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HA3HAYEHMUE

HacTtoswas WHCTpyKuMs pacnpocTpaHseTrca Ha Habop peareHToB Ans onpeaeneHus
reHeTUYeCKnx nonmMMopurU3aMoB, acCOLMMPOBAHHbLIX C HAapyLEHUAMN DYHKLMA cepaeyHo-
COCYANCTOM CUCTEMbI, METOAOM TroJiIMMepasHol uenHon peakumn (KapawnoleHeTuka),

Jlanee rno TekcTy Habop peareHToB.

Habop peareHtoB KapauoleHeTMka npeaHasHadyeH Ansa OonpeaeneHuss reHeTUYecKmnx
noanMMopdun3MoB, acCOLUMMPOBAHHbLIX C HapyweHUsMn QYyHKUWMA cepae4vYHO-CoCYyanCTOMN
CUCTEeMbl METOAOM NoNMMepasHol uenHon peakunmn (MLP) B pexnme peanbHOro BpeMeHu

B npenapartax [HK yenoeeka, NosyyYeHHbIX U3 LefbHOM nepudepnyeckon Kposu.

®dyHKUMOHaNbHOE Ha3HauyeHme: Habop peareHToB NpeAHa3HaveH 4ss ANarHoCTUKM in vitro
(onpepeneHne reHeTUYECKNX MNOMMMOPMU3IMOB, aCCOUMMPOBAHHBLIX C HapyLIEHUSMU
dYHKUNN cepaeyHO-CoOCyanUCTOn cuctembl, B npenapatax AHK yenoseka, mony4yeHHbIX U3

uenbHoM nepudepruyeckon Kposn).

Habop mMoxeT ObiTb WMCNOAb30BaH B  KJIMHWUKO-AMArHOCTUYECKMX nabopaTopusax

MEAMUMHCKUX YYPEXAEHNN U HAyYHO-UCCNea0BaTeNbCKON MpaKTUKE.

NMpnMeHeHune Ha60pa peareHToB He 3aBUCUT OT NMONYNAUMOHHbLIX U LI,EMOFpaCbMLIeCKMX

aCneKToB. npOTMBOHOKaBaHMVI K NTPUMEHEHUIO HET.

lMoTeHUManbHbIE MOSb30BaTENN: KBaﬂMCbMLlMpOBaHHbIIz nepcoHan, O6yl-IeHHbIl71 MeToaaM
MOJ'IeKy}'IFIpHOﬁ ANArHoCtTMkn 1 npasuiaM pa6OTbI B KJIMHWUKO-AMArHOCTMYECKOMN

nabopatopuu.

MpuMeHAaTb H660p peareHToB CTporo no Ha3Ha4deHuK cornacHo OaHHOM MHCTPYKUMKN MO

NMPUMEHEHNIO.
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2

2.1

XAPAKTEPUCTUKA HABOPA

CoctaB Habopa

7 AHK-TEXHOJIOrus

R1-H902-N3/4, KapanolreHeTuka N'MmnepToHus

Konwnuectso HoMWHanbHbIN
HanmeHoBaHMeE KOMMNOHEHTOB BHewHWn Bna npobupok/ 06BbéM

¢nakoHoB KOMMOHEeHTa
Cmecu ans amnamoukaumm:
1. ADD1: 1378 G>T(Gly460Trp) | lNpo3payvHasn 6ecuBeTHas XMAKOCTb 1 npobupka 960 mMKkn
2. AGT: 704 T>C (Met235Thr) Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 960 MKkn
3. AGT: 521 C>T (Thr174Met) Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 960 MKn
4. AGTR1: 1166 A>C Mpo3pauHasa 6ecuBeTHas XUAKOCTb 1 npobupka 960 MKn
5. AGTR2: 1675 G>A MNMpo3pauHasa 6ecuBeTHas XUAKOCTb 1 npobupka 960 MKn
6. CYP11B2:-344 C>T MNMpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 960 MKn
7. GNB3: 825 C>T Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 960 MKn
8. NOS3: -786 T>C Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 960 MKn
9. NOS3: 894 G>T (GIu298Asp) | Npo3payHas becuBeTHas XUAKOCTb 1 npobupka 960 MKn
MUP-6ydep Mpo3payHas 6ecuBeTHas XUAKOCTb 1 dnakoH 4,32 Mmn
Taqg-AT-nonnMepasa S(EiZiiac::aﬂ becuperHas BA3kas 1 npobupka 216 mMkn
MunHepanbHoe Macno E:Sjgj:?f;:;;:ii::ﬂ BAskas 1 dnakoH 8,64 mn

R1-H901-N3/4, KapanolreHeTtuka Tpom6odunusa

KonunyectBo | HoMWHanbHbINA
HanmeHoBaHME KOMMNOHEHTOB BHewHu BNA npobupok/ 06BbéM

¢nakoHoB KOMMOHEeHTa
CMecu ans amnnandukaumn:
1. F2: 20210 G>A lMpo3payHasa 6ecuBeTHas xuakoctb | 1 npobupka 960 mMKkn
2. F5: 1691 G>A (Arg506GIn) lMpo3payHas 6ecuBeTHas xuakocTtb | 1 npobupka 960 mMKkn
3. F7: 10976 G>A (Arg353GIn) Mpo3payHas 6ecuBeTHas XnAKocTb | 1 npobupka 960 MKn
4. F13: G>T (Val34Leu) Mpo3payHas 6ecuBeTHas xuakoctb | 1 npobupka 960 mkn
5. FGB: -455 G>A Mpo3payHasa 6ecuBeTHas xuakoctb | 1 npobupka 960 MKn
6. ITGA2: 807 C>T (Phe224Phe) Mpo3payHas 6ecuBeTHas XUAKOCTb | 1 npobupka 960 MKn
7. ITGB3: 1565 T>C (Leu33Pro) Mpo3payHas 6ecuBeTHas XMUAKOCTb | 1 npobupka 960 MKn
8. SERPINE1 (PAI-1): -675 5G>4G | Npo3payHas 6ecuBeTHas XmakocTb | 1 npobupka 960 MKn
MUP-6ydep Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 dnakoH 3,84 mn
Taqg-AT-nonnMepasa ;3;?(%::” becuserHan BAskas 1 npobupka 192 MKn
MunHepanbHoe Macno Eggjss:?:fi;:iz::ﬂ BA3Kas 1 dnakoH 7,68 mn

2.2

KonnuecTtBo aHanusnpyembix npob

Habop peareHToB npeaHasHayeH A/ OAHOPa30oBOro MPUMEHEHUA W paccyMTaH Ha
npoBesneHue 48 onpeaeneHuin, BKIOYAA aHalM3 HEU3BECTHbIX 06pa3sLoB W OTPULATENbHbIX

KOHTPOJ1bHbIX o6pa3Ll.OB.
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2.3 MpuHUMN MeTOAa

MeTopa: nonnMepasHas uenHas peakums C AeTeKumen pesynbTaToB B peXuMe peasibHoro
BPEMEHU; aHa/IM3 KPUBLIX MJ1AB/IEHNS, KAYECTBEHHbIA aHanms.

MpuHUMN MeTOAa OCHOBaAH Ha MWCMOAb30BaHMWM npouecca amnandukaumn OHK,
3aK/lovatolWencs B MNOBTOPSAKLWMXCS UMKIaX TemnepaTtypHol pgeHaTtypaumn [OHK, oTxura
npanMMepoB C KOMMAEeMeHTapHbIMKM MNOC/Aef0oBaTeNbHOCTAMM U Nocaeayowen  AOCTPOMKMK
NOSIMHYKNEOTUAHbIX Lenei ¢ 3TuxX nparMepos Tag-nonmmepason.

Ona nosblWeHns 4YyBCTBUTENBHOCTM W CNEeUundUYHOCTU peakuum npeaycMoTpeHo
npUMeHeHne «ropsivyero» crapta. Fopsumin ctapTt obecneunBaeTcsa METOAMKON MCNonb3oBaHus Taqg-
nonmmepasbl, 61o0kKMpoBaHHON aHTUTenamu. CrapT MoIMMEpasHOM LEenHOW peakunum nNpoucxoauTt
TONbKO Npu TeMnepaTypHOI Auccoumaumm Komniaekca Tag-noanmepasbl M aHTUTESN, YTO UCKOYaeT
Hecneundunyeckmn oTXuUr npanmepoB Ha AHK-MuweHn npu HayanbHOM nporpese Npobupku.

B cMecb ansa amnandukaumm BBeAeHbl CUrHabHblE 30HAbI, coaepxalwme dyopecueHTHble
MeTKn Fam v Hex, Ha Kaxxabin BapuMaHT onpeaensieMoro reHeTnyeckoro nonmmopdusma. lNocne
OKOH4YaHusa TP nposBoauTCca payHA TemnepaTypHOro njaBfieHUsS CUrHasbHbIX 30HAOB, B
pe3yfnbTaTe Yero U3MeHsieTCs ypoBeHb flyopecueHLMn, KOTOPbIA PUKCUPYETCS N NpeacTaBiseTcs
nporpaMmMHbiM obecneyeHmem npubopa B Buae rpaduka. Ecnm curHanbHbii 30HA YaCTUYHO
KoMmnnemeHtapeH JHK-mMuweHn, TemnepaTypa ero njasneHns 6yaet oTnmMdaTbCs OT TeMNepaTypbl
NaaBNEeHUs MOJIHOCTbIO KOMMJIEMEHTAPHOro 30HAa. Ha OCHOBaHMWM TemnepaTtypbl MjaBneHus
CUTrHasIbHbIX 30HAOB NPOBOANTCS MHTEPNpPETAUNS pe3ynbTaToB aHanmsa.

B coctaB cMmecen gns amnnudukaumm, cneuuduuUHbIX A0S KaX[oro reHeTU4eckoro
nonuMopdusMa, BKOUYEHa cuctema ansa amnnumdbukaumm gparmeHta reHomHon OHK yenoseka,
KOTOpasik MNO3BOAISIET KOHTpPOAMpoBaTb KonmdectBo [AHK B amnamdukaunmoHHon npobupke wu
NCKOYNTb OWMOKM reHOTUNMPOBaHUS.

Cuctema ana amnimndukaumm reHomHon AHK uyenoseka Bknwuyaet OHK-30HA, KOTOpPbIA
coaepxut dnyopecueHTHyto MeTky (Cy5) wmn racmtene dnyopecueHunn. Mpu obpasoBaHuu
cneundunyHoro npoaykta AHK-30HA4 pa3spylwaeTcs, AencTBue racutens Ha payopecueHTHY0 MeTKy
npekpawiaeTcsa, 4To BeAéT K BO3pacTaHUio ypoBHS dnyopecueHumm. Konmyectso paspyLleHHbIX
30HA0B (a, cnefoBaTesnbHO, M ypoBeHb hnyopecueHUMn) Bo3pacTaeT NponopuUMOHanibHO KONMYeCcTByY
obpazoBaBLINXCA cneumdrnyecKknx aMnanKoHOB U U3MEPSETCS Ha KaXxaoM umkne amnavdukaumu.

Habop peareHTtoB KapauoleHeTnKa BKOYaeT cMecn Ans amnamdukaumm, cneundumyHbole
ANS KaXKAoro reHeTnyeckoro nonnMmopguiama. icnonb3oBaHue Tpéx hyopecUeHTHbIX KpacuTtenemn
Nno3BosiSeT OAHOBPEMEHHO OonpeaensaTb ABa anjens n oueHmsaTb KONMYecTBO reHomHon AHK B
oaHON npobupke.

Ncnonb3oBaHMe HeCKONbKMX (yopeCcueHTHbIX KpacuTeneh Mno3BONSET COKpaTUTb
KOSIMYeCcTBO MNpOBUPOK, MOCKOJSIbKY MOSBNSAETCS BO3MOXHOCTb OAHOBPEMEHHO PEerncTpupoBaTb
pe3ynbTaTbl pa3HbIX peakuuMin amnnmdukaumm, nNpoxoaawmx B ofgHoM npobupke. B Tabnuue 1
npeacTaBneHbl KaHasnbl AeTeKUNM NPOAYKTOB aMniandukauun.

NccnepoBaHne € umcnonb3oBaHMeM Habopa peareHToB KapawmoleHeTuka cocTouT U3
cnepyowmx 3T1anos: BblgeneHve [OHK (npobonoagrotoska) u TMUP-amnandukauma [OHK ¢

JleTeKUMNe pe3ybTaToB B PEXNME peasibHOro BPEMEHMU.
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Tabnuuya 1 - KaHanbl getekumm annesnbHbIX BapunaHTOB U BHYTPEHHEIO0 KOHTPO/A

7 AHK-TEXHOJNOIUA

MonuMopdusm
(HanmeHoOBaHMe cMecu Fam Hex Rox Cy5 Cy5.5
ansa amnnmdgunkaunm)
KomnnekT KapanoleHetnka Tpombodunus
F2: 20210 G>A G A - BK -
F5: 1691 G>A (Arg506GIn) A - BK -
F7: 10976 G>A (Arg353GIn) G A - BK -
F13: G>T (Val34Leu) G T - BK -
FGB: -455 G>A G A - BK -
ITGA2: 807 C>T (Phe224 Phe) Cc T - BK -
ITGB3: 1565 T>C (Leu33Pro) T Cc - BK -
SERPINE1 (PAI-1): -675 5G>4G 5G 4G - BK -
KomnnekT KapanoleHeTuka M'MnepToHMS
ADD1: 1378 G>T (Gly460Trp) G - BK -
AGT: 704 T>C (Met235Thr) - BK -
AGT: 521 C>T (Thri74Met) C T - BK -
AGTR1: 1166 A>C A C - BK -
AGTR2: 1675 G>A G A - BK -
CYP11B2: -344 C>T Cc T - BK -
GNB3: 825 C>T Cc T - BK -
NOS3: -786 T>C C T - BK -
NOS3: 894 G>T (Glu298Asp) G T - BK -
24 BpeMmsa npoBeneHns aHanmsa (6e3 yuéta npobonoaroToBkKM):2 yaca.

3 AHAJTUTUYECKUE XAPAKTEPUCTUKHN

3.1 Cneundun4yHoCTb

B o6pasuax 6uMonorMyeckoro Martepuana u4esioBeka,

nocne 3aBepueHuna  peakuuun

aMI'IJ'IVI(bVIKaU,VIVI AOJDKEH onpeaenaTbCd reHoTun nccneayemoro o6pa3L|.a.

3.2 YyBCTBUTENBHOCTb

Konnuecteso aHanmampyemon OAHK nonxHo 6biTb He MeHee 1,0 Hr Ha aMNAMPUKALUNOHHYIO
npobupky. Mpn ucnonb3oBaHMM MeHblUero konuyectsa OHK npousBoauTeENnb He rapaHTUpYeT
afeKkBaTHyl paboTy KOMMIEKTOB.

B o6pa3uax c HegocTtaToOyHbIM KonuyectBoM [HK nocne 3aBeplieHus peakumu
aMmnandmKaumm permcTpnupyeTcss COMHUTEbHbIN pe3ybTarT.
MpunmeuaHune - [Onsa oueHKn kKonm4yectBa BbligeneHHon AHK pekoMeHAyeTCss MCNOAb30BaTb KOMIMIEKT

peareHToB ANs KOHTpons B3sATUS MaTepuana Mmetogaom [UP (KBM), npoussoactBa OO0 «HM® [AHK-

TexHonormna».



KapawoleHeTuka | WHCTPYKUMA NO NPUMEHEHUI0 | 574-4 ot 01 nronsa 2024 ropa 7 HHK'TEXHUHGW"

4 MEPbI MPEAOCTOPOXXHOCTH

Obwme TpeboBaHus 6e30MacHOCTM K HabopaM peareHTOB ANl AMArHOCTUKM in Vitro - B
cooTBeTcTBMM € TOCT ISO 14971-2011.

Opranumsaumsa pabotbl [LUP-nabopatopun, obopyaoBaHue u MaTepuanbl  AOKHbI
cooTBeTCcTBOBaThb TpeboBaHmaMm FOCT P 52905-2007, mMetoanyeckux ykasaHuin MY 1.3.2569-09
«OpraHunsaumnsa paboTbl nabopaTopuii, MCNONb3YIOWMX MeToAbl aMMIN@UKaAUUN HYKIEUHOBbIX
KnUcnoT, npu paboTe ¢ MatepmanoM, Coaep>kawmM MMKpoopraHnsmel I-IV rpynn naToreHHoCTm», U
CaHuTapHo-anungemMnonoruyeckmm npaswmnam CIM 1.3.2322-08 «be3sonacHoctb paboTbl C
MUKpoopraHmamamm III-IV rpynn natoreHHoctn (onmacHOCTM) M BO36yauTensiMm napasmTapHbIX
bonesHen», CM 1.2.036-95 «[llopsgok yuyeTa, XpaHeHus, nepegadYn M TPaAHCMOPTUPOBAHMS
MMKpoopraHnsmos I-IV rpynn naToreHHoCcTmn».

Nccnepayemble obpasubl paccMaTpMBaOTCA Kak MoTeHUMasibHO-0ONacHbIE.

Mpu pabote ¢ MukpoopraHmamamu I-IV rpynn natoreHHocTu BbIGOp TuUNa 3aWMTHOro
KocTioma (pabouer ogexabl M CpeacTB MHAMBMAYANbHOW 3awWMTbl) MNPOBOAUTCA B CTPOroM
cootBeTcTBUM € CIN 1.3.2322-08.

Mpun paboTe cneayeT HageBaTb OAHOpPa30Bble NepyaTku 6e3 Tanbka.

Ha cragusx npurotoBieHUs peakUuMOHHOW CMecn HeobxoAMMO MCMofib30BaTb TOJIbKO
HOBble HAKOHEYHNKM N NPOBUpKN.

He ponyckaeTcs wcnonb3oBaHME OAHMX W TEX XEe HaKOHeYHUKOB npu obpaboTke
pasnM4YHbiX 06pa3LoB.

Boinenenvne AHK cneayet nposoantb B 6okcax buonornuyeckon 6esonacHocTtu II knacca.
MoaroTtoBky K MLP ¢ ncnonb3osaHnem Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-60kcax.

Ana npepotepalleHna KOHTaMUHauum 3tanbl BoiageneHnsa AHK m MUP cneayet npoBoauTb
B pa3sfesibHblX MOMEeLWEeHUSIX UM TaTeNbHO M30JIMPOBAHHbLIX 30HaX, CHAabXXEHHbIX KOMMJeKTaMu
NnoslyaBTOMaTUYECKMX A03aTOPOB, XasaTaMn, CTEKISIHHOM NOCyA0M M NPOYMMU NPUHALIEXKHOCTAMM.,

Bce nabopatopHoe ob6opyaoBaHue, B TOM 4ucie Ao3aTopbl, wWTaTtuebl, nabopatopHas
nocyaa, XanaTbl, rofnoBHble y6opbl M MNp., @ TakXe pacTBOpPbl peareHTOB AOJIXKHbl 6bITb CTpPOro
CTauMOHapHbLIMU. 3arnpeLaeTca ux nepemMeLlleHme 3 o4HOro NoMeLleHus B Apyroe.

MoBepxHOCTM paboumx CTONOB, a TaKXe MOMELWEeHn, B KOTopbix nposoautcsa MLP,
cnepyet obpabaTtbiBaTh 6akTepmunaHbIMM 0bayyaTensamMm 4o 1 nocne nposeaeHns paboT B TeueHue

O4HOIo 4aca.

BHUMAHME! Yganats oTtxodbl ¢ npogyktamm [MLUP Heob6xoAmMMO TONLKO B 3aKpbiTOM Buae.

He gonyckaeTtcsa oTKpbiBaTb Npobupku nocne amnandukaumm (MY 1.3.2569-09).

XuMmnyeckasa nocyaa u obopynoBaHue, KOTOpbIE MCMOMb3YOTCAa Npu pabote ¢ Habopom,
[OMKHbI 6bITb COOTBETCTBYOLWMM 06pa30M MapKMPOBaHbl U XPAHUTLCS OTAENBHO.

Ncnonb3oBaHHble 0A4HOPA30Bble MPUHAANEXHOCTU (NPOBUPKN, HAKOHEYHWKU) [OSKHbI
cbpacbiBaTbCa B cneuManbHbIl KOHTENHep, coaepXallunii Ae3nHPULNPYIOLWLMA pacTBop.

Bce noepxHocTn B nabopatopun (paboume ctonbl, wTaTuBbl, obopynoBaHue u ap.)
eXxXegHEeBHO NoABeprarT BAaxHon ybopke C NpUMeHeHMneM Ae3NHOULUNPYIOLWMX/MOOWMX CPEACTB,

pernaMeHTUpoOBaHHbIX caHUTapHbiMU Npasunamm CI1 1.3.2322-08.
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NMpumMmeuyaHune — Habop peareHTOB HE COAEPXKUT MaTepmnanos 6MOIOrMUYECKOro NPOUCXOXAEHMUS, BELECTB,
o6n1ajalWmnX KaHLEPOreHHbIM, MyTareHHbIM AENCTBMEM, a TaKXe BAUSIOWMX Ha PENnpoAYKTUBHYO (hyHKUMIO
yenoBeka. [pu MCMOAb30BaHMM MO HA3HAYEHUIO W COBMOAEHUN Mep NPefoCTOPOXHOCTU  ABASIETCS

6e3onacHbIM.

5 OBOPYAOBAHME U MATEPUAJIbI

Mpn paboTe C KOMMAeKTaMW peareHToB TpebylTca cnegywowme obopyaoBaHue u
mMatepwvanbl:
. MLP-60kKc;
. amnnandukatop apetektupytowmii  (OATnantt ATnpanm? wnm  AOT-96 (000 «HMO AHK-

TexHonorms»));
. MUKPOLIEHTpUdYyra-BopTeKkc;
. X0N0ANNbHUK B6bITOBON;
o MOPO3UbHUK BbITOBOW;
o npobmpku nnacTtukosble o6béMom 1,5 mn;
o npobupkun nnactnkosblie 06bEMoM 0,2 Mn 4na amnandukaunm;
o wTtatme «pabouee mecto» ansg npobupok ob6bvéMom 1,5 mn, Hanpumep, OO0 «HIMO AHK-

TexHonormna», Poccmsi, Uan aHanornyHbIn;

o wratne «pabouee Mecto» ans npobupok o6béEMom 0,2 MA MNu Ans CTPUNOBaHHbIX NPOSMPOK
06bEMom 0,2 mn, Hanpumep, 000 «HMO AHK-TexHonorus», Poccusa, nnm aHanorndHbIn;

o [03aTopbl MexaHu4yeckune WM 3eKTPOHHble OAHOKAaHallbHble C MNepeMeHHbIM 06BHEMOM,

nossongowme otébupaTb 06bEMbI XMakoctn 0,5-20 mkn, 20-200 Mk, 200-1000 mkn;

. 0AHOpa30Bble HAaKOHEYHUKM C DUNBbTPOM A9 NONyaBTOMaTUYECKMX A03aTopoB, cBoboaHble
oT PHKa3 n AHKa3, o6bvémom 20 Mk, 200 mkn, 1000 mkn;

o OAHOpa30Bble NepyaTkn MegnumnHckme, 6e3 Tanbka, TEKCTYPUPOBaHHbIE;

o éMKOCTb C Ae3MHOMUMPYIOWKMM pacTBOpoM ans cbpoca MCnosb30BaHHbIX HAKOHEYHWUKOB,

NpobMpoK U ApPYrnx pacxoaHblX MaTtepuanos.
Ons B3aTMSA 1 NpeaobpaboTkm Matepmana onsa mccnenosaHms n eolaenenmsa OHK:
. KOMMJIeKT peareHToB ans BbigeneHns OHK (pekomengyetcss MPOBA-TC-TEHETUKA wnn
MPOBA-PANMNA-TEHETUKA npoussoactea 000 «HMO AHK-TexHonormnsa»);
. ueHTpudgyra ana Mmumkponpobupok, ¢ RCF He Huxe 16 000 x g (Hanpumep, Eppendorf
Centrifuge 5424 nnn aHanorn4yHas);
o TepMOCTaT TBEPAOTENbHbIN, NoaaepXxuneatowmn temnepatypy 50 °C;
. BaKyyMHble naacTukoBbie Npobupkn Tuna Vacuette c 34TA.
MporpamMMHoe obecneveHne ana amnanduKaTopoB getekTupyowmx ATnant, ATnpaiim um
OT-96:
Bepcua MO He Huxe 7.3.5.573;

ini dannbl ¢ napameTpammn aHanmnsa «Thrombophilia.ini» n «Hypertension.ini».

1 — tonbko Mmopenu 4S1, 452, 551, 552, 6S1, 652

2 - Tonbko Mogenu 4M1, 4M3, 4M6, 5M1, 5M3, 5M6, 6M1, 6M3, 6M6

3 — NnpousBoANTENb PEKOMEHAYET CBOEBPEMEHHO 06HOBNATL NMpPorpaMMHoe obecrnedyeHne ans AeTEKTUPYIOLWMNX
amnandukaTopoB. AKTyaslbHYO BEPCUIO MPOrpaMMHOr0 obecrnedeHuss MOXHO CKayaTb Ha canTe KOMMaHwuu
«OAHK-TexHonorusa»: https://www.dna-technology.ru/poequip/po-dlya-oborudovaniya
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6 AHAJTIUSNPYEMbIE OBPA3Lbl

6.1 MaTepuan ons nccneaoBaHus
Onsa nccnegoBaHmMsa MCNOMb3YIOT LeNbHY Nepndepruyeckyto KpoBb YenoBeka.
B3aTtne, npenobpaboTky n xpaHeHne maTepuana npoBOAST B COOTBETCTBUM C MHCTPYKUNEN

K KOMMeKTy An4 sbigeneHma AHK us 6rnonornyeckoro MaTepuana.

6.2 B3aTtne uenbHol nepudepnyeckoin Kposu

B3atne uenbHOM nepudepnyeckon KpoOBW MNPOBOAUTCS B BaKyyMHble MacTUKOBbIe
npobupkn Tnna Vacuette o6vémom 2,0 nnm 4,0 mn ¢ gobaBneHHOM B KayecTBe aHTMKOoarysiHTa
CONbI0 3TUNeHAnaMmHTeTpaaueTata (34TA) B KOHe4yHON KoHueHTpauunm 2,0 mr/mn. B kadectse
aHTUKOoAryJsiHTa [OMyCKaeTCs TakXKe MCNOosib30BaHWe umMTpaTa HaTpus. 15 nepeMeLllMBaHns KpoBU

C @aHTUKOArynsHToOM nocse B3aTMsA MaTtepuana Heobxoanmo nepesepHyTb Npobupky 2-3 pasa.
BHMUMAHME! He gonyckaeTcst UCrnosib30BaHMeE renapmHa B KayecTBe aHTUKOArynsHra.

6.3 TpaHcnopTMpOBaHME N XpaHEHME UCCeayeMoro Mmatepmana

Jonyckaetcs xpaHeHue obpasuoB npu temnepatype oT 2 °C go 8 °C He 6onee 24 yacos.

6.4 Bblaenenne AHK

BoigeneHne OHK npoBoaAT B COOTBETCTBMM C MHCTPYKUMEN K MCNOSb3yeMoMy Habopy
peareHToB. PekomeHayemble Habopbl (KoMnnekTbl) ana BbigeneHna AHK u3 6uonornyeckoro
maTepunana: NMPOBA-IC-TEHETUKA n MNMPOBA-PANNA-TEHETUKA. KomnnekT MPOBA-IC-TEHETUKA
peKkoMeHAYyeTCS MWCMoNb30BaTb B CAyyae, ecnu npeanosiaraeTcs  AUTeNbHOE XpaHeHue
BbigeneHHon AHK (no 6 mecsues). OHK, nonydeHHy C mcnonb3oBaHueM komnnekta MPOBA-

PAMNAO-FEHETUKA, cneayeTt xpaHuTb He 6onee ogHOro mMecsua.

BHUMAHME! OpgHoBpeMeHHO c BblaeneHnem [OHK wn3 nepudepunueckon KpoBu HeobxoamMo
MpOBECTU 4yepe3 BCe 3Tanbl NMpPobonoAroTOBKM OTPMLATENbHbLIN KOHTPOJIbHbLIN 0bpas3eu (B ero
KayeCcTBe MOXXHO UCMOJIb30BaTb M3MONTOTMYECKNIA pacTBOp B 06bEME, YKazaHHOM B MHCTPYKLUUM K

Habopy peareHToB Ans Bbigenenms QHK).

7 NPOBEAEHUE AHAJIN3A

BHUMAHME! lNpu npoBeaeHnn BCex Nocnenyowmnx 4encTBuii cnegyet nsberatb BO34eNCTBUS

MPsSIMbIX COTHEYHbIX Ny4Yer Ha Npobupkn co cMecbio ans amnamdukaumnm!

7.1.1 Tlpomapkupynte Heobxoammoe KONMMYECTBO nNpobupok ans amnandukaumm ob6bEMoM
0,2 mn  (KOMMYECTBO aHanm3ampyembix ob6pasuoB + npobupka Ans OTpULATENIbHOMO
KOHTPOJIbHOIro obpasua «K-», yMHOXEeHHOEe Ha KOJIMYeCTBO onpeaensieMblX reHeTUu4ecKmx
nonmmopgunusmMoB).

7.1.2 BcTpsaxHuTe npobupkm co cMecsMu A8 amnamdukaumm B TedeHme 3-5cek u
LeHTpUdYrnpymTe B TedeHne 1-3 ceKk Ha MUKpoLeHTpudyre-sopTekce.

7.1.3 BHecuTe B npoMapkumpoBaHHble nNpobupku no 20 MKA COOTBETCTBYIOLWEN CMecu Ans

aMI'IJ'IMq)I/IKaLI,MI/I (,CU'IFI Ka>Xgoro I'IOJ'IMMOpCbM3Ma OoTAENTbHbIM HaKOHe‘-IHMKOM).
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7.1.4

BcTpaxHute npobupku ¢ MNUP-6ydepom n Tag-AT-nonumepasoin B TedeHue 3-5 cek u

LeHTpUdYrnpyinTe B TedyeHne 1-3 cek Ha MUKPOLEHTpUdYyre-BopTeKce.

BHUMAHME! Tag-AT-nonmMMepasy cnefyeT A0CTaBaTbh U3 MOPO3UIbHOM KaMepbl HEMOCPeaCTBEHHO

nepen ncnoJib30BaHMEM.

7.1.5

7.1.6

MpurotoBbTe B oOTAeNbHOM npobupke cmecb [LUP-6ydepa wn Tag-AT-nonmmepassbl.
CMewanTe B oTaenbHoOM npobupke:

o 10x(N+1) mkn MUP-6ydepa;

o 0,5%x(N+1) mkn Tag-AT-nonnmepassl,

roe N — KonMyecTBO MPOMapKMpPOBaHHbIX NPOBGUPOK C 3anacoM Ha oAMH obpasel.
3akponTe KpbiwKy Mpobupku, BCTpAXHUTE nNpobupky B TedyeHne 3-5cek wu

LeHTpuUdyrnpymte B TedeHne 1-3 ceKk Ha MUKpOLEHTpUdyre-BopTeKCeE.

BHUMAHME! Cmechb MNLUP-6ydepa n Tag-AT-nonimMepasbl HE06X0AMMO roTOBUTb HENOCPEACTBEHHO

nepen ncnosib3oBaHMeEM, CMeCb XpaHEHUIO HE MOANTEXUT.

7.1.7

7.1.8

7.1.9

JobaBbTe B Kaxayl npobupky co cMmecbio ans amnamdukaumm no 10 mkn cmecun MLP-
6ydepa n Tag-AT-nonmmepassbi.

[JobaBbTe B Kaxayl npobupky no ogHon kanne (okono 20 MKN) MUHepanbHOro Macna.
3aKponTe KpbilKK NpobUpoK.

BcTpsaxHuTe npobupku C uccneayembiMnm obpasuamMum UM KOHTPOJSbHbIMM obpasuaMn B

TeyeHue 3-5 cek U LeHTpudyrnpyite B TedeHme 1-3 cek Ha MUKpoLEeHTpUdyre-BopTeKkce.

BHUMAHME! [ns npepoTeBpalleHns KOHTaMUHauum cnenyet nepepn sHeceHmeM [JHK oTkpbiBaTb

KPbIWKK TONIbKO TeX Npobupok, B KoTopbie 6yaeT BHOCUTLCS AaHHbIA obpaseu, M 3akpbiBaTb MX

nepes BHeceHueM cneaytowero. Mpenapatbl AHK ¥ KOHTponbHble 06pasubl cneayeT BHOCUTb

HaKOHEYHUNKaMn C CbVIJ'IprOM.

7.1.10

7.1.11

7.1.12

7.1.13
7.1.14

BHecuTe B COOTBETCTBYHOWME Mpobupkn pns wuccneayemolx obpasyos no 5,0 Mkn
BblaeneHHoro n3 obpasuos npenapata AHK. B npobupky «K-» OHK He BHOCUTCS.
BHecuTe B Npobupky, npoMapknpoBaHHyto «K—», 5,0 MK oTpuuaTenbHOro KOHTPOJIbHOIO
obpasua, npoweawero 3tan BblgeneHns AHK.
3akponTe Kpblwkn nNpobupok. LeHTpndyrnpynte npobupkm Ha MuKpoueHTpudyre-
BOpTEKCe B TeyeHue 1-3 cek.
YcTaHoBuTe Bce Npobumpku B 6/10K AeTekTupyrowero amnamdukaTopa.
3anyctute nporpaMMHoe obecrneveHne RealTime_PCR B pexume «Pabota ¢ npmbopom».
Mpn nepsom nposeaeHun [MUP 3arpysuTte ini ¢daiin ¢ COOTBETCTBYHOLWMM Ha3BaHMEM
(«Thrombophilia.ini», «Hypertension.ini»). [danee n npu nocneaywwmx MocTtaHOBKax
nobaBbTe B MPOTOKO/ COOTBETCTBYHOLWMNE TECTbI MM UCNO/Ib3YNTE MHOMOTECTOBbLIN PEXUM,
YKaXuTe KOn4YecTeo WM wuaeHtudumkaTopbl 06pasLoB, B TOM 4ucne oTpuuaTtenbHbIX
KOHTPO/IbHbIX 06pa3uoB, oTMeTbTE pacrnosioXkeHne npobupok Ha maTpuue Tepmobsioka B
COOTBETCTBMU C nx yctaHoskon (cM. 7.1.13) n nposegmuTte MLP.
Mpun BbIGOpe TecTa B OKHe «3anyck nporpammbl amnandukaumm» AomKHa oTobpaxaTbcs
nporpamma, npmeeaéHHas B Tabnuvue 2.

10
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MpumMmeyvyaHne - Tun I'IpOGVIpKM Ana oTpuuaTeNbHbIX KOHTPOJIbHbIX 06pa3uos cnegyeT ykKasbiBaTb Kak

«O6paseu>».

BHUMAHME! PacnonoxeHne npobnpok Ha MaTtpuue TepMmobaoKka A0NXKHO CTPOro COOTBETCTBOBATb
nopsiaky ycTaHoBkuM npobupok B 6soke. [ MHOrOTECTOBOrO pexuMa MnopsiaoK YCTAaHOBKM

I'IpO6V|pOK AOJIKEH CTPOro COOTBETCTBOBATL MOC/NEAO0OBATENIbHOCTUN TECTOB B rpynne.

Tabnuuya 2 - Pexum amindukaumm ansa getektmpywmx amnnmdukartopos AT-322, ATnanT,
OTnpanm n AT-96

0 Bpems Pexxnm
6 ) TemnepaTypa LA ONTUYECKNX At, °C Twn 6n10Ka
fioKa MUWH c LMKSI0B o
M3MepeHUM
80 °C 2 0
1 1 Uwnkn
94 °C 5 00
94 °C 0 30
2 5 LUwvkn
67 °C 0 15 \
94 °C 0 05
3 45 Lnkn
67 °C 0 15 4
4 25 °C 0 30 1 Lnkn
«KpuBas
o niaaBneHus»,
5 25 °C 0 15 50 v 1,0 °C At=1 °C;
TKOH=75 °C
6 10 °C! XpaHeHune XpaHeHune
8 PEFNCTPAUNA PE3YJ/IbTATOB AMIVNTUOUKALIUN

Pernctpauuss pesynbtatoB [LUP ocywectBnsieTcs aBTOMaTU4eCKM C  MOMOLbIO
nporpaMMHoro obecne4vyeHms, NOCTaBASEMOro C AETEKTUPYIOWMM aMNINPUKATOPOM.

Ha rpaduke 6ygmer otTobpaxeHa 3aBUCUMMOCTb (AyopecueHuMn OoT TeMnepaTypbl
nnaesneHns ans kaxpom npobupkm B Tepmobnoke. B Tabnuuye cnpaBa 6yaer nokasaH
naeHTudunkaTop obpasua, HazBaHMeE BbISBASEMOro noanMmopduraMa U pesynbTaT reHOTUMNUPOBaHUS

Kaxxgoro obpasua. Mo pesynbTataM aHanm3a MoXHo cpopMMpoBaThb M pacrneyaTtaTb OTYET.

1 - nonyckaeTca xpaHeHue npu Temnepatype 25 °C
11
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9.2

9.3

9.4

10

10.1
10.1.1

10.1.2

10.2
10.2.1

10.2.2

10.2.3

YYET PE3Y/IbTATOB PEAKLIUU

YUéT pe3ynbTaToB peakuMn OCYLLeCTBASETCS aBTOMaTUYeCKn C NOMOLb NpOrpamMMHOro
obecneyeHns, NoCTaBNSEMOro C aMnINPUKaTOPOM AETEKTUPYIOLMM.

Onsa Bcex obpa3uoB nporpamMMa duKcMpyeT pesynbTaT amnnmdukaumm reHomHon AHK
yenoseka (BK). [lns koppekTHO paboTbl Habopa peareHToB KOIMYECTBO aHanmaupyemoin JHK
OOMKHO 6bITb HEe MeHee 1,0 HI Ha aMnNAndUKaUMOHHYO Npobupky, 4To cooTBeTcTByeT Cp < 32,0.
B ob6pasuax, npoweawmnx MUP, n coaepxawmx A0CTAaTOYHOE AN KOPPEKTHOro aHanusa
konuyectso [AHK, nporpamma onpeaensieT reHOTMn wuccnegyemoro obpasua, KOTOpbIi

oTobpaxkéH B Tabnuue B rpacde «Monmmopdunsm».

Mporpamma onpeaensieT HeAOCTOBEPHbIN pe3ynbTaT B CNeAyoWwmX cnydasx:

. ans obpasuyos, He npoweawmx MUP;

. Ans obpasuoB C HegOCTaTOYHbIM A8 aHanu3a konndecteom HK (meHee 1,0 Hr Ha
amnandukaumoHHyto npobupky, Cp>32,0 Ha KaHane getekumm BK);

o NpW 3HAYUTENbHbIX OTAMYMAX MNOJSIYYEHHOM TemnepaTypbl MiaBAeHUs MPOAYKTOB
amMnandukaumn ot 3agaHHON.

B cnyyae nony4deHns HeQoCTOBEPHOrO pe3yJsibTaTa TpebyeTcs noBTOpHOE NpoBeaeHue MLUP

Cc nMmerwowmnmcsa npenapatom AHK, nnbo nosTtopHoe BbigenenHne OAHK mn nocrtaHoska [MLP,

nmbéo NOBTOPHOE B3ATNE KITMHNYECKOIro MaTepmnaia (BbII'IOJ'IHﬂeTCFI I'IOC}'Ie,D,OBaTe}'IbHO).

[ns oTpruaTtenbHbIX KOHTPOSbHbLIX 06pa3LoB NporpamMMa UKCUpPYET HEAOCTOBEPHbIA pe3ynbTar.
Mpy NoaydYeHMn NONOXMUTENBHOIO 3HavYeHus (onpeaeneHne reHoTmna) B OTpuuaTeslbHOM
KOHTpONbHOM  obpa3ue  pe3ynbTaTbl  BCeEW MOCT@aHOBOYHOW  CEpUM  CcuMTaloT
HenoCcToBepHbIMU. B 3TOM cnydyae HeobxoomMMo npoBeaeHue cneunanbHbIX MeponpusTUit

Ana yCtpaHeHun4 BO3MOXHOW KOHTaMUHaLUW.

TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCNJIYATALNA

TpaHcnopTMpoBaHue

TpaHcnopTMpoBaHWe Habopa peareHTOB OCYLIECTBASAKOT BCEMM BWAAMU  KPbITOrO
TpaHcrnopTa Npu TeMmnepaTypax, COOTBETCTBYIOLINX YC/IOBUSIM XpPaHEHUS KOMIMIEKTOB
peareHToB, BXOASLLMX B COCTaB Habopa.

Habopbl peareHTOB, TPaHCMOPTMPOBAHHbIE C HapyLIEHMEM TEMMEPATYPHOro pexuMma,

NMPUMEHEHUNIO HE MoANEXaT.

XpaHeHue

Cmecn gna amnaudukaumm, MNUP-6ydep n MmMHepanbHOe Macno cneayeT XpaHuUTb B
XOJIOAMNIBHUKE UMW XON0AMNbHOW Kamepe npu TeMnepartype oT 2 °C go 8 °C B TeueHue
BCEro cpoka rogHocTn Habopa peareHToB.

Taqg-AT-nonnMepasy cneayetr XpaHuTb B MOpPO3W/IbHOWM KaMepe npu TemnepaTtype
oT MuHyc 18 °C go MmnHyc 22 °C B Te4yeHue BCero cpoka rogHoctn Habopa peareHToB.
Habopbl peareHTOB, XpaHWBLUMECS C HapylleHMeM perfaMeHTMPOBAHHOIO pexunma,

a TakKXXe C ucteKkwmMm CpokoM rogHoCcTtu1, NnpuMeEHEHNO HE noasiexar.

12
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10.3
10.3.1

10.4

10.5

11

11.1

11.2

11.3

12

12.1

12.2

13

YKazaHus no akcnayaTauum
Habop peareHTOB A0/XEH MPUMEHSTLCS COM/TACHO AENCTBYIOLWEN BEPCUM YTBEPXKAEHHOM

MHCTPYKLUWN MO NMPUMEHEHNIO.

Onsa nony4vyeHns HafeXHbIX pe3ynbTaToB HeobxoauMo cTporoe cobniogeHne MHCTPYKLUUK
no npumeHeHuto Habopa. Mocne BCKPbITUS YNaKOBKM KOMMOHeHTbl Habopa peareHToB
cnenyeT XpaHuTb NMpu criegyowmx yCnoBUSaX:

o cMecn ana amnandwukaummn, MNLP-6ydep n MyMHepanbHOe Macno crefyeT XpaHuTb
B XOJIOAUNIBHUKE WAW XONOoAWbHOM Kamepe npwu TemnepaTtype oT 2 °C go 8 °C B
TeyeHne BCero cpoka rogHocTm Habopa peareHToB;

. Taqg-AT-nonmmepasy cnegyeT XpaHuTb B MOPO3W/IbHOWM KaMepe npu TemnepaTtype
oT MuHyc 18 °C go MmHyc 22 °C B Te4yeHMe BCero cpoka roaHocTn Habopa peareHTosB;

. cMecn ans amnamdukaumm cneayetr XpaHuTb B XONOAWSIbHUKE MU XONOAMBbHOWN
Kamepe npu Temnepatype ot 2 °C go 8 °C B 3aWMWEHHOM OT CBETA MeCcTe B Te4eHue

BCEro Cpoka roAHOCTM Habopa peareHToB

Ha6opbl peareHToB C UCTEKLIMM CPOKOM FOAHOCTM NMPUMEHEHUIO HE MoAsexar.

YKA3AHWA NO YTUWIN3ALUNU

Habopbl, npuweawmne B HENPUro4HOCTb, B TOM 4WUC/e B CBSA3M C UCTEYEHMEM Cpoka
roAHOCTU U HEUCMOSIb30BaHHbIE peaKTUBbl, OTHOCATCA K kKnaccy b 1 noanexat yTunmsauum
B COoTBeTCTBUM C TpeboBaHuamum CaHluH 2.1.7.2790-10 n MY 1.3.2569-09.

Mpn uncnonb3oBaHMM Habopa peareHToOB B KJIMHUKO-AMArHOCTMYEeCKon nabopaTopum
obpasyloTca oTxoabl knaccoB A u B, KoTopble KnaccuduunpyoTcs U yTUIU3UPYIOTCS B

COOTBEeTCTBMU C TpeboBaHuaMm CaHlnH 2.1.7.2790-10.

YnakoBka Habopa peareHTOB (MepBuYHasi: NMpobupkn, NakoHbl M BHELLIHAS: MaKeTbl
NOMM3TUNEHOBbIE C 3aMKOM W KOPOBKW KapTOHHbIE) MOC/E MWCMOMIb30BaHUSA Mo

Ha3Ha4yeHu0, OTHOCUTCH K OTX0AaM Kiacca A U yTUNmM3npyeTcsa C 6bITOBbIMM OTXOAAMM.

FAPAHTUN N3TOTOBUTENA

MpeanpusaTne-n3roToBUTENb  rapaHTUpyeT  CooTBeTCTBMe  Habopa  TpeboBaHuAM
TEXHUYECKNX YCNOBUA Npu COGMIOAEHUM YCNOBUA TPAHCNOPTUPOBAHUS, XPaHEHUS WU
NPUMEHEHNS!, YCTAHOBJ/IEHHbIX TEXHUYECKUMUN YCITOBUSIMMU.

Cpok rogHocTtu Habopa — 6 MecsiueB npu coboaeHNN BCEX YCIOBUIM TPAHCMOPTUPOBaHUS,

XPaHEeHNA N sKCnayaTaunn.

PEMOHT U TEXHUYECKOE OBCJ1Y)XNUBAHUE

Habop peareHToB npeAHasHayeH ANs OAHOPA30BOr0 WCMOJIb30BAaHUS M HEe MOANEXUT

TEXHUYECKOMY OBC/TYXXUBAHUIO U TEKYLLIEMY PEMOHTY.

13
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CNMBO/J1bl, NCNOJIb3YEMbIE NP MAPKNPOBKE HABOPA

MegnumnHckoe nipenume
AN ANarHoCTuKKM in vitro

O6paTtnTechb K MHCTPYKLMK
Nno NPUMEHEHWUIO

=

/ﬂ/ TeMmnepaTypHbIAN AManasoH REF KaTanoxHbin HOMep
;;; Konunyectso TectoB “ Appec usrotoButens
- "
[} He pgonyckaeTcsa Bo3gencreme
roaeH Ao /|\\\ Aory A
COJIHEYHOro CBeTa

ES

LOT Cepwus Habopa He ctepunbHo

[aTa u3rotosrsieHns OaHopasoBoe MCcnonb3oBaHue

15

MNEPEYEHb NPUMEHAEMbIX HALMOHAJIbHbIX CTAHOAPTOB

FOCT 2.105-95 O6wue TpeboBaHMsa K TEKCTOBbIM JOKYMEHTAM.

FOCT ISO 14971-2011 N3penusa ™egumumHckue. TpuUMeHeHne MeHeg)XMeHTa pucka K
MEANLMHCKUM U34eNunsM.

FOCT P 15.309-98 Cucrtema pa3paboTkm M MOCTAaHOBKM MPOAYKLUMM Ha MNpPOM3BOACTBO.
NcnblTaHns u npuémka BbiNyckaeMol npoayKummn. OCHOBHbIE MOJSIOXKEHUS.

FOCT P 51088-2013 MeauuuHCcKkne wusgenusa Ans AVWarHOCTUKU UH BUTPO. PeareHThl,
Habopbl peareHTOB, TECT-CUCTEMbl, KOHTPOJIbHblE MaTepualnbl, NUTaTenbHble Cpeabl.
TpeboBaHWs K U3a4enuam 1 NoaaepXuBatollen JOKyMeHTaumu.

FOCT P 51352-2013 MeauuuHckMe wusgenusa Anaa AUarHOCTUKM WMH  BUTPO. MeToabl
NCNbITAHUN.

FOCT P 53022.3-2008 TpebosaHus K KayecTBy KJTMHNYECKUX nabopaTopHbIX
nccnepgosaHmn. Y.3. lMpaBuna OUEHKN KAMHUYECKOW MHMOPMaTUBHOCTM nabopaTopHbIX
TeCTOB.

FOCT P NCO 18113-1-2015 MeanumHCcKMe  u3genua  Ansa  AvarHoctmku  in - vitro.
NHdopmauus, npepocTtasBnsieMas wusrotoButeneMm (MapkupoBka). Yactb 1. TepMUHBI,
onpegeneHus n obwue TpeboBaHms.

FOCT P NCO 18113-2-2015 MeauuuHckme  um3genvs  Ana  AMArHocTUkM  in  vitro.
NHdopmaumnsa, npegoctaBnsemMas marotosmtenem (MapkupoBka). Hactb 2. PeareHnTbl ans
ANArHoCTUKM in vitro gna npodeccMoHanbHOro NPUMEHEHUS.

FOCT P NCO 23640-2015 N3pgenna MeauvuMHCKUME ANS AMarHocTWuku in vitro. OueHka

CTabubHOCTWN peareHToB 478 AMArHOCTUKMK in vitro.
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FOCT P NCO 15223-1-2014 N3penua MeaumumHckue. CUMBONbI, TMPUMEHSIEMbIE MpU
MapKMpoBaHUM Ha MeAUUMHCKUX U3AennsiX, 3TUKETKaxXx W B COMNPOBOAUTENbHOWN
[oKyMeHTaumn. Y.1. OcHoBHble TpeboBaHus.

FOCT P 52905-2007 (MCO 15190:2003) Jlabopatopun meamumHckmne. TpeboBaHms 6e30nacHOCTH.

MpuMeyaHMe - YkasaHHble Bbille CTaHAapTbl 6bI1M AEACTBYIOLMMN Ha MOMEHT YTBEPXAEHUS UHCTPYKLUUU
no npuMeHeHuto. B panbHeKllweMm, Mpyv MNofb30BaHWUW AOKYMEHTOM, Lenecoobpa3HOo MpoBepuTb AencTeue
CCbIIOYHbIX HOPMATWBHbIX [AOKYMEHTOB Ha TeKYyLMI MOMEHT. ECNM CCbIIOYHbI AOKYMEHT 3aMeHEH uaun
M3MEeHEH, TO Npu NPUMEHEHUM HACTOSILLEro AOKYMEHTa cliefyeT Nnofib30BaTbCs 3aMEHEHHbIM (M3MEHEHHbIM)

[OKYMEHTOM.

16 ALOPEC ONsAA OBPALLEHUA

Mpoun3eoacTBo HAabopoB peareHToB MMeeT cepTUdULMPOBAHHYID CUCTEMY MEHeAXMEHTa
KayecTBa M COOTBETCTBYeT TpeboBaHMAM CTaHAapTa CUCTEM MeHea)XMeHTa kadectBa ISO 9001 B
obnactn paspaboTtku, npomnssoacTtBa u npogaxun IVD peareHToB v NpnbopoB 4S9 MOSEKYASPHO-
reHeTMYeCcKom ANarHoCcTmku n apyroro nabopatopHoro npmmeHeHusa un EN ISO 13485 B obnactu
pa3paboTku, npousBoacTBa M npodaxu IVD peareHToB M npubopoB AAs MONEKYNSPHO-

reHeTU4YeCcKon AMarHOCTUKMN.

MpoussoauTtenb: O6WECTBO C OrpaHWYEHHON OTBETCTBEHHOCTbIO «[HK-TexHonorus TC»,
000 «[HK-TexHonoruna TC», Poccus.

Appec npomssoautensi: 000 «[HK-TexHonorms TC», 117246, Poccusa, r. Mocka, npoe3g

HayuHbiii, a. 20, ctpoeHue 4.

MecTo npousBoAcCTBa:

Koa n3rotoButens ykasaH Ha 3TukeTke (CM. nocnegHwo umdpy B cepum Habopa):

1) 000 «HMO [OHK-TexHonorus»: Poccms, 142281, MockoBckas 0bn. 1. MpoTBMHO,
yn. XenesHogopoxHas, A. 3.

2) 000 «[HK-TexHonorus TC»: 117246, Poccus, r. Mockea, npoesa HayuHbliii, 4. 20, ctpoeHue 4.

Peknamaumn no BonpocaM kadectBa Habopa peareHToB Ans onpeaeneHns reHeTu4yeckmx
NoMMOP(U3MOB, acCOLMUPOBAHHbIX C HApyWeHUAMU DYHKLUUA cepaevyHO-COCYAUCTOM CUCTEMbI,
METOAO0M NosimMepasHol uenHon peakumun (KapamoleHeTuka), cneayeTt HanpabisiTb NO aApecy:
000 «[OHK-TexHonorma», 117587, Poccus, r. MockBa, BH. Tep. r. MyHUUMNANbHbIA OKpPYyr
YeptaHoBo CeBepHoe, W. Bapwasckoe, . 125X, k. 5, atax 1, nom. 12,

Ten./dakc +7 (495) 640-17-71,

www.dna-technology.ru

Cnyxb6a KITMEHTCKOMN NOAAEPKKMN:
8-800-200-75-15 (3BoHOK no Poccnm 6ecnnaTHbiin),
+7(495) 640-16-93 (ana ctpan CHI n 3apybexbsi, 3BOHOK MaTHbIN),
E-mail: hotline@dna-technology.ru
Homep 574-4
2024-07-03
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000 «AHK-TexHonornsa»
117587, Poccus, r. MockBa, BH. Tep. . MyHUUMNanbHbln OKpyr YepTaHoBo CeBepHoe,
w. Bapwasckoe, a. 125X, k. 5, atax 1, nom. 12
Ten./dakc +7 (495) 640-17-71
Cnyx6a KNMEeHTCKOM NoAAepXKKU:
8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbIN)
+7 (495) 640-16-93 (ansa crtpaH CHI v 3apyb6exbs, 3BOHOK MAaTHbIN)
E-mail: hotline@dna-technology.ru
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