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MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

3a uHeuUMpPO AnarHoCcTU4YHa ynotpeba

NMPEOHA3HAYEHUE

Komnnektute 3a HLA tunusupaHe Olerup SSP® ca komnnekTtn 3a [HK-6a3npaHo
TunuanpaHe Ha Knacl n Knacll HLA anenu 4ype3 metoga Ha KayecTBeHa
UHeUMpPO AmarHocTuka. [lpodykTuTe ce manonssaT OoT obydeHu creunanucTn B
MeaVUMHCKM 3aBefeHust ¢ uen onpefensHe Ha HLA cdeHotuna. TecTBaHUAT
naxogeH matepman e [JHK.

PE3IOME U OBACHEHUE

YoseluknTe neskouMTHN aHTUreHn (HLA) ca ce onpegensanu ¢ nomoLlTta Ha TecTt
3a NMMMAOLUMTOTOKCUYHOCT. To3m TecT obade e 3ameHeH OT TexHukn 3a [OHK
TMnu3vpaHe Ha 6asata Ha nonumepasHa BepwkHa peakuna (PCR) nopagu
CTEneHTa Ha rpeLLKkn 1 nuncaTta Ha paspelumTerniHa cnocoBHOCT Ha HMBOTO Ha
anenute. Npu noBeyeto PCR-6a3upann TexHnkn npouecwkT Ha PCR ce nsnonsea
caMmoO KaTo eTan Ha amnnudukauma Ha Heobxoammata npuuenHa OHK u e
HeobxooMMa CcTbrka crneg amnnudukaumst 3a pasrpaHMyaBaHe Ha pPasnMyHUTE
anenu. 3a paanuka ot ToBa, B Metogonorusata PCR-SSP (SSP — cneunduyeH 3a
nocriegoBaTenHocTTa npavMep) pasrpaHn4yaBaHETO Ha pPas3fuMyHUTE anenu ce
n3BbpLIBaA No Bpeme Ha npoueca Ha PCR. ToBa cbKpalwiaBa M OnNpocTsiBa
CTbMkaTa cneg amnnudukaumsaTa OO npocTa CTbMKka 3a OTKpMBaHE C ren
enekTpodopesa. Pesyntatute ot SSP Tecta ca wnvM NONOXUTENHW, WK
oTpuuaTeNHKN, KOETO NpeMaxBa HeoOXoOMMOCTTa OT CMNOXHAa UHTeprpeTauusa Ha
pesyntatute. B gonbnHeHne paspelumnTenHata CnocobHOCT Ha TUNU3npaHe npu
PCR-SSP e no-sucoka, otkonkoto npu gpyrn PCR-6asvpaHn TexHukn 3a
TUNU3MpaHe, Tb KaTo BCSKa NparMepHa ABOoKMKa onpeaens asa nocnegoBaTesiHn
yuc-pasnosfiokeHn MOTMBa, T.e.Ha cblWaTta xpomo3oma. OcBeH ToBa
CUHTETUYHMAT XapakTep Ha SSP peaktuBuTe cnomara 3a nogobpsiBaHe Ha
CTabunHOCTTa U HaMmansiBaHe Ha BapuaumMmMTe Mexagy naptTnauTe.

MPUHLUMN HA NPOLIEAYPATA

MeTtoponornata PCR-SSP ce ocHoBaBa Ha npuHUMNA, Ye HambfHO UMW MOoYTU
HaMbHO npunoKpmMBaLLm ce ONMUIOHYKITEOTUOHN npanvepm 6es
HecboTBeTCTBaWM 6Gasn B 3' Kpauwarta ce manonseaT no-ecektmeHo B PCR
peakuusita, OTKONIKOTO MpPW  HEMpUMNoOKpuBalmuTe Cce npanmMepu  4pes
Tepmoctabunum OHK nonumepasn 6e3 KOpekTMBHM CBOWCTBA. [lBOWMKMTE
npavMepun ca npegHasHayeHn [a ce NPUNOKpMBaT C €AWHWYHW anenu unm
rpyna(n) anenu B 3aBUMCMMOCT OT CTeMneHTa Ha Heobxoaumarta paspelumTenHa
CNOCOBHOCT Ha TunuaupaHeTto. [Mpu cTporo KoHTponupaHu ycrnosuss Ha PCR
HaMbHO UMW NOYTU HaAMBbIHO NPUMNOKPUBALLM Ce NpanMepHN OBOWKM NO3BONABaT
Ja ce nonyuu amnnudukaumsi, T.e. TONOXUTENEH pesynTar, [gokaTto
HenpunokpmeBaly ce npavMepHn [OBOWKAW He no3BondsaT [da ce Momnyyu
aMmnnudmrkaums, T.e. oTpuuaTeneH pesynrar.
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KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

Cneg PCR npoueca amnnudpuumpanute OHK dparmeHTn ce pasgendar no
pasmep, Hanp.4pe3 enektpodopesa C arapo3eH ren, Bu3yanuanpaHa upes
ouBeTaBaHe C eTuaueB Gpomna M m3naraHe Ha yNTpaBMONeTOBa CBETMMHA,
OOKYMEHTUpaHO 4pe3 doTorpadpmpaHe U MHTEpPNpPeTUpaHo. TbiKyBaHETO Ha
pesyntatnte ot PCR-SSP ce ocHoBaBa Ha HannuMeTo unM OTCLCTBMETO Ha
cneundunyHn PCR npoayktn. OTHocuTenHuTe pasmepu Ha cneundmnyHmute PCR
npoaykTm Morat fa ©Obaat nonesHn npu TbiKyBaHETO Ha pesyntatuTe.
MeTtopgonornara PCR-SSP 3a HLA nbpBoHayvanHo e onucaHa ot O. Onepyn npes
1991 1 1992 .12

TwbK kato npouecsbT Ha PCR mMoxe aa 6bae noBnuaH HebnaronpusatHo ot
pasnU4HM akTopu (Hanp. rPELLKX Npy NMNeTupaHe, TBbPAE HUCKA KOHLIEHTPaLMS
Ha [OHK, nowo kavectBo Ha [HK, Hannume Ha PCR MHXMbuTopu, TOYHOCT Ha
TepmMouumknepa), BbB Besika PCR peakuus e BkntoveHa 4BOWKa npanmepu ¢
BbTPeLLHa NonoXuTenHa KoHTponaZ2. [soiikaTa npanmepu ¢ BbTpeLuHa
NONOXUTENHA KOHTPOSIa CbBMNaZa CbC 3ana3eHnTe PErMoHN Ha reHa Ha YoBELLIKUSA
pacTeXXeH XOPMOH, KOWTO NPUCBbCTBA BbB BCUMYKM Npobu oT yoseluka JHK. Mpu
HanuumeTo Ha cneundmyeH PCR npogykt Ha HLA anen(u) npoaykTsbT Ha
NonoXuTenHata BbTPELLHA KOHTPOSHa NeHTa Moxe aa 6bae cnad vnm ga
OoTCbCTBA. AMNIIMKOHUTE, reHepupaHun ot cneumpundHnTe HLA npanmepHm
OBOVIKM, Ca NO-KbCU OT aMMNSIMKOHUTE Ha BbTPeLLHAaTa NofoXUTENHa KOHTposia Ha
npavMepHUTE ABOWKW, HO Ca NO-AbSrM OT TE3N HA HEMHKOPNOpUpaHUTe
npanmepu (BnxTe ,O4akBaHW CTOMHOCTU").

PEAKTUBM

A. WpeHtuduumpaHe
Komnnektnte 3a TunusmpaHe Olerup SSp® CbAbpXaT U3CYLLEHW,
npeaBapuTeniHO  ONTUMMU3MPaHU cheumduyHn  3a  nocnegoBaTenHocTTa
npanmepn 3a PCR amnnundgukaumna Ha HLA anenu n Ha reHa Ha 40OBeLUKUSA
pacTeXXeH XOpMOH, ocHOBHa cmec 3a PCR 6e3 BkntoyeHa Tag nonumepasa
(OcHoBHa cmec), agxe3uBHn PCR ynnbTHUTENHW dwunmm m Gpowypa ¢
OCHOBHUTE NHCTpyKUMKM 3a ynoTpeba.

Pa3TBopuTe Ha npanmepa ca npeaBapuTeriHO anMKBOTUPaHN U U3CYLUEHU B
pasnuyHn 0,2 ml amMkn B HapsidaHW, TbHKOCTEHHN Tasu 3a PCR. Bcska simka
OT TaBaTa CbObpXa W3CylWeH npaviMepeH pasTBoOp, CbCTOSAW, ce OT
cneunMduyHa cMmec OT npavMepu, T.e. creumdudHu 3a anenurte u rpynute
HLA npanmepu, Kakto U OBOMKA MNpanMepu 3a BbTPELUHA MOSIoXUTENHA
KOHTpOJia, CbOTBETCTBALLA Ha HeanenHute nocnegoBaTenHocTu. AMkuTe ca
rotoBu 3a gobassiHe Ha [JHK npoba, ocHoBHa cmec un H20.

MpanmepuTte ca npegHasHa4vyeHu 3a ontumanHo PCR amnnuduumpane npu
N3MNosi3BaHe Ha OCHOBHATa CMeC WM npenopbuuTenHarta nporpama 3a [OHK
unknupaHe (Bmxre ,lMporpammpaHe Ha Tepmoumknepa’).

MHpopmMaumsa OTHOCHO Tabnuuute 3a uHTepnpeTauus n cneumunyHoCT 3a
KOHKPETHUTE napTvaun unu paboTHMs nUCT 3a cneuudmynmnte HLA anenn,
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aMnnudmumpaHn OT BCSka CMeC OT npavMepu, MOXe fa ce Hamepu Ha yeb
cTpanuuaTa https://labproducts.caredx.com/products/olerup-ssp/.

B. lMpeaynpexaeHua v npeanasHu MepkKu

1. 3a uHeumpo gnarHoctTuyHa ynoTpeba.

2. To3n NpoayKkT He MOXe [a Ce U3NoNi3Ba KaTo eguMHCTBEHa OCHOBa 3a
B3eMaHe Ha KNUHUYHO peLleHune.

3. [lpedynpexdeHue 3a buonoauyHa onacHocm: BCUYKM KPBBHU NPOAYKTU
TpsibBa ga ce TpeTupaT KaTto NoTeHUManHo MHGEKUNo3Hn. Huto eguH
N3BECTEH METOA 3a TeCTBaHE HEe MOXe [a rapaHTupa, Yye npoayktuTe,
Nnonly4yeHu OT YoBeLlKa KpbB, HAMa fa npefanat MHMPEKUNO3HN areHTu.

4. [IpedynpexdeHue 3a buonosu4yHa onacHocm. ETnoneBmnat bpomuag,
n3nonaeaH 3a oupeTtsBaHe Ha [1HK B enekTtpodopesarta ¢ araposeH ren,
€ kaHueporeH. Manunynupante ¢ NogxXo4sLWMN NIMYHK NpeanasHn
cpeacTsa.

5. BHumaHue: Hocete 3awmta 3a ouym ¢ UV 3awmta n He rnegamte
n3toyHmka Ha UV cBeTnuMHa OUMPEKTHO MO BpeMe Ha nperneg wunm
doTorpadmpaHe Ha renose.

6. lNunetm n gpyro obopyaBaHe, M3MOM3BaHM 3a MaHwunynauum csied
nspbpBaHe Ha PCR, He TpsibBa ga ce u3nonaeaT 3a MaHunynauumu
npedu n3ebpluBaHeTo Ha PCR.

7. Buxrte NHdopmaumoHHnsA nmcTt 3a ©e3onacHocT
(http://www.labproducts.caredx.com) 3a nose4e nHpopmaums.

C. WHcTpykuum 3a ynotpeba
BwxTte YkasaHusaTa 3a ynotpeba.

D. WHcTpyKuun 3a cbxpaHeHue
CobxpaHsiBaTe KOMMOHEHTUTE Ha KOMMMeKTa Ha TbMHO U Mpwu
TemnepaTypu, NOCOYEHN HA €TUKETUTE Ha ONaKOBKaTa.
M3non3sanTte npegu cpoka Ha rogHOCT, OTrnevyaTaH BbpXy eTUKeTUTe Ha
onakoBkaTa.

E: TlNpeunctBaHe unmu obpaboTka, Heobxoauma npeam ynotpeba
BwxTe YkasaHuaTa 3a ynotpeba.

F. TlNoka3aHusa 3a HecTabuNHoCT

1.  He wusnonseante TaBuM 3a npanvMepu C NyKHATUHU B SIMKUTE UMK C
noBpeaeH ropeH pbb Ha AMKUTE, TbW KaTO TOBA MOXE Oa MPUYMHMU
nsnapsasaHe no Bpeme Ha PCR amnnudukaumata. He mnsnonseante
PCR ctpunose c kanaykm C nykHaTVHW, TbWA KaTO TOBa MOXe [a
npUYrHM n3napsasaHe no speme Ha PCR amnnudukaumnsaTa.

2. Tlenetute B AMKMTE TpsibBa Aa ca YepBeEHM Ha LBAT. XKXbNToTo
obe3LBeTsiBaHe Ha rneneTtaTa MOXe [a € UHAMKauna 3a gerpagaums.

3. OcHoBHaTa cmec TpsibBa Aa e YepBeHa A0 nunasa Ha UBAaT. XKXbnToTo
A0 opaHXeBo obesuBeTABaHe MOXe [a e HANKaums 3a gerpagauus.
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KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

M3NCKBAHUA KbM AMAPATA
A. Anapat
Tpsabsa fa ce n3nonssa TEPMOLMKIEP CbC CeaHNTE MUHUMASHN
cneuundukaumm:
« oTonngem kanak ¢ Temnepatypa 104°C 3a pabota 6e3 macno
» 6nok 3a npobu (anymuHun, cpebpo, nnmn nosnateHo cpebpo) 3a
nanonaeaHe ¢ 96-asmkoBa PCR nnaka unu 0,2 ml TbHKOCTEHHMU
peakuMOHHM enpyBeTKM
 Komnnektute Olerup SSP ca BanuauvpaHu 4pe3 crnegHute

TEpMOLUMKIEPW.
lMpenopbyMTEnHa CKOPOCT Ha paMmnara:

- GeneAmp 9700: Tepmouukrnep GeneAmp 9700, HacTpoeH Ha
pexum 9600. ToBa CbOTBETCTBA Ha CKOPOCT Ha pamnarta 3a
npo6bu ot 1,6°C/s Harope n 0,8°C/s Hagony.

- ProFlex 1x96-amkoB 6nok: Tepmouunknep ProFlex PCR cbc ckopocT
Ha pamnaTa Ha 6noka ot 3,0°C/s (Bcsika ctbnka 3,0°C/s). CkopocT
Ha pamnata Ha 6noka ot 3,0°C/s cboTBEeTCTBaA Ha CKOPOCT Ha
pamnarta Ha npobaTta ot 1,52°C/s Harope n 1,36°C/s Hagony.

- ProFlex 2x96-amkoB 6nok: Tepmouunknep ProFlex PCR cbc ckopocT
Ha pamnaTa Ha 6noka ot 3,0°C/s (Bcsika ctbnka 3,0°C/s). CkopocT
Ha pamnata Ha 6noka ot 3,0°C/s cboTBEeTCTBa Ha CKOPOCT Ha
pamnarta Ha npobaTta ot 1,9°C/s Harope n 1,6°C/s Hagony.
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KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

3abenexka: [lo-eucokama ckopocm Ha paMnama om
onucaHama no-2ope Moxxke 0a OKaxxe eslusiHue e bpxy
pe3ynmamume om munu3upaHemo. Monsi, umatime npedeud
cblWo0, Ye egheKMbM 8 bPXy munu3lupaHemo Moxe 0a ce
pa3ssiudaea Mexdy pas3sludHUmMe HegasludupaHu mepMoyuknepu
6 3asucumMocm om HacmpouKume.

* TemnepaTypeH ananasoH ot 4,0°C go 99,9°C

* TemnepaTypHa To4HocT oT x 0,25°C B ananasoHa ot 35°C o 99,9°C

* €OHOPOAHOCT Ha TemnepartypaTta Ha 6roka 3a npobu <0,75°C B
ananasoHa ot 55°C po 95°C

* kanubpupaHe Ha TemnepaTypaTa, NpocrneaMmo [0 pedepeHTeH

cTaHaapT (Hanp. HaumoHaneH HCTUTYT No CTaHdapTH U TEeXHOMOorm
(NIST))

Mporpamupanite Tepmoumknepa, KaTo U3non3BaTe LUMKINYHUTE napameTpu
3a PCR, noco4eHnu B pasgen B no-gony.

3a nHopmaunsa OTHOCHO KOHKPETEH TEPMOLUMKNIEP BUMXXTE PbKOBOACTBOTO
3a notpebutena Ha npoussoauTens. Tepmouuknepute Tpabea ga ovaar
kannbpupaHn B CbLOTBETCTBME C MpaBunata 3a akpeautauust Ha
AMEpPUKaHCKOTO [OpYyXeCTBO 3a XUCTOCHbBMECTUMOCT W MMYHOreHeTuka
(ASHI) unu EBponewckarta cdeagepaums no umyHoreHetuka (EFI).

Mporpamunpante Tepmouunknepa, npeau Aa U3nbiHUTE ONMCaHUTe No-gony
YkasaHus 3a ynoTtpeoba.
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KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

B. UwuknuyHu napameTtpu 3a PCR
1. 1 uymkbn 94°C 2 min AeHatypaums

2. 10 umkbna 94°C 10 sec. pgeHaTypauus
65°C 60 sec. oTrpsiBaHe n yabkaBaHe
3. 20 umkbna 94°C 10 sec. [pgeHaTypauus
61°C 50 sec. oTrpsiBaHe
72°C 30 sec. yaobmkaBaHe
4. Kpan — 3agbpxaHe RT ako e no-marsnko ot 8 4yaca
4°C ako e noeeye OT 8 yaca

06w, peakumoHeH o6em BbB Bcska Amka, 10 pl.

|Te3m umMknnyHn napametpn 3a PCR ce wm3nonsBaTr 3a BCUYKK KOMI'IJ'IeKTVII

lorerup ssp®]

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

B3VWMAHE U NOArOTOBKA HA NMPOBU

3a SSP tunuaupaHe e Heobxoguma mssneveHa [AHK ¢ Bucoka uncrtorta. [HK
npodute, kouto we ce mnanonseat 3a PCR-SSP HLA tunusupaHe, Tpsbea ga
6bvaaT noBTopHO cycneHampanm B dH20. KoedbmumeHTbT A260/280, UISMEPEH YpE3
UV cnekTpodoTomeTpusa, Tpabea aa 6vae mexagy 1,6 n 2,0 3a ontumanHa
BM3yanusauusa Ha neHtarta rno Bpeme Ha enektpodopesaTta.

lMpenopbyBame aBTOMaTM3MpaHO u3onupaHe Ha [OHK 4pes cuctemarta 3a
nsenmyaHe Ha OHK ot kpvBHa npoba EZ1 DSP Ha QIAGEN. 3a wmnaxogeH
mMaTtepuan Tpsibsa ga ce msnonssa kpbe ¢ ACD.

AntepHatmBHo [OHK-To mMoxe ga G6baoe u3BneyYeHo 4pes3 BCeKUM npeanodmTaH
MeToad, 4pe3 kouto ce wuzonupa uyucta [HOHK. Korato ce wnanonseart
anTepHaTUBHU MeTOAW, KOHUeHTpauusTa Ha OHK Ttpsbsa ga ce kopurupa go
30 ng/ul. He usnonseatime xenapuHu3upaHa Kpb8 ¢ me3u Memoou.

lNpenopbyBaHa kKOHUEeHTpauus Ha JHK npu nanonssaHeTo Ha:
EZ1-n3snevena AHK, 15 ng/ul.
OHK, nseneyeHa ypes gpyrm metogm, 30 ng/ul.

KoHueHTpauuu, Hageuwasawm 50 ng/ul, we yBenuyaT pucka oT HecneumpniHm
amnnudukaumm n cnabu QONbAHUTENHU NEHTU, ocobeHo 3a knac | HLA anenu
npu SSP TunusmpaHe C BMCOKa paspelmnTenHa CrnoCcoOHOCT. Ako e
Heobxoaumo, paspeaete nsenedenata [HK B dH20.

AHK npobume He mpsibea Oa ce cycneHOupam MOBMOPHO & pa3meopu,
ceObpXKawu xenamupawu azeHmu kamo E[ATA, ¢ KoHueHmpauyusi Hao
0,5 mM.

OHK npobute morat ga ce nanonssaT HENOCPEACTBEHO Cred U30NMPaHETO UK
0a ce cbxpaHdaBaT Npu TemnepaTtypa ot +4°C B pamkute Ha oo 2 cegmuum 6e3
HebnaronpuatHm edektn Bbpxy pesyntatute. OHK npobute morat pa ce
CbxpaHsaBaT npu Temnepartypa oT -20°C unm no-HucKa B npoabipkeHue Ha 9
mMeceua. YmictoTtaTta 1 KoHUeHTpauuaTa Ha nssnedennte HK npobu, konto ca
61N cbxpaHaBaHM 3a NPOOBLINKUTENEH nepuoa, TpsabBa ga ce aHanuaupar 3a
npuemnuseocT npean HLA TunusmpaHeTo.

OHK npobute Tpsbea ga ce TpaHcnopTupat npu Temnepartypa oT +4°C nnu no-
HMCKa, 3a Aa ce 3anasv UHTErpuTeTbT UM NO BPEME Ha NPEMECTBAHETO.

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

MPOLEQYPA
A. lpepoctaBeHn maTepuanu
1. Taswu 3a npanmepu Olerup SSP®,
2. OcHoBHa cmec 6e3 Taq nonumepasa (B NogxX0AsL, 3a TaBUTE Ha
Komnnekta obem). EQHa n cblia OCHOBHA CMEC Ce M3Mon3Ba 3a BCUYKK

komnnektn Olerup SSP?® .

3. AgnaxesmBeH ynnbTHuTeneH ¢unm 3a PCR  (nogxogsw, ©6pown,
oTroeapsi, Ha 6posa Ha TaBUTE Ha KOMMMEKTA).

4. bBbpowypa ¢ 0ocHOBHUTE VIHCTpYKLMKM 3a ynoTpeba.

B. Heobxoaumu maTtepuanu, KOUTO He ca BKITHOYEHU B KOMMNJIEKTa
1. Komnnekt/o6opyasaHe 3a nsonupaHe Ha JHK
2. UV cnektpodoTomMeTbp
3. Yctpouctsa 3a nunetupaHe. [lpenopbyBame enekTpoHeH
eIHOKaHaneH J03aTop C Bb3MOXHOCT 3a HakarnsaHe Ha 10 pl
anuMKBOTHM YacTu 3a fobassiHe Ha cmecTa mexay [JHK, ocHoBHaTa
cmec 1 dH20 kbM AMKMTE Ha TaBuTe.
HakpanHuum 3a nMneTu 3a egHokpaTHa ynotpeba
MonunponuneHoBu enpyBeTKn
BopTekc mukcep
MukpoueHTpodyra
PCR nocraBka 3a Tasu
Tepmouukrnep 3a PCR ¢ otonnsiem kanak ¢ 96-amku, TemnepaTypeH
rpagmeHT npes HarpeBaTenHus 6nok <0,75°C u taBa/dukcaTop 3a 0,2 ml
THHKOCTEHHUN PeaKLNOHHU SSIMKM
10. MukpoBbnHOBa qypHa WM KOTNOH 3a HarpsBaHe Ha arapo3Hu
pasTeopu
11. Arapo3sa 3a enektpogopesa, Hanp. FMC Seakem LE
12. 0,5 x TBE 6ydbep; 1 x TBE 6ycdep e 89 mM tpuc-6opat, 2 mM
avHaTtpues EOTA, pH 8,0
13. Wunwe c kankomep ¢ etnanes 6pomug, Mpoaykros Ne 103.301-10
14. MNMuneTnpawo yCTPONCTBO 3a 3apexaaHe ¢ ren. MNpenopbyBame 8-
KaHanHa nuneTa 3a 3apexgaHe Ha ren ¢ 5 — 25 ul perynmpyem obem

15. Mapkep 3a pasmepa Ha [JHK c o6xsaTt ot 50 — 1000 bp, Hanp. ctbnba ot
100 6a3oBu aBonkn, mapkep 3a pasmepa Ha OHK (Mpoaykros Ne 103.202-100) unu
mMapkep 3a pa3mepa Ha [JHK 3a kbcu ren cepum (Mpoaykros Ne 103.203-100)

16. Anapart 3a enektpodopesa/zaxpaHBaHe

17. UV TpaHcunomMmHaTop

18. doTtorpadcka unm obpasHa cuctema 3a JOKyMeHTaums

19. OHK Taqg nonumepasa Ha Roche, knac GMP. [KatanoxeH Ne 03 734
927 001 (1000 U) nnn # 03 734 935 001 (5000 U)].

©ooND O A

C. MNpoueaypa — cTbnkKa no cTbNKa
BwxTte YkasaHuaTa 3a ynotpeba.
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MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

YKA3AHUA 3A YNOTPEBA
A. lMopgroroBka Ha npobute
1. Tlpeuncrtete reHomHata [QHK oT neBkoumTHaTa npoba ypes metopn no
n3bop, BMXKTe pasgena ,B3anmaHe n nogrotoeka Ha npobu“ no-rope.
2. 3a KOHKpeTHa WHdOopMauus OTHOCHO MOAroToBKata M CbXPaHEeHWEeTOo
Ha npobute BwxTe pasgena ,BaumaHe uM nogroToBka Ha npobu® no-
rope.
3. WsBbpwete PCR amnnudukaumsa sbpxy npeuncrteHa OHK npoba, kaTto
nanonseaTte TaBa 3a TunusupaHe Olerup SSP® unu CbXpaHaBanTe
AOHK npo6a oo rotoBHOCT 3a TMNU3upaHe.

B. lMoaroTtoBka Ha peareHTa/o6opyaBaHeTO

1. [porpamunpante TepMmouuknepa aa ctaptmpa nporpama 3a PCR uukbn
Ha Olerup SSP®, BuxTe pa3sgena ,/3nckBaHms KbM anapaTa —
UunKMyHM napametpu 3a PCR" no-rope.

2. [purotBeTte Taq nonumepasa (5 eanHuum/ul), cbxpaHaBanTe g Ha
TemnepaTtypa ot -20°C.

3. [oaroTtBeTe rena 3a enekrtpodopesa, Buxre pasgen C — ,,lMogaroroBka
3a rena 3a enekrpodopesa‘“ no-gony.

C. MoproTtoBka 3a rena 3a enekrpodopesa
3a Olerup SSP® Gel System 96 (Mpoayktos Ne 103.101-01)
1. Hactponika
e HuBenupante enektpodopeTndHata kamepa 3a 1 ren (Mpoayktos
Ne 103.101-31) Unun enekTpodopeTnyHaTa kamepa 3a 3 rena (Mpoaykros
Ne 103.101-33), KaTO W3Mon3BaTe HUBENUP U TpUTE perynmpyemMu Ha
BMCOYMHA KpayeTa.
e [loctaBeTe TaBaTa(uTe) 3a ren B enekrpodopeTMyHaTa kamepa.
2. TllpuroTtesiHe Ha arapo3eH ren 2% (w/v)
M3anon3gamTe BUCOKOKAYECTBEHA arapo3a 3a enekrtpodgopesa,
cnocobHa aa pasgenu 50 — 2000 6a3osu asonkn Ha [HK dparmeHTn.
e B ctbkneHo wuwe ot 500 ml kbm 5 ml 10 x TBE 6ydpep (Tpuc-
bopat-EATA) ce pobasart 150 ml gectunupaHa Boga n 2 g arapoaa.
e AraposaTa ce pa3TBaps 4Ypes KuneaHe B MUKPOBbBITHOBA PypHa,
AokaTto ce obpasyBa xomoreHeH pa3teop ot 100 ml.
e OcTaBeTe pas3TBopa Ha rena ga ce oxnagn go 60°C, Hanp. B
oTonnuTeneH wkad.
e OugeteTe rena c etnames 6pomna npegu neexHe (10 mg/ml), 5 pl
Ha 100 ml pasTBop Ha ren. 3a makcumarnHa nekota Ha GopaBeHe
n3nonseanTe wuweTa 3a eTnameB Opomua C Kankomep (MpoaykTos
Ne 103.301-10). 3abenexka: ETnameBuatr 6pomuna e KaHUEpOreH.
MaHunynupanTe ¢ noagxoasium fIM4HN NpeanasHu cpeacTea.
e W3cunete 100ml pastBop Ha ren B TaBata 3a fren B
enektpodopeTnyHata kamepa. [NocrtaBeTte 6 ren rpebeHa (Mpoayktos
Ne 103.101-21) B CIOTOBETE Ha TaBaTa 3a ren.
e OcraBerte rena ga ce oxnaau 3a 15 MuHyTH.

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

e WNacunete 750 ml 0,5 x TBE 6ycbep B pe3sepBoapa 3a ren. lNotonete
TaBaTa 3a ren B KyTusiTa W BHMMATENHO wu3BageTe 6-Te ren
rpebeHa, KaTo rm NnoBAUrHeTe.

CnegBante WHcTpykummte 3a ynoTpeba Ha npou3BoauTens, KoraTto

n3nonaeaTte anTepHaTMBHWM CUCTEMW 3a ernekTpodopes3a. 3a Aga ce

nsnonssat ¢ komrnnektn 3a HLA tunusmpane Olerup SSP®, Tesn cuctemu

Tpsibea ga morat ga pasgenat PCR npoayktn ¢ pasmvep ot 50 go 1100

©a3oBu OBOVKWN.

D. [MoetanHa npoueaypa

1. OT MSICTOTO 3a CbXpaHEeHWe C NocoYeHaTa TeMnepaTtypa 3a CbXxpaHeHune
nssagete: nogxoaaw 6pon HK npobu, TaBm 3a npanmepa u xxenaHus
obem ocHoBHa cmec 1 Taq nonumepasa (5 units/ul), Heobxoaummn 3a
n3bpanute taBu 3a [JHK npobu/npanmepn. PasmpaseTte rm Ha cTanHa
Temnepatypa (20 go 25°C)

EgHa M cblla OCHOBHA CMeC Ce WM3rnon3Ba 3a BCWuku komnnektu Olerup)

[Eava |

2. CwmeceTe 3a kpaTko HK npobute BLB BOPTEKC MUKCEP.
3. lMocTtaBeTte TaBuTe 3a npanmepun B PCR noctaBkarta 3a TaBa.
4. KomnnekTu ¢ HACKa U BUCOKA paspelumTeniHa CnocobHOCT

e BopTekcupanTte OCHOBHMSI MMKC, NMpean Oda B3eMETe alnuKBOTHUTE

yacTu.

e C nomouiTa Ha pbYHa egHOKaHanHa nuneta gobaBeTe OCHOBEH MUKC
CbC CTanHa Temnepatypa, Taq nonmmepasa (5 units/pl) n dH20 B
enpyseTka ot 0,5 ml nnn 1,5 ml. (Bwxkre Tabnuua 1 no-gony 3a
nogxoasilmnTe Konmyecrtaa.)

e 3aTBOpeTe enpyBeTkaTa 1 BOpTeKcupanTe 3a 5 cekyHan. 3aBbpTeTe
MMMNYNCHO enpyBeTKaTa B MUKPOLIEHTpodoyra, 3a Aa cBanute usnarta
TEYHOCT OT CTEHUTE Ha enpyBeTKaTa.

e C nomoullTa Ha pbYHa egHoKaHanHa nuneta gobasete 8 ul oT cmecTa
mexay ocHoBHaTta cmec u dH20 u 2 yl dH20 B amkaTa ¢
oTpuuaTesniHa KoOHTpona, T.e. sMKata ¢ npanMepHN OBOVKN C
oTpuuaTernHa KOHTpOosa B TaBaTta 3a npanMepu.

e C nomowiTa Ha pbyHa egHokaHanHa nuneta gobasete AHK npobata
CbC CTanHa TemnepaTtypa KbM OCTaHanarta cCMec Mexay OCHOBHaTa
cmec n dH20. (BwxTe Tabnuua 1 no-gony 3a nogxoaawmre
KonuyecTea.)

e 3aTBOpeTe enpyBeTkaTa 1 BopTekcupanTe 3a 5 cekyHan. 3aBbpTeTe
UMMYJCHO enpyBeTKaTa B MUKPOLIEHTPOMyra, 3a Aa ceanute yanarta
TEYHOCT OT CTEHUTE Ha enpyBeTKaTa.

¢ /I3nonsBanku enekTpoHeH egHOKaHaNeH go3aTop, anMkeoTupanTe
10 pl oT peakunoHHaTa cmec Ha npobaTta BbB BCsKa siMKa, C
N3KINIYEHNE Ha sIMKaTa C OTpMuaTenHa KOHTposa oT TaBaTa 3a
npanmMmepu.

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

Ta6bnuua 1: O6emMn Ha KOMNOHEHTUTE, HEOOXOANUMU Ha TEeCT 3a pa3nnuyeH 6pon AMKM Npu
M3non3BaHeTo Ha OCHOBHa cMec 6e3 Taq nonumepasa.

Bpoi 0O6em Ha 0O6em Ha O6eM Ha 0O6em Ha Bpoi 0O6em Ha O6eM Ha O6eM Ha 0O6em Ha

AMKN OCHOBHaTa OHK dHO (ul) Taq AMKN OCHOBHaTa OHK dHO (ul) Taq

Ha cmec (pl) npo6arta (pl) nonnmvepasa Ha TecT | cmec (pl) npobata (ul) nonnmepasa

TecT Ta (M) Ta (M)
2 12 8 19,7 0,3 25 87 58 142,7 2,3
3 15 10 24,6 0,4 26 90 60 147,6 24
4 18 12 29,5 0,5 27 93 62 152,5 2,5
5 21 14 34,4 0,6 28 96 64 157,4 2,6
6 24 16 39,4 0,6 29 99 66 162,4 2,6
7 27 18 44,2 0,8 30 102 68 167,3 2,7
8 30 20 49,2 0,8 31 105 70 172,2 2,8
9 33 22 54,1 0,9 32 108 72 177 1 29
10 36 24 59 1,0 36 126 84 206,6 3,4
11 39 26 63,9 1,1 40 138 92 226,3 3,7
12 42 28 68,9 1,1 44 150 100 246 4,0
13 45 30 73,8 1,2 48 162 108 265,7 4,3
14 48 32 78,7 1,3 52 174 116 285,4 4,6
15 51 34 83,6 1,4 56 186 124 305 50
16 54 36 88,6 1,4 60 198 132 324,7 53
17 60 40 98,4 1,6 64 210 140 344,4 5,6
18 63 42 103,3 1,7 68 228 152 373,9 6,1
19 66 44 108,2 1,8 72 240 160 393,6 6,4
20 69 46 113,2 1,8 76 252 168 413,3 6,7
21 72 48 118,1 1,9 80 264 176 433 7,0
22 75 50 123 2,0 84 276 184 452,6 7,4
23 78 52 127,9 21 88 288 192 472,3 7,7
24 81 54 132,8 2,2 92 300 200 492 8,0

96 312 208 511,7 8,3

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

MpenopbyaHnTe ob6emun, n3dpoeHn nNo-rope, BKIOYBAT 00EM 3a KOMMEHCMpPaHe
Ha BapvauuuTe Ha nuneTtarta u 3arybute Ha TeYHOCT NO BbTPELUHUTE CTEHU Ha
enpyBeTKuTE.

5. KombnHupanu komnnektu A-B-DR, A-B-C, A-B-DR-DQ n DQA-DQB-DR
Enhanced u komnnekt HLA-C ¢ Bucoka paspewumtenHa CnocoOGHOCT 3a
YyecTo uscneaBaHu anenu

e BopTtekcmnpanTte ocHoBHaTa CMec.

¢ C nomowTa Ha pbYHa egHOKaHanHa nuneta gobasete 8,3 pl Taq
nonumepasa (5 units/pl) n 511,7 pl dH20 cbe cTariHa TemnepaTypa B
npegocraBeHaTa enpyseTka oT 1,5 ml, cbabpxawa 312 yl ocHoBHa
cMmec.

e 3aTBopeTe enpysBeTKaTa U BopTeKcMpanTe 3a 5 cekyHau. 3aBbpTeTe
UMMYJSICHO enpyBeTKkaTa B MUKPOLIEHTpodoyra, 3a Aa ceanute yanarta
TEYHOCT OT CTEHUTE Ha enpyBeTKkaTa.

e C nomouwyta Ha pbyHa egHoKaHanHa nuneta gobaseTe 8 pl oT cmecTa
MeXxay ocHoBHaTa cmec, Taq nonumepasa n dH20 n 2 ul dH20 B amkaTta
c oTpuuaTenHa koHTpona Ne 96, T.e. sMkaTa ¢ npaMepHU ABOVIKU C
oTpuuaTeniHa KoHTpona.

¢ C nomouwTa Ha pbYHa egHoKaHanHa nuneta, godasete 206 pl ot AHK
npobaTta cbC CcTarHa TemnepaTypa KbM OCTaHanaTa CMec Mexay
OCHOBHaTa cmec, Taq nonumepasa n dH20.

e 3aTrBopeTe enpyBeTKaTa U BOpTEKCMpanTe 3a 5 cekyHan. 3aBbpTeTe
UMMNYFCHO enpyBeTKaTa B MUKpOLEHTpodyra, 3a Aa cBanute usanarta
TEYHOCT OT CTEHUTE Ha enpyBeTKaTa.

e /3nonaBankun enekTpoHeH eAHOKaHarneH gosatop, anvksotupanTte 10 pl
OT peakumMoHHaTa cMec Ha npobaTa BbB BCSKa siMKa, C U3KMOYEHNE Ha
siMKaTa ¢ oTpuuaTtenHa koHTpona Ne 96 ot TaBaTa 3a npanMmepu.

BaxHo:
He 3abpaBanTte ga HaHeceTe npobaTa Hag nparimepuTe (M3CyLWEeHN Ha
OBbHOTO Ha BCsKa AMKa OT TaBaTa 3a npanmMepu), 3a ga nsberHere
KPpbCTOCAHO 3amMbpcsiBaHe Mexay ssMkuTe. [JokocHeTe BbTpeLlHaTa cTeHa
Ha KnageHeua C Bbpxa Ha nuneTaTa, 3a Aa nossonure npobaTa ga ce
NNb3HEe HaZony KbM ObHOTO Ha siMKaTa. [posepeTe ganu Bcu4ikm npobu ca
ce yTaunu Ha ObHOTO Ha BCsAKa AMKa. AKO He, NovyKanTe fneko TaBaTta
BbpXY NfoTa Taka, Ye BCUYKM Npobu fa ce yTasT Ha AbHOTO Ha AMKUTE,
npean ga sanoyHete PCR.

5. lNokpunte TaBuTe 3a npavMepu C nNpedocTaBeHUTe aaxe3vBHU
ynnbTHUTENHM omnmm 3a PCR. lNpoBepeTe gann BCUYKM PeaKLMOHHM
SIMKW Ca HambfHO MOKPUTKW, 3a Aa ce npepoTBpaTu 3arybata mm npwu
n3napeHne no speme Ha PCR amnnundpukaumata. Moxe ga nocraBute

KomnpecunoHHa nognoxka Olerup SSpP® (MpoayktoB Ne 103.505-06) BbPXY

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

agxesvBHUTe ynnbTHUTENHW dunmu 3a PCR |, 3a ga ce npegoTtBpatu
n3napsiBaHETO NO BPEME HA TEPMUYEH LMKBII.

6. lNoctaBeTe TaBuTe 3a NpanmMepu B TEPMOLMKIEP C NOAXOAALL adanTep
3a TaBu C enpyBeTKN. He gonyckante noBeye OT 5 MUHYTU 3aKbCHEHNE
mMexay HacTpourkaTa Ha PCR 1 TepMUYHOTO LMKIMpaHe.

7. BbBegeTte nporpamHusa cn Homep 3a Olerup SSP®. 3agaiite 10 Ml
peakTMBeH obem.

8. Craptupante PCR nporpamaTa. [Nporpamata e ¢ npoabimKUTENHOCT OT
npnbnuantenHo 1 yac n 20 MUHyTH.

9. N3BageTe TaBuTe 3a Npanmepu oT Tepmouukrepa. Ornegante TaBata
3a PCR, 3a ga ce yBepute, 4e mma npubnmnsanTenHo eaHakbB obem
TEYHOCT BbB BcAka saMka 3a PCR. Enektpodopesupanite npobuTte,
BWXTe pasgen E — ,'en enektpodopesa“ no-gony. NHTepnpeTtupante
pe3yntatute OT TUNM3MPaHETO C MnoMowTa Ha mabnuyume 3a
UHMeprnpemauusi u cneyugudHoOoCm Ha KOHKpemHu napmuou unu
pabomHusi nucm, BnXTe pasgena ,O4akBaHu CTOMHOCTU® NO-Aony.

E. len enekrpodopesa

1. Cnep 3aBbpwBaHe Ha PCR peakuudata nocraBeTe TaBaTa 3a npanmepu
n KyTuaTa ¢ ren. lNocrnegosaTenHocTTa Ha AMKUTE € OT JIIBO HAAACHO U
OT rope Hagony.

2. BHumaTenHo oTCTpaHeTe Kanauute Ha neHTute, 6e3 Oa pasnueate
npoayktute 3a PCR.

3. 3apepgete nocneposateniHo PCR npoayktute B 2% araposeH ren. (He e
Heobxoammo nobaesHeTo Ha Bydep 3a 3apexaaHe c ren.) lNpenopbysa
ce M3Mnosi3BaHeTo Ha 8-kaHanHa nuneTa 3a 3apexaaHe C ren.

4. 3apepgete mapkep 3a pa3smepa Ha [QHK (ctbn6a ot 100 6asosu ABOIiKK,
mMapkep 3a pa3mepa Ha JHK c npoaykTo Ne 103.202-100 nnn mapkep 3a pasmepa Ha
OHK 3a kbcu ren cepum ¢ npoagykroB Ne 103.203-100) B €AHA OT AMKUTE Ha
BCEKW pea.

5. TlokpuinTe KyTMATa C ren C Kanaka Ha KyTusita 3a rers

6. Enektpodopesupante rena B 0,5x TBE 0Oydep, 6e3 nosTopHa
unpkynaums Ha 6ydepa, 3a 15 — 20 muHyTn npu 8-10 V/cm.

7. TllpexBbpneTe TaBarta 3a ren c rena B UV TpaHcuntomuHaTop.

8. ®oTorpadupanite rena c nnu 6e3 Tasara 3a ren.

9. Mapknpante cHMMKaTa cnopen npasunarta Ha nabopatopusTa.

KOHTPON HA KAYECTBOTO

Hacokute 3a HLA TectBaHe Ha AMepUKaHCKOTO APYXXEeCTBO 3a XMCTOCbBMECTUMOCT
n umyHoreHeTtunka (ASHI) rmacaT, 4e BbB BCcsika HacTponka 3a PCR Tpsbea ga ce
BKIOYM OTpULaTenHa KOHTpora (3a 3ambpcsaBaHe). (CTaHgapTv 3a akpeauTupaHu
nabopatopun, AMEPUKaHCKO APY>KECTBO 3a XMCTOCbBMECTUMOCT U UMYHOTEHETUKA,
PeBusnpanu craHgaptv ot 2012 r., ogobpenun ot CbBeTa Ha agnpektopuTte Ha ASHI:
aHyapu 2013 r., OkoH4YaTenHa Bepcusi Ha Hacokute, oktomepu 2012 r.). Amka c
oTpuvuaTesiHa KOHTpOna e BKINoYeHa BbB BCUYKM KOMMNekTn oT naptuga 01V u no-
HoBM (3a komnnekta DQ low ot naptuga 06Y 1 no-Hoswm).

BwxTe pasgena ,MHTepnpeTauma Ha rena“ Ha cTp. 14.

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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PE3YNTATU

CneunduyHuTe 3a napTugata NMCTOBE 3a MPOBEPKA Ha KNETbYHUTE JNMHUN W
cepTudukaTa 3a aHanma ca OOCTBIMHA OHNaunH Ha agpec
https://labproducts.caredx.com/products/olerup-ssp/.

OrPAHUYEHUA HA NMPOLIEAYPATA

1. TlpouecbT Ha PCR-SSP un3nckBa CUAHO KOHTPONMMpPAHW YCrOBUS Ha TeCTBaHe,
3a Jga ce ocurypu Heobxogumarta AUCKPUMUHALMOHHA amnnmdukaums.
MpoueaypaTta, onncaHa B Te3n MHCTpykuum 3a ynotpeba, Tpsabea aa ce cnasea
CTPUKTHO.

2. WseneuveHata [OHK npoba e wabnoHbT 3a KoHKpeTHUs npouec Ha PCR
amnnudpukaums. [Mpeunctenata OHK tpabea ga mma koedumumeHT A260/280
mexagy 1,6 n 2,0, 3a ga nonyydn onTumManHa Bu3dyanusauus Ha neHtaTa 4vpes
enekTpodopesa.

3. Bcuykm anapatu, Hanp. TepMOLMKNEPBT, YCTPOKUCTBaTa 3a nuneTupaHe, Tpsibea
Aa 6baart kKanubpupaHn CbrnacHo NPENOPBLKUTE Ha NPOU3BOAUTENS.

4. VHdopmaumsa 3a KOHKpeTHaTa napTuha € npefocrtaBeHa B NMCTOBKaTa Ha
npoaykta: MHdopmaums n paboTeH NUCT 3a KOHKpeTHaTa napTnaa.

5. Bb3 ocHOBa Ha npoBeAeHNTE TECTOBE CreAHUTE BELLLECTBA Ca OLEHEHM C Tpu
(3) meToga Ha ekcTpakumsa npu n3bpoeHnUTe KOHLEHTPALMM N € YCTAaHOBEHO, Ye
Te He BNUAAT Ha pe3ynTtaTuTe OT U3NUTBAHETO.

ell\cnc?rT:ap:c::ﬂ MHT:ZE"):E_:'BP:UJ‘O UHTepdepeHTHaA KOHUEeHTpauusa™*
Cuctema 3a | bunmpybuH 200 mg/L
n3snuyaHe | XemornoowuH 200 g/L
Ha AHK oT | Tpurnmuepuam 30 g/L
kpbB EZ1 | MpoTenH 110 g/L
DSP
KomnnekTt | bunmpy6buH 200 mg/L
3a XemornobuH 200 g/L
nsBnuyaHe | Tpurnuuepwam 18,2 g/L
Ha AHK oT | MpoTeuH 77 — 96 g/L
KpbB
QlAamp
DSP
Bununpy6buH 200 mg/L
Metoa  "xemornobun 200 g/L
Gentra Tpurnvuepunam 18,2 g/L
PureGene  "mooreun 119 — 146 g/L
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6. PCR nnakute ca cumsnyeckn cbBMeCTUMN C NOBEYETO TEPMOLMKIIEPHU,
npegnaraHn Ha nasapa. Buxte Tabnuuata 3a CbBMECTUMOCT Ha
TepMouuKnepuTe ¢ nnactMmaca no-gony.
3abenexka: Tabnuuyama e dadeHa caMo 3a opueHmup. 3a eanudupaHu
mepMouyuKriepu, Moss, euxme pasdenia ,M3uckeaHusi KbM arapama —
Anapam®.

Tabnuua 3a CbBMeCTUMOCT
Mpoussogurten Tepmouuknep
Applied Biosystems GeneAmp 9700
ProFlex 96-amkoB
ProFlex 2x96-amkoB
Veriti 0.2ml 96-amkoB 610K
GeneAmp 2700, 2720, 9600
Agilent (Stratagene) SureCycler 8800
RoboCycler
Gradient Cycler
Biometra Uno, Uno |l
T1 Thermocycler
TGradient/TAdvanced
TRobot
TProfessional
Bio-Rad MJ Mini
T100
iCycler, MyCycler
C1000, S1000
PTC-2(xx)
PTC-100 ¢ 96-amkoB 6noK
Eppendorf Mastercycler Gradient
Mastercycler EP Gradient, Pro, Nexus
MWG Primus 96
TheQ Lifecycler
Thermo Scientific Arktik
Techne Flexigene, TC-412, TC-4000
Genius, Touchgene, TC-512, TC-5000
TC-PLUS, Prime, PrimeG, Prime Elite
Thermo Scientific Hybaid PCR Express, Px2, PxE
MultiBlock System & MBS
Omnigene, Omn-E
Gene Technologies GS1, GS4, GSX
Takara TP 3000

7. EdektmBHOCTTa Ha TO3M KOMMMEKT, M3MON3Ball, OCHOBHa cmec 6e3
BKMovYeHa Taq nonumepasa, e notBbpaeHa camo ¢ [OHK Taq
nonumepasa Ha Roche, knac GMP [KatanoxeHn # 03 734 927 001 vnu
#03 734 935 001). EdpekTnBHOCTTa Ha aHanM3a C U3nons3BaHe Ha apyru
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€ CareDx’
MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

€H3UMK e HensBecCTHa n Tpsabea ga 6bae ycTaHOBEHa M BanvanpaHa oT
notpeburens.
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& CareDx
MHcTpyKuMm 3a ynotpeba
KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

OYAKBAHM CTONHOCTU
A. AHanu3 Ha gaHHuUTe

Pasrnegante BHMMATENHO CHUMKUTE Ha Trena U onpegenete

NONIOXKUTENHUTE NIUHUN.

1. Tlo-6bp30 murpupalla, no-kbca fneHTa LWe ce BMAW B ren neHraTta B
cnyyan Ha amnnudukauusa Ha cneumdpmyHm HLA anenu. ToBa nokassa
NoNIOXUTENEH pes3ynTaT OT TecTa.

a. 3anuweTe HanNUYMeTo WU OTCbCTBMETO Ha cneundpunyHm PCR
NpPOaYKTW.

b. Tllpu nHTepnpeTupaHe Ha pes3ynTatuTe OT refa e nosie3Ho ga ce
cnegaT OTHOCUTENHMTE ObiKMHM  Ha cneundunyHnte PCR
NPpOOYKTW, KakTO € [JafdeHO B fuicToBKata Ha npoaykrta 3a
KOHKpeTHaTa naptmaa. Hskonko neHTun umaT gBe wnu noseye
Bb3MOXHU Ob/MKMHU Ha cneundundHnte PCR npogyktu. Tean amku
CbabpXXaT MHOXECTBO [OBOWKM npanmepn, reHepupawm PCR
NPOAYKTU C pasnvyHu pasmepu B 3aBucumocTt oT HLA anena(ute)
Ha OHK Ha npobara.

c. CbnocraBete mogernia Ha ren rneHtute cbe crneunguyHn PCR
NpoAYKTM C MHopMauuaTa B Tabnuvumte 3a MHTepnpeTauus u
cneundUYHOCT Ha KOHKpeTHaTa napTtugarta, 3a ga nonydmte HLA
Tnnnamparne Ha JHK npobara.

2. BbTpelwHa neHTa 3a NOSMOXUTENEH KOHTPOM, No-6aBHO murpupaila wm
no-abnra, TpsibBa ga Obae BuMAMMA BbB BCUYKM Tef JIEHTU, C
N3KIIOYEeHWEe Ha ren fneHTaTta C oTpuuaTernHa KOHTpora, KaTo KOHTPON
Ha ycnewHoTo amnnuduumpaHe. BbTpelwHaTa neHTa 3a nonoXxuTenHa
KOHTpONa Moxe pda € crnaba wnM ga nuncea B ren neHtute C
NoNIOXUTENEH pesynTar.

a. 3anuweTe HanMynMeTo U OTHOCUTENHUTE ObIMPKUHU Ha BbTPELUHUTE
NEHTU 3a NONOXUTENEH KOHTPON. KOHTPOMNHUTE NEHTU C pasnuyeH
pasmMep LWe nomMorHat 3a npaBwufHata opueHTauma Ha
TUNU3NPAHETO, KaKTO N 3a MAEHTUMUKALNA HA KOMMSEKTa.

b. Jluncata Ha neHTa 3a BbTpPEWHa MNOMNOXUTENHa KOHTpona 6e3
cneundundeH PCR npoaykt nokasea HeycnewHa PCR peakuus.

i. Ako HLA anenute wmorat pga 6bgaT onpegeneHn B
npUCHCTBMETO Ha HeycnewHn PCR peakumm n HeycnewHuTe
PCR peakuun He NpomMeHAT NpMCBOABaHETO Ha arnena, Toraea
He e HeobxoaMmo ada ce NoBTaps TECTHT.

i. Ako obade HeycnewHute PCR peakuum moraT ga npomMeHaT
npuceosiBaHeTo Ha HLA anena, ToraBa TunuampaHeTo TpsibBa
Aa ce NoBTOpPMW.

3. Hannumeto Ha cneundmndeH PCR npoaykT mnu neHTta 3a BbTpeLLHa
NOSIOXUTESTHA KOHTPOSa B NNEHTUTE 3a oTpuuaTesiHa KOHTporia nokassa
3ambpcsaBaHe ¢ PCR npoaykTn n aHynupa BCUYKKM pes3ynTtaTtu OoT TecTa.
B neHTuTe 3a oTpuuatenHa KoHTpona morat ga ce Habniogaear
npanmepHn onuromepu ¢ pasmep ot 40 go 60 6a3oBu aBorkn. ToBa He
Ce cuyuTa 3a 3aMbpcsiBaHe.
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MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

B. WHTepnpeTtauus Ha rena

NMonoxurtenHa OTtpuuaTtenHa HeycnewHa
peakuus peakuums PCR
peakuus

Amka | | | |

lNonoxuntenHa

B'preLu Ha |
KOHTPOIHa

neHTa

Cneunduyna
neHTa

MpanmepHa
neHrta

1. Mapkep 3a pasmepa Ha [HK (cton6a ot 100 6asosu aBomku, mMapkep 3a
pasamepa Ha [OHK ¢ npoayktos Ne 103.202-100 nnun mapkep 3a pasmepa Ha [OHK 3a
kpaTku ren cepum ¢ npoayktos Ne 103.203-100) TpsibBa ga ce 3apeau B egHa
OT SIMKMTE Ha BCEKM pen OT rena unm B CbOTBETCTBME C MECTHUTE
ykasaHua 3a nabopatopHa akpeguTaums.

2. Morat ga ce nonyyat neHTW, Mo-AbMArM OT feHTaTa 3a BbTpellHa
NONIOXXUTENHA KOHTPONa, KoMTo TpsibBa aa 6baaT npeHebperHaTn npu
TbIIKyBaHETO Ha pe3ynraTute OT TUNU3NPAHETO.

3. HeusnonssaHuTe npanmepu e obpasysaT AndysHa No-KkbCca fneHTa
oT 50 6a3oBn OBONKMN.

4. Moxe ga ce HabnogasaT apTedakT OT ONIMrOMEepPHU npanmepu. Te ca
Nno-abNArKM OT fleHTaTa Ha npanMepa, HO MO-KbCW OT crneumnuyHnTe
NEHTW.

CNEUN®UYHU PABOTHU XAPAKTEPUCTUKN

KOHTpON Ha Ka4eCTBOTO Ha KOMMIIEKTa

Bcekun npanimepeH pa3tBop ce TectBa vpe3 naHen ot 48 JHK npobu ot gobpe
XapaktepuampaHu knetbuHM numHMM Ha IHWC, BwxkTe nuctoBete 3a
BanuaupaHe Ha cneunuyHnTe 3a napTvgaTta KneTbYHW NIMHUK B NNCTOBKaTa
Ha nNpogykKTa ¢ MHdopMaLms 3a KOHKpeTHaTa naptuaa.

CpaBHUTENHM MeTOoaN

lNpoBeneHo e npoyyBaHe 3a cpaBHsABaHe Ha kommnnekTute 3a HLA TunusmnpaHe
Olerup SSP® c n 6e3 BkntodeHa Taq nonumepasa, NnpeaocTaBeHa B OCHOBHATa
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KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

cmec 3a PCR. Llenta Ha npoyyBaHeTO € Aa NoKaxe, Ye pbyYHOTO fobaBsiHe He
BNUsie BbPXYy pes3yntatute OT aHanmMsa M 4Ye pasnuyHuTe naptmau Taq
nonumepasa fasaTt edHn n cblm pesynrtatu. [lpoydBaHeTo BkmouBa HLA-A,
HLA-B (knac 1) n HLA-DRB (knac |lI) TunuampaHe Ha Hucka paspelumtenHa
cnocobHoct Ha 15 [OHK npobu ¢ wu3BecteH HLA reHoTun, nonyyeH Ha
MexayHapoaHuTe ceMuHapm nNo XMCTOCbBMECTUMOCT. [1pobuTe ca noaroTBeHU
M KoOupaHW OT MepcoHarn, pasnuyeH OT TO3W, KOMTO M3BbpLUBA TECTBAHETO;
N3NUTBALLMAT NepcoHan e 3acneneH 3a tunoeeTe HLA Ha npobute. Bcsaka
npoba e TecTBaHa napanenHo ¢ kombuHupaHa TaBa ¢ HLA-AB-DR Olerup
SSP® c ocHoBHa cmec 3a PCR 6e3 BknwoveHa Taq nonumepasa (,Tect”) u
kombuHupaHata taBa ¢ HLA-AB-DR Olerup SSP® c¢ ocHoBHa cmec 3a PCR ¢
BKMoveHa Taq nonumepasa (,KoHTpona“) B CbOTBETCTBUE C UHCTPYKUMUTE 3a
BCEKM OT aHanuauTe, BKMIOYEHM B NIUCTOBKATa Ha npoaykta. Bcuudkm tectoBe
ca nposegeHn B nabopatopuss Olerup SSP AB Laboratory B CTOkxonm,
LBeums ¢ n3nonsBaHeTo Ha egHa napTuaa OT KOMMMeKTa U Ase naptuan Taq
nonumepasa. B npoyyBaHeTo e nanonseaHa [HK Taq nonnmepasa Ha Roche,
knac GMP. TectBaHeTo Ha Bcsaka npoba ce CbCTOM B TUMU3MPaHE C HUCKa
paspelunTtenHa cnocobHocT ¢ kKombuHupaHaTa TaBa ¢ HLA-AB-DR Olerup
SSP®, nssbplueHa c: 1) OcHoBHa cmec 3a PCR c BknioyeHa Taq nonumepasa
(n3uncteH ot FDA ananus) (KoHTponeH aHanua), 2) OcHoBHa cmec 3a PCR
nntoc AHK Taq nonumepasa Ha Roche, npogykroB knac GMP, 5 U/uL; Maptnga
#1 (TectBaHa naptuga #1) m 3) OcHoBHa cmec 3a PCR nnwc OHK Taq
nonumepasa Ha Roche, npoagykTtoB knac GMP, 5 U/uL; MNapTtuga #2 (TectBaHa
naptunga #2). [deTekuusTa ce M3BbPLUBA C NOMOLITA Ha ren enekrpogopesa
cnen nssbpwBaHeTo Ha PCR. PesynTtatute ca o606LwweHn no-gony.

CbBnageHue
PesyntaTtu ot o
PesynTatut oT TUNM3UpaHe 3a c °
c | ac | bBNageHune
paBHEHME TMNU3npaHe 3a knac (95%
(# ceBnageHune/obLwo) (# flosepuTeneH
cbBnageHne/obuwo) MHT(EpBana)
HLA-A HLAB HLA-DRB

TecTBaHa 100%

naptuga (84,7 -
#1/Kontporma | 1210 1515 1515 100,0%)

naptuga

TecTBaHa 100%

naptuga 15/15 15/15 15/15 (84,7 —
#1/KoHceHcyct 100,0%)

TecTBaHa 100%

naptuaa (84,7 —
#2/Kontponma | 12/10 1515 1515 100,0%)

napTuaga

o)
Tecrsana 15/15 15/15 15/15 100%
naptmga (84,7 —
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KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

#2/KoHceHcyc 100,0%)
TecTBaHa 100%
naptuaa (84,7 -
#/Tecteana | 1210 1515 1515 100,0%)
naptuaa #2

a8 MeTtop Ha oueHKa
6 KoHceHcyceH pesynrtaT OT reHoTur, nonydeH Ha MexayHapoaHuTe
CeMMUHapU No XMCTOCHLBMECTUMOCT

BuenuorrAousa

1. Olerup O, Zetterquist H. HLA-DRB1*01 subtyping by allele-specific PCR-
amplification: A sensitive, specific and rapid technique. Tissue Antigens 1991:
37: 197-204.

2. Olerup O, Zetterquist H. HLA-DR typing by PCR amplification with sequence-
specific primers (PCR-SSP) in 2 hours: An alternative to serological DR typing
in clinical practice including donor-recipient matching in cadaveric
transplantations. Tissue Antigens 1992: 39: 225-235.

3. Axtyanuute HLA anenu moraT ga 6baat HamepeHu Ha agpec:

a. http://www.ebi.ac.uk/imgt/hla nnm

b. http://www.anthonynolan.org.uk/HIG.
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MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

OTCTPAHABAHE HA HEU3MNPABHOCTHU

MpoGnem

MpuynHa

DencrtBune

Ilunca Ha
amnnudmkauma (nunca
Ha aMmnnudpuKaumsa Kakto
Ha cpparMmeHTUTE 32
BbTpeLUHa KOHTpoOna,
Taka u Ha cneundpuyHuTe
amnnudmkaumm).

TBBbPAE HUCKO KOSNTMYECTBO
Ha OHK.

NamepeTe
KOHUeHTpaunata Ha [HK
N BUXKTE ganu
006aBeHOTO KONMNYECTBO
€ npasuIiHo.
3ambpcsaBaHeTo ¢ PHK
MOXe Aa NPUYUHK
CNeKTpoOTOMETPUYHO
HagLeHsiBaHe Ha
KOHLUEHTpaumsaTa Ha
OHK.

MNoBTOpETE
ekcTpakumata Ha OHK
BHUMATENHO C MPSICHO
NPUroTBEHN Pa3TBOPM.
MpenopbyBame
aBTOMaTU3NpPaHo
nsonupaHe Ha OHK ypes
cuctemaTta 3a U3BnvyaHe
Ha [QHK oT kpbBHa npoba
EZ1 DSP Ha QIAGEN.

OHK cbabpxka PCR
NHXNBUTOPM,

Hanp. NPOTEMHN, eTaHOI
(oT eTanuTe Ha yTasaBaHe),
oCTaHanu maTpuum ot
NPOAYKTK 3a TBbpAOdasHO
npeyncrteaHe Ha [QHK.

M3mepeTe ka4yeCcTBOTO
Ha [HK. NpenopbyBame
koeduumneHT A260/A280
ot 1,6 — 2,0 ypes UV
cnekTpooTOMETPUS.
CnepBanTte TOYHO
NpoTOKONa 3a U3BnmMyaHe
Ha [JHK Ha pocTaBuuka.
M3BbpLueTe NOBTOPHO
n3enmyaHe Ha [AHK.
MpenopbyBame
aBTOMaTU3NpPaHo
nsonupaHe Ha OHK ypes
cuctemaTta 3a U3BnmyaHe
Ha [QHK oT kpbBHa npoba
EZ1 DSP Ha QIAGEN.

OHK e nasneyeHa ot
XenapuHu3npaHa KpbB.

MNanonaseante
HexenapuHu3npaHa KpbB
WM NPOTOKONM 3a
n3enunyaHe Ha AHK ot
XenapuHu3npaHa KpbB.

[OHK e pa3tBopeHa B
Gydep, cvavpxaw EOTA.

lNoBTOpeEeTe
ekcTpakumata Ha HK n
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KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

| pastBopete AHK B dH-20. |
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MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

MpoGnem MpuynHa DenctBue
lMpodbsKeHue: CnyyanHo nonagaHe Ha MNpernepante
Jlunca Ha OenvHa B TecTa. obnactute, KbaeTo

amnnudmkauma (nunca
Ha aMmnnudpuKaymsa Kakto
Ha cpparmeHTUTE 3a
BbTPELUHa KOHTpOna,
Taka u Ha cneyudunyHUTe
amnnudmkaumm).

€BEeHTyasnHoO MoXe aa
nonagHe 6enuHa.

Komnnektute He ce
CbXpaHsaBaT npu
nogxoasiaTa
TemnepaTtypa.

CbxpaHsiBanTe
KOMMNEKTUTE npu
TemnepaTtypa ot -20°C.

TepmouuknepsbT He
paboTn npaBuIHo.

Kanubpupante
Tepmoumknepa u
nposepete PCR
nporpamara.
TepmMmouuknepsT,
N3N0n3BaH 3a PyTUHHO
PCR-SSP tvnunsupate,
TpsibBa ga ce kanubpupa
Ha Bcekun 6 — 12 meceua.

HenpaBuneH KOHTaKT
MEeXay HarpeBaTenHus
OGnok Ha TepmouuKnepa u
TaBaTta 3a SSP

M3nonseante
nogxoasiia
TaBa/dukcaTop 3a 0,2 ml
TbHKOCTEHHN

TMNU3npaHe. peakUMOHHU SIMKU, BUXTE
PBbKOBOACTBOTO Ha
TepMouuKnepa.
NMpousBoneH Heycnex Ha | YNMbTHUTENHUTE YBepeTe ce, 4e
amnnudukaumaTa dunmu/kanadkmTe 3a YNAbTHUTENHUTE
(oTnapane). enpyBeTkn 3a PCR He ca | punmu/kanadvkmTe 3a

NIBbTHO 3aTBOPEHMN, KOETO
BOOM 00 mM3napeHue u
nocnengatl Heycnex Ha
amnnnukaumara.

enpyBeTkn 3a PCR ca
NAbTHO 3aTBOPEHN.
Moxe na nocrtasute
KOMMpPECUOHHA
noanoxka Olerup SSP®
(MpoayktoB Ne 103.505-
06) BbpXy agxe3nBHUTE
YyNAbTHATENHU hrnmun 3a
PCR, 3a ga ce
npegoTBpatH
n3napsiBaHETo Mo Bpeme
Ha TepPMUYEH LIMKbI.

"peLwkun npn 3apexnaHe ¢
ren.

lMpoBepeTe ganu e
3apeneH NpaBUNHUAT
Gpon aMKKn 1 ganun Bcsika
sIMKa CbabpKa
NpuBnIM3NTENHO €AHAKbLB
obem cmec 3a PCR.
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KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

M3nonsBaHe Ha
HekannbpupaHu nMneTu.

KannbpupanTte BCUYKM
nMneTn peaoBHO cnopen,
npenopbKnTe

Ha gocTaB4uKa.

[peLkn npn nuneTupaHe.

N3BbpluBante
nMNeTupaHeTo no-
BHUMATENHO.

OcHoBHaTta cmec 1 [IHK Ha
npobarta He ca bunu
NpaBUITHO CMECEHUN Npeaun
ynotpeba.

PasbbpkanTte 3a kpaTko
4ypes3 BopTeKcupaHe
npean ynotpeba.
lNpenopbyBame ga
BOpTEKcMparTe cneg

BCEKM pes.
Kbm ssmknte ce nobaes M3BbpLuBante
HepaBHOMepeH obem OT nMneTupaHeTo no-
cmecta mexay AHK n BHUMATESHO.

OCHOBHaTa CMecC.
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MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

MpoGnem

MpuynHa

DencrtBune

Cnabwu ¢parmeHTH 3a
BbTpeLUeH KOHTPOI.

Heuncra OQHK.

MNamepeTe ka4ecTBOTO
Ha OHK. KoedonuyneHTsT
A260/A280 Tpsibea Aa
6bvae 1,6 — 2,0 upes UV
CcnekTpodoTOMETPUS.
3ambpcaBaHeTo ¢ PHK
MOXe Aa NPUYUHK
CNeKTPoOTOMETPUYHO
HagLeHsiBaHe Ha
KOHLEHTpaumaTa Ha
OHK.

HerpagnpanaTta QHK
BOOW OO pa3mMasBaHe B
ren neHture.

lNoBTOpeTe
ekcTpakumata Ha [JHK
BHUMATESHO C MPSICHO
NPUroTBEHN Pa3TBOPM.
lNpenopbyBame
aBTOMaTU3NpPaHoO
nsonupaHe Ha [HK ypes
cuctemaTta 3a UsBfmyaHe
Ha OHK ot kpbBHa npoba
EZ1 DSP Ha QIAGEN.

TBbpAe HUCKO KONNYECTBO
Ha OHK.

N3mepeTe
KOoHUeHTpauuaTa Ha JHK
n perynupaunTe go

30 ng/ul vnn po 15 ng/ul
3a [1HK, naene4veHa ypes
cuctema 3a u3BrnmyaHe
Ha OHK oT kpbB EZ1
DSP Ha QIAGEN.
3ambpcsaBaHeTo ¢ PHK
MOXe Aa NPUYUHK
CNeKTPoOTOMETPUYHO
HagLeHsiBaHe Ha
KOHLEeHTpaumaTa Ha
OHK.

HerpagnpanaTta AHK
BOOW OO pa3mMa3sBaHe B
ren neHTure.
lNoBTOpeTe
ekcTpakumata Ha [JHK
BHUMATESHO C MPSICHO
NPUroTBEHN Pa3TBOPM.
[penopbyBame
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KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

aBTOMaTU4Ha
ekcTpakuma Ha [HK ypes
cucTtemMa 3a 1M3BnunvaHe
Ha OHK ot kpbB EZ1
DSP Ha QIAGEN.
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KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

MpoGnem MpuynHa DenctBue
lMpodbsKeHue: TBbpae BUCOKa Kannbpupante
Cnabu dparmeHTH 3a TemnepaTypa Ha Tepmoumknepa un
BbTpeLlleH KOHTPOsI. OoTrpsiBaHe, nposepete PCR
TEPMOLMKNEPBT HE € nporpamara.
KanmbpupaH. TepmounknepsT,

N3N0oN3BaH 3a PYTUHHO
PCR-SSP tvnunsupate,
TpsibBa aa ce kanubpupa
Ha Bcekn 6 — 12 meceua.
OcHoBHaTta cmec 3a PCR | CbxpaHsiBanTe

ce CbXpaHsiBa rnpu npaBUITHO OCHOBHaTa

TemnepaTtypa ot +4°C cmec 3a PCR.

noseye OT 2 ceaMuLUN.
HecneundunyHu ManonassaHe Ha NamepeTe
amnnudunkaumm (CTLNOM | NPEKOMEPHO KONMMYECTBO | KOHUEeHTpauuata Ha AHK
WUIIU Hama3Ku). OHK npoba. n perynupamnTe ao

30 ng/ul vnn go 15 ng/ul
3a [HK, naeneyeHa ypes
cucTtemMa 3a M3BnnyaHe
Ha OHK ot kpbB EZ1
DSP Ha QIAGEN.

Hsakon npanmepHu
pelleHna umart no-
BMCOKa TeHAEHUMNA ga
nopaxgar
HecneundpunyHa
aMnnudukaums, BUXTE
oenexkute noa NUHUSA
BbB BCsika Tabnuua 3a
cneundu4HOCT Ha BCHKa
KOHKpeTHa napTtuaa.
Heuuncta [HK. Bcuykn dpparmeHTn, no-
ronemMu oT oparMeHTa
Ha BbTPELLHUS KOHTPOS,
Tpsibea ga 6baar
WUrHOPUPaHu npu
MHTEepNpeTUpaHeTo Ha
nonyyeHuTe pesynraTtu.
lMpoBepeTe Ka4yecTBOTO
Ha [QHK. [NoBTopeTe
na3snuyaHeto Ha [HK.
lNpenopbyBame
aBTOMaTU3NpPaHo
nsonupaHe Ha [QHK ypes
cuctemaTta 3a U3BfmyaHe
Ha OHK ot kpbBHa npoba

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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€ CareDx’
MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

EZ1 DSP Ha QIAGEN.
Hsakon npanmepHu
pelleHna nmart no-
BUCOKa TeHAeHuus aa
nopaxgar
HecneundpunyHa
aMnnudukaums, BUXTE
benexkute nog NUHUSA
BbB Bcsika Tabnuvua 3a
cneundu4HOCT Ha BCHKa
KOHKpeTHa napTtuaa.

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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;é CareDx

MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

MpoGnem

MpuynHa

DencrtBune

Bce no-cnabu curHanu
3a amnnudumkauma c
TeyeHue Ha BpeMeTo.

OugeTsaBawmAT pasTBop
Ha eTuames Gpomng
araposeH ren e crap.

lNpuroTeeTte npeceH
pa3TBOp Ha eTMAMNEB
Opomug, 3a aa
nocTurHeTe no-gobpo
ouBeTsiIBaHe Ha
arapos3Hud ren v ga
nosyymTe no-g4obup
curhan. Obnaunte Ha
npanmMepa ca fiecHu 3a
OTKpMBaHeE, ako
OLBETSBAHETO Ha
araposHud ren e
HOPMarsHo.

Epna ot UV namnute e
cyyneHa.

lNpoBepeTe
obopyasaHeTo ¢ UV
cBeTnuHa. ObnaunTe Ha
nparmMmepa ca necHu 3a
OTKpuBaHe, ako UV
CBET/IMHATA € HopMarHa.

ManonasaHo e TBbpAE
Manko konuyectso [HK
npoba.

NamepeTe
KOHUeHTpauusaTa Ha OHK
n perynupamnTte 0o

30 ng/ul vnn go 15 ng/ul
3a [HK, naeneyeHa ypes
cuctema 3a u3BrvyaHe
Ha OHK ot kpbB EZ1
DSP Ha QIAGEN.

TBbpae BUCOKa
TemnepaTypa Ha
oTrpsiBaHe,
TEPMOLMKIEPDHT HE €
KanmbpupaH.

Kannbpupante
Tepmoumknepa u
nposepete PCR
nporpamara.
TepMoumMKnepsT,
N3N0oN3BaH 3a PYTUHHO
PCR-SSP tvnunsupate,
TpsibBa aa ce kanubpupa
Ha Bcekn 6 — 12 meceua.

CTpaHHM moaenu Ha
amnnudukaums.

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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M3nons3Ba ce HenpaBunHa
Tabnuua 3a
NHTepnpeTaumsa/paboTeH
NINCT 3a KOHKpeTHaTa
napTuaa.

MpoBepeTe HOMepa Ha
napTvaarta Ha
N3N0ON3BaHUA NPOAYKT M
n3nona3saHarta Tabnuua
3a
MHTepnpeTaunsa/paboTeH
TIACT.

HenpasunHa
nocnegoBaTenHOCT Npw

lNpoBepeTe
noapaBHABAHETO Ha

q3
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€ CareDx’
MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

3apexgaHe c refn. CMECUTE W ren NeHTuTe.
MopaenbT Ha BwxTte no-gony.
amnnmukaumsa cbabpxa
danwmneo NONOXNTENHN
pesyntaTu.

MopaenbT Ha BwxTte no-gony.
amnnmukaumsa cbabpxa
dranwmeo oTpuyaTenHu
pesyntaTu.

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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;é CareDx

MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

Mpobnem MpuynHa Hencreue
dPanwuneo nonoxurtenHn |3ambpcsaBaHe Ha OHK. Manonasante pbkaBuLm,
amnnudpunkauymn. HaKpanHULUM 3a NUnNeTw,

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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cbabpxawm 6apuepn
(UNTHLPHU Tann) n
OTAENHM NOMELLIEHMS 3a
paboTa ¢ npobaTta npeaun
n cneg PCR.
OcurypeTte npeyunsHo
GopaBeHe ¢ BCUYKM
Npobu BbB BCUYKN
CTBIKWN.

lMpoBepeTe 3a
3aMbpcsiBaHe C
MOMOLLITa Ha TECTOB
KOMMNEeKT 3a Npobu ot
nosbpxHocTn Olerup
SSP®.

Heuncta OHK.

MNamepeTe kKa4ecTBOTO
Ha OHK.

CnepgBanTte TOYHO
NpoTOKONa 3a U3BnmM4yaHe
Ha [JHK Ha gocTtaBuuka.
M3npobeante gpyru
CUCTEMMU 3a U3BIIMYAHE
Ha OHK.

M3BbpLueTe NOBTOPHO
na3snuyaHe Ha OHK.
lNpenopbyBame
aBToOMaTU4Ha
ekcTpakuma Ha [HK ypes
cucTtemMa 3a U3BnuyaHe
Ha OHK ot kpbB EZ1
DSP Ha QIAGEN.

M3non3BaHe Ha
NPEeKoMepPHO KONMMYECTBO
OHK npoba.

NamepeTe
KOHUeHTpauusaTa Ha OHK
n perynupamnTte 0o

30 ng/ul vnn go 15 ng/ul
3a [HK, naeneyeHa ypes
cuctema 3a usBrnvyaHe
Ha OHK ot kpbB EZ1
DSP Ha QIAGEN.

TBbpae HUCKa
TemnepaTypa Ha
OoTrpsiBaHe.

Kannbpupante
Tepmoumknepa u
nposepete PCR
nporpamara.
TepMoUMKNepsbT,

q3
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€ CareDx’
MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

N3N0oN3BaH 3a PYTUHHO
PCR-SSP tvnunsupate,
TpsibBa aa ce kanubpupa
Ha Bcekn 6 — 12 meceua.
lonamo 3abassHe mexay |He TpsibBa aa ce

HacTponkata Ha PCR n aonycka Haf, 5-MUHYTHO
HayanoTo Ha TepMnYHNS | 3abassiHe nNpeaun

LUMKBI. TEPMUYHOTO LMKNUPAHE.
3abaBsaHe mexay MN3non3sante

NOCTaBSAAHETO Ha TaBWUTe 3a | NpeaBapuUTENHO 3arpaT
TUNU3npaHe B TePMUYEH TepMOUMUKIep.

LMKBI U HAYanoTo Ha
LMKNMpPaHEeTO.

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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;é CareDx

MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

MpoGnem MpuynHa DenctBue

lMpodbsKeHue: Manona3saHe Ha MNanonaeante

PanwmnBo NONOXUTESTHN | MPEKOMEPHO KOSIMYECTBO | IPENOPBYMUTENHOTO

amnnudmkaumm. etTnanes bpomung,. KONMYecTBO eTnanes
Gpomua.

HenpaBunHo TbrikyBaHe Ha
apTeakT KkaTo
cneynduyHa neHTa.

lMpoBepeTe TabnuuaTta
3a MHTepnpeTauus Ha
KOHKpeTHaTa
naptuaa/paboTHma nuct
n TabnuuaTta 3a
cneundu4HOCT 3a
NpaBUNHUA pasmep Ha
neHtaTta n benexkute

nog fMHuS.
MopenbT Ha [NpoBepeTe ganun BCUYKK
aMmnnudukaums cbabpxa | crneunuaHmn

danwmnBo NOSTIOXKNUTENHN
pesyntaTu.

amnnudukaumnm ca c
npaBUiHU pasmMepu nnm
hanuv pageH aptedakt
(npeHacsiHe, npanmep-
ONMep) € NorpeLLHo
MHTEepnpeTupaH KaTo
amnnudukaumns.

HenpasunHa
nocrnegoBaTesIHOCT npu
3apexgaHe c rern.

MpoBepeTe
nogpaBHsBaHETO Ha
CMECUTE U ren NeHTuTe.

danwmemu oTpUuLaTesiHU
amnnudpunkauymn.

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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TepMouMKNepPbT HE e
nNpaBuHO KanmbpupaH.

Kannbpupante
Tepmoumknepa u
nposepete PCR
nporpamara.
TepMouMKnepsT,
N3N0oN3BaH 3a PYTUHHO
PCR-SSP tvnnsupate,
TpsibBa aa ce kanubpupa
Ha Bcekn 6 — 12 meceua.
Ako pesyntatute He
ObaaT KopurnpaHm 4pes
NOBTOPHO KannbpupaHe,
BbBeadeTe OTHOBO TecTa
C pedepeHTHa npoba
CbC cbulaTa
cneumduyHocT. Ako ce
noTBbPAAT
oTpuuaTenHuTe
amnnudukauum,
CBbpPXXETE Ce C ekmna 3a

q3
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€ CareDx’
MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

noaapbXKKa Ha KIMUEHTH.
HenpasunHa [MpoBepeTe
nocnegoBaTeNHOCT Npu NOApPaBHSIBAHETO Ha
3apexgaHe c ren. CMECUTE U ren NeHTuTe.

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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€ CareDx’
MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

Mpobnem MpuynHa Hencreue
LUsnocTtHmu npobnemu ¢ Herpagnpana OHK npoba. |[lNosiBsiBa ce kaTo
rena (pasmuiTu renose Hama3ska B ren neHture.
n/vnn pasmasaHu NeHTH). M3onnpante OHK ot
npsicHa npoba.
Pesku nuHun B HepaBHomMepHO
NPOWN3BOSTHN SIMKM. cycneHamnpaHe Ha OHK.

YBepeTe ce, ye AHK Ha
npobaTta e pasTBopeHa,
npeau ga Bemete
anvMKBOTHAaTa YacT.

BopTtekcupante
pa3pegeHata HK
npo6a.

PCR npogyktsT ce nanmea | BHumartenHo

OT AMKaTa. noapaBHeETE BbpXoBeETE

Ha nuneTaTa c AMKUTe 3a
ren v HakaneTte 6aBHO.

BydeptbT 3a MNogrotBete HoB TBE

enekTpodopesa moxe ga | bydep.

e TBbpAe TOMbI. PaboTteTe npu No-HUCKO
HanpexeHue.

ManonaeaH e HenpaBuneH |YBepeTe ce, Ye ce

NPOUEHT arapo3eH ren. n3nonssa

npenopbUUTENHUAT 2%
araposeH ren.
AraposaTa He e HanbfHO | 3aTonneTe OTHOBO 3a

pas3TBoOpeHa. KpaTko, 3a Aa ce pastonu
araposara.

HenpasunHa M3nonssante

KoHueHTpaunsa Ha TBE. npenopbyMTEnHaTa
KOHUEeHTpaumsa ot
0,5 x TBE.

enoBe ca TBbpAe ckopo | ['enoBeTe ca rotosu 3a

oTneTw. ynotpeba easa 15
MUHYTW cneg,
OT/IMBAHETO.

'enoBe ca TBbpAe cTapu. |He otnuBanTte renoseTe
TBbpAe ObJITO BpeEME
npean paboTta C TaX.
M3nonseaHunAaT ren rpebeH | Msnonssante rpebenHn ¢

nma TBbpae aebenn TbHKN Npopesn
npopesu. (4 x 1. mm).

['en TaBaTa He € MN3BapgeTe rena ot ren
npo3payvHa Ha UV nbuw. Tasarta, npeau ga

npernenaTe AaHHUTE.

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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;é CareDx

MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

doTorpaduaTa Harena e
TBbpPAE cBeTna.

Manona3esaHe Ha
NPEeKOMEepPHO KONMMYECTBO
eTnanes 6pomuna.
[NpoBepeTe HAcTponknTe
Ha Kamepara.

doTorpaduaTa Harena e
TBbpPAE TbMHa.

M3nonseante
NpPenopbYUTENHOTO
KONMUYeCcTBO €TMANEB
Gpomua.

MpoBepeTe HacTponknuTe
Ha Kamepara.

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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€ CareDx’
MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

Mpobnem MpuynHa DencrtBune

O6wu npobnemn c Pamnarta e HacTpoeHa KomnnekTtute Ha Olerup
¢hanwmBo oTpMuaTenHa |TBbPAE BUCOKO. SSP ce Banuaunpart ¢
amnnudmkauma nnu nomMoLuTa Ha Uuknep
npoo6nemu ot nogobeH GeneAmp 9700,
Xapaktep, CBbp3aHu C 3agageH B pexum 9600,
M3NbIfIHEHUE Ha LUUKNuTe n ProFlex cbc ckopocT

Ha pamnarta 3°C/s. Mo-
BMCOKaTa CKOPOCT Ha
pamnara oT onucaHarta
MOXe [a OKaxe BnvsiH1e
BbpXy pe3ynratute ot
TUNU3MPAHETO.

TBbProBCKU MAPKW, U3NON3BAHU B TO3U JJOKYMEHT/ITPOAYKT

Olerup SSP®e permctpmpaHa TbproBcka mapka Ha CareDx AB.
Qiagen™ e Tbproscka mapka Ha QIAGEN.

3ABEJIEXKA 3A KYNYBAYA: Komnnektute Olerup SSP® 6e3 BkntoveHa Taq
nonvmepasa — To3n NPoAyKT € oNTUMU3MpPaH 3a u3nonssaHe ¢ Taq
nonumepasa Ha Roche, knac GMP (KatanoxeH # 03 734 927 001 vnn #03 734
935 001) B npovueca Ha nonMmepasHa BepmxkHa peakuus (,PCR"), koaTo moxe
Aa e 0b6ekT Ha nateHTu oT cTpaHa Ha Roche Molecular Systems, Inc. n F.
Hoffmann-La Roche Ltd. (,Roche®). JlabopaTtopusaTta Hocx OTrOBOpHOCTTa Aa
ce cebpxe ¢ Roche Molecular Systems, Inc., 3a ga ce onpegenu ganu e
HeobXoaMMO n3gaBaHETO Ha NULEH3 BbB BPpb3Ka C Te3M NaTEHTMW.

OTroBOPHOCT

CareDx AB npepocTtaBda rapaHuusi 3a CBOUTE MPOAYKTM Ha MbpBOHaYasHus
KynyBay cpewy gedektu B maTepuvanute U uspaboTkata npu HopmarnHa
ynotpeba n npunoxexHve. EAMHCTBEHOTO 3aabimkeHne Ha CareDx AB no Tasn
rapaHuMsi € ga 3amMeHu 0es3nnaTHO BCEKM MNPOAYKT, KOWTO He OTroBaps Ha
CTaHgapTuTe 3a eKkcnoaTaund, NoCoYeHn B cneumdmrkaumnaTa Ha npoaykra.
Taaun rapaHuusa ce oTHacsa camo 3a NpPoAyKTu, KOUTO ca bunun obpaboTBaHu n
CbXpaHsiBaHU B CbOTBETCTBUE C npenopbkute Ha CareDx AB, v He ce oTHacs
3a NpoayKkTn, KouTo ca 6unm obekT Ha MpoMsiHa, HenpasunHa ynoTpeba mnm
anoynotpeba.

Bcnukn npeteHumMn BbB Bpb3Ka C Ta3u rapaHumst Tpsibea ga 6baaTt otnpaBeHu
kbM CareDx AB B nucmeH Bug 1 ga 6baat npuapyxeHun ot konue ot paktyparta
Ha KynyeBaya. Taswm rapaHuusi 3aMeHsi BCUYKM OPYrvM rapaHuuun, uskasaHu unm
noapasbupallm ce, BKMOYUTENHO rapaHuuuTe 3a nNpogaBaemMocT U rogHoOCT 3a
KOHKpeTHa uen. CareDx AB He HOCK OTrOBOPHOCT 3a CrlydanHO HACTbLNUW Unu
nocrnegsaiuu WeTwu.

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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€ CareDx’
MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

To3n npoaykT He Mmoxe Aa 6bae npedopmynupaH, onakoBaH Uy NpenpoaaBaH
nog kakeato m ga e dopma 6e3 nucmeHoTto cbrinacme Ha CareDx AB,
Franzéngatan 5, SE-112 51 Ctokxonm, LBeuus.

PaboTeTe ¢ BCuYkn Npodu, cakalw ca B CbCTOsSIHME Aa nNpeaaBaT 3abonsiBaHus.
Bcnukm paboTtu TpsbBa goa ce u3BbpLUBAT C PbKaBMUM M C NOOAXOAALN NNYHU
npeanasHu cpeacTsa.

FAPAHUUA

CareDx AB rapaHTupa, Yye npanimepuTe B TaBuTe 3a TunmsmnpaHe Ha Olerup SSp®
nputexaeaT cneundukuTe, nNOCoYeHn B paboTHMA nucT, TabnuuuTte 3a
NMHTEprpeTauns 1M cneunduyHOCT Ha KOHKPETHU napTuau OT IMCTOBKata C
MHdopMaLma 3a NpoaykKTa.

ALOPECU:

MpousBoguTen:

CareDx AB, Franzéngatan 5, SE-112 51 Ctokxonwm, LLBeuns
Ten: +46-8-508 939 00

®akc: +46-8-717 88 18

Wmenn: orders-se@caredx.com

Yeb cTpaHuua: http://www.labproducts.caredx.com

OucTtpubyTtop:

CareDx AB, Franzéngatan 5, SE-112 51 Ctokxonm, LLBeuns
Ten: +46-8-508 939 00

Pakc: +46-8-717 88 18

Mmewnn: orders-se@caredx.com

Ye6 ctpaHuua: http://www.labproducts.caredx.com

CareDx Lab Solutions Inc., 901 S. Bolmar St., Suite R, Yect Yectbp,
MeHcnnBaHma 19382

Ten: 1-877-653-7871

®akc: 610-344-7989

Wmenn: orders-us@caredx.com

Yeb cTpaHuua: http://www.labproducts.caredx.com

CareDx Pty Ltd., 20 Collie Street, ®pumanTbn, 3anagHa Asctpanus 6160,
ABcTpanus.

Ten: +61 8 9336 4212

MUmewnn: orders-aus@caredx.com

Yeb ctpaHuua: http://www.labproducts.caredx.com/

3a nHdopMaumsa OoTHOCHO AucTpubytopute Ha CareDx B cBeToBeH mawab ce
cebpxeTe ¢ CareDx AB.

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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€ CareDx’
MHcTpyKuMm 3a ynotpeba

KomnnekTtu 3a HLA Tunuaupase Olerup SSP® 6e3 BknioueHa Taq nonumepasa

1179-LBL v01 e npeBoa Ha aHrnuickms opurmHaneH gokymeHT 0193-LBL v03 Olerup SSP® HLA
typing kits without Taq polymerase (Komnnektn 3a HLA TunuaupaHe 6e3 BkmoyeHa Taq
nonumepa3sa 0193-LBL v03 Olerup SSP®).

M3BbpLueHn npomeHn B npepaboTteHo usganune 0193-LBL, Bepcus 04 B cpaBHeHne ¢ 0193-LBL,
Bepcus 03:
1. lMpomeHeHa e nHopmauusaTa 3a Bpb3Ka.

M3BbpLueHn npomeHn B npepabdoTteHo usganune 0193-LBL, Bepcus 03 B cpaBHeHne ¢ 0193-LBL,
Bepcus 02:

1. [obaBeHa gata Ha NpepaboTeHOTO u3gaHue.

2. PasscHeHa e wHdoOpMauusiTa OTHOCHO NMCTOBKATa Ha KOHKpeTHaTa napTvaa Ha
npoaykra.

3. CareDx Pty Ltd ca nobaBeHu kaTo ANCTPMBYTOP.

Komnnektn 3a HLA TunuaunpaHe 1179-LBL v01 Olerup SSP® 6es BkntoueHa Taq nonnMepasa3a uHeUMPo AuarHocTnyHa ynotpeba
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