«YTBEPXKJIAIO»
/I“eHepaJILHmi-‘{ AUPEKTOP

O «Bexrop-Bect»

HMHCTPYKIUS
110 MPUMEHCHHUIO Habopa peareHToR
Ans Bouasnenns JIHK Bupyca Berpsuoit ocner u OIIOACHIBAIOIIETO JTHINAS
MCTOZIOM TOIMMEPA3HOH LEITHON PeaKIlin B peskiMe pearbHOro BpeMeHHU
(Peanbecm JIHK VZV
(komnnexm 1))

1. HABHAYEHUE

Ha6op pearentos «PeanBecr JAHK VZV» npennasuaden 115 BhIsBieHus HHK Bupyca BeTpsHoit ocris
1 OTIOACBIBAIOLICTO JIMIAs (Varicella-zoster virus) MmeTomom TOTMMEpasHOH nerHo peakuuu (T1LIP) ¢ rubpu-
JM3aIMOHHO-()IIyOPECIIEHTHOH AeTeKInel npoayxtos [P B pexume peansroro Bpemeny.

Britenenue JIHK n3 knmuunueckux mpo6 (cocko606 snumenuansuvix Kremox u mranesou AcudKocmu
PPOSUBHO-AZGEHHBIX NOPANCEHUTI KOJCU U CAU3UCIbIX 06010YeK HeN06eKd, MOYU, CIIOHbL, CbIBOPOMKU 1
haasmel Kposu 4enosexa) IPOBOIUTCS ¢ TOMOIIBIO Habopos «Peanbect HHK-3xenpece», «PeanBecr JHK-

Ixkerparuus 1», «PeanBecr JHK-3kerpauns 2», «PeanBeer AHK-s3xerpaxuus 3» mm «PeanBect 5xe-
Tpakuust 100».

Komntexr 1 npesnasuauen mis npumenenus c PETUCTPUPYIOMHUMU aMIIIH(UKATOPAMH [IAHIIETHOLO

tuna: «iQS5 iCycler», «CFX96y (pupma «Bio-Rady, CILIA), «]IT-96 (OO0 «HIIO JTHK-Texuonozusny, Poc-
CuUs) UIIH UX aHAIOTaMH.

Kommutexr 1 paccuuran na nposenenwe ananmusa 48 00pas1oB, BK/IIOYas KOHTPOJIBHELE,

2. XAPAKTEPUCTHUKA HABOPA

2.1. Tpunuun merona.

[punnun ananusa ocHoBan Ha PErUCTPALKH IIPOLECCa aMITUPUKAIIMK BBIGPAHHOTO y4acTKa JHK Bo3-
OymuTens uH(peKUEH B X0/ MPOBeACHUS [ILIP.

IIpouece ammnukanuy 3axrogaercs s HMOBTOPAIOIMKMXCS LIMKIIAX: TeMIIepaTypHas AeHatyparus JJHK-
MATPHULIEL, OTXHUT IPAHMEPOB C KOMIUIEMEHTAPHBIMHU [10C/I1€10BATEIbHOCTSIMY HAHK-marpunei, cuntes Kom-
ILIEMEHTAPHOH 1enu ¢ 9THX mpaiimMepos Tagq HHK-nommmepasoii. B ocuose PETHCTpaLMH IIpollecca aMILIu-
(buKanuy IEKUT UIMEPEHHE CUTHAIOB (ryopecueHIuy B KaXkKI0M LUKIIE [IIIP. VBenuuenue curnanos bay-
OPCCLICHIHI NPOMCXOAUT O1aro/apst HCTI0Ib30BAHMIO THOPUAM3AHOHHOrO HHK-30171a, cnieuudmusoro s
BEIOpanHoro yuacrka JJHK Bo3Gyautesns HH(EKUUH, KOTOPBIA B XO/Ie PEAKIIUH CBA3BIBACTCS C OJIHOH U3 1e-
neit JIHK, o6ecnieunBas taxske AOTIOIHATENBHYIO ClIeUHPUIHOCTE MeToaa. JTHK-3017 COJIEPIKUT Ha 5’ -KoHIE
(i1yopeceHTHBI KpacuTelNn, a Ha 3’-KOHIIE — FaCHTEND (pIIyOpECIEHIINH, 3HAYNTEIIBHO CHIKAIOIIM HHTCH-
CHBHOCTB (iryopecuennuu. B xoze [T0TMMEPA3HOI0 CHHTEe3a KOMIIIEMEHTAPHOM TIely, brnaronapst 5°—3’-nyk-
neasno# aktuBHOCTH Taq JJHK-noaumepassl, 3oux PaCIlCIIACTCA ¢ 5°-KOHIA U NPOMCXOMUT pa3obiuenue
KpaCHTEJIS 1 FACUTeIIs, IPUBOIALIES [I0 MEPE HAKOILICHHS! POYKTA PEAKIHH K BO3paCTaHHIO CUTHaa (hiy-
opecuenuuu. IIpu s3ToM u3Mepsemas HHTEHCHBHOCTS (iryopecueHUMHI 3aBUCHT OT KOJMYecTRa oOpa3oBas-
IIMXCS CIeNU()HYECKUX aMIUIUKOHOB M AMHAMUKA HapacTaHus (JryopecueH UM ONPEAeIIIETCS HCXOMHBIM KO-
maiectsom JIHK BosGynurens undexuuu B o6pasie.

Yuér sddexruBrocTu Boimenenus JJHK us 00pasnoB obecreunBaeTcs BhICIEHIEM JHK Bo36ynurens

MHGOEKLMH U3 KITHHHYECKUX NPO6 COBMECTHO ¢ IPEABAPUTEILHO BHECEHHBIM BHYTPEHHHM KOHTPOJIbHBIM
oopasiom (BKO).
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2.2. Cocras nabopa:

B cocras nabopa sxomst cieayromue KOMIIOHEHTHI:
*  TOJIOXKUTENBHbIH KORTPONLHEIL 06paser (IIKO) - 1 mpobupxa, 1 mx;

* TOTOBAas peakUHOHHAs cMech st [TL[P (I'PC), nuodpunusuposannas — 48 poOHupoK.

Habop ponomuurensao KOMIIIEKTYeTCS:
* ONTHYECKOH MIEHKOH — 2 jucTa.

3. AHAJIMTUYECKWUE 1 AUATHOCTUYECKUE XAPAKTEPUCTHUKU

3.1. YyserBuTeabHoCTh OIPELEACTCS 110 MaTH obpasuam ¢ cogepsanuem JHK VZV 100 KOMHMit B
npode, npurorosieHHsM u3 COIT HHK VZV (peo. Ne 05-2-397), xak npouentHoe cozepanue 06pasos,
ONPENEICHHBIX HAOOPOM KaK IOJIOXKUTENbHBIE, H COCTABIISET 100%.

3.2. Cneundmunocts BbisBICHHS HHK VZV onpenenstercs no CTAHJAPTHOM NaHENN OTPHLATEIBHBIX
ChIBOpoTOK npeanpustust, CIIIT OKC (pee. Me 05-2-21 4), KaK MpPONEHTHOE conepKanue 00pasuoB, omnpese-
JICHHBIX HADOPOM Kak OTpuLaTenbHbIe, i cocTapmser 100%.

3.3. Jumar"octuueckas TYBCTBUTEIbHOCTH BeIABIeHus JIHK VZV: xmunnveckue UCIIBITAHUS, TIPO-
BeJieHHbIe Ha 50 M0MI0KHUTENBHBIX 06pasiax, mokazamu 100% 1YBCTBUTENILHOCTE (unmepsan 94%-100%, c
Q06epuUmMensHOLl 6epOSMHOCHILIO 90%,).

3.4. JImarnocTuyeckas cnenugpuanocers BosBieHus JHK VZV: xmmandeckue UCIBITAHHS, IPOBE-

AeHHble Ha 50 oTpHuIaTebHBIX 06pasLax, moxkazanu 100% CHeMUPUYHOCTD (Unmepean 94%-100%, ¢ dogepu-
menvot éeposmuocmoio 90%).

4. MEPBI IPEJOCTOPOKHOCTHU

BHUMAHMUE! Hecobaonenne NpHBeJEHHBIX HIKe TPe6OBAHMIT MOKeT NPHBECTH K HCKAKEHHIO
pesyabTaTtos IIIIP.

4.1. TloTeHIMATBHE prcK IpuMeHeHus Habopa — kiace 2a (Tlpukas M3 P® om 06.06.2012 Ne 4H).

4.2. Tlpu paGote c HaGopowm crenyer cobmonars CII 1.3.2322-08 «BesomacHocTs paGoTsI ¢ MHKpPOOp-
raau3Mamu I11-1V rpynn natorennoctu (onacrocmu) u B3Oy AUTEISIMU napa3uTapHbIX 00JIe3HEH).

4.3. JUns npe/loTBpaLieHns KOHTAMUHAIMH HEOGXOIMMO TCPPUTOPUANBEHO PA3ACTISTh ITAIB] BHIAETCHUS
AHK/PHK u nocranosxu ITLIP cormacto MY 1.3. 2569-09 «Opranusauus pa6ots! Jla6opaTopuit, uccieny-
IOIIMX METO/b! AMILTUMHKALMY HYKITEHHOBBIX KHCIOT TIPH padoTe ¢ MaTepHalioM, COEePIKAIIUM MUKPOOpra-
HU3MBI [-1V rpynn narorennocTny.

4.4. Tlpu pabore ¢ HaGopom CIICAYET HANICBATh OAHOPA30Bble MEIHIIMHCKUE TIEPYATKH.

4.5. Kaxnoe pa6ouee MeCTO JOIKHO GBITH CHAGKEHO COOCTBEHHBIM HaGOPOM MHIIETOK [IEPEMEHHOr0
00BEMA, HEOOXOIUMBIMU BCIIOMOTaTe IbHBIMU MaTepranamu u 060pynoBanueMm. 3anperaercs uX nepemelte-
HHE MEX/y pabOuYHMMHU MECTAMH.

4.6. Jlns npoenenus peaxiuu aMIHpUKauK ¢ AeTeKuueit npoaykros ITI[P B peKMME peasbHOro
BPEMEHH HEOOXOIMMO HCIIOTB30BATH TOILKO 0HOPA30BbIE HAKOHEUHHKH (GHIBTPOM VIS TUIIETOK.

4.7. He nomyckaercst HCIOIB30BAHUE OMHUX H TEX ke HAKOHEYHHKOB IPHU J100aBIEHHH Pa3HBIX 06pa3-
IOB.

4.8. Tlocne okoHvanus pabor s AC3MH(EKUMHU U IPeOTBPAICHUS KOHTAMUHAIIHH BCe pabouue rmo-
BEPXHOCTH M 000py0BaHUE ClIEAyeT IOABEPIHYTh AeHCTBHIO OakrepunuaHbx YO namm B Teyenue 1 gaca.
3arem 06paboTaTh perjiaMeHTHPOBAHHBIME CaHHTapHRIMH MPABUIAMH AC3UH(QHUIMPYIOIMMHA CpeaCTBaAMMU
(maxumu, kax: 0,2% pacmeop «[I1-2T»; 1-3% pacmeop «[uabary, 0,5% pacmeop «/Iuzagpuny, 0,5-1%
pacmeop «Mucmpaney; 0,5-2% pacmeop «Beamoneny).

4.9. Bce ucnonb30BaHHbIE OHOPA30BbIC MaTepHallbl MOABEPraTh 0O0paboTke NE3UHQULHMPYIOIUMHE
CPEACTBaMHU C OCHeAYIOIIeH yTumu3auueit (cm. MY-287-113 « Memoduueckue yKazanus no oesunghexyuu,
npeocmepunUsayuoHHotl Ovucmxke U cmepunuzayuu usdenui MEOUYUHCKO20 HA3-HAYECHUAY).

4.10. Ytumuzauuio uiu yHuuTOXKEHME, Ae3uH(EKINIO HabOPOB PeareHTOB CIEAYET IIPOBOAUTE B COOT-
BercTBuu ¢ CaulluH 2.1.7.2790-10 «CaHuTapHO-3NUIEMUOIOTHUECKUE TPeOOBaHUS K OOPALIEHHIO C MEHU-
IMHCKUMH oTX0xaMm» u MV -287-113 «Meroandeckue ykazauus mo Ne3UH(EKIUH, IPEeACTEPHITH3ALHOHHO]
OYHCTKE U CTEPUTU3ALIMY M3JEIUH MEIUIMHCKOTO HAZHAYCHMS.
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5. OBOPYJIOBAHME U MATEPHAJIBI

= aMmmmdukarop c dbyopecuenTHOI ACTEKIHMEH B pexuMe peanbHOro Bpemenn: «iQS5 iCyclery,

«CFX96» (upma «Bio-Rady, CIII4), «T-96» (OO0 «HITO HHK-Texnonozusy, Poccus) wnu ux
aHajior;

~ JlaMHHApHBIH GoKe 2-T0 Kilacca 6HOTOrHYecKol 3alUUTEL (boke abakmepuanvnoi B030YULHOII cpedbr
muna bABn-01, «/lamunap-cy, 340 «/Tartunapnuie cucmemoly);
~ XOJIOMHIIBHUK OBITOBOH, HOAAEPKUBAIOLIHL Temiepatypy (2-8) °C;

— [HIETKH I10JIyaBTOMAaTHYeCKHe (0ozanope: Mexanuveckue) oHOKaHAIbHBIE C [IEPEMEHHEBIM 00LE-
MOM, CO CMEHHBIMU HAKOHEYHUKAMU (Qupma «Biohity, Dunnsanous),

~ TICPHYaTKU METULMHCKHE OJHOPA30BbIE HECTCPHIIBHBIC HEOITYIPEHHBIE JIATEKCHDIE HITH HEOIIPEHOBLIE
(nepuamxu «NeoTouchy, @upma «Ansell HealthCarey, I epmanus),

— OJHOpa3s0Bble HAKOHEYHHKH IS MIUIETOK ¢ 3ALMUTHBIM (HUIBTPOM/A3PO30ITBHEIM bapbepom (upma
«FinnTipy, Gunnanous);
~ WITaTHBBI JUI MEKPONPOGHPOK BMECTHMOCTBIO 2 M 1 0,2 M (pupma «Xenuxony, Poccus);

— KOHTeHHep A c6poca 0TX0A0B (nanpumep, «Konmeiinep ons c6poca 0Cmpo20 uHcmpymenmapiis —
EK-01», pupma «KM-ITPOEKTY, unu AHAN02UYHBLII).

6. AHAJIM3UPYEMBIE OBPA3IIbI

Jns ananmuza HCIOMIB3yIOTCs MPoObl BeLTeneHHoi JTHK, TIOJIYYEHHBIC M3 KIHHHYECKOrO Matepuana (cocro-
606 anumenuansuvix knemox u mranesoii HCUOKOCIU 3PO3UBHO-5136eHHBIX nopasicenuil Kovlicu u crusucmoix 060-

koaeynanma 3/TA) ¢ momomnpio HabopoB: «PeanBecr HAHK-skcenpece», «PeanBect JAHK->xerpakuus 1»,
«Peanbeer IHK-3kerpakuus 2y, «Peanbecr THK-3kcrpaxums 3» wm «Peanbeer sxerpakmus 100y co-
TIACHO HHCTPYKIMHU T10 IPUMEHEHHIO COOTBETCTBYIOMIEro Habopa.

Kaxnas rpymnmna o6pasios, NpOXoAAIIas Yepe3 NpoLeIypy BhlIeTeHUs HHK, nomxua conep}xafb IIKO

¥ OTPHUATENbHbIH KOHT 0JILHbII obpazen (OKO), KOTOPBIH ABISAETCS KOMIIOHEHTOM Habopa 115 Beizese-
Hus JTHK.

Ecnu o nposenenus anamuza 00pasupl Beigenennon JTHK XPaHUJICh B 3aMOPOXEHHOM BHIE, PazMo-
POSHTB MX 1 BBIIEPXKATH IPH TeMIepaType ( 18-25) °C ne menee 30 MUHYT.
Beioenennyio JJHK xpanume npu memnepamype (2—8) °C ne 6onee 24 yacos.

ITKO nocue scxprimus npoOUpKY Xpanume npu memnepamype (2=8) °C ne 6onee 1 mecaya unu anuieo-
mamu no 50 mxn npu memnepamype munyc (18-60) °C ne 6onee 3 Mecayes.

7. IIPOBEJAEHUE AHAJIU3A

7.1. IloaroroBka KoMnOHEeHTOB Habopa.

Ilepen navanom paboTe! u3BIeys HabOp M3 XONOAUILHUKA, BEUIEpKaTh npodupky ¢ I'PC B ynakoske (e
6CKpLlsas!) npu Temueparype ( 18-25) °C ne menee 30 munyT. 3artem BCKPBITE YIIAKOBKY, aKKypaTHO C IOMO-
HIbIO KAHIE/SIPCKOTO HOXA OTpe3aTh HEOOXOAUMOE KOMTHYeCTRO (no uucny nodzomosnenmsix npob, exniouas
xornmponu: 1 OKO u [ IIKO) npo6upoxk c I'PC. Otpesats npobupku cienyer Bmecte ¢ IIOKPBIBAIOIIEH UX IIJIEH-
KOH.

Brumanue! Ocmaswuecs Heucnorbsosan-nvmu npobupku ¢ I'PC ynakoeame ¢ yegrenosulii nakem c
OCywiumenem, yoanumoe u3 Hezo NUWHUIL 8030yX U Naomuo 3AKPLIMb 3AHCUM.

locne nepsozo eckpoimus ynaxkosku cpox eoonocmu I'PC npu memnepamype xpanenus (2—8) °C co-
cmasnsem 3 mecaya.

7.2. Heobxommmoe KommyecTBo (no uucy noozomoenentpix npoo, eKmIouas Koumponu) npodupok ¢ I'PC
NIPOHYMEPOBATH U PACIIONIOKHUTH B IITATUBE.

Brumanue! Haonucu credyem pacnonazams na 60x0601i yacmu npobupok. Onmuveckas nnénxa
Qo2iCHa ocmasamuvcs yucmoti!

7.3. B kaxmyio NPOOUPKY ITHIIETKOMH C OT/Ie/b-HbIM HAaKOHEYHHUKOM ¢ GUIBLTPOM BHECTH 110 50 MK pac-
TBOpa Bbinenenno# JIHK. 3aknents npobupku onTtuyeckodt midmkois,

7.4. TlomecTuTs npoGupKy B aMIMduKaTop.
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B COOTBETCTBHH C HHCTPYKIHEH K mpubopy.

7.6. 3anporpaMmupoBars TIPOTOKOI IIPOBEAICHHUS PeaKLMH aMILTH(pHKAIIUHT:
1 cragus: 50 °C -2 MUHYTEL;
2 cragua: 95°C-2 MHHYTBI;
3 cramus: 50 uukiioB (94 °C— 10 cekyHa, 60 °C— 20 cexyuo).

Hsmepenue ghnyopecyernyuu nposooums npu 60 °C.

7.7. BrIOpaTs KaHABI AeTEKIHMU pesynbTatoB ammmudukauu JTHK VZV u THK BKO:
Hnst peructpanuu nponecca amiuindukanrn JHK BKO CJIE/lyeT BbIOpaTh KaHa netekimu «FAMoy.

Hnst perucrpanuu npouecca aMmwMbukammn JHK VZV CIelyeT BBIOpaTh KaHa jJeTexuun «ROXo.

7.8. 3anporpaMMHpOBATH MONOKEHUe IPOOUPOK C HCCIIEIyEMbIME 00pasuamu, MoJ0KUTEIBHBIM H OT-
PHLATENLHBIM KOHTPOJIIMU COTVIACHO UHCTPYKIMH K UCII0JIb3yeMOMY TIPpUGODY.

7.9. 3amyctuts nporpammy u MPOBCCTH PEaKINIO aMIUIU(PUKALMHK ¢ PErHCTpaLUei hmyopecuesuuy B
PEXUME PeabHOTO BPEMEHH.

8. PEI'MCTPALMS PE3YJILTATOB

8.1. B IIKO mporpamma gosmxHa (buxcuposars:

~ HapacTanue curnana ammmiukanuu IHK VZV (kanan «ROX») u onpenienats 3snauenue IIOPOroBOro
uukia Ct VZV;

~— HapacTanue curnana aminduxkanuu JHK BKO (kanan «FAMp») n onpenenarts 3HaueHUE IIOPOTOBOIO
nukia Ct BKO.

8.2. B OKO nporpamma nomkna (uxcupoBaTh HapacTaHue curaana ammpukanun JTHK BKO (ka-
Han «FAM») u onpenensts Ct BKO, 1IpH 5TOM IIporpamMma He I0JDKHA PErHCTPUPOBATS HApacTAHUe CHrHANA
CIeUHpUIECKOro IPOAYKTa aMIIIHuKAIHT JHK no xanany «ROX».

8.3. B kamaoM mcemaemyemom o0pasue porpamMma J0JDKHA (HKCHPOBATH HapacTaHue CUTHAja aM-
nnduxanuu JHK BKO (kanan «FAM») u onpenensts Ct BKO.

9. YYET PE3YJIBTATOB

9.1. Bsruucauts (Ct BKO)¢p kak cpeanee snauenune Ct BKO Beex AHAITU3UPYEMBIX 00pa3LoB (6K1I0YaAS
IIKO u OKO,). Orbpakoske nomnexar 3uaseHus Ct BKO, otnmmyaroniuecs 6omnee uem na 2 ot 3”HayeHus (Ct
BKO)cp. [Tocne or6pakosku nepecuntats (Ct BKO)¢p jutst octaBummxcst 3uauenuis.,

9.2. Amammupyemslii obpasen cumTaeTcs N0/102kuTeNbHBIM, coaepxamuM JHK VZV, ecau ms
aToro obpasua snayenne Ct 1o kanamy «ROX» menbie win pasHo 40.

9.3. Pesynbrar ananusa o6pasua cumraercst OTPHUATE/ILHBIM, €CIIH Ul 9TOro 06pasia 3uavenue Ct
10 kanairy «KROX» 6osbure 40 nin ne onpegesnsiercst.

Eciu s Takoro o6pasua 3nauenue Ct BKO lipesbiract sHadenue (Ct BKO)., Gonee uem Ha 2, T0

PE3YJIbTAT [0 AAHHOMY 00pasily He NO/UIKHT aHATH3Y U YUeTy Kak OTpuuarenbHbIH. Heobxoaumo nposecty
TNOBTOPHEIH aHaIU3 IaHHOTrO 06pa3la, HAYMHAS C ITANA BBLICICHUS.

9.4. Ecmu gins OKO 3navenue Ct mo Kananny «ROX» meubnIne nin pasuo 40, To 310 CBHJIETENILCTBYET
O HaM11H KOHTAMUHALMK B cucTeMe. B aToM ciydae monoxurtensubie pesyasrarsr, NIOJTY4YEHHBIE B TAaHHO
HHIMBUIYalIbHOM ntocTanoBke IT1[P, cuuTtarores HENOCTOBEPHBIMH. Tpebyercs npeAnpUHsTS MepBI 110 BEISB-
JICHUIO W JTMKBU/ALMHM MCTOYHUKA KOHTAMHHAIIMH U [IOBTOPUTD AHAIM3 BCEX 00pa3noB JaHHOM IOCTAHOBKH,
AT KOTOPBIX MOJTYYeH NOJI0XKHUTENbHBIA pe3y IbTaT.

OOpasupl, aHamu3 KOTOPBIX 147 OTPUIATENbHBIH PE3yJIBTAT, CIIEAYET YYUTHIBATD KAaK OTPUIIATE ILHEIE.

10. YCJIOBUSI TPAHCIIOPTUPOBAHUSI, XPAHEHUSI 1 I[IPUMEHEHMSI HABOPA

10.1. Tpancrmopriposanue HaGopa A0IKHO TPOBOAUTECA 1pu Temneparype (2-8) °C. Jlomyckaercs Tpatic-
NOpTHpOBaHue npu Temneparype a0 25 °C ne Gonee 10 cyTok.

10.2. Xpanenne na6opa B ynaxoske HPCAIPUATUA-M3TOTOBUTEIS TOMKHO POBOAUTBCS [IPH TeMIIepa-
Type (2-8) °C B TeueHue Beero cpoka rogHOCTH.
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110 IpuMeHeHHIo HaGopa.,

- 11. TAPAHTHUUHBIE OBSIBATEJILCTBA

11.1. TIpomssomurens TaPAHTHPYET COOTBETCTBHE BBITYCKAEMBIX H31eTHH TpeboBaumsM HOPMATHBHOH
H TEXHHYECKOH JJOKYMEHTAI[HH.

BC30HaCHOCTB H Ka4eCTBO U3 Je/tns TFapaHTHPYIOTCS B TEUeHHe BCEI'0 CpoKa rogHocTH.

11.2. TIpoussoaurens orseuaer 3@ HEJOCTaTKH M3MEIIHS, 33 HCKIIOYEHHeM Ae(eKTOB, BOZHHUKIINX

BCICICTBUE HAPYIIECHHUA MpaBuIl MOJIb30BAHMUS, YCIIOBUIH TPaHCIIOPTHPOBAHUS U XpaHeHHUs, 60 JeHCTBHS
TPETBHX JHLL, JIMOO0 HENPEOTONUMOMH CHITLL,

Cpoxk roguoctu Habopa — 12 mecsies co [HS BBITyCKa.

I1o sonpocam, Kacarowumes kavecmea nabopa, crnedyem obpawamocs ¢ AQ «Bexmop-BEecmy» no ao-
pecy:
630117, 2. Hosocubupcek-117, a/s 492,
men. (383): 252-51-62, 227-60-30;
men./paxe (383): 252-5]1 -81, 252-51-77;
E-mail: plkobtk@vector-best. ru

AOIIOJIHUTEJILHASI HH®OPMAILIUS J1s51 IIOTPEBUTEJIEMN:

— Habop pearentor npesnasnauen UL IPO(ECCHOHANIBHOTO TPUMEHEHHUS 1 MOJIKEH HCII0JIL30BAThLCS
00y4YeHHBIM NepcoHanOM:;

— llpu ucnonsioBauuu Habopa 06Pa3yIOTess OTXOMB! KIIACCoB A, B u T, xoropsre Kiaccuuumpyrores u
YHHUTOXKAKOTCA (VMUIUSUPYIOMCS) B COOTBETCTBUY © CanlluH 2.1.7.2790-10 «CanuTapHO-3nHIEMHUO-

poBoauTe 110 MY-287-113 «Mertomuueckue YKa3aHus 1o Jae3suH(exnu, NPeJICTEPUIIM3ALIHOHHOI]
OYHCTKE U CTEPUIIM3AIIMHI U3/IENUN MeIHUIIHHCKOTO HA3HAYCHUS»;

— TpeboBanus Gesonacnoctu k MemumMHCKIM nadopatopusM npusenens: 8 'OCT P 52905-2007;
— He npumensits na6op pearentos no nasnauenmio I10CJI€ OKOHYAaHUS CPOKA FOHOCTH:

= TpaHCHOpTHPOBaHHe AOJDKHO MPOBOAUTHCS BCEMU BHJaMH KPBITOr'O TPAaHCIIOPTA B COOTBETCTBUH C
IIpaBHIIaMH IIEPEBO30K, JIEI:ICTB}’}OLHHMI/I Ha TPaHCIIOPTE JaHHOIO BHOA.

— llpoussogurens TapanTHPYeT COOTBETCTBUE BBIMYCKAEMBIX H3/1EIIHii TPeOOBaHMAM HOPMATUBHOI U
TCXHUYECKOM TOKYMEHTAIIUHU.

IMPUJIIOKEHUE
IIposenenue anaanza na npubope «/[T-96»

(HIIO «/[{HK-Texnonozus)
1. Hactpoiika sxcrnozummn n3MepeHmii:
B pexume «PaGora ¢ npubopom» B MeHI0 «HacTpoitkm» BBIOCPHUTE MYHKT «DKCIMO3HIUS usmepe-
HUI1».
B oTkpriBimemes oxue BBIOEpUTE KaHas «FAM», u3sMenure 3uavenue 9KCNO3MUHKHU Ha «250», 1115 KaHaJIoR
«HEX» 1 «ROX» ycTanoBuTE 3HaueH1e axenosuiuu «1000». IToarsepaute COXpaHEHHE TEKYIIEro 3HaYeHus
OKCIIO3ULIMH, HaXKaB «JIA».

Buumanue! Viasannvie snavenus OKCROZUYUYU NPUMEHUMBL MONLKO OJisL Habopos «PeanBecmy u npu
2imaruel
He0BX00UMOCIU OONJICHbL Bbimb UsMEHeHbL HA UCX00HbIe.

2. IIporpammupoBanue ammiupukaTopa:
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2.1. Jlns cospanus IPOTOKOJIa aMITU(DUKALIMK HAXKATD KHOIIKY «Co3aaTh» BO BKIajike «3amyck npo-
FPaMMbl aMINTHOUKAH I,

2.2. B oTKpbIBIIEMCS OKHe BBIOpAaTh MepBbli mabion [pOrpamMMbI aMILTH(pUKALINH, OTPeIaKTHPOBATD
Cr'0 B COOTBETCTBUH C NIPOrPAMMOMN aMILTH(GHKAIUY K HCTI0NIB3yeMOMY Habopy:

st HaGopor «PeanBeer JIHK »:

1 cragus: 50 °C -2 MUHYTBI;

2 cragus: 95 °C =2 MUHYTEI;

3 cragust: 50 uuxioB (94 °C — 10 cexyno, 60 °C — 20 cexyno);

Hsmepenue gryopecyenyuu nposooums npu 60 °C.

Huist HabopoB «PeanBect PHEK»:

1 crapus: 45 °C — 30 MHUHYT;

2 cramust: 94 °C — 1 MUHYTa;

3 cramms: 50 mukios (94 °C — 10 cexyno, 60 °C — 20 cexyno);
Hzvepenue guyopecyerpuu nposodums npu 60° C.

2.3. B sueiike «Ams IPOrpamMMBbI» BBECTH Ha3BaHHE CO3AAHHOTO IIPOTOKOIA aMIuIupUKa (Hanpu-
mep, PCR u RT-PCR) u uaxars «OK». B OTKPBIBIICMCsl OKHE YKa3aTh NANKy Ul COXPAaHEHHS baiina u
HaXaTh «COXPAHUTHY.

2.4. B suelike «O0bEmM paboueit cveci yKas3aTh 3HaueHue «50y.

2.5. Bo Bruazxe «IIpoToko» cHauana BeecTH Ha3BaHHA BCEX 00PA3IIOB, YHACTBYIOIMX B OCTAHOBKE,
3aTeM 3alO0JHHUTP IIaHUIET.

M1 ynpouenus sanonuenus manmera MoxHo CO3/aTh 3ar0TOBKY, JUIS 3TOTO B MeHIO «Tect» BhIGpaTh

«Co3aaTh / peakTupoBaTh TecT», 3aTeM «Konnposars Texkymmuii Tect» ¢ umenem TEST u IPHCBOUTE
UMsI HOBOMY TECTY.

B orkprBmieMcst okue B mynkTe «1.AHannzy BBICTABUTD THII QHAJIM3A (KOJAUYECMBeHHbIE UM Kaye-
CMEEHHbIT CO CMANOApMamu 8 COOMEEMCMEUY ¢ Habopom) u meron «I" eomeTpuaecknii (Cp)».

7151 Ka4ecTBEHHOro aHanu3a B MyHKTe «4.KoHTpoinm» BBICTABUTE «1»; [UIS KOMMYECTBEHHOrO aHajn3a
CO CTaHAapTamu (npu nocmarnoske ¢ KO1, KO2) B nyHKTe «3.CTanaapTe B sueiike «KomuecTBoy BhicTa-
BUTD «2», B stueiike «2.[Ly6an» — «3», B nyHKTe «4.KoHTpoany» B sueiike «K'» BblcTaBUTE «3», B A4eiike «K~
»—«1n.

Ecin nocranoska 6e3 KO1 u KO2, 1o B nynkte «3.CTanaapTe» B sueiike « KOIHYECTBOY TOCTABHTE
«0».

B nykTe «5.00bém paGoueii emecu B NpoGUpPKe» BLICTABUTE 3HAYCHHE «50.

B nmynxre «6. ®ayopodops» 0603naunts BHYTpeHHuH kouTpos (BK) no xanamy « FAM» u crenu-
duky no kanany «HEX» um «ROX» B COOTBETCTBHH ¢ HHCTpYKUHEH K Habopy.

Ilo 3aBepmiennn penaxtupoBanus Haxats «OK.

B nanbueiimem npu sanonsenun nporoxona CACMYCT UCIIONB30BaTh KHONKY «/lo6aBuTh TecT», 13
CIIMCKA BBIOPAT HYKHBIH 15l JAHHOM TOCTAHOBKH ¥ BBECTH UHCIIO 00pa3LoB U KOHTpOJIEit.,

ITo oxonuanuu 3anonxenus nporokona Haxars «IIpumMeHuTDY.

2.6. Ilporpamma mepeiizer Ha BKJIAZIKY «3aMyCK NpOrpaMmbl aMILiupuKaumm, 3aIIyCTHTh aMIlIH-
uxanmio kHonkoit «3amyck MpOrpammbI». Pe3y/bTaTsl peakuun COXpaHsIOTCS NMOC/e HAKATHS KHOMKIL
«3amyck mporpamMmem» B (ait ¢ pacuMpenuem *.r96.

3. Amnanus u y4ér pesyabTaTos.

Herexuus gryopecueniuu ocymectsisercs mo kasanam «FAM 1 «ROX» ms JHK BKO u JTHK Bo3-
OyauTeNs, COOTBETCTBEHHO.

[Iporpamma aBToMaTHYeCKH BLICUMTHIBAET TI0poroBoe 3nHaueHHe (iyopecueHunu no Merony Ieomer-
puueckuii (Cp).

IIpu onnoBpemMennom BeisiBaenuu JHK AByx Bo30yaureneii THK Broporo Bo3yaurens aerexru-
pyerest mo kanaay «HEX».
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