IHCTpYKLUif i3 3aCTOCYBaHHSA

Snibe

Diagnostic

130217015M:100 TecrTiB y Habopi
C € REF | 130617015M: 50 Tecrtis y Habopi
130717015M: 30 TecrTiB y Habopi

MAGLUMI® AHtuTtina IgG ao mienonepokcuaasu
(IXTA)

H NPU3HAYEHHSA

Habip nae 3mory BUKOHYBaTK iMyHOXEMIMIOMIHECLLEHTHWUIA aHani3 in vitro Anst BU3Ha4YeHHs KinbKicHOro BMicTy aHTuTin IgG oo mienonepokcmaasu B cupoBaTLi Ta
nnasmi KpoBi NOAMHN 32 AONOMOTOK MOBHICTIO aBTOMAaTUYHOIO XeMintoMiHecLeHTHOro imyHoaHanizatopa cepii MAGLUMI i iHTerpoBaHoi cuctemu cepii Biolumi;
TaKoX Liei aHani3 BUKOPUCTOBYETLCS 5IK AOMOMDKHUI 3acib aiarHocTyBaHHs AHLIA-acouiioBaHux BackyniTiB.

l cTucnui onuc

AHTUHeATPOdINbHI uuTonnasmatnyHi aHtutina (AHLA) sBnsioTb coboio nepeBaxHO ayToaHTuTina IgG A0 pi3HOMaHITHUX LUMTOMNa3MaTUYHUX aHTUreHiB
HelTpodinis i MoHouwuTiB"2. 3a KpuTEpieM HenpsMoi iMyHodnyopecueHuii AHLIA noainsioTbes Ha ABa TUMK: KNACUYHi (LMTONNasMaTuyHi) aHTUHENTPOINbHI
umTonnasmaTtuyHi aHTuTina (WAHLIA) Ta nepiHykneapHi aHTUHeNTpodinbHI LuuTtonnasmatuyHi aHtutina (MAHLIA). LinboBum aHTureHom LAHLIA € nepeBaxHO
npoteasa 3 (PR3), a uinbosum aHTureHom NAHLIA € nepesaxHo mienonepokcugasa (MPO)'3. AHLIA-acouiiiosani Backynitn (AAB) sBnstoTs co6oro rpyny
ayToIMYHHUX BackyniTiB ApiGHMX cyauH*. IxHi eTionoris Ta MexaHiam po3BUTKY AOCKOHaNbHO He BUBYEHI. ICHYE npunyLueHHs, Wwo AAB cnpyunHeHi reHeTUYHUMK
thakTopamu, a 30BHiLLHI haKTOPW Ha KLITANT iHGEKUiN, HAPKOTUKIB | BAMXaAHHS LUKIANMBUX XIMIYHMX PEYOBMH CMpUsIOTb PO3BUTKY 3axBoptoBaHHs®. [lo AAB B
nepuly 4epry BigHOCATb MikpockoniuyHmi nonianriit (MMA), rpaHynemaTo3 3 noniaHriitom (ITIA, Takox BidoMuin sik rpaHynemato3 BereHepa) i €03mHOMDinbHMIA
rpaHynemaTos 3 noniatriitom (EFMIA) 8. AAB siBnsie co60t0 HEKPOTU3YHOUMIA BACKYIIT i3 riCTONATONONIED, SiKa XapaKTepu3yeThCs 3ananeHHsM CTIHOK KDOBOHOCHMUX
CyauH Ta (ibpUHOIAHUM HEKPO30M, SIKU 3rOfI0M CMPUYUHSIE YPAXKEHHS! HUPOK Ta iHWMX opraHie®?. [ocnifxeHHs nokasyoTb, Wwo AAB MOXyTb BUHUKATU B
Oyab-sikoMy BiLi; YacTiwe xBopitoTb Nnioan noxuroro Biky. LAHLIA nepeBaxHo acouitototbes 3 [TIA, a nAHLA nepeBaxHo acouitotoTbest 3 MIMA, ane abcontotHa
cneummiyHiCTb Y HUX BiacyTHa'4. KinbkicHe BM3HauYeHHs in vitro BMiCTy aHTuTin IgG Oo mienonepokcyuaasv B 3pa3kax CMPOBATKM YW MAasMu KPOBi NMIOAUHU €
3py4yHMM 3acobom cBoevacHoi giarHoctukn AHLIA-acouiioBaHux BackyniTiB, SkuiA gonomarae Bubpatn edekTUBHUIA NnaH nikyBaHHs. Llen Tect Takox mae
Ba)KNMBe 3HAYEHHS ANA MOHITOPUHIY eheKTy NiKyBaHHS i OLiHKM NPOrHO3y2.

H NPMHUMN Qi TECTY

Henpamuin iMyHOXeMintoMiHECLLEHTHUIN aHani3.

MonepeaHbo po3BeaeHWn 3pa3ok, BydepHUii po3ynH, MarHiTHI Mikpocdepu, BKpUTIi aHTUreHOM A0 Mienonepokcuaasn, peTenbHO NepeMillytoTbesl, iHKyOytoTbes
Ta NPOXOAATH LMK BiAMUBAHHS Nicnsi ocag)XeHHs B marHiTHomy noni. Micns uporo gogatotecs MiTku ABEI 3 aHTuTinamu go IgG nroamum, BinbyBaeTbest peakuis
[ONsi YTBOPEHHSI KOMMIEKCIB 3@ TUMOM CeHABiYa, a nicns Hei — iHKyByBaHHS. [licns ocag)KeHHsi B MarHiTHOMY Mofi 3NMBaETbCA CynepHaTaHT i BUKOHYETbCS LK
BigMmBaHHsA. [licna uboro AopatoTbea cTaptepu 1 i 2 Ana 3anycky XemintoMiHECLEHTHOI peakuii. |HTEHCMBHICTb CBITNOBOro curHamy BUMIPIOETLCS
OTOENEKTPOHHMM NMOMHOXYBa4eM y BiAHOCHMX cBiTnoBux oanHuusax (BCO) i € nponopuiiHoto Ao KoHueHTpauil aHTuTin IgG go mienonepokcnaasu B 3pasky.

l PEATEHTHY

Cknapg Habopy

Komnouent | Onme 100 TGCTI.B y 50 TGCTI? y 30 Tec'ru.a y
Habopi Habopi Habopi

MarHiTHi MarHiTHi mikpocdepu, BKpUTi OYULLEHUM aHTUrEeHOM Mienonepokcuaasn (MpnbnmsHo

Mmikpoccepm | 5,00 mkr/mn (ug/mL)), y HaTpin-docdaTHoMy BydepHOoMy po3umHi, NaN; (<0,1 %). 2,5 mn (mL) 2,0 mn (mL) 1.0 mn (ml)

KaniGparop AHTuTIna IgG oo Mienonepokcuaasn B HU3bKil KOHLEHTpaLIii B HaTpin-doccaTtHOM

HU3bKOro 9= A . P A e P y 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
. 6ydepHomy posuuHi, NaN3 (<0,1 %).

piBHA

Kani6parop AHTuTina IgG go mienonepokcmaasn y BUCOKiN KOHLEHTpaLii B HaTpili-docaTHOM

BMCOKOTO g% Ao Mienonepokenfiasi y e P Y 1,0Mn(mL) | 1.0ma(mL) | 1,0 mn(mL)

piBHA 6ydepHomy posuuHi, NaN3 (<0,1 %).

Bydep Buyaunin cuposatkosuii anbbymiH, NaN3 (<0,1 %). 18,5mn (mL) | 10,0 mn (mL) | 6,3 mn (mL)

MiTka ABEI Mitka ABEI 3 aHTUTinamu go 1gG noguHn (Myuwavumm) (npubnuano 12,5 Hr/mn (ng/mL)) 23,5 mn (mL) | 12,5 mn (mL) | 7,8 mn (mL)

PospigxyBay | Hartpiii-choccatHuin 6ycpepHmin posunH, NaN; (<0,1 %). 25,0 mn (mL) | 15,0 mn (mL) | 8,0 mn (mL)
AHTuTIna IgG oo Mienonepokcuaasn B HU3bkKi koHUeHTpadii (15,0 AO/mn (AU/mL)) y
HaTpin-pocchaTHomy BydepHomy po3unHi, NaN3 (<0,1 %).

AHTuTIna IgG oo Mienonepokcuaasn y BUCOKi KoHueHTpauii (100 AO/mn (AU/mL)) y

HaTpin-pocchaTHomy GydepHomy po3umHi, NaN3 (<0,1 %).

Yci peareHTV HafalTbCsA B TOTOBOMY [1O BUKOPUCTaHHSI CTaHi.

MonepeaxeHHs i 3acTepexeHHsA

e [IpusHayeHo Ans AiarHoCTUKK in vitro.

Jlnwe ans npodecCinHOro BUKOPUCTAHHS.

BxuBaiiTe 3BU4aiHNX 3acTepexHNx 3axofis, 060B’A3koBUX N Yac poboTu 3 ycima nabopaTopHUMK peareHTamu.

Cnig yxvBaTK BignoBigHUX OCOBUCTUX 3aCTePeXHUX 3axodiB AN YHUKHEHHS KOHTaKTy Oyab-SKMX YacTWH Tina 3i 3pa3kaMu, peareHTaMu Ta KOHTPONbHUMMN

3paskamu 1 JOTpUMyBaTUCS MiCLIeBMX BUMOT LLoA0 poboTw nig vyac TecTyBaHHS.

3anopykoto OTpMMaHHsi AOCTOBIPHUX pe3ynbTaTiB € JOCKOHaNe BOMOAIHHS TEXHIKOK aHanidy 1 YiTke JOTPUMaHHS! iIHCTPYKUiA, HaBeAeHVX Ha BKNaAuLLi yNakoBKU.

He BukopucToByiTe Habip nicns 3akiH4eHHs CTPOKY NMPMAATHOCTI, 3a3HA4YE€HOro Ha eTUKETLi.

He BMKOPUCTOBYINTE KOMMNOHEHTM 3 Pi3HMX NapTii abo Bia pPi3HWX peareHTiB 04HOYACHO.

YHuKaiiTe yTBOPEHHS NiHU B YCiX peareHTax i npenapartax (3paskax, kanioparopax i KOHTPOSIbHUX 3pa3kax).

Yci Bigxoamn GionoriyHmx 3paskiB, HionoriyHnx peareHTiB i BUTpATHUX MaTepianis, O BUKOPUCTOBYIOTLCS Aflsi MPOBEAEHHS TecTy, chif BBaXaTu NOTEHLUNHO

iHbikoBaHUMM 11 yTUNi3yBaTK iX BiANOBIAHO 4O BUMOT MiCLIEBUX HOPM.

e Lleli BUpI® MiCTUTb a3ua HaTpito. A3na HaTPilo MOXe BCTyNaTh B peakLito 3i CBUHLIEM Y1 MiHUMK eneMeHTaMu TpybonpoBoAiB, yTBOPHOYM BUOYXxoHebe3neyHi
asuam meTanis. Micna ytunisauii cnig npomuTy TpyBW BENUKOHO KinbKicTio Boaw, abu 3anobirTv yTBOPeHHto BiaknafeHb asunais. JoaaTkoy iHchopmaLiio MoxHa
3HalT B nacnopTax 6e3neku NpoayKTy, siki HaA4arTLCA Ha BUMOTY NPOdECINHUX KOPUCTYBaYiB.

MpuwmiTka. MNpo Oyab-aKi cepiosHi iHUMAEHTW, NOB’A3aHi 3 NpUCTpoem, cnig nosigommntn komnaHito Shenzhen New Industries Biomedical Engineering Co., Ltd.

(Snibe) abo ii BNOBHOBaXXeHNX NPEACTABHYMKIB, @ TAKOX KOMMNETEHTHI OpraHu BaLLoi KpaiHu.

NMoBoaXeHHA 3 peareHTaMu

e o6 He ponycTnTM 3abpyaHeHHSs, NOTPIGHO BAAraTM YACTI PyKaBMYKM Mig vac poboTu 3 Habopom peareHTiB i 3paskamu. ig yac po6oTn 3 Habopom peareHTiB cnig
3aMiHUTU pyKaBUYKK, SIKi KOHTaKTyBanm 3i 3paskamu, Ha YWCTi, OCKINbKX NOTPannsHHSA MaTepiany 3paska MoXe Npu3BecTn A0 OTPUMaHHA HEQOCTOBIPHNX pe3ynbTaTis.

e He BukopucTtoByiiTe aedekTHi Habopu, 30kpeMa Habopwu 3 NOPYLLEHOK rEPMETUYHICTIO YLLiNbHIOBaNbHOI NNIBKW, KanaMyTHUMKW peareHTaMu, HasiBHICTIO ocagy

B peareHTax (3a BUHSITKOM MarHiTHUx mikpocdep) abo Habopu, KOHTPOMbHI NOKA3HWKN SIKUX HEOAHOPA30BO BUXOAUIM 3@ MeXi AONYyCTUMOrO Aiana3oHy. AKLLO

Habip € nedekTHUM, 3BepHiTbCs A0 kKoMnaHii Snibe ab6o ii odiliHoro gucTput’ioTopa.

(
y 6ydepHomy posaunHi Tpic-HCI, NaN; (<0,1 %). (
(
(

KoHtponb 1 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)

KoHTponb 2 1,0 mn (mL) 1,0 mn (mL) 1,0 mn (mL)
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IHCTpYKLUif i3 3aCTOCYBaHHSA

® ABGWU YHWKHYTWM BUMApPOBYBaHHS PIiAvHU 3 BIAKPUTUX HabOpiB peareHTiB Y XOMOAUSIbHUKY, PEKOMEHAOBAHO 3anevyaTtaTtyl BiaKpuTi HaGopu repmeTusyoyoro
NMiBKOI, WO MOCTAYaETbCA PasoM 3 YNakoBKOW. YLinbHIOBanbHa MniBka € OA4HOPa3oBOM; [03aMOBWUTK ii MOxHa B komnaHii Snibe abo ii odivinHux
anctpud’ioTopis.
I3 Yacom Ha npoknaLi MOXyTb HAKOMUYYBaTUCS BUCOXIi 3arnuLLKv PigvH. 3a3Bnyain BOHW SBNSIOTb COBOI CONMbOBUIA OCaA, i He BNMBAIOTL Ha pesyrnbTaT aHanisy.
BukopucToBy#iTe BigKpuTMIN 6NOK peareHTiB B O4HOMY aHaniaTtopi.
IHCTPYKLT LWoAO NepemillyBaHHA MarHiTHUX Mikpocdep HaBeeHo B pO3Aini LbOro BKknaguiia, NpucBsYeHOMY MiAroToBLi peareHTiB.
HopaTkoBy iHbopMaLiito NPO NOBOMKEHHS 3 peareHTamu ni Yac BUKOPUCTaHHA CUCTEMU HAaBEAEHO B iHCTPYKLiT 3 BUKOPUCTaHHS aHanisaTopa.
36epiraHHA Ta cTabinbHiCTb
® He 3amMopoxyWTe 6ok peareHTiB.
e 36epiraviTe Habip peareHTiB y BepTUKanbHOMY MOMOXEHHI, 106 3a6e3neunTu NoBHy AOCTYMHICTb MarHiTHUX Mikpocdep.
e BepexiTb Big NPSMUX COHAYHUX NPOMEHIB.

CT1abinbHicTb peareHTiB

Y HenopyLueHi ynakoBLi npu TemnepaTtypi 2-8 °C [0 KiHUS 3asBNEHOro TepMiHy NpuaaTHOCTI
Y BigKkpuTOMY CTaHi npu Temnepatypi 2-8 °C 6 TWXHIB
YcepeauHi cuctemmn 4 TUXKHI

CTabinbHiCTb KOHTPONbHMX 3pa3kiB

Y HenopyLueHi ynakoBui npu TemnepaTypi 2-8 °C [0 KiHUSA 3asiBNIEHOro TepMiHy NnpuaaTHoCTI
Y BigKkpuTOMY CTaHi npu Temnepatypi 15-25 °C 6 roguH

Y BigkpuTOMy CTaHi npu Temnepatypi 2-8 °C 6 TWXHIB

Y 3amopoxxeHoMy cTaHi npu TemnepaTypi —20 °C 3 micaui

KinbKiCTb LMKNiB 3aMOPOXYBaHHS 1 PO3MOPOXXYBaHHS He BinbLe 3 pasis

l 36IP | NIArOTOBKA 3PA3KIB
Tunu 3pa3skis
Jlnwe 3a3HaveHi HUxKYe 3pasky NponLnM BUNpobyBaHHsS Ta BU3HaHI NpuaaTHUMKU AN aHanisy.

Tunwu 3paskiB Mpo6ipkn AnsA 36upaHHs 3paskiB
CupoBaTka Mpobipkn 6e3 goaaTkoBMx / AONMOMIKHUX pevoBUH abo Npobipku 3 aKkTMBATOPOM 3ropTaHHsi abo reniem Ta akTMBaTOpPOM 3ropTaHHs
Mna3ma Mpobipkn 3 EATA-K2, EATA-Na2, renapuHom HaTpito Yu renapuHoOMm niTito.

e 3asHayeHi TMNK 3pa3kiB TeCcTyBanucs 3 Npobipkamu Ansa 36upaHHs 3paskis, ki Oynu JOCTYNHI HA PUHKY Ha MOMEHT TeCTyBaHHs1, TO6To Byno npoTecToBaHo He
BCi 4OCTYNHi Npobipku Big ycix BUpoBHUKIB. CucTeMU 36MpaHHs 3paskiB pPi3HUX BUPOBHUKIB MOXYTb MICTUTU Pi3Hi MaTepianu, siki B AesKMX BUNagkax MOXyTb
BMMMBaTK Ha pe3ynbTaTu TecTiB. [ig yac BukopucTaHHs Npobipok Ans 36upaHHs 3paskiB Cnif HeYXMIbHO AOTPMMYBATUCS BKa3iBOK BUPOBHWMKIB NpoBipok.

CraH 3pa3kiB

® He BuKOpUCTOBYINTE NpenapaTy 3 TENMOBOIO iHAKTMBALIEI, HAAMIPHO reMoni3oBaHi 3pasku, 3paskn 3 HaaMIpHO rinepninigemMieto Ta 3pasku, Ski MalTb ABHI
03Haku MiKpoBHOro 3abpyaHEHHS.

e [lepLU HixX NOYMHATU LEHTPUDYTYBaHHS, NEpPEKOHaMTeCs, L0 NpoLec Koarynsuii B cMpoBaTLi NOBHICTO 3aBepLumBcs. [eski 3pasku cmpoBaTtku, 0cobmMBo B3ATI
B MauieHTiB, WO NpUiAMaloTb aHTMKoarynsHTM abo TpoMOBoniTMkM, MOXyTb NoTpebyBaTtu Ginblue Yacy Ans koarynsuii. AKWOo noyatn UeHTpudyryBaHHs 4o
MOBHOI Koarynsuii, NpUcyTHICTb ibprHY B 3pa3ky cMpoBaTKu MOXe NPU3BECTU A0 OTPUMAHHSI XMBHMX pe3ynbTaTiB.

e 3pasku He MalTb MICTUTU hiGpuH abo iHWI TBEPAi JOMILLKM.

® BukopuctoByiiTe 04HOPa30Bi NineTkv abo KiHYMKM NINEeTOK, WG YHUKHYTN NepexpecHoro 3abpyaHeHHS.

MiaroTroBka Ao aHanisy

® Yci 3pa3kn NOTpibHO NepeBipATM Ha HasBHICTb NiHW. MNeped NovaTkom aHanidy niHy cnig BMAanuTh 3a 4OMOMOrolo nabopaTopHoi nanuykn. Bukopuctosyinte
NS KOXHOrO 3pa3ky HOBY Nanuyky, abu yHUKHYTU NnepexpecHoro 3abpyaHeHHs.

* [lepen nepemillyBaHHAM 3aMOPOXEHi 3pa3ku chif MOBHICTIO pO3MOPO3NTU. PeTenbHO nepemiluante po3MOpOoXeHi 3paskin y BUXPOBOMY 3MilllyBaYi Ha HU3bKil
LWBMAKOCTI abo LWNAXoM 06epexHOro nepeBepTaHHsi. BukoHanTe BidyanbHWUI KOHTpONb 3paskiB. Y pasi BUSIBNEHHs cTpaTudikauii us poswapyBaHHS
nepemillante 3pasku, JOKN BOHWU He CTaHyTb BidyarlbHO OAHOPIAHUMU. AKLO 3pa3kn He Byno nepemillaHo HanexHUM YMHOM, OTPUMAaHI pesynbTaTn MOXYTb
6yTV HEOCTOBIPHUMM.

e 3pasky He MOBUHHI MICTUTK (DIBPVH, EPUTPOLNTK 1A iHWI TBEpAi AoMilwku. 3pasku, WO BigNoBiAaThb Ui yMOBI, 34aTHi 3abe3neunTn HagiviHi pedynbTaTu; nepeq
TECTYBaHHSM ix HeobxiaHo ueHTpudyrysatn. OuunLleHnin 3pasok Crig NepeHecTn 4o BCTaBkM Ans 3paskis abo B AonomikHY Npobipky Ans TecTyBaHHs. Y pasi
BMKOPUCTaHHS LIeHTpUdYroBaHWX 3paskiB i3 NinigHUM LLapoM NepeHoCcUTU chif nuwie oYuLLeHni 3pa3ok 6e3 ninemiyHoro maTepiany.

e O6’em 3paska, NOTPiGHMIA ANt 0AHOPA30BOro BU3HAYEHHS B LIbOMY TECTi, CTaHOBUTb 10 Mkn (uL).

36epiraHHA 3pa3kiB

3pasku, ounLLeHi Bia po3ainioBaya, epuTpoLMTIB | 3rycTKiB, MOXyTb 36epiratucsa Ao 8 roguH npu Temnepatypi 15-25 °C, go 6 gHis npu Temnepatypi 2-8 °C abo

0o 6 micsuiB y 3amopoxkeHoMy cTaHi npy Temnepatypi —20 °C un HWxkYin. 3amMopoxeHi 3pas3ku nNpuaaTHi 40 BUKOPUCTaHHS, SIKLWO BOHW 3a3Hanu He Ginblie

3 UMKMiB 3aMOPOXYBaHHS i PO3MOPOXYBaHHS.

TpaHcnopTyBaHHSA 3pa3kiB

® YnakoBKka # MapKyBaHHS 3paskiB MaloTb BiAMOBiAaTW 3aCTOCOBHUMM BMMOraM MICLEBOrO 3aKOHOAABCTBA LUOAO TPAHCMOPTYBAHHA KMiHIYHWMX 3paskiB Ta
iH(hikoBaHMX PEYOBMH.

¢ [lepeBuLlyBaTh HaBEAEHI BULLE OBMEXeHHS LWoao 36epiraHHs 3a6opoHeHo.

Po3BeneHHsA 3pa3kiB

e 3pasku, y SKnx KoHUeHTpauis aHTuTin IgG o Mienonepokcnaasn BUXoAWTb 3@ MeXi Aiana3oHy aHaniTMYHOro BUMIPIOBAHHS, MOXHa PO3BECTU PO3YUMHHUKOM,
BMKOPUCTOBYOYM MPOTOKON aBTOMATUYHOrO po3BedeHHs abo npoueaypy pyyHOro po3sefeHHsi. PekomeHgoBaHa npornopuis po3BefeHHs ctaHoBuTb 1:40.
KoHueHTpaLis po3seaeHoro npenapaty mae nepesuwysati 10 AO/mn (AU/mL).

e [InAd po3BeAeHHs1 BPYYHY MOTPIOHO MOMHOXMUTM pe3ynbTaT Ha KoediluieHT po3BeAeHHs. FKLWO po3BedeHHS BUKOHYETbCS aHanisaTopoM, nporpaMmHe
3abe3neyeHHs aHanisaTopa Bpaxye Le Mig Yyac BU3HA4YEHHsI KOHLEHTpaLii 3pa3ka.

l NPOLIEAYPA

HapaHi maTtepianu

AHani3 Ha aHTuTIna IgG po mienonepokcupasm (IXMA), eTUKeTKU 3i LUTPUX-KOAAMM KOHTPOMbHUX 3pasKiB.

Heo6xigHi maTepianu, Aki He BXOAATb A0 KOMMNJIEKTY NocTayaHHA

e 3aranbHe nabopatopHe obnagHaHHs.

e [TOBHICTIO @aBTOMAaTUYHUIN XEMIMOMIHECLIEHTHUIA iMyHOaHanisaTop Maglumi 600, Maglumi 800, Maglumi 1000, Maglumi 2000, Maglumi 2000 Plus, Maglumi
4000, Maglumi 4000 Plus, MAGLUMI X3, MAGLUMI X6, MAGLUMI X8, a6o iHTerposaHi cuctemu Biolumi 8000 Ta Biolumi CX8.

e [lopaTkoBi akcecyapu, MOTPiIOHI Ans 3a3HaYeHMX BULLLE aHani3aTopiB, BKMOYaoTb peakuiiH1iA Moaynb, cTapTepu 1+2, KOHUEHTpaT AN NPOMUBAHHS, CBITIOBY
npoby, HaKOHEeYHWK i peakuiliHy BCTaBky. [Nepenik KOHKPETHWUX akcecyapiB i XapaKTepuCTVKN akcecyapiB Ans KOXHOI MoAeni MOXHa 3HalTu B iHCTPYKLUii 3
BMKOPWUCTaHHS BigMnoBigHOro aHanisatopa.

o [InA oTpUMaHHA AOCTOBIPHUX pe3yrnbTaTiB TECTY BUKOPUCTOBYITE akcecyapu, pekoMeHAoBaHi kKomnaHieto Snibe.
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Mpouepypa aHanisy

MigrotoBka peareHTiB

® BuTArHite Habip peareHTiB i3 ynakoBKku i OrnsiHbTe BiACiKM O6noka peareHTiB i 30Kpema yLinbHIoBanbHy niBKy Ha HasiBHICTb BUTOKIB. AKLLO O3HaK BUTOKIB He
BUSBNEHO, 06epexXHO 3HIMITb YLLiNbHIOBaNbHY NNiBKY.

e Bigkpuiite ABepusiTa 30HW peareHTiB; TpuMamTe pydky Habopy Takum uyumHoMm, wWwob RFID-mitka ©yna nopydy i3 4yyTnvBoto 3oHOW ckaHepa RFID-miTok
(npubnusHo 2 c); cuctema nogacTb 3BYKOBUI CUrHan; OAWH 3BYKOBUIA CUrHamn 03Havae, Lo peareHT YCrilHO po3ni3HaHo.

e Tpumatoum peareHT BepTUKanbHO, BCTaBTE NOro Y BinbHY AOPKKY AN peareHTiB.

e [lepeBipTe, UM NpaBUIbHO BifOGPaKaeTbCs iHDOPMAaLlisi PO peareHT y NporpamMHOMY iHTEPEENC; SKLLO Lie He Tak, NOBTOPITb ABa 3a3HaYeHi BULLE KPOKW.

® PecycneH3yBaHHA MarHiTHUX Mikpocdep BiAbOyBaeTbCs aBTOMATUYHO NICNs 3aBaHTaXeHHs Habopy, YiM 3abesneqyeTbcsi MOBHE PIBHOMIPHE BifHOBMEHHS
cycrneHsii nepes BUKOPUCTaHHSAM.

KanibpyBaHHsi aHani3y

e BubepitTb TecT AnsA kanibpyBaHHs Ta BMKOHaWTe onepawito kanibpyBaHHS Ha ekpaHi 30HWM peareHTiB. [JoknagHiwy iHopmMauilo Npo BNOpsAKYBaHHS AaHUX
KaniépyBaHHs AMB. Y NPUCBAYEHOMY KanibpyBaHHIO po3aini iIHCTPYKLiT 3 BUKOPUCTaHHS aHanisaTtopa.

e BukoHaliTe NOBTOPHE KanibpyBaHHs 3 JOTPUMaHHSAM iHTEpBary, 3a3Ha4eHOro B LibOMY BKNaauLLi.

KoHTponb skocCTi

® Y pasi BUKOPUCTaHHS HOBOI NapTii nepeBipTe abo 3MiHiTb AaHi KOHTPOIIO SAKOCTI.

® BuKoHaNTe 34MTYBaHHS LUTPUX-KOZY KOHTPOMIO SKOCTi, BUOEpiTb BiAMOBIAHI AaHi KOHTPOMIO SKOCTi Ta BUKOHANTE TecTyBaHHS. [loknagHily iHdopmaLiio npo
BMNOPSIAKYBaHHS 3pa3kiB ANst KOHTPOIIO SIKOCTi AMB. Y MPUCBAYEHOMY KOHTPOIO SIKOCTi PO3Aini iHCTPYKUIii 3 BUKOPUCTaHHS aHanisaTtopa.

TecTyBaHHS 3paskis

e [licns ycnilwHOro 3aBaHTaXKeHHs1 3pa3ka BMOepiTb Lie 3pasok Ha ekpaHi, 3MiHiTb nmapaMeTpu aHanidy Ana 3paska, skui Tpeba TecTyBaTu, i BUKOHaNTe
TecTyBaHHSA. [loknagHiwy iHdopmaLito Npo BNOPAAKYBaHHSA B3STUX Y NalieHTa 3paskiB AMB. y MPUCBAYEHOMY BMOPSAKYBAHHIO NpenapartiB po3aini iHCTpyKuii 3
BMKOPUCTaHHSA aHanisaTopa.

[Ins OTpUMaHHs MakcumarnbHO ePeKTUBHUX pe3ynbTaTiB NOTPIGHO TOYHO AOTPUMYBATUCH IHCTPYKLT 3 BUKOPUCTaHHSA aHanisaTopa.

Kani6pyBaHHs

BinctexxeHHst: Lieit MeTo Byno cTaHAApTU30BaHO LUMSIXOM MOPIBHAHHS 3 PEYOBWHOIO, LLIO BUKOPUCTOBYETLCS koMnaHieto SNIBE ans BHYTPILLIHBOro KOHTPOMIO SIKOCTI.

3acTtocyBaHHs crneujianbHO Npy3HaYeHnx kanibpaTopie Aae 3mMory ckopuryBatu pedepeHCcHy KpUBY 3a AOMOMOrok 3adhikCcoOBaHUX 3HAa4YE€Hb BiQHOCHWUX CBITIOBUX

oanHuupe (BCO).

MoBTOpHE kanibpyBaHHA pekoMeHgoBaHe:

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

® KOXHi 7 AHiB;

® nicns cepsicHOro o6cnyroByBaHHsi aHanisaTopa;

®  SKLLO MOKa3HMKN KOHTPOSbHMX 3pas3kiB BUXOAATbL 32 MeXi BCTAaHOBIIEHOTO Aiana3oHy.

KoHTponb sikocTi

[Ins BU3HA4YEHHSA BUMOT KOHTPOIIO SIKOCTi A5 LibOro TECTY PeKOMeHA0BaHO BUKOPUCTOBYBATU KOHTPOSbHI 3pasku; Ans nepesipku e(peKTUBHOCTI TECTIB KOHTPOSb

cnig NpoBOAMTM 3 OOHWUM MOBTOPEHHSAM. 3aranbHi pekoMeHpauii WoAOo KOHTPOMK SIKOCTIi MOXHa 3HaWTM B OMyOGnikoBaHWX iHCTPYKUiAX, Hanpuknag y

pekomeHgauisix C24 IHCTUTYTY KniHiYHMX | naGopaTtopHux ctaHaapTie (Clinical and Laboratory Standards Institute, CLSI) a6o iHLmx™©.

KoHTponb SIKOCTi pekoMeHO0BaHO 34iNCHIOBAT pa3 Ha AeHb BUKOPUCTaHHS abo 3rigHO 3 BUMOraMm MicLiEBUX HOPM, BUMOramu cepTudikauii Ta npouegypamm

KOHTPOIIO SKOCTi BaLoi nabopatopii. KOHTponb SKOCTi MOXHa 34iiCHIOBaTK 3a ONOMOroK TeCcTy Ha aHTuTina IgG go mienonepokcmaasu:

® nicns KOXHOro kanibpyeaHHs Habopy;

e y pasi nepexogy Ha HOBY napTito cTapTepiB 1+2 abo KOHLEHTpaTy AN NPOMUBAHHS.

KoHTponbHi 3pa3ku npusHayeHi nuwe ans cuctem MAGLUMI Ta Biolumi i BUKOPMCTOBYOTLCS NLLE 3 BiANOBIOHMMUW peareHTamu, Lo MatloTb Taki cami NoYaTKoBI

cim umncbp Homepa MAPTII. KoxeH LinboBuii NOKasHK | Aiana3oH HaBeAEeHO Ha eTUKeTL.

Mepea BUKOPUCTAHHSIM iHLIMX KOHTPOMbHWUX 3paskiB crig OUiHWTK iXHI0O CYMICHICTb i3 UMM TecTom. Cnig ycTaHOBWUTU BiAMOBIAHI AianasoHn 3HaveHb Ans BCiX

BMKOPUCTOBYBAHUX MaTepianis KOHTPOO AKOCTi.

KOHTpOnbHi noka3Huku matoTb ByTu B Mexax BCTAHOBMEHOro AianasoHy; SKLWO OAWH i3 KOHTPOSbHUX NOKa3HWKIB BUXOAMTL 3a MeXi BCTAHOBMEHOro Aiana3soHy,

Cnif, BUKOHATU MOBTOPHE KanibpyBaHHsi Ta NOBTOPHE TECTYBaHHSI KOHTPOJSbHUX 3pas3kiB. SKLO KOHTPOMbHI MOKa3HMKKU, OTPUMAaHI Nicns yCnilHOro KanibpyBaHHs,

cTabinbHO BUXOOSATb 3a MeXi BU3HAYEHUX diana3oHiB, pe3ynbTaTu TECTYBAHHS NauieHTIB He cnig AOKyMEHTYBaTK; KpiM TOro, Crig;:

® epeBipuTK, YM He CNNMB TEPMIH NPMAATHOCTI MaTepianis;

® nepekoHaTuCcs, LWo 6yno NnpoBeAeHO NraHoBe TeXHiYHe 06CnyroByBaHHS;

® YMNeBHUTUCS, LLO TECT 3AiNCHIOBABCSA i3 AOTPUMAHHSAM iHCTPYKLUIW, HaBeAeHMX Ha BKNaauLLi yNakoBKuy;

e 3a notpebu 3BepHYTUCH NO Aonomory Ao komnadii Snibe abo ii odiviiHnx gucTpub’oTopis.

AKLWO KOHTPONbHMX 3pa3kiB y HABoOpPi HEAOCTaTHBO ANS BUKOPUCTaHHS, 3aMoBMsiATe AoAaTkoBi kKoHTponi aHTuTin IgG no MPO (IXIA) (REF: 160201188MT) y

komnaHii Snibe abo Ti odivinHnx gnucTpub’oTopiIB.

H PE3YIIbTATU

Po3paxyHok

AHanizaTop aBTOMaTUYHO PO3PaxoBYye KOHLIEHTpaLto aHTuTin IgG oo mienonepokcuaasm B KOXXHOMY 3pa3ky Ha OCHOBI kanibpyBanbHOI KpMBOI, ska ByayeTbes 3a

METOZOM ABOTOYKOBOIO kanibpyBaHHsi pecbepeHcHOT kpuBoi. OauHuLeto BumMiptoBaHHs € AO/mn (AU/mL). Joknagriwy iHpopmaLito MoXHa 3HalTK B iIHCTPYKUIi 3

BMKOPUCTaHHA aHanisatopa.

IHTepnpeTauis pe3ynbTaTiB

Micnsa obcTexeHHs 349 kniHivHO 3p0poBux ocib y Kntai 6yno BusHayeHo AonycTvMi HOpMK Ans TecTiB Ha aHTuTIna IgG Ao Mienonepokcuaasu, 3Ha4YeHHs KX

HaBeAeHO HUXYe:

<20 AO/mn (AU/mL) (95-# nepueHTunb).

MoxnuBi po36ixkHOCTi B pesynbTatax pisHux nabopaTtopil, Lo NOSCHIOETLCA BIAMIHHOCTAMM B CKNaAi nonynsiuii Ta MmeTogunkax AOChiaXeHHs. PekomeHaoBaHo B

KOXHin nabopaTopii BU3HAYMTW BNacHW pedepeHTHUiA iHTepBan.

 OBMEXEHHSA

e PesynbTaTy TeCTy cnif po3rnagaTh B KOHTEKCTI icTopii XBOpobu, AaHUX KMiHIYHOTrO 0BCTEXEHHS NaLieHTa 1 iHLWINX AaHuX.

®  FAKwwo pe3ynbTaTi TECTiB Ha aHTUTINa IgG oo MienonepokcMaasu He BignoBidatoTh KMiHIYHUM AaHUM, Ans iX NiGTBEpMKEHHS HEOOXIAHO BUKOHATV A0AATKOBE TECTYBAHHS.

e 3pasku, oTpUMaHi Bif NawuieHTiB, siki NpyiMany npenapaTt MULWAa4Ynx MOHOKIOHAMNbHUX aHTUTIN i3 METOI AiarHOCTUKM YK iKyBaHHS, MOXYTb MICTUTU NOACHKI
aHTUMUWwadi aHtutina (HAMA). Y pasi TecTyBaHHS Takvx 3paskiB i3 BUKOPUCTAHHAM HAOOpiB ANA aHaniay, Lo MICTATb MULIAYyi MOHOKMOHanNbHI aHTWTINa,
MOXHa OTpUMaTH XMBHO NiaBULLEHT ab0 3HWKeHI pedynbTatn'® 12, [N BU3HAYEHHS AiarHo3y Moxe 3Hagobutucs aoaaTkosa iHghopmadis.

e [eTepodinbHi aHTUTINA B CMPOBATLi KPOBI NIOAVHM MOXYTb BCTYNaT B peakuilo 3 iMyHornobyniHaMmu peareHTiB, BNNMBalOuM Ha pe3ynbTaT iMyHOoaHanisis
in vitro. Y nauieHTiB, siki perynsipHo KOHTaKTyoTb i3 TBaprHaMu abo NpoayKTamu CUpOBaTKW KPOBI TBAPWH, iCHYE PU3MK Takoi iHTepdepeHLii, BHAcMigoK Yoro
MOXYTb CNOCTEpIraT1cs aHOMarsbHi MoKasHUKM 3.

e BakTepianbHe 3apaxeHHs abo TennoBa iHaKTUBaLlisi 3pa3kiB MOXe CNOTBOPUTU pe3ynbTaTh OCNIOKEHHS.

H CNEUU®IYHI TEXHIYHI XAPAKTEPUCTUKU

Y upomy po3gini HaBeaeHi penpe3eHTaTUBHI XapakTepuCcTUkn. PesynbTati, oTpumaHi pisHMMu nabopaTopisMu, MOXYTb BiApi3HATUCS.

TouHicTb

TouHicTb BM3Hayanacs 3a JONOMOroK TecTy, npenapariB i KOHTPONbHMX 3paskiB 3a npoTokonoM (EP05-A3) IHCTUTYTy KniHiyHUX i nabopaTopHux ctaHaapTiB

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

BMKOPUCTaHHAM TPbOX NapTin Habopie peareHTiB (n = 180). Byno oTprmaHo 3a3HayeHi Hwk4e pesynbTaTu.
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IHCTpYKLUif i3 3aCTOCYBaHHSA

CepepHe, Y mexax BUNpo6yBaHHs Mix BUnpobyBaHHAMM BiaTBoptoBaHicTb
3pasok AOfmn CraHg. Bigx., CraHg. Bigx., CraHg. Bigx.,

((: l:’g'a)) AOIMﬂA(AU,?mL) % Koed. Bap. AOIMﬂH(AU7mL) % Koed. Bap. AOIMﬂA(AU7mL) % Koed. Bap.
Myn i3 cuposatkoto 1 11,978 0,362 3,02 0,222 1,85 0,604 5,04
Myn i3 cupoBaTkotO 2 24,211 0,658 2,72 0,315 1,30 1,047 4,32
Myn i3 cuposaTkoto 3 204,253 5,385 2,64 4,933 2,42 9,410 4,61
Myn i3 nna3moto 1 10,861 0,320 2,95 0,130 1,20 0,437 4,02
Myn i3 nnasmoto 2 19,608 0,539 2,75 0,407 2,08 0,76 4,06
Myn i3 nnasmoto 3 194,968 5,664 2,91 4,248 2,18 9,301 4,77
KoHTponb 1 15,052 0,412 2,74 0,167 1,11 0,541 3,59
KoHTpornb 2 100,779 2,711 2,69 2,288 2,27 4,752 4,72

Liana3oH niHinHocTi

2,00—-400 AO/mn (AU/mL) (B13HavaeTbCs 3a MEXEH KiflbKiCHOT OLiHKM Ta MakCMMYMOM pedepeHCHOT KPUBOI).

IHTepBan peecTpauii

1,00-16 000 AO/mn (AU/mL) (BU3Ha4YaeTbC 3a MeXel BUSBMEHHS Ta MaKCUMyMOM pedepeHCHOi KPUBOI, MOMHOXEHUM Ha pPEeKOMEeHAOoBaHy NpOoMnopLilo
po3BeAEeHHS).

AHaniTnyHa vyTnMBICTL

Mexa xonoctoi npobu = 0,500 AO/mn (AU/mL)

Mexa BussnenHsa = 1,00 AO/mn (AU/mL).

Mexa kinbkicHoi ouiHkn = 2,00 AO/mn (AU/mL)

AnaniTnyHa cneundivHicTb

IHTepdepeHuin

IHTepdepeHLia Bu3Havanacs 3a 4ONOMOro TeCTy; A0 TPbOX 3paskiB i3 Pi3HOIO KOHLIEHTpaLlieto aHanisoBaHOro KOMNOHEHTa A04aBanucs pe4YoBMHN, NOTEHLINHO
30aTHi CMPUYMHWUTM eHporeHHy abo ek3oreHHy iHTepdpepeHuilo, 3a npotokonom (EP7-A2) IHCTMTYTY kniHiyHMX i nabopatopHux ctaHpaptie (Clinical and
Laboratory Standards Institute, CLSI). Moxnbka BuMipiB ANs pe4oBWH, 34aTHUX CNPUYMHUTK iHTepdepeHLito, He nepesullye +10 %. Byno oTpumaHo 3a3HayeHi
HUXKYe pesynbTaTu.

IHTepcbepeHLin Makc. piBeHb BiacyTHOCTI BNnuBy IHTepcbepeHuin Makc. piBeHb BiACyTHOCTi BNNnBy
Binipy6iH 40 mr/gn (mg/dL) PeBmartoigHuii dhaktop 500 MO/mn (IU/mL)
IuTpaninia 1500 mr/an (mg/dL) TioAceki aHTMMLIA aHTMTIN 30 Hr/mn (ng/mL)
(HAMA)
TeMorno6ix 1000 mr/an (mg/dL) ASIA 6 (curHan / kpuTUHe 3HaqenHs),
BMCOKOMO3NTUBHIN

MepexpecHa peaKkTUBHICTb

MepexpecHa peakTMBHICTb BU3HAYanacs 3a JOMOMOroK TECTY; A0 TPbOX 3pa3kiB i3 Pi3HOK KOHLEHTpaLieo aHanisaoBaHOro KOMMOHEeHTa AogaBanvcs NoTeHUinHI
nepexpecHi peareHTn 3a npotokonoM (EP7-A2) IHcTuTyTy KniHiyHMX i nabopatopHux ctaHgaprtis (Clinical and Laboratory Standards Institute, CLSI). Moxubka
BUMIPIB ANA PEYOBUH, 3AaTHUX CNPUYUHUTK iHTepdepeHLito, He nepesuLlye £10 %. Byno oTpumaHo 3a3HayeHi Hk4e pesynbTaTu.

MepexpecHuit peareHT

Makc. piBeHb BiACYTHOCTi BNNUBY

MepexpecHuin peareHT

Makc. piBeHb BiACyTHOCTI BNNUBY

AnTuTina IgG o Sm

400 AO/mn (AU/mL)

AxTUTINa IgG Ao LeHTpomep

400 AO/mn (AU/mL)

AxTUTIna go LLN

400 oa/mn (U/mL)

AnTuTina IgG go acAHK

400 MO/mn (IU/mL)

AHnTuTina IgG o Scl-70

400 AO/mn (AU/mL)

MoHappo30BUIA «xyk»-echeKT y BUNaaKy BUCOKUX KOHLEHTpaLii

B ananizax Ha aHTuUTina IgG oo mienonepokcmaasun) He crnocTepiraBcs NOHaAA030BUIA «XyK»-e(heKT y Bunagky BUCOKMX KoHLUeHTpauih 4o 20000 AO/mn (AU/mL.

MopiBHAHHA MeTOANK

MopiBHAHHS aHanidy Ha aHTuTina IgG fo Mienonepokcnaasy 3 iHLWWMM iIMYHOSOrYHUM aHani3om CepiiHoro BUpOOHMLITBA NPOAEMOHCTPYBarno Taky kopensuito (y AO/mn

(AU/mL)):

KinbkicTb NnpoTecToBaHux 3paskis: 120.

MopiBHsIHHA MeToaoMm [MaciHra — Babnoka: y=1,0021x-0,1488, 1=0,979.

KoHueHTpauis B kniHiYHMX 3pa3kax cTaHosuna Big 2,04 pgo 379,56 AO/mn (AU/mL).

H NOCUNAHHSA

1. Radice A, Sinico R A . Antineutrophil cytoplasmic antibodies (ANCA)[J]. Autoimmunity, 2005, 38(1):93-103.

2. G.D. Sebastiani. Anticorpi anti-citoplasma dei granulociti neutrofili (ANCA) Antineutrophil cytoplasmic antibodies[J]. reumatismo, 2009.

3. Chen M , Kallenberg C G M . ANCA-associated vasculitides—advances in pathogenesis and treatment[J]. Nature Reviews Rheumatology, 2010,
6(11):653-664.

4. Watts R A, Mooney J , Skinner J , et al. The contrasting epidemiology of granulomatosis with polyangiitis (Wegener's) and microscopic polyangiitis[J].
Rheumatology, 2012, 51(5):926-931.

5. Lyons P A, Rayner T F, Trivedi S, et al. Genetically distinct subsets within ANCA-associated vasculitis[J]. New England Journal of Medicine, 2012, 367(3):
214-223.

6. Hogan J J, Markowitz G S, Radhakrishnan J. Drug-induced glomerular disease: immune-mediated injury[J]. Clinical Journal of the American Society of
Nephrology, 2015, 10(7): 1300-1310.

7. Lee J W, Myong J P, Choi Y J, et al. Diagnosis of perinuclear anti-neutrophil cytoplasmic antibody-associated microscopic polyangiitis in silicotics: case
report[J]. Annals of occupational and environmental medicine, 2016, 28(1): 21.

8. Tervaert JW C, Damoiseaux J . Antineutrophil Cytoplasmic Autoantibodies: How Are They Detected and What Is Their Use for Diagnosis, Classification and
Follow-up?[J]. Clinical Reviews in Allergy & Immunology, 2012, 43(3):211-219.

9. Jennette JC, Falk RJ, Bacon P A, et al. Revised international chapel hill consensus conference nomenclature of vasculitides[J]. Arthritis & Rheumatology,
2013, 65(65):1-11.

10. CLSI. Statistical Quality Control for Quantitative Measurement Procedures: Principles and Definitions. 4th ed. CLSI guideline C24. Wayne, PA: Clinical and
Laboratory Standards Institute; 2016.

11. Schroff R W, Foon K A, Beatty S M, et al. Human anti-murine immunoglobulin responses in patients receiving monoclonal antibody therapy.[J]. Cancer
Research, 1985, 45(2):879-885

12. Primus F J, Kelley E A, Hansen H J, et al. "Sandwich"-type immunoassay of carcinoembryonic antigen in patients receiving murine monoclonal antibodies for
diagnosis and therapy[J]. Clinical Chemistry, 1988, 34(2):261-264.

13. Boscato L M, Stuart M C. Heterophilic antibodies: a problem for all immunoassays. Clinical Chemistry 1988; 34(1):27-33.

188 Anti-MPO IgG-IFU-uk-IVDD, V2.1, 2022-04 4/5



IHCTpYKLUif i3 3aCTOCYBaHHSA
 3HAYEHHSA CUMBOIIB

Brpo6Huk

EE_] [lnB. IHCTPYKLitO 3 BUKOPUCTaHHSA

/ﬂ/s"c TemnepaTypHuiA giana3oH

(a6epiraTit npy TemnepaTypi 2-8 °C) KiHueBa aaTta TepMiHy npuaaTHOCTI

BmicTy goctatHbo Ana <n> TecTiB BepexiTb Big NpAMUX COHAYHUX NPOMEHIB

YnoBHOBaXeHWU NpeacTaBHUK B EBPOMNencbKkoMy

T T Lium Bokom pgoropm
IVD

coo3i
MeauuHuii npunag ans AiarHoCTUKK in vitro ONTENT Cknap Habopy
Homep 3a katanorom Koga naprii

c € MapkyBaHHsa CE 3Hak BiAMNOBIAHOCTiI TEXHIYHUM pernaMmeHTam

@II o 3

MAGLUMI® Ta Biolumi® € TOproBumu mapkamu komnaHii Snibe. Yci iHWi HaliMeHyBaHHSA NPOAYKTIB | TOProBi Mapku HanexaTb BiANOBiAHUM BRacH/Kam.

LLeHbwkeHb Hblo IHAacTpic Biomepaikan IHxuHipudr Ko., Ita.,
Ne23 Oxinkciy Eact Poap, Minrwan Aictpikt, 518122, LeHbuxeHb, Kutaicbka HapoaHa 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

YnoBHOBaXeHUI NnpeacTaBHUK B YKpaiHi:
TOB «Kpartis MenTexHika», Byn. barroByTiBcbka, 17-21, 04107, m. Kuis, YkpaiHa.

YkpaiHn).
EnektpoHHa nowrTa: uarep@cratia.ua

[aTta ocTaHHbOro nepernsiay iHCTPYKUIi i3 3acTocyBaHHS: KBiTeHb 2022 poky

188 Anti-MPO IgG-IFU-uk-IVDD, V2.1, 2022-04

Ten.: 0 800 21-52-32 (6e3onnaTHO MOXYTb TenedoHyBaT aboHeHTH ikCoBaHOrO Ta MOGINbHOro TenedoHHOro 3B'A3Ky 3 6yAb-SKOT TOYKK

5/5





