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MACIOPT BE3SOINMACHOCTW NeO1

MEAVLVHCKOE U3AE/IVE

Hab6op peareHToB 4159 UMMYHO(EPMEHTHOIO onpese/ieHns MMMYHOr106ynnHoB knacca G
(19G) k aHTUreHam Echinococcus granulosus B CbIBOPOTKE (MN1a3Me) KPOBU YeoBeKa
«IXUHOKOKK IgG-MBUNAH-N®A» no TY 21.20.23-424-41390295-2022

BeefeH B geicteme: 01.02.2022
CpokK aeincTems: 6eccpoYHO
Bepcua: 01

PA3AEN 1, VAEHTUND®PUNKALWNA HABOPA PEATEHTOB U CBEAEHUA O
NMPON3BOONTEJIE

1.1 HanmeHoBaHMe Habopa peareHToB

Ha6op peareHToB s UMMYHO(EPMEHTHOrO ONpeaeneHns MMYHOT06yIMHoOB Knacca G (IgG)
K aHTMreHam Echinococcus granulosus B CbIBOPOTKe (NnasMe) KpOBW YenoBeKa «3IXMHOKOKK
19G-UMBUAH-N®A» no TY 21.20.23-424-41390295-2022

1.2 PeKoMeHAaL MK 1 OrpaHYeHNs Mo NPUMeHeHMI0 Habopa peareHToB

Habop peareHTOB A/19 MMMYHO(DEPMEHTHOIO OnpeseneHns UMMYHOrnobynnHos knacca G
(1gG) k aHTUreHam Echinococcus granulosus B CbIBOPOTKe (M1a3mMe) KPOBW YenoBeka « OXMHOKOKK
19G-UIMBUAH-N®A» no TY 21.20.23-424-41390295-2022 npefHa3HayeH AN KayeCTBEHHOro
BbISBNEHNUA MMMYyHornobynuHos knacca G (IgG) k aHTtureHam Echinococcus granulosus B
CbIBOPOTKe W nnasme (¢ SATA, renmapuHoM WAX LUTPATOM HATPUA) KPOBM 4YenoBeka METOAOM
TBEPA0(a3HOro HeNPSAMOro MMMYHOMEPMEHTHOTO aHanun3a (MPA).
Habop peareHT0B «9XMHOKOKK IgG-MIMBUNAH-N®A» peKoMeHAYyeTCs NPUMEHATb 4/1;

. AVarHOCTUKM 9XMHOKOKKO3a.
. KOHTPO/IS 3)hEKTUBHOCTU NIEYEHNS 1 AUArHOCTUKU peuyamBa.
. AN CEPO3NUAEMMOSIOrMYECKO AMarHOCTUKN 9XUHOKOKKO3a.

TONbKO A4N15 AMarHoCTUKM in vitro.

O6nacTb NPUMEHEHNS - KNIMHUYECKasa nabopaTtopHas AMarHocTmKa.

MpegHa3HayYeHHbI Nonb3oBaTe b

Habop peareHTOB  «OXMHOKOKK  IgG-MIMBUAH-N®A»  npeaHasHayeH  Ans
MPOg)eCCUOHANBHOI0 MPUMEHEHUA B K/IMHWYECKON 1abopaTOpHOM [AMArHOCTUKe CreunanbHo
06YyYeHHbIM MEPCOHAIOM C BbICWUAM WX CPEAHUM MeAVUMHCKUM, WU GUONI0rNYecKum
obpa3oBaHMEM, MpOLUeAWMM MOAFOTOBKY Ha  JIMLEH3MPOBaHHBIX Kypcax MNepBUYHON

3NEKTPOHHAS KONHA OGOPMAEHA LIEHTPOM UCMIbITAHIAI W PETUCTPALIMI MERHLMHCKUX H3DENHIA



cneuvanusaumm no pabote ¢ NAaTOreHHbIMU /19 YesioBeKa MUKPOOPraHu3MaMmn 1 noyymBiLLM
[ONONHUTENbHOE  CreunasibHoe 00pa3oBaHWe Ha Kypcax MOBbIWEHNA  KBaM(UKaLK.
TpeboBaHMs 630MacHOCTU K MeaULMHCKMM fabopatopusam npmeefeHsl B TOCT P 52905-2007.

1.3 KOHTaKTHble JaHHble Npon3BoANTENSA

OOLLEeCTBO C OrpaHMyeHHON oTBeTCTBEHHOCTbIO «MMBUWAH J1AB» 630559, Poccuiickas
depepaums, Hosocmbupckas obnactb, p.n. Konsuoso, Cagosas ynuua, 4. 2/7, nomeL.2 atax 2,
e-mail: info@imbian.ru

1.4 OKCTPeHHbIA KOHTaKT
Ten.: 8 (383) 209-34-54
PA3LEN 2. VAEHTNOPUNKALNA ONMACHOCTU (OI'IACHOCTEI7I)

2.1 CBefeHMsi 0 KraccMMKaumMyM OnacHOCTU Habopa peareHToB B COOTBETCTBUU C
3aKOHOATENIbCTBOM, ECTBYHOLLIMM Ha TEPPUTOPUM 06PALLIEHNST NPOAYKLN

MoTeHUMabHbIA PUCK NPUMEHEHUSt Habopa peareHToB - Knacc 26 [3].

Cron-peareHT 06/1aaeT pasapaxaroLimm aenictemem [8].

K(+),1 K(-) - noTeHumanbHO NHDMLMPOBaHHBI 6uonornyecknin Matepuan [4-7].

Mpy NOCTaHOBKE aHa/n3a BCe OCTa/lbHble KOMMOHEHTbI Habopa peareHTOB, a TakXXe YrnakoBKa
(Lwoy-60KC M3 KapToHa, (h1akKOHbI C KPbILLIKaMK, BKNaAbIW U3 NOAUATUNIEHTEpedTONaTA), M/IEHKA
[N 3aK/enBaHNA MaHLeTa He OKasblBatoT BPELHOro BO3LENCTBUA Ha OpPraHvu3M YesioBeka.
CocTaB XULKNX KOMMOHEHTOB Habopa peareHToB cM. 3.2.

2.2 ONeMeHTbl MapKUPOBKU, BK/KOYaA Mepbl NPesoCTOPOXKHOCTH

BHelWHAs MapKMpoBKa, HaHeceHHas Ha Habop peareHToB, W BHYTPEHHAS MapKMPOBKa,
HaHeceHHas Ha KOMMOHeHTbI, no [9,10].

Ha 3TKeTKax BCcex KOMMOHEHTOB )ycazaHo: «MeanUUHCKOe U3aenne ansa AnarHoCcTUKK in Vitro»,
YCNOBUS XPaHEHWS.

Ha aTukeTke nakerta ¢ «/IMMYyHOCOPOGEHTOM» [O/XHO ObITb YKa3aHO «96-TyHOYHbIN Pa3bopHbIi
MOIMCTMPO/IOBBIV MAAHLLET 415 UMMYHO/IOrMYECKNX peakumnii ¢ N1ocKuM gHoM (12 cTpunos no
8 NYHOK) C copbypoBaHHbIM PEKOMOMHAHTHbLIMU aHTUreHamu Echinococcus granulosus, «He
MCNOMb30BaTh MOBTOPHO», «He MCNoMb30BaTh NPW NMOBPEXAEHHON YNakoBKe», «Co4epXMMOro
[0CTaToO4HO AN 96 onpefeneHuniny, «bepedb OT Bnaru».

Ha 3TUKETKax (hnakoHOB C KOHTPO/IbHbIMM obpasuamu (K(+)n
K(-)) £OoMXKHbI ObITb HaHeCEHbI CBeIEHNS 06 MHAKTMBALMKN N YKa3aHO «B1ON0rnYecKnin pucks.
Ha aTukeTkax ¢nakoHoB ¢ TMB [0/mKHO ObITb YyKa3aHO «He pgonyckaTb BO3[ENCTBUSA
COJIHEYHOr O CBETa».

Ha atukeTkax Cron-peareHta, K(-), K(+),®CBb-Tx26, PPO, PK,TMB [0/XHO 6bITb yKa3aHO
«OcTopoXXHO! O6paTMTECh K CONPOBOAMTENBHOW AOKYMEHTALMN.

Ha atukeTkax ¢akoHoB co CTon-peareHTOM AO/MKHa OblTb YyKaszaHa npeaynpeanTesnbHas
MapKupoBKa «BocknmuaTtenbHbli 3HaK».

Ha 3TukeTke KOpobKM C HAbOPOM peareHTOB yKa3aHo «AHTUTENa K BNY-1,2 1 Bupycy renatuty
C 1 HBSAQ OTCYTCTBYHOT», U TOBapPHbI 3HaK NPeAnpusTUS U3roToBUTeNs, HAHECEHbI CUMBO/IbI
«BMONOrNyYecknin  puck», «BOoCKNMUATENbHBIA 3HaK», «[1s AMArHOCTUKKU in Vitro», «ns
KNMHNYECKON NabopaToOpHON AMAarHOCTUKM», «OB6paTUTeCh K MHCTPYKUUW MO MPUMEHEHUIO»,
KOMIMYECTBO OMNpeAeneHniA N Haanmcb «3aMopaXkKnBaHue He LOnyCKaeTcs».

2.2.1 CurHanbHoe cnoBo «OCTOPOXKHO»
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2.2.2 CunmMBO/IbI ONACHOCTU

«BocKnMLaTeNbHbI 3Hak» . < 1>

HaHeceHO Ha yrnakoBke Habopa peareHToB 1 CTon-peareHT

H302: BpeaHo npu npornaTbiBaHUN

H315: MNpy nonagaHnn Ha KOXKY BbI3bIBAET pasfpakeHne

H319: MNpn nonagaHnn B rnasa Bbi3bIBaeT BbIPaXKEHHOE pa3fparkeHne

«BMONOrMYecKnii puck» -

HaHeceHo Ha ynakoBke Habopa peareHToB, K(+) n K(-)[9].

PA3LOEN 3. COCTAB (MH®POPMALMNA O KOMIMOHEHTAX)

3.1 CBefieHUs1 0 Habope peareHToB

HaGop peareHToB - KOPOGKa C BK/MaAbILLEM, COAEPXKALLIAS KOMMOHEHTbI 1 SKCTI/TyaTaLMOHHYH

JOKYMEHTALMIO

3.2 CBefieHNA 0 KOMMOHeHTax

HavimeHoBaHVe KOMMoHeHTa U KoHLUeHTpay,  [urneHndeckue BnvsHve Ha opraHn3mM
€ero coctaB VHBewectea® HOpMaTVBbI B
B BO3yXe paboyeii
KOMMOHEHTE, 30HbI
% [11,12]

K(+):

HaKTVBMpOBaHHbIN
MONOXUTENbHbIN
KOHTPO/bHbIA 06paseL, Ha
OCHOBE CbIBOPOTKM KPOBU
YesioBeKa, COAePXKaLLyin
MMMYHOTT06Y/IMHbI Knacca
G (IgG) K aHTUreHam
Echinococcus granulosus
NPoKH-300

PPO:
NpoKH-300

PK:
BbI4ii CbIBOPOTOYHBIiA
aNbOyMVH

nakK Knacc
p.3.,  OMacHocTu

M/
MOTeHLMa/IbHO UHMLMPOBaHHbIV G1ONor1yeckuin matepuan [4 - 7]
paccunTbIBa- MOTEHLMAIbHO VHOLMPOBaHHBIN
ercs Gronormnyecknii matepuan [4 - 7]
VHOVBULY-
&bHO
01 TOKCMYHOE  BELLECTBO,  &/VIEPreH,
MOXET  Bbi3BaTb  PECMMPATOPHYHO
ceHevbunmsaumo [15]
01 TOKCUYHOE  BELUECTBO,  a/lIepreH,
MOXET  Bbi3BaTb  PECMMPATOPHYHO
ceHevbunmzauwio [15]
0,2 nMpyM  BObIXaHUM  MOXET  Bbl3blBaTb

rO/IOBHYO  60/Tb, pasapakeHuie
JbIXaTe/bHbIX nyTei (KaLLen,
ynxaHvie, BbideNeHUs M3 Hoca, 60/b B
HOCY W ropre);

MpW NPOr/aTbiBaHWM MOXET BbI3bIBaTb
60/1b B XXUBOTE, XeNyA04HO-KMLLIEYHOE
pa3fpaXKeHVie: PacCTPOUCTBO XeNyaKa,
TOLLHOTY, PBOTY U Aviapeto [141
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KanbLuii XnopucTbIin 2-
BOAHbIN
®eHon

®CB-T(x26):
HaTPUI XIOPUCTBIiA

HaTpUiA (hHOCHOPHOKMCbIiA
ABY3aMeLLEeHHbIA 12-BOAHbINA

HaTPUi (HOCHOPHOKMCIbIiA
O/HO3aMELLIEHHb I 2-BOAHbII

HaTpus GeH3oat

TMB:
AvmeTuncynbgokeng

Hatpus 6eH3oar

TpeT-6yTU-rMaPOX1HOH

«CTon-peareHT»:
KvCroTa cepHas

03 2,0

01 . 03
21,25 2,0
6,86 10,0
0,89 10,0
0,2 50
99 20,0
0,2 50
0,0001 10

Mpyv nonafaHuM B r/lasa BbI3bIBAET
paszapakeHve KO rnas [16]

ocTpast  TOKCWYHOCTb  (OpasibHas,
KOXHas, Mpu BAbIXaHWK), pasbefaHuve
KOX/,  Cepbe3Hoe  nospexaeHue/
pasapaxeHvie rnas [19]

MOXET BbI3blBaTb Pa3paXKEHVE KOXM,
C/M3UCTON rnas, BEPXHUX
AbIXaTenbHbIX nyTei [181

B 6OMbLLMX  KOMMYECTBAX  MOXKET
Bbi3blBaTb  PA3fpadKeHVe  CM3UCTbIX
060/104eK 1 KOV [201

B 0OMbLUMX  KO/MYECTBAX  MOXET
Bbi3blBATb  PA3fPadKeHVe  CMU3NCTbIX
0607104eK 1 KOXU [21]

BbI3bIBaET pa3fpaxeHwe rnas,
AbIXaTeNlbHbIX MyTeli U KOXW, Mbllb
MOXET  Bbi3blBaTb  MEXaHWYecKue
MOBPEXAEHA. MoxeT  BbI3BaTb
AVICYHKLIO MULLEBAPUTE/TBHON
cucTeMbl [221

MOXET pa3fpaxarb KOXy, 0CO6eHHO
HepasbaB/eHHbI [23;]

NErKo MOCTYNaeT B OpraHunsm uepes
HErMOBPEXIEHHYIO  KOXY,  MO3TOMY
pacTBOpPbl  TOKCWMYHbIX BELLUECTB B
AVIMETUIICYbOKCUAE MOTYT MPUBECTU
K OTpaB/ieHUI0 Mpy MNonajaHnn  Ha
KOXKY

BbI3bIBaeT pasgpaxeHve r/as,
AbIXaTeNbHbIX MyTen 1 KOXW;

MbUlb MOXET BbI3bIBaTb MEXaHNYECKMe
NOBPEXAEHUS, a TakkKe AUCHYHKLMIO
NULLEBAPUTENBHOM CUCTEMbI [22]
TOKCUYEH, MyTareH, KOXHbIA afifiepreH,
o6ragaeT KaHLeporeHHbIMM
cBovicTBamu [241

06/1aaa€eT pa3apakatoLLym AeincTreM [8]

0,09 10

006/1aaa€eT pasapaxatoLLyM AeCTBYEM

MpuMeuyaH K eBeLECTBa UHHOPMALMM 06 OMacHOCTM KOTOPBIX HET; BELLECTBA HE OMAaCHbIE.
KOMMOHEHT AIMMYHOCOPGEHT - He onaceH

PA3JIEN 4. MEPbI MEPBOW MOMOLLL
4.1 Habnwogaemble CUMNTOMBI

4,L1 MNpn oTpaBneHNN NHraNAUMOHHbIM NyTeM (NP BAbIXaHWW)

He BO3MOXXHO nonyynTb OTpaB/iEHNE NHTATALNOHHBLIM MYyTEM KOMIMOHEHTAMMN.

4,1,2 Tlpwn BO34ENCTBMM Ha KOXKY

PasapaxaroLLgee AeiCTBre Ha KOXY OKa3blBaeT CTOM-peareHT;

K(+), K(-) cnegyeT paccmaTpvBaTb KakK MOTEHUMANbHO WH(ULMPOBAHHLIA 6GUONOrMYECKIA

Marepuan;
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4,L.3 INpwn nonagaHuu B rnasa

CTon-peareHT OKa3blBaeT pasfpaxaroLLee AeNCTBUe Ha C/IM3UCTLIE;
K(+), K(-) paccmaTpuBaTtb kak NoTeHUUanbHO UHMULMPOBAHHDBIA 610I0rMYECKNA MaTepua;

4.L4 Mpw oTpasneHnn nepopasibHbIM Ny Tem (Npv nNpornaTbiBaHUK)

YuunTtbiBaTb NPY NPUMEHEHWN:

- Cron-peareHT OKa3blBaeT pasgpaxaroLLee AelCTBUE Ha CIU3NCTbIE;

- K(+), K(-) cnefyeT paccmaTpvBaTb Kak MOTEHLMAbHO WMHMUUMPOBAHHbLIA OGUOOrMYECKNIA
marepuan;

4.2 Mepbl N0 OKa3aHWKO NepBOM NOMOLLM NocTpagasLwmm [1,2]

4.2.1 MNpwv BO3AENCTBUN HA KOXKY

MpoMbITb 06MILHO BOAON. Mpn HE06XOAMMOCTY 06PATUTLCS 3a MEAULMHCKON MOMOLLbHO
4.2.2 MNpn nonagaHnn B rnasa

OCTOPOXXHO NPOMbITb MOA NPOTOYHOI BOAON B TeUEHME HECKOMbKUX MUHYT rnasa v nuuo. Mpu
Ha/IMYUM JINH3 CHATb NX. OBPaTUTLCA 38 MEANLIMHCKOM MOMOLLBHO

4.2.3 MNpw oTpasneHnn NepopasibHbIM My TeMm

BbINnTb 60/1bLLOE KONMYECTBO BOAbl. OBPaTUTLCA 38 MEAWLMHCKON NOMOLLBHO
4.2.4 lNpoTMrBONOKa3aHNA

Henb3sa npy npornatsiBaHnm CTon-peareHTa HaMepeHHo Bbi3blBaThb PBOTY [8]

PA3AE 5. MEPBDI n CPEACTBA OBECIEYEHWA
MNO>XXAPOB3PbIBOBE3OIMNACHOCTU
5.1 O6Lan XapaKTepucTmka NnoXXapoB3pbIBOONACHOCTH. NokaszaTenn

MoXKapoB3PbIBOONACHOCTM. MPOAYKTbl FOPEHUst UMW TePMOAECTPYKLMM U Bbi3blBaeMasi
MMM OMacHOCTb

KomnoHeHTbl Habopa peareHToB VIMMyHocopbeHT, K(+), K(-), PPO,PK, ®CB-T(x26), TMB,
CTon-peareHT, MNfeHKa A5 3aKnevBaHWA NnaHweTa, JKChayaTayMoHHas [OKYMeHTauus,
ynakoBKa Habopa peareHTOB NOXKapo B3pbiBO6e30nacHbI [26].

Mpn HaIMYUK BHELLHErO NCTOYHWUKA FOPeHNS:

- BO3MOXHO BO3ropaHue KOpoobKu 1 MHCTPYKLWK;

- (hN1aKOHbI C KpbILLKaMy pa3pyLUatoTCsa C BblAeneHneM BpeHbIX BellecTB [27 - 29];

- BO3MOXXHO BO3ropaHue MImmyHocop6eHTa 1 BKnagpliwa. MopaT CUAbHO KOMTALWMM MiamMeHeM,
BbleNseTcs 60/bLLOe KOMMYeCTBO Terna. MpoayKTbl pasnoxeHns TOKCMYHbI [30, 31]

5.2 PeKOMeHyeMble CpefcTBa TyLLUeHNS NoXKapoB

Mpy BO3ropaHnu TYLIWUTb YINEKUCAOTHLIMW U MOPOLUKOBLIMU OrHETYLUMTENAMU UM BOLOA.
5.3 3anpeLleHHble cpeacTBa TYLLEHNA MOXKapoB

MHhopmauus oTcyTc3syeT

5.4 CpefcTBa MHAVBUAYASIbHOM 3aLMTbl MPU TYLLEHUW M0XXapoB

Mpy cMNbHOM BO3ropaHMK B MOMELLEHNM UCMO/b30BaTh MOJTHOE 3aLLUMTHOE CHapsXKeHne
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PA3JE/N 6. MEPbI MO MPEAOTBPALLEHNIO N NUKBUAALIMN ABAPUHbLIX U
UPE3BbIYANHbBIX CUTYALWUA 1 X NMOCAEACTBUN

6/1 Mepbl o06ecneyeHns WHAMBMAYANbHON W KOMNEKTUBHOM 6e3onacHoCTW  npwu
aBapUHbIX 1 Ype3BblUYalHbIX CUTYaLMAX

6.7.7 Heobxogumble [eACTBUSA 00LEro xapakTepa MpyY aBapUiHbIX U 4Ype3BblYaiiHbIX
cUTYyauusx

BblHECTM BCex MOCTOPOHHWUX Ntofeil. B onacHyk 30HY BXOAMTb B 3alMTHbLIX CpeAcTBax.
MocTpafaBLUMM OKa3aTb NepByto NoMoLLb (cm. 4.2)

6.1.2 CpeacTBa UHANBMAYANbHOM 3aLLUNT bl B aBapUIAHBIX CUTYyauusix
Cwm. 833
6.2 TopsgoK AenCcTBUIA NPU NUKBUAALUM aBapUIAHbIX K Ype3BblUYaliHbIX CUTYaLNit

HageTb xanaTt, Tamouku, Llanoyka MeAuUMHCKas, nepyaTkM MeguLMHCKUE Of4HOpPa3oBble,
3aLLUTHbIE OYKW.

Ecnn 6biim pasnutel  PPO, PK, ®CB-T(x26),TMB, Cton-peareHT, cobpaTb KOMMOHEHT C
MOMOLLbIO CaneTKn. Y TUAN3MPOoBaTb MaTepuan Kak 0TX0[,.

Ecnm 6bin pa3nut CTon-peareHT cobpaTb MPOAUTLIA KOMMOHEHT C MOMOLLbH CBS3bIBAOLLETO
XWAKOCTb maTtepuana  (Hanpuwep, Mecok). HeviTpanunsosars. YTunusnposatb
HeMTpasM30BaHHbIA MaTepuan Kak 0TXOZ.

Ecnm 6binn pasnutel  K(+), K(-), cobpaTb NpONWTLIA KOMMOHEHT C MOMOLUBH CandeTKu,
MOMECTUTb ee B EMKOCTb C 6 %-HbIM pacTBOPOM MepeKkncu Bogopoga. MpoBecTn Ae3nHDEKLMIO C
noMoLLbo 6 %-HOro pacTBOpa MEepekMcy BOLOPOAda U BAaXHY Y6OpKYy MecTa nponuea
Ob6paweHne (cbop, BpeMeHHOe XpaHeHWe, o06e33apaxkmBaHue w/unu 06e3BpeXxnBaHne U
TPaHCMOPTNPOBaHME) OTXOAOB, 06pasyoLMXCA B NPOLECce WUCMOMb30BaHMA W YTWUAM3aLMK
Habopa peareHTOB C MCTEKLUMM CPOKOM [rOAHOCTW, MPOBOAMTb cornacHo [32, 33] uepes
OpraHm3auun, UMeroLLMe NIMLEH3NIO Ha 3TOT BUJ, AeATe/TbHOCTU.

He ponyckaTb nomajaHusi Habopa peareHTOB M OTXOAOB, O6pa3ytolmxca B npouecce
MCMOMb30BaHMS M YTUAM3aLMN Habopa peareHTOB C WCTEKLUMM CPOKOM FOAHOCTW B BOAOEMbI,
nofBasbl, KaHaIM3aLumto

PA3LEN 7. MPABUNNA XPAHEHUWA HABOPOB PEATEHTOB M OBPALWLEHNA C
HUMW MPUN MOIMPY30YHO-PA3INPY304YHbIX PABOTAX

7.1 Mepbl 6€30MacHOCTX Npu 0bpaLleHnn ¢ HabopOM peareHToB
7.7.7 CUCTEMbI MH>XKEHEPHBLIX Mep 6e30MacHOCTU

Cobntogats TpebosaHus [34, 35]

7.1.2 Mepbl N0 3alMTe OKpY>KatoLLeid cpefpl

OTxofbl, 06pasytolyecs B MPOLECCe UCMO/b30BaHWA U YTUIM3aLMM HaBOPOB PeareHToB C
NCTEKLIMM CPOKOM TFOfHOCTM, HE TOKCWUYHbI. OTXOAbl YTUAM3UPYIOT uYepe3 OopraHu3aLuu,
VIMEIOLLIVE NIMLIEH3NIO Ha 9TOT BUJ, AEATENIbHOCTU

7.1.3 PekomeHzauum no 6e3onacHoMy rnepemeLL,eHnIo 1 nepeBoske

He HapylLaTb LieNIOCTHOCTY YNaKoBKMN HaBopOB peareHTOB M TPaHCMOPTHON Tapbl. MepeMellatsb
M NepeBo3nTb C 3”eTOM MaHWUMYNSLUMOHHBLIX 3HAKOB «XpynkKoe» OCTOPOXHO», «Bepx» K
npesynpeauTenbHol Hagnuen «He 6pocaTb
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7.2 TpaBuna xpaHeHNss HA6OPOB peareHToB

7.2.1 YcnoBusi 1 CPoKM 6e30nacHoOro XxpaHeHUs (B MWH. rapaH TUIHbIA CPOK XPaHeHUs, CPOK
rOAHOCTU; HECOBMECTUMbIe MPWY XpaHeHUW BeLLecTBa U MaTepuasbl)

HaGop peareHTOB XpaHUTb B YNaKOBKe NPeAnpusTUS-U3rOTOBUTENS B TEUEHNE CPOKA FOAHOCTH,
B COOTBETCTBUM C [1, 2]. YCnoBUsS XpaHeHWs1 U CPOK FOAHOCTM yKasaHbl Ha 3TUKETKe Habopa
peareHTOB. BCKpbITble KOMMOHEHTbI XPaHWTb B YCMOBMAX, YKa3aHHbIX B WHCTPYKLMM MO
NpUMeHeHUo Habopa peareHToB

7.2.2 Tapa nynakoska (B T.4. MaTepuabl, U3 KOTOPbIX OHW N3rOTOB/IEHbI)

MMYHOCOPOEHT JOMKEH BbITb repMETUYHO YNakKoBaH B NakeT 13 (hoNbrvi TaMUHUPOBAHHOW ANs
BaKyyMHON ynakoBKM € Zip 10K, B MakeT [O/DKEH ObiTb BIOXKEH CUMMKare/lb TEXHUYECKUIA
(hacoBaHHbIIA.

K(+), K(-), PPO,PK,TMB, ®CB-T(x26), CTOomn-peareHT A0/MKHbI ObITb [03MPOBaHbl BO ()1aKOHbI
3 NOMN3TUNEHA BbICOKOTO AaBMEHNS Y FTEPMETUYHO YKYNOPEHbI 3aBUHYMBAIOLLMMUICS KpbInricamm
3 NOMNATU/IEHA BbICOKOTO AaB/IEHMS.

®nakoHbl C KOMMOHEHTamK, NakeT ¢ VIMMyHOCOP6EHTOM, MHCTPYKLMS MO NPUMEHEHMIO Habopa
peareHTOB, M/eHKa [AN9 3aknenBaHWs MnaHWweTa [AO/MKHbI OblTb YMakoBaHbl B MNaykn C
BK/1aZbNMeM U3 MONMaTUIEHTepedToNaTa.

PA3JE/N 8 CPEACTBA KOHTPONS 3A OIMACHbIM BO3AENCTBUMEM WU
CPEACTBA UHANBUAYAIBHOW 3ALLUTbI

8.1 MapameTpbl paboyeit 30HbI, Nognexalime 06s13aTe/lbHOMY KOHTPOSIO, UX MpPeAebHO-
[0MYCTUMble 3HaYeHMs1, 610MOrMyecKn GesonacHble 415t NepcoHana

CocTaBnstowme KOMMOHEHTbI C MPeAe/ibHbIMU 3HAYEHUAMMW, TPeOYHOLME MOHUTOPUHIa Ha
paboumx Mectax OTCYTCTBYHOT

8.2 Mepbl 06ecreyeHnss 1 KOHTPO/IS 3a YCTaHOB/IEHHbIMW NapameTpamu
He Tpebyetcs
8.3 CpefcTBa MHAMBMAYaIbHOM 3aWMTbl NepcoHana
8.3.1 Obuyme pekomMeHaaL N
Mpu paboTe ¢ HabopoM peareHToOB cobM04aTb TpeboBaHus [1, 2]
8.3.2 3almTa opraHoB AbixaHns
He Tpebyetcs
8.3.3 CpefcTsa 3awm bl (MaTepuas, Tun) (cnewoge>kaa, cnewobysb, 3alMTapyk, 3awmTa
rnas)
MeguumnHckunia xanat (Hanpumep, TOCT 12.4.131-83), Tanouku (Hanpumep, FTOCT P 12.4.187-
97), Wwano4yka MeauLMHCKas, nepyaTkn MeanLMHCKNe 0f4HOPa30BbIe, 3aLUMTHbIE OUKM
PA3JIEN 9. DUN3NKO-XMUNYECKWE CBOCTBA
9.1 ®du3nyecKoe COCTOAHUE (arperaTHoe COCTOSIHME, LIBET, 3anax)
- IMMyHOCOpPO6EHT;
- K(+) - MHaKTMBMPOBaHHbIN NOOXUTENbHBIA KOHTPO/bHbINA 06paseL;
- K(.) - HaKTMBMPOBaHHbIN OTPULLATE/bHbBIN KOHTPO/IbHbIN 06paseL;
- ®CB-T(x26) - KOHUeHTpaT NPOMbIBOYHOIO PacTBOpa;
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- PPO - pactBop ans passegeHns 06pasLos;

- PK- pacTtBop KOHblOraTa,;

- TMB - pactBop TMb;

- CTon-peareHT;

- [1neHKa Ana 3aknensBaHus niaHLLIETa;

- BaHHOYKa Anqa peareHToB;

- HakoHeyHMKmM o6beMoMm a0 200 MK,

- [MnaHweT gna npegpassefeHns;

- VIHCTpyKuMsa No UCMonb30BaHMI0 Habopa peareHToB.

9.2 TlMapamMeTpbl, XapaKTepu3ytoLLye 0CHOBHbIE CBOMCTBA NPOAYKLMK

BHeLuHWiIA B KOMNOHEHTOB (cM. 9.1).

TexHnYeckas xapakTepucTmka Habopa peareHToB: CpefHee 3HayeHune Ol K(-) JO/MKHO BbITb He
6onee 0,200; 3HayeHne O B nyHKe ¢ K(+), A0/MKHO BbITb He MeHee 0,500.

UyBCTBUTENbHOCTb Habopa peareHTOB MPU UCCNeA0BaHMN Ha KOHTPOJIbHON MaHenn CbIBOPOTOK
«AHTU-Echinococcus granulosus 1gG pabouyass naHenb» (npoussoguTens ®PULL PTM)
coctaBnseT 100 % 6e3 N0XXHOOTpMLUATENbHBLIX Pe3y/bTaToB.

CneununyHoCcTb Habopa peareHTOB MPU WUCCNEA0BAHWM Ha KOHTPO/IbHOW MaHenm CblBOPOTOK
«AHTU - Echinococcus granulosus 1gG paboyasi naHenb»  (npoussogutens ®ULL ®TM)
cocTasnset 100 % 6e3 10XKHONONOXKMTENbHBIX Pe3y/bTATOoB.

MoBTOpsiemMoCTb. KoaghduumeHT Bapvauuy pesynstatoB usmepexnus Ol B O4HOM M TOM XKe
obpasLe c ncrnonb3oBaHeM Habopa peareHToB [O/KeH ObITb He 60see 8 %.

MpaBWNbHOCTb, 3HayeHMe onTuyeckol nnoTHoctn (OIM) B nyHke ¢ K(+) u3 BOCbMX NOBTOPOB
K(+) (A2-H2) pomkHo 6bITb He MeHee 0,500 o.e., gomkHa 6biTb 100 %.

PA3AEN 10. CTABNJ/IbBHOCTb 1 PEAKUVNOHHAA CINTOCOBHOCTb

10.1 Xumuyeckas cTabuibHOCTL (41 HecTabuibHOM NPOAYKUMW YyKasaTb MPOAYKTbI
pasnNoXKeHNs)

Habop peareHTOB cTabunieH nNpu Co60AEHNN YCNOBUIA XPaHEHNS U UCMOb30BaHNS
10.2 PeaKLMOHHasA CNOCOOHOCTb
He npnmeHnmo

10.3 ¥YcnoBus, KOTOpbIX CrefyeT nsberatb (B T.4Y. onacHble NPOAB/EHMS MPU KOHTaKTe C
HeCOBMeCTMMbIMM BeLLeCTBaMU 1 MaTepuasiamm)

He npnmeHnmo
PA3AEN 11. NTHPOPMALIMNA O TOKCUNYHOCTWU

11.1 WNHdopmaums 0 BepOosiTHbIX MNyTsX BO3Ae/CTBUSI (UYepe3 opraHbl [blXaHus, Mpu
nonafiaHU BHYTPb OpraHM3ma, B rn1asa 1 Ha KoxXy)

Cwm. 4
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14.2 Hagnexalliee OTrpy3oyHoe HavMeHOBaHWe B COOTBETCTBMU ¢ PekomeHgaumamm OOH
n/Wnu TPaHCNopTHOe HaMeHOBaHMe

He npymeHnmo

14.3 Bnabl TPaHCMOPTHbLIX CPeACTB

To6oi

14.4 Knaccuukaumsa onacHOCTY Npu rnepeBo3Ke

He npumeHMmo

14.5 TpaHcnopTHasaA MapKUpPOBKa 1 rpynna yrnakoBKu

Ha TpaHcnopTHYt0 Tapy HaHeceHsb! [2, 9, 10, 36, 37]:

Ha TpaHCnopTHYO Tapy HaHeceHbl:

- MaHVNYNAUMOHHBIN 3HaK «Bepx»;

- cUMBOJIbI «Xpyrnkoe. OCTOPOXHO», «bepeyb OT Bnaru», «lpeaensl TeMnepatypbl», «13aenve

MeANLIMHCKOE A/ AUarHOCTMKM «in Vitro»;
Mepbl NMPeLOCTOPOXHOCTN «3aMOPaXKMBaHKE He JoMNyCcKaeTcs», «CpoyUHbI rpy3s», «He 6pocatb»

14.6 PexkomMeHZaumy no GesornacHoW mMepeBo3ke (B T.4. BHYTPU MpPeanpusaTus) B
COOTBETCTBUN C LEACTBYHOLLMMI NpaBuiamu

Cobntogath TpebosaHus [2, 36, 37]

PA3AEN 15, NMH®OPMALMA O HAUVMOHAJIBHOM W MEBEXAOYHAPOAHOM
3AKOHOAATEJ/IbCTBAX

15.1 CBefieHMs 0 3aKOHOAATE/ILCTBE, PEr/TAMEHTMPYIOLLIEM 06paLLieHe HAaGoPOB peareHToB

3aKOH P® «O TexHMYeCcKOM perynnposaHum» (MpUHAT 27.12.2002 r.). Hopmbl 6e30MmacHOCTH,
npaBuMna OXpaHbl TpyAa W 3KOOrMYeCcKWe HOPMaTuBbl, [ENCTBYOWME A1 MeAULMHCKUX
n3genuvin

3akoH P® «O caHMTapHO-3aNMAEMMONOrnyeckom 6narononyummn HaceneHus» (N 52-®3 ot
30.03.1999 r.).

75.7.2 CBefleHNsi 0 AOKYMEHTauun, pernameH TupytoLLein TpeboBaHMsa Mo 3alMTe YenoBeKa
N OKpy>KatoLLei cpeabl

Cwm. [4]

15.2 CsefeHuNs 0 MeXXAyHapoaHoU npeaynpeanTeNbHON MapKMpOBKe

He npnmeHnmo

PA3AE/ 16. JOMNOJ/THATE/IbHAA NH®OPMALINA
16.1 CaefieHuns 0 NepecMoTpe (NepensgaHnn) nacnopta 6e30MacHOCTU

IMB pa3paboTaH BrepBble

MB sABNseTcsA [OMOSIHEHMEM K WHCTPYKLUMW MO0Sb30BaTeN, BIOXKEHHON B YMakOBKY, HO He
3ameHseT ee. VH(opmauusa, coaepXalasacs B 3TOM [OKYMeHTe, Obiia cobpaHa W3 [aHHbIX,
MPeACTaBNEHHbIX B Pas/IMYHbIX CMeumanm3MpoBaHHbIX WUCTOYHMKAX; CUMTAETCA TOYHOW W
OTpaXaeT CaMble aKTya/lbHble Ha AaHHbIA MOMEHT 3HaHus B 3Toil obnactn. OO0 «MMBWAH
JTAB» He faeT rapaHTUiA U He HECET OTBETCTBEHHOCTM 3a HEMPaBW/IbHOE MCMO/b30BaHME AaHHOM
NHOpMaUMM UM HerpaBu/bHOe obpalleHne ¢ peareHTOM. [Mosb3oBaTenM LO/MKHbLI CTPOro
CNefoBaTb  WHCTPYKUMW, BNOXEHHOM B ynakoBKy. [lonb3oBaTe/lb  HECeT  MOJHYH
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OTBETCTBEHHOCTb 3a OMpeJeneHMe NPUrOAHOCTM AaHHOW WHMopMaLumu ©  o6ecrevnBaeT
NPUHATME HEOBXOAUMBIX MepP NPeAOCTOPOXKHOCTH.

16.2 TlepeyeHb WCTOUHUKOB [AaHHbIX, WCMO/Ib30BaHHbLIX MPW COCTaB/IeHUM nacrnopTa
6e3onacHocTun

1 Habop peareHToB A1 UMMYHO(EPMEHTHOIO OMnpesenieHns MMYHOr/I06y/IMHOB Macca
G (IgG) k aHTureHam Echinococcus granulosus B cbiBOpoTKe (Mnasme) KpOBWM YesioBeKa
«IXUHOKOKK 1gG-IMBUAH-V®A» no TY 21.20.23-424-41390295-2022.

2. TexHnyeckue ycnosua. TY 21.20.23-424-41390295-2022.

3. Mprkaz M3 P® NedH o1 06.06.2012 1. «O6 yTBEpXAEHNMN HOMEHKIATYPHON Knaccupukauum
MEANLMHCKNX MU3AENNIA».

4. CaHlNuH 3.3686-21 "CaHuWTapHO-3NUAeMNONOrnyeckme TpeboBaHMs MO MPOUNaKTUKe
NHMEKLMOHHBIX GonesHel".

5 FOCT P 52905-2007 (MCO 15190:2003). «J/labopaTopun meauUMHCKME. Tpe6GoBaHMUA
6e30nacHOCTU»

6. «VIHCTpYKUMA NO MepaM MNPOMUIAKTUKA PacnpoCTpaHeHUs WMH(EKLMOHHBIX 3a60/1eBaHNI
npu pabote B KINMHWKO-AMArHOCTUYECKUX nabopatopuax  nedebHO-NPodnIaKTUYECKNX
yupexgeHunin» (¥18. M3 CCCP 17 siHBaps 1991 r.).

7. TOCT P EH 13641-2010 «¥YCTpaHeH/e N CHMXXEHME PUCKA MH(MLMPOBaHMWS, CBA3aAHHOIO C
peareHTamu Ana AMarHOCTUKM «in Vitro»».

8. MH(hopmaumoHHas KapTa MNOTeHUMabHO OMacHOro XUMUYECKOro U BMON0rnyeckoro
BewlecTBa. CepHas Kucnota. CBUAETENbCTBO O roCyAapCTBeHHOM perucTpauun cepus AT N
000058 ot 17.06.94 1. - M., PTTOXB, 1994 r. -5 c. /AI3meHeHNsa BHeceHbI 25.08.2005 T.

9. TOCT P UCO 15223-1-2020 W3penua wmefAuuuHcKue. CUMBO/bI, MPUMEHsieMble MNpu
MapK1poBaHNM MeAVLMHCKUX U3AEeNNIA, Ha 3TUKETKax U B CONPOBOAUTENbHOW AOKYMEHTaLMN.
YacTb 1. OCHOBHble TpeboBaHus.

10. FOCT 31340-2013. lMpegynpeautenbHas MapKMpoOBKa XUMWUYECKOR npodykumm. M.,
CraHfapTuHdopmM. Pa3pabotaH TexHWYeCKMM KOMUTETOM Mo CTaHgaptusaumm TK 339
«XunMmYeckas 6e30MacHOCTb BeLecTB 1 MaTepuanios». MpuHAT 01.08.2014 r.

11. MH 2.2.5.1313-03. MNMpeaensHo gonyctumble KoHUeHTpaumn (MAK) BpeaHbIX BELLECTB B
Bo3gyxe paboyerdr 3oHbl. H 2.2.5.1314-03. OpWEHTMPOBOYHbIE 6Ge30MacHble YPOBHU
Bo3genicTeua (ObYB) BpeaHbIX BELLECTB B BO3AyXe paboyeit 30Hbl. - M.: M3 P®, 2003. - 335 c.
12. FOCT 12.1.005-88. CCBT. O6wpe caHWTapHO-TUTMEHNYECKMe TPeboBaHNA K BO3LYXY
paboueii 30HbI. [data BBegeHns 1989-01-01. YTBepxK/eH v BBefEH B AelicTBMe MNoCTaHOBEHNEM
MocypapcteeHHoro komuteta CCCP no ctaHgaptam ot 29.09.88 Ne 3388

13. MacnopT 6e30MacHOCTM XMMUYECKO npoaykumn. Kapbamug (MoyeBuHa). PanReac
AppliChem [ata neyatu ot 09,07.2019 r., Aata pegaktnposaHums 09.07.2019 r. Bepcusa 5.

14. Macnopt 6e30nacHOCTU Bblunid CbIBOPOTOUHBIA anbbymuH. [ata co3paHus 7.13.1999,
farta pegaktuposaHua: 7.20.2009 r., MSDS # 89337.

15. Macnopt 6e3onacHocTn «ProCn® 300» B cooTeeTcTBUM C MocTaHoBneHnem (EU) Neo
453/2010, Bepcus 5.2, gata pesnsnn 28.09.2015 r.

16. MacnopT 6e3onacHocT Kanbumii xnopucTtblidi - 2 BoaHbld PanReac AppliChem [ata
nevatu ot 17.03.2018 r.. [laTta pefaktnposaHunsa 17.03.2018 r. sepcusa 3.

17.  MacnopT 6e3onacHocTn «Hatpuii xnopucTelii» PanReac AppliChem [arta nevyatu ot
07.02.2020 r., Aata pegaktnposaHuns 07.02.2020 r. sepcua 20.

18. Macnopt 6e3onacHoctn deHon. PanReac AppliChem [arta nevatn ot 14.07.2018 r.,
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[ata pepgaktuposaHus 14.07.2018 r. sepcus 5.

19.  TOCT 4172-76. PeakTvBbl. HaTpuii (ocopHO-KMCbIA ABYy3aMeLLeHHbI  12-BOAHBIN.
TexHnYecKume ycnosus

20. T'OCT 245-76. Peaktusbl. HaTpuii (hOCHOPHOKUC/bIA OAHO3AMELLEHHBIV 2-BOAHBIN.
TexHu4yeckme ycnosus

21. MacnopT 6e3onacHOCTV «beH30aT HaTpus» faTa co3gaHus: 09.22.1998 r., pegakuma Ne 1
ot 12,02.2008 .

22. Macnopt 6e3onacHoCTM B cooTBeTcTBUM C [locTaHoBneHnem (EU) No0.1907/2006
Onvetnncynsokens Aata Pesusmn 12.03.2019 Bepcus 1.6

23. MacnopT 6e30MacHOCTN  «[MAPOXMHOH» B COOTBETCTBUM C [MoctaHoBneHnem (HIT)
Ne1907/2006, pata pesusnn 23.02.2015 r., Bepcus 2.1

24. FOCT 10929-76 (CT C3B 5768-86) PeaktuBbl. Bogopoga nepokcui. TexHU4Yeckue
ycnosusa c(c MiameHeHnamu Ne 1,2)

25. roCT 12.1.044-89. Cucrema CTaH4apTOB 6e3onacHocTu TpyZAa.
Mo>kapoB3pbIBOONACHOCTb BELECTB M MaTepuanoB. HomeHKaTypa nokasarteniein n MeTofbl UX
onpepaeneHns. BeegeH B aelictene 01.01.1999 r., c.- 99

26. CBT 1517-2004. Tapa noTpebutenbckas nonmmepHas. O6LMe TEXHUYECKME YCMOBUS.
ocyaapCTBeHHbIA KOMUTET MO CTaHgapTu3aumm Pecnybnvku benapycb. [ata npuHATUSA
30.12.2004 r., BBefieH B geictaue 01.07.2005 .

27. TY PB 100626757.001-2003. WM3genua nnacTMaccoBble ANA YNakOBKW W YKYMOPKU
NeKapCTBeHHbIX CpeAcTB BMeCTMMOCTbiO OT 4,0 e go 500,0 cw™: (hnakoHbl B KOMMJIEKTE C
YKYNOpo4YHbIMU cpeacTBamu (MPOOKOIA, KONMaukom)

28.  [HOemungos TI.I., LWaHgpi6a B.A., LWlernos I.IM. «lopeHne u CBOWCTBa TFOPHOYMX
BewecTB». M,, CTpoimnsgar 1992 r., c. 111

29. LLlernos I1.I1., ViBaHHUKOB B.J1. «[10XapoonacHOCTb MOMIMMEPHbIX MaTepuanos». M.,
Crpoinzgat 1992 r., c. MO

30. CaHlNMuH 2.1.3684-21 «CaHuUTapHO-3NMaeMnonornyeckme TpeboBaHNa K CoAepXKaHuto
TEPPUTOPUIA TOPOACKMX W CENbCKUX MOCENEHWUA, K BOAHbIM OOGbEeKTam, MUTbLEBON BOAE U
NMATLEBOMY BOAOCHAOXEHWMIO, aTMOC(EepHOMY BO34AyXY, Mo4YBaM, >XW/bIM MOMELLEHUAM,
aKcnyaTaumMm nNpom3BOACTBEHHbIX, 0OLLECTBEHHbIX MOMELLEHWIA, OpraHmn3aumum 1 NpoBeLeHNIO
CaHNTapHO-NPOTUBO3NNAEMUYECKMX (MPODUNAKTNYECKNX) MEPOMNPUATINIA»

31. MY 287-113 «MeToauyeckme ykasaHus N0 Ae3UH(eKUMW, npeacTepuam3alMoHHON
OUYUCTKE N CTEPUNM3ALUN N3LENNIA MEANLIMHCKOTO Ha3HAYeHNs»

32. MOCT 14192-96. Mapkuposka rpy3os. Jata seegeHns 01.01.1998 r. N3meHeHne Ne 1ot
22.06.2000 r. npoTtokosn Ne 17 n N3meHeHune Ne 2 ot 08.06.2007 r. npoTokon Ne 31

33. FOCT 19433-88. I'py3bl onacHble. Knaccugmkaums u MapkvMpoBKa. J[arta BBefeHUs
01.01.1990 .

I"eHepabHbIN gupekTop «MMBUAH /1 B,B. Ocunosa
2022 .
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MpoLUHYpOBaHO, MPOHYMepPoBaHO
W CKPEn/IeHo neyarbto
nmct 03>
‘HepaablibI>IxmpeKTop
WNAH JIAB»
B.B. Ocunosa
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«COIMMACOBAHO» «YTBEPXOAHK»

AupekTtop UL ®TM ["eHepanbHbIN AUPEKTOP
JTAB»

M.W. BoeBoga B.B. Ocunosa

2022 T. 2022 .

NMHCTPYKUWA MO NMPUMEHEHWIO
MEOAVNUMHCKOI O N3AENNA ANA ANATHOCTUKW IN VITRO

Ha6op peareHToB A5 UMMYHOMEPMEHTHOFO onpeaeneHnst UMMyHorno6ynnHos Knacca G (1gG)
K aHTureHam Echinococcus granulosus B cbIBOPOTKe (M/1asMe) KPoBM YesioBeKa «IXMHOKOKK
19gG-UMBUAH-N®A» no TY 21.20.23-424-41390295-2022

1 OBLWAA NHPOPMALNA

1.1. HasHa4yeHve Habopa

Habop peareHToB A1 MMMYHO(MEPMEHTHOrO OnpeAeneHns UMMYHOrN00ynMHOB Knacca G
(IgG) k aHTUreHam Echinococcus granulosus B CbiBOPOTKe (M1a3Me) KpPoBM 4YesioBeka «OXUHOKOKK
19G-UIMBUVAH-N®A» no TY 21.20.23-424-41390295-2022 npefHa3HayeH [N KayeCTBEHHOro
BbIsiBNIEHNA UMMyHoOrobynvHos knacca G (IgG) k aHTureHam Echinococcus granulosus B CbIBOPOTKe
n nnasme (¢ SATA, renapvHom UM LUTPATOM HATPUA) KPOBW YesioBeka MeTOLOM TBEPA0(a3HOro
HENpsMOoro MMMyHodepmeHTHoOro aHanmsa (M®A).

Habop peareHToB «9XMHOKOKK IgG-MIMBUAH-N®A» peKoMeHAYeTCA NPUMEHSATb ANS;

. AVarHOCTUKM 9XMHOKOKKO3a.
. KOHTPO/A 3)(heKTUBHOCTU NIEUYEHMS 1 ANArHOCTUKMN pPeLyamnBa.
. ANs CEPO3NAEMUONOTMYECKON ANArHOCTUKN 9XMHOKOKKO3a.

TONbKO ANs AMarHoCTUKM in vitro.

1.2. O6nacTb NPUMeHeHNS - KNMHUYeCcKas nabopaTopHas AnarHoCTUKa.

1.3.  TlMpeaHa3Ha4eHHbIN NOMb30BaTe b

Habop peareHTOB «IXNHOKOKK 19G-UMBUNAH-NDA» npegHasHaveH ans
NPOgeCCUOHANILHOrO  MPUMEHEHMS B KIMHUYECKOM 1labopaTopHOM AMarHOCTUKE — CreumabHO
OOYyYeHHbIM MepCoOHa/IOM C  BbICLUMM  WAW  CPELHUM  MEeAULMHCKUM, WAX  BUONOrMYECKUM
obpa3oBaHMeM, NPOLUEALLUMM MOATOTOBKY Ha /IMLEH3MPOBAHHbIX KypcaxX MepBUYHONM Creuvanusaumm
no paboTe C NaTtoOreHHbIMW A719 YesioBeka MUKPOOPraHM3Mamm w MofyymBLUMM AOMNOSIHUTENIbHOE
crneuuanbHoe 06pa3oBaHMe Ha Kypcax MOBblWeHUs KBanmgukaumn. TpeboBaHMs 6e30MacHOCTU K
MeMUMHCKM nabopatopmsm npueedeHbl B FTOCT P 52905-2007.

2. XAPAKTEPNCTUKA N3LAETNA. KOMITJIEKTALNA HABOPA.
2.1. CocraB Habopa peareHTOB npeacTas/ieH B Tabsmue Ne 1.

TabnmuaNg 1l CocTas HabopapeareHToB «9XMHOKOKK IgG-MIMBUAH-NDA»
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Imbiali

Hassanme OnuncaHne KOMMOHeHTa CocTtaB Habopa
KOMMOHEeHTa
96-1yHOYHbIA Pa3bopHbLIA NOAUCTUPONOBLINA NaHLWET
A1 UIMMYHO/IOTMYECKMX peakuMil ¢ MNOCKAM [HOM
mmyHocop6eHT (12 cTpunoB no 8 fyHOK) C COpPOUPOBAHHLIMM 1uwr.
PEKOMONHAHTHbLIMM aHTUreHamm Echinococcus
granulosus

VHaKTMBMPOBaHHbIA MNOMOXMNTENbHLIA KOHTPO/IbHbIN
obpasel, Ha OCHOBE CbIBOPOTKM KPOBM Ye/OBeKa,
cogepXaniid uMmmMmyHornobynmHel knaccos G(1gG) K

K(+) aHTureHam Echinococcus granulosus. [Mpo3spayHas 1(33 ga,\l;,?)H
YXUOKOCTb XeNToro useTa ’
Copep>kuT npoknuH-300 (0,1%)
F0TOB K MPYMEHEHWIO
VHaKTMBMPOBaHHbLIA OTPULATENbHbIA  KOHTPO/bHBbIIA
o6paseL, Ha OCHOBe CbIBOPOTKW KPOBW YEfIOBEKA, He
cofiepxxalnii MMyHornobynunHbl knaccos G(lgG) K 1 hnakoH
K(-) aHTureHam Echinococcus granulosus (2.5 wn)
Npo3payHas XXMAKOCTb CUHETO LiBETa '
Copep>knT npoknmH-300 (0,1%)
F0TOB K MPYMEHEHUIO
KoHLeHTpaT NpoMbIBOYHOI0 pacTBopa, 26-KpaTHblii
Cnerka onanecuupytoLasi, 6ecLBeTHas XUAKOCTb, 1 chnakoH
®CB-T (x26) BO3MOXXHO BblNafeHne ocajKa (30,0 M)
Copep>kuT 6eHsoaT HaTpus (0,2%) ’
TpebyeT pa3BeseHUs
PacTBop Ana passefeHns 06pasLoB
OnanecumpyroLLas XnLKkocTb (hMONeTOBOro LBeTa 1 (onakoH
PPO Copep>kuT npoknmH-300 (0,1%) (12,0 mn)
COTOB K NPUMEHEHMIO
PacTBOp aHTUTE/ NPOTUB UMMYHOT/I06Y/IMHOB Knacca
G(lIgG) yenoBeka ¢ NepoOKCUAA30 XpeHa 1 hrakoH
PK [Mpo3payHas XMAKOCTb 3e/1EHOro LBeTa (13,0 M)
Copgep>knT theHon (0,1%) '
0 [(0TOB K NPMMEHEHWNIO
PactBopTMb
Mpo3payHasn 6ecLBeTHasA XNLKOCTb 1 dhnakoH
TMB Conep>kuT 6eH3oaT HaTpus (0,2%) (13,0 mn)
COTOB K MPYMEHEHUIO
PacTBOp CEpHON KUCNOTb!
Mpo3payHas becuBeTHas XULKOCTb 1 dnakoH
Cron-peareHt Copep>kuT KucnoTy cepHyto (1,0 monb/nuTp) (12,0 mn)
['0TOB K NPMMEHEHMIO
MneHka 4ns 3aKnenBaHUA nniaHwera 3 .
BaHHOuUKa [/19 peareHTOB 3 .
HakoHeuyHVKn 06beMom Ao 200 MKn 24 wr.
NHCTpYKLMA N0 NPUMEHeHWIO Habopa peareHToB 1w,

B KOMMNeKT Kaxaoli NOocTaBKM AO/MKEH BXOAMTb NAcnopT KayecTBa B OAHOM 3K3eMmnsispe
HEe3aBMCKMO OT KO/IMYeCTBa HAOOPOB peareHTOB B NMOCTaBKe.

2.2. KomnnekTHocTb Habopa.
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Habop peareHTOB BbIMyCKAeTCA B OL4HOM BapuaHTe KOMIIeKTauum:

Komnnekt paccumtaH Ha 96 onpefeneHwin, BK/IOYas KOHTPOSbHble 06pasubl, C
MCMNO/b30BaHVEM aHaM3aTopa aBTOMATUYECKOro WMMYHO(EPMEHTHOrO OTKPbLITOrO Tuma WM ¢
MOMOLLbIO PYYHOM MOCTaHOBKM aHann3a. *

B0O3MOXHbI OTAe/bHbIE He3aBUCKMble MOCTAaHOBKWM aHain3a ¢ Heob6XO4UMbIM KOMMYECTBOM
CTPUMOB UK NYHOK MIMMyHOCcop6eHTa.

2.3.  TlpuHumn meToga

MpuHUMN  OeicTBMA Habopa peareHTOB - HEMNpAMOW [ABYXCTaauiiHbIn - TBEPAO(A3HbIN
UMMYHO(EPMEHTHBIA aHaM3. Ha NoBepXHOCTW NYHOK MOSMCTUMPO/IOBOro MnaHweTa copbupoBaHbl
peKkOMOMHaHTHble aHTureHam Echinococcus granulosus. B /lyHKM BHOCATCA KOHTPO/IbHblE U
aHanm3mpyemble 06pasupl. MNpn Hanmumm B 06pasyax cneunpruyecknx MMMYHOrI00yIMHOB Knacca
IgG K aHTUreHam Echinococcus granulosus o6pa3syeTcsi KOMMeKe (aHTUreH-aHTUTesN0), BbISABSEMbINA
MOCPeACTBOM NOCNeaytoWwent MHKy6aumm ¢ paboumMm pacTBOPOM KoHbiorata (aHtutena K 1gG
4esiIoBEKA, MeYEeHHbIe NMepoKCKaa3oin xpeHa). MNpu fobasneHnn padoyero pactsopa TMbB B pesy/bTate
(hepMeHTaTUBHOWM peakuymn COAePXXMMOe NIYHOK MNaHLleTa okKpalumsaeTcs. PepmeHTaTMBHasA peakums
OCTaHaBNMBaeTcs BHeceHMem CTon-peareHTa. WHTEHCMBHOCTb  OKpalimBaHus  (ONTUYecKas
MNOTHOCTb), NpornopuuoHanbHasa Konudectsy IgG K aHTureHam Echinococcus granulosus B
aHa/IM3MpyemMom obpasLie, perncTpupyeTcs C MOMOLLbIO CMEKTPOPOTOMETPA.

3. XAPAKTEPNCTUKW HABOPA PEATEHTOB

3.1. AHannTnyeckme xapakTepuCcTUKM
3.1.1. YyBCTBUTENBLHOCTL Habopa peareHToB

UyBCTBUTENBHOCTb HAabopa peareHToB Mpy UCCNeA0BaHNIN HA KOHTPO/IbHONW NaHen CbIBOPOTOK
«AHTU-Echinococcus  granulosus 1gG  KOHTpofibHas naHenb» (npoussoguTens ®UL, ®TM)
cocTasnset 100 % 6e3 NOXXHOOTPULIATENbHBLIX Pe3ybTaTOB.

3.1.2. CneumgmyHoCTb Habopa peareHToB

CneyunduyHoCcTb Habopa peareHToB NpPU UCCef0BaHUN Ha KOHTPOJIbHON MaHesn CbiBOPOTOK
«AHTU-Echinococcus  granulosus 1gG  KoOHTponbHad naHenb» (mpoussogutens ®PULL ®TM)
coctasnset 100 % 6e3 NOXHOMNONOXKNTENbHBIX Pe3y/bTaToB.

3.1.3. [loBTOpAeMOCTb

B pamkax npoBefeHWs BHYTPEHHWX WCMbITaHWIA MOBTOPAEMOCTb OMpejensnacb Ans Tpex
MoMIOXUTENbHbIX 06pa3uoB B 30 MOBTOpax Ha TPex cepusax Habopa peareHToB «3IOXWHOKOKK IgG-
NMBUNAH-NDA». BHYTPUCEPUINHBIA 1 MEXCEPUMHbIA KO3((MLUMEHTbI Bapraummn namepeHns ON1 He
npesbicunu 8%,

B pamkax npoBefeHWs TEXHUYECKMX UCMbITaHWIA NOBTOPAEMOCTb OMNpefensnacb A41s BOCbMU
nostopoB K(+). KoapmuneHT Bapuauuy uM3MepeHWs ONTUYeckor nnoTtHoctu K(+) B BOCbMM
MoBTOpax Ha Habope peareHToB He npeBbicua 8%.

B pamkax npoBefeHWs K/MHUYECKUX WCMbITaHWIA MOBTOPSEMOCTb onpegensnacs Ans 6
06pa3Li0B CbIBOPOTKM KPOBY M 6 06pa3Li0B NiasMbl KPOBY YenoBeka. BHyTpucepuitHbIi KoaghguumeHT
Bapuauumn pesy/bTaToB 06pa3uoB Kak4oro tmna B 10 NoBTOpax OAHOM cepuy He npeBbillaeT 8%.
MexcepuitHbIi KOath(hULMEHT BapuaLmmn pesy/ibTaToB B O4HOM ¥ TOM e 06pasue 418 KaXK4oro tuna
06pasLa Ha Habope peareHTOB «IXNHOKOKK 19G-MIMBUNAH-N®A» He npesbicun 8%.

3.1.4. TlpaBunbHOCTbL

3HayeHune ontuyeckoin naotHoctn (ON) B nyHke ¢ K(+) Ans KaxAoro u3 BOCbMY MOBTOPOB
K(+) (A2-H2) gomkHo 6bITb He MeHee 0,5000.e., T.e. MPaBUIbHOCTb JO/MKHA 6bITb 100 %.

3.2. [IMarHOCTUYECKNE XapaKTEPUCTUKN.

3.2.1. [narHoctuyeckas 4yBCTBMTe/IbHOCTbL Habopa peareHToB

B xoze KN1MHMKO-NabopaTopHbIX UCMbITaHWUIA AUarHOCTUYECKYH YYBCTBUTE/IbHOCTb BbISIBNIEHUA
nMMyHornobynnHos knacca lgG K aHTureHam Echinococcus granulosus onpegensanm Ha 202
MONIOXUTENbHLIX 06pasuax, nokasaHa 100% yyscTeuTeibHOCTL (OB 95%, AWN: 98,52% - 100%).
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3.2.2. [lmarHocTuyeckas creumnpuyHoCcTb Habopa peareHToB

B xofe KIMHMKO-NabopaTopHbIX MUCMbITaHWI AUarHOCTUYECKYH CNELU(UYHOCTb BbISIBEHUA
nMMyHornobynuHos knacca I1gG K aHTureHam Echinococcus granulosus onpegensnM Ha 310
oTpuuaTenbHbIX obpasuax, nokasaHa 100%' cneyunguuHoctb (AB 95%, OW: 99,03% - 100%).

3.2.3 Bocnpon3BoanMOoCTb.

[nsa onpefeneHns BOCNPOM3BOAUMOCTM aHanM3a Oblna MpoBefeHa OLEHKA pe3y/bTaToB
NMOBTOPSIEMOCTN aHaM3a B Tpex JfabopaTopusx: MpoBefeHVe MpeaBapuTeNbHbIX WCMbITaHUA B
nabopaTopun 3KCNePUMEHTA/IbHOr0 MOE/IMPOBaHMUA U naTtoreHesa WHMEKLMOHHbLIX 3a60/1eBaHuin
PN, ®TM, npoBeaeHme TeXHUUYECKUX mcnbiTaHnii B OO0 «BbIMIME/T-MEALEHTP» 1 nposeaeHve
KIMHUYeCKNX ncnbiTaHnii 8 EM3N ®ULL @TM.

BHYTpUCEPUIAHBIA 1 MEXCEPUIAHBIN KOIPMMLMEHTBI BapuaLmmn pe3y/ibTaToB Habopa peareHToB
«OXUHOKOKK 19gG-MIMBUAH-N®A» npu nccnefoBaHUM NONOXMTENbHbLIX 00pa3LoB, COAepXKaLmX
NMMYHOTr100ynHbI Knacca 1gG K aHTureHam Echinococcus granulosus B 10 noBTopax He NpeBbILLaeT
8,0 %.

3.1.4. TlepekpecTHaa peakTUBHOCTD.

B pamMKax K/IMHWYECKMX UCMbITaHWIN NEPEKPECTHYIO PeaKTUBHOCTL Habopa peareHToB M3y4vann
Ha 120 3aBefoOMO OTpMLAaTeNIbHbIX CbIBOPOTKAX KPOBM Ye/0BEeKa, He COAepKallMx aHTWUTena Knacca
G(lgG) k aHTureHam Echinococcus granulosus 1 oTobpaHHbIX 06pa3LoB CbIBOPOTOK COAepKaLmX
aHTUTeNa K pasnnuyHbIM MHMeKUMoHHbIM areHTam: Opisthorchis felineus, Trichinella spiralis, Toxocara
canis, 6epeMeHHbIX XeHWWH. Pe3ynbTathl DA nokasanu, YTo Hecneuuguyeckmne B3anMoLeincTaus
PEKOMOMHAHTHbIX aHTureHam Echinococcus granulosus ¢ aHTUTENaMn pasinyHbIX WHGEKLMOHHbIX
areHTOB He BbIAB/IEHBI.

3.1.5. VHTeptepupytoLme BeLlecTBa

B pamkax KIMHWYECKUX WCMbITaHUA OLEHKY B/IMSHUA WHTEP(epupyoWwmnX BeLLECTB Ha
pe3ynbTaT aHanm3a Habopa «IXNMHOKOKK TgG-MBUAH-N®A» npoBognnn Ha obpasuax CbIBOPOTKM
KPOBW YesioBeKa, CoAep>KalmX U He cofepxXKallmx aHTuTena K aHtureHam Echinococcus granulosus.

Ha pe3ynbTaT aHanm3a He okasblBatoT remorsiobuH (ot 100,0 go 300,0 r/n), xonectepuH (o1 1,5
Ao 4,0 r/n), obwwin 6enok (ot 60,0 go 150,0 r/n), rntoko3a (ot 800,0 o 2000,0 mr/n), TpUrAMLEPULbI
(ot 1,5 go 10,0r/n), staHon (ot 100,0 o 2000,0 mr/n), moyeBmHa (o1 90,0 fo 800,0 mr/n), MmonoyHas
kucnota (ot 63,0 go 400,0 mr/n) n obwmin 6nnmnpyomnH (ot 10,0 go 300,0 mMr/n) B KIMHUYECKUX
obpasuax.

3.1.6. OKBUBAIEHTHOCTb

B pamKax KIMHWYeCKMX WUCMbITaHWIA OLEHKY 3KBMBAIEHTHOCTW pe3ynbTaToB aHanM3a Habopa
«IXMHOKOKK 19G-IMBNAH-N®A», Noy4YeHHbIX MPY NOCTaHOBKE aHa/M3a Ha CbIBOPOTKE W Mnasme
BEHO3HOI (C renapuHoM, UMTPaToM HaTpusa u 3 TA), NONYYEHHbIX OT OAHOI0 M TOrO XXe nauueHTa
MPOBOAUIN  HAa 06pasuax CbreopoTKM KPOBU YE/IOBEKA, He COAepXKalnxX W  COAepXKalimx
NMMyHoriobynnHel  kKnacca 1gG K aHTureHam Echinococcus granulosus metogom MDA npu
noctaHoBke no npoueaype Nel (TepmoLueiikep) n npouegype Ne2 (TepmocTar).

4. MEPbBI MPEAOCTOPOXHOCTWU

4.1. MoTeHUManbHbIA  PUCK MNPUMEHeHMs Habopa peareHTOB Mo HOMeHKIaTypHOiA
Knaccuukaumm MeLULMHCKUX W3LeNnin, yTBepxaeHHoW [Mpukasom MuH3gpaBa Poccuiickoin
®epepaunm Ne 4H oT 6 nroHa 2012 roga (B pegakuum Mprkasa MuH3gpasa Poccum o1 25.09.2014r. N
557H)-Knacc 26.

4.2. Habop peareHToB npeAHasHayeH TO/MbLKO A1 NPOJecCUoHaIbHOro WUCMoAb30BaHUS.
PaboTy crnefyeT NpoBOAUTL B CreuuasbHO 060pyA0BaHHOM MOMELLEHWN 1abopaTopun, OTBeYatoLLEen
Tpe6oBaHuAM CaHlMuH 3.3686-21 «CaHUTapHO-3NN4EMUOOrMYeCcKe TPe6oBaHNA NO NPOMUIaKTUKe
MH(EKLMOHHBIX 60n1e3Hel». Mpu paboTe ¢ HA6OPOM peareHTOB TpebyeTcs coboaaTb «AHCTPYKLUIO
Nno Mepam NPOMUIAKTUKA PacnpocTpaHeHMs MH(EKUMOHHBbIX 3a60neBaHniAi Npu paboTe B KMHUKO-
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ANArHOCTUYECKMX  NabopaTopusaX  Ne4e6HO-NPOPUATHCIUYECKMX — YUPEXAEHNN»,  YTBEPXKAEHHYHO
MwuHzgpasom CCCP 17 aHBaps 1991 roga; NOCT P 52905-2007 (MCO 15190:2003) «Jlabopatopum
MeAnUMHCKMe. TpeboBaHMA 6e30MacHOCT».

4.3. TaK Kak KOHTPO/IbHble U aHanm3upyemble 06pasLbl, KOMMOHEHTbI Habopa peareHToB
ABNAOTCA NOTEHLMANbHO MH(ULMPOBaHHLIM 61omaTtepmasioMm, To nNpu pabote ¢ HA6OPOM peareHToB
Heob6X04MMO MCMO/b30BaTb UHAMBMAYa/IbHbIE CPeACTBA 3alMTbl: XanaT, rofI0BHON yoop, pe3vHOBbIE
WA NNACTUKOBbIE NepyaTKu, cneymanbHyto 00yBb, 3alUTHBIE OYKM UN LMTOK).

4.4. O6pabaTbiBaTb pykn nocne paboTbl C Habopom peareHTOB M o6pasuamu B
COOTBETCTBMM C AENCTBYIOLLEN HOPMATVUBHOM JOKYMEHTaLME.

45. CbiBopoTKa (Mnasma) KpOBWM YenioBeKa, WCMOMb30BaHHasA 1S MPUrOTOB/EHNA
MONMOXUTENbHbIX KOHTPOMEN, NHAKTUBMPOBaHa HarpeBaHmem npu temnepatype (56+1)°C B TeyeHme 3
4, COAEPXMUT MMMYHOrnobynuHel knacca IgG kK aHTureHam Echinococcus granulosus u He cogepxkat
HBsAg, aHTuTena Kk BU4Y-1, BY-2, BI'C.

4.6. CbiBOpoTKa (nnasma) KpoBW YesioBeKa, WCMOMb30BaHHasA [N MPUrOTOB/IEHNA
OTPULATE/NIBHOTO KOHTPO/IS, MHAKTMBMPOBaHa HarpesaHnem npu temnepatype (56+1)°C B TeueHue 3
4, He COAEPXUT MMMYHOrI0bynuHbl Knacca IgG k aHTureHam Echinococcus granulosus, aHTuTena K
BWU-1, BNU-2, BI'C, HBsAg.

4.7. B coctaB komnoHeHTOoB K(+), K(-), PPO, PK, TMB, ®Cb-T(x26) BX0oadT
KOHCEPBaHTbl B KOHLEHTpaUUSX, SBNSOWMXCA HeTOKCMUHbIMK. K(+), K(-), PPO - 0,1% [MpoknuHa
300; PK - 0,1% dteHona; TMB 1 ®CB-T(x26) - 0,2% 6eH30aTa HaTpus. Bce peakTuBbl, BXOAALLME B
COCTaB KOMMOHEHTOB Habopa peareHTOB B UCMO/b3YEMbIX KOHLIEHTPaUMAX, ABNAKOTCA HETOKCUYHBIMM.

4.8. CTon-peareHT 00nafaeT pasgpaxarolymM AeiCTBUEM, 3a CUET KUCIOTbI cepHoi (5%)
BXOfAsdLLlen B cocTaB. Npw pabote usberatb nonafgaHus CToM-peareHTa Ha KOXY W Civsuctble. B
c/lyyqae nonafgaHus NpPOMbITb MOPAXKEHHbIN Y4acTOK 60/bLINM KONNMYECTBOM MPOTOYHON BOAbl. Bce
KOMMOHEHTbI, BXOAALLME B COCTaB Habopa peareHToB, MpefHasHavyeHbl TOMbKO 418 ANAarHOCTUKM «in
vitro». Bce peakTuBbl B UCMO/Mb3YEMbIX KOHLEHTpauUusax, BXOAALME B COCTaB KOMMOHEHTOB Habopa
peareHToB - HETOKCUYHbIe.

4.9. Bce MpoMbIBHble pacTBOPbl CnefyeT cobupaTb B CNeuuasbHbIl  KOHTEMHep W
obpabatbiBaTh AE3NHDULMPYIOWMMI CPeACTBaMM, paspeLleHHbIMIN 418 MPUMEHEHUS Ha TeppUTOpUn
P® B yCTaHOBNEHHOM MOPSALKE.

4.10. Bce TBepable 0TX04b! CleayeT cobmpaTb B CreumnanbHbli KOHTeHep, 06e33apaXnBaThb B
COOTBETCTBMM €  TpebosBaHuamu CaHlnH  2.1.3684-21  «CaHUTapHO-3MMAEMUOIOTUYECKME
TpeboBaHUA K COAEPXKaHUIO TEPPUTOPUIA TOPOACKUX U CENTIbCKMUX MOCENEHWI, K BOAHbIM 06beKTam,
MUTLEBOM BOAE W MNWUTLEBOMY BOAOCHAaGXEHMIO, aTMOC(EpPHOMY BO3AyXY, MO4YBaM, XXW/bIM
MOMeLLeHNAM, 3KCryaTauum npon3BOACTBEHHbLIX, OOLLECTBEHHbLIX MOMELEHNIA, opraHu3aumn wu
NMPOBEAEHNI0 CaHUTaPHO-NPOTMBO3NMAEMUYECKUX (MPODNNIAKTUUYECKIX) MEPONPUATUI».

4.11. JlabopaTOpHYK NOCyfZy MHOropasoBOro MCMOMb30BaHWA W PacxXofHble MmaTepuassbl,
KOHTaKTUPYHLWMe C WCCMeayemMbiMi K KOHTPOJSIbHbIMK 0bpasuamu, crefyet o06e33apauBarb C
MCNOMb30BAHNEM AEe3VHULMPYIOWMX CPEeACTB, He COAepXKaliMX aKTWMBHbLIA KUCNOPO4 W X/op,
OKa3blBaloLLMX HEraTUBHOE BO3MENCTBME Ha KavyecTBO VIDA.

4.12. WHCTpyMeHTbI, 060pyfoBaHMe, a Takke pabouyne MOBEPXHOCTU CTO/I0B HEOOXOAMMO
npotupatb 70% pacTBOPOM 3TUIOBOrO CrnvpTa.

5. OBECNEYEHWME KAYECTBA NCCNELOBAHUNIN

5.1. BbINOMHATL NpOUeAypy aHanmsa cnegyet B CTPOrOM COOTBETCTBUM C MHCTPYKLMEN,
npunaraeMoii K Habopy peareHToB.

5.2.  He ncnonb3oBatb peareHTbl ¢ UCTEKLIMM CPOKOM FOAHOCTM.

5.3.  He ncnonb3oBath peareHTbl ApYyrnx Npov3BoanTeNei.
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5.4. Henb3d “Cnonb3oBaTb peareHTbl M3 HabOPOB pasHbIX CEpUiA WM CMeLuMBaTb WX B
npoLecce aHann3a, Kpome Hecreumnpruyeckmx KOMNOHEHTOB Habopa (cMoTpm . 2.2).

55. He nogeeprartb peareHTbl BO3AEWCTBMIO BbICOKMX TeMMepaTyp W NPsAMbIX COMHEYHbIX
Ny4ein B npouecce UCMOMb30BaHNS Y XPaHEHNS.

5.6. HeponyctyMo 3amopaXkmBaHve Habopa peareHToB, Kak Lie/IMKOM, TaK U OTAeNbHbIX ee
KOMMOHEHTOB.

5.7.  VccnefoBaHus NPOBOAMTL B NMOMELLEHUN C KOMHATHOW TeMnepaTtypoii (B COOTBETCTBUM
C AeVCTBYHOLLEN HOPMATMBHON AOKYMEHTaLMENR).

5.8. He npoBoguTb UccnefoBaHWUs B MPUCYTCTBUM NapoB LLeNoYel, KACIOT, albAer1aos, B
3arblIEHHOM MOMELLEHNMN.

59. [Ond [AesvHeKuMn KCnonb3oBaTb peareHTbl, He OKasblBatoLiMe BO3LENCTBMA Ha
(hepMeHTATMBHYIO peakuuio: Ae3vH(UUMpYIoLMe CpeAcTBa Ha OCHOBE YETBEPTUYHBLIX aMMOHMEBbIX
COefJMHEHWIA, CMNPTOB, TPETUYHbLIX aMUHOB.

5.10. B nomelleHun, rae NpoBOAUTCA UCCeA0BaHUe, HE UCMO/b30BaTh Ae3VH(MUMpYoLme
CpefCcTBa, CoflepKallyie akTUBHBIA KUCMIOPOA U XN0p.

5.11. Vcnonb3oBaTtb YMCTYHO, TLLATE/ILHO MPOMbITYIO 1abOPaTOPHYHO Nocyay.

5.12. Kicnonb3oBaTb NpoLlefLire Baivaaumio 4o3aTopbl 1 060pyaoBaHMe.

5.13. Tpu pabote c obpasamMun W peareHTamy Habopa WCMONb30BaTb YMUCTbIE, HOBbIE
0[HOPa30Bble HAKOHEYHWKM OTAENbHO A1 KaXKA0ro aHa/M3vMpyeMoro obpasya u KOMNoHeHTa Habopa
peareHToB.

5.14. Tlpn 4aCTMYHOM MCMNOMb30BaHMN Habopa peareHTOB 3arnpeLieHo CMBaTb OCTaTKU
HEenCcnoNb30BaHHOI0 KOMMNOHEHTa Habopa 06paTHO BO ()/IaKOH.

5.15. WCKNUYnUTb KOHTaKT MeTaNIn4yecknx npegmetos ¢ TMB.

5.16. Wcnonb3oBaTb HOBble OAHOPA30Bble BaHHOYKW [/1 KaX4Oro KOMMOHeHTa Habopa
peareHToB.

5.17. He wucnonb3oBatb OAHY W Ty >Xe €MKOCTb, B TOM 4MC/ie W MHOropasoBylo, Mocne
npombIBKK, ans TMB.

5.18. PekomeHayeTcsa ansa otéopa TMB m1cnonb3oBaTh pasHble 403aTOPbl MUNETOUHbIE. [pu
MCNONb30BaHMN OAHOrO [o3aTopa HeoO6XOAMMO TLWATENbHO CNeauTb 3a YWUCTOTOW MOCaZ04YHOro
KOHyca fo3aTtopa. lepes CMeHOM peareHTa TwaTe/ibHO 06pabartbiBaTb BHYTPEHHIOH W BHELLUHIOH
MOBEPXHOCTUN Nocafo4Horo KoHyca 70% 3TWUI0BbIM CIUPTOM.

5.19. [ng oTMbIBKM MIMMYHOCOpP6EHTa peKOMeHAYeTCA UCNOAb30BaTb aBTOMAaTUYECKOe Un

1 PY4YHOE MPOMbIBOYHOE YCTPOMCTBO. B KOHLE paboyero AHA HEO6XOLMMO MPOBOAMTL MPOMbIBKY
CUCTEMbI MOAAYN XWUAKOCTU AUCTWUIIMPOBAHHON (4eMOHM3MPOBaHHOM) BOAON. He pexke 1 pasa B
Hefento cnefyeT obpabaTbiBaTb LUMAHTM M €MKOCTU MPOMbIBOYHOIO YCTpoicTBa 70% 3TWUI0BLIM
CNUPTOM.

6. OBOPYAOBAHWVE N MATEPUNADI

- TEpMOrMrpoMeTp, MNO3BOMSAIOWNIA M3MepPATb TeMmnepaTypy Bo3gyxa B [AuanasoHe O-
30°C=0,2°C, oTHOCUTENbHYIO BNAXKHOCTL - 20-90%.
[03aTopbl  1ab0paToOpHble  MEpPeMEHHOro 06beMa OAHO- W MHOrOKaHaslbHble
BMeCTMMOCTbIO OT 10 o 1000 mKn;
HaKOHEYHWKM O0fHOpa3oBble K Ao3aTopam /1abopaTopHbIM BMeCTMMOCTbIO OT 10 g0
1000 MK,

- BaHHOYKW A/ pa3BefeHns KOMMNOHEHTOB;

- MUKpoueHTpudyra nabopatopHas Ha 1000-3000 06/MuH;

- TepmocTaTMpytoLlee YCTPOMCTBO A8 MNMaHWETOB (MM TepMocTaT) € PeXUMoMm
TepMmocTaTupoBaHms 37+1°C unuM opbuTanbHbIN TepMoLUerKep, NOAAEPXKMBALOLLNIA
TemnepaTypy 37+1°C 1 ¢ YacToTOI BpaLleHus nnatgopmbl 700 06\MUH. ;
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YCTPOMCTBO A1 NPOMbIBaHUA NJaHLweTa (BoLuep);

CMEKTPOPOTOMETP  BEPTMKAIbHOMO  CKaHUPOBAHUA  MO3BOMAKOLWMIA  BbINOHATb
M3MepPeHUs OMTUYECKOW MIOTHOCTM COLEPXMMOro flyHOK nnaHweta npu 450 HM
(ocHoBHON (unbTp) ¥ 620-680 HM (pethepeHCHbI (UNLTP) WM aHanM3aTop
aBTOMaTUYeCKNA UMMYHO(EPMEHTHBIV OTKPbITOr0 TUNa;

XOMI04UNIbHasA U MOPO3W/IbHAA KaMepa;

LUWIVHAPLI MepHble He HMKe 2 Kracca ToYHocTu obbemom 100 m 1000 mn, Konba
naboparopHasi BMeCTUMocTbio 1000 m;

eMKOCTb C KPbILLKOI AN5 XKUAKOr0 [ie3.CPeLCTBa;

BOAa AMCTUNMPOBAHHASA N LeVOHWU3NPOBaHHas;

Oymara (punbTpoBasbHas;

Taimep;

0[HOpa30Bble HeCTepPWU/IbHbIE MEANLMHCKME MepyaTKu;

nabopartopHas nocyaa.

7, AHANMN3NPYEMBIE MPOBLI
) 7.1. HaTtuBHasd CbIBOpPOTKa, Nnasma (C renapuHom, umutpatom Hatpus, OLATA) Kposu
| yenoBeKa. AHaNNTMYECKNiA 06beM ob6pasua- 10,0 mkn.

7.2.  O6pa3supl CbIBOPOTKM (N1asmMbl) KPOBY 0 aHanmn3a MIPA xpaHuUTL He 60/1ee 7 CyTOK Npu
Temnepatype oT 2 o 8°C. [OsmTeNlbHOe XpaHeHWe (40 6 MecsALeB) aHaM3MpyemblX 06pasLoB
OCYyLLecTBNATL Npu Temnepartype muHyc 20°C.

7.3.  3aMOpOXeHHble 06pa3ubl Nepef MccnefoBaHWEM MporpeTb Ao Temnepatypbl (17 go
27 C) TwWaTenbHO nepemMewarb A0S YCTPaHEHWA BO3HMKAIOWEro Mpyv 3amMopo3ke rpajueHTa
KOHUeHTpauuid. Tpn pabote € pasMOPOXeHHbIMU 0b6paslaMu ChnefyeT yuuTblBaTb, YTO Kaxias
nocnegytowas 3amopo3Ka-pasmMopo3Ka CHUXKAeT KayecTBO wuccnegyemoro matepuvana. C  Uenbo
MOJlyYeHNs  [OCTOBEPHbIX pe3ynbTaToB  MCCMef0BaHUS, MPOV3BOAMTENb Habopa peareHToB
PEKOMEeHAYeT WCMO/Mb30BaTb TOMIbKO OLHOKPAaTHOE 3aMOpaXKuBaHWe-pasMopakusaHue o06pasuos, a
TaKXXe XpaHeHNe HECKO/TbKUX 3aMOPOXKEHHBIX a/IMKBOT 06pasLia.

7.4. He pekomeHAyeTCA MCMOMb30BaHWe [AN1S MCCNefoBaHWA 06pasloB C MOBbLILIEHHbLIM
COAepXXaHneM nunuaos u (WaM) € Npu3Hakamu remonnsa, M (M) C BUAMMBIM  MUKPOOHBLIM
3arpsisHeHMeM («npopocTOM»).

7.5.  O6pasubl, cofepxallime 0CafoK, B3BELLEHHbIe YaCTuLbl, Mepes aHaInM3oM MoABEPrHyTh
LIeHTPUQyruposaHuio B TeyeHre 10 MuH npu yacToTe BpaeHns 3000 06/MUH.

BHumaHue!

Mepes NOATrOTOBKOW peareHToB K paboTe M NpoOBefeHUEM UCCefoBaHUA NPOU3BOAUTENb
HaCTOATENbHO PEKOMEHAYeT elwe pa3 npoumtatb pasgen «Ob6ecneyeHme KayecTsa
nccnefoBaHWi» HaCTOALLEN MHCTPYKUUN NO NPUMEHEHUIO.

8. noagroToOBKA KOMIMOHEHTOB AJ1A MCCNTIEAOBAHUA

8.1, [peaapuTenbHble MaHUMYNALNN

lMepep “cnonb3oBaHNEM BCKPbITL YNaKOBKY Habopa peareHToB 1 U3B/eYb BCE KOMIMOHEHTI,
BK/IHOYaA 3aneyvaTaHHblin IMMYHOCOPOEHT.

BblgepxaTb KOMMNOHeHTbI B TedeHre 30 MUH npu Temnepatype oT 18 fo 28°C, akKypaTHO
nepemMeLLaTh.

BHumaHue! K(+), K(-), PPO, PK, TMb n Cton-peareHT rotoBbl K UCMO/Mb30BaHUIO U He
TpebytoT LONOMHUTENbHBIX Pa3BeAeHuiA.

Hewncnonb3oBaHHble K(+), K(-), PPO, PK, TMB un CTton-peareHT XpaHUTb B YMNakKoBKe
NPOM3BOAMTENS Npy TeMnepaType oT 2 Ao 8°C [0 UCTeYeHUs CpoKa rogHoOCTN Habopa.

KomnoHeHTbl @ CB-T (x26) npefAcTas/eH B BUAe KOHLEHTpaTa. TpebytoT pa3BefeHus.
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8.2. TogrotoBka VMiMmyHocopbeHTa

BCKpbITb NakeT ¢ VIMMYHOCO6EHTOM. YCTaHOBUTb B pamKy IMMyHOcCO6eHTa HeobxoanMmoe
KONMYeCTBO CTPUNOB. Hencnonb3yemble B aHHOM MOCTaHOBKE CTPUIbI Cpasy Moc/ie BCKPbITUS NakeTa
C MNaHLIETOM MOMECTUTb B (ho/brmpoBaHHbLIN NakeT ¢ 3acTeXKoil Tuna zip-lock. M3 naketa yganutb
OCTaTOYHbIN BO34YX, 3aKPbITb 3aCTEXKY, Y6paTb B XONOANIbHYIO Kamepy.

XpaHUTb HeWUcnonb3oBaHHbIE CTPUMbI MU Temrnepatype oT 2 Ao 8°C [0 UCTeYeHUsA CpoKa
rogHocTV Habopa peareHTOB.

PamMKy  nnaHwerta cpasy MOCMe  MCMOMb30BaHUA  MPOMbITb  AUCTUNIMPOBAHHOM
(aevoHm3mpoBaHHOM) BOAON. 3atem - 70% 3TWUNOBLIM CAMPTOM W MOBTOPHO AMCTWUIIMPOBAHHOM
(AenoHM3MpoBaHHO) BOAO. MpPOC34nnTb, UCMONL3YSA (PUNLTPOBaIbHYIO ByMary. XpaHUTb B YNakoBKe
MPOV3BOANTENS BMECTE C APYrMU HEUCMO/b30BaHHLIMUN peareHTamu.

MMyHOCOPGEHT (CTpUNbI) UCMO/b30BaTb OAHOKPATHO!

8.3.  lMpuroToBneHue paboyero NpombIiBOYHOro pacteopa ®Chb-T

BHumaHve! B npouecce XpaHeHWA M TPaHCMOPTUPOBKM KOHLIEHTpaTa MpPOMbIBOYHOIO
pacteopa (PCB-T (x26)) BO3MOXKHO BbINaAeHNe 0cagKa Coreil.

Mpy Hannuum ocagka Bo (hnakoHe ¢ PCHB-T (x26) Bbigepxartb npu Temneparype 37+1°T no
MOJTHOrO PaCTBOPEHWUS COSEN.

Pabounin NpoMbIBOYHbLIA pacTBop PCB-T rotoBsT credytowmm o6pa3oM: B Konbe cMellmBaroT
cofepxxumoe thnakoHa @CB-T (x26) ¢ 750,0 Mn BoAb! ANCTUNIMPOBAHHOA.

Mpy “CNOb30BaHNM OJHOMO UIN HECKO/IbKMX CTPUMNOB VMIMMyHOcopbeHTa Heo6xo4umoe

KONMYecTBO paboyero npombiBoYHOro pactsopa ®CB-T NpurotoBMTb B COOTBETCTBUM C
Tabnuuein Ne2.

Pa6ounii NPoMbIBOYHbIA pacTBop PCB-T xpaHUTL Npun Temnepatype oT 18 fo 28°C He 6onee
10 aHein unun npy Temnepatype ot 2 Ao 8°C He 6onee 45 AHel.

Heuncnonb3oBaHHbIA KOHLEHTPAT MPOMbIBOYHOro pacteopa (®CB-T (X26)) XpaHWTL B
yrnakoBKe Npou3BoAMTENS NpU TemnepaType oT 2 4o 8°C A0 UcTeveHNs CpoKa rogHoOCTM Habopa.

Tabnuua N92. CBoHast Tabnmua NpMroToBNeHNsS paboymx pacTBOPOB

KONMYECTBO MCTIOMb3YeMbIX Pabounii NpoMbIBOYHbIN pacTBop ®CB-T

CTpunoB., LUT.

®CB-T (x26), mn Boga*, mn

1 2,0 50,0

2 4,0 100,0
3 6,0 150,0
4 8,0 200,0
5 10,0 250,0
6 12,0 300,0
7 14,0 350,0
8 16,0 400,0
9 180 450,0
10 20,0 500,0
u 22,0 550,0
12 30,0 750,0

MpvivevaHVe: * BOAA AVCTWIIVIDOBaHHaS! W [IEVOHMBVPOBaHHaS

9. NMPOBEAEHUVE AHAJTN3A
Tabnuua Ne3 - MNocTtaHOBKa aHanm3a no npoueaype Nel (¢ ncnonb3oBaHWEM TEPMOLLIEKEPA)
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J1an
AHaM3a Mpouenypa aTana aHaM3a MpumeyaHne

1 YCTaHOBTb HEOOXOAMMOE KO/IMHECTBO CTPUMOB B PaMKY MaHLLETa

2 BHectv B ogHy nyHKy 100,0 mkn {+), BHecTu B e iyHKu no 100,0 mkn K(-).

Bpema  BHeceHus  06pasuoB  mpu
B ocTasibHble iyHky ViMmyHocop6eHTa BHecTv 1o 90,0 MCMO/Mb30BaHUM  BCEro  MnaHLLeTa  He
Mkn PPO, a 3arem no 10,0 MK aHanm3npyembiX AO/MDKHO NpeBbiwatb 10 MUH.

3 06pasLoB. Henpasu/iibHOE COOTHOLLEHWE B JyHKE
3aKknemtb  NyHKM  IMMyHocopbeHTa  (CTpuroB) OOGBLEMOB aHa/M3MpyeMoro o6pasua u
npuiaraeMon K Habopy peareHToB M/IeHKOM PPO MOXeT NpMBECTN K WCKaXKEHUIO

pe3yribTara 1ccefoBaHns

4 WHKy61poBaTb VIMMYHOCOP6EHT (CTpUMbI) B TEYeHME 25 MUH B OpOUTa/IbHOM TEPMOLLIENKEPE

Mpy CKopocTy BpatLieHns 700 06/MUH Npu TeMnepaTypa UHKyGaumm: 37+ 1RC
Tpn pasa MPOMbITH TVIAHLLET, PaboyuMM  pPacTBOPOM
®CB-T, BHoca B nyHKu 400,0 MKN pacTBopa.
SKCNOo3MUMa MexXkay atarnamm OTMbIBKU - 30 CeKyHA.
cnonb3oBaTtb  peXXMM  MepPeKpecTHOM  MPOMbIBKM
OTKaUVBaHNA YXXUOKOCTU 113 [IBYX TOUEK [Ha JTYHKM.
5 Mpn OTCYTCTBUM BO3MOXKHOCTM MCMO/b30BATL PEXKUM
NEepPeKPeCTHOM  MPOMbIBKA  HEOOXOAVMO  YBE/IMUMUTD
KO/IMYeCTBO MPOMbIBOK 0 NATY Pas.
Mo OKOHYaHMM MPOMbIBKA MPY  HEOO6XOAUMOCTU
YAa/MTb Bfiary U3 iyHOK, MOCTYKVBas M/aHLLETOM Mo
(hnnbTPOBasTEHON ByMare
Bo Bce nyHku VimmyHocopbeHTa BHecTn Mo 100,0 MKn
PK
3aKkneutb  NlyHKM  VIMMyHocopbeHTa  (CTpMIOB)
npuaraemoin K Habopy peareHToB M/1eHKOM
VHKy6mpoBaTb IMMYHOCOPOEHT (CTPUMbI) B TEYEHME 25 MUH B OpOUTa/IbBHOM TEPMOLLIENKEpE
Mpw cKopocTy BpatleHKs 700 06/MVH Npu TemnepaTtypa MHKy6auumn: 37+ 1RC
Tpn pasa NpOMbITb MNMaHWeET pabousm pacTBopoM BHUMaHMe! HepoctatouHas acnvpauys
®CB-T, BHocA B yHKy 400,0 MKN pacTeopa XMIOKOCTU B JIYHKE MOXET MPUBECTU K
3KCMOo3ULMA MexXay Tarnamu OTMbIBKM - 30 CeKyHL. VCKaXKEHMIO pe3yibTara UCCefoBaHus.
Mcnonb3oBatb  PeXXMM  MEPEKPeCTHOM  MpOMbIBKX [pon3BoauTesb peKomeHayeT
OTKAUMBAHWUSA YMAKOCTM M3 ABYX TOUEK [Ha JIYHKMW. NCMoMb30BaTb  PEXXUM  OTMbIBKM  C
8 Mpy OTCYTCTBMM BO3MOXHOCTM WCTO/Mb30BATb PEXUM MEPEKPECTHON MPUAOHHOI acrmpaLivien.
MEPEeKPeCTHOM  MPOMbIBKA  HEOOXOAVMO  YBE/INYATD
KO/MYeCTBO NPOMbIBOK 10 NATK pa3 BHumaHve! He gonyckatb BbiCbixaHue
Mo OKOHYaHWM MPOMbIBKA MPU  HEOGXOAMMOCTW JIYHOK MMyHOCOp6eHTa B repepbise
YAa/MTb Bfiary U3 SiyHOK, MOCTYKVBAsA MJ/1AHLLETOM M0 MeXy 3aBepLUEHVMEM MPOMbIBOK U
(hmnbTpOBasIbHOM Oymare BHECEHVIEM peareHToB
Bpemsa BHECEHUA TMbB npu
9 Bo Bce nyHKu nnaHLeta BHecTn no 100,0 mkn TMB MCMoNb30BaHUN MOMHOMO M/aHLEeTa He
[O0/DKHO MPEBbILLaTh 3 MAHYTBI.
WHKy61poBaTh IMMYHOCOP6EHT (CTpuMbI) B TeueHre 0 MAH B OpbUTa/IbHOM TepMOLLIeliKepe
Mp1 CKOPOCTY BpaLLeHns 700 06/MiH Npu TemnepaTypa MHKyGaLym: 37+ 1°C
Bpems BHeceHusa CTon-peareHTa npu
MCMO/b30BAHMN MOMIHOTO MJ/IaHLLETa He
[0/DKHO MpeBbILLaTh 3 MAHYTHI

BHumaHue! HepgoctaTouHas acnvipauus
YXUAKOCTU B JIYHKE MOXET MPUBECTU K
VCKaDKEHWIO pe3y/ibTaTa UCCeA0BaHNA.
[MpousBoauTeb pekoMeHayeT
MCMOMb30BaTb  PEXVM  OTMbIBKM  C
MepeKpPecTHON NPUAOHHOM acrivpaLyei.
BHumMaHne! He ponyckatb BbiCbIXaHue
NYHOK IMMyHOCOp6eHTa B Mepepbise
MEXOy 3aBepLUeHVEM  MPOMbIBOK U
BHECEHVeM peareHToB

Bpewms BHeCeHus PK npuv
MCMO/b30BAHUN MOMHOMO M/aHLLETa He
[IO/MKHO MpeBbILLaTh 3 MAHYTHI

10

Peakumio OCTaHOBWUTL BHECEHVMEM B KaXKAYH JYyHKY
mmyHocop6eHTa o 100,0 mkn CTon-peareHTa

V3mepurTb OMTUYECKYHO MIOTHOCTb COAEPXKUMOTO JTYHOK

C NMOMOLLHO CNEKTPOOTOMETPA NP A/IMHEe BO/HbI 450 BHUMaHwe!

HM YYeT peakuym HeobXoa4yMO MPOU3BECTM
W 1cnonb3ys Asa uibTpa: He Mo3gHee, YeM 4epe3 5 MUH. Mocse
OCHOBHO - 450 HV OCTaHOBKM peaKLym

pethepeHCHbIN - 620-680 HM.

Tabnuua N94. MocTaHoBKa anaumnsa no npoueaype N (c UCnonb3oBaHneM TepMocTaTa)

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



«

Tan
aHanm3a

1
2

10

Imbiart

MNpouenypa aTana aHan3a INpumeyaHne

YCTaHOBUTL HEOOXOAMMOE KO/IMYECTBO CTPUMOB B PaMKY NaHLLeTa

BHectu B ogHy nyHKy 100,0 mkn K(+),BHecTu B ABe MyHKM no100,0 mkn K(-).

Bpema  BHeceHus  o6pasuos  mpu
MCMONMb30BaHNM  BCEro  M/aHWeTa  He

B octasibHble nyHKM VIMMYH HTa BHECTWL N
OCTa/IbHbIE N1y YHOCOPOHTA BHECTU 110 )\ e iept T 10 MAH.

90,0 mkn PPO, a 3arem no 10,0 MKN aHa/M3MpyeMbIxX
00pa3LIoB.

3aknents  NlyHKM  VIMMmyHocopbeHTa  (CTpYMoB)
MpraraeMoin K Habopy peareHTOB MN/1eHKON

HenpasuibHOe COOTHOLLEHWE B JyHKe
00beMOB aHanm3npyemoro obpasuia u PPO
MOXET  MNPUMBECTU K  VICKKEHUIO
pe3yrbTata UccrefoBaHns
HKy6upoBaTb VIMMyHOCOpPOeHT (CTpunbl) B TeveHue 30 MWMH B TepmocTaTe, Temrepatypa
MHKyGaun: 37+ 1°C
Tpu pasa MPoMbITb MaHLLET pabounm pacTBopoM  BHumaHve! HepgocTtatouHas acnvpaums
®CB-T, BHocsa B lyHKM 400,0 MKn pacTBopa. XVOKOCTU B JlYHKE MOXET MPUBECTU K
3KCNO3ULWA MeXaY 3TarnaMu OTMbIBKU - 30 CeKyHL.  UCKaXKEeHWHO pesynbTara UCC/efoBaHus.
Mcnonb3oBaTb  peXxvIM  MepPeKpecTHOM  NpombiBKY  [pou3BoauTesib pekoMeHayeT
OTKaUVBaHWA XXUOKOCTU U3 ABYX TOYEK [HA JTYHKM. NCMOMb30BaTb  PEXMM  OTMbIBKM  C
Mpn OTCYTCTBUM BOSMOXHOCTU MCMO/b30BaTb PEXVM  MEPEKPECTHON MPUAOHHOM acrmpaumen.
MEPeKPeCTHOM  MPOMbIBKM  HEOOXOAVMO  YBE/INYUTH
KO/MYeCTBO NPOMbIBOK [0 MATK pas. BHumMaHve! He ponyckaTtb BbiCbIXaHue
Mo OKOHYaHUM TMPOMbIBKYA MPU  HEOBXOAMMOCTY NlHOK KIMMyHOCOpGeHTa B mepepbise
YLaITb Bfary 13 /IyHOK, NMOCTYKVBasA MaHLLETOM M0 MeXay  3aBepLUEHMEM  MPOMbIBOK U
(hnbTpOBasTLHOM ByMmare BHECEHVIeM peareHToB
Bo Bce nyHk ViMmyHocop6eHTa BHecTn mo 100,0
MK PK.
3aKknemtb  NiyHKM  MImMMyHocopbeHTa  (CTpMIoB)
npuiaraeMoii K Habopy peareHToB M/IEHKOM
WHky6upoBsatb IMMyHOCOP6eHT (CTpunbl) B TeyeHne 30 MWH B TepmocTaTe, Temrepatypa
MHKyGauymn: 37+ 1°C
Tpu pasza NPOMbITb M/aHLLET pabounm pacTBopoM BHumaHue! HepoctatouHas —acnmpaums
®CB-T, BHocsa B yHKK 400,0 MKN pacTsopa. YXWOKOCTU B J)LLUKE MOXET MPMBECTU K
3KCMO3ULWA MeXKaY 3Tarnammn OTMbIBKN - 30 CEKYHA.  VCKaXKEHMIO pe3yribTara UCCefoBaHus.
Mcnonb3oBaTb  peXxvIM  NepekpecTHOM  npombieky  [ponssoanTeNb peKoMeHayeT
OTKaUVIBaHWA XXUAKOCTU U3 ABYX TOYUEK [HA /IYHKMW. UCMO/Mb30BATb  PEXMM  OTMbIBKM  C
[Mpy OTCYTCTBUM BOMOXHOCTY MCMOMb30BaTh PEXUM MEPEKPECTHON NPUAOHHOI acrmpaLiviei.
MEePEKPECTHOM MPOMbIBKA  HEOOXOAMMO  YBE/INUMUTH
KO/IMYECTBO NPOMbIBOK 10 NATK pas. BHuvaHve! He pgonyckatb BbiCbiXaHue
Mo OKOHYaHMM MPOMbIBKA MPU  HEOOXOAMMOCTM NYHOK VIMMyHOCOpGeHTa B MepepbiBe
YLa/MTb BNary u3 JiyHOK, MOCTYKVBas M/1aHLLETOM Mo MeXay  3aBepLUeHMEM  MPOMbIBOK U
(hMNbTPOBasbHON ByMare BHECEHVEM peareHToB

Bpemsa BHECEHWA TMbB npu
Bo Bce nyHku nnaHwweTa BHecTV no 100,0 Mkn TMB  MCMO/Mb30BaHUM  MOMIHOrO  MaHLLETa  He

[O/MKHO NpeBbILLaTL 3 MAHYTI.
WHky6urposate VIMMyHOCOpOeHT (CTpunbl) B TeueHve 15 MWH B TepmocTarte, Temreparypa
MHKy6aLmn: 37+ 1°C. Bo3mOXXHa MHKyGaLms Npy KOMHATHON TemrepaType B 3alUMLLEHHOM OT
CcBeTa MecTe

Bpema BHeceHMa PK npu 1cnonb30BaHUn
MOSHOr0  MMaHWeTa  He  [0/MKHO
MpeBbILLaTb 3 MAHYTbI

Bpemsi BHeceHust CTorn-peareHTa npm
MCMOMb30BaHMM MOMHOMO  M/IaHLLeTa  He
[I0/DKHO MPeBbILLATb 3 MUHYThI

PeakUMO OCTaHOBUTb BHECEHVEM B KaXKAYHO JYHKY
VimmyHocop6eHTa rno 100,0 mkn CTorn-peareHTa

3MepnTb OMTUYECKYHO MIOTHOCTb COAEPXKMMOTO SlyHe

C MOMOLLBHO CMEKTPOOTOMETPa NPW A/IMHe BOMHbI 4f  BHMaHWe!

HM YueT peakumm HeobXO4VMO MNPOM3BECTM
WM VCronb3ys Aga ubTpa: He no3gHee, 4Yem uepe3 5 MuMH. nocrne
OCHOBHOW - 450 HV OCTaHOBKM peakLyn

pethepeHCHbI - 620-680 HM.

Mcnonb3oBaHne P A-aHaiM3aTopoB
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I imbiaii
Ha6op peareHToB «3XHHOKOKKIgG-HMBMAH-HOA» agantupoBaH Ans f06bIX OTKPbITbIX

aBTOMATUYECKUX UMMYHO(EPMEHTHBIX aHaNN3aTOPOB.
MpoLieaypy aHanM3a NPoBOANTL TaKXKe, Kak 1 1N PyYHOli MOCTAHOBKU aHa/n3a.

10. PACHYETDI

Pe3ynbTaTbl PErucTpUPYIOT NpY NOMOLLM CNEeKTPO(OTOMETPA BEPTUKA/ILHOIO CKaHMPOBaHMS.

OnTnyeckyto nnotHocTb (OlT) M3mepsadT nMpu AMHe BOAHbI 450 HM WAM UCNonb3ys Aga
tunbTpa - 450 HM (OCHOBHOM thnnbTp) 1 620-680 HM (petepeHCHbIN PUNLTP).

HyneBoi ypoBeHb («6naHK») 3aat0T Mo BO3AYXY.

10.1  Kpwutepun npaBuiLHOCTY TECTA

3HaudeHmne O B nyHKe ¢ K(-) aomkHO 6bITb He 60nee 0,200.

3HayeHue Or1 B iyHKe ¢ K(+) gomkeH 6biTb He meHee 0,500.

Ecnn nonyyeHHble 3HayeHns Ol B lyHKaX ¢ KOHTPO/IbHbIMY 06pa3LamMy He COOTBETCTBYHOT
KpuUTepMsaM NpPaBW/IbHOCTM TecTa, pe3ynbTaTbl TecTa He Y4uTbiBatOT. lccnegoBaHne MNpoBOAAT
MOBTOPHO.

Paccuntartb KpUTMYeCKoro ypoBHs - OI1 kpuT.(Cul off):

OrM Kpwut. = OIN K(-) cpeaHee + 0,200*

*0,200 - KO3(h(hMLMEHT, ONpPeAeneHHbIn MeToAOM CTaTUCTUYECKON 06paboTKM pe3ynbTaToB
MCccnefoBaHN Ha NPeANpPUATUN-U3TOTOBUTENE.

PaccumTarite KoadumumeHT nosutnsHoctn (KM): KM = O o6pasya/Orkput

10.2. WHTepnpeTauns pe3ynbTaToB

Ecnn KIT Tectmpyemoro obpasya meHblie (<) 0,8, pesynbTaT muccrefoBaHus obpaslia cunTaroT
oTpuuaTe/lbHbIM:  UMMYHOr1I06yIMHbI  Knacca 1gG kK aHTureHam Ecblnococcns  granulosus He
06Hapy>KeHb!.

Ecnn KT Tectupyemoro obpasua 6onblue nnm pasHo (>) 1,2, pesynbTaT uccnefoBaHus obpasta
CUMTaOT MOMOXKUTENbHBIM: MMMYHOII06yNMHbI Knacca 1gG K aHTureHam Echinococcus granulosus
06Hapy>KeHbl.

Ecnm KIM Tectnpyemoro o6pasuya 6onbwe uam pasHo (>) 0,8 u MeHblue (<) 1,2, pesynbtar
nccnefoBaHMs obpasya cCuUMTatoT NorpaHNYHbIM.

B cnyyae norpaHW4HOro pesynbrata PeKOMeHAyeTcs MOBTOPHO WUCCNefoBaTb 3TV 06pasupl
napansieflbHo ¢ obpasyamm faHHbIX NaLneHToB, B3ATbIX Yepes 2-4 Hefenn.

[ns oueHKy TUTpa obpasua onpegennTe aAvanasoH, B KOTOPbIN nonagaet 3HaveHve KI1 obpasua:
Tabnuua N25. OpreHTUPOBOYHOE COOTBETCTBUE KOhduumeHTa nosmTueHocTU (KIM) u TuTpa
ncenesyemMoii CbiBOPOTKM

3HayeHue KI1 Pe3synbtart
MeHbLue 0,79 oTpULATE/bHbIN
ot 0,8 1o 1,19 NorpaHNYHbI
ot 1,20 go 2,00 MonoXuTenbHbI, 06paseL, ¢ TUTPOM MMMYHOI/106y/IMHOB
knacca IgG K aHTureHam Echinococcus granulosus 1:100
ot 2,01 no 4,00 MonoxxnTenbHbIn, 0bpaseL, C TUTPOM MMMYHOTI100y/IMHOB
knacca lgG K aHTureHam Echinococcus granulosus 1:200
ot 4,01 go 8,00 MonoxnTenbHbIn, 0bpasew, C TUTPOM UMMYHOT100y/IMHOB
knacca 1gG K aHTureHam Echinococcus granulosus 1:400
ot 8,01 no 16,00 MonoxuTenbHbINA, 06paseL, ¢ TUTPOM MMMYHOT 106y IMHOB
knacca 1gG k aHTureHam Echinococcus granulosus 1:800
6onbLue 16 MonoXuTenbHbIA, 06paseL, ¢ TUTPOM MMMYHOT 100y IMHOB

knacca IgG Kk aHTureHam Echinococcus granulosus 1:1600
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11.  YTUNN3AUWNA OTXO40B

11.1. YHMUTOXEHWE N YyTUM3aLMI0 HAb0POB peareHToB CrefyeT NPOBOAUTL B COOTBETCTBUM
¢ CaHlNMunH 2.1.3684-21 «CaHWUTapHO-3NNLEMNONOrMYeCKNe TpeboBaHNSA K COAepXXaHNIO TEPPUTOPUI
FOPOACKMX W CeNbCKMX MOCENeHW, K BOAHbIM 06bekTam, MUTLEBOM BOAE U MUTLEBOMY
BOAOCHAOXeHWIO, aTMOC(EpPHOMY BO34yXYy, MO4YBaM, >KW/bIM MOMELLEHMAM, 3KCnyaTauum
MPON3BOACTBEHHbIX, OOLECTBEHHbIX MOMELLEHWUIA, OpraHu3auMm W NPOBEAEHUIO CaHUTapHO-
NPOTMBO3NUAEMUYECKMX (MPOUNAKTUYECKMX) MeponpusaTuii» n MY-287-113 «MeTognyeckue
yKazaHus No  Ae3nHekunn, MPeacTePUNN3aLMOHHON  OYNCTKE W CTepuamsauum  U3aenui
MeMLMHCKOr0 Ha3HaYeHus».

11.2. Bce NpoMbIBHblE pPacTBOPbI, COBpaHHbIE B CMeunabHbI KOHTENHEP U 06paboTaHHble
[e3NHDUUMPYIOLLMMN  CPeACTBaMM, paspelleHHbIMU 418 MPUMEHeHUs Ha Tepputopun PO B
yCTaHOB/IEHHOM MOPSAAKe, CneayeT YTUAN3NPOBaTh Kak 0TX0Ab! Knacca b.

11.3. Bce TBepAble OTX0Abl, COOpaHHble B CreuuabHblii KOHTeliHep, 06e33apakeHHble B
CoOTBETCTBMM €  TpebosaHuamn  CanlnH  2.1.3684-21  «CaHWUTApHO-3NNLEMMNONOTMYECKNE
TpeboBaHMS K COLEepXXaHWUIO TePPUTOPUIA TOPOACKUX U CEeTIbCKUX MOCENEHNI, K BOAHbIM OObEKTaM,
NATLEBOW BOAE W MNUTLEBOMY BOLOCHAOXEHWIO, aTMOCHEPHOMY BO3AYXY, MNOYBaAM, >KU/bIM
NOMELLEHNAM, 3KCMNyaTaumMm MNPOU3BOACTBEHHBIX, OO6LLECTBEHHbIX MOMELLEHWIA, OpraHu3aunm u

| NPOBEAEHNIO CaHUTAPHO-NMPOTUBO3ANUAEMUNYECKMX (MPOUNAKTUYECKNX) MEPONPUATUA», CrefyeT
YTUNN3MPOBATL KakK 0TX0/bl Knacca b.

11.4. Hemcrnonb3oBaHHble HabOpbl peareHToB C WCTEKLUMM CPOKOM T[OLHOCTU  Mepeq,
yTUAn3aLuen cnepyeT pasyKoMNIeKToBaTh.

11.5. Hemncnonb3oBaHHbIN KOHLEHTPAT NPOMbIBOYHOIO pacTBopa CreayeT YTUAN3MPOBaTb,
KaK 0TX0Abl Knacca A.

11.6. Hewucnonb3oBaHHble K(+), PK uMMyHOCOp6eHT cneayeT o06e33apaxuBatb W
YTUNN3NPOBATb, Kak MeAULMHCKME 0TX0Ab! Knacca b.

11.7. Hewucnonb3oBaHHble TMB 1 cTON-peareHT cneayeT yTUIM3NPOBaTh, KakK 0TX0Abl Knacca
r.

11.8. YTunmsaums nNpoBOAUTCA CNeunanvM3vpoBaHHbIMU OPraHn3aLusaMmn, KoTopble MMEKT
NINLUEH3MI0 Ha NpaBo YTUAN3aLUUN MeAULIMHCKUX OTXOL0B.

12 OTPAHUNYEHWE TECTA

CnepyeTt NOMHWTb, YTO pe3y/ibTaTbl TECTUPOBAHUSA Ha aHTUTENA He MOTYT ObITb €AVHCTBEHHbLIM
KpuTepreMm [nA AWArHOCTUKWA WM WUCKNHOYEHWUA 3XMHOKOKKO3a, WX [NA OnpefeneHus craTtyca
NHDEKLMN.

OTpuuaTtenbHbldi  pe3ynbTaT  WCCNEAOBaHWA  MpU  HaIU4YUM  UHULNPOBAHUSA
OXNHOKOKKOM BO3MOXKEH:

- B UHKY6aLMOHHbIA 1 HaYa/lbHbIN Nepuosbl 3a60/1eBaHNS;

- Y MaUMEHTOB CO ClabbiM MMMYHHbLIM OTBETOM (COCTOSIHWME MMMYHOCYMPECCUK).

13. CPOK IOAHOCTWN, yCnoBunA TPAHCNOPTUPOBKWN N XPAHEHNA
CpOK FOAHOCTK, YCMOBUA TPAHCMOPTMPOBKN N XpaHeHWs Habopa peareHToB M KOMMOHEHTOB
npefcTaBneHbl B Tabnnie Nob.
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Tabnmua Ka6. Cpok rogHoCTW, YCNOBWA TPAHCMOPTUPOBKA U XpaHeHus Habopa peareHToB K
KOMMOHEHT 0B
MapameTp Mepuopa Ycnosus
XPaHUTb B YNaKOBKe MPOU3BOAUTENS, NPU

TemnepaTtype oT 2 00 8°C 1 BNaXXHOCTU He
CpoK rogHoctun Habopa paryp A

24 mecsua 60nee 50%.
peareHToB
BHumaHune! 3amopaxusaHue He
[lONycKaeTcs
B TEHEHIE CpoKa npwn Temnepartype ot 2 go 8°C
TpaHcnopTupoBkKa rOAHOCTK
10 cyTOK npv Temnepatype go 28°C
BCKPBITLIE KOMMOHEHT!: B TEYEHMNE CPOKa XPaHWUTb B YNakKoBKe MPOV3BOANTENS NPU
K(*), K(), ®CB-T (x26), rogHocTu H§6o a TEMI‘IE aT ye 0T 2 10 SQ’C n Bﬁa)KHOCTI/FI) He
TMB, PK, PPO, CTon- A P batype oT <A
peareHTOB 6onee 50%

peareHT, IMMyHOCOp6EHT

Pa6ouuii MPOMbIBOYHbIiA He 6onee 10 cyToK npu Temnepatype ot 18 fo 28°C

pactsop ®Cb-T He Goriee 45 CyToK  Npy TemnepaType oT 2 7o 8°C

14. rapaHTuniinblie OBASATE/IbCTBA

Mpon3soanTeNb rapaHTMPYyeT COOTBETCTBME Habopa peareHTOB «3IXMHOKOKK 19G-MMBUAH-
N®A» TpeboBaHNAM HOPMATUBHOM W TEXHUYECKOW [AOKYMEHTaUMK, a TakkKe KayecTBo MW
6e30nacHOCTb MPOAYKTA B TeYeHWe BCEro CpoKa rogHocTu.

Peknamaumy Ha cneyuguyeckme 1 usnyeckre CBOKCTBa Habopa peareHTOB HanpasisATh B
agpec

npegnpuatua-usrotosutens: OO0 «MIMBUAH J1AB», 630559, o6n. Hosocubupckas, p.n.
Konbuoso, CagoBas, gom 2/7, aTax 2 nomeLy, 2

Ten. +7(383)2130071, mfo@imbian.ru. www.imbian.ru.

15. ®OPMA NMOAAUN PEK}'IAMALI,VII7I

[na npoBefeHns paccnefoBaHUs W MONYyYeHWS OOBLEKTUBHBLIX BbIBOAOB MO  3asB/IEHHONA
peknaMaumm HeobxoaMmo NpPesocTaBuTb:

- peknamMauvoHHbIA  Habop peareHTOB C COMPOBOAUTENIbHBIM MUCbMOM, COAEPXaLLvm
MH(OPMaLMIO O BbISB/IEHHbIX HECOOTBETCTBUSX;

- uccnefyemble 06pasupl;

- MPOTOKO/bl WCCNEA0BaHWUIA, BbIMO/HEHHbLIX APYrMM MeToAoM (yKasaTb HauMMeHOBaHWe,
Cepuo, CPOK rofHOCTN Habopa);

- NPOTOKO/bI UCCNEA0BaHUIA, BbIMO/HEHHBIX ped)epeHCHbIM HAbopoM (YKas3aTb HauMeHOBaHVe,
Ceputo, CPOK roAHOCTY Habopa).
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16. CMBOJIbl MAPKUPOBKW
Tabnuua Ng7- CMBO/bI, MPUMEHSIEMbIE MPU MapKUPOBKe
CumBon HanmeHoBaHWe cumBona CumBon HanmeHoBaHMe cumBona

3anpeT Ha NOBTOPHOE
Wcnonb3osatb o

NpUMeHeHue
[JaTa nsrotosneHus A OcTopoxkHo!
He gonyckatb BO3feincTaus
LOT Howmep cepuu 'K CO/THEYHOr O CBeTa

Copep>XXnmoro 4oCTaTovHO

REF Homep no katanory 179 96 TECTOB
D3 O6paTnTECh K MHCTPYKLMU VI3rOTOBTENb
M0 NMPUMEHEHIIIO

TemnepaTypHbIiA AranasoH He ncnonb3osaTb npu
2X MOBPEXAEHHOI yNnaKoBKe

Bepeub OT Barun Bronoruyeckuii puck

H302: BpeaHo npu
npornaTbiBaHnn
H315: Mpu nonagaHnn Ha

KOXY Bbl3bIBaET ND MeaununHCKOoe n3genve ans
pasgpaxeHve AMarHoCTUKM in vitro

H319: lNpu nonagaHun B
rnasa BbI3blBaeT
BbIpaXXKeHHOE pasfpaxKeHvie

17. WTPUNXKOA
17.1. LUTpuxkog Habopa peareHToB «XMHOKOKK 1gG-IMBUAH-N®A» - 4 620102 803901

Pa3paboTtan [.B. bytopuH
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