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1. CKOpOYEHHA Ta BU3HAYEHHA
IVDs — Bupobv MeanuHi Ans 4iarHOCTUKN in vitro
AnbsHC — MixkHapoaHuit GnarofiiHni oHA «AnbAHC rPOMAACEKOTD 300pOB’A»
BiN - Bipyc imyHogediunTy nioguHn
BOOS3 - BeeceitHs OpraHizauia OxopoHy 340p0B'A
IB - iMyHHWA BnoT
IPA — iMyHOhepMEHTHUIA aHani3
IXJA — iMyHOXEMIMTIOMIHECUSHTHWUH aHanis
M - NaBopaTopHyin MeToA
MA - Mo6inbHa amBynaTtopis

HPM — HauiokanbHa Pedeperc JlabopaTopis AiarHOCTUKMN BIN-incbekuii/CHIOy 3 sigainamm
ceponorii Blfl-incbexuii, imyHonorii BIN-iHdekui, sipyconorii BIfl-incpexuii OY «YKpaiHCbKniA
LISHTP KOHTPOMIO 3a coLxeopobamn MO3 YkpaiHn»

HYO -~ HeypapoBsa opraHisauif

MNP- noniMepasHa NaHuorosa peakuin

MCMJ — nepeuHHa MeaMKo-CaHiTapHa Aonomora
MTB —nocnyrv 3 TecTyBanHA Ha Bl

PerioHanbHUiA OTpUMYBaY — opraHisauis, WO OTpuMye weuaki (excnpec) Tectu eig MB®
«ANBSIHC TPOMaACHKOro 300poB’s», | Ae Byae NPOBOANTUCHL TECTYBAHHA 3 BMKOPUCTaHHAM
LMX LIBUAKMX (ECKNPec) TecTiB (Hanpuknaa, caiitv, nabopaTopii TOLLO)

CON - cTanfapTHi onepaLiiidi npoueaypw
WUT — weunaki (ekcnpec) TecTw

Bepudikauia AiarHOCTUYHUX XapaKTeépPUCTUK WT (wyTnuBicTb Ta cneyndgivHicTe) - Ue
nepeeipka, WO 3AINCHIOETLCA 3 METOK MIATBEPAXKEHHS 33ABNEHNX BUPOBHNKOM NOKAa3HUKIB
WNSXOM TeCTyBaHHA NaHen oxapaKTepusoBaHWX BioNOriYHUX 3pasKis 3 BUKOPUCTAHHAM

gignosiaHux noTis LWT.

Cneumdivnicte — (specificity) - iMOBIpHiCTb TOrO, IO Habip Tectie Ha BIfl go3eonuTb TOYHO
iAeHTUIKyBaTW 3pasku, AKi He MICTATb aHTKTin Ao BIN-1/2 Tafabo aHTUreHy BI1-1 p24. JaHa
BENUUMHA BUPAXKAETLCA Y BIACOTKAX.
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CepoONIOTidHUX MApKEPiB
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YyTnmsicTb (sensitivity) - IMOBIpHICTb TOFO, WO Habip TecTis Ha BiJl gossonuTe TOWHO
ifeHTUGiKyBaTU BCi 3pasku, WO MICTATL aHTUTINa Ao BIf-1/2 Ta/abo aWtvren BIfl-1 p24;.
[aHa BennunHa BUpaxacTLCA ¥ BiACOTKaX.

PO3AIN1.
1.1. Meta

MoniTMKo ANbAHCY € 3AINCHEHHA 3aKynisenb i NOCTaBOK KiHUEBUM OTpuMyBaqam Bupobie
MEUYHOro MPU3HAYEHHA i3 KOHTPONLOBAHWUM HANEXHWAM piBHEM AKOCTi, BCTAHOBNEHUM
BiAnNOBigHUMY CTaHAAPTAMM.

COM mae Ha MeTi BCTAHOBMEHHS YiTKUX NpaBun npoBeAeHHA NPoUeayp i OKpeMux ornepaulin
i3 koHTponio Akocti LT Ha eTani iX 3aKynieni, HaAXOAKEHHA Ha cknap AnbAHCY i cknagmn
perioHanbHUX OTPUMYBaYiB.

MeTolo i€ NpoLeAypH Chid TaKoX BBAXATH MOXNNBICTb NPOBEAEHHA OL{IHKN XapaKTepucTuK
WT, npuaHaveHnx AnA BUABNEHHA ceponoridHux mapkepie BIJ1 2. Pesynbratn pocnigaxeHsb,
oTpumaHi 3 BukopucTaHHam LT, OyayTb NopisHIOBATUCL 3 TakuMK, 1O 6ynu oTpumaHi 3
BUKOPUCTAHHAM METOAIB iMyHObepMEHTHOTO/iIMyHOXEMINIOMIHECLI@HTHOrO aHaniay, iMyHHOro
a6o niminHoro Gnoturry, MNP gna susHauenHs WT, APWAHATHUX AO 3aCTOCYBaHHA ANs
AiarnocTtuku BlJl-iHdbekuii.

1.2, OGrpyHTYBaHHA

BignoBigHO AC KepiBHMX NPUHLUMNIB BOO3', tectysanHs Ha BlJ1 — ue wmod Ao
NpoinakTukv, NiKyBaHHA, ACTAAAY Ta iHLWMX 3aX0A4iB NIATPUMKA ¥ 3B'A3KY 3 BINl-indekuieto.
IHchopmoBaHicTb ocobu npo ii BiJl-cTaTyc 3asaakv MTB mMae BUHATKOBO BaXNWUBE 3HAYEHHA
AnA yeniwHoi signosiai Ha BINl. O6'eaHana nporpama OOH 3 BUVCHIly (FKOHEWAC) Ta
BOO3 cxeanunu rnobaneHi Wini: «XoaHoro HoBoro BuNaaky Blf-incpekuyii, xoaHOro Bunaaky
AVCKPUMIHALLT Ta KOAHOTO BUNaAKY CMepTi ¥ ap’asky 3i CHIJom». 3 ornagy Ha NOTeHLinHO
BaroMi MeaWuHi, couianbHi Ta NCUXOIOFiYHI HacniaKM MNOMWMKOBOrO  AiarHo3y BN
(xw6HonoauTueHOro abo XWGHOHEraTUBHOrO), BaXUMBO, LWOG YCi, XTO NPOXCAUTL TECTYBAHHA
Ha BIN, oTpumyBanu npasuribHWiA pesyneTar. Came ToMy BCi nporpamv Ta npauisHuKK, AKI
3nificHIOOTE  TecTyBaHHA Ha Bl NOBWHHI nNparHyTM Aocartn  Metn «XoaHoro
HenpasunbHOro AiarHosy».

[nsa piarHocTky BIfl-iHchexuii BUKOPUCTOBYIOTECA METOAN iMmyrodpepmeHTHOro (I®A) /
iMyHOXeMinoMinecLeHTHoro (IXJ1A) aHanisy, iIMyHHOro abo NiHIAHOro GROTUHIY (IB), NNP, a

! Nocunanua 9.1. Guideline, «Consolidated guidelines on HIV testing services, 2015» | World Health
Organization. July 2015 ISBN 978 92 4 150892 6
http:// apps.who.int/iris/bitstream/10665/ 179870/1/9789241508926_eng.pdf
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takox WTZ. WT ans suseneHHs aHtuTin go BUT % Ta/abo aHturedy p24 BIJ1-1 gknovaoThb
imyHoxpomarorpadidHuit (lateral-flow») Ta imyHodinbTpaLinHuii («flow-through») dopmaTn.

3a paHumu BOO3, B ymoBax OGMEXeHWX Pecypcis HepiaKo TPannAETbCA NOMUNKOBE
BusHaverHa BlN-cratycy; nuwe 20% HaUioHaNbHUX cTpaterin TectyBawHA Ha Bl
gignoeigaloTs pekomeHpauiam BOO3I. Ayaur, nposeaeHuWi y TPbOX KkpaiHax opraHisauieto
«likapi 6e3 kOpAOHIB», BUABNB BUCOKY YacToTy XUEHONO3UTUBHUX AiarHO3ie, NosiAOMNEHNUX
nauieHTam (2,6%—4,8%).> MomMurkoBi NO3NTMBHI pesynbTaTh, oTpumaHi nNp1 oGCTEXEHHI Ha
BIl, 3 MEHWOK WMOBIPHICTIO, HIXXK MOMWKOBO HeraTViBHi, BNMBAOTb Ha 3A0POB'A |
BUXUBAHHA nioael. MpoTe NCUXonoriYHMA BNSIMB NMOMWIIKOBOO NMO3UTUBHOTO piarHoay BIJl-
iHbekuil Moxe Gyt BenuuesHum. FpusHaueHHA NikyBaHHA NIOAWHI 3 XWGHONO3UTMBHUM
pesynbTaToMm obcTexeHHn Ha BIJT moxe 30inbluMTH pU3NK BUHUKHEHHA noBiuHVX peakuin Ha
Ak, NpWU3BeCTM A0 (piHAHCOBWX BTPAT Ta HepaLioHanbHOro BUKOPUCTAHHA HaABHWX
pecypcis y 3B'A3Ky 3 HeoOXigHICTIO MPU3HAYEHHA nauieHTy HenoTpibHMX A0AATKOBUX
oBcTeneHb Ta NikyBaHHs. YacToTa BUNAGKIB XMBHOHEraTUBHOIO BU3HAUEHHA BlJl-ctaTycy
(konw BIJl-iHcbikoBaHuM ocobaM KaxyTb, L0 BOHW He iHChiKOBaHI) 3aNUWAETLCA HEBIAOMOIO, |
Lelt NOKA3HWK BAXKKO OL{HVTW 4epe3 BiACYTHICTb CUCTEMWU PYTUHHOTO CNOCTEPEXEHHA 32
MIOABMM, AKUM BCTaHoBNeHo BIJl-HeraTuBHWY cTaTyc.

AnA pose'AsaHHs npobnem, NOB'A3aHWX 3 NOMUIIKOBOIO piarHoctukolo  BlJl-indpexu,
HeoBXiaHO, OKpiM PO3WMPEHHA HagaHHs MNTB, wnpwe BNpoBaRKyBaTH eheKTNBHI cucTemu
ynpaeniHHA AKICTHO.

MpUHUMANK CUCTEMW YNPABNIHHA AKICTIO B MEOUYHWX naGopatopinx suknaaeHi & 1SO
15189 Ta ACTY EN ISO 15189:2015 «MeanuHi nabopaTopii ynpasniHHsa - BUMOTU A0 AKOCTI |
KOMRETEeHTHOCTI»? | BknlodatoTh B cebe BYMOTW 40 OpraHisauil, nepcoHany, obnagHaHHA,
HBEHTApIO, YMPaBNIHHA TEXHONOrMYHUMW npoLecamu (KOHTPONb  AKOCTi), YNPABRIHHA
iHcbopMaLlielo,  AOKYMEHTamu | 3anucamu (cTaHgapTHi  onepauiiiii  npoueaypwu,
cTaHaapTMsoBaHi poGovi NUCTH, 3BiTW), OLIHKN (CXeMM 30BHILLHBOT OLIHKM AKOCTI Ta Harnagy),
yAOCKOHareHHs npouecis, o6cnyroByBaHHA KnieHTIB, a Takox Besnexu. TOMY aKkTyanbHUM
NUTaHHAM AnA YkpaiHu € 3abesneveHHs Ta YnpasniHHA AKICTIO OiarHOCTUKN 3a YMOBW
sanyseHHs go nocnyr MTB, y signosigHocTi Ao pekomeHaauin BOO3, caxisis nMca,
HeMeaWnuHUX npauisHukis HYO, rpomap, BNposafXeHHA mopeni camoTecTyBaHHA, ToGTO
yyacTb y AiarHOCTU4HOMY npoueci HenabopaTopHux daxisLiB.

Ouinka xapakTepuctuk WT Ansa BUABNEHHR ceponoriuHux Mapkepis Bl -iHcbekuii B
naBoparopisix 3aknagis OXOPOHKM 340poB'A YKpaiHw, Lo apilicHIoTL BiANOBiAHI NaBopaTopHi
JOCNI@KEHHSA, AOTIOMOXE BUPILUUTU OAHY 3 OCHOBHUX npofnem Woao AKOCTI TECTYBaHHA Ha
piBHi HagaHHA TMCL, B ymosax MA, HemeguuHUMK npavjsHukamMu HYO, Ha piBHI rpomag,
CaAMOTECTYBAHHA, TOWO, AOC3BONWUTL BU3HAYUTWCE 3 snbopoM TecTiB, WO € HanbinLW

2 NocunaHHA 9.2. Hakaz MO3 Ykpaiuu 8ia 21.12.2010 Nell4l «flopagox NpoBEAEHHA TecTyBaHHA Ha BIN-
iHdexuilo Ta 3a6e3neueHHA AKOCTI AOCAIAMEHb?

* Nocunanua 9.1. Guideline. «Consolidated guidelines on HIV testing services, 2015» 1. World Health
Organization. Suly 2015 ISBN 978 92 4 150892 6
http://apps.who.int/iris/bitstream/10665/179870/1/9789241508926_eng.pdf

* Nocunanna 9.3. Hakas AN «YkpHAHU» sig 22.06.2015 p. Ne 61 «Mpo NPUAHATTA HOPMETUBHKX DOKYMEHTIB
YKpaiHH, rApMOHI30BaHNX 3 MiXKHAPOAHWMM Ta €BPONENCHKUMN HOPMATUBHUMH AOKYMEHTaMK, HAUIOHANbHUX
craHgapTie YKpaidK, CKaCyBaHHA HOPMATUBHUX DOKYMEHTIB YKPaTHU Ta MiXKAEPKABHNX cTaHAapTie YKpainu»
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YyTAMBUMK, CNEUUMIMHUMK Ta JOCTYNHUMW ANA oBcTexeHHA oci6 3 rpyn nigBuLIeHOro
PU3NKY LLOAO iHEIKYBaHHA BIN.

1.3. Uini

Ha pesynsTaTi NPOBEAESHWX AOCNIAKEHD, OKpIM QiarHOCTU4HUX BNACTMBOCTEN TECTIB, WO
BUKOPWUCTOBYIOTLCA AN AIarHOCTUKK in vitro (4YTIMBICTE Ta CneUndIidHICTL), MOXYTb iCTOTHO
BRMBATU HACTYNHI dhaKTopw:

-  He#oOTPUMaHHA YMOB  TPAHCNOPTYBAHHA i 3b6epiraHHa (Bucoka abo Hu3bKa
TeMnepaTypa, 81coka BONOriCTb, BNANB NPAMOrO COHAYHOTO ceiTnay;

- MOMWUMKMA NP1 BHECEHH] AaHWX Ta peecTpaulil;

- HegoTPUMaHHS BUMOT HCTPYKUIl BupobHuka Mg 4ac BUKOHAHHA TecTy Ta/abo
iHTepnpeTaLi Horo pesynwTaris;

- HeaocTaTHA NiAroToBKa NepcoHany;
- HempaBwrbHe 3acTOCYBaHHA MeToaukK Ta/abo anropuTMy TECTyBaHH,
- Bpak Harnagy (cynepsisii) Ta HaBYAHHS,

- BiACYTHICTb CTaHAApPTHWX OnNepauiiHux npoueayp (COM) woao nposBeneHHA
AocnifXeHb i3 3aCTOCYBaHHAM KOHKPETHUX TecTiB,

- HW3BKa AKICTb BeAEHHA AOKyMeHTaUil Ta 3anucis.

Onucadi y ubomy COIMM iHCTpykuil pospobneHi Ha nincrasi pekomeHgauin BOO3 i
GesnocepeHbo NOB'3aHi 3 NPOBEAGHHAM AOCNIMKEHb 3 OLHKA XapaKTepucTUK Mean4HUX
BupobiB Ans in vitro AiarHOCTUKW, WO npoiwnun npekeanidikauio BOO3 Ta npuaHadeHi ana
BUABMEHHA CeponoriuHnMX mapkepis Blfl-iHdekuil, a came: AnA oLiHk1 xapakTepuctuk LT,
WO 3aKYNOBYIOTHCA ANMbSAHCOM ANA 3AINCHEHHSA cKpuHiHry BIN-iHcbekuii. 3okpema, iHCTPY«RUii
nepeabavatoTe OUIHKY XapakTepucTuk WT wWnsxoM MpoBeAeHHs AOCNiaxeHs 3paskis
CUpOBATOK KPOBi, OXapaKTepU3oBaHUX 3 BUKOPUCTAHHAM anropuTMmis  TECTYBaHHA,
3aTBEPMPKEHUX  BIGNOBIGHAMN  HOPMAaTUBHUMU DOKYMEHTaMK YKpa'l'Hw5 (sepwcbikauinHa
naHenb CUPOBATOK).

1.4. Ow3aitH Ta MeTodo0noriA

Ouika LT He npuaHaueHa ANA AyOnoBaHHA KOHTPOMNIO akocTi (QC) BupobHuka LT, wo
Mae 3AifiCHIOBATMCA NPOTATOM BCbOro BUPOGHUYOro npouecy, aneé 3iCHI0BATMMETLCA ANA
nigTBEpoKeHHA Toro dakTy, wo IVDs malTe XapakTepucTiky, 3okpema, nigTeepaKeHi
BOO3 Ha eTani ix npekeanicikayii (3a HassHocTi), Ta/abo 3anBneHi BupoBHuKom LT Ha BCiX
eTanax eia posnoginy A0 BUKOPUCTaHHS.

BignosigHa oujiHxa 3AiNCHIOBATUMETLCA naBoparopiamu, WO MaKTb BiANOBIAHWA AOCBIA i
MOXNUBOCTI ANA OUiHKK AKocTi, Gesneku Ta edextveHocTi LT, nig KepiBHULTEOM HPIJ.
OuiHka sKocTi Moxe BinbyBaTMCb Ha pisHUX eTanax nocTaekh WT: nounHaloHnm 3 1X

S Mocunanka 9.2. Hakas MO3 Ykpainm 8ig 21.12.2010 N21141 «MopAaaoK NpoBeAeHHA TectysanHn Ha Bl/l-
indexuio Ta 3abesneueHHs AKOCTI DOCAIgHEHDY

[#.4]



NV «Ykpaincekuii | Bepeis: INata: | Kinpkicth Haspa: I[lposeneHHs IH

IIEHTP KOHTPOJIIO 1.0 cTopinok:47 | OUiHKK XapaxTepHCTHK | JOKYMCHTA.
3a colxsopobamu Cropinka 9 3 | MeauuHMX BHPOOIB,
MO3 Ykpaiau» 46 NpH3HAYECHUX 1A

BHSABJIEBHS

CepoNOTiYHHX MapKePiB
BIJI -indexuii

HaAXOMKEHHS B KpaiHy 33 pesynbTatamy NpoBEAEHUX ANbAHCOM 3aKyniBenbHUX npoueayp,
[0 X NOCTaYaHHA B PerioHn Ha KOpWCTb perioHanbHMX OTPUMYBAUIB, 3 METOH OTPUMAHHA
NiTBEPAKEHHA CTanoro piBHA ix AKOCTI, Gesnekm i NPoAYKTMBHOCTI.

Mpoueaypa ouiHkn LWT (eepudpikauin) Oyae 3pincHIOBATACH Y BignoeigHocTi A0
pekomeHaaLiii BOO3®.

MeTononorin:

BepidbikauiiHi gocnipkeHHs 6yayTe NPOBOAUTUACH HA eTanax, o nepeaye posnoainy WT
NOMDK perioHanbHUMK OTPUMYBaYamu, a TaKoX nicns ix posnoainy.

Na6opatopii, wo GepyTs y4acTb y Takii npoueAypi, NOBUHHI OTPUMATH 3paski WwT 3 yeix
HOBWX NOTIB (NapTiii, cepii), Wo MaKTe HaAiATU pericHanbHUM OTpUMyBa{am. 3paskv WIT
ANA NPOBEAEHHN OLHKA MaioTb ByTu TpaHcnopToBaHi B nabopatopii i3 3a6e3neYeHHAM YCix
BUMOr, BUKMNaAeHNX B IHCTPYKUIT BUpOGHMKa AO X BAKOPUCTaHHA 3 MeTOl0 3abe3neyeHHs ix
LINICHOCTi T HEeYWKOAKEHOCTI.

BignosiganbHuUM 3a 3akynienio Ta J0CTaBky apaskis LUT gna ix eepudikauil € AnbAaHC.
BesnocepeaHto aocraeky WT Ao nabBopatopil opraHizosye ¢haxieellb i3 CKNAACLKOro o6niky
AnbsAHCY.

TecTyBaHHs ycix 3paskis LT mae GyTh npoeegeHe Ha cTaHAApTW30BaHii BepudikauiiHin

naHeni. Binbw AetancHa iHdopmauis Woao npoueaypu sinGopy 3paskis WT AnA
npoBefeHHA BOCNIAKEHD 3 OUHKM X XapaKTepucTUK MICTUTLCSA Y Tabnuui 1.

Ta6nuusa 1 - O6rpyHTYBaHHA HeoBXiaHOCTI Ta npoLieaAypa Bepudikauii oxpemux notie
(napTii, cepin) MeanUHUX supobis Ha eTanax Ao Ta nicna ix posnoginy KiHUeBOMY
oTpUMyBavy

Do posnoginy IVDs Nicns poanoainy {VDs
Ons voro BnesHUTUCE ¥ TOMY, LLO: BneBHUTUCE Y TOMY, LLIO
o Mpy BUKOPUCTEHHI MEAWYHNX o Mpy BUKOPUCTaHHI MEAUHHNX
Bupobie ANA AjarHOCTUKM in vitro BupoGie ANA QIarHOCTUKKA in vitro
BUKOHYHOTbCA BUMOTH LIOAO BUKOHYIOTBCS BUMOTY LLOAO
3abesneyeHHs ix ekcnayarauiiHnx 3abesnedveHHs ixX
xapakTepucTuk, Gesneku Ta AKOCTI,; ekcnnyartauinHnx
* YMOBV TPaHCNOPTYBaHHA Ta/abo xapaKkTepucTuk, beanexu Ta
3bepiraHHs He BNNMBAIOTL Ha AKOCTI;
NPOAYKTUBHICTb M@OUYHNX e YMOBU TPaHCNOPTYBaHHA Ta/abo
BUpoGiB ANA AArHOCTUKK in Vitro; 36epiraHHA He BNNWBaKTL Ha
* 3aRBNeHa BUPOGHNKOM NPOAYKTUBHICTD MEAUUHNX
¢TabinbHICTL NPOTATOM TEPMIHY Bupobie AN AIarHOCTVKM in vitro,
nNpUAAaTHOCTi NiATBEPAXKEHA. » 32ABNEHa BUPOOHUKOM

® Nocunanna 9.5. WHO Post-market surveillance of in vitro diagnostics, World Health Organization 2015, ISBN
978 92 4 150921 3, www.who.int/diagnostics_laboratory/en/

w
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JIY «Ykpaincekuii | Bepcis: | Jata: | Kinekicts Hasga: [Ipoeenesns [H

LEeHTP KOHTPOJTIO
3a coLXBOpoDaMu
MO3 Ykpainu»

Cropinka 10 | Meanunux BHpobis,
346 MPU3HAYEHHX I
BHSBJICHHS
CepOJIOTIYHHX MapKepiB
BLI -indexuii

1.0 cTopiHOK:47 | OUIHKH XapakTEpPHUCTHK | NOKYMEHTA.

cTabinbHICTL NPOTArOM TePMiHYy
npuaaTHoCTI NiATBEPAXEHA.

Konw

OaHoKpaTHO NpY OTPUMAHHI, ane He
ni3HiWwe po3eeseHHA A0 micub, Ae
Byae npoeoANTUCL TECTYBAHHA 3
suxopucTaHHam [VDs (PerionantHi
oTpumyBaui: canti, nabopatopil
Towo). Y BUNAAKY, KON NPOTArom
0AHOro KaneHaapHoro poky tUT
NEBHOMO HaMEHYBaHHA BXe
YCRILUHO MPOXoANn BepudikaLinHi
DOCNISKEHHA Ta NNAHYETLCA
nocTaeKa e ogHiei napTil, Wo
cknapacTbCA 3 Takux xe LUT iHwnx
noTis (cepiit, napriit), wo 3a obcAarom
HE nepesvLWyTL 1 TUC. OAWHWLD,
BepudikauiiiHa npoueaypa Ans
TaKkol NapTii MOXe He NPOBOAUTUCH.

He piawe ofHoro pasy Ha pik nicna
oTpumanHa IVDs perioHaneHWMK
oTpumMysadamu (nabopaTopiamn,
caWTamu) ana IX BUKOPUCTaHHS,
ane He paHiwe HixX Yyepes 4 Micaul
nicna HagxoaxenHa WT Ha aapecy
TaKOro perioHanbHOro OTpUMyBaya

Oe GpaTtn
3pa3ku AnA
Bepudikauii?

BigbupatTecA 3 UeHTpanbHuX
MeguYHVX cknagie abo aHanorivHoro
LeHTpaniaoBaHoro cknaay
BupobHuKka abo guctpub'ioTopa,
3BigKW 3AINCHIOBATUMETHCA
noctaeka WT Ha agpecy AnbaHcy.

3paskm WT ana ix noganswoi

pjocrtasku o naGoparopin

Bin6UpaloTHCA Big WoHanMeHLWwe 4

perioHanbHUX OTpumyBadiB, WO, 3a

HasBHOCTI, NPaLoIoTb Ha PisHAX

piBHAX HAZaHHA NOCNYr.

MNpuknaa:

* 3pa3okK Bia 1 perioHanLHOro
OTpUMyBaua (Ha piBHi
HeypARoBUX opraHisauin),

e 3pa3okK Bif 1 perioHanbLHOro
oTpuMyBaYa (Ha pisHi NEPBUHHOT
MepuKo-CaHiTapHOT 4oNoMoru),

* 3pa3okK Big 1 perioHansHoOro
oTpuMyBaua (Ha pisHi
naBopaTopii paltoHHOTO PiBHA),

¢ 3pa30K Bif 1 perioHanbLHoro
oTpumyBaua (Ha piBHi
naBopatopii perioHanbHOro
piBHA),

Mpy ubomy 3a6e3neqyeTbeA

NPUHLMAN MaKCUMarbHOT

reorpachiuHofl PisHOMAHITHOCTI

3abopy apaskis, WO nonArae y

HaCTYNHOMY:

a) noTouHwiA 3a6ip apaskie

3NIACHIOETLCA Bifl PETiOHANbHNX

OTPUMYBaYIB Pi3HNX PIBHIB

HaAaHHA NOCNyr, po3TalloBaHnX Y

10
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IV «Yxpaincekuii | Bepcis: | Mara: | Kinexicts Hazea: [IpoBenenns IH

LIEHTP KOHTPOMIO
3a COLXBOpoOaMH
MO3 Ykpaiuu»

Cropinka 11 | Meguunux BHpOOGiB,
346 NpPA3HAYEHHX 1A
BUSRIICHHS
CepoJIOriuHHX MapKepiB
BIJI -indexuii

1.0 CTOpiHOK:47 | OIIHKM XapakTepHCTHK | JOKYMEHTa:

pisHuX perioHax YkpaiHu;

6) 3abip 3pa3«iB Big perioHanbHoro
OTpUMyBaya NeBHOro piBHA
HagaHHA NOCNyr 3AIRCHIOETLCA Big
yCTaHOBW, PO3TaLOBaHOI B iHLIOMY
perioHi, HXX ycTaHoBa, B fKiA
BigBupanuce 3pasku
nonepeaHbLOro pasy.

3a MOXWMBOCTI PEKOMEHAYETLCH
3aincHIOBaTH NOCTIRHE
yepeaysaHHs reorpadii sigbopy
3paskiB MK YacTUHaMK YKpaiiu
(niBaeHb, NIBHIY, cxia, 3axia).

XT0 pobuUTL
BUOIpKY?

YNOBHOBaXXeHWA NnepcoHan AnbAHCY
(BignosinaneHa ocoba: Ctapwwun
thaxiseuk 3i cknaacbkoro obniky,
Ten. +380 44 4905485) abo
LIEHTPaNbHUX MegUYHUX CKNaaie
3HaxomkeHHa LT (eianosigansHa
ocoba: daxiseub 3 NUTaHb
3akynisenk Ta ynpasniHHS
nocraskamu, Ten. +380 44
4905485), AKUA NPOMLLIOB BIANOBIAHY
nigroToeky. 3a chakTom BUBIpKA
TeCTiB CKNagaeTbCs AKT B3ATTA
3paskie meguaHux eupobis,
NpU3HaYeHWx ANA BUABNEHHA
ceponorivHux mapkepis BIJl -
iHekuil, ans BepudikaLinHnxX
pocnigxeHb (QopgaTok 4) y ABOX
npumipHukax. MNpy LUbomy OauH
NPUMIPHUK 3anUWaeTbCa Y
npeacTaBHVKA 3aKnagy, Ae TecTu
3HaxXoAATLCA Ha 3bepiraxHi, a
APYruiA NPUMIPHUK NepenaeTbCA
NpeacTaBHNKY ANbAHCY.

YnoBHOBaXXeHWIA NepcoHan
AnbsaHcy (signosigansHa ocoba:
Crapwwit chaxiseype 3i CKNaACHKOro
obniky, Ten. +380 44 4905485) abo
perioHanbHUX OTPUMYBaYIB, 3BIAKHM
3fincHIOETLCA 3a6ip apaskis, AKWA
NpoiLLIOB BigNOBIAHY NIArOTOBKY Ta
HE Mae XOHMNIKTY iHTepecis
CTOCOBHO BignOBIAHOro BUpobHUKa
abo anctpubioTopa WT. 3a
chakTom BUGIpKM TecTiB
CKNaaacTLCA AKT B3ATTA 3paskie
MeaudHnX BupoGis, NpUIHaYeHnx
ANSA BUABMEHHA CEPOnOTiYHNUX
mapkepis BIJT — Hhekuii, AnA
BepudikaLinHnX AOCNIIKEHD
(OonaTok 4) y ABOX NPUMIPHMKAX.
Mpu LUbOMY OAVH NPUMIPHUK
3aNUWAETLCA Y NPeACTaBHUKIB
Takux perioHanbHUX OTPUMyBavie,
a ApyruiA NPUMIpHUK NepeaaeTben
NpeacTaBHUKY ANbaHCY.

Mexi Bubipkn

3paskv BinGMPalOTbCA Bif KOXHOMO
noty (naprii, cepii), 3anfiaHoBaHOro
AR NOCTaBKu.

PekoMeHAYETLCA 30IACHIOBATH
BUBIPKY 3 MAKCMMaNbHO MOXUBOT
KiNbKOCTi NOTIB 3 BpaxyBaHHAM
3annaHoBaHol 3aranLHoi KiNbKoCTI
WT Ao eubipku.

CKinbKku
3paskie 3
KOXHOro NnoTty
(naprTii, cepii)
obupaTtu?

Bubipka penpeseHTaTUBHOI KiNbKOCTI
apa3kiB cknagaeTeca 3 He meHwe 80
oguHULL ans LT, wo npuaHaveHi
ANA BuABNeHHA aHTuTin go BIN, abo
He meHwe 100 oauuuue ans LT,
npW3HaYeHVx ANS ogHOYacHoro

3aranbHa KinbKicTe BUGIPKK
3aMeXNUTb Bif, KINbKOCTI HAABHNUX Y
perioHanbHUX OTPUMYBaYiB noTis
WT i o6paHoro npoToKony
nposeaeHHsA BuNpobyBaHb
(BuABREHHN aHTWUTIN abo

11
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Y «YkpaiHCBKHH

HEHTP KOHTPOJIO
3a ColXBOpoOaMHu
MO3 Vkpaiuu»

CEpONIOriYHHX MapKepiB
BIJI -indexuii

Bepcis: | Hata: | Kinekicte Hassa: [Iposenenns IH
1.0 CTOPIHOK:47 | OLIHKM XapaKTEPUCTUK | AOKYMEHTA:
Cropinka 12 | MeanuHux BHpOOiB,
346 IpH3HAYEHHUX IS
BHUSIBJICHHS

enasneHHs Al Ta AT B, ana
KOXHOTO noTy Takwx LUT. Takum
UYWHOM, 3aranbHa KinbKiCTb 3paskis
3aNeXuTb Big KINbKOCTI 3aBE3EHUX
noTis WUT i o6paHoro npoTokony
nposedeHHs BunpobysaHb
(BuABNEHHA aHTWTIN abo
0AHOMACHOr0 BMABMEHHA aHTUTIN Ta
aHTUreHy p24 BIJ-1).

Onnara sigGopy 3paskis i
3pificHeHHs 1x BunpobysaHb
3a6e3neyyeTbCs 33 PaxyHOK KOWTIB
AnbaHcy (BignoBiganeHa ocoba:
daxiseub 3 NUTaHb 3aKyniseno Ta
ynpaBsniHHA NocTaBkamu, Ten. +380
44 4905485).

OAHOYACHOTO BUSIBNEHHSA aHTUTIN
Ta aHTUWredy p24 BIJ-1).
3aransHa kinekicts LUT, oTpumaxa
KYMYNATWBHO Bif YCIX
perioHanbHUX OTPUMYBadiB, Mae
cknaaaTh He meHwe 80 oanHUUb
anA WT, wo npusHadeH ana
BuABNeHHA aHTuTin o BiJl, abo He
meHwe 100 oanHnue ansa LWT,
npU3HaYeHnx Ana 04HOYacHoro
euasneHHs Al Ta AT BIN, ans
KOXHOro NoTy Takux WT.
dopmyna po3paxyHKy KinbKOCTi
WT, sigiGpaHnx Bif KOXHOMo
perioHaneHoro oTpumyeava:
3aransHa (KYMyNAaTMBHA) KiNbKICTb
apaskie LUT a0 uGipkn / KINbKICTL
perioHanbHUx OTPUMYBaYIB, ¥ AKX
BiaGupatoTecA 3paskn LT,

3paskun LUT BinGupaoTses 31
cKnaay perioHanbHUX oTPUMYBavie
BUMNAAKOBAM YMHOM 3 PISHUX
YNaKoBOK Y AOBISIbHOMY NOPAAKY.
Mpw LBOMY Ha iHAVBIAYaNbHIA
ynakoeui LT ocoba, wo 3aiAcHIoe
BuBipKy, HAHOCUTL MApKYBaHHA 3
iHhopmavieto Npo Ha3By
perioHanbHoro OTpuMyBaya Ta
aaty einopy.

Onnata sigbopy 3paskiB i
3piicHeHHs ix BunpobyeaHb
3abe3neuyeTbCA 3a paxyHOK
kowTiB AnbAHCY (BignoeiganeHa
ocoba: Paxiseub 3 NUTaHb
3aKynisenb Ta ynpasniHHs
nocTaekamm, Ten. +380 44
4905485).

BusHavyeHHs
KinbkocTi IVDs
ANA 3akynisni

IVDs HeoBxiaHO 3aMOBNATU Y
KinbkocTi, wo 3abesnevnTnb iX
BUKOPUCTaHHS AK GesnocepeaHbo
Ona TeCTYBaKHA, Tak i Ana
3abesnedeHHA 360py AaHUX WOAD
pe3ynbTaTiB X NOCTMAPKETUHIOBOrO
KOHTpono (Bepudikair).

IVDs HeobXxigHO 3aMOBNATY Y
KinbKoCTi, Wo 3abeaneuuntb ix
BMKOPUCTaHHA Ak 6esnocepearbo
ANA TeCTYBAHHA, TaK | ANs
3abeanevenHn 360py AaHuX WoAO
pe3ynbTaTiB 1X
NOCTMAaPKETUHIOBOro KOHTPONIO
(Bepudpikavniii).

KinbkicTo WT, wo Synu eigibpai
Ha caiTax TeCTYBaHHA |

12
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IV «Ykpaincekuii | Bepeis: | Hata: | Kinbkicth Hassa: IIpoeeaenns IH

LIEHTP KOHTPOJIO 1.0 cTopinok:47 | OUIHKH XapaKTepPHCTHK | IOKYMCHTa:
3a coLXBopoOaMu Cropirka 13 | MEOHYHHX BUpOOIB,
MO3 Vxpainu» 346 NpU3HAYEHNX AN

BUSBJICHHA

CepoJIOTIYHUX MapKepiB
BIJI -indekuii

BUKOPUCTaHI ANA 30iIACHEHHSA
NOCTMaPKETUHIOBOMO KOHTRONIO,
noBuHHa ByTK KOMNEHCcoBaHa
AnsaHcom (eignosigansHa ocoba:
daxiseub 3 NUTaHL 3aKynisens Ta
ynpaBniHHA NOCTaBKaMu, Ten.
+380 44 4905485).

3a peaynbTaTaMu NPOBEAEHUX AocniaxeHs nabopaTopi NoBWHHI HanpasuTk Ao HPJ
3BiTW, AK Le BusHaueHo y [lonatky 2. KoHTakTHa iHpopmauis: ipuHa AHgpiaHoea, 3apigyroqa
HPN, po6ounit Ten. +38 044 270-4814, andrianova@ukraids.gov.ua.

Bepugpikauis (nepesipka) GiagHOCMUYHUX X@PaKMEPUCMIUK WT (wyTnueicTe Ta
cneuudiyHiCTb) 3AIACHIOETLCA 3 METOI NIATBEP/KEHHA 3aABNSHUX BUPOGHMKOM MOKA3HWKIB
LWINAXOM TECTYBaHHA NaHeni oxapaKkTepusoBaHWuX GionoriyHux 3paskie 3 BUKOPUCTaHHAM
BianoBiAHWX noTie (napTin, cepin) LUT.

KoxHa napTia (cepis, not) LT oUiHIOETCA WNAXOM TECTYyBaHHA OAHOrO M TOrO X
HaGopy 3paskis BepudikaliiHoi naHerni TakuM YWHOM, wob nporarom uvacy moxHa 6yno 6
BUABWTMW 3HAYHI 3MiHM Yy AKOCTi TecTiB.

Bubip nabGopatopiii, 3anyyeHux AnNA  BWKOHAHHA AocnigxeHb,  BiANOBIAAE
pekomexgauiam BOO3, ujo nepeabadatoTb BUKOHAHHA HACTYNHWUX YMOB.

+ nabopaTopii, generosaHi HP/l ans BukoHaHHA NaBopaTopHMX BunpobyeaHb AnA
NOCT-MapKeTUHroBoro Harnsgy sa IVDs (ak Ao, Tax i NicnA ix Po3noainy), MaTbL AOCTaTHIA
[OCBIf, Ta pecypcy Ana NpoBefieHHA Takux BunpobyBaHb,

+ naGoparopii OepyTe y4acTe Yy mnporpamax 30BHILWHLOT ouiHkM sakocTi (30A)
nabopaTopHUx AOCNIAKEHb 3 BUABMNEHHA ceponoriuinx mapkepie Bl po3pobnAlTe Ta
BUKOHYIOTb KOpWrytodi ail 3a Tx peaynbTatamu, AKWO ue HeobxigHo;

« nabopaTopii, AKi B CBOIA AIANLHOCTI CNPSAMOBaHI Ha BMKOHAHHA BUMOM HACTYNHWX
cTaHaapTie (y ix akryanbhux eepciax): ACTY EN ISO 15189:2015 «JlaGopaTopii MeauyHI.
BuUMOrv 4o SIKOCTi T4 KOMNETEHTHOCTI».



TV «Yxpaincbkuii ueutp | Bepeia: | Jiata: Kinekicts | Hassa: [IposeneHns IH
KOHTPOJIO 3a 1.0 CTOPIHOK: | OUIHKH XapaKTEePHCTHK JIOKYMEHTA!
couxsopoGamu MO3 a7 MEIHYHHX BUPODIB,
Vipaiau» / MB® Cropinka | MpH3HAYEHAX I
143 46 BHABJIEHHS CEPOJIOTTYHHX
«ANBSHC rPOMaICHKOTO mapkepis BUT -indexuii
3I0POB’1»
PO34In2

2.1. 3aranbHa iH(hopMaLis Npo BUKOHaBLUIB

Ouinka xapaktepucTuk LUT 3piiticHioeTbCA Ha Gasi wecty nabopaTopiii, Aki NpoALINK
aTecrauito Komiciclo MO3 YkpaiHn Ha NpaBo NpoBeAeHH] AOCNIKeHb 3 ApiarHoctukm BIf-
iHdpeKuii, BipyCHWX renatwTis Ta cudinicy, a TakoX MawTb ceifouTBa Npo METPONOridyxy
nosipky 3aco6iB BUMIpIOBansHOT TEXHIKW | BUKOHYIOTb BUMOTN BHYTpilWHboNabopaToOpHOro
KOHTPOMIO AKOCTI NPy 3aiCHeHHI nabopaTopHMX AOCHIAKEHb ANA OTPUMAHHA pesynbraris
faocnipkeHs rapaHToBaHoi AkocTi, [Mepenik ycTaHoB, WO MaKTb KOMMETEeHUji0  AnA
3AiCHEHHS NaBopPaTOPHUX AOCHIMKEHb 3 NEPEBIPKM XapPaKTePUCTUK MEANHHUX Bupobie,
NPU3HAYEHUX ANA BUABNEHHA CEPOMOriYHMX MapKepiB HacTynHux iHdexuin, HaBegeHvn vy
Tabnuui 2.

MNepenik ycTaHoB NIGNsrae perynapHoMy nepernsay nigyac KOXHOI 4eproBoi pe.isii uiev
COr.

Tabnuuya 2. MNepenik ycraHos, WO MaKwTb KoMneTeHuilo AnA 3QINCHEeHHA
nabopaTopHuX AocCnigXeHb 3 NEepeBipkn XapakTepucTUK MeanvHUX Bupobis,
NpU3HaYeHUX AN BUABNEHHA CEPONOriYHNX MapKkepiB HacTYNHUX iHdeKLin

NMepenik indekuin ANA OUIHKK
XapakTepucTUK MeAUYHUX
BUPOGIB, NPU3HAYEHUX ANA
BUABMNEHHA CePOMOTiYHNX

Ne | HaiimeHyBaHHA nabGopatopii Ta 3aknaay, ae ;
Mapkepis

3/n | BOHA 3HAXO4NTbLCH

BipycHi . .
. Bm'. renaTuTy Cudinic
incpekuin B.C

Kniniko-aiarHocTnuHa nabopatopia, Kniscbkui
MiCbKWIA LIEHTP npodinakTuks Ta GopoTbbn 3i
CHidom

TakK TaK Hi

LleHTpanizosaHa iMyHHO-BipyconoridHa
nabopatopis 3 giarHoctuku CHIfy Ta iHWKX
ocoBnueo-HebeaneuHux BipycHUX iHdexuin 1Y
«Opecbkuit obnacHuin naGopaTopHUA LEeHTP
Nepxcaxenigcnyx6un YkpaiHu»

TaK TakK TaK

O6nacHa LeHTpanizoBaHa nabopatopis
BiarHoCTUKN BIﬂ—l_aneKuu. OMNOPTYHICTUYHUX TaK TaK e
3aXBOPIOBAHDL Ta IHLUMX 3aXBOPHOBAHb,
Mukonaisceruit obnacHuii LieHTp npodinakTyku
Ta nikysaHHA xBopux Ha CHIA

LleHTpanizosaHa naGoparopis giarHocTuku BIJl-
4 iHdpeKwil, BIDYCHUX renatuTis, ONOPTYHICTUYHUX
iHdpexuiti K3 ,Yepkacbkuit 06nacHWi UeHTp
npodinakTuku Ta GopoTbbi 3i CHIOom”

TaK Hi Hi
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Y «Yxpaincekuit | Bepcia: | Hara: | Kinbkicts Hasga: IlpoBenennsa IH

ueHtp kourpomo | 1.0 cTOpiHOK:47 | OLIHKH XapakTEPHUCTHK | AOKYMEHTA:
3a COLXBOpPODaMH Cropinka 15 | MemuuH#X BEPOOiB,
MO3 Ykpainu» 346 npu3Ha4YeHUX I

BHSIBJICHHA

CepoOJIOTiYHAX MapKepiB
BIJI -indexuii

Yepkacbkol o6nacHoi pagu

Kniuiko-piarHocTuyHa nabopatopia OK3

S "Kpueopisbkuin LieHTp npocbinakTviku Ta 60poTbbu TaK Hi TaK
3i CHIom"
NaBopatopia enigemionorii napeHTepanbHux

6 BipycHux renatuTie Ta Bill-indekuii Y "IHcTUTYT TakK TakK Hi

enigemionorii Ta iHdekuiinHux xBopob iM. J1.B.
pomawescbkoro HAMH Ykpaiku"

2.2. 3aranbHa indopmauia npo naGopatopilo, wWo 3anyyeHa A0 NPOBEACHH:A
AOCRiAKeHb 3 OLUIHKA XapPaKTepUCTUK MEANYHHUX Bupobis

Hassa naBoparopii / 303

Appeca
Pobouwia vac

2.3. PiBeHb Bionoriunoi Geaneku’ ®° *°

2.3.1. Onuc BUMOT 3 TexHiky 6e3nekn o NPUMILLEHHS, e NPOBOAUTECA TECTYBAHHA.

- BeHTnnAUiA: He BU3HaYEHa

- Temnepartypa: 18-25°C

- BonoricTb: 10-95% (6e3 koHnaeHcauii)

- YHMKATV nonajgaHHA NPAMUX COHAYHUX NPOMEHIB, Bomoru Ta nuny Yy naBoparopHe
obnagHaHHA

- PoBoTy npoBoasATb Ha naGopaTtopHoMy cToni, 06poGneHomy ne3iHdikylouM po3HUHOM 40
novatky pobotu

- LLiratvew 3 npoBipkamn, WO MICTATb 3pa3k1 KPoBi nauieHTie abo 3pa3sknm KOHTPONIO AKOCTI,
pO3MiLLYIOTE Ta 36epiraloTe Y BignNoBIAHNX NNACTUKOBMX KOHTENHepax 3 KpULLKOIO.

2.3.2. Onuc aaxoais 0coBUCToro 3axucTy nepcoHany

- MepLL HiXX NPUCTYNUTY A0 BUKOHAHHA poBoTH, OAAraloTb Xanat i pykaBuuKu 6e3 Tanbky.

- BunpoByBaHHs BCix GionorivH1X 3paskis NOBUHHI ByTK BVKOHAHI TaKUM YMHOM, Wob 3BECTM
[0 MiHIMYMY PU3VK NpocheCinHOro 3apaxeHHs.

? NocunannHa 9.6. Hakasz MO3 Ykpainu Big 08.06.2015 Ne 325, 3apeecTpoBaHuii y MiHicTepcTsi ¥OCTULIT YpaiHK
7 cepnHa 2015 nig No 959/27404 «Npo 3aTBepAKeHHA [lepKasHux caHiTapHO-NPOTHENiAEMIYHWX NpaBua Ta
HOPM LWOAD NOBOAMKEHHA 3 MEAHYHUMU BIAXOAIMUY.

® Nocnnanna 9.7, Hakas MO3 Ykpainu Big 05.11.2013 Ne955, 3apeecTpoBaHuii y MiHicrepcrsi cTrUll Yrpainu.
20 nuctonaaa 2013 "Npo 3arBepameHHA HOPMATUBHO-NPABOBHX aKTiB N0 33XUCTY Big, ypameHHs BLA-indeKuien
npu BUKOHaHHE npodeciinux 0608'A3KIB»

® Nocunanna 9.8. ACN Ne9.9.5.-080-02 «MNpaBuna BAAWTYBAHHA | Beanekn poboTn B nabopatopiax (Bigginax,
gigaineHHax) mikpobionoriyHoro npoginie»

1% nocunanna 9.9. IHCTPYKUIT 3 BUKOPUCTaHHA TecT-Habopis
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Y «Yxpaincekuii uentp | Bepcia: | Hara: Kinexicte | Haspa: [Iposenenus IH
KOHTPOJIO 32 1.0 CTODiHOK: | OLIHKM XapaKTEpUCTHK | JOKyMEHTa:
couxaopobamu MO3 47 MEAHYHHX BHPOOIB,
Vipaiumy / MBO Cropinka | IPU3HAYCHHX A
16346 BUSBJICHHS CEPONOTrTYHHX
«Anbﬂ}fc TPOMAICLKOTO mapkepis BIJT -indexuii
370pOB’A»
PO30IN 3

3.1. Bumoru po nepcoHany:

Cnigpo6iTHuKM, AKki 3anyueHi fo Bepuddikaui LT, noBuHHI maTh BiANOBIAHWIA piBeHb
kBanicikauii i KomneTeHuii ANA BWKOHaHHA 3aBAaHb, noB'AsaHux i3 3abesneyeHHAM
NPaBUNLHOCTI | TOMHOCTI NPOBEAEHHA NPOLLEAYPU OLIHKN XapaKTepUCTUK wT.

3.1.1. KepieHuk naGoparopii:

+ mpusHadae BignoeigancHoro 3a 3abesneyeHHs HaBYaHHA nepcoHany naBopaTopii,
BUKOPVICTOBYIOMM ANA NPOBEASHHA NEPBUHHOrO IHCTPYKTaXY AaHy Ccon: rie, nocada,
menegoH, adpeca eneKmpPOoHHOI nowmy (3asHayumu)

s Mae NepexoHaTUCs B TOMY, WO CniBpoGITHYKN naboparopii BUKOPUCTOBYKOTb ANA
npoBeAeHHA LOCNIMKEHb 3aKOA0BAHI «Crini» 3pasku 3si cTaHAapTM30BaHOI BepudikauinHol
naseni;

* MAE KOHTPOMIOBATIA BUKOHAHHSA TECTYBaHHA CNiBPOGITHUKaMK naboparopii,

* MaE NepeKkoOHaTUCA Y TOMY, LLO Pe3ynbTati TecTyBaHHA, ulo OUiHIOTbCA CYB'eKTUBHO,
o6niKoByTbCS ABOMAa BUKOHABUAMM, HE3aNeXHO 0AWH Big OAHOrO;

* Mae OTpUMaTH AaHi Big KOXHOTo haxieua i 3apeecTpyeaTu ix B KiHUi KOXKHOMO AHSA, KON
NPOBOAUTLCA TECTYBaHHS,

- nepep Bignpaskow A0 HPJI mae nepesipuTi NPaBWNbHICTb 3aMNOBHEHHA Ta
ochopMAeHHA 38iTiB NPO NPOBEASHHA BUNPobYyBaHb spaskis LUT 3 signoeigHoro noty.

3.1.2. CniBpo6iTHUKM natopatopii NOBUHHI:

+ MPOATY NEPBUHHWIA IHCTPYKTAX 33 LiEI0 COM, npo wWo nigTBepANTM CBOIM NIGNUCOM Ha
BiANOBIgHIA CTOPIHUY;

+ BUKOHYBATW AOCNIMKEHHA 3 BUKOPWUCTAHHAM WT y eignosigHocTi A0 IHCTPYKUI%
BupobHuka;

« thikcyBaTV BCI PE3YNbTaT AOCNIKEHb Y 3BITHUX PopMaAX; i
+ 36epiraTn BCi 3anuc.

KepiBHWUK | BUKOHABLi HEe NOBUHHI NpUCTYNaTh A0 pOGOTH, NOKKM BOHW HE BynyTe BNeBHeHi
LLIOAO KOXKHOrO acnekTy npoueaypu TeCTyBaHHA.

3axogM LWOAO 3abesneyeHHA SKOCTI NOBUHHI Bytv 3abesneveHi y NOBHI Mipi i
BUKOHYBATMCh MOCTIAHO.

HPI (pasom 3 ANbAHCOM i BiANOBIAHWM PErioHaNbHUM OTPUMYBaYEM WT) noeuHHa ByTu
B 3MO3i po3cnigysaTi BusBneHi nponemMn 3 METO YCYHEHHA BCIX iHWNX MOXNNBUX NPUHKH,
Wo He noe’azaHi 6eanocepeaHbo 3 TeCTamu, a came: BUABNATA NOMUNKN NPy BUKOPWUCTaHHI
abo HenpaBWMbHOMY BUKOPUCTAHHI TeCTiB, HEOONikM NPOrpam KOHTPOMIO AKOCTI B Micuax
NpPoBeAEHHA TECTYBaHHA TOLLO.

3.1.3. Y Bunaaxy BHeceHHs 3miH abo pesiail uiei COMM Beck nepcoHan, 3afisgHnn y
nposeAeHHi BepudikaLiiHMX gocnigkeHb, NPOXOAWUTE iHCTPpYKTaXX | nIATBEPIKYE LE
NiANUCOM, O i3 3MIHAMW/HOBOIO BEPCIEI0 AOKYMEHTY O3HalioMNeHnin Ta 30008'A3YETHCA
BUKOHYBATH.
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JY «YkpaiHChKHH
UEHTP KOHTPOJIIO
3a COLIXBOpODaMH
MO3 Vkpainu»

Bepcis:
1.0

Jlara:

KinpkicTs
cropiHok:47
Cropinka 17
346

Hazspa: [IposeneHus
OLIIHKH XapakTepHCTHK
MeAHYHUX BHPOOIB,
ApU3HAYEHHX A1
BHSBJIEHHS
CepONIOTiYHHX MapKepiB
BUJI -indexuii

H
JOKYMEHTA:

BignoBiganbHicTb

Becb nepcoHan, 3afifHvi y npoueaypi 3AIRCHEHHS BepuiKaLiiHUX AOCNIAKEHb, HECe

NepcoHanbHy BiANOBIAAMNBLHICTL 33 BUKOHAHHA paxol COl.
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TIY «Yxpaiucekuii nentp | Bepcis: | Jara: | Kimekicts | Hassa: [IpoBencHus IH

KOHTPOJTIO 32 1.0 CTOPIHOK: | OLIHKH XapaKTepHCTHK JOKYMEHTa:
couxBopoGamu MO3 47 . MEJIHYHHX BUPOOIB,
Vipainey / MB® Cropinka | IpH3HAaYeHUX ANA
18346 BHABJICHHS CEPOJIOTI4HIX
«ANBAHC TPOMAZICBKOTO mapkepis BUI -idexuii
3J0pOB’A»
PO3Ain 4

4.1. OtpumaHHA Ta 36epiraHHA Habopie TecT-cucTeM

PeecTpauia orpumanunx 3paskis LWT

41.1. Oocraexy 3paskie WT ans npoeeaeHHA X gepudikauii 3aicHIOE  ANbSHC
(pignosiganbHa ocoba: CTapluunii caxieeub 3i CKNaACbKOro obniky, Ten. +380 44 4905485).

o TemnepaTypa ROCTaBKM: Y BIANOBIAHOCTI A0 IHCTPYKUT BUpOGHNKa.

Mpu oTpumanHi spaskie LUT nabopartopia noBuHHa:

o [MepesipuTy WiNiCHICTL yNaKkosku, BIANOBIAHICTE MApPKyBaHHA Ta aapecy AOCTABKU.
0 3anoBHWTW AOKYMEHTM Y BIANOBIAHOCT 3 BUMOramm Kyp'epebKoi cnyxou.

0 3pobutk Ta 36eperty Konito AOKyMEeHTaLl.

3a00KyMeHTyBaTV iHcbopmauiio npo 3pasku LT (Hoaatki 1 Ta 2), Wwo Haginwnu aAns
npoeefeHHs BunpobyBaHs i3 3asHaueHHAM:

- HasBuW NpoAykKTy,
- xoZy NpoayKTy (HOMEp 3a KaTanoromy,

- Homepy (noTa, cepii, naptii, 8 TOMy 4ucni Ana BCix KOMMNOHEHTIB, AKWO NOoTU
BiZiPI3HAIOTLCA Bif BKA3aHOrO HA 30BHILLHIA YNakoBUi TECTOBOMO KOMMNEKTY),

- paTV 3aKiHYEHHS TepPMiHY NpuAaAaTHOCTI.

0 3anucaTv TaKOX HOMEP OCTaHHLOT BEPCii IHCTPYKLT i3 BUKOPUCTaHHS, 3adikcysaTu BC
3MiHM B JHCTPYKUii i3 3acTOCyBaHHA 3 uacy, konm (i SKWO) nNpOBOAWTUCH OCTaHHi
BepudikaLiiHi 4ocnigxeHHA faHnx TecT-Habopis.

36epiraHnn

4.1.2. Tectn 3bepiraTi npu TemnepaTypi, BkasaHiii BUPOGHWKOM, Ta BUKOpUCTaTW A0
3aKiHYeHHA CTPOKY iX NPUAATHOCTI, 3a3HAa4YEeHOMY Ha yNaKoBKaX.

Ockinbku memnepamypa 36epicanHa Oasambox LT konueaemeCs Y WUPOKOMY
memnepamypHoMy Oiana3oHi (ranpuknad, 2-30 ° C), 80HU MOXYmb nocmitino 3bepizamuck
AK y xonodunbHUKy npu memnepamypi 2-8 ° C, mak i 8 ymosax KOHMPOL08aHOT KIMHaMHOI
memnepamypu.

413 Flkwo nakeT 3 TEeCTOBUM HabopOM BIOKPUTWIA | KOMMOHEHTU HaBopy MOXyTb
NOHOBMIBATUCH, PEAreHTH NOBUHHI BYTU MapPKOBaHI i3 3a3Ha4eHHAM BiANOBIAHOI AATH, KoMK
Tol abo iHWWIA KOMNOHEHT HaGopy Gye BIAKPWTWA | 3anMWMBCA nicnA BuUNpobysaHs y
3anWWKOBIN KINbKOCTI.

4.1.4, 3gepraniTe yBary Ha BignoBiAHI pO34iny IHCTPYKUIT A0 3aCTOCYBaHHS LT, ockineku
B TECTaxX MOXYTb 6YTW OKpEMi KOMMOHEHTH i3 BinbLy KOPOTKUMK TepMiHaMu NpUAATHOCTI.
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JTY «Ykpaincexuit | Bepeis: | Hara: | KinskicTs Hazspa: [IpoBenenns [H

LEHTP KOHTPOIIO 1.0 cTopiHOK:47 | OLIHKH XapaKTepHUCTHK | AOKYMEHTa:
3a cOLXBOpobaMH Cropinka 19 | MenuuHuX BUPOGIB,
MO3 Yxpainu» 346 TpH3HAYEHHX 1A

BHSBJICHHS

CepoNIOTIYHHX MapKepiB
BIJ -ingekuil

4.2. NMigrotoBka Ta 36epiraHHA naHeni 3paskis ann BepudikauiiHuX aocnipKeHb
okpemux notie WT

4.2.1 3a6ip i niaroToBka GionoriuHnx 3paskis

OTpUMaHHA 3pa3KiB CPOBATKMN KPOBI

3pask CMPOBATOK KPOBI AN NIATOTOBKM pepudikaliiHoi naHeni 3paskie AnA OLliHKW
xapakrepuctuk LT roTyloTb i3 3paskis BEHOSHOI KpOBi, OTPUMAHMX WNAXOM 3BU4ANHOI
npoueaypu 3abopy BEHO3HOI KPOBi 3 BMKOPVCTAHHAM BaKyyMHO! CUCTEMW 3 aKTUBaTOPOM
3ropTaHHA.

Onsi OTPUMAHHA AKICHOFO 3pa3ska, NPUAATHOrO AnNA cdopMyBaHHA naHeni (BiacyTHICTL
03HaK reMonisy, xenbosy, MikpoBHoro 3abpyfHeHHs) Npomaeom 6 200uH nicna ompuMaHHs
3pa3kie BEHO3HOT KPOEi roTYI0Tb CUPOBATKY KPOBI.

OTpuMaHi  3paskn CUpOBaTKW KPOBi  MaloTb 6yTM OXapaKkTepusoBaHi Ha BMICT
ceponoriuHnx Mapkepis BIJ-iHcbexuii, WO BUABNAIOTHCA i3 3acTocysaHHAM WT. Inchopmaito
LIOAO XapaKTePUCTHK 3pa3KiB CMPOBATOK, NPUAATHUX ANA (hOPMYBaHHA naHeni, 3anucytoTb Y
nabopaTtopHomy xypHani (Qoaatok 3).

[ins noganbluoro 3bepiraHHA 3paskis CUPOBATOK KPOBI 1X poanoginsioTe no 50-200 mkn y
eneHpopdn.

3anac eneHAopdiB i3 3paskamMu CUPOBATOK, 3 AKX POPMYIOTb sepvidikaliiHy naHensb,
mae GyTu gocTaTHim ans sabesneqeHHn noTpebun ao 5 pokie.

36epiraHHn

3pasku NOBUHHI 36epiraTuCA B MOPO3WUSbHUX Kamepax i XonogunbHWKax, Temnepartypa
AKWX KOHTPOMKETLCS TepMomeTpamn abo uqepes  cuACTeMy curHanisauii.  3pasku
BepucikalliiHoi naHeni MoxyTe ByTu posgineHi Mk AeKiribkoMa MOpPO3WUNBEHMK KaMepamy,
TaK WO PU3MK 1X NOWKOMKEHHA Yepes BiAKNIOHEHHR enekTpoeHeprii B MOPO3WIBHIA Kamepi
3HWKYETLCA.

3amopoxyBaHHA eneHaopdie 3 BiaiGpaHoio CUPOBATKOIC 3AINCHIOIOTE Y BEPTUKANEHOMY
nonoxeHHi npu Temnepatypi -20 ° C (abo -80 ° C, AKLO BOHV MICTATb aHTUreH).

Yucno UvKnie 3aMOpOoXyBaHHs-BiATaBaHHA mae Syt oBMEXEHUM MPbOMA LINKNEMU

TemnepaTypa BiATAOBAHHA Mae CTaHOBUTK 37 ° C, wob 3abe3neunTn PO3HUHEHHA
Girlkie, AKi HEPO3YMHHI NPV HU3bKIW TemnepaTypi.

Micns BigTaloBaHHA anikeoTw MoXHa 30epiratn npu temnepaTypi Bia 2 go 8 °C
npomsizoM 7 GHig.

3aNULLITL ATy Ta Yac 3aMOpPOXKyBaHHA y poboyomy nabopaTopHoMmy KypHani.

3abesneqTe HaABHICTL iHopmMauii npo micue 30epiraHHA 3paska y MOPO3WSIbHIA Kamepi
(ANS NONErLUEHHN NOLLYKY BEAITh 3ar1cu Npo HAAXOMKEHHA Ta BUAAYY 3paska).
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IV «Ykpainceku#i | Bepeis: | Jata: | Kinbkicts Haspa: [IpoBenenHs IH

LEHTpP KOHTPOJIIO 1.0 cTOPiHOK:47 | OLIHKA XapakTepUCTHK | ROKYMEHTA:
3a colxBopobamMu Cropinka 20 | MequuHEX BUPODIB,
MO3 Ykpainn» 346 IpH3HAYEHHX JUls

BHABJIEHHA

CepONOTiYHHX MapKepiB
BLJI -indexmii

MepekoHalTecA, Lo eneHJopd i3 3pa3kom NErko 3HaiTh npu HeobxigHoCTI.

®opmyBaHHs Bepudikauiinnol naveni ans LWUT Ha B

BepudikauiiiHa naHent ans ouiHky WT Ha BIJ1 mae cknagaTtuca 3 oxapakTepu3oBaHnX
Ha BMIiCT ceponoridHux mapkepie BIMN-iHdekuil 3paskis CMPOBATOK KPOBi, y TOMY uumeni,
BKNIOYATU cepil posseaeHb. Lla naHenb nosuHHa 6yTu copmoBaHa y BignosigHocTI Ao
npuaHadeHHs LT Ta BuMor BUpoGHUKa, BUKNaZeHUX B IHCTPYKLIT PO BAKOPUCTaHHA wT.

Bepucpikauitini naneni spaskie ons ouinku LT i I@A nosurHi Bymu pi3HUMU, OCKINbKU
ouiKyembCa, Wo aHanimuuHa Jymnusicme QA euwe, Hix y LT Takum 4YUHOM, mecm-
cucmemu I®A He MOXymb Gymu e docmamuidl Mipi OXapaKmepu3oeaHi mecmyeaHHAM
@epugpikauitinux navened, po3pobnerux Onga ouinku WT.

Tunu 3paskis

BepudikavinHa nadens gna ouiHku LT Mae cknagaTucs 3 OXapakTepusoBaHuX 3pasKi..
Ons ouiHkn IVDs, SKi BMKOPUCTOBYIOTb iHLUI, HiXX CMpOBaTKa / nnasma Tunw 3paskie i AKi
BUMaraioTb CBIKOro 36G0pY | BUKOPUCTAHHS, HaNpUKNag, cAvHU a6o xaninApHoi LiNbHOI KpoBI,
cnifl PoO3rNAHYTM NUTAHHA NPO HeoBXIAHICTE BKIMIOYEHHA LMX anbTePHATUBHWX 3paskis go
BepudikauiiiHOT naxeni.

HauionanbHUi/perioHanbLHWK piBeHb

BepudbikauiitHa naxent noBuHHa GyTu CTBOPEHA i3 3paskie, OTPUMAHUX NOKanbHO, a Ue
03Hauac, WO Taka naHenb (OpMYETbCA i3 3paskis, 3i0paHnx Ha HalioHanbHOMY abo
perioHancHOMY piBHi. PerioHanbHa sepudikauiHa naHenb € igeancHUM BapiaHToM AnA
nouatky peanisauii Nporpamy TECTyBaHHA Pi3HUX NapTii (NoTis, cepiii) TecTiB ogHOro W Toro
X HaliMeHyBaHHsi Ha Til ke reorpadpiuHin TepuTopil, WO A03BOAMTL NOPIBHATK AaHi
pepudikauiiHux BunpoGyBaHb Ha Tiik Xe camid naHeni MK PpisHUMKU reorpadivHuMm
TEPUTOPIAMK | KpaiHam.

BignosiganbHum 33 popmyBaHHS BepudikauiiiHol naHeni cupoBaToK KpoBi €
naboparopisi, 3anydeHa A0 NPOBEAEHHS OLRKN XapaKTepucTuK WT. KonTakTHa iHdopmaUis
ocobu, BignoBsigancHoi 3a nposeaeHHs BunpobyeaHs B naboparopii: Mib, nocaaa, TenedoH
(+38044) ....... : MoBinbHuiA, e-mail

Cknaa BepudikauiliHux naHenei AnA OLIHKW AiarHOCTUYHUX XapaKTePUCTUK wT
ana aiarHocTrky BlN-indekuil

Y tabnuuax 3 i 4 npeacraeneni cknagn sepudikauiiiHux naHenewn, npusHaveHux Ans
ouiHkv xapaktepucTuk [VDs, Wo BxXe npoiwni ouivky BOOS3 Ha eTani npexeanigikaLiiHnX
sunpoByBaHb, Mig Yac Akux 6ynn OTpUMaHI AOCTaTHI 4OKa3Wn 1X YyTNMBOCTI | cneymndivHOCTI.
Omxe, 06cArM BepudikauiiHux A[OCRIAXEHb AiarHOCTUKYMIB 3 BUKOPUCTAHHAM nasenen
CMpOBaTOK MOXYTb OyTW 3BefeHi A0 MiHiMymy | BuKopucTOoByBAaTMCD Tinbkn  ANA
ninTeepXKeHHA (BepudikaLyii} Toro, Lo AaHi, OTPUMAHI AK Ha eTani npexsanicgikauii BOO3,
TaK i GeanocepeaHbo B nabopaTopii ANA OLiHKK XapakTepUCTUK TeCTiB, sicTasHi Mixx coboto.
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Y «Ykpaincekuit | Bepcia: | Hata: Kinbkicts Hasga: [IpoBeneHHs IH
meHTp KouTpomo | 1.0 cTopiHok:47 | OLIHKH XapaKTepHCTHK | JIOKYMEHTA.
3a coUXBOpoOaMH Cropinka 21 | Meau4HuX BUpOGIB,
MO3 Ykpainn» 346 NpU3HAYEHHX IS
BUABJIEHHA
CepoNOriuHHX MapKepiB
BIJI -indexuil

Y 1abnuui 3 HaeepeHwii cxnag eepudikaLiiHoi naHeni ana oLjHKM xapakTepucTvik LT,
NPWU3HAYeHUX ANA BUABMEHHA aHTUTIN 4O BIN 1/2. Ans sepudikauii LUT, npusHaueHux ans
OQHOYACHOro BUSBNEHHA aHTUTIN go BI-1/2 Ta aHTWUreHy p24 BIJ1-1, okpim 3paskis, Wo
MiCTATb aHTuTina go BIN-1/2, Ao naHeni HeobXigHO BKMHOMUTH TaKOoX CTaHAAPTHY naHenb
cupoBaToOK 3 aHTureHom p24 BlJI-1 ans OUiHKM aHaniTuuHoi wyTnueocTi Aanoro WT Ao
BUABNEHHA aHTureHy p24 (Tabnuus 4).

Ta6nuus 3 - Cknag Bepudikauiiroi naneni 3pa3kie ANnA OUiHKN XapaKTepPUCTHK T,

NPU3HAYSHUX ANS BUABNEHHN aHTUTIN Ao BIN 1/2

MeTa TecTyBaHHA

DeTtanizauia cknany
3pa3kiB

KinbkicTb noBTOpiB
npw TeCTyBaHHi

Beboro

OuiHka aHaniTM4HOT
4YTAVBOCTI NpW
BuasneHHi aHtw-Bl1-
1/2 aHTWTIN

4 BIN-1/2 3paskm,
KOXEH 3 AKUX
npeAcTaBNeHuid y
KINbKOCTi 3,
OTpPUMaHKX NicNA
cepii 2-KpaTHNX
pospefeHb, Ta
BKNIOMAE ABa
OCTaHHIX peakTUBHUX
i 0AVH HepeaKTUBHWIA
3pasku npu
po3peaeHi, AK
onMcaHo HUX4e

Tpudi (A)

12x3

YyTnuBicTe

2 BInN1/2
cnabKono3uTUBHUX Ta
3 BIN 1/2 no3nTNBHKX
3pasku

OavH pas

CneundiqHicTb

3 cepoHeraTuBHI
3pasky (BKMoYacun
TOW, WO
BWKOPWCTOBYBABCA B
AKOCTI
po34vHHnKa)(B)

OpuH pas3

3aranbHa KinbKicTb

44

Ta6nuua 4 Cknaa sepugikay
nNpU3HaYeHMX ANs ORHOYACHOro BUABNEHHA anTuTin ao BIN

iHOT NaHeni 3pa3kiB ANA OLIHKK XapaKTepUCTUK WwT,
% Ta aHTUreHy p24 BiJ1-1

MeTa TeCTyBaHHA Detanizania cknapy | KinbxicTb nosTopie | Beboro
3paskie Npy TeCTyBaHHI

OujHka aHaniTudHOl | FK 3asHaqeHo suLe Tpuui (A) 12x3

JyTNUBOCTI NPU
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OV «YkpalHchkuit
LIEHTP KOHTPOIIO
3a couxsopobaMu
MO3 Vxpainu»

Bepcis: | Jara: | KinbkicTb
1.0 cropiHok:47
Cropinka 22 | MeguuHHX BHPOOIB,

346

Haszga: [IposenenHs
OLiHKH XapaKTEPHCTHK

NpH3HAYCHHX AN
BHSBJICHHS
CEpOJIOTIYHHX MapKepiB
BUI -indexuil

IH
JOKYMEHTA:

BUABNEHHI aHTN-
BIN11/2 aHTUTIN
OuiHxa ananiTuuHoi | WHO International ABivi 8x2
YYTNMBOCTI NPU Standard HIV-1 P24
ensBreHHi aHTuredy | Antigen NIBSC code:
p24 BiJi-1 90/636
YyTnueictb 2BINn1/2 OpuH pas 5
cNabKono3uTBHKMX Ta
3 BiN 1/2 noanTneHux
3pasku
CneundidHiCTb 3 cepoHeraTuBHi OpuH pas 3
3pasku (BKNOYAKYU
TOR, WO
BUKOPUCTOBYBABCSH B
AKOCTI
poaynHHuka)(b)
3aranbHa Kinbkictb 60
MpumiTKK:

(A) OUiHATK BIGTBOPIOBAHICTL aHani3y, WO BUPaXaeTLCA Y BUrNsaAi koediuieHTa Bapiauii
(CV%), MOXHa WINSAXOM TPUKPaTHOrC NOBTOPHOMO TECTYBAHHA cepii poaseaeHVX 3paskis.

(B) HeraTweHi 3pa3skn BUKOPUCTOBYIOTBCA B AKOCTI PO3YMHHUKA ANA PO3IBEAEHHA pi3HuX
apaskiB i cepil po3BefeHHsA Ta NOBUHHI GyTu BKIIOMEHI A0 NaHeni B AKOCTI HEraTMBHOrO
pedepeHTHOro 3paska, (1) ana koHTponio ¢oHOBOT peakTuHocTi IVD, i (ll} Ana KOHTpoOnto
HecneuwdiuHux echeKTie, Lo MOXYTb BNNNBATH HA aHaNITU4HY YYTIMBICTb.

4.2.2. NigrotoBKa cepii po3BegeHb 3paskie anA PopMyBaHHA naxeni
BigminHocTi anasiTuyHol yytnusocti LWUT

WUT gna susBneHHA aHTwTin go BUI-1/2 MOXYyTb 3HAYHOO MipoK BiAPI3HATUCA 3a X
3[aTHICTIO BUABNATW @HTUTING B8 po3seaeHnx 3paskax. pu Lubomy He icHYe Kopenauii mix
aBGCOMIOTHOK KIMBbKICTIO PeaKTUBHWUX 3pa3kis, WO MOXYyTb GyTM BWABNEHI 3a AOMOMOrOI0
paHoro WIT, Ta HaMHWXHOK KOHLUEHTpaLelr aHTuTin. | BCe X Takw, peakuiiHa 3AaTHICTb
oaHoro i Toro x WT kopenioe 3 KoHUeHTpaLjiew aHTuTin go BIf % y pi3HAX 3pa3Kkax.

Ons Bubopy cepii possefeHs 3 3-x 3paskie HepyTb HOTUPU BIN-no3MTUBHUX 3paskiB.
Cepii po3sefeHb NOBUHHI MICTUTW TPWU 3pasky, Ak nepekpueaoTb cut-off. [ina Toro, wob
BCTAHOBUTK, AKi TPU PO3BELEHHA YTBOPIOKTE CEPItD, KOXEH 3 HOTUPLOX NO3UTNBHWX 3paskis
GaraTopasoBo NOETanHO PO3BOAATL 3 iHTepsanom «2» (1: 2, 1: 4, 1: 8, 1:16, 1:32, 1:64 , 1:
128, 1: 256, 1: 512 Towo) A0 KiHUeBoi Touku (cut-off TecTy). OnA posBefeHHA
BUKOPUCTOBYIOTb HEraTUBHY CMpOBaTKy a6o Nnasmy NAVHN. KosxeH Habip 3 4nx posBegeHb
HeobxigHo npoTecTyBaT Ha pawomy LWT Ta Tpu 3paskn 3 cepii possegdeHb, Wo
nepekpueatoTe cut-off, oBupaTbca ANA BKMIOYEHHS Y CKNaa BepydikaLiiHoi naHeni, TobTo
(1) peakTMBHUI 3pa30K ABOKPATHOrO PO3BEASHHA BULLE cut-off, (2) peakTMBHWIA 3pa3soK nicns
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posseaeHHA Tpoxu swvwe cut-off, i (3) nepwe HepeakuUinHe poseefeHHs (ManioHok 1).
KoxHWit 3 TpbOX 3paskie cepiili posseaeHs mae OyTtu npoTecToBaHwit Tpuyi Ha LUT oaHiei
napTii (NoTy) ANs Nepesipky Tx peakuifHOT 3AaTHOCTI.

ManioHok 1 Cxema po3sefeHHA 2 3pa3kiB ANA BU3HAYEHHS yytnueocTi LT,
NPU3HAYEHOFO ANA BUABNEHHA aHTUTIN o BN 1/2

L1 J—

el AHTH BIS)-

L soin

15 -——

j'.:l - e tor——— ——

AiHiafiHTeHcHBHICTL

Tecrosa

1)1 A— N s .
¢ ® 16 EF &40 it 2560 SEN g N KN

ManioHoK 1 BKTiouae B cebe BU3HAaYEHHS TPBOX PO3BEAEHD ANA TECTyBaHHA 3paskis
HaBkono cut-off. CTpinkv BKa3yioTh TOUKW i3 3a3HAYEHHAM CTYNeHI0 pO3BefeHHA OKPeMUX

3paskie 3 cepil po3BeAeHb, WO NPUAATHI ANsA TECTYBaHHS.

AHTuren p24 BIf-1

Ona sepudikauii WT 4-ro MOKONIHHA MOXe BYTM BUKOpWCTaHa MikHapoaHa
cTaHpapTHa nawenb spaskie BOO3, wo mictute BIJI-1 p24 Ag (NIBSC 90/636). Byno
BCTAHOBMNEHO, WO Cepif NOKPOKOBUX ABOKpaATHUX pO3BEAEHD gia 20 MO/mn po 0,125 MO/mn
NepeKpUBaE aHaniTUdHy 4yTAnBICTb Ginbwocti WT 4-ro nokonikHa BIN (ManioHok 2)
cTaHAapTHOI KpWBOi Ana axTturedy p24 BIA-1. Ana nepesipku peakuifiHoi saatHocTi LUT
KOXEH 3pa3oK i3 cepii po3eeAeHb Mae TECTyBaTUCA ABI.

BignosiganbHuM 3a 3akyniBnio Ta AOCTaBKY MiXHapOAHO! cTaHgapTHO naHeni
cvpoBaTOK 3 aHTWreHom p24 BIM-1 (NIBSC 90/636) ans OLHKA ZHANITWIHOI YYTIIMBOCTI
aaHoro WT A0 BUSBNEHHA aHTUreHy p24 € AnbsHC (BignosigancHa ocoba: daxiseub 3
AMTaHb 3aKyNiBeNb Ta ynpassiHHA nocTaskamw, Ten. +380 44 4905485).

ManiwHOK 2 CxeMa po3BeaeHHA 3paskie ANA BW3HAYEHHA uyytnuBocTi LT,
NPU3HAYEHOTO ANS BUABNEHHS aHTUreHy p24 BINl-1
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MNposeaeHHn BUNPOGYBaKb Ta peccTpauia pesynbTatie

5.1. 3aranbHi NpUHUMNMK

1. KoxHe AOCRimKeHHs HeoBXifHO NPOBOAMTW B OAHAKOBWAX YMOBaX ANA YHWKHEHHA
FMOBIPHOCTI OTPUMaHHA BiAMIHHOCTEN pesyneTatie TectysaHHs LUT ogHoi napTii (nota,
cepii), CNPUHYHEHNX BIAMIHHOCTAMU B HABKONUWHLOMY cepegoeuuli i / abo ymoB TecTyBaHHA
(y TOMY 4MCIi BUKOPUCTaHHSA o6naaHaHHs, nineTok TOLWO);

2. 3a MOXNUBOCTI, TECTYBAHHA NOBWHHA NPOBOAWTW OAHA NKAWHA ANA  YHUKHEHHA
BiAMIHHOCTEN, WO 3anexaTh BiA BUKOHABUSA,

3. Yci gocnipxenra LT ogHoro noTy nosurHi 6yt BUKOHaHi B O4VH i TOWN Xe AeHb;

4. Yci 3pasku nosuHHi ByTV NpOTeCTOBaHI y BUNAAKOBOMY (paHAOMi3OBaAHOMY) MOPAAKY i
cninum cnocoBoM, ToBTO, nepcoHan, 3afiaHui y nposeaeHHi BunpoByBaHb, HE NOBUHEH
3HATW, AKWIA 3pa30K BiH Hapa3i AOCNIAXKYE,

5. TecTu (BCi NPUCTPOI Ta KOMMNOHEHTN) nepea TeCTyBaHHAM noeuHHi ByTv aoseaeHi Ao
KIMHATHO! TemMnepaTypy, RICNA YOro BMKOPUCTaHI ANA TeCTyBaHHA Bigpasy nicnAa BiaKpUTTA
yNakoBKK,

6. TecTn 3aBXan NoBuHHI 36epiraTMca B yMoBax, BU3HAYEHVX B IHCTPYKUIT A0 BUKOPUCTaHHA
eupoby. AKWO B cknag TecT-Habopy BKITIOUEHUI IHAWKATOP BONOFOCTi i BiH 3MiHMB KORip,
TaKWi TECT HE NOBUHEH BUKOPUCTOBYBATUCH,

7. He 403BONSETLCA BUKOPUCTOBYBATYN NOLKOMKEH] TECTH,
8. He 403BONAETLCA BUKOPUCTOBYBATM peareHTyl 3 pisHux notie (cepinn, napTin); i

Nepea nouaTtkom BunpoSyBaHb HeobXiaHO NepeBipuTy, YN HemMae O3HaK NOWKOLKEHD
TECTIB, CMPUYMHEHMX BWUCOKOK Temnepatypoto abo BOMOriCTIO NOBITPA. Baxnveo
3abe3aneynTh MORITOpWHr ymos 36epiraHHA TecTiB ANA BNEBHEHOCTI ¥ TOMY, WO BOHW
NPWAATHE A0 BUKOPUCTAHHA ANA BepudikaLinHnX BOCHIMKEHD,

AHania nosuHeH Bymu 8UKOHaHU(l y MOYHIl gidnoegidHocmi 3o iHeMpyKuil 8uUpObHUKa
Wodo 3acmocysaHHs mecmy. SKWwo IHCMpyKuis Mmicmums  Kinbka pizHux memodie
guKoHaHHA npouedypu docriOxenb, HeobxidHo pospobumu i yszo0umu eQuHy MOYHY
npouedypy eunpobysaHHs 3 Modanbluum MOYHUM it eidmeopenHsm npu  30ilicHeHH
mecmysaHb 3paskie eepucbikauitiHol naHeni cuposamok nid 4ac OUHKU Xapakmepucmuk

mecmie pi3Hux nomis.

5.2. [IOKyMeHTYBaHHA pe3ynbTariB TeCTYBaHHA 3a yMOB X cy6'eKTUBHOY OLIIHKK

OBnik pe3ynbTaTis KOXHOrO TecTy mnoBuHEeH OyTu 3fiicHeHniA  ABiYI - npw
MiHIManNbHOMY | MaKCUMarbHOMY Yaci, BU3HAYEHWX B iHCTPYKUIi i3 3acTocyBaHHA. 32 0AVH
pas MOXyTb OyTM NpoOTecToBaHi  3pa3sk i3 eukopucTaHHsm  mMakcumym 10
iMMyHoxpomaTorpadivHix («lateral-flow») Ta 5 imyHotinbTpauintnx («flow-through») WT.

Y BWNaAKY, KONW OUHIOBAHHA pe3ynbTaty TecTy 30iACHIOETECA  CYD'EKTUBHO,
BUKOPUCTOBYIOTL LLIKANY OLIHOK B uudpax y BigNoBiAHOCTI A0 IHTEHCMBHOCTI NPOABMEHHA
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cmyr, Hanpuknag Big 1+ 0o 3+, AK NOKA3aHO HUXYE.
+{- TECTOBY NiHit0 Nefb BAAHO (HENEpeKOHNNBNIA),
1+ TecToBa niHis cnabka, ane peayneTaT moxe GyTn BpaxosaHun,
2+ TecToBa NiHiA cepeaHboi IHTEHCUBHOCTI,
3+ TecToBa NiHIK BUPA3HOI IHTEHCUBHOCTI

Cnabxy posnnMBYacTy niHil0 cnia iHTepnpeTysaTu BIANOBIAHO A0 iHCTPYKUIT
BUPOBHUKA i3 BUKOPWCTAHHS, OCKIMbKW iHTEpnpeTauin Moxe Bapitsatn BiA NpoaykTy Ao
npoaykTy. HeoBxigHo 3annucaTv pesynbTaTit Npyu OTpUMaHHi GinbLu cnabkux TeCTOBUX NiHIlA,
cnabumx 3a KOHTPOMbHI, ane BUWKX HiX oH MembBpaHW, Lo 3aBaXac 34UTYBaHHIO
pesynbTaTy TECTIB i / 260 KOHTPONBHUX MiHIA.

HeobxigHO 3anvcyBaT TakoX HEBIPHI pe3ynbTaTi, OTPWMaHi y BWNaakax,
BU3HAYEHWX B IHCTPYKUIT 3 BUKOPWCTAHHS TecTis, HaNPUKNaa, He 3'ABNAETLCA KOHTPOrbHA
ninia, BUCOKMA piBeHb (HOHY, AIKWWA 3aTeMHI0E cmyry, abo 3milleHa cwmyra, WO 3aBaxae
TOUHOMY 34UTYBaHHIO TOLLO.

3a gonoMorolo UMpoBoi kamepu abo moGinsHoro TenedoHy 3pobuTn doTorpadii
cepii TecToBMX NpWCTpoiB ANA 36epiraHHA pesynbTaTis B ENEKTPOHHOMY surnagi. Ue
0COBMNBO BAXMMBO NP OTPUMAHHI HeAINCHNX Pe3ynbTaTie TECTYBaHHS i pesynbTaris, AKi He
BiANOBIAAIOTL KPUTEPIAM NPUAHATHOCTI.

5.3. BusHauyeHHA Po3GiKHOCTEW MiX iHTepnperaTopamu pe3ynbTatiB TeCTyBaHHA 3
BUKOpUCTaHHAM LT 3a ymoB#M X cy0'eKTUBHOT OLIIHKY

BisyanbHa iHTepnpeTaLin pe3ynbTaTis 3a yMOBY iX CYG'eKTUBHOI OL{iHKN NPOBOANTLCH
ABOMa iHTEpnpeTaTopaMu HesanexHO OAWH Bi OAHOro (bes 1x Bigoma wWOAO IHWOMO
papiaHTy OUIHKA pesynbTaTie | CTaTycy Camoro 3paska 3 sepudikauinHoi naHeni). L
pesynbTaTW MOPIBHIOIOTLCA Mk  coBoio  ocoboio, BIANOBIAANLHOK 3a NPOBEeAEeHHA
BUNPOGYBaHHA TECTY, 3 METOI0 HeralHOro YCyHeHHs 6yab-AKNX BUABNEHNX NOMUNOK. Y pasi
BUABEHHS NOMWUMKA BOHA Mae ByTn 3adbikcoBaHa i3 3a3HAUEHHSIM 5K OpUTiHaNbLHOro, Tak i
BUNPaBNEHOro pesynbTaTy 3a ocoBucTUM  nignucoMm  iHTepnpeTaTopa. Konu ouiHka
pesynbTaTy TecTy ABOMA iHTepnpeTaTopamun 3pifcHioBanaco No-pisHOMY, pesynLTaT mae
oUiHUTM TpeTs ocoba. Y BWMAAKY, KON OLiHKA pesynbTaTy TecTy Tpboma HesanexHumu
iHTepnpeTaTopamMn He CMiBNaaae, 3a OCTATOUHWA BapiaHT OUIHKW pesynbTaTty TeCTyBaHHA
GepyTb Takwil, Wo 6yB OLiHEHW A 4BOMA 3 TPbOX iHTepnpeTaTopis. Y TMX BUNagKax, Konu Bci
Tpu iHTEpNpeTauil pesynbTaTiB pi3Hi, pe3ynbTaT 3anucyeTbCa AK HenepeKoHNUBUA.

MokasHwk BapiabenbHOCTi OUIHKM pesynbTaTis  TecTis Pi3HUMUW  HE3anexHUMn
iHTepnpeTaTopaMn BUPaXAETLCS Y BIACOTKAX 3paskiB, ANA AKUX pe3ynbTaTu AocnigpKkeHb
iHTepnpeTOBaHi NO-Pi3HOMY (TOBTO MiX +/- i 1+, MiX 1+ 3+ MidK +/- i 2+).

[ns koxHoro eway LT HeoBXigHO CTBOPUTY LKany iHTEHCUBHOCTI KONbOPY CMYTV i3
thoTorpadiaMi1 BiANOBIAHUX TECTOBUX NPUCTPOIB 3 Pi3HOIO0 IHTEHCUBHICTIO TECTOBUX CMYT Ha
HWX.
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5.4. BBeneHHA AaHUX TecTyBaHHA noty LT

BBeaeHHA AaHUX

KOXHMIN TECT NOBUHEH GYTN BUKOHAHWIA i 06nikoBaHUi BUKOHABLIEM Y BiQNOBIAHOCTI
no COIM, pospobneHnx Ha OCHOBI IHCTPYKUii BMPODHWKA 3 BUKOPUCTAHHA, a TaKoX 3
ypaxyBaHHAM KOHKpeTHUX ymoB poGotu B naGoparopii. Kpim TOro, pesynetat AocnigKeHb
matoTb 6yTn 3anucani y chopmi ( JoaaTok 1}).

PesynbTaTi OQHOrO fl TOTO X TECTY OUIHIOIOTL ABI ocobu, He3anexHo oaHa Bif IHLWOI.
Mpu ULOMY pesynbTaTh AOCHiAKeHb MaoTh ByTw 3anucaHi y dopmi ( JopaTok 1), ane TaK,
t06 0AWH iHTepnpeTaTop He 6a4MB, AKWA Pe3ynbTaT OTPUMAB iHILWA.

3pewrtoto, Gyas-sAki posbikHOCTI B iHTepnpeTauii pesynbTaTie noBuHHI  ByTK
poarnaHyTi ocoBolo, BIANOBi4aneHOK 3a NPOBeAeHH:A BuNpobysaHb, Ta BUPILIEH.
PesynbTatn BunpoByBaHe noBwvHHi ByTW 3aHeceHi A0 NPOTOKOMY OLiHKM XapaKTepuCTUK
KOHKpEeTHOro NoTy TecT-Habopy ocoboto, BiANOBIAANEHOK 3a NPOBEAEHHA sunpobyepaHb, Ta
MOBTOPHO NepesipeHi Nig 4ac ix BHeceHHA [o ¢opmy ( floaaTox 2).

Y 38iTi Npo NpOBeAeHHA AOoCnimKeHb MoBvHHA Oyt BigoOpaxeHa HacTynHa
iHchopmauin:

» HalilMeHyBaHHA NPOAYKTY, Lo BunpoboBYETLCR,

» Kog npoaykTy / HOMEp 3a KaTanorom,

* Homep noTa;

» TepmiH NnpyaaTHOCTI;

+ Hassa BupobHuKa,

» QucTpub'ioTop / HaitMeHyBaHHA IMAOpTEpPa;

» [lata npoeegeHHA sunpoboBysaHb;

- Hasga naGopartopil, Ae NpoBoAUTLCH BUNPOGOBYBaHHS,

« M6 ocobu, ska GeanocepenHLo Nposoguna eunNpoboByBaHHS,

« MaTepiani Ta 06nagHaHHs, Wo BUKOPUCTOBYIOTLCS, AKILO Taki €;

+ 3pasky, WO BUKOPUCTOBYIOTLCA, Y TOMY YUCAI KINbKICTE LMKIIE 3aMOpOXYBaHHA /
BigTaBaHHS;

s MocunanHa Ha COlM, Wo BUKOPUCTOBYETBCA,

+ BuxigHi pawHi, pesynbTath swnpoBysaHe LWT B chopmarti  iHTepnpeTaui,
3anponoHOBaHOl BULLE,

« OCTaTOuHUIA CTATYC KOXHOrO 3paska, BUSHAYEHWA 3a pe3ynbTaTamn TECTYBaHHA HA
AaHomy WT.

dopmn  (Tabnuui), WO MICTATL iHbopmauilo nNpo NpoBeAeHHA Bunpo6oByBaHb,
noBuvHHi 36epiraTicst B OKpemil nanui i MaoTs ByTU mignucaHi ocoboi0, BianoBsiganbHo 3a
nposegeHHA BUNPoByBaHb, B KiHUI KOXHOrO poBo4oro AHA.

FKWO pe3ynbTaTh, OTPUMaHi Mpu TecTyBaHHi 3pa3kis BepudikalinHoi naHeni, €
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[H
JOKYMEHTA:

HediNCHUMKU abo HenepeKoHNUBMMKM, Npo Le pobuTbCA BignosigHwit 3anuc y dopmi, Wwo
MICTUTS iHdOpMaLilo Npo nposeAeHHs BunpoboByBaHb. AkWwo KinbKicTe Habopie TecTiB

AOCTATHA, TECTYBaHHA 3pa3kiB MoXe 6yTU NPoBEAEHO NOBTOPHO.

Akwo 3 Byab-AKOT NPUUMHU TECT MOBTOPKOETHCHA, BCI pesynbTaTi Ta NPUHUHA
NPOBEAEHHS Takux MOBTOPHAX AOCRIAXKEHb MaloTb GyTh 3anucaHi y cdopMmi, 3a AKOK

3AiRCHI0ETECA 36ip AaHKUX.

Bci chopmu, WO MICTATL iHGopmauilo npo BUNPOOYBaHHS, @ TakoX pe3ynbTatw
TECTyBaHHA NOTiE TecT-Habopis nNoswHHi 36epiratuca B nabopartopii npoTarom 5 pokie nicna

3aBepLUeHHA TECTYBaHHA.
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PO3ALN 6.

AHani3 AaHnx Ta 3BiT PO NpoBeAeHHA BUNpobyBaHb

6.1 Kputepii npUAHATHOCTI pesynbraTie BunpobyBaHb

[INA BU3HAYEHHA KPUTEPIIB NPUAHATHOCTI Pe3ynbTaTiB OLIHKWA XapaKkTepUcTUK TUX YW
iHWMX TecT-HaGopie y BUNPOBYBaHHI MaloTb OYTWU NPOTECTOBaHI BCI 3pasku BepucikaLinHol
naqeni. Mpy UbOMY 3paskn, WO BXOAATb 4O CKNagy BepudpikaLinHol naHeni, mMawTe Byt
oxapakrepusosaHi (Taki, Wo MawTb NiaTBEPAKEHWA peayneTaT Npo BMICT BignoBigHUX
CEpONOTiYHUX MapKepis).

PekomeHgoBaHi KpuTepii npuiHATHocTi ana LT, npusHaueHux ANA BUABNEHHA
cepornoriysnx mapkepia BIf1-1/2, HaBeperi 8 Tabnuui 5.

Tabnuua 5 Kpurepii NpPUAHATHOCTI pe3ynbTatie TecTyBaHHA AnA wT,
NpU3HauYeHUX ANA BUSBNEHHS CeponoriYHux mapkepis BIJ1-1/2

Twn 3pa3ka Kputepii npuAHATHOCTI pe3ynbTaTiB
aocnigxeHnb 3 BUKopucranusam WT

4x BIJ1-1 po3eegeHHs Yci Tpu pesynbTaTi TECTYBAHHA KOXHOFO i3
3apaskie NoBWHHI cnienagaTn. PesynsTat
DOCNIAKEHHA HeraTMBHOrO 3paska NOBVUHEH
6yTv HEraTUBHUM, PE3yNbTaTh AOCAIAKEHD
3paskis, Wo MICTATL CEPONOrivHi Mapkepn y
GinbLL BUCOKIM KOHLEHTpauii, NoBuHHI 6yTu
MOSUTBHUMU.

2x BIf11/2 HA3bKO CEPONO3NTUBHI 3pa3kun MATb pesynbTAaTiB TECTYBaHHA 3pa3kie

) NoBWHHI BYTH NO3UTUBHI.
3x BIJ1 Y2 cepono3nTWBHI 3pa3kn

3x BINl ceporeraTusHi 3pa3ku YCi TpM pe3ynbTaTv TECTYBaHHSA 3paskis
NOBWUHHI ByTU HEraTUBHI.

6.2. AHani3 gaHux

PesynbTaT BunpobyBaHb NOBUHHI GyTu cniscTasneni 3 KpUTEPIAMU NPUAHATHOCTI
pesynbTaTie AOCNIAXKEHb.

Cynepeunusi pe3ynbTaTu TeCTyBaHHA

AKWO pesynbTaT BUXOAUTL 33 MEXi KpUTEPIiB NPUAHATHOCTI, cnig AOTPUMYBAaTUCA
HaCTYMHOro anropuTmy Ain.
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« MpoBepiTh NOBTOPHE TECTYBaHHS TOro X 3paska BepudikauinHoi nareni (3 TOI X anikBoTH)
ANA BUKMIOYEHHS MOXIMBOT MOMUNKM OTPUMAHHA XMBHOTO pesynbTaTy AOCIIAXEHHA
(BUKNIOYEHHA NOMWUIKW anikBOTH).

« MpoeeaiTb NOBTOPHE TECTYBAHHA TOrc X 3paska BepudikaliiHol naHeni (3 iHwoOT
anikBoTH) ANA BUIIIOYEHHA MOXIMBOI NOMWNKM  OTPUMaHHA XMBHOTO  pesynbTary
DOCHiPKEHHA (BUKNIOYEHHSA NOMUNKK 3pa3ka).

+ MMpoBepiTb MOBTOPHE TECTYBaHHA TOro X 3paska BepudikauiiHol naHeni iHWUM
cniBpoGiTHMKOM NabopaTopii (ANs BUKNIOYEHHA MOXIUBOI NOMWIIKU onepartopa).

+ MMepeBipTe, 4n BUKOHYIOTbCA B nabopaTopii BUMOrM WoAO 3abesneyveHHs AKOCTI
AoCnimKeHb, Harnpuknag — nepesipre poBOTy XoNoaurbHukis Ta MOPO3WIBbHUKIB, Ae
36epiraloTbC 3paskd BepudikauifiHoi naHeni, nepesipTe npasunbHICTL PoBoqmx 3anucis
LWOAO pOo3WKndpyBaHHA NOMUNOK,

« MNepeBipTe, YN B TOYHOCTI BUKOHYETLCA NPOLISAYPa TECTYBaHHA, 4n 3a0e3neqyeTbCa B3ATTA
TouHoro 06'eMy 3paska i poBouoro Gychepa, Yn NPoBeAeHO KanibpyBaHHS MINeTokK, a TakoX
BUKMIOYITL iHLLI BaroMi NPUNMWHW, WO MOXYTb BMIMHYTW, HANPUKIAA, Ha nNiasniLeHH:
thoHoBoOro 3abapeneHHs memGparu.

6.3. 3BiT 3a pesynbTaTamu BunpoOysaHHa noty LWIT

Ocoba, BignosiganbHa 3a NpoBeaeHHs BuNpobyBaHb, roTye 3BiT Y BiANOBIAHOCTI 4O
copmn, HasepeHoi B Jopatky 2. Llew 3eiT BignpaBnseTbca A0 PecepeHc-nabopatopii 1Y
«YKpaiHChKMIA LEHTP KOHTpOnto 3a couxsopobamn MO3 Ykpaitu». KoHTakTHa iHbopmaLina:

o lpusa AmugpiaHosa, 3aeigyioda HPJl, poBounin Ten. +38 044 270-4814,
andrianova@ukraids.gov.ua

Konis agity 3bepiraetbcs B nabopatopii, Aka 3piicHioBana Taki AOCNIAXEHHS. KoHTakTHa
inchopmauis BignoeigansHoi ocobu: MNiB, nocaga, TenedoH (+380 44) ....... : MODINbHWA, e-
mail

Byab-Aki 3ayeaxeHHs abo HeodikyBaHi pesynbTati, y TOMY yncni, Hanpuknag,
HeCcTabinbHICTb 3paaka abo peareHTy, AeEKTW TOWO, a Takox OyAb-Ake BiAXUMEHHS Big
nesHUX NpoLieayp NOBUHHI ByTu BigoGpaxeHi B NpoToKoni BUNpobyBakb BigNoBIQHOIrO NOTY.

6.4 KoHipeHuUiHiCcTL

MpoTsarom  TepMiHy  npoBegeHHA  BunpobyeaHb  TecT-HaGopis HeobXxigHo
3abe3neyyBaTh 3axXUCT BCIX OTPUMAHUX KOHDIAGHUIAHWX faHWX. 3BiTM Npo NposeaeHHA
eunpoBysamb TecT-Habopie € BnacHicTio nadopaTtopil, Aka HesnocepeAHE0 NpoBoAUNa
JOCNIMKEHHA 3 OLIHKM XapakTepucTuk Tect-Habopie, a Takox PedepeHc-naboparopii. Y
BUNaAKY, AKWO NapTia (10T, Cepis) TECTiB He BIANOBIAAE KpUTEpIAM BiANOBIAHOCTI OTPUMaHUX
nicnA sunpobysaHs pesynsTarie pocnimxers, HPJ1 moxe onyGnikyeatu 3BITU NPO OTPUMAHI
pesynbTaTu.

6.5. HeBignoBigHICTL OTpUMaHMX pe3ynbTaTiB BUNPOOYBaHL KPMTEPisM

NPUAHATHOCTI peaynbTaTie BuMiptoBaHb. Kputepii ana APUAHATTA pPilUEHHA WOoA0
zakynieni LUT 3a peaynbTatamu eunpobyBaHb

SIKWO OTpUMaHi pesynbTatv BUNpPoOyBaHb OKPEMMX JOTiB (cepiit, naptin) WT
3aMMWAITLCA TakKMMK, WO He BiAMOBIAOTL KPUTEPIAM NPUAHATHOCTI HaBiTb nicnsA
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BUKOHAHHA i, onucanux Yy posgini «Cynepeunusi pe3ynbtath TecTyBaHHA», Ta
3HAXOAATBLCA NO33a MEXAMWN KpUTEpiiB, PEKOMEHA0BaHNX BOO3 Ans OLHKM MOXNMBOCTI iX
sakynieni'', HasegeHux y Ta6nuui 6, NPUAMAETHCA PILLIEHHN WOAO BiAMOBW BiA iX 3aKynisni,
AKWo BunpoBoByBaHHA BigGysanock A0 iX posnoadiny Ha calTh TecTyBaHHA. Y Bunagky,
AKWO pe3ynbTaTh BUNpoByBaHL OKpemux noTis (cepii, napTin) WT Gyno 3niCHeHo Ha eTani
nicnA X po3noainy, BWKOPUCTaHHA Lboro noty (cepil, naptii) LUT nosuHHO ByTW
npusynuHeHo, i LUT 3 uboro noTy HeoGXigHO NOMICTUTV B KapaHTUH, NMOKW NWTaHHA LWOAO
NPUAATHOCTI IX A0 BUKOPUCTaHHA He Gyae supileHe.

Pekomendayii 3amiHa BXe 3aKynneHux Ta PO3NOAINEHNX MK caiTamu WT wHe
pekoMeHayeTbCs, NokU He Gyae NpoBeaeHO MOBHWA aHanis MpU4vH HeBigNOBIgHOCTI | He
ByayTb BXWTI 3aXOAM LIOAC KOpUryBanbHuX AiR. Y UbOMY BUMapky 4acToTa 30iNCHEHHA
BunpoByBaHb oKpeMux noTie (cepiit, napTiit) T moxe GyTy 3binbiweHa.

Tabnuun 6. Kpurepil npMAHATHOCTI pesynbraTtie naGopaTopHuX nocnigxeHb nicna
3aBeplleHHA BUNpoGyBaHb (VD ANA BHABNEHHA CepONoOTiYHUX Mmapkepis AnA
NPUAHATTA piluleHHA Wwopao ix 3akynieni:

AHanit LLenAaki (excnpec) TecTH

BapiabernbHicTb OUIHKA pe3ynbTaTis TecTiB
Pi3HUMM HE3anNeXHUMK HTepnpeTaTopamu.

aHTu-HIV-1/2 Ta/abo HIV-1 p24 Ag s5%

HegipHi pesynbTatn: <5%

BapiabenbHiCTe OUIHKW pesynbTatie TecTiB
PI3HUMW HE3aNeXHUMK iHTepnpeTaTopamn:

aHTN-HCV <5%

HesipHi pesynetaTth: 5%

BapiabenbHicTs OUHKW pesynbTatie TecTis
Pi3HUMU HE3aneXHVWMWN iHTepnpeTaTopamu.
HBsAg <5%

HesipHi peaynbtati: <5%

WT, wo BignoBigalOTL [OaHMM BUMOTram 3a pesynbTatamu BepudgikalinHnx
aocnigkesb, 3aiicHeHux B naGopatopii, MoXyTb 6yTu 3aKynneHi Ta nepepaHi
KiHLEeBUM COXXMBAYaM ANSt BUKOPACTaHHA B poboTi.

U nocunanna 9.10. List of in vitro diagnostics eligible to tender for procurement by WHO in 2016 {including
WHO prequalified in vitro diagnostics)

http://www.who.int/diagnostics_laboratory/procurement/ 160129_v18_pged_products_eligible_for_procurem
ent_2016.pdftua=1
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IH
JNOKYMEHTA:

PO3AIN7.

Yrunisauia nabopatopHux sipxogis

7.1. BignosiganeHicTb

KoxeH cniBpobiTHVK, AKWA BUKOHYE TECT.

7.2. TecToBi kKapTpumxi, NPoBipKK 3i 3paskamu CUPOBATOK KPOBI Ta HAKOHEUHUKA MEXAHIMHUX

go3artopis.

Y BiANOBIAHOCTI A0 NpoUEAypPU, 3aTBEPMKEHO( Y na

7.3. BukopucTaHi CepBeTKu, Xanarty i pykaBu4ku.
BignosigHo Ao npoueaypw, 3aTeepmkeHoi B nabopatopil.

GopaTopii '

7.4 YTunizauis koHTeNHepis 3 BiaNpaLbOBaHVMKU MaTepianam.
— 1B, menegoru criepobimuukie naopamopii, Hazea komnani, menegoH

2 Rodamox 10.3. Mpuzomyeakna Je3iHpiKyH020 POIHUHY 6 nabopamopir
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JOKYMEHTA!

PO3Ain 8.
3acTepexeHHnA

8.1. BionoriuHi

s 3paskn eepudikaUiAHol naHeni
3pasku € NOTeHUiHO Hebe3neyHWM iHdeKUinHMM MaTepianoM, MOXyTb MiCTUTH
(micTaTb) BIfl, Bipyc renatuty B va C. [pu poGoTi i3 3paskamn CMpoBaToK KPOBi NOBWHHI
6yT1 BUKOpUCTaHI yHiBEpcanbHi 3anobikHi 3axoam, Wo nepeadayaioTe HACTynHe:
- 060B'A3KOBE BUKOPWCTAHHA pyKaBu4ok, nabopaTopHWX xanatiB, 3axMCHWX Macok abo
eKpaHy i3 3aXMCHUMW OKyNspamMW Mif 4Yac OTPMMaHHs 3paskis KpOBI Ta BWKOHAHHA
pocnigxeHb. Mackw | 3acobu AnA 3axucTy oven cnig HagaraTu nig Yac npoueayp, AKi MOXYTb
CYNpOBOAXKYBATUCh YTBOPEHHAM GpU3CK, Kpanenb, aepo3oniB Kposi a60 iHWWX NOTEHLIAHO

iHheKUinHUX MmaTepianis;

- 0GOB'A3KOBE AOTPUMaHHSA 3axofis Geaneku npy poboTi 3 KpOB'I0;
- 0BEpeXHICTb NPY BUKOHAHHI MaHinynALii, Wob 38eCTv A0 MiHIMYMY YTBOPEHHA Kpanes.,

BpW30K Ta poanueis kposi abo GionoriYHKX piavH.

- Mpw nonaganxHi Ha wkipy abo B oui HeranHo NPOMUTI BENNUKOO KiNbKICTIO BOAN
3a60poHAETLCA NINeTyBaTV 3paskn POTOM:
- Y BUNagky poanwey 3paskis, Micue poanwey cnif OesiHgikyat CBIXONPUrOTOBMEHNUM
PO3UMHOM rinoxnoputy HaTpito 1/10 (3a obcsArom) (noBytoemi BiaGinweay - 5%) abo
BiANOBIAHUM YWHOM po3BedeHUM MiKOGaKTEPULMAHAM  4E3DO3UUHOM. Obknacti nnamy
posnuToro 3paska abcopbUitHMK (MPOMOKanbHUMK) CepBeTkamu i HaNMUTW Ha HUX | B
HaNPAMKY NNAMK Ae3iHikylounidi posdnH, Yepes 30 XBUNUH BUCYLUMTA NNAMY YACTAMM
cepseTkamu. Bci Bigxoam cnig yTunisyeatv BiANOBIGHO A0 IHCTPYKUii LUOAO HaNeXHo!

yTunisauii 6ionoriuHo HeGe3neuHux Biaxoais.

1ié yac nixeidayii asapiiitol cumyauii npoeodumu docnidmerna memooom |PA

ma 3 euxopucmanHam LT 3abopoHaempbcs!

- OpHopasosi naGopaTopHi MaTepiank, NPOGipKkY Ta HAaKOHEYHNKU nignaraoTe gesiHdekuii Ta
yTUnizauii y BusHadeHomy y naboparopii nopaaky '

- Nicns 3aKkiH4yeHHA po6oTH 3i 3paskamMn CNif 3HATU PYKaBUYKU Ta BUMWUTU PYKN 3 MUMOM.

8.2. ®isnyHi: Hemae
8.3. Ximiyni: Hemae

3 lodamox 10.4. Mpouedypa ymunizauil nabopamopHux eidxodis, sameepdxeHa & nabopamopit
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Po3gin 9.
MocunanuA

Mocunanns 9.1 Guideline. «Consolidated guidelines on HIV testing services, 2015» |.World
Health Organization. July 2015 ISBN 978 92 4 150892 6
htto://apps.who.int/iris/bitstream/10665/179870/1/9789241508926_eng.pdf

Mocunamnua 9.2. Hakaz MO3 Ykpainu eid 21.12.2010 Ne1141 «lopadok npogedeHHs
mecmysaHHs Ha Blfl-iHghexuiio ma 3a6e3re4eHH: AKOCMI 00CioxeHb»

MocunarHa 9.3. Haxaz O «YkpHOHL» eid 22.06.2015 p. Ne 61 «[lpo npulHammsa
HOpMamueHux OOKYMeHMmIig YKpaiHu, 2apMOHi308aHUX 3 MIKHEPOOHUMU ma €8poneticbKUmMU
HOpMamusHUMU — QOKyYMeHmMamu, — HaufoHansHUX — cmaHgdapmie YkpaiHu, cKacyeaHHs
HOpMamusHux OKyMeHmie YKkpaiHu ma mixoepxasHux cmaHoapmie YkpaiHu»

Mocunanus 9.4. The Global Fund Quality Assurance Policy for Diagnostic Products,
2014, hitp://www.theglobalfund.org/Documents/psm/PSM_QA Diagnostics_Policy_en/

Mocunauua 9.5. WHO Post-market surveillance of in vitro diagnostics, World Health
Organization 2015, ISBN 978 92 4 150921 3, www. who.int/diagnostics_laboratorv/er/

MocunianHs 9.6. Haxkaz MO3 Ykpainu eid 08.06.2015 Ne 325, 3apeecmpoganull y
Minicmepemei tocmuuii Yxpainu 7 ceprvs 2015 nid Ne 959/27404 «[lpo 3ameepoXeHHs
HepxasHux carimapHo-npomuenideMiyHux npasul ma HopMm wiodo nosodKeHHsT 3
MeduyHUMU 8idxodamu».

Mocunanua 9.7. Hakaz MO3 Ykpainu eid  05.11.2013 Ne955, 3apeecmposaruil y
Miricmepemei tocmuuii Ykpaivu. 20 nucmonada 2013 "Mpo 3ameepdxeHHA HOPMaMUeHo-
npaeosux akmie no 3axucmy ei0 ypaxenHs Bifl-iHpexuielo npu BUKOHAaHHI NPOghecitiHuX
oboe’askier

Mocunanqa 9.8. [CIT Ne9.9.5.-080-02 «flpasuna enawmyeanHsi i 6eanexku poGomu 8
nabopamopisx (8iddinax, eiddineHHAX) MikpobionoeiuHo2o npohinio»

Mocunanna 9.9. IHempykyii 3 aukopucmanHa mecm-Habopie

Mocunatua 9.10. List of in vitro diagnostics eligible to tender for procurement by WHO in
2016 (including WHO prequalified in vitro diagnostics),
http://www.who.int/diagnostics_laboratory/procurement/160129 v18 pged products_eligible for
procurement 2016.pdf?ua=1
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Po3ain 10. oaatku

Lodamox 10.1. IHghopmauin, ompumana npu eepudbikauii 3paskie MeOUYHUX eupobie ona
diazHoCcmuku in vitro

[lodamok 10.2. 3eim npo pesynsmamu mecmyeaHHs npu 30iUCHeHHI sepubikauiliHux
docnidxeHs napmir (nomy) mecm-+Habopie

Lodamox 10.3. IHgpopmauis npo 3pasku cupoeamok Kpoei 0n1s (hopMyeaHHs sepugikauilHux
naveneil OnA ouiHKU xapakmepucmur MeduyHux eupobie, npusHaveHux ONs euseneHHs
ceposnoaiyHux Mapkepie BIJT —inghexuir (npuxnad 3anoeHeHHs)

fodamok 10.4. AKT essmms 3paskie MeOUYHUX eupobie, MpusHayeHux Ona BUSENeHHS
ceponoaivuHux MapKepie BIIT —ingexuii, 0na sepucbikayiliHux JocnioxeHb

[odamok 10.5. IMpuzomysanHsa OesiHpikyowozo po3dyuHy & nabopamopii (eomyemses y
koxHoMy 303 eidroeioHo Ao HaasHux desiHagikytodux 3acobie)

Lodamox 10.6 [lpousdypa ymunizauii natopamopHux eidxodie, 3ameepoxeHa &

nabopamopif

NopaTtok 10.1 - Incpopmanis, oTpumaHa npu Bepudikauii 3paskis MeAUYHUX supobiB
ANA aiarHocTyku in vitro

Hassa naboparopii, age nposoAunocL | [ekasaTi Ha3sy])

BUNpo6OBYBaHHA

NaTa oTpMMaHHA 3pa3kiB TeCTiB gNA aa/Mmm/pppp
Bepudpikauii

Nata npoBegeHHA BUNpoGyBaHb an/mm/pppp

HaliMeHyBaHHA NPoOAYKTY, Wo
BUNPOGOBYETLCAH

[BrkazaTu HasBy]

BupoSHuk/auctputiorop/
HaliMeHYBaHHA iMnNopTepa, agpeca

[BkasaTh Ha3By Ta nNosHy aapecy, e-mail,
TenegoH]

Koa npoaykTy / HOMep 3a KaTanorom

[BKa3aTU KaTANOXHUIA HOMEP]

TepMiH npuaaTHOCTI

AA/MM/pPPP

Homep nota

[BkasaTK]

TecTyBaHHSA NOTY A0 PO3NOZINY
[o6paTu oauH BapiaHT]

TecTyBaHHA NOTy nicna po3noginy [oGpatu
OOMH BapiaHT]
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MIB Ta nignuc ocobu, sAKa
Ge3nocepeaHbO NpoBOAWNA
BMNPOGOBYBaHHA

naGoparopil

Nignuc ocodu, BignoBipankHoi 3a
nposepeHH\ BUNpobyBaHb B

fAkulo pesynbTaTM TeCTy OUiHIoITLCA CyD'ekKTuBHO - nepekoHanTecs, Wo 3pasku
o6upaloTLCs BUNAAKOBUM YiHOM. [INA BigNOBIgHNX 3arvciB BUKOPWUCTOBYITE WabnoH, Wo

NORAETLEA.

Lot pesynurar | PediepeHcHni
TecT - | (eTanoHHWK)

pesyneTa

3a HeoOXigHocCTi
KinbKicTb pAAKIB
MOXe ByTn
noaaHa
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fopatok 10.2 - 3BiT NPo pe3ynbLTaTH TeCTYBaHHA NPU 3AIUCHEHHI BepudikauinHnx
pocniaxeHb napTii (noty) recT-Habopis

1. 3aranbHa iHopmauin

Jlara oOTpUMaHHA 3pa3kKiB TecTiB

AA/MM/PPPP

Narta nposeaeHHA BUNpobGyBaHL

an/mm/pppp

HanmeHyBaHHA NPOAYKTY, WO
BANPOOOBYETLCA

[BrasaTv HasBy]

Bupo6Huk/aucTpub'otop/
HalMMeHYBaHHSA iMnNopTepa, agpeca

[ekasaTu Ha3By Ta NOBHY agpecy, e-mail, TenedgoH)

Koa npogykTty / HOMep 3a

[BKA3ATH KATANOXHUA HOMEP]

TepMiH NnpuAaTHOCTI

aa/mm/pppp

Homep nota

[BKa3aTK]

TecTyBaHHA NOTY Ao po3noainy
[o6paTn ogauH BapiauT]

TecTyBaKHA NoTy nicnA posnoainy [06patk oanH
BapiaHT]

Hasea naboparopii, ne

[ekasaTu Ha3By]

Haaea cawnTy, ge 6ynu Bigi6pani
TecT-Habopu

[BrazaTy Ha3By]

Homep 3Bity

[nogaTu Homep 3BiTY, NpUCBOEHMIA NnaBopatopieo,
4e nposoaunock BUNPobYBaHHS]

[laTa cknagaHHn 3BIiTY

Af/mMm/pppp

BignosiganbHa ocoba

[BrazaTy MIB, KOHTAKTHI AaHi]

2. O6rpyHTYBaHHA

MeTolo TecTyBaHHs napTii (noty) VD € nepesipka (sepwudbikauis) BigNOBIGHOCTI X
eKcnnyaTauiiHuX XapakTepuCTUK 3aABNEHUM BUPOGHUKOM, a@ TakoX BUMOTaM BOO3,
niaTBEpAXeHVM, 30KpeMa, Ha eTani npeksanicikauii (3a HaABHOCTI), LUNAXOM BUABNEHHA

ByAb-AKUX 03HAK NOTIPWEHHA AKOCTI NPOAYKTY.

3. Marepianu i meToaN

JocnimxenHa naprtii (noty) VD 3aiACHIOIOTECA 3 BUKOPUCTAHHAM BepuikauiiHoi naHeni
3pa3kis, WO OxapaKTepu3oBaHi ( Bka3aTu Hassy TecT-Habopis Ta X BUpobHUKa)

S e g pa
Sone

T T B I T S T
PR e L e e B
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Y «Ykpaincekuii | Bepcis

. | Mata: | KinbkicTs

Haszpa: [IpopeneHHA

IH

LIEHTp KOHTPOJIIO 1.0 CTOpiHOK:47 | OLIHKH XapakTEePHCTHK | NOKYMEHTa:
3a couxpopobaMu Cropinka 38 | MeauyHUX BHpPOOiB,
MO3 Ykpainu» 346 NpU3HAYCHHUX AJIA
BHABNEHHA
CEpOJNIOTIUHUX MapKepiB
BIJT -indexuii
OuiHka s . | 4 spaskun BIN-1/2: 2-kpaTHi po3BedeHHA 12x3
"yT"”BBﬁfl:q Igp” BUABNEHHI | (nan)) i1 HeraTWBHUIA 3pa30K Ta [BA OCTaHHIX
Ll USRS C Lt NO3NTUBHUX MICNA PO3BEAEHHRA)
HyTnueicTe 5 Hepo3BeaeHnx 3paskis BIN %: 2 5
cnabkono3uTUBHUX Ta 3 NO3UTUBHNX 3Pa3skn
CreundidHICTs 3 CepOHeraTUBHX 3paskm 3
44

3aranbHa KinbKicTb

Po6oTa 3 IVD 3aificHioBanace BUKMIOYHO Y YiTKiM BIANOBIAHOCTI A0 IHCTPYKLUii BUpOBHMKE 3
BUKOPUCTaHHA BUpoBy. [N OLiHKW pesynbTaTy TECTYBaHHA i3 3aCTOCYBAHHAM LIBUAKUX
TECTIB Ta iHWMX METOAB, A€ 3aCTOCOBYETLCA CYG'eKTUBHA OLiHKA pesynbTaTis, pesynbTar
TECTY OLHIOBABCA 3@ iHT@HCUBHICTIO TECTOBOI CMYTU.

4. PeaynbTaTi Ta ix aHanis

OuiHka peaynbTaTtie 3gincHeHa ABoma
cTaHpapTHii opmi 36opy aaHux. MoTim Ui pesynstatn Gynu nepeHeceHi y uei cgopmar

3BITHOT hopMn.

iHTepnpeTaTopamu,

peayfnibTaTn 3anucaHi  y
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Y «YKpaiHCbKHH
HEHTP KOHTPOIO
3a coLXBOpofaMH
MO3 VkpaiHu»

Bepcis:
1.0

Jlara:

KinpkicTh
CTOPiHOK:56
Cropinka 39
346

Hazga: IlposeneHHA
OLiHKH XapaKTePHCTHK
MeIHYHHX BHpPOOIiB,
[pU3HAYEHUX JIs
BUABJICHHSA

CEpONOTIYHHX MApKepiB

BLII %, BipycHHX
renatuTie B, C,
cudinmicy

IH
JOKYMEHTAa:

Cepist,
PoseegeHHn 1

B eh e

Cepint,
Po3sseaeHHA 1

Cepinl,
Po3sepenHn 1

Cepini,
Po3BepeHHs 2

Cepint,
Po3seneHHn 2

Cepiail,
Po3seepeHHA 2

Cepial,
PoseegeHHa 3

Cepinf,
Po3eegeHHn 3

Cepist,
PosBegeHHA 3

Cepin2,
PoasegenHA 1

Cepinaz2,
PossegeHHs 1

Cepin2,
Po3eepeHHR 1

Cepin2,
Po3ssegeHHA 2

Cepifnz,
Po3asefieHHA 2

Cepin2,
PoaBegerHsn 2

Cepin2,
PossegeHHAa 3

Cepin2,
PossepgeHHa 3

Cepin2,
PossepeHHn 3

Cepin3,
Po3sepeHHs 1

Cepia3,
PossegeHHn 1

Cepia3,
PossefeHHA 1
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Y «Yxpaiucekuii | Bepcia: | Jlata: | Kinbkictb Hazsga: [IpoBeaeHuA IH
neHtp kourpomo | 1.0 CTOPIHOK:56 | OLIHKH XapaKTEPHCTHK | JOKYMCHTA!
3a coLxsopobamMu Cropinka 40 | MeZu4HHX BHPODIB,
MO3 Vkpaiau» 346 ApH3HAYEHHX A7
BUSBJEHHS
CEpOJIOTIYHHX MapKepiB
BIJI Y4, BipycHHX
renaturis B, C,
cudinicy
Cepin3,
Po3sepeHHa 2
Ceping,
Po3sefeHHa 2
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Y «YkpaiHcpKHi
LIEHTP KOHTPOJIO
3a coLXBopoGaMH
MO3 Ykpainu»

Bepcis:

Jlara:

Kinskicts
CTOpIHOK:56
Cropinka 41
346

Hazssa: [IposeneHHs
OLHKH XapaKTepHCTHK
MeAMYHHX BHpOOIB,
Npu3HAYEBHX /1A
BHSBJICHHSA

ceponoriyHux MapKepis

BT %, BipycHHX
renaturtie B, C,
cupinicy

IH
JOKYMEHTA:

Cepin3,
Po3seeneHHn 2

BCE

Cepina3,
PossegeHHAa 3

Cepin3,
PoseepeHHA 3

Cepind,
PossegeHHA 3

Cepind,
PoasegeHHA 1

Cepind,
PoasepeHHs 1

Cepind,
PoseegeHHA 1

Cepind,
PossefneHHs 2

Cepind,
Po3sepeHHs 2

Cepind,
PoapeneHHa 2

Cepind,
Po3seepeHHA 3

Cepind,
PossegeHHA 3

Cepind,
Po3sepeHHs 3

Bl +
(cnabono3snTueH
wi)

BN+
(cnabonosuTueH
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Y «Yxpaincekuit | Bepcis: | Jlata: | Kinbkicts Hazpa: [IpoBeaesHs IH
eHTp koutpomo | 1.0 CTOpiHOK:56 | OLIHKH XapaKTEPHCTHK | JOKYMEHTA:
3a conxpopobamu Cropinka 42 | MeAnYBHX BHPODIB,
MO3 Ykpainu» 346 MpY3HAYEHUX 114
BHABJICHHA
CEpONIOTiYHKEX MapKepiB
BILJI %, BipycHHUX
remartutie B, C,
cudinicy
ni)
BN +
Bin +
B +
BIN -
B -
BIfl -
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Y «Yxpaiucrkuit | Bepeis:
IEeHTp KoHTpono 3a | 1.0

couxpopobamMH
MO3 Ykpainu»

Jara: | KinbkicTs Hasea: [IpoBeacHHs IH
CTOPiHOK:43 | OLIHKH XapaKTepPHCTHK JOKYMEHTa:
Cropinka 43 | MEIUYHHX BHPOOIB,

346 [IpH3HAYSHHX 1A
BHSABJICHHS CEPOJIOTIUHHX
mapkepis BUJI -indexmii

5. KpuTepii NpMAHATHOCTI pesynbTaTis AocnigkeHb

| i TpY pesyneTati ecry

]
Lo

e3YRLTATI

crnisnagatu. PesynbTaT AOCNIAKEHHR HEraTUBHOMO 3paska
OBMHEH BYTVU HEraTUBHVM, Pe3ynbTaTh AOCHIKEHD 3pa3KiB,
(10 MICTATL ceponoriyHi Mapkepy y GinbL BUCOKIN
KOHUEHTpaUil, NOBUHHI By T NO3UTUBHUMM.

2 BIN 1/2 cnabkono3snTUBHUX
Ta 3 BN 1/2 no3suTUBHWX

Vci m'sTb pesynbTaTis TeCTYBaHHA 3pa3kis NOBUHHI ByTA
NO3UTUBHI.

3x BIJ1 cepoHeraTuBHi 3pa3ku

Yci Tpu peaynbTaTv TeCTYBaHHS 3pa3kie NOBUHHI OYTK
HeraTueHi.

L3pasku ans TeCTyBaHHA

WSS EIRE  SeR R p UE A fracks sy o
foryerecrwabopy.

" Homep o

R T T

e

BIN-1/2 cepin possegeHb #1

[Bianoeigae/He signosignae]

BIN-1/2 cepis posseaeHb #2

[Bianosiaac/He Bsinnosinac]

BIf1-1/2 cepina posseneHb #3

[Bianosinae/He signosinae]

BiN-1/2 cepis posseaeHb #4

[Bianosigae/He Bignosiaae]

HeposseaeHnuii BIN
CEPOMNOSUTUBHWIA 3pa3oK

[Bianosipae/He signosiaae]

BIJ1 cepoHeraTMBHWIA 3pasok

Bignosigae/He signosinac]

6. BUCHOBKM

Tecr-Habopu [BkasaTu Hasgy] 3a Homepom JloTy [BKasaTy] i3 TepMiHOM NPUAATHOCTI [BKasaTw]
Y Tabnuui npeactaBneHi pe3ynbTat TecTyBaHHA
aHHAM 3asHaueHoi napTil (JloTy).
Hanpuknag,
Ob-sike gi0xuneHHA eid
6ysaHb 8i0roeidHo20

npoiwnn Bepudikauilo [RA/

pepudikaLiiiHOi NaHeni cUpoBaToK, OTPUMAHI i3 3acTOCys

Bydb-ski 3ayeaxenHs abo

HecmabinsHicme 3paska abo peazenmy, Geghekmu Mmoo, @ Makox 6y
neeHux npoyedyp nosuHHi 6ymu gidobpaxeHi 8 npomoxoni eunpo

nomy.

MM/pppp].

HeouikyeaHi pesynibmamu, 'y Mmomy qucHi,
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IV «Ykpaincekuii | Bepeia: | [lara: Kinexictb
ueHTp KoHTpomo 3a | 1.0 cTopinox:43
couxBopobamu CropiHka 44
MO3 Yxkpainu» 346

Hazpa: [IpoBenenHs
OLIHKH XapaKTEPHCTHK
MeIUYHHX BHPOOIB,
MPH3HAYECHHX JUIA

BUSBJICHHSA CEPONIOrIIHHX

mapkepin BUI -ingexuii

IH
JOKYMEHTA:

Dopaatok 10.3 - Inbopmauis Npo 3pa3ku cUpoBaTokK kpoBi anA opMyBaHHA
epudikauiiHMx naHenen AnA OUIHKN XapaKTepuUcTUK meaniHnx BUpobiB, NPU3HaAYEHNX
AN BUABNEHHA ceponoriyHnx mapkepis Bl —inthexuii

(npuknad 3anosHeHHA)
Hasea, not Ta ctpoku | Hazea, noT Ta CTPOKH
npuaaTHOCTI TecT- | NPUAATHOCTI TeCT-
cUCTEMM, Ha fIKil Byno | cucTemu T™RY
pocnigkeHo 3pasox 3 | Bectepn-Gnor
naGopaTtopHoro GaHKy | (Hanpuknag, - INNO- ®inanLHa
Howmep 3paska 3 (Hanpuxnad - | LIA HIV ¥% SCORE, lot knacudikauis
50DATOPHOTO Genscreen Ultra HIV Ag- | 229290, 10.2013u) Ta apaska
Ne 3fn | 12°0P p Ab lot 2J0077 exp | oTpuMaHi pe3ynbTaTu
Ganky# 02.2014), Ta oTpumaHi
BaHi  Wwoao OonTUYHO
rycTuHu 3paska ta Cut-
off, ingekc S/CO
Sample oD INNO-LIA HIV Y2 MNos/Her
oD Cut- | S/ICO SCORE
off
330151 1021 | 0,443 | 4,3 |[sgp120 1+,gp41, p31, n
1 p24, p17
2 | 243567 3,627 | 0,288 | 12,6 | sgp120,gp41, p31 I
3| 276852 3,256 | 0,295 | 11,05 | gp 41, p31, p24 Nn
220520 3459 | 0,295 | 11,7 | sgp 120, gp41, p24, n
4 p17
281900 3,297 | 0,297 | 11,1 | sgp 120, gp41, p24, n
5 p17
231450 349 0,294 | 11,9 |sgp 120, gp41, p31, M
6 p24
212232 3,418 | 0,307 | 11,1 | sgp 120,gp41, p31, n
7 p24, p17
112233 3113 | 0,248 | 12,55 | sgp 120, gp41, p31, n
8 p24, p17
123456 3,027 | 0,247 | 12,26 | sgp 120, gp4t, p31 1+, M
9 p24, p17
234567 3,45 0,247 | 13,97 | sgp 120, gp41, p31, n
10 p24, p17
11 | 345678 0,047 | 0,286 | 0,16 |n/a H
12 | 456123 0,057 | 0,286 | 02 |n/a H
13 | 567123 0,06 0,277 | 0,22 |n/a H
14 | 678123 0,044 | 0,277 | 0,16 |nfa H
15 | 321456 0,128 | 0,277 | 0,46 | n/a H
16 | 321654 0,081 | 0,277 | 0,29 |n/a H
17 | 321345 0,067 | 0,319 | 0,21 | n/a H
18 | 987345 0,049 | 0,319 | 0,15 | n/a H
19 | 789654 0,093 | 0,207 | 0,31 |n/a H
20 | 789655 0,072 | 0,297 | 0,24 |n/a H

44



Y «Yxpaincekuii | Bepcin: | Jlara: | Kinekicts Hazpa: I[IpoBenenus [H

ueHTp KoHTpomo 3a | 1.0 cropikok:43 | OLiHKH XapaKTepUCTHK JOKYMEHTA:
couxBopobamu Cropinka 45 | MeaH4HHX BHpOGiB,
MO3 Ykpaisu» 346 NpH3HAYSHUX AN

BHSIBJICHHSA CEPOJIOTTYHHX
mapkepis BLI -indekuii

Dopatoxk 10.4 - AKT B3ATTA 3paskiB MEAUYHNX BUpo6iB, NnpuaHaveHnx ANA BUABNEHHSA
ceponoriuHux Mapkepis BI1 —indpexuii, ann sepudikalifiHux aocnimKeHs

N
|l__ll 20_ p.
(MB® «AnbsHC rPOMaACHKOro 3A0POB'A»)

(MpiseuLe, iniuiann ocoby, aka eigibpana 3pasku; nocaga)
Y NPUCYTHOCTI
(Mpiseunwe, iM'A, no H6aTbkosi 0cobK, Aka Mae NOBHOBAXEHHA WWOAD TOBapY)

3a yJacrTi
(MpiseuLe, iHiLiany, micue poboTu, nocaga axisus AnA y4acTi y B3ATTi 3pa3kie)

HalimeHyBaHHA NpoAykKTY
Homep nota
Bupo6Huk/guctpub'ioTop/HanMeHyBaHHA
imnopTepa,agpeca

Eo._q npoAayKTY / HOMEpP 3a
KaTanorom
TepMiH npuaaTHOCTI

HanexaTb:
NigrpuemMcTBy (OpraHisauii)

45

(Bka3aTu NOBHE HaMeHyBaHHA NiANPUEMCTBA abo opraHisauji, O BONOAIE NOBHOBAXSHHAMN
040 TOBAPpIB, MOTo PUAUYHA agpeca)

3Haxogunucs
(Ha cknagi, B nabopatopii Towo)

i npeg'AsnexHux "__" 20__ p. A0 NpoBefAgHHA BUNpobyBaHe 3 OL{IHKM XapaKTepucTnk

3 METOIO NOCTMAPKETUHFOBOTO KOHTPOMIO, NPO WO CKNAAEHO Liet aKT.
B3ATTS 3pas3Kis NPOBOAMMOCA B YMOBAX

(MoxMypoto, COHAYHOT NOrogw TOWO)
i
(MpUpoaHOMY, LUITYYHOMY OCBITNIEHHI)

(TemnepaTypHi ymoBu 36epiraHHs, BOnoricte, %)

3a afpecoko:

3a UMM aKTOM B SIKOCTI 3paskis B3ATI:



IV «Ykpaiucexuil | Bepcis: | Jara: | Kinbkictb Hassa: IlpoBencHus IH
LeHTp KoHTpomo 3a | 1.0 CTOpiHOK:43 | OLlIHKH XapaKTepHCTHK JOKYMEHTA!
coLxBopobaMH Cropinka 46 | MeqH4HHX BHPOOIB,
MO3 Ykpainu» 346 IPU3HAYEHHX IS
BHABJIEHHSA CEPONOTIUHUX
mapkepis BUI -indekiii
Ne 3/n| HalimeHyBaHHa | BupobHuk | Homep Kon TepMiH Kinbkictb
npoaykTy * nora npogykTy / | npuaaTHOC
Homep 3a |Ti
KaTanorom

* Onuc Tosapy, 30BHILLHIA BUrNSA, YNAaKoBKa
(Bna ynakoBkw, sika oBKrieeHa AprMKkom 3a

YNaKoBKW)

3anBw, 3ayBaxeHHs NPUCYTHIX (Wo GepyTb yyacTb) ocid

(BkasaTw amicT, npiseuLLe, iHiLianu ocobu, sika 3pobuna 3ansy qu

3ayBaXeHHSA, AKLLO € AOAATOK - 3a3HAYNTH)

AKT NpounTaHKiA. 3anucaHo NpasunbHO.
MpucyTHi (Wwo GepyTs y4acTs) ocobu

(Nignucwn)

Konito uporo akty oaepxas (a) "__

20__

(Mignwc)

(Nianwc)
AKT cknas

(Mianwc)

GeaneyeHHA CXOPOHHOCTI




