HAPEJIBA Ne 38 OT 20 ABI'YCT 2010 I'. 3A YTBBbPKJIABAHE HA
MEJULIMHCKU CTAHJIAPT "MEJULUHCKA TEHETUKA"

H30a0ena om Munucmepcmeomo na 30pageonazsaneno

Oon. /[B. op.67 om 27 Aezycm 20102.

Unen equnctBed. (1) C Ta3u Hapenda ce YTBbpIKAaBa MEAUIMHCKHUIT CTaHAapT "MeauIHcKa
reHeTHKa'" ChITIACHO MPHIOKEHUETO.

(2) HdeitHOoCTTa MO MEAMIIMHCKA T€HETHKA CE OCBINECTBABA MPH ClIa3BaHE Ha CTaHAapTa Imo aji. 1
1 C€ U3IIBJIIHABA OT BCHUYKU JIG‘-IC6HI/I 3aBCACHHA, B KOUTO CC€ OCBHIICCTBABA ,Z[GI\/'IHOCT 10 MCOAUIINHCKa
TCHETHKA.

3aK/JII0YHMTEIHH pa3nopeadoun

§ 1. Ta3u HapenOa ce u3naBa Ha OCHOBaHHE 4. 6, aj. 1 oT 3akoHa 3a TeueOHHUTE 3aBEICHUSI.

§ 2. MUHUCTBPBT Ha 37paBEOIA3BaHETO J1aBa YKa3aHUs 110 MPHJIAaraHeTo Ha Hapeaoara.

[TpunoxxeHne KbM WICH €AMHCTBEH, AJIMHES ITbPBa
MEJIUIMUHCKU CTAHOJAPT "MEAULIMHCKA 'EHETHUKA"

Paznmen I
OO0 MOJIOKEHUS

1. Onpenenenue

MenunyHCcKaTa TeHEeTHKA € CaMOCTOsITeNTHA METUITMHCKA CIICMATHOCT ¥ HayYyHa TUCIUILINHA,
KOATO H3y4yaBa €THOJIOTHsTA, MaTOreHe3aTa, yHAcJEsSBaHETO, KIMHHYHATa HM35Ba, MpOoQUIaKkTHKa U
JIeYeHUE Ha HACJIECJCTBEHUTE OONIECTH U MPEAPA3IONOKEHHS U Ype3 Ipujlarane Ha Crielu(UIHN METOIN
3a M3CJICJIBAHE OCUTYpsIBAa TCHETUYHATA TUATHOCTUKA M T€HETHYHO KOHCyiaTHpaHe. OCHOBEH OOCKT Ha
MEIMIIMHCKAaTa TeHEeTHKa € CEeMEWCTBOTO WJIM HEroBUTE OOJMHHM WM 31ApaBH uieHoBe. [IpenMer Ha
MEJMIIMHCKAaTa TEHETHKAa Ca BKJIIOYUTCIIHO W HAIMOHATHUTE CKPUHWHTOBU W3CJICBAHUS 34
HACJIEJICTBEHH OOJIECTH U MPEIPA3MOI0KECHHUS.

2. MeauiHCKUAT cTanaapT "MenuirHCcKa reHeTHKa' periaMeHTHpa:

2.1. OcHOBHHTE M3UCKBAHUS U KPUTEPUHU, Ha KOUTO TPsIOBA Jja OTroBapsi MEIUKO-T€HETUYHOTO
KOHCYJITHpAHE.

2.2. OOmuTe W3MCKBAaHWSA 3a OpraHM3aIusATa W JEWHOCTTa Ha JabopaToOpUHUTE, KOUTO
MPOBEXKAAT CICUUATU3UPAHA JUAarHOCTUYHU TEHETUYHH UW3CIENBAHUA - IUTOTCHETHYCH U
MOJICKYJISIPHO-IIATOTCHETHYCH aHaJN3, MOJCKYISIPHO-TCHCTHYEH aHaIu3, OWOXUMHUYCH TICHETHUYCH
aHaIM3, TeHEeTUYHA UISHTU(UKAIUSA HA WHIANBUAA U Y4acTBAaT B HAI[MOHATHH F€HETUYHH CKPUHUHTOBU
porpamu.

2.3. MunumanHuat ob6eM mokaszaTeliu U arnaparypa 3a 1aboparopuuTe, MPOBEKIAIIN TeHETUYHH
W3CIICIBAHUS.

2.4. TlpenopbuBaHUTE METOJOJOTHYHM WU AHAJUTHYHU MPHUHIMUIN 32 OCBHIIECCTBABAHETO Ha
JIEMHOCTTa Ha JJa00paTOPUUTE.

2.5. 3agbpDKATETHUTE W3WCKBAHUS 3a OCUTYpsSBAaHE HAa KadeCTBOTO Ha J1aOOpaTOpHHTE



U3CIIEIBAHUS.
2.6. O0muMTe n3KUCKBaHMsI 3a ch3aaBaHe U noaabpxkane Ha JIHK Oanka kpM mabopatopuure.

Paznen 11
CrnenuuyHr M3MCKBAHUS 32 MMPOBEXKAAHE HA METUKO-TEHETUYHO KOHCYITHPAHE

1. Onpenenenune

Menuko-renetnunoto koHcynrtupane (MI'K) e BucokocnenuanusupaHa KOHCYJITaTHBHA
MEMIIMHCKA JCHHOCT, W3BBPIIBAHA OT JIeKap C IMpH3HATa CIEIUATHOCT 10 MEAWIIMHCKA TCHETHKA,
HACOYEeHA KbM M3TPaKJaHE ISUI0CTHA KOHIICTIINS 10 OTHOIICHHE Ha Pa3BUTHETO W/WIIH MPEJaBaHEeTO Ha
HaCJICJICTBEHA OOJIECT WM MPEIPa3MOIOKEeHNE B TAJICHO CEMEWCTBO WIIH 3a JIaJIeH WHINBUI. 3aBbpIIBa
C TIPOTHO3MPAHE HA PUCK 32 OMPEEICHO 3a00IsIBaHe.

2. YeTpo#cTBO M 000py/IBaHE Ha KAOMHET 3a MEAMKO-TCHETHUHO KOHCYJITHPaHE

21. VYcrpoiictBo Ha kabuHeTa 3a MEAMKO-TEHETMYHO KOHCYATHpaHe - KaOWHET H
MaHUMYJIAMOHHA.

2.1.1. KaOGuHeThT ce H3MOJ3Ba 3a TMperviea Ha TMalMeHTa/uTe - CHEMaHe Ha aHaMHesa,
¢du3MKaneH craryc, poAOCIOBEH aHAJIU3, MOIMBJIBAHE HA MEIUIMHCKUTE JOKYMEHTH U MPOBEKIaHE Ha
MEIMKO-TeHETHYHATA KOHCYJITAIUS Ha MMAallMeHTa W/WIIA CEMEHCTBOTO My H/HJTH HETOBH POJCTBCHHMIIH.

21.2. KpM kaOuHeTa MOXe Ja C€ pa3KpuBa MaHUMYTAllMOHHA 3a B3eMaHE OWOIOTHYEH
Marepuan (KpbB, KOKa) 3a Ppa3IMYHH JUArHOCTUYHHW W3CJICIBaHUSA, KAaKTO W 3a W3BBpIIBAHE Ha
cnenupuIHA AUATHOCTHUYHU IeHHOCTH - ornen noa UV-cBetnuHa, potorpadupase.

2.2. O6opynBaHe

2.2.1. Kabuner: nmekapcko OrOpo, CTOJ, 3aKirouBam] ce ImKad 3a MEAWIMHCKHA JOKYMEHTH,
KyIIeTKa-KaHare 3a KOHCYATHpPaHWs, MHBKa C Tedallla TOIIa U CTyJAeHa Boja, TenedoH, KOMITIOTBD U
MPUHTEP C JOCTBHII 10 UHTEPHET.

2.2.2. MaHumyialnoHHa: XJaJUITHUK 32 ChbXpaHEHHE Ha KPBB U IPYTH OMOJIIOTUYHH MaTepuallH,
MEIMIIMHCKA MacWyKa 3a CIPUHIIOBKH, CTOJ 3a B3eMallus MPOOWTE, CIICIUAICH CTOJN 32 TAIMeHTA,
MEIMIIMHCKA KYyIIeTKa, CIHElIeH ImKad C JIeKapcTBa, MEIUIIMHCKH IIKad 3a KOHCYyMaTWBH, MUBKa C
TeJaIa ToIuia U CTyJeHa BOJa.

3. YoBemIku pecypcy U KBaTUPUKAIISL

3.1. B MeauKo-reHeTHYHUSI KOHCYJITAaTUBEH KaOWHET MOTaT Jia padoTAT caMO CIEHHUATNCTH C
MEIMIIMHCKO 00pa3oBaHUE M MOAXONAla 3a JACWHOCTTa CH KBalu(UKalMs - JIeKapu C TMpU3HATa
CIEIMAIHOCT 10 MEIUIIMHCKA TEHETUKA M METUITMHCKA cecTpa (aKymepKa Wiu MEITUIIUHCKHY JTA0OPAHT).

3.2. MenuKo-TeHeTUYHUAT KOHCYJITAaTUBEH KaOWHET C€ PBKOBOAM OT JieKap C Mpu3Hara
CHEIHMAIHOCT 10 MEIUIIMHCKA TeHETHKA.

3.3. MenunuHckaTa cectpa (aKyliepka WIA MEIUIUHCKU JIA0OPAHT) B MEIUKO-TCHCTHIHHS
KOHCYJITaTHBEH KaOWHET TpssOBa Ja MMa CHOTBETCTBAllla Ha paboTara MOATOTOBKA M Aa pabOTH MOJ
KOHTpOJIa Ha JIKaps CICIHAIUCT 10 MEIUIIMHCKA TeHEeTWKAa TPH W3BBPIIBAHE HA CHCIH(PUIHUTE
JIeHHOCTH B KaOMHeTa.

4. Opranuzanus Ha paborara

4.1. MeauKko-reHeTUYHOTO KOHCYJITHPaHE Ce MOCTHUTra 4pes:

4.1.1. TIlocraBsHe Ha  BeposiTHa TIEHETUYHA  JMar€Ho3a MW  M3TpaxJaaHe  Ha
IudepeHIaaIHo-AMarHOCTUYEH TUIaH CJie/l CHEMaHe Ha aHAMHECTHUYHU JaHHH, (PU3UKAJIEeH CTaTyC ChC
CHEIMAIHO BHUMaHUE KbM JUCMOpGUYHH Oene3u, TeHEealloTMYHO W3Cle[[BaHe, Ha3HAauyaBaHE Ha
JOIBTHATEITHN HM3CJICIBAHUSA, a CHII0 CIeNU(DUIHN TeHETHYHU HW3CJCIBAaHUSA CHOOPa3HO KIMHUYIHATA
JUarHo3a.

4.1.2. MaTepniperanus Ha CICIIHATU3UPAHA TCHETHYHH H3CIICBAHISL.

4.1.3. Tlpu HEOOXOAMMOCT MAIMEHTUTE CE€ KOHCYITHpPAT M OOCHXKAAT C JIEKapu OT JPYTH
MEMIIMHCKH CTICITUATHOCTH W/WIIN APYTH CTICIIHATTUCTH.



4.1.4 TlpencrapsiHe Ha KOHCYITHpaHUS Ha LsJI0CTHA WH(OpManusa 3a 0ojecTTa, HAUMHUTE Ha
MpeJaBaHe, PUCKOBETE 3a MOBTOPEHHETO W B CEMEHCTBOTO, METOAWTE 3a Mpodriaktuka. BuabT Ha
npobnemMuTe, OOCHKIaHU MPU MEIUKO-TEHETUYHOTO KOHCYATHpPAHE, U3MCKBA KOMYHHKAIIUA B CMHUCHIA
Ha TIEPCOHAIHO aJpecupaHa KOHCylTalus. ToBa W3KIIOYBA BCAKO JUPEKTHO BB3JCHCTBUE Ha
KOHCYATHpAIMs. BBbPXY pEUICHUATa Ha KOHCYNTUpaHusa. KOHTakT MeXIy KOHCYITHpallus |
POJCTBEHUIIUTE HA KOHCYJITHpAHUS CTaBa CJeJl H3PUYHOTO TIXHO >kenaHue. Ha koHcynTupanus
(manyeHTa) ce MpeiocTaBs Ja MPEeeH: Jaiu Ja HHPOPMHUpa POACTBEHUIIUTE CH 32 Bb3MOKHOCTTA J1a UM
on1e nposenena MI'K.

4.1.5. TlpenoctaBsne Ha mucmeHo MI'K 3akiroueHune mpu TOWCKBaHE OT TAIlMEHTa WU
HACOYBAILIUSA JIeKap, TOAMUCAHO OT KOHCYITUpamus U prkoBoautess Ha MI'K kabunera.

4.2. [lokazaHus 3a METUKO-TEHETUYHA KOHCYIITAIHU:

4.2.1. I1anmeHT/CEeMEMCTBO C YBPEIEHO JIETE ChC CICTHUTE YBPEKIAHHS:

4.2.1.1. MHO>XXECTBEHH 1 U30JUPaHU BPOACHU aHOMAJIUH.

4.2.1.2. Anomainu B pacTexa, mojonara qudepeHuanus U pa3BUTHETO.

4.2.1.3. U3ocTaBaHe B yMCTBEHOTO Pa3BUTHE U MTOBEICHUYCCKH OTKJIOHCHHUSI.

4.2.1.4. CpMHEHHE 32 XpOMO30MHA 0OJIECT.

4.2.1.5. CbMHEHME 32 MUKPOJICTICIIUOHEH CUHJIPOM.

4.2.1.6. CpMHEHHE 32 CHHAPOM C XPOMO30MHA HECTAOUITHOCT.

4.2.1.7. MoHoreHHO 3a00IsBaHe WX ChMHEHHE 32 TaKOBA.

4.2.2. TlanimeHTH C a300CTIEpMUs, T€XKKa OJITOCTIEPMHUS, AMEHOPEs, paHHAa MEHOTIay3a.

4.2.3. IlanmenTtu ¢ g0Ka3aHo GaMUIHO XPOMO3OMHO MPEYCTPONUCTBO.

4.2.4. TlanimeHTH C KPbBHO-POJCTBEH OpaK.

4.2.5. 3apaBu nuna ¢ pamMuiiHa 0OPEMEHEHOCT ¢ HACJIEACTBEHH 3a00JIsIBaHMS.

4.2.6. IlapTHROpPCKA ABOMKA C PENIPOYKTUBHU HAPYILICHHUS:

4.2.6.1. J]Iea u moBeue CHOHTaHHU abopTa, paKaaHe Ha JeTe ¢ Mal(opMaTHBEH CUHAPOM
(Heu3cneaBaHo), MBPTBO paXKaaHe (HEM3CIeIBAHO U C HESICHU JJaHHH).

4.2.6.2. UadepTunuTeT ¢ HEU3SCHEHA €THOJIOTHS.

4.2.7. Xpomo3oMHa abepaiusi, ycTaHOBEHA MY PEeHaTaIHa JUarHOCTHKA.

4.2.8. bpemenHa (ceMeNCTBO) C MOKa3aHuUs 3a MpeHaTa Ha JUarHOCTHKA:

4.2.8.1. )Kena Ha Bb3pacT Haa 35 roguHU W/WIW MApTHHOP Haja 44 roguHu Wik keHa mon 18
TOANHH.

4.2.8.2. PonuTen, HOCUTEN HA XpOMO30MHA abepanus - OajaHCUpaHa Wi HeOaTaHCUpaHa.

4.2.8.3. YcTaHOBEH MOBHIIIEH PUCK 32 XPOMO30MHA O0JIECT MPH HACTOSAIIA OPEMEHHOCT.

4.2.8.4. YcraHoBeHa aHOMAJIUA TPU YATPACOHOTPA(CKO M3CIEIBaHE, ChMHUTENHA 32 M3s5Ba HA
HaCJIEJICTBEHA OOJIECT.

4.2.8.5. [loBuIieH prcK 3a MOHOT€HHO WM MYITHU(GAKTOPHO 3a00JIBaHE.

4.2.8.6. TepatoreHH! Bb3JEHCTBUS.

5. doxymMentupane

5.1. MI'K c»3naBa, moaabpka U ChXpaHsBa JTOKYMEHTH CBIVIACHO NEHCTBAIIUTE HOPMATHBHH
aKTOBE, CBbP3aHU C HelHaTa paboTa, HAa XapTHEH M CJIIEKTPOHEH HOCHUTEINI ChC 3alUTeHAa KOMIIOTHpPHA
CHCTEMa 3a perucTpals, CbXpaHsBaHe U yIpaBiIcHUE Ha JaHHUTE.

5.2. MI'K nokyMmeHTaluss MOXe Jla C€ aKTyaJH3upa B ChOTBETCTBHE C HOBM M3UCKBAHUS 3a
MPOBEXAaHE HA METULIUHCKUTE U3CIIeIBAHUSI.

5.3. 3agpipkutenHa MI'K nokymeHTarus:

5.3.1. AmOynaropeH >ypHal, ChIbpXKAIl TPUTC WMEHA HA IIallMCHTAa, BH3PACT, Jara Ha
MOCEIICHNEe, MbPBUYHO WM BTOPUYHO, aApec U TenedoH, W3Mpamiail Jekap U 3BEHO, IUarHosa,
3a0€1eKKH, Ha3HAYCHU U3CIICABAHUSI.

5.3.2. Illsnara wHpoOpMamMs 3a MalMEHTa CE€ CbXpaHSABAT C YHUKAJICH HJICHTU(DHUKAIIMOHEH
HoMep (OykBeHO-LIM(POB MK 0apKO/) U C€ BHACS B KOMITIOThpHA 0a3a TaHHH.



5.3.3. UudopmupaHo chriacue 3a MpOBEKIaHE HA TCHETHYHHM M3CJICIBAHMS - MOAMKMCBA CE OT
M3CJICIBAaHUS WIJIM HETOB 3aKOHEH IPEACTAaBUTE W CJIE] pa3pelIeHHe Ha KOMHCHATA 1O MEIUITMHCKA
€THKa KbM ChOTBETHOTO JieueOHO 3aBeqeHne. MHDOpMUpaHOTO chIvIacue ChAbpXKa: ChIVIACHE 3a B3eMaHE
Ha 6I/IOJIOFI/I‘-ICH mMarcpuall, 3a U3BbPIIBAHC HA CbOTBETHOTO MU3CJICABAHC, I/IHq)OpMaIII/ISITa, KOSITO TO daBa
3a TAlMeHTa ¥ HETOBOTO CEMEMCTBO, Bb3MOYKHUTE PUCKOBE OT HETO, KAKTO M HAuMHA Ha IMOJIydaBaHE HA
pesyarara. B chrmacueTo HM3pHYHO ce OTOEIsA3Ba II€JITa HAa HM3CICABAHETO (HAyd4Ha, ITOCTHATajHA
JTUArHOCTHKA, TPEHATaJlHA JAWArHOCTHKA, MPEIKIWMHUYHA TUArHOCTHKA, JOKa3BaHE Ha XETEPO3UTOTHO
HOCHUTCJICTBO, OIIPCACIIAIHC HA TCHCTUYHO npenpa3nono>KeHHe) 1 T'CHETUYHAarTa na6opaTopI/1;1, B KOATO IIIC
ObJIaT MPOBEJICHU aHATH3UTE.

5.4. Apxusupane Ha MI'K nokyMeHTanus: aMOyJIaTOPHUAT JKypHAII, ”HPOPMUPAHOTO ChINIACHE
u konme ot mucMeHoto MI'K 3akmouenne ce chxpansBar MuHUMYM 20 TOJIMHU HAa XapTHEH (B Kaca,
KOSITO € 3aKJIFOUCHA) U CJICKTPOHEH HOCUTEI.

55 I[OCT’I:H J0 JAHHUTC HA MHNAOUMCHTHUTC MMAT CaMO OIPCACICHHU JiMla OT p’LKOBOI[I/ITeJIH Ha
TeHETUYHATa KOHCYNITAIMA ChOOPa3HO JeicTBaIaTa HOpMaTUBHA ypenoa.

Pazpen II1
CHeI_II/I(bI/I‘-IHI/I N3UCKBAHUA 3a HpOBC)K,Z[aHC Ha MUTOI'CHCTUYHA U MOJICKy.TISIpHO-I_[I/ITOFGHGTI/I‘-IHa
JUArHOCTHUKA

1. Onpenenenue

MenuuyHckaTa IUTOIEHETHKA € YacT OT MEAMIIMHCKATa TeHEeTHKa, KOATO M3y4yaBa YOBEIIKUTE
XPOMO30MH B HOpMa U TATOJIOTHSI HA HUBO CBETIMHHA MUKPOCKOIUS Ype3 M3IMOJI3BaHE HA CHEIU(PUIHN
UTOreHeTHYHH Metoau. OCHOBHA 11€J1 Ha MEUIIMHCKATa IMTOTEHETHKA € OCUTYpPSIBAaHE Ha TUATHOCTHKA
Ha XPOMO30MHHUTE HAPYIICHUSI.

MornekynsipHaTa LWTOTEHETHKa € 4YacT OT MEAMIMHCKAaTa TeHeTHKa, KOSATO H3y4yaBa
MOJIEKYISIPHA U3MEHEHUs upe3 (payopeciieHTHAa MUKPOCKOMHSI ¢ U3IMOJI3BAaHE HAa TOTOBU MPOOH U MOXKE
Jla € pyTUHHA MpakTuKa. AKO TOBa HE € Taka, JjabopaTopusita TpsiOBa /1a MMa YCTAaHOBEHU CTPAaTEruu 3a
u3MpallaHe Ha MpoOuTe, KOMTO M3MCKBAT MOJICKYJISPHO-IIUTOICHETHYECH aHAIHW3, B CIEIHAIU3HpaHa
nmabopaTopusi.

2. O0LM U3NCKBaHUSA

2.1. Bcska mnuroreHeTHMYHA J1abopaTopHAa UArHOCTUKA TpsiOBa 1a Obae oOBBp3aHa C
mpeyaraHa TeHeTHMYHa KoHcydaTanus. [IpenmopbuuTenHo €  KOHCyNTauusiTa Ja M[peaxoxia
IIUTOT€HETUYHOTO U3CIIe/IBAHE.

2.2. MeToauTe u MpoIeaypuTe, U3MOI3BaHH B JIAOOpaTOpUATa, TPSAOBA Ja ca ONMMUCAHM JIETAUITHO
B CHOTBETHU MPOTOKOJH.

2.3. TlocoueHnTe B CTaHIApTa METOIM M WU3WCKBAHHUS WUMAT PA3IMIHH MPHEMIIUBH BapHUAHTH,
YHSTO HAJICKTHOCT TpsAOBa 1a ObJie T0Ka3aHa U TOKyMEHTHpaHa B 1abopaTropusiTa.

2.4. Tlpobure (OMOJOTHMYHUAT MaTepuaj 3a W3CieaBaHe) ce 0003HauaBaT C MEPCOHAJICH
uaeHTU(UKAIIMOHEH HOMED (OyKBeHO-IIM(PPOB MM OAPKOJT) M CE BHACAT B KOMITIOThPHA 0a3a JIaHHHU.

2.5. Jlaboparopusita TpsiOBa Ja MMa KPUTEPUH 3a OTXBBPISHE (HENMpHEMaHE) Ha MpOoOuTe,
KOTaTo He OTTOBapsAT HAa M3MCKBAHUATA 32 MOTyYaBaHE HA HA/ICKICH Pe3yiTar.

2.6. buonoruveH marepual ce mpuemMa B 1adoparopusTa ¢ MUCMEHa 3asBKa, ChAbpIKAIlla TPUTE
MMEHa Ha TMallMeHTa, poKJeHaTa Jara, aJapec, MOBOJ 3a M3CJIEIBaHe, BUIa HA OMOJIOIMYHUS MaTepHall,
YCIIOBUSITA 32 B3€MaHE W KOJIWYECTBOTO HAa OWOJOTHYHMS MarepHual, JaTa W 4Yac Ha B3eMaHEe Ha
OMOJIOTUYHUST MaTepual; WMe, NOANUC, ajpec W TenedoH Ha HacodyBamIUs JieKap; IOBOI 3a
W3CJIEIBAHETO; HA3HAUEHU TCHETWYHH M3CJE/IBaHUS, KPAaTKO OMHMCAHWE Ha KIMHUYHATa KapTUHA WU
eNMKpY3a, HAYMH Ha IJIallaHe, MMOANKC Ha MAIMeHTa, Y€ € Jal HHOOPMHUPAHO ChIVIACHE M € TONYYUnIT
HeoOXoArMara npeaBapuTeTHa nHpopMaIus.

2.7. Bcuuku 1abOpaTopHU PeaKTUBU TPsiOBa Ja OBbAAT ChbXpaHABaHU ChHOOPA3HO M3MCKBAHUATA



Ha MPOU3BOJCTBEHUTE UHCTPYKIIUU.

2.8. JlaHHUTE OT W3CJeIBaHUATA TPsAOBA Ja OBJAT CHXPAaHSIBAHW HA CIIEKTPOHCH W THCMEH
HOCUTEJ MUHUMYM 20 TOTUHH.

2.9. IlocTHaTaneH HUTOrCHETUYEH aHaIN3 € UHIULUPAH B CIETHUTE CIy4au:

2.9.1. ITanueutu cobe:

2.9.1.1. MHOXeCTBeHH BPOACHU AaHOMAJIUH.

2.9.1.2. Anomanuu B pacTexa, mojonara qudepeHanys U pa3BUTHETO.

2.9.1.3. Azoocniepmusi, TEKKa OJTUTOCIIEPMHUS, aMEHOpEs, paHHA MEHOIIay3a.

2.9.1.4. U30cTaBaHe B YMCTBEHOTO Pa3BUTHE U MOBEACHYECKA AaHOMAJIUH.

2.9.1.5. [Ipennonarana no KIMHUYHA CUMITOMHU XPOMO30MHA OOJIECT.

2.9.1.6. Ilpenmnonaran Mo KJIMHUYHA CUMITTOMH MUKPOJICTICITUOHEH CHHJIPOM.

2.9.1.7. CpMHeHuE 3a CHHIPOM C XPOMO30MHA HECTAOUITHOCT.

2.9.1.8. lokazaHo (haMHUITHO XPOMO30OMHO TIPEyCTPOMCTBO.

2.9.1.9. 3a MOHUTOPHUHT CJIel KOCTHOMO3bYHA TPAHCILJIAHTAIHS.

2.9.1.10. 3n0Ka4ecTBEHH HOBOOOpA3yBaHUSI.

2.9.2. IlapTHBROPH C PENPOAYKTUBHU HAPYILICHUS:

29.2.1. JIa u moBeye CIOHTaHHH a0opTa, paxkaaHe Ha JeTe ¢ MaadOpMATHBEH CHHAPOM
(HeuscneaBaH), MbPTBO paXkJaHe (HEU3CIIEABAHO U C HESICHU JIaHHU).

2.9.2.2. UudepTUanTeT ¢ HEM3SCHEHA E€TUONIOTHS.

2.9.3. Xpomo3omHa abepaliys, ycTaHOBEHA IPU peHaTallHa JUarHOCTHKA.

2.9.4. AGopTHBEH MaTepHall.

2.10. Iloka3anus 3a mpeHaTaleH MUTOTEHETUYECH aHaIN3 Ha TUI0/IA ca:

2.10.1. bpeMenHnu Ha BB3pacT HaJ 35 ronuHu W/uau Oama Haj 44 TOMUHM.

2.10.2. Ponuten - HOcHUTEN Ha XpOMO30MHa abepanius - OamaHcupaHa wiv HebamaHCHpaHa.

2.10.3. JKena c yCTaHOBEH IMIOBHINEH PHCK 3a XPOMO30OMHA OOJIeCT TIpH HAcTosIIaTa
OpeMEeHHOCT.

2.10.4. bpemenHa ¢ yCTaHOBEHA aHOMAJTHS ITPH YATPACOHOTPA(CKO M3CIIeIBaHEe, ChMHUTEITHA 32
XpOMO30MHa OOJIECT MpH TUIOJA.

3. PaGoTHa u cepBH3HA ILIOI]

3.1. IIpocTpancTBOTO Ha JabopaTopusTa TpsAOBa Ja € JIOCTAaThYHO 3a M3BBPIIBAHE HA BCHUKH
IpoLIEAYPH 3a 00eMa Ha HelHaTa IeHHOCT npy MEHEMYM 40 M2 paGOTHA ILIOLI.

3.2. OcBeTyIeHHETO W BEHTHJIAIMATa TPsAOBa Ja ca CHOTBETHHM HA W3BBpIIBaHaTa paboTa B
naboparopusita ¥ Ja OTrOBapsAT Ha HOPMATHUBHUTE W3WCKBAHUS 3a 3/PAaBOCIOBHUTE M 0€30MMAaCHU
yCIIOBUSL Ha Tpyd Ha paboTemuTe, MNPOTUBONOKApHATA OXpaHa, CHXpPaHSIBAHETO HA XUMUYHH,
OMOJIOTMYHU W PAJMOAKTUBHU MaTepuaid, ChbOMPAHETO W HW3XBBPJISHETO HAa OWOJOTUYHHU W JIPYTH
OTIAbIIH.

3.3. JJabopaTopHOTO MPOCTPAHCTBO Ja ObJe 000COOCHO B 3 OCHOBHH ITOMEITICHHS:

3.3.1. [lomemnienue 3a mpuemMaHe, MOATOTOBKA HA OMOJOTHYHUTE MaT€pUaId M MOCTaBsSHE HA
KIETHYHU KYITYpH.

3.3.2. [lomenienue 3a 06paboTKa HAa KJIETHYHHU KYJATYpPHU U IIPUJIaraHe Ha OLBETUTEIIHA TEXHUKHU.

3.3.3. IlomemieHne 3a MHUKPOCKONCKM aHajiWM3 C BB3MOXKHOCT 3a 3aTbMHSABaHE 3a
¢uryopecIieHTHa MUKPOCKOITHS ¥ IOKyMEHTHPAHEe, apXUBUPAHE U ChXPAHCHHE Ha PE3YJTaTHTE.

3.3.4. CknaZoBo TMOMEIICHHWE 3a 3alMajiMH W He3alajJuMH pPEakTUBU M KOHCYMaTHBH
(HeBKJIIOYEHHU B pabOTHATA TIJIOI).

4. YoBemky pecypcu U KBaTH(PUKALIUS

4.1. HeoOXonuMUST YOBEIUIKU pecypc 3a jabopaTtopusi, KosTo npoBexaa Muaumym 200 aHanmmza
TOJMIIHO, €: JieKap C Mpu3HaTa CIEUUaTIHOCT IO MEAULMHCKA TeHETHKa; OWOoJor; MEIULUHCKU
nabopaHT; caHUTap.

4.2. BsB BCsIKa naboparopus, IIPOBEXK1AIA LUTOT€HETHYEH u/unu



MOJIEKYISIPHO-IIUTOTEHETHYEH aHAJIN3, TPSOBA ]a MMa UThKHOCTHU XapaKTEPUCTUKU HA CITY>KUTEIIHTE.

4.3. YoBemkusAT pecypc Ha jaboparopusta TpsOBa na mMma kKBammdukamus B oOnactra Ha
YOBEIIKaTa [IUTOTEHETHKA, KAKTO CJIe/BA:

4.3.1. PvrkoBomuTten  Ha  maboparopus, MpOBEXKJAlla  LUUTOTCHETUYEH W/WH
MOJIEKYSIPHO-IIUTOTEHETHYEH aHaIN3, MOKe J1a ObJe JieKap ¢ MpU3HaTa CIEeUHUATHOCT [0 MEIUIIMHCKA
TCHETHKA.

4.3.2. B nabopartopusita morar Aa paOOTAT B 3aBUCHUMOCT OT HYXIHUTE CICIHAIUCTH C
MEIMIIMHCKO, OMOJIOTUYECKO, XUMUYECKO U JPYyro oOpa3oBaHuEe (MarucCThpCKa CTEIEH), METUITMHCKU
nabopaHTH.

4.4. OOyyeHHMETO Ha HOBOMNOCTBHIWIM CIEIUANIUCTA CE€ OCBHIIECTBABA MO pa3paboTeHa
nporpama. CaMOCTOSITEJICH IUTOTCHETHYEH aHAIM3 ¥ MOJIEKY/ISIPHO-IIUTOTCHETHYEH aHaIu3 TpsiOBa 1a
ce u3BbpiIBar ciaen MuHuMyM 200 aHanu3a, OCHIIECTBEHH MO/ PHKOBOACTBOTO HA OMUTEH CIIEIUATIHCT.

4.5. JlaGoparopusiTa WMMa mporpaMa 3a KBalu(dHKalus Ha paOOTCIIMTE, BKIIOYHUTEIHO
crenupuIHO 00yUYeHHe 32 OCUTYPSIBAHE KAY€CTBOTO Ha JIAOOPATOPHUTE U3CIIEC/IBAHUS.

5. 3agpIDKUTENIeH MUHIMAJIEH 00eM IMOKa3aTeNH U 33 IbJKUTEITHO MUHUMATHO 000pY/IBaHE

5.1. Jlaboparopusita TpsiOBa /a MOXE Ja OCBIISCTBABA XPOMO3OMEH aHAJIM3 Ha YOBCHIKH
OMOIOrHYeH MaTepHall ¢ MOAXOASIIA 32 KIMHINYHATA TMarH03a TEXHUKA.

5.2. 3agpipkuTenta onsetutrenta Texuuka - GTG-1eHToBO OlBETIBaHE.

5.3. Anmaparypa 3a IOCTHaTaJTHa MTOTeHETUYHA TUAarHOCTHUKA!

5.3.1. Tepmocrar, cyx 37° - 70°C.

5.3.2. JlamunapeHn OOKC C BepTUKaJeH BB3AYLIEH MOTOK, kiac B, wmm OGokc c¢ UV
CTepHIM3UpPaHE.

5.3.3. Llentpodyra c snetsmr porop 3a odemu ot 1,5 g0 25 miu go 5000g/muH.

5.3.4. Xnagunnuk ¢ kamepa 4°C nan 200 1.

5.3.5. Jlaboparopna Be3na ¢ Tounoct a0 0,001 g.

5.3.6. pH mMeThp ¢ TOYHOCT 710 BTOPHS 3HAK.

5.3.7. Kamuna 3a xumuuecka oopaboTka.

5.3.8. CeerniuHeH Mukpockor ¢ 06ektuB 100X 1 apXxuBHpaIo yCTPOUCTBO.

5.3.9. Jlectumarop.

5.3.10. KoMmtoTsp ¢ IpUHTED.

5.4. Amaparypa 3a rpeHarajiHa [TATOTeHeTHYHA THAarHOCTHKA:

5.4.1. Tepmocrar 37°C ¢ nogaBane Ha COo.

5.4.2. uBepTeH MUKPOCKOTI.

5.4.3. ®pusep Ha -20°C.

5.4.4. JlamunapeH OOKC ¢ BepTHKaJICH Bb3AYIIEH MOTOK, Kiiac B.

5.4.5. Xnagunauk ¢ kamepa 4 °C nvazn 200 1.

5.4.6. EnexTpuuecKku MumeTop.

5.5. lomrbHUATEIHA KBbM [TO-TOPHATa anapaTypa 3a MOJIEKYJIIpHO-UUTOreHETUYHA TUAarHOCTHKA!

5.5.1. Boxgna 6ans no 80 °C.

5.5.2. ®pmsep Ha -20 °C ¢ odem Hag 200 1.

5.5.3. ®nyopecueHTeH MUKPOCKOIL.

6. AHATUTUYHY MPUHITAIH 32 U3BBPIIBAHE HA IUTOTCHETHYCH U MOJICKYIISIPHO-ITUTOTCHETUICH
aHaIu3

6.1. O6eMBT Ha MTOICHCTHYHUTE M3CJICABAHHUS TPSAOBA J1a € OTpa3eH B paOOTHH IPOTOKOJIH,
YTBBP/ICHU OT PHKOBOAMTENS Ha 1ab0paTopusiTa, U ChoOpa3eH CbC ChOTBETHUS TUArHOCTUYEH MPOOIIEM.

6.2. [IpnHUAT aHANIW3 HA XPOMO3OMHUTE OT 5 MeTadaszHU KIETKH IUIIOC MPeOpOsIBAHETO Ha
XpOMO30MUTE B ApYyru S MeTadazHu KIETKH € AOCTaThbUHO B PyTHHHATa mpaktuka. [lpu kparkocpodHu
KynaTypH ToBa J1aBa 95 % BepOSITHOCT 3a OTKpHBaHE Ha 26-MpolieHTeH Mo3aulu3bM (mpu 11 meradazunu
KJIETKH ChC ChINATa BEPOSITHOCT C€ OTKPUBA 25-TIPOICHTEH MO3aWIM3bM). 32 U3KIIFOYBAHE Ha MO-MaTbK



MPOIEHT MO3aUIIM3bM € HEOOXO0IMMO aHaTU3UPaHeTo (MpedposBaHETO) Ha:

6.2.1. 3a 20 % Mo3aunu3sMm - 14 KIETKH.

6.2.2.3a 15 % Mo3aumus3sM - 19 KIeTKH.

6.2.3. 3a 10 % Mo3auniu3bpMm - 29 KIETKH.

6.2.4. 3a 5 % M03auIIU3BM - 59 KIIETKH.

6.3. loctarbuHOo MO 00EM U3CIIEBAHE 32 U3KIIIOYBAHE HA MO3aULIU3bM CE€ IIPABU IIPH:

6.3.1. [1o uckane Ha U3MpaIiamys reHeTHICH KOHCYATAHT/KIIMHUIIACT.

6.3.2. [Ipu BcMUKHU cilyyad Ha U3KJIIOUBAHE HA CUHJIPOM Ha ThpHEp.

6.3.3. [Ipu Bcuuku ciaydau Ha cuHapoM Ha Knaitndenrtep.

6.3.4. [Ipu cMeceH uiu HeoNnpeaesieH TUIl TeHUTAINH.

2.3.5. Tlpu ThpceHe HA yymuMBa X Xpomo3oma (TP JIMIa OT MBKKH ToI ca HeoOoxoaumu S0
KJICTKH, a IIPH JIMIIA OT XKeHCKH 110J1 - 100 Ki1eTkn).

6.3.6. IIpu npeHaraaHa qUArHOCTHKA.

6.4. AHanu3bT Ha Tpu MeTada3HU KIETKH € JOCTaThueH 3a MOTBbpKAaBaHE Ha TPUIOMHUS WU
3a MOTBBPIK/IaBaHE/OTXBBPIISIHE HA U3BECTHO ()aMHIIIHO CTPYKTYPHO HApyIICHUE.

6.5. Ananu3bT Ha Tpu MeTada3HH KICTKM € MHHHUMYMBT 3a HW3KJIIOUYBaHE Ha CBOOOIHA
TPU3OMUSL.

6.6. Ilpn aHanm3 Ha Meradasd OT KOCTHO-MO3BYHH KYJITYpH W YCTaHOBSBaHE Ha abeparus
TpsiOBa na ce ananmusupar munuMyMm 10 metadasu, a mpu HeycTaHOBABaHE Ha abeparusi TpsOBa na ce
aHaM3UpaT MHUHUMYM 25 MeTadasd. 3a MaToJIOTUYCH KIOH Ce NpHUeMa HaJM4Khe Ha JIBe WIH MOBEYe
KJIETKU C €/IHa U ChIla JOMBJIHUTEIHA XPOMO30Ma W/ MU CTPYKTYpHA aHOMAllMs WM Ha TPU U MOBEYE
KJIETKH C €/THA U ChIla JTUTICBAIA XPOMO30Ma.

6.7. MoneKkynsipHO-LIUTOTEHETUYHUTE TEXHUKHU BKJIIOUBAT:

6.7.1. OuBetsBaHe Ha 1IEJIU XPOMO30MH.

6.7.2. UnenTudukaius Ha TEIOMEPHHA U CyOTEIOMEpHU PaliOHH.

6.7.3. AHanu3 3a aHEYIUIOU/IUH.

6.7.4. Unentudukanus Ha MUKPOJIEICIIUH.

6.8. 3a MOJNEKYIAPHO-ITUTOTCHETUYCH aHATIN3 CE U3UCKBA:

6.8.1. JlabGoparopusra Ja  pasmonara ¢  IOPOTOKOJIM  3a  HU3BBpIIBAHE  Ha
MOJIEKYJSIPHO-IIUTOTEHETUYHN aHaJU3W Ha KYJITUBUPAHH KJIETKH U HEKYATHUBUPAHU THKaHU, KaTo
KPBHBHU, KOCTHOMO3bUYHH ¥ COJIUTHU ThKaHU, AMHHUOITUTH U XOPUOHHH KIICTKH.

6.8.2. [Ipu ananu3 3a KOHCTUTYLIMOHHA abepanus ¢ FISH TpsOBa na ce ananu3upaT MUHUMYM 5
MeTadazau wiactTuaku uin 30 uaTepdazuu sapa.

6.8.3. [Ipu ananu3 3a npuaoOUTH abepanuu win Mo3auiu3bM ¢ FISH TpsoBa na ce ananmsupar
MuHUMYM 100 KieTku.

6.8.4. AHAIM3BT C MOJEKYJISPHO-IIUTOTCHETHYHN TEXHUKH C€ IMpUeMa 3a JOCTOBEPEH IIPH
MuHUMYM 80 % ycnemHa XuOpuIu3amus.

6.8.5. Pesynrarute OT MOJEKYJISPHO-IIUTOTEHETHYHUSI aHAIM3 TPsOBa Ja ChIbpXKAT
uHbOpMaIs OTHOCHO OTPaHUYCHHSITA Ha U3IOJI3BAHUS METO U MIPHIIOKEHUETO Ha pe3yiTara.

6.8.6. MosekyIsapHO-IIMTOICHETHYHATA J1a00paTopHsl MOXKE Jia HE € B ChCTOSHHE Ja MU3BbPIIBA
No-Crieuanu3upaHu u3cienBanus, karo MHoronBeTeH FISH, cnekrpanno kapuotunupatne, cpaBHUTENHA
TeHOMHa XuOpuau3anus u ap. B Te3u coyuyam TpsiOBa Ja mMa TOTOBHOCT Jia M3MpaTH mpoOu Ha Jpyra
nmabopaTopusi B CTpaHaTa WIH B UyKOWHA.

7. O6em Ha u3cieBaHusATa

MuHUMATHUAT 00€M, KOWTO € HEOOXOIUM 3a MOAAbPKaHe KBAIU(DHUKAIIUATA HA CITYy)KUTEITUTE, €
200 QUTOreHETUYHH aHAJIU3a TOJIUIITHO.

8. KauecTBeH KOHTpOI

8.1. KauyecTBeHUST KOHTPOJI HA IUTOTCHETUYHA W/HWIM MOJIEKYISPHO-IIUTOT€HETUYHA
nabopaTopusi ce OChIIecTBsiBa upe3 BbTperieH kadectBeH KOoHTpod (BKK) m BbHIIHA oleHKa Ha



kagectBoTO (BOK).

8.2. JlaboparopwusTa TpsiOBa 1a ©Ma pa3padOTeHa CHCTEeMa 3a OCHTYPsIBaHE Ha Ka4eCTBOTO.

8.3. Brrpemen kauectBeH koHTpon (BKK) ce ocbiecTBsBa mo mpeaBapuTeIHO OIpeneieHH
KPUTEPUU:

8.3.1. CpoxoBeTe 3a M3BBpIIBAHE HAa IIUTOICHETHYEH aHAIU3 OT B3eMaHE Ha Marepuana Jo
TOTOB PE3yJTar:

8.3.1.1. Ilpu u3xonen marepuan neprudepHa KpbB, KOCTEH MO3bK MJIM aMHUOITUTH: TTO-MAJIKO OT
14 nau - MHOTO 100pO; 15 - 21 MHU - 3aA0BOJIMTEIIHO; TTOBEYE OT 22 JIHM - JIOIIO.

8.3.1.2. Ilpu u3xoneH Marepuan (puOpoOIacTH: mo-Majiko ot 28 aHu - MHOro 100po; 29 - 36
JTHU - 33JTOBOJIUTEITHO; HaJ 36 THU - JIOMIO.

8.3.1.3. [Tpu u3xoAeH MaTepuaa XOPUOHHU BBCH: TI0-MAJIKO OT 7 JHH - MHOTO 00po; 7 - 12 nam
- 3aJI0BOJIMTEIIHO; Haj 12 JHM - JIOIIO.

8.4. KonnuecTBOTO HOCTHITHU 32 aHAJIU3 MUTO3H.

8.5. KonuuecTBOo Ha BB3MOXKHUTE 3a aHAJIW3 MUTO3U (OT BCUYKM NPUTOTBEHHU MpenapaTH):
noseue oT 20 - mHOro A00po; 10 - 20 - 3ag0BONUTENHO; TO-MaiKo OT 10 - jo1I0.

8.6. KauecTBOTO Ha XpoM0o30MHTE U TU(DEPESHIIMATHOTO OIBETABAHE CHITIACHO MPETIOPHKUTE HA
EBponeiickara aconuanys o HIUTOT€HETHKA.

8.7. Pa3npbCHATOCTTAa HA MUTO3UTE.

8.8. Bb3MOKHOCT 32 mpujiarane Ha JOMBbIHUTEIHU METOIN 32 aHAJIH3.

8.9. [IpomeHT ycrieBaeMOCT Ha J1abopaTopusTa:

8.9.1. 3a nmpueminBa ycrieBaeMOCT Ha €lHa [IUTOTeHEeTHYHA JJabopatopus ce cuurar: 96 - 97 %
YCIIENTHO 3aBBPIICHU aHAJIHM3U NpPU MPOOH OT TUMQOIUTHA U aMHUOUUTHH KyiTypu; 60 % ycremnHo
3aBBPILECHU aHAJIM3H MIPHU MPOOU OT KOCTEH MO3bK.

8.10. Jlaboparopusita TpsiOBa &a ydacTBa MOHE B €qHA Iporpama 3a BBHHIIHA OIEHKa Ha
kagecTBOTO (BOK) upes ananu3 Ha aHOHUMHHU NTPOOU WJTH TIpeTapaTH.

8.10.1. buonornyaute npoOu/mpenapary ce U3NPaIaT Crope yCTAHOBEHUTE OT MPOBEKAALTHS
BOK cxemn u nepuosu.

8.10.2. /ToxyMeHTaIusATa OT Ka4YeCTBEHHSI KOHTPOJ C€ ChbXPaHSBA BbPXY €NEKTPOHEH U XapTHEH
HOCHTEI ¥ BKJIFOUBA BCUYKH €TAIM Ha M3CJICBAHETO.

8.10.3. Pesynrarure ce OTHAcAT /[0 AaHAJIM3MpPAHE HAa [UTOTCHETHYHUTE HAXOAKH H
WHTEPIIPETAIHS Ha Pe3yJiTaTa CIpsIMO KIMHUYHATA JTUArHO3a.

8.10.4. Kontponnara nabopaTopus U3aBa MPOTOKOJ, OLEHSIBAI TEXHUYECKOTO U3MTbIHEHHUE Ha
AQHAIM3UTE U UHTEPIIPETAUATA HA PE3yJTATHUTE.

8.10.5. Tlpu mporycku B aHATUTUYHHUTE MPOIEAYPH JabopaTopusTa TpsOBa Ja B3eME MEPKH
chriiacHO ycTaHoBeHute npuHimnu 3a BKK u ma ro orpasu B ChOTBETHU MPOTOKONHM U PELICHUS 3a
MIPOITYCKUTE.

9. JloxymeHTHpaHe

9.1. JIaboparopusiTa ch3laBa, MOAIBPKA U ChXpaHsBa HEOOXOAMMHTE JOKYMEHTH, CBbP3aHH C
HeliHaTa paboTa.

9.2. JlaGopatopHara JOKyMEHTAIUS MOXE Ja C€ AaKTyalu3upa B CHOTBETCTBHE C HOBH
M3HUCKBAaHMSI 32 MIPOBEKJaHE HA MEAUIIMHCKUTE U3CIICIBAHUS.

9.3. 3agpmkurenHa 1adopaTopHa JOKYMEHTAIIHS:

9.3.1. JIaGoparopeH xypHaJI, ChbIbpKAIll TPUTEC UMEHA Ha MaIMeHTa, Bb3pacT, JaTa Ha B3EMaHe
(moy4aBaHe) Ha MaTepuaia B 1JaboparopusTa, U3Ipalial Jiekap Wik CTPYKTypa, JUarHo3a, 3a0eNexKKH,
pe3yaTar OT aHaJIHM3a ¥ IMOIMC Ha aHaIu3aTopa.

9.3.2. PaboTeH npoTokol (KbM HETO MOKE J1a UMa YacT 3a HAHACSHE HA KpallHUs pe3ynTar).

9.3.3. Pe3ynrar OoT U3CIeABAHETO.

9.3.4. llsnara nundopMaius 3a nalyMeHTa ce ChbXpaHsaBa C YHUKaJIeH UACHTU(DUKAIIMOHEH HOMED
(OyxBeHO-1IM(POB MK OapKO.I) U Ce BHACS B KOMITIOThPHA 0a3a IaHHHU.



9.4. ApxuBupaHne Ha 1abopaTtopHaTa JOKYMEHTAIHS:

9.4.1. JIabopaTOpHHAT )KypHAI c€ ChXpaHsaBa MUHUMYM 20 TOWHH.

9.4.2. Ilpenaparu u/unu KJIeTh4Ha yTailKa 3a BCEKH MAlMEHT Ce ChbXPaHsBa 3a CPOK 3 TOJUHH, a
MpY HAJIMYHA MATOJIOTUS - MUHUMYM 20 TOJIMHHU.

9.5. PesyararsT OT u3CieIBaHETO MPEACTaBIsABAa MHCMEHO 3aKIIOYeHHe, KoeTo TpsiOBa na
ChIbpxka I1uroreHeTndyHata Gopmyna mo mnocieanatra |ISCN (International System Cytogenetic
Nomenclature), Buga Ha wu3CICIBAHUTE THKAHW, OpOS aHATU3UPAHM KIETKH, Ka4eCTBOTO Ha
T epeHIIaTHO-OIIBETUTEITHUTE METO/IH, MPENOPhKA 32 MEIUKO-TEHETUYHA KOHCYNITAIINsA, 3a0elIexKa 3a
€BEHTYaJTHO TOTBBpPIKIABAaHE HA Pe3yiiTaTa OT JOMBJIHUTEIIHO W3CJICBAHE M IOIIUC HA HW3BBPIIAIUSI
W3CTIEIBAHETO M PBHKOBOAMTENS Ha jabopatopusita. AKO HE € MOCTUTHAT HYXKHUST 332 H3CJIECIBAHETO
Ka4eCTBEH MUHUMYM, TOBa TPsiOBa J]a c€ OTpa3H B JOKYMEHTA.

9.6. JlocThn 10 MAAaHHWTE HA TAIMEHTUTE U M3CJIEIBAHUTE HMAaT CaMO OINpeAeJeHH OT
PBHKOBOIUTEINS Ha JTA0OpaTOPHSITA JTUIA CHITIACHO JCUCTBANNTE HOPMATHBHH aKTOBE.

Paznmen IV
CrnenmduyH HW3WMCKBAaHUS 3a TMPOBEXKJIAHE HA MOJICKYISIPHO-TCHETHYHA W OHOXMMHYHA
JTUarHOCTHKA, moaabpxkaHe Ha JIHK 6aHka v CKpUHHUHTOBH U3CIIEABAHUS

A. OO U3UCKBaHUS

1. Onpenenenue

MorekynsipHO-TeHETUYHaTa U OWOXMMHUYHO-TEHETHMYHATa JUArHOCTHKA C€ OMpeAeNsl Karo
anaym3 Ha JIHK, PHK, renu, reHHr npoxyKTu (OENTHIM U €H3UMHU) U CHEIUPUIHA METAOOIHUTH C 1eT
OTKpHBaHE Ha W3MEHEHUS, CBbP3aHHM C HACIEACTBEHU WM mpumodutu Oonectu. Usrpaxna ce JHK
Oanka 3a cbxpanenue Ha uzonupana JJHK c nen Obaeniu nscnenBanus - AMarHOCTUYHU U HAy4HH.

CKpUHUHTOBUTE M3CIEABAaHUS Ca MEIUKO-COIMAiHA IEHHOCT 32 paHHO OTKpHUBaHE Ha BPOICHU
¥ HACIEICTBEHU OOJIeCTH M TPEnpas3oNiokKeHHs] ¢ IeNl MpoUIaKTHKA, AUATHOCTHKA W JieueHue. B
3aBUCUMOCT OT MOCTAaBEHHTE IIEJIM W W3CJIeJIBaHATa IOMYJalisl TeHETUYHUAT CKPUHUHT OMBa MacoB M
cenektuBeH. Cropea mepuoja Ha TPOBEXKAAaHE TE3W H3CIEABAHUS Morar aa ObJaT NpeHaTalHH,
HEOHATAJIHU U TMOCTHATajdHU. B HAKOM ciydau CKpUHUHTBT € MpEeAHa3HA4YeH 3a OIICHKA Ha PHUCKa, a B
JPYTHU - 32 TUArHOCTHUKA.

Konkpernure AeitHOCTH (F€HETUYHH U3CJICIBAHMS) BKJIIOUBAT:

1.1. [TocTaBsiHe Ha reHeTUYHA AWArHo3a (IpeHaTa Ha U OCTHATAIHA).

1.2. ITorBbpKAaBaHE HA KJIMHUYHA IMAarHO3a.

1.3. YcTaHOBsIBaHE Ha HOCUTEJICKH CTaTyC.

1.4. CkpUHUHT B IpeHaTaJIEH, HEOHATAJICH U IMOCTHATAJIEH IEPHO/.

1.5. IlpocnensiBane Ha JI€YEHUETO.

1.6. JIHK uaeHTHhUKaIMSI HA HHIUBU/IA.

2. YoBemIku pecypcy U KBaTHUPUKAIUSL

PaGoremure TpsbBa na ca JOCTaThb4HO Ha OpOM, 3a J1a MOXE Jla M3IBJIHSABAT KOJIUYECTBOTO
BUJIOBE M3CJIC/IBaHUs, U3BLPIIBAHU B TabopaTopusaTa 0e3 U3BBHPEIHO HATOBapBaHEe, KOETO OM MOTIIIO Ja
JIOBEJIE /10 TPEILKH.

2.1. 3a GuoxuMUYHA JTabopaTOpHs 32 BPOJCHHU TPEIIKH Ha 0OMsIHATa C TOAMIIHA HaTOBAPEHOCT
ot 500 1o 1000 manueHTH ca HeOOXOAMMHU: 2 CTICIMAIIUCTU (XUMHUK, Ouojor, OMOXUMHK, (papmarieBt), 3
MEIMIMHCKY Ja0opaHTH, 1 TeXHUYECKH CBHTPYIHUK - peructparop, u 1 canurtap. Enun ot
CIIEIIUATTUCTUTE € KIMHUKO-Ta00paTOPEH KOHCYITAHT.

2.2. 3a naGopatopusi 3a HEOHATaJeH CKPUHHHT, KOSTO M3BHPIIBA HEOHATAHU CKPUHUHTOBH
uscnensanus g0 /0 000 HOBOPOAECHH TOMUIIHO, Ca HEOOXOAMMHM: 2 CIEHHUAIUCTH (XMMHMK, OHMOJIOT,
OMOXUMUK, apMaleBT), 4 MEIUIIMHCKU JaOOPaHTH, TEXHUYECKU ChTPYIHUK - PErUCTPATOp, U CAaHUTAp.
Enun oT cnenuanucTuTe € KIMHUKO-T1a00paTOpeH KOHCYJTAHT.



2.3. 3a mabopatopusi 32 OMOXUMUYEH CKPUHUHT Ha OpEeMEHHHM >KEHH, U3BbPIIBAIA OIICHKA Ha
pucka 3a cuHApoMma Ha JlayH, AeeKkTH Ha HeBpaJiHaTa TphOa W HA KOpEeMHAaTra CTeHa, C TOIUIIHA
HaToBapeHOCT OoT MuHMMYM 1000 mamueHTH ca HEOOXOJAMMHM: CIEHUATUCT (XUMHUK, OWOXHMHUK,
(dapManeBT) U TEXHUIESCKU CHTPYIHUK - PETUCTPATOP, CAHUTAP.

2.4. 3a MoneKyIsIpHO-TeHeTUYHa JlabopaTopusi ¢ roguinHa HaTtoBapeHocT oT 1000 ananmsa ca
HEOOXOIMMHM: 2 CIICIMAIUCTU (XUMHUK, OMOXUMUK, OroJor), 1 MeauimHacku gadbopanT u 1 caHuTap. AKo
naboparopusiTa mpeiara A0OpOAOBa JUArHOCTHKA, TpAOBa Ja OCUTYpH HENPEKbCHATO OOCTy>KBaHE B
paMKuTE Ha TOAMHATA.

2.5. PproBOIUTEN HA JTA0OPATOpPHs, KOSTO U3BHPIIBA MOJICKYJIIPHO-TCHETHYHH, OHOXUMHYHO-
TeHETUYHHU U CKPUHUHTOBU-TEHETUYHH M3CIICBAHIS, MOXE /1a ObJe:

2.5.1. Jlexap ¢ mpu3HaTa MEIUIIMHCKA CIICIIUAITHOCT 10 poduiia Ha jaboparopusTa.

2.5.2 PbKOBOIUTENAT W/HUIW OMNpPENelIeHO OT HEro JIBKHOCTHO JIHMIE € aJIMUHUCTPaTop Ha
JUYHU JTaHHU.

2.6. KnunnuHo-mabopatopeH KOHCYJITaHT MOXe Ja Oble JieKap CbhC CIEUUATHOCT IIO0
MEIMIIMHCKA TCHETHKAa WM KIMHHYHA JIA0opaTopwsi ¢ ONUT B M3BBPIIBAHETO HAa M3CJICIBAHUSTA
cho0OpasHo mpodwia Ha JabopaTopusTa.

2.7. Crnenuanuct - OTroBaps MO OTJEIHHUTE HAaIpaBlieHWs B paborara Ha laboparopusara u
TpsAOBa Jla TPUTEk,aBa MAaruCTbpCKa OOpa30BaTEITHO-KBATU(PUKAIMOHHA CTCIICH B 00JacTra Ha
MEJIMIMHCKUTE, XUMUYECKUTE W/WIA OHMOTOTHYECKUTE HAYKH.

2.8. MenunuHCKN JTabOpaHT - TpsOBa Ja TpHTEkaBa OaKaJIaBbpPCKa CTEIECH '"MEIMIIMHCKH
nabopaHT" UK TakaBa B 00JAaCTTa Ha OMOJOTMYHUTE M XUMHUYHU HAyKU.

2.9. TexHudecku cekperap - pErucTparop - TpsAOBa Jna MPHUTEkKaBa CPEIHO WU BUCIIC
o0pa3oBaHMe U AUIJIOMA WX CepTU(UKAT 32 KOMITIOThPHA IPAMOTHOCT.

2.10. JlaGoparopusita TpssOBa Na pasmoiiara ¢ Iporpama 3a HEMPEeKbhCHATO TOBHIIABAHE HA
KBATH(UKALUATA HA CITY>)KUTEITUTE TI0J] pa3iudHa (popma (KypcoBe, HAyIHH MEPOTIPHATHS U JIp.)

3. [Ipuem Ha GuonornyHu MPoOU U 37paBHA UHPOPMAIIHS 32 MAIUESHTUTE

3.1. brosorHYHUAT MaTeprai ce TPAHCIOPTHPA JI0 TCHETHYHATA JJA00paTOpHsl B CIICIIHAJICH 3a
1enTa KoHTelHep Wik GuaTbpHU ONaHKM (32 LEIUTe HAa HEOHATAJHUSl CKPHHMHT) U C€ MPUAPY’KaBa OT
CIIeNMaIN3UpaH JOKYMEHT - "Hopbyka', KOSATO ChABpPKA HEOOXOAMMHUTE JaHHH 3a CHOTBETHOTO
reHeTuyHo wu3cnensane. "llopbukata" TpsOBa na chabpxka W30paHHs OT MAllMEHTa MEXaHU3bM 3a
npegaBaHe Ha pe3ynrarute (JIMYHO, Ha HACOYBAMIMS JIEKap, MO TOIIara, 1Mo eJIeKTPOHEH BT U T.H.) C
HAcOYBaHE KbM MEIUKO-TeHETUYHA KOHCYATAIHSL.

3.2. KoHTeliHepuTe ¢ OHMOJIOTMYHHUTE MPOOM, BIW3AINM B jJabopaTopusTa, TpsOBa jga Obaar
HAAMKUCAHU YETIUBO BbPXY HEOTIEenBall ce eTukeT. HaanucwsT chabppka 9-3HaueH OykBeHO-LU(POB KO,
dbopMupaH OT TpUTE UHUIMAA U ITBITHATA POXKICHA JIaTa HA WHAWBHUAA, WK O6apkoa. [laTara u yachT Ha
B3eMaHe Ha mpobara cbilo TpadBa Aa Obnar otdenszanu. Ilpyu B3emaHe Ha moBeye OT €/lHA eNpyBeTKa
BCsIKa eMpyBeTKa TpsiOBa Ja € HaAMKMCAaHa WHAUBHIYAIIHO.

3.3. MonekynspHO-TeHeTHYHATa, OMOXMMHYHATA W CKPUHUHTOBATa jJabopaTopus mpuemMar 3a
U3CcJIeIBaHe CaMO Ka4eCTBEHH OMOJIOTMYHU MaT€pUalM, B3€TU CHINIACHO M3MCKBAHUATA. 3aAbIKUTEITHO
ce or0ens3Ba BPXY MpUIApYKaBamius Mareprana nokyMeHT "lloppuka" uMmeTo Ha mpueMainus, aara u
yac Ha MpHEMaHe Ha Marepuala, BUABT Ha MaTepuaja MU MACTOTO Ha ChbXpaHEHHE Ha MarepHala a0
HAYaJIOTO Ha aHAJIMTHYHATa 00paboTKa.

3.4. Uadopmanusara 3a mpoOUTe, HEOTTOBAPSIIN HA KPUTEPUUTE 32 Ka4eCTBO, C€ IOKYMEHTHPA
B nH(poOpMalMoHHATa cUCTeMa. Te3u MpoOu ce YHHIOXKABaT ChOOpA3HO JeiiCcTaBalluTe HOPMATHBHU
aKkToBe. 32 TOBa 0OCTOSITEJICTBO HE3a0ABHO C€ YBEIOMSIBA MU3IPAIIAIIMST JIEKap.

3.5. Cnen wu3BbplIBaHE Ha W3CIEABAHMUATA W TIOCTAaBsIHE HA JMArHo3a OCTaThbKBT OT
OMOJIOTMYHUS MaTepral MOXe Ja C€ aHOHHUMH3HPA U JIa C€ M3I0JI3Ba KaTo KOHTPOJIA WIN B PEIIaBAHETO
Ha HAy4YHHM 3aJ]a4M, aKO € B3eTO MHPOPMHPAHO ChIVIacHe 3a TOBa. ToBa HEe Baku 3a MPOOUTE OT MACOBUS
HEOHATAJICH CKPUHUHT.



3.6. buonormunute mpoOu TpsOBa na ce B3eMar CTEPUIHO B MaHMITyJAllMOHHA. Bcuuku
W3MOJI3BAHM WIVIM W CIPHUHIIOBKM TpsOBa Ja C€ U3XBBPJSIT B KOHTCWHEpPH 3a CHOUpaHe Ha
KOHTaMUHHUPAHU OTMAIbIH CHIIACHO PErIaAMEHTUPAHHUTE MPOLIEAYPH.

3.7. TpancnopThT U paboTara ¢ OMOJIOTUYHUTE TTPOOH TPSOBA Ja CeNBAaT BCHUKH U3UCKBAHHS
3a paboTa ¢ KOHTAMUHUPAHU MaTepUATH.

4. NudopmupaHO chIVIacHe 3a U3BBPIIBAHE HA MOJEKYISPHO-TCHETHYHU W OHOXUMUYHH
TeHETUYHH U3CIICBAHUS

4.1. BcUYKM MOJNEKYJISPHO-TCHETUYHH U OMOXMMHWYHU T€HETHUYHU W3CJIC/IBaHUS CE U3BBHPIIBAT
cilen MOAMHMCBaHE Ha crenuanHo 3a menta "MHdopmupano cermacue" OT W3CEIBaHUS WIM HETOB
3aKOHEH MPEACTaBUTEI.

4.2. "udopMuUpaHOTO ChINIACHE ChABPXKA: CHINIACHE 32 B3eMaHE Ha OWMOJIOTHYCH MaTepHall 3a
U3BBPIIBAaHE Ha CHOTBETHOTO HM3CleABaHE, HH(OpMaIUATA, KOSTO M3CIEeIBAHUATA 1aBaT 3a MAllUeHTa U
HETOBOTO CEMEICTBO, OTPAaHMUCHUSTA HA MIPHJIATAHUTE METOU 33 M3CJIeIBAHE, BH3MOKHHUTE PUCKOBE OT
U3CJIeIBaHUATA, KAKTO M HAauMHA Ha TOJy4yaBaHe Ha pesyaTara. B chracueTro M3pu4HO ce OoTOens3Ba
[[eJITa Ha M3CJIeBAHETO (HAy4Ha, MOCTHATAIHA JUATHOCTHKA, MPEHATAIHA TUATHOCTUKA, TPEIKINHIYHA
QUarHOCTHKA, JOKa3BaHE Ha  XETEPO3UTOTHO  HOCHUTEICTBO, OMpEeAeNiiHE Ha  T'€HETUYHO
Mpeapa3noiIokKeHne) U TeHeThYHaTa 1abopaTtopusi, B KOSTO I1ie ObJaT MPOBEJICHH aHATTN3UTE.

4.3. Tlpu B3emMaHe Ha OWOJIOTMYCH MaTrepual 3a HAYYHU W/WIM KIMHWYHU W3IHTBAHUS €
HEOOXOAMMO KOHKPETHO 3a IelTa pa3pelieHHe OT eTUYHAa KOMHCHS (B JIe4eOHOTO 3aBEACHHE WITU
BHCIIIETO MEIUITUHCKO YUHIIHIIIE).

5. Peructpanus u chbXxpaHeHHe Ha HHPOpMAIHITa

5.1. JlaGoparopusatra TpsiOBa Ja pasmojara ChC 3alMTEHAa KOMIIOTbPHAa CHCTEMa 3a
perucTpanus, ChbXpaHsSBaHE M YIpPaBICHUE Ha JAHHUTE M PE3yITaTUTE Ha MAlUEHTUTE ChIIACHO
JEHCTBAIINTE HOPMATUBHU aKTOBE.

5.2. lsanata uHopmaius 3a ManveHTa W OWOJIOTMYHHUTE MaTepualid 3a H3CJICIBAHETO CE
ChXpaHsIBaT C yHHKAJICH HACHTU(UKAMOHEH HoMmep (OykBeHO-IMGpoB minM OapKoa) W Ce BHACAT B
KOMITIOThpHA 0a3a gaHHH. JlOCTHIT 10 T€3M NaHHU MMAT CaMoO JIKIA, OTIPEJCICHH OT PHKOBOAUTEINS HA
naboparopusTa.

5.3. JlaHHUTE OT M3CJeIBaHUATA TPsSOBA Ja OBJAT CHXPAaHSIBAHW HA CIIEKTPOHCH W THCMEH
HOCUTEI MUHUMYM 20 roguHHU.

5.4. JlaGoparopusita TpsiOBa a chXpaHsBa MH(OpMalLUs OTHOCHO CBHCTOSHHUETO Ha MPOOUTE,
KOUTO HE OTTOBApSAT HA MPUETUTE KPUTEPHUH.

5.5. JIaGoparopusra TpsiOBa qa ChXpaHSABA 3alHUCUTE C PE3YATATH OT BBTPEUICH J1abopaTopeH
KaueCTBEH KOHTPOJI M BHHIIIHA OIIEHKAa Ha KaueCTBOTO.

6. [IpenaBane Ha pe3ynrarure

6.1. Pesynratute OT M3BHPIICHUTE W3CIICBAHUS CE MPEIAaBaT caMoO B TMEUaTCH IMACMEH BHUJ Ha
W3CIIEIBAHOTO JIMIIE 10 U30paHus OT HEro MEXaHW3bM (JMYHO, Ha HACOUYBAIIMs JiIeKap, MO MoIaTa, 1mo
€JICKTPOHEH ITHT U JIp.) C HACOYBaHE KbM MEJIUKO-TeHETUYHA KOHCYNTaIus. Pe3ynratute morar na Obaar
JOCTBHITHU B MHTEPHET CTPaHMIIATa Ha IaopaTopusaTa ChC 3alIUTEH AOCTHI (MHAMBHUIYaIIHA TTApOIIa).

6.2. Pesynrarure oT u3cnenBaHusATa TpsiOBa 3aIbJKUTEIHO J1a ChIbPKAT:

6.2.1. TpuTe uMeHa Ha U3CIEABAHUS UHAUBU/I.

6.2.2. Jlara Ha paxaaHe.

6.2.3. Tomn.

6.2.4. UnenTudukaimoHeH HOMep Ha J1abopaTopusTa/IeyeOHOTO 3aBEICHUE.

6.2.5. Jlata Ha B3emaHe Ha npobara.

6.2.6. Jlata Ha mocTbpBaHe Ha mpobaTa B T1aboparopusra.

6.2.7. Bun Ha nmpobata 3a u3ciieBaHe.

6.2.8. MeToja, ¢ KOMTO € U3BLPIICHO U3CIIEIBAHETO.

6.2.9. PedepeHTHYU rpaHUIIM HA U3CIICIBAHUS OMOXUMUYCH MTApaMETh).



6.2.10. Jlara Ha u3gaBaHe Ha pe3yiaTarta.

6.2.11. Ilognuc Ha cnieraircTa, U3BHPIIAI aHAIU3UTE, U Ha HAYaTHUKA Ha JIabopaTopusTa.

6.2.12. ITenien agpec Ha 1aboparopusra, TeaedoHu, pake U eJISKTPOHHA MOIIa.

6.3. Unatepnperanus Ha pe3yiTaTa W MPENOPHKU 3a TO-HATATHINHU H3CIEABAHMS, aKO ca
HEOOXOAMMHM, CE€ TMpaBAT OT JeKap ChC CHEIHAJIHOCT IO MEIUIIMHCKa TeHeTWKa B Ipolieca Ha
MEMKO-TEHETHYHA KOHCYJITAIIHS.

7. KauecTBEH KOHTPOI

7.1. Jlaboparopusita TpsaOBa Ja pasnojiara chC CUCTEMa 33 BBTPELICH KayeCTBEH KOHTPOJ Ha
BCHUYKH €TAIA OT U3CJICBAHETO.

7.2. JlaGopatopusita TpsiOBa Ja y4yacTBa IMOHE B €IHA MporpaMa 3a BBHIIHA OIICHKA Ha
kagectBoTO (BOK).

7.3. IIpobute 3a BOK TpsiOBa ma ObIaT M3CiEIBaHM IO CHIIUSA HAYWH, KAKTO U IPOOUTE HA
MAIUCHTHTE.

7.4. JTaboparopusiTa TpsiOBa 1a U3BBPIIBA BTpEITHOIa00paTopeH kadecTBeH KoHTpodl (BKK) u
KOHTPOJI HA PEaKTUBUTE, MPOOUTE 3a WU3CIEABAHE, W3BBPIIBAHUTE B JabOpaTropusita aHalW3H,
U3I0JI3BaHAaTa anaparypa u ap.

7.5. Jlaboparopusita TpsiOBa 1a UMa yCTaHOBEHA CHCTEMa M CHOTBETHH MPOIEIypH, KOUTO J1a
mpuiiara, KakTo H Ja JOKyMEHTHPA B3ETUTE MEPKH, KOTaTo:

7.5.1. AHanuTUYHHUTE CUCTEMHU HE OTTOBapsAT Ha YCTAHOBEHUTE KPUTEPUH Ha JabopaTopusTa,
BKITIOUHUTENTHO pe3yntatd oT BOK, kouTo ca W3BBH AOMyCTHMHTE TPAHUITH.

7.5.2. Koraro ca OTKpUTH TpEIIKH B pe3yiATaTH Ha MalueHTu. BmocneactBue naboparopusara
TpsiOBa OBP30: Ja YBEAOMH TO3HM, KOHTO € TMOpbhYal H3CJICABAHETO WM BEU€ H3IOJI3BA TPEIIHHUTE
pe3yiTary; Aa U3NpaTH HOBU - KOPUTUPAHU PE3YNITATH; 1a ChXpaHsIBa KOMUE OT OPUTHHATIHUS pe3yaTar u
KOPUTHPaHUS pe3yaTaT Hall-Malko JIBE TOUHH.

8. PaboTHa 1 cepBHU3HA TUIOI]

8.1. JlaboparopHOTO TPOCTPAHCTBO TPsAOBA Ja € IOCTAaThYHO TOJIIMO, 32 Ja MOrar jJa ce
W3BBPIIBAT BCHYKH TPOICIYPH B CHOTBETHATA JIAOOPATOPHUS - MOJEKYISPHO-TCHETHYHA, OMOXMMHYIHA
TeHeTUYHA U CKpUHUHTOBa naboparopusi. HeoOXoauMo e moaxoasio OCBETICHUE U BeHTUIIAIIHS.

8.2. Jlaboparopusta TpsOBa ga OTTroBaps HA BCHYKM HOPMATHUBHU W3HMCKBAHWS, CBBP3aHU C
OCHUTypsIBaHE Ha 37JPaBOCJIOBHU U OE30MACHU yCIIOBUS Ha TPy, MPOTUBOIMOKApHATA OXpaHa, CKIaAUpaHe
HA XUMUYIHH, OMOJOTHYHU U PAJOAKTUBHU MaTePUAIIH.

b. Cnemmduynn u3MCKBaHUS 32 TPOBEXKIAAHE Ha OMOXMMHYHA JMATHOCTUKA HA T€HETUYHU
3a00JsIBaHUS

1. Onpenenenue

1.1. JIaGopatopusiTa NpoBex1a OMOXUMHUYHA T€HETHYHA AUArHOCTHKA HAa BPOJEHH I'PEIKH Ha
oOmsHara (BI'O) upe3 ananu3 Ha 6eAThIM U cien(PUIHNA METa0O0IUTH U IIPOCIIE/Ba JICYCHUETO.

1.2. JlaGoparopusiTa TPOBEXKAa TpPEHATAJICH CEpyMeH OMOXMMHYEH CKPHUHUHI Ha OpeMeHHH
JKEHH 3a OIICHKa Ha pUCKa 3a CUHIpoM Ha JlayH, nedexTu Ha HeBpaiHaTa TphOa U KOpeMHAaTa CTeHa.

2. YoBewku pecypcH 1 KBanupukaus

CoriacHo pazugen IV, Oyksa "A", T. 2.

3. PabGoTHa 1 cepBH3HA ILIOI]

3.1. JTaGoparopusTa Tpsa6Ba Aa pasmnonara MUHUMYM ¢ 80 M? paboTHA IO,

3.2. JIabopaTopHOTO NPOCTPAHCTBO TpsiOBa ga WMa 4 OCHOBHU (H3MUECKH pa3leIeHU
MOMEUICHHUS:

3.2.1. IlomemieHue 3a mpueMaHe, perucTpUpaHe u pasnpeaesHe Ha OMOJOTUIHUTE MAaTePUAIIH.

3.2.2. [lomernienue 3a U3BbpIIBAHE HA CKPUHUPAIIM METAOOIUTHH U €H3UMHU U3CIICBAHUS.

3.2.3. TlomemeHue 3a AOKyMEHTHpaHE W pas3leyaTBaHe Ha pe3yiTaTd, apXuBHpaHE W
ChXpaHEHHE.



3.3. CkiaioBu MOMEIIEHUs 32 3alajlMMHU U He3alalldMU PEaKTHBH W KOHCYMaTHBH (HE ca
BKJIIOYCHHU B paOOTHATA TIIOI).

3.4. JlaboparopusiTa MOXKe J1a pa3KpHUBa JOMBIHUTEIHH CEKTOPHU:

3.4.1. CpxpaHeHHUe Ha KJIETHYHU U YPUHHH MPOOH.

3.4.2. ManumynaioHHa CbC 3aIbJDKUTEIIHUA OTACTHO 000CO0EHU MOMEIICHUS: TOMELICHHE 3a
KOHCYJITAIINH; IOMEIIEHUE 32 B3€MaHE Ha KPbB U KOXKHU OMOTICUU.

4. JJabopaTopHU TTOKa3aTeau U M3MCKBAHUS 32 OMOXMMHUYHA TeHETUYHA J1ab0opaTopust

C m3kmouenne Ha 4.1 (3abJDKUTENCH) BCUUKU OCTAaHAJIM MPOOU ce Ha3HA4yaBaT Mo KIMHUYHU
MOKa3aHusl.

4.1. "MeraOonuTeH CKPUHUHT' Ha YpHUHA, BKIIOYBAIl TMOTYKOJTUYECTBEHH METOMHU:
KOHBEHIIMOHAJIEH 10-TIoKa3aTesieH JIGHTOB CyX TECT W KalKOBH MPOOHW 3a METHIIMAJIOHOBA KUCEJIMHA,
KETOKHCEJIMHHU, (EHUIIKETOHU, PeayLIUpaIly CyOCTaHIIMHU, XOMOT€HTU3UHOBA KUCEINHA HA YPUHA,

4.2. KonnuecTBeHO ONpeIelisTHe Ha rajlakTo3a B CyXa Kanka KPbB BPXY (GUITHpHA OJIaHKa;

4.3. KadecTBeHO omnpeesiHe Ha onurozaxapuau B ypuna - TLC meton;

4.4. KonnuecTBeHO omnpeelisiHe Ha o01m Mykononu3axapuan - DMB meto;

4.5. KagecTBeHo pazaensHe Ha Mmykononuzaxapuan - TLC wmm 2D enexrpodopesa.

4.6. KayecTBeHO OTKpMBAaHE Ha AMHUHOKHCEIMHM B Ouonoruuynu teuHoctu - 2DTLC Bwpxy
MUKPOIETYT03HH MEMOpPaHH;

4.7. KonnuecTBEHO OMpeAenssHE HAa aMUHOKHUCENWHU B OuonornyHu TeuyHoctu - HPLC wnm
HOHOOOMEHEH aBTOMATHUYEH aHaJIM3aTop;

4.8. KonuyecTBEeHO OMpeneNnsHe Ha METAa0OJIUTH W OPraHWYHU KHUCEIMHH B OWOIOTUYHH
teqHocTH - GC/MS n/unm TaHaeM-Mac-ClIeKTPOMETPHS,

4.9. KomuuecTBeHO ompenaeissHe Ha MHOro abiaroBeprwkHu mactHu kucenuuu (VLCFA) B
m1asMa - GC/MS;

4.10. OmnpenensiHe Ha TIIOK030-6-(hocdaraexuaporenasa, rajakrorpancdepasa u OMOTHUHUA3A
B CYXH TIETHA KPBB BbPXY (GUATHPHHU OJAHKK OT MacOBHS CKPHHHHT, CJIeJIBAHE HA JTM3030MHU €H3UMHU B
ThKAaHU 4Ype3 METOAM C H3IMOJ3BAaHE HA CHHTSTHYHU (DIyOpPOTEHHHW W XPOMOTCHHH CYyOCTpaTH B
OMOJIOTMYHU TEYHOCTHHM THKAHM, BKJIIOUYUTETHO AMHHOIUTH W XOPUOHHU KJIETKH 3a LEJIUTEe Ha
MpeHaTaTHATa JUATHOCTHKA.

5. MunumaHa, 3aAbpDKUTETHA TabopaTopHa amaparypa (B 3aBUCUMOCT OT U30paHUTe Mpodu u
paboremure) 3a OMOXMMUYHA J1a00PaTOPHs 3a BPOAECHHU I'PEIIKU Ha OOMsIHATa

5.1. T'a30B xpomarorpag-MacceIeKTHBEH AETEKTOp, CHab/eH ¢

ayToCeMILIEp 1 6p.
5.2. TanaeM-MacCeKTpOMETHp (B CIydauTe Ha MacoB CKpUHUHT 3a 20 16
OoJecTH) p-
5.3. HPLC rpamuenTHa cructema ¢ ayopumerpuuer u UV geTexTop 1 6p.
5.4. Crnexrpodyopumersp (200 - 750 nm) u yaTpa MEKpOKIOBeTa (J10 5 1 6p
) ’
5.5. Orumram amapar 3a EJIM3A nmnatku (criekrpooToMeTsp, 16
(bmyopumeTsp) p-
5.6. YiTpa3ByKOB XOMOT€HH3aTOP 3a MUHUMAaIHU 00emu 10 0.250 M 1 6p.
5.7. Xomorernnzarop T POTER c tedonoB nectuk 3a o6emu g0 0.250 1 6p
MIT
5.8. pH MeTBp ¢ TOYHOCT 10 2-pH 3HAK 1 op.
5.9. EnexTpoMarauTHa ObpKaiika 2 op.
5.10. EnekrponHa Be3Ha ¢ TouHocT a0 0,001 1 6p.
5.11. Armanutnyna Be3Ha ¢ Toanoct g0 0,0001 1 6p.
5.12. Huckoo6opotra rieaTpodyra mo 5000 g ¢ jgetsnr poTop 3a ooeMu

1 6p.
ot 15 M
5.13. HacromHa BucokoobopoTHa 1ienTpodyra 14 000 g 3a obemu ot 0,2 1 6p

nol,5 mn



5.14. Xnagumaa neatpodyra go 5000 g ¢ metsmy porop 3a obemu ot 15

1 6p.
MIT
5.15. ABTOMaTHYHM MUKPOIIUIIETH C TIPOMEHINB 00eM, o0xBaTt ot 0.5 1o

6 op.
1000 pl
5.16. ABromaruunu numneropu ot 0,1 1o 5000 pl 6 Op.
5.17. MHOrokaHajHa MUIeTa 3 op.
5.18. Bomna 6anst 1o 100° C ¢ enexkTpoHEeH TepMOpPETyIIaTop M CTaTUBU

2 6p.
3a 1.5 mo
10 M
5.19. bugectunatop - CTbKJICH ¢ MUHUMAJIEH KalamuTeT 5 TUuTpa/gac 1 6p.
5.20. [etionunzarop 3a Boja 1 6p.
5.21. Xnmamgunuuk, 4° C, ¢ kananureT 10 400 11 3 op.
5.22. XnanunHa kamepa, -20°C ¢ kananuret Hajg 400 i,
BEPTHUKAJICH, C YeKMEKEeTa 4 6p.
5.23. XnagwnHa kamepa, -76°C, ¢ kanarutet Haj 600 J1, BepTUKaieH 1 6p.
5.24. Boprekc - 3a BCSIKO paOOTHO MACTO (HE IMO-MaJjko OT 5) u 1 00111 6 Op.
5.25. Kamunu 3a paboTa ¢ TOKCHYHU XMMHYHU BeIecTBa ¢ 2 paboTHH

1 6p.
MecTa
5.26. YoBemku pecypcHH KOMIIOTPH B JOKaTHA KOMIIOThPHA MPeka U 56
CBPBBP p-

5.27. HenpekbCHAT 1OCTHII O HUHTEPHET
5.28. Crnemmmanusupan copryep 3a yrnpasneane (LIMS) u ciryxebex
perucTHp

6. O6eM Ha u3cienBaHus

6.1. loaumHUAT KananuTeT Ha Jaboparopus 3a OMOXMMHYHU T€HETHUYHU U3CJeIBaHus TpsiOBa
ma opme or 500 mo 1000 mamueHTH, M3CACABAHM IIOCTHATaaHO, M 25 ceMeWcTBa, HU3CleaBaHU
MIPEHATaIHO.

6.2. Jlabopatopusi, M3BBpIIBAIlA CEPyMEH OHMOXMMHYEH CKPHHHUHT 3a CcHHApoM Ha JlayH,
nedexTu Ha HeBpaliHaTa TphOa W KOpeMHara cTeHa, TpsOBa ga umscineaBa MuanumyM 1000 mpoOu 3a
TO/IMHA.

7. Ilpuem Ha ipobu 1 nHGOpMAIL

Cwracuo pasnen IV, 6yksa "A", T. 3.

7.1. 3a nmabopartopusi, H3BbPIIIBAIIA META0OOTUTHH W CH3UMHH H3CJICIBAHUS, CIICIINATU3UPAHUSIT
JOKYMEHT, IPUAPYKaBalll MaTepuraa 3a u3cieqBaHe, € "Mmopbyka 3a BPOACHU I'PEIIKU Ha oOMsiHaTa".

8. AHATUTUYHU NMPUHIIUITH 32 U3BHPIIBAaHE HA OMOXUMHUYHU U3CIIEIBAHUS

8.1. O61mHU MOIOKEHHUS

8.1.1. M3non3BaHUTE METOIM YECTO MMAT MHOXKECTBO TMPUEMIIMBH BapUAHTH. AHAIUTUYHATA
HAJCKIHOCT (TOYHOCT, Bb3IPOU3BOJUMOCT, YYBCTBUTEIHOCT U CHEU(PUIHOCT) U KIMHUYHA HAJICKHOCT
(4yBCTBUTEIHOCT U CIEU(PUIHOCT) HA BCEKU METOJ] TpsiOBa 1a Ob/aT yCTAHOBEHU U IOKYMEHTUPAHU B
KOHKpeTHata Jabopatopusi. Te 3aIb/DKATEIHO ca TPENnophbYaHd OT OTOpU3HMpaHa 3a IelTa
MEXIyHApOIHA HHCTUTYIIHS.

8.1.2. Cnenmanu3upaHuTe W3CJICIBAHUSA, KOUTO HE MOTaT Ja Ce TPOBESXKIAT B KOHKpPETHATa
naboparopusi, MOTaT Jja c€ HAcCOYBAT KbM JPYTU J1adOpaTopuu y HaC WK B 4yKOHWHA MpU CHOMIOIaBaHe
Ha M3UCKBaHUATA 32 U3IIpallaHe Ha OMOJIOTHYCH MaTepual.

8.1.3. IIpu uzcnensanus 3a BI'O karo M3TOYHUK HA META0OIUTH CE M3IMOI3BAT: CEpyM, I1a3ma,
ypuHa (32 OpraHWYHU KHUCEITUHH, MYKOIIOJIM3aXapuIu U OJMro3axapujin), cyxa Karka KpbB WIH YpPHHA
BbpXy (unrThpHa OnaHKa OT MAacOBUsS CKPUHHUHT M PSAIKO JUKBOp (xumnepriuiuHemusi). [Ipu Hsixom
ciydau (TpocieasBaHe, MPeHaTa Ha JUarHo3a) ce M3MOi3BaT U JIPYTH OMOJOTHYHU TEYHOCTH U KIETKU
(aMHHOIINTH, aAMHUOTHYHA T€YHOCT, XOPUOHHH BbCcH (PrOpobdIacTu u ip).

8.1.4. M3onupaHeTro Ha METaOOIHUTU OT cepyM/Iia3ma ce u3BbpiiBa 10 30 MUH clie/l B3eMaHe
Ha KpbBTa. JINKBOPBHT ce 3aMpassiBa BeaHAra ciie]] B3eMaHe.

8.1.5. Bcuuku OHMOJIOTMYHM MaTepHaNId Ce ChXpaHsaBar A0 aHaau3 Ha -20°C, a 3a 6uoOaHkKa Ha



-70°C.

8.1.6. [Ipenmounta ce 24-4acoBa ypuHa 0e3 KOHCEPBAHTH, C KOSTO IIE CE€ OTYECTAT BApUAITUUTE
npe3 jAeHd. JlomycTUMO € M3MOJd3BaHeTO Ha 2 MOPIUHU WX MPOU3BOJIHA Mpoba (HE MbpBa CyTpelIHa
ypUHa).

8.1.7. B ypuHa MeTaObOIUTUTE CE M3YHUCIIIBAT HA MOl KpeaTHHHH.

8.1.8. Bcuuku onpenensiHus ¢e U3BLPIIBAT B TPOMHU MTPOOH.

8.1.9. UnTtepmipeTanusaTa Ha METAOOTUTUTE U3UCKBA U3PAOOTBAHETO HA COOCTBEHH peepeHTHH
CTOMHOCTH.

8.2. KonmyecTBeH aHAJIM3 HA aMHHOKHCEIMHH CE€ M3BBPIIBA HA MPUHITUIA Ha 0O0paTHO(da30Ba
Wi HoHOOOMeHHa XpoMaTorpadus Ha aBTOMAaTUYCH aMUHOAHAIIN3aTOpP.

8.3. KonnuecTBeH aHaan3 Ha OpraHUYHU KUCEITMHU B YPUHA.

8.3.1. [IpuHuun Ha AepuBaTU3aLUSA: OKCUMHUpaHE HA 2-KETOKHCEIWHUTE U TPUMETHICUATIOBU
JlepuBaTy.

8.3.2. [IpuHiun Ha aHaNMM3a - Ta30Ba XpoMarorpadus ¢ Mac-CeJIeKTUBEH JETEKTOP.

8.3.3. Kanubparnus Ha Mac-CeNIeKTUBHUS JIETEKTOP CE M3BBPIIBA SKEIHEBHO MPEIN aHATN3a Ha
poOUTE CHINIACHO MHCTPYKIMUTE KbM arnapara.

8.3.4. Ilpunumn Ha wuASHTHPUKAIMS - CIeNUaIN3upaHa M COOCTBEHAa Mac-CIEKTpaHa
O6ubnuoTexa.

8.4. Mykononuzaxapuau B ypuna (MII3):

8.4.1. Konn4ecTBEeHO OmpeeNsHe Ha CIeKTPO()OTOMETPHYESH MPUHIHI C OMMETHIMETHIICHOBO
CUHBO.

8.4.2. KauectBeHO (pakioHMpaHe Ha TMPHHLIMIA HAa THHKOCIOWHA XpoMaTtorpadus WM
JBYTIOCOYHA enekTpodopesa.

8.5. Jloka3BaHe Ha MATOJIOTMYHA €KCKPENHs HAa OJHMIO3aXapHIy Ce M3BHPIIBA HA MPUHIUIA HA
THHKOCJIOWHA XpoMaTorpadusi.

8.5.1. IlmarHocTHYHN €H3UMHU aHAJIN3U:

8.5.1.1. [IpuHIMIBT Ha aHaJIW3 € CIEKTPOoQIIyopuMEeTpuieH ¢ 4-metmwirymoenndepon (mpu
HEBB3MOXKHOCT C€ U3MO0IN3Ba 4-HUTPO(PEHOIOBU ACPUBATH).

8.5.1.2. EH3uMHaTa akTUBHOCT B KJIETKM C€ OTHACS Ha mg OENThHK.

8.5.2. MurepnperanusaTa € 3aIbJDKUTEIHO: KbM COOCTBEHHM pPEPEpPEeHTHU CTOMHOCTH; KbM
MOJIOKUTEIIHA M OTPUIATEIHA KOHTPOJIM. 3a BCHUKM M3IOJ3BAaHM METOAM Jjaboparopusita TpsiOBa 1a
pasmoinara cbC COOCTBEHH pe(epeHTHH CTOWHOCTH, HM3pa0OTEHU CHINIACHO MEAMULMHCKHUS CTaHIAPT
"Knuanana nabopatopus’”.

9. KauecTBeH KOHTPOJ

Borpemen kauectBen koHTpon (BKK) u BphHmIHA omeHka Ha kauectBoTo (BOK) ce
OCBIIECTBSABAT CHIIACHO MPUHITUITUTE, TOCOYeHH B pazaen [V, Oyksa "A", T. 7.

B. Cnenuduaan n3uCcKBaHUS 32 MIPOBEKIaHE HA OMOXUMHUYCH CKPUHUHT Ha OPEMEHHU KCHH 3a
cuHnapoma Ha JlayH, nedexTn Ha HEBpaiHaTa TPHOA U KOpeMHaTa CTeHA

1. Onpenenenue

JlaGopaTopuu 3a OMOXMMHYEH CEpPYMEH CKPHMHHHT Ha OpEMEHHH JKCHH ca J1abopaTopHuH, KOUTO
ydacTBaT B M3BBPIIBAHE HA M3CJICIBAHUS 32 JIOPOIOB CKPUHUHT 3a OIICHKA HAa PHUCKA 3a CHHApPOMA Ha
HayH, nedexktn Ha HeBpajiHaTa Tpb0a U KOpEMHAaTa CTEHa.

2. YoBeliku pecypcu

CwracHo pasnen IV, Oyksa "A", T. 2.

3. KBanudukamms

3.1. PrroBoauTen Ha adoparopus 3a OMOXMMHUYCH CEPYMEH CKPUHUHI Ha OPEMECHHH JKCHHU 3a
cuHapoma Ha JlayH, nedekTr Ha HeBpaJIHaTa TPhOA M KOpEMHaTa CTEHa MOXKe Jla ObJIe JIeKap ¢ mpu3HaTa
MEIMIIMHCKA CIIEIUATHOCT 110 Tipoduia Ha T1abopaTopusiTa.



3.2. CnenuanucThT € XUMUK WU OUOJIOT C MaruCThPCKA CTETCH WIIH JIeKap.

3.3. MeauuuHCKUAT Ta0OpaHTHT TPsAOBa 1a MpHUTEXaBa OakalaBbpPCKa CTENEH 'MEIHINHCKU
nabopanTt".

3.4. TeXxHUYECKUAT CEKpETap € ChC CepTU(PUKAT 32 KOMITIOTHPHA IPAMOTHOCT.

4. KayecTBEH KOHTPOJI

CoracHo paznen IV, Oyksa "A", T. 7.

5. PaboTHa 1urong

JlaGoparopusita TpsOBa aa pasnonara MUHMMyM ¢ 60 M? paGoTHa ILIOLL.

5.1. JIaboparopHOTO MPOCTPAHCTBO TpsiOBa 1ga WMa 4 OCHOBHU (PU3WYECKH pa3lCIICHH
TIOMEIICHHSI:

5.1.1. Tlomemenne 3a mNpUEeMaHe, PETUCTPUpPAHE H pasNpeic/siHE Ha MaTepHAINTE 3a
U3CIIe/IBaHE.

5.1.2. [lomenienue 3a MOATOTOBKA HAa MPOOUTE 3a aHAIIH3.

5.1.3. TlomemieHue 3a U3BHPIIBAHE HA aHATU3H.

5.1.4. [lomenienue 3a B3eMaHe Ha OMOJIOTHYEH MaTepHal.

5.2. YakanHs ¢ JocTarbueH Opol ceasIy MecTa.

5.3. ToasieTHa 3a NallMEHTH.

5.4. JlaGopatopusita MOXe Ja pa3KpuBa MEIUKO-T€HETUYHA KOHCYITAalMs B OTAEITHO
MIOMEIICHHE WM JIa HACOYBAa MAIMEHTUTE KbM JPYTH KAOMHETH 32 MEAUKO-TEHETHYHO KOHCYIITUPAHE.

6. MuHMMalleH 3abJKUTEICH 00eM 1abopaTopHH MOKa3aTeNu M M3UCKBAHUS 32 OMOXMMHUYCH
CepyMeH CKpPHHHUHT Ha OpeMEHHHU >KeHH 3a OIICHKa Ha pHcKa 3a cuHiapoma Ha [layH, nedektu Ha
HeBpaJHaTa Tph0a M KOpEMHATa CTeHa

6.1. Jlaboparopusita TpssOBa Ja M3MOJI3Ba Haii-Mayiko JjBa Onoxumuunu Mapkepa (AFP u free
b-hCG nanpumep) 3a nocturane Ha munumym 60 % oTkpuBaemoct BbB BropHu TpumecTbp U 90 % B
I'BPBU TPUMECTHP MpH 5 % (HanmmBo NOJOKUTETHU PE3yATaTH.

6.2. Jlaboparopusta TpsiOBa &a pasmoyiara ChC CIEIHalM3upaHa KOMITIOThPHA Tporpama 3a
IpecMsTaHe Ha pHUCKa OT paxkJaHe Ha JeTe CbhC CHHApoMa Ha JlayH B mbpBHU, BTOPH TPUMECTHD U
WHTETpHUpaH OT JBaTa. V3non3BaHaTta mporpama TpsiOBa qa Obae JTUIEH3UPaHa OT MEXTyHAPOJEH OpTaH,
OTOpHU3HpAH 3a IeJTa.

6.3. Ilpenu B3emaHe Ha pelIeHHWE 3a HU3cienBaHe jabopaTopusTa TpsOBa Ja Mpeaiara Ha
OpeMEHHHUTE >KEHM NUCMEHH Martepuaiu (OpoIrypu, JHUCTOBKH), KOWTO Ja CBIBPXKAT OCHOBHA
uHbopMaIms 3a cuHapoMa Ha JlayH, 1eeKTuTe Ha HeBpalHaTa Tpb0a U KOpeMHaTa CTeHa, HHpOpMaIus
3a TpeAIaraHoTo M3CclieiBaHe (Kora, KaKk M KbJIe MOXKE Jla Ce MPOBEZE), PUCKOBETE W HEJOCTAThLUTE Ha
M3II0JI3BaHMSI CKPUHUPAILL METO/I, KAaKBO J1a C€ 0YaKBa.

6.4. JlabGopatopusara TpsOBa jga mpemigara HH(poOpMalus 3a HacO4yBallUs JIGKap - Kora ce
U3BBHPIIBA OMOXUMUYHUAT CKPUHUHT 32 ITbPBU U 32 BTOPU TPUMECTHP OT OpEMEHHOCTTa, KakBa 1poda ce
u3clenBa, KpPUTEPUUTE 3a KAYeCTBOTO Ha Tmpodara, OYaKkBaHATA aHAJUTHYHA HAJIEKITHOCT
(4yBCTBHTEIHOCT, CHEU(UIHOCT), HAUYMHA HaA JOCTaBIHE B Jabopartopusta, uHbOpMaus 3a
BpPEMETPACHETO Ha U3CIICBAHETO U HAUMHUTE 3a MOJyuyaBaHEe Ha PE3yITaTUTE - IO Kypuep, (akc, moiia,
B €JIEKTPOHEH BUJI C TIApoJIa.

7. MuHUMaJHa 3aIBJDKUTENHA armaparypa 3a Jiaboparopus 3a OMOXUMUYEH CEPyMEH CKPUHUHT
Ha OpeMEHHHM KEHHM 3a OIICHKAa Ha pHCKa 3a CHHIpoma Ha JlayH, nedekTh Ha HeBpaiHara TpbOa H
KOpeMHara cTeHa

7.1. AmromarnyHa WIM TIOJyaBTOMaTW4YHa CHCTeMa, Oa3upaHa Ha (IyOPUMETPUYHH,
JYMUHOMETPUYHU WM XEMWIYMHHHCIEHTHH HMYHOMETPUYHM MeTonu 3a onpenensHe Ha AFP,
F-b-HCG, Ectpuon, PAPP-A.

7.2. JJaboparopHa nientpodyra g0 5000 g c nersmr 3a ooemu 2 - 10 mut.

7.3. Hacronua naboparopsa nentpodyra no 14 000 g 3a obemu 0,2 - 2 mi1.

7.4. ABTOMAaTHYHM MUKpPONHUIETH C mpomeHnuB obem, ooxsar or 100 mo 1000 pl 3a Besiko



paboTHO MACTO (MUHUMYM 2) ¥ €TUH pe3epBEH KOMILIEKT.

7.5. ABTOMaTHUHU MHUKponHIeTH ¢ Gukcupan odem ot 10, 25 u 50 pl, 3a Besiko paboOTHO MSICTO
(MUHUMYM 2) U €IMH PE3€PBEH KOMILIEKT.

7.6. bunectunarop - CThKIJIEH C MUHUMAJICH KalalUTeT 5 JIuTpa/dac.

7.7. Xmagumauk, 4° C, ¢ kammanureT 10 400 1

7.8. XnmanunHa kamepa, -20°C, ¢ kananuret 10 400 71, BEpTUKAJICH, C YeKMEJKETA.

7.9. KoMmioTpu: eIuH 3a M3YUCIIIBaHE Ha PUCKA 3a paXkJaHe Ha JieTe ChC CUHAPOM Ha JlayH u
JIBA 32 PETUCTpallis Ha MAlUEeHTH, MaTepUai U PE3yITaTH.

7.10. Jlabopatopusita TpsiOBa oa pasmojara C JIOKaJHa KOMITIOThbpHA MpeXa W HeTpeKbCHAT
JIOCTBII 0 UHTEPHET.

8. O0em Ha u3cneABaHUsATA

Jlabopartopusi, U3BBpIIBAIIA CEPYMEH OMOXMMUYEH CKPHUHHMHT 3a CHHIpOM Ha JlayH, nedextu
Ha HEeBpajHaTa Tph0a M KOpeMHaTa CTeHa, TpsOBa aa uzcieasa MuauMyM 1000 mpoOu 3a roguHa.

9. KauecTBeH KOHTPOJ

Coracho paznen IV, Oyksa "A", T. 7.

I Cnemuduynu W3UCKBaHUS 3a TPOBEXKJAaHE HA MAacOB HEOHATalleH CKPUHUHT 3a
¢denmnkeronypus (PKY) u apyru Bpoaenu rpemiku Ha oomsiara (BI'O)

1. Onpenenenue

['eHEeTHYHUTE CKPUHWHTOBHU JIa0OpaTopuy ca OMOXUMHUYHH JTA0OpaTOPHH, KOWTO HW3BHPIIBAT
W3CTIeIBaHUs 32 HEOHATAJIeH CKPUHUHT Ha BpoJieHH rpemiku Ha oomsiHara (BI'O) u npyru HacnenctseHu
3a00J19BaHuUS.

2. Yoselku pecypcu

2.1. B reHeTYHa CKPUHUHTOBA Ta00OPATOPHS, KOSTO U3BHPIIBA HEOHATATICH MACOB CKPUHUHT 32
BpozieH xunotupeowan3dpm Wi DOKY, paborar: 2 cnenmanuctu (XUMUK, OHOJIOT, OWOXHWMUK,
dapmarieBT); 4 MEIUIIMHCKY JTA0OPAHTH; TEXHUUECKH CHTPYIHUK - PETHCTPATOP; CAHUTAD.

2.2. 3a TeHeTHYHA CKPHHUHTOBA JIA0OpaToOpHs, KOSATO HW3BBHPIIBA HEOHATAJHH CKPUHUHTOBH
uscnenBanus 3a 20 BpoiaeHM Tpelikd Ha oOMsHaTa upe3 TaHaeM-mac-criekrpomerpust o /0 000
HOBOPOJCHH TOAMIIHO ca HEOOXOAMMH: 2 CIEIUAIHCTH (XHMHUK, Ouojor, Omoxumuk, (apmarierr); 4
MEIMIIUHCKH JaOOPaHTH; TEXHUYECKU CHTPYAHUK - PETUCTPATOP; CAaHUTAP.

3. KBanudukamms

3.1. PrroBoauTen Ha OMOXMMHUYHA T€HETUYHA HEOHATaIHa CKPUHHHIOBA JIabopaTopus € JieKap
C TIpU3HATA MEIUIIMHCKA CIIEIIHATHOCT 0 Mpoduiia Ha TaboparopusTa.

3.2. CpoemmamuctsT € Jiekap, (apmaneBT, OHONIOr WJIM XUMHK C MarucTbpcKa
o0pa3oBareTHO-KBaTU(UKAIMOHHA CTETICH.

3.2.1. MenuumHCKHIT TabopaHT TpsiOBa Ja mMpuUTekaBa OakadaBbpCKa CTENEH 'MEIUIIMHCKU
naGopaHt".

3.3. TexHuveckusT cexperap TpsOBa 1a MpHUTEXaBa CPEAHO OOpa30BaHWE W JUIUIOMA WU
cepTtudukar 3a KOMIIOTbPHA TPAMOTHOCT.

4. PaGoTHa ¥ cepBHU3HA ILIOI]

4.1. JJaboparopusTa TpsOBa aa pasnonara MUHUMYM ¢ 60 M2 paboTHA ILIOIL.

4.2. JlabopaTopHOTO TPOCTPAHCTBO TpsOBa Ja WMa S OCHOBHU (HU3MUECKH pa3leICHU
MIOMEICHHUS:

4.2.1. TlomemeHne 3a MpHEMaHe, PETHCTPUpPAHE M paslpeleNisHe Ha MaTepHaluTe 3a
U3CIIE/IBAHUS.

4.2.2. JIBe moMenieHus, €THOTO ¢ XMMHUYEeCKa KaMHHA 3a TIOJr0TOBKa Ha nmpoouTte 3a MS/MS.

4.2.3. TlomenieHue 3a U3BbPIIBAHE HA CKPUHUPAIIN METAOOTUTHN aHAIU3H.

4.2.4. TlomemeHue 3a JOKyMEHTHpaHE W pas3leyaTBaHe Ha pe3yiTaTd, apXuBHpaHE W
ChXpaHEHHUE.



4.3. JIaboparopusata MOXKe J1a pa3KpuBa KOHCYITaTUBEH KaOMHET B JOMBJIHUTEIHU TOMEIIECHUS,
KBM KOWTO 3aBJDKATEITHO MMA!

4.3.1. YakaynHs ¢ JOCTaTHYHO MECTa 3a ITallueHTH.

4.3.2. ToameTHa 3a IaIUCHTH.

5. MuHuMaiHa, 3aIbJDKATENTHA TabopaTopHa armaparypa

5.1. TanmeM Mac-crieKTpoMeTwp (B CiTydai Ha uscienpane 3a 20 6onecTn) 2 6p.
5.2. Asromarnuen punep 3a EJIM3A mratku (cekrpodoToMeTsp,

(ayopumersp) 1 Op.
5.3. JlaboparopHa nenrpodyra g0 5000 g ¢ aersur porop 3a 0deMu ot 15 mi 1 6p.
5.4 Hacronna nenrpodyra mo 15 000 g 3a o6emu ot 0,2 10 1,5 mi 1 6p.
5.5. ApromaruuHa Be3Ha 10 0,003 g 1 6p.
5.6. ABTOMaTHYHH MUKPOIIHMIICTH C TIPOMEHIIUB 00eM ¢ 00XBaT

ot 0.5 10 1000 pl 4 op.
5.7. ABTOMaTU4YHU TUTIETOPU 4 op.
5.8. MHOTOKaHaIHA TIHITETa 3 6p.
5.9. TepmocTtarusupaiia BonHa 6ans 10 100°C cwe cratuBu 3a 06eMu

1o 10 mn 2 op.
5.10. Jlefionu3aTop 3a Boaa 1 6p.
5.11. Xnmagunuuk, 4°C, ¢ kananuret g0 400 1 2 6p.
5.12. Xnanunna kamepa, -20°C, ¢ kananuret a0 400 i,

BEPTHKAJICH, C YeKMEKETa 3 6p.
5.13. Boprekc - 3a BCSIKO pabOTHO MSCTO (HE TI0-MaJKoO OT 3) 3 6p.
5.14. KamuHa 3a paboTa ¢ TOKCHYHU XMMHUYHH BEIIECTBA ¢ 2 paOOTHH MecTa 1 Op.
5.15. TlepcoHaaHU KOMITFOTPH C JIOKaJHA KOMITFOThPHA MpEKa 3 6p.

5.16. HemmpexbCHAT LOCTBI JI0 HHTEPHET, CIICNUATIM3UPaH COPTyep 3a claykeOeH
perucTbp M nporpamMa 3a yrpasieHue Ha nadoparopusita (LIMS)

1 6p.

6. KauecTBeH KOHTpOJ

JlaGoparopusiTa 3aIbJDKHTEITHO Y4aCcTBa B CUCTEMa 32 BHHIIIHA OLIEHKA Ha Ka4YeCTBOTO.

6.1. KonTposiHu MaTepuaiu ce Mmojiy4aBar U aHAIU3UpaT €KeMECEYHO U MOMyUeHUTE pe3yaTaTH
Ce M3MpalnaT Ha KOHTPOJIHATA JJAOOPaTOpHs, KOSTO TH OLICHABA U BPBILA C 00OpaTeH pe3ynTar.

6.2. Ilpu ycTaHOBEHU OTKJIOHEHHMs Jlaboparopusara cienasa nmporokoiaute 3a BKK u anammsupa
M3TOYHHUKA Ha TPEIIKa C IIeJl HETOBOTO OTCTpaHsIBaHE, KOETO CE OTPa3siBa B JIAOOPATOPHUTE KYPHAIIH.

6.3. [IpoTokoyinTe C aHATM3UPAHUTE MTPOOHU CE ChXPAHSABAT KaTo XapTHEH HocHTeld. B kpas Ha
rofiHaTa KOHTpOJHATa jJaboparopusi mM3gaBa JOKYMEHT 3a OIIEHKA Ha Ka4eCTBOTO HAa M3BBPIIBAHHUTE
aHaJIN3H.

. CrnenuduvHr HM3UCKBAHUS 33 IMPOBEKIAHE HA MOJCKYISIPHO-TCHCTUYHH W3CJICIBAHUS U
chbXpaHeHHe Ha reHeTudeH marepuan B JIHK Ganka

1. Onpenenenue

MonekynspHo-TeHeTHYHaTa UarHocTuka ¢ anamm3 Ha vosemka JJHK, PHK u Gentwim ¢ nen
OTKpHMBaHE Ha W3MEHEHHS, CBBP3aHU C IMposBaTa HAa TEHETUYHH 3a00JSIBaHHS WIA TEHETHYHU
MIPEeIPa3TOI0KEHUS.

1.1. JlaBoparopusita OTrOBaps Ha BCUYKH KPUTEPHH, 3aJIeTHAIU B paznen [V A.

1.2. Pesynratute OT MOJCKYISIPHO-TCHETUIHHUTE M3CIICABAHMS ca "JTMYHU JaHHHA" TIO0 CMHUCHIIA
Ha 3aKoHa 3a 3allluTa Ha TUYHUTE JaHHU.

1.3. MonekyisipHO-TeHEeTUIHUTE JabopaTopuu B JIeYeOHW 3aBEICHHSI MOTaT Ja IMOIIbpXKAT
JIHK Ganka.

2. YoBeuiku pecypcu

CoriacHo paznen IV, Oyksa "A", T. 2.

3. KBanudukamms

3.1. PpKoBOIHUTEN HA MOJICKYJISIPHO-TCHETUYIHA IMAaTHOCTUYHA JTJa00paTopus € JieKap ¢ Mpu3HaTa
MEAMIIMHCKA CIIEIUAIHOCT 10 Tpoduia Ha 1abopaTopusTa.



3.2. CnenuanucThT € JeKap ¢ MpHu3HaTa CIEMUANTHOCT (KIMHUYHA TabopaTropus WIH Ipyra Io
npoduia Ha JabopaTopusiTa) WK JeKap, OMOJIOT, XUMUK, (papMalleBT.

3.3. MeagunuHckusT abopaHT TpsAOBa Ja NMpUTEkKaBa OakalaBbpCKa CTEMEH "MEIUIIMHCKH
nabopaHT" WK TakaBa B 00JIacTTa HA OMOJIOTHYHUTE U XUMUYHH HAYKH.

3.4. Texunuueckuar cekperap TpsOBa Na MpHUTekaBa CpeIHO OOpa3oBaHHE U cepTUdHKAT 3a
KOMITIOThPHA TPAMOTHOCT.

4. PaboTHa 110111

4.1. Paborna mmom; or MuHuMyM 90 M
MOMEICHHUS:

4.1.1. 3a mpueMaHe, perucTpupaHe U pa3npeaeisiie Ha MaTepruanuTe.

4.1.2. 3a JOKyMEHTHpaHe, paslieyaTBaHe Ha pe3yJITaTH, apXUBHPAHE U CHXPAHCHHE Ha
JIOKYMEHTAIUSTA.

4.1.3. PabGotHOTO NabOpPaTOpPHO TPOCTPAHCTBO TpsiOBa Ja WMa S5 OCHOBHH (DHU3HYECKH
pasaenenu nomerienus: 3a u3onupanero Ha JIHK wnu PHK ot 6uonornyen marepuan; 3a mpUroTBsHe
HAa PCAKTHUBU W JOOMB Ha JCCTWIMpPaHa W JCHOHW3UpPaHAa BOJA; 3a MOATOTOBKA Ha MPOOHWTE 3a
aMIuUKaIys; 3a aMIIuuKanus; 3a aHaJIU3 Ha MPOAYKTUTE OT aMIUTU(UKALIKATA.

4.2. JTabopatopusiTa MOXe Ja pa3KprBa MaHUIYJIAIMOHHA W KbM Hesl CIICAHHUTE 3abJDKUTEITHH
MOMEICHHUS:

4.2.1. YakanHs ¢ AOCTaThYHO CENAIIN MECTA.

4.2.2. ToameTHa 3a DallMECHTH.

4.2.3. IlomenieHue 3a B3eMaHe Ha KPBHB M KO>KHU OMOTICHH.

4.3. TlomenieHre 3a XJIaAWTHUIIATE, KAMEPHUTE 32 JBIOOKO 3aMpa3siBaHE W CHIOBETE 32 TCUCH
azot (B cmyvante Ha JJHK Ganka) TpsiOBa na Obaatr cieeH! €KeTHEBHO.

4.3.1. 3anucBaniy TEPMOMETPH Ca TPEMOPBYUTCITHH 32 MEXaHUYHHTE KaMepH 3a JIHIOOKO
3aMpaszsBaHe U xjaauiaHuiu. [IpenopbuBa ce Te Aa ObAAT CBbpP3aHU C alapMeHa CUCTeMa, HHCTaJIHpaHa
Ha MSICTO, KBJIETO MOXE Jia ce uyBa 24 yaca B JCHOHOIIUETO.

4.3.2. B naGoparopuure, U3M0JI3BAIY T€YEH a30T 32 CbXpPaHEHHUE HA 3aMPa3eHH KJIETKH, HUBOTO
Ha TEYHHUS a30T TpsAOBa na ObAE CIEACHO HAa HWHTEPBAIM C 1€ OCUTYpsBaHE HA aJeKBaTHOTO MY
noJiaBaHe Mpe3 UsI0TO BpEME.

4.3.3. TemreparypaTa Ha OKOJIHATa CpeAa W/WIU TeMmIepaTypara B HHKyOaTOpUTE, B KOUTO C€
W3BBLPIIBAT OTJCITHUTE €Talld Ha W3CJICIBaHUATA, TPsAOBa Ja OBIAT CICACHH EXCIHEBHO H Ja
CHOTBETCTBAT Ha TeMIIEpaTypPHUTE UHTEPBAJIH, IOCOYCHH B PAOOTHUTE HHCTPYKIIUH.

5. 3agpmkuTenieH o0eM OT JEHHOCTH, KOMTO TpsiOBa Ja M3BBPIIBA MOJICKYISPHO-TEHETHYHA
JUarHOCTUYHA JJa00paToOpHsI

5.1. Mzomupane va JIHK/PHK ot 6uonornyen marepuar.

5.2. AMundukanus Ha cnenquuIHU FeHETUYHH JIOKYCH C MOJIMMEpa3HO-BEpHIKHA PeaKiusl.

5.3. EnexrpodopeTudHo pa3nensiHe Ha HyKJICUHOBU KUCEIHHU.

5.4. PeCTpUKIIMOHEH aHaJIu3.

5.5. OCHOBHM BHJIOBE XUOPUIN3AIMOHHNA METOAH HA HYKJIIEHHOBHU KUCEIHUHU.

5.6. Ananu3 Ha TOTUMOPPUZMH.

5.7. BB3MOXHOCT 3a AMPEKTHO ABTOMAaTUYHO CEKBEHHpaHe WM (parMEeHTEH aHAIU3 WIH
EKCIIPECUOHEH aHAJIN3.

6. MuHumanHa, 3aIbDKUTENHA JaboparopHa amaparypa 3a MOJIEKYJISpHO-TeHETHYHA
naboparopust

2, pasmpeneneHa B CaMOCTOSTENHO 000co0eHH

6.1. Llearpodyra ¢ netsmy porop 3a odemu ot 50 mur o 5000 g/muH 1 6p.
6.2. Hactromna Bucokoo6opotHa neaTpodyra ¢ ooemu ot 0,2 1o 2 ma 1o 14 000 g/mun 2 Op.
6.3. TepmoOiok 3a PCR enpysertku, 0,2 u 0,5 mi 1 Op.
6.4. Tepmoctar cyx 37° - 70°C 1 6p.

6.5. Xnanunuuk, 4°C, vang 400 mutpa 4 op.



6.6. XmagmmHa kamepa -20°C, vag 200 nutpa 3 0p.

6.7. JlamuHapeH Ookc, kinac B 1 Op.
6.8. Amapar 3a ammuduiupane Ha JJHK 2 op.
6.9. EnexTpoHHa Be3Ha C TOYHOCT JI0 TPETHSI 3HAK 1 6p.
6.10. pH MeTsp, 10 2-pH 3HAK 1 6p.
6.11. Boptekc 4 op.
6.12. Toxousnpasuten 1o 250 V 2 op.
6.13. Amapar 3a XOpM30HTaJIHA arapo3Ha enexrpodopesa 1 6p.
6.14. MarautHa ObpKajIKa 1 Op.
6.15. JlecTrnaTop Win IeHOHU3ATOP 1 6p.
6.16. Xnanunna kamepa -70°C, nax 400 nutpa (B cinyyait na JIHK 6anka) 1 6p.
6.17. ABTOMaTU4€eH CEKBEHATOP MUHUMYM 4-KallIsipeH 1 6p.
6.18. PCR B peaiiHO Bpeme 1 6p.
6.19. CnekrpodoromeTsp 3a usmepBane Ha JJHK/6entrk B 06em 1 pl 1 6p.
6.20. ®OTONOKYMEHTALIMOHHA CUCTEMA C TPAHCUIIYMUHATOP 1 6p.
6.21. KommtoTpu, MpuHTEPU ¥ BPH3Ka B UHTEPHET 4 op.

7. AHanuTUYHU TpUHIKUNH 32 u3BbpiiBaHe Ha JJHK u3cneaBanus 3a MeIUIIMHCKH 1I€TTH

7.1. Metonute TpsiOBa Ja ca pa3pabOTeHH W BAIMIM3UPAHHM B Jlaboparopusara. M3momssar ce
KOMOMHAIIMKM OT PEaKTWBH, KOUTO MOTar Ja ObJaT JOCTABEHH OT Pa3IUYHU TPOM3BOAUTENN. Beska
naboparopusi omnpeneis crnenuPUUHUTE XapaKTEPUCTHKU 3a Ja/IeHUs] TeHETHYEeH aHajlu3 ChOOpa3HO
u3CcIeIBaHaTa TOIMyJalus OT MalWMeHTH. AHAIWTUYHATA W KIMHUYHA BalWAW3aIMs Ha aHAIM3a Ce
W3BBPINBA U JIOKYMEHTHPA OT JJA00OPaTOpHUsTA.

7.2. VI3cnenBaHusTa, WM3MON3BAll TOTOBM THPrOBCKH HAOOpH, Ca HU3IBUIO OCHTYPEHU OT
KOHKPETHUS TIPOU3BOIUTET.

7.3. Bcuuku THProBCKM HAOOPH, M3MOJI3BAHU 3a TUATHOCTUYHU LI€TH, TPsAOBa Ja ChIbpXKAT
uHpOpMAIMS 3a YYBCTBUTEIHOCT, CHEIH(PUYHOCT ¥ HAISKIHOCT HA H3ION3BAHUS aHAIM3 3a
KOoHKpeTHata nquarnoctuka u CE mapka.

8. IMogxoau 3a MOJNEKYJIIPHO-TCHETUYHH aHAIHM3U 32 JTUArHOCTUYHH LIEeTTH

8.1. Mupextnusat JIHK ananmu3 3a AuarHOCTUYHU 1€MW MpU 3a00JsSBaHMS C BHCOKA ajeTHA
XETEepOTeHHOCT TPsiOBa Ja MO3BOJIsIBA OTKPUBAHETO HA He mo-Manko oT 80 % Ha MonekynHuTe nedekry,
CBBP3aHM ¢ KOHKPETHOTO 3a00JIIBaHe.

8.1.1. N3BecTHHUTE MONCKYIHU AcheKkTH ca Te3u, 3a kouto uma aanan B HUGO MUTATION
DATABASE. Bcuuky MeTonu, M3MOJI3BaHM 3a ThPCEHE Ha W3BECTHU MyTalldu, TPsOBa /a MMO3BOJISBAT
KaTerOpUYHOTO JOKa3BaHE Ha KOHKPETEH MOJEKYlIeH NAe(eKT. 3a ToBa € HeOOXOAUMO H3MOJI3BaHETO Ha
CHOTBETHUTE pPe(EPCHTHH KOHTPOIH (CIEMUPUIHH MYyTAIlMH B XOMO- M XCTEPO3UTOTHO CHCTOSIHUE U
HOpMaJIHa KOHTPOJIA).

8.1.2. HOBOOTKpHUTHTE CEKBEHIIMOHHU BapuaHTH, 3a kouto HiMa nanau B HUGO MUTATION
DATABASE, ce mpuemar 3a MOJICKYJTHH Je(EeKTH, MMAIlX OTHOIIEHHWE KbM OIpe/esieHa MaToJIOoTHs,
aKo: € JJ0Ka3aHa KOCEeTperanusiTa ¢ U3CIeIBaHOTO 3a00JsBaHE B CEMEICTBOTO; MyTallUsATa HE € OTKPUTA
B U3CJIe/IBaHA KOHTPOJIHA TPyIa JIMIA, JOKA3aHO 3/paBU 10 OTHOIICHUE HA W3CJIeIBaHATa ITaTOJIOTHS
(bposiT Ha nuiara B KOHTpoONHATa Trpyna 3aBUCHM OT dYecToTara Ha 3a0omnsBaHeTo. Hampumep 3a
3abomsBanus ¢ decrora 1:10 000 ce mscmexaBar muaumym 100 3mpaBu WHAMBHIA.); MyTalusATa €
JI0Ka3aHa B /1B HE3aBUCUMH aMIUTM(UKAIMOHHH MPOAYKTa; JOKa3aHa € Bpb3KaTa i ¢ maToloruara upes
EKCIIPECHOHEH aHAaJIN3; POMEHST CBOJTIOIMOHHO KOHCEPBATUBHA aMUHOKHCEITNHA.

8.2. VHnupekTeH MOAXOA € TO3W, MPU KOWTO B H3CIEABAHOTO CEMEHCTBO Ce MpociesBa
KOCeTperanusTa Ha 3a00JIsIBAHETO ¢ MOJTMMOP(HU MapKepHu OT O0JIECTHHUS JTOKYC.

9. O0mM aHATUTUYHN W3UCKBaHMUS KbM nquarHoctuaauTe JJHK metonn

9.1. 3a TMarHOCTUYHM LIEJM MOTAaT JIa C€ U3IOJI3BAT CICTHUTE OMOJOTUYHU MATePUAIIH:

9.1.1. KpeBHU mpobm ¢ o0eM He TMOo-MaabK OT 2 MIWIwmTpa B enpyBetkn ¢ EDTA
aHTHKoarynanT. KppBHUTE TpoOu Morar aa ObAaT ChXpaHSBAaHU U TPAHCIOPTHPAHHU HE MoBeue oT 48
yaca npu temmneparypa 4° - 8°C. CbcupeHH KpbBHU IPOOU HE MOJIEKAT HA aHAJIU3.



9.1.2. AMHHOTHYHA TE€YHOCT - MUHUMYM 5 MUJTWIUTPA. AMHUOTUYHATA TEYHOCT MOXKE Ja Obe
ChXpaHsBaHa M TpaHCIOpTHpaHa He moBedye oT 48 waca mpu Temmeparypa 4° - 8° C. AMHHOTHYHA
TEYHOCT C MpUMeC Ha KpbB He noanexu Ha JIHK ananus.

9.1.3. Kyarusupanu KieTkd - MmuaumyM 1x10° knetku. Te TpsOBa ma Obaar ChXpaHABAaHU W
TPaHCIIOPTUPAHU B CTEPUIIHA cpeaa, pu Temneparypa 4° - 8° C 3a He noseue ot 48 yaca.

9.1.4. HexyntuBupanu kieTku (OykaiaHa JIUTaBHIA, IIEPBUKAIHHU, YPETPAITHH U JIp.) CE B3UMAT H
TPaHCIOPTUPAT CHINIACHO YKA3aHUATA HA KOHKpPETHATa J1abopaTopHsl.

9.1.5. TekaneH marepuayl - MHHHMYM 5 MuiIMrpama. XOpHOHHHTE BBCH TpsOBa na Obaar
IpeaBapUTEIHO OYUCTEHH OT Jeruaya. lTe TpsOBa na ObAaT CbXpaHABaHW U TPAHCHOPTHPAHU B
CTepUiIHa cpena Wi (U3MOIOTHYEH pa3TBOp mpu Temmeparypa 4° - 8° C 3a He moseue ot 48 uaca.
QuUKCUpaHU ThKaHU Ca MPUIOKHUMH 3a aHAJIN3 caMo B OINpEAETICHH ClIy4yau, IOCOYEHH OT KOHKpEeTHaTa
naboparopusi.

9.1.6. KppB, HakamaHa BbpXy cIenuainHa (QuUATbpHAa ONaHKa (OT MacoBHs HEOHATaJeH
CKPHUHUHT).

9.2. Uzonupanero Ha JJHK/PHK ot Ouomornuen marepuan TpsOBa ga ObJie M3BBPIIBAHO ChC
CTaHJApTU3UPAHU METOAMKU Ha 0a3zaTa Ha MyONMKYBaHWTE B JIUTEpaTypara JaHHU WU CIEABANKU
WHCTPYKIIMUTE HA TPOU3BOJUTEIIS IPU M3IMOI3BAHETO HA TOTOBU HAOOPH.

9.3. KommuectBoto Ha JIHK/PHK T1psibBa ma Obae wu3MepeHO CHEKTPO(POTOMETPUUHO.
Wzomupanara JIHK tpsioBa ma Obme cwhxpansBana Ha -20°C (3a JHK 6Ganka mpu -70°C) mox 96 %
€TUJIOB aJIKOXOJl WJIM pa3TBopeHa B crenuaieH Oydep. PaboTHuTe KonmmuecTBa TpsiOBa na Obaar
ChXpaHsABaHU HAa TEMIIEPaTypu He N0-BUCOKH oT 4° C.

10. I3uckBaHus KbM KOHTPOJIHUTE MaTepHUAIN

10.1. Ilogbop ¥ MPUTOTBSIHE HAa KOHTPONIW. B pamkuTe Ha €IHO HU3CJeIBaHE OCHOBHO Ce
n3nomsBar: (A) orpunarenau koHTpoin, (b) momoxurenan koHnTponu, (B) KOHTponu 3a TUMarHOCTHYHU
MmapkepH, (I') koHTpomnu 3a onpenessiHe Ha MOJIEKYIHHUS pa3Mep Ha U3CIeABAHUTE TPOOH.

10.2. TounaTta HyKJIEOTHIHA MOCen0oBaTeTHOCT Ha m3non3BanutTe JJHK conmm wnmm 3apomgumm
(mpaiimepu) TpsiOBa na Oble JOKYMEHTHpaHa IO H3MCKBaHHUATA HA TEHOMHHUTE Oa3u JTaHHU WU
nyOlMKauyd B CHelUaNIn3upaHara guteparypa. CUHTETUYHUTE OJIMTOHYKJICOTHIU TpsiOBa na Obaar
CBHIPOBOJCHHU C IIbJIHA TEXHUYECKA MHPOPMALIUS OT CTpaHa Ha IPOU3BOIUTES.

11. TTonmumepazno-BepmxHa peakuus (PCR)

11.1. TlpenmopbuyuTETHO € U3MON3BAHETO HA (PU3NYHU W/WIM OWOXMMHUYHU Oapuepu 3a
npenorBparsBane Ha JIHK kxonrtamunamus. [IpeamrumdranuoHHUTe mponenypu TpsOBa na Obaar
M3BBPIIBAHU B MOMEIIEHHUE 3a MOATOTOBKA Ha MpoOWTE 3a aMIuTM(dUKAIus, KBIETO HE C€ pa3peliaBa
BHACSHETO Ha aMIUIM(UKALMOHHH TPOayKTH. [IpeauMcTBO € ¢pu3ndecko pasaensHe U OrpaHudeH MOTOK
Ha TpaduKa, KaKTO W U3IOJI3BAaHE HA JJAMHUHAPEH OOKC.

11.2. ITpu ammmudukarnus Ha JJHK/PHK ce n3non3sar koHCyMaTHBH 3a €THOKpaTHA yroTpeoa.

11.3. Karo ammnudukanmonna marpuna moxe na ce msnon3sa JIHK umum PHK /xIHK (ot
BCEKH THUI snpeHu kieTku). [Ipu m3nmomsBane Ha PHK e HeoOXommmo BKIIFOUBaHE Ha TMOAXOSIIH
KOHTPOJIH 32 O0OpaTHaTa TPAaHCKPHIIILIHSL.

11.4. TloaroroBkara Ha TpoOu 3a amruMdUKaIMs, amMIUTHGUKAIUITa W aHAJU3bT Ha
aMIUTM(PHUKAITMOHHUTE MPOAYKTH TPsIOBA J]a ce U3BBPIIBAT B OTACITHU MOMEIICHHUS.

11.5. MeTtonm, KOUTO M3MOJI3BAT pe-aMILTU(GUKAIINS, TTpeApa3noIarar KbM IPEIIKH, CBbP3aHU C
PCR-kontamunanus. IlpubaBsHeTo Ha marpuiara 3a Bropara amiuiddukanus aa Obae paslerneHo
bu3nYECKH OT MTPeaMILTU(UKAIMOHHOTO PAOOTHO MSICTO.

11.6. 3ucksa ce 1a ce U3Moi3BaT UHANBUAYAIHU MTUIIETH HA BCAKO pabOTHO MSCTO.

11.7. Besika HOBa mapTuaa coHau (mpaiimepu) TpsiOBa ga Oble MpoBepeHa BhPXY pedepeHTeH
Marepual 3a MOTBbPKJIaBaHE Ha CIIeHU(UIHOCTTA U KOJIUYECTBOTO HA MIPOAYKTA.

11.8. Konrpona 3a peakruButre (0€3 HYKJICHHOBH KHCEIWHHU) TpsOBa Aa ObJe BKIIOYEHA BBHB
BCSKO M3CII€[BaHEe, U3IOJI3BAILO MOJIMMEpPa3HO-BEPIKHA peakius. [[pyra oTpunarenHa KOHTpOJIa MOXKe



Jla BKJIIOUBA OTBOPEHA EMPyBETKa Ha paOOTHOTO MSACTO.

11.9. Jlaboparopusita TpsiOBa Ja WMa KPUTEPHH 3a TPUEMAaHE WIA OTXBBPISHE Ha
crenu(pUIHOCTTa Ha aMIUTH(PHUKAIHATA.

11.10. B cnyyaii, ye aMITU(UKAIIMOHHHMAT IPOAYKT € KpacH pe3ylTrar OT aHajlu3a, €
HEOOXOAMMO M3IOJI3BAaHE HA MOIXOSIIM MOJIOKUTEIHA U OTPUIATEIHH KOHTPOJIM 332 YCTAaHOBSBaHE Ha
€BEHTYyaJIHa HeyCIeNTHa aMITU(UKAIUS BbB BCSIKA aMILTU(UKAIIMOHHA CMEC.

11.11. VYcnoBumsta 3a aMmmiudukamus (Hamp. TUIOBT TOJIMMEpas3a, KOHIICHTpAIMs Ha
noJauMepasara, KOHIICHTpaIs Ha Hykieo3uaTpudocdarute, KOHIEHTpALKUS HA TEPMUHATOPUTE) TPsIOBa
Ja ObaaT chOOpa3eHu C BUAa Ha MaTpullaTa (Hamp. AbJDKHHA Ha cekBeHIuATa, GC-chabppkanue).

12. Enexrpodopernuno paznensue Ha JJHK/PHK Bepxy arapo3nu u nonuakpuiaMuIHH rejioBe
HOCHUTEIHN

12.1. YcnoBusta 3a paznensHe TpsOBa ga ObAaT MPEABAPUTEIIHO YCTAHOBEHU U MOTBBPACHU
€KCIIEPUMEHTAJIHO B 1a0opaTopusITa.

12.2. KoHueHTpauusTa Ha U3IMOJI3BAHUTE HOCHUTENU TpsOBa Ja OcCUTypsiBa MaKCHMallHa
pa3fenuTeNIHa CIOCOOHOCT 32 OMpeeIisiHe Ha ChOTBETHHUS BUI TIPOOH.

12.3. Buzyanuzanusara Ha mMpoOUTe MOXKe Ja ObJie M3BBPIIBAHA M0 PA3IUYHN HAYMHH U TPsSOBa
na 0b1e (hOTONOKYMEHTHPAHA.

12.4. 3a Bcska aHanmM3upaHa cepusi TpsIOBa Ja ObJAT W3MOI3BAHH MOJICKYJTHH CBUICTEIH HIIH
MOJIXOJISIIIIM KOHTPOIIH 32 OIpeiesisiHe Ha pa3Mepa Ha mpoouTe.

13. PecTpukiimoneH anaims

13.1. Uznon3BaHeTo Ha cieluGUYHN PECTPUKTA3U 3a AupekTeH win unaupekte JIHK anamu3
TpsiOBa Jja ObJIe OCHOBAHO HA JTUTEPATYPHH JIaHHU WUJTU TIPEKHU JO0Ka3aTeICTBa, TapaHTUPAIllU ITpaBUITHATA
MHTEpIIpeTalns Ha PEe3YJITaTUTE.

13.2. 3aapIKUTENHO € W3IMOJI3BAHETO Ha CTaHIAPTU3MPAHU KOHTPOJIM BHB BCSKA W3CIIEIBaHA
cepusi, MO3BOJISBALIN OTYUTAHETO HAa BCUUKH aJIeJIHU BapHAaHTH Ha JIOKyca.

13.3. 3agpmKUTETHO € H3MOJI3BAaHETO Ha MOJICKYJIEH CBHUJETEN, CBHABPKAIL] (PparMeHTH,
KOPECIIOHIUPAIl MAaKCUMAJIHO OJIN3KO Ha OYaKBAaHWUTE ajeJIHU BapUaHTH.

14. Xubpunuzanus ¢ anencnenuuuau oauronykiaeoruan (Southern xubpuauzanms)

14.1. PecrpukiuonnusT ananu3 Ha uzonupana JJHK tpsOBa na Obae u3BBpIIEH CHIIACHO
BB3IPUETUTE JIAOOPATOPHU MTPOTOKOIIH.

14.2. KauecTBOTO Ha PECTPUKIIMOHHATA PEaKIUs TPSOBa 1a ObJie yAOCTOBEPEHO Ype3 MPOBEpKa
BBPXY arapo3eH reil ¢ U3MOJI3BaHETO HA MOJIEKYIHH CTaHIapTH.

14.3. Tlpemu moarotoBkara Ha MeMOpaHaTa 3a TMPEHOC TeTbT TpsOBa J1a Obne
(hOTOTOKYMEHTHPAH.

14.4. TlpeHOCHT BEpXY MeMOpaHa TpsiOBa Aa ObJie N3BBPIICH CHITIACHO BH3NPUETH MPOTOKOIH.

14.5. Xubpuaunzanusara TpsOBa Ja c€ U3BHPIIBA ChIVIACHO BH3MPHUETH JIA00PATOPHU ITPOTOKOIH.

14.6. Ilpu xubpunuzanus TpsOBa Ja ce U3MOI3BAT BB3NPUETH 32 ChOTBETHHUS aHAIHU3 KOHTPOJIH.

14.7. Pesynrarutre TpsOBa na Obaar (POTOMOKYMEHTHPAHM M CHXpaHSBAaHU B TPOTOKOJIH,
MpUIPYKaBallK BCSKA aHAIM3UpPAHA Cepusl.

15. Ananu3 Ha MUKPOCATEIUTH, MUHUCATCITUTH U €THOHYKJICOTHTHU 3aMEHU

15.1. 3a wscnenBane Ha JIHK ¢parmenTn, chabppkamd MUHH, MHKPOCATCIMTH U
€IHOHYKJICOTHIIHU 3aMEHH, TpsOBa Ja ObJaT yCTAHOBEHU MOAXOMSINU E€IEKTPOPOPETUUHU YCIOBUS
(mamp. TemmepaTrypa, CHjia Ha TOKa, MPOABIDKUTEITHOCT Ha enekrpodopes3arta, Oydep), MO3BOJISBAIIN
pa3rpaHUYaBaHETO HAa BCUYKH, PA3UYaBaIl¥ CE IO JIbIDKWHA, alelHd (OPMHU B M3CIIECIBAHUS JIOKYC.
VYcnoBusita TpsiOBa 1a ObaT MPOTOKOJIMPAHU 32 BCSIKA eleKTpodopesa.

15.2. 3aabKUTENTHO € U3MOI3BaHETO HAa KOHTPOIHU BbB BCSKA M3CIIEBAHA CEPHs, TO3BOISIBAILN
OTUMTAHETO Ha HAOIIOMABAaHUTE aJCJIHU BapUAHTHU B JIOKYCa, a MPU MHOTOAJCIHUTE JJOKYCH (MUKDPO- U
MUHUCATENTUTH), W3MOJI3BAaHU 32 UICHTHU(PHUKAIMOHHU WENH - M3MOJI3BAHETO HA aJieIHU CBUJICTEIH,
CHABPIKAITY BCHUKH YECTH aJIeTH B U3CIICABAHHMS JIOKYC.



153. 3a memure 3a uAeHTU(UKAIMS HA HMHAMBUAAQ YCTAHOBEHHUTE ajelM  Ha
Brucokononumopduute (Muoroanennu) AHK mokycu TpsiOBa nma ce ommcmar cmopen ooOmiompuerara
MeXIyHapoIHa HOMEHKIIATypa, 3a J]a MOTaT pe3yJITaTUTe, MOMyUYeHU B pa3uyHu Jaboparopuu, 1a Obaat
CHIIOCTABUMH.

15.4. OruyuTaHeTo W OMPENECITHETO Ha ajenuTe TpsOBa Ja ObAC HM3BBPIIBAHO OT JBaMa
CIEIMAJIMCTH, HE3aBUCUMO, HEBKITIOUBAIIY HAYAIHUKA HA JIaA0OpaTopusTa.

15.5. Tlpu konmMuecTBEHO OMpENesHE Ha /032 Ha JaJeH ajen TpsOdBa Ja ce H3MOJI3Bar
KOHTPOJM, TPUTOTBEHH B ChINaTa aHamuTH4Ha cepus. OCBEH BH3YAIHOTO HWHTEPIIPETHpPAHE Ha
pe3yaTarute TpsiOBa aa Ob/ie U3BBPIICHO W JEHCUTOMETPUIHO ONPEICIITHE ChC CIEIHAIM3UPaHa 33 TO3H
BUJ] U3CJIEJIBAHE KOMIIOTbPHA Mporpama.

15.6. Craructryeckara MHTEpIpETAIUs Ha CIy4auTe Ha HEM3KIIOYBAaHE IPH OIpEACIsHE Ha
CIIOPEH POIMUTENCKA TPOM3XO[ TpsAOBa Ja OTpassiBa MOCIECTHUTE MEXKIyHAPOIHU H3HCKBAHUS
(TTomyTanMOHHYM JAaHHU 3a CHOTBETHATa €THUYECKA Tpyna OT ObJrapckara MOIyJalus, OTYHTaHEe Ha
Mal4MHUS TEHOTHI MPHU OMpEeICHHU ajelIHi KOMOMHAIMU, U3IMOJ3BaHETO Ha crienubudHu GopMyau
[IPU OTCHCTBUE HA €IUH OT POJUTEIIUTE OT aHAJIU3A U AP.).

16. IupexktHo aBTOMaTnyHO cekBeHupane Ha JJIHK

16.1. Marpuriata 3a CeKBeHHpaHe TPsOBa Ja ce XapaKTepu3upa ChC ChOTBETHA CIEIU(UIHOCT
(Hamp. JIOKyCHa WM ajiellHa CIeNU(UIHOCT), KOJUYSCTBO M KauecTBO. METOABT 3a IOATOTOBKAa Ha
Marpuiara TpsOBa Ja OCUTypsiBa CEKBEHIIMOHHA MaTpuIla C JAOCTaThuHA ABIDKHHA, KOSITO HE ChIBpPiKA
WHXHOUTOPH HA CEKBEHIIMOHHUTE PEaKIMW W 3aMbPCSIBAHWS M HE TPsSOBa Ja OKa3Ba BIHUSHUE BBHPXY
TOYHOCTTa Ha CEKBEHLMATA (Hamp. MyTalud, BBb3HUKHAIU TMpH KIOHMpaHe, NpedepeHanta
aMITTU(UKALIHS).

16.2. /IluarHOCTUYHHUAT aHAJIU3 HAa CEKBEHLMUTE TPsOBa Jla c€ OCHOBAaBa HAa JAaHHU OT JIBETE
komiuieMeHtapau Bepurn Ha JIHK. Ilpm Hamnume Ha CEKBEHUMOHHA Bapuauus AaHaIUu3bT CeE
MOTBBPKaBa Ype3 NOBTOPHO CEKBEHUPAaHE HA HOBOTEHEPUPaH aMILTU(UKAIIMOHEH IPOIYKT.

16.3. IIpu ycraHoBsiBaHE Ha ajell, 32 KOWTO HAMa WHGOpMAIKs B reHOMHAaTa 0aza JaHHH, TOU
TpsIOBA J1a Ce MOTBBP/IM C TIOBTOPHO CEKBEHUPAHE HA HOBOTCHEpHUPaHa MaTPHIIA.

16.4. Besika aHanu3upaHa CEeKBEHIMs TpsiOBa fa Oble cpaBHEeHa ¢ HopMmanHa kKoHTponHa [JHK
WIH C HYKJICOTHIHUTE TOCIEAOBATCIIHOCTH, PETUCTPUPAHU B HAW-aKTyaJIHUTE BEPCHU Ha TEHOMHUTE
0a3u JaHHU.

16.5. Tpsi6Ba nma ce u30srBa MHTEPIPETUPAHETO HA PE3YATATH OT CEKBEHIIMOHHU PEaKIIHH,
ChABPIKANIH "cTOTOBE", KOMIPECHH WIIN APYTH apTedaKTH.

16.6. Ilpu u3non3BaHe HA ABTOMATUYHHU CEKBEHATOPH (IIyOPECIICHTHO OENsA3aHNUTe HYKJICOTHIN
WJIM 3apOJUIIH TPsIOBa Ja ObJaT ChOOpa3eHH C MapaMeTpUTE Ha amapara.

16.7. Bcuuku cekBeHUMHM TpsOBa Ja ObJaT CbhbXpaHABAaHU BbpPXY EJNEKTPOHEH HOCHTEN He
MMO-MAaJKO OT 2 TOAMHMU.

16.8. VYcraHOBEeHM CBC CEKBEHHUpAHE MOJICKYTHU JACPEKTH, HMAIld OTHOIIEHHWE KbM
3a0o0IsiBaHeTO, TPsIOBa Ja OBAAT JOKYMEHTHPAHH C OTIIEYaTaH Pe3y/TaT U MPUWIOKEHU KbM JOCHETO Ha
naueHTa.

16.9. Orbens3BaHETO HAa YCTAaHOBEHHTE MOJIEKYJIHH BapuaHTU TpsiOBa Aa ObJe M3BBPIIBAHO
cwracHo npenopbkutre Ha HUGO.

16.10. CexBennuute TpsiOBa na ObJaT aHATW3UPAHU OT JBaMa KBATU(UIIUPAHU CIEIUATHCTU
HE3aBHCHUMO, KaTo EUHUAT OT TAX HE BKIIIOYBA HAYAJIHUKA Ha JJabopaTropusTa.

17. CnenmdnyuHu U3MCKBAaHUS 32 ChXpaHeHHe Ha reHeTnyeH Matepuan B JJHK Ganka

17.1. Onpenenenue:

B JIHK 6Gankara ce cpxpansBa JIHK, nzonupana or 6uonornueH marepuai, U uHdopmamus 3a
3JIPABOCIOBHOTO CHCTOSTHUE M HAUYWHA HA KUBOT HA WHJIUBUIY C [1EJ1 H3BBPIIIBAHE HA OBACIIN TeHETUIHU
U3CJIe/IBaHUs 3a OTNpe/esiTHE Ha TeHEeTUYEH PUCK M TeHEeTUYHA MPEapas3NoiIoKeHOCT 3a 3a00MsIBaHUs Ha
nonopure Ha JIHK w/mmm TexHWTE TOTOMIM W W3BBpPUIBAHE HA OBJEIIM TUATHOCTUYHU W HAyYHU



TeHOMHH U (DapMaKOT€HOMHH MTPOYYBAHUSI.

17.2. Craryt na JIHK Gankara.

17.2.1. JJHK ©Oanka ce pa3kpuBa KbM JabopaTopusi B JieueOHO 3aBEJCHHUE, HW3BBPIIBAIIA
MOJIEKYJISIPHO-T€HETUYHA JTUArHOCTHKA

17.2.2. JIHK GankaTta oTroBapsi Ha 0OIIMTE U3UCKBAaHUS, TOCOUYCHHU B pasnen [V A

17.3. TlomenieHne 1 MUHUMATHO 00Opy/ABaHE

17.3.1. THK Gankara pasmoiara ¢bC CaMOCTOATEIHO MOMEIEHHE OT MUHMMYM 20 M2

17.3.2. Xnagwinaa kamepa -20°C, nag 400 nutpa - 2 Op.

17.3.3. Xnaaunna kamepa -80°C, nag 400 nutpa - 2 Op.

17.4. YcnoBus 3a B3eMaHe Ha OMOJIOTUYECH MaTepua:

17.4.1. IlpenocraBsiHe Ha TapUTEIUTE HA MOAPOOHA MUCMEeHa HH(POPMAIIUS, KOSITO ChAbpXKa:

17.4.1.1. llenu 3a m3rpaxnanero Ha JIHK Gankara

17.4.1.2. biin3ku n ganeynu noasu 3a goHopa Ha JJHK

17.4.1.3. CnenuaneH MPOTOKON, MO KOHTO Ime ce chOepar JaHHHUTE 3a 3PaBOCIOBHOTO
CBHCTOSIHME U HAYMHA Ha KUBOT HA JIOHOPA.

17.4.1.4. [Ipunnuna, Ha Koo ce m3rpaxaa JIHK 6ankara

17.4.1.5. MexanuszMute, KOUTO TapaHTUPAT IBIATOCPOUHO chxpaHsBaHe Ha JTHK.

17.4.1.6. EBeHTyaqlHUTE pUCKOBE, KOUTO MOEMa TOHOPBT.

17.4.1.7. llpaBa Ha q0HOpA.

17.4.1.8. 3akoHOBM rapaHIIMHU 3a 3aa3BaHe IIpaBaTa Ha JIOHOPA.

17.4.1.9. MexaHu3mure, Upe3 KOUTO C€ TapaHTUPa aHOHUMHOCT Ha UH(OpMaIUsITA.

17.4.2. B3zemane Ha OuosorndeHn marepuan 3a JIHK OGanka cTaa 1mo onpeieneH mpOTOKOJ CIe]
MUCMEHO HH(GOPMUPAHO ChITIACHE, KOETO ChIbpikKa IsiaTa nHpopmanus B T. 17.1.

17.5. CvxpansaBane Ha JJHK

17.5.1. buonornunuar marepuan u uzonupanara JJIHK ce cbxpaHsBar npu cieaHUTE yCIOBUS:

17.5.1.1. Ha mopuum ¢ n3amepena konnentpanus Ha JTHK.

17.5.1.2. TlopuuuTe ca HaANKMCAHHU C €AWH M CHII WACHTU(PUKAIIMOHEH HOMED, U3rpajeH oT 9
OyKBEHO-1IHU(PPOB KOI.

17.5.1.3. B nBa xnagunuauka npu -70°C ¢ HE3aBUCUMO €JIEKTpO3axpaHBaHe.

17.5.1.4. buomornyeH Marepuan OT CKPHUHUHTOBUTE TMPOTPAaMH MOXE Ja C€ H3MO0I3Ba
aHoHUMHK3HpaH (¢ uaeHtudukaunoHeH Homep) 3a JIHK Oanka, B chOTBETCTBHME C JeiicTBamuTe
HOpPMATHBHU aKTOBE.

17.5.1.5. Axo u3puUYHO € 3alucaHo B MHGOPMUPAHOTO ChIVIaCHE, OMOJIOTHYEH Marepuan u
JHK, nmoctenunu B naboparopusita ¢ 1€l AMArHOCTHKa, morar na ce usnon3sar 3a JIHK Oanka
AHOHUMU3HpPAHU (C HICHTU(PUKAIMOHEH HOMep) Oe3 MOMBIHUTENHO ChIVIACHE Ha MAIlUeHTa W IPU
n34epriBaHe Ha MOMEHTHUTE JMarHOCTUYHHU Bb3MOXKHOCTH Ha JabopaTopusiTa.

17.6. UzpazsBane Ha uHpOpMupaHo cwriacue oT nonopa Ha JIHK 3a msrpaxnmane na JJHK
OaHka.

17.6.1. 3a Bceku JOHOp ce ChOMpAT JaHHM 3a 3APABOCIOBHOTO CHhCTOSIHUE U HAYMHA Ha KUBOT B
CTaHJAPTU3UPaAH MPOTOKOJ - MHTEPBIO, OAOOPEH OT €THMYHAa KOMHCHsS. Bbopocure B MHTEPBIOTO Ce
OTIPE/IETIAAT OT IeNIUTE Ha TeHOMHMUS MPOEKT, 3a KoiiTo ce m3rpaxaa JIHK Oankara.

17.6.2. VHmuBuayanHusIT YHADUIOUPAH TPOTOKOJ C€ ChXpaHsBa B IUCMEH BHJ W Ha
€JIEKTPOHEH HOCUTEI, KOAUPAH C UACHTHU(PUKAIIMOHHUS HOMED.

17.6.3. Ha oraenen moxkymeHT ((aiin) ce chxpaHsSBaT HIACHTH(PHUIUPAIIUTE MAllMCHTA JaHHU
(EI'H, nuuHu umMeHa, MACTO U JaTa Ha pax<iaHe u TenedoH) U uaeHTU(GUKAIMOHEH HOMeEp.

17.6.4. BUONOTUYHUAT MarepHall, JTOKyMEHTHT C HWACHTU(UIMPAIIUTE MalMeHTa TaHHU U
YHUDUIUPAHUAT MPOTOKOJI HOCAT €AWH W ChII WASHTU(DUKAIIMOHEH 9-3HaueH OyKBEeHO-IIM(PPOB HOMEP
(MHULIMATH U POXKIEHA JIaTa Ha IOHOPA).

17.7. Ilpenocrapsne Ha [JHK



17.7.1. Topuun or [AHK wmorar na ce mnpenocTtaBiT Ha JApyrd JabopaTopud caMoO B
AHOHMMM3HPAH BU]I.

17.7.2. JIaboparopusra e JuibxkHa Ja uHGOpMUpa JOHOPA, B CIy4yail ye TO kelae U B cliydai
Ye ce TOoIy4aT pe3ynTaT, UMAIH OTHOIIEHHE KbM 3/IpaBOCIOBHOTO My CHCTOSIHUE.

18. KauecTBeH KOHTpOI

18.1. JlaboparopusTa, U3MIBIHSBAIA MOJEKYISIPHO-TCHETHYHU aHAIIM3H, y4acTBa TIOHE B €/IHA
cuctema 3a BOK B 3aBucHMOCT OT cienMdukara u IpUOPUTETUTE HAa U3BHPILIBAHUTE U3CIICABAHMSL.

18.2. BujoBeTe TCHETMYHHM TECTOBE, IIpPEIJaraHd 3a OICHKA Ha KadyeCTBO, KAaKTO U
n3ncKBaHusATa ca npenactaBenn oT The European Molecular Genetics Quality Network.

18.3. buonoruunuTe IpoOH ce U3MpaIaT cruope ycTanHoBeHuTe oT cucremute 3a BOK cxemu u
MEPUOIH.

18.4. Ananu3ute Ha KOHTPOJTHUTE MaTEpHali C€ MU3BBHPIIBAT CHIVIACHO M3HCKkBaHUATA 10 |SO
15189 (GLP and competence).

18.5. JlokymMeHTanusATa OT KAYECTBEHHsI KOHTPOJI C€ ChXpaHsIBa BbPXY €JNEKTPOHEH U XapTHUEH
HOCHTEI ¥ BKJIFOUBA BCUYKH €TAIM Ha M3CJICBAHETO.

18.6. Pesynrarute ce OTHACAT A0 aHAIM3UpPaHE HA TEHETUYHUTE BApUAHTU U UHTEpIIpeTalus Ha
pesyniTara, Kacaell KIMHUYHATA JUarHo3a.

18.7. KonTpomnara mabopartopusi H3aaBa IMPOTOKOJN, OLEHSBAINl IPABHIIHOTO TEXHHUYECKO
U3IIBIHEHNE HA aHAIIM3UTE U MPABUIIHATA UHTEPIIPETALUS HA PE3YIITaTUTE.

18.8. Ilpu mpomycky B aHATUTHUYHUTE MPOLEAYpH Jabopatopusta TpsOBa na B3eMe MEpKU
chIiacHo ycTaHoBeHuTe npuHiuny 3a BKK u na ro orpasu B mucmeH Bu.

Pa3zgen V
[IpaBa Ha MAIMEHTUTE U CITYKUTEIUTE

1. ITanmeHTHTE UMAT CIETHUTE TIpaBa:

1.1. TlpenmpueMaHeTO HAa TEHETHYHO U3CIIEBAHE € JOOPOBOIHO M CE OCBHIIECTBSIBA CAMO IIPH
chIIacHe OT CTpaHa Ha MallMeHTa WJIM HEroB 3aKOHEH IMPEJCTABUTEN U ClIe/l pa3pelieHre Ha KOMUCHUSITA
0 MEIWIMHCKAa €THKa KbM CBOTBETHOTO JIe4eOHO 3aBeleHHe, Karo Cce CIa3BaT YCJIOBHUS 3a
UHPOPMUPAHOCT, KOH(UIEHLIMAIHOCT, OTPAaHUYEH AOCTBII JI0 pe3yaTaruTe. 3a LenTa ce MOANUCBA
UH(POPMHUPAHO CHIVIACHE, CHOTBETCTBAIIO HA IPOBEKIAHOTO U3CIIEIBAHE.

1.2. ITauneHThT/KOHCYITUPAIIUAT CE MOXKE Ja MTOUCKA [0 BCAKO BpeMe MH(popMalus 3a Xo1a Ha
U3CIIEJIBAHETO.

1.3. TlauueHTHT/KOHCYATHPAIIUAT CE€ MOXKE Jla IOMCKa IO BCSAKO BpEME CIHpaHe Ha
U3CJIEJIBAHETO.

1.4. [1a Ob1aT uHPOPMHpPAHU 32 3HAUEHUETO U IMarHOCTUYHATA CTOMHOCT Ha U3CJIEIBAHETO.

15, Ja Obpar undbopMupaHH 3a Jpyrd HEOOXOAMMH 3a YTOUHSBAaHE HA [JHMarHos3ara
U3CIICIBAHUS.

1.6. Jla npeueHsT nanu Ja ObJIaT yBEIOMEHU TEXHU POJAHUHU NPH Bb3MOXKHOCT 32 HOCUTEJICTBO
Ha MyTalusl.

1.7. {a um ObJe npeyiokeHa U OCUT'YpPEeHA TeHETUYHA KOHCYIITaLIHSL.

1.8. Pesynrarute OT H3CleABaHUATA ca JUYHU JaHHM Ha mHanueHTure. CHyXHUTEIHTE Ha
naboparopusiTa TpsAOBa J1a TapaHTUPAT ONA3BAaHETO UM. AKO JaHHUTE OT U3CIIEIBAHUATA CE HAHACAT B
KOMIIIOTBD, TOH HEe TPpsAOBa Ja € B Mpeka, WIK Ja ca 3allUTeHU C KO, U3BECTEH caMO Ha padoTemus ¢
KOMITFOTBPA CITY>KUTEI.

1.9. BeopochT 32 mpaBOTO Ha JIETETO Ja 3HAe WM HE 33 MEAMLMHCKHUS MpolieM ce ypexnaa
3aKOHOBO.

1.10. [TarmeHTHT MMa MpaBo Ja NOIy4H pe3yarara ot uzciensadero or MI'K nuuHo.

1.11. IIpaBa Ha noHopa Ha /IHK:



1.11.1. Ype3 nucmeHna monba 10 HauadHUKA Ha Jaboparopusita foHopbT Ha JIHK uma npaBo mo
BCSKO BpeMme Jla u3Teriu nopuus ot cbxpansBanara J|HK, 3a ga 6p1e nsnparena B npyra ipaboparopust
3a L[eINTEe Ha IUAarHOCTUKATA.

1.11.2. Axo He e anornmmsupana JIHK, upe3 nmucmena mosbda 1o HadaTHUKA Ha JTabopaTopusTa
noHopbT Ha JIHK mMma mpaBo mo Bcsiko Bpeme aa noxkenae JJHK mpoOute My ma ObaaT yHUIIOKEHH
3a€/IHO C BCUYKU JJAHHU 32 HETO B PETUCTHPA.

1.11.3. [JoHOpPHT MMa MpaBO J1a 3HAE PE3yATaTUTE OT MPOBEKIAHUTE HAYUYHU H3CIICABAHUS
Bbpxy HeroBara JIHK, B cinyuait ue Te naBat mose3Ha uHpopmaiius 3a 34paBoCIOBHOTO My ChCTOSHUE.

2. IIpaBa Ha CiIyKUTEIUTE

2.1. Coyxxurtenst uma npaso:

2.1.1. Ha uadopmanms 3a €CTeCTBOTO Ha paboTa, pUCKOBETE, CBHP3aHU C Hesl, U Ha 00y4YeHHeE,
CBBp3aHoO C paboTaTa My.

2.1.2. Ha 6e30macHOCT MMpHu U3BBPIIBaHE Ha MPOGeCHOHAIHATA CH IEHHOCT M BCHUKH OCTaHAIH
M3HUCKBAaHMSI Ha JEMCTBAIIOTO TPYIOBO 3aKOHOJATEJICTBO.



