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«Peanbect AHK Haemophilus influenzae»

1. HASHAUYEHWE

Habop peareHToB ans BbiseneHus AHK Haemophilus influenzae metogom nonumepasHol
LIENHOW peakuun B pexxume peasibHoro spemeHn «Peanbect AHK Haemophilus influenzae» npegHa-
3HaueH ana BbigeneHus AHK Haemophilus influenzae metogom nonvmepasHoi LEMHOM peakumm
(MUP) ¢ rnbpnamnsaunmoHHO-thNyopecLEeHTHOM aeTekumein npoaykTtoB MLIP B pexume peanbHOro
BPEMEHMU.

BobigeneHne AHK 13 KAMHWYECKMX NPo6 MpPoBOAMTCA C MOMOLLbl0 Habopos «Peanbect JHK-
akcnpecc», «Peanbect JHK-3kcTpakuma 3» nnn «Peanbect akcTpakuma 100».

Habop peareHTOB 4711 NPUMEHEHUS C PErMCTPUPYIOLLMMI aMIMgUKaTopaMmn MaaHLWEeTHOro
Tmna: «CIrX96» (pmupma Bio-Rad, CLUA), «T-96» (OO0 «HIMO AHK-TexHonorus», Poccus) wuan
NX aHa0ramm.

Ha6op peareHTOB paccuuTaH Ha NPOBEAEHNE aHanm3a 96 06pas3LioB, BK/IOYas KOHTPObHbIE.

2. XAPAKTEPNCTUKA HABEOPA
2.1. [NpuHUMN mMeToaa.
MpWHLMN aHanM3a OCHOBaH Ha permcTpauumn npolecca aMnanuKauuyM BblOpaHHOrO y4yacTka
[OHK Bo36yautens nHgpekumm B xofe nposeaeHms MLP.
Mpouecc aMnanduKaL My 3aKni04YaeTCs B NOBTOPAIOLLMXCA LMKaX: TeMnepaTypHas feHaTypa-
ums AHK-maTpuubl, OTXWUr npaiMepoB C KOMMEMEHTapHbIMK nocnegoBatenibHocTamyn AHK-
MaTpuLbl, CUHTE3 KOMM/IEMEHTAPHOW LENn ¢ 3TUX npaiimepoB Tag-nonvmepasoli. B ocHose peru-

CTpauum npotecca aMnangmKaLum NeXuT U3MepeHne CUrHanoB (yopecLeHLUM B KaXaoM LMKe
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MLP. ¥YBenmueHvie curHaios (1yopecLeHLMN NPOUCXOANT b1arofaps UCNob30BaHUIO rnopuamnsa-
umoHHoro AHK-30HAa, cneymguyHoro ans BolopaHHoro yyactka AHK Bo3oyauTens MHgekumm, Ko-
TOPbIA B XOfe peakumu CBA3bIBAETCA € OAHON 13 ueneit AHK, obecneunBas Takke JONONHUTENbHYHO
cneyuuyHocTb MeTofa. JHK-30H4 cogepXUt Ha 5'-KOHUEe (PnyopecueHTHbIA KpacuTenb, a Ha 3'-
KOHLe - racuTeslb (hTyopecLeHLMM, 3HAYNTENBHO CHIDKAIOLMIA MHTEHCUBHOCTL (riyopecueHumun. B
Xofe MonMMepasHoOro CUHTe3a KOMIMJIEMeHTapHOW uenwu, 6narofgaps 5'—3'-HyK/1ea3HOoM aKTMBHOCTM
Tag-nonvmMepasbl, 30HA pacLeniseTca ¢ 5'-KoHLa 1 NPOUCXOAMT pa30obLLeHne Kpacutens u racute-
NA, NPUBOASLLEE MO Mepe HaKOMIeHWs NPOAYKTa peakumy K BO3pacTaHUIO CUrHana lyopecLeHunm.
Mpn aToM M3MepsieMas MHTEHCUBHOCTbL (P/IyOpecLEeHUMN 3aBUCUT OT KOMMYeCTBa 06pa30BaBLLMXCS
cneymguyecknx amnMKoHOB M AMHaMMKa HapacTaHus (PyopecueHUMn onpeaenseTca NUCXOAHbIM
KonunyectsoM JHK B036yauTens nHhekummn B obpasLie.

YUéT ahpekTBHOCTU BblgeneHms OHK m3 o6pasuoB obecneynBaeTcs BbigeneHnem JHK Bo3-
OyamnTens MHMEKLUMMN 13 KIIMHUYECKUX NPO6 COBMECTHO C NpeaBapuTe/ibHO BHECEHHBIM BHYTPEHHUM
KOHTPO/IbHbIM 06pasyom (BKO).

2.2. CocTtaB Habopa:

Tabnuua
KomnoHeHT Habopa (CokpalleHue) Konnyectso
Onucaxve
MoNoXNTENbHbIA KOHTPONbHbLIN 06pasel, (MKO) 1 npobupka,
Mpo3payHas 6ecLBeTHasA XXUAKOCTb, cofep>KnT HaTpusa asug (0,05%) 1,0 mn
[ToToBasa peakumoHHas cmecb Ana rMupP (MrPC) 96 npobupok
Nnodpmnmnamposannas. AMopdHas Macca 6e.s0ro ugeTa
OnTunyeckasa nneHka 1.5 nucta
Bknagbiw cO WUTPUX-KOLOM 1w,

3. AHATNTNYECKNE N JNATHOCTUYECKUWE XAPAKTEPNCTUKN

3.1. CneuudmuHocTs BbisBneHns OHK Haemophilus influenzae onpegenserca no craHgapT-
HOV MaHenn oTpuuatenbHbiX 06pasuoB [AHK-akcTpakTos, CIM (CIMM 05-2-561), kaK NpoLeHTHOe
cofiep>xaHne 06pasLioB, OnpeaeneHHbIX HabopoM Kak oTpuuaTesbHble, 1 cocTasnseT 100%.

3.2. YyBCTBUTENLHOCTb OMpeAensieTca no nsaTu obpasuam c cogepkaHvem OHK 6aktepuii
Haemophilus influenzae 100 konwi1 B npo6e, npurotoBneHHbIM 13 COH AHK Haemophilus influenzae
(COH 05-2-551), Kak MpoLeHTHOe cofepXKaHue 06pa3LoB, OnpeaeneHHbIX HabopoM Kak MOM0XKK-
TeflbHble, 1 cocTasnset 100%.

3.3. [narHoctmyeckas 4yBCcTBUTENbHOCTL BbigBNeHUA AHK Haemophilus influenzae', knnHu-
YecKue UCNbITaHMs, NPoBefeHHbIe Ha 46 MONOXKUTENbHBLIX 06pa3uax, nokasanm 100 % 4yBCTBUTESb-
HOCTb (MHTepBan 93,7 %-100 %, ¢ JoBepUTENbHON BEPOSTHOCTLIO 90 %);

3.4. [varHoctuyeckas crneunduyHoctb BbiseneHns JHK Haemophilus influenzae’, knnHuye-
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CKWe WCNbITaHWsA, NPOBeAeHHble Ha 46 OTpuuaTe/bHbIX 0bpasuax, nokasanm 100% crneuuduyuHocTb

(vHTepBan 93,7 %-100 %, C 10BEPUTENLHO BEPOATHOCTLIO 90 %).

4. MEPbI MPEAOCTOPOXHOCTWU

BHumaHne! HecobnofeHne nMpuBeAEHHBIX HUXe TpebOBaHUI MOXeT npuBeCTU K
NCKaXXeHunto pesynbTtatos lMLP.

4.1. TloTeHUManbHbIA PUCK NpUMeHEHMst Habopa - Knacc 26 (Mpukas M3 P® ot 06.06.2012
No 4H).

4.2. Jlabopatopuu, BbINOMHAOLWME UCCefoBaHNSA MO BbisiBeHUO HK BO30GyauTenein ocTpbIX
KMLLEYHbIX MHEKLUWA, 0683aHbl 06ecneyunTb 6e30MacHOCTL PaboTbl B COOTBETCTBUM C TpeboBaHMUSA-
MM 3aKOHOZATeNbCTBa B Clpepe CaHUTapHO-3NMAEMUONOTMYECKOr0 61arononyyms.

Habop npegHasHayeH 415 NPOQeCcCUOHaIbHOro MPUMEHEHNA B K/IMHUYECKOW /1labopaTopHOi
AanarHoctmke. K pabote ¢ HabopoM A0MYCKaeTcs TOMbKO CreunanbHO 06yYeHHbIN NepcoHan ¢ Bbic-
UMM WX CPeSHUM MeAULMHCKUM, UK 61MoNorMyeckuM obpasoBaHneM, NpoLleawnii NOAroTOBKY Ha
NALEH3MPOBaHHbIX Kypcax MepBMYHON crieupanmsaymm no paboTe ¢ NATOreHHbIMWU A1 YenoBeka
MUKPOOPraHn3mMamMun 1 noayuvBLUMIA AONONHUTENIbHOE CrelmanbHoe 06pa3oBaHMe Ha Kypcax MoBbl-
LUEHMA KBATMMMKALMMN MO MOSEKYNAPHO-61OIOMMYECKUM MeTOLaM AnarHOCTUKN.

4.3. TIKO coaepXUT HaTpuWs a3uj B KOHLEHTpaLWK, yKa3aHHO B M. 2.2. «CocTaB Habopax.

4.4, [na npefoTBpaLLeHNs KOHTaMUHaLMM HeO6XOAMMO TeppuTopuabHO pasfendTh 3Tarbl
BblgeneHus HK n noctaHosku MLP/OT-MUP cornacHo MY 1.3. 2569-09 «OpraHu3auus paboTbl
NabopaTopuia, UCNOSb3YIOLMX METOAbI aMMIM(UKaLUM HYKIEMHOBBIX KUCNOT Npu paboTe ¢ MaTepu-
a/loM, cofepxXalyM MUKpoopraHnsmel I-1V rpynn natoreHHoCTw.

4.5. Tpn paboTe ¢ HabopomM HeOb6XOAMMO HajeBaTb OAHOPA30Bble MeAMLUMHCKUE NepyaTku,
1CMONb30BaTh TO/IbKO OAHOPA30Bble HAKOHEYHWKM C (IUNbTPOM 15 [,03aTOPOB.

4.6. Kaxpgoe paboyee MeCTO JO/MKHO ObITb CHaGXXeHO COBCTBEHHbIM HAbOPOM A03aTOpPOB Me-
PEMEHHOro 06bema, HeobXOAMMbIMU BCMOMOraTe/IbHbIMU MaTepuasiaMn 1 0bopyaoBaHueM. 3anpe-
LL|aeTCa UX NepemMeLLeHne Mexay pabourMmn mecTamu.

4.7. He ponyckaeTcs MCMO/Mb30BaHWE OAHUX U TEX K& HaKOHEYHVKOB Mpu [06aBfieHnn pas-
HbIX 06pa3LLoB.

4.8. Tlocne oKOHYaHWA paboT AN Ae3MH(EKLMN 1 NpeaoTBpaLlleHns KOHTaMUHauuy Bee pa-
60ouve NoBePXHOCTW N 060pyaOBaHMe criefyeT NOABEPrHYTb AEACTBUIO 6aKTePUUMAHLIX YD namn B
TeyeHne 1 yvaca. 3aTtem 06paboTaTb persaMmeHTUPOBaHHbIMU CaHUTAPHbIMK NpaBunaMmn Le3NHPULM-
pyrowmmm cpeacteamm (Takumu, Kak: 0,8% pactBop «/lesomakc-MIHHOBa»; 1% pacTBop «/[uabak»;
0,5% pacTBop «/In3agmnH»; 1% pacTBop «MucTpanb»; 1% pacTBop «BentoneH»).

4.9. Bce ncnonb3oBaHHbIe OfHOPA30Bble MaTepuasbl NoABepratb 06paboTKe Ae3vHpULMPY-

HOLMMK CPeACTBaMM C MocneaytoLlein ytunmsaumeii (cm. MY 287-113 «MeToamyeckme yKasaHus no
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Ae3VHGeKUMM, NPeACTEPUNIN3ALMOHHON OYMCTKE MU CTEPUAM3ALMN U3AENNIA MEAULMHCKOIO Ha3Haue-
HUA»).

4.10. YTrnunzaumo v YHUUTOXeHWE, Ae3nHMeKLMI0 HabopoB peareHToB CriedyeT NpoBOANTb
B cooTBeTcTBUM C CaHlMnH 2.1.3684-21 «CaHnTapHO-3annaeMmnonormyeckme TpeboBaHns K Coaepa-
HUIO TEPPUTOPUIA TOPOACKNX N CENbCKUX MOCENEHNI, K BOAHbIM 00beKTaM, MUTLEBON BOAE U MUTbE-
BOMY BO[OCHAOXEHWU, aTMOC(EPHOMY BO3AyXY, MO4YBaM, XXW/IbIM MOMELLEHMAM, 3KChayaTaumm
MPON3BOACTBEHHbIX, OOLLECTBEHHbIX MOMELLEHWA, OpraHM3auMM W MPOBEAEHNIO CaHUTapHO-

MPOTUBO3NMAEMUYECKIX (MPOUNAKTUUECKIX) MEPONPUSTUIA.

5. OBOPYAOBAHWVE N MATEPVA/bI

-aMnNINMKaTop ¢ PyopecLeHTHON feTeKUmel B peXkKMe peasibHOro BPeMeHM:

«CFX96» (fwmpma «Bio-Rad», CLUA), «4T-96» (OO0 «HINMO AHK-TexHonorus», Poccus)
WM X aHauor;

-MLP-60KC nnn oTAenbHbLIA cToN, OcBewaemblin Y®-namnoii («UnknoTemn» CIM «PTCs,
Poccus);

-X0N0AUNbHUK B6bITOBOW, NoadepXXuBatoLWwmii Temnepatypy (2-8) °C;

-[103aTOPbI NOJTlyaBTOMATUYeCKMe (£03aTOpbl MEXaHWYECKME) O4HOKaHaIbHbIE C MepeMeHHbIM
06bEMOM, CO CMEHHBbIMW HaKOHeUYHMKamK (hmpma «Biohit», ®UHNAHAWSA);

-nepyaTkn MeaMUUHCKNE OfHOPA30Bble HECTEPU/IbHbIE HEOMYAPEHHbIE NaTeKCHble WK
HeonpeHoBble (nepyatkn «NeoTouch», dmpma «Ansell Healthcare», M'epmaHuns);

-0iHOPa30Bble HAKOHEYHVKM 15 [03aTOPOB C 3aLMTHBIM (DUIbTPOM /a3p030/ibHbIM 6apbepoM
(mpma «FinnTip», PUHNAHANS);

-LUTaTUBLI 415 MUKPONPOBMPOK BMECTUMOCTLIO 2 M 1 0,2 M ((hupMa «XenmKoH», Poccus);

-KOHTelHep ana cbopa oTxofoB (Hanpumep, «KoHTeliHep Ana c6opa OCTPOro MHCTPYMeHTa-
pus - EK-01», dmpma «KM-MNPOEKT», nnm aHanornyHbii);

-HOX KaHLeNSPCKUIA.

6. AHANN3NPYEMBIE OBPA3LbI

[na aHanm3a ucnonb3yoTes nNpodbl BblgeneHHo AHK, nonyyeHHble U3 KMHUYECKOro MaTte-
puana ¢ noMoLLbto Habopos: «Peanbect HK-akcnpece», «PeanbecT AHK-3kcTpakumsa 3» nnm «Pe-
anbect akcTpakumsa 100» corfiacHO MHCTPYKLMK MO MPYMEHEHMIO COOTBETCTBYHOLLErNO Habopa.

[na 06pasuos, coaepXxawmx cmsb, HE0O6XOAUMO NpeBapuUTeNlbHO NPOBECTU MPOLEeLypYy Mof-
FOTOBKN K BbIAENEHNIO HYKNEMHOBbIX KUCMoT. K obpasyy Guomatepuana [06aBUTb pPaBHbIA 06LEM
95% 3TNNOBOro CNMPTa, TWATE/IbHO MepemMeLlaTb, BblaepXkaTb npu Temnepatype (18-26) °C 10 mu-
HyT. ELWé pa3 TwatenbHO nepemeluatb. 100 MKN MOy4YeHHOW B3BeCW MCNOMb30BaTb A/1S1 BblAeNeHUs
HYK/TEMHOBbIX KUCOT. He 3axBaTbiBaTb KOMKW C/n3u!

Kaxkgas rpynna o6pasuos, npoxodsiias yepe3 npoueaypy BbiaeneHus AHK, nomkHa coaep-
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XaTb MONOXUTENbHBIA KOHTPO/bHLIA 06pasel, (MKO) n oTpuuatenbHbI KOHTPONLHLIA 06pasel

r (OKO), KoTopbIin ABNSETCA KOMMOHEHTOM Habopa anisi BblaeneHus JHK.

Ecnun po nposefeHns aHanmsa o6pasubl BblgeneHHoW AHK XxpaHUImMch B 3aMOPOXKEHHOM BUAE,
pasMopo3nTb X 1 BblAepXKaTb He MeHee 30 MUHYT npu Temnepatype (18-25) °C.

BbigeneHHyto HK xpaHuTb npy Temnepatype (2-8) °C He 60nee 24 4acos.

MonoXuUTeNbHLIN KOHTPO/bHBIA 06pasel, (MKO) nocne BCKPbITUA NPOOGMPKM XPaHWUTb Mpu
Temnepatype (2-8) °C He 6onee 1 mecsua uan annkeoTamu no 50 MK Npy TemnepaType OT MUHYC
18 no muHyc 60 °C He 60nee 3 MeCALEB.

7. MPOBEAEHVE AHAJTN3A

7.1. ToarotoBKa KOMMOHEHTOB Habopa.

Mepes HauasioM paboThbl U3B/EYL HABOP M3 XONOAWNILbHMKA, BblAepkaTb NPOBUPKKM C rOTOBOW pe-
aKUmoHHon cmecbto ana MLUP (FPC) B ynakoBke (He BCKpbiBas!) npu TemnepaType (18-25) °C He Me-
Hee 30 MUHYT. 3aTeM BCKpPbITb YMakKoBKY, aKKypaTHO C MOMOLLbIO KaHLUENAPCKOro Hoxa oTpesarb He-
06X0aMMoe KONMYecTBO (MO YMCy MOArOTOBMEHHBLIX NP6, BKAOYas kKoHTponu: 1 OKO u 1 MKO)
npo6upok ¢ MPC. OTpe3aTb NPO6GMPKN CreayeT BMECTe C NOKPbIBAOLLEN UX NIEHKON.

BHuMaHwue! OcTaBLUMECA HEMCMOb30BaHHbIMM NPo6KpKK ¢ MPC ynakoBaTh B LiethNeHOBLIN Na-
KeT C OCyLUMTeNeM, YAUIUTb U3 HErO IMLLHWIA BO3AYX U MI0THO 3aKPbITb 3aXKMM.

Mocne nepBoro BCKPbITUA YNakoBKW CPoK rogHocty MPC cocTaBnseT 3 mecaua npu temnepa-
Type XpaHeHus (2-8) ®C

7.2.  Heobxoaumoe Konm4yectso (MO Ymcny MOArOTOBMNEHHBIX NPOO, BK/IKOYAs KOHTPOM) Npo-
6upok ¢ M'PC npoHyMepoBaTb 1 PacnonoXuTb B LUTATUBE.

BHumaHme! Hagnuew cnepyet pacnonaraTe Ha 60KOBOW YacTy Npo6upok. OnTuyeckas NnéHka
[0/MKHA 0CTaBaTbCA YMCTON!

7.3. B Kaxayto npobupky [403aToOpoM C OTAeMbHbIM HaKOHEYHWKOM C (PMIbTPOM BHECTM MO
50 mKn pacTBopa BblgeneHHon AHK. 3aknenTb NPOOGMPKN ONTUYECKOW NNEHKOMN.

7.4. TIOMecTUTb MPOGUPKN B aMnInguKarop.

7.5. 3anporpammupoBaTb Mpu6op AN MPOBeAeHVS  aMianuKaumMm  cneyuguyeckmx
(parmeHToB JHK BKO, AHK Haemophilus influenzae v fgetekumn curHasos (nyopecLeHumn.
MporpaMmypoBaHvie amnanguKaTopa NPOBOAUTL B COOTBETCTBUM C MHCTPYKLMER K Npubopy.

7.6. 3anporpamMmmpoBaTh NPOTOKO/ MPOBEAEHNS PeaKLMy amMnanyKaLK:

1cragus: 50 *C- 2 MuH;
2 cTagus: 95 °C - 2 MUWH;
3 cTagus: 50 ymknos (94 *C - 10 cek, 60 “C - 20 cek).

3mepeHne hnyopecueHUMm nposoanTs npu 60 °C.

7.7. BblbpaTb KaHa/bl AeTekuuMn pesynbtatoB amrmgukaumm OJHK BKO wn HK
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Haemophilus influenzage'.

Ona pernctpauyumn npouecca amnanukauum OHK BKO cnefyet BbibpaTb kaHan AeTeKummn
«PAM>».

[ns perucTpaumn npouecca amnandukauum AHK Haemophilus influenzae cnegyeT BbibpaTb
KaHan fetekummn «KOX».

7.8. 3anporpaMmMupoBath MOJIOXKEHVE NMPOBUPOK C UccneayeMbiMy 06pasLamMm, NoMOXUTESb-
HbIM M OTPULATE/IbHBIM KOHTPOISIMW COrNIaCHO MHCTPYKLUMMW K UCMO/b3yeMOMY Mpuoopy.

7.9. 3anyctutb nporpammy 1 NpPoBECTV peakuMio aMnngukaumm ¢ permcrpayuent diyopec-

LEHL B PEXIME PeasibHOro BPEMEHU.

8. PETUCTPALWA PE3Y/TIbTATOB

8.1. B nonoxmutensHOM KOHTponbHOM o6pasue (MKO) nporpamma AomkHa (PUKCMpoBaTh:

- HapacTaHue curHana amnamgukaumm OHK BKO (kaHan «PAM>») 1 onpefenstb 3HaveHue
noporosoro uukna Ct BKO;

- HapacTaHue curHana amnanpukaumm OHK Haemophilus influenzae (kaHan «KOX») n onpe-
[lenaTb 3HaveHune noporosoro umkna Ct Haemophilus influenzae.

8.2. B otpuuarensHoM KOHTponbHOM o6pasue (OKO) nporpamMma [o/mkHa (hMKCMpOBaTb
HapacTaHve curHana amnamgpukauum AHK BKO (kaHan «PAM») u onpegenats Ct BKO, npu aTtom
nporpamMmMa He JO/KHA PerncTprpoBaTh HapacTaHUs CUrHana cneunduyeckoro NpoayKTa aMnangu-
Kauun AHK no kaHany «KOX».

8.3. B Kaxgom uccnegyemom obpasLie nporpaMma AomKHa (PMKCMpPoBaTb HapacTaHue CUrHa-

na amnamgukaumm AHK BKO (kaHan «PAM») u onpegensats CtBKO.

9. YUYET PE3Y/IbTATOB

9.1. Bblumncmtb (Ct BKO)cp Kak cpefiHee 3HadeHue Ct BKO Bcex aHanmsmpyembix 06pasLoB
(Bkmoyas MKO n OKO). OTbpakoBke nognexar 3HaveHns Ct BKO, oTanyatowimecs 6onee Y4em Ha 2
oT 3HayeHus (Ct BKO)cp. Mocrne oTbpakoBku nepecumTath (Ct BKO)cp 419 OCTaBLUMXCS 3HAYEHUA.

9.2. AHanu3mpyeMblin 06paseL, cuMTaeTca NoNoXMTeNbHbIM, cogepxkawmm AHK Haemophilus
influenzae, ecnn gna atoro o6pasua 3HadeHue Ct no kaHany «KOX» MeHbLUe 1m paBHO 35.

9.3. Pe3ynbTar aHanM3a 0bpasua cuMTaeTca oTpuLaTesibHbIM, ecin 48 3Toro obpasua 3Have-
Hue Ct no kaHany «KOX» 6osibLue 35 uin He onpeaensieTcs.

Ecnn ansa takoro o6pasua 3HaveHve Cl BKO npesbilaeT 3HaveHne (Ct BKO)cp 6onee YeM Ha
2, TO pe3y/bTaT no AaHHOMY 06pa3Lly He MOAMEXMWT aHaM3y U yYeTy Kak oTpulatesibHbIi. Heobxo-
AMMO NPOBECTM MOBTOPHbIV aHaNM3 AaHHOro 06pasuya, HaunmHas ¢ aTana BblAeneHNs.

9.4. Ecnun ana OKO 3HaueHune Ct no kaHany «KOX» MeHbLUe uan paBHo 35, TO 3TO CBUfE-
TeNbCTBYET O HA/IMYMN KOHTaAMUHALMKW B cUCTeMe. B 3TOM C/lyyae NofoXKuTeSlbHble pesynbTathl, Mo-

NlyYeHHble B JaHHO MHAMBMAYanbHO nocTtaHoBke MLP, cuMTaloTcst HeaoCcTOBepHbIMUW. TpebyeTcs
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NPeANPUHATL MePbl MO BbISBNEHWIO Y IMKBUAALMM UCTOYHMKA KOHTaMUHALMKU 1 NOBTOPUTL aHau3
BCEX 06pa3L0B laHHOl NOCTAHOBKM, [1/11 KOTOPbIX MOYYeH MOMOXMTENbHbIN pe3y/bTart.
OG6pa3sLibl, aHasM3 KOTOPbIX fan OTPULATENbHbINA PesynbTaT, CredyeT YUnTbiBaTh KaK OTpuLia-

TENbHbIE.

10. YCnoBua TPAHCMNOPTUPOBAHUNA, XPAHEHWA N MPUMEHEHWA HABOPA

10.1 TpaHcrnopTypoBaHMe Habopa LO/MKHO MPOBOAMTLCA Npu Temnepatype (2-8) °C Bcemu
BMAAMM KPbITOro TpaHCnopTa B COOTBETCTBMMN C NpaBWiaMy MEPeBO30K, AENCTBYHOLMMI Ha TPaHC-
nopTe faHHOro BuAa. JlonyckaeTcs TpaHCMopTUpoBaHue npu Temnepatype fo 25 °C He 6onee 10
CYTOK. 3amopaXnBaH1e He [OMNyCKaeTcs.

10.2. XpaHeHne Habopa B YnakoBKe MpPeanpusTUS-U3roToBUTeNs AO/HKHO OCYLLECTBISATLCS
npy Temnepatype (2-8) °C B TeueHMe BCEro Cpoka rogHOCTU B XONOAWMNbHBIX Kamepax WM XOoso-
AMNbHUKAX, 06ecrnevnBatoLLMX pernaMeHTUPOBaHHbIA TeMNEPATYPHbIA PEXUM C eXeLHEBHOW peru-
cTpaumeli TemnepaTypbl. 3aMOpaXK1BaHve He A0MyCKaeTCs.

10.3. Cpok rogHocT Habopa - 12 MecsueB CO [HA Bbiycka. He gonyckaetcs npuMeHeHue
HabopoB N0 NCTEYEHUN CPOKA MX FOAHOCTW.

10.4. Ons nonyyeHUs HaaéXHbIX pPe3ynbTaToB HEOOXOAMMO CTPOroe cobntoeHne gaHHOW UH-

CTPYKLMI NO NPUMEHEHNIO Habopa.

11. TAPAHTUWHBIE OBA3ATE/IbCTBA

11.1. MponssoanTeNb rapaHTUPYeT COOTBETCTBME BbIMYCKaeMbIX WM3L4e/INii TpeboBaHMsAM HOp-
MaTMBHOM M TEXHNYECKON [OKYMEHTaLMN.

Be3onacHOCTb 1 Ka4ecTBO U3LENNSA rapaHTUPYHOTCA B TEYEHWE BCEro CPOKa rofHOCTU.

11.2. TMpoun3BoaWTeNb OTBEYAET 3a HELOCTATKM U3AeNns, 3a UCK/I0UYeHNEM AedeKTOB, BO3HUK-
LUMX BCMELCTBUE HapYLLUEHUA NPaBu/ Mob30BaHUA, YCOBUIA TPAHCMOPTMUPOBAHMS U XPaHEeHWS, 160
[EeNCTBUA TPeTbUX NNL, MO0 HENPEeOLOIMMON CUbI.

11.3. IMpounsBoanTenb 0653yeTcs 3a CBOM CYET 3aMEHWUTb U3MeNne, TEXHUYECKMe U PyHKLMO-
Ha/lbHble XapaKTepPUCTUKM (NOTPebuTeIbCKNE CBOCTBA) KOTOPOro He COOTBETCTBYHOT HOPMATUBHOM
N TEXHWYECKOW [LOKYMEHTALMW, eC YKasaHHble HeLOCTaTKU SBUAWUCHL CMEACTBMEM CKPbLITOro Ae-
(heKTa MaTepPMasIoB UM HEKAYECTBEHHOIO U3rOTOBNEHUS U3AENNS NPON3BOAUTENEM.

Mo BonpocaM, Kacatowmmcs KadecTa Habopa «Peanbect AHK Haemophilus influenzae», cne-
ayet obpatyatscs B AO «BekTop-becTt» no agpecy:

630117, r. HoBocnbupck-117, a/d 492;

Ten.: (383) 252-51-62, 227-60-30; Ten./thakc: (383)252-51-81,252-51-77;

E-mail: plkohtk@vector-best.ru
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