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TecT-cuctemu imyHodepMeHTHI ANA AiarHOCTUKM iH(peKLinHUX 3axBoptoBaHb TY.Y 24.4 — 36555928 — 001:2011

«Vitrotest Anti-Trichinella»
IMyHOohbepMeHTHa TecT-cucTemMa Ana BUABNEHHA aHTUTIN fo Trichinella spiralis

1. MpusHayeHHs

IMyHohepmMeHTHa TecT-cuctema «Vitrotest Anti-Trichinella» npusHayeHa ans BusiBneHHs aHTuTIn knacis IgG Ta IgA o
Trichinella spiralis y cupoBaTLyi 44 Nna3mi KpoBi NKOAUHN.

Tect-Habip moxe OyTW 3acTOCOBaHMi K NS NpoBeaeHHst |PA 3 BUKOPUCTAHHAM aBTOMATUYHMX MINEToK Ta
CTaHgapTHOro obnagHaHHs, Tak i 451 NOCTAHOBKM HA aBTOMATUYHOMY iMYHO(DEPMEHTHOMY aHani3aTopi BigKPUTOrO TUny.

2. KniHiuHe 3HayeHHs

TpuxiHenb03 — renbMiHTO3, SKWMA CNPUYMHAETBCS Hematogoto Trichinella spiralis. TpuxiHenu — ApibHi, maixe
HWUTKOMOAIOHI  renbMiHTH, LLO BKPWTI NONEPEeYHO-NOCMYroBaHOK KyTUKyNo. [JoBXuWHa cTaTeBOo3pinoro caMmus cknagae 1,2-2mm,
ToBwmHa — 0,04-0,05mM. [loBXMHa CTaTeBO3pinoi camuyi A0 3annigHeHHs 1,5-1,8MM, nicnsa sannigHeHHs 30inbLUyeTbCa Ao
4 4mm.

3apaxeHHs BiOyBaeTbCA MPU BXMBAHHI M'SCA, LUO MICTUTb XMBI iHKANCynbOBaHi JIMYMHKM TPUXiHEN. Y MpoLec
TPaBMEHHA nig Aieto LLAYHKOBOIO COKY MUYMHKM 3BINbHSIOTLCS 3 Kancyn, MPOHUKAOTL A0 NIACNN30BOr0 Lapy TOHKOMO KULLKIBHUMKA,
3aKpinmnioTbCA Ha CMK30BIA 0BONOHLi, NOYMHAKOTL PO3MHOXYBaTUCA. [licns 3annigHeHHs camLi MHYTb, camuli Yepes 2 fobu
nicns iHBasii NOYMHAKOTL HAPOMKYBATM IMUMHOK, SKi Yepes TKaHMHK CMM30BOI OOOMOHKM KWLLKM NOTPannstoTb B KPOBOHOCHI Ta
niMchaTUYHi CyarHN Ta PO3HOCATLCSA MO BCbOMY OpraHiamy, 0CamkylTbCs B NonepevHocmyracTiin Myckynatypi. Yepes 18-20 gHis
nicns 3apaxeHHs Nu4nHKa y M'a3ax nogosxyetbes 4o 0,8 MM, gocarae iHBasiiHOT cTagii Ta nounHae sroptatucs y opmi cripani.
B akocti BignoBigi 0TOUylOUMX TKAHWH HABKOMO NUYMHKW npoTsaroM 35-40 4i6 chopmyeTbes CNOMyYHOTKAHWHHA Kancyna, sika
3rofioM iIMNPEerHyeTbCA CONsAMM KarbLjto, WO NPU3BOAWTL A0 3BaMHIHHA. JIMYMHKM 3anuLIatoTbes XUTTe3naTHUMK 6arato pokis.

[HkyBaLjinHuin nepiog npu TpuxiHenbo3i MtognHn Tpueae 10-25 aHiB. TpuxiHenu cnoyaTky NoKani3yloTbCs Y KULIKIBHUKY.
[MpoTsrom 1-2 AHiB Nicns 3apaxeHHs 3'ABNAITLCS Taki CUMNTOMU, SIK HYAOTa, Nevis, AMCNEencis, Aiapes, BaxXKICTb SKNX 3anexuTb
Bif} CTYNeHto ypaxeHHs. lMoganslli cuMTOMM Ta CTYNiHb iX MPOSBY 3aneXuTb Bif nokanisauii napasuTa B Pi3HWUX YacTuHax
OpraHiamy. TpuxiHENb03 XapakTepu3yeTbCsa NIMXOMAHKOI, Mianrismu, HabpskoM 0Ban4ys, LUKIPHAMK BUCMNaMK, eo3uHoMinieto
KPOBI, @ 3a TSXKKOrO NPOTIKaHHS — YPaXeHHSM BHYTPILUHIX OpraHiB Ta LieHTpanbHOI HePBOBOI CUCTEMM.

TpuxiHenb03 He 3aBxaM PO3Ni3HAETLCA OApa3sy, OCODAMBO Yy MICLEBOCTI, e piako 3ycTpivaetbes. [iarHocTuka
TPUXIHENbO3Y 3HINCHIOETLCA HA OCHOBI KIMIHIYHOI KapTWHKM, enifeMionoriyHoOro aHamHesy, CepomnoriYHuMX OOCHimKeHb, SK TO:
peakLisi 3B'A3yBaHHA KOMMAEMEHTY, pPeakuis HenmpamOoi remarnioTuHaLii, iMyHodepMeHTHUI aHania. OcTaHHin  MeTog
pekomeHgoBaHo MixHapogHuM EnizooTuyHnmM Bropo 4ns ceponoriyHoi giarHoCTUKK TPUXIHENLO3Y.

HaibinbLw cneundgiyHum METogoM Ans NigTBEPMKEHHS iHBA3I € BUABNEHHS aHTUTIN Kknacy IgG 40 aHTUreHiB TpuxiHen
Y KpOBI, sIKi MOXYTb BM3HauaTWUCs B [fiana3oHi Big 2-3 40 4-6 TWKHIB 3 MOMEHTY BXMBaHHA 3apaxeHoro m'sca. CneuumdivHi
aHTuTINa Knacy IgE npucyTHi B KPOBI Ha rocTpil cTadii XBopobu, OgHaK, PiKO BUSBNSKOTLCA, LLO NOB'A3aHO 3 KOPOTKMM NEPIOAOM
X LMpKyNALiT B KpoB'AHOMY pychi. Ha noyaTky KMiHiYHUX NposBiB iHBasii CneuuiyHi aHTUTINa MOXyTb B3arani He BUSBMSTUCE.
Tomy npw nigo3pi Ha TpUXiHENbO3 Ta OTPUMaHHI HEraTUBHOMO pesynbTaTy AOCMIMKEHHS NPOBOAATL MOBTOPHO Yepes oauH-OBa
TkHI. CepoKoHBepcisl, 3a3Bi4al, BIiADYBAETbCH MPOTArOM [ApYroro-msToro TWXHS iH(ikyBaHs | 3anexuTb Big OTPUMaHOI
nauieHToM iHdekyinHoi [o3n. OujHKa AMHaMIKM aHTUTINIOYTBOPEHHS € AOCUTb IH(OPMATUBHUM KpUTEPIEM eEeKTUBHOCTI
npoBeaeHoi Tepanii — npu HeedekTUBHIN abo BIACTPOYEHIN Tepanii cneundivHi aHTUTINa BUABNSAOTLCS pokami (8o 20 pokis), B
pasi eheKTUBHOrO NiKyBaHHS B NepLLi ABa TWKHI Nicns iHPIKyBaHHA aHTUTINA 3HUKAKOTb NPOTATOM POKY.

3. MpuHumn aHanisy

BusBnenHs awtutin go Trichinella spiralis B Tect-cuctemi «Vitrotest Anti-Trichinella» 6a3yetbcs Ha npuHLMNI
«HenpsamMoroy TBepaodasHoro iMyHodepmeHTHOro aHanisy (IPA).

Teepaoto asot B TECT-CUCTEMI € CTPUNOBaHWA |PA-NNaHLET 3 nonepeaHbo 3acopbOBaHUMM B NyHKAX aHTUreHamu
nmamHok Trichinella spiralis. Mig yac iHkybauji gocnimkyBaHuX 3paskiB B NyHkax |QA-nnaHweTa BinbyBaeTbCs 3B'A3YBaHHS
cneuudivHux go Trichinella spiralis aHTUTIN 3 aHTUreHOM Ha TBepgii dasi. Micns BiAMMBaHHA HE3B'A3aHNX KOMMOHEHTIB B MyHKM
[00A€ETLCS KOH'IoraT aHTUBMAOBMX (CneuudiyHuX 4o aHTuTin knacy 1gG Ta IgA) MOHOKNOHANBbHIX @HTUTIN 3 NEPOKCUAA30L0 XPOHY,
L0 3B'A3YETHCA 3 IMYHHUMU KOMMNEKcamMi Ha TBeppii asi. He3s'asaHi KOMMOHEHTW BigMMBaIOTLCA. Bisyanisauis yTBopeHux
iIMyHHWUX KOMMNNeKCiB BifOyBaAETLCA NP BHECEHHI B NyHKM po3umHy Xpomoreny 3,3',5,5'-TeTpametunbensuguny (TMB). B
pesynbTaTi peakwii po3unH B NyHKax, A€ YTBOPUINCH iIMYHHI KOMMIeKcH, 3a0apBnoeTbcs B CUHIN KOMip. Peakwis 3ynuHSETLCS
[00aBaHHAM CTOM-peareHTy, Mpu LbOMY CUHIA Konip 3abapBneHMX MNyHOK 3MIHIOETLCA Ha XOBTWUA. PesynbTaT aHanisy
BM3HAYaETLCS Ha CNEKTPOGOTOMETPI NpU AOBXMHI XBuri 450/620 HM.

4. Marepianu Ta obnagHaHHs

4.1 Cknad Habopy

I®A-nnaHwem — 12 cTpunie No 8 NYHOK (3 MOXMMBICTIO BiJOKPEMIEHHS NTYHOK), 3 iIMMOGINi30BaHNMM aHTUreHamu
nmanHok Trichinella spiralis.
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Mozumueruil kKoHmposb — 1 Mikponpobipka, Wo MicTuTb 0,3 M po3uKHY iMyHOrNOBYAiHIB MIOAWHM, CneunudiYHNX 4O
Trichinella spiralis (poxesui).

HezamueHuil koHmposnb — 1 mikponpobipka, Lo MicTUTb 0,5 M HEraTMBHOI CUPOBATKM KPOBI MIOANHM (KOBTUR).

Po34un dns poseedeHHsi cuposamok PPC — 1 cnakoH, wo Mictute 12 mn BydepHOro po3umHy 3 eKCTpakToM
MOJSIOKa, IETEPreHTOM Ta KOHCepBaHTaMu (KOPUHHEBO-3EMNEHNN).

Po3yuH Kkor’toeamy PK — 1 conakoH, wo mictuts 12 mn 6ydhepHOro po34nHy MOHOKMOHaNbHIX aHTUTIN Ao IgG Ta IgA
NIOOVHK, KOH'IOTOBaHUX 3 NEPOKCIAA30K0 XPOHY, i3 cTabinizaTopamu Ta KOHCEPBAHTOM (3eneHni). [0TOBUI 4O BUKOPUCTAHHS.

Po3yun TMB - 1 dnakoH, wo mictutb 12 Mn po3unHy TMB i nepekucy BogHIo 3 CcTabinisaTtopom Ta KOHCepBaHTOM
(6esbapBHMiA, rOTOBUIA 10 BUKOPUCTaHHSI).

Po3yuHx dns npomuganHsi Tw20 (20x) — 1 dnakoH, wo mictutb 50 mn 20-TW KpaTHOTO KOHLEHTpaTy docdaTHoro
Oydepy 3 TBiHOM-20 (Oe3bapBHMiA).

Cmon-peazeHm — 1 ¢nakoH, o mictuTb 12 Mn poauuny 0,5 M cipuaHoi kucnotu (6esbapsHuii).

Kneiika nnigka — 2 apkylua nniskv 415 3aKNeBaHHS NNaHLWeTiB nig vyac iHkybauii.

BnaHk eHeceHHs1 npo6 — 1 apkyLu Ans 3an1cy CXEMU BHECEHHS 3paskiB.

IHempykuis — 1 eksemnnsap IHCTPYKLT 3 BUKOPUCTaHHS

4.2 [Jodamkoei peakmugu, Mamepianu ma 0bnadHaHHs

[ins nocTaHoBKW aHani3y HeoOXiaHi Taki 4OAATKOBI peakTMBMW, MaTepiany Ta 0bnaaHaHHs:

— fieioHi3oBaHa abo AMCTUNbLOBAHA BOAA:;

— (hinbTpyBasnbHuiA Nanip;

— MipHi uuniHgpw Ha 10, 200 ta 1000 mn;

— 0AHOPA30Bi PyKABUYKMK;

— PO34MH nepekmncy BoaHo 6%;

— 0iHOpa3oBKi abo YMCTMIA NOCy ANs NPUrOTYBaHHS PEaKTUBIB (PrakoHM Ta BaHHOUKM);

— Tanmep;

— 0fHo- Ta 6araTokaHanbHi aBToMaTUYHi nineTky 3miHHoro 06’emy Ha 20, 200 Ta 1000 MK Ta HAKOHEYHMKM 40 HUX;

— TepmocTart Ha 37°C;

— KOHTEHep Ans TBEPAMX BiOX0iB;

— KOHTEHEp Ans pigKuX BigXomdis;

— laBTOMaTUYHMI 260 HaniBaBTOMATMYHWIA NPOMMBAY MAHLLETIB (BOLLEP);

— 20aH0- abo GaraTokaHanbHWUit cnekTpochoToMeTp (piaep) Ans MikponnaHweTis Ha 450/620-695 Hm.
12 bydb nacka, npokoHcynbmylimeck 3 Hamu w000 adanmauji Bawo2o 06n1a0HaHHs.

5. 3acTepexeHHA Ta TexHika 6e3neku

5.1.3acmepexerHsi:

— He BUKOPUCTOBYIATE KOMMOHEHTM TECT-CUCTEMM NICNS 3aKIHYEHHS TePMiHY NpuaaTHOCTI;

— He BUKOPUCTOBYMTE Mif Yac aHaniay Ta He 3MillyiiTe KOMMOHEHTU Pi3HUX CEepill Ta KOMMOHEHTU i3 TECT-CUCTEM Pi3HNX
HO30MOTiN;

— He BMKOPUCTOBYWTE peareHT iHLWnX BUPOOHUKIB y NoeaHaHHI 3 Habopamm Vitrotest™:

- Mpumimka: Jonyckaembcs ukopucmanHsi Pozyury 0nsi npomuganHs Tw20 (20x), Poayury TME ma Cmon-peazeHmy iHwux cepit, s
gidpisHsiombCs 8i0 mux, wo ekrmadeHi do mecm-Habopy. Lli peaseHmu gukopucmosylomsbCsi 8 iHWUX mecm-cucmemax gupobHuymea TOB ,IBK
LPaminmex”. bydb nacka, npokoHcynbmyimech 3 Hamu 01 ompuMaHrHs demarnbHoi iHgbopmaui.

— nicns BUKOPUCTaHHSA peareHTy 3akpuBamTe KOXXeH qIakoH CBOEIO KPULLIKOHD;

— YiTKO JOTPUMYMTECH PEXMMY NPOMUBAHHSA NNAHLIETIB, BKA3aHOr0 B MyHKTaX iHCTPYKLi;

— ni Yac NPOMWUBAHHS KOHTPOMIONTE HANOBHEHHS Ta NOBHY acnipaLlito PO34KHY 3 NYHOK;

— KOKHOrO pasy BUKOPWUCTOBYMTE HOBMIA HAKOHEYHMK MINETKU Ans BHECEHHS 3paskiB abo peareHTiB;

— YHUKaTe NOTPannsaHHA NPSMUX COHSYHUX NMPOMEHIB Ha peareHT TECT-CUCTEMMY;

— po34mH TMB mae 6ytn 6e3bapeHM abo CBITNO OnakMTHUM Nepesd BUKOPUCTAHHAM. AKLO po3yuH 3abapBreHui B
CMHi ab0 K0BTUI KOMip, MOTO He MOXHA BUKOPUCTOBYBATU. YHUKaNTe KOHTaKTy po3yuHy TMB 3 Metanamu abo ioHamu meTanis.
[ns poboTy BUKOPUCTOBYIMTE NULLIE YACTWW, PETENBHO BUNONOCKAHUIA AUCTUIBOBAHOKO BOJOKO NOCyL;

— AN BHECEHHS B NyHKM nnaHweta TMB-cybeTpaTy BUKOPUCTOBYATE MNMLLE HOBI HAKOHEYHMKW, WO He Oynn y
BUKOPUCTAHHI;

— Hi B IKOMY pa3i He BUKOPUCTOBYITE OAMH i TOW e NOCYa AN PO3UMHY KOH'KOraTy Ta XPOMOreHy.

5.2.TexHika 6e3neku:

— BCi peareHTu Habopy NpuaHaYeHi nuLle 4118 in vitro giarHoCTUKY;

— NOCTaHOBKY aHanisy NpoBOANTM NULLE Y TYMOBUX PyKaBUYKaX;

— He nineTyBaTh PO34MHN POTOM,;

— KoHTponi Tect-cuctemu «Vitrotest Anti-Trichinella» He mictate HBsAg Ta antutin go BIT %, BI'C, Treponema
pallidum, ogHak, npautoBaTy i3 KOHTPOMAMM Ta QOCAIGXYBAHUMM CUpPOBaTKaMM Crif 5K i3 NOTEHLNHO HeBe3neyHUM iHgEKLiNHUM
MaTepianom;
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— pioKi BigxoawW cnif iHaKTMBYBATM, HANpUKNag, PO34NHOM NMEPEKNCY BOAHIO Y KIHLEBIN KOHLEHTpaLji 6% ynpoposx 3
OAMH NpU KiMHATHIA TemnepaTypi, abo rinoXnopuToM HaTpilo Y KiHUEBI KOHUeHTpauji 5% npotarom 30 XBUMMH, Yu iHLLIMMK
Ae3iHiKyto4YMMY areHTamu;

—  TBepai Bigxoaw cnif iHaKTUBYBATM LLNSAXOM aBTOKNaByBaHHs npu 121°C ynpogosx 1 roauHy;

—  He aBTOKNaBYTe PO34MHY, L0 MICTATb a3ug HaTpito abo rinoxnopuT HaTpito;

— cnig yHukaTu po3dpuakyBaHHa po3dmnHie TMB Ta cTon-peareHTy, a TakoX iX KOHTaKTy i3 CnU30BUMM 0BOMOHKaMK Ta
LKipOIO;

— Yy pasi po30pu3KyBaHHS PO3YMHIB, LLO HE MICTATb KUCMOTY (Hanpwknagd, cuposaTok), 0Bpobutu nosepxHio 6%-m
PO341MHOM NEPEKUCY BOZHIO, @ NOTIM BUTEPTM HACyX0 (inbTpyBaribHUM nanepom.

6. 36epiraHHa Ta cTabiNbLHICTL

PeareHTn TecT-cucTemMm CTabifbHi NPOTAroM CTPOKY MPUAATHOCTI, BKA3aHOMO Ha €TUKeTLi, 3a yMOBY iX 30epiraHHs
npu 2-8°C.

TpaHcnoptysatu Habip npu Temnepatypi 2-8°C. [onyckaeTbcsl 04HOpPa30Be TPaHCMOPTYBaHHS Mpu Temnepatypi He
Buwe 20°C npotsarom gsox gib.

7. MigrotoBka 3pas3kiB

3pasku cupoBaTkM M nra3Mu Kposi MoxHa 36epiraTv npu Temnepatypi 2-8°C He 6inbwe 3 ai6 nicns 3abopy.
[onyckaeTbes binbL TpuBare 36epiraHHs 3paskiB 3aMoOpoXeHUMI Npu Temnepatypi Big -20 ao -70°C. 3amopoxeHi 3pasku nepeq
BUKOPUCTAHHAM PO3MOPOXYKOTb Ta BUTPUMYIOTb MK KiMHATHIA Temnepatypi ynpogoBx 30 xBunuH. Tlicns po3mopoXyBaHHS
3pasky cnip nepemiwaTi 3aans JOCSTHEHHS OQHOPIAHOCTI. YHUKaUTe NOBTOPHOMO 3aMOPOXYBaHHS-BiATalOBaHHS AOCNIgXYBaHNX
3paskiB. Y pasi NOMYTHIHHS CMPOBATKW (YW Nna3mu) 3BINbHSIOTLCS Bif HEPO3YMHHUX BKMKOYEHb LieHTpUdyryBaHHsM npu 3000
06./x8. npotarom 10-15 xBWUNMH. He BMKOPUCTOBYMTE 3pa3ki CUPOBATOK i3 BUPAXKEHOW mninigemicto, reMoniaoM, a Takox
BakTepiitHAM NPOpPOCTOM.

8. MNigroToBKa peareHTiB
Hyxe eaxnugo eumpumamu 8ci peazeHmu mecm-cucmemu «Vitrotest Anti-Trichinella» npu kiMHamnid
memnepamypi 18-25°C npomszom 30 x8usnuH neped 8UKOPUCMaHHSIM.

8.1. lNideomoska IPA-nnaHwema

[ns nonepemkeHHs KoHAeHcaLlii Boau B nyHKax BigkpuaaiTe IQA-nnaHwWweT nuie nicns BUTpUMyBaHHS 30 XBUMIKUH Npu
KiMHaTHI TemnepaTypi. PoskpuiiTe BakyyMHY ynakoBKy, BidokpemTe HeoBXioHy KinbKiCTb NYHOK, a pelTy Bigpasy X peTerbHO
ynakyiite Ta 30epirante WINbHO 3aKPUTMM Ha 3amok (zip-lock) npu Temnepatypi 2-8°C. 36epiraHHs B Takuii cnoci6
YNaKkoBaHOro nnaHweta 3abesneyye 1oro cTabinbHICTb NPOTAroM 3 MicauiB.

8.2. Po34uH 0ns npoMugaHHs

OnakoH Mictutb 50 mn 20x koHUeHTpaty Gydepy 3 AeTepreHToM. [ns NpuroTyBaHHS pO3YnHY AN NPOMMBAHHS
po3BefiTb koHUeHTparT 1:20 (To6T0,1+19) AMCTMNLOBAHOK abo [EiOHI30BaHOW BOAOM, NOTIM nepeMilanTe. Hanpuknag: Ha 4 mn
KOHLeHTpaTy — 76 MN AWCTUINBOBAHOI BOAM, LU0 AOCTATHBO ANS O4HOMO cTpuny. Y BUNaAKy HasiBHOCTI KPUCTaniB B KOHLEHTpATI
PO341HY ANs NPOMUBaHHS NporpiliTe dnakoH npu 37°C npoTarom 15-20 XBUMKH.

Po3BegeHuin po3unH MoxHa 36epiratit npu Temnepartypi 2-8°C He BinbLue 7 4ib.

9. Mpoueaypa aHanisy
9.1. MigroTyBaTn HEOOXIAHY KiMbKICTb YHOK AN1S aHanidy (KiNbKiCTb [OCMIMKYBaHMX 3paskiB Ta YOTUPM NyHKM ANs
KOHTpONIB), BCTaBUTH ix B pamky IPA-nnaHweta. JTyHKn 3 KOHTPONSMI 0DOB'SI3KOBO BKIHOUATH A0 KOXHOI MOCTAHOBKM aHaniay.
9.2. 3anoBHWTM BNaHK BHeCeHHs npob.
9.3. MpurotyBaT po34nH ANs NPOMUBAHHS 3riBHO NyHKTY 8.2.
9.4. B nyHku cTpuniB BHeCTH No 90 MKN po34nHy Ans pO3BEAEHHS CUPOBATOK.
9.5. BHecTu B IyHKM N0 10 MK KOHTPOMIB Ta AOCTIMKYBaHNX 3pa3kiB: B SiyHKY A1 — NO3UTUBHWIA KOHTPOMb, B NyHKM B1,
C1 1a D1 - HeraTMBHWIN KOHTPOMb. B pelTy NyHoK — AocnigxyBaHi 3pasku. [ig yac BHECEHHSI CUPOBATOK Ta KOHTPOIB 06epexHo
nineTyiTe cymill — BinbyBaeTbCs 3MiHa KONMbOPY PO3UMHY AN PO3BEEHHS CUPOBATOK 3 KOPUYHEBO-3EMEHOTO Ha CHUHIM.
9.6. 3akneiTy CTPUNM KNEMKOK NNiBKOK Ta iHKyByBaTth npoTsarom 30 xBunuH npu 37°C.
9.7. Mo 3akiH4eHHi iHKybaLji obepexHO 3HATU KNerky NniBky Ta NPOMUTU NyHKW M'STb Pa3iB 3 BUKOPUCTAHHAM
aBTOMATUYHOO NMpoMMBaYa abo 8-kaHanbHOI NiNeTKM HACTYMHUM YNHOM:
—  BMAANUTK BMICT NYHOK B KOHTEMHEP ANS PiAKWX BiOXOAIB;
—  HamoBHWUTW NYHKX CTPUNIB HE MeHLL Hixk no 300 MKN pO3YMHOM [N NPOMMBAHHS, 3aNULLMTU HEe MEeHL Sk Ha 30
CEeKyHE;
— acnipyBaTW PO34MH 3 NMYHOK, 3aNMMLLIKOBWMA 0B'€M PO34MHY Micrs acmipaii Ha BCiX eTanax NpOMWBAHHA Mae
cknajaTy He Binblue 5 MKR;
—  MOBTOPUTY NpOLEAYPY NPOMUBAHHS LLe HYOTUPK pasy;
— nicns 0CTaHHbOI acnipauii no36aBMTMCh 3aiBOI BOMOM, MOCTYKYKOUM NAHLLETOM MO (inbTpyBanbHOMY nanepy.
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9.8. B nyHku ctpunis BHecTu no 100 MKN po3dnHy KoH'toraTy. CTpUNK HaKpUTI HOBOKO KIMEKOKO NIIBKOK Ta iHKyOyBaTH
npotsirom 30 xeunuH npu 37°C.

9.9. Mo 3aKiH4eHHi iHKybaLlii 06epexHO 3HATW KNenKy NNiBKy Ta NPOMUTM JIYHKW M'ATb pasiB, K ONKUCAHO B NYHKTi 9.7.

9.10. «Po3unH TMB» € rotoBuUM Ans BUKOpUCTaHHS posduHom TMB-cybeTparty 3 nepekucom BoaHio. PosunH TMB Mae
By 6e3bapsHuM, cnif 3anobiraT NOTPaNNAHHIO COHAYHOMO NMPOMIHHS Ha PO34uH. BHocuTW posumH TMB cnig uucTUM HOBUM
HaKOHEYHWKOM: 0BepesxHOo Bigibpat po3unH TMB 3 bnakoHy i, He TOPKaKUMCb AHA Ta CTIHOK JTYHOK MiaHLeTa, BHECTW no
100mkn pos4uHy TMB B nyHKu.

9.11. InkybyBatu IOA-nnaHwweT npotsrom 30 XBUMMH B TEMHOMY MiCLLi NPy KiMHaTHIA Temnepatypi 18-25°C.

9.12. [ina 3ynuHeHHs hepMeHTaTMBHOI peakLii BHeCTW B NyHku cTpunie no 100 MKkn cTon-peareHTy, AOTPUMYIOYMUCH
Ti€l ) NOCNiAOBHOCTI, WO | Npy BHECEHHi po3yuHy TMB.

9.13. BumipsaTvt Ha pigepi ONTUYHY TYyCTUHY B KOXHIM NyHLi CTPUNIB npu LOBXuHI XBuUNi 450/620 HM NpoTsirom 5 xBumnuH
nicns 3ynuHEHHs peakwii. 3BepHiTh yBary Ha YACTOTY 30BHILLHBOT MOBEPXHI HA JTYHOK.

Obnik pesynbmamie aHanizy MoXHa nposodumu 8 0OHOX8UIbOBOMY pexumi npu O08XuUHi xeuni 450 HM, 8 ubomy
8unadky cnid 3anuwumu nyHKy 0nsi egcmaHo8neHHs braHKy (8 maky nyHKy eHocumu auwe po3yuH TMb ma cmon-peazeHm).

10. O6nik pe3ynbTartiB Ta iX iHTepnpeTauis
10.1. [JocmoeipHicmb pesynbmamig aHasnisy:
PospaxyBaTi cepegHe 3Ha4eHHs HEraTMBHOMO KOHTPOITHO

O/_ K‘ cepedHe = (O/_ K‘1+ OI_K'Z +OI_K'3)/3

PesynbTaTit aHanisy BBaxaTti JOCTOBIPHAMM, SKLLO:
— onThyHa ryctHa (OF) No3UTMBHOIO KOHTPOMHO He Hkye 0,8 onTuyHMX oguHuLs (O0),
- Or B nyHKax 3 HeraTueHuUM koHTponem (O K-) He Buwe 0,15 OO.
— OMTWYHA TYCTMHA KOXHOTO 3HAYEHHs HEraTMBHOTO KOHTPOMK BIfPISHAETbCH He Oinmblue HiX B [Ba pa3n Big
CEpeaHbOro 3HaYEHHS! HEraTMBHOIO KOHTPOIH, TO6TO
OI- K‘cepedHc X 0,5 < OI- K‘n < OI_ K'cepech X 2,0

AKLLO ofHe i3 3Ha4eHb HeraTUBHOTO KOHTPOMIO BUXOAMUTb 3@ MEXi LbOro iHTepBasy, oro BigknaaloTb i pO3paxoByoTh
cepelHe 3HaveHHs K- 3a peLuToro 3HaueHb HeraTMBHOTO KOHTPOTHO.
10.2. Obnik pe3ynsmamig aHanisy.
PiBeHb rpaHuyHOro sHauvenHs (Cut off) pospaxyBaty, [ofatoum OO CEpemHbOro 3HAYEeHHs HEraTUBHOMO KOHTPOIIO
BenuumnHy 0,3, T06T10
'paHuyHe 3HayeHHs = OF K- cepeare + 0,3.

[ins KoXHOro JocnigXyBaHoro 3paska po3paxyBaTu iHaekc no3utueHocTi (IM)

Of" docnidxyearozo 3paska
paHu4yHe 3Ha4YeHHs

I =

10.3. Ilmepnpemauis pe3ynsmamig

[JocnimpxyBaHi 3pasky i3 3HaueHHaM [ Buwe 1,1 BBaxati nosutmBHumum (IM>1,1).

3paskm i3 3Ha4yeHHaM I Huxkye 0,9 BBaxaTV HeratuHUMMK (IM<0,9).

3pasku i3 3HaveHHaM I B mexax 0,9-1,1 BBaxaTu HeBu3HaYeHMMH (0,9<IM<1,1). Taki cMpPOBATKN PEKOMEHOYETLCS
[OCNIAMTM NOBTOPHO B [ABOX NyHKax TecT-cucTeMu. FKWO pesynbTaT 3HOBY GyayTb B Mexax HEBW3HaueHuX, Criif npoBecT
TECTYBaHHS CUPOBATKK, OTPUMAHOT Yepes 2-4 TWkHI. Y pasi ofepaHHs HEBM3HAYEHWUX pe3ynbTaTiB BBaXaTH, LU0 CUpOBaTka He
MICTUTb cneumdiyHmx go Trichinella spiralis aHTuTin.

11. [liarHOCTMYHi XapaKTepUCTMKMN TeCTy

11.1. CneyucpiyHicms ma Yymnuegicms

UyTtnmeictb TecT-cucTemu «Vitrotest Anti-Trichinella» ouiHtoBanu 3a [JOMOMOrOK NaHesi OXapakTepu3oBaHWX
CMpOBATOK, LU0 CKNafaeThes 3 71 3paskiB CMpOBATOK KPOBI JIIOAMHMU, L0 MICTATL aHTUTIna Ao Trichinella spiralis (cuposatku 6ynu
nonepeaHL0 NEPeBipeHi B iHLLIM KOMEpLHIN TecT-cucTeMi Ans BUsBNeHHs aHTuTin knacy 1gG go Trichinella spiralis). B Tect-
cuctemi «Vitrotest Anti-Trichinella» 67 cuposaTok 6ynu BusHayeHi No3UTUBHUMU. MMpu gocnigxeHHi 152 HeraTUBHWX Ha aHTWTINA
po Trichinella spiralis cpoBaTok nokasHuk cneuudivHoCTi cTaHoBMB BinbLue 98%.
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11.2. TouHicmb
Bidmeopiosanicmb pe3ynbmamig e Mexax 00Hiei nocmaHosku aHanizy (Intra assay reproducibility)
KoediuieHT Bapiauji (CV) ans ABOX CMPOBATOK 3 Pi3HUM PiBHEM CMELMGIHHMX aHTUTIN OLiHIOBanM B 32 NoBTOpax Ha
[BOX CepisiX TeCT-CUCTEM.
Ne cupoBatku n CV., % CV2, %
009 2,1 4,3 3,2
034 6,5 54 45

BidmeoptosaHicmb pe3ynbmamig MixX pisHUMU nocmaHoskamu aHanizy (Inter assay reproducibility)
KoediuieHT Bapiayii (CV) ans 4BOX CMPOBATOK 3 Pi3HUM PiBHEM CeLMiYHNX aHTUTIN OLHI0BaNM NPOTArOM TPLOX AHIB
B TPbOX MOCTaHOBKaX aHasidy no 8 noBTOpPIB B KOXXHOMY aHanisi.

Ne cupoBartkm in CV, %
009 2,0 3,7
034 6,6 51

12. O6MexeHHs aHanisy

MMo3nTWBHWIA pesynbTar B TecT-cucTemi «Vitrotest Anti-Trichinella» € cBi4EHHAM HAsBHOCTI Y NaLieHTa aHTuTIn Knacy
IgG Ta/abo IgA, cneundiyHmx go Trichinella spiralis. HasBHICTb aHTUTIN LbOro Kfacy y HOBOHAPOMKEHWNX HE € AOKA30M iHBasil
Trichinella spiralis.

HeBu3HayeHi pe3ynbTaTv MOXYTb CBig4MTM Npo iHBa3i Trichinella spiralis B aHamHesi.

HeraTveHui pesynbTaT y TecT-cucteMi «Vitrotest Anti-Trichinella» cBiguuTb npo BiACYTHICTL Y cupoBaTtLi Kposi
oOcTexyBaHOI NIOAMHW aHTWTIA, cneumdiyHmx go Trichinella spiralis, abo KOHUEHTpaLis CneundivHUX aHTUTIN HKYE Mexi
4yTIMBOCTI aHanidy. CrneumdivHi aHTUTIIA MOXYTb HE BUSIBNIATMCb HA MOYATKY KMiHIYHWX NPOsBIB iHBasii. B Takomy Bunagky
PEKOMEHAYETLCA MOBTOPHO Yepe3 OAMH-4Ba TWXKHI OTpUMaTW Ta MepeBipuTW 3pa3ky CMPOBATOK Bif MaLieHTIB 3 KAiHIYHUMM
03HaKamu TpUXiHenbo3y.

OcTaTouHni fdiarHo3 He Moxe OyTW BCTAHOBMEHWA NnULIE Ha nNiacTaBi pesynbTaTiB CeponoriyHoro Tecty. [lpu
BCTAHOBJIEHHI AiarHo3y Crig BpaxoByBaTW pPe3ynbTaT KOMMMEKCYy NabopaTopHUX Ta iHCTPYMEHTaNbHWUX LOCMIMKEHb, @ TaKoX
KMiHIYHI NpOsiIBY 3aXBOPIOBAHHA. He MOXHa MOBHICTIO BWKMIOYUTW MEPEXPECHI peakuii 3 aHTUTINaMu [0 aHTUreHIiB iHLNX
renbMiHTIB. [1N1 BUKMKOYEHHS XMOHOMO3UTWMBHOMO Pe3ynbTaTy PEeKOMEHAYETbCA MPOBOAMTM BepudikaliiHe AOCHimKEHHS
MO3NTUBHMX 3pa3kiB METOAOM iMyHOBMOTUHTY.
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YMOBHi NO3Ha4YeHHs
[HTepnpeTaLis yMOBHUX CUMBOTIB:

IVD «MegunyHnin BUpI6 4Ns AiarHOCTMKK in vitrox»
LOT «Kop naprii»
REF «Homep 3a kaTanorom»

«[lata BUroTOBNEHHSAY

«Bukopuctati go»
«TemnepatypHe 0OMEKEHHS»

«MicTuTb focTaTHLO AN (n-) BUNpobyBaHbLY

S @%m

L
[

«bepert Big NPAMUX COHSYHUX NPOMEHIBY
«YBara, AMBUCb IHCTPYKLitO 3 BUKOPUCTOBYBAHHS»

«BupoBHuK»

el B>

«O3HaOMNEHHS 3 IHCTPYKLiAIMM A4S 3aCTOCOBYBAHHS»

3 numarHsamu ma nobaxaHHsamu wodo pobomu Habopy 3sepmatimecs 00 8UPOBHUKA:

ToBapucTBO 3 0BMEXEHOH0 BiANOBIAANLHICTIO «IHOBALLIiHO-BMPOBHINYa KoMNaHis «PaMiHTek»
03039 YkpaiHa, m. Kuis, np-T 40-pivusi XXoBTHS, 7, 0. 227 (topuanyHa agpeca)

07300 m. Buwropog, Kuiscbka 06n.. Byn. LLonyaeHka,19 (dpaktnyHa agpeca)

Ten. +380 44 222-76-72
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CxemMa npoBefeHHs aHani3y B TecT-cuctemi «Vitrotest Anti-Trichinella»

Butpumatu pearentu 30 xB. npu 18-25°C

MpurotyBaTti po34YnH AN NPOMMBaHHA NNaHweTa, po3BecTu 20X KOHLEHTPAT PO34nHy ANA
npomuBaHHa Tw20 ounwweHor Bogot 1:20 (TobTo, 1+19). Hanpuknag, 4 mn po3umnHy + 76 Mn Boagu

3anoBHWUTM GnaHK BHECEHHA Npob Ans aHani3y

B nyHku nnaHweta BHecTV no 90 MKN po34nHy ANs po3BefeHHA CUPOBaTOK

BHecTi no 10 MKn KOHTPONIB Ta AOCHiAXyBaHMX 3pa3KiB B NYHKK:

A1 - NO3UTUBHWIA KOHTPOSb,

B1, C1, D1 - HeraTUBHMIA KOHTPOND,

E1 Ta pewuTta nyHOK — focnigxyBaHi 3pasku

I1id yac eHeceHHs1 cuposamok gidbysaemb sl 3MiHa KOMIbOPY PO3YUHY 8 JIYHKaX 3 KOPUYHEB020 Ha CUHill

3akneiTu cTpunu nniskot, iHkydysatn 30 xB. npu 37°C

Mpomutyn nyHku 5 pasis

B nyHku ctpunis BHecTn no 100 MKn po3umHy KoH'loraty (3eneHuin)

3akneit cTpunu nniBkoto, iHKybyBatu 30 xB. npu 37°C

MpomuTK nyHkm 5 pasis

B nyHku cTpunis BHecT no 100 mkn po3unHy TMB-cy6eTpaty

IHkyOyBaTu nnaHwet 30 xB. B TeMpsABi Npu KiMHaTHiN Temnepartypi (18-25°C)

B nyHku cTpunis BHecTu no 100 Mkn cton-peareHTy

BumipaTh onTYHyY rycTuHy B nyHKax Ha cnektpodpotomeTpi npu 450/620 HM

Po3paxyBaTtu rpaHuyHe 3HaveHHs (3) B TecT-cuctemi «Vitrotest Anti-Trichinella» 3a ¢opmynoto:
r3=0rK- cepedHe + 0,3

PoapaxyBaTi iHgekc nosutueHocTi (IM) Ans AocnipkysaHux spaskis: 777 — OL 00crioxeysarozo spaska

cpaHU4YHEe 3HAYEHHS

MpoBecTn 06nik pe3ynbTaTiB aHanily 3rigHo Tabnuui:

3HayeHHs M1 PesynbTat

IM spasa>1,1 NO3UTUBHUIA
0,9<IM3pasa=1,1 HeBU3HAYeHUN

IM 3paska <0,9 HeraTMBHUN
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