


YBenuueHue CUrHanoB (DIyopecleHIMU IPOMCXOJUT Onarogaps MCHOJIb30BAHUIO CHEHU(pHUY-
Horo a7 nanHoro y4yactka JJHK Bo3Oynurens nndexiun rudpuansannonnoro JIHK-30u1a, KoTo-
pBIN B XOZI€ peakiuu cBsi3biBaeTcs ¢ ogHou u3 neneit JJHK, oGecrieunBasi qOMOTHUTEIBHYIO CIICIIU-

¢buunocts MeTona. JIHK-30H1 comepxut Ha 5'KoHIIE (PIIyOpeCEHTHBIN KpacuTesb, a Ha 3 KOHIIE —

racutenb (UIyopecleHIINH, 3HAYUTEIbHO CHUYKAIOIIMIA MHTEHCUBHOCTD (uryopecteHnun. B xone mo-

JIMMEPa3HOro CHHTE3a KOMIUIEMEHTapHOW Iienu, Onarogaps 5'-3'3K30HYKIea3HOM akTuBHOCTH Taq-
MOJIUMEpPa3bl, 30H] PACIIEIUIAETCS C 5'KOHIIA U MPOUCXOANUT Pa3o0IIeHNe KPACUTENs U TacUTeIs,

MPUBOJIALIEE IO MEpPE HAKOIUICHUS MPOJAYKTa PEaKIMU K BO3PACTAHUIO CHUTHaNa (PIyopecleHLUH.
[Ipu sTOM M3MepsieMas MHTEHCUBHOCTD (DITyOpECLEHIINN 3aBUCHUT OT KOJIMYECTBa 00pa30BaBLINXCSA
cenrn(pUIeCKUX aMIUIMKOHOB M TMHAMMKA HapacTaHUs (IIyOpPECLEHIIMH ONPENeIIeTCs] HCXOJHBIM
koimaectBoM JIHK Bo3OymuTenst uadekuu B oOpasiie.

Vuér sadpdexruBnoctu Boiaenenus JJHK Trichomonas vaginalis u JIHK Neisseria gonorrhoeae
u3 oOpasioB obecnieunBaercsa BoiaenenueM JJHK u3 knuHMYeckux mpoOd COBMECTHO C IpeaBapu-
TEIHHO BHECEHHBIM HEKOHKYPEHTHBIM BHYTPEHHUM KOHTPOJIBHBIM 00pa3znioM (BKO).

2.2. CocraB Habopa:

— TIOJIOKUTENbHBIA KOHTPOJIbHBIN 00pasen yHuBepcanbHbiil (IIKO) — Ha ocHOBe mnazMun-
Hoit JIHK co Bcrpotikoii pparmentoB JIHK psina reprnec Bupycos u Bo3oyauteneit WIIIIII, B Tom
guciie JJHK Trichomonas vaginalis u JIHK Neisseria gonorrhoeae — 1 ¢uaxon (1,0 mi);

— roroBas peakiuonHast cMmech s [IIP (I'PC), nmuodunuzupoBannas — 96 mpoOupox

(12 cTpurmoB no 8 mpoOUPOK).
Ha6op 1onmoaHUTEeNbHO KOMITIEKTYETCS:
— CTPUITUPOBAHHBIMH KPBIIIKaMH 151 MPOOUPOK (12 cTpUITOB MO 8 IMITYK) WIIA ONTHYECKOM

IUIEHKOM — 3 JIHCTA.
3. AHAJINTUYECKHUE U IUATHOCTHUYECKHUE XAPAKTEPUCTUKHA

3.1. YyscrButenpHocth — BhisBieHue 100 komumit JIHK Trichomonas vaginalis u JTHK
Neisseria gonorrhoeae B crangapTHbIx oOpasiax npeanpustis — 100%.

3.2. Cneuunduunocts BbistBrenuss JIHK Trichomonas vaginalis u JHK Neisseria
gonorrhoeae (o cranaapTHO# Nanenyu npennpustus otpunarensbix JJHK-3kcrpakros) — 100%.

4. MEPBI IPEJOCTOPOXHOCTH

Buumanue! Hecobnrooenue npusedénnuvix Huxce mpebosanuii Moxcem npueecmu K uc-
Kaxcenuto pesyaromamos I11[P.

4.1. IloTeHuManbHbIA puck npuMeHeHus: Habopa — kiacc 2a (FOCT P 51609-2000).
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4.2. Ilpu pabdote ¢ Habopom cienyet coomoaats CIT 1.3.2322-08 «be3zonacHocTh pabOTHI ¢
mukpoopranuzMamu |1-IV rpynn maroreHHOCTH (OMAacHOCTH) M BO3OYAMUTENSAMHU IMapa3HTAPHBIX
Oone3Hen».

4.3. Jlns mpenoTBpallleHUs] KOHTaMUHALlMM HEOOXOMMO TEPPUTOPUAIBHO DPA3JENATh
stansl Beigenenns JJHK u mocranoBku 1P cormacno MY 1.3. 2569-09 «Opranuzanust pabo-
TBI JTAOOPATOPHIL, HCCIETYIONIMX METO/IbI aMIUTH(PHUKAIMN HYKIEHHOBBIX KHCIIOT IPH paboTe C
MaTepuaIoM, COAEpKaluM MUKpoopranusmsl |-1V rpynn naroreHHoCcTH».

4.4. IIpu pabote c HAOOPOM cienyeT Ha/leBaTh OAHOPA30BbIE MEIUIIMHCKHE IEPYATKH.

4.5. Kaxngoe pabouee MECTO JOJDKHO ObITh CHAO’KEHO COOCTBEHHBIM HA0OPOM IHUIIETOK Tie-
pEMEHHOr0 00BheMa, HEOOXOTUMBIMUA BCIIOMOTATEIbHBIMH MaTepualaMu W O0OpyaoBaHHEM. 3a-
MPEeNaeTcs uX MepeMeNIeHIe MEXIY PaO0OYIMMH MECTaMHU.

4.6. JInst npoBeeHUs peakiuy aMmIuiddukanuu ¢ nerekuueid npoaykrtos [ILP B pexxume pe-
aJIbHOTO BPEMEHU HE00XO0IMMO HCIOJIb30BaTh TOJIBKO OAHOPA30BbIe HAKOHEUHUKH € (PUIIBTPOM JJIS
MUIIETOK.

4.7. He nomyckaetcs HCIIOJIb30BAaHUE OJHUX M TE€X K€ HAKOHEUHUKOB TPU J00ABICHUH pa3-
HBIX 00pas3IoB.

4.8. Ilocne okoHYaHMs PadOT JUIsl MPEJOTBPALLCHHUS] KOHTAMUHAILIMKA pabo4yre MOBEPXHOCTH
JAMHUHAPHBIX OOKCOB M JIAOOPATOPHBIX CTOJIOB CJIEAYET MOJBEPTHYTh NEHCTBHIO OAKTEPHUIIUIHBIX
Y@ namn B TeueHue 1 yaca. 3arem 00paboOTaTh peraiaMeHTUPOBAHHBIMU CAHUTAPHBIMU ITpaBUIIaMU
Ne3MHPULIUPYIOIIKUMU cpeacTBaMu (Takumi, kak: 0,2% pactBop HI1-2T; 1-3% pactBop «/Inadax»;
0,5% pactBop «JIuzadpun»; 0,5-1% pactBop «MucTpanby).

4.9. Bce ucnonab30BaHHBIE OJIHOPA30BbIE MaTepuaibl MOJBeprath o0paboTke Ae3uHUIN-

PYIOIIMMU CPEACTBAMHU C MOCHEAYIOIIEN YTUIU3AIUECH.
5. OBOPYJOBAHUE U MATEPHUAJIbI

— ammuiiukaTop ¢ GIyopecleHTHON NeTeKIUel B pexuMe pealbHOTO BPEMEHHU:

«Q iCycler», «iQ5 iCycler», «CFX96» (bupma Bio-Rad, CIIIA), «/IT-96» (OO0 «HIIO
JTHK-Texnomorus», Poccust) nim ux aHasor;

— [IIP-6okc mnm oThaenbHBIN cTOMN, ocBemaeMblii Y @-nammoit (Hanpumep, «L{ukmoTemm»
¢upmel CIT «PTC», Poccus);

— XOJIOJMIIEHUK OBITOBOM, TTOJIICP)KUBAIONINH TemiiepaTypy ot 2 jio 8 °C;

— TUTIETKH TOJyaBTOMATHYECKHUE (/103aTOPHl MEXaHWYECKHE) OJTHOKAHAIBHBIE C MEPEeMEH-
HBIM 00BEMOM, CO CMEHHBIMU HakoHeuHUKamu (pupma Jlennuner, Poccus; ¢pupma Biohit, dun-

JISTH/IUSA );
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— MepyYaTKu MEJUIMHCKHUE OJHOPA30BbIE€ HECTEPUJIbHBIE HEOIYAPEHHBIC JATEKCHBIC WM
HeornpeHoBble (nepuatku «NeoTouchy, pupma Ansell HealthCare, I'epmanus);

— OJIHOPA30Bble HAKOHEYHHKH JUISI MMUIETOK C 3AIMUTHBIM (HIBTPOM /a3p030JbHBIM Oaphe-
poM/ (pupma FinnTip, OunasHINA);

— IITATUBBI JUIsI MUKPOIIpoOUpok BMecTUMOCThIO 0,2 M (pupma Xenukon, Poceust);

— KOHTelHep st cOpoca oTxo0B (Hampumep, «KonTeiHep ans copoca ocTporo WHCTPY-
menTtapust — EK-01», pupma KM-ITPOEKT, niu aHanoru4Helii);

— HOX KaHUEJSPCKUM.
6. AHAJIMBUPYEMBIE OBPA3IbI

Jnst ananuza ucnonb3yroTes npoOsl Beiaenennon JTHK, momyueHnHble U3 KIMHUYECKOTO Ma-
Tepuaia ¢ nomoiisio HabopoB: «Peanbect [JHK-skcnipecey, «Peanbect [JHK-skcTpakuus 1», «Pe-
anbect JJHK-skctpakuusa 3», «Peanbect skcrpakius 100» coriacHO MHCTPYKIUSAM IO MPUMEHE-
HUIO COOTBETCTBYIOIIUX HAOOPOB.

Kaxxnas rpynma oOpasuoB, npoxossimas uepe3 npouenypy Boyaenenus [AHK, nomkna conmep-
XKaTh TOJIOKUTENbHBI KOHTpONbHBIN oOpazen (IIKO) u oTpunatenbHbli KOHTPOIBHBI 00pa3el
(OKO), koTopslii siBiisieTcss KOMIOHEHTOM Habopa ais Beiaenenus JHK.

Ecnu o mpoBenenus ananuza oOpasisl BoiaeneHHoi JIHK xpanunuch B 3aMOpOKEHHOM
BHJIE, PA3MOPO3UTH X U BBIZIEpKaTh HE MeHee 30 MuUHYT mipu Temneparype ot 18 mo 25 °C.

Buvioenennyro JTHK xpanumo npu memnepamype om 2 0o 8 °C ne 6onee 2 cymox.

Tonoscumenvuviii konmponvHwuii oopazey (IIKO) nocne eckpvimusi ¢hraxkona xpanums npu

memnepamype om 2 00 8 °C ne 6onee 1 mecaya.
7. TIPOBEJEHUE AHAJIN3A

7.1. TlonroroBKa KOMIIOHEHTOB Habopa

[Tepen nadaaom paboThl U3BIEYh HAOOP M3 XOMOIWIbHUKA, Bhiep:kaTh [ PC B ynakoBke (He
BCKpbIBas!) npu temnepatype ot 18 1o 25 °C He meHee 30 MUHYT. 3aTeM BCKpBITh YIIAKOBKY, aKKy-
paTHO, C IOMOILBIO KaHIIEISPCKOr0 HOXKa OTpe3aTh HEOOX0AUMOE KOJIUYECTBO (110 YUCITY MOArOTOB-
neHHbIX 1po06, Bmodas KoHTposn: 1 OKO u 1 TTKO) npoOHpoK ¢ TOTOBOI PEaKIIMOHHOW CMECHIO.
Otpe3ars NPOOUPKH CIIEAYET BMECTE C MOKPHIBAIONIEH X TJICHKOM.

Buumanue! Ocmaswuecsa neucnonvzogannvimu npooupku ¢ I'PC ynakoeamu 6 yeghnenoswiii
nakem c ocywiumesnem, yOaaums U3 He2o JUWHUL 8030YX U NIIOMHO 3aAKPbIMb 3ANHCUM.

Ilocne nepsoco eéckpvimust ynaxkosku cpok eoonocmu I'PC cocmasnsiem 3 mecaya npu mem-

nepamype xpatenus om 2 0o 8 °C.
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7.2. HeobGxomuMoe KOJMYECTBO (MO YHCIY IMOJATOTOBIEHHBIX MPOO, BKIIOYAs KOHTPOJIN)
mpobupok ¢ roroBoi peaknuonHoi cmeckto st [P (I'PC) mporymepoBaTh U pacroyioKUTh B
IITaTHUBE.

Buumanue! Haonucu cnedyem pacnonacams na 6okosoit yacmu npooupox. Kpvliuku unu on-
MU4ecKas NIEHKAa O0MIHCHbL OCMABAMbCS YUCbIMU!

7.3. B kaxayr0 mpoOUPKY MHUMETKOW C OTJAEIbHBIM HAKOHCYHUKOM C (DHIBTPOM BHECTH IO

50 MxJ1 cooTBeTcTBYMOIIEro pactsopa BbiienaeHHoi JHK. I1noTHO 3aKkpeITh PpOOUMPKH KpBIIIKaMU
WJIY 3aKJIEUTh ONTUYECKOM IIIIEHKOM.

7.4. IlomecTuTh MPOOUPKHU B aMILIU(DHUKATOP.

7.5. 3amnporpaMMHpOBaTh MPUOOpP sl MPOBEACHUS aMIUTM(UKAIIK crieluuuecKkux Qpar-
mentoB JIHK Trichomonas vaginalis, JIHK Neisseria gonorrhoeae u BKO, u gerexiiuu CUTHAIOB

dbayopecuenuu. [IporpammupoBanue amrindukaropa NpoBOIUTh B COOTBETCTBUH C MHCTPYKIIUEH

K Ipuoopy.
7.6. 3anporpaMMHUpOBaTh MPOTOKOJ MPOBEICHUS PEAKITNH AMILTU(PUKAIINH:
1 cramus: 50 °C — 2 mum;
2 crauus: 95 °C — 2 muH;

3 cragust: 50 mukioB (94 °C — 10 cek, 60 °C — 20 cek).

W3mepenue ¢uryopectieHmuu npoBouTh mpu 60 °C.

7.7. BeiOpaTh KaHaNbl IeTeKuuu pe3yibraToB ammumundukamuu JJHK Trichomonas vaginalis,
JTHK Neisseria gonorrhoeae u BKO:

Jns peructpanuu npouecca ammupukamuu JJHK BKO cnenyet BoiOpaTh kKaHaN A€TEKIIMH
«FAM».

s peructpanuu nporecca ammuindukaruu JJHK Trichomonas vaginalis ciienyer BeiOpath
kaHai gerekuuu «ROX».

Jnst peructpanuu npornecca ammtndukarmu JTHK Neisseria gonorrhoeae cienyer Beiopatsh
kaHan gerexiun «HEX».

7.8. 3amporpaMMupoBaTh MOJOXKEHHE MPOOUPOK C HUCCIAEAYEeMBIMU OOpasIlaMu, IOJIOXKHU-
TEJIHHBIM U OTPHUIATETFHBIM KOHTPOJISIMH COTTIACHO HHCTPYKIIUU K UCTIONB3YEMOMY IPUOOPY.

7.9. 3anmycTUTh IPOrpaMMy U MPOBECTH PEAKIMIO aMIUTU(GUKALUN ¢ perucTpanueit ¢uyo-

PECLIEHIIMU B PEKUME PEAIIBHOTO BPEMEHU.
8. PETUCTPAIIUA PE3YJIBTATOB

[Tpu mpumenenun Habopa ¢ ammaudukatropamu «iQS5 iCycler», «CFX96» u nporpammoit
«Peanbect nuarHoctrka» mporpamma MpPOBOJMT BCE ONEpAllMU 10 aHAIN3Y, OTOPAKOBKE U BBIYKC-

JICHUAM PE3YJIbTATOB.
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[Tpu ucronb30BaHUU APYTUX aMIUIU(UKATOPOB YYET Pe3yJbTaTOB MPOBOJIUTH B COOTBET-

CTBUHU C pa3JesioM 9 JaHHON MHCTPYKIUH.
9. VUET PE3YJIbTATOB

9.1. B nonoxwurenbHoM KoHTposibHOM o6pasiie (ITKO) nporpamma momkHa GUKCHPOBATH:

- Hapacrtanue curaaia ammirdukanuua JTHK Trichomonas vaginalis tuna (kanan «ROX») u
orpenenarts 3HaueHue noporosoro mukia Ci [TIKO yHuBepcansHoro;

- Hapactanue curHana amrmiudukamuu JITHK Neisseria gonorrhoeae (kanan «HEX») wu
ornpeaensaTs 3Hadenue noporosoro nukia Ci [IKO ynuBepcanpHoro;

- Hapacranue curHana ammnukanuu JJHK BKO (kanan «FAMy) u onpenensats 3HaueHne
noporosoro nukia C¢ BKO.

9.2. B orpunarensHoM KOHTpodbHOM obOpasue (OKO) mporpamma nomkHa (pUKCHpOBaTh
Hapacranue curnana ammndukanuu JJHK BKO (xanan «FAM») u onpenensts Ct BKO, npu sTom
nporpaMMa He JOJDKHA PErHCTPUpOBaTh HapacTaHUsS CUTHAlA CenU(pUUEcKOro mpoayKTa aMIUIu-
¢ukammu JTHK no kanamam «ROX» u «HEX».

9.3. B kaxoM mccieayeMoM o0pasiie mporpaMma JoJKHa (PUKCHPOBATh HapacTaHWUE CUT-
nana ammndukanuu JJHK BKO (kanan «FAM») u onpexnenste Ct BKO.

9.4. Beruucinuth (Ci BKO)p kak cpennee 3nadenne Cy BKO Bcex aHanm3upyeMmbix oOpas-
o (Bkmroudast ITIKO u OKO). Or6pakoBke noiexar 3HaueHuss Cy BKO, ormnmuaromuecs 6ojee
uyeMm Ha 2 ot 3HaueHus (Cy BKO)p. Iocne oropakoBku nepecuntath (Cy BKO)ep amst ocraBmmxcs
3HA4YCHMII.

9.5. Amnanusupyemblii oOpaszel] cuMTaeTcsi MOJIOKHUTEIbHBIM, coxaepxkammm JIHK
Trichomonas vaginalis, ecnu asst 3Toro obpasiia 3nauenue Ct mo kanany «ROX» MeHbIIe Ui paB-
HO 40.

9.6. AHanu3upyeMmblii oOpasell cuMTaeTcs MoJOKUTeNbHbIM, conepxammm JTHK Neisseria
gonorrhoeae, ecnu st 3Toro oopasiua 3Hauenue Ct mo kanany «HEX»menbie nin pasuo 40.

9.7. Pe3ynpTar aHanu3a o0paslia CUUTAETCS OTPULIATENIbHBIM, €CJIN JUJIs 3TOro odpasia 3Ha-
yerne Ct mo kanaimam «ROX» u «<HEX» 6omnpire 40 wim He onpeaensieTcs.

Ecmu st takoro o6pasna 3aauenne Ct BKO mpeppimaer 3nauenne (Ct BKO).p Oonee yem Ha
2, TO pe3yabTaT Mo JaHHOMY 00pa3ily He MOAJIEKUT aHAIM3Y U Y4eTy Kak oTpHuuarenbHblii. Heoo-
XOJIUMO MIPOBECTH MOBTOPHBIN aHAIN3 JaHHOTO 00pa3lia, HAauWHAas C 3Tara BhIICICHHUS.

9.8. Ecim gt OKO 3nagenne Ci o kanaimy «ROX» wim «HEX» menbmie unm pasro 40, To
ATO CBHUJICTEIILCTBYET O HAIMYMHM KOHTAMUHAIIMH B CUCTEME. B 3TOM cirydae MoJIOKUTENbHBIE pe-
3yJNbTaThI, TOMyYEHHBIC B JAHHOW MHAMBHUIYalbHOH moctaHnoBke I1L[P, cuntaroTcst HeA0CTOBEPHBI-

MHU. TpCGyCTCSI NpECANPUHATE MEPbI IO BBIABJICHHUIO W JIMKBUAAIWU HCTOYHHWKAa KOHTAMHUHALIUU U
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MOBTOPUTh AHAJIN3 BCEX OOpa3lOB JaHHOW MOCTAHOBKH, AJISI KOTOPBIX MOIYYEH IOJIOKUTEIbHBIN
pesyabTar. OOpa3upl, aHAIU3 KOTOPBIX Jaj OTPHUIATENbHBIN Pe3ynbTaT, CIEAyeT YUUTHIBATH Kak

OTPULIATEIILHBIE.
10. YCJIOBUSA TPAHCIIOPTUPOBAHUA, XPAHEHUA U ITPUMEHEHUWS HABOPA

10.1. TpancnopTupoBaHue HaboOpa MOKHO MPOBOAUTHLCS Mpu Temmeparype ot 2 go 8 °C.
Jlomyckaetcst TpanciopTupoBanue npu remneparype 10 25 °C ne 6onee 10 cyrok. 3amopakuBaHue
Habopa He JoIycKaeTcsl.

10.2. Xpanenue Habopa B yrakoBKe NPeaIPUITUI-U3TOTOBUTENS JOHKHO IPOBOAUTHCS MIPU
Temrieparype ot 2 10 8 °C B TeueHHEe BCETO CPOKa rOTHOCTH. 3aMOpaKMBaHKe HaOOpa HE JI0IyCKa-
eTCsl.

10.3. Jlns mosrydeHus HaI&XKHBIX Pe3yJbTaTOB HEOOXOIUMO CTPOTOE COOJIOICHHE TaHHON
WHCTPYKLHUHU IO IPUMEHEHUIO Habopa.

10.4. 3anpemaeTcst UCMONIB30BATh KOMIIOHEHTHI M3 HAOOPOB Pa3HBIX CEPUIL.
11. TAPAHTHUU NU3I'OTOBUTEJISL

[IpeanpusiTHe-U3roTOBUTENIb TapaHTUPYET COOTBETCTBHE HaOOpa TpeOOBaHHMAM TEXHUYE-
CKUX YCJIOBUH NpH COONIONEHUM YCIOBUN TPaHCIIOPTUPOBAHUS, XPAHEHUs U NPUMEHEHUs, ycTa-
HOBJICHHBIX TEXHUYECKUMU YCIOBUAMM U HACTOALIEH MHCTPYKIMEH 10 IPUMEHEHMUIO.

Cpok rogHoct Habopa — 12 MecseB co JHS BBITYCKa.

ITo Bompocam, kacaroMMesl kKauecTBa Habopa, ciaenyer oopamatses B AO «Bekrop-Beer»

1o ajipecy:

630559, HoBocubupckas o6u1., p.m. KonbioBo, Hayuno-nipousBoacTBeHHas 30Ha, KOp1.30,
KOMH.211,
ten. (383) 227-67-64, ten./dakc (383) 363-13-46.

E-mail: vbobtk@vector-best.ru
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pBI B X0/1€ peakiuu cBsi3biBaeTcs ¢ onHout u3 uernei JIHK, obecrieunBas OMOTHUTENBHYIO CIICIIH-

¢uunocTs Merona. JIHK-30H1 conep xuT Ha 5”7 KoHIIE (IIyOpeceHTHbIM KpacHuTellb, a Ha 37 KOHIE —

racutenb (UIyopecleHIINH, 3HAYUTEIbHO CHIYKAIOUINNA HHTEHCUBHOCTD (uryopecteHuun. B xone mo-

JMMEPa3HOr0 CHHTE3a KOMIUIEMEHTapHOM Lenu, omaronaps 5'-3’ 3K30HyKIIea3HOH akTuBHOCTU Tag-
MOJIMMEpasbl, 30H]] paclIeIUIsieTcs ¢ 5'KOHILA U MPOUCXOAUT pa3oOIeHne KpacuTess U racuTens,

MPUBOASAIIECE 110 MEPE HAKOIUICHHS MPOJYKTa PEaKkHH K BO3PACTAHUIO CUTHAJA ()IIyOpeCUEHIIHH.
[Ipu 3TOM M3MepsieMasi HHTEHCUBHOCTD (DITyOPECLIEHIIMU 3aBUCUT OT KOJMYECTBa 00Pa30BaBIIUXCS
cnenn(pUIeCKUX aMIUIMKOHOB M TMHAMMKA HapacTaHUs (IIyOpPECLEHIIMH ONPEIeISIeTCs] HCXOJHBIM
konudecTBoM JIHK B0o3OyauTens nndexunn B odpasiie.

VYuér adexruBnoctu Boaenenus JJHK Trichomonas vaginalis u JIHK Neisseria gonorrhoeae
u3 oOpasioB obecneunBaercs BoiaenenueM JJHK u3 xnuHuueckux mpod COBMECTHO ¢ MpeaBapu-
TEJTHHO BHECEHHBIM HEKOHKYPEHTHBIM BHYTPEHHUM KOHTPOJIBHBIM 00pa3iiom (BKO).

2.2. CocraB Habopa:

— IOJIOKUTEIBHBIN KOHTPOJIbHBIN oOpaser yHusepcaibhblil (IIKO) — Ha ocHoBe muias-
mugnoi JIHK co Bctpoiikoit ¢parmentoB [IHK psna reprec BHpycoB M BO30yauTenen
WIIIIIL, B Tom uuciie IHK Trichomonas vaginalis u JIHK Neisseria gonorrhoeae — 1 ¢uakon
(1,0 mu);

— peakuuonHas cmech st [P (PC), muodunmsuposannas — 10 mpodbupok, kaxkaas Ha 10

ONpeCIICHUM;

— pactBop st Bocctanosiienust (PB) — 2 ¢gakona (mo 2,0 mo).
3. AHAJIMTUYECKHUE U IUATHOCTUYECKHUE XAPAKTEPUCTUKHA

3.1. YyscrButensnocts — BoigBieHue 100 xomumit JIHK Trichomonas vaginalis u JTHK
Neisseria gonorrhoeae B craniapTHbIX oOpasuax npeanpustus — 100%.
3.2. Cneuuduunocts BbisiBienuss JIHK Trichomonas vaginalis u JHK Neisseria

gonorrhoeae (10 cTaHIapTHOM NMaHeny npeanpuatus orpunarenbHsix JJHK-skerpakroB) — 100%.
4. MEPBI IPEJJOCTOPOKHOCTH

Buumanue! Hecobniooenue npueedénnplx nuxce mpedbosanuil Mmoxcem npueecmu K uc-
Kaxcenuto pesyaromamos I11[P.

4.1. IloTeHUManbHbIA pucK TpuMeHeHus Habopa — kiacc 2a (FOCT P 51609-2000).

4.2. Tlpu padote ¢ HabopoMm cieayet codmoaats CIIT 1.3.2322-08 «be3zonacHOCTs pabOTHI ¢
mukpoopranuzMamu III-IV rpynn maroreHHOCTH (OMAacHOCTH) M BO3OYAMUTENSAMHU IMapa3UTaPHBIX
00se3HeN.

4.3. Jlns mpenoTBpalleHUs] KOHTAMUHAIMM HEOOXOJUMO TEpPPUTOPHUATIBHO pa3ieisTh
stanbl Beiaenenuss JJHK u mocranosku T1LP cormacao MY 1.3. 2569-09 «Opranu3arus pado-
ThI TAOOPATOPHiL, HCCIETYIONIMX METObl aMIUTM(PUKALINN HYKJIEHHOBBIX KHCIIOT MIpHU paboTe C
MaTepuaIoM, CoAepKalluM MUKpoopranu3msl |-V rpynn naroreHHocTn.

4.4, HpI/I pa60Te C Ha60pOM CICAYCT HAACBATh OJHOPA30BbIC MCAUTTUHCKUC IICPUYATKU.
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4.5. Kaxxmoe pabouee MECTO JOJDKHO OBITh CHAO0KEHO COOCTBEHHBIM HAOOPOM MHIIETOK Tie-
peMeHHOro o0beMa, HeOOXOAMMBIMU BCIIOMOTAaTEIbHBIMH MaTepHallaMH U 00opynoBaHHEM. 3a-
IPEeLaeTcs UX MepeMeleHHe MeXy PaO0YMMU MECTaMHU.

4.6. JInst mpoBeneHus peakiuu aMIundukanun ¢ nerekuueid npoaykrtos 1P B pexume pe-
aJIbHOTO BPEMEHU HEO00XO0IMMO HCIOJIb30BATh TOJIBKO OJIHOPA30Bble HAKOHEUYHUKHU C (QHIIBTPOM IS
MTUTIETOK.

4.7. He nomyckaetcs MCIIOJIb30BaHUE OJHUX M TE€X K€ HAKOHEUHUKOB IpU J00ABIECHUH pa3-
HBIX 00pas3IoB.

4.8. Ilocne okoHYaHMs PabOT IS IPEJOTBPAILEHUS] KOHTAMUHALIMK pabouue MOBEpXHOCTH
JAMUHAPHBIX OOKCOB M JIAOOPATOPHBIX CTOJIOB CIEAYET MOJBEPrHYTh NEHCTBUIO OAKTEPULIUIHBIX
Y@ namn B Tedenue 1 yaca. 3areM 00pabOTaTh perinaMeHTUPOBAHHBIMUA CAHUTAPHBIMU IIPABUIAMU
Ie3MHPHUIMPYIOMUMHU cpeacTBaMu (Takumi, kak: 0,2% pactop HI1-2T; 1-3% pactBop «/Inadax»;
0,5% pactBop «JIuzadun»; 0,5-1% pactBop «MHucTtpanpy).

4.9. Bce ucnonp30BaHHBIE OJHOPA30BbIE MaTepHAIIbl MOJABEPraTh 00paboOTKe Ne3nH(UIIN-
PYIOLIMMHU CPEICTBAMU C MOCIEAYIOIIEH YyTHIIN3aluei.

5. OBOPYJOBAHUE U MATEPHUAJIbI

— aMIuM(uKaTop ¢ (HIYyOpPECIEHTHON NETEKIMEN B peKUME PeabHOIO BPEMEHHU POTOPHOTO
tuna: «Rotor-Gene 3000», «Rotor-Gene 6000» (pupma Corbett Research, Apcrpanus) wiau IiaH-
metHoro Tumna: «iQ iCyclery, «iQ5 iCycler», «CFX96» (pupma Bio-Rad, CILA), «IT-96» (OO0
«HITO JJHK-Texnomnorus», Poccust) nnm ux aHajor,

— TII{P-60kc unu oTaenbHBIN cTOJ, ocBemaeMbiii Y d-nammnoi (Hanpumep, «{ukmoTemm»
¢upmel CIT «PTC», Poccus);

— XOJIOJMIIEHUK OBITOBOM, TTOIICPKUBAIONIUH Temiiepatypy ot 2 1o 8 °C;

— mukporueHtpudyra tuna «Eppendorf MiniSpiny (¢pupma Eppendorf, I'epmanusi);

— NUIETKH MOJTyaBTOMAaTH4YeCKue (J103aTOphl MEXaHUUYECKHE) OJHOKAaHAJbHbIE C MEepEeMEeH-
HBIM 00BEMOM, CO CMEHHBIMH HakoHeuHHKamu (¢pupma Jlennuner, Poccus; ¢pupma Biohit, dun-
JISTHITASA )

— TepyYaTKu MEIUIMHCKHE OIHOPA30Bble HECTEPUJIbHBbIE HEOINYAPEHHbIE JAaTEKCHBbIE HIIN
HeomnpeHoBble (nepuyatku «NeoTouchy», dupma Ansell HealthCare, I'epmanns);

— OJIHOPA30Bble HAKOHEYHHUKH JUIS MUIETOK C 3aIMUTHBIM (HIBTPOM /a3p030JbHBIM Oaphe-
pom/ (pupma FinnTip, OunasHINA);

— IITATUBBI 11 MUKPOIPOOUPOK BMeCTUMOCThIO 1,5 M, 2,0 Mt u 0,2 Mt (pupma XenukoH,
Poccus);

—npobupku amns [THP Bmectumoctrio 0,2 ma (hupma Axygen, CLLIA) unm aHanoru4HeIe;

— KOHTeHHep it cOpoca oTxom0B (HampuMmep, «KoHTelHep st cOpoca OCTpOro WHCTPY-

menTtapust — EK-01», pupma KM-ITPOEKT, nnu aHamoruyHslii).
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6. AHAJIMBUPYEMBIE OBPA3IbI

Jlns aHanmu3a ucnosb3yroTes npoOsl BeiaeneHHon JIHK, momyueHHble U3 KIMHMYECKOTO Ma-
Tepuaia ¢ nomouisio HabopoB: «Peanbect [JHK-skcnpecey, «Peanbect [JHK-3kcTpakuus 1», «Pe-
anbect JIHK-3kctpaknus 3», «Peanbect skctpakuust 100» cormacHO MHCTPYKIUSAM 1O TIPUMEHE-
HHUIO COOTBETCTBYIOIIUX HAOOPOB.

Kaxxgas rpynma oOpa3uos, npoxonsiias yepe3 npouenypy Boiaenenus JHK, momxna co-
Jep>KaTh MOJI0KHUTEIbHBIN KOHTPoJbHBIN 00pasen (IIKO) u oTpunatenbHbIil KOHTPOJIBHBINH 00paser
(OKO), xoTopbIi siBIIsIETCS KOMIIOHEHTOM Habopa i BeiaeaeHus JJHK.

Ecimu no mpoBenenus ananuza oOpasiel BeiaeneHHo JIHK XxpaHumuch B 3aMOPOKEHHOM
BUJIE, pa3MOPO3UTh X U BBIIEPKATh HE MeHee 30 MUHYT ipu Temmnepatype ot 18 no 25 °C.

Buvioenennyro JJHK xpanume npu memnepamype om 2 0o 8 °C ne bosee 2 cymox.

Tonosicumenvuwiii konmpoawvhwiti oopasey (IIKO) nocie sckpvimus ¢rakona xpanums npu

memnepamype om 2 0o 8 °C ne 6onee 1 mec.
7. MPOBEJIEHUE AHAJIU3A

7.1. IlonroroBka KOMIIOHEHTOB Habopa

[lepen nHauanom paboOTHI U3BIEYh HAOOP M3 XOJOAMIBHUKA, BCKPBITH YHAKOBKY, OTOOpaTh
HE00X0IMMOE KOJIMYECTBO (10 YMCIY TOATOTOBIEHHBIX MpoO, BKiroudas koHtpomu: 1 OKO u 1
ITKO) mpobupok ¢ peakimonnoit cMechio st [P (PC) u Bbimepxkath UX mpu temreparype ot 18
1o 25 °C ne menee 30 MUHYT.

Buumanue! 1 npooupka c PC paccuumana na 10 npoo.

OcraBivecs HEUCIOIb30BaHHBIMU MpoOupku ¢ PC ymakoBaTh B 11€(pJICHOBBIN MaKeT C OCY-
LIUTENEM, YAAIUTh U3 HErO JUIIHUI BO3AyX U IUIOTHO 3aKPBITh 3aKUM.

Ilocne nepsozo eckpvimust ynakoexku cpok 2oonocmu PC cocmaensem 3 mecaya npu memne-
pamype xpanenusi om 2 0o 8 °C.

B npob6upky ¢ peaknuonnoit cmecsto ans [P (PC) nobasuts 300 Mk pacTBOpa Jyist BOC-
cranoByieHus (PB), akkypaTHo nepemernats, BelAepkath 15 MuH npu remnepatype ot 18 o 25 °C,
IIOCJIE Yero BHOBB THIATENbHO NepemeniaTb. KopoTkum neHTpu@yrupoBaHueM cOpOCUTH Karljld cO
CTEHOK MPOOUPOK.

Ilocne soccmamnognenuss Xxpanums peakyuouHyo cmecv npu memnepamype om 2 0o 8 °C ue
bonee 2 nedenv.

Pacmeop ons eoccmanosnenus (PB) nocae éckpoimus ¢horakona xpanumo npu memnepamype
om 2 0o 8 °C ne bonee 3 mecayes.

7.2. Otobpath U MoAMUCATH HEOOXOAUMOE I PabOThI KOJIMYECTBO MPOOUPOK BMECTUMO-
ctbio 0,2 Mi (10 KOJIMYECTBY UCCIEAYyeMbIX 00pa3lloB, BKIIOYasi HE0OX0uMble KOHTpou). Heob-
XOJAUMO YYUTBIBATh, YTO Kakaas MHAMBUAYadbHas noctanoBka [IIIP momxna conepxate 1 OKO u
1 IIKO.
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Buumanue! /[na amniugpuxamopos pomoprnoco muna Haonucu ciedyem pacnoidazame Ha
KPbIUKAX NPOOUPOK.

s amnaughukamopos nianuemHo20 muna HaOnucu ciedyem pacnonazams Ha 60K0BOU
yacmu npooOUpOK.

7.3. Bo Bce mpoOMpPKH NMUTIETKONW ¢ HAKOHEYHUKOM ¢ UIBTPOM BHECTH IO 25 MKJI PEaKIy-

onnoit cmecu jst [TLP (PC).
7.4. 3aTeM B KXy MPOOUPKY BHECTH 25 MKJI COOTBETCTBYIOIIIETO PAaCTBOPA BIICICHHON

JIHK, ucrosib3ys Jutsl KaKI0ro o0pas3iia MHANBUAYAILHBIN HAaKOHEYHUK. [[TOTHO 3aKphITh poodup-

KU KPBIIIKAMH.

7.5. IlomecTuTh IPOOUPKH B aMILTU(UKATOP.

7.6. 3anporpaMmupoBath npudop mis npoBeneHus amiutndukanun JJHK crnenunduaeckux
¢dparmenroB Chlamydia trachomatis, Trichomonas vaginalis u BKO, u nerekuuu curnaiaos ¢iyo-
pecueniuu. [TporpamMupoBanue amiuiM@ukaropa MpPOBOJAUTh B COOTBETCTBHM C MHCTPYKIIHMEH K
npudopy.

7.7. 3anporpaMMHUpPOBAaTh MPOTOKOJI MPOBECHHUS PEAKIIUU aMILTH(QHKAIINN:

— s mpubopoB «Rotor-Gene 3000» u «Rotor-Gene 6000»:

1 cramus: 50 °C — 2 muH;

2 cragus: 95 °C — 2 mMuH;

3 cragust: 50 mukioB (94 °C — 10 cek, 60 °C — 40 cex);

— st ipubopos «iQ ICycler», «iQ5 iCyclery, «CFX96» u «J1T-96»:

1 cramus: 50 °C — 2 muH;

2 cragus: 95 °C — 2 mMuH;

3 cragus: 50 mukoB (94 °C — 10 cek, 60 °C — 20 cek).

N3mepenne ¢uryopeceHInu A BceX MpuoopoB mpoBoauTh mipu 60 °C.

7.8. BoiOpaTh KaHaNbI IeTeKIUH pe3yapraToB ammutudukaimu JJHK Trichomonas vaginalis,
JIHK Neisseria gonorrhoeae u BKO:

Jns peructpanuu npouecca ammupukamuu JJHK BKO cnenyeT BeiOpaTh KaHaN A€TEKINH
«FAM» (s mpubopos «Rotor-Gene 3000», «iQ iCyclery, «iQ5 iCycler», «CFX96» u «J{T-96»)
«Greeny i mpubopa «Rotor-Gene 6000».

Jns peructpanuu nporecca ammmpukarnuun JTHK Trichomonas vaginalis cienyer BeiGpath
kanan nerekuun «ROX», «Orange» (st mpudopa «Rotor-Gene 6000»).

Jns peructpanuu mnporecca ammunpukamuu JIHK Neisseria gonorrhoeae ciemyer BoiOpath
kanan netekiuu «JOE/Yellowy (mis mpubopos «Rotor-Gene 3000/6000%»), «HEX» (as mpubopos
«iQ iCyclery», «iQ5 iCycler», «CFX96» u «IT-96»).

7.9. 3anporpaMMupoBaTh MOJOXKEHHE MPOOUPOK C HCCIEAYyEeMBbIMH 00pa3lamH, MOJ0XKHU-
TEJNBHBIM U OTPULIATEIIFHBIM KOHTPOJISIMU COTJIACHO HHCTPYKITUH K HCIIOIB3yEeMOMY TPHOODY.

7.10. 3amycTuTh mporpaMMy M IPOBECTH PEAKLHUIO aMIUTUGUKALMK ¢ perucrpanueit ¢iayo-

PECHCHINUHN B PEKUME PCATTIbHOI'O BpEMEHHU.
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8. PETUCTPALIUSA PE3YJIBTATOB

IIpu npumenennu Habopa ¢ ammmmdukaropamu «iQ5 iCycler», «CFX96» u nmporpammoit
«Peanbect nuarHoctuka» mporpaMma IPOBOJMUT BCE ONEPALUU TI0 aHAIIU3Y, OTOPAKOBKE M BBIYHC-
JICHUSIM PE3YJIbTATOB.

[Tpr WCMONB30BaHUM JIPYTUX aMIUTU(DUKATOPOB yUET PE3yabTaTOB MPOBOJIUTH B COOTBET-

CTBUH C pa3aeioM 9 JaHHOW UHCTPYKITUH.
9. VYET PE3YJbBTATOB

9.1. B nonoxwurenbHoM KoHTposibHOM o6pasiie (ITKO) nmporpamma momkHa GUKCHPOBaTH:

- Hapacranue curtana ammudukanuu JJHK Trichomonas vaginalis (kanan «ROX»/ «Or-
ange») u omnpeneisaTh 3HaueHue noporosoro nukia Ci [IKO ynuBepcansHoro;

- Hapactanue curHana ammndukamuu JJHK Neisseria gonorrhoeae tuma (kanan «JOEx»/
«Yellowy /[«<HEX») u onpenensts 3naderue noporosoro iukia Ci [IKO yHuBepcaabHOTO;

- Hapactanue curHana ammmdukanuu JJHK BKO (kanan «FAM»/ «Greeny) u onpeaensTs
3HadeHue rmoporosoro 1ukia Ci BKO.

9.2. B orpunarenbHoM KoHTposibHOM oOpasue (OKO) mporpamma AomkHa (UKCHPOBATH
Hapacranue curnana ammmdukamuu J[THK BKO (xanan «FAM») u onpeaenste Ct BKO, npu sTom
porpamMMa He JIOJDKHA PETUCTPUPOBATh HAPACTAHMs CUTHAJA CHEIU(PHUECKOr0 MPOAYKTa aMILIH-
¢bukanun JTHK mo kanamam «JOE»/ «Yellow» /«HEX» u «kROX»/ «Orange».

9.3. B kax1oMm ucciaeayeMoM oOpasiie mporpamMmma J0bkHa (UKCUPOBATh HApACTAHHUE CHT-
nana ammndukanuu JJHK BKO (kanan «FAMy/«Greeny) u onpenensats Ct BKO.

9.4. Beruucnuthb (C; BKO)¢p kak cpeanee 3nadenne Cy BKO Bcex aHamu3upyeMbix 00pasios
(Bxirouast [TKO u OKO). Ot6pakoske moieskar 3uauenusi Cy BKO, ormmnuaronuecs 6oiee yem Ha
2 or 3uavenus (Ci BKO)cp. ITocme or6pakosku mepecuntars (Cy BKO)ep st OcTaBIIMXCS 3HAUYE-
HHUM.

9.5. Amnamusupyemblii oOpaser] CuHMTaeTcs IMOJIOKHTEIbHBIM, coaepkamum JIHK
Trichomonas vaginalis, eciu amst aToro o6pasia 3uadenue Ct mo kanainy «ROX»/ «Orange» mMeHb-
11e uiam paBHo 40.

9.6. AHanmu3upyeMblii 00pa3ell CYUTAeTCsl MONOKHUTENbHBIM, coaepxamum JTHK Neisseria
gonorrhoeae, eciu i 3toro obpasna sHauenue Ct mo kanany «JOE»/ «Yellowy /«HEX» Menbiie
niu pasHoO 40.

9.7. Pesynbprar aHanmm3a oOpasiia CYuTaeTCs OTPUIATSIILHBIM, €CIIH JII 3TOTO 00pasia 3Ha-
yenue Ct o kananam «JOEy/ «Yellowy» /«HEX» u «ROX» Gonbiie 40 win He onpeaemseTcs.

Ecnu nns takoro obpaszua 3nauenue Ct BKO npesbimaer 3nauenue (Ct BKO), 60m1ee uem
Ha 2, TO pe3ylnbTaT MO JaHHOMY O0pa3ily He MOJUICKUT aHAIM3y M Y4eTy KaK OTPHUIIaTeIbHBIM.
Heo6xoanMo poBecTH MOBTOPHBIA aHAIN3 JAHHOTO 00pa3ila, HAauYMHasK C dTara BBIICIICHHUS.

9.8. Eciu mna OKO 3mHauenne C; mo kaHanam <«JOE»/ «Yellow» /«HEX», «ROXy/

«Orange» mMeHbIIe Wwin paBHO 40, TO 3TO CBHJICTEIBCTBYET O HAIMYNU KOHTAMHHAIINN B cucTeme. B
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3TOM CIIy4yae IOJIOKUTENbHBIEC PE3YJIbTAThl, IIOJYUYEHHBIC B TaHHOM MHAMBHUIYAJIbHON IOCTaHOBKE
1P, cunTaroTcs HEAOCTOBEPHBIMH. TpedyeTcst MPEANPHHATH MEPHI 110 BBISIBICHUIO U JIMKBUJAIIUN
MCTOYHHMKA KOHTAMMHALMK U MIOBTOPUTH aHAJIN3 BCeX 00Pa3LOB JaHHOM MOCTaHOBKH, AJIS1 KOTOPBIX
MOJTyYeH NOJOXKHUTEIbHBIN pe3ynbTaT. OOpasibl, aHaIH3 KOTOPBIX Jall OTPULATEIbHBIN pe3ysbTar,

CJIEyeT y4UThIBaTh KaK OTPULIATEIIBHBIC.
10. YCJIOBUSA TPAHCIIOPTUPOBAHUSA, XPAHEHUA U TIPUMEHEHUSA HABOPA

10.1. TpancnopTupoBaHue HaboOpa MOKHO MPOBOAUTHLCS MpU Temmeparype ot 2 go 8 °C.
JlommyckaeTcsi TpaHCciopTUpOBaHue npu Temmeparype a0 25 °C ue 6onee 10 cyTok. 3amopakuBaHue
Habopa He JOIyCKaeTcsl.

10.2. Xpanenue Habopa B yHaKOBKE MPEANPHUATHA-U3TOTOBUTEINS TOJKHO IPOBOAUTHCS MIPU
temmeparype ot 2 1o 8 °C B TeueHue BCEro cpoka roAHOCTH. 3aMopaxuBaHUEe Habopa He JAomycKa-
eTcsl.

10.3. Jlns monydeHus HaA&XKHBIX PE3yJIbTaTOB HEOOXOIUMO CTPOroe CoOo/IeHUuEe TaHHOU
MHCTPYKLUHU 110 IPUMEHEHUIO Habopa.

10.4. 3anpemaeTcs UCIONB30BATh KOMIIOHEHTHI M3 HAOOPOB Pa3HBIX CEPUIL.
11. TAPAHTHUU U3I'OTOBUTEJISL

[IpeanpusiTre-u3roTOBUTENIb TapaHTUPYET COOTBETCTBHE HaOOpa TPeOOBAHUSM TEXHHUYE-
CKUX YCJIOBHH MPH COOIOJCHUH YCJIOBUN TPAHCIIOPTUPOBAHMS, XPAHCHUS W NMPUMEHECHHUs, yCTa-
HOBJICHHBIX TEXHUYECKUMH YCIOBHSIMU U HACTOSICH WHCTPYKIIUEH 110 IPUMEHEHHUIO.

Cpoxk romHocTy Habopa — 12 Mecs1eB co JTHs BBITYCKa.
ITo Bompocam, kacarommmMcs kadecTBa Habopa, ciaenyer oopamarbes B AO «BekTop-Bbecr» 1o an-
pecy:

630559, HoBocubupckas 0611., p.1. KonbsiioBo, Hayaro-nipon3BocTBEHHAs 30HA, KOPIL.36,
KOoMH.211,

ten. (383) 227-67-64, ten./dakc (383) 363-13-46.

E-mail: vbobtk@vector-best.ru
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