WHCTPYKUMUA
no npuMeHeHmio Habopa peareHToB
«CbIBOPOTKM ANArHOCTUYECKME KOKMIOWHbIE N

PEAMEHT Ie AnA peakuin arnr

HA3HAYEHVE

Habop pearenToB «CbIBOPOTKM AMArHOCTUYECKWE KOKMIOWIHbIE 11 MapaKOKMiOWHble ANs peakuuin arrmioTuHaLumy
npeaHasHayeH Ans MAEHTUUKALMA C NMOMOLLBIO Ka4eCTBEHHOI peaKLuy arrmioTuHaLmn (PA) Ha npeaMeTHOM cTekne
aHTureHoB GakTepui poa Bordetella pertussis v parapertussis, BbIAeNEHHbIX U3 CNu3u ¢ 3aaHeN CTEHKM INOTKW NaLMEHTOB.

Moka3aHus 1 npot n3penua

Habop pearenToB «CbIBOPOTKM AMArHOCTUYECKUE KOKMIOWIHbIE 11 MapaKOKMiOWHble ANs peakuuin arrmioTHaLumy
npefHasHadyeH Ans MAEHTUMKALMN C NOMOLLBIO KaueCTBEHHON peakuuy arrnioTuHauum (PA) Ha NpeaMeTHOM cTekne
aHTureHoB bakTepuit pofa Bordetella pertussis v parapertussis ¢ Lienbto HasHaueH!s NPaBULHOTO NeYeHust GomnbHoro, a
Talke MpU paccriefoBaHM BCTbILLEK KOKIIOWA U MapaKoKIiola W YCTAHOBMEHUS UCTOYHUKOB U (haKTOPOB Mepefayv
BO3BYAUTENSs MHeKLM.

[MpoTuBoNOKa3aHmil He CyLLEeCTBYeT.

[inst oiHOKpaTHOrO NpuMeHeHs Habopa no HasHaueHuIo.

[inst knuHn4eckoi nabopaTopHOIA AUarHoCTUKM in vitro.

MoTeHumManbHble NoTpeuTeNny uspenus

ﬂaﬁopaToprle noapasaerneHis TNeyeBHO-NPoUNaKTUHECKUX YYPEXKAEHNUH.

Np HbIl yp no HbIX Nonb3oBarenei

Bpau KIMHU4eCKo# NabopaTopHOIA ANArHOCTIKM, MEAVULIMHCKA NaBopaTOpHbIi TEXHUK.

0 aHanuTa, 0 ero Hay4Hol 060CHOBaHHOCTH

,U,J'IS! KOKIIOLLIA XapaKTepHb! AMUTENbHbIN Ca3MaTuyeckuit KaLuenb, NopaxeHue AbixaTemnbHOM, CepAeYHO-COCYAUCTON 1
HepBHOi cucTeM. 3aeiCTBOBaH a3po30nbHbIi MEXaHM3M Nepeaadin UHBEKLNM, PeanuayrLMiAcs BO3AYLLHO-KanenbHbIM
nyTem. MCTOYHMKaMM MHEKUNMN SBRSIOTCA GOMbHbIe (AeTY 11 B3POCTbIE) TUMMYHBIMIA M aTUNM4HBIMUM OPMaMK KOKIIHOLLA.
MNepenaya Bo3byanTens MHbEKLMM OCyLLECTBASETCA Yepe3 BO3AYX MOCPECTBOM Kanenek Crnau, Bblaensembix 6onbHbIM
BO BPEMS YCUNIEHHOTO BbOXa (TPOMKMI pasroBop, KpuK, nay, Kaluer, uxaHue). Hanbonee uHTeHCUBHas nepenaya
BO3BYMTENSs NPOMCXOAWT MPU KaLune. PUCK MHULMPOBaHMS OKpYXaloLX 0COBEHHO BEMMK B Havane CrnasMaTu4eckoro
nepuoaa, fianee nocTeneHHo CHUXAEeTCs W, kak NpaBuno, K 25-y AHI GONMbHON KOKMOLWEM CTAHOBUTCS HE3apasHbiM.
WHKyGaLmoHHbI nepuop konebnetcs oT 7 fo 21 [HS. BakTEpUOHOCUTENLCTBO MPU  KOKMHOWE  CYLIECTBEHHOM
3MWAEMIONOTUYECKOI POTN HE UrpaeT.

Bo36yauTenu KnuHM4eckoro CuHApoMa KokrioLua oTHoCATCs K Mukpobam poaa Bordetella. Pop Bordetella otHocutes k
cemeiictey Alcaligenaceae n BknioyaeT 9 Bugos: B. ansorpii, B. avium, B. bronchiseptica, B. hinzii, B. holmesii, B.
parapertussis, B. pertussis, B. petrii, B. trematum. Baktepusi B. pertussis natoreHHa Ans yenoseka u sBnseTcs
B036yauTeneMm KoknoLwa. B. parapertussis Bbi3biBaeT y niofeit napakokmioll (kokmioluenofoGHoe 3abonesanue). Baktepun
pona Bordetellae - menkve (0,2—0,5 mkm x 0,5—2,0 mkm) rpamoTpuuaTentHble Kokkobauunnbl. B maskax - yacto
6G1nonsipHo okpalLeHHbIe, OMHOYHbIE UMK B Napax, pexke B Lienoukax, MMeloT HexHyIo kancyny. Bee, 3a nckniodeHnem B.
petrii, - cTporve aapobbl.

B HacTosiLee Bpemst Ha (hoHe BbICOKOro OXBaTa MpUBMBKaMM IETE PaHHEro BO3pacTa B BO3PACTHOM CTPYKTYpe N,
3a60neBLMX KOKMIOLIEM, HanbOMbLLY0 AOMK0 COCTABMSIOT LUKOMbHUKY 7-14 neT - po 50,0 %. aetn 3-6 net — fo 25,0 %,
HauMeHbLUYH0 A0Mio - AeTy B BospacTe 1-2 net - 11,0 % v getv o 1 roga - 14,0 %. B nepuogbl nogbema 3abonesaemocTit
KOKIOLIEM MHTEHCMBHOCTb 3NWAEMMYECKOro NpoLiecca onpeaenseTcs 3abonesaeMocTbio feTeil WKONbHOro BO3pacTa.
Tewmnbl pocTa B 37O rpynne yBenuumBaiotes B 2-3 pasa. M3 uicna nuu, 3aboneslmx kokmtowem, 65,0 % coctasnsior
npuBuTbIe. MoCTBaKUMHAMBHbI UIMMYHUTET He MPeAoXpaHsieT oT 3abonesaHns. Kokmiolw B 3TiX cryyasix npoTekaeT B BiAe
NErkuX 1 CTePTIX POPM MHGEKLMM, KOTOPbIE AMArHOCTUPYIOTCS, B OCHOBHOM, PETPOCTIEKTUBHO (Ceponoriyecky). Mocne
nepeHeceHHoro 3abornesanins ocTaeTcs Gonee AnUTENbHbIA UIMMYHUTET.

Mukpobel popa Goppetenna umeioT obluve Ans BCero poga aHTureHbl (o6liepoposble) W cneuuduyeckue,
XapakTepHble Ans Kaxgoro Buaa Bo3byautens (uposble). Hanuume ofiuepopoBbix aHTUreHoB o6ycnaBnuBaeT
TOTMOKUTENbHYIO PEaKLMIO arrmioTUHALWMNA C FOMONOTMYHBIMIA 11 TETEPONOrMYHbIMIA HeaacoPBUPOBAHHbIMYU CbIBOPOTKAMM
(KOKTIOLLHBIMM 11 NAPaKOKMIOLLHbIMM) M CBUAETENbCTBYET O Hanmnum1 y GomnbHoro MukpoGoB poda Gopaetenna. Bunossie
aHTUreHbl (arroTUHOrEHbI) GopaeTenn ABNAIOTCA CneLMdUIEcKMM aHTUTEHHBIM KOMMNEKCOM (haKkTOpoM) U YCIIOBHO
0603HaueHbl AN KOKMIOWHOTO Mukpoba Ludpoit 1, napakokmiowHoro mMukpoba - 14 u GpoHxucentiyeckoro - 12.
AncopbupoBaHHble MOHO(AKTOPHbIE CbIBOPOTKA K BMAOBbIM aHTUreHam (chaktopam), 1, 14 u 12 ucnonbaylTt ans
AauddepeHLmaLi BUAa y npefcTaBuTeneil poaa Gopaetenna.

B 3aBMCMMOCTM OT Hannums B GakTepuanbHoi KneTke arrniTUHOreHOoB 2 1 3 BbiAeNsIoT YeTbipe cepoTuna B. pertussis:
1.2.0; 1.0.3; 1.2.3; 1.0.0. CepotunupoBaHue B. pertussis B OTEYECTBEHHOI MpaKTUKE OCHOBAHO Ha arrmoTUHALWKM
GaKTepuanbHbIX KNETOK MOHO(AKTOPHbIMI CLIBOPOTKAMM, T. €. aHTUTENaMM K arTlioTMHOTeHaM, B peakLm arrnioTuHaLum

3aHUA K

(PA) Ha cTekne.

[ina nabopaTopHO [MArHOCTUKM KOKITIOA MPUMEHSIOT BGaKTepronoruyeckuii, CeponorMyeckuin 1 MOMEKymsipHO-
TeHeTUecKIit MeTofibl uccriefjoBaHus. Buibop MeTosja onpesiensieTcs cpokom 3abonesaHus.

BakTepuonoruyeckuit MeTOZ, CMOMb3YIOT Ha PaHHUX Cpokax 3aborieBaHisi B nepeble 2-3 HE[lenM He3aBUCMMO OT
npvema aHTUB1OTHKOB, B Goree Mo3fHWE CPOKN BbICEBAEMOCTb Pe3Ko CHIKaeTcs. Mpy GakTepuanbHoM 1ccreoBaHun
BbINONHSAOT BblAENEHUe YNCTOM KynbTypbl MUKPOOPraHU3MOB 1 OMpefieieHne UX BUAOBO MPUHAANEXHOCTU MeToAaMm
MMKDOCKOMMM, TOCTAHOBKOW peakuuy arrmoTiHaumn (PA) ¢ BUAOCTIELMMYECKAMM CbIBOPOTKaMM, MPOBEAEHUEM
BMOXUMIYECKIX TECTOB 1 OLIEHKO MOABIKHOCTY MUKpoGa.

Habop BbinyckaeTcsi B 6 BapuaHTax KOMMAEKTaLyM C MCMOMb30BAHUEM CYXUX (MMOUNMNPOBAHHBIX) M KUAKUX
CbIBOPOTOK, — N0 2,0 MN CbIBOPOTKM KaxaoiA rpynnbl Bo inakoHe; 1 pnakoH 0AHOr0 HanMeHoBaHMS.

Komnnexr No 1

CbIBOPOTKY AMArHOCTUYECKUE KOKITIOLLHbIE W NapaKoKMoLLHbIE CyXve ANs peakL arrnioTuHaLmm.

Komnnext Ne 2

CbIBOPOTKY AUArHOCTUYECKVE KOKTTIOLLHbIE M NapaKOKITOLLHbIE XUAKUE ANS peakLuy arrmioTHaLmum.

Komnnext Ne 3

CbiBOpOTKa AMarHoCTUYeckast KOKMIOWHAA Cyxas MOnMBaneHTHas K arrmioTuHoreHam 1,2,3 Ans  peakuum
arrmioTUHaLUK.

Komnnexkt No 4

CblBOpOTKA [MarHoCTU4Yeckas KOKMIOWHAs xuakasi MOMMBaneHTHas K arrnioTuHoreHam 1,2,3 ans peakuwu
arrmioTUHaLUK.

Komnnekt Ne 5

CbIBOpOTKa AMArHOCTUYECKas NapaKoKMIoLHAs CyXast K arrmioTUHOreHy 14 Ans peakuuy arrmoTuHaLmm.

Komnnekt No 6

CbIBOpOTKa AUArHOCTUYECKas NapaKoKMioLHas KIWAKas K arrnioTUHoreHy 14 Anst peakyuy arrmioTuHaLyu.

COCTAB U KOMMNEKTALMA HABOPA
Kaxaplit koMnnekT Habopa BKMtoYaeT:

Komnnexr Ne 1 CblBOPOTKa AMArHOCTUYECKast KOKIIOLLHAsH CyXast MonMBarneHTHas K
arrniTMHoOreHam 1, 2, 3 Ans peakuuy arrmoTuHaLmn

CblBOPOTKa ~ AMArHOCTAYeCKas  NapakokmiowHas — cyxas K
arrniTMHoreHy 14 Ans peakuum arrnoTiHaumm

1 chnakoH (2,0 mn)

1 chnakoH (2,0 mn)

Komnnekr Ne 2 CbIBOPOTKa AMArHOCTUYECKas KOKMIOLUHAS XUaKast MONMBANEHTHas K
arrnioTHoreHam 1, 2, 3 Anst peakuuy arrnioTUHaLumM
CblBOPOTKa  [MArHOCTU4ECKast — MapaKoKMioLHas

aIToTUHOTEHY 14 ANsi peakuuy arrniTuHaLuM

1 cbnakoH (2,0 mn)

Xupgkas K 1 chnakoH (2,0 mn)

Komnnext Ne 3 Cb\EOpOTKa [AnarHocTnyeckas KOKMILWHaA cyxas nonvBaneHTHas K

arrniTuHoreHam 1, 2, 3 Ans peakuuy arrnioTUHaLumM

1 cbnakoH (2,0 mn)

Komnnext Ne 4 Cb\BOpOTKa [AnarHocTuyeckas KOKMLWHas Xuakas nonmMBaneHTHasa K

arrniTMHorenam 1, 2, 3 Ans peakuwuy arrmoTuHaLmn

1 chnakoH (2,0 mn)

Komnnext Ne 5 CbIBOPOTKa  [MarHocTWyeckas — napakoknioWHas — cyxas K 1 chnakoH (2,0 mn)
arrnioTMHoreHy 14 Ans peakuum arrmioTuHaumm.

Komnnext Ne 6 CbiBOPOTKa  AMarHoCTUYeCkas — MapakokMiOWHAs — kuakas K 1 chnakoH (2,0 mn)
arnioTMHoreHy 14 Ans peakuuy arrmioTHaumm

lNpumeyanue: B cocmase usdenus omcymcmeyiom mamepuarsl, 8 HenocpedcmeeHHbIl  usu

onocpedosaHHbIl KOHMakm C OpaaHU3MOM nayueHma U NepcoHana, ucnomb3ylowezo usdemue, npu ebINOMHEHUU
mpebosaHull KC "IHHOH doky YuU (UHCMPYKYUU NO npumeHeHuto). B cocmase usdenus omcymemeayiom
J le cpedcmea u ¢ Kue cybe

JKuakue cbiBOpOTKM npeqcmsnﬂm coboit npo3payHble GecuBeTHble 1MW PO30BATO-KEMTOrO L{BETa XUAKOCTH, CyXUe -
TUrPOCKOMMYHYIO MOPUCTYI0 aMOpdHYt0 Maccy 6enoro i po3oBaTo-KenToro LgeTa.

Kpbllkv (hnakoHOB C XMAKMMM CbIBOPOTKaMU Ans ynobctBa aKcnnyaTauuu CHabXeHbl MMNETKOM; ChIBOPOTKM
MOMHOCTBIO FOTOBbI K MCTIONb30BAHMIO, KOHCEPBAHT - a3uz HaTpusi.

KommoHeHTb! Habopa ynakoBaHb! B kopoBky, B kopoGky BRIOKEHa MHCTPYKLMS MO MPUMEHEHNIO.

OCHOBHbIE NOTPEBUTENBCKUE XAPAKTEPUCTUKIN

Copepxvmoe ofHOro thnakoHa paccunTaHo Ha uccnefosarie 100 06pasLioB (BKNKOYas KOHTPONM), NPY UCMONL30BAHNN
TOYHOrO MeToAa A031poBaHMs (Mo 20 MKn).

Metopab! cTepunusauum usnenus

W3penue He TpebyeT cTepunusaLyu.




Mpory paboTbl

OtcytcTayer.

TexHu4eckoe 0GCNyXMBaHNE U PEMOHT U3AenUs

W3penue He TpeByeT TeXHMYECKOro 0BCTYXVBaHIS U HE MOANEXUT PEMOHTY.

MPUHLMN QEACTBUA

[lnarHocTnyeckue CbIBOPOTKA COfEpXaT CreLydUieckie aHTUTena, KOTopble pearvpylT co crieyuduyeckumm
aHTUreHamm bakTepuanbHbIX KIETOK, MPUBOASA K UX arrmioTUHALWK (CKienBaHMIo) 1 06pa3oBaHmio ocaaka B peaKLiMoHHOM
cMecu. Peakuusi perucTpupyeTcs BU3yansHo.

WUCCNEOYEMbIE OBPA3LbI

Vceneayembim MaTepuarnom SIBRSIETCS CM3b 3 BEPXHUX fibIXaTembHbIX NyTel, OCaxAalolLasics Npy Kallne Ha 3aHeit
CTEHKe TNOTKA. B3sTMe M focTaBka MccriedyeMoro Mmatepuana, BbifENeHUE UMCTON KyNbTypbl W WAEHTUGMKALMS
B036yauTeneit poga Gopaetenna 4o BUAA AOMKHbI MPOU3BOANTLCS B cooTBETCTBUN ¢ MP 3.1.2.0072-13 «[uarHocTuka
KOKIIOLLIA 1 NapaKoKioLLay.

Bo3MoxXHa mpoBepka MHAKTWBUPOBAHHBIX KyribTyp, TPEXKpaTHO OTMbITbIX B 0,9% pacTBOpe HaTpus Xnopupa u
[noBefieHHbIX UM Ao 100 ME no OCO 42-28-85-2014.

CBop, xpaHeHue, NOArOTOBKA 1 TPAHCTIOPTUPOBaHME 611ONOrMYECKOro MaTepuana YenoBeka JOMKHbI NPOU3BOANTLCS B
cootBetcTBMM ¢ FOCT P 53079.4-2008 «Obecnevenne kayecTBa KNMHUYECKUX nabopaTopHbix UccneaoBaHuity, Cll
3.1.2.3162 - 14 «[MpocpunakTika KoknioLway.

AHATIUTUYECKUE N ANATHOCTUYECKUE XAPAKTEPUCTUKU

YyBCTBUTENBLHOCTbL ONPEAENseTCA C UHAKTUBIPOBAHHBIMU KynbTypamu TecT-LUTaMMoB GOpAeTent, coaepkalux
TOMOTIOTMYHbIE aHTUreHbl, 1 cocTaensieT 100 %. [IuarHocTYeck1e KOKIIOLHbIE M NapaKOKMOLLHbIE ChIBOPOTKM [OMKHbI
arrnIoTMHNPOBATh BCE MHAKTUBMPOBAHHbIE KyNbTYpbl TECT-LUTaMMOB 6opAeTenn, copepxallitX roMOOrMYHbIE aHTUTEHb.

CneundmMyHOCTb ONPEefenseTcss C WHAKTUBUPOBAHHBIMU KyNbTypamu TecT-TaMMoB GopaeTens, copepxalyvx
reTeponoruyHble aHTureHsl, u coctaenser 100 %. [AMarHoCTUYECKUE KOKMIOWHbIE W MApaKOKMIOLHbIE CHIBOPOTKM He
JOMKHbI arrnIOTUHUPOBATb WHAKTMBMPOBAHHbIE KybTYpbl TECT-LUTaMMOB GOpAeTenn, Copepxalyux reTeponornyHble
aHTUrEHbI.

Cneuuduyeckas akTMBHOCTb Habopa

PA ¢ MHaKTMBMPOBaHHBIMI KyNbTypaMyu TecT-LiTaMMoB GopaeTenn, CopepxalyMu roMONOrUYHble aHTUreHbl, C
OLIEHKOII He MeHee YeM Ha (3+) AomKHa HacTynaTb He no3Hee noaatee 20 MUH NPU UCMONb30BaHNM MHAKTUBMPOBAHHOI
B83Beck MyTHocTblo 100 ME no OCO 42-28-85.

MEPbI MPEAOCTOPOXHOCTH

HaBop 6ronoruyecku GesonaceH, 0AHaKo ¢ UccneyembiMi 0Gpastiamm HeobxoaMMo 06paLLaTbCs kak ¢ NOTEHLMANbHO
MH(ULMPOBaHHBIM MaTepUanom.

[MoTeHLanbHbIN pUCK NpUMeHeHNs Habopa — knacc 26 (Mpukas M3 PO NedH ot 6 uions 2012 1.)

Mepb! npepocTopoxHocTM npu pabote ¢ Habopom — cobriopeHne npasun «MHCTPYKLMM MO MepaM NpounakTiki
pacnpocTpaHeHusi MH(eKLMOHHbIX 3aGoneBanuii mpu paBoTe B KIMHUKO-AMArHoCTU4eckux nabopatopusx neyebHo-
npodhunakTudecknx yupexaeHuity (YT8. Munaapasom CCCP 17 snBaps 1991r.), FOCT P 52905-2007 (MCO 15190:2003).

HaBop pearenTos, B cootBetctBuM ¢ CaHMuH 2.1.7.2790-10 «CaHuTapHo-anugemm1onornieckue TpeboBaHus K
06palLLeHmio C MeANLIMHCKMMYU OTXOAAMMU» OTHOCUTCS K kniaccy b (3nuaemMmonornyeckin onackble 0TXoAb)».

YTUNU3aLmio unu yHUYTOXeHWe, fAe3nHdeKLMI0 HaBOPOB peareHToB credyeT NpoBOAUTb B cootBeTcTaun ¢ CanMuH
2.1.7.2790-10 «CanuTapHo-anugemmronornyeckue TpeboBaHns k 0bpaLyeHmio ¢ MeanuyHCkumMn otxogamus u MY 287-113
«MeToauyeckie ykasaHus o Ae3MH(EKLUM, NPEACTEPUNM3ALIMOHHOI OYMCTKE U CTEPUNU3ALIN U3[ENMI MEAULIMHCKOTO
Ha3HaueHusI».

CMnocob MPUMEHEHUA

0O6opyaoBaHue 1 MaTepuanbl

CekyHpomep;

XOMoANmbHas kamepa ¢ TemnepaTypHbIM pexumom 2-8°C;

nUNeTkV nonyasToMaTyeckue ¢ pabounmm auanaoqamu: 10-100 mkn, 100-1000 mkn, 1-10 mn;

07HOPa30Bble HAaKOHEUHKM K Yka3aHHbIM N neTkam;

KOHTEHepbl ANS KWAKUX 1 TBEPAbIX OTXOM0B;

PEe3NHOBbIE UMW NAaTeKCHbIE NepyaTky, CPeacTBa AeauHdeKLmy;

neTns GakTepuonoruyeckas;

CcTekna npemeTHbIe;

YBENU4UTENBHOE CTEKNO (Myna) C yBenuyeHnem (2x);

0,9% pacTBop XNOPUCTOTO HaTPuS;

ra3oBas Unk CnMpTOBas ropernka;

cTanaapt MyTHocTi OCO 42-28-85;

70% pactBop cnupTa STMNOBOro M 6% pacTBop Mepekuci BOAOPOAA (Ae€3. PacTBOPbI) UMM PacTBOPbI WHbIX

[NIe3MH(EKTaHTOB, paspeLUeHHbIX k npumeHenmio ClM 1.32322-08.

Mocrtanoska PA Ha cTekne

Cyxyio CbIBOPOTKY pacTBOpUTb B 2 M 0,9% CTepIbHOTO BOAHOTO pacTBOpa HaTpust Xnopupa. XKuakasi CblBopoTka
TOMHOCTBIO FOTOBA K UCMONb30BAHMIO.

Ha npeameTHoe CTekno HaHeCTH NUNETKOM Kannto cbiBopoTky (20-50 Mkr), BENM3M Hee HaHECTV NeTnei uccneayemyto
KyrbTypy, MOCTENEHHO pacTepeTb KyMbTYpy B CbIBOPOTKE HAUMHas! C kpast Kanmu.

TpoKoHTPONMpOBATL KyNbTYPy Ha CMIOHTAHHYIO arrMioTUHALMIO - HaHeCTU muneTkoit kanmo 0,9% pacTBopa Hatpus
xnopuaa (20-50 mkr1), BGNU3I Hee HaHECTV NeTneit UCCeayeMyHo KynbTypy, IOCTENEHHO PacTepeThb KyNbTypY B CbIBOPOTKE
HauMHas ¢ kpasi kannu.

BblaepaTb CTEKNO NPy KOMHATHO TeMnepaType B TeyeHue 2-6 MiH. [lanee, BU3yanbHo y4ecTb pesyrbTar, UCTIoNb3yst
nyny C yBENNYeHneM (2x).

[pu MCcronb3oBaHUM MHAKTUBMPOBaHHOW KynbTypbl, N0 OCO 42-28-85-2014 rotossT B3BeCh MyTHOCTbI 100 ME n
BHOCAT N0 20 MKIT BMECTO XXMBOW KyrbTypbl, COSANHSA NETKMM MOKauvBaHUeM CTekna. Bpems mpoBefeHust peakuum
ysennuusaetcs A0 20 MUHYT.

Yyem pesynomamoe

Pesynbrathl PA yunTbIBaKTCS 11 OLIEHUBAIOTCA CrieAytoLvmM 06pa3om:

(4+) — oTHYETNVBLIN AITNIOTVHAT NPY NONHOM NPocBETReHIN XuakocTy (100 %);

(3+) — oTYETNMBLI arrMIOTMHAT Ha hoHe MyTHOBATON XuaKocTH (75 %);

(2+) — HeaHaUMTENbHbI arrMIOTMHAT Ha hoHe MyTHOM xuakocTk (50 %);

(1+) — cnepp! arrnioTHaTa Ha oHe MyTHO XuakocTh (25 %);

(-) — npu3HakoB arrntTUHaLMM HeT. OfHopoaHas MyTHas xuakocTb (0 %).

OueHka KoHMPOTbHbIX NPOB:

cbiBopoTka ¢ 0,9% pacTBOPOM HATpyst XNnopuaa AOMKHA BbiTb NPO3paYHOIA;

cmech 0,9% pacTsopa HaTpus Xropuaa ¢ Uccneflyemoit KynbTypoit He AOMKHA COAEPXaTh XMOMbEB.

MonoxXuTenbHOM CYUTaETCs peakLys arrmioTHALMY MHTEHCMBHOCTBIO HE MEeHee YeM Ha (3+).

OTpuLaTenbHoi CYMTAeTCs peakUis arrmioTMHALMN MHTEHCUBHOCTBIO Ha (2+) U MeHee.

CPOK rOiHOCTH

CpoK rofHOCTY XXMAKMX CbIBOPOTOK COCTaBnseT 3 roa co Axs npuemkut OKK npeanpusaTus-usrotosutens.

CpoK rogHoOCTI CyXuX (MMOMNM3NpOBaHHbIX) CbIBOPOTOK cocTaBnsieT 5 net co axs npuemkv OKK npeanpustis-
M3rOTOBUTENS.

XPAHEHME U TPAHCMOPTUPOBAHUE

XpaHeHune

XpaHeHne HaBOpoB [OMKHO OCYLIECTBISITC B XOMOAWIbHBIX Kamepax Wi XOMopwmbHuKax, obecrieunBaiolyx
pernameHTUpyeMblii TeMNepaTypHblit pexiM, B yrakoBKe NPeAnpUSTAS-M3roToBUTENS Npu Temnepatype ot 2 o 8 °C B
TeueHue BCero cpoka roAHOCTY. 3amMopaxmBaHme He AonyckaeTcs.

lMocne pacTBopeHust Cyxoil CbIBOPOTKM (muocunusata) cTepuibHbiM 0,9% pacTBOpOM HaTpus Xnopuaa Cpok
aKcnnyaTauum npopykta cocrasnsieT 1 Mecsily. XXuakas CbiIBOPOTKA Ha NPOTSXEHUN BCETO CPOKA rOJHOCTU COXPaHSET CBOM
CBOVCTBA, KOTOPbIE HE 3aBUCAT OT KONMYECTBA BCKPLITHIA.

TpaHcnopTupoBatme

Mpw Temnepatype ot 2 fo 8 °C TPaHCNOPTOM BCEX BMAOB B KPbITbIX TPAHCMOPTHBIX CPEACTBAX B COOTBETCTBAM C
npaBuUnamMu NepeBo3oK, AENCTBYIOLMMI Ha TPAHCNIOPTE JaHHOTO BuAa. 3amopaxvBaHue He aonyckaetcs. flonyckaetcs
TpaHcnopTMpoBaHue npu Temnepartype ot 940 25 °C B Teyenue 14 cyT.

YCNIOBUA OTNYCKA

[ins yypexaerui 3ppaBooXpaHeHns.

FAPAHTUMA NPOU3BOAUTENA

[Mpon3BOACTBO UMEET CUCTEMY MeHeKMeHTa kayecTsa, CepTUdULMPOBaHHY Ha cooTBeTcTBUe TpeGoBaHusm ISO
13485-2017 (1ISO13485-2016).

Habop pearenToB «CbIBOPOTKM AMArHOCTUYECKUE KOKMIOWHbIE W MapakKoKMOWHble ANs peakuun arrmioTuHaLyumy
CO0TBETCTBYET HalMoHanbHbIM cTaHaapTam PO 1 HOpMaTMBHBIM JOKyMeHTaM B YacTu TpeGosaHuit GesonacHocTv 1
ahpexTnBHOCTM (cM. CBEAEHUS O HOPMATUBHOI JOKyMEHTaLWM).

Mo Bonpocam, kac kayecTsa 1 o6palLeHust Habopa peareHToB «CbIBOPOTKM ANArHOCTUYECKE KOKITIOLLHbIE 1
NapakoKMoLWHbIe ANS peakLuM arrnioTHaLMMY, a Takke ANs NONYYeHUs TEXHUYECKOH KOHCYNbTauMu W MOAAepXK/
obpalyatbes no agpecy: OBLLECTBO € OrpaHUUEHHO OTBETCTBEHHOCTbIO «PEATEHTY (OO0 «PEATEHTY): PO, 111524,
1. Mocksa, BH.Tep.r. MyHuumnansHbii okpyr Meposo, yn. dnektpoanas, 4. 10, ctp. 3, nomeLy,. X, kom. 5; Ten: +7 (499) 288-
22-03; e-mail: info@reagentmed.ru




