JIeUeHUE,
KOHTPOJI Ha OMHaMMkaTa Ha O0oJieCcTHMS Hpolec, ebexTuBHa IpodmiiakTuKa,
OlLleHKa Ha CTelleHTa Ha BB3CTAHOBABAHE Ha 3OPaBeTO M TPYyIOCIOocCoBHOCTTA.
3. KIMHMYHATa MMYHOJIOT'MS € CIEeLMAaJIHOCT C MHTEPAMCUUIIIMHAPEH XapakKTep,
B3aMMOIEMCTBAll C BCHMYUKM OCTaHaNM MEIUUMHCKM CIeLMaJIHOCTM. B CHBIOTO
BpeMe CcHeUM@MUHOCTTAa Ha MeTOoIMTe Ha MMyHoJoruaTa (o0eKT Ha
JabopaTopHaTa MMYHOJIOTMSA) M Ha WUMPOKMSA KOHTMHI'EHT OT OOJIHM OIpelelidaT
HAKOUM CHGLU/I@I/N{HM M3VMCKBaAHMA KBM HeﬁHOCTTa:

3.1. ofma BaMMOHOCT Ha 3aOBJDKMTEJIHMTE HOPMM Ha CIeLMaJIHOCTTa He3aBUCHUMO
OT BHUIa Ha JIedeOHOTO 3aBeleHUe;

3.2. ydacTMe Ha JiIeKap CBC CIELUMAaJIHOCT KJIMHMYHA MMYHOJIOTMSA Ha BCUUKU
eTanu OT M3CJeIBAHETO Ha allMeHTa - Ha3HadaBaHe UM MNpoBexIaHe Ha
n3CcJegBaHeToO, IIOCTaBsgHEe Ha IMarHo3aTa, u300p Ha JledeHMe, IIpocCiiensBaHe
Ha edexTa Ha Tepanuara;

3.3. NpoBexImaHEeTO M MHTEPHNPEeTauMsaTa Ha MMYyHOJOTMYHMTE M3CJIeNBaHUsd
TpabBa Ia Ce M3BBbPUBa 104 KOHTPOJIa Ha JieKap CBC CHeLUMaJIHOCT KJIMHMYHA
VIMYyHOJIOTMSA, HE3aBMCUMO OT BMIA Ha JIedeOHOTO BaBeIeHMe;

3.4. BamwixmuTesieH (MMHMMAaJIeH) of0eM MoKazaTesM M alapaTrypa 3a
VIMYHOJIOTMUHUTE JIabopaTopuy M KIMHUKM (OTHEeJIeHUSA), OCHhUEeCTBABAlIN
crneuraaMs3MpaHa M3BBHOOJIHMYHA M OOJIHMYHA [oMol B Bwbarapusd;

3.5. mpenopbYBaHMTE METONOJIOTMYUHM M AHAJUTUYUHM NPMHLMIOM 3a
OoCHIleCTBABaHEe Ha HOEMHOCTTa 3a [NOCTMUIaHe Ha MaKCHMMAaJIHO BMCOKO KadeCTBO
Ha M3CJleIBaHe, BB3NPOM3BOAMMOCT Ha pPel3yTaTUTe U yHUdMUMpaHe Ha



MHTEepHIpeTauusaTa ¥M.
Paspmen II
HyBa Ha KOMIIETEHTHOCT
1. JlabopaTopusa NO KIMHMUHA MMYHOJIOTMS — CaAMOCTOSATEJIHO JIeueOHO 3aBeleHue

MM 4YacT OT CTpyKTypaTa Ha JjeueBHO 3aBeleHMe 3a M3BBHOOJHMYHA [IOMOI.

1.1. HeobxonmumMm Opolt Kampwu

- MMHMMYM €IOMH JIeKap CBC cheumayjHocT "KiIMHMUHa MMyHOJIOT'MA" Ha OCHOBEH
TPYLOB IOT'OBOP

- MUHMMYyM eIMH NpodeCcHOHalIMCT [0 3OPaBHM I'PUXM Ha OCHOBEH TPYIOB

OOTOBOP

1.2 .HeobxommMa kBanmbuvkaumsa - CbBIJIACHO pazmes III, T. A "llepcoHan"

1.3. KomnereHTHOCT M obeM IEeMHOCT:

- BMI Iokas3aTeNu — CbIJlacHO pazzmen III, 7. O.1. "3anbmxuTesieH
(MmHMMaJIeH) obeM roka3zaTenyu 3a JlabopaTopmsa IO KIMHMUHA MMyHOJioTMA'":

- obxBaT m3cyaenBaHusg — MuHMMyM 1000 rommmHO.

1.4. HeofbxommMma amnapaTypa - CBIJIaCHO pas3men 111, T. .2 "3aIbxuTesHa
(MmMHMMaJIHA) JlabopaTopHa amnapatypa"

2. KabuHeT 1O KJIMHMUHA MMYHOJIOT'MS - YacT OT CTPYyKTypaTa Ha Jjieue®HO

3aBeleHre 3a M3BBHOOJHMYHA I1OMOII.
2.1. HeobxommmMm Opo¥ Kanpu - CbIVIAacHO paszen IV, T. 1.4 "llepcoHan"

2.2. Heobxommma kxBanmdmukauus — BX. T. paszjen III.A "lepcoxaina"
2.3. IemHocT - cBIlacHO paszzmen 1V, 7. 1.3 "3ambxXuTesHM OenHocTu"
2.4. Heobxommmo obopyInBaHe - CBIJIACHO paszmen IV, T. 1.2 "ObopyneauHe"

3. VBuUCKBaHMA KBM JlabopaTopMsd IO KIMHMYHA MMYHOJIOTMS OT BTOPO HMBO Ha
KOMIIETEHTHOCT B JieueOHM BaBeleHMsa 3a OOoJIHMUHA I1OMOII.

3.1. HeobxomumMm OpoM kaIpu

- MMHMMYM €IOMH JIeKap CBC chneumajHoCT "KIMHMUHaA MMyHOJIOTMA" Ha OCHOBEH
TPYyIOOB HOOT'OBOP

- MMHMMYM €IMH CIelLMaJMCT C BUClIIe HEMeIOMLMHCKO o0pa30oBaHUE B
npodpecmoHasiHM HanpabJieHusa "Buosjormueckym Haykm" mam "XuMmuecky Haykm"

- MMHMMYyM IOBaMa HpodeCcHOHaNMCTM IO 3IPaBHM T'PMXM Ha OCHOBEH TPYIOB
OOTOBOP

3.2 .HeobxonuMa xpanudmxkaumsa - cbrJjlacHo T. III.A "llepcoHan"

3.3. KomnereHTHOCT M oOeM IEeVHOCT:

- BMI [oKaszsaTeJM: CbIJlacHO paszzes III, 7. O.1 "3ambiixuTelieH (MMHUMAaJIEH)
obeM 3a JabopaTOPHM MoKaszaTelu 3a JadbopaTopud [0 KIMHMUHa MMyHoOJoOImMAa" u

vyHMMYyM 50 % oT pazmesn III, 7. E.1. "IonwjHMTEeJIeH (onTmMMaJieH) obem 3a
J1abopaTopHM [oKaszaTesM 3a JabopaTopud IO KIMHUUYHA MMyHOJIOTMA"

- obxBaT m3cygenBauusa - MuHMMyM 3000 rmommmHO

3.4. HeobxomumMma alapaTypa - CbBINIACHO paszzen III, T. .2 "3anbixuTelHa

(MMHMManHa) JjnabopaTopHa anapatypa" u paszgesn III, T. E.2 "JOHNBJIHUTEJIEH
(onTmmMmasieH) obeM JabopaTopHa anapaTtypa (B 3aBUCHMMOCT OT npodwuia Ha
JabopatopusaTa) ", HNOKpMBAalLl BMAA NOKa3aTeIM.

4. V3MCKBaHMUA KBM JIabopaTopMs MO KIMHMYHA MMYHOJIOTMS OT TPEeTO HMBO Ha
KOMIIETEHTHOCT B JleueOHM 3aBeneHusa 3a OOJIHMYHA [OMOI].

4.1. HeobxommMm Opolt kampu

- MMHMMYM OBaMa JIeKapyu CbC crneumasHocT "KIMHMUYHA MMYyHOJIOTMA" Ha OCHOBEH
TPYOOB IOT'OBOP

- MMHMMYM €IMH CIelUMajMCT C BUCIle HeMeIMLMHCKO ofpas3oBaHue U
crneunaygHocT "JlabopaTopHa MMYyHOJIOTMA'" Ha OCHOBEH TPYINOB IOTOBOP

- MMHMMYM €IOMH CIelLMajMCT C BUCIIE HEeMeIMLMHCKO ofpasoBaHME B
npobdecmoHasIHM HamnpaBJeHusa "Buojormueckyu Haykmu" mnm "XuMmuecky Haykm" Ha
OCHOBEH TPYyIOB IOOT'OBOP

- MMHMMYM TpMMa OPpO®OeCHMOHaJIMCTU MO 3IPaBHM TPWXM Ha OCHOBEH TPYIOB
IOOTOBOP

4.2 .HeobxonuMa kBanuduxkaumsa - cCbIJlacHO paszmen III, T. A "llepcoHan"

4.3. KOMIETEHTHOCT M ODeM IOeMHOCT:



- BMI IokKa3aTeJu: CBIJIACHO pas3men III, 7. I.1. "3anbixuTelieH
(MyHUMaJieH) ofeM MokaszaTeyu ¥ MuHuMMyM 75 % oT pasmen III, T. E.L1.
"JoneJIHUTEJIeH (ONTMMAaJIeH) o0eM IoKas3aTeau 3a JjladbopaTopusa IO KIMHMYHA
UMyHoOJOTUA"

- obxBaT mzcjaenBaHmusa -—-MuHMMyM 5000 rTommmHO

4.4. HeobBxomuma amnapaTypa - CbIJIACHO pazmes I1II, T. .2 "3ambixuTesiHa
(MmMHMManHa) JjadopaTopHa anapatypa" u paszgesn III, T. E.2 "JoHnbJIHUTEJIEH
(onTmmMmasieH) obeM JabopaTopHa alapaTypa B 3aBMCMMOCT OT Hpodumia Ha
JabopaTopmuaTa, IOKpMBAlLl BMIa ookazartenm"

5. V3UCKBAHUA KBM KJIMHUKA/OTIEJIEHME [0 KIMHUYUHA MMYHOJIOTMS OT TPETO
HMBO Ha KOMIIETEHTHOCT B JIeUueOHM 3aBeleHmusa 3a OOJIHMUHA [1OMOL.

JleueBbHaTa IOEMHOCT II0 MMYHOJIOTHMSA B JleueOHM BaBeleHMs 3a OOJIHMUYHA I1OMOILI
ce OCHBIECTBABA OT KJMHUKM/OTIEJIEHUS [10 KJIMHUUHA UMyHOJIOTMS OoT III HMBO,
KOMTO OTIOBOPAT Ha CJEINHUTE MU3MCKBAHUL:

5.1. HeoOxomum Opo¥ KaIpwu

- MMHMMYM IIeTHMa Jiekap¥, OT KOMUTO MMHMMYM IBaMa CBC CIELMAaJIHOCT IO
KIIMHMYHAa VMMYHOJIOIT'UA

- MMHVMYM lIIeCTMVMa Hpo@eCMOHaHMCTM IO 3OPaBHUM TI'PUMXN

5.2. Heobxommma Kpajaudmurkalmsa - CbIJIacHO paszen III, T. A "llepcoHan" u
paznmen IV, T. 2.4 "lepcoxan"

5.3. KOMNETEHTHOCT: MMYHOIOMATHOCTMKA;, MMYyHHU NeduUUTM; aBTOUMYHUTET;
ajyieprmnd,; TYMOPHa MVMMYHOJIOI'UMA,; VMYHOTEpalmnid. B OTﬂeﬂeHMe/KHMHMKa I10
KJIMHMYHA MMyHOJIOI'MA Ha III HMBO Ce OChBlUleCTBABAa JI€UEeHMe Ha BCUUKM OCTPM,
ODOCTPEHM M XPOHUUHM MMYHOJIOTMUHM 3a00jigBaHML, C KOMIJIMUIMPAHO NPOTHUAHE
¥ IOPpM KOMTO Ce OpennojlaraT MHTEH3UMBHM IMATHOCTUUHM U TepaleBTUUHU
NpoLenypu.

5.4. JemHocCT: cBIvlIacHO paszmens IV, T. 2.3. "OcHOoBHM memHoCTM". MMHMUMAaJIEH
obeMm gzemHocT - 350 mpeMMHaNM HALUMEHTM IT'OIMUIIHO.

5.5. HeobxomuMmo oBopylBaHe/amapaTypa B OTAEJIEHMEeTO/KJIMHMUKATA — CBIJIACHO
pazmen IV, T. 2.1 "VYcrpoucTtBo" m paszmen IV, T. 2.2 "Obopyneaue"

5.6. (Msm. - IB, 6p. 92 ot 2010 r.) BojnHMLATa, B KOATO € pPa3IOoJiOXeHa
KJIMHUKA/OTOeJIeHMe [0 KJIMHUUHA MMyHOJIoTra oT III HMBO, CjelmBa Ia pasmojiara Ha
TEPUTOPUSATA CU CBC:

5.6.1. xaMHMdYHa JjadopaTopus HuBO II mmam III;

5.6.2. (B cuytla or 1.01.2014 1. 3a HalIuMuMe Ha MUKPODOMOJIOTMYUHA
JabopaTopus Ha TepuTopMsaTa Ha JieueOHOTO 3aBeleHue - B, 6p. 92 ot 2010 r.,

OTM., 6p.32(n?201411, B cuyla or 1.01.2014 r.);

5.6.3. pPeHTIreHOB amapaT 3a ckonmusa u rpadus;

5.6.4. nmabopaTopud IO KIMHMUHA MMYyHOJIOTMS OT TPEeTO HUBO.

5.7. (Usm. - IOB, 6p. 92 ot 2010 r.) CrpykTypaTa cjieIBa Ha pa3lojiara C
BB3MOXHOCT 3a 24-4YacCoOB IOCTBII, BKJIOUMTEJIHO B YCJIOBMS Ha CremHocT, no KAT wmiu
MPT Ha TepuTOpMATa Ha HACEJEHOTO MACTO.

5.8. (Homa - IB, 6p.32(yF2014]i, B cuya or 1.01.2014 r.) CrpykTypaTa
cJlemBa IDa palnojlara C OOCTBHBI IO MUKPOOMOJIOTMUHA JlabopaTopus — B CTpykTypaTa
Ha OoJHMIlaTa WM IO IOTOBOP.

Paspmesmn IIT
OCHOBHU UMBMCKBAHUSA KbBM na@opaTopqua I10 KIJIMHMYHAa VMMYHOJIOT'VA
(mepcoHajy, YCTPOMCTBO, IEMHOCT, KOHTPOJI, IOOKYyMEHTHUpaHe,
3a0BJIXUTEJIEH U ONTMMaJleH obeM JjlabopaTOopHM IokasaTelu, alaparypa,
QHAJUTUUYHY [IPUHLNUIIN)
A. IlepcoHan
1. HauvamHuk®sT Ha na@opaTopmq I10 KIJIMHMYHAa VMMYHOJIOT'VA OTPOBapH Ha
VM3MCKBAHMATA Ha 3akoHa 3a JieueOHMTe 3aBenmeHusa (3JI13) m npuTexara IOHE
4-TonmumeH onuT B obJjlacTTa Ha MMYHOJIOTMATA.
2. Crapunr Jj1aBoOpaHTBHT (CcTapllaTa MeIMLUMHCKAa CecTpa) OoTIroBapd Ha
U3UCKBaHMaTa Ha 3JI3 u noHe 3 TOOMHM CTax B obJlacTTa Ha MMYHOJIOT'MATA I10I



PBKOBOACTBOTO Ha HaYaJIHUK-JI1ab0opaTopMs.

3. Jlexapar u/uny OMOJIOTBT, OTIOBAPSAWM O OTHEJIHMUTE HANpPaBJIEHMS B
paboraTta Ha JjabopaTopuaTa, TpaOBa Ha OpuUTexaBaT cleumasHOCT "KiamHMUHAa
vmyHosoTua" mnu "JlabopaTopHa MMYHOJOTHA" M moHe 3 TOIMHU CTax B
objlacTTa Ha MMYHOJIOTMATa [I0I PBKOBOIOCTBOTO Ha HadaJlHMK-JIabopaTopusd.

4. JlaBopaHTBT, MeIMUMHCKaTa CecTpa M CIelLUMaJMCT C HeMeIOMULMHCKO
obpasoBaHMe MOXEe Ha M3BBPIBA CaMOCTOATEJIHA HOEeMHOCT CJlell elHa I'OIMHAa
onmMT B OOJIaCTTa Ha MMYHOJIOTMATA HEe3aBUCHMMO OT
obpasoBaTeJIHO-KBaJMPUKALMOHHATa CTEIIEeH MM IOPpyT'M CcleluralmM3aluy, KaTo
mororaea paboTAT NOI PBKOBOINCTBOTO Ha CHELUMAJMUCT 10 KIMHMUHA WK
JabopaTopHa MMYyHOJIOTMS .

5. IllepcoHansT Tpsab®Ba Ha € Ha OpoM cwrJjlacHo T. II "Huea Ha
KOMIIETEeHTHOCT" .

BE. OOum M3MCKBaHUA

1. IIpOCTPaAHCTBOTO Ha JabopaTopuaTa € OOCTAaTBYHO I'OJIAMO, 3a Ha MoraT Oa
ce M3BBPUWBAT BCUUKM Npouenypu. HeoOxomuMMo e HOAXOIAUO OCBETJIEHME U
BeHTWJIalMA .

2. JlabopaTopusaTa OTIOBaps Ha BCUYUKM HOPMATUBHUM M3UCKBAHUS, CBBP3aHU C
ocurypsaBaHe Ha 0e30NacHM M 3IPaBOCJIOBHM YCJIOBMS Ha TPyZL, IPOTHBOIIOXapHAa
OXpaHa, CKJaIMpaHe Ha XMMMUHM, OMOJIOTMUHM U PaOMOAKTUBHMU MaTepualu.

3. XmamoujiHMUMTEe U QpusepuTe NOOObPXAT OITMMAaJlHa TeMIepaTtypa 3a
CBXPaHsABaHe Ha BCeKM Tull npoda miam peareHT. Te ce ClemaT e€XeOHEBHO.
3anucpammMTe TEPMOMETPM Ca [NPEHNOPBYMTEJIHM 3a MexXaHUMUYHUTE Qpusepu u
xJaiunHuiK. llpenopwyBa ce Te Za OBIOAaT CBBP3aHM C ajlapMeHa CcHucTeMa,
MHCTalypaHa Ha MACTO, KBIETO MOXe Ha ce uyBa 24 yaca B HOeHOHOmMeTo. B
JabopaTopunuTe, MIMNOJ3BAllM TeueH as30T 3a CbhbXPaHeHMe Ha BaMpa3eHUM KIeTKM,
HMBOTO Ha Te4YHMSA a30T Ce CJenM Ha MHTepBajM C LeJjl OCUTypABaHEe Ha
aoekBATHOTO My IOoHaBaHe Ipes3 LAJOTO bBpeMe. TeMmImepaTypaTa Ha OKOJIHATAa
cpemna u/unM TeMmnepaTrTypaTa B MHKyDATOPUTE, B KOUTO CE€ M3BBLPUBAT TECT
OpoLenypuUTe, Ce CJeOAT eXeIHEeBHO UM CBHOTBETCTBAT Ha TeMIepaTypHUTE
VHTEPBaJM, I[IOCOUEHM B PabOTHUTE UHCTPYKLUU.

4. JlabopaTopmMmuTe, M3BBPULBALM CMECeHM JIMMOOLMTHM KYJITYyPM MM OPYyTU
KJIETBYHM TECTOBE, IIpUTeXaBaT JIaMMHAPHU OoOKCOBE WMJIU OPpYyI'M nIOoOxXonodamm
aCenTudYHM pabOoTHM yCJIOBMA.

5. JlaBbopaTopuaTa CnasBa, NPOCJelsaBa M OOKyMEeHTMpa NapaMeTpuTe (HanpuMmep
KOHLeHTpauusa Ha CO2, BJIaXHOCT, Jla3epHa MOULHOCT M Ip.) Ha oOOpyABaHETO
CcBOBPa3HO M3UCKBAHMATA 3a CBOTBETHATA alnaparypa/MHCTPYMEHTAPUYM U
MHCTPYKUIMMTE Ha I[NPOM3BOOUTEIIA.

6. JlaBbopaTopusaTa BBBeXIa NpOoLeOypM 3a HNOoOObpXaHe Ha ODOpPyIBaHETO CMU,
VMHCTPYMEHTUTE M TEeCT CHUCTEeMMUTe Ypes: a) OolpelejidHe Ha oporpaMa 3a
NpodmiakTMKa Ha anapaTypaTa M MHCTPpyMeHTapuyMa; O) WU3BBPUBAHE U
IOOKYMEHTHPAaHEe Ha CEPBUBHUTE NPOOMIIaKTUUHM NpeIrJiear Ha OOOpyIBaHETO
TOJIKOBA YECTO, KOJIKOTO € ONpenenusl NPOM3BOIOMUTEJIAT; B) NPOTOKOIM 3a
KOPUTHMPAalM IOeMCTBMSA M SCHM MHCTPYKLUUM KOTa € HeOOXOIMM CEepBMUBEH PEMOHT.

7. VBHOJ3BaHUTE aBTOMATHUHM CUCTEMM M KOMIOTBPHM IpOoTpaMu Cce TecTyBaT
PYTMHHO 3a TOYHOCT M BB3NPOM3BOIMMOCT Ha M3CJIeOBaHMUATA.

8. B mabopaTopusaTa MMa YTBBPIOEHM [IpaBmilia, OTHACANM Ce IO B3EeMaHeTO Ha
KPBB.

9. JlaBbopaTopusaTa M3BBPIIBA TECTOBE CaMO IIPM MCKaHe MO MNMCMEeH WM
€JIEKTPOHEH II'bT OT JIedeOHO 3aBeleHMe WM [NalMeHT. JICKaHeTO BKJIoYBa: a)
MMEeTO Ha NaluMeHTa UM IOPpyT HauMH Ha uIeHTuOmukaumsa; ©O) MMEeTO M aipeca Ha
VM3UCKBAMA M3CJeIBaHeTO; B) BMI Ha M3CJIeOBAHETO; I') IJaTaTa M dYac Ha
B3eMaHe Ha npobaTa; ) M3TOYHMK Ha nNpobaTa (Hanp. nepudpepHa KpPEBB,

KOCTEH MO3BK, JaJjlauHM KJIETKM) .

10. KpvBHUTe HpOOM Ce O3HaAuUaBaT C MMe MIM OPpyT cleuudpmudeH
NOeHTUOMKALMOHEH Mapkep Ha [alMeHTa M JaTa Ha B3eMaHe. Koraro ce B3eMar
IIopedYe OT eIIHa €elpyBeTKa, BCAKa €elpyBeTKa Ce HaOlMcCBa MHIOVMBUIOYAJIHO.



11. JlabopaTopusaTa IOOOBPXa CHUCTEMa 3a MISHTMOMKALMS Ha HpoduTe u
IOOKYMEHTHMpa BCsKa CTBIKA [NPM TeCcTyBaHeTO Ha NpoduTe Ha NaluMeHTUTe C leJl
oa Cce OCUMI'YPAT TOYUHM pesyJITaTu.

12. JlaBopaTopusaTa MMa KPUTEPUM Ba OTXBBPJISHE Ha NPOOUTE UM MEeXaHMB3EBM,
KOMTO »a MNOTBBPAM, dYe npobaTa He e TeCTyBaHa, 3alloTO He OTroBapsa Ha
KpUTepunTe Ha JjabopaTopuATa 3a HPUMEeMIIMBOCT.

13. KpbpBHUTEe NpoOM Ce B3eMaT B IOMEUEeHMs, PasjIMYHM OT Tes3M, B KOMUTO Ce
NpoBexXnaT acCenNTuuHuTe npouenypm. KoxaTa Ha OOHOpa Cce HNOAOI'OTBA Taka, ue
0a Ce cBele OO MMHMMYM PMCKBT OT MHPEeKLUMA Ha OOHOPa MM 3aMbpCABAaHE Ha
npobara.

14. TpaHcnopTupaHeTo M paboTaTa C KPBBHUTE NPOoOM Ce M3BBPUBAT
BHMMATEJIHO, 3a Oa ce mu30erHe OIAaCHOCTTa OT IIpPpeHacCsaHe Ha MHOPeKLUM.

15. IIpobute 3a M3CJelBaHe Ce B3eMaT UM TPAHCIOPTMPAT CBIJIACHO BaJMIMPaHM
npouenypu 3a BCEKM MeTOI.

16. Homxomamy aHTMKOATYJIAHT/KOHCEpBMpalla cpena Ce M3IOoJ3BaT 3a
3anas3BaHe BUTAJHOCTTA Ha KJIETKUTEe, aHTUTEHUTE U pasnpelesieHMeTO Ha
MapKepmuTre 3a MaKCHUMMaJIHO Haﬁ—H’bHI‘O’I‘O BpeMe, KaTo IIpM yCTaHOBABaAHE Ha
TO3M MHTepBaJl JabopaTopMuaATa B3eMa B CbOOpaxeHMe MNPOTOKOJa 3a
n3paboreaHe Ha NpoBaTa, MNPENOPBKUTE Ha NPOM3BOIOUTENA Ha PeareHTU U
M3IoJI3BaHaTa anaparypa.

17. BcuukM peareHTM NOIOXOIAMO ce obO03HadakaT M CBXpPaHABaT CBOOPA3HO
IIPOM3BONCTBEHUTE MHCTPYKLUMM. BCekM cepyM, MOHOKJIOHAJIHO aHTUTAJIO, [aHeJI
3a TunmusupaHe u IHK peareHTu (ONUTIMHYKJIEOTMIOM, €H3MMM M Op.) Ce
CBXPaHABAT NPM YCJOBMA, NOOXOOAWM 3a NOIIOBPXaHEe Ha TAXHATa CTaOMJIHOCT U
crneuudrUHOCT, KOSATO Ce MOTBBPXIOaBa Upes NyONMKyBaHM NaHHM U/WINU
OOKYyMEeHTAaUMsa Ha NPOMBBOOUTENS U/WIM OOKYMEHTMPAHO JIOKAJIHO TeCTyBaHe.

18. PeareHTMTe, pPasTBOPUTe, CPpeIuTe, KOHTPOJMUTE, KalubpaTopuTe U OpyIu
MaTepMaaM Ce HaINMcbBaT 3a O3HauabBaHe Ha: a) MMEeTO M KOraTo €
HeOoOXOIOMMO, THUTBPA, CUJaTa M KOHLEeHTpaumuaTa; O) M3UCKBAHMATA 3a
CBbXPaHeHMe; B) IaTaTa Ha NPUTOTBsAHE, CPOK Ha TOOHOCT M BCAKakea IOpyra
yMecTHa MHOOpMaLMA.

19. Bcuuky nNpolLelypM, M3IMNO0JI3BaHM B JlabopaTopmsaTa, IOeTalJIHO Ce OIMCBAaT

HApPBUHMK, HOOCTBIEH NPpM NPOBEXIaHEeTO Ha Npoluenypmre. HapbBYHUMKBT Ce
IpoBepaBa HalM—-MaJjIKO IIOHEe BEeIHBX IONMIIHO OT HaudaJilHMka Ha JjlabopaTopusaTa u
ce CBhxXpaHaBaT NMUCMEHMTE IaHHM OT Te3M IPOBEPKM. BCUUKM NIPOMEHM B
nopolLenypmuTe Ce NOANMCBAT OT HadaJiHMka Ha JjabopaTopusaTa, KaTo ce
O3HauvakBa M HmaTaTa Ha NpoMsaHAaTa.

20. JlabopaTopmuaTa Cce OoCUI'ypSBa C HOKYMEHTHMPaHM KpUTepumu 3a uspaboTBaHe
Ha pebepeHTHUTe CTOMHOCTM Ha M3CJeNBaHMUTE IIokal3aTeyi, KOUTO Cce
OCBBPEMEHABAT [NEPMOONUHO.

21. KOMOIOTBPHMTE aHaIM3M M pel3yJITaTy Ce IperJiexiaT, NpoBepsaBaT U
DonnMcBaT OT HaudaJilHMKa Ha JjabopaTopmuaTa, Openu na ObpIaT HpelaBaHU.

B. KauecTBeH KOHTPOJ

1. JlabopaTopuaTa uMa paszpaboTeHM HpaBuila 3a OCUI'ypsBaHe Ha KaueCTBOTO.

2. JlaBopaTopmuaTa ydacTBa HalM-MaJIKO B eIHa IpoIl'paMa 3a BbBbHIIHA OlleHKa Ha
kavecTBOTO (BOK) .

3. IpobuTte 3a BOK ce TecTyBaT IO CHBIMSA HAUMH, KaKTO M OpodbuTe Ha
HalVEeHTU.

4. JlabopaTopusaTa M3BLPUBa BbTpejlabopaTopeH KadeCTBeH KOHTpoJ (BJIKK) u
KOHTPOJI Ha peareHTH, NOpobu 3a M3CJelBaHe, M3BBPUBAHMUTE B JlabopaTopuaTa
TEeCTOBEe, M3IOJI3BaHaTa alapaTypa ¥ Ip.

5. Bceku uJieH Ha IepcoHajla HaW-Majiko 4 OBbTM TOAOMIIHO ydacTBa B
TeCTyBaHeTO Ha Npoba C HeM3BeCTHa CHeUM@MUHOCT C OIJIed OLleHKa Ha
CIIOCODHOCTTa My Ia IaBa BB3MNPOM3BOIMMU Pes3yJTaTH. Tes3u pes3yyTaTu ce
OOKyMeHTHuparT.

6. JlabopaTopusaTa TpsaOBa Oa MMa YyCTAHOBEHM NPOLelypM, KOMUTO Ipuiara,



KaKTO M IOOKYMEHTHMpa B3ETUTE MEPKM, KOTraTo: a) TeCT CUCTEMUTE He
OTT'OBAPAT Ha YCTAHOBEHUTE KPUTepUM Ha JlabopaTopusaTa, BKJIIOUUTEJIHO
pesynraty oT BOK, KOMTO ca MBBBH HOONYyCTUMMMTE I'paHMLM, U koraTo; ©O) ca
OTKPUTHU T'PElKM B pe3yJiTaTu Ha NaluMeHTHu. BrnocjencrTBue JjabopaTopusaTra e
OJIBXHaA OBp30: a) Ja YyBeIoMM TO3M, KOMTO € Iopbyall M3CJeIBaHEeTO WM Beue
M3I0JI3Ba I'PEUHMUTEe pel3yyTaTy; 0) Ia MINPaTy HOBU — KOPUTUPAHU PesyJiTaTu;
¥ B) Ia CBbXPaHaBa KOIME OT OPUITMHAJIHUA Pe3yJiTaT U KOPUIMPAHUS pesyJiTaT
HaM-MaJIkoO OBEe TOOVHMU.

7. HauvanHuKBT Ha JlabopaTopuATa UM OPYI'MTE MEOMLUIMHCKM M HEeMeIMLMHCKU
CcrieuMaJmucTy ydacTBaT B NporpaMuM 3a OOyUeHMe B CBOTBETHUTE KaATET'OPUU
MEOVUIMHCKM U J1abopaTopHM IEeMHOCTH.

8. JlabopaTopuaTa IO KJIMHUYHA MMYHOJIOTMS MOXe Ia OCUTypsaBa dYacT OT
OeVHOCTTa [0 KJMHMYHA MMYHOJIOTMS I10 HOT'OBOP C Ipyra JadopaTopusd, KOSTO
IOa M3BBPUIBA BMECTO Hes JaIeHM TeCcTOBe. B TO3M ciydyay BToOpaTa
JadoparTopusa TpAOBa CBUO Oa [IOKPMBA MEOMIMHCKMTE CTAHIOAPTM 3a OTIEJIHUTE
TeCcTOBE.

I'. IoxyMeHTHUpPAaHEe

1. JlaBopaTopusaTa Nas3u OOKyMEeHTAallMs C HOaHHM Ha TECTYBAHUTE JiMla 3a IOBe
MUK IOBedue TOAMHM B CBOTBETCTBME C HeMCTBallaTa HOpMaTMBHa ypenba.

2. PaboTHUTe NPOTOKOJM TpAOBa SCHO Ha NOoKaszBaT MISHTUUHOCTTA Ha JIMLETO,
UMPTO MaTepualjl ce TeCTyBa, M3IOJI3BaHUTE peareHTH, HDaTaTa Ha MK3cjelIBaHe
n JnLeTo, MBB%pmMﬂO aHaJJinsa, npenop%qMTenHo e Ioa C%n%pxaT n KpaTKO
OnMCaHMe Ha M3NOJI3BaHMA MaTepMall B npobarta (KpbB, JMMOEH BB3EJI, CJe3Ka,
KOCTEeH MO3bBK M Ip.) .

OUIBT C T'OTOBUSA Pe3yJTaT ChObPXA:

3.
a) MMeTO Ha MB3CJEeOBAHOTO JIMIE UM MOEHTUOMKAUMOHHMUSI HOMEDP;
©) nmaTaTa Ha B3eMaHe Ha npobara;
B) BMIa Ha npobara;
T') M3NO0JI3BAHMUS METOH;

I) BaKJoyYeHMe, HaTa M NOIANMC Ha HauvajlHMKa Ha JabopaTopudaTa WK
3aMeCcTHUKa MY.
OUeT MOXEe Ia CBhIOBPXA M:
a) nmaTa Ha u3paboTBaHe Ha opobara;
B) CBOTBETHUTE KOHTPOJIHM CTOMHOCTM (pedepeHTHM IpaHuuu), B Cilydal de e
LeJjecsobpasHo.
4. JlabopaTopmaATa NOCOUYBa MHPOPMALMSI OTHOCHO CBCTOSAHMETO Ha Npodure,
KOMTO HEe OTI'OBApAT Ha IIPpUMEeTUTE KPUTEPUN.
5. JlabopaTopusaTa CBXpPaHABa 3anucuTe C pesyaratu oT BJIKK m BOK.
I. BambimxuTesieH (MMHMMAJIEeH) oOeM MokasaTesM M 3aObJIKMTEeJNIHa anapaTtypa 3a
nabopaTopMa NO KIMHUYUHE MMYHOJIOTMS — CaMOCTOSATEJIHO JjledeOHO 3abBeleHUe
WM 4YacT OT CTPYKTypaTa Ha JiedeOHO 3aBeleHMre 3a OOJIHMYHa MM 3a
V3BBHOOJIHMYHA I[10OMOLI.
1. BapgwpxuTesieH (MMHMMAaJIeH) obeM 3a J1abopaTOopHM [NOKa3aTeJM:

CBeTJIMHEH U/Miu GJIyopecLeHTeH MUKPOCKOIL;
cnexkTpodporomMeTrsp (ELISA cnexTpodoToOMeTBP) MM aBTOMATU3MPAHA

1.1. omnpeznendgHe Ha o0uM MMyHOTJIOOyJnmHM UrI', UrM, UTA;
1.2. onpenensaHe Ha C3 m C4 KOMIOHEHTM Ha KOMIIJIEMEHTA;
1.3. onpenensHe Ha peBMaTounmeH dakTop (P9);

1.4. omnpenmejyigHe Ha AHTUCTPENTOJNMBUHOB TuUTHP (ACT) ;
1.5. omnpenmejyigHe Ha KPUOTJIOOYJIMHMU;

1.6. omnpeznejyisgHe Ha aHTUHYKJIeapHM aHTuTeJa (AHA).

2. BamwixuTesiHa (MMHUMAaIHA) JadopaTopHa alapatypa:
2.1. BaTBOpeHa cuUcCTeMa 3a B3eMaHe Ha KPbB;

2.2. ueHTpobyra;

2.3. TepmMocCTaT;

2.4. xjmammiHuk (4 - 8 °C);

2.5. xjamuiHa kamepa ( - 20 °C);

2.6

2.7

.
.



cucTeMa 3a MMyHOOJIOT

E. JonwsiaHuUTeJIeH (onTmuMajyieH) obeM IoKas3aTesaM M alaparypa 3a JabopaTopusd
10 KJIMHMUYHA MMYHOJIOTMS CaMOCTOSTEJIHO JleueOHO 3aBeIeHMe MM YacT OT
CTPYyKTypaTa Ha JiedeOHO 3aBeleHMre 3a OOJIHMUHA MM 3a M3BBHOOJIHMYHA I[IOMOUI.

1. HonwbaHuTesieH (omnTmuMaJieH) obeM 3a JabopaTopHM loka3zaTenu (B
3aBUCKMOCT OT XapakKTepa Ha IOEeMHOCTTa M II0 IIpeleHKa Ha PBKOBOICTBOTO Ha
JIeueBHOTO 3aBeIeHUue)

1.1. OnpenejyigsHe Ha aHTUHYKJIEAPHU aHTUTEJa Cpelly PpasJMUHM HyKJIeapHU
auTureHm: dsDNA, Sm,RNP, SS-A(Ro), SS-B( La), Scl 70, Jo-1, ueHTpoOMepwH,
XYCTOHU U IP.

. OnpenesigsHe Ha AHTUMMMTOXOHIPMAJIHM aHTuUTesa (AMA)

. OnpenesigHe Ha aHTUIJIAOKOMYCKYJIHM aHTuUTejsia (AI'MA)

. OnpenesndHe Ha aHTu@ocommnmMaHmM aHTuTesa (ADA)

.5. OnpegnesisHe Ha AHTUHEYTPOOWMIIHM LUMTOINJIasMeHM aHTuTesia (AHIA)

1.6. OmpenengHe Ha aHTUTEJIa KBM MMTOBUIHA Xje3a (aHTU-TUPEOTJIODYIIMHOBU
/TAT/, aHTU-MuUKpoO3oMasHu/MAT/, cpeuly THpeommHa Nepokcmmasa /TIO/, cpemy
PEeLenTop 3a TUPEeO-CTUMYyJIMpall XOPMOH ¥ Ip.)

1.7. OnpegmengHe Ha C peakTubeH nporemH (CPII)

1.8. OnpezmengHe Ha enuHuuHa HLA cneumdpmunoct (HLA-BS5, -B27, DRB1*04 u
op.);

1.9. OnpeznensgHe Ha TyMOpHM Mapkepm - CA 19-9, CEA, CA 15-3, PSA, AFP,
bHCG u mp.

1.10. OnpemesnsHe Ha XOPMOHM: TUPOMIOHM, HaIOBOPEeUHM, XUIOQMIHM, IIOJIOBU U
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1.11. OnpenengHe Ha aHTHUTEJla M aHTUTEHM OT BUPYCH, OaKkTepumu (BKJI.
XJaMUIVM M MUKOILJIaA3MM) , [Dapas3uTu

1.12. OnpenesigsHe Ha MOHOKJIOHAJIHM HnpoTemHwm: WUrl', UrA, UrM, Url, WUTE,
Kamna u JjaMbrma CBOOOIHM JIEKM BEPUIM B CEPyM C MMYyHOQMKCALMOHHA
eslekTpodopesa

1.13. OnpeznengHe Ha o0mM M CHeUUOUMUHM UMYHOTJIOOYJIMH E

1.14. OJIOyUMTOMETPUUHO MMYyHOQEHOTUNMBMPaHE Ha JIEBKOLUUTHU

1.15. OnpemengHe Ha HLA cucremara

1.16. OmnpenensHe Ha TBKAaHHATaA CBBMECTMMOCT uYpes KpocMaud peakLus

1.17. OnpenensgHe Ha LUMPKyJIMpallM aJloaHTHUTeJa

1.18. OnpemenaHe Ha IOPyTrM OpTaHCHeUMOMUUHM M OpTaHHecCHeUMOMUHM aHTUTeJa

1.19. OnpegnesnsHe Ha CIOHTaHHAa M CTUMyJIMpaHa aKTMBalLMA UM Npojmdepalms Ha
aumboumTHTe - in vitro test

1.20. OnpemessgHe Ha MH BUTPO ajlepreH crneumMduuHa aKTUBALMS/IeTrpaHysaumns
Ha 0a30QuIIHM TIPaHyJIOUUTK UYpe3 QIoyLMTOMEeTPpUs

1.21. MuToreH—- M aHTUTEH-MHIyLMpaHa OJjlacTHa TpaHchopMaums

1.22. VIMyYHOXUCTOXUMMUHU WUICJIEOBAHUS

1.23. OnpenesigHe Ha LUUTOKMHU

1.24. OnpegnensgHe Ha aHTUTeH-chneumbmuuay T mauMdoumTH

1.25. OnpenensgHe Ha QaroumMTosa M OKCHMIOATMBEH B3PUB Ha HEYTPOOUIM U
MOHOLIUTHU .

2. HDonwlHUTeJIEH (onTuMalieH) obOeM JabopaTopHa alapaTrypa

2.1. CneumanmsmpaHu LeHTpodyTIM (Hanp. MmMKpoleHTpodyra, uUmuTolLeHTpobyra,
BMCOKOOOOPOTHA M HOpP.)

2.2. dpuzsep (-70 °C)
QIIOYyLUTOMETBP
JlaMmHapeH OOKC
CO2 muKyBaTop
CTepeoOMMKPOCKOII
PCR amnapart
Habop 3Ba enexkTpodopesa
. TpaHCHUIIOMMHATOP
0. Ipyrwu.
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XK. AHAJIMTUUYHM OPUHLMUIM 3a M3BBPIUIBAHE Ha MMYHOJIOTMUHUTE M3CJIeIBaHMS

MenuuMHCKMAT cTaHmapT "KnumHuuHa mMyHOJIOTMA'" HpernopbuBa Ia Ce M3I0JI3BaT
QHAJIUTUUYHY [NPMHLUMIOM 3a M3BBPUIBAHE Ha MMYyHOJIOTMUHUTE M3CJelBaHULI,

OCHOBAHM Ha MNPMHUMUINTE, BBINPMeTM OT EBpornelckaTa dbermepaumsa Ha

VMYHOJIOTMUHMTE OpyxecTBa (EFIS), EBponernckata benepauus Io

yMyHoOTeHeTuka (EFI), AMEPMKAHCKOTO IPYXEeCTBO IO TBbKaHHa CBBMECTMUMOCT

(ASHI), MexIyHapOoIHMS KOMUTET IO CTaHIOapTMszaluusa B xematojormara (ICSH),

JlabopaTopeH CTaHIapT Ha HoOMOPpKCKMA MHCTUTYT Ha 3xapaseTo (NYSDH) u mpyrwu.
1. OnpenensgHe Ha MNPOTEMHM B CePyM UM IPyTM OMOJIOTMYHM TEUHOCTM: OOmm

UMYyHOTJIOOyJIMHM WUTM, Url' m UrA; C3 m C4 KOMIOHEHTM Ha KOMIIJIEMEeHTaA .

1.1. VMmyHOJNOTMUHMUTEe JabopaTopum TpabBa Ia ca B CBCTOSAHME Ia OINpelesyiaT
KOJIMUEeCTBOTO Ha OOWMTEe CepyMHM MMYyHOTJIOOYJIMHM OT KkJacoeeTe MrM, Url' u
UrA; C3 m C4 KOMIIOHEHTHTE Ha KOMIIJIEMEHTAa.

1.2. V3noJa3BaT ce YTBBPIESHM TEeXHUKM 3a OITMMAJIHOTO ONpenesyisHe Ha
HecneumoruHM CepyMHUM UMMYyHOTJIOOYJIMHM OT KjacoBeTe UTM, Url u UrA; C3 u
C4 KOMIIOHEHTM Ha KOMILJIEMEHTA, KaTO palMajiHa MMyHomuby3ms, HebesoMeTpus
u Op.

1.3. OmnpenesigsHe Ha oOOWM CEPYMHM MMYHOIJIOOYJIMHM OT kjlacoBeTe UrM, UrT u
VTA; C3 m C4 xOMINOHEHTM Ha KOMILJIEMEeHTa upes panmrajiHa MMyHOoIudysmus I10
MaHuUMHM .

1.3.1. ¥V=nomnsBa Ce CTaHOaApTU3MPaH, TBHPTOBCKM Pa3lIpPOCTPaHsSBaH KOHTPOJIEH
(pebepeHTEeH) CcepyM C MBBECTHAa KOHIEHTpaluusa Ha MMyHOTJIOOynmHUTe, C3 1
C4, xOMTO Ce TecTMpa NpM BCAKO M3BBPUIBAHE Ha TeCcTa.

1.3.2. VBnon3eaT ce THPI'OBCKM Pal3[NPOCTPaHABaHM CTAHIAPTU C Pa3JIMUHU
(Ha—MaJjiko 3) MBBECTHM KOHIEHTpaluM Ha MU3CJeIBaHUTE CEPyMHU IPOTEMUHN,
KOTaTO € HeoOXOoOoMMO MNOCTpOsSBaHe Ha CTaHIapTHa KpuBa.

1.3.3. llpu 3anouepaHe Ha padoTa C HOBa NapTuOa IJIakM BCUMUKM CTAHIAPTU U
KOHTPOJIEH CepyM Ce TecCTMpaT Ha HOoBaTa IapTuia Jaku.

1.3.4. Tekymw KadeCTBEH KOHTPOJI Ha MMYHOIJIaKMUTE Ce IIpoBexIa Ha BCEKM 6 —
8 cemMMLUM C BCMHUKM CTAHIAPTU M KOHTPOJIHU CEPYyMU.

1.3.5. I[Ipx BCAKO CJIenBallo M3CJIeOIBaHe CBHC ChllaTa HapTula JIaky KaueCTBEeH
KOHTPOJI Ce M3BBbpUIBA CaMO C KOHTPOJIHMSA CepyM, KaTO Ce CJieIM HEeTOBUTE
CTOMHOCTM Ia IoNazaHaT B IOOBEPUTEJIHMA MHTepBaJl. AKO Te He ca B TO3Uu
MHTEepBaJl, M3CJeIBaHETO Ce MNOBTaps, KaTo BaelOHO C KOHTPOJIHMA CepyM ce
TecTUpaT I[IOHe 3 CcTaHIapTa M ce m3paboTBa CTaHIapTHa KpuUBa.

1.4. OmnpeneJsisHe Ha OOULM CEPYyMHM MMYHOIJIOOYJIMHM OT kjlacoBeTe UrM, UTT u
UrA; C3 m C4 KOMIIOHEHTM Ha KOMILJIEMeHTa upes HebpesomMeTpus.

1.4.1. IIpr HedeJIOMETPUUHOTO OINpenesisHe Ha MMyHoryioOynuuu, C3 m C4
KOMIIOHEHTM Ha KOMIIJIEMEHTAa Ce& M3MO0JI3BAaT BMCOKO M HMCKO IIOJIOXUTEJIHU
cepyMM, NpenjaraHyM 3aelHO C TBPTOBCKMUTe Habopu. TexHMTe OdYaKBaHU
CTOMHOCTM Ca YyKaszaHM OT IPOU3BOAUTEIL.

1.4.2. Pe3ynTaTUTe OT MICJEIBaHUTE CEPYMHUM NPpOoOM Ce IpreMaT 3a BaJIMIHU
CaMO aKO HMCKO M BMCOKO KOHTPOJIHMUTE CepyMM rMaT CTOﬁHOCTI/{, IIoliazmamm B
yKasaHusa MHTepBaJl.

2. OnpemeJisHe Ha MOHOKJIOHAJHM npoTemum: UrI', MrA, UrM, Urh, WrTE, xamna

J1aMbia CBOOOIHM JIEKM BEPUIU B CEPYyM.

2.1. VmyHOJNOTHMUYHUTE JadopaTopum TpsbOBa Oa ca B CBCTOSHME Ia ONpPenesaT
HalIuMuMeTO Ha MOHOKJIOHajHM nporemHwmu: Url', WrA, UVrM, Url, VrE, kxana mu
JaMOna CBOOOIHM JIEKM BEPUI'M B CEpyM.

2.2. VBnoj3BaT Ce YyTBBPIOEHM TEXHUKM 3a KaueCTBEHOTO HOOKa3BaHe Ha
MOHOKJIOHAJIHUTE I[IPOTEMHM, KaTO MMyHOeJieKkTpodopesza M MMyHODMKCALMOHHA
esekTpodopesa.

2.3. HoBuTe HabopM OT peal'@HTM Ce TeCTyBaT U CpaBHSBaAT C IIO03HAT Habop,
OaBaly NPMEMIIMBM pel3yJTaTM, MJIM C HpoOM C NO3HaTa PEaKTMBHOCT.

2.4. VBnomssBa Cce TBHBPTOBCKM Pa3lpOCTPaHSBaH MJIM [NPUIOTBEH B
JabopaTopusaTa CepyMeH IyJl, CbIbpXall MOHOKJIOHAJIHM IPOTEMHM OT BCUUKU



M3O0TUIIOBE 3a NEPUMOIMYEH KOHTPOJI Ha PEaAKTUMBHOCTTA Ha AHTUCEPYMUTE.
3. OnpeznejyisgHe Ha o0uUM UMMYyHOTJIOOyJnIMHM E (UTE) .

3.1. JlabopaTopusaTa TpsabBa Oa € B CBCTOAHMEe Ja M3acjenea obumure UTE.
V3noya3BaT Cce YyTBBPIOEHUTE 3a TOBa METONM: MMYHOEHS3VMHIU,

PaIVOMMyHOJIOTMYHY, OGIYyOPUMMETPUUHM, XEMUIIYMMHECLIEHTHM UM OPYyITMU.

3.2. BCgkO M3CJeIBaHe BKJIOUBA KOHTPOJIHM CEePpyMM C pasJiMUuHa KOHLEeHTpAalus
Ha UTE, BkJ. cepyM c Junca Ha UrE. IIo nojlydeHMTe CTOMHOCTM OT
M3CJIeIBaHETO Ha Te3M CepyMM Ce NOCTpofABa KpMBaTa 3a OTUMTAHE Ha
pesyaTaTure.

3.3. I[pu BCAKO M3CJIeIBaHEe Ce M3IMNOJI3Ba M €IMH UM CBIIM CepyM C M3BECTHAa
KOHLIeHTpaumsa Ha UTrE, kKaTo HOJNydYeHMAT pesysTaT TpgabBa Oa nonana B
yKasaHuTe I'pPaHULN.

4. OnpenesisHe Ha cHeUuMOUUHM MMyHOTJIOOyJnmHM (UrE) .

4.1. JlabopaTopuara TpabBa Ia € B CBCTOSHME Ha ONpelesia CclIeuudmuHmTe
VrE. l3noms3Ba ce enuMH OT YTBBPOEHUTE MEeTONM: MMYyHOEH3MMEH,
PaIMoOMMyHOJIOTMYEH, OGIyopMMEeTPpUUEH, XEMUJIYMUHECLIEHTHM .

4.2. llopann OBp3aTa NPOMsSHAa Ha HMBATA Ha UMPKyJIMpaumTe clhneumbmuHm UrE
KBM MHCEKTM M JIeKapCTBa Ce IpelnopbYyBa KPBBTA Oa Ce B3eMa He I[IO-PaHoO OT
2 - 3 cemMMUM M He NO-KBCHO OT 6 Mecella CJiell yXMJIBAaHeTO WM IpUeMaHeTo
Ha MeIVKaMeHTa.

4.3. BCHAKO M3CJIeIBaHe BKJIOUBA KOHTPOJIHM CEepyMM C pasjiMuHa KOHLEeHTpalus
Ha chneuudmuHmre VrE, BkJI. cepyM C Junca Ha VrE. IIo nojilydeHMTEe CTOMHOCTU
OT M3CJIEOBAHETO Ha Te3U CepyMM Ce MNOCTpOsBa KpMBaTa 3a OTUMTAHEe Ha
pesyaTaTmuTe.

4.4. Ipu BCAKO M3CJeIBaHe Ce M3IOJBBa €IOVMH U CBUM CEepyM C U3BECTHa
KOHLeHTpauMusa Ha JVIrE, KaTo NOJIydeHMAT pes3yyTaT Tpabba Oa nonana B
YKasaHuTe I'paHMLN.

5. OnpenesnsHe Ha peBMaTouIeH bakTop (POD).

5.1. JlabopaTopusaTra TpabBa Oa € B CBCTOSHME Ia M3CJIeIBa pPeBMaTOMIEH
baxTop (P®). lM3mnojis3Ba ce enHa OT YTBBPIEHUTE TEXHUKM: XeMaIJlyTMHAaLMUA
(Rose-Waaler peakuusd), JaTeKC-aIJlyTHMHaALUL, MMYHOTYypOUIMMETPUS U
HebesioMeTpMusa. B ciydamuTe Ha OTpHMLATEJIEH Pes3yJiTaT N0 Te3M MeTOOU Cce
NpenopbpyYBa M3MNOJI3BAHETO HAa MMYyHOEH3VMMEH MeTOoX. B Tosu cjydam ce
ompenesda M M30TUIBT Ha PO.

5.2. Bcgko M3CJeIBaHe BKJIOUBA KOHTPOJIHM CepyMM: C BUCOKA KOHIEHTpalud
Ha PO (mosioxmuTesiHA KOHTPOJa) M CePyM, B KOMTO NPEeIBAPUTEJIHO He e
ycTaHOBeH PO (oTpuuLaTesiHa KOHTpPOJA) . PelsynraTuTe OT M3CJIEeIBaHETO ca
HeBaJiMOHNM, aKO Te3M CepyMM He II0KaXaT OUYaKBaHMA pes3syJyTarT.

6. OmnpenesisHe Ha AHTUCTPENTONMBMHOB TUTBP (ACT) .

6.1. JlabopaTopuara omnpenesia ACT no eOMH OT YyTBBPIOEHUTE aIlJlyTMHALMOHHMU,
HeyTpaln3aluMOHHM, MMYHOEH3VMHM, MVMYHOTYypPOOIMMETPUYHM MM HedeJIOMeTPUUHU
METOIN .

6.2. Bcako mBcJenBaHe BKJIOUBA KOHTPOJIHM CEPYMM C Pal’jiMuHa KOHIEHTPAaLMSI
Ha ACT, BKJI. NOJIOXMTEJIHA M OTpHulLaTesJiHa KOHTpOJa.

6.3. BCcakOo mM3CJleABaHe BKJIOUBA KOHTPOJIEH CEpPyM C M3BeCTHa KOHLEHTpalMus
Ha ACT, KaTo NOJIydeHMAT pesyaTraT Tpabba Ia [Holalda B yKa3aHUTe I'PaHMLNM.

7. OnpenensHe Ha C peakTuBHUA nporemH (CPII) .

7.1. JlabopaTopuaTra TpsabOBa ma MOxe za onpenensa CPI B cepyMa. M3nomsea ce
eOVH OT YyTBBPIOEHMUTE MEeTOIM: aIJIyTMHALMOHEH, MMYyHOEH3MMEH,
TypOMIVMETPUYEH, XEMUJIYMMHECLIEHTEH MM HedeJloOMeTpUUeH.

7.2. BCAKO M3CJIeIBaHe BKJIOUBA KOHTPOJIHM CEepyMU C pasjiMuHa KOHLEeHTpalus
Ha CPII.

7.3. IO MOJIyyeHUTE CTOMHOCTM OT MICJEeIBaHETO Ha Te3U CEepyMu ce
IOCTpOfABa KpMBAaTa 3a OTUMTAHE Ha pe3yJTaTuUTe.

7.4. Ipu BCAKO M3CJleIBaHe Ce UM3IOJIBBa UM e€IMH U CHIM CepyM C M3BeCTHa
KOHUeHTpaumusa Ha CPIl, kKaTo HOJydeHMAT pes3yyTaT Tpabea IOa Honana B
YKa3aHuTe I'paHuLIN.



8. OnpemesisHe Ha AHTUHYKJIeapHM aHTuUTesa (AHA) B cepyM.

8.1. JlabopatropusTa TpabBa Ia € B CBHCTOSHME Ia OIpelejid Haluuue U TUTBP
UM KoJmMuecTBO Ha AHA B cepyM.

8.2. V3mojs3BaT ce YTBBPISHM TEexXHMKM Ba OITKMMAJIHOTO onpenesisHe Ha AHA,
KaTO MHIOMPEKTHAa MMYyHOQIJIyOpeCLeHLMS BBbPXy IIpernapaTtyr OT KJeTbuHa JIMHUA
(HEp2, HEp2000 mam OpyTM CTaHOAPTUIUPAHU TakKMBa) WIM TBKAHHU XUBOTUHCKU
cpes3u (OBOpek OT MMIIKa MM KOMOMHALMA OT dYepeH Opod, cToMax M OBOpek OT
IJIBX) , KakKTO M MMYyHOEH3MMEH TeCT 3a CKPpMHMHI' Ha AHA, cnopen
CTaHODapTHUTe paboTHM Npolenypu, BB3NPpMEeTM B JabopaTopuaTa.

8.3. JlabopaTopusaTra uMa M3pabOoTeHM KPUTEepMM 3a pas3TrpaHmMdyaBaHe Ha
[IOJIOXUTEJIHM M OTpMuLAaTEeJIHM Npodu.

8.4. JlabopaTopusaTa € B CBCTOSAHMEe Ha OlleHaBa BuIa Ha OGiyopeclLeHUMATA
CBIJIACHO OOWONPUEeTUTEe CTAHOAPTHU TUIIOBE.

8.5. Mzmoy3Ba ce MNOJIOXMTEeJeH B3a AHA KOHTPOJIEH CepyM, TBPTOBCKU WM
NpUIroTBeH B JlabopaTopuATa OT MNaUMEHTU CBC CUCTEMHO aBTOMMYHHO
3abo0JiaBaHe, C NPeOBapUTEeJIHO IOoKazsaHa XapaKTepMCTMKa M TUTHP.

8.6. lzsnomns3ea ce oTpuuarejyieH 3a AHA cepyM, TBPTOBCKU UM NPUTOTBEH B
JabopaTopusaTa OT 3OPaB IOHOP, C NPpelBapMUTEJIHO OoKasaHa Junca Ha AHA.

9. OnpenesisHe Ha aHTUHEYTPOOMIIHM LUTONJA3MEeHM aHTuTejsa (AHIA) .

9.1. JlabopaTopuiaTa MOXe Ha Olpenesid Haluuue, CIOeUUOUMUHOCT U
TUTHP/KOIMUYeCcTBO Ha AHIA crnopen odbmuimMasiHO HpuUeTaTa HOMEHKJATypa.

9.2. VBnos3BaT Ce YTBBPHOEHM TEXHMKM 3a OINTMMAJIHO olpenejisHe Ha AHIA.

9.3. Kato cybcTpatr 3a MO MOxXe Ha Ce MBIOoJI3Ba HaMaszka WM
LUTOLEHTPOdYXeH npenapaT OT HOPMAaJIHM IOHOPHM JIEBKOUMTHM, OMKCHUPaHU C
€TaHOJI, MNPUTOTBEHM 10 CTAHIOAPTU3UPAH MEeTOH U/MIM TBPTOBCKM HpelapaTu.

9.4. JlabopaTopuiaTa uMa M3pabOTeHM KPUTEPpUM 3a pal3TpaHMUYaBaHe Ha
IIOJIOXUTEJIHM ¥ OTpHULaTeJIHN HpO@I/I.

9.5. CraHnapTHaTa MHIOMPEeKTHa MMYyHOQIIyOpecClleHTHa TexHMKa TpsabBa Hma ce
M3I0JI3Ba KAaTO CKPMHMPAL, TeCT.

9.6. JlabopaTopuaTa € B CBHCTOSHME Ia OlleHaBa BuIa Ha QiayopecleHUUATA,
KaTO M3I0JI3Ba MEeXIYHAapOHNHO IpMeTaTa HOMEHKJIaATypa 3a
VMYHOQIIyOPECLEeHTHUTE CTAaHOApTHM TurnoBe Ha AHIA:

u—-AHIOA - umToriasMeHu AHIA

n-AHIOA - nepmHykjeapHwu AHIA

x—-AHIOA - (aTunwuuHwm) AHIA.

9.7. 3a omnpenessHe cneuudrUHOCTTa ¥ TUTBPa/KOIMUECTBOTO Ha AHIA ce
npujaratT TB’prZ[O(i)aSOBM VMYHOEH3VIMHM TEXHUKM C IPEUYMCTEHNM aHTUI'EHU.

9.8. ¥3nossBa Ce MEeXIyHapOIHO MpMEeTaTa HOMEHKJIATYypa 3a MMYyHOEH3VMHU
Turnoee AHIA:

[IpoTennaszsa 3-AHIA - aBTOaHTUTeJla Cpelly NpoTerHasza 3.

Muesionepokcunasza—AHIIA - aBTOaHTMTEJIA Cpelly MMEeJIONepoKCcHumasa.

9.9. OTpMuLATEJIHUAT KOHTPOJIEH CEPYyM € TBPTOBCKM CEPYM MM OT 3IPaBu
VHOVBUAOM (MOXe M IIyJl OT HSAKOJIKO JOHOpa), IOOKa3aH C MMYyHOEH3MMHU
TeXHMKM, Ye € HeTlaTMBEH cpely CcHeuuOrMuHM HeyTpodMIO-LMTOIJIas3MeHNU
aHTUTEeHM (IpoTeMHasa 3 M MMeJIoepoKcuOasa) .

9.10. IOJOXUTEJIHUAT KOHTPOJIEH CEPYM € TBPIOBCKM CEepyM MIIM OT INalLUMEeHTU C
XVMCTOJIOTMYHO IOOKa3aH CUCTEMEH HEeKpOTHM3Mpall BACKYJIMT, CHBOBPXallM aHTUTEeJla
c Bepubuumpana upes VMEM cneumMdmMyHOCT (mpoTeMHasa 3 M MMEJIONepoKCcuIasa) .

9.11. BcuukmM cepyMHU Hpobu c O-AHIA wmiam aTtunuuHy AHIA, cobOobpXaln
eIHOBpPEeMeHHO uHTepdepupamm AHA (Cc xoOMOT'eHHa WM NepubpepHa HyKJleapHa
brnyopecueHUMA) , 3aOBJDKUTEJIHO ce m3cjensaT ¢ MEM 3a Hamuume Ha
nporemHasa 3-AHIA m mmesnonepokcumasa-AHIA.

9.12. Ilpu mM=3noji3BaHe Ha NpPedYuCcTeHM B JjadopaTopmsaTa aHTUTEHU Cce
opennoumTa MeTOH, NPMUMHSBAUl BBH3MOXHO Hal-MaJjikaTa MM IeHaTypaluud.
XesmaTesHO e YUMCTOTATa Ha NPEeUMCTEHMS aHTUTeH na ObIe BepudmMuMpaHa C
VMYyHOEH3VMMEH TeCT C aHTUCEPYMM Ccpelly NOTEeHLMAJIHO KOHTaMMHMpAWM IPpYyIU
AHIIA-aHTUTEHNU.



9.13. Bcska HOBA [NapTUIa AHTUI'EH (TBPTOBCKM MJIM [NPEUYMCTEH B
n1abopaTopmusaTa) Ce TecTyBa M CcpaBHABa CcbC "crapa" napruna.

9.14. IlpenopbvUBa Ce BCUUKM CEPYMHU OpoOMU, IIOJOXUTEeJIHM 3a AHIA ot
N®-CKPUHMHTA, IJa ObOaT MI3CJeIBaHM 3a Haluuye Ha IOpoTeMHasa 3-AHIA u
Myesionepoxkcmunasza—-AHIA.

10. OmnpemejyisHe Ha aHTUTEJA CpPely Pas’3jnMuUHM HyKJIeapHM aHTureHm: dsDNA,
Sm, RNP, ss-A(Ro), ss-B (La), Scl-70, centromere, XMCTOHM U OpP. B
cepyMa.

10.1. JlaBopaTopmuaTa MOXe Ia OIpelesyid HaJIMuMeTO Ha aHTUTeJla Ccpely
Pas3JIMUHM HYKJI€ApHM aHTUTEHM Cclopen ofbmounpueTaTa HOMeHKJaTypa.

10.2. Mzmojas3BaT ce YyTBBPISHM TEexXHUKM, KaTo: VEM, mMyHObIIyOopeclleHLUS,
broyumToMeTpMsa M IPYyI'M CTaHIAPTU3MPAHM MEeTOIM.

10.3. Ipm mu3no0J3BaHe Ha TBPTOBCKM IIpelapaTy ce IpelopbiBa CPaBHEHMUETO
MexXIy BCEeKM IOBe I[IOCJIIeHOBaTEJIHUM CEPpUU.

10.4. Ipu paszpadboreH B JjabopaTopusaTa METOL Ce IIPelopbuyBa CTPUKTEH
KOHTPOJI Ha M30JMPAHUTE aHTUTEHM, WM3NOJI3BaHMUTe IJaku 3a JVEM, cpaBHeHU C
THPIOBCKM IpelapaTu.

10.5. JlabopaTopusaTa uMa M3paboTeHM KPUTepMM 3a pas3rpaHMdaBaHe Ha
IOJIOXUTEJIHY UM OTPpMLATEJHM NPpOoOu.

10.6. Bcako u3cijelBaHe CBIObPXa [NOJIOXKUTEJIHAa M OTpMlAaTeJiHa KOHTpOJa U
cepyMM C IIO3HaTa KOHLEeHTpalMsa Ha aHTuTejaTa, 10 KOSTO Ce NOCTposaBa
CTaHIDapTHa KpKMBa.

11. OnpegnessgHe Ha aHTMMMTOXOHIPMAaJIHM aHTuUTesa (AMA) B cepyM.

11.1. JlaBopaTopuaTa € B CBCTOSHME Ia ONpelnesia Hajluuye, CIHeUUOUUHOCT U
TUTBHP Ha AMA B cepyM clHnopen ooMUMAaJIHO NpMeTaTa HOMeHKJaTypa.

11.2. l3nmoJj3BaT ce YyTBBPIEHM TEexXHUKM 3a OITMMAJIHO olpenesyisHe Ha AMA.

11.3. JlabopaTopusaTa MMa M3paboTeHM KPUTepMM 3a pas3rpaHMdaBaHe Ha
IIOJIOXUTEJIHM ¥ OTpHMlLaTeJIHN HpO@M.

11.4. VHIVpPEeKTHaTa UMYHOQIYyOpPEeCLeHINI BBPXY TBKAHHU XUBOTUHCKM CpPesU OT
OBpOpeKk Ha IJIBbX MIM MMUIIKA MM IpelapaTy OT KieTbuHa JuHusa HEp 2 ce
MBIO0JI3Ba KaTO CKPUHMHI TECT.

11.5. 3a nubepeHMLMpPaHe Ha BapMaHTHMUTe Turnoee AMA (M1 - M9) ce msnojsma
VMMYHOEH3MMMeEH MeTOon C ,JZ[e(i)MHMpaH MUTOXOHIOPMAaJIEH aHTUI'€H.

11.6. l3noj3Ba ce IOJIOXMTEeJIeH 3a AMA KOHTPOJIEH CEepyM — TBPT'OBCKM WU
OpUTOTBEH B JabopaTopmAaTa OT NAaLMEHTM C OokKasaHa IOrarHOo3a II'bPBUYHA
SunrapHa Uupo3a, C NpelBapUTEJIHO OlIpenejieH TUTBP.

11.7. ¥M3nomsea ce oTpulaTelseH 3a AMA cepyM — TBPIOBCKM MM NPUIOTBEH B
JabopaTtopusaTa OT 3OpaB IOOHOP.

12. OnpemesisHe Ha aHTUIJIAOKOMYCKYJIHM aHTuUTejia (ATMA) B cepyM.

12.1. JlabopaTopusaTa € B CBCTOAHME Ha ONpenesia Haauuue M TuTbsp Ha AITMA B
cepyM.

12.2. N3noj3BaT ce YyTBBPIESHM TEexXHUKM 3a olpernejisHe Ha AI'MA, xaTo
MHOVPEKTHAa MMyHO(i)J'[yOpeCLLeHLU/IH BBPXY TBKAHHUM XMBOTMHCKM Cpe3M OT CTOMax
Ha [JI'BX, MMIIKA MM MalMyHa, WIM MMYHOEH3MMEH MEeTOX CIOped CTaHOapTHUTE
paboTHM MNpouenypu, BB3NPUETH B JjabopaTopuAaTa.

12.3. JlabopaTopusaTa uMa M3pabOTeHM KPUTEPMM 3a pas3TpaHMuaBaHe Ha
TIIOJIOXUTEJIHM ¥ OTpMLUaTeJIHN HpO@M.

12.4. V3noj3BaT Ce MOoJIOXMTeJieH 3a ATMA KOHTPOJIEH CEPYM C MNPEOBAPUTEIIHO
ompeneJsieH TUTBP U oTpuuaTeseH 3a AI'MA cepyM.

13. OnpemensHe Ha aHTudochonmmnuiHM aHTUTesia (ADA).

13.1. JlaBopaTopuaTa € B CBCTOSHME Ia omnpeneya aHTudochonmmnuiHUTE
aHTUTeJIa Ccropen ofOmonpMeTaTa HOMEHKJIaTypa — aHTUKAPOUOJMUIMHOBM, aHTU b2
TJIMKOIIPOTEVMH I, AHTM—-eTaHOJIaMMMH, aHTU-JIM3O0JIELNTVH, aHTI/I—CQ)MHl"OMMeJ'H/IH jZ8
Ip.

13.2. lzBnojisBaT ce YyTBBPIEHUM MMYHOEHBMMHM TexXHUKM 3a ollpeneligHe
HaJIMUMEeTO, KOJMUECTBOTO M m3oTuna (Url' m UrM) Ha AdA.

13.3. JlabopaTopusaTa uMa M3paboTeHM KPUTEepMM 3a pas3rpaHmMdyaBaHe Ha



MIOJIOXUTEJIHM UM OTPpHULATEJIHM Npobu.

13.4. BcsakO M3BCJIeIBaHe BKJIOUBA KOHTPOJIHM CEPYMM C pal3JIMUuHa KOHIEHTpAaLMUs
Ha A®A, BKJI. CepyM C JIMICa Ha aHTuTrejsa. [lo NojlydeHMTe CTOMHOCTU OT
M3CJIeIBAaHETO Ha Te3M CepyMM Ce IIOCTPpOoSBa KpMBaTa 3a OTUMTAHE Ha
pes3yJTaTuTe.

13.5. Ipu BCSKO M3CJIeOBAHE Ce M3MNOJI3BAa M €IOVH U CHIIM CepyM C M3BECTHa
KOHLeHTpaumusa Ha A®A, KaTO NOJYUEHMAT pes3yyTaT Tpabea IOa Holana B
yKasaHuTe I'PaHULN.

14. OnpenesyisHe Ha aHTUIJIOMepyJob®azajiHO MeMOpaHHM (AT'EM) aHTUTEsNa.

14.1. JlabopaTopusaTa TpabBa Oa MOXe Ia ONpenesisa Haluume, CIHeuM@MUHOCT U
TUTBE Ha AI'BEM anTHUTemna.

14.2. I3Bnoj3BaT ce YTBBPIEHUM TexXHUKM Ba ollpelelisHe Ha AI'EM aHTUTeNa,
KaTO MHIOVMPEKTHAaTa MMYyHOQJIyOpeCLeHTHa TeXHUKA BBPXY KPMOCTATHU CPesU Ha
YOBENIKM WM 3a OpelrnourTaHe MaMyHCKM OBOpek, OT KpbBHa rpymna 0 wuim
VMYHOEH3MMEH METOI, CIOPen CTaHOAPTHUTe paboTHM NPOoLenypu, BBINPUETU B
JabopaTopuaTa.

14.3. JlabopaTopusaTa MuMa M3paboTeHM KPUTepMM 3a pas3lpaHMdyaBaHe Ha
HNOJIOXUTEJIHY M OTpHULATEJIHM Npobu.

15. OmpenesigHe Ha aHTUTEeJa KBbM MMTOBMAHA Xjle3a — aHTU-TUPEOIJIODYJIMHOBU
anTuresa (TAT), aHTU-MUKPO3OMallHM aHTUTesa (MAT) u a”HTUTEJa cpeuy
TUpeounHa nepokcmumasza (TIO) .

15.1. JlabopaTopuAaATa € B CBCTOSHME Ia ONpenesisa HajuuMe, KOHLEHTPpaUuud MM
TuTep Ha TAT, MAT wmnm TIIO aHTHUTeJsla B CEPyM.

15.2. [pu m3H0OJI3BaHEe Ha TBPIOBCKM HAOOPM MM aHTUIEHM IPOMBBOOUTEJIAT
npenocTaBsa MHbOoOpMaLMa 3a CIeUMPUUHOCTTA UM YYyBCTBUTEJIHOCTTA Ha
TEeCTOBETEe, CBOTBETHO 3a UYMCTOTaTa M XapaKTepMUCTHKaTa Ha aHTUIeHa. Bcaka
HOBa apTMIa Ce CpaBHABa C IpenuuHaTa.

15.3. JlabopaTopuAaTa CJlelIBa Oa M3BBPUIBA KOJIUUECTBEHO onpenesisHe Ha TAT u
MAT uypes cTaHZapTHa KpMBa OT CTaHIOAPTM C OIpelejieHa KOHLUeHTpaluus WK
[IOJIYKOJIMUECTBEHO OlNpenesyisHe, Upe3 TUTPyBaHe MM OlpeleligdHe MHIEKC Ha
IOBUTUBHOCT. J3IOJ3BaT Ce IOJIOXUTEJIEH M OTpMLATEJIEH KOHTPOJIHM CepyMMU
OpM BCHAKO M3CJIeNBaHe.

15.4. IIpu cMsAHa Ha peareHTUTEe MM OMATHOCTMUHMA TBPTOBCKM KUT Te TpabBa
Ia Ce CpaBHAT C [O3HAT Habop MM KOHTPOJIHM CepyMM C IO3HaTa
KOHLIEHTpalMsa Ha aHTuTrejsaTa. llojlydeHuTe peszynaTaTy TpsabOea Oa ObOaT B
TpPaHMLUMTE Ha OONyCTMMaTa Bapualumud.

16. OnpemejisHe Ha aHTUTeEJa CHOpPSAMO OeTa-KJIETKaTa Ha I[aHKpeaca.

16.1. JlaBbopaTopusaTa € B CBbCTOSHME Ia OoNpelesisa Hajuuye, KOHLEHTPpAaLMs MM
TUTBP Ha aHTHUTEeJla COpAMO HekapbOokcuilaszsaTa Ha IVIyTaMMHOBAaTa KMuceJMHa, 65
Kn msodopmMa (GAD 65) u BTOPHMSA aHTUIeH Ha OeTa-kjeTkaTa (IA-2) B CepyM.

16.2. znoji3BaT ce YyTBBPIEHM UYBCTBUTEJIHM TEeXHUKM Ba CIeLUUMOUUIHO
onpemejyisHe Ha GAD6S5 m IA-2 aHTUTeJla — VMYHOEHBVMEH WM
PaOVOVMMYyHOJIOTMYEH .

16.3. 3a uenuTe Ha OeTa-KJIETBHUHMS aBTOMMYHUTET Ce M3INO0JI3Ba KATO aHTUIEH
65 msodopMaTa Ha IHmekapdOokcuiaszaTa Ha IJIyTaMMHOBAaTa KMCEJMHA. AHTUTEHHU
npenapaTy, BKJIoUYBamM M 67 m3opopmMaTa, Cca C HUCKA UYBCTBUTEJIHOCT U
cneuu@UUHOCT. IIpM M3MIOJI3BAHE Ha TBPIOBCKM IpelapaTy NPOU3BOIOUTEJIAT
npenocTara mHOoOpMaLMa 3a CIeUuMdMUHOCTTA M UMCTOTAaTa Ha aHTUIeHa. Bcaka
HOBa NapTMIa Ce CpaBHABa C IpenuuHarTa.

16.4. IIpenopbuBa Ce KOJMUECTBEHO OlIpellelidHe Ha aHTuUTejlaTa upes
CTaHOApPTHa KpMBa OT CTaHIAPTU C OlpenejieHa KOHLeHTpalumud. M3nojaseaT ce
IOJIOXUTEJIEH M OTpMuIaTEeJIeH KOHTPOJIHM CEepyMM IPM BCAKO M3CJeIBaHe.

16.5. I[Ipu cMsHa Ha pPeareHTUTE WM OMATHOCTUUHUS TBPTOBCKM KUT Te Ce
CpaBHABAT C MNO3HAT HAOOP MM KOHTPOJIHM CepyMM C IIO03HaTa KOHLEHTpaumud Ha
aHTuTesaTa. llonydeHuTe pe3yaTaTu TpAabOBa ma ObOAT B I'PaHMLUTE Ha
OoIyCcTMMaTa Bapraumusd.

17. OnpemejyisHe Ha MHCYJIMHOBM aBToaHTUTeJsla (MAA) M MHCYJIMHOBM aHTUTeJa



(MA) .

17.1. JlaBbopaTopusaTa € B CBbCTOSHMEe Ia onpelesisa HajluuMe, KOHLEeHTpaluMus MIu
TUTeEP Ha VAA m VA B CepyM.

17.2. V3noj3BaT Ce YyTBBPIOEHM UYBCTBUTEJIHM TEXHMKM 3a CHelUudMUduHO
onpernendaHe Ha VAA u VA - MMYHOEHS3VMEH, PaIVMOMMYHOJIOTMUEH M IpP.

17.3. KaTo aHTMUI'€H Ce M3N0JI3Ba UYOBEWKM PEeKOMOMHAHTEH MHCYJIMH.
[IpOMBBOOUTENIAT NpelocTaBsa MHOOpMaLMa Ba CIeUMPUUHOCTTA UM UYMCTOTaTa Ha
aHTUTeHa. Bcsgka HOBa NapTula Ce CPaBHABA C IpeIMiiHaTa.

17.4. V3nosi3BaT Ce IMOJIOXUTEJIEH UM OTPMLATEJIEH KOHTPOJIHM CEPYyMM IIPM BCAKO
n3cJenBaHe.

17.5. Ipu cMaHa Ha peareHTUTEe WM OMATHOCTUUYHMUA TBPTOBCKM KUT Te Ce
CpaBHSBaAT C [IO3HAT Hab®Op MM KOHTPOJIHM CepyMM C IIO3HAaTa KOHLEeHTpalus Ha
aHTuTesaTa. llonydyeHuTe pe3yaTaTu TpAabBa Oa ObOAaT B I'PaHMLUTE Ha
IOonyCcTMMaTa BapMalMs.

18. OnpenmejyissHe Ha aBTOAHTMUTEJIA KBM MO3BUHM M HEBPAJIHM aHTUTEHM B CEpyM
U JIMKBOP.

18.1. JlaBopaTopusaTa € B CBCTOSHME Ia M3CJenBa aHTuTejsa oT Url' m UTM

M30TUIIOBE KBM aHTUIEHM OT LieHTpaJilHa U nepubdepHa HepBHaA CUCTeMa -

MMEJIMH, MHUeJMH 0Oas3uueH npotreuH (MBII), nporeonunuimeH npotemH (IJII),
MMEJIMH OJIMTONEHIOPOUMTEH TyMKonporemH (MOI'), MMeNMH acoluuupal
raukonpoTrenH (MAT), raursmosmunu GM1, GDlb, S100 npoTeuH, alUeTUIXOJIMHOBU

pelenTopM, KaJliMeBM KaHalM, LepebeslapHM KJIeTKM, LUTOIJIa3MeHMs aHTUTEH
Yo, aHTuMHyKJIeapHMTe Hu, Ri, HeBpobmilaMeHTM, CUHAITO30MHU,
TJIyTaMaTepIMYHM pelLenTopM, IJiyTaMaT nekapboxkcunasza (T'All), b-uHTepdepoH
n Op.

18.2. lznoji3BaT ce YyTBBPIESHUTE 3a TOBa METOOM: MMYyHOEH3MMHIU,
PaOMOMMYHOJIOTMYHM, HIOT-0JIOT TEXHUKM MHIMPEeKTHa MMyHOQIIyopecleHLUUs.

18.3. CraupmaprHaTa MN® TexHMKA Ce [NpelnopbuBa KAaTO CKPMHMpALl TECT
(MmenuH, uepebOesjlapHU KJIETKHU) .

18.4. VEM m poT-0JI0T TeXHUKM Ce IIPpelNopbuBaT 3a TUIM3UPAHEe Ha
crneuM@MUHOCTTa Ha aBTOaHTUTEJIaTa Cpelly aHTMTEeHM Ha LeHTpajHaTa u
nepubepHaTa HepBHa cucrema (MBI, ILJIII, MOI', MAT, GM1l, GDlb, Yo, Hu, Ri m
T.H.).

18.5. Bcexu TecCcT CBOBPXa OTpMLATEJHA M IOJOXMTEJIHa KOHTpOJa.

18.6. BCUYKM CepPyMHM M JIMKBOPHM NPOOM, MNOJOXMUTEJHM Ha MNO CKPMHMHTA, Ce
u3cjiegBaT 3a HaJlMuMe Ha choeuudmuuyHm aHturesa c WEM.

19. OnpenessHe Ha TIIMaIMHOBU " TBKAHHU TPaHCTJIYy TAMMHOBHU
anTuTeyia (ATTA) .

19.1. JlabopaTopusaTa TpaOBa Ia € B CBCTOAHME Ha ONpeness IJIMaIMHOBU U
TPaHCIJIyTaMMHOBHM aHTMTeJla Cclopen ofumonprueTaTa HOMeHKJaTypa.

19.2. Tpsabea Oa Ce M3NOJ3BAT YyTBBPIEHM MMYyHOEH3MMHM TEXHUKU 3a
onpenesyisHe HAJMUMEeTO, KOJMUEeCTBOTO M KJjaca.

19.3. Onpegnenar ce Url' u UrA.

19.4. JlabopaTopuaTa TpabOea Ia M3BBPUM KOJIMUECTBEHO onpemesigiHe Ha AIJIA u
ATTA cpewmy CTaHOapTHa KpMBa OT CTaHIapTM C OIpenejyieHa KOHLEeHTpaumud,
onpeneJyieHM OT MNPOM3BOOUTEJIA.

19.5. Bcsako u3ciyenBaHe TpsabBa Ia BKJOUBA I[IOJIOXMTEJIHA M OTPMIIATEJIHA
KOHTPOJa, IedrHMPpaHa OT IPOM3BOOUTEIIS.

19.6. TpsabBa Ha Ce M3MNOJ3BAT TBPIOBCKU HabopmM C HpelocTaBeHa MHPopMalusd
3a CHeuM@MUHOCTTAa M YYyBCTBMTEJIHOCTTa Ha TECTOBeTe.

19.7. BanmvpmxuTesHO TpsaOBa Ia Ce ONpenesid M CEePpyMHOTO HMBO Ha JTA.

20. OmpenensgHe Ha AaHTUTEJA CPelly TBhbKaHHa TpaHcIJlyTaMmHaszsa (AtTg) .

20.1. JlabopaTopusara TpsabBa Oa € B CBCTOSHME Ia OIpeneis aHTUTeJla Cpely
TBKaHHA TpaHCIJIyTaMMHasza clopen ofuolpreTaTa HOMEHKJAaTypa.

20.2. TpsabBa »ma Ce M3I0J3BAaT YyTBBPIOEHM MMYHOEHS3VMHM TEXHMKM 3a
onpenejyisHe HaJMUMEeTO, KOJMUYEeCTBOTO M KJjaca.

20.3. Onpemensar ce Url' m VTA M30TUIIOBE HAa AHTUTPAHCTIJIyTaMMUHA3HU



aHTHUTeJa.

20.4. JlabopaTopuaTra Tpsabea Ia M3BBPLIBA KOJIMYECTBEHO OlNpelesisHe Ha
AHTUTPAHCTJIyTaMMHABHM aHTMUTeJla Cpelly CTaHOapTHa KpuBa OT KaaubpaTopu C
onpeneJjieHa KOHLEHTaplLusa, NPefoCTaBeHUM OT MNPOU3BOIUTEIA.

20.5. Bcako macienBaHe TpaOBa Oa BKIOYBA I[IOJIOKMTEJIHA M OTpMLATEJHAa
KOHTPOJa, IedMHMPaHa OT HNPOM3BOOUTENA.

20.6. BambmxuTesIHO TpsabBa Ia ce oIpeneiys M CEePpyMHOTO HMBO Ha VIDA.

21. OnpenernsgHe Ha CIOHTaHHAa M CTHUMyJMpaHa akKTuUBaumMsa M npoiamdepalmsa Ha
JIVMOOLIMTHU .

21.1. JlaBopaTopmaTa MOXe Ia OIpeleJsis CIOHTaHHAa M CTUMMyJIMpaHa aKTMBalus
n nposmbepauusa Ha guMmboumTMTe in vitro, KaTo ce MBNON3BAT YTBBPIEHU
MeTOOMKM, KaTO M30TONHa, OQJIOyUMTOMeTpMUHA.

21.2. BapraHTBT Ha MeToma (C M30JMpaHu JIMMOOLMUTM MM C Lajla KPBbB) Ce
nonbupa cHnopen LeJuTe Ha M3CJeOBaHeTO.

21.3. BCMUKM [IPOLEINypPM IO M3OJMPAHETO U KYyJTUMBMPaHETO Ha KJIETKUTE Cce
M3BBPWBAT B CTEPUJIHA HENMPOTEHHAa, NOJMCTMPEeHOBa NOCylda 3a eOHOKpAaTHAa
ynorpeba.

21.4. JumdoumTHATA CTUMyJIMpaHa akKTMBaUUsa Ce M3CJelBa C I[NOJMKJIIOHAJIHU
MMUTOTEHM, CHeUMOUUIHM aHTUTEHM M KO-CTUMyJaMpamy QaKTopM.

21.5. JlabopaTtopuaTa TpAOBa Oa yCTaHOBM CHOpel MeToIa MNOIAXOIANM

KOHLIEHTpalUuK Ha akTuBaTopa, KaTo: MMHMMAJIHa (mparoma), cpezmHa (50 %
aKTMBalLMA) M MakKCuMaJiHa (IIJIaTO Ha aKTMBAaLMATA), OPM KOUTO Ce aAKTUBMPAT

OOCTAaTBUEH MPOLEHT OT JauMbpouUTUTE.

21.6. 3aenmHO C KPBBTA Ha M3CJENBAHUTE [NAUMEHTM KAaTO KOHTPOJAa Cce
u3cjenBa KPBB OT 3OPaB IOHOP.

21.7. Bcako onpeleligHe BKJOUBA HeT'aTMBHA KOHTPOJa (HeCcTuMyJIMpaHa opoba)
3a CIIOHTaHHa aKTMUealMda U nponm@epaum,q Ha J'H/IM@OLU/I’I‘M.

21.8. Ipu QIoyUMTOMETPUUYHMS METOX BCHAKO OIpPenesisHe Ha aKTMBaUMATa Ha
aAMGOLMTY BKJIOYUBA MB3OTUIIHA KOHTPOJA HAa aKTUMBMpPaHa M HEeaKTMBUPAHA KPBB.

21.9. KoraTo ce paboTu C M30JIMPAHM KJIETKM, KOHLEeHTpauudaTra uMmM Tpadea na
fboe emHaKBa, a kKoraTo ce paboTu C LdAjla KpbB, OOEeMBbT Ha MaTepuala e
eIHakKBbBE BBB BCAKa fAMKa (enpyeBeTka) .

21.10. Crporo ce cwbbOJo0OaBa KAaUeCTBOTO HAa M3MOJI3BaHaTa XPaHUTEJIHA cpela
¥ OONBJBAWMTE S MHIPEOMEHTM. [0 BB3MOXHOCT ce paboTM C HNPOOYKTUTE Ha
eIVH YyCTaHOBEH MNPOM3BOOMTEJI.

21.11. Tlpy M3OOJA3BAHETO Ha M3O0TOIEH METOI:

21.11.1. ma ce paboTu C epHa M Cblla MMHMMAaJIHA aKTMBHOCT Ha MB30TOIa;

21.11.2. BHaCsHeTO Ha M30TOIa M IIPEKBCBAHETO Ha KYJITUBMPAHETO Ce
M3BBPUIBa BMHATIM B TOYHO ONpPEeIEeJIeEH Yac OT OOmMOTO BpeMe 3a KyJTUBUPaHE;

21.11.3. mBOnoJ3BaHUTEe OMITPM 3a yTasgBaHe Ha KJEeTKUTe ca C eIHa U Chla
ToJIeMMHa Ha NOpUTE.

21.12. 3a omnpenensgHe Ha CTEINEHTa Ha akKTUBaUMA upe3 QIoyumMToMeTpus :

21.12.1. ce msBmoJyB3Ba eKCIpecusaATa Ha [IOBBPXHOCTHM AaKTMBALMOHHM Mapkepu
(kaTo CD69, HLA-DR M »Op.); MOpenopbuBa Ce MOHOKJIOHAJIHUTE aHTHUTEeJa 3a
aKTMBALMOHHMTE Mapkepu Oa ObOaT KOHITMPaHM C QIyopoxpoMa (QUKOEPUTPMH U
0a Ce M3N0JI3BaT B KOMOMHALMA C IIOHE eIOHO aHTUTAJIO, OIpenesyiAalo BKIa Ha
auMmbounTHaTa Ccybnonyrsaums (Hanp. CD3, CD4, CD8, CD56 um mp.);

21.12.2. aHamuabT e 3a Hav—-Majako 2500 KJIeTky B aHAJIUTUUYHMSA IPO30pPEell Ha
uacjenepaHaTa cyOnonyjaumus.

21.13. JlabopaTopusaTa MMa pa3paboTeHM KPUTEPUM Ba OIpelelisHe CTeleHTa Ha
aKTMBaLUMa M Opojaudepaums.

22 . KomuuecTBEHO omNpeejyisHe Ha LUTOKMHM B CYIEePHAaTaHTU OT CTUMYJIMPAaHM

in vitro MOHOHYKJIEAPHU KJIETKU.

22.1. JlabopaTopuaTa MOXe Ia olpelelid KOJIMUECTBOTO Ha LUTOKMHU B
CynepHaTaHTM OT CTUMMYyJMPaHM in vitro MOHOHYKJI€EAPHMU KJIETKU.

22.2. NlpujaraT ce yTBBPAEHM METOIMKM Ba CTUMYyJIMPaHE CMHTEes3a Ha LUUTOKMHU
in vitro.



22.3. 3a CTUMyJIaTOP¥ Ha MOHOHYKJIEAPHM KJIETKM Ce MBIMNOJI3BAT MUTOTEHMU WIIU
crneuudUUHM aHTUT'EHU.

22.4. BapraHTBT Ha MeToma (C M3oJupaHu JIMMOOLUTM MM C Lajla KPBbB) Ce
nondupa CIopel LeJMTe Ha M3CJeOBAaHeTO.

22.5. BCHUKM NPOLEeOypPM IO M3O0JIMPAHETO U KYJITUMBMPAHETO HAa KJIETKUTE,
KakKTo ¥ no obpaboTBaHeTO Ha LAjaTa KPbB, CE& M3BBPUWBAT B CTEPUIIHA
HeNMpoTreHHa MNOJMCTMPEeHOBa IocyHa.

22.6. KoraTo ce pab®oTu C M3OJMPAHU KJIETKM, KOHLEHTpaluusaTa UM BBB BCUUKU
auMky TpsabBa na ObpOe emHakBa, a KoraTo ce paboTM C u4ajia KpbB, OOEeMBT Ha
MaTepualyla € eIHAaKbBB BBB BCAKA sAMKA.

22.7. JlabopaTopusaTa ONpenesis BPEMEeTO 3a KYJITUMBMPAHE Ha KJIETKUTE CIOopen
XapakKTepUCTUKaATa Ha TBPCEHUS LUTOKMUH.

22.8. JlabopaTopuaTa MBIOJI3Ba YTBBPIEHM METONM, KATO MMYyHOEH3MMEH MeTOol,
3a omnpenejyisHe KOJMYEeCTBOTO Ha CBOTBETHMSA LUTOKMH B CylepHaTaHarTa.

23. KomuecTBEHO omnpenesigsHe Ha aHTureH-cneunbmuuy CD4 u CD8 T juMboumMTM .

23.1. JlaBopaTopusaTa € B CBCTOSHME Ha OIpPenejis KOJIMUECTBEHO AHTUI'eH
crneundmunmre CD4+ m CD8+ T kJjeTku upes o¢aoyumToMmeTpms ¥ VIEM Ha HUBO
eIMHMUHAa KJIeTKa.

23.2. 3a HecneuupmueH akKTUBATOP Ce M3IOJ3Ba HAM-UYECTO MUTOI'EH B
IpenBapmuTesIHO onpenejieHa paboTHa KOHLEHTpalus.

23.3. 3a cneumpmueH aKTUBATOP CE UIIMIOJIZBAT CHOTBETHU IENTUIOHM AHTUTEHU
B NpelIBapUTeJIHO olpernesyieHa pad®oTHa KOHLEHTPAaUMs.

23.4. Bcako omnpenesyisHeE Ha aKTUBaUMATa Ha JIMMOOUMTM BKJIIOUBA :

23.4.1. HeraTuBHaA KOHTpOJIa (HecTuMyJMpaHa Ipoba) ;

23.4.2. HOJOXUTEJNHa KOHTPOJa — KPBB, CTUMYyJIMpaHa C NOIXOIAL
HecneumudmiyeH aKTUBATOP-MUTOT'EH.

23.5. llpu omnpenmesisHe Ha aHTUTeH-chneumbomuuy T auMOOUMTM Ha HMBO €IMHUYHA
KJIeTKa:

23.5.1. HaToOBapBaHEeTO Ha NJaKUTe CBC CBHOTBETHUTE CIEeLUUOUUHU
MOHOKJIOHAJIHM aHTUTEeJa, [NOCABAHETO M KYJTUMBMPAHETO Ha KJIETHUYHMUSA MaTepua
Ce ¥MBBBPUWBAT IPM Cllal3BaHe Ha ODWONPUETUTE MBMCKBAHMUSA 3a CTEPUIJIHOCT;

23.5.2. nabopaTopusaTa omnpenejs Opos Ha AHTUTEeH-chHeuuMduuHUTEe KJIETKU I10
NnponoyKuUmMATa Ha LUMTOKMHAa IFN-g Ha HMBO eIMHMUYHAa KJIeTKAa;

23.5.3. paboTu ce BMHaAIM C eIHa M CbBlla KOHLEHTpAalMsa Ha KJIETKUTE BBB
BCUYUKMU SMKH;

23.5.4. njakaTa ce OTUMTAa M3KJIOUMTEJIHO IPelLM3HO, KaTo ce u30posaBa BCEKU
oTmeJsieH CHIOT (IeTHaTa), NOpelCcTaBJigBall eOIVMHMYHATA LUTOKMH-IPOIyLMpala
aHTUTEeH-CcrneurudmyHa KJIETKA;

23.5.5. OpoAT Ha aHTUIeH-cHeUMIMUHUTE KJIETKM Ce OTuMTa C [oMoITa Ha
CTEpPEeOMUKPOCKOIl MJM alapaT 3a oTuuTaHe Ha crnoroBeTe (ELISpot Reader);

23.5.6. cyenm OTUMTAHETO IJIaKUTEe Ce CBhXPpaHSBaT Ha TBMHO M CYXO MSICTO
[IOHe 3a enHa TOoIMHA.

23.6. Ilpy QIOYyLUMTOMETPMUHMSI METOI:

23.6.1. BCAKO ompelejigHe Ha akTUBaUMaTa Ha JIUMMOOLUMTUTE BKJIIOUBA M30TUIIHA
KOHTpOJIa Ha aKTMUBMpPaHa (CbC clHeuuduueH aHTUIEH) U HeaKTUBUPAaHa KPbHB;

23.6.2. 3a omnpelnejyisHe Ha aHTUIEeH cHeUMQUUHUTEe KJIETKM Ce M3I0J3BaT
MOHOKJIOHAJIHM aHTUTeJla, KOHITMPAaHM C QIyOopOXpoM, UYpes KOUTO Ce
YCTAaHOBSBA KOEKCIPEeCHSTa Ha IMOBBPXHOCTHM aKTUBALMOHHM MapkKepu (KaTo
CD69) m BBTPEKJETBUHM LMUTOKMHM (MHTepbepoH—-g, TNF-a u mp.);

23.6.3. aHTMUTeJlaTa cpelly aKTMBALUMOHHUTE MapKepU M MHTpaleslyJlapHUTe
LUMTOKMHM Ce M3I0J3BAT B KOMOMHALMA C IIOHE €IOHO aHTUTAJIO, OIpelelidlo
BMIOa Ha JuMdoumMTHaTa cyodOnonyyauwusa (Hanp. CD3, CD4, CD8, CD56 u mp.);

23.6.4. uzbpospaHeTo oOxBama Harv-Mmasnko 20 000 maumMbouUMTM B aHAJIUTUUHUSA
nposzopeln (CD4 wmym CD8 T nmMmbounTH) .

24. OnpenesisHe Ha QaroumMTo3a M OKCUIATUBEH B3PUB.

24.1. JlabopaTopusaTa TpsabBa Oa € B CBCTOSHME Ia onpeldeiu QaroumTosa U

OKCUIATUBEH B3PUB IO €OMH OT CJIEOHUTE YTBBPIOEHM METOOM: MUKPOCKOIICKM,



CHeKTPOOOTOMETPUUHO MM GIOYLMTOMETPUUHO .

24.2. Hutpobnyretrpasojioe TecT (HBT):

24.2.1. JlabopaTopusATa € B CBCTOSHME Ja ONpenesy MUKPOCKOIICKM IIPOLEHT Ha
HeyTPpOOMIIHM TI'pPaHyJIOUUTM OT HepudepHa KPBB, KOMUTO Ca HOI'bJIHANIM OarpuiIoTO
HUTPOBJIYyTEeTPa30Jl ¥ ca I'0 penyuupalM B LMUTOIJIasMaTa OO TBMHOCHKHU
bopmMaz3aHOBM KPUCTAJM.

24.2.2. Paboru ce c yHuOMIMpaHa MeTOIMKa 3a OLBEeTsABaHe Ha NepudepHU
rpanynounTt ¢ HBT.

24.2.3. 3a BCekM IMalMeHT Ce MUI3TOTBAT 10 IBe KOHTPOJIHM HATPUBKMU OT
MHKyDOMpaHa ¢ Oybep BMECTO C NMPOTEHAaJl KJIeThUHA CYCIEeH3US.

24.2.4. JlabopaTopusaTa € B CBCTOSHME Oa ONpelesyiM C IoMollTa Ha
crekTpodoTOMETHP KOJIMUYECTBOTO Ha eKCcTpaxupaHus dopMaszsaH, KOMUTO e
NOIBJIHAT IO BpeMe Ha Qaroumrosara.

24.2.5. Bcako omnpenesisHe Ha OKCUIATUBEH B3PUB Ha NepUPEpPHU HeyTpobuim u
MOHOLMTM Ha [NAalUMEHTM BKJIOUBa Npoba Ha KIMHMYUHO 3OPaB NOHOP C HOPMAaJHM
CTOMHOCTM Ha OKCUIATUBEH B3PUB.

24.3. QJIOYyUMTOMETPUUEH TECT:

24.3.1. JlabopaTopusaTa € B CBCTOSHME Ia OIpeneyy MNPOLeHT daroumnTupanu u
OKCMIATUBHO AKTUBHM TPAHYJIOLUUTM M MOHOLUMTHM UM TaAxHaTa QarouuTapHa U
€H3MMHa aKTMBHOCT 3a E€IMHMUHA KJeTKa.

24.3.2. VBnomns3BaT ce yTBBPIOEHUTE (QIOYLUUTOMETPUUHM TEXHMUKM 3a OITUMAJIHO
onpenesyisHe Ha QaroumTosa M OKUCIMUTEJIEH B3PUB Ha NepudepHM HeyTpodmnm u
MOHOLIMUTU .

24.3.3. IlpenopbuBa Ce M3IOJI3BAHETO Ha CTaHIOAPTU3UPAHU ODEKTU 3a
daroumroza - E. coli, Staph. aureus, o¢nyopeclueHTHUM MUKPOUACTHULN.

24.3.4. Ilpy OKCUIATMBHUSA B3PUB Ce MNpPelopbUBa M3NOJI3BaHETO UM Ha ciuad
CTUMYJIATOP KAaTO XeMOoTaKTuuHusa nentun fMLP.

24.3.5. Bcsako omnpemesisHe Ha daroumMTosa M OKMCHUIATMBEH B3PUB Ha

nepubpepHM HEeyTPOOMIM M MOHOLMTM Ha NAlLMEeHTM BKJIOYBa HeraTMBHAa KOHTPOJA
Ha npoba Ha maumeHTa Ha 0 °C.

25. ®noyuuTOMETPUYHO UMYHO(PEHOTUIU3UPAHE HA TUMPOLIUTH.

25.1. JIaGoparopusita € B CbCTOSIHHE J]a U3BBPILIBA UMYHO(PEHOTUIIU3UPAHE HA
IUMQOIUTH B KPBB U APYTH OMOJIOTUYHH TEUHOCTH Upe3 (PIOYyLUTOMETPHSL.

25.2. UmyHOo(deHOoTUIM3UpPaHE C PIIOYLIUTOMETPUS CE MPOBEXK/IA CbC CHOTBETHO
BaJIUJIMpaHa MHOTOLIBETHA UMYHO(IIYOPECLIEHIIHS.

25.3. UmyHO(hEHOTUNIM3UPAHETO HA TUMPOLUTH Upe3 (IOYLUTOMETPUS BKIIOUBA
CBIIOCTaBUMAa M30TUIHA KOHTPOJIA.

25.4. Beako ABYLIBETHO UMYHO(QEHOTUIIM3UpAHE Ha TUM(OLIMTH B KPbB Upe3
dbroyuuTomMeTpus 3a KoJaudecTBeHu 1enu Bkitoua CD45 u CD14 antutena.
25.5. 3a KOTMYECTBEHO ONpeIesiHE Ha TMMQPOLUTHY MOIYyJaluy Ype3 ABYLIBETHA
UMYHO(DITyopecIeHIINs e U3M0II3Ba CIETHUAT CTaHIapTeH Habop:

CD3+ T mumdoruTn
CD3+CD4+ T mumdonuTu
CD3+CD8+ T mumdorut
CD19+ B numdonutu

CD3-CD16+mmroc CD56+ NK knerku



TUIIN3HUPAHC € IPUEMIIMBO 3a OIIPCACIIAHC HA

(CD3-CD16+ nm CD3-CDS6+ NK ki1eTkn)

25.6. 3a mpocnensBane Opost Ha CD4+T numdborutu upe3 GIoymuToOMEeTpUs
MAHEIBT BKIIOYBA ONPEICIITHE Hali-MaIKO Ha CICTHUTE JTUM(OIUTHH

cyOronyamnuu:

CD3+ T mumdonuTn
CD3+CD4+ T mumdonuTn
CD3+CD8+ T mumdorutu

25.7. 3a MHOTOIBETeH aHanu3 ce usnoissa CD45/SSC npo3oper Ha
numbouuTute, 6a3upan Ha cuiaHo cBetema CD45+ nonynanus ¢ Hucbk SSC.
25.8. 3a MHOTOLIBETEH HAOOP 32 MapKHUpaHE U30TUITHA KOHTPOJIA C€ U3IO3Ba
3a PoOU C TPYIAHO Pa3rpaHUUYUMHU MOJIOKUTETHH OT OTPULIATETHH MOMYJIAlHH.
25.9. 3a KOTUYECTBEHO OIpPEACIISIHE Ha JIaJieHa CyOIomyamnus upes3
boynuTOMETpUS TPULIBETHUAT aHAIN3 CIIE/IBA J1a U3I0JI3Ba HA0Op 32
MapKupaHe, BKIIOYBAII:

CD3/CD4/CD45

CD3/CD8/CD45

CD3/CD19/CD45

CD3/CD16+56/CD45.

25.10. 3a KonUYECTBEHO OMpeAeNsiHe Ha afieHa CyOrmomyalus upe3
GoyuuToMeTpus YETUPULBETHUAT aHAJIU3 CJIE€/BA Ja U3M0JI3Ba HAbOp 3a
MapKupaHe, BKIIOYBAII;

CD3/CD4/CD8/CD45

CD3/CD56 + CD16/CD19/CDA45.

25.11. 3a Tpu- WK YETUPULBETHUTE HAOOPH CE BKJIIOUBAT MUHUMYM JIBE
enpyBeTKH CchC chius Mapkep (Harp. CD3 B enpyBetkute ¢ CD3/CD4/CD45 n
CD3/CD8/CD45).

25.12. Besika mabopatopust MOXe Jja H3110JI13Ba JOIIbJIHUTETHY KOMOUHAIIMU OT
MOHOKJIOHAQJIHU aHTUTEJIa 3a U3CJIeIBaHe Ha IPYT'H MapKepH (KJIEThbUHU
cyOnonynanun) 3a Hy)KIUTe Ha TUaHOCTUYHO-JIe4eOHUS MpoLiec.

25.13. Aranu3bT oO6xBama Haii-Manko 2000 numdonuTa B mpo3opera.

25.14. JlumpouuTHATAa YUCTOTA B IIPO30pPELA CEe OMPEAEs 32 BCUUKH MPOOH.
25.15. JlumporuTHUAT 100UB (IPOIIEHTA HA IUM(OIUTHUTE, BKIIIOUEHU B
AHAJTUTUYHUS ITPO30PEL) Ce OMpeIens 3a Besika rmpooa.

25.16. 3a ABylLBETEH aHAJIU3 BCUUKH CTOMHOCTH HA TUMQPOLUTUTE CE KOPUTUPAT
3a TMM(OIMTHA YUCTOTA.

25.17. Croitnoctute Ha CD3 ce mpocienssar B AMMGOLUTHUS
UMYHO()EHOTUITU3M AL TTaHEJ Ha MAIUeHTa.



25.18. CoopbT Ha TUMDOITUTHTE C€ TIPOCTEASIBA, KOTaTO BCUUKH JIUMQOIIMTHH
MOIYJIAIMK Ca BKJIIOYEHH B MaHeNa 3a JTUMQOIUTEH aHATU3.

25.19. Cymara Ha T xnetkute (CD3+CD4+ mmroc CD3+/CD8+) ce npocnensia B
pamMKuTe Ha TUMQPOIMTHUS UMYHO(DESHOTHITH3UPAII] TTAHETT Ha MMalUeHTa.

25.20. JlabopaTopusTa UMa Bb3MOXXHOCTH 3a OIPEACIITHE Ha O€H KICTKU U

JKK, HeoOxomuMu 3a U34MCIIeHHEe Ha a0COIOTHUS Opoil Ha
TUM(OIIUTHH/IEBKOIIMTHHU CYOronyanuu. AGCOIIOTHUAT Opoi Ha CyOnOmyIaluuTe
MOYKE J1a C€ OTIpeJeis U Ype3 MHAUPEKTEH METO/] C YACTHUIIH.

26. QOJOYUUTOMETPUUHO MMYyHOOEHOTUNM3UPAHE 3a JIeBKeMUs/JImMboM.

26.1. JlabopaTopusaATa € B CBCTOAHME Ja MISHTUOUUMPA M XapaKTepusupa
VMYyHOQEHOTUNIHO uYpe3 QJIOoyUMTOMEeTPMsS NaTOJIOTMUHO pas3pacHaliM XeMOIOETUYUHMU
KJIETKM OT PpasJIMUHM JIMHMM Ha IOubepeHUMauUs.

26.2. NpobuTe 3a mM3CcyjenpaHe MoTaT Oa ObOAT NOJyYeHM OT NepudepHa KPEBB,
KOCTEH MO3BK, JIMKBOP, MaJIMT'HEHUM W3JIMUBU, JIMMOHM BB3IIU MM TYMOPHU
bopMaLmM cJjen M3TOTBSHE HAa KJeTBhYHa CYCIEeH3US.

26.3. JlabopaTopusaTa TpsaOBa Ia MMa BB3MOXHOCTM 3a MOPGOOJIOTMUHO U
LUMTOXMUMUYHO M3cJlenBaHe. JlabopaTopumTe, KOMTO He MoTraT Ia NpoBenaT
MOPQOJIOTMYEH aHalu3, Cb3TakaT nobOpe (QYyHKUMOHMPAll MEXaHMU3BM 3a
KOMYHMKALMs CBC BBEHa, OCHIleCTBABaUM MOPOOJIOTMUHA OLEeHKa Ha CBhUMI
KJIMHMYEH MaTepuas.

26.4. BCAKO HECBHOTBETCTBME MeXIy NaHHUTE OT MOPOOJIOTMYUHOTO U
VMYyHOQEHOTUIIHOTO M3CJIieBaHe cJjlelBa Ia Oble M3SCHEHO.

26.5. IIlpenopbyBa Ce IIPM HEeBB3MOXHOCT 3a aHaJlM3upaHe Ha npobarTa BelHara
cJen moJiydaBaHeTO M MOPOOJIOTMYHOTO M3CJIeIBaHEe Ia Ce M3BBLPpWM IOBa [IBTU —
BEIHDBX CJIel [OoJiydaBaHe Ha npofaTa M BTOPM BT — HENOCPEICTBEHO MNpenn
MapKMPaHeTO M.

26.6. VIMyHOQEeHOTUNMBUPAHETO Ha JieBKeMuu ¥ JuMbomm C GoyumrToMeTpmus ce
OpoBexna MMHMMYM C BaJiMIMpaHa IBYyLBEeTHa MMYyHOQJIyOopeCLieHLMS
(4-nnapaMeTwvpHa OQroyumrToMmMeTpmsa) . C M3OOJI3BAHETO Ha 5- uiaM 6-napaMeTbpeH
aHaJlM3 ce yBeJruaBa BB3MOXHOCTTA 3a MIEeHTHUOMUMPpaHE M xXapaKTepusupaHe Ha
abHOPMHA [ONyJjlalMs B pPaMKMTEe Ha XeTepor'eHHaTa npoba.

26.7. Pe3ynTaTUTE IPU MNOBTAPAULIOTO CE&€ AHTUTAJO (aHTMUTEJa) B PaMKUTE Ha
TEeCT I[aHejla Ha NalMeHTa Ca YyCTOMUMBM (B TpaHMLUMTEe Ha 5 %), OCBEH ako
PYTMHHO He Cce IOoJjlydaba NO-TOJiAMa pasjiMKa [NopaAyM M3IOJ3BaHeTO Ha
pasznanuHM QIIYOpPEeCLEeHTHM MapKepM MM aHTUTeJla, paslo3HabBallM pas3JIMdHU
AHTUT'€HHM €eIIMTOIIN.

26.8. TecT ma”HensT ce nombupa Taka, Ye Oa BKJIOUBA IIOHE eIMH aHTUTEH C
ApKa eKCIpecHusa BBPXYy [NOBedUeTO KJeTKM B npobara, KakbBTO e CD45.

26.9. PesynTaTuUTe Ce NPEACTaBAT KaTO IPOLEHT MNOJIOXUTEJIHO MapKMPpaHU
KJIETKM B €JIEKTPOHHMSA NPO30pel] Ha NpennojlaraeMMTe HeONJAaCTUUHM KJIETKM U
BKJIIOUBAT KOMEHTAp 3a JIMHeMHaTa [IPMHAIJIEXHOCT M CTEeleH Ha Cbhb3psBaHe.

26.10. I[pu nonyuyaBaHe Ha abHOpMAaJyiHA PEaKTUBHOCT (IIO-BMCOK MM [IO—-HUCHK
MHTEH3MTEeT Ha CkBeTeHe OT Ha@J’[IO,JI[aBaHMH BBPXY HOPMAJIHM KJIETKNM, aGepaHTHo
cpUeTaBaHe Ha JIMHEMHO-aCoUUMMPaHM aHTUTEHM M IOp.) pes3ylaTaTsT Tpadea IOa
BKJIOUBA M ONMcCaHMe (cjna®o MAM C HUCBK MHTEHBUTET UM/MUIM SPKO MM C BUCOK
VHTEH3UTET, JIMHEMHO-KPBbCTOCAHa MJIM ACUMHXPOHHA EeKCIpecus M T.H.) .

27. OJIOYyLUMTOMETPUUHO omNpenesisHe Ha Opos CD34 (+) XeMONOETUMUHM CTBOJIOBU
KIJIETKM .

27.1. JabopaTopuaTa € B CBCTOSHME Ia M3BBPIIBA ONpelesidsHe Ha 6posd
CD34 (+) xXeMONOeTMUHM CTBOJIOBM KJIETKM B HepudepHa KPBB, KOCTEH MO3BK MU
KpBB OT IBIIHA BPBB upe3 QuoyumuToOMeTpHUsd.

27.2. OnpemensHeTo Ha Opos CD34 (+) XeMONOETUMUYHM CTBOJIOBM KJIETKMU C
@J'IOVLU/ITOMGTPMF{ Ce ImpoBexima CBC CBOTBETHO BaJlaVMpaHa IOBYy— WM TPUILIBETHA
VMYyHOQJIyOpeCLeHLNA .

27.3. OnpezensaHeTo Ha 6posa CD34 (+) XeMONOETUYHM CTBOJIOBM KJIETKM Upes



dmoyumMTOMETPUS HE M3MCKBA BKIKHUBAHE Ha M30TMIIHA KOHTPOJA.

27.4. BcAKO OBYLBETHO olpelesiiHe Ha 0pos CD34 (+) xeMONnoeTMdHM CTBOJIOBU
KJIeTKM upes QjaoyumroMerpmusa bkiywouea CD45 m CD34 aHTHUTeNA.

27.5. 3a omnpenensgHe Ha Opos CD34 (+) XeMONMOETUMUHM CTBOJIOBU KJIETKU uUpes
droyumToMeTpus ce m3nossBaT CD34 aHTuTeJsa caMoO OT kJjac 11, KOHIOTMPAaHU C
buxoepuTprH, MM kjac III HezaBMCHMMO OT BMIa Ha KOHOIATa.

27.6. 3a omnpegnesnsaHe Ha 6posa CD34 (+) XeMONOETUYHM CTBOJIOBM KJIETKM Upes
brnoyumTomMeTpmsa ce mzanosizeaT CD45 aHTMTesa, KOMTO YyCTAaHOBSABAT He CaMo
BCUYUKM M3000OPMM, HO M BCHUKM IJIMkKOobopmm Ha CD45 aHTMUIEHA.

27.7. AHanusbT BKJ0OUBA MMHMMYM 100 CD34 (+) —NIOJIOXUTEJIHM CBOMTUS MM He
no-maynko oT 75 000 CD45 (+) —~IOJIOXUTENHM CBOUTHS BBB BCSKa e€IpyBEeTKa.

27.8. AHaIM3BT Ce OCHIECTBSBA B IOBEe YCIOPEeIHO MapkMpaHM Ipobu OT eIUH U
CBll KJIMHMUYEH MaTepuall U OposaT CD34 (+) XeMONOEeTHUHM CTBOJIOBU KJIETKU Ce
onpemesyii KaTO CpeXdHa CTOMHOCT OT IBaTa pe3ylTaTa.

27.9. OnpemensHeTo Ha Opos CD34 (+) XeMONMOETUMUHM CTBOJIOBUM KJIETKMU uUpes
doyumuTOMEeTPUS MBMCKBaA CTpaTeI'Msa Ha [OCJIeNOBAaTEJIHO ONpelesisHe Ha
€JIEKTPOHHU TIPO30PLM 3a aHaJlu3:

27.9.1. 3a aHanmus ce usnosassa CD45/SSC mposzopel, GasupaH Ha cjabo
ceeTema CD45(+) nonynauusa C HUCBK SSC;

27.9.2. usnonzea ce CD34/SSC mposopel, GaszupaH Ha CuJHO cBeTema CD34 (+)
nomnyJjlauMsa C¢ HUCBK SSC;

27.9.3. usnonsesa ce FSC/SSC nposzopel, GasupaH Ha NOMyJlauMsa C HUCBK SSC
¥ HMUCBK, HO He IIO—HMCBHBK OT TO3M Ha JauMmboumTmure FSC;

27.9.4. omnpezmesnd ce MNOIyJjlallMsa XEMONOETUUHM KIJIETKM CBC CJEIHUTE
XapaKTepUuCcTukmn: HUCBHBK SSC M HMCBK FSC, HO He NO-HMCBK OT TO3M Ha
guMmbpoLmTHUTEe, CUIIHO cBeTema CD34 (+) m ciabo ceerema CD45 (+) .

27.10. PesynTaThT Ce NpencTarsa kaTo HnpoueHT CD34 (+) XeMONIOeTHUHU
CTBOJIOBM KJIETKM, OIpenejyieH Ha 0OasaTa Ha Opos CD34 (+) cwvbuTMA,

OTTOBapAllM Ha KpurTepuure B 27.9.4, u Opos CD45(+) cvbutmsa (M B OBara
cllyyas NOpelCcTaBeHM KaTO CPpeIHM CTOMHOCTM OT aHajiMs3a Ha OBEe YCIOPEeIHO
MapKMUpaHu Hpobu) .

27.11. ABconoTHUAT Opor Ha CD34 (+) XeMONOETHUHM CTBOJIOBU KJIETKM MOXE Ia
ce omnpenensa ¥ 4Ypes’ MHIMPEKTEH MEeTOI C YaCTULM.

28. OIOYyUMTOMETPUUHO OlpenesisHe Ha MH BUTPO ajlepl'eH clheluudmuHa
akTuBauMa/nerpanyiyalusg Ha Oasobwuim.

28.1. JlabopaTopuiaTa € B CBCTOSHME Ja Oolpelelid MH BUTPO aJlepl'eH
crieuudruHa akTUBALMA/OeTpadysjalnmusa Ha 0a300UIIHM TPaHYJIOUUTM upes
doyumTOoMe TPUA .

28.2. TlauMeHTUTe, TeCTMPaHM MH BUTPO, He TpsaOBa IJa ca IpueMan
Hay-MaJko no 48 uyaca OpeIM B3eMaHETO Ha KpbBHaTa Npoba aHTHAJIEPTUUHU
JleKapCTBEHU CpelCcTBa, KaTO aHTUXUCTAMMUHM, MM Oa Cca IIPeyCTaHOBUIM IIpenun
IOBa Mecella NpMeMa Ha KOPTUKOCTEPOUIM.

28.3. Ha erana cTuMmyJaumMsa Ha 0asz0dmuiImMTe € HEemOoNyCTMMO 3aMbpCsBaHEe Ha
KPBBHUTE HpoOM C BB3OYULHM aJleprleHM. VH BUTPO akTUBAlLMATa Ce M3BBHPUBA B
YMCTHU IIOMEUEeHUI U 3aKpUTu DOOKCOBE.

28.4. JlabopaTopuiaTa YyCTaHOBSBa [NOIXONAUMTE KOHLEHTpalMM 3a BCEKM HOB
ajiepreH MM 3a BCSKa HOBAa [apTUIa aJIEPT'eHU.

28.5. Bcako ompemesyigdHe Ha akTuBauusa/merpaHyalumva Ha 0a300uiM BKIKUBA
oTpMuLlaTEJIHA M IOJIOXMTEJIHa KOHTpoJla. KaTo noJjioxuTeJiHa KOHTpOJla ce
MBIO0JI3Ba HecleuudUueH aKTUBATOP (HanopuMmMep xeMmMoTakcuueH nentun fMLP) .

28.6. IaHHuUTe ce cBbbupaT IOpe3 aHalIUTUUeH Npo3opell 3a 6azodmiiHaTa
nonyJjaumsa, eKclIpecupalla BUMCOKM HMBa Ha UrE.

28.7. Mzbposaar ce Ham-Manko 1000 6azodmia 3a npoba mium 50 000 mo 100
000 JjeBxoLUMTa OPM aHaIM3 Ha KJIeTKUTe CIopeXn NapaMeTbpa roJjemmHa (FSC).

28.8. Omnpezessa ce NPOLEHTHT Ha OeTrpaHyIMpaHuTe 0a300UIIHM TPaHyJIOUUTU
cropell eKclpecHusaTa Ha aKTMBaAlMOHHMA aHTureH gp 53 (CD63) cilen aHammM3 Ha
CBOTBETHUMUTE KOHTPOJIM 3a BCEKM OTIHOEJIEH IIalMEeHT — OTpuLuaTeJIHa "



[IOJIOXUTEJIHA .
29. OnpegnensHe Ha HLA cucTeMmara.

29.1. TepmmHoJOTrMATa Ha HLA aHTUIeHUTe TpsaOBa Ia CHOTBETCTBA Ha
IoCJIenHMsa OOKJIal Ha KOMMTEeTa I[I0 HOMeHKJIaTypa kbM CBeTOBHATAa 3IOpPaBHA
opraHmuzaumusa (C30) .

29.2. ®eHOTUIIMTE M TEHOTUIMTE Ce O3HauaBaT CBHOOPA3HO MNPEeNoOPBKMTE Ha
C30, Hamp.:

29.2.1. EgunnuHuy ajenu: HLA-B*07. EnuHMuHM aHTUTeHM: HLA-B7 nnm camo B7
B cranyuan, uye HLA ce nompas3dupa OT KOHTEKCTaA.

29.2.2. HLA Tun. CepojJiorMuHO 3anucBaHe: HLA-A2, 30; B7, 44; Cw5. JHK
3anmcBaHe: HLA-A*02,*30; B*07,*44; C*05,*16; DRB1*01,*04;

DOB1*05,*03:01.

29.2.3. Tenorun. CepoJIOTMUYHO 3anmceBaHe : HLA-A2, B44, Cw5 / A30, B7,
Cw-, . JIHK =samnmuceane: 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 e OTKPUT CcaMO eIMH aHTUTEH WM ajJiIeJsl 3a NaleH JIOKyC upes
cepoyiormuHOo mau JHK TunmsmupaHe, TOM MOXe Ia ObIOe 3alMcCaH IOBa IBTU BBHB
benoTuna camMo B CcJydal, Ye XOMOBMI'OTHOCTTA € IIOTBBPIEeHa Ypes3 M3CcjelBaHe
Ha baMuiIMmM MM TUNMBUPAHETO HEeOBYCMMCJIEHO IIOKa3Ba HOCUTEJICTBO Ha 2
pasanyHM ajiejsia OT elHa U Chlla chneumbmuuHocT (Hamnp. DRB1*13:01/59,
DRB1*13:03/33, cneumdpmuyHocTTa Cce 3anmucba OBa ObTM DRB1*13,*13).

29.3.1. TunmsupaHe C BUCOKA pPal’3lpaHMUMTEJIHa CIOCODHOCT ce nedmHUpa
KaTo: a) onpenensaHe Ha HLA ajenuTe C HMBO Ha pas3TpaHMYaBaHe,
CBOTBETCTBAIO Ha IBPBOTO M BTOPOTO Nnojie (Hanp. DRB1*13:01) cvIiacHO
HOMeHKJIaTypaTa Ha C30 ¥ pasTrpaHMUaBaHe Ha BCUUKM Hepa3TpPaHUUdUMU
KOMOMHaLUMM, ONpenesileHM OT NoIuMMopdm3Mu B e€K30HM 2 M 3 Ha HLA kjnac I
JoKkycuTe u ek30H II Ha HLA kjac II sokycuTe, M ©O) pas3rpaHMYaBaHe Ha
BCUUKM Hepapas3TrpaHU4YMMU KOM@MHaL[MM, BKJIOUBallMM HYJIeB aJjieJl, He3aBUCHMMO OT
TOBA, KBbIE € JIOKAJMBMPaH IOJMMOPOM3MBT, OCBEH KOTATO € IOKAaBaHO, ue
AHTUTEHDBT € eKCIpPeCHpaH BBPXY KJEeTbuyHaTa [NOBBPXHOCT.

29.4. OnpenmesysHe Ha XallJIOTUIUTE.

29.4.1. OnpeneygsHeTO Ha XalJIOTUIMTE UM T'e€HOTUIUTE Ce M3BLPUIBA YpPe3
n3cyjenBaHe Ha QaMmiMaTa, BKIOUBAWO POOUTENM, CUOIMHIM /MM Oela Ha
nauMeHTa.

29.4.2. TeHOoTHUIIHa MIEHTMUYHOCT Ce JOKaszBa CaMO [IpM M3CJeIBaHe U Ha
IoBaMaTa POIUTENM MM KOTaTOo cerperaumaTra Ha 4-Te xamjoTuna € sCHO
onperneJyieHa.

29.4.3. HapasTpaHMUMMM KOMOMHALMM B XaIlJIOTUIIHOTO paslpelelieHre ce
pasrpaHuyaBaT upes TunmsupaHe no HLA-C wu/uny DQ u/wmim DP. Heob®xoImMo e
TUNM3MPAaHEe C BMCOKA pas3TpaHMUMTEJIHa CIOCODOHOCT 3a paspellaBaHe Ha Tesu
KOMOMHaLWNA .

29.4.4. Tlpy yCTaHOBSBAaHe Ha pekoOMOMHALMM Te Ce [IoCOoYBaT B pesyJjrTara,
BKJIOUBAl] XAalJIOTUIIHOTO paslpelneieHue.

29.5. HeponcTBeHM mMHAMBMAM. ONpeneyisHETO Ha Hal-BEPOATHUTE XalJIOTUIN,
HalpabBeHO BB3 OCHOBA Ha MNONyJAalLMOHHM YeCcTOTM, TpaAOBa Oa ObIe SCHO
IIOCOYEHO.

29.6. CepojormuHo HLA kylac I TunmsupaHe:

29.6.1. JlabopaTopuaTa TpaOBa Ima € B CBCTOsSHME ma onpemeynm HLA-A, B
cneunM@uUHOCTUTEe, OodMUMaNHO NpM3HaTtu oT C30.

29.6.2. V3ODoja3BaT Ce YTBBPIEHUTE TEeXHUKM 3a OITHMAJIHOTO OIlpenejigHe Ha
HLA cneuudmMyHOCTUTE.

29.6.3. BcaAkO TUNMBMPAHE BKJIOYBA IIOHE II0 €IHa I[OJIOXMTEJIHAa KOHTpOoJia —
[IO3UTUBEH KOHTPOJIEH CepyM, Ba KOMTO NPeIBapMUTeJIHO € IIOKa3aHo, ue
pearMpa C BCUUKM KJIETKM. B ciyual dYe MNO3MTMBHATa KOHTpPOJla He pearupa
KaKTO Ce odakBa, pesyjiTaTuTe OT TUIM3MPAHETO Ca HeBaJMIHU.

29.6.4. BcAKO TUNMBMPAaHEe BKJIOYUBA IIOHE €IMH HeTaTMBEH KOHTPOJIEH CepyM,
3a KOMTO MNpeIBapMUTesIHO TpabBa Oa € II0Kaz3aHOo, Ye He CbObPXa aHTUTeJa.



29.6.5. MMHMMAJIHOTO KOJIMUECTBO XMBU KJIETKM M PEaKTMBHOCTTAa Ha
KOHTPOJIHUTE CepyMM, MU3BUCKBAIM Ce 3a BaJIMIHOCT HA CEPOJIOTUUHOTO
TUNMBYPaHe, TpsaOBa Ia ObOAT ONMCAHM B JlabopaTOoOpHMS HApPBUHUK.

29.6.6. Bcexum HLA-A, B, aHTuUTeH ce nebuHMpa HOHE OT OBa CepyMa, ako U
neaTa ca ObyHKUMOHAJHO MOHOcHeunduuHm. [Ipm MyaTucHeumudMduHM cepyMmu NoHe 3
YaCTUUYHO HENPUNOKPMBAIM Ce CcepyMa Ce MB3IOJI3BaT 3a onpelejisHe Ha BCeKU
HLA-A, B aHTUTEH.

29.6.7. HepasrpaHuuuMM KOMOMHALIMM IIPU CEPOJIOI'MUHOTO TUIM3UPAHE Ce
pasrpaHuuasaT upes [JHK meToxnm.

29.6.8. Bcgka HOBa MapTUaa TUIMIMPALIM IaHEJIM Ce TeCTyBa Ha IoHe 5
PasyIMuHM BMIOA KJIETKM C [NO3HATM GEeHOTMNM, NPenCcTaBaly OCHOBHU
CrneuUMdUUHOCTHY WMJIM IapalJleJIHO C Beue TeCTyBaHM IaHeJM. Bcsgka HOBa IpaTka
OT NpPelIBapMUTEeJIHO TeCTyBaHa NapTula TUIM3MpallM NaHeJu ce Bepupuuupa c 1
BUI KJIETKM C [NO3HAT QeHOTMII.

29.6.9. CeposlOTMUHO OlNpemejisHe Ha eOVHMUYeH aHTureH (Hanp. HLA-B27) upes
JIMMOOLUMTOTOKCHUYUEH TeCT UM QJIOYyLUMTOMETPUUHO .

29.6.9.1. Bcsaka napTuOa MOHOKJIOHAJIHM aHTUTEJa UM TUNM3MPpAlM IJaky ce
TeCTyBa C KOHTPOJIHUTE KJIETKNM:

- KOHTPOJIMTE BKJIOYBAT IIOHE TPM BUIA KJIETKM, eKCIpecHupamy CreluudruHmus
AHTUTEH;

- KOHTPOJIMTE BKJIOYBAT IIOHE IBa BUIA KJETKM, eKCIpecHupamy KPBbCTOCAHO
pearupall aHTUTEH;

— KOHTPOJIMTE BKJIIOYUBAT I[IOHE OBa BMIOa KIJIETKM, KOUTO HEe eKCIIpecHruparT
cneurd@UUHMSE M KPBCTOCAHO pearmpamms aHTUTEH.

29.6.9.2. Ipy nuMQOLUTOTOKCUUHUS TECT:

- NOBMTMBHATA M HeTraTMBHATA CEepyMHAa KOHTPOJA Ce TecTyBaT IO BpeMe Ha
TUIVBUPAHETO;

— CEepyMHMTE KOHTPOJIM BKJIIOUBAT M IOIBa CepyMa 3a BCEKM aHTUI'€H, pearmpal
KPBCTOCAHO CBC CHeunduuHusa;

- cepyMure 3a nedmHMpaHe Ha BCEKM AQHTUTEH CBOTBETCTBAT Ha M3UCKBAHUATA
3a cepoJsiormMuHo HLA TunmusmpaHe.

29.6.9.3. Ipu OJIOYyLUMTOMETPUUHUS TECT:

- BBB BCEKM TECT Ce M3IOJI3Ba HEeTaTMBHA KOHTPOJIa, BKJIOUBAIIA MOHOKJIOHAJIHO
AHTUTAJIO/aHTHUTEIa OT ChlMI BUI U CyOKJiac, KaTO MOHOKJIOHAJIUTE,

MBNOJI3BaHU 3a (QeHOTUNMU3UPAHE;

- IPpM MHIUPEKTHO MapkMpaHe HeTaTUBHUTE KOHTPOJIHM PeareHTM BKJIIOUBAT
HECBOTBETCTRBAUIO INBPBO AHTUTSAJO M CBOTBETHOTO BTOPO AHTUTAJO, Oeyiga3aHO
cBC CcBUMA QIYyOpPOXpOM, WM3IOJI3BaH B TECTAa;

- IPpM OMPEKTHO MapKMpaHe HeTaTUBHUTE KOHTPOJIHM pealeHTM BKJIIOUBAT
HEeCBHOTBETCTBAUIO aHTUTHAJIO, Oejyig3aHO C M3NO0JI3BAHUA B TecTa (QIYyOpPOXpPOoM;

- BCHKa Cepus OT TEeCTOBe BKJIOUBA IIO3UTMBHA CepyMHa KOHTpPOJIA, 3a KOSATO €
OooKasaHo, ue pearmpa ¢ Bcuuky HLA kjac I aHTUIEHU;

- nabopatTopusTa TpsabOBa IOa MMa KPUTEPUM 3a Pa3TpaHMUYaBaHe Ha MNO3UTUBHUTE
peaxkuuu;

- B CJjlydall de Cce YCTAaHOBM B3aMMOIEMCTBME Ha MOHOKJIOHAJIHMUTE aHTUTeJla C
AQHTUTEeHM, PpasJIMUHM OT clheuudruHuTe, TpabBa Oa CHUECTBYyBa IMCMEH
OPOTOKOJI 3a HAauMHA Ha pal3TpaHMyUaBaHe Ha cheuuduueH OT HecneuupuueH
AHTUT'EH .

29.7. IOHK aHanmmus3:

29.7.1. BcuukmM npeaMniamM@MKalMOHHM IPOLEOypM Ce M3BBPHBAT CaMO Ha
onpernejieHM 3Ba LejiTa pa®oTHM MecTa. [IpenopbuMTesIHM ca IPOCTPaHCTBEHO
pasmengHe M OTPAaHUMUYEH MOTOK Ha Tpabwka.

29.7.2. B npeamMmiudmKalMOHHATa 30HA Ce MBMNOJI3BAT CaMO ONpeNesyieHu 3a
enTa obopyInBaHe, KOHCYMaTMBM M JIabOpaTOPHO OOJIEKJIO.

29.7.3. BCUUKM IOEeMHOCTHM, IpOM3THMUAUM OT M BKJIOUBAUM aMiimndmxaumsa B PCR
anapaTuTe, Ce U3BLPUBAT B IOoCTaMIIMOMKALMOHHATA 30HA.

29.7.4. MeTomu, KOMTO MBIMIOJ3BAT OBYCTBIAJHA aMIJIubmMraums,



npengpasnojyiaraT KbM TI'pelky, CcBBp3aHu ¢ PCR xoHTaMmHauudg. [lpmbaBsaHeTO Ha
MaTpullaTa 3a BTOpaTa aMIaudmkauMs e pasmelleHOo QM3MUecKM OT
npeaMIIMOMKauMOHHOTO M MNOCTaMINIMOMKALIMOHHOTO pa®oTHO MSACTO. J3UCKBa ce
Ioa ce M3IO0JI3BAT onpenejieHV OOOpyOBaHe M KOHCYMaTUBU.

29.7.5. KoHTpon 3a s3ambpcsaBaHe ("wipe-test").

29.7.5.1. BambpcaBaHe Ce TPOCJensaBa NPY BCUUKM aAMIIUOMKALMOHHM
npouenypu.

29.7.5.2. PyTuHeH wipe-test Ha npeamMmnudMKalMOHHATa 30Ha U obOopyIBaHe
ce ¥MB3BBPUBA HaM-Majko 1 BT Ha BCekM 2 Meceula. TecTyBaHe Ha IOPyTUTe
30HU € MNPEeNOoPBUMTEJIHO.

29.7.5.3. MOHUTOPMPAHETO Ha 3aMbpCsSBaHe Cce M3BBbPIBa IO METOAM C
YYBCTBUTEJIHOCT, CBOTBETCTBAlla Ha PYTMHHO M3IOJI3BaHUTE MEeTOIM.

29.7.6. ObopyIBaHe U PeakKTUBU

29.7.6.1. TounoctTa Ha PCR anapaTuTe ce Bepubuumpa uypes: NOOIPBXKA
CBHOOPABHO NPEHNOPBKUTE Ha [IPOM3BOIOUTEJISA; NPOBepka Ha (QYHKLUMOHMPAHETO Ha
BCEKM alapaT Ha 6-MeCeuHM MHTEPBaJlM.

29.7.6.2. NukydbaTopuTe M BOOHUTEe OaHM Ce KOHTPOJIMPAT IPM BCEKM aHalmMs3.

29.7.6.3. Illpenu mMaIOJI3BaHe B PyTMHHaATa pabdoTa BCsAKa HOBa apTuma OT
PEeaKTUBUTE U THPIOBCKUTE KUTOBE Ce TecTyBa.

29.7.6.4. 3a TBPIOBCKUTE KUTOBE Ce IOKYMEeHTHUpPpAT IPOM3BOOUTEJI, NapTUIEH
HOMEP, CPOK Ha TOIHOCT M YCJIOBMS Ha CBbXpPaHeHUe.

29.7.7. IlparMepu M COHOU

29.7.7.1. CneumduuUHOCTMTE Ha NpaliMepuTe M COHIUTE, [NO3ULMUTE Ha
nparMepmuTe M TapTeTHUTE CEeKBEHLMM Ha COHOUTE Ce IOKYMEHTUPAT.

29.7.7.2. Bceku napTuUIeH HoOMep TpsaOBa Hma ObIe TeCcTyBaH BBPXY I[IOHE eIHa
IHK nmpoba c mM3BeCcTHa CHeUMOUUHOCT. VHTEeH3MTeTB T Ha CHUI'HaJla TpabOea IOa
G%ne ,He(i)MHMpaH, MOHMTOPMPAaH M IOa CBOTBETCTBa Ha IIPMEMIIMBOTO HMBO.

29.7.7.3. llpaMepuTe M COHOMUTE Ce WU3IOJI3BAT IPM EMIMPUYUHO OlpelesieHU
YCJIOBUS, OCUTYyPABAallM CHEUMOMUHOCT B PYTMHHOTO TECTyBaHEe.

29.7.8. MzonupaHe Ha [JHK, ejnexTpodopesa M aHaIU3

29.7.8.1. VsonupaHe Ha IOHK

29.7.8.1.1. IHK ce m3o0oJiMpa ¥ IIpPeurcTBa 10 CTaHOAPTEH MeTOoI, KOMTO €
OOKYMEHTHPAaH M BaJuAVpaH B JabopaTopusaTa.

29.7.8.1.2. Axo IOHK He ce m3I0JI3Ba BezHal'a CJlel IIpeudMCTBaHe,
JabopaTopuAaTa TpaAOBa Oa pasnojlara C MEeTOH 3a CbhbXpaHeHMe, KOMTO 3anasBa
MaTepualsla OT OerpaiupaHe.

29.7.8.1.3. IHK Tpsabra ma OBbOe C IOCTaTBhUHA UYMCTOTa M KOHIEHTpauusa 3a
oCUTypsBaHe Ha HaOeXIOHM pes3yJITaTH.

29.7.8.2. EnexTpodopesa

29.7.8.2.1. Tpsabea ma ©6bOaT ONpeNeJIeHM U IOOKYMEHTMPAHM ONTMMAJIHU
eJIeKTPOPOPETUUHM YCIJIOBUS U NPUEMIIMBM I'PAHMLNU.

29.7.8.2.2. JlabopaTopusaTa yCTaHOBSABA KPUTEPUM 3a IIpMeMaHe Ha BCeKU
CTapT MM KalMJldpHa TI'€JIHa MUrpalnm-d.

29.7.8.2.3. KoraTto pa3Mep®T Ha aMIUIMKOHa € KPpUTMUYeH QaKTop NpM aHauamMsa,
BBB BCEKM TeJl Ce BKJIDYBa MapKep C pa3Mep Ha (parMeHTUTe, CBOTBETCTBAll
Ha BCUUYKM OuYaKBaHM QparMeHTM.

29.7.8.3. AnHanus

29.7.8.3.1. llpueMIVBM TPaHMLIM Ha CUJIaTa Ha CUTHaJa ce nebuHupaT 3a
onpenejyisHe Ha [OBUTMBEH M HeTaTMBEH pe3yJTarT.

29.7.8.3.2. Illpy MaHyaJyIHO OTUMTAHE Ha [NO3UTUBHM/ HETATUBHM pPEeaKLUUU U
onpemnelisHe Ha ajenuTe npu SSP m SSOP MeToIMTe Ce U3BBLPUBAT 2 HEe3aBUCUMU
MHTEpIpeTaluMMM Ha IIBPBUYHUTE OaHHNU. HpM CIIellHVM CUTyalururm € IOOIIyCTHrMa 1
VHTeplIpeTauns.

29.7.8.3.3. MeTombpT 3a olpelelidHe Ha ajleiMTe UM ajiejiHaTa Oasza IDaHHU ce
IDOKYMEHTMPAT .

29.7.8.3.4. llpu Hepal3TpPaHUUUM pesyJiTaT BCUUKM BB3IMOXHM aJIeJIHU
KOMOMHALUMM Ce [IOCOoYBaT B pesyyTarTa.



29.8. MeTomu 3a TuUIM3UPAHE

29.8.1. PCR-SSP

29.8.1.1. Bcsaka aMnmpmkalMoHHa peaklysd BKJIOUBA KOHTPOJA 3a OeTekKlMs Ha
TEXHUUECKM NpoBJjieMy - BBTPElHa KOHTPOJIa (OOMNBJIHUTEJIHM NpaVMepyu WK
MaTpulla, KOMTO IHaBaT MNPOOYKT, Pa3TPaHMUMM OT crhneunbmuHmsa amramomxarT) .

29.8.1.2. Ilpu jaunca Ha crneumbmuyeH amMmanMdrkKaT M BBTPEMHAa KOHTPOJA 3a
DaneHa MnpaliMepHa cMmec JlabopaTopusaTa Tpabea Oa MMa IIOJIMTHMKA 3a NpUeMaHe
MM OTXBBPJIAHE Ha Pe3yJITaTUTe OT TUNMIMPAHETO.

29.8.1.3. HecneumbdmuHa wmam cjaba amMmandukalmsa ¥ TeHIeHLUUS KbM
obpas’zyBaHe Ha NpavMepHM IuMepu TpadbBa na ObIaT NOKYMEeHTHPAHM.

29.8.2. CexBeHUpaHe

29.8.2.1.MaTpuiiaTa 3a HYKJEOTUIHO CEKBEHMPaHEe Ce xXapakTepusupa C
mocTaTbyHa YMCTOTAa, CHeUMPMUHOCT, KOJMYEeCTBO M KadeCTBO.

29.8.2.2. IlpeuncTBaHe Ha MaTpMlaTa Ccjen amnanbrkaumMsa ce MIBBPIBA 3a
oTcTpaHaBaHe Ha dANTP, Tag mamMepasa M aMIJIMOUMKALMOHHM IIpaliMepu.

29.8.2.3. Tpabra ma ObOaT yCTAHOBEHUM KPUTEPUM 3a NPMEeMaHe Ha NBPBUUYHUTE
pes3ylTaTt (MHTEH3UTET Ha OIMKOBeTe, OQIyKTyauuu Ha 0Oas3oBaTa JMHUL, GopMa
Ha I[MKOBETe, TOYHO OllpenejiiHe Ha KOHCTaHTHUTE HOBML[MM) .

29.8.2.4. CbOoTHOWEHMETO CUTHaJ/WyM TpsabBa na ObIe IOCTATBYHO 3a
HaOexnoHO oIpelejisHe Ha HYKJIeOTHUOUTE.

29.8.2.5. MeTonpT 3Ba olpenejidsHe Ha aJleJIUTe Ce HOOKYyMEHTHUpa

29.8.2.6. Tpsabra ma ce M3I0OJI3BAT METOOM, KOMTO Ia He IOoIycKaT
NO3MLUUMUTE, BKJIOYEHM B aMINIMOMKALMOHHMTE MNpayMepu, IOa Ce aHaams3upaT Opu
onpenesyisHEeTO Ha aJleJIuTe.

29.8.2.7. JlabopaTopusaTa HOOKyMeHTHpa 0OaszaTa IOaHHM, M3I0JI3BaHa OIpHU
VMHTepHpeTaumusaTa Ha IaHHUTE.

29.8.2.8. Ako omnpemejyleHaTa CEKBEHLUUsa € Hepa3TpaHMYMMa, KPavHUAT
pe3syiiTaT I1ocouBa BCUYKM BBE3IMOXHM aJIeJIHUN KOM@MHaL[MM.

29.8.3. PCR-SSOP

29.8.3.1.AvnnudmukaumsaTa Ce MOHMUTOPHUpa Upes3 reji-ejlekTpodopesa npenn
V3BBLPUBAHE Ha XUOPUIM3ALUA .

29.8.3.2. Bcexu aHalM3 BKJKOUBA BBTPElHA COHIa, chneumbpmuHa 3a
KOHCEpPBATUBEH PETIMOH Ha aMINIMOMUMPAHMA OPOOYKT.

29.8.3.3. Bcexu aHalM3 BKJOUBA CBHOTBETHM KOHTPOJIM 3a BalMUIMpaHe Ha
xubpuaomnsaumusaTa M OeTeKUUsaTa.

29.8.3.4. Bcaka avMmampmrauusa M xuOpUIM3alLMsa BKJIIOUBA HEeTaTMBHA KOHTpPOJA
(6es IOHK) .

29.8.3.5. ABTOMaTUYHUTE CUCTEMMU 3a XMOpuAOMBALMI Ce KaJIubpupaT Hal—MaJKo

1 oBT B ToIMHAaTAa.

29.8.3.6. llpu u3H00J3BaHe Ha CKEHEPM Ce M3BBLPUIBaA BTOPO BM3YaJIHO OTUMTAaHE
3a NOTBBPXIaBaHe Ha HOaHHUTE.

29.8.3.7. llpy aBTOMATM3MPAHO OTUMTAHE BCUYUKM KPUTUUHM eJIeMeHTM,
OKaszBallM BJAMAHME BBPXY OQYyHKUMOHMPAHETO Ha MallMHAaTa, TpsabOBa ma ObOaT
MOHMTOPpMpaHu. JlabopaTopusaTa IOOKyMeHTMpa (QyHKLMOHAJIHaTa NPOBEpKa Ha
anaparypara. llouncTBaHeTO M KaauOpupaHeTo Ha (QJIOyLUUTOMETBP NOLODHUTE
MHCTPYMEHTM Ce WU3BBPUIBa M IOKYMEHTMPpAa NpPenayr M3MIO0J3BaHEeTO UM.

30. OmnpegnesgHe Ha UMPKYyJIMpalM aJIOaHTUTEIa

30.1. JlaBopaTopusaTa ¥MMa NOKYMEHTMPAaHAa MNOJMTUKAa 3a OlLIeHIBAaHE
CeHCUOMUIM3aLUMaATa Ha BCEKM NalMeHT OT BPEMETO Ha MIBbPBOHAYAJIHOTO
XapaKkTepusupaHe.

30.2. JlabopaTopmuATa MMa OpoTrpaMa 3a peryJispeH CKPMHMHI Ha CepyMu OT
BCEKM INalUMEeHT 3a aHTuTesia cpemy HLA aHTHUIeHM CHOOPAasHO M3MCKBAHMATA 3a
TPAaHCIJIaHTAUMA Ha OPITaHM UM MEeOMUMHCKM CTaHZapT "VMyHOJIOTMYHA IOIOI'OTOBKA
IpY TPaHCIUIaHTAalMsa Ha OpTaHM, TBKaHM M KjIeTku".

30.3. JlabopaTopusaTa pas3lnojlara C OOKyMeHTalMsa 3a IIOTEHILMAJIHO
ceHCcuOUIM3Mpamy CBOMUTMS Ha BCekM naumeHT. CepyMuUTe cjlel BCAKO OT Tesu
CBOUTMA Ce TecTyBaT 3a aHTuTesla cpeuwly HLA aHTUMI'€HM M Ce CBhXPpaHABaT 3a



OBoeum KpocMad.

30.4. Omnpenesia ce M Ce IOoKyMeHTupa chneumpmuHocTTa Ha HLA aHTUIT'eHH,
cpely KOMTO Ca HaCOYeHM OTKPUTUTEe aHTuTejsa. HeobxommMmo e ma ©bHmaT
pasrpaHMueHM aHTuTejsiaTra cpewy HLA aHTMTEeHM OT aHTUTeJla C IOpyra
crneuudmMyuHOCT .

30.5. MBnosizBa Cce KJjlacMUyecKaTa KOMIIJIEMEHT-3aBMCKYMAa JMMOOLUMTOTOKCUUHA
TexXHMKa U/WIM Opyra TexXHUKa C UYBCTBUTEJIHOCT, EKBMBAJIEHTHA WU
IIO-BMCOKa OT Tas3M Ha LUMTOTOKCMHUHATA.

30.6. 3a oTkpMBaHe Ha aHTUTeJla cpemy HLA xjac II aHTUTEHM Ce MBIOJI3Ba
TeXHUKa, KOATO I'M pal3rpaHuuaBa oOT aHTuTena cpewy HLA xjac I aHTUIEHU.

30.7. NaHensT OoT HLA aHTMTEeHM BKJIOUBA IOCTAaTBUEeH OpPOM OOHOPM, 3a Ia ce
obxBaHe HaM-ToJIaAM OpOM aHTUI'E€HHM CHeUMPMUHOCTM M IOa Ce OCUT'ypHu
CBOTBETCTBME Ha paslnpenejleHMeTO MM B IOoNyJjlauMsaTa. BpoaT Ha MHOMBMIUTE U
Ha AHTUTEHHUTE CIHeuudMUuHOCTM Cce IOKyMeHTHUpa.

30.8. KoMIJIEMEHT 3aBUCHUM JIUMPOLUMTOTOKCHUUEH TECT:

30.8.1. B®BB BCsgKa IJjlaka ce BkJoUBa HLA crneuudmyuHa MHOJIOXMTEJIHA KOHTPOJIa
3a aKTMBHOCTTA Ha KOMIIJIEMEHTa M oTpulaTejiHa KOHTpOJa 3a
XMBHECIIOCOOHOCTTa Ha TeCTyBaHUTE KJIETKU.

30.8.2. UrT' u VrM HOOJIOXMUTEJIHM KOHTPOJIM Ce BKJIOUBAT, ako CEPyMUTE Ce
n3cyenBaT CJen TpeTupaHe C auTuoTrpeuTon (OTT) .

30.9. MuxpochepoB TecCT:

30.9.1. JlabopaTopusaTa MMa yTBBPIEHAa MNpolelypa Ba KOHTpoJMpaHe Ha
HecneuM@MuUHOTO CBBP3BAHE Ha aHTUTEeJla KBM TapreTHUTE MUKpOCchepu.

30.9.2. Bcako m3clenBaHe 3aObJIXKMTEJIHO BKJIOUBA OTpMlaTeJIHAa KOHTpOJa -—
CepyM OT HEaJIOMMYyHM3MPaH UYOBEWKM IOOHOP (1) .

30.9.3. BcakOo mM3ClenBaHe BKJIOUBA I[IOJIOXMUTEJIHA KOHTPOJa - CEpyMM OT
aJIOMMYyHM3UPAaHM MHOMBMIM, 3a KOMTO € HOOKYMEeHTUPAaHO, uYe pearmpaT c HLA
AHTUTEeHM. AHTMUTeJlaTa Cca OT IIOOXONAUMsa 3a M3CJIeIBaHeTO M3O0TUII.

30.9.4. JlabopaTopudaTa TpaOBa Ia MMa U3paboTeHM KPUTEPMUM 3a
pas3rpaHryYaBaHe Ha I[IO3UTUBHUTE OT HETATUBHUTE pPeakLUM.

30.10. VMyHOEH3VMMEH TecCT.

30.10.1. Bcako m3cJjleIBaHe Ha aJloaHTHUTeJla upes JMEM BkJOUBA OTpUllaTeJIHA U
[IOJIOXMTEJIHA CepyMHAa KOHTPOJIa KaKTO IpM MUKPOChOepOoBMS aHaIMUS.

30.10.2. Kourposa 6e3 HLA aHTMUTEH Ce BKJKOUBA B TeCT-CHUCTeMaTa.

30.10.3. JlabopaTopuaTa OOKYMEHTHMPA CBOM COOCTBEH Ipal Ha CUTHUOMKAHTHU
HMBa Ha aHTUTAJOBO CBBP3BAHEe.

31. OnpemesisHe Ha TbBbKaHHa CBBMECTMMOCT dYpes3 KpOoCMad peaklusd.

31.1. KpocMau peakuusaTa Ce M3BBPUBA [IPOCIEKTUBHO.

31.2. 300J3BaT Ce TEXHUKM C €KBMBAJIEHTHA YYBCTBUTEJIHOCT Ha CKPMHMPAMA
ajljoaHTHTeJlaTa TecT. MoraT ma OBOaT M3NO0JI3BaHM TeCTOBe C IokaszaHa
OBMIIEHa YYBCTBUTEJIHOCT B CPaBHEHME C OCHOBHMA MUKPOJIMMOOLUMTOTOKCUUEH
TeCcT, HaIp. yIObJDXeHa MHKyDalumuda, yCUJIBAHE Ha peakUusaTa C aHTUTJIOOYJIMH
i GIOYyLUUTOMETPUA .

31.3. JlabopaTopmaATa MOXe Oa omnpenensa T- u B-KJeTbUeH KpocCMad.

31.4. JlabopaTopuaTa MOXe Ha IMPepeHLMpa MNOJIOXMTEeJIeH KpocMad, ObJiKall ce
Ha ajioaHTuTejsa, OT TO3M, IObJIXall Ce Ha aBTOaHTUTEeJa.

31.5. Cepymure, B3eTM Ha 14-usa OeH cjen CeHCUMOWIM3UpPAaWo CuOuTHe, Ce
BKJIOKUBAT B KpOCMau peakKlUMATa Npenr TpacllJlaHTauud.

31.6. JlabopaTopusaTa MMa YTBBpIeHa IOJUTMKA 3a HoHOO0P Ha IIOJIOXUTEJIHU
MCTOPMUECKM CEepyMM 3a TeCTyBaHe B KpocMau peaklUmMATa IPM CEHCUDUIM3UPAHU
PEeLUMIMEeHTN .

31.7. JvMGOLUMTOTOKCHMUEH KpOCMady:

31.7.1. B®BB BCsgKa IJlaka ce BkJ0YBa HLA crneumdmyuHa HOJIOXKMTEJIHA KOHTPOJIa
3a aKTMBHOCTTA Ha KOMILJIEMEHTa M OTpulaTeJiHa KOHTpOJa 3a
XMBHECIIOCOOHOCTTa Ha IOOHOPHMUTE JIMMQOLMTM.

31.7.2. UrT' u VrM HOOJIOXMUTEJIHM KOHTPOJIM Ce BKJIUaT, ako KpOoCMaubT ce
M3BBPUIBA CJIel TPpeTHpaHe Ha cepyMuTe Ha naumeHrtmure c JOTT.



31.8. ®dJOyUMTOMETPUUEH KPOCMAaY:

31.8.1. IlpenopbUyBa Ce MHOT'OLBETHA TEeXHUKA.

31.8.2. CBBPp3BAHETO HAa YOBEWKMUSA UMMYyHOTJIOOYJIMH Ce yCTaHOBSBa upes
bnyopoxpom-6enazan F(ab')2 antuuoBemkyu UrTT.

31.8.3. Bcaxko mM3CcelBaHe BKJIOUBA OTPMUIIATEJSIHA M IBE MNOJIOXUTEJIHM (CUJIHA U
cynaba) KOHTPOJMU.

31.8.4. KOHTPOJIHMAT HOPMAaJIEH UYOBEWKM CEepyM € OT HeVMYyHM3VPpaHU, 3OpaBu
VHOVMBUOM UM IOOKA3aHO GJIOYLUUTOMETPUUHO HEeTAaTUBEH Cpelly UYOBEUKM JIEBKOLMUTH.

31.8.5. Mlo3uTMBHATA KOHTPOJIA BKJIOUBA YOBEWKM CEpyMM, CBOBPXAUM aHTUTEeJa
OT omnpeznesieH M30Tull, crneuudomuHm 3a HLA aHTUTeHUTEe MM BCAKAKBU IPyI'U
aJIOAHTUTEHM, KOMTO Ca OT BHaueHMe 3a KpocMmaua. [lo3MTMBHATA KOHTpoOJa Ou
TpaBBaJIO Ia pearVpa C BCUUKYM UYOBEUWKU JIUMOOLUTH.

31.8.6. Bcsaka JjabopaTopus yCTaHOBSBa COOCTBEH Opal' 3a IIO3UTUBEH
KpocMau. Bcsaka BHauMTeJiHa IPOMSAHAa B IIPOTOKOJIA MIM alapaTa M3KCKBa
IIOBTOPHO XapaKTepu3upaHe Ha NO3UTMBHUA IIpar.

32. OnpenesgHe Ha TyMOP-acCOLUMMPaHV aHTUTEHM B CEepyM.

32.1. JlabopaTopmusaATa € B CBCTOSHME Ia M3CJeIBa TYMOPHM Mapkepu II0 enuH
OT yTBBpOeHUTe MeTonm: PUVA, UMEM, xeMmMJIyMMHECLEHLMA.

32.2. V3cyemBaHeTO Ha TYMOPHM MapKepu 3a IMATHOCTMYHO YyTOUYHABAHE U
KOHTPOJI Ha JIeUEeHMEeTO BKJIOUBA :

32.2.1. npemu mpoBexIaHe Ha Tepanusa - M3cJjelIBaHe Ha HaW-NOOXOLSWMSA
MapkKep 3a BuOa M JIOKaJIM3aluMsaTa Ha TyMopa;

32.2.2. 0npM OTCBCTBALIO MJIM HEONOCTOBEPHO [NOBMIIABAHE CTOMHOCTUTE Ha
Mapkepa MOXe Ia Ce M3CJieIBa Mapkep Ha BTopu u300p;

32.2.3. NOBTOPHO M3CJeIBaHe Ha Mapkepa Ce IpelopbuBa He Io-paHo oT 14 -
20 mHM cJen TepaneBTHYHATA MHTEPBEHLUS;

32.2.4. B B3aBMCHUMOCT OT IIPOMEHMTE B CTOMHOCTMUTE Ha TYMOPHMSI MapKep B
CPaBHEHME C IpenrepaleBTUYHNUTE M/I/L]'H/I IIpy INpoMAHa Ha TepalleBTUYHOTO
noeeneHme ce m3paboTBa MHIAMBMIAYyAJIHA CXeMa 3a KOHKPETHMS IIaluMeHT 3a
yecToTaTa Ha NpOocjielsBaHe Ha Mapkepa.

32.3. Bcako m3CllenBaHe BKJIOYBA KOHTPOJIHM KOHLEHTpAalWM Ha OaldeHUs
TYMOPEH Mapkep, BKJI. CepyM C JiMICa Ha Mapkepa. [0 MNoJyueHUTEe CTOMHOCTU
OT M3CJIeIBAaHETO Ha KOHTPOJIHM KOHIIEHTpauMM Cce INOCTPOsSBa KpuBaTa 3a
OTUMTAaHE Ha pesyJaTaTuTe.

32.4. Ilpy BCEKO M3CJIeIBaHe Ce U3II0J3Ba €OMH U Cbll CEPyM C M3BECTHa
KOHLIEHTpAalUMs Ha Mapkepa, KaTo [NOJIydeHMAT pes3yjTaT TpabBa Ia nonaza B
YKas3aHuTe I'paHMLM.

33. OnpemesisHe Ha XOPMOHU

33.1. Mznoss3ea ce MEeXOyHapOIHO MNpMeTaTa HOMEeHKJIaATypa Ha MeTOoOuTe 3a
aHaJM3 Ha XOPMOHMU.

33.2. MNoayKOIMUECTBEHUTE MEeTOIM (XpoMaToTrpadCky MNPMHUMI Ha TEeCT JIEHTH)
Ce MBMNO0JI3BaT KaTO AOMATHOCTUMYEH OPMEHTMP (CKPMHMHI TecT) . lIpy nojydyaBaHe
Ha pe3yJjiTaTy M3BBH I'PaHMLIMTE Ha HOpMaTa Ce M3IOJI3BAaT KOJIMUECTBEHU
METOOM: PamVMOMMYHOJIOTMYEH aHaJn3 (PVA), MMyHO-paOIMOMETPMUYEH aHajinus3
(MUPMA) , eH3UMHO-VMMyHeH aHajus (EVA), uMyHO-eH3MMeH aHaus (MEA),
biyopo-uMMyHeH aHaiuz (OMA), mMyHO-QIyopoMeTpuueH aHalus (MOMA),
JIYMUHECLEHTHO-UMYHEH aHaamz3 (JIMA), UMMyHO-JIYMMHECLIeHTEeH aHaamu3 (MJIMA) .

33.3. V300p®BT Ha METOI 3a aHaJlM3 Ha XOPMOHM ce cbobpassBa C ONpelesieHU
VBUCKBAHU :

33.3.1. 1o OTHOWEHMEe Ha UYyBCTBUTEJIHOCT METOHNMTE Ce HapexIaT 10 CJIeIHUS
HauuH EVA = MEA < PUMA < VPMA = WJIMA = JIIA = QOUA = VIOMA;

33.3.2. 3a BCeKM BUI XOPMOH CBHOOPABHO HETOBaTa CTPYKTYpPa, TPAHCIOPTHU
fenTeUM M IPp. MMa OITKMAJIEH BUI aHaJlM3, KOMUTO MMa NPpeIMMCTBa IIpen
OPYyTUTE HE3aBUCUMO OT TOPENOCOUeHMrs pen.

33.4. CTPUKTHO Ce CHas3BaT YyCJIOBMATa 3a B3eMaHe M CbXPaHeHMe Ha Npobure
IpM BCEKM OTIEJIEH XOPMOH.

33.5. JlabopaTopusaTa MOXE Ia ONPenesyid KOJMUECTBEHO U MNOJIyKOJMUECTBEHO



CTEePOMIHM XOPMOHM (kKopTmsz0Ji, 17-OH nporecrepoH,
OeXUIPOENNaHIPOCTEPOH—CyNldaT, aJlIOCTEPOH U TexXHUTe MeTaboJIUuTU B KPBBEH
cepyMm, MJjlasMa ¥ yprHa) IO €IOHa OT YTBLPIOEHUTE TEeXHUKN.

33.6. JlaBopaTopusaTa MOXe Ia ONpenesyis KOJMUECTBEHO, a KBbIETO €
HEOOXOIMMO — U MOJYKOJMYUECTBEHO, PEeHNPONYKTMBHM XOPMOHM — €CTPanmuoJl,
IPOTeCTEPOH, TECTOCTEPOH M TexXHM MeTadoJuTM B KPBBEH CepyM, IjlasMa U
YypMHa, O enHa OT YTBBPIOEHUTE TEXHUKN.

33.7. JlabopaTopusaTa MOXe Ia ONpelnesid KOJIMUEeCTBEHO TUPEOUIHU XOPMOHU
(0B, TPUMOOTUPOHMH M TUPOKCUH, CBOOOIEH TPUMOITUPOHMH M TUIIOKCUH,
TPUMOOTUPOHNH-0BpATEH, TUPEOIJIOOYJIMH) B KPBBEH CEPYyM MM [IJlasMa 10 enHa
OT YTBBPIEHUTE TEXHUKM.

33.8. JlabopaTopusaTa MOXe Ia OIpenesyis XUIOPU3HM XOPMOHU
(aOPEeHOKOPTUKOTPOIIEH XOPMOH, TUPEOUI-CTUMYJIMpall XOPMOH, COMaTOTPOIeH
XOPMOH, MPOJIaKTUH, QONMKYJIOCTMMYyJIMpall XOPMOH, JIYTEMHM3MPAall XOPMOH) II0
enHa OT YTBBPIEHUTE TEeXHUKMN:

33.8.1. TMoOAyKOJIMUECTBEHUTE MEeTOIM Ha TeCT JIEHTM MOoTaT Ja Ce M3MOoJI3BaT
3a CKPMHUMHI'OBM LE€JIM U II'bPBOHA4YAaJIEH OMATHOCTUUEH OPMEHTHUDP.

33.8.2. Ilpy OTKJIOHEHME Ha pesyJiTaTa OT HOPMAaJIHUTEe CTOMHOCTHU
JabopaTopmuaTa MOXEe Ia aHalmsupa npofaTa IO eOMH OT KOJMUECTBEHUTE
MeTonou: OVA, WMIIMA, VIPMA.

33.9. JlaBbopaTopusaTa MOXe Ia oNpeneyid MHCYJIMH u C-nentun U e
IPEenopPbBUYNTEJIHO OINPEeNeISHETO Ha IJIOKAI'OH B CepyM WM Ijla3Ma [0 €IHa OT
yTBBpOeHUTe TexHuku (EMA, MEVA, PUMA, DELFIA) 3a KOJIMUECTBEHO
onpenessaHe. [ONyKOJMYECTBEHUTE METONM Ha TECT JIEHTM He Cce IIpenopbuBarT.

34. VMyHOXMCTOXVMMUUYHO U UMYHOLUTOXVMUUHO M3CJIeOBAHE.

34.1. JlabopaTopusaTa € B CBbCTOSAHME Oa MOSHTUOMUMPA UM JIOKAIM3UPa aHTUIEHU
B TBKAHHUM Cpe3M M LHUTOJIOI'MUYHM IIpellapaTi 4JYpe3 CBOTBETHO
VIMYHOXVMCTOXVIMMYHO WMIIVM VMMYHOLUTOXVMMYHO MapKMHpaHe C aHTuTelJla, M3IO0JI3BaHU
KaTo chneundruHy peareHTM B aHTUTEH-aHTUTAJIO PeakuMs M OocjenBalla
BU3yaNM3aUMsa NOCPeOCTBOM GiiyopecleHTHM OOM UM €H3VMHMY CHUCTEMM.

34.2. Bcako mM3CylenBaHe BKJIOYBA I[OJIOXMTEJIHA M OTpMlaTesSIHa KOHTpPpOJa.

34.3. OOHOBOTO MapKMpaHE Ce HaMajigBa MaKCHMAaJIHO upe3 CIeUUMOMUHO
BJIOKMpPaHEe Ha EHINOTeHHUTEe CyDCTpaTy B 3aBUCHUMOCT OT MBIOJI3BaHATAa
BMU3yaJlu3upala cucTeMa .

34.4. KaTo oTpuuaTesyiHa KOHTPOJIA Ha HeCHNeLMPMUHOTO CBBP3BaHE Ha
aHTHUTEeJIaTa Ce MBIOJ3BAaT KOHTPOJIHM MBOTUIHM aHTUTEJa, CIOeUMOUUHM CIPIMO
AQHTUTEHM, KOMTO He Ce cpeumaT M He MOoTaT Jda ObOaT MHIOYyUMPaHM B TBHKAHM Ha
OoBaMHNULIN .

34.5. KaTo oTpulaTEeJIHM KOHTPOJM Ha MMYyHOXMCTOXVMMMUYHOTO WJIU
VIMYyHOLIMTOXVMMUUYHOTO M3CJIeIBaHEe C LeJl OlleHKa Ha HaJMuMeTO Ha EeHIOTEeHEeH
cyfCcTpaT Ha BuU3yajusupallaTa CUCTeMa B M3CJIeOBaHUTE TBKaAHU MM KIETKU
YCIOPEOHO Ce MHKYyDOMpaT MNpernapaTy OT M3CJIEeOBAHUS MaTepuall, IPU KOUTO €
IIPOINYyCHATO IIBPBUUHOTO AHTUTAJIO.

34.6. KaTo HOOJIOXMTEJIHA KOHTPOJIa Ce M3MNOJI3BAT TBKAHM MM KJIETKM, 3a
KOUTO € M3BEeCTHO, uYe Ca IMIOJIOXUTEJIHM 3a TEeCTBaHUA aHTuUTeH. llpu
V3CJiegBaHe Ha JIEBKOLUMTHM AHTUTEHM XEeMONOeTHUHAaTa ThKaH [NpenocTaBs
BBTPEIHNM IIOJIOXUTEJIHM KOHTPOJIM 3a MIIMNOJISBAHUTE aHTUIIEBKOLUMTHM aHTUTEJA.

34.7. JlaBbopaTopusaTa ¥MMa BB3MOXHOCTM 3a MOPOOJIOTMUHO M3CJIEeIBaHe.
JlabopaTopunuTe, KOMUTO He MOTaT Ia NpoBenaT MopdoJioTMYeH aHalu3, Ccb3OaBaT
nobpe GyHKUMOHMPAl] MEXaHM3BM 3a KOMYyHMKAllMsS CBC 3BeHa, OCHIEeCTBABALN
MopbosioTMUHA OlleHKa Ha ChiMsa KIMHMUEH MaTepuatl.

34.8. BCSKO HECBOTBETCTBME MEXIy HOAaHHUTE OT MOPGOOJOTMUYHOTO U
VMYHOQEHOTHUIIHOTO M3CJIeIBaHe cJiemBa Ja ObIe M3SCHEHO.

34.9. PesynTaTuTe CBHABPXAT MHOoOpMalLMsa 3a BMIa Ha I[IOJIOXUTEJIHO U
OTPHULIATEJIHO OLBETEHUTE KJETKM U CTPYKTYPM, ONMCAHME Ha Tulla Ha
oupeTsaBaHeTo (mubysHO, GokaJIHO, LUMTOIJIABMEHO, SIPeHO, MeMOPpaHHO), a Ipu
HeO@XO,JZ[MMOC'I‘ M KOMEHTAP Ha KOHTPOJIUTE M MIIOJI3BAHUTE aHTUTETIA.



Pasgen IV
OCHOBHM MBMUCKBAHMSA KbBM CTPYKTYPUTE [0 KJIMHMUYHA MUMYHOJIOTMS B JieUueOHUTe
3aBeneHuns 3a OOJIHMYUHA U M3BBHOOJHMYUHA MEeIMLMHCKA I1OMOI]
(yCTpOMCTBO, B3aldbJDXMTEJIHM IEeMHOCTHM, IIepPCOHAaJ)
1. KabuHeT Nno KJIMHMUHA MMYHOJIOTMS B aMOyJjlaTopusa 3a cleuuaam3upaHa
VU3BBHOOJIHMYHA MeIMLMHCKa I1OMOI]

1.1. YcTponcTBO

Ka®uHeTsT IO KJIMHMYUHA MMYHOJIOT'MS € Hall-MajlkaTa CTPpykKTypa, KOSTO MOXe Ia
ObIe CaMOCTOSATEJIHO 3BEHO WMJIM YacT OT CTPYKTypaTa Ha JieuebHO 3aBelneHue
3a crneuuaaMsMpaHa M3BBHOOJHMYHA noMoum. CeCTOM ce OT KabmHeT U
MaHUITyJIalLMOHHA .

KabuHeTsT Ce M3IMIO0JI3Ba 3a [peTJien Ha [allMeHTa - CHeMaHe Ha aHaMHe3a,
busUKayieH CTaTyC M IMOMNBJBAHE HaA MEOULMHCKUTE IOKYMEHTMU.

MaHuNyJalMOHHATAa CJYyXM 3a M3BBPUBAHE Ha CIeUMOMUHM IMAaTHOCTUUHU
OEeMHOCTM — KOXHO-aJIepI'MUHM NPpoOM, KOXHM Hpobu 3a 3abaBeH THUIl
CBPBXUYBCTBUTEJIHOCT, 3a POBEeXIaHe Ha KapIMOIyJIMOHAJIHA PecyCUuMTalus Ipu
HeoOxommMMOCT . MaHuUMIyJlallMOHHATa MOXe Oa ce obocobm kaTo OyHKLMOHAJIHA
YyacT oT kabuHeTa MM OPpY HeOOXOIMMOCT Ja Ce IIOMellaBa B OTHeJiHa CTasd.

1.2. ObopyznBaHe

KabuHeT: jexapcko 0Oopo, CcToJ, Wmkad 3a OOKYMEHTM, MeIMLMHCKAa KylleTKa,
MMBKa C Tedalla ToIlJla M CTyOeHa Bona, TejledoH, KOMIOTBPL M IPUHTEP,
MEeIMLIMHCKM NOKYMEHTM: aMOyJlaTOpPEeH XypHall, peuenty, OJaHKM 3a
HasHauvyaBaHe Ha J1abopaTOpHUM UM PEeHTI'€HOBM M3CJIeIBaHUS.

MaHunyJaluMoOHHA : XJIaOWJIHUK 3a CbXPaHeHMEe Ha PpeaKTUBUTE 3a
KOXHO-aJIepI'MUHUTEe Npodu M nNpoduTe 3a 3abaBeH TUI CBPBXUYBCTBUTEJIHOCT,
MacHuka 3a M3BBPUIBAHE Ha KOXHMTEe Opobu, CTOJ 3a M3BBpUBalMA Ipobure,
CTOJI 3a NalMueHTa, CleumeH mkad ¢ MeIMKaMeHTHM, KMKCJIOPpOOHa OyTuika, amby,
eCMapX, JIaCTUYHUA GMH’I‘OBG, MacCrudkKa 3a IoCTaBAHE Ha CIPUMHIOBKM C
anepreHu, wxkad, MMBKA C Tedalla TOIJla M CTyIeHa BoIa, MeIMUMHCKA KylleTKa.

1.3. 3amejIXmMTesIHM OeVHOCTU

1.3.1. Hpernenu:

- II'BPBMUEH IIpeIJlen C ONMCaHVe Ha aHaMHe3a UM CcTaTyc u m3paboTBaHe Ha
MHIMBUIOyaJIHA OMATHOCTUUHO-JiIeuebOHa CXeMa;

- IBPBMUEH IIpeIJlen B IoMallHa ODCTaHOBKA;

- BTOPMUEH IIpeIJlel M OlLleHKa Ha HOB MEIUUMHCKMU OpobJeM;

- BTOPMUEH IIpeIJlen B IoMallHa ODCTaHOBKA;

- KOHCyJTauuMsa C IPyID' CHEeUMaJuCT B aMOyJIaTOPHM YCJIOBUS;

- EeKCIepTHu3a Ha BPEeMeHHa HepabOoTOCIHOCOOHOCT.

1.3.2. OBbumoMeOMUMHCKM HOEeMHOCTMN :

- MHXEeKLUN;

- I[apeHTepajiHu UHOYy3UM;

- KapAMO-INIyJIMOHAJIHA pecycumMTauuMsa (o BUTAJHM MHIMKALUM) .

1.3.3. CneundomuHy HOEeMHOCTMU:

- HaszHauaBaHe M MHTeplpeTMpaHe Ha JjlabopaTopHM U ClIeluMain3UpaHu
VMYHOJIOTMUHM M3CJIEOBAHUSA;

- HaszHauaBaHe, 3alloyBaHe M KOHTpPOJIMPaHe Ha cleluuduuHa MMyHOTepanusd,
HeVBUCKBAalla CTalVOHAPHU yCJIOBUS.

1.4. IlepcoHam:

- maTeH OpPOM JieKapM - eIMH JieKap C Ipu3HaTa CIelMaJIHOCT 10 KJIIMHMUHA
VIMYHOJIOTHS; JIeKapaT MMYyHOJIOI' HOCU II'bJIHA OTI'OBOPHOCT 3a alMeHTa OT
MOMEHTa Ha IBPBMA IpeIlJlel, KaTO KOHTPOJMpa IPOBeXIaHeTO Ha
n3CcjieBaHMATa, II0OCTabBd IMalrHO3aTa, M3TOTBA JIEUEeHMeTO UM CllelMr e@eKTa My
ypes KOHTPOJIHM HpeTrJjieny IO MOMEHTa, B KOMTO IalUMeHTBHT OblIe NnpelaleH Ha
obmonpakTukyBammug Jjiekap (OIUJI), nocTwnmM B OOJIHMIIA MIIM NOPM IPOMSHa Ha
MECTOXUTEJICTBOTO;

- MeIOMUMHCKa cecTpa B KabMHeT IO MMYHOJIOT'MS Ce HasHaudaBa I[I10 IIpelleHKa Ha
Jekapsd VMMYHOJIOT INPM OOCTaThUHA HATOBAPEHOCT; MEIOMUMHCKATa cecTpa padoTu



100 KOHTPOJIa Ha JieKapsa MMYHOJIOT M M3BBPIUIBA CJIeIHUTE IEeMHOCTM: M3BBLPIBA
KOXHKTe MNpobu, IIONBJIBa HOOKYMEeHTAalUMusaATa, peryjypa I0ToKa OT [AalUUMEeHTU U
cJeny 3a KOHCYMaTUMBMUTE (IaMyK, CIOMPT, CIPUHLIOBKM UM MIVIM UM T.H.);

- CaHMTap - Ha3HauyaBa Ce IO IpelleHka Ha Jiekapsd.

2. KnuHuka (oTrmejieHMre) [0 KJIMHMUHA MMYHOJIOTHMS KBbM JleueOHO 3aBeleHMre 3a
OOJIHMYHA I[1OMOI]

2.1. YcTpoMncTBO

KnmMHMKaTa MM OTHEeJIEHMEeTO BKJIOUBA :

- OOJIHMYHM CTauM - C MMBKA, KMCJIOPOIHA MHCTaJlalMsa Ha BCAKO JIeTJlo,
eCTeCTBEeHO OCBeTJIeHre, OOIO M JIOKAJIHO MB3KYCTBEHO ocBeTJieHme, 1 - 3
JerJla B CTasd C TPUCTPAHEH IOCTBII, HOWHO Wkadue 3a BCAKO JIETJIO;

- IpueMeH kabMHET C MaHUIIYyJIallMOHHA Ba KOHCYJITAlUM U [IpMeMaHe Ha Jiexallo
OoJiHM;

- perucTparypa;

- JIeKapCkKu kabuHeTHu;

- kabuHeT 3a HauvaJIHMKAa Ha KJIMHMKATa (OTIeJIeHMEeTO) ;

- kabMHEeT Ha IeXypHHudA Jiekap C Jjierjo, 60onpo, TejedOH U MUBKA;

- MaHMIyJIallMOHHAa 3a CTalMoHapa C paboTHM nJjoToBe, wmkaboBe, LeHTpPaJeH
crnemeH mkad M XJIAOMITHUK;

- CeCTpMHCKa CcTas, KO4TO Ce M3MNOoJI3Ba M 3a CTad Ha IeXypHaTa cecTpa;

- CckJjan;

- CaHUTapEeH BB3EeJ.

2.2. ObopymBaHe

- KUCJIOpOIHa MHCTajlalMsa, eJIeKTPOMHCTAaJlalus;

- 00O JYMMHECLEHTHO ocBeTJieHre CcBhC 150 BT M3TOUHMLM M MHOMBUIOYAJHO (3a
JIeTJIO) HeJIlyMMHEeCLeHTHO ocBeTjeHue - 60 - 75 Bara;

- amnapat 3a EKT';

- mebubpunaTop;

- AMBY;

- HOCWUJIKA;

- cepjdma MHBAaJIMOHA KOJIMUKA;

- HepCOHaJ'[HM KOMHIO’I‘pM, CB”bpSaHI/I B Mpexa;

- XJIaIVJIHUIIM — MMHMMYM I1IO0 €IVMH B MaHUIIYJIAIIMOHHUTE.

2.3. OCHOBHUM IOEMHOCTU

- JleueOHO-IMAaTHOCTMUYHA IEMHOCT B OITHMMAaJIEH pa3Mep, CboOpaseH C
aKTyaJIHUTE CBETOBHM HOOCTWXEHMS B oOJjlacTTa Ha MMYHOJIOTHUATA;

- yuebOHO-NIpenomaraTeJiCKa IEeMHOCT Ha CTYIOEeHTM M CTaXaHT-JieKapu U
oOyueHME Ha ClHelManu3upamny JIeKapy, ITOKTOPAaHTM M MEIULMHCKU CEeCTPU B
PaMKMUTe Ha CJIeOIUIIJIOMHO oOyueHue (CHO) ;

- HaydHoOmu3CJlemoBaTeJicka paboTa B objacTTa Ha HOBM IMATHOCTUUHU U
TepalleBTUUHY METOAOM M Ha NPEelCTOodllM 3a perucTpupaHe MeIMKaMeHTu oT dasza
IT, III mn IV.

2.4. TlepcoHan

- mwaTeH nepcoHaJsi: CerylacHo T. II "Hmpa KOMIETEeHTHOCT" - HadaJIHMK Ha
KJIMHMKA, HaudaJIHUIUM Ha OTHeJIeHUd, JieKapy, MeIOMLUMHCKM CeCTPM M CaHUTapu;
OpoaAT My 3aBuUCKM OT Opod Ha JerjaTa, [IOTOKa Ha aMbylaTopHuUTe OOJIHMU,
oOyuyaBaHETO Ha CTYyIOeHTHM, JeKapu M CECTPM M HayudHOMI3CJIeIoBaTeJicKaTa
IOeMHOCT;

- HellaTeH IlepcoHajl: ofydaBamy ce JiekapM M MeIUUMHCKU CecTpHu; OpOoST My
3aBuUCK OT HOporpaMmuTe 3a CIO, BB3MOXHOCTMTE Ha KJIMHMKATA Ia IpueMe
obyuaBalll Ce U IpelleHKaTa Ha HadaJilHMKa Ha KJIMHMKAaTA.

2.4.1. JlekapAaT MMYHOJIOT B KJMHMKATA (OTIEJIEHMETO) [0 KJIMHMYHA
VIMYHOJIOTU A MBB’prHBa CcJliegHUTEe ,J:[eﬁHOC'I‘MZ

- CHeMaHe Ha aHaMHesa CIOoped MBMCKBaHMATA U IpaBujlaTa Ha CIelUMaJlHOCTTa;

- KJIMHMUEH IpeIJlel - CHeMaHe Ha QusuKajieH cTaTyc IO CUCTeMHU,
HasHauaBaHe Ha HeoOxomuMmuTe JlabopaTOopHM, CHeUUMOUUHM UMYHOJIOTMUHMU,
@yHKLU/IOHaJ'[HM n MHC'I‘pyMeH'I‘aJ'IHM M3CcJieIBaAHUA;



- MHTepHnpeTupa pes3yJITaTUTEe OT HaBHAUEHUTE M3CJEeNBAaHUS;

- HasHauaBa HeOOXOOUMUTE KOHCYJITALUUM CBC CBOTBETHU CIELMAJIUCTU;

- HasHayaBa CBHOTBETHU JieueBOHM Hpolenypu NOI PBKOBOINCTBOTO Ha CHBOTBETHUS
PBKOBOOUTEN (HAUAJHUK-OTIEJIEHME ¥ HaUYaJIHUK-KJIMHUKA) ;

- exeIHeBHO MMHAaBa Ha BM3UTALMS C MEIMLMHCKATa CecTpa ¥ OaBa SCHU
Ha3HauyeHMs 3a [NOBEIeHMEeTO, M3CJeNBaHMATa M JIeUEeHMEeTO Ha OOJIHUTE;

- KOHTpOJIMPa M3MNBJIHEHMETO Ha Ha3HAUeHMATa OT MeIMUMHCKATa CecTpa M IpyT
IOMOILIEH IIEePCOHAJ;

- NOITOTBS ¥ OOoKJazBa OOJIHMUTE 3a BM3UTALMS HA HaAUYAJHMKA Ha KJIMHMKATA.

JleKkyBamMAaT JIeKap HOCHM ligjlaTa OTTOBOPHOCT 3a [alMeHTa OT IPMEeMaHeTOo Ho
MOMEHTa Ha M3NMCBAHETO My. B IeHS Ha M3NIMCBAHETO My IaBa enuKpus3a.

JlekyBammaT Jiekap € IJbXeH na mHbopMMpa HaluMeHTa WM HeTOBUTe ONM3KM 3a
HETOBOTO CBCTOsSHME, 3a xapakTepa Ha 3abojigBaHeTo My, 3a NPelCTOoAluTe
M3CJIeOBaHMa M MEeTOOM Ha JieueHue (BUI MEeOMKAMEHTM, KIMHMYHA eDeKTMBHOCT
1 0e30MNacCHOCT Ha NpuUlaraHuTe MeIMKaMeHTH) .

B OoTIesleHMeTO/KIMHMUKATA [0 KJIMHMYHA MMYHOJIOTMS JiekapuTe 0e3 npusHaTa
CNeurajJHoCT MO KJIMHMUHA MMYHOJIOTUS padoTsaT [HOI PBKOBOICTBOTO Ha JekKap
VIMYHOJIOT .

B oTmejieHMeTO/KJIMHMKATA MOTaT Ia paboTaT ¥ Jjekapu 0e3 IpM3HaTa
CIEeLUMAaJIHOCT [0 KJIMHUYHA MMYHOJIOTMS B XOIa Ha TAXHOTO OOyueHMe
(cneuranmMsniMsg) [0 CBHOTBETHATAa NpoTpaMa 3a CJeNIMIIJIOMHO ofyueHnue. ToBa
ce M3BBLPUBA NOI PBHKOBOACTBOTO M OTI'OBOPHOCTTA Ha PBKOBOIMTENS Ha
KJIMHMKATa C [IOMOITAa Ha JieKap MMYHOJIOT OT OTIEJIEHUETO.

KIMHUYUHKTE MMYyHOJIO3M, paboTemy B OTIAEJIeHMATa, MOTAaT Oa M3BBLPIBAT
HAaYUHO-NIPUJIOXHA HOEeMHOCT - HayyHa pas3paboTka Ha TeMu, KIUMHUUHU
NpOoyuYBaHMsa U MBCJIeIBaHe Ha HOBMYM MeIMKaMEeHTM B pasjiMuHa basa Ha
IPOyYBaHETO MM.

2.4.2. MemuumHCKaTa CeCcTpa B OTHEJIEHMATA MMa CJeIHUTe QYHKUUM U
3aOBIDKEHNS ¢

- npueMa HoBonpuerTuTe OOJIHM, M3BBPUIBA CaHMUTaApHATa MM oBpaboTka U Tu
onmoMara B HACTaHSBAHETO B OOJIHMYHA CTas;

- BamnosHaBa OOJIHUTE C NPaBUJIHMKA 3a BBLTPEWHMS pen M IoarnoMara
amanTtauuaTa MM B OOJIHMUYHATA cpena;

- HOonnbpXa INOCTOSHEH KOHTAKT C OOJIHMTE U NPOosBsSBa BHMMAaHME KBM HYXIUTE
WM ;

- CcJenu 3a ClasBaHe Ha [NPaBUJIHMKA 3a BBLTPENHYS pend M OHEBEH PEexXuM;
crenu 3a nmobpusd pen B CcTalMoHapa [0 BpeMe Ha CBUXIAaHEe;

- opraHu3upa, PBKOBOIOM UM KOHTpOJMpa paboTaTa Ha CaHUTApPS;

- OTTOBapd 3a pema M uMcToTaTa B OOJHMUHMTE CTau;

- nomroTBsa OOJIHMTE UM OOJIHMYUHMTE CTaX 3a BMBMTALMS M ydacTBa B Hes C
JexyBammMsa Jiekap;

- OpraHM3Mpa UM OCUTYpPsSBa OOJIHUUHUTE TPUXM Ba TEeXKO OOJHM Ha JIETJIO;

- OIpM €K3UTYC OpTaHM3upa NpOoLelypuTe 10 CBOEBPEMEHHO M3HAaCAHEe Ha Tpyla;
ONMCBAa M CBXPAaHABa LIEHHOCTUTE Ha [OoYMHANMSA M TM NpelaBa Ha cTaplarTa
MeOMIMHCKA CecTpa MM OIM3KMUTe Ha OOJHMS IO YyCTaHOBEHUS pPen;

- UMBMOBJIHSABA BCUUKM HABHAUEHMS UM MHCTPYKLMM Ha JIeKyBallusa Jiekap, Kacaelu
BoJIHUTE, KAaTO CBOEBPEMEHHO I'O MHOOpMMpa 3a M3BBPIIEHOTO M eBeHTYaJIHU
3aTPYIOHEHNS;

- momnoMara JieKyBallMsa JiekKap NpM NpOoBexIaHe Ha M3CJIeIBAHMATA UM IIOBUKBAHE
Ha KOHCYJITAHTH;

- uM3MepBa TeMmIeparypa, NOyJC, apTepuasyiHO HajsaraHe (AH), mumaHe, Iuypesa;

- [paB¥Y MNOOKOXHM, MYCKYJIHM M BEHOS3HU WHXEKLUMWM ¥ BIVMBAHUL;

- [paByY NOATOTOBKA 3a OoNpelejisHe Ha KPBbBHM TPYNV, MINUCBA KPBB U
BUMOJIOTUUHY MNPOAYKTM, NOOTOTBSA BCUUKO HEODOXOIMMO 3a KPBBOIpEeJrBaHEe,

KOEeTO Ce M3BBbPUBAa OT JeKap;

- BBeMa MaTepuas s OT OOJIHMSA 3a OaKTEePUOJIOTMUHO M BUPYCOJOTMUUHO

M3CIenBaHe;



- M3OMcBa, NOoJlydaka, pasnpenessa, pas3laBa M 3alpuxongaba HpennMCaHuTe
JleKapCcTBa;

- CJenM 3a M3NPaBHOCTTAa Ha oJakallaTa KUCJIOpOH CHucTeMa, CcJjenm 3a
HaJluM4dMeTO Ha KUCJIOPOX;

- NOAOTOTBA OOJIHMTE 3a Pas3JIMUYHM M3CJeIBaHMA M I'M NpuipyXasa IO
CBOTBETHOTO 3BEHO;

- OpaBM OYMCTMTEJIHM KJIM3MM [I0 Hasz3HadeHMe, [NOCTaBA Tpeunkyu, Jen,
KOMIIpeCHr, BJIAXHM OOTPMBAHMA, Macaxmu cpely IOekyOuUTyC, PpeloBeH ToaJleT U
obcriyxBaHe Ha TEeXKO OOJIHU;

- momobpXa XMIMeHa Ha paBoTHOTO MACTO;

- TexXHMUEeCKO ydacTue B HaydHaTa IOeMHOCT;

- CcHomesyia CBOMTE 3HAHMA UM ONMT CBC ClelManuMsupamny KOJIeI'M;

- BOIOM CBOTBETHATa HOKYMEHTAlLMA 3a MeIULUMHCKM CeCcTpu (palopTHa KHUIa,
TeTpalka 3a BM3MTALUMM, TeTpaIkKa 3a Ha3HadeHusa, Tabenr 3a M3NMCaHU
JlekapCTBa M CaHUTapHM MaTepuau) ;

- HopBYBa, pas3npenensd M pasdabBa xpaHaTa Ha OOJHUTE CcHOopen Has3HadYeHUTE
omeTu;

- CcJjenM 3a olIasBaHe Ha OOJIHMYHOTO MMYLIECTBO;

- U3NBJIHABa paboTHMA Tpaduk (penoBeH paboTeH IeH, CclenofelHM MM HOWHU
OexypcTsBa), CBCTAaBeH OT CTapllaTa MeIMIUMHCKa CecTpa M OOOOpeH OT
HadaJjiHMKa Ha OTIEJIEHMEeTO;

- B Kpas Ha paboTHMA IeH nperaba pabOTHOTO CUM MACTO C panNopT Ha
cllenpamaTa CMAHAa, a TeXKOo OOJHUTe - OO JIETJIOTO Ha OOJIHMA;

- B3adbjIXeHa e Oa NasM MeIMUMHCKAa TalHa M He pasIlJlacAaba JIMYHU
KOHOMIEeHLMAJHM OaHHM 3a OOJIHMA, KaTo CvOjoIaBa YOBEWKMTE My Ipaba;

- 3a M3OBJHEHMe Ha 3albJDKeHMsATa CM HOCM OTTOBOPHOCT HIpen cTapliaTa
MeOIMIMHCKa cecTpa UM BUCUMA MEeIMUIVMHCKM IIepCOHall.

3. IlpaBO Ha NalMEHTUTe 3a IOCTOBEPHAa M [NoBepuTesiHa MHbopMauus OT
VIMyHOJIOTMUYHUTE WU3CJIeOBaHMsa 3a COOCTBEHOTO MM 3Ipabe

3a Oa ce 3amMTAT NpaBaTa Ha NaLUMEeHTUTe, M3CJeNBaHM U KOHCYJITUMPAaHM B
VMMYHOJIOTM4YHa JiabopaTopus:

* [IEePCOHaJIBT Ha JjabopaTopmaTa HOCKM OTIOBOPHOCT He CaMo 3a
IOOCTOBEPHOCTTAa Ha PEe3yJTaTUTe OT M3CJIeIBaHMATA, HO M TapaHTUpa
IepcoHajiHa TalHa 3a LajaTa MHPopMalMsa, IIOoJiydeHa OT WM3CJeOBaHmusATa; ako
OaHHUTE OT M3CJIeIBaHMATA Ce HAHACAT B KOMIKNTBD, Te TpAOBa Ia ca
3alMTEHM C KO, KOMTO € M3BeCTEeH CcaMO Ha IepcoHajla Ha JjabopaTtopuaTa;

* pes3yNTaTB T Ce NpelabBa JMUHO Ha SBaSABUTEJIA Ha M3CJIeOBAHETO MM
OTOPM3BMPAHO OT HEerOo JMlle NpM 3alasBaHe KOHQUMIOESHLMAJHOCT Ha
nHpopMaLMATa; Pes3yylTaTr OT M3CJeNBaHeTO He ce OJakaT N0 TejiepOoH.

4. TlpaBO Ha paboTemMTe B MMYyHOJIOTMYHA JlabopaTopus 3a MOTMBMPAH OTKas OT
M3BBPUBAHE Ha M3CJeNBaHUA

VImyHOJNIOTMYHAaTa JlabopaTopud MMa NpabBo Ja OTKAaXe IOa M3BBPUM M3CIeOBAHUA
opu:

- HEeNpaBUJIHM MHIUKALMM 3a M3CJenBaHe;

- HEeTOHEeH 13a M3CJeOBaHe MaTepHralsl: HEeNPaBMJIHO B3eT /MM HENPaBUJIHO
TPAaHCIOPTHUPAaH;

— JIMIICa Ha HOaHHM 3a M3CJIeOBaHMAd MaTepuraljyl MM HEINOCPenCTBEHM KIIMHMYHNM
IOaHHM 3a [IalMeHTa.

5. BzanMoBpb3Ka Ha cieruanHocTTa "KiamHnYHa UIMYHOJIOTHS'" C OCTaHAIUTE
KJIMHUYHU JUCLMILIUHU

[Tpu mocoueHNTe KIMHUYHU CHCTOSIHUS € 33 IbJIKUTEIHO/IPETIOPHUUTENHO Ja Ce
MOMCKA KOHCYJITAIMA C JIEKap HMYHOJIOT 32 Ha3HayaBaHe Ha HEOOXOJMMUTE
MMYHOJIOTMYHU U3CJI€IBAHUS U TIXHOTO MHTEPIIPETHPAHE C OTJIe ] TOCTaBsHE
(YyTouHsIBaHE) Ha AMarHo3a, MOHUTOPUPAHE aKTUBHOCTTA Ha OOJIECTHUS MPOLIEC,
3acsrail UIMyHHaTa CUCTEMa, OIPEeIiHE MHINKALIMUTE 32 UMyHOMOAY/IHpala



Tepamnusi ¥ MOHUTOPUPAHETO H.

Kimmanuau KoHcynramus ¢ iekap ¢bC CEnuaaTHOCT KITMHUYHA UMYHOJIOTHS
CBHCTOSIHUS
3a0bJDKUTEIHA MPENOPHYNUTETHA
1 2 3

[TbpBUYHU X
UMYHOACPUITUTH

Bropuunu umyHoaeumutu X

(CIIUH wu np.)

Anepruunu 6oJsiectu X

PeBmaruunu 0onectu X

Ennokpunau 601ectu X

XeMaroJIOruyHy 001ecTi X

Cobpaeynu 51 CBI0BU X
ooJiectu

Bonectn Ha X
XpaHOCMUJIaTeIHATa

cucrema

Bonectn Ha X
[MUKOY0-I10JI0BAaTa

cucremMa

Ko>xuu Oonectu X

Hepsuu Gonectu X

Ounu Oonectu X

bonectn ©a jmmxaremHara X
cucreMa

PenponykTuBHU X

HapyIICHUS

OHKOJIOTUYHM 3200JIIBaHUS X



Octpu u XPOHUYHU
MH(EKLIUH U Tapa3uTO3n

XUpYprudHU Bb3MATUTEITHH
3200JIIBaHMs

MacuBHM M MHOTOKpaTHU
KPBBOIIPEIUBAHM pu
XUPYPTUYHH 3a00IIIBAHUS

TpaHcIulaHTanus Ha KOXa,
couua-

HU OpraHH, KOCTEH MO3BbK U
XEMOIIOETUYHU CTBOJIOBH KJIETKH

ABTOMMYHHH U JIpyTH
UMYHO-
MEIMUPAHU ChCTOSHUS



