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MEANUWMNHCKOE N3AENNE

Hab6op peareHToB N9 HMMYHO(EPMEHTHOIO ONpejesieHns UMMYHOr106ynnHoB knacca G
(1gG) Kk aHTUreHam HemaTtog poga Anisakis B CbIBOpOTKe (N1a3Me) KPOBU YenoBeka
«AHmnzaknaa lgG-MMBUAH-N®A» no TY 21.20.23-427-41390295-2022

BeepgeH B aelictaue: 01.02.2022
Cpok feincTeuns: 6eccpoyHo
Bepcusa: 01

PASLOEN 1. VAEHTUNPUNKALUWA HABOPA PEATEHTOB N CBEAEHWA O
NMPOMN3BOANTEJIE

1.1 HanmeHoBaHMe Habopa peareHToB

Habop peareHTOB 4/19 UMMYHO(EPMEHTHOIO ONpeseneHns UMMYHOr1o6ynmHoB knacca G (1gG)
K aHTUreHam Hemartof poga Anisakis B CbIBOpPOTKe (Nna3me) KpoBu venoBeka «AHu3akuga 1gG-
VMBUNAH-N®A» no TY 21.20.23-427-41390295-2022

1.2 PekoMeHAaLUM U OTpPaHUYeHNs N0 NPUMEHEHWI0 HaGopa peareHToB

Habop peareHTOB A1 MMMYHO(EPMEHTHOIO OnpegesieHnss UMMYHOTrI00y/IMHOB Kacca
G (IgG) k aHTMreHam Hematof poga Anisakis B CbIBOPOTKe (Msa3Me) KPOBM YesioBeKa
«AHun3aknpa 19G-MMBUAH-NDA» no TY 21.20.23-427-41390295-2022 npefHasHayeH Aas
KayeCTBEHHOr 0 BbISIB/IEHWS MMMYHOr/106yMHOB Knacca G (1gG) K aHTUreHam HemaTof poga
Anisakis B cbiBOpOTKe 1 nna3me (¢ QATA, renapvHom uam LMTpaTOM HaTPUS) KPOBU YesioBeKa
MeToA0M TBepA0a3HOro HenpsAMoro MMMyHodepMeHTHoOro aHanusa (M>®A).

Hab6op peareHToB «AHu3aknaa lgG-IMBUAH-N®Ax» peKoMeHAyeTCA NPUMEHATb ANS:

. AVNarHoCTUKN AHM3aKM03a.
. KOHTPO/IS 3((hEKTUBHOCTY NIEUEHNS U ANArHOCTUKMN PeLyavBa.
. ANs CEPO3NUAEMUONOTMYECKOI NArHOCTMKN AHM3aKIAO3A.

TONbKO 4Na AMarHOCTUKM in Vitro.

O6nacTb NPUMEHEHNUA - KIMHWYeCKas 1labopaTopHas AnarHoCcTuKa.

MpogeccrnoHanbHbI YPOBEHb NOTEHLMaNIbHbIX MOMb30BaTENEN

Habop peareHToB «AHM3aknga 1IgG-MMBUNAH-NDA» npefHa3Ha4veH as
NPOecCMOHaNIbHOIO NPUMEHEHMWS B KNMHWYECKOW 1abopaTOPHOI AMarHOCTUKe creuuanbHO
06YyY€EHHbIM MEPCOHaIOM C BbICLUMM UN CPEAHUM MEAULIMHCKIAM, U BUONOTNYECKUM
06pa3zoBaHNeM, MPOLLEALLINM NOArOTOBKY Ha IMLIEH3MPOBAaHHbIX KypcaxX nepBuyHoi

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCTIbITAHIW W PETMCTPALIMI MEAHLMHCKWX H3OENHIA



cneuumanmsaumm no pabote ¢ NAaTOreHHbIMU 415 YenoBeKa MUKPOOPraH13mMamMu 1 nofy4vmBLINM
[ONONHUTENbHOE CnelnanbHoe 06pa3oBaHMe Ha Kypcax NoBbILEeHWs KBaIM(hMKaLmu.
TpeboBaHUA 6e30MacHOCTM K MeAULMHCKM nabopatopmsm npueeaeHsl B FTOCT P 52905-2007.

1»3 KOHTaKTHbIe JaHHble NPOn3BOAUTENSA

OOLLECTBO C OrpaHMYeHHOW OTBeTCTBEHHOCTblO «VMBUWAH J1AB» 630559, Poccuiickas
depepauns, Hosocnbnpckas obnacts, p.n. Konbuoso, Cagosas ynuua, 4. 2/7, nomewy,.2 atax 2,
e-mail: info@imbian.ru

1.4 DKCTPEHHbI KOHTaKT
Ten.: 8 (383) 209-34-54

PA3OEN 2. UAEHTUOUKALNA ONMACHOCTU (ONMACHOCTEW)

2.1 CsefeHus 0 KnaccudukauuyM OnNacHOCTU Habopa peareHTOB B COOTBETCTBUM C
3aKOHOAaTeNbCTBOM, [e/CTBYIOLM HA TEPPUTOPUM 06paLLeHMs NPoaYKL MUY

MoTeHLMa/bHbIN PUCK NPpUMeEHeHWS Habopa peareHToB - Kacc 26 [3].

CTon-peareHT 06nafaeT pasgpaxarowym aencrevem [8].

K(+),n K(-) - noTeHumManbHO MH(ULMPOBaHHbIN Buonornyeckuii matepman [4-7].

Mpn NocTaHOBKe aHa/M3a BCe OCTa/IbHble KOMMOHEHTbI Habopa peareHToB, a TakXKe ynakoBKa
(Loy-60KC 13 KapToHa, (D1aKOHbI C KPbILLIKaMUW, BKIagbIll U3 NONU3TUIEHTepediToNnara), nieHka
[NA 3aKNenBaHWA NnaHWeTa He OKasblBatOT BPEAHOro BO3AENCTBMA Ha OpraHn3M 4enoBeka.
CocTaB XNLKNX KOMMNOHEHTOB Habopa peareHToB cm. 3.2.

2.2 IneMeHTbl MapKUPOBKM, BKOYas Mepbl NPeA0CTOPOXHOCTM

BHeLWHsAS MapKMpoBKa, HaHeceHHass Ha Habop peareHTOB, W BHYTPEHHSAS MapKUPOBKA,
HaHeceHHast Ha KOMMOHeHTHI, o [9,10].

Ha 3TukeTKax BCeX KOMMOHEHTOB YKa3aHO: «MeanLuMHCKOe n3aenve Ans AUarHoCTUKK in Vitrox,
YCNOBUS XPaHEHWS.

Ha aTukeTKe nakeTa ¢ «MIMMYHOCOPOGEHTOM AOMKHO ObITb YKa3aHO «96-1yHOUYHbIA pa3topHbI
MOIMCTUPONOBLIV MNAHLLET AN UMMYHOMOMMYECKNX Peakuuid ¢ MIoCKUM gHoM (12 cTpunos no
8 NyHOK) C copbypoBaHHbIM PEKOMOWHAHTHLIMW aHTUreHamMmu Hematof poga Anisakis, «He
MCNOMb30BaTh NOBTOPHO», «He MCMOob30BaTh MNPV MOBPEXAEHHON ynakoBke», «CoLepXXMMOro
A0CTaToO4HO Ans 96 onpeaeneHnin», «bepeyb OT Bnarm».

Ha 3TUKETKaX (hnakoHoB c KOHTPO/IbHbIMM obpasuamu (K(+)n
K(-)) B0/MmKHbI 6bITb HaHECEHbI CBEAeHNA 00 NHAKTUBALMMN U YKa3aHO «BMONOrMUYeCcKnin pucks.
Ha aTukeTkax ¢akoHoB ¢ TMB [JO/MKHO ObITh YyKa3aHO «He ponyckatb BO3L4EACTBMA
COJIHEYHOr O CBETax.

Ha atukeTtkax Cton-peareHta, K(-), K(+),®CB-Tx26, PPO, PK,TMB f0/mKHO ObITb YKa3aHO
«OCTOpOXHO! O6paTUTECH K COMPOBOANTE/BHON JOKYMEHTaLMMN».

Ha aTukeTkax hnakoHOB co CToM-peareHTOM AO/MKHA ObITb yKaszaHa npegynpeavTenbHas
MapK1poBKa «BOCKNNLATENbHbIN 3HAK».

Ha aTnkeTKe KOpPOOKM C HABOPOM peareHToB yKaszaHo «AHTUTeNa K BNY-1,2 n Bupycy renatuty
C 1 HBSAgQ OTCYTCTBYIOT», 1 TOBapPHbI 3HAK NPeLNpUATUS U3roTOBUTENS, HAHECEHbI CUMBO/IbI
«BNONOrNYecKNiA puUCK», «BoCKMLATENbHBIA 3HaK», «[18 OUMarHOCTUKM in Vitro», «[ns
KNMHWYECKOW NabopaTOpHO AMarHOCTUKM», «OBpaTUTECh K MHCTPYKUMMW MO MPUMEHEHMIO»,
KOMMYEeCTBO ONpefeNieHnin 1 Haanuch «3aMopaXkKuBaHMe He A0MYCKaeTCs».

2.2.1 CurHanbHoe cnoBo «OCTOPOXHO»
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2.2.2 CMBO/bI OMACHOCTU

«BocknmuaTenbHbIn 3HaK»

HaHeceHO Ha ynakoBke Habopa peareHToB 1 CTor-peareHT

H302: BpegHo npw npornatbiBaHWM

H315: MNpn nonafaHnn Ha KOXXY Bbi3bIBaET pasfpakeHue

H319: Mpu nonagaHnn B rna3a Bbl3bIBaeT BbIPWKEHHOE pa3fpakeHne

«BMONOrnMYecKnii puck» -

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

PA3JE/ 3. COCTAB (MH®POPMALIA O KOMMOHEHTAX)

3.1 CBefeHMa 0 Habope peareHToOB

HaGop peareHToB - KOPO6Ka C BKMa/bILLIEM, COAEPMALLAS KOMMOHEHTbI 1 SKCTI/TyaTaLOHHYO

[IOKyMEHTALMIO

3.2 CBefieHNs 0 KOMIMOHEeHTax

HavmeHoBaHWe KOMMOHeHTa ' KoHUEeHTpaL,

€ro coctaB

K(+):

HaKTVIBMpOBaHHBIi
MOSIOXKMTEbHbIN
KOHTPO/IbHbIA 06paseL, Ha
OCHOBE CbIBOPOTKY KPOBU
YerioBeka, CoAePKaLLIA
MMMYHOr 06y IMHbI Knacca
G (IgG) K aHTUreHam
Hemartoz poga Anisakis
NPoKH-300

PPO:
npokmH-300

PK:
BbI4miA CbIBOPOTOUHBbIiA
aNbOyMUH

["MrveHnyeckvie BnunsaHve Ha opraHusm
Heewectea® HOpMaTVBbI B
B BO3AyXe paboqeit
KOMMOHEHTE, 30HbI
% _ [1117]
naK Knacc
OMnacHoCTu

NOTEHLMATBHO UHDMLMPOBAHHDIA 61O/OrMyeckuin matepuan 4- 71

paccunTbIBa- MOTEHUMASTEHO VH(ULMPOBaHHbIiA
eTcs ouonornyecknin matepuan [4 - 7]
VHAVBUAY-
abHO
01 TOKCUYHOE  BELLECTBO,  a/IepreH,
MOXET  Bbl3BaTb  PECMMPATOPHYHD
ceHenomnmzauwio [15]
01 TOKCMYHOE  BELLECTBO,  a/liepreH,
MOXET  BbI3BaTb  PECNMPATOPHYHO
ceHcmbmnmsaumio 5]
0.2 npy  BAbIXaHWM  MOXET  BbI3bIBaTb
FOMIOBHYO  6O/b, pasapaxeHne
[bIXaTe/ibHbIX nyTei (KaLLesb,

yvxaHve, BbideNeHUs 13 Hoca, 60/b B
HOCY W ropre);

MNPV NPOr/IaTbIBaHUM MOXET BbI3bIBaTb
60/1b B XXMBOTE, XXeNyA0HHO-KMLLIEYHOE
pasfpaxeHue: PacCTPOMCTBO XKeyaKa,
TOLLHOTY, PBOTY Y Aviapeto [141
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KanbLpin XnopucTblid 2-
BOAHb IV
®eHon

®CBb-T(x26):
HaTPuIA XNOPUCTbIA

HaTPWiA POCHOPHOKACbIiA
ABY3aMeLLEHHbIN 12-BOAHbIN

HaTpuiA (HOCHOPHOKMCTTbIiA
OHO3aMELLIEHHb I 2-BOAHBII

HaTpusi 6eH30aT

TMB:
JviveTnncynbgoken

Harpus 6eH3oat

TpeT-6yTU-rMapoX1HOH

«CTOn-peareHT»:
KWC/oTa cepHas

0.3 2,0

01 0.3
21.25 20
6,86 10,0
0,89 10,0
0.2 50
99 20,0
0.2 5.0
0,0001 10

npy nonafaHuM B TNasa  BbI3biBAET
pasfpaxeHne KOXu rnas [161

OCTpasd  TOKCWMYHOCTb  (OpasibHas,
KOXXHas, MpY BAbIXaHWW), pasbefaHve
KOXW,  Cepbe3Hoe  MoBpexxaeHue/
pasfpaxeHue rnas [191

MOXET BbI3blBaTb Pa3fpaXKeHne KOXU,
C/M3KCTOM rnas, BEPXHUX
AbIXaTenbHbIX MyTein [181

B OOMbLUMX  KOMMYECTBAX  MOXKET
BbI3blBaTb  PasApaXeHne CM3NUCTbIX
0060/104€eK 1 KoXKKM [201

B OOMbLUMX  KO/MYECTBAX  MOXET
Bbi3blBaTb  Pa3fpaXKeHne CM3UCTbIX
000/104eK 1 Koxm [211

BbI3bIBAET pa3fpadkeHne rnas,
AbIXaTe/bHbIX MyTen N KOXW, Mblb
MOXET  BbI3blBaTb  MeXaHW4ecKue
MOBPEXAEHVA. MoxeT  BbI3BaTh
AVICYHKLWKO NULLIEBaPUTESTBHOM
cucTembl [221

MOXET pa3apaxaTb KOXy, OCOOGEHHO
HepasbaB/eHHbIN [23;]

NErko MOCTynaeT B OpraHu3M uYepes
HEMOBPEXAEHHYID  KOXy,  MO3TOMY
PacTBOPbl TOKCWUYHbIX BELLECTB B
AMMETUNCYbOKCUAE MOTYT MPUBECTU
K OTpaBfeHMo Mpy MoMajaHin Ha
KOXY

BbI3bIBAET pasfpadkeHne rnas,
AbIXaTe/NbHbIX MyTe 1 KOXW,

MblUlb MOXET BbI3bIBATH MEXaHUYECKME
NOBPEXAEHUS, a TaKke ANCHYHKLMIO
NULLLEBAPUTENBHON CcTeMbl [21
TOKCWYEH, MyTareH, KOXHbIA a/iepreH,
obnafaet KaHLLEpOreHHbIM
ceovicTBamu [24]

06nafaeT pasapaxatoLLmm aerictamem [8L

0.09 10

06MafaeT pasapaxKatoLLM OeACTBUEM
L

MpHMeEeUYaHH eBelecTsa MHHOPMALWMM 06 OMaCHOCTV KOTOPEIX HET, BEIECTEA HE OMACHBE.
KOMMOHEHT IMMYHOCOPGEHT - He oraceH

PA3E/ 4. MEPbI MEPBO MOMOLL W

4.1 Habnwogaemble CUMNTOMbI

4A,1 T1py 0T paBneHnn NHransguMoHHbIM NyTeM (Mpu BAbIXaHUN)

He BO3MOXXHO NONy4ynTh OTpaBneHne NHraNSWUOHHBIM nyTemM KOMIMOHEHTaMMN.

4.1»2 Mpu BO3AEACTBUN HA KOXKY

PasapaxatolLiee AeiicTBre Ha KOXY OKasbiBaeT CTOM-peareHT;

K(+), K(-) cnegyeT paccmaTpuvBaTb KakK MOTEHUMANbHO WHMUUMPOBAHHBIA GMONOrMYECKIiA

MaTepuan;
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4.1.3Mpwu nonafaHuu B rnasa

CTon-peareHT OKasbIBaeT pas3gpaxaroLLee AeNCTBUe Ha CIN3NUCTDIE;
K(+), K(-) paccmaTtpmBaTtb Kak NOTEHLUMaNIbHO MHPULMPOBAHHBIA 61MONOrMYECKNiA MaTepuat;

4.1.4T1py oTpasneHnn nepopanbHbIM NyTem (Npw NpornaTbiBaHU)
YuuTbIBaTh NPU NPUMEHEHNN:

- CTon-peareHT OKasblBaeT pasgpaxkaroLLee ,D,eVICTBI/Ie Ha CIM3UCTbIE,

- K(+), K(-) cnegyeT paccmartpuBaTbh Kak MOTEHLMaNbHO WHMULMPOBAHHLIA 6G1ONOrMYECKUit
Marepuan;

4.2 Mepbl N0 OKa3aHUIO NepBoil NOMOLLM nocTpagaswum |1,2]

4.2.1 Tpu BO3AENCTBUM HA KOXKY

MpoMmbITb 061/IbHO BOAOIA. MpKn HEO6XOAMMOCTN 06PATUTLCS 38 MEAULMHCKON NOMOLLbHO
4.2.2 Mpu nonagaHun B rnasa

OCTOPOXHO MPOMbITb MOA NMPOTOYHOI BOAOI B TeUEHME HECKOMbKUX MUHYT rasa u nnuo. Mpu
Ha/IMYMM IUH3 CHATb MX. OBPATUTLCA 38 MEAULIMHCKOW NOMOLLbHO

4.2.3Mpn onnaBneHnn nepopabHbIM Ny TEM
BbinuTb 60/bLUOE KONNYECTBO BoAbl. OOpaTUTLCS 38 MEAULMHCKON NOMOLLbHO
4.2.4 MpoTunBONOKa3aHnA

Henb3s npu npornatbiBaHM CTon-peareHTa HaMepPeHHO BbI3biBaTb PBOTY [8]

PA3AEN 5. MEPDbI 7 CPEACTBA OBECITEYEHWA
MOXAPOB3PbLLUOBE3OMNMACHOCTN
51 O6uas XapakTepucTumka NnoXapoB3PbIBOONACHOCTH. lMokasaTtenu

M0XapoB3pbIBOOMACHOCTU. MMPOAYKTbl TOPEHUst B/HNH TEPMOAECTPYKLUMM U Bbl3biBaeMas
MMM OMacHOCTb

KomnoHeHTbl Habopa peareHToB VIMmyHocop6eHT, K(+), K(-), PPO,PK, ®CB-T(x26), TMB,
CTon-peareHT, MAeHKa [NA 3aKfemBaHWs NaHWeTa, 3KCnyaTauMoHHas [OKyMeHTauus,
yrnakoBKa Habopa peareHToB MoXkapo B3pbiBO6e30onacHb! [26].

MpW HaMYMK BHELLIHEFO MCTOYHMKA FOPEHNS:

- BO3MOXXHO BO3ropaHue KOpooKun 1 UHCTPYKLMU;

- (DN1aKOHbI C KpbILIKamMM paspyLlatoTcs C BbigeNeHneM BpeaHbIX BelecTs [27 - 29];

- BO3MOXHO BO3ropaHue ViIMMyHocOop6eHTa 1 BKafblwa. [OpAT CUNbHO KOMTAWMM MNIaMeHeM,
BblAenseTcs 60/bLIOe KOMYeCTBO Terna. MpoayKTbl pasnoxeHnst TOKCUYHbI [30,31]

5.2 PeKomeHAyeMble CpeAcTBa TYLIEHMA MOXapoB

Mpw BO3ropaHMn TYLUNTb YINEKUCIOTHLIMUA W MOPOLLKOBLIMU OFHETYLLUMTENAMW U BOJOA.
5.3 3anpeLleHHble cpeacTBa TYLLEHNA NoXKapos

NHopmauusa oTcyTcTByeTt

5.4 CpefcTBa MHAMBUAYANLHOW 3aWUTbI MPY TYLIEHUN MOXapoB

Mpy cuIbHOM BO3ropaHvu B MOMELLLEHM UCMO/b30BaTh MOHOE 3aLLUUTHOE CHapsXKEHMe
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PA3[E/ 6. MEPbI MO MPEAOTBPALEHNIO U NUKBUOALV ABAPUNHBIX U
YPE3BbIYAVHBIX CUTYALIUN N NX MOCAEACTBUN

6.1 Mepbl o06ecnevyeHns WHAMBUAYANbHOW W  KOMNEKTMBHOW 6e30MacHOCTM  npwu
aBapUiHbLIX N Ype3BblYaMHbIX CUTYaLUAX

6.1.1 Heobxoaumble AeACTBUA OOLLEr0 XapakKTepa Mpu aBapuiiHbIX W Upe3BblyaliHbIX
cUTyaumsax

BbluecT Bcex MOCTOPOHHUX NoAer. B onacHyto 30HY BXOAMTb B 3alUMTHbLIX CPeAcTBax.
MocTpafaBLUMM OKasaTb MepByto NMomoLb (CM. 4.2)

6.1.2 CpeacTBa MHAMBUAYAbHOW 3aMT bl B aBAPUIAHBIX CUTYyauuax
Cm. 833
6.2 TopsaoK AeACTBUIA NpY NMKBUAALMW aBapUAHbIX Y Ype3BblyaliHbIX CUTYaLWnii

Hagetb Xxanart, Tanouku, Lianoyka MeAuuUMHCKas, MNepyaTkv MegUUMHCKWE OAHOpPas3oBble,
3aLUMTHbIE OYKMN.

Ecnn 6binn pasnutel PPO, PK, ®CB-T(x26),TMB, Cton-peareHT, cobpaTb KOMMOHEHT C
MOMOLLbIO CaNeTKN. Y TUIN3MPOBATL MaTepuan Kak 0TX0[,

Ecnn 6bin pasnut CTon-peareHT cobpatb NPOANTLIA KOMMOHEHT C MOMOLLbHO CBA3bIBAOLLEIO
XNLKOCTb matepuana  (Hanpumep, Mecok). HeiiTpannsosars. YTunusunposatb
HeNTPaNn30BaHHbI MaTepuan Kak 0TXo[,

Ecnm 6o pasnutbl K(+), K(-), cobpaTb NpPOAUTbIA KOMMOHEHT C MOMOLLGI0 CandeTKu,
NMOMECTUTb ee B eMKOCTb C 6 %-HbIM pacTBOPOM Nepekuncy Bogopoaa. Mposectu Ae3nHGEKLNIO C
nomoLLblo 6 %-HOro pacTBopa Mepekucu BOLOPOAA W BNaXHYHO YOOpPKY MecTa MposivBa
Ob6paweHre (cbop, BpeMeHHOe XpaHeHWe, 0b6e33apaxknBaHue W/WNN 06e3BpeXnBaHne W
TpaHCMopTMPOBaHMe) O0TXO0A0B, 00pa3yloLMXCH B MPOLLECCE WCNOMb30BaHWUA W YTUIM3aLMK
Habopa peareHTOB C WCTEKLWWUM CPOKOM TFOAHOCTW, MPOBOAWUTL cornacHo [32, 33] uepes
opraHu3aynn, UMeroLLme IMLEH3NIO Ha 3TOT BUA AeATENbHOCTH.

He ponyckaTb nonagaHus Habopa peareHTOB W OTXOLOB, 06pasyloLMXCA B npouecce
MCNOMb30BaHNA M YTUIN3aLMN Habopa peareHTOB C UCTEKLUIMM CPOKOM FOAHOCTM B BOLOEMbI,
nofBasibl, KaHaIM3aLUMIo

PA3LOEN 7. MPABUJTA XPAHEHWA HABOPOB PEATEHTOB N OBPALWLEHWA C
HUMW MNMPU NMOTIPY304YHO-PA3IMPY304YHbIX PABOTAX

7.1 Mepbl 6e30nacHOCTV Npu o0bpalleHnn ¢ HabopoM peareHTOB
7.1.1 CCTEMbI MHXKEHEPHBIX Mep 6e30MacHOCT U

Cobntopath TpeboBaHus [34,35]

7.1.2 Mepbl M0 3aliMTe OKpy>KatoLLel cpeabl

OTxogbl, 06pasytoLmecs B NPOLECCe WUCMOMb30BaHWUS U YTUM3aUMM HabOpOB pPeareHToB C
MCTEKLUMM CPOKOM TFOAHOCTM, He TOKCMYHbL. OTX0Abl YTUAM3MPYIOT Yepe3 opraHusauuu,
NMeroLLME NNLIEH3NIO Ha 3TOT BUJ, AeATE/IbHOCTU

7.1.3 PekomeHaaLmmn no 6e30nacHoMy nepemMeLLEHNIO 1 NepeBO3Ke

He HapyluaTb LIE/IOCTHOCTU YNakKoBKY HabopoB peareHTOB M TPAHCMOPTHOM Tapbl. MepemMeLaTh
M MEepeBO3UTb C YYETOM MaHUMYNSLUMOHHBIX 3HAKOB «XpynKoe» OCTOPOXHO», «Bepx» U
npeaynpeanTenbHol Haanuey «He 6pocatb»
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7.2 TlpaBuna xpaHeHUs HabOPOB peareHTOB

7.2.1 YcnoBnsi N CpoKy 6e30MacHoro xpaHeHus (B nnd, rapaHTUiAHbIA CPOK XpaHeHMs, CPOK
roflHOCTW; HECOBMECTVMbIE NPU XPaHEHUN BellecTBa N MaTepuanbl)

HaGop peareHTOB XpaHWTb B YMaKOBKE NPeAnpUsTUS-U3roTOBUTENS B TEUEHME CPOKA FOAHOCTM,
B COOTBETCTBMM C [1, 2]. YCNoBMs XpaHeHUs U CPOK FOAHOCTM yKasaHbl Ha 3TUKeTKe Habopa
peareHToB. BCKpPbITbIE KOMMOHEHTbI XPaHWTb B YC/OBUSX, YKa3aHHbIX B WHCTPYKLMK MO
NPUMEHEHNIO Habopa peareHToB

7.2.2 Tapa nynakoBka (B T.4, MaTepuanbl, U3 KOTOPbIX OHW U3rOTOBNEHbI)

AIMMYHOCOP6EHT J0/KeH ObITb FepMETUYHO YNaKoBaH B MakeT U3 (ho/brvi fTaMMHUPOBaHHON AN
BaKyyMHON ynakoBku C Zip 10K, B MakeT A0/MKEH ObiTb BMOXEH CUAMKarenb TEXHWUYECKMI
(hacoBaHHbIIA.

K(+), K(-), PPO,PK, TMB, ®CB-T(x26), CTon-peareHT A0/HKHbI 6bITb 403POBaHbI BO ()/1aKOHbI
13 NOMIMITUNEHA BbICOKOTO aB/eHUs U TePMETUYHO YKYMNOPEHb! 3aBUHUYMBAIOLLMMUCA KPbMnKamu
13 NOJIN3TU/IEHA BbICOKOIO JaBNEHNS.

®NaKkoHbl C KOMMNOHeHTaMK, NakeT ¢ IMMYHOCOPOEHTOM, MHCTPYKLMA MO NPUMEHEHWIO Habopa
peareHToB, M/IEHKa [ANA 3aKNeMBaHWA MIaHLWeTa A0/KHblI ObiTb YMakoBaHbl B Mayky C
BK/1abILLEM M3 NONITUNEHTepedTONaTa.

PA3JEN 8. CPEACTBA KOHTPONA 3A OMACHbIM BO3AENCTBUEM U
CPEACTBA VHANBNAYANILHOM 3ALLNTHI

8.1 MapameTpbl pabouyeli 30HbI, Nognexalme 06s3aTeNbHOMY KOHTPOI, UX NpeaenbHO-
[OMNyCTUMble 3HaYeHMs, Gronornyeckn 6esonacHble 41 nepcoHana

CocCTaB/iSIlOLLME KOMMOHEHTbI C MNPeAeNbHbIMM 3HAUYEHUAMU, TPeGYIOLME MOHUTOPUHIA Ha
paboumMx MecTax OTCyTCTBYIOT

8.2 Mepbl 06ecrneyeHns N KOHTPO/S 3a YCTaHOB/IEHHbIMMW MapamMeTpamu
He TpebyeTtca

8.3 CpefcTBa MHAMBUAYANLHOW 3alWMTbl NepcoHana

8.3.1 O6Lme pekoMeHaaLmMK

Mpn paboTte c Habopom peareHTOB cobntoAaTh TpebosaHMs [1,2]

8.3.2 3alymTa opraHoB AbrxaHus

He TpebyeTtca

8.3.3 CpefcTsa 3awmnThbl (MaTepuan, Tun) (cneuoaexkaa, cnelobysb, 3aliMTapyk, 3aWmTa
rnas)
MeamnumHcknii xanat (Hanpumep, FTOCT 12.4.131-83), Tanouku (Hanpumep, FTOCT P 12.4.187-
97), Wwanoyka Me1LUMHCKas, NepyaTkn MeanLMHCKNE OAHOPA30BbIE, 3aLMTHbBIE OYKM
PA3AEN 9. DN3NKO-XVIMUYECKUE CBOVNCTBA
9.1 ®un3Myeckoe COCTOAHUE (arperaTtHoe COCTOAHME, LBET, 3anax)

- VIMMyHOCOpP6EHT;

- K(+) - MHaKT1BMPOBaHHBLIA NONOXUTENbHBIA KOHTPO/bHBIA 06paseL;

- K(-) - nHaKTMBMPOBaHHbI OTPULLATE/bHbBIN KOHTPO/bHbLIN 06paseL;

- ®CB-T(x26) - KOHLEHTpaT NPOMbIBOYHOIO PacTBOpa;
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- PPO - pacTBop ans pa3sefeHns 06pasLos;

- PK - pacTBOp KOHbtOrara;

- TMGB - pactBop TMB;

- CTon-peareHT,

- TneHka ans 3aknenBaHms MiaHLeTa,;

- BaHHOuYKa ns peareHTOoB;

- -HakoHeuyHunKn o6bemMom Ao 200 MK,

- [naHweT anga npeapassefeHns;

- VIHCTpyKUuma no ncnonb3oBaHMo Habopa peareHToB.

9.2 TMapameTpbl, XapaKTepu3ytoLme 0OCHOBHble CBONCTBA NPOAYKL MU

BHeLLIHWA BUA KOMMOHEHTOB (Cm. 9.1).

TexHu4yeckas xapakTepncTuka Habopa peareHToB: CpegHee 3HaveHue OI K(-) 4O/MKHO ObITb He
6onee 0,200; 3HayeHune OI1 B nyHKe ¢ K(+), 4OMKHO B6bITb He MeHee 0,500.

YyBCTBUTENbHOCTb Habopa peareHToB NPy UCCNeA0BaHNM Ha KOHTPO/bHOW NaHenn CbIBOPOTOK
«AHTK - Anisakis 1gG pa6oyas naHenb» (npoussogutesis ®ULL ®TM) coctasnset 100 % 6e3
NOXHOOTPULLATE IbHbIX Pe3y/bTaToB.

CneyunguyHocTb Habopa peareHTOB MpY UCCNeL0BaHUM HA KOHTPOJ/IbHOW MaHesn CbIBOPOTOK
«AHTK - Anisakis 1gG pa6oyast naHenb» (npounssogutens PUL, ®TM) coctasnsier 100 % 6e3
NOXXHOMONOXMTENbHbIX Pe3y/bTaToB.

MoBTOpsAemMOCTb. KoathmumeHT Bapuauum pesynbTatoB m3MepeHuss Ol B OQHOM M TOM e
o6pas3Lie ¢ ncnonb3oBaHNeM Habopa peareHTOB [0/HKEH ObITb He 60n1ee 8 %.

MpaBuIbHOCTb. 3HaYeHMe onTuyeckoi nnoTHocTh (ONT) B nyHke ¢ K(+) M3 BOCbMM MOBTOPOB
K(+) (A2-H2) paomkHo 6bITb He MeHee 0,500 o.e., AomkHa 6bITb 100 %.

PA3AEN 10. CTABN/IBHOCTb N PEAKLUVMOHHAA CIMMOCOBHOCTb

10.1 Xumunyeckas cTabunbHOCTb (4N HecTabWNbHOW MPOAYKUMM YyKa3aTb MPOLYKTb
pa3noXXeHUs)

Habop peareHTOB CTabuieH Npu co604eHUN YCNOBUIA XPaHEHWS U UCMO/b30BaHNS
10.2 PeaKUnOHHas CNocobHOCTb
He npumeHuMo

10.3 YcnoBusa, KOTOpbIX cnegyet usberatb (B T.4. OMacHble MPOABAEHUS NPU KOHTAKTe C
HEeCOBMECTUMbIMY BelL,ecTBaMu ¥ MaTepuanamm)

He npvmeHumo

PA3AEN 11. NUH®OPMALINA O TOKCUYHOCTN

11.1 WHhopmauns 0 BepoATHbIX MNyTAX BO3AeNCTBMS (4Yepe3 opraHbl AblXaHWs, Mpu
nonafiaHnm BHYTPb OpraHM3ma, B rnasa v Ha Koxy)

Cwm. 4
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11.2 CsefeHnss 06 oOMacHbIX [ANs 3[40POBbS  YefOBEKa BO3AEWCTBMSAX  Mpu
HENocpeACTBEHHOM KOHTaKTe C HabopoM peareHToB, a TaKXe MOCNeACTBUS 3TUX
BO3AENCTBUI W CBefeHMs 006 OMacHbIX OTAANeHHbIX MOCNeACTBMSX BO3AENCTBUA Ha
opraHusm  (Hanpumep,  CeHCUOGUNIM3aLWSA,  KaHLEepPOreHHOCTb,  PENpPOAYKTMBHaS
TOKCUYHOCTb 1 Mp.).

MoKasaTeNn OCTPOi TOKCMYHOCTM; [03bl (KOHLEHTpauumn), obnajatoliye MUHUMAIbHLIM
TOKCMYHbIM [A/CTBMEM, W APYTUe UMCNEHHble 3HAYEHWUs, XapaKTepusylollMe BO3AECTBUE
Habopa peareHTOB Ha 3[J0pOBbE YeN0BEKA

O6G onacHbIX Ans 3[0POBbS YENOBEKA BO3AEMCTBUSX MPU HEMOCPEACTBEHHOM KOHTaKTe C
HabopoM peareHTOB CM. 4. [locneAcTBMS 3TUX BO3AEWCTBMIA M CBefieHWs 06 OMACHbIX
OT/AaNIeHHbIX NOCNEACTBUSAX BO3AEWCTBIS HA OPraHM3M He U3y4aCh

PA3LOEN 12. NH®POPMALWNA O BO3,£I,EI7ICTBI/II/I HA OKPYXAK LW YO CPBAY

12.1 OueHKa BO3MOXHbIX BO3ZEWCTBIIA Ha OKPYXKatoLLyto cpefy (Bo3ayX, BOAY, NOYBY)

HaGop peareHTOB, 0TX0/bl, 06pPa3yHOLLMECS B NPOLIECCE MCMOML30BaHUS 1 YTUAM3ALMU Habopa
PEareHTOB C MCTEKLUMM CPOKOM TOAHOCTU, HE TOKCMYHbL. OTX0Abl YTUM3MPYHOT uepes
OpraHu3aLm, VMEILLME NIMLIEH3NIO Ha 3TOT BU/ AEATEIbHOCTY

PA3AEN 13. PEKOMEHOALWW MO YOANEHNIO OTXOA0B (OCTATKOB)
13.1 PekomMeHgaunm no 6e3onacHoin 06paboTKe 0TX0A0B (0OCTAaTKOB) Habopa peareHToB

B npouecce vcnonb3oBaHUs Habopa peareHToB W YTUIM3aLM HabOPOB PeareHToB C UCTEKLIUM
CPOKOM FOIHOCTM TOKCUUHbIE 0TXO/bl HE 06pasyoTCs.

Heuncnonb3oBaHHbIA  KOHLEHTPAT MPOMbBIBOYHOIO pacTBopa CreayeT YTWIM3MPOBaTh, Kak
0TX0Abl Knacca A. Heucrnonb3oBaHHbIE MOMOXMUTENbHbLIE 1 OTPULATENbHbIE KOHTPOMM Habopa,
KOHblOraThbl, PacTBOPbl A1s  pasBeeHWst KOHBLIOFaTOB W MMMYHOCOPGEHT  criedyet
06e33apaXmnBaTh W YTUIM3MPOBaTb, Kak MeAMLMHCKME OTXOAbl Knacca b. Hencnonb3oBaHHbIe
KOHLeHTpaT TMB-cy6CTpaTta U CTOMN-peareHT creayeT YTUNM3NPOoBaTh, Kak 0TX0Abl Knacca I,
Ans 06e33apaxuBaHns UM 06e3BPEXUBAHNS OTXO0B B COOTBETCTBMM C [32] 1CMONb30BaTH
3apPerncTpupoBaHHble B PO aescpeactsa v 060pyAoBaHNEe B COOTBETCTBUM C UHCTPYKLMAMU MO
X NMPUMEHEHWIIO

13.2 CBeieHMs MO yAaneHuto, yTunusaumm u/vnm nMKBngaLum oTxo40B B COOTBETCTBUM C
[EeCTBYIOLLMM HaLMOHAaNbHbIM 3aKOHOATe/IbCTBOM

Ob6palyeHne (c6op, BPEMEHHOE XpaHeHue, 06e33apaxkuBaHVe W/WAN 06e3BPeXMBaHME U
TPaHCMOPTNPOBaHME) OTXOA0B, 06pa3ylOLWMXCA B MPOLECCE MCMOMb30BaHWUSA W yTUAM3aLUn
Habopa peareHTOB C MCTEKLLUMM CPOKOM FO4HOCTW, NPOBOAMTbL COrnacHo [32,33]

133 Cnocobbl 1 MecTa MMKBUAALUKN (YHUUTOXKEHMS) OTXOA0B U 3arpsi3HEHHOW yNaKoBKM
(Tapbl)

OTX04b! YTUIN3MPOBATL YePE3 OpraHM3aLmmn, MMEOLLME NALEH3NI0 Ha 3TOT BUJ, AESTENIbHOCTY
PA3LE/ 14. NHOOPMALMNA MNPV MEPEBO3KAX (TPAHCINOPTUPOBAHININ)

14.1 Homep OOH B cooTBeTcTBUKN C PekomeHaaunamm OOH

He npvmMeHnmo
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14.2 Hapgnexallee OoTrpy3o4Hoe HaMMeHOoBaHWe B COOTBETCTBUN ¢ PekomeHgaunamn OOH
W/HMH TPaHCMNOPTHOE HanMeHOoBaHWe

He npumeHnmMo

14) BufAbl TPAaHCNOPTHbIX CPEACTB

No6oin

14.4 Knaccugmkauma onacHOCTU Npu nepeBo3Ke

He npumeHnmo

14.5 TpaHcnopTHaaA MapKMpPOBKa 1 rpynna ynakoBKu

Ha TpaHCnopTHYto Tapy HaHeceHbl [2,9,10,36,37]:

Ha TpaHCnopTHYtO Tapy HaHECEHbI:

- MaHUNYNALUMOHHbIN 3HaK «Bepx»;

—CUMBOJIbI «XpyrnKoe. OCTOPOXHO», «bepeyb OT Bnarn», «lpefensl Temnepatypbi», «3aenve
MeLMUNHCKOE ANA AMAarHOCTUKK «in Vitro,

Mepbl NMPeSOCTOPOXHOCTU «3amMopaXKrBaHue He fonycKaeTcs», «CpoYHbIii rpy3», «He 6pocaTb»

14.6 PekomeHpauuuM no 6Ge3onacHO nepeBo3ke (B T.4. BHYTPU MpeanpuaTus) B
COOTBETCTBUM C ACNCTBYHOLUMU MPaBUNamMu

Cobntogatb TpebosaHus [2,36, 37]

PA3OEN 15 UH®OPMAUMNA O HAUWOHA/IBHOM W MEBEXAYHAPOAHOM
3SAKOHOAOATE/ILCTBAX

15.1 CBefleHVsi 0 3aKOHOaTeNbCTBE, PernaMeHTUpYyoLLeM o6pallleHe HabopoB peareHToB

3aKoH P® «O TeXHWUYeCKOM perynmpoBaHum» (NpuHAT 27.12.2002 r.). HopMbl 6e30nacHOCTK,
npaBuna OXpaHbl Tpyda W 3KOMOTMYECKME HOPMaTUBbI, [EeNCTBYHOWME AN MeAULMHCKUX
n3aennin

3aKoH P® «O caHuUTapHO-3aNugemMmonornyeckoM 6narononyyumn HaceneHus» (N 52-d3 ot
30.03.1999 1.).

15.1.2 CBefieHus 0 JOKYMeHTauuu, pernameHTupytowein TpebosaHnsa no 3awmTe Yenoseka
1 OKpYy>KaloLeii cpeabl

Cwm. [4]

15.2 CsefeHu1s 0 MeXAYHapoAHON npefynpeanTenbHON MapKUpPOBKe

He npumeHnmo

PA3LEN 16. AONONHUNTENBHAA NH®OPMAL WA
16.1 CBefeHusa 0 nepecmoTpe (NepensgaHnn) nacrnoprta 6e30NacHOCTY

B pa3paboTaH Bnepsble

MB sBNAeTCA AOMONMHEHMEM K WHCTPYKUMW MONb30BATeNs, B/OXEHHOW B YMakoBKY, HO He
3aMeHsieT ee. VHdopmaums, cofepxkallascsa B 3TOM AOKYMeHTe, 6blna cobpaHa M3 AaHHbIX,
MPeACTaBNEHHbIX B Pas/iMyHbIX CMeumasm3MpoBaHHbIX WCTOYHMKAX; CUUTAETC TOYHOW W
OTpaXaeT caMble aKTya/lbHble Ha AaHHbIA MOMEHT 3HaHMs B 3Tol o6nactn. OO0 «MMBUAH
NAB» He faeT rapaHTWin 1 He HeCeT OTBETCTBEHHOCTY 3a HeNpaBu/IbHOE 1CNO/b30BaHKe AaHHOM
MH(OpMaLMM NN HenpaBu/ibHOE obpalleHue ¢ peareHTOM. [losib3oBaTesin LO/MKHbI CTPOro
crnefoBaTb  WHCTPYKUMW, B/IOKEHHOM B ynakoBKy. [lonb30oBaTeNlb  HECeT  MOMHYH
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OTBETCTBEHHOCTb 3a OMpe/eNieHne MPUIroAHOCTM [aHHOW MH(opMaumM 1 o6ecneymBaeT
MPUHATYE HEOBXOANMbIX MEp NPeAOCTOPOXKHOCTM.

16.2 llepeyeHb WCTOYHWMKOB AAHHbIX, WCMNOMb30BAaHHbLIX MNPW COCTaBNEHMM MNacnopTa
6e30nacHoOCTU

1. Habop peareHTOB 471 UMMYHO(EPMEHTHOr0 OnpeseneHns UMMYHOr106yMHOB Kacca G
(IgG) K aHTMUreHam Hematog poga Anisakis B CbIBOPOTKe (n1a3Me) KpPoBW YesioBeka «AHu3akmaa
19G-MMBNAH-V®A» no TY 21.20.23-427-41390295-2022.

2. TexHunyeckue ycnosus. TY 21.20.23-427-41390295-2022.

3. Mpukaz M3 P® NedH oT 06.06.2012 r. «O6 yTBEPXKAEHUN HOMEHKIATYPHOW KnacCcuguKaLmm
MEeANLMHCKNX N3LeNnii».

4. CaHlMnH 3.3686-21 "CaHUTapHO-3NMAEMNONOTNYECKe TpeboBaHMsA MO  MPOUNaKTUKe
NHMEKLMOHHbIX 60/1e3Hei".

5 FTOCT P 52905-2007 (MCO 15190:2003). «JlabopaTopuv MeAMUMHCKME. TpeboBaHUs
6e3onacHoOCTM»

6. «MHCTpYKUMS MO MepaM MNPOGUNAKTUKL PacnpoCTPaHeHUs MHPEKLMOHHbLIX 3a60/1eBaHUI
npu paboTe B  K/IMHWUKO-AMArHOCTUYECKUX flabopaTopusax — NievyebHO-NpodmniIakTUYecKmX
yupexxaeHuin» (¥Yt8. M3 CCCP 17 aHBapst 1991 r.).

7. TOCT P EH 13641-2010 «¥YCTpaHeHWe 1 CHWXeHMe pucka MHQPULMPOBaHUSA, CBA3AHHOMO C
peareHTamMu A/ AUarHoCTUKM «in Vitro»».

8. MH(opmaumoHHas KapTa MOTeHUMaslbHO OMacHOro XMMMUYECKOro U Groform4eckoro
BellecTBa. CepHas Kucnota. CBUAETENbCTBO O rOCyAapCTBEHHOW perucTpaummn cepus AT N
000058 o1 17.06.94 1. - M., PT1OXB, 1994 . -5 Cc. I3mMeHeHns BHeceHbl 25.08.2005 T.

9. TOCT P UCO 15223-1-2020 W3penua wmeguuuHckue. CUMBOMbI, NPUMEHsieMble Mpu
MapKMpoOBaHUN MeAVLUHCKUX U3AENNIA, Ha STUKETKax 1 B COMPOBOAMTENbHOM [AOKYMEHTaLMMN.
YacTb 1. OCHOBHble TpeboBaHMS.

10. FOCT 31340-2013. MpepynpeauTenibHas MapKMPOBKa XMMMUYECKON npoayKuun. M.,
CraHpgapTuHdopm. Pa3paboTaH TexHWYECKMM KOMUTETOM Mo cTaHA yrusaumm TK 339
«XunMmYeckas 6e30nacHOCTb BeLecTB 1 Matepuanosy. MpuHAT 01.08.2014 .

n. MH 2.2.5.1313-03. MNpegenbHO gonyctuMble KoHUeHTpaumn (MAK) BpeHbIX BELECTB B
BO3ayxe pabouyeii 30Hb.. [H 2.2.5.1314-03. OpWEeHTUPOBOYHbIE 6e30MacHble YPOBHM
Bo3aelicTens (OBYB) BpefHbIX BELLECTB B BO3AyXe paboueit 30Hbl. - M.: M3 P®, 2003. - 335 c.
12. FOCT 12.1.005-88. CCBT. O6Lue caHUTapHO-TUrMEHNYECKe TPpeboBaHUA K BO3AYXY
paboueit 30HbI. [lata BBeAeHns 1989-01-01. YTBep)KAeH V1 BBeAEH B AeicTBMe MOCTaHOBNEHNEM
MocypapcteeHHoro komuteta CCCP no ctaHgaptam o1 29.09.88 Ne 3388

13. MacnopT 6e30MacHOCTM XMMUYECKOW npogykumun. Kapbamng (mouyeBuHa). PanReac
AppliChem [ata nevatv ot 09.07.2019 r.. Aata pegaktuposaHus 09.07.2019 r. sepcusa 5.

14. MacnopT 6e30nacHOCTY Bblumnii CbIBOPOTOUHBIA aibbyMuH. [ata co3gaHus 7.13.1999.
fata pefaktuposaHus: 7.20.2009 r.. MSDS # 89337.

15. Macnopt 6e3onacHocTn «ProCN® 300» B cooTBeTcTBUMM C lNocTaHoBneHneM (EU) Ne
453/2010, Bepcua 5.2, nata pesnsum 28.09.2015 r.

16. Macnopt 6e3onacHocTV Kanbumnii XnopucTbid - 2 BoaHblA PanReac AppliChem [data
neyatu ot 17.03.2018 r.. Aata pegaktmposaHua 17.03.2018 r. Bepcua 3.

17. MacnopT 6e3onacHOCTN «HaTpuii xnopuctbiii» PanReac AppliChem [arta nevatu oT
07.02.2020 r.. AaTa pegaktuposaHus 07.02.2020 r. sepcusa 20.

18. Macnopt 6e3onacHocTn ®eHon. PanReac AppliChem [ata neyatn ot 14.07.2018 r..
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[Jata pepgaktnposaHua 14.07.2018 r. sepcua 5.

19. FOCT 4172-76. PeaktuBbl. Hatpuii (hocthopHO-KUC/bIA [BY3aMeLLeHHbIA 12-BOAHbINA.
TexHn4eckue ycnosus

20. TOCT 245-76. PeaktuBbl. Hatpuii (hoCHOPHOKMCAbIA OAHO3aMELLEHHbIN 2-BOAHBINA.
TexHnyeckune ycnosus

21. MacnopT 6e3onacHOCTM «beH30aT HaTpua» aata codgaHns: 09.22.1998 r., pegakums Ne 1
o1 12.02.2008 .

22. MacnopT 6e3onacHocTM B cooTtBeTcTBMM C [loctaHoeneHnem (EO) Ko.1907/2006
Onmetuncynstokens Jata Pesusmmn 12.03.2019 Bepcusa 1.6

23. Macnopt 6e3onacHoCcTM «MAPOXMHOH» B COOTBETCTBUM C [locTaHoBneHneM (ELL)
Ne1907/2006, nata pesusuu 23.02.2015 r., Bepcus 2,1

24, FOCT 10929-76 (CT COB 5768-86) PeaktmBbl. Bogopoga nepokcuni. TexHWYeckue
ycnosus ¢(c N3ameHeHnamm Ne 1,2)

25. roCT 12.1.044-89. Cuctema CTaH4apToB 6e3onacHocTu Tpyaa.
Mo>apoB3PbIBOOMACHOCTL BELLECTB U MaTepuanoB. HoMeHKaTypa nokasatesnei n mMeTofbl UX
onpeaeneHuns. BeeaeH B geiictane 01.01.1999 r., c.- 99

26. CBT 1517-2004. Tapa noTpebuTtenbckas nonumepHas. ObLmMe TEXHUYECKUE YC/OBMS.
fOCydapCTBEHHbIN KOMWUTET MO cTaHfgapTusaumm Pecny6nunku Benapych. [ata NpuHATUSA
30.12.2004 r., BBeaeH B geictaue 01.07.2005 r.

217. TY PB 100626757.001-2003. W3genua nnactmaccoBble A1 YNakOBKA U YKYMOPKM
NeKapCTBEHHbIX CPeAcTB BMECTUMOCTbO OT 4,0 cv® go 500,0 cm™: (hyiakOHbl B KOMMJIEKTE C
YKYNOpO4HbIMK cpeacTBamMu (NPO6KOK, KOMNavykom)

28. Oevmunpos T.I., LWaHabi6a B.A., LWernos T.IM. «OpeHWe W CBOWCTBA FOPHOUNX
BewlecTB». M., Ctpoimnsgar 1992 r., c. 111

29. Lernos T.I., NBaHHMKOB B.J1. «[lo)apoonacHOCTb MOMMMEPHbLIX MaTepuanoB». M.,
Ctpovimsgar 1992 r., ¢. 110

30. CaHlMnH 2.1.3684-21 «CaHWTapHO-3NMAEMNONOrNYECKE TPEOOBaHNA K COAEPXKaHUIO
TEPPUTOPUIA TOPOACKMX N CeMbCKUX MOCENeHWI, K BOAHbIM 0ObeKTaM, MWUTLEBOW BOAe W
NATLEBOMY BOJOCHAOXEHUIO, aTMOC(EPHOMY BO3L4YXY, MO4YBaM, >KWIbIM MOMELLEHUAM,
aKcnyaTtaumMm Npou3BOACTBEHHbIX, 0OLLECTBEHHbIX MOMELLEHWIA, OpraH13aLmnm 1 NPoBeLeHNIO
CaHWUTapHO-NPOTMBO3NUAEMUYECKUX (MPONNAKTUYECKNX) MEPONPUATNIN.

31. MY 287-113 «MeToanyeckue yKasaHua N0 Ae3VHMEKUUW, NpeacTepunmn3aLMoHHONA
OUNCTKE U CTEPUNN3ALNN N3LENNIA MEAULMHCKOrO Ha3HauYeHUS»

32. FOCT 14192-96. MapkupoBka rpy3oB. [ata seeseHns 01.01.1998 r. N3meHeHne Ne 1 oT
22.06.2000 r. npoTtokosn Ne 17 n UsmeHeHune Ne 2 o1 08.06.2007 ¢, npoTokon Ne 31

33. FOCT 19433-88. [py3bl onacHble. MapKupoBka. [lata BBefeHWA
01.01.1990.

"eHepanbHbIin gupekTop «MMBUAH NA B.B. Ocvrosa

«"b» 2022 .
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«COINMACOBAHO» «YTBEPXOAK»

Aupektop PULL dTM ["eHepanbHbIA AVPEKTOP

M.N. BoeBoga B.B. Ocunosa

2022 .

NHCTPYKUWNA no MPUMEHE]
MEOVNUNHCKOIO N3AENNA ANA ANATHOCTUKW IN VITRO

Habop peareHTOB ANt UMMYHO(EPMEHTHOIO onpeaeneHns MUMMYHOrno6ynMHoB Knacca G
(1gG) k aHTUreHam HemaTof poda Anisakis B CbIBOPOTKe (M1a3Me) KpoBM YenoBeka «AHM3aKHAa
1I9G-UMBUNAH-N®A» no TY 21.20.23-427-41390295-2022

1 OBWAA NH®POPMAULWA

1.1. HasHauyeHue Habopa

Habop peareHToB 418 MMMYHO(EPMEHTHOrO OnpeaeneHns MMMyHorno6ynmHos knacca G (1gG)
K aHTUreHam Hematof poga Anisakis B CbiBOpOTKe (Mna3me) KpoBW Yenoseka «AHusakupa IgG-
VMBUNAH-N®A» no TY 21.20.23-427-41390295-2022 npefHa3HayeH A4 Ka4eCTBEHHOr0 BbIAB/EHUA
nMMyHornobynmHos knacca G (IgG) K aHTMreHam Hematog pofa Anisakis B CbIBOPOTKe U nna3me (C
SOTA, renapvHoOM WM UUTPATOM HATPUA) KPOBM 4esioBeKa METOLOM TBEPA0(a3HOro HEMnpsamoro
NMMYHO(epMeHTHOro aHanmsa (MPA).

Hab6op peareHToB «AHu3akmaa lgG-MIMBUAH-N® A» pekoMeHLyeTcs NPUMEHSATb ANS:

. [NarHoCTMKN AHM3aKIA03a.
. KOHTPO/S 3((heKTMBHOCTM NEYEHUS U AUArHOCTUKUA peLmayBea.
. ANsl CePO3NUAEMUONOTrMUECKOIN ANArHOCTUKM AHI3aKUA03A.

TONbKO ANst ANarHOCTUKM in vitro.

1.2. O6nacTb NPUMEHEHNSA - KIMHUYeCKas labopaTopHas AuarHocTuka.

MpodeccMoHanbHbIN YpoBEHb MOTEHLUMaIbHLIX M0Nb30BaTENEN

Hab6op peareHToB «AHu3akuaa 1gG-MMBUNAH-N®A» npeaHasHayeH ana npogeccroHanbHOro
MPUMEHEHNSI B KAVHWYECKON NabopaTopHOM [AMarHOCTUKe cheyuasibHO 06y4YeHHbIM MepcoHasioM C
BbICLUMM WM CPELHUM MEAMLMHCKUM, U GUONOrMYeckKUM 0bpa3oBaHueM, NPOLUELLIMM MOLrOTOBKY
Ha NNLEH3MPOBaHHBIX Kypcax MepBMYHONM crieypanmsauum rno pabote ¢ NaTOreHHbIMU ANS YenoBeka
MUKpOOpraHu3amMaMmm 1 NonyyMBLUIMM  [OMOJIHUTE/IbHOE CreunanbHoe 06pa3oBaHMe Ha  Kypcax
MoBbILLEeHNA KBaiMpuKaumm. TpeboBaHNA 6€30NacHOCTU K MeAULIMHCKMM N1abopaTopusaM npuBeLeHbl B
FOCT P 52905-2007.

2. XAPAKTEPUCTUKA N3OAENNA. KOMMNEKTALNA HABOPA.
2.1.  CocraB Habopa peareHToB «AHM3aknga IgG-MIMBUNAH-NDA»:

Ha3BaHue

OnuncaHne KOMMNOHEHTa CocTtaB Habopa
KOMMOHEHTa

96-NyHOUHbIA Pa3bopHbIA NOAUCTUPONOBLIN NAaHLWeT
NMMYHOCOP6EHT [/ UMMYHO/IOTUYECKMX peakLmnid C NAOCKUM AHoM (12 1w,
CTpUNOB N0 8 JIYHOK) C  COp6upoBaHHbLIMU
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PEKOMOVMHAHTHbIMM  aHTUreHamMy  HemMaToj  poja
AT8ak15

NHaKTVBUPOBaHHbLIA  MOMOXMWTENbHBIA  KOHTPO/bHbIN
obpaseL, Ha OCHOBe CbIBOPOTKM KpPOBU YenoBeka,
cofiepxawmin MMyHorno6ynuHbel knaccos G(IgG) k

K(+) aHTUreHam Hemartog pofa Awsabls. 1( fj gal\'ﬂ(}?)H
Mpo3payHasn XNAKOCTb XenToro LseTa ’
Copgep>knT npok4unH-300 (0,1%)
["0TOB K NpMMEHEHUIO
NHaKTUBMPOBaHHbI  OTpULATENbHbIA  KOHTPO/bHbINA
obpaseL, Ha OCHOBE CbIBOPOTKM KPOBM YeSIOBEKA, He
cogepXxawii UMMyHornobynmHbl knaccos G(IgG) K
1 dpnakoH
K(-) aHTUreHam Hemato/ poa JlwBak13 2.5 )
Mpo3payHast XMLKOCTb CUHEro LiBeTa '
Copep>kvT npoknH-300 (0,1%)
[(0TOB K NpMMeHeHnI0
KOHLeHTpaT NpOMbIBOYHOIO PacTBopa, 26-KpaTHbIit
Cnerka onanecuupytoLlas, 6ecLseTHas XXnaKocTb, 1
(hnakoH
®CB-T (x26) BO3MOXXHO BbLLafieHNe ocajka (30,0 )
Copep>kuT 6eH30aT HaTpus (0,26>) '
TpebyeT pa3seseHus
PacTBop 4/19 pa3BefeHns 06pasLoB
PPO OnanecumpyoLas >XMAKOCTb PUOIETOBOIO LBeTa 1 (hnakoH
Copep>kvT npoknH-300 (0,1%) (12,0 mn)
['0TOB K NpUMeEHeHUI0
PacTBop KoHrbtorara
PacTBop aHTUTEN NPOTMB UMMYHOTI06YIMHOB Knacca
G(IgG) uenoBeka C NepoKcMAa3oNn XpeHa 1 dhnakoH
PK Mpo3payHasn XXNAKOCTb 3e/1eHOro LBeTa (13,0 mn)
Copfep>knT theHon (0,1%)
"0TOB K NPUMEHEHUIO
PactBopTMb
TME Mpo3payHasn 6ecuBeTHas XNLKOCTb 1 ¢hnakoH
Copep>kuT 6eH3oaT HaTpusa (0,2%) (13,0 mn)
[(0TOB K NPUMEHEHUIO
PacTBOp CEPHOIA KUCNOTbI
CTon-peareHT Mpo3payHas 6ecLBeTHasA XXMUAKOCTb 1 dnakoH
Copep>kuT KucnoTy cepHyto (1,0 Mmons/nnuTp) (12,0 mn)
['0TOB K NPUMEHEHUIO
MneHKa Ana 3aknensaHua nnaHwerta 3 LWT.
BaHHOuYKa 4nA peareHTOB 3 LWT.
HakoHeYyHnKn o6bemom A0 200 MKn 24 .
VIHCTpYKLMA NO NpyMeHeHU0 Habopa peareHToB lwr.

2.2, KomnnekTHOCTb Habopa.

Habop peareHTOB BbIMyCKaeTCs B O4HOM BapuaHTe KOMMIEKTaLWN:

KomnnekT paccumTaH Ha 96 onpefeneHunia, BKNOYas KOHTPO/IbHble 06pasLibl, C UCMO/b30BaHUEM
aHamMsatopa aBTOMAaTWYeCKOro MMMYHO(EPMEHTHOIO OTKPLITOro TUMa WAM C MOMOLLBbIO PYYHOM
MoCTaHOBKM aHa/n3a.

B0O3MOXHbI OTAe/IbHble He3aBWCKMMble MOCTAHOBKWM aHasmM3a C HeobXOoAMMbIM KOMYeCTBOM
CTPUMNOB UM NTYHOK VIMMyHOCOp6eHTa.
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2.3. MpyHunn MeTofa

MpuHUMN OeicTBMA Habopa peareHTOB -  HENPSMON  ABYXCTaAuiHbIA  TBepAotasHbIii
MMMYHO(EPMEHTHBIA aHanu3. Ha MOBEPXHOCTM JlYHOK MOMMCTMPO/IOBOrO MnaHLeTa COpOMpOoBaHbI
PEKOMOMHAHTHbIE aHTWreHaMm Hematof poga Anisakis. B /lyHKM BHOCATCA KOHTPOJbHble U
aHaM3npyemble 06pasupl. MNpn HaMumMm B 06pasuax cneuuguyecknx MMMyHornobynnHos Knacca lgG
K aHTureHam Hemarog poga Anisakis o6pasyetcsi KOMMieKc (aHTUreH-aHTUTENO), BbISIB/ISIEMbIA
NoCpeacTBOM MOC/eAYHOLLE MHKyGaLmmn ¢ paboymm pacTBOpOM KoHbtorata (aHTuTena K 1gG yenoseka,
MeYeHHble Mepokcuaa3oil xpeHa). MMpu fobasneHun pabodero pactsopa TMB B pesynbrare
(hepMeHTaATMBHOM peakumy COAEPXMMOe IYHOK MnaHLleTa OKpawimBaeTcs. depmMeHTaTMBHas peakums
OCTaHaB/MBaeTCHd BHeceHMeM CTon-peareHTa. WHTEHCMBHOCTb  OKpalumBaHus  (ONTUYeCKas
MNOTHOCTb), MpPONOpUMOHasIbHas KonmyecTBy IgG K aHTWreHam Hemartof poga Anisakis B
aHaM3npyemom obpasLe, PerucTpupyeTcs ¢ NOMOMLLEO CNeKTPOgoToMeTpa.

3. AHaNNTUYECKNE XapaKTepuCcTUKM

3.1.  UYyscTBUTE/NBLHOCTHL HabOpa peareHToB

UyBCTBUTENBHOCTL Habopa peareHTOB MpW UCCNEeA0BaHMN HA KOHTPO/IbHOM NaHenn CbIBOPOTOK
«AHTU-Anisakis 1gG KOHTponbHas naHenb» (npoussogutens @KL, ®TM) coctasnsetr 100 % 6e3s
NOXHOOTPULLATENbHBIX PE3YNbTATOB.

3.2.  CneumdmyHOCTb Habopa peareHToB

CneymnguyHocTb Habopa peareHTOB NPV UCCMef0BaHWM Ha KOHTPO/SIbHOM MaHenn CbIBOPOTOK
«AHTU-Anisakis 1gG KOHTpo/bHasa naHenb» (npomssogutesns ®UILL ®TM) coctaBnset 100 % 6e3
NOXXHOMONOXUTENbHbLIX Pe3yNbTaToB.

3.3.  TloBTOpsAemocCTb

B pamkax npoBefeHUst BHYTPEHHUX WCNbITaHUA MOBTOPSEMOCTb OnpeAensnacb Ans Tpex
NONOXMTENbHBLIX 06pa3uoB B 30 NoBTOpax Ha TPex cepusix Habopa peareHToB «AHM3akmpa 1gG-
NMBUNAH-NDA». BHYTPUCEPUIAHBIA 1 MEXCEPUHBIN KOIPMULMEHTLI Bapraummn nvepeHus 011 He
npesbicunn 8%.

B pamkax npoBefeHWst TEXHUYECKMX WCMbITaHWIn NOBTOPSEMOCTb ONpefensfach A/ BOCbMU
noBTopoB K(+). KoahduumeHT Bapuaumm namepeHns onTuyeckor nnotHocTy K(+) B BOCbMM NMOBTOPaxX
Ha Habope peareHTOB He npesbicun 8%.

B pamkax npoBefieHns KIIMHUYECKUX UCMbITaHWI MOBTOPAEMOCTb Onpegensnach 41 6 06pasLos
CbIBOPOTKM KpOBM 1 6 06pasLoB niasMbl KPOBY YesioBeka. BHYTPUCEPUAHBIA KOIMMULMEHT BapraLmn

V pe3ynbTaToB 06pa3L0B KaXXAoro Tuna B 10 MoBTOpax OAHOM cepumn He npeBbilLaeT 8%. Mexcepuiinbiii
KO3(h(hULIMEHT BapuaLmn pe3ynbTaToB B OAHOM M TOM XKe obpasue Ans Kaxgoro tuna obpasua Ha
Habope peareHToB «AHu3aknga IgG-MMBUAH-N®A» He npesbicu 8%.

3.4. [NpaBnnbHOCTb

3HaueHue onTuyeckor NnoTHocTn (ON) B NyHKe ¢ K(+) AN Kaxaoro n3 BocbMu NoBTOPoB K(+)
(A2-H2) gomxHo bbITb He MeHee 0,5000.e., T.e. MPaBUILHOCTL AO/MKHA 6bITb 100 %.

3.5. BocnponssoaMMocCTb.

[na onpegeneHnss BOCNPOM3BOAMMOCTM aHasm3a Oblia MpPoBefeHa OLEHKa pe3y/bTaToB
MOBTOPSAEMOCTM aHa/M3a B Tpex JfabopaTtopusx: MNpoBefeHVe npeaBapuTeNibHbIX WCMbITaHUA B
nabopaTopun 3KCNepUMEHTAIbHOr0 MOAENMPOBaHWS U NaToreHe3a NHMPEKLMOHHbIX 3a6oneBaHnin PUL
®TM, npoBefeHNe TeXHUYECKMX ucnbiTaHnii B OO0 «BbIMIMEN-MEALEHTP» 1 nposeaeHue
K/IMHUYECKMX McnbITaHuin B E3U dULL OTM.

BHYTPUCEPUIAHBIA 1N MEXXCEPUIHBIA KO3IPMULMEHTBI Bapuaummn pesyibTaToB Habopa peareHToB
«AHuzaknga 1gG-MMBUAH-U®A» npu uccnefoBaHUM MOMOXKUTENbHBIX 00pasLoB, COAepXKaLlyx
MMMYHOINo6ynuHbl Knacca IgG K aHTureHam Hematog, poga Anisakis B 10 noBTopax He npesbilwaeTt 8.0
%.
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3.6.  [lepekpecTHas peakTUBHOCTb.

B pamkax npoBefeHWsi KMHWYECKUX WCMbITAHWIA MEePeKPecTHY0 pPeakTMBHOCTbL Habopa
peareHTOB M3yyann Ha 108 3aBefOMO OTpUUATENbHbLIX CbIBOPOTKAX KPOBW YefioBeKa, He cofepalinx
aHTuTena knacca G(lgG) K aHTUreHam Hematof pofa Anisakis U 0TO6paHHbIX 06pa3L 0B CbIBOPOTOK
cofepXaswxX aHTUTeNa K pasnyHbIM MHMEKUMOHHBIM areHTam: Echinococcus granulosus, Trichineiia
spiralis, Ascaris lumbricoides, 6epemeHHbIX >keHWWH. PesynbTatbl W®PA nokasam, 4To
Hecneuuguyeckne B3aMMOAENCTBMS PEKOMOMHAHTHbLIX aHTUreHam Hematof poga Anisakis ¢
aHTUTEeNaMM Pa3INYHbIX UHPEKLMOHHbBIX areHTOB He BbISB/EHbI.

3.7.  VHTepthepupytoLme BelLlecTBa

B pamKax KAMHWYECKUX WCMbITaHUA OLEHKY BAUAHMS WHTEP(EpUPYIOLMX BELLECTB Ha
pe3ynbTar aHanm3a Habopa «AHuzakuga IgG-MMBUAH-N®A» npoBognnn Ha obpasuax CbIBOPOTKU
KPOBW YesioBeKa, COlepXKallimX 1N He COLepXKalLmMX aHTUTeNa K aHTUreHam Hematoz poga Anisakis.

Ha pe3ynbTar aHasiM3a He okasblBaroT remornobuH (ot 100,0 go 300,0 r/n), xonectepuH (0T 1,5
Ao 4,0 r/n), obwmin 6enok (ot 60,0 go 150,0 r/n), ratokosa (ot 800,0 go 2000,0 mr/n), TpUrauuepuabl
(ot 1,5 go 10,0r/n), ataHon (ot 100,0 go 2000,0 mr/n), moyesuHa (ot 90,0 go 800,0 mr/n), MonoYHas
kucnota (oT 63,0 go 400,0 mr/n) n obwmin 6nnnpybuH (ot 10,0 go 300,0 Mr/n) B KAMHMYECKMX
obpasuax.

3.8.  OKBMBANEHTHOCTb

B pamkax npoBefeHUst KIMHUYECKUX WCMbITaHUA OLUEHKY 3KBUBAIEHTHOCTU pe3ynbTaToB
aHasmsa Habopa «AHuzakmga IgG-MMBUAH-NDA», nonyyeHHbIX MNpu MNOCTAHOBKe aHaiM3a Ha
CbIBOPOTKE W Ma3Me BeHO3HOW (C renapmMHoOM, LMTpaTtoM Hatpus n SATA), NONYyYeHHbIX OT O4HOIO U
TOr0 >Ke nayueHTa MpPOBOAMIM Ha 06pasuax CbIBOPOTKM KPOBM YeNOBEKa, HE COAepXawmx W
cofepXalmx MMmyHornobynmHbl Knacca 1gG kK aHTureHam Hemarog poga Anisakis metogom VO A npu
nocTaHoBKe No npoueaype Nel (TepmoLuelikep) u npouegype Ne2 (TepmocTar).

3.9. inarHocTnyecKas YyBCTBUTENILHOCTb Habopa peareHToB

B xofe KAMHMKO-NabopaTopHbIX UCMbITaHUIA AMarHOCTUYECKY YYBCTBUTENIbHOCTb BbISB/IEHMA
UMMYyHOrnobynnHos knacca IgG K aHTMreHam Hemartof poga Anisakis onpegenanu Ha 202
NOMOXUTENbHbIX 06pa3suax, nokasaHa 100% 4vyBcTBUTENBHOCTL (AB 95%, AN: 98,52% -100%).

3.10 AnarHocTturyeckas cneynuguyHocTs Habopa peareHToB

B xoge KIMHMKO-N1abopaTOpHbIX WUCMbITAHUA AMArHOCTUYECKYHD CNeuntMYHOCTb BbISB/IEHMS
UMMYHOrnobynmHos knacca IgG K aHTMreHam Hemartof poga Anisakis onpegensnn Ha 298
oTpuuaresnbHbIX 0bpasuax, nokasaHa 100% cneymdpmyHocTs (OB 95%, ON: 98,99% -100%).

4, Mepbl NPefoCTOPOXXHOCTU

4.1. MoTeHUManbHbIA  PUCK  MNPUMEHEHUS Habopa peareHTOB Mo  HOMeHKNaTypHOM
Knaccuukaumm  MeauUMHCKUX  W3Aennin,  yTBepxaeHHoW [Mpukasom MwuH3gpaBa Poccuitckol
depepaumm Ne 4H oT 6 noHa 2012 roga (B pegakumm Mpukasa MuHsgpasa Poccum ot 25.09.2014r. N
557H) - Knacc 26.

4.2. Habop peareHTOB npeAHasHayeH TOMbKO A/19 MPOMECCUOHAILHOIO WCNO/Mb30BaHUS.
PaboTy cnefyeT NpoBOAMTbL B CrielmanbHO 060pyA0BaHHOM MOMELLEHUM flabopaTtopun, OTBeYatoLLel
Tpe6oBaHMsiM CaHlMMH 3.3686-21 «CaHWUTapHO-3NNAEMNONOrNYECKME TPEOOBaHNA N0 NPOPUNAKTUKE
MH(EKLMOHHLIX 6onesHel». Mpu paboTe ¢ Habopom peareHToB TpebyeTcsa cobnogath «HCTPYKLMIO
Mo MepaM NPO(MNAKTUKMA PacrnpoCcTpaHeHns MHMEKLMOHHbLIX 3a60/1eBaHWin Npyu paboTe B KIAMHUKO-
AMarHocTuyecknx  naboparopuax — n1e4ebHO-NPOPUNAKTUUECKNX — YUPEXKAEHW»,  YTBEPXKAEHHYHO
MwuHsgpasom CCCP 17 aHBapst 1991 roga; FTOCT P 52905-2007 (MCO 15190:2003) «Jlabopatopum
MeanLUHCKMe. TpeboBaHNA 6e30MacHOCTU.
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4.3. TaK KaK KOHTpPO/ibHble M aHann3npyemble 06pasiibl, KOMMOHEHTbl Habopa peareHToB
ABNAOTCSA MOTEHUMATbHO MH(UUMPOBaHHLIM 6uoMaTtepuanomM, To npu pabote ¢ HabOpPOM peareHTOB
HeobX0AMMO UCMOMb30BaTh MHAMBUAYa/IbHbIE CPeACTBa 3anwThbl: Xanar, rofoBHON y6op, pe3nHoBbIe
WK NNACTUKOBbIE MepyaTKu, CreuuanbHyo 00yBb, 3alMTHBIE OYKM WUAN LLMTOK).

4.4. OobpabatbiBaTb pyKu nocne paboTbl C HAGOPOM proareHToB 1 0bpasLamu B COOTBETCTBUM
C AEeACTBYHOLLIEV HOPMATMBHOM AOKYMEHTaLMEN.

45. CblBOpoTKa (nna3ma) KpOBM  YesioBeKa, WCMOMb30BaHHasA A1 MPUrOTOB/IEHUA
MONOXUTENbHbIX KOHTPONENR, NHAKTUBMPOBaHa HarpeBaHneM npu Temnepatype (56+1)"C B TeyeHune 3
4, COOAEPXKMT MMMYHOrN06YIMHBI Knacca IgG K aHTMreHam Hemartog poga Anisakis n He copepxar
HBsAg, aHTuTena k BY-1, BNY-2, Bupyc repneca C.

4.6. CblBOpoTKa (nasma) KpOBW  YesioBeKa, WCMOMb30BaHHasA A1 MPUTrOTOB/IEHUSA
OTPULATENBHOTO KOHTPO/ISA, MHAKTUBMPOBAaHA HarpesaHneM npu Temnepatype (56x1)®C B TeueHue 3 u,
He cofepXXMT MMMYHOrNo6ynuHbl knacca IgG K aHTUreHam Hematog poga Anisakis, aHTuTena Kk BUY-1,
BWY-2, Bupyc renatuta C, HBsAg.

4.7. B coctaB komnoHeHTOB K(+), K(-), PPO, PK, TMbB, ®CB-T(x26) BXOAAT KOHCEPBaHTb!
B KOHLEHTpauUmsaX, ABISOWMXCA HeTOKCUYHbIMK. K(+), K(-), PPO - 0,1% MpoknunHa 300; PK - 0,1%
(eHona; TMB mn ®CB-T(x26) - 0,2% 6eH3oaTa HaTpus. Bce peakTuBbl, BXOAfLIME B COCTaB
KOMMOHEHTOB Habopa peareHTOB B UCMOJIb3YeMbIX KOHLEHTPaUUsX, ABMSKTCA HETOKCUYHBIMU.

4.8. Crton-peareHT 06nafaeT pasgpaxatoWwmUm [AenCTBUEM, 3a CUET KMUCNOTbl cepHol (5%)
BXofsLlein B cocTaB. lMpu paboTe m3beraTb nonagaHus CTon-peareHTa Ha KOXy W CAU3UCTble. B
Cyyae nonagaHus MpoMbITb MOPaXKEHHbIN y4aCTOK 60/bnram KOoMMYecTBOM MPOTOYHOW BOAbl. Bce
KOMMOHEHTbI, BXOAALLME B COCTaB Habopa peareHToB, NMpefHa3HayeHbl TOMIbKO 415 AMArHOCTUKM «in
vitro». Bce peakTuBbl B UCNO/Mb3YeMbIX KOHLEHTpauuax, BXOAsALMe B COCTaB KOMMOHEHTOB Habopa
peareHToB - HETOKCUYHbIE.

4.9. Bce nNpoMbIBHble pacTBOpbl CrefyeT cobupaTb B CreuuabHbIA - KOHTeHEp W
obpabarbiBaTbh A3VHPULMPYIOLMMA CPeAcTBaMK, paspelleHHbIMU 418 NPUMEHEHUS Ha TeppuTopun
P® B ycTaHOB/IEHHOM MOPALKE.

4.10. Bce TBepable 0TX04b! CneayeT cobmpath B CreumasibHbIi KOHTeHep, 06e33apaxunsats B
cooTBeTCcTBUM € TpeboBaHUAMU CaHlMnH 2.1.3684-21 «CaHUTapHO-3NNAEMUONOTNYECKE TpeboBaHNA
K COAEPXXaHUIO TePPUTOPUIA TOPOACKUX U CENbCKUX MOCENEHNN, K BOAHbIM 06beKTam, MUTLEBOI BOAE
M MNUTHLEBOMY BOAOCHaGXEHWIO, aTMOC(epHOMY BO34yXy, MO4YBaM, XXWIbIM TOMELLEHUAM,
aKcnayaTauuy MNPOM3BOACTBEHHbLIX, OOLLECTBEHHbLIX MOMELLEHWIA, OpraHuM3auumM u MpOBEAEHUIO
CaHUTapHO-NPOTUBO3NMUAEMUYECKMX (MPOPUIAKTUYECKNX) MEPOMPUATUIA».

4.11. J1abopaToOpHyK0 MNOCydy MHOropasoBOro WCMoib30BaHWsS W PacxXofHble MaTepuabl,
KOHTaKTUpYIOLWMe C WCCNeLyemMbiMA M KOHTPO/SIbHbIMK - 06pasuamu, cnefyeT o6e33apaxuBarb ¢
NCNONb30BaHNEM [AE3UHDULUMPYIOLLMX CPEACTB, He COAEpPXalMX aKTUBHbIA KWCMOpO4 W  X/op,
OKa3bIBaKOLLMX HEraTMBHOE BO3ZENCTBME Ha KayecTBO VIPA.

4.12. VIHCTpyMeHTbl, 060pyaoBaHMe, a Takxe paboyne MOBEPXHOCTM CTO/I0B HEOOXOAMMO
npotupats 70% pacTBOpOM 3TUNOBOr0 CNMpPTA.

5. ObecneyeHne KayecTBa NcCnefoBaHMM

5.1. BbInonHATb Npoueaypy aHanuM3a cneayeT B CTPOrOM COOTBETCTBUM C WHCTPYKUMER,
npunaraemor K Habopy peareHToB.

5.2. He ncnonb3oBatb peareHTbl C UCTEKLIMM CPOKOM FOAHOCTH.

5.3.  He ncnonb3oBath peareHTbl ApYrnx Npov3BOAUTENENA.

5.4. Henb3d MCNoMb30BaTb peareHTbl U3 HabOPOB pasHbIX Cepuid UAM CMewmnBaTb WX B
npouecce aHanM3a, KPOMe Hecneunguyeckux KOMNoHeHTOB Habopa (cmMoTpu n. 2.2).

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



1Tblaj,

5.5.  He noggepratb peareHTbl BO3AENCTBUIO BbICOKUX Temrepatyp U MpPsMbIX COMHEYHbIX
Ny4yein B NpoLecce UCMosb30BaHNSA N XPaHEeHWS.

5.6. Hegonyctumo 3amopaxveaHue Habopa peareHToB, KaK LiefIMKOM, TaKk U OTAeNbHbIX ee
KOMMOHEHTOB.

5.7.  WccnepoBaHus NPOBOANTL B MOMELLLEHUM C KOMHATHOWM TeMMNepaTypoit (B COOTBETCTBUN C
[eCTBYIOLLEN HOPMATUBHOI AOKYMeHTaLMeln).

5.8. He npoBoguTb uccnefoBaHUs B MNPUCYTCTBUM MapoB LUeNoYeld, KACNIOT, anbiernaos, B
3arblIeHHOM MOMELLEHUN.

59. [na pesvHGeKuMM KUCNonb3oBaTb peareHTbl, He OKasblBalolMe BO3AEWCTBUA Ha
(hbepMEHTATMBHYIO peakumio: Ae3NHPULMPYIOLLMEe CPeLCcTBa Ha OCHOBE YETBEPTUYHBLIX aMMOHMEBLIX
COeLJUHEHWIA, CNINPTOB, TPETUYHBIX aMWUHOB.

5.10. B nomelleHWn, rae NPOBOAUTCA UCCNefoBaHWe, He WCMOMNb30BaTh Ae3HULMpYOLLme
CpefcTBa, CofepyKallime aKTUBHBIN KUCOPOZ U X/10p.

5.11. Wcnonb30BaTb YACTYHO, TLLATENILHO MPOMbITYHO NabopaTOPHYHO nocyay.

5.12. Wcnonb3oBath npolleaLlne Bamaaumnio o3aTopbl 1 060pyLoBaHue.

5.13. Tpu pabote c obpasamy K peareHTamy¥ Habopa WCMONbL30BATb YUCTbIE, HOBbIE
0AHOPa30Bble HAKOHEYHWKMN OTAeNbHO AN KaXKAOro aHam3npyemoro obpasiia M KOMNOHeHTa Habopa
peareHToB.

5.14. Tlpy YaCTUYHOM WCNONb30BaHWM Habopa peareHTOB 3arpeLeHo C/MBaTb OCTaTKu
HEeNCrnob30BaHHOIo KOMMOHeHTa Habopa 06paTHO BO (h1aKOH.

5.15. VcKNoUUTb KOHTaKT MeTalIMyecknx npeametos ¢ TMB.

5.16. Wcnonb3oBaTb HOBble 0OAHOPA30Bble BaHHOYKW A1 KaXKAOro KOMMOHeHTa Habopa
peareHToB.

5.17. He wucnonb3oBatb OAHY W Ty € €MKOCTb, B TOM 4uCle U MHOropasoBylo, Mocne
npombIBkK, and TMB.

5.18. PekomeHayeTca ana otéopa TMbB mcnonb3oBath pasHble [403aTOPbl NUNETOYHbIE. Mpy
1CMNO/b30BaHUM OLHOrO A403aTopa HeOOXO0AUMO TLLLATENbHO CMeAUTb 38 YACTOTOM NOCaj04HOro KOHyca
posartopa. lNMepepn cMeHo peareHTa TwaTe/IbHO 06pabaTbiBaTb BHYTPEHHIOK M BHEMMMOK NMOBEPXHOCTM
nocafoyHoro KoHyca 70% 3T110BbIM CMINPTOM.

5.19. [Ans oTMbIBKM VIMMyHOCOp6eHTa peKOMeHAYeTCs MCMOo/b30BaTb aBTOMATUYeCKOoe W
Py4YHOE MNPOMbIBOYHOE YCTPOWCTBO. B KOHUe pabouyero AHS HEOOXOAMMO MPOBOAUTL MPOMbIBKY
CUCTEMbI NOARYU XXMAKOCTU AWUCTUNIMPOBaHHOW (4eMOHWM3MPOBaHHO) BOAON. He pexe 1 pasa B
Hefento cnegyeT obpabaTbiBaTb LUMAHTM U eMKOCTU MNPOMbIBOYHOrO ycTpoictBa 70% 3TWUMOBbLIM
CNUPTOM.

6. O6opypnoBaHue 1 MaTepuansl

- TepMOruMrpomeTp, MO3BOMAIOWMIA N3MepPATb TemnepaTypy Bo3fyxa B [Auana3oHe O-
30°C=x0,2°C, oTHOCUTENIbHYHO BNaXXHOCTL - 20-90%.

- [Jos3aTopbl nabopaTopHble MepeMeHHOro obbema OAHO- W MHOrOKaHaslbHble
BMeCTMMOCTbHO OT 10 o 1000 mKn;

- HaKOHEYHVKM OfHOpa30Bble K [03aTOpam N1abopaTopHbIM BMECTMMOCTLIO OT 10 go 1000
MKJ;

- - BAHHOYKM /11 pa3BefieHNs KOMMNOHEHTOB;

- - MMUKpoueHTpudyra naboparopHas Ha 1000-3000 06/MuH;

- - TepmocTaTUpylolee YCTPOWCTBO AN MMaHWETOB (W TepMocTaTr) C PexvMoM
TepMmocTaTupoBaHus 37+1°C unm opbuTabHbIA TEPMOLLIENKEP, NOAAEPXKUBAIOLLNIA
Temnepatypy 37+1°C 1 ¢ yacToTol BpalieHns nnatgopmbl 700 06\MUH.;

- - YCTPOMCTBO 418 NPOMbIBaHMS MnaHweTa (BoLlep);
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- CMEeKTPOOTOMETP BEPTUKA/IbHOrO  CKaHMPOBAaHMS  MO3BONSMLWMIA  BbINO/HATb
M3MEPEHNA ONTUYECKON MNOTHOCTU COAEPXMMOro NlYHOK nnaHweta npu 450 Hm
(ocHOBHON (unbTp) M 620-680 HM  (pethepeHCHbI  (UNLTP) WAM  aHaM3aTop
aBTOMATNYECKNIA UMMYHO(EPMEHTHbIN OTKPbLITOrO TUMA;

- XONOAWIbHAS UMM MOPO3W/IbHAsA Kamepa;

- UMIMHAPBI MEpPHble He HwKe 2 knacca To4yHoCTM o6bemom 100 m 1000 mn, Konba
nabopaTopHasi BMeCTUmMocTbio 1000 M,

- eMKOCTb C KPbMNKOW 419 XKUAKOTO fe3.CPeACTBa,;

- BOAA ANCTUNIMPOBAHHAS U AENOHN3MPOBaHHAS;

- bymara (unbTpoBasbHas;

- Talimep;

- OIHOPa30Bble HECTEPU/IbHbIE MEAULIMHCKIME MepyaTKy;

- nabopaTopHas nocya.

7. AHanunsnpyemble npoobl

7.1. HaTtvBHad cCblBOpPOTKa, Mnasma (C remnapuHoM, uuTpatom HaTtpus, SLOTA) Kposu
yesioBeka. AHaIMTUYeCKKin 06beM obpasua- 10,0 MK/

7.2.  O6pa3subl CbIBOPOTKM (NasmMbl) KpoBK 40 aHanm3a DA XpaHuUTb He 6onee 7 CyTOK npu
Temnepatype ot 2 o 8°C. [swmTtenbHOoe XpaHeHue (40 6 MecALeB) aHaIM3MpyembiX 06pasLoB
OCYLLEeCTBNIATL Npu Temnepatype MmuHyc 20°C.

13, 3amopoXxeHHble 06pa3Libl Nepes UccnefoBaHNeM NPorpeTb 4o Temnepatypsbl (17 go 27 C)
TUWATEeNbHO MepemMellaTb A5 YCTPaHEHUS BO3HMKAMOLLErO MpU 3aMOPO3Ke rpafveHTa KOHLEHTpaLMiA.
Mpy paboTe C pasMOPOXKEHHbIMX Obpa3LaMu CcrefyeT Yy4uuTbiBaTb, UTO KaXpas nocnedyrolas
3aMOpO3Ka-pa3MopO3Ka CHWKAET KayeCTBO uccnefyemoro martepuana. C  Lenblo  MomyyYeHus
[OOCTOBEPHbIX  Pe3ynbTaToB  WUCCMefoBaHWUsA, MPOM3BOAUTENlb  Habopa peareHTOB  peKoMeHayeT
MCNOMb30BaTb TOMILKO OAHOKPAaTHOE 3aMOpaXkrBaHWe-pasMopakuBaHue 00pasLoB, a Takxe XpaHeHue
HECKOJ/IbKMX 3aMOPOXKEHHbIX a/IMKBOT 06pasLia.

7.4. He pekomeHAyeTCA WUCMO/Mb30BaHME A/1A WCCefoBaHUA 00pa3LoB C MOBLMMEHHLIM
COAEepXXaHvem nunugos v (M) € NpusHakamy remonusa, u (MM) € BUAMMBIM - MUKPOOHBLIM
3arpsasHeHnem («npopoCcToM»).

7.5. OG6pasubl, cofepxalypme 0CafioK, B3BELUEHHble YaCTULbl, Nepes aHaIM30M MOABEPrHYTb
LEHTPUPYrmpoBaHmnio B TedeHne 10 MuH npm vactoTe BpaLleHns 3000 06/MuH.

BHumaHwme!

Mepen NOAFOTOBKOM peareHTOB K paboTe M NpoBeAeHUEM MCCNefoBaHUS MPOU3BOAUTENb
HacTOATENbHO PEKOMEHAYET eLle pa3 NnpounTaTh pasgen «ObecneyeHne KayecTBa NCCNeL0BaHNN»
HaCTOSLLLEA NHCTPYKLMW MO NPUMEHEHNIO.

8. MoAroToBKa KOMMOHEHTOB /1 UCC/le40BaHMUA

8.1.  [penBapuTenbHble MaHUNYNALUA

lMepen “cnosb3oBaHWEM BCKPbITb YMAKOBKY Hab0pa peareHToB 1 13BJieYb BCE KOMMOHEHTHI,

BK/ItOYas 3aneyaraHHblin AIMMYHOCOPOEHT.

BblgepXaTb KOMMOHeHTLI B TedeHne 30 MUH Npu Temnepatype oT 18 o 28", akkypaTHO

nepemMeLLars.

BHumaHue! K(+), K(-), PPO, PK, TMB n CTton-peareHT rotoBbl K WUCMONb30BAHUIO U He
TpebyHOT LOMONHUTE/bHBIX Pa3BefeHWiA.

Heuncnonb3oBaHHble K(+), K(-), PPO, PK, TMBb u Crton-peareHT XpaHWTb B YMaKoBKe
NpPon3BOAMTENSA NPU TeMnepaType OT 2 [0 8RC [0 UCTeYeHWs CpoKa rofHOCTH Habopa.

KomnoHeHTbl @Ch-T (X26) npeactaBneH B BUAE KOHLUEHTpaTa. TpebytoT pa3BeaeHus.

8.2.  TMopgrotoBka IMMyHOCOp6€eHTa
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BCKpbITh MakeT ¢ VMIMMYyHOCO6eHTOM. YCTaHOBWUTL B paMKy VIMMyHOcCOo6eHTa Heobxoavmoe
KONMYeCTBO CTPUMOB. Hencnosb3yemble B JaHHON NOCTAHOBKE CTPUMbI Cpasy Nocse BCKPbITUA NakeTa C
MaHLEeTOM NOMECTUTb B (POMbIMPOBaHHbLIN NakeT C 3acTeXKoW Tuna zip-lock. M3 naketa yganmTb
OCTaTOYHbIN BO3AYX, 3aKPbITb 3aCTEXKY, YOpaTh B XONOANbHYHO KaMepy.

XpaHUTb HEWCnosb30BaHHbIE CTPUMbI NMpU Temnepatype oT 2 Ao 8°C [0 MCTEYeHMA Cpoka
rofHoCTM Habopa peareHTOB.

PamMKy  nnaHwera cpasy  Mocfie  WUCMONb30BaHUS  MPOMbITb  AWUCTUIIMPOBAHHOM
(gevoHm3npoBaHHoON) BofoOW. 3aTeM - 70% 3TWNOBLIM CNMPTOM W MOBTOPHO AWUCTUNINPOBAHHOM
(aevoHM3npoBaHHoO) BodoON. MpocyLwnTb, NCNOMb3YS PUNLTPOBaNbHYIO Bymary. XpaHUTb B YrakKoBKe
NPOW3BOANTENA BMECTE C APYTMMWN HENCMONb30BaHHbLIMU peareHTamMu.

MMyHOCOP6EHT (CTpYMbI) NCNONb30BaTh OJHOKPATHO!

8.3.  lMpuroTos/neHve paboyero npomsisouroro pactsopa PCh-T

BHumaHwue! B npouecce XpaHeHWs 1 TPaHCNOPTUPOBKM KOHLEHTpaTa NpoMbIBOYHOIO pacTeopa
(PCB-T (x26)) BO3MOXKHO BbINaAgHNe 0cagKa Conei.

Mpy Hamumm ocaska Bo iakoHe ¢ P CB-T (x26) BblaepXatb npu Temnepatype 37+1®C 1o
MOIHOrO PacTBOPEHUS CONEVA.

Pabounii NptomMbIBOUHbIA pacTBop ®CB-T roToBAT Crefytowmm 06pa3oM: B KO/I6e CMeLLMBatoT
cogepxmmoe nakoHa PCh-T (x26) ¢ 750,0 mn BoAbI AUCTUANMPOBAHHOM.

Mpn 1cnosb30BaHUM OGHOTO UM HECKONBbKUX CTPUMOB IMMyBOCOp6eHTa Heobxoammoe

KONMYeCcTBO paboyero npombiBOYHOro pacteopa PCh-T nNpurotoButb B COOTBETCTBUU C
Tabnuuen No2,

Pabounii NpoMbIBOYHBIV pacTBop PCB-T XpaHWUTbL Npu TemnepaType oT 18 4o 28RC He 6onee 10
AHE Unmn npy TemnepaType oT 2 Ao He 6onee 45 aHei.

Hencnonb3oBaHHbIN KOHLEHTPAT NPoMbIBOYHOro pacteopa (PCh-T (x26)) XpaHUTb B yNakoBKe
NPOM3BOAMTENSA NPU Temnepatype oT 2 40 8RC 0 UCTeYeHNs CpoKa rofHOCTM Habopa.

Tabnuua Ne2. CeogHas Tabnuua NpuroToBaeHUs paboumnx pacTBopoB

KO/MYECTBO VCMOMb3YeMbIX Paboumnii NpoMbIBOYHBIN pacTBop ®CB-T
CTRMINOB, L. ®CB-T (x26), W1 Boga*, M
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
6 120 300,0
7 14,0 350,0
8 16,0 400,0
9 18,0 450,0
10 20,0 500,0
u 22,0 550,0
12 30,0 750,0

MpyiMeYaHe: * Bofa AVCTWIIMPOBAHHAS WM AEVIOHU3VPOBaHHASs

MNposefeHve aHanmsa

BapuaHT Nel (1ucnonb3oBaHWe TepmoLLeikepa’l
Tabnuua N9 3. MocTaHoBKa aHanm3a no npoueaype N2! (c ucnonb3oBaHMeM TePMOLLENKePA)
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Mpouenypa sTana aHaM3a INpumeyaHne

YCTaHOBUTbL HEOBXOAMMOE KO/IMYECTBO CTPUMOB B PaMKy M/iaHLLETa
BHectn B ogHy nyHKy 100,0 Mmkn K(+), BHecTu B ABe nyHKu no 100,0 mkn K(-).

Bpema  BHeceHus  00pasLoB  npu
B ocTtanbHble yHKM MMMyHocop6eHTa BHeCTM No 90,0 MCMonb3oBaHWM BCEro  MnaHLLeTa He
MKn PPO, a 3atem no 100 MKn aHa/m3vpyembIX LO/MKHO NpeBbiarb 10 MyH.

06pasLioB. HenpaBuibHOE COOTHOLLEHME B JlyHKE
3aknentb  NyHKM  VIMMyHocopbeHTa  (CTpunoB) 0ObEMOB aHa/mM3Mpyemoro otpasua u
npunaraeMoi K Habopy peareHTOB M/IEHKOM PPO MOXeT MPMBECTU K WCKDKEHNIO

pe3ysibTata UCC/ef0BaHNSA

NH*mpoBaTb IMMYHOCOP6EHT (CTpurbl) B TeyeHVe 25 MHH B OpOUTa/IbHOM TepMOLLEeiKepe
MNPV CKOPOCTY BpaLLieHns 700 06/MUH npu TemnepaTtypa MHKyGaummn: 37+ 1°C

Tpn pasa MPOMbITb MIaHLWET, Paboyvm pacTBOPOM
®CB-T, BHocs B iyHKM 400,0 MK pacTBopa.
SKCMNOo3MLMA MeXKIY 3Tanamy OTMbIBKU - 30 CEKyHL.
cnonb3oBaTb  PEXXMM  MEPEKPECTHON  MPOMbIBKY
OTKaYVBaHWA XXMAKOCTU U3 [IBYX TOUEK [HA /TYHKN.

Mpn OTCYTCTBMM BO3MOXHOCTW UCIMO/MbL30BaTbL PEXVM
MEPEKPECTHON  MPOMbIBKA  HEOOXOAWMMO  YBENNYUTB
KO/IMYeCTBO MPOMbIBOK 0 MATU pas.

[0 OKOHYaHWK NMPOMBIBKI NMPU HEOOXOAMMOCTU YT
BMary 13 JIyHOK, MOCTyKVBasi  M/1aHLIETOM 10
(hMnbTPOBabHON Bymare

E& BCe /IyHKM VIMMyHocop6eHTa BHecTM no 100,0 Mk Bpewms BHeceHs PK Mpi CTIONb30BaHMM

MOJHOMO  MMaHWeTa  He  [AO/DKHO
MPEBbILLATL 3 MVHYTbI

BHumaHne! HepoctatouHaa acnvpaums
YXVOKOCTU B JlYHKE MOXET MPUBECTU K
NCKaXXEHWIO pPe3y bTaTa UCCnef0BaHus.
[MpownssoguTenb peKoMeHAyeT
NCMOMb30BaTb  PEXUM  OTMbIBKM  C
NEePEKPECTHON NPUAOHHOM acriypaLyei.
BHumaHne! He pgonyckaTb BbICbIXaHue
NYHOK VIMMyHOCOp6eHTa B nepepbise
MEXIy 3aBepLUeHVEM TMPOMbIBOK U
BHECEHWEM peareHToB

3aknents  niyHKM  IMMyHocopbeHTa  (CTpuMMOB)
npuiaraeMoi K Habopy peareHTOB M/IEHKOA
HKy6mpoBaTb IMMYyHOCOPGEHT (CTpUnbI) B TeveHWe 25 MHH B OpbUTanbHOM TepMOLLEKepe
Mpw1 CKopocTy BpawleHKs 700 06/MHB Npuy TemnepaTypa MHKybaLmm: IC

Tpu pasza NPOMbITb M/AHLLET pabounm pactBopom ®CB- BHumaHme! HepoctatouHas acnvpaums

T, BHOCs B IyHKM 400,0 MKN pacTeopa YXVOKOCTU B NlyHKE MOXET NpYBECTU K
SKCMO3nLIMA MeXKY 3Tanamy OTMbIBKU - 30 CEKYHL. VCKeDKEHWIO pe3yribTaTa UCC/iedoBaHuA.

Mcnonb3oBatb  peXaM  MepeKpecTHON  npombiBky [povssoanTenb pekomMeHayeT
OTKauMBaHUA XXMAKOCTU U3 BYX TOYUEK AHA STYHKMN. MCMOMb30BaTb  PEXUM  OTMbIBKM  C

Mpn OTCYTCTBMAM BO3MOXHOCTW MCMO/b30BaTb PEXUM MEPEKPECTHON MPUAOHHON acrmpaLivien.
NEPEKPECTHON  MPOMbIBKMA  HEOOXOAMMO  YBE/INYUTL
KO/MYeCTBO MPOMbIBOK A0 NATa pas BHumMaHme! He ponyckaTb BbiCbIXaHue
Mo OKOHYaHWM MPOMbIBKY NPV HEOOXOAVMOCTY YAamMTb NYHOK VIMMyHOCOp6eHTa B Mepepbise
Bnary ©3 JIyHOK, MOCTYKVMBas [VIaHLLIETOM M0 MeXay 3aBepLUeHVEeM MPOMbIBOK U
(hMNbTPOBasbHOM Gymare BHECEHWEM peareHToB
Bpewms BHECEHUA TMbB npu
Bo Bce yHKu nnaHLLeTa BHectw no 100,0 mkn TMbB 1CMOMNb30BaHMM MOMNHOIO M/iaHLLeTa He
[O0/MKHO MPeBbILLATL 3 MAHYTI.
NHKy6mpoBaTtb VIMMYHOCOP6EHT (CTpunbl) B TedeHre 10 MMH B OpbUTasIbHOM TepMOLLEKepe
np¥ CKOpoCTY BpalLieHnst 700 06/MMH Npum TeMnepaTypa nHKyGaLu: 37+ 1°C
Bpema BHeceHus Cton-peareHTa npu
1CMOMb30BaHUN MOMHOI0 M/1aHLLIeTa He
[0/DKHO MPeBbILLaTh 3 MAHYTHI

Peakumio OCTaHOBUTbL BHECEHMEM B KaXOyH JIyYHKY
mmyHocop6eHTa no 100,0 mkn CTon-peareHTa

3MepVTL OMTUUECKYHO M/IOTHOCTb COAEPYKVMOTO /TYHOK
C MOMOLLbO CMEKTPOGOTOMETPA MpY A/IMHE BOMHbI 450 BHUMaHKe!

HM YueT peakumy HeO6XOAVMO MPOM3BECTU
UV UCMONb3ys Ba unibTpa: He nosgHee, YeM Yepe3 5 MUMH. Toc/e
OCHOBHOM - 450 HV OCTaHOBKW peakLm

pethepeHCHbIN - 620-680 HM.

BapuaHT Ne2 (Mcnonb3oBaHune TepmocTaTtal
Tabnuua 1°4. MNMocTaHoBKa aHanmn3a no npoueaype (c ucnonb3oBaHNEM TepMOCTaTa)
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AHATN3a Mpouegypa sTana aHam3a MprMeyaHue
1 YCTaHOBUTb HEOOXOAMMOE KO/IMYECTBO CTPUIMOB B pamKy M/iaHLLEeTa
2 BHectv B ogHy nyHKy 100,0 Mkn K(+),BHecTu B e /iyHKM 1no100,0 mkn K*>.

Bpems ~ BHeceHWss  06pasLoB  Mpw
MCMOMb30BaHUM  BCErO  MyaHLeTa  He

B ocTanbHble NyHKM IMMyHOCOpGEHTa BHECTM MO
Y y P [O/MDKHO npeBbiLats 10 MyH.

90,0 mkn PPO, a 3atem no 10,0 MK aHaM3npyembIxX
3 00pasLIoB.

3aknentb  NyHKM  IMmyHocopbeHTa  (CTpMnoB)

npunaraeMoli K Habopy peareHToB N/eHKON

HenpasuibHOe  COOTHOLLIEHWE B JIyHKe
06beMOB aHa/IM3Mpyemoro obpasua 1 PPO
MOXET MPUBECTU K UCKaXKEHMIO pesynbTara
1ccneaoBaHmA
4 NHKy6uposatb VIMMyHOCOpP6eHT (CTpunbl) B TedeHne 30 MHH B TepmocTaTe, Temreparypa
UHKy6aLwn: 37+ 1°C
Tpn pasa MPOMbITb M/1AHLET paboyM pacTBOPOM  BHuMaHve! HepoctatouHasi acrivpauys

®CB-T, BHocs B yHKK 400,0 MKn pacTeopa. YXVOKOCTU B JlYHKE MOXET MPUBECTU K

SKCNO3MLMA MeXIY 3Tanamm OTMbIBKW - 30 CeKyH[, NCKaXKEHWIO pe3y ibTaTa UCCeoBaHUS.

cnonb3oBaTb  PeXXVM  MEPEeKPecTHOM  NpoMbIBKM  MpounsBoauTenb pekomeHac!

OTKauMBaHNA XXUAKOCTW U3 ABYX TOYEK [iHa /TyHKW. MCMOMb30BAaTb  PEXVM  OTMbIBKM  C
5 [Mpy OTCYTCTBUM BO3MOXHOCTW MCMO/Nb30BATbL PEXUM  MEPEKPECTHOM NMPUACHHON acrmpaLyiei.

MEPEKPECTHOA MPOMbIBKY  HEOOXOAUMO  YBENNUUTL

KOMMYECTBO NPOMbIBOK 10 MATU pas. BHumMaHve! He ponyckartb BbIChbIXaHVE

Mo OKOHYaHWM MPOMbIBKA MpY  HEOOXOAMMOCTU NYHOK VIMMyHOCOpbeHTa B MepepbiBe

YA/MTb Bfary 3 JiyHOK, MOCTYKMBAsA MaHLLETOM M0 MeX4y  3aBepLUeHVeM  MPOMbIBOK U

(hMnbTpOBasbHOM OymMare BHECEHVEM peareHToB

Bo Bce nyHkn mmyHocopbeHTa BHect ro 100,0
6 MKn PK.

3aKnenmTb  NIyHKM - VIMMmyHocopbeHTa  (CTpMroB)
npuiaraeMoii K Habopy pearenros rn/eHKoi
NHkybuposatb ViIMmyHocopbeHT (cTpunbl) B TeveHve 30 MWMH B TepmocTare, Temreparypa
ntepauunn: 37+ 1°C
TpH pasza MpPoMbITb MIaHWeT pabousm pacTBopoM BHumaHwe!  HepoctatouHas — acnmvpauys
@®CB>T, BHoCA B iyHKK 400,0 MKN pacTBopa. YKUOKOCTU B JIyHKE MOXET MPUBECTU K
JKCMo3MLKIA MeXay aTanamy OTMbIBKM - 30 CeKyHf.,  WCKeDKEHUIO pe3y/ibTaTta UCCeoBaHus.
cronb3oBatb  peXxuM  MepekpecTHOM  NpombIBKY  Mpon3BoauTesb pekoMeHayeT
OTKAUVBaHNA YKUOKOCTU U3 BYX TOYEK AHA NIYHKW. MCMOMb30BaTb  PEXMM  OTMbIBKM  C
8 Mpn OTCYTCTBIAN BO3MOXHOCTM MCMO/Mb30BaTh PEXVIM MEPEKPECTHOM NPULOHHOM acnvpaLiyiei.

MEePEeKPECTHON  MPOMbIBKA  HEOBXOAMMO  YBENIMUMTH

KO/IMYECTBO NMPOMbIBOK A0 MATY pas. BHuvaHve! He ponyckarb BbiCbIXaHWe

Mo OKOHYaHWM MPOMbIBKA MpW  HeobXxoauMmocTu NYHOK MMyHocop6eBTa B Mepepbise

YA/MTb Briary U3 JiyHOK, MOCTYKMBasA M/IAHLLETOM M0 MeXAy  3aBepLUEHVEM  MPOMbIBOK U

(hMnbTPOBasbHON Gymare BHECEHWEM peareHToB

Bpemsa BHeceHns TMbB nipu ucnonb3oBaHWn
9 Bo Bce nyHku nnaHweta BHecTn no 100,0 Mmkn TMB  MOMHOrO NiaHLLETa He A0/MKHO MPEBbILLATh
3 MUHYTBI.

NHKy6upoBsatb VIMMyHOCOpPOeHT (CTpunbl) B TeyeHre 15 MHH B TepmocTate, Temrepatypa
10 VHKyGaummn: 37+ 1°C. Bo3mMOXKHa MHKy6aLys Npu KOMHATHON Temrepatype B 3alMLLIEHHOM OT

cBeTa MecTe

Bpema BHeceHna PK npu 1cnonb3oBaHnm
MOJ/THOIO M/1aHLLETa He J0/MKHO NPEBbILLATH
3 MUHYTBI

Bpems BHeceHuss CTon-peareHTa Mpu
VCMO/b30BaHMM  MOSIHOMO  M/IaHLLETA  He
[0/MKHO MPEBBILLIATL 3 MUHYTb

PeakUuoO OCTaHOBUTb BHECEHWEM B KXKAYH JYHKY
MmyHocop6eHTa o 100,0 mkn CTon-peareHTa

13MepuTL ONTUYECKYHO MIOTHOCTL COAEPXKUMOTO JlyHe

C MOMOLLBIO CrieKTpothoTOMETpa NpY /IMHe BOMHbI 4 BHUMaHKe!

HM YueT peakumm HeobXoayMo NPOU3BECTU He
WM UCMOMb3YA ABa PUIbTPa: no3gHee, Yem u4epes S5 MWH. roc/e
OCHOBHOW - 450 HM OCTaHOBKM peakumn

pethepeHCHbIN - 620-680 HW.
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Mcnonb3oBaHne NP A-aHann3aTopos

Habop peareHToB «AHu3aknga lgG-MMBUAH-V®A» agantupoBaH Ans NHOObIX OTKPbITbIX
aBTOMaTMYECKNX UMMYHO(EPMEHTHBIX aHa/IM3aTOPOB.

Mpoueaypy aHanm3a NPOBOANTL TAKXKeE, KakK 1 ANs py4YHOV NOCTaHOBKM aHa/n3a.

9. Pacuertsbl

Pe3yfbTaTbl perucTpupyroT Npu NOMOLLM CNeKTPOOTOMETPA BEPTUKA/IbHOTO CKaHUPOBaHUS.

OnTtuyeckyto nnoTHocTb (Ol1) u3MepsAlT nNpu AnnHe BOMAHbI 450 HM MW UCMOMb3ya [Ba
tmnbTpa ~ 450 HM (OCHOBHOMN PrNbTP) N 620-680 HM (pethepeHCHbIR PUNLTP).

HyneBoli ypoBeHb («61aHK») 334at0T MO BO3AYXY.

9.1. KpuTepuu npaBuibHOCTM TecTa

3HaueHue OI1 B nyHKe ¢ K(-) gomkHo 6bITb He 6onee 0,200.

3HaueHme OI1 B nyHke ¢ K(+) gomkeH bbITb He MeHee 0,500.

Ecnv nonyyeHHble 3HaveHUs Ol B NyHKaxX C KOHTPO/IbHbIMU 006pasliaMy He COOTBETCTBYHOT
KpUTepuAM MpaBWIbHOCTW TecTa, pe3yfbTaTbl TecTa He Yy4uuTbiBalOT. lAccrnefoBaHne MpPoOBOAAT
MOBTOPHO.

PaccunTatb KpuTMYeckKoro ypoBHs - Or1 kput.(Cul off):

Orn Kpurt. = O K(-) cpeagHee + 0,200*

*0,200 - KO3(h(hULMEHT, OrnpefeneHHbIi METOAOM CTaTUCTUYECKON 06paboTKM pe3y/nbTaToB
“ccnefoBaHWin Ha NPeanpUATAN-N3roTOBUTENE.

PaccuuTainte KoadmumeHT nosutusHoctn (KM): KM = OMN o6pa3ua/Orkput

9.2.  VIHTepnpeTauus pe3ynbTaToB

Ecnm KI1 Tectupyemoro obpasua MeHblue (<) 0,8, pesynbTaT UccnefoBaHns obpasua cumTaroT
OTpuUaTeNbHbIM:  UMMYHOrNobynuHbl  Knacca 1gG K aHTWreHam Hematof poga Anisakis uc
06Hapy»XeHbl.

Ecnu KIM Tectupyemoro obpasua 6onblue mam pasHo (>) 1,2, pesynbTart UccnefosaHms obpasya
CUMTaOT MOMOXKUTENIbHBIM: MMMYHOII06yIMHbI Knacca IgG K aHTureHam Hemartof poga Anisakis
06Hapy>KeHb!.

Ecnm KI Tectupyemoro obpasua 6onbwe van pasHo (>) 0,8 u meHble (<) 1,2, pesynbrar
nccnefoBaHysa obpasta CuATa0T NOorpaHNYHbIM.

B cnydyae norpaHW4HOro pesynbTata PeKOMeHAYeTCs MOBTOPHO WUCCneaoBaTb 3TU 06pasupl
napasniefibHo ¢ 06pasuamMn AaHHbIX NaLMeHTOB, B3ATbIX Yepes 2-4 Hefenu.

[ns oueHKM TUTpa obpasua onpeaennTe avanasoH, B KOTOPbIV nonagaeT 3HadveHne Kl obpasua:

Tabmua Ncp. OpreHTVPOBOYHOE COOTBETCTBME KoapgmumeHTa nosmTusHocTM (KIT) ©
TUTpa uccnesyemoii CbiIBOPOTKM

3HauyeHwue K1 PesynbTar

MeHbLwe 0,79 OTpULATENbHbI

ot 0,8 go 1,19 norpaHUYHbIi

ot 1,20 go 2,00 MonoXuTenbHbIn, 06pasew, ¢ TUTPOM UMMYHOT06yNnMHOB Knacca IgG K
aHTUreHam Hemartoz poga Anisakis 1:100

o1 2,01 go 4,00 MonoXuTenbHbli, 06paseL, C TMTPOM UMMYHOTN06ynMHOB Knacca 1gG K
aHTUreHam Hemartog poga Anisakis 1:200

oT1 4,01 no 8,00 MonoXnTenbHbINR, 0bpasewl, ¢ TUTPOM MMMYHOT106yMHOB Knacca 1gG K

aHTUreHam Hemartopg poga Anisakis 1:400

o1 8,01 go 16,00 MonoXunTenbHbIR, 06pasel, ¢ TUTPOM UMMYHOTN06yNNMHOB Knacca 1gG K
aHTUreHam Hemarog poga Anisakis 1:800

6onblue 16 MonoXuTenbHbli, 06pasel, C TUTPOM UMMYHOr106yNMHOB Knacca 1gG K
aHTUreHam Hemartog poga Anisakis 1:1600
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10.  YTunusaymsa oTxonos

10.1.  YHUYTOXEHME N YTUAU3aLMI0 HAOOPOB pPeareHToB CrefyeT NPOBOANUTL B COOTBETCTBUM C
CaHlMnH 2.1.3684-21 «CaHWUTapHO-3NUAeMUONIOTNYeCKne TpeboBaHNA K COLEPXKaHWUI0 TeppuTopuii
rOPOACKMX W  CeNIbCKUX MOCeNeHn, K BOAHbIM OObeKTaMm, MUTLEBOM BOAE W MUTLEBOMY
BOAOCHAOXEHMIO, aTMOC(epHOMY  BO3L4yXY, MNOYBaM, >KWIbIM TOMELLEHUAM, 3KCrJyaTauum
MPOM3BOACTBEHHBIX, OOLLECTBEHHbIX MMOMELLEHWIA, OpraHM3auuM W MNpPOBeLeHN0 CaHUT HO-
NPOTUBO3NUAEMUYECKUX (NPOUNAKTUYECKUX) MeponpuaTuii» un MY-287-113 «MeToandeckue
yKa3aHu1s Mo Ae3nHMeKLMN, NPeLCTePUIN3aLMOHHON OUYNCTKE 1 CTEPUIN3ALUN U3LENTNA MEAULMHCKOIO
HasHayeHns».

10.2. Bce npombIBHbIe pPacTBOPbI, COBPaHHbIE B CNeuuanbHblid KOHTEHEP U 06paboTaHHbIe
[e3VHULMPYIOWMMI  CPELACTBAMU, paspelleHHbIMM A1 MPUMEHEHUs Ha Tepputopun PP B
yCTaHOB/IEHHOM MOPALKeE, CNefyeT yTUAN3MPoBaTh Kak 0TX04bl Knacca b.

103. Bce TBepAble OTXOAbl, COOpaHHble B CMeuuanbHbli KOHTeliHep, 06e33"aXeHHble B
cooTBeTCTBMM € TpeboBaHUAMM CaHlnH 2.1.3684-21 «CaHUTapHO-3MMAEMNONOrnYeckue TpeboBaHms
K COAepXXaHWIO TePPUTOPUIA TOPOACKUX U CENbCKNX MOCENeHNIA, K BOAHbIM 06beKTaM, MMTLEBON BOAE
M NUTLEBOMY BOLOCHAOXEHWO, aTMOC(EPHOMY BO34yXY, MO4YBaM, >KWIbIM  MOMELLEHUAM,
aKcnayaTaumMm MPON3BOACTBEHHBIX, OOLECTBEHHbIX MOMELLEHWA, OpraHn3aunmM un npoBeAEHUIO
CaHMTapHO-NPOTMBO3NMUAEMUYECKUX (NPOMNAKTUYECKX) MEPONPUATUIA», crefyeT YTUAN3MPOBaTb
Kak oTXofAbl Knacca b.

10.4. Hemcrnonb3oBaHHble HAbOPbl peareHTOB C WCTEKWWUM CPOKOM TOAHOCTM  nepeq
yTUAU3aLmen cnegyet pasyKoMNIeKToBaTh.

10.5. Hewncnonb3oBaHHbI KOHLEHTPAT NPOMbIBOYHOIO pacTBopa ClnefyeT YTUaIM3nMpoBaTh, Kak
0TXoAbl Knacca A.

10.6. Heucnonb3oBaHHble K(+), PK wuMMyHocopbGeHT crnegyeT obes3apaxusarb W
YyTUNU3NPOBaThb, KakK MeAULMHCKNe 0TXoAbl Knacca b.

10.7. Heucnonb3oBaHHble TMB 1 CTOM-peareHT crefyeTt yTUAM3NPOBaTh, KaK 0TX0Abl Kacca
r.

10.8. YTunusaumsa npoBOAMUTCA CNeLUaInsnpoBaHHbLIMU OpraHn3aumaMu, KOTopble UMET
JIMUEH3MIO Ha NpaBso yTuamsaumm meauLMHCKNX OTX0A0B.

11. OrpaHunyeHue TecTa

CnepyeT NOMHUTb, YTO pPe3y/ibTaTbl TECTUPOBAHUA HA aHTUTENa HE MOTYT ObITb e4VUHCTBEHHbIM
KpuTepvem [A18 OMArHOCTUKW WM UCKNKOYeHUs AHW3aKupo3a, WM 418 OrfpefenieHus crartyca
NHDEKLMN.

OTpuuaTtenbHbll  pesynbTaT  UCCMefOBaHWA  NpU  HaIWUuMKM  MHOULUPOBaHUA
AHN3aKNL030M BO3MOXKEH:

- B MHKY06aLMOHHBIA 1 HaYa/ibHbI NepuoAbl 3a60/1eBaHNS;

- Y NMauneHToB CO C1abbiM MMMYHHbIM OTBETOM (COCTOSIHWE MMMYHOCYMPECCUN).

12. CpoK rogHocTH, yC/noBUA TPAHCMOPTUPOBKM U XpPaHEHUA

CpoK TroAHOCTK, YCNOBWUS TPaHCMOPTMPOBKM W XpaHeHWs Habopa peareHTOB U KOMMOHEHTOB
npeacTaB/eHbl B Tabnmue Ne3.
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Ta6bnmua Ncp. CpoK rogHOCTW, YCNOBWA TPAHCMOPTUPOBKM W XpaHeHWs Habopa peareHTOB W
KOMMNOHEHTOB
XPaHWTb B YMaKOBKe Npou3BOAUTENS,

npu Temneparype ot 2 4o 8 ®Cu
CpoK rogHocT1 Habopa P patyp il

24 mecaua B/TXKHOCTU He 60s1ee 50 %.
peareHToB
BHumaHne! 3amopaxunsaHue He
[onycKaeTcs
B TEHEHNE cpoka npu Temnepatype ot 2 fo 8 °C
TpaHcnopTmpoBska rofHocTu P Paryp A
10 cyToK npu Temneparype fo 28 ®C
BCKPBITBIE KOMMOHEHTL: B TeYeHue cpoka XpaHWTb B YNaKOBKe NPOn3BOAUTENSA
K(*).K(-), PCB-T(x26), rogHocTu H§6O a npm TEMI‘IeyaT e oT 2p 08 °£ 7
TMB, PK,PPO, CTon- A P P patype ot < A
peareHToB BIXKHOCTU He 60s1ee 50 %

peareHT, VIMMyHoCOp6enT

Pab0ounii NPOMbIBOYHbIiA He 6onee 10 cyTokK npu Temnepatype ot 18 go 28 °C

pactsop ®CB-T He 60s1ee 45 CyToK Npu Temnepatype oT 2 10 8 GC

13. CapaHTuWiiHbIE 06513aTENbCTBA

MpoussoanTenb rapaHTUpyeT COOTBETCTBME Habopa peareHToB «AHusakuga 1gG-MMBUNAH-NDA»
TpeboBaHMAM HOPMATMBHOM M TEXHUYECKON [OKYMeHTauuu, a TakkKe KayecTBO W 6e30MacHOCTb
NpoAYyKTa B TeYeHMe BCEro CPoKa rogHoCTu.

Peknamauum Ha cneumupuyeckune 1 rsnyeckne cBOMCTBA Habopa peareHTOB HarnpaeATh B afpec
npeanpuatusa-nsrotosutens: OO0 «MMBUAH JTAB», 630559, 061. HoBocmbupckas, p.n. KosbLoBo,
CapoBas, foM 2/7, aTax 2 nomeLy,. 2

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

14. dopma nogayu peknamaymii

[ns npoBefeHWs paccnefoBaHUa U NOMYYeHUs OO6BEKTUBHBLIX BbIBOLOB MO 3afBNEHHOM peKnamaumm
HeobX04MMO NPesoCTaBUTb:

- peknamaLMoHHbIA Habop peareHToB C COMPOBOAMTE/bHLIM MUCbMOM, COZEPXaLUM MHHOPMaLMo O
BbISIBNIEHHbIX HECOOTBETCTBUSIX;

* uccnefyemble 06pasupl;

- MPOTOKO/bl UCCNEeLOBAHWIA, BbIMONHEHHbIX APYrMM METOAOM (yKasaTb HavMeHOBaHWe, Ceputo, CPOK
roHOCTN Habopa);

- NPOTOKO/bI UCCMeL0BaHUiA, BbIMONHEHHbIX pedepeHCHbIM HabopoM (YKasaTb HavMeHOBaHWe, CEpUIo,
CPOK rofiHOCTN Habopa).
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15. CuMBO/IbI MApPKNUPOBKMU
Tabnmmua N9?. CMBO/bI, MPUMEHSIEMbIE MPU MaPKUPOBKE

Cunmson HanmeHoBaHWe cumBoOna CumBon HavmeHoBaHMe cMMBO/Ia
Vcnonb3oBaTh [0 He ncnonb3oBatb
2 MOBTOPHO
H JlaTa U3roTos/eHus A OCTOPOXHO!
Homep cepum He gonyckartb

HEP

03
y8'C

KaTanoXHblii Homep

O6paTnTECh K MHCTPYKLMY
Mo NPUMEHEHMIO

TemnepaTypHbIi A1anasoH

bepeub 0T BNarun

H302: BpeaHo npu
npornarbiBaHn

H315: MNpn nonagaHun Ha
KOXY BblI3bIBaET
pasgpaxkeHune

H319: lNpwn nonagaHun B
rnasa BblI3blBaeT
BbIpaXKeHHOe pasfpaxkeHue

X

96

1¥0

BO3/€eNCTBUSA CONMHEYHOrO
cBeTa

Copepxvmoro
JlocTaTo4yHO And 96
onpeaeneHnii

CumBoNn npomnssoanTens
(conpoBoxfaeTcs
Ha3BaHVEM W1 afpecom)

He ncnonb3oBath Npu
MOBPEXAEHHOI YNaKoBKe

Bronoruyeckuii puck

MeauuyHCKoe nsaenie
ANs AUarHoCTUKM W \Tlro

16. WUTPNXKO/L
LLITpuxKog HabopapeareHTOB «AHu3aknta IgG"mNMBNAH-NDA: 4 620102 803918

PaspaboTan [.B. byTopuH
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