IHCTpYKLif i3 3acTOCcyBaHHSA

130201042M:100 TecTiB y Habopi
c € 130601042M: 50 TecTiB y Habopi
130701042M: 30 TecTiB y Habopi

MAGLUMI® ByrnesogHun aHtureH CA 72-4 (IXJ1A)

REF

H NPU3HAYEHHSA

Habip nae 3mory BUKOHYBaTV iMyHOXEMIMOMIHECLIEHTHWUIA aHania in vitro ona BU3Ha4eHHs kinbkicHoro Bmicty CA 72-4 B cvpoBaTLi Ta nna3mi KpoBi noanHn 3a
[OMOMOrOI0 MOBHICTIO aBTOMaTWYHOIO XeMintoMiHecLeHTHOro imyHoaHanizatopa cepii MAGLUMI 1 iHTerpoBaHoi cuctemmn cepii Biolumi; Takox uen aHanis
BMKOPUCTOBYETLCA 51K AOMNOMDKHWUIA 3acib TepaneBTUYHOrO MOHITOPUHTY KapLMHOM LUINYHKY Ta SEYHUKIB.

i cTucnui onuc

ByrneBogHwuii aHtureH 72-4 (CA 72-4), Takox BiJOMUI siK NyxnuHoacowinoBaHuii rnikonpoTeiH 72 (TAG-72), siBnsie coboto MyumHonogibHmin 6inok i3 Benukoto
MOMEKYNSIPHOK Macoto, SIKUA MOXHa BUSIBNSTM 3a AONOMOIOH [BOX MULLAYMX MOHOKIOHaNbHUX aHTuTin, B72.3 ta CC49, aki 6ynu Bnepue BuaineHi 8 1981 p.
pocnigHukamu Colcher, et al'-3. NMigsueHHs koHueHTpauii CA 72-4 B cupoBaTUi KpOBi 4acTO CMOCTEpiraeTbCs B MALEHTIB 3i 3MOSKICHAMU MyxXmuHamu
LLINTYHKOBO-KVLLKOBOTO TPaKTY, @ TaKoX pakoM SEYHUKIB, MaTKU, nereHb i rpyaeii*. OCHOBHUM MoKasaHHAM AN KOHTponio piBHIB CA 72-4 € MOHITOPUHT mpoLecy
nikyBaHHs Ta nepebiry 3axXBOpOBaHHA B NaUi€HTIB i3 pakoM LNyHKy abo sevHuKiB. ICHYE Kinbka AocnimKeHb, NPUCBAYEHNX NOTEHUIMHUM MOXIMBOCTSAM KiiHIYHOTO
3acTocyBaHHA CA 72-4 B niKyBaHHi LUNYHKOBO-KULLKOBUX i FHEKOMOrYHNX 3axBOPOBaHb, SIKi J4EMOHCTPYIOTb YyTNMBICTL TecTy npubnusHo y 40 % y pasi
KONOPEKTanbHOro paky i paky LnyHky Ta 50 % y pasi paky sieunukis®. CA 72-4 mae GinbLlu BUCOKY, nopiBHsHO 3 CA 19-9 a6o KEA, nyxnuHHy cneundivHicTb Wwono
Takmx J06pOsKICHAX 3axBOplOBaHb, SK LMPO3 MediHkU, FOCTPWi NaHKpeaTwuT, 3anarieHHs TOBCTOI kuwku Ta xonectas®. MoegHaHHs CA 72-4 3 iHWMMK
cupoBaTkoBUMU Mapkepamu, 3okpema KEA ta CA 19-9 ans paky wnyHky abo CA 125 ans paky S€4HUKIB, MOXe NigBULLMTY YyTNUBICTb aHanidy 6e3 3HauyHux 3miH
y 3ararnbHiit cneumdivHocTi®.

0 NPUHUMN Oli TECTY

IMyHOXEMINOMIHECLLEHTHUI aHani3 3a TUNOM ceHABiva.

3pasok, BychepHuii po3unH, MarHiTHi Mikpocdepu, BKpUTI MOHOKINOHanNbHUMK aHtutinamm ao CA 72-4, Ta mitkn ABEI 3 iHLUMMW MOHOKNOHaNbHUMK aHTUTINaMm
0o CA 72-4 peTenbHO NepemillytoTbCsl, BiaOyBaeTbCs peakuisn 3 yTBOPEHHSIM KOMIMEKCIB 3a TUMOM CeHABIYa, a nicnsi Hel — iHKyGyBaHHsA. [icns ocagkeHHs B
MarHiTHOMYy noni 3nNMBaeTbCA CynepHaTaHT i BUKOHYETLCA LMKN BiAMMBaHHS. licns uporo gogatTeea ctaptepu 11 2 Ana 3anycky XeMintoMiHECLIEHTHOI peakLii.
IHTEHCUBHICTb CBITNOBOrO CUrHany BUMIpOETbCA (HOTOENEKTPOHHUM NMOMHOXYBa4YeM Yy BiAHOCHUX CBIiTNOBUX ognHuusix (BCO) i € nponopuinHoo 40 KOHUEeHTpaLii
CA 72-4 y 3pasky.

l PEATEHTHU

Cknapg Habopy

KOMMOHEHTH Onme 100 TeCTI.B y | 50 TecTu.s y 30 Tecm.a y
Habopi Habopi Habopi

MarHiTHi MarHiTHi Mikpocdepu, BKpUTi MOHOKINOHanbHUMK aHtutinamm go CA 72-4 (npubnus-o

mikpoccdepu 8,00 mkr/mn (pg/mL)), y HaTpin-cbocchaTtHomMy 6ydpepHomy posunHi, NaN3 (<0,1 %). 2,5 mn (ml) 1,5 M (mL) 1,0mn (mL)

Kan|6paTop. AHTUreH CA 72-4 B HU3bKill KOHLEHTpaLUii B HaTpin-pocchaTHOMy BydepHOMY po3UmHI, 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

Hu3bkoro piBHA | NaN3(<0,1 %).

Kan|6pa'rop. AHTUreH CA 72-4 y BUCOKiN KOHLEHTpaLii B HaTpiit-dhocchaTHOMY BydepHOMY po3uuHi, 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

BuUcokoro piBHa | NaN;3(<0,1 %).

Bydep Bydepruii posumH Tpic-HCI, NaN; (<0,1 %). 10,5 mn (mL) | 6,0 mn (mL) 3,9 mn (mL)

. Mitka ABEI 3 MoHoKnoHanbHum aHTuTinom o CA 72-4 (npuénusHo 0,250 mkr/mn

Mirka ABEI (Mg/mL)) y HaTpin-cbocdaTHoMy BydepHomy posunHi, NaN3 (<0,1 %). M5un(ml) | 65mn(mb) | 4.2mn(mL)
AHTUreH CA 72-4 y Husbki koHueHTpauii (8,00 oa/mn (U/mL)) y HaTpin-poccaTHoMy

KoHTtponb 1 6ychepHomy possuti, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
AHTureH CA 72-4 y Bucokinn koHueHTpadii (50,0 og/mn (U/mL)) y HaTpi-dbocdaTHOMY

KoHTponb 2 6ycbepHOMy posumri, NaNs (<0,1 %). 1,0 mn (mL) 1,0 mn (mL) | 1,0 mn (mL)

Yci peareHTU HagalTbLCA B rOTOBOMY [0 BUKOPUCTaHHA CTaHi.

MonepexeHHSA i 3acTepeXeHHs

e [IpusHayeHo Ans AiarHoCTUKK in vitro.

* Jlywe ans NpodpecinHOro BUKOPUCTaHHS.

e Cnia yxwuBaTh BIANOBIAHMX OCOBUCTUX 3aCTEPEXHUX 3axX0AiB ANA YHUKHEHHS KOHTaKTy OyAb-AKWX YacTUH Tina 3i 3paskamu, peareHTaMmu Ta KOHTPONbHUMU
3paskamu 1 JOTPUMYBaTMCS MICLLEBMX BUMOT LLOAO0 POBOTU Nif Yac TECTYBaHHSI.

e BxuBanTe 3BUMYaHNX 3aCTEPEXHNX 3aX0AiB, 060B’'A3KOBKX Nig Yac poboTu 3 ycima nabopaTopHUMKU peareHTamu.

3anopykoto OTpMMaHHS OOCTOBIpHMX pe3ynbTaTiB € OOCKOHane BOOAIHHSA TEXHIKOKW aHamidy ¥ 4iTke OOTPUMAaHHS iHCTPYKLi, HaBedeHUX Ha BKnaguii

yNaKoBKW.

He BukopucToBYITE HaGIp Nicnsi 3akiHYeHHS CTPOKY NPUMAATHOCTI, 3a3HAa4YeHOro Ha eTUKEeTL.

He BMKOPUCTOBYINTE KOMNOHEHTM 3 Pi3HMX NapTii abo Big pPi3HWX peareHTiB 04HOYaCHO.

YHuKaiiTe YTBOPEHHS NiHU B YCiX peareHTax i npenapartax (3paskax, kanibparopax i KOHTPOSIbHMX 3pa3kax).

Yci Bioxoamn GionorivyHmx 3paskiB, HionoriyHnx peareHTiB i BUTpaATHUX MaTepianiB, O BUKOPUCTOBYHOTLCS Afsi MPOBEAEHHS TeCTy, chif BBaXaTu NOTEHUiNHO

iHbikOBaHUMM 11 yTUNi3yBaTK iX BiANOBIAHO 4O BUMOT MiCLIEBUX HOPM.

e Llei BUpi6 MicTUTb a3ug HaTpito. A3ua HaTPit0 MOXe BCTyNaTu B peakLito 3i CBUHLEM YM MigHUMUK enlemeHTaMu Tpybonposogis, yTBoptoloun BUOyxoHebe3neuHi
asuam meTanis. Micna ytunisauii cnig npomuTy TpyBW BENUKOHO KinbKicTio Boaw, abu 3anobirTu yTBOpeHHto BiaknazaeHb asuais. JoaaTkoy iHchopmaLiio MoxHa
3HaNTK B nacnopTtax 6e3nekn NpoaykTy, siki HA4ATLCA Ha BUMOTY NPoMEeCiNHUX KOPUCTYBaYiB.

MpumiTtka. Mpo Gyab-ski ceprosHi iHUMAEHTU, NOB’sI3aHi 3 NpUCTpoeM, cnif noeigomuTy komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BNoBHOBaXXeHNX NPEACTaBHUKIB, @ TAKOX KOMMNETEHTHI OpraHu BaLLoi KpaiHu.

NMoBoaXeHHA 3 peareHTaMu

e lllo6 He ponycTuTW 3abpyAHEHHs!, NOTPIGHO BAAraT! YMCTI pykaBuyku Nig Yac poboTun 3 Habopom peareHTis i 3paskamu. MMig yac po6oTn 3 Habopom peareHTIB
Cnif, 3aMiHWUTW PYKaBUYKK, SIKi KOHTAKTYBanw 3i 3paskamu, Ha YWCTi, OCKiNbKW NOTPaNnaHHA mMaTepiany 3paska MoXe Npu3BecT! 40 OTPUMAaHHS HeAOCTOBIPHUX
pesynbTartis.

® He BukopucTOBYyNTE AedekTHi Habopu, 3okpema Habopu 3 NOPYLLEHO rEPMETUYHICTIO YLLiNbHIOBANbHOI NNiBKW, KanamyTHMUW peareHTamu, HasiBHICTIO ocagy
B peareHTax (3a BUHATKOM MarHiTH1X mikpocdep) abo Habopu, KOHTPONbHI NOKa3HUKK SKMX HEOAHOPAa30BO BUXOAMNM 3@ MeXi A0MYCTUMOro AianasoHy. AKLWO
Habip € gedekTHUM, 3BepHiTbCS 40 KoMnaHii Snibe abo ii odiuinHoro guctpub’iotopa.

e ABW YHWKHYTWM BUMApOBYBaHHS PiAvHWU 3 BIAKPUTUX HabopiB peareHTiB Y XONOAUIIbHUKY, PEKOMEHOOBAHO 3aneyaTtaTty BiaKpuTi Habopu repmeTusyoyor
NniBKOM, IO MOCTa4YaeTbCA PasoM 3 YNaKoBKOK. YLUiNbHIOBanbHa niiBka € O4HOPa30BO; A03aMOBUTK ii MOXHa B komnaHii Snibe abo ii odiuinHMx
ancTpub’roTopis.

® |3 yacom Ha NpoknaaLi MOXyTb HaKOMUYYBaTUCA BUCOXMI 3anULKK piavH. 3a3Buyalt BOHU SBNSIOTL COOOK CONbOBWIA OCad i He BNAMBaKTb Ha pesynbTaTt
aHaniay.

® BuKopuUCTOBYWTE BigKpUTUI BNOK peareHTiB B 04HOMY aHaniaTopi.

® [HCTPYKLi OO0 NepemillyBaHHA MarHiTHUX Mikpocdep HaBedeHOo B pO3Aini LbOro BKnaauila, npucBA4YeHoMY MiaroToBLi peareHTiB.

e [lopaTkoBY iHhOpMaLiito MPO NOBOMXEHHS 3 peareHTamu nifg Yac BUKOPUCTAHHSI CUCTEMW HaBeAEHO B IHCTPYKLT 3 BUKOPUCTaHHSA aHanisaTopa.
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IHCTpYKLif i3 3acTOCcyBaHHSA

36epiraHHsA Ta cTabinbHicTbL
® He 3amopoxywTe 6nok peareHTiB.

e 36epiraite Habip peareHTiB y BepTUKanbHOMY MOMOXEHHI, 106 3a6e3neunTu NoBHy AOCTYMHICTb MarHiTHUX Mikpocdep.

e BepexiTb Big NPSAMUX COHAYHUX NPOMEHIB.

CT1abinbHicTb peareHTiB

Y HenopyLueHii ynakosui npu Temnepatypi 2-8 °C

00 KiHUS 3asiBNEHOro TEPMiHY NpUAaTHOCTI

Y BigKpUTOMY CTaHi npu Temnepatypi 2—-8 °C

6 TWXHIB

YcepeauHi cuctemm

4 TVXKHI

CTabinbHICTb KOHTPONBLHMUX 3pa3kKiB

Y HenopyLueHi ynakosui npu Temnepatypi 2-8 °C

00 KiHUS 3asiBNEHOr0 TEPMiHY NPUAATHOCTI

Y BigkpuTOMY CTaHi npu Temnepatypi 2-8 °C 6 TWXHIB
Y BigkpuTOMY cTaHi npu Temnepatypi 15-25 °C 6 roguH
Y 3aMopoxxeHoMy cTaHi npu TemnepaTtypi —20 °C 3 micsaui

KinbKiCTb LIMKMiB 3aMOPOXYBaHHSA 1 PO3MOPOXYBaHHS

He 6inble 3 pasiB

H 36IP | NIArOTOBKA 3PA3KIB

Tunu 3pa3kis

JInwe 3a3HayeHi Hx4Ye 3pasku NpoMLLNM BUNPOBYBaHHSA Ta BU3HaHI NpuaaTHUMK ANs aHaniay.

Tunu 3pa3skiB MpoGipku Ana 36MpaHHA 3pa3kiB

CupoBarka Mpo6ipku 6e3 goaaTkoBKX / AONOMDKHUX pe4oBUH abo Npobipkn 3 aKTMBATOPOM 3ropTaHHs abo renem Ta akTMBaTOPOM 3ropTaHHs

Mnasma EOTA-K2

e 3asHayeHi TMNK 3pa3kiB TecTyBanucs 3 Npobipkamu Ans 36upaHHs 3paskis, siki 6ynu JOCTYNHI HA PUHKY HA MOMEHT TeCTyBaHHsi, TO6To Byno npoTecToBaHo He
BCi 4OCTYNHi Npobipku Bif ycix BUPOBHMKIB. CucteMun 36MpaHHs 3paskiB pisHUX BUPOBHMKIB MOXYTb MICTUTMW Pi3Hi MaTtepianu, ski B AESKUX BUNagKax MOXYTb
BNNMBAaTK Ha pe3ynbTaTtu TecTiB. ig Yac BUKopucTaHHs Npobipok Ans 36upaHHs 3paskiB cnig HeyXunbHO 4OTPUMYBATUCS BKa3iBOK BUPOOHWKIB NPoBipok.

CraH 3pa3skiB

® He BMKOPUCTOBYWTE NpenapaTy 3 TENMOBOK iHAKTMBALiE, HAAMIPHO reMoni3oBaHi 3paskuy, 3pas3ku 3 HaAMIpHOLO rinepninigemielo Ta 3pasku, siKi MatoTb SBHI
03Haku MiKpOBGHOro 3abpyaHEHHS.

e [lepL HiXX NOYMHATK LEHTPUAYryBaHHs, NepekoHanTecs, Lo nNpoLec koarynsuii B cMpoBaTLi MOBHICTIO 3aBepLUMBCS. [lesiki 3pa3ku cupoBaTku, 0cobnmMBO B3STI
B MAaLli€HTIB, IO MPUIAMAOTL aHTUKOArynsHTK abo TpoMBoniTMKM, MoXyTb noTpebysBaTty Ginblue Yyacy Ansa koarynsauii. SAKWo noyatn LeHTpudyryBaHHs [0
NOBHOI Koarynsiuii, NpucyTHiCTb hibpUHY B 3pasky CMpOBaTK/ MOXe NPU3BECTU A0 OTPUMaHHSA XUBHNX pesynbTaTiB.

e 3pasku He MatTb MicTUTU hibpuH abo iHLWi TBEPAi AOMILLKM.

® BUKOPUCTOBYWTE OQHOPA30BI NINETKM abo KiHYMKM MINETOK, LWOob YHUKHYTU NepexpecHoro 3abpygHeHHs.

MiaroroBka Ao aHanisy

e Yci 3pa3ku NoTpibHO NepeBipATM Ha HasiBHICTb NiHW. MNeped novaTkom aHanidy niHy cnig BMaanuty 3a 4OMOMorol nabopaTopHoi nanuykn. BukopuctoByinte
NS KOXHOrO 3pasky HOBY Nanuyky, abv yHUKHYTU NepexpecHoro 3abpyaHeHHs.

e [lepen nepemillyBaHHAM 3aMOPOXEHi 3pa3ku cnif MOBHICTIO pO3MOPO3nNTU. PeTenbHO nepemillante po3MOpoXKeHi 3paski y BUXPOBOMY 3MilllyBaYi Ha HU3bKil
wsuakocTi abo wnsxom obepexHOro nepeBepTaHHs. BukoHalTe BidyanbHWUI KOHTpONb 3paskiB. Y pasi BUSBMEHHsI cTpaTudikauii 4u posliapyBaHHs
nepemillanTe 3pasku, JOKM BOHU He CTaHyTb BidyaribHO OAHOPIAHMMU. AKLO 3pa3kn He Byno nepemillaHo HanexHUM YMHOM, OTPUMaHI pesynbTaTh MOXYTb
6yTV HEAOCTOBIPHUMMU.

e 3pasku He NOBUHHI MICTUTK DIBPUH, epUTPOLIMTI 1 iHLLI TBEPAi AOMILLKK. 3pa3ku, WO BiANOBIAATb Ll yMOBI, 3aaTHi 3a6e3neunTn HaginHi pedynstaTty; nepeq
TECTyBaHHAM iX HeobXiAHO LeHTpudyrysatn. OumnLLeHnii 3pa3ok ciif nepeHecTn A0 BCTaBKM As 3paskiB abo B AoNOoMixHY Npobipky Anst TecTyBaHHs. Y pasi
BMKOPUCTaHHS LIeHTpUdyroBaHUxX 3paskiB i3 NinigHMM LLapoM nepeHoCcUTyM cnif nuile ouunLLeHnid 3pa3ok 6e3 ninemiyHoro matepiany.

e O06’eM 3paska, NOTPIOHMI ANS OA4HOPA30BOrO BU3HAYEHHS B LibOMY TeCTi, CTaHOBUTb 40 Mkn (UL).

36epiraHHA 3pa3kiB

3pasku, o4mMLLEHi Bif po3aintoBaya, eputpoumnTiB i 3rycTkiB, MOXyTb 36epiratvcs Ao 8 roauH npu Temnepatypi 15-25 °C, no 7 gHis npu Temnepatypi 2-8 °C abo

0o 3 micauiB y 3aMOpoXeHOoMy cTaHi npu TemnepaTypi —20 °C 4n HWKYin. 3amMopoxeHi 3pa3ku NpuaaTHi A0 BMKOPUCTaHHS, SKWO BOHWM 3a3Hanu He Ginblue

3 UMKNiB 3aMOPOXXYBaHHSI 1 PO3MOPOXKYBaHHS.

TpaHcnopTyBaHHSA 3pa3kKiB

® YnakoBka N MapKyBaHHSI 3pa3kiB MaloTb BiAMOBIAATW 3aCTOCOBHWM BMMOram MICLIEBOrO 3aKOHOAABCTBA LLOAO TPaHCMNOPTYBaHHS KMiHIYHUX 3paskiB Ta
iH(pikoBaHMX PEYOBUH.

e [lepeBuLlyBaTh HaBeAeHi BULLEe 0OMexeHHs LWoao 36epiraHHs 3abopoHeHo.

Po3BeaeHHsA 3pa3kiB

e 3pasku, y skux koHueHTpauis CA 72-4 BuxoauTb 3a Mexi diana3oHy aHaniTUMHOro BUMIPIOBAHHSI, MOXHa PO3BECTM, BMKOPUCTOBYIOUM Mpoueaypy pyyYHOro
po3BefeHHs. PekomeHgoBaHa nponopLisi po3BeAeHHs cTaHoBUTb 1:5. KoHUeHTpaLis po3BefdeHoro npenapaty mae nepesuwysatu 100 oa/mn (U/mL).

e [1ns po3BeAeHHS BPYYHY NOTPIOHO NOMHOXUTU pe3yrnbTaT Ha koedilieHT pO3BeaEHHS.

* BukopucToBYiiTe BiANOBIAHI po3pimkyBaYi abo 3BepHiTLCS A0 koMNaHii Snibe 3a KOHCyNbTaLlielo nepes BUKOHAHHAM PO3BEAEHHS BPYYHY.

H NPOLIEAYPA

HapaHi maTtepianu

Ananis Ha CA 72-4 (IXJTA), eTuKeTK 3i LUTPMX-KOAAMU KOHTPOMNbHUX 3pas3kiB.

Heo6xigHi maTepianu, Aki He BXOAATb A0 KOMMNJIEKTY NOCTaYaHHA

e 3aranbHe nabopaTtopHe obnagHaHHs.

® [TOBHICTIO @aBTOMaTUYHUI XEMiMOMIHECLIEHTHUIA iMyHOoaHanisatop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi
4000, Maglumi 4000 Plus, MAGLUMI X3, MAGLUMI X6, MAGLUMI X8, a6o iHTerpoBaHi cuctemu Biolumi 8000 Ta Biolumi CX8.

e [lonaTtkoBi akcecyapw, NOTPiOHI ANs 3a3Ha4YeHnX BULLE aHani3aTopiB, BKINOYaOTb peakuiiHuii Moaynb, cTapTepu 1+2, KOHUEHTpaT ANs NPOMUBAaHHS, CBITNOBY
npoby, HaKOHEYHWK i peakLiiiHy BCTaBKy. [Mepenik KOHKPETHMX akcecyapiB i XapakTepUCTUKM akcecyapiB ONs KOXHOI MOAEni MOXHa 3HaWTu B iHCTPYKLUIi 3
BMKOPUCTaHHSA BiAMOBIAHOrO aHanisaTopa.

e [InA oTpMMaHHsa JOCTOBIPHUX pe3yrnbTaTiB TECTY BUKOPUCTOBYINTE akcecyapu, pekoMeHa0BaHi komnaHieto Snibe.

Mpoueaypa aHanisy

MigrotoBka peareHTiB

e BuTArHite Habip peareHTiB i3 ynakoBKku i OrnsiHbTe BiAcCiku 6rnoka peareHTiB i 3oKkpema yLinbHIoBanbHy niiBKy Ha HasiBHICTb BUTOKIB. AKLLO O3HaK BUTOKIB He
BUSABIIEHO, 06EPEXHO 3HIMITb YLLiNbHIOBANbHY MiBKY.

e BigkpuiiTe ABepusiTa 30HW peareHTiB; TpUManTe pydky Habopy Takum uyumHoM, wWob RFID-miTka ©yna nopydy i3 4yyTnvBor 30HOW ckaHepa RFID-miTok
(npnbnmsHo 2 c); cuctema nogacTb 3BYKOBWI CUrHarmM; OAMH 3BYKOBWI CUrHam o3Havae, Lo peareHT YCnillHO po3Mni3HaHo.

e  Tpumatoum peareHT BepTUKanbHO, BCTABTE NOro Y BiNlbHY AOPiKKY ANS peareHTiB.

* [lepeBipTe, 41 NpaBuUnbHO BifobpaxaeTbcs iHpopMaLlis NPo peareHT y NporpaMHOMy iHTepdeNcCi; KO Lie He Tak, MOBTOPIThb ABa 3a3HaYeHi BULLE KPOKM.

e PecycneH3yBaHHA MarHiTHUX Mikpocdep BiabyBaeTbCs aBTOMATUYHO MICNs 3aBaHTaXeHHs Habopy, YiM 3abesneqyeTbcsi MOBHE PiIBHOMIPHE BifHOBMEHHSI
cycneHsii nepef BUKOPUCTaAHHSAM.

KanibpyBaHHs aHanisy

e BubepiTb TecT Ans kanibpyBaHHsi Ta BUKOHaNTe onepauilo kanibpyBaHHa Ha ekpaHi 30HW peareHTiB. [loknagHily iHbopMaLiio Npo BNOpsAKyBaHHS AaHUX
KanibpyBaHHs AMB. y NPUCBAYEHOMY KanibpyBaHHIO PO3Aini iHCTPYKLIT 3 BUKOPUCTaHHS aHanisaTopa.
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IHCTpYKLif i3 3acTOCcyBaHHSA

e BukoHaliTe NOBTOPHe KanibpyBaHHs 3 JOTPUMaHHSAM iHTEpBany, 3a3Ha4eHoro B LibOMY BKNaauLLi.

KoHTponb sikocTi

e Y pasi BUKopucTaHHs HOBOI napTii nepeBipTe abo 3MiHiTb AaHi KOHTPOSIO SIKOCTI.

® BukoHaWTe 34MTyBaHHS LUTPUX-KOAY KOHTPOSO SKOCTi, BUOEpiTh BiANOBIAHI AaHi KOHTPOMO SKOCTi Ta BUKOHAWTe TecTyBaHHS. [oknagHiwy iHpopmalio npo
BMOPAAKYBaHHSA 3paskiB AN KOHTPOO AKOCTi AMB. Y MPUCBAYEHOMY KOHTPOMIO SIKOCTi PO34ini iHCTPYKLT 3 BUKOPUCTaHHA aHanisaTopa.

TecTyBaHHs 3paskiB

e [licns ycnilwHOro 3aBaHTaXeHHs 3paska BMOepiTb Lel 3pa3oKk Ha ekpaHi, 3MiHiTb napameTpu aHaniy Ans 3paska, sikuii Tpeba TecTyBaTtW, i BUKOHaWTe
TecTyBaHHS. [loknagHiwy iHdopmaLito Npo BNOpsiAKyBaHHSA B3STUX Y NalieHTa 3paskiB AUB. y NPUCBSYEHOMY BMOPSIAKYBaHHIO NpenapartiB po3aini iHCTpykuii 3
BMKOPUCTaHHS aHanisaTopa.

[ns oTpUMaHHa MakcuMmanbHO epeKTUBHUX pe3ynbTaTiB MOTPIGHO TOYHO AOTPUMYBATUCH IHCTPYKLUIT 3 BUKOPUCTaHHSI aHanisaTopa.

Kani6pyBaHHs

BigcTexeHHsi: Lew meTtog 6yno cTaHAapTU30BaHO LUSISIXOM MOPIBHSHHSA 3 PEYOBMHOI0, LLIO BUKOPUCTOBYETLCSI koMnaHieto SNIBE Ansi BHYTPILLUHBOrO KOHTPOIHO SIKOCTI.

3acTocyBaHHsA cneuianbHO NpusHaveHux kanibpaTopis 4ae 3Mory ckopuryBaTtu peepeHcHy KpuBy 3a 4OMNOMOro 3adikcoBaHMX 3HAaYeHb BiJHOCHUX CBITIIOBUX

oanHuue (BCO).

MoBTOpHE KanibpyBaHHsi pEKOMEHAOBaHE:!

® y pasi nepexoay Ha HOBY NapTito peareHTiB abo cTapTepis 1+2;

® KOXHi 28 OHiB;

® nicns cepBicHOro obcnyroByBaHHsi aHanisaTopa;

®  SKLLO MOKa3HWKN KOHTPOMNbHUX 3pas3kiB BUXOAATL 32 MeXi BCTAHOBIIEHOrO Aiana3oHy.

KoHTponb sikocTi

[Ina BU3HAYEHHSA BUMOT KOHTPOIMIO AKOCTI AN LbOro TECTY PeKOMEHA0BAHO BUKOPUCTOBYBATU KOHTPONbHI 3pa3ku; Ans nepesipku epeKTUBHOCTI TECTIB KOHTPOMb

cnig NpoBOAMTM 3 OAHWUM MOBTOPEHHAM. 3aranbHi pekomeHAauii LWOoAO KOHTPOMH SKOCTi MOXHa 3HanWTM B OnybnikoBaHWMX IHCTPYKUiSX, Hanpuknag y

pekoMeHgauisax C24 IHCTUTYTY KniHiYHKX | nabopaTopHux ctaHaapTis (Clinical and Laboratory Standards Institute, CLSI) a6o iHwwmx’.

KoHTponb SKOCTi pekoMeHA0BaHO 34iliCHIOBaTK pa3 Ha AeHb BUKOPUCTaHHst abo 3rigHO 3 BUMOramu MicLEBUX HOPM, BUMOrammu cepTudikauii Ta npouenypamu

KOHTpOSto SKOCTi Bawoi nabopaTopii. KoHTponb SKkocTi MoXHa 3A4iicHioBaT 3a AonomMoroto Tecty Ha CA 72-4:

® nicns KOXHOro kanibpysaHHsA Habopy;

® y pasi nepexogy Ha HOBY napTito ctapTepiB 1+2 abo KOHUEHTPaTy ANsi NPOMUBAHHS.

KoHTponbHi 3pa3ku npusHaveHi nuwe ans cuctem MAGLUMI Ta Biolumi 1 BUKOPUCTOBYHOTLCS NLLE 3 BiANOBIAHWMY peareHTamu, Lo MaroTb Taki cami novaTkoBi

cim umndpp Homepa MAPTII. KoxeH LinboBuWit NOKasHWK | AianasoH HaBeaeHo Ha eTUKeTL.

Mepen BUKOPUCTAHHSIM iHLUMX KOHTPOMbHUX 3paskiB Chig, OLHUTK iXHIO CYMICHICTb i3 LM TecToM. Cnig yCTaHOBUTU BIiAMOBiAHI Aiana3oHy 3HayeHb ANsi BCiX

BMKOPUCTOBYBAHUX MaTepianiB KOHTPOIO SIKOCTi.

KOHTponbHi NokasHuku matoTb ByT B Mexax BCTAHOBMEHOrO Aiana3oHy; SKLO OAMWH i3 KOHTPOSIbHUX MOKA3HMKIB BUXOAMTb 32 MEXi BCTAHOBMEHOrO Aiana3oHy,

cnig BUKOHaTW MNOBTOPHE KanibpyBaHHSA Ta NOBTOPHE TECTYBaHHA KOHTPObHMX 3pas3kiB. SAKLO KOHTPOSbHI NOKa3HWKW, OTpMMaHIi Nicns ycrilWHOro kanibpyBaHHs,

cTabinbHO BUXOASATL 32 MEXi BU3HAYEHMX Aiana3oHiB, pesynbTaTi TECTYBaHHS NaLieHTIB He Cnig AOKYMEHTYBATW; KpiM TOro, chia:

® MepeBipuTU, YY1 He CNMB TEPMiH NpUAATHOCTI MaTepianis;

® nepekoHaTucs, LWo Gyno NpoBeAeHO NMaHOBE TeXHIYHE 06CNYroBYBaHHS;

® YNEBHUTUCS, LLIO TECT 3AIACHIOBABCS i3 AOTPMMAHHAM iHCTPYKLA, HAaBEAEHUX Ha BKNaAMLLIi YNakoBK;

® 32 noTpebu 3BepHyTUCS NO AOMOMOry Ao KomnaHii Snibe abo ii odiuiiHux aucTpub’toTopiB.

SAKLLO KOHTPONBHMX 3pas3kiB y Habopi HeJOCTaTHLO ANS BUKOPUCTaHHS, 3amoBnsAnTe aoaaTtkosi koHTponi CA 72-4 (IXNA) (REF: 160201229MT) y komnaHii Snibe

abo ii odiLinHMX ancTpunb’oTopis.

H PE3YNbTATH

Po3paxyHok

AHanizaTop aBTOMaTU4HO PO3paxoBye KoHLeHTpalito CA 72-4 B KOXHOMY 3pasKy Ha MigcTaBi kanibpyBanbHOi KpMBOI, sika OyayeTbCst 3@ METOAO0M 2-TOYKOBOTO

kanidbpyBaHHa # pedepeHcHolo kpuBot. OauHuueto BuMiptoBaHHA € og/mn (U/mL). OoknagHiwy iHgopmauito MOXHa 3HaWTW B iHCTPYKUii 3 BMKOPWUCTaHHS

aHanizaTopa.

IHTepnpeTauis pesynbTaTiB

Micns obcTexeHHs 830 kniHiYHO 3a0poBuKX ocib y Kutai 6yno Bu3HaueHo JonycTuMi Hopmm anst TecTiB Ha CA 72-4, 3HaYeHHs KX HaBeAEHO HukK4e:

<6 op/mn (U/mL) (95-1 nepueHTunb).

<10 op/mn (U/mL) (99-# nepueHTUnb).

MoxnuBi po36ixxHOCTi B pesynbTaTax pisHux nabopartopil, Lo NOACHIOETLCA BIAMIHHOCTAMM B CKnaji nonynsiuii Ta Mmetogukax AoChimxeHHs. PekomeHgoBaHo B

KOXHilt nabopaTopii BU3Ha4MTN BNacHuii pedepeHTHUi iHTepBarl.

 OBMEXEHHSA

e PesynbTaTu TecTy cnifg po3rnaaaTi B KOHTEKCTI icTopii XBOpo6u, AaHUX KMiHIYHOTO OBCTEXEHHS NauieHTa 1 IHLWNX AaHuX.

e Ao pesynbTaTh TecTiB Ha CA 72-4 He BignNoBIAaTb KMiHIYHMM JaHuM, ANs iX niaTBepaXeHHs HeobXiaHO BUKOHATW 404ATKOBE TECTYBaHHS.

e 3pasku, OTpUMaHi Big NauieHTiB, siki npuAMany npenapatn Myuwa4ymx MOHOKMOHaNbHUX aHTUTIN i3 METO AiarHOCTUKM YWY fiKyBaHHS, MOXYTb MICTUTU NIOACHKI
aHTUMuwadi aHtutina (HAMA). Y pasi TecTyBaHHSI Takvx 3paskiB i3 BUKOPUCTaHHAM HabOpiB AN aHanisy, Lo MICTATb MULIAyi MOHOKMOHamNbHI aHTWTINg,
MOXHa OTpUMaTH XMBHO MiaBULLEHI 260 3HWKEHI pedynbTaTn® 9. [Ins BU3HAYEHHs AiarHo3y Moxe 3HagobuTucs AodaTkoBa iHgopmais.

e [eTepodinbHi aHTUTINA B CMPOBATLi KPOBI NIOAVHN MOXYTb BCTyNaT B peakuilo 3 iMyHornobyniHaMmu peareHTiB, BNNMBaOyM Ha pe3ynbTaT iMyHOaHanisis
in vitro. Y nauieHTiB, SiKi perynspHo KOHTaKTyloTb i3 TBapMHaMu abo nNpodykTaMmu CMpOBAaTKM KPOBi TBAPWH, iCHYE pU3MK Takoi iHTepdepeHLii, BHacnigok Yoro
MOXYTb CriocTepiraTucs aHomarbHi Noka3Hukm'0.

e BakTepianbHe 3apaxeHHs1 abo TennoBa iHaKTUBaLlisi 3pa3kiB MOXe CNOTBOPUTU pe3yrnbTaTy AOCNIOKEHHS.

l CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y uboMy po3gini HaBeAeHi penpe3eHTaTUBHI XxapakTepucTuku. PedynbTaTi, OTpUMaHi pisHuMu nabopartopisiMu, MOXyTb Bigpi3HATUCS.

TouHicTb

TouHicTb BU3Hayamacs 3a JONOMOroK TecTy, npenapariB i KOHTPONbHUX 3paskiB 3a npotokonoM (EP05-A3) IHCTUTYTy KniHiYHUX i nabopaTopHux ctaHaapTiB

(Clinical and Laboratory Standards Institute, CLSI): y aBox okpemux napanenbHux BUNpobyBaHHSAX LOAHA NPOTAroM 5 AHIB y TPbOX Pi3HMX LEHTpax 3

BMKOPUCTaHHAM TPbOX NapTin Habopie peareHTiB (N = 180). Byno oTprmaHo 3a3HayeHi Hk4e pesynbTaTu.

CepepgHe, Y mexax BUNpo6yBaHHSA Mixx BUNnpo6yBaHHAMMU BigTBOplOBaHICTL
3pasok oa/mn (U/mL) CraHg. Bigx., % koed. CraHp. Bigx., % koedp. Ba CraHp. Bigx., % koed.

(n=180) oa/mn (U/mL) Bap. oa/mn (U/mL) ° - Bap. oa/mn (U/mL) Bap.
Myn i3 cuposatkoto 1 10,045 0,416 4,14 0,162 1,61 0,544 5,42
Myn i3 cuposaTkoto 2 60,666 2,183 3,60 0,350 0,58 2,816 4,64
Myn i3 cuposaTkoto 3 297,292 9,061 3,05 5,429 1,83 13,093 4,40
Myn i3 nnaamoto 1 9,883 0,409 4,14 0,285 2,88 0,572 5,79
Myn i3 nna3moto 2 60,280 1,855 3,08 1,214 2,01 2,47 5,01
Myn i3 nnasmoto 3 299,457 7,488 2,50 6,198 2,07 13,195 4,41
KoHTponb 1 8,169 0,336 4,11 0,018 0,22 0,455 5,57
KoHTponb 2 48,379 1,764 3,65 1,115 2,30 2,661 5,50
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Liana3oH niHinHocTi

1,

00-500 oa/mn (U/mL) (BU3Ha4YaeTbCs 32 MEXeEI0 KinbKiCHOT OLIHKM Ta MakCMMyMOM pedepeHCHOI KpUBOI).

IHTepBan peecTpauii

0,

600-2500 op/mn (U/mL) (BM3Ha4aeTbCA 3a MeXel BUSIBMIEHHS Ta MakKCUMYyMOM pedepeHCHOi KPMBOI, MOMHOXEHUM Ha peKoMeHAoBaHy nponopLiio

PO3BEAEHHS).

AHaniTMyHa yyTnUBIiCcTb

Mexa xonoctoi npobu = 0,200 oa/mn (U/mL).

Mexa BusienenHs = 0,600 oa/mn (U/mL).

Mexa kinbkicHoi ouiHkv = 1,00 oa/mn (U/mL).

AHaniTnyHa cneumdiyHicTb

IHTepdbepeHLin

IHTepdepeHLis BU3HaYanacs 3a 4OMOMOroK TECTY; 4O TPbOX 3pa3kiB i3 Pi3HOIO KOHLIEHTpaLieto aHanisoBaHOro KOMMNOHEHTAa Ao4aBanucs pe4YoBUHU, NOTEHLINHO
34aTHI CNPUYMHUTKU eHJoreHHy abo ek3oreHHy iHTepdpepeHuito, 3a npoTokonom (EP7-A2) IHCTUTYTY KkniHiYHMX i nabopatopHux ctangaptiB (Clinical and
Laboratory Standards Institute, CLSI). MNox1bka BuMipiB AN peYOBUH, 34aTHUX CMPUYUHUTK iHTepdepeHLito, He nepesuLlye 10 %. Byno oTpumaHo 3a3HaueHi
HIDKYE pesynbTaTu.

IHTepdepeHUin Makc. piBeHb BigcyTHOCTi BNNuBY IHTepdepeHuin Makc. piBeHb BiACyTHOCTi BNNUBY
Binipy6iH 66 mr/an (mg/dL) LincnnatuH 165 mkr/mn (pg/mL)

"emorno6iH 2200 mr/gn (mg/dL) MetoTpekcat 450 mkr/mn (ug/mL)

IHTpaninig 1500 mr/gn (mg/dL) 5-dTopypauun 360 mkr/mn (ug/mL)

Tioackbki aHTUMKWaYi aHTuTina (HAMA) 40 Hr/mn (ng/mL) MakniTakcen 67 mkr/mn (ug/mL)

PeBmatoigHuii chaktop 1500 MO/mn (IU/mL) BiHbnacTtuHy cynbdat 1,5 mkr/mn (ug/mL)

6 (curHan / KpUTUYHE 3HaAYEHHS), . .

AAA BUCOKONOBUTHBHMIA [lokcopy6iluH rigpoxnopua 50 mkr/mn (ug/mL)
Linknodocdamigy moHorigpat 500 mxkr/mn (ug/mL) Kap6onnatuH 500 mxkr/mn (ug/mL)

Liutapabin 30 mkr/mn (ug/mL) MitomiumnH C 60 mkr/mn (ug/mL)

MepexpecHa peakTUBHIiCTb

lMepexpecHa peakTMBHICTb BU3Ha4anacs 3a JOMOMOrol TeCTy; A0 TPbOX 3paskiB i3 Pi3HOK KOHLEHTpaLi€eo aHanisaoBaHoro KOMMNOHeHTa AoAasBanvcs NOTEHLUnHI
nepexpecHi peareHTu 3a npotokonom (EP7-A2) IHcTuTyTy KniHiuHMx i nabopaTtopHux ctangapTis (Clinical and Laboratory Standards Institute, CLSI). Moxnbka
BMMIPIB AN PEYOBUH, 30aTHUX CNPUYUHUTY iHTepdepeHLito, He nepeBuLlye +10 %. Byno oTpMmaHo 3a3HayeHi Hx4e pesynbTaTu.

MepexpecHui peareHT Makc. piBeHb BiACyTHOCTi BNNUBY MepexpecHuit peareHT Makc. piBeHb BigCcyTHOCTi BNNUBY
CA 125 2500 oa/mn (U/mL) CA 19-9 5000 oa/mn (U/mL)
CA 15-3 1000 oag/mn (U/mL) KEA 3000 Hr/mn (ng/mL)

NMoHapno30BuM «Xyk»-eheKT y BUNaaKy BUCOKUX KOHLIEHTpauUin

B aHanizax Ha CA 72-4 He cnocTepiraBcsi NOHaAA030BUIN «XyK»-eDEKT y BUMNaAKy BUCOKUX KOHUeHTpauin Ao 15000 oa/mn (U/mL).

MopiBHAHHA MeTOAMK

MopiBHAHHSA aHanidy Ha CA 72-4 3 iHLIMM iMyHOMNOrYHUM aHani3oM cepiliHoro BUPOBHMLTBa NPOAEMOHCTPYBarno Taky kopensuito (B og/mn (U/mL)):
KinbkicTb NnpoTecToBaHux 3paskis: 306.

MopiBHsAHHA MeTogom [MaciHra — Babnoka: y = 1,0055x-0,0349, 1 = 0,963.

KoHueHTpauis B kniHiYHMX 3pa3kax ctaHoBuna Big 2,035 go 483,6 oa/mn (U/mL).
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Cknapg Habopy

Homep 3a kaTanorom Kog naprii

MegunuHui npunag ans giarHocTuky in vitro

c € MapkyBaHHsi CE 3HakK BiANOBIAHOCTiI TEXHIYHUM pernaMmeHTam

MAGLUMI® Ta Biolumi® € TOproBumu mapkamu komnaHii Snibe. Yci iHWi HaliMeHyBaHHSA NPOAYKTIB | TOProBi Mapku HanexaTb BiANOBiAHUM BRacHyKam.
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LLeHbYwxeHb Hblo IHAacTpic Biomeaikan IHxuHipuHr Ko., Ita,.,
Ne23 [xiHkciy Eact Poag, MiHrwan [dictpikt, 518122, LLeHbuxeHb, Kutacbka HapogHa Pecny6nika
Ten.: +86 755 215 366 01 dakc: +86 755 28 29 27 40

Shanghai International Holding Corp. GmbH (Europe)
Eiffestrasse 80, 20537 Hamburg, Germany
Ten.: +49 40 251 31 75 ®akc: +49 40 25 57 26

YnoBHOBaXeHU NnpeAacTaBHUK B YKpaiHi:

TOB «KparTist MeaTexHika», Byn. barrosytiBcbka, 17-21, 04107, m. KniB, YkpaiHa.

Ten.: 0 800 21-52-32 (6e3onnaTHO MOXyTb TenedoHyBaTh aboHeHTH dikcoBaHOro Ta MobinbHOro TenedoHHOro 3B’A3Ky 3 ByAb-AKOi TOYKK
Ykpainu).

EnekTpoHHa nowTa: uarep@cratia.ua

[aTa ocTaHHbLOro nepernsagy IHCTPYKLIT i3 3acTocyBaHHS: KBiTeHb 2022 poky
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