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1) HaumenoBanue 1 (MJ1M) TOProBoe HAUMEHOBAHUE W31

HaGop peareHTOB  [JIi  Ka4eCTBEHHOTO  BBIABICHUS U
muddepeHnmany HyKJICHHOBBIX KUCJIOT BUIOB poaa Plasmodium: P.
falciparum, P. vivax, P. malariae u P. ovale merogom I1[P-PB/OT-
[TLIP-PB «Plasmodium-species-TecT»

CoxkpaiieHHOe HaMMEHOBaHKe — Habop peareHToB «Plasmodium-
species-TecT».

2) CBeeHusi 0 MPpOU3BOAUTEE U3/IEJTUSA

OO01ecTBO ¢ OrpaHNYEHHONM OTBETCTBEHHOCTRIO «Tectl eny»
(000 «Tectl'en»),

432072 r. YabsHOBCK, MmxenepHsiit 44-it ip-a, 1. 9, og. 13
Ten.: +7 (499) 705-03-75

www.testgen.ru

3) Ha3nayeHnue u3aeaust

Ha3nauenme: ©HaGop peareHTOB «Plasmodium-species-TecT»
MpeHa3HaueH Il Ka4eCTBEHHOTO BBISIBICHUS W JAH(PPEpeHIINAIIN
HYKJIEMHOBBIX KHCIOT BuAOB ponaa Plasmodium: P. falciparum, P.
vivax, P. malariae u P. ovale (Bkmouas P. ovale curtisi n P. ovale
wallikeri) MeTOIOM MYJIBTUIUIEKCHONH MOTUMEPA3HON IEMHONW pPEeaKiuu
C  rulOpuAM3aIMOHHO-(PIIYOPECIIEHTHOW  JCTeKIMeH B  PEXKUME
peanbHoro Bpemenu (IILP-PB) wmu OT-IIP-PB - To0 ecth
COBMEIIEHHOM C 3TAallOM OJHOCTAJUHHON 00paTHOW TPaHCKPUIILMHU — B
KIMHUYECKUX MPo0ax C IeNbl0 AUarHOCTUKHU MAallIpUU y TMAIMEeHTOB C
KIIMHUYECKOW CUMIITOMATUKOM 3a00JIeBaHMS.

@OYyHKUMOHAJIbHOE HA3HAYEHHEe — TIOJYYCHHBIE pPE3yNbTaThl
MOTYT WCIIOJB30BaThCS IS TOJMJCPKKH JTHATHOCTHKU —MAJISIPHH,
BBI3BaHHON Bumamu pona Plasmodium: P. falciparum, P. vivax, P.
malariae n P. ovale (Bxkmouast P. ovale curtisi n P. ovale wallikeri).

Onucanue TOro, 4ro ompeaeasiercs " (WIM) H3MepsieTCs
(anaaut) — Bblcokocneuuduunsie yyactku JIHK/PHK — ¢parment
reHa, kogupytouiero 18S pPHK, nnu 18S pPHK.

Cnenuduyeckoe paccTpoMCTBO, COCTOSIHME WM (akTop
puCKa 1Js o0HApY:KeHHs, onpeaejieHus Win auddepeHuupoBaHus
KOTOPOro TpeAHA3HAYEHO MeIMIHHCKOoe u3/Iejne — Habop
peareHToB «Plasmodium-species-tecT» IIpeHa3HAYEH Ui
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KaueCTBEHHOTO BbISBICHUS U nudepeHuaniy HyKJIeMHOBBIX KUCIOT
BUJOB pona Plasmodium: P. falciparum, P. vivax, P. malariae u P.
ovale (Bkmowast P. ovale curtisi u P. ovale wallikeri) metonom
MYJIbTUIUIEKCHOMN IIOJINMEPA3HOU LIETTHOU peakuuu c
ruOpUAN3aIIMOHHO-(DIIyOPECIIEHTHON JIeTEeKIUEH B peXUME PealbHOTO
Bpemenu (IILP-PB) wmnaun OT-IILP-PB — T10 ecthb coBMenéHHON C
3TariOM OJHOCTAIUIHONW OOpaTHON TPAHCKPUIILUKA — B KIMHHYECKHX
npo0ax ¢ 1eIbl0 AUArHOCTHKH MAJSPUU y MAlUEHTOB C KIMHUYECKOH
CUMITOMAaTUKOM 3a00JIeBaHUSl.

IIpexna3znavyenue u3aesus st Ka4eCTBEHHBIX,
NOJYKOJIUYECTBEHHBIX WM KOJHYECTBEHHbIX OMNpeaeJieHuil —
Habop peareHTOB «Plasmodium-species-TecT» TpeaHa3HAYCH IS
KaueCTBEHHOTO BBISIBICHUS HYKJIIEMHOBBIX KUCIOT.

Tun ananu3upyemoro oépasma — B 3aBHCHMOCTH OT (POPMBI
KOMIUICKTAIINH:

¢dopma komrmuiekranuu 1: JIHK, BoimeneHHas w3 menbHOW KPOBH
YeNoBeKa;

dopma xomrmurekranuu 2: PHK, BeiieneHHas u3 meiabHOW KPOBH
YeloBeKa.

IMoka3zanusi k nMpuMeHeHUI0: Habop peareHTOB «Plasmodium-
species-TecT» pEeKOMEHAyeTcs K NPUMEHEHHI0 Yy TAalMeHTOB C
KIIMHAYECKOW  CHUMIITOMATUKOM  Majsipud, TIOJO03PUTEIBHOTO Ha
MHQEKIUIO, BBI3BAHHYIO IMpeJCTaBUTEIsIMU poaa Plasmodium: P.
falciparum, P. vivax, P. malariae u P. ovale (Bkitouast P. ovale curtisi u
P. ovale wallikeri).

IIpoTuBonoKka3anus K NPUMEHEHUI0: OTCYTCTBYIOT.

4) Hao6op peareHToB «Plasmodium-species-tect»
npeaHa3HAYeH [JIsl KIMHUYeCKOoi JIa0opaTOPHOi TUATHOCTHKH.

5) IloTeHUAIBHBIN OTPEOUTEb U3ACJIUS
HaGop mpemgnasznauen it mpodecCHOHATBLHOTO TPUMEHEHHUS B

MEIUIIMHCKUX VUPEKIECHUIX u KITMHUKO-THarHOCTUYECKUX
nabopatopusix.  [IpodeccrmoHanbHBIi  ypOBEHb  MOTEHIIMATBHBIX
notpeduTeneii — Bpad KIMHUYECKOW J1a0OpaTOPHOW AUArHOCTUKH,

MEIAUIMHCKUH J1a00paTOPHBIN TEXHUK.



6) IlpuHuun Tecra

Meton

Jiisa Gopmbl KOMIUIEKTalMU 1: MyJIbTUIUIEKCHAs] MOJUMEpa3Hast
LEeMHasg peakiysi ¢ THOpUIN3AIMOHHO-(IyOPECIEHTHON JeTeKuuel B
pexume peaibHoro Bpemenu (I1L[P-PB).

Hius  opmbl  KOMIUICKTallMK 2: OJHOCTaJMiiHAs oOpaTHas
TPAHCKPUIILIUS — MYJbTHIUIEKCHAs MOJMMepas3Has IelHas peakius C
rHOPUIN3AIMOHHO-(IIyOPECHEHTHON NETeKIHUEl B PeKUME PEaTbHOTO
Bpemenu (OT-ITL[P-PB).

IIpunuun onpenesieHust

s hopMbl KOMIUIEKTalUU 1: BBISBICHUE HYKJIEHHOBBIX KHCIIOT
npeacraButenet poga Plasmodium OCHOBaHO Ha TNPOBEICHUU
MOJIMMEPa3HOM LIEMTHOM Peakuu B pealbHOM BPEMEHH.

Jnist GOpMBI KOMIUIEKTAllUHU 2: BBISABICHHE HYKJICHHOBBIX KHUCIIOT
npencraButened poma Plasmodium OCHOBaHO Ha UCIHOJIB30BaHUU
MeTOoJa OJHOCTAIUWHON peakuu OOpaTHOW TPAHCKPHUIIUU C
MOCIEAYIONUM TPOBEJICHUEM IOJIMMEpPa3HON IENHOW peakuuu B
peasbHOM BPEMEHH B OJTHOM MpOOHpKeE.

B cocras [TLP-0ydepa 5x (mst hopMbl KoMIIIeKTaluu 1) BXOIAT
BCE OCHOBHBIE peareHThl, BKmoyas TepmoctadbmibHyto JHK-
MOJIUMEpa3y C «rOpsSYUM CTapTOM», IE€30KCHHYKJIEOTUATpUdOChaTH,
ypauun-JAHK-rnuko3unasy u ontumusupoBaHHbiii Oydep. Hamnuume
depmenta  ypamwi-JIHK-rnmuko3uaassl  OpensTcTBYeT — MOJTyYEHHIO
JIO’)KHOTIOJIOKUTENBHBIX PE3yJbTaTOB MPH KOHTAMHHALIUK MPOJYKTaMU
aMITMGUKAIMK, TpU 3TOM (EPMEHT MOJHOCThIO HHAKTUBUPYETCS B
npouecce mneporo mukia aeHarypauuu [IHK u He mnpenstcTByer
aMITU(UKAIIMY TPOAYKTOB TEKYIEH peaKiHH.

B cocras OT-IILIP-Oydepa 5x (mist ¢GopMbl KOMILJIEKTAUU 2)
BXOJSIT BCE OCHOBHBIE pEAreHThl, BKJIIOYas PEBEPTA3y C «TEIUIBIM
craptom», TepmoctabunpHyto JIHK-momumepazy ¢ «ropsamm
CTapTOM», JI€30KCHHYKICOTUATpU(OChATE M  ONTUMHU3UPOBAHHBIHI
oydep.

B  cocraBe cMecH = OJMIOHYKJIEOTHAOB  IPHUCYTCTBYIOT
(bIyopecleHTHO-MEUEHbIE  OJUTOHYKJICOTHAHBIE 30HIbI, KOTOpbIE
TUOPUIN3YIOTCS C KOMIUIEMEHTApHBIM YYacTKOM aMIUTM(UIUpyeMoit
JIHK-mumenn u paspymarorcs 7ag-noaumepasoil, B pe3ysbTare 4ero
pa3o0IIaloTCss KpacuTeNlnb M TYIIUTENb, M TPOUCXOAMT HapacTaHHe

4



WHTCHCUBHOCTH (PIIyOPECHEHIIMUA. DTO TIO3BOJIIET PErHCTPUPOBATH
HAaKOIUICHHE CHENU(PUIECKOr0 TPOAYKTa aMIUTH(PHUKAIUU IIyTEM
W3MEPEHUsT WHTCHCHUBHOCTH (DIIyOPECIICHTHOTO CHUTHAajla B PEXUME
«pearbHOr0 BPEMEHUY.

HaGop comepxuT peareHThl JJisi KaueCTBEHHOTO OIPEICIICHUS U
mudQepeHranuy HyKJIEHHOBBIX KHCIOT BHIOB poaa Plasmodium: P.
falciparum, P. vivax, P. malariae u P. ovale (Bkitouast P. ovale curtisi n
P. ovale wallikeri, 06e3 puddepeHIManMM) U BHYTPEHHETO
KOHTpOJIbHOTO 00pa3na (nanee BKO) (tabnuma 1).

Tabnuna 1 — AHanu3upyemble MUIICHH

Kanan, cootBeTcTBytommii guryopodopy
FAM / Green HEX/ ROX/ Cy5/ Cy5.5/
Yellow Orange Red Crimson
18S 18S 18S 18S
Plasmodium BKO Plasmodium Plasmodium Plasmodium
falciparum vivax malariae ovale

BuyTtpennuii koHTposbHBIA 00pasen (BKO) no3Bossier BbISBUTH
HJIMYME UHIUOMTOPOB B AaHAIU3UPyeMOH mpole, NpPUCYTCTBHE
KOTOpPBIX MOXET IPUBECTU K JOXKHOOTPULATEIIbHBIM pe3yJbTaTaM
W/WIN OLEeHUTDH 3P (HEKTUBHOCTD BBIAETICHUS HYKIEMHOBBIX KUCIIOT.

OO6miee BpeMsi MPOBEICHUSI aHAJIM3a COCTABIACT 55—75 MUHYT ISt
¢dopmbl komrekTanuu 1 1 80—-100 MuHYT 17151 GOPMBI KOMIUIEKTAILIUH 2
B 3aBUCHUMOCTH OT HCIOJB3yeMon Mojenu amruidukaropa (6e3 yuéra
pOOONOJATrOTOBKH).

7) Onucanue peareHTOB, KAJIUOPAaTOPOB M KOHTPOJBHBIX
MaTepHuaJioB

BapuaHTbI HCIIOJITHEHUSA

HabGop peareHTOB BhIITyCcKaeTcs B 2-X BapHaHTaX KOMILICKTAIUH:

1) ®opma komiuiekTanum 1

CocraB: komruiekt pearentoB mis OT-IIHP «Plasmodium-
species-tect-JIHK».

2) ®dopMa KOMILIEKTAUH 2

3) CocraB: xommuiekt pearentoB it OT-IILP «Plasmodium-
species-tecT-PHK».



KonunyecTBo aHau30B

HaGops! pearentoB «Plasmodium-species-Tect» Kaxaoil (Gopmbl
KOMIUTeKTanuu (Tabmuibl 2-3) paccuuTanbl Ha 96 peakuuid, 4TO
COOTBETCTBYET  ompeneineHutro 94  wuccieqyeMbix  00OpasloB,
OTPULIATENIBHBIX M IOJIOKUTEIbHBIX KOHTPOJIBHBIX 00pa3LoB IpH
eIMHUYHOM 3amycke amIuiipukaropa Ha 96 IyHOK Uiy 32 eMHUYHBIM
IIOCTAHOBKAM  HCCIIEAyeMbIX O0Opa3loB C OTPULATEIBHBIMU U
MOJIOKUTETBHBIMU KOHTPOJIBHBIMU 00pa3liaMy B KaX/10i MOCTaHOBKE.

Cocras HaOopa
Tabmuma 2 — CocraB Habopa peareHTOB «Plasmodium-species-
tect-JIHK», dopma xommuiekranuu 1

No KouunuectBo,
Ha3panue pearenra Onucanne .
101 00BEM
Komnuexkr pearentoB aisi OT-IIIP «Plasmodium-species-rect-IHK>
IIpo3paunas 1 npoGupka,
L. TILP-6ydep Sx OecILBETHAS KUJKOCTh 480 MK
IIpo3paunas >xUIKOCTH 1 mpoGupxa,
2. CMech ONUTOHYKIICOTHIOB C BO3MOJKHBIM
480 MK
CHPEHEBBIM OTTEHKOM
3 | o [Ipo3paunas 1 mpobwupxka,
OeciBETHAA JKUIKOCTh 480 MKJI
4 | oxo [Ipo3paunas 2 IpoOHpKH IO
OeciBETHAA JKUIKOCTh 1600 MK
5 | BKO [Ipo3paunas 1 mpobwupka,
OeciBETHAA JKUIKOCTh 940 MKn




Tabmuma 3 — CocraB Habopa peareHTOB «Plasmodium-species-
tecT-PHK», popma xommnexranuu 2

Ne Koanuectno,
Ha3Banue pearenra Onucanne w
nn 00béM
Kommnuekt pearentoB aisi OT-IIIP «Plasmodium-species-tecr-PHK»
[Ipo3paunas 1 mpobupka,
1. | OT-ILP-6ygep 5x GeclBETHAS KUIKOCTD 480 MK
IIpo3payunast >KUIKOCTD 1 npoBupKa,
2. | Cmech ONUTOHYKICOTH/IOB C BO3MOYKHBIM
480 MK
CHPEHEBBIM OTTCHKOM
3 | ko [Ipo3paunas 1 mpobwupxka,
OeciBETHAA JKUIKOCTH 480 MK
4 | oxo [Ipo3paunas 2 poOupKH 1O
OeciBETHAA JKUIKOCTh 1600 MK
5 | BKO [Ipo3paunas 1 mpobwupxka,
OeciBETHAA JKUIKOCTh 940 MKn

[Iprumeganne:  DKcIDTyaTallMOHHAS  JOKyMEHTamus  (MHCTPYKIUS — TIO
MPUMEHCHAI0O W TACHOPT KadecTBa) HE BXOAWUT B COCTaB W3ICNHUSA, HO BXOIAT B
KOMIUIEKT TOCTaBku wuzneius. Habop peareHToB uisi oOecreyeHUs] COOIIOACHUN
YCIOBUI TPAaHCIIOPTUPOBAHUA, IIOMENAETCs B TEPMOKOHTEHUHEP
HeHOHOJ’[HypeTaHOBbeI MHOTOPAa30BOT'0 UCIIOJb30BaHUA [JIsI BPDEMCHHOT'O XpaHCHUA U
TPAaHCIIOPTUPOBAaHUA C TMOATOTOBJICHHBIMU XJIAJO3JIEMCHTaMU. TepMOKOHTeﬁHCp
BKJIabIBACTCA B KOpO6Ky U3 KapToHa, TyJda K€ IMOMCHIACTCA UHCTPYKOUA IO
MPUMEHECHHUIO U MTACMOPT Ka4eCcTBa Ha KAXIYIO MIOCTABISIEMYIO TAPTHIO H3IEIIHS.

IP-0ydep 5x roTtoB K HCHOJb30BAaHUIO M COJEPKHUT BCE
OCHOBHBIE peareHThl, BKIoUas Tepmoctadbunbayto JJHK-nmonmumepasy c
«TOpSYUM CTapTOMY», JAe30KCHHYKIeoTuarpudocdatsl, yparmi-JIHK-
VIMKO3WJa3y W ONTUMH3UpOBaHHBIM Oydep. Hamuuue depmenta
ypaumi-JAHK-rnuko3unaza IPENATCTBYET MIOJTyYEHUIO
JIO’)KHOTIOJIOKUTENBHBIX PE3yJbTaTOB MPH KOHTAMHHALIUK MPOJYKTaMU
amruiiuKanuu, npu 3ToM (EPMEHT MOJHOCThI0 WHAKTUBUPYETCS B
mpouecce mnepporo mukina geHarypanuu JIHK w He mpenstcTByer
aMIUTA(pUKAIIH TPOTYKTOB TEKYIIEH PEaKIuu.

OT-IIIIP-0ydep 5x roTroB K WUCHOJIB30BAHUIO U COAEPKHUT
peBepTasy ¢ «TEMIBIM cTapToM», TepMocTadbuibHyto JJHK-nomumepasy
C  «rOpsSYMM  CTapTOM»,  JE€30KCUHYKJIeoTHATpUdocaTthl U
ONITUMH3UPOBAHHBIN Oydep.



CMech OJIMTOHYKJIEOTHAOB TOTOBA K HCIOJB30BAaHUIO H
COZCPKUT TpaliMepbl W 30HIBI, MpPEJHA3HAYCHHbIC [UIS BbISBICHUS
crenu(pUIeCKIX MUIICHEH:

1. paitimepsr u  30HABI K (parmenty 18S  Plasmodium
falciparum. Jlerexuus ocymectBisercs o kanairy FAM/Green.

2. Ilpaiimepsl 1 30HABI K (parmenty 18S Plasmodium vivax.
Jlerexuumst ocymectBisieTcs o kaHary ROX/Orange.

3. Ilpaiimeps! u 308461 K Gparmenty 18S Plasmodium malariae.
Herexums ocymectrisieTcs o kanany CyS/Red.

4. Ilpaiimepsl 1 30HABI K ¢parmenty 18S Plasmodium ovale.
Jletexumst ocymectBisieTcs o kanairy Cy5.5/Crimson.

5. Ilpaiimepsl ¥ 30HI K BHYTPEHHEMY KOHTPOJBHOMY OOpasIy.
Herexnus ocymectsisercs no kanary HEX/Yellow.

Monoxurenbublii kKOHTpoabHBIH o0pa3en (IIKO) rotoB
UCIOJIb30BAHUI0O U COJAEPKUT BBISABIsIEeMble HA0OpOM pEareHTOB
cneuupudeckue ¢pparmentsl 18S Plasmodium falciparum, P. vivax, P.
malariae n P. ovale, a Takxke BKO. IIKO naxogurcst B TE-6ydepe (10
MM Tpuc, 1 MM D/ITA) ¢ nob6asnenuem 0,05% azuaa Harpus.

OTpunarenbHblii KOHTPOJAbHBIA o0pasen (OKQO) roroB k
WCTIOJNB30BAHUIO W TPEJCTABISIET COOOW JIEMOHW30BAHHYIO BOAY,
cBoboanyto ot /IHKa3 u PHKas.

BuyrpenHuii koHTpoabHbIH oOpaszen (BKO) rotoB Kk
UCMOJb30BaHUIO U TpencTaBisieT coboi mpenapar JHK mis dopmsl
koMmIuiekTanuu 1 u apmupoBannyto PHK mist popmbl kommuiekranuu 2.

B cocrtaBe Habopa OTCYTCTBYIOT JIEKAPCTBEHHBIE CpelCTBa IS
MEAUIIMHCKOTO MPUMEHEHHMSI, BEILIECTBA YEJI0OBEUECKOTO WIIN KUBOTHOTO
MIPOUCXOKICHUS.

Buumanmue! s mOCTaHOBKM peakiMii CleIyeT HCIOIb30BaTh
peareHThbl TOJIBKO U3 UICHTUYHON (POPMBI KOMIUIEKTALIUH.



8) IlepeueHr MaTepHasioB W CHENUAJbHBIX MATEPHAJIOB,
KOTOpbIe TPeOyIoTCsl A/l MPOBeAeHUs TeCTHPOBAaHNS (aHAJIN3a), HO
He coJepsKaTcs B KOMILIeKTe MOCTABKYU H3/1eJIusl

PaGora ¢ Habopom peareHToB «Plasmodium-species-TecT
OCYIIECTBJISIETCS B paboueli 30He 3 (7151 MPUTOTOBJICHUs peakuuii) (MY
1.3.2569-09).

O6GopynoBanue msi TpoBeneHus MyJsbTuruiekcHor [ILP-PB
w/wmu OT-TILP-PB:

1. Bokc Omosnornueckoin 0e3zomacHoctu 11 m 11l xiacca 3amurel
(manpumep,  «bMBb-IlI-«Jlamunap-C»-1,2», 3A0  «JlamunapHbie
cuctembl», Poccus);

2. Boprekc (manpumep, «TOTA-2», OO0 «buokom», Poccusi);

3. HaGop »9JeKTpOHHBIX WJIM aBTOMAaTHYECKUX J03aTOPOB
nepeMeHHoro oobéma (Hanpumep, Eppendorf, I'epmanus);

4. XonoawibHuk OoT +2 °C 10 +8 °C ¢ MOpO3UILHON KaMepou He
BhIIC -16 °C;

5. Ammmduxatop! ¢ (iyopecleHTHOH peTekuueld B pexuMe
pETbHOTO BPEMEHH 110 KaHajaM, COOTBETCTBYIOHIUM ¢uryopodopam
FAM/Green, HEX/Yellow, ROX/Orange, Cy5/Red, Cy5.5/Crimson —
Hanpumep, CFX96 (BioRad, CHIA), «/ITupaitm» (OO0 «HITO JHK-
Texnomorus», Poccus), Rotor-Gene Q (Qiagen, I'epmanus),
QuantStudio 5 (Thermo Fisher Scientific, CI1IA).

MarepuaJnbl M peareHThbl, He BXOJsIIINE B COCTAB U3/eJHA:

BHUMAHMUE! Ilpu pabGore ¢ HYKJICHHOBBIMH KHCIOTaMHU
HEOOXOJUMO  UCHOJb30BaTh TOJIBKO  OJHOPA30Bbl€  CTEPHIIbHbBIE
IUIACTUKOBBIE  PACXOJHBIE MaTEpHalbl, HMEIOIUE CHEIUAIBHYIO
MapkupoBky «DNase-free» u «RNase-freey.

1. OnHOpa3oBble HAKOHEYHMKH C a’pO30JbHBIM OapbepoM [0
1000 mk, 200 Mk, 20 mxit u 10 Mk (Hanmpumep, Axygen, CIIIA);

2. OnHOpa3oBbIe CTEPUIIbHBIE MPOOHPKU TUMA «IMNeHIoph» Ha
1,5 mim 2,0 Mg

! AMIIMQUKATOPBI  JOJDKHBI  OOCIYXMBAaThCH,  KalMOpoBaThCA |

UCIIONIB30BAaThCSl B COOTBETCTBUM  C  PEKOMEHIAUMSMHU  IPOM3BOJMTEIS.
Hcnons3oBaHue JaHHOrO Habopa B HEOTKaJMOPOBAaHHOM NPHOOpPE MOXKET OKasaTh
BIIMSIHHE Ha pabouue XapaKTepUCTUKN Habopa pearcHToB.
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3. ToHKOCTEHHBIE OIHOPA30BBIE MPOOUPKH C  ONTHYECKH
MPO3pavyHON KPBIIKOM (B cllydae JAETEKIMU Yepe3 KPBIIIKY) WU
ONTUYECKHU MPO3PAYHBIMU CTEHKaMH (B cIyyae JETeKIUU Yepe3 CTCHKY
npobupku) ans [MLP: npobupku must TP o6sémom 0,1 mmm 0,2 i,
umu npooupku st [P o6sémom 0,1 wnmm 0,2 mir B cTpumax, Win
wiadmweTs!l uig [P ¢ onTuuecku npo3payHol IJIEHKOW (Hampumep,
Axygen, CIIIA), coBMecTUMBIE C UCIIOJIB3YEMbIM aMILTA(PUKATOPOM;

4. XanaT 1 0JTHOpa30BbIC MEepUaTKH 03 TalbKa;

5. EMKOCTB ¢ 1e3MH(QUIMPYIOIHM PacTBOPOM;

6. lratuBel «pabouee MecTto» aisi mpodbupok oovémMom 0,1 wmm
0,2 M3 WM I CTPUIIOBAHHBIX MPoOHpok o0bEMoM 0,1 wmm 0,2 mu
(manpumep, OO0 «MurepJladCepsucy», Poccus);

7. llTaTuBBI 111 TPOOHPOK 00BEMOM 1,5 MIT 1 HAKOHEYHUKOB,

8. MarHuTHbIN WTATUB A TPOOUPOK THMA «dnneHaopd» Ha 1,5—
2,0 M,

9. HaGop mis BbloeleHHS HYKIEHHOBBIX KHUCIOT (Hampumep,
HaGop pearentoB pns BeygeneHuss JIHK/PHK w3  knmmHMYecKoro
marepuana «HK-Okcrpa» mno TVY 21.20.23-013-97638376-2019
npousBoacTtBa OO0 «Tectl'en» (perucrpanmonHoe yaocroBepenue Ne
P3H 2021/15428 ot 24.09.2021 r.)

9) Undgopmanus 1y HACHTHPUKANNH METUIIUHCKUX W31eJIUH
¢ UeJbI0 mNoJy4YeHusi Oe3omacHoOi KoMOMHAuUM W (MJIM)
uHpopMmanusi 00 H3BECTHBIX OIPAHUYEHHMAX 10 COBMECTHOMY
HCMOJb30BAHNIO METUIIMHCKUX U3eTuil

9.1 Jns >KCTpakUMHU HYKIEUHOBBIX KHUCJIOT PEKOMEHIYEeTCs
WCIIOIb30BAaHUE KOMIUIEKTOB PEAareHTOB, TMpeAHAa3HAYEHHBIX IS
BBIIETICHUS M3 IENbHOH KpPOBM U 00ECNeUMBAIOIIUX CIEAYIolee
KaueCTBO BBIJICIICHHBIX HYKJIEMHOBBIX KHCIIOT:

— uucrota Beimenenus [IHK/PHK, BwipaxeHHas B OTHOIIEHUH
ONTHYECKUX TUIOTHOCTEH (A260/280) — HE MEeHEe 1,6;

— st dextuBHocTh Boienenus JHK/PHK — ne menee 20%.

9.2 Tlpu pabore ¢ JHK um PHK HeoO6xommMo HCMONB30BATh
TONBKO  OJIHOPA30BbIE  CTEPWIbHBIE  IUJIACTHKOBHIE  PACXOJHBIC
MaTepuaibl, UMEIOIINE CclenuaibHyo MapkupoBky «DNase-freen u
«RNase-free.
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10) cBegeHuss 0 CHeHUAJBbHBIX YCJIOBHAX XPaHEHMS
(HanmpuMmep, TeMInepaTypa U BJIAaKHOCTb BO3/1yXa, OCBellleHUue u Ap.)
U (MJm) oOpanieHus NnoJb30BaTesiel ¢ u3aejmemM

YcioBus XpaHeHus

Kommiekr pearentoB  «Plasmodium-species-tect»  (dhopmbl
KOMIUIEKTalMK 1 1 2) B ynakoBKe NPEANPUATUA-U3TOTOBUTENS XPaHUTh
npu temnepatype ot -18 °C no -22 °C B Te4eHUe BCEro cpoka rogHoOCTH
Habopa, OIMyCKaeTcsl XpaHeHue npu temmneparype ot +2 °C mo +6 °C
1o 30 cyrok. [JomyckaeTcst 3aMmopo3ka/oTTanBanue Habopa He 6osiee 10
pas.

Habop peareHToB, XpaHUBIIUICS c HapyILICHUEM
pEerIaMeHTUPOBAHHOTO PEKUMA, IPUMEHEHUIO HE TIOJJIEKUT.

11) cBegeHHUsi 0 XapaKTEePUCTHKAX CTAOMJIBLHOCTH W3/IeJIUs
(Hanmpumep, ycJI0BHSl XPaHEHHs, CPOK TOJHOCTH IOCJe INepPBOro
BCKPBITHS MEPBHYHOI0 KOHTeiiHepa), a TaK:Ke YCJOBUSIX XPaHEHUsI
U cTA0MJIBHOCTH Pado4uX pacTBOPOB

XpaHenue

Kowmmnexkr pearentoB  «Plasmodium-species-tect»  ((hopmMbl
KOMIUIEKTalMu 1, 2) B yHmakoBKe MPeANpHUSITHI-U3TOTOBUTENS XPaHUTh
npu temieparype ot -18 °C 1o -22 °C B TeueHUe BCEro Cpoka rogHOCTU
Habopa, jomyckaeTcs XpaHeHue npu temmeparype ot +2 °C go +6 °C
1o 30 cyrok. [JomyckaeTcst 3amopo3ka/oTTanBanue Habopa He 6osee 10
pas.

[Tocne BCKpBITHS XPaHUTD B TEX K€ YCIOBUSIX, UYTO U PEAreHThI J10

BCKPBITHSI.
Habop peareHToB, XpaHUBLINICS c HapylIeHHEM
pErIaMEHTUPOBAHHOTO PEKUMA, IPUMEHEHUIO HE TIOIEKUT.
TpancnoprupoBanue

TpancnoptupoBaTh HabOp peareHToB «Plasmodium-species-TecT»
CIIEIyEeT TPAHCIIOPTOM BCEX BHUJIOB B KPBHITHIX TPAHCTIOPTHBIX CPEICTBAX
B COOTBETCTBMM C TPaBWIAMU [E€PEBO30K, JCHCTBYIOIIMMHU Ha
TpPaHCIOPTE JAHHOTO BHIA.

KommiekT peareHToB TpaHCHOPTUPOBATH MPH TEMIEpaType OT -
18 °C mo -22°C B TeueHHMe BCEro cpoka rojgHocTu. Jlomyckaercs
TpaHCIOPTUPOBKa Npu Temneparype oT +2 °C no +6 °C no 30 cyrok,
WM TIPU TEMIIEpaType OKpyKarolmeh cpenbl, HO He Bbiue +25 °C He
Oosee 2 CyTOK.
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ATMoOcdepHOe TaBiIeHHE HE KOHTPOJIUPYETCS, TaK KaK HE BIUSIET
Ha Ka4eCTBO U3JIENHSL.

Jiia obecrieueHus coOTIOACHUS YCIOBUN TPAaHCHOPTUPOBAHUS Ha
NPOTSDKEHUH BCETO CpPOKa TPAHCHOPTHPOBAHUS HAOOp peareHTOB
MOMEIIAETCs B TEPMOKOHTEHHEP MEHOMOJINYPETaHOBBI MHOTOPa30BOT0
WCIOJIb30BAaHUS /Il BPEMEHHOIO XpaHEHHUs M TPAHCIIOPTUPOBAHUS C
MOJATOTOBJICHHBIMU XJIaJlodsieMeHTaMu. Turm, o0bEM U KOJIMYECTBO

XJIaZI03JIEMEHTOB, 3aKJIabIBAEMbIX B TEPMOKOHTEHHED c
TPaHCIOPTUPYEMbIMU  Ha0OpaMU  peareHToB, a Takke O00BEM
TEPMOKOHTEHHEpa no0uparoTCst B 3aBUCUMOCTH oT

MPOJOJKUTENFHOCTH U YCIOBUN TPAHCIIOPTUPOBAHHUS.

HaGopsl peareHTOB, TpaHCIOPTHPOBAHHBIE C HAPYIICHUEM
TEMIIEPATYPHOT0 PeKUMa, IPUMEHEHHIO HE MOJIEKAT.

Cpok roanoctu. Cpok rogHocTu Habopa «Plasmodium-species-
TecT» — 12 mecsiueB co nHs npuemkd OTK npeanpustusi-u3roTroBUTEIS
npu temneparype ot -18 °C mo -22 °C, coOiio/ieHUuH BCEX YCIOBUUI
TPaHCIIOPTUPOBAHUS U JKCIuTyaTanuu. Habop peareHTOB ¢ MCTEKIIUM
CPOKOM TOJTHOCTH MPUMEHEHHIO HE IOJICHKHT.

CpoK roaHOCTH BCKPBITBIX KOMIIOHEHTOB HaOopa — 12
MmecsitieB co aHs npueMkn OTK  mpeanpusiTus-u3roTOBUTENS IPU
COONIOICHUH BCEX YCJIOBUW TpPAaHCIOPTUPOBAaHUSA, XpaHEHUS W
sKkcIUTyarauu. HabGop peareHTOB C HMCTEKIIMM CPOKOM TOIHOCTH
MPUMEHEHUIO HE TIOJIICKUT

CpoK roJHOCTH MPUTOTOBJIEHHBIX IS PAa0OTHI KOMIIOHEHTOB
Haopa — | yac mpu COOMIOACHUM YCIOBUHM, TNPENATCTBYIOMINUX
BBICHIXaHHIO KOMITOHCHTOB, a TAaK)X¢ KOHTAMHHAIIMA TOCTOPOHHHM
OMOJOTHYECKUM MaTEepPHAIOM.

12) wuHpopMamuss O CTEPHIBHOM COCTOSIHUM, MeToJe
CTEePWJIM3allUM M O TNOPsiAKe [AeliCTBHI B Ciy4yae HapyLUICHUs
CTePUJIBHOM YIIAKOBKH

CTepuibHOCTB: U3/ENINE HE CTEPHIIBHO.

13) uHpopmaums A 1oJb30oBaTeed (MpeaynpexIeHus,
Mepbl  NPEAOCTOPOKHOCTH, INpeANpPUHUMAaeMble B  ClIy4yae
HE00X0AMMOCTH Mepbl M OrPAHMYECHUS MPH HMCIHOJb30BAHUH
U3/1es U )
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Kracc B 3aBUCMMOCTH OT MOTEHIMAILHOTO PUCKA MIPUMEHEHUS —
3, B COOTBETCTBUH C HOMEHKJIATYPHOH Kiaccu(pUKAIeH METUITMHCKUX
U3JIeHi, yTBepKAaeMol MpukazoM MUHHUCTEpCTBA 3paBOOXpPaHEHUS
Poccuiickoit ®eneparuu ot 06.06.2012 N 44.

Bce cocraBHbIe yacTH W peareHThbl, BXOJAIINE B cOCTaB Habopa
pearenToB  «Plasmodium-species-tect», OTHocATCI K 4 Kiaccy
omacHoCcTH (BemecTBa MajoomnacHele) B coorBerctBUU ¢ ['OCT
12.1.007-76 «CCBT. Bpennsie BemectBa. Knaccudukanus u obmume
TpeOoBaHuUsl OE30MACHOCTH.

Pearentsl, Bxomsumme B Habop «Plasmodium-species-TecT»,
o0JasaloT HU3KOM YHPYTOCThIO Mapa W MCKIIOYAIOT BO3MOXKHOCTH
MHTSIIIMOHHOTO OTPABJICHUS.

Pearentsl, BXomsuue B Habop «Plasmodium-species-TecT», He
TOKCHYHBI, TOCKOJIBKY TOTOBATCS NYTEM CMELIMBAaHHUSA OTIEIBHBIX
HETOKCHUYHBIX KOMIIOHEHTOB.

K pabore c¢ Tecr-cucremMamu B J1a0OpaTOpuu OpraHU3aIMN
JOMYCKAIOTCA  CHEIHANUCThl, JaBIIME MHUCbMEHHOE Ccorjacue |
MPOMICAIINE UHCTPYKTAXK, NMPOBEJACHHBIH COTPYIHUKAMH J1abopaTopuit
PocnorpeOHan3opa,  MMEIOIIMX  CAHUTAPHO-3MUIAEMHOIOTHYECKOE
3aKIIOYeHHe Ha  paboTy ¢  BO3OyauTeNsIMH  HMH(EKIMOHHBIX
3abosneBaHuii yenoBeka Il rpynmsl maToreHHOCTH.

COop KIMHMYECKOTO MaTepualla U €ro ymakOBKY OCYIIECTBIISET
paOOTHUK MEIMIMHCKOM OpraHM3alnu, oOyueHHbIH TpeOOBaHUSAM U
nmpaBujiaM OWOJIOTHYECKON Oe3omacHOCTH Tipu  pabore u coope
MaTepuana, MoJ03pUTeIbHOT0 Ha 3apaKeHHOCTh MUKpoopranuzMami 1
rpynnsl natoreHHocTH. Kaxnplii oOpaszerny marepuajia NOMENIAlOT B
OTAENbHYI0 TPAaHCIOPTHYIO EMKOCTb, oOecreunBas TpeOOBaHUS B
COOTBETCTBHUH C TaOIHIIEH HACTOSAIINX METOJANYECKIX PEKOMEHIAIIHH.

Bce o0pasipl, cobpaHHble i J1TaOOPAaTOPHBIX HCCIIEA0BaHUIM,
JOJDKHBI  PacCMaTPUBATHCS KaK IMOTCHIUAIBHO WHQEKIIMOHHBIE, U
MEIULIMHCKUI MEepcoHas, KOTOpbIH coOupaeT WM TEPEeBO3UT
KIIMHAYECKHE O00pas3lbl, JIOJDKEH CTPOro CoOJoaTh TpeOOBaHUS
OuosIornyeckoil 6e30MacHOCTH Kak MpH paboTe ¢ MHUKPOOPTaHU3MaMH
[II rpymIel DaTOr€HHOCTH.

IlepeBo3ka 00pa3IOB T0JKHA OCYIIECTBISATHCS B COOTBETCTBUU C
TpeOOBAaHUSMHU CAHUTAPHOTO 3aKOHOJATENLCTBA IO OTHONICHHIO K
MHUKpoopranusmam Il rpymms! naTOreHHOCTH.
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Bce oOpasupl, mosydeHHbIE 7151 Ta00pPaTOPHOTO HMCCIIEIOBAHUS,
CIIEyeT CUMTATh MOTCHUUAIBHO MH(DUIMPOBAHHBIMH, U MPH paboTe C
HUMH JODKHBI yuuThiBaThcsl TpeOboBaHust CII 3.3686-21 «CanurtapHo-
SMHUIEMHUOJIOTHYECKHE TPeOOBaHMs MO NMPOPHIAKTUKE MH(EKIMOHHBIX
Oone3neity. MeaunuHckiue pabOTHUKHU, KOTOpPBIE COOUPAIOT WM
TPAHCHOPTHPYIOT KIMHUYECKHE 00pas3ipl B J1a0OPaTOpUIO, JOJDKHBI
OBITh OOy4YEHBI IIPaKTHUKE O€30macHOro oOpamieHus: ¢ OnoMaTepHaioMm,
CTpOro coOJoAaTh Mepbl MNPEJOCTOPOKHOCTH M HCIIOJIb30BATh
cpencTBa MHAMBUAYaIbHOM 3amuThl (CHU3).

Heo06xomuMo  ogHOBpeMEHHO  o0ecreduTh H  COOMIOAaTh
MEePCOHAJIOM TpaBujia OHMOJIOTUYECKOM O€30MacHOCTH U TpeOOBaHMS K
OpraHM3allK ¥ IPOBEJACHHUIO JaHHBIX paloT C LEbI0 IPEJOTBPAIICHUS
KOHTAaMHUHAIIMM HYKJICUMHOBBIMH KHCIOTaMU M (WIM) aMIUTMKOHAMU
HCCIIEyeMBIX TPO0, TTOMEIIeHUI 1 000pyT0BaHUSI.

PaGora nmomkHa NPOBOIUTHCS B J1a0OPATOPUU, BBIMOIHSIOUICH
MosekysipHo-ononornueckue (I1L[P) wuccrnenmoBanus KIMHUYECKOTO
MaTepuaiga C COOJIIOJIGHUEM CaHUTAPHO-DMHJIEMUYECKUX TMPaBUI
CanlluH 2.1.3684-21 «CanutapHO-311AEMHOIOIMUECKUE TPeOOBaHUS
K COAEPKAaHUIO TEPPUTOPUN TOPOJCKUX U CENbCKUX IOCENeHUH, K
BOJHBIM OOBEKTaM, NMUTHEBOM BOJE M IMUTHEBOMY BOJOCHAOKEHMUIO,
aTMOC(epHOMY  BO3JyXy,  IOYBaM,  OKMJIBIM  [OMEUICHUSM,
SKCIUTyaTallud  MPOU3BOJACTBEHHBIX, OOIIECTBEHHBIX ITOMEIIECHUH,
OpraHM3alii U TPOBEACHHUIO CAaHUTApPHO- IPOTUBOIIUAEMHUUYECKUX
(mpodunakTuueckux) MeponpusaTHiy. CrenoBarb pPEKOMEHIALUM,
M3J10XKEeHHBIM B MY 287-113.

IIpu pabGote Bcerma ciexyeT  BBINOJIHATH  CIEAYIOLIUE
TpeOoBaHUS:

— YAAIATh HEUCIOJb30BAaHHBIE PEAKTUBBI B COOTBETCTBHM C
CanlluHom 2.1.3684-21 «CaHuTapHO-3TUIEMUOTIOTHIECKHE
TpeOOBaHUS K COJEPKAHUIO TEPPUTOPUI TOPOACKUX U CEIbCKHX
MoceNeHnii, K BOJHBIM OOBEKTaM, MUTHEBOM BOJE U MHUTHEBOMY
BOJIOCHA0)KEHUIO,  aTMOC(EpHOMY  BO3IYyXy, IOYBaM,  KUJIBIM
MOMEIEHUSAM, SKCIUTyaTallud MPOU3BOJCTBEHHBIX, OOIIECTBEHHBIX
IIOMEILEHUH, OpraHu3aluu u IIPOBEJCHUIO CaHUTApHO-
MIPOTUBOAMHIEMUYECKUX (IPOPUITAKTHUECKUX) MEPOTIPUSATUIIN;

BHUMAHMUME! llpu ynaneHu# OTXOAOB IMOCIE aMIUTH(QUKAIIUN
(mpobupok, coaepxkammx npoayktel [ILIP) HenonmycTuMo OTKpbIBaHUE
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IpOOUPOK U Pa3OpBI3TMBAHUE COAEPIKUMOTO, MOCKOJIBKY 3TO MOXET
NPUBECTH K KOHTamuHammu npoxyktamu I[P maGopaTtopHoil 30HBI,
000pyIOBaHUS M PEareHTOB.

— HIpPUMEHATh HA0Op CTPOro IO HAa3HAYEHHIO, COTJIACHO JAaHHOU
UHCTPYKLUU;

— HE HMCIOJIb30BaTh HAOOP MO UCTEYCHUH CPOKA TOTHOCTH;

— mn30erarb KOHTAaKTa C KOXEH, IJa3aMd W CIH3HUCTOU
o6omnoukoii. [Ipy KOHTaKTe HEMEAJICHHO IMPOMBITh IOPAKEHHOE MECTO
BOJION U 0OPAaTUTHCS 32 MEIUITUHCKON TTOMOIIBIO.

HeoOxoauMbIx Mep MPEeAOCTOPOKHOCTH B OTHOIICHUU BIIHISTHHS
MarHUTHBIX ~ TOJieH,  BHENIHMX  DJJEKTPHUUECKUX  BO3JCHCTBUH,
AJIEKTPOCTATUUECKUX DPAa3psOB, JAABICHUS WM TEPENaioB JIAaBJICHHS,
Meperpy3kd, HCTOYHMKOB  TEPMHYECKOrO  BOCIUIAMEHEHHUs  He
IIPElyCMOTPEHO.

B cocraBe Habopa OTCYTCTBYIOT BEIIECTBAa UYEIOBEYECKOTO WIIH
KUBOTHOTO MIPOUCXOXKICHUSI, o0amarorye MOTEHLIUATIbHON
MH(EKIMOHHOW MPUPOIOHA, ITOATOMY MEpPbI MPEAOCTOPOKHOCTH MPOTHB
JOOBIX CHEIUATbHBIX, HECBOUCTBEHHBIX PHUCKOB IPH HCIOJIb30BAHUU
WIH pealii3aliy U3JIeus He IPEeyCMOTPEHBI.

14) wundopmauuss o0 TnpeIHA3HAYEHUU W3IeJHs s
O0JHOPA30BOI0 MCIOJIb30BAHUS

Habop peareHTOB mnpenHasHaueH Uig JIPOOHOTO OJHOPA30BOTO
HCIIOJIb30BaHMUS.

15) undopmanus o HapIekameir 00padoTKe U3aeJus IS ero
NMOBTOPHOI0 HCHOJIb30BAHMS, BKJIOYAS OYMCTKY, Ae3MH(eKUHIo,
YIOAKOBKY MW, TMIpH  He00XOAMMOCTH, MeETOJA MNOBTOPHOM
CTePUJIM3alUU (ecM MeJUIHHCKOe M3/leJiMe TPeJHA3HAYEHO I
MHOI'0Pa30BOrI0 MCIOJIb30BAHUS)

He mpumennmo.

16) cneumanbHble TpPeOGOBAHMS B OTHOLIEHUHM MOMeEIIEeHUHH,
CIelHAJIBLHOM NOJATrOTOBKH NN oco0oid KBaJTM(PUKaAIUH
M0JIb30BaTe/IA U (MJIM) TPETbUX JIMIL
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JlommyckaTh K paboTe ¢ HaOOPOM TOJIBKO CIIEIHATIBHO O0yYECHHBIN
nepcoHan (CHEeNMaTUuCT C BBICIIMM MEIUIMHCKAM 00pa3oBaHUEM,
npomeamuii 0oyuenue no ITI[P-nuarnoctuke, a Takxe jgabopaHT co
CPETHUM CIICIIHATLHBIM MEAUIIMHCKIM 00pa30BaHUEM).

PaGora nmomkHa NPOBOAUTHCS B J1a0OPATOPUU, BBHIMOIHSIOLICH
Mosekysipao-ononoruueckue (I1L[P) wuccrnenoBanus KIMHUYECKOTO
MaTepuaia ¢ COOII0JeHUEM JIEHCTBYIOIIMX IPABUI 1 HOPMATHBOB.

17) undopmanusi 00 ycjaoBHSX, HeEOOXOAUMBIX IJs1 cOopa,
00pabdoTKNM W MOATOTOBKM 00pa3lo0B, JAaHHbIE MO CTA0MJILHOCTH
aHAJIM3HMPYeMbIX 00pa3Lo0B, B TOM 4YHCJIe YCI0BUS H NJIUTEIbHOCTD
XpaHeHHs1, YCJIOBHS TPAHCIIOPTHPOBKHU, OTPAHMYEHMS MO0 LHUKJIaAM
3aMOpPO3KH (pa3MopaKUBaHMSI)

BHUMAHMUME! Ilepen Hawyasiom 3a0opa  KJIMHUYECKOTO
Marepuaia cienyer 03HAaKOMMTbHCS c METOAMYECKUMU
PEKOMEHIalUsIMU «Bssrue, TPaHCIIOPTUPOBKA, XpaHeHue
KkinuHu4Yeckoro Matepuana s LIIP-nuarHoctukuy», pazpaboTaHHBIMU
OBbYH HHUND Pocniorpedbnanzopa, Mocksa, 2012 r.

Tun anajam3upyemoro oopasua

IIpn ucnoan3oBanuu ¢opmbl KomiuiekTanmuu 1: OOpasisl
JIHK, BbIieeHHbIE U3 LIEIBHOW KPOBH.

IIpu wucnoan3oBanun ¢opmbl KomiulekTanuu 2: OOpasibl
PHK, BbI€TIEHHBIE U3 LIETBHON KPOBH.

BHUMAHMUME! U36erarb mNOBTOPHOTO 3aMOpaXUBaHHUS U
OTTauBaHUs 00pa3IOB.

17.1 Ilpouenypa noJjiy4yeHusi KIMHUYECKOI0 MaTepraJia

BHUMAHME! 3abop aMarHOCTUYECKOro MaTepuana, €ro
YIAaKOBKa, MApKUpPOBKAa M TPaHCIOPTHPOBKA OCYILECTBISETCS B
COOTBETCTBUH C TPEOOBAHUSIMU U MPaBUIIAMU K paboTe ¢ MaTepuaIamH,
NOTEHIMATbHO HMH(UUUpPOBaHHBIME ~ BO30Oyaurensmu Il rpymnmsl
MMATOT€HHOCTH, WX XPaHEHUs M TPAHCIOPTUPOBKH corilacHo MY
1.3.2569-09 «Opranuzanus paboTsl J1abopaTopuii, HCIOJIB3YIOMIUX
MAHK npu padote ¢ Marepraiom, CoJepKalliM MUKPOOPraHU3MbI [—
IV rpynn natoreHHOCTIY.

MeannuHcKui paboOTHUK, BBIITOJTHSIFOIIA N 3ab0p
JUarHOCTHYECKOT0 MaTepHalla, ero MapKMpOBKY M YIAKOBKY, JOJIKEH
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npoitu MHCTPYKTaX 1o CaHUTaPHO-3IHUIEMHUOJIOTMUECKUM
TpeOOBAaHUAM U TPaBUIIaM OHOJIOTUYECKON OE€30MacHOCTH MpH paboTe ¢
HalMeHTaMK, NOTEHIMAIbHO MH()UUUPOBAaHHBIMH MUKPOOPIaHU3MaMHU
[II rpymmbs! DaTOr€HHOCTH.

3abop MaTepuaJia HA McCJIeIOBaHUE

Bssitue nepudeprnyeckoil KpoBH MPOBOAUTCS YTPOM HATOINAK B
nmpoOUpKy (BaKkyyMHYIO NpPOOHMpKY), couepxkairyto pactBop IJTA,
oopémMoM 4 wmimum 6 wmi. Mcnonp3oBaHWE TemapuHa B KadecTBe
aHTUKOaryJisHTa He pomyckaercs. Cpa3y 1mocie B3ATUS  KPOBH
npoOUpKy nepeBepHyTh 3—4 pa3za it nepeMernrBanus Kposu ¢ D/ITA.

Yci0BUSI TPAHCHOPTHPOBAHMSA W XPaHEHUs] KJIMHMYECKOIo
MaTepHaJia:

— npu Temneparype ot +2 °C no +8 °C — He Oosiee 6 yacos;

— Ipy KOMHATHOU TemImepaType — He Oosee 2 4acos.

TpaHcOpTUPOBKAa TI'E€PMETUYHO 3aKPBITBIX KOHTEHHEPOB C
oOpa3namMud B JIaDOpaTOPUIO  OCYIIECTBISIETCS B CIEUUAIbHBIX
KOHTelHepax/Oukcax. HampaBieHus u apyras JOKyMEHTalusi Ha
OyMaXHBIX HOCHUTEINSIX IepelaeTcsi B OTACIbHOM IOJUITUICHOBOM
MaKere.

IIpy HeoOXOAMMOCTH TEpechUIKH 00pa3loB B J1aOOPAaTOPHUIO
APYTOro MEIUIMHCKOTO YYpEXKJIEHUS BBIMOJHAIOTCS TpeOOBaHUS K
nepechlike MH(EKIMOHHbIX MaTepuanoB III rpynmel matoreHHOCTH
(CIT  1.2.036-95 «Ilopsmoxk ydera, XpaHEHHs, TMepefadyd |
TPaHCIOPTUPOBAHMSI MUKpPOOpPraHu3MoB [-IV rpynn natoreHHOCTH»).

[TpoOupku/konTeliHEpEl ¢ oOOpa3llaMu BMECTE C KPBIIIKON
TepMETU3UPYIOT  Pa3MYHBIMU  IUIacTUHUKaTopamMu  (mapaduH,
napaduiIbM U JIp.); EMKOCTh MapKUPYIOT. OOpa3Ibl KaKIOTO MaIlMeHTa
MOMEWAIOT B WHAUBUAYAIbHBIH  TE€PMETUYHBIA  MAKET  C
aZicopOupyIOIIMM MaTepuajIoM U JOIOJHUTEIbHO YIAaKOBBIBAIOT B
00N TePMETUYHBIH MaKeT.

Jlea wunmu Oosee oOpaslia OJHOTO TAIMEHTa MOTYT OBITh
yIaKoBaHbl B OJWH IIJIACTUKOBBIN IMAKET. 3alpeliaeTcs ynaKoOBbIBaTbh
oOpa3ipl KIMHUYECKOrO MaTepuala OT pa3HbIX JIOJed B OJHY
YIaKOBKY.

[Taker ¢  KOHTEHHEpaMM  NOMEIIAOT B  TI'E€PMETHYHO
3aKpBIBAIOLIUICS KOHTEHHEp sl TPAaHCHOPTHPOBKH OHOJIOIMYECKHX
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MaTepHaoB. Konrelinep MTOMEIIAIOT B MEHOIIACTOBBIN
TEPMOKOHTEHHED c OXJIQXKTAIOIIUMHU TEPMORJIEMEHTAMH.
TpaHcrIOpTHBIH KOHTEHHEpP oOmeyaThIBaeTcsi W Mapkupyerci. B
KOHTEHHEpP  JKEJNATEJbHO IIOMECTUTh  OJHOPA30BbIM  MHIAMKATOP,
KOHTPOJIUPYIOUTUH COOI0/IeHre TeMIiepaTyphl oT +2° mo +8 °C.

CornpoBoaUTENbHBIE JIOKYMEHTBI MOMEIIA0TCS B
UHIUBUAYATbHYIO YIAKOBKY OTIEJIIBHO OT OMOJOTHYECKOro MaTepuasia
Y TIPOYHO MPUKPEIUIAIOTCS CHAPYKU KOHTEHHEepa.

17.2. TloaroToBKa KJIMHHYECKOI0 MaTepHuaia’

[TpoGomoAroToBKa B COOTBETCTBHH C HCIIOJIb3YEMBIM Ha0OpOM
JUISl BBIJIEJICHUSI HYKJIEMHOBBIX KUCIIOT.

[Ipn npoBeneHUU BbLAEICHUS HYKJIEMHOBBIX KUCIOT K 100 Mk
oOpa3ia 1enpHoi kpoBu cienyet ao6asuth 10 mxn BKO.

18) nogpodHasi undopmanms 0 NOAroTOBKE K UCIOJIb30BAHUIO
u31eJ s

YcTaHoBKa, MOHTaX, HACTPOWKa, KaNMOPOBKa U3ENUS I BBOAA
B DKCIUIyaTaluIo He TpedyeTcs.

BHUMAHMUME! IIpu pabore ¢ HYKIECHHOBBIMU KHCIOTaMHU
HEOOXOJMMO  HCIIONIB30BaTh  TOJIBKO  OJHOPA30BBIE  CTEPHIIbHBIC
IUIACTUKOBBIE ~ PACXOJHBIE MaTepHalbl, HMEIOIUE CHEIHAIBHYIO
MapkupoBky  «DNase-free» u  «RNase-freen.  O6s3aTenbHO
UCMOJIb30BaTh OTJENbHBIH HAKOHEYHHMK C a3pO30JIbHBIM OapbepoM st
Ka)KJJOTO KOMIIOHEHTA PEaKI1H.

BHUMAHMUME! KOMIOHEHTBI pPEAKIMOHHON CMECH CIELyeT
CMEIIMBATh HEMOCPEACTBEHHO Mepe]] MPOBEICHNEM aHaIn3a.

IMoaroroBka KOMIOHEHTOB Ha0Opa ISl HCCIeA0BAHUSA

1. TmartenpHO mepeMelaTh COAEPKUMOE  MPOOMPOK ¢
BBIJICJICHHBIM JUUISl aHAJIM3a IMpenapaToM HYyKJIEHHOBBIX Kucior, OKO,
CMECBIO OJIMTOHYKJIeoTHA0B, [II[P-0ydepom 5x numu OT-ITLP-6ydepom
5x (B 3aBucumoctu oT ¢opMbl Komruiekrauuu), [IKO, nepeBopaunBas
Kaxayto npoobupky 10 pa3 uiam nepemeninBas Ha BOPTEKCE Ha HU3KOH

2 MY 1.3.2569-09 «Opranusanus paboThl J1abOpaTopuii, HMCMOJB3YHOIIHX
METO/bl aMIUIM(QUKAINK HYKJIEWHOBBIX KHCJIOT Mpu padoTre C MarepualioM,
colepxkaiuM Mukpoopraausmel [-1V rpynn natorennoctu». M.: 2009 r.
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CKOpPOCTH B T€uYeHUE 3—5 CEeKyHJ, a 3aTeM OCaauTh KAIUId C KPBILIEK
POOUPOK KOPOTKUM LIEHTPUPYTUPOBAHUEM.

2. OTo6paTh HEOOXOAMMOE KOJUYECTBO CTPUIIOB HIIM MPOOUPOK
JUTS aMIUTH(UKAIIN UCCIIEAYEMBIX M KOHTPOJIBHBIX 00Pa3IIOB.

ITepen mposenenuem IIL[P/OT-IILIP HeoOXomumMo mpoOU3BECTH
BIaxHyt yoopky IIIIP-0okca, a Takke 00OpPYJIOBaHHS ¥ MAaTEPHAJIOB,
HAXOJSAIIMUXCS B HEM C NMPUMEHEHHEM JE3MH(DUIMPYIOIIUX CPEICTB,
MPUTOIHBIX [Tl Kcronb3oBanus B [IL[P-mabopaTopusx, BKIOUUTh Y D-
nammny Ha 20-30 MUHYT.

19) uHdopmanus, HeoOXoaMMast IS NMPOBEPKH
NPaBWJIBHOCTH YCTAHOBKH M3/eJIUs U ero TrOTOBHOCTHM K
0e30macHoOM padore no Ha3HAYeHUIO0, onpeaeJiecHHOMY
NPou3BOAUTEIEM

He nmpumenumo.

20) pexkOMeHZAUMH B OTHOLICHUHM NPOLEAYP KOHTPOJIS
Ka4yecTBa NPH HEOOXOAMMOCTH
He nmpumenumo.

21) undopmanusi 0 MPOCTCKUBAEMOCTH 3HAYEHM I, 3aJAHHBIX
AJsl KaauOpaTopoB WJIM KOHTPOJBHBIX MAaTepHAJIOB, KOTOpas
ol0ecreynBaeTCsl NMOCPEACTBOM JOCTYNHBIX pedepeHTHbIX METOAUK
(MeTo10B) N3MepeHus U (MJIM) ITAJIOHOB

Mertponoruueckasi MpoCIeKUBAEMOCTh 3HAUEHUN, MPUITHMCAHHBIX
KanmuOpaTopaM M KOHTPOJIBHBIM  MaTepuajgaM  OTHOCUTENIBHO
peepeHTHOro MeToja: A METPOJOTHMUECKOM IMPOCIeKUBAEMOCTH
MOJIOKUTEIBLHOTO KOHTposibHOTO oOpasna (I1IKO), Bxossiero B coctan
u3Jenus, CHeKTpoOTOMETPUUYECKHMM METOAOM IPOBOIAT MPOBEPKY
koHneHtrpaunn JIHK npm npurorosnenun IIKO ¢ nocinenyronmm
MIPOBEJICHUEM PEAKIIUU aMIUTH(PUKAIIH.

22) npoumeaypa TeCTHPOBAHMA, BKJKYAasg pacyeTbl U
HHTEpNpeTauun pe3yJbTaToB TeCTUPOBAHUS, " npu
He00X0AUMOCTH HHGpOpPMALMA 0 1eJecO00Pa3HOCTH NPOBEACHHUS
NOJATBEPKAAOIIUX TECTOB;

[I[P-uccienoBanue COCTOUT U3 CIELYIOLIUX ITAIIOB:
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A) TIlpoenenue IIIIP-PB / OT-IIIP-PB ¢ o6pa3namu
HYKJIEMHOBBIX ~ KHCIOT €  THOpHAM3aLMOHHO-(IyOpecleHTHON
JeTeKLHel POJYKTOB aMILTM(PUKALIMK B PEXKUME PEATbHOTO BPEMEHH.

b) Peructpanus u uatepnpeTanus pe3yiabTaToB.

A) Ilposenenme IIHP / OT-IIIOP ¢ rubGpuau3anmoHHO-
(dayopecueHTHOM JeTeKlMeld MNPOAYKTOB aMIUIMPUKAUIMH B
peskuMe peaJIbHOT0 BpeMeHH!

Iposenenue IIP / OT-IIUP nas ¢popm komiiekrtanuu 1 u 2
«Plasmodium-species-TecT»

IToaroroBka KOMIOHEHTOB HaOOpa

[lepen npUrOTOBIECHHEM pEAKLMOHHBIX CMeced Heo0X0IuMo
npousBecTH BiaxHyto yoopky IIL[P-Ookca, a Takxke o00pyaoBaHUS U
MaTepuasos, HaXOSAIINXCS B HEM, C IIPUMEHEHUEM
Ne3uH(UIMPYIOLIUX CPENICTB, MPUTOIHBIX ISl Mcnoib3oBanus B I11[P-
nabopaTtopusx, BKouuts Y ®-namiy Ha 20-30 MUHYT.

1. TmarenpHO mepeMemaTh COACPKUMOE MPOOUPOK ¢
BbIenienHo i ananm3a JJHK/PHK, TTHP-0ydepom 5x mmu OT-TTLIP-
oydepom 5x, cmechto onuronykieoruaos, OKO, I1IKO, nepeBopaunBas
Kaxayro nmpooupky 10 pa3 wiam mepememnBasi HA MUKPOLEHTpUQYTe-
BOPTEKCE HAa HU3KOM CKOPOCTH B T€UEHHE 3—5 CEKYHJ[, 3aTE€M OCaJUuTh
KAaIlJIU C KPbIIIEK MPOOUPOK KOPOTKUM LIEHTPUPYTUPOBAHUEM.

2. OTo6paTh HEOOXOIMMOE KOJIMYECTBO MPOOHPOK (C ONTUYECKU
MPO3payHbIMU  KpBIIIKAMM WJIM CTEHKaMH — B 3aBUCUMOCTH OT
MCMOJIb3YyEMOT0 THUIA JIETEKTUPYIOLIEro amindukaropa) oosémom 0,1
wmm 0,2 mn gna [P wu3 cnemgyromero pacuéra: KOJUYECTBO
uccneayembix oopasnos + [TKO + OKO.

J1J1st IPUTOTOBJICHUST PEAKIIMOHHOM CMECH HEOOXOIUMO:

1. TIIP-6ydep 5x (popma xommiektammu 1) wm OT-ITLP-
oydep 5x (popma KOMITIEKTAIIUH 2) — 5 MKIL,

2. Cmech OMUTOHYKJIEOTHAOB — 5 MK,

3. O6pazen (uccnenyemsiii obpazer; JJHK/PHK, TTIKO, OKO) —
15 MKt

OO0mmii 00bEéM peaknuu — 25 MKJI.

BHUMAHMUE! 3anpenieHo U3MEHATh 00BEM peaKIHid.

20



IIporokoa nposenennss OT-IILP

['oTOBUTH peakIHOHHBIE MPOOUPKU HEOOXOIUMO B CIEIYIOIIEM
MOpSAJIKE:

1. TIpomapkuposats npobupku Ha 0,1 umu 0,2 Mo gt TTLP.

2. B oTnmenbHOW OAHOPA30BOW CTEPHIIBHOM MPOOHMPKE THIA
«Onmenpopd» oobémMom 1,5 wim 2,0 MII IPUTOTOBUTH PEAKIIMOHHYIO
cmech: (n+3)x5 Mk IMHP-0ydepa 5x wmmu OT-IIIP-Gydepa 5x u
(n+3)Xx5 MKI CcMecH OJUTIOHYKJIEOTHJIOB, Tll€ N — KOJHYECTBO
uccneayeMbix 00pasnos. TuiarenbHO nmepeMeniaTh peakinOHHYI0 CMECh
B Te€UeHHEe 3—5 ¢ Ha MUKPOLIEHTpU(YTre-BOpTEKCE.

3. B cootrBercTByIONIKE MPUTOTOBICHHBIC TpoOupku it [TLP
BHeCTH 110 10 MKJI peaklIMOHHON CMECH.

4. BHecT B COOTBETCTBYIOLIUE MPOOUPKU JUISL HCCIETYyEMBIX
00pa31oB Mo 15 MKJI BBIZICIEHHOTO Mpernapara HyKJIeMHOBBIX KHCIOT. B
npobupku ans [IKO m OKO mnpemapar HyKJIEHHOBBIX KHCIOT HE
BHOCHUTCH.

5. Buectu B cooTBeTcTBY1OIIYI0 TpoOupKy 15 Mk ITKO.

6. Buectu B coorBercTBYyIOUIyl0 Mpobupky 15 wmxi OKO,
npouexamero sramn Beiaesnenus HK.

7. dns  cOpoca Kameiab CO CTEHOK OTLEHTPU(PYrHpoBaTh
npoOupku B TeueHue 1—3 ceKyH]I Ha MUKPOIEHTpHU(YyTe-BOPTEKCE.

8. YcraHOBUTH MPOOUPKH B PEAKLIMOHHBIM MOJyNb MpUOOpa A
[1IP B peanbHOM BpeMeHU. PexomMeHayeTcsl ycTaHaBIUBaTh MPOOUPKHU
[0 IIEHTPY TepMOOJOKa s PaBHOMEPHOTO NpPHUXKHMa NPOOUPOK
HarpeBarolen KPhIIIKOH.

9. 3amporpammupoBaTh npudop TUTS BBITIOJTHEHUS
cootBercTBytomet  mporpammbel  [IIIP/OT-IIHP wu  merexmum
(bIyopecleHTHOTO  CHTHala, coOnromas ~ MHCTPYKIHMIO  JJs
WCIIONB3yeMoro Tmpubopa (tabmumel 4-5 — maua  pa3HeIX  Gopm

koMIuiekTanuii). [lpu HeoOXoauMOCTH OJHOBPEMEHHON MOCTAaHOBKHU
peaknuii popmMbl KOMIUIEKTauK | ¢ ApyruMH HaOOpaMu pPEareHTOB,
TpeOYIOIIMMHE dTar 00paTHON TPaHCKPUMINH, JOIMYCTUMO K MPOTOKOITY
Tabmumpr 4 noGaBuTh HadambHbIN dTanm «52°C — 25 MHHYT», 4TO HE
MOBJIMSIET HA AHAJUTUYECKUE M JUArHOCTUYECKUE XAPAKTEPUCTUKHU
Habopa peareHToB.
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BHUMAHMUME! B ciyyae wuCHIonb30BaHus aMIDTU(UKATOpa
QuantStudio 5 HE0OXOAMMO NPOM3BECTH HACTPOUKY ONTHUYECKUX
GWIBTPOB /0 3amycka TpPOTOKoJia aMIUidukanuu  (BO3MOXKHA
peructpauus curtana VIC kananom ROX B ciyyae ARn > 100 000,
9TO MOXET TPUBECTH K TOJYYCHHIO JIO)KHOTIOJIOKHTEIBHBIX
pesynbraroB)! Jlns storo B 3akianke «Method» Haxkare KHONKY
«Actiony», mocie 4ero B CIUIBIBAIOIIEM MEHIO BbiOpaTh «Optical filter
settings», rne B pasaene «PCR Filter» ocTaBUTh TOJBKO CleqyIOLINE
koMOuHammu GuibTpoB: X1 —ml, X2 — m2, x4 — m4, x5 — m5, X6 — m6.

Tabmuma 4 — Ilportokon IIHP (ans dopmber komruiekranuu 1,
«Plasmodium-species-tect-JIHK»)

Cramns TeMm;paTypa, Bpewms, Kananabt Bcero
C MUH.:CeK. JeTeKUMHI IMKJIOB

1 95 02:00 — —
95 00:15

2 64 00:20 - >
95 00:15 —

FAM/Green,

3 HEX/Yellow, 45

64 00:20 ROX/Orange,
Cy5/Red,
Cy5.5/Crimson

Tabmuma 5 — Ilpotokon TP (mns dbopMbl KOMIUIEKTalUu 2,
«Plasmodium-species-tecT-PHK»)

Cramus TeMnipCaTypa, Bpez\m, Kanaanbt Bcero
MHH.:CeK. JeTeKIH IHMKJIOB

1 52 25:00 - -

2 95 02:00 - -
95 00:15

3 64 00:20 - >
95 00:15 -

FAM/Green,

4 HEX/Yellow, 45

64 00:20 ROX/Orange,
Cy5/Red,
CyS5.5/Crimson
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VYka3aTb KOJIMYECTBO U HACHTU(UKATOPHI 00pa3loB, OTMETHUTH
pacrionio’)keHre MpoOUPOK Ha MaTpHlle TePMOOIOKAa B COOTBETCTBUU C
HX YCTAHOBKOM.

10. YnocToBepuThCs, UTO B MapaMeTpax ONTUYECKUX U3MEPEHUM
MpOrpaMMbl  aMIUTM(PHUKAIUU  33/1eWCTBOBAaHbl KaHAJIbl  JETEKIUU
FAM/Green, HEX/Yellow, ROX/Orange, Cy5/Red u Cy5.5/Crimson.

11. 3anycrurs [ILP/OT-IILP ¢ gerexnueir (hiayopecrieHTHOTO
CUTHAaJa.

12. Tlo OKOHYAHWU BBIIOJHEHHUS MPOrPaMMBbl MPUCTYIUTH K
aHaJIU3y pPe3yJIbTaToB.

b) Perucrpanusi ¥ vHTEpHpeTanus pe3yJbTaToB

Perucrpanuio pe3ynbTaToB HPOBOJSAT aBTOMATHYECKU BO BpeMs
aMITIMUKAIMA ¢ TOMOIIBI0  IPOTPAMMHOTO  OOecredeHus
UCHOJb3yeMoro mpudopa.

PexomeHnaauum no ycraHoBKe MOPOroBoOi JIMHUM

Jdns  ammiaugukaTopoB 1000  Mozend HOporopas JIMHUSA
YCTaHABJIMBAETCS MHAMBUAYAIbHO JJI1 KaKJOrO0 KaHaja JETEKIHMHM Ha
ypoBHe, coorBercTBytomieM 10-20% oT MakcuManbHOrO YpOBHS
¢iryopecueHIH, MOMYyYSeHHOTO ISl TOJOXHUTEIBHOTO KOHTPOJIBHOTO
o0pasia B MOCJIEAHEM LUK aMILTU(PUKALIH.

WuTepnperanust pe3ynbTaToB BBINONHSETCS MO 3HaueHusM Ct
kananoB FAM/Green, HEX/Yellow, ROX/Orange, Cy5/Red wu
Cy5.5/Crimson. YuuteiBatoTcsi TOJAbKO 3HaueHus Ct, MOIydeHHbIE Ha
cranun I[P ¢ ¢ayopecuentHoit — nmeteknuedr  (TOo  ecTh
COOTBETCTBYIOIIME CTaguud 3 — cM. Tabmuiy 4 win craguu 4 — CM.
Tabnuiy 5).

CHayana OLIEHMBAIOT MPOXOXKJEHUE peakuuu U 3HadeHus Ct B
KOHTPOJIbHBIX 00pa3iax. MHTeppeTauio pe3yabTaToB B UCCIELYyEMBIX
oOpa3nax Ha4MHAIOT TOJILKO IpU IpaBuibHOM MpoxoxaeHuu [IKO u
OKO.

B cinywyae ucnonb3oBanus amrmudukatopoB Rotor-Gene 6000,
Rotor-Gene 3000, Rotor-Gene Q u aHaJOrMYHBIX, AKTUBUPOBATh
¢byukuun  «Aunamuy. ¢on» (Dynamic Tube), «KoppekT. ykiaoHa»
(Noise slope correction), ycraHoBuTh 3HaueHue 10% B paszaene
«Ycrpanenue BeiOpocoBy» (Outlier Removal).
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HNuTepnperanus pe3yJbTaTOB B KOHTPOJIbLHBIX 00pa3nax

JUis ~ OTpULIATENHHOTO W TOJIOKUTEIBHOTO  KOHTPOIHHBIX
00pa3IoB JIOJDKHBI OBITH MOJIYYEHBI CIACAYIOIINE Pe3yIbTaThl (Ta0HIa
6).

Tabnuna 6 — Pesynbrars! uccnepoBanus aig [IKO u OKO

Bri6pannslii giryopodop
KonrposbHsrii FAM HEX ROX Cy5 Cy5.5
obpasen / Green / Yellow / Orange / Red / Crimson
(P. falciparum) (BKO) (P. vivax) (P. malariae) (P. ovale)
OKO > 35 unmn > 35 unmn > 35 unmn > 35 unn > 35 wm
OTC. OTC. OTC. OTC. OTC.
TIKO Ct<30 Ct<32 Ct<30 Ct<30 Ct<30

O0o3HaueHus: «oTC.» — 3HaYeHue Ct OTCyTCTBYeT.

[Ipu nonywenun pans OKO 3HayeHMi, OTIMYAIOLIUXCS OT
yKa3aHHbIX B Tabmuie 6, pe3yibTaThl BCEM IMMOCTAHOBOYHON cepuu
CUMTAIOT HEJIOCTOBEPHBIMHU. B 3TOM ciyuyae HE0OXOAMMO IPOBEICHUE
CHEUUAJbHBIX  MEpPONPUITHI 111 yCTPaHEHMs BO3MOKHOM
KOHTaMUHAIWH.

[Ipu nonyyenun s IIKO 3HayeHu#, OTIMYAOIIMXCS OT
yKa3aHHbIX B Tabmuue 6, Tpedyercs MOBTOpHAs IOCTaHOBKA
amruiiukanuy Bceil mapTuu o0pasuoB. [Ipu mMoBTOpHOM MONTydeHHH
st [IKO 3HadeHwii, OTIMYAIOMUXCA OT YKa3aHHBIX B Tabnwuie 6,
HE00XOIUMO 3aMEHHUTDH PEareHTHI.

HNuTepnperanus pe3yabTaToB B HccaeayeMbix oopasunax JTHK

AHanu3 pe3ysbTaTOB IPHU IPOBEICHUHM KAYECTBEHHOI'O aHaJIM3a
npeJcTaBieH B Tabuie 7.
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Tabmuma 7 — [IpuHIKI HHTEPIPETAIIMN PE3YyJIbTaTOB

3navenne noporosoro nukia (Ct) mo kaHanam
FAM/ ROX/ Cys5.5/ HEX/
Pesynbrar
Green Orange Cy3/Red Crimson Yellow Y
\P. falciparum| P. vivax | P. malariae| P. ovale BKO
HK P. falciparum, P. vivax,
oTC. Ct<32 P. malariae u P. ovale ne
oOHapyKeHa
Ct<35 He yu. O6napyxena HK, .
COOTBETCTBYIOIAs KAHAITY
Ct> 35 i otc. Ct>32 PesynbpTar HeBaNIUAHBIN
WIIH OTC.
Ct>35 Ct<32 PesynbpTar COMHUTENBHBIN
Ob6oznauenmst: «HK» — mHykmenmnoBas kucmora (JHK mms  dopwmsr

kommekrarmu 1 1 PHK+HK mis ¢popmer koMmrurektarmm 2); «oTc.» — 3HadeHne Ct
OTCYTCTBYET; «HE y4.» — 3HaueHue Ct He yUnuThIBaeTC.

IMpumeuanue: * — npu Haxoxaenun HK P. vivax (xaman ROX/Orange)
BO3MOXXHO cpabatbiBanue kananoB CyS/Red u Cy5.5/Crimson. 3nauenus no Cy5/Red
n Cy5.5/Crimson He yunThIBaroTcsi B ciydae, ecin Cteys — Ctrox > 1,5 u Cteyss —
Ctrox > 1,5.

23) XapakTepucTHKHM aHAJIUTHYECKOI 3PPeKTHBHOCTH

23.1 AHaanTn4yeckas cnequ(puIHoOCTb

Crneuunguuen no orHomenuto k 18S Bunos pona Plasmodium: P.
falciparum, P. vivax, P. malariae u P. ovale.

23.2 AHaJIMTHYeCKasi YyBCTBUTEJIbHOCTh

Hns  ¢opmbl kommuiektauu  1: He Menee 500 ME JIHK
Plasmodium: P. falciparum, P. vivax, P. malariae u P. ovale (Bkitouas
noaBuasl P. ovale curtisi u P. ovale wallikeri) Ha 1 MJI KIUHUYECKOTO
MaTepuaa.

Hns  ¢dopmel komrutektanmu 2: He MeHee 500 ME PHK
Plasmodium: P. falciparum, P. vivax, P. malariae u P. ovale (Bkito4das
noaBuasl P. ovale curtisi u P. ovale wallikeri) Ha 1 MJI KIUHUYECKOTO
MaTepHala. BKIIoYast OIBUIBI

[lokazaHO  OTCYTCTBHE  KpOCC-PEAaKTUBHOCTH  in  Vitro:
Chikungunya virus, Dengue 1 virus, Dengue 2 virus, Dengue 3 virus,
Dengue 4 virus, Zika virus, human immunodeficiency virus 1 (HIV-1),
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human immunodeficiency virus 2 (HIV-2), hepatitis B virus (HBV),
hepatitis C virus (HCV), hepatitis D virus (HDV); in silico: Bartonella
quintana, B. henselae, Borrelia bisetti, B. garinii, B. japonica, B.
spielmanii, Coxiella burnetii, Dobrava-Belgrade orthohantavirus,
Japanese Encephalitis virus, Leptospira interrogans, L. kirshneri, L.
borgpetersenii, Puumala orthohantavirus, Rickettsia conorii, R.
hejlonjiangensis, Tick Borne Encephalitis Virus (TBEV), Treponema
pallidum, Trypanosoma cruzi, West Nile virus, and Yellow Fever virus.

23.3 IIpen3MOHHOCTD B YCJIOBHUSIX IOBTOPAEMOCTH

JIns OueHKM NPEHU3UOHHOCTH B YCIOBHSX IOBTOPSAEMOCTH
MIOJIOKUTEIbHBIN KOHTPOJIBHBIN 00pasell U BHYTPEHHHI KOHTPOJIbHBINA
oOpazer] ObUIM HCCIeIOBaHbI MO MATH KaHal (ayopecuenuuu (FAM,
HEX, ROX, Cy5 u Cy5.5) no 10 moBTOpOB.

JlaHHbBIE 110 MOBTOPSAEMOCTH MOIYYAIOT BHYTPU JIaOOpaTOPUH IS
KOHKPETHOTO O0OpYyIOBaHMS W BHYTPH KOHKPETHOW mapTtuu Habopa
peareHToB.

JUis OLEHKM MNPEeUUu3UOHHOCTH B YCJIOBHUSX IOBTOPSIEMOCTH
pacCUMTHIBAIOT CpenHee apupMETHUYeCKoe BBIOOPKH, TUCIEPCHIO,
CpeIHEKBaIPaTUIYECKOE OTKJIOHEHHE W KOX(PPHUIMEHT BapUaIlH 10
MOJTyYEHHBIM 3HAaYEHUSM B TIOBTOpaX KOHTPOJIbHBIX 00Pa3II0B.

PesynpTarel uccienoBaHMs  MOKa3ald, 4YTO KOA(p(GUIUEHT
BapHUallui B YCJIOBHSAX IOBTOPSEMOCTH HaOopa cocTaBisieT He Ooiee
5%.

23.4 IIpen3MOHHOCTD B YCJIOBHUSX BOCIIPOM3BOIMMOCTH

OneHky  BOCHpPOU3BOJUMOCTH  TECT-CUCTEMBI  HPOBOMST
AQHAJIOTUYHO pPAcu€Ty MPELU3UOHHOCTH B YCIOBUSAX ITOBTOPSIEMOCTH
(pazmen 23.2), omHako Il TECTUPOBAHUS HCIIONB3YIOT Pa3InYHBIC
napTUu Habopa peareHTOB, PEaKIMU CTaBAT B Pa3HbIX JaOOpaTOpHsIX,
pasHbIe OTMEPATOPHI, B pa3Hble AHU, Ha pa3HbIX [T[P-ammmdukaropax
(bnox BocmpomsBogumoctu 1, biok BocnpousBoaumoctu 2, biok
BOCITPOM3BOUMOCTH 3, BIIOK BOCTTPOU3BOAMMOCTH 4).

HpI/I IMPOBCACHNUN MPpEU3NOHHOCTHU B YCIIOBUAX
BOCITPOMU3BOAUMOCTH Ha6m021aﬂacr, IMOoJIHAsA BHYTPHUIIOCTAHOBOYHA,
MEXKITIOCTaHOBOYHAsA u MC)KCCpHﬁHaH BOCIIPOHU3BOJAUMOCTD,

Kod(purmeHT Bapuauu He npessimaet 5%.
23.5 Ilpenen oOHapy:KeHH (AeTEKIUN)
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Jst dopmer  komriektanmu  1: He Mmenee 500 ME JIHK
Plasmodium: P. falciparum, P. vivax, P. malariae n P. ovale na 1 mn
KIIMHAYECKOTO MaTepuara.

Hus  ¢opmer komruiektanmu 2: He MedHee 500 ME PHK
Plasmodium: P. falciparum, P. vivax, P. malariae u P. ovale na 1 mn
KIIMHUYECKOT0 MaTepuara.

24) XapakTepHMCTHKH  KJIHHUYeCKOH 3¢ ¢eKTHBHOCTH:
AUATHOCTHYECKAs  YYBCTBHTEJBHOCT M JHAarHOCTHYECKas
crneuupuIHOCTD

Bux Juarnoctu JloBepurebHbIH
KosmuecTtBo | /Imarnocruyeckas yeckasi HHTEpPBAJI
Hccae1yeMoro . N
Ha0JII0leHNii | YYBCTBUTEJIBHOCTD | cHelupu4H C IOBEPUTEIFHOM
MaTepualia o
0CTh BEpOATHOCTHIO 95 %
Kposs 100% 100%

25) buosoruveckuii pepepeHTHBIIN HHTEPBAJI
He nmpumenumo.

26) uHdopmanuss 00 uHTeppepupyOIIMX BellecTBAX MU
OrpaHUYEHHSAX, CBSI3AHHBIX C MPO0Oi, KOTOpbIe MOIYT MOBJIHUSTH
HA pe3yJbTaT HCCJIeJOBAHUS

BnusHue noteHnmanbHo MHTEPHEPUPYIONINX BEIIECTB HAa paboTy
Habopa peareHTOB «Plasmodium-species-TecT» ObUIO TPOBEPEHO B
OTHOIICHWH TOTEHIUATbHO HUHTEP(EPUPYIOUINX BEIUIECTB, KOTOpPHIE
OyIyT BCTpeuaThCsl IPU Mpolieype 3a00pa KIMHUYECKOr0 MaTeprasa B
CIIETYIOIINUX KOHIICHTPAIHIX:

— remorioouH — 10%;

— THaIypoHOBas Kuciota — 5%;

— «Moynpoden» — 0,04 mr/mi;

— «AmbOpobene» — 0,003 mr/mi;

— «bpomrekcun» — 0,016 mr/mi;

— «Kanerpa» — 0,02 mr/mu;

— «UuTepdepon» — 0,2 ex./m;

— Tepadimro» — 0,071 mr/mi.

27




Ha ocHoBaHMM pe3yJbTaTOB WCCICIOBAHUS IOTCHIIUAIBEHO
uHTepepupyromue BeUIeCTBa, BCTPEYAIOIIMECS TPU MPOLEIype
Bbienienuss PHK w3 kimHMYeckoro marepuaia, OIICHUBACMbIC INPHU
KOHIIEHTPAIIUAX, KOTOPbIE, KaK OXHUIAETCs, OYIyT BCTPEYATHCS IPHU
HOPMaJIbHOM MCIOJIb30BaHUU HaOopa peareHToB «Plasmodium-species-
TECT», HE OKA3bIBAIOT BIIUSHHUE HA PE3yJIbTAaT aHAIH3A.

OrpaHuYeHnss 1O  HCHOOJb30BAHHIO  AHAJIM3HPYEMOTO
MaTepuaJa:

— aHaJIM3UPYEMbId MaTepral HE MOMJICKUT MCIIOIH30BAHUIO TIPH
HApyIICHUH YCIOBUU XpaHCHHS W TPAHCIIOPTUPOBKU (TeMIieparypa,
MPOJIOJKUTEILHOCT, MHOTOKPATHOE 3aMOPaKHBAHHE-OTTAMBAHNC);

— HE JONYCKaeTCsl MCIOJIb30BaHUE O0pa3loB, 3arps3HEHHBIX
MIOCTOPOHHUM OMOJIOTHYECKUM MaTEPUATIOM.

27) npeaynpexaeHue # (MIH) CcHeHUAJbHbIE Mepbl
NPEeJOCTOPOKHOCTH B  OTHOIIEHMH 0e30MacHOH YTHJIHM3AlUH
U31eJIMsl ¥ NPUHANJIEKHOCTEH (IPY HAJTUYUN)

W3nenust B mpolecce XpaHEHUS W TPAHCIOPTUPOBAHMSI HE
BBIICTISIIOT BPEAHBIX BEIIECTB, 3arps3HSIONIMX OKPYXAIOIIYI0 Cpeay.
OTtxoxpl, 0Opa3yromyecs B pe3ysibTaTe NIPUMEHEHHsI Habopa peareHTOB
[0 HA3HAYCHMIO, YCTAHOBJIEHHOMY IIPOM3BOJMTEIEM, a TaKXe He
HCIOJIb30BaHHbIE U3JeNUs (UCTEKIINN CPOK TOJHOCTH, MOBPEKIAEHHAS
noTpeOuTeNnbeKas yIaKoBKa/MapKUPOBKaA, MOBpEeXAEHHAS
yIaKOBKa/MapKUpPOBKa PEareHTOB M T.J.) OTHOCITCS K MEIUIMHCKUM
OTXOJ1aM.

MenuiuHCKHE OTXOIbI TOAJIekKAT cOoOpy, OOE3BPEKUBAHUIO,
pa3sMELICHNUIO, XPAaHEHUIO, TPAaHCIIOPTUPOBKE, YUYETy U YTWUIM3ALUU B
COOTBETCTBHHM C JCHCTBYIOIIMMHU IIPaBUJIaMU U HOPMAaTHUBAMHU.

[TorpeOuTenbckas ymakoBka Habopa peareHToB «Plasmodium-
species-TecT» MOJJIEKUT MEXaHMYECKOMY pa3pyILIEHHIO C BbIBO30OM
OCTaTKOB KaK IMPOU3BOICTBEHHOTO HJIM OBITOBOI'O MycCOpa.

[Tepconai, oCymieCTBISIOMNN YHUUYTOKEHHE HAa0Opa peareHTOB,
JOJDKEH COOJIoAaTh MpaBuiia OE30MacHOCTH MPOBEACHUS TOTO WU
MHOTO Cc110c00a YHUYTOXKEHHUSI.
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28) B OTHOWIEHWM W3AeJUSl , TMPEIHAZHAYEHHOIO IS
CAMOTECTHPOBAHHUSl MOJIb30BaTeJieM HJIH TeCTHPOBAHMSA BOJIU3HU
10JIb30BaTeJIst

He nmpumenumo.

29) pnaHHbIe O BBbINYCKE WM TMOCJHEIHEM IepecMoTpe
HHCTPYKIHMH N0 IPMMEHEHUI0
Bepcus 1 ot 11.05.2024

30) undopmanus 0 He0OXOAUMOCTH HANIPABJIEHNUSI COOOIIEHUS
NPOM3BOAUTEII0 MM €ro YIHOJHOMOYEHHOMY IHPeICTABHUTENI0 O
HEXKeJIaTeJbHbIX  COOBLITHSX, KOTOpPble HMEKT MNPHU3HAKHU
HeO0JIATONPHUATHOTO COOBLITUA (MHUIMIAEHTA).

[Ipy BO3HUMKHOBEHMM IIPETEH3MM IO KadyecTBy HabOpOB,
HEXKeNaTEeNbHBIX COOBITHI WM MHIIMICHTOB HAMpPaBISTh UH(DOpPMAILIHIO
IO aJipecy:

OOmiecTBO € OrpaHUYeHHOW OTBETCTBEHHOCThIO «Tectl'en»
(OO0 «Tectl'en»),

432072 Poccus

r. YinesHoBCK, UHxenepHsiii 44-ii npoesn, nom 9, opuc 13

Ten.: +7 499 705-03-75

www.testgen.ru

Cayx0a TeXHHYECKOM MOJACPKKH:

Ten.: +7 927 981 58 81

E-mail: help@testgen.ru
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IMpuioxenne A

CuMBOJIbI MAPKMPOBKH

CumMBo.1

HaumeHoBaHmne cuMBoOJIA

2

Hcmons3oBaTh a0

(!

I[aTa HU3TrOTOBJICHUA

LOT

Kon maptun

OO6patuTech K MHCTPYKITUH 110
MIPUMEHEHHUIO

TemmepaTypHbIi 1Mana3oH

1T
{
N

Coep>KUMOro A0CTaTOYHO IS
94 onpeneneHuii
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