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cnncok COKPALWEHWNN

B HACTOALLEN MHCTPYKLMW UCMONb3YIOTCA CNeaytolMe COKpalleHNs U 0603HaYeHMS:

nupP - nofiMMepasHas LenHasa peakuus

SATA - aTUNeHaMamMmmHTeTpaaleTaT (AuHaTpresas cosb)
OHK - 1€30KCUPUOBOHYKIEMHOBAs KMCNOTa

HK - HYK/IeMHOBbIEe KMUCNOTbI

BK - BHYTPEHHWUIA KOHTPO/b

K- - OTpuLaTenbHbI KOHTPO/IbHBIA 06pasel,
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A THKTaHO/OTHSI NHCTpYKUMSA No NPpUMEHEHMIO Nnct 3
NMPOBA-MY MAKC Nnctos. 27

1 HA3HAYEHWE

11 HacToAwas MHCTPYKUMSA pacnpocTpaHseTcd Ha Habop peareHTOB A/1A BblAeneHNs
OHK MPOBA-MY MAKC, fanee no TeKCTY - Habop peareHTOB.

12 Habop peareHTOB npegHasHayeH pAna BblgeneHns AHK u3  6Monornyeckoro
maTepuana yenoseka (LesibHas nepugepnyeckas KpoBb, COCKOObI/Ma3Ky 3aNUTENnanbHbIX KIETOK
M3 YpPOreHMTaNbHOro TpakTa W MNPAMON KWULWKW, MOYa, 3FKYNAT, MOMIOKO, (heKanuu) ¢ LeNbko
nocneayLLLero aHannm3a MeToaom noaMMepasHon uenHon peakuun (MLUP).

1.3 ®yHKUMOHaNbHOE HasHauyeHue wu3genuda: W3genne ABNAETCA BCMNOMOTraTelbHbIM
CPeACTBOM B KMHMYECKON NabopaToOpHOM AMArHOCTUKe U NpefaHasHavyeHo Ans BbigeneHuns AHK
M3 OMOMOrMYECKOro Marvepuasna YesioBeka C Lefbl  MNOC/MeAyHOLWero aHanvMsa MeTofoM
nonumepasHou uenHow peakyuu (MLUP).

1.4 Habop MOXeT 6biTb WCNO/Mb30BaH B KAMHWUKO-AMArHOCTUYECKUX nabopaTopusax
MeANLNHCKNX YUYPEXAEHWI N HAyYHO-UCCNef0BaTeIbCKOM NpakTUKe.

15 TlpumeHeHVe MefuLMHCKOrO U3JeNnns He 3aBUCUT  OT  MNOMNYMAUUOHHBIX U
gemorpauyeckmx acrnekToB. MpoTUBONOKa3aHW K NPUMEHEHUIO HET.

1.6 ToTeHuwnanbHble nonb3oBaTenun: KBan(nLMPOBaHHbIV nepcoHar,
OCYLLECTBNAOLWMNIA B3ATME U NPeaobpaboTKy KAMHMYECKOro maTepuana, a Takxke crneuuanucTsl,
06yYeHHble MeTofaM MOMIEKYNSPHOM  OWArHOCTUKM W npaBunam paboTbl B K/IMHUKO-
ANarHoCTUYecKol nabopatopmy B yCTaHOBEHHOM NOPSAAKE.

1.7 TMpuMeHsTbL HAbop peareHTOB CTPOro NO Ha3HaYeHUIO COrNacHO faHHOM UHCTPYKLMM

no NPUMEHEHNIO.
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N AHK TEXHONIOT A

NHCTPYKUMS Mo NPUMEHEHMIO
NMPOBA-MY MAKC

2 XAPAKTEPUCTUKA HABOPA

Ha6op peareHTOB BbIMYCKaeTCs B CAeAYOLWNX (hacoBKax:

- (hbacoBKa A4Nns pyyHoro fosnposaHus (Mapkupyetcs - (acoBka N);

Nnct 4
ncrtoB. 27

- (hacoBKa AN aBTOMaTU3MPOBAHHOIO 03MpoBaHMs (MapKupyeTcs - (acoBka A).

Bce KOMMOHeHTbI HaGopa

peareHToB TOTOBbI

[OMNOSTHUTENIbHOW NOArOTOBKM K paboTe.

2.1

1~ P-103-N/4, pacoska N

HanmeHoBaHue
KOMIMOHEHTOB

JNnzunpytoLuii pacTeop

BHeLuHWiA B1A

XNIKOCTb

CopbeHT

CBsI3bIBalOLLIMIA pacTBOp
MpombIBOYHbI pacTBop Nel
MpombIBOYHbIA pacTBOp Ne2
3nonpyoLwuiA pacTeop
OTpuuaTenbHbIRn
KOHTPO/IbHbIN 06paseLy

MarHuTHble NeCTUKM
6nucTepe

1~ P-103-A/8, hacoBka A

HanmeHoBaHne
KOMMOHEHTOB

Homep
pAfa

CopbeHT

CB#3bIBatOLLWIA pacTBOp

3 TpombIBOYHbLIN pacTBop Ne2
Nnsnpytownii pacteop

5  3nwovpytowpmin pacteop

6 MpombIiBOYHbIV pacTBOp Nel

OTpuLAaTENbHBIA KOHTPOSbHBIA
obpaszeL,

MarHuTHbIe NECTUKN

CycneH3us KOPUYHEBOTO LiBeTa

Mpo3payHas 6ecuBeTHas XMAKOCTb
Mpo3payHas GecLBETHAA XWUAKOCTb
Mpo3pauHast GecLBETHAA XUAKOCTb
Mpo3payHas 6ecLBeTHas XMAKOCTb

BHeLwHwWin BUA

CycCneHsws KOPUYHEBOTO
LBeTa

Mpo3spayHas 6ecLBeTHas
YNIKOCTb

Mpo3spayHas 6ecLBeTHas
XXNIKOCTb

Mpo3payHas neHsLascs
GecLBeTHas XMAKOCTb
Mpo3spayHas GecLBeTHas
XXNKOCTb

Mpo3payHas becuBeTHas
XXMAKOCTb

Mpo3payHas 6ecLBeTHas
XNLKOCTb
TEMHbIe CTEPXKHU B

NoNMNPONMIEHOBOM Ga1CTEpe

* Pag Nel kapTpuzxa c peareHTaMmn nmeeT 60KOBO# CKOC.
**Habop peareHToB MPOBA-MY MAKC B thacoBke A BKNIOYAET 2 KapTpuaKa c peareHTamm,
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CocTtaB Habopa peareHToB MPOBA-MY MAKC

Mpo3payHas neHsiLascs 6ecLeTHas

Mpo3payHasn 6ecLBeTHAA XNAKOCTb

TEMHbIe CTEPXKHW B MOSUMPONUIEHOBOM

NMPUMEHEHUNIO

KonunyecTtso
(hnakoHos/
npooupok/
61mcTepos

1 dnakoH

2 Mpo6upKn
1 chnakoH
1 dnakoH
1 dnakoH
1 chnakoH

2 NpobupKu

3 6amcTtepa

Konnyectso
Aveek/
npo6upok/
6nmcTepos

2 iYelikmn
2 A4eiku
2 Yelikun
2 Yeiiku

2 AYeiKku
2 AYeKu

1 npobupka

2 6nncTepa

n

He TpebyloT

HoMuHanbHbIM
06bEM
KOMTMOHEHTA

7,2 MN

no 1,44 mn
12 mn

24 mn

24 mn

14,4 mn

no 1,2 mn

no 16 NnecTtukos

HoMuHabHbIN
00bEM
KOMMOHEHTa
no 240 Mkn

no 2,0 mn
no 4,4 mn

no 1,2 mn

no 2,4 mn
no 4,4 mn

1,2 mn

no 16 nectukoBs



NIVIK-TEXHOMIOT VIS VHCTPYKUMA NO NPUMEHEHUIO et 5
NPOBA-MY MAKC Inctos 27

2.2 Yucno aHannsupyembix npoo6

Habop peareHTOoB B (acoBke N npeAHasHayeH A1 O4HOPa30BOro MNPYMEHEHUA W
paccumtaH Ha BbigeneHne AHK wn3 48 aHanu3npyembix 006pa3uoB (BK1OYaA KOHTPOJ/IbHbIE
obpasubl).

Habop peareHTOB B (pacoBke A npefjHasHayeH A1 OLHOPA30BOro MPUMEHEHUA W
paccumTaH Ha BblgeneHne AHK n3 32 aHanusmpyembix 06pasyoB (ONTUMasibHbIMU SABAAIOTCA:
OfjHa noctaHoBKa Ha 32 obpasua, NMbo fBe NMocTaHOBKM No 16 06pasLos, 1M60 4 NOCTAHOBKW NO

8 06pa3LoB), BK/IOYAsA KOHTPO/bHbIE 06pasLbl.

2.3 TpuHumMn metoga

MpyHUMN Ae/ACTBMSA OCHOBAH Ha NPOBEAEHWUW NMU3UCA U BbICBOGOXKAEHUN HYKNENHOBbLIX
KUCNOT noj [eiACTBMEM XaoTpOMHOro areHTa (ryaHuamHa TuouMoOHaTa), C MocnefytoLlei

copbumeli Ha NapamarHUTHbIX HaHOYacTMLax ¥ MPOMbIBKOW OT NpUMeceil.

2.4  ®yYHKUMOHaNbHbIE NOKa3aTenu Habopa

2.4.1 YucTtoTa BblgeNeHNA HYKNIenHOBbIX KucioT 1,6-2,0 0D260/280 HM.
2.4.2 Bbixog AHK 13 100 mkn o6pasya 5-50 Hr.
2.4.3 MakcumasnbHas éMKOCTb copbeHTa He MeHee 100 Hr Ha BblfefleHMe B NepecyeTe Ha

JHK.

2.5 Bpemsa nposefeHWs BblAefleHUA HYKIeUMHOBbLIX Kucnaot: OT 60 MuHyT. Bpems

BblAE€NEeHNA 3aBUCUT OT KOJINYECTBaA 06pa3LI|OB B NMOCTAaHOBKE.

2.6 WNHTephepupytowme BewecTsa

MakcuManbHble KOHLEHTpauumM MHTepPepupyrowmx BewecTB, KOTOpPble MOryT ObiTb B
obpasuax buomaTepmana, He OKasblBaloLline BANAHUA Ha McCefoBaHMe METOLOM NOAUMePasHON
LLenHoW peakummn: xnoprekcmgmH (BogHbl pacteop 0,05%) - 10% v/v, renb 4na ynbTpasByKoBbIX
nccneaoBaHUn BbICOKON BA3KOCTU - 5% viv.

Jonyckaetca Hanuume B o6pasuax LUenbHOW nepudepuyeckoii KpoBU LUTpaTa HaTpus U
3OTA B KayecTBe aHTUKOArynsHTOB.

HenpurogHbol Ana AanbHeiwero wuccnefoBaHms metogom [MLUP  o6pasubl  LenbHOW
nepugepmnyeckoin Kposm, B3aTble B NPOGMPKIN C FrenapMHOM B Ka4ecTBe aHTUKOAryasHTa.

[nsa kKayecTBa NpoxoxpaeHusa peakuum TP B o06pasye askcTparmpoBaHHoi [HK

PEKOMEH/YETCS UCMONb30BaTb BHYTPEHHUIA KOHTPONb.
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A [IHK TEXHONOT IS NHCTpYKUMS MO NPUMEHEHMIO Jlnct 6
NMPOBA-MY MAKC IlnctoB 27

2.7 3M¢eKTUBHOCTb Habopa peareHToOB
Konnuectso uccnepoBaHbix o06pasuos (N) - 232. U3 HuX: uenbHas nepugepuyeckas
KpOBb - 36, COCKOObI/Ma3Ku 3nUTENNaNbHbIX KNeTOK W3 YPOreHWTanbHOro TpakTa W Mpsamoi

KULWKK - 68, Moya - 35, 3dKynaT - 38, MONOKo - 32, hekanum - 23.

AdekTnBHOCTL Habopa peareHToB cocTaBnder 100% ¢ 95% [OBepUTENbHBIM

nHTepsasom 98,61-100%.
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AN AHK'TEXHOHOFMH VlHCprKLIJ/IFI no NpUMeHeHno NncTt?
NPOBA-MY MAKC JIMCTOB 27

3 MEPbI MPEAOCTOPOXHOCTW

3.1 O6wwme TpeboBaHNa 6e30MacCHOCTM K Habopam peareHTOB AN AWArHOCTUKMK in Vitro B
cooTsetcTBUM ¢ TOCT ISO 14971-2011.

3.2 PaboTa po/mkHa nNpoBOAUTLCA B nabopaTopuu, BbIMOMHAKOLWENA  MOMEKYNAPHO-
6uonornyeckne (MLP) nccnefoBaHns KAMHUYECKOro MaTtepuana ¢ cob6noeHMeM MeTOLUYECKMX
ykazaHun MY 1.3.2569-09, caHuTapHo-anugemuonornyeckux npasun  CIM 1.3.2322-08 u
Tpe6oBaHuin FOCT P 52905-2007.

3.3 Vccnepyemble 06pasLbl paccmaTpuBatoTCA Kak NOTeHUMaNbHO-0NacHbIe.

3.4 K paboTe ¢ HabopoM peareHTOB A0OMYCKaeTCA TOMbKO NepcoHan, 00yYeHHbI mMeToham
MONEeKYNAPHOW AMarHOCTUKN U NpaBuiamM paboTbl B KNMHUKO-AMArHOCTUYECKON nabopaTopun.

3.5 Mpu paboTte ¢ Habopom peareHTOB crefyeT HajeBaTb OA4HOpPa30Bble nepyaTtkn 6e3

1 TasnbKa (HeonypeHHbIE).

3.6 Vcnosib3oBaTh TONIbKO HOBbIE HAKOHEYHUKMW U MPOOUPKN.

3.7 TMoAroToBKY M NpoBefeHne uccnefoBaHus buomartepuana ¢ UCMONb30BaHWeEM Habopa
peareHTOB cnefyeT NPOBOAUTbL B GOKCax 6MONOrMueckoin (MMKPOBMONorn4eckoii) 6e3onacHoCTH
Il wan 11l knacca 6uonornveckoin 3awutbl. KOMNAEKT MeAULMHCKON OfexAbl W CpeacTs
WHAMBUAYANbHOW 3aliUTbl  JO/DKHbI  COOTBETCTBOBAaTb XapakTepy BbIMOMHAEMbIX paboT wu
[EeCTBYOLLMM HOPMaM.

3.8 OTan BbigeneHua AHK cnegyeT npoBoAUTL B NOMELLEHUU, CHABXEHHOM KOMMJ/eKTamMu
nMonyaBTOMATMYECKUX WM aBTOMaTW4YyecKMxX  [03aTOpoB,  Xajnaramu N NpoYnMMM
MPUHALNEXHOCTAMMN.

3.9 Bce nabopatopHoe ob6opyaoBaHue, B TOM 4uCNe [03aTopbl, WTaTUBLI, nabopaTopHas

I nocypa, xanatbl, r0fI0BHble y60pbl U Mp., & TakKXe PacTBOPbl PEareHTOB LO/XKHbI ObiTb CTPOro
CTauMOoHapHbIMK. 3anpeLyaeTca Ux nepemelLeHne M3 04HOro NoMeLLeHns B Apyroe.

3.10 Ao3aTopbl AO/MKHBI ObITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKKpeAUTOBaHHbIX
nabopatopumax) 1 NPOMapKNpPOBaHsbl.

3.11 Bce noeepxHocTU B nabopatopum (paboume CTOMbI, WITaTUBLI, 06OpyaOBaHME U ap.)
eXe[HeBHO MOfBepratoT BMaXHOW YOOpKe C NPUMEHEHWEM [e3VHMPULMPYIOLUX/ MO X
CpPeACTB, pernameHTUPOBaHHbIX caHMTapHbIMK npasuiamu CI 1.3.2322-08.

3.12 Ncnosb3oBaHHbIE 04HOPA30Bble MPUHAANIEXHOCTM (MPOOUPKN, HAKOHEYHUKWN) AONXKHbI
cbpacbiBaTbCa B CNeuunanbHblil KOHTeHep, CoAepXKalynii 4e3VHPULMPYOLW KA pacTBop.

3.13 Mpwn ncnonb3oBaHUM Habopa B KIMHUKO-AWArHOCTMYECKO nabopaTopum obpasyroTca
0TX0A4bl KnaccoB A M b KoTopble KNacCUPUUMPYHOTCA U YTUAMSUPYKOTCA B COOTBETCTBUM C

Tpe6oBaHuAMKM CaHlMuH 2.1.7.2790-10.
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3.14 WHhopmayma o cogepxaHum BpeaHbIX BelLecTs

HavmeHoBaHMe KOMMNOHEHTA

Jnanpyrowmii pacteop

CopbeHT

Ces3blBatoLLUiA pacTBop

MpombIBOYHBIA pacTBop Nol

MpombIBOYHbIN pacTBop Ne2

SntonpyoLLmMiA pacTBop
OTpuLAaTENbHbIA KOHTPObHbII
ob6pasell

MarHuTHble NecTUKK

KonunyecTtso
f061>e|v|, M)

1 dnakoH (7,2 mn)

2 npo6uvpku (no 1,44 mn)

1 dpnakoH (12 mn)

1 hnakoH (24 mn)

1 dnakoH (24 mn)
1 dnakoH (14,4 mn)

2 npobupku (no 1,2 mn)

3 6nuctepa no 16 nectukos

MPOBA-MY MAKC

BpepaHoe BelLecTso
dacoska N
TpuTtoH X-100

yaHuauH TuouoHaTt
Twornuuepon

A3ng Hatpus meHee 0,1%
TpuTtoH X-100

yaHUAWH TUOLMOHAT
Twornuuepon

TpuToH X-100

MyaHnauH TuoumoHat

As3ng HaTpua meHee 0,1%

A3ng HaTpua meHee 0,1%

As3ng HaTpusa meHee 0,1%

HeT onacHbIX BeLLeCTB

YKa3aHve Ha pucKu

H302, H314, H319, H412

H302+ H312+ H332, H314,
H318

H312, H319, H332

HeT gaHHbIX (cM. n.3.15)

H302, H314, H319, H412

H302+ H312+ H332, H314,
H3I18

H312, H319, H332

H302, H314, H319, H412

H302+ H312+ H332, H314,
H318

HeT gaHHbIX (cm. n.3.15)

HeT gaHHbIX (cM. n.3.15)

HeT gaHHbIX (cM. 11.3.15)

NTncTtoB 27

Mepbl 6e30MacHOCTY

P264, P280, P301+P330+P312, P302+P352,
P305+P351+P338, P273, P501

P264, P280, P301+P330+P312, P302+P352,
P260, P271,P273, P501

P264, P280, P302+P352, P305+P351+P338,
P260, P271,P501

He TpebyeT cobnogeHns crneynanbHbIX Mep
NpPefOCTOPOXHOCTY

P264, P280, P301+P330+P312, P302+P352,
P305+P351+P338, P273, P501

P264, P280, P301+P330+P312, P302+P352,
P260, P271,P273, P501

P264, P280, P302+P352, P305+P351+P338,
P260, P271,P501

P264, P280, P301+P330+P312, P302+P352,
P305+P351+P338, P273, P501

P264, P280, P301+P330+P312, P302+P352,
P260, P271,P273,P501

He TpebyeT cobntofeHns cneumanbHbIX Mep
NPeA0CTOPOXKHOCTH

He TpebyeT cobntofeHns cneuymanbHbIX Mep
NpesOCTOPOXHOCTM

He TpebyeT cob6noaeHUs crneunanbHbIX Mep
NPefOCTOPOXXHOCTK

PacwugpoBka 0603HaveHunin: H302: BpegHo npu npornatbiBaHuy; H312: BpegHo npy monagaHnu Ha KOXy; H314 Mpn nonagaHUM Ha KOXY W rfasa Bbl3blBaeT XMMUYECKMe
oXoru; H318; Bbli3biBaeT cepbe3Hble nospexaeHus rnas; H319: Mpy nonagaHvmn B rnasa Bbi3blBaeT BbIpXKEHHOE pa3gpakeHune; H332: BpeaHo npw BabixaHuu;, H412: BpegHo ang
BO/IHbIX OPraHU3MOB C A0/ITOCPOYHbIMU MocneacTeuamu; H302+ H312+ H332: OnacHo npv npornaTbiBaHWKM, NPY KOHTaKTe C KOXEeN unn npu BapixaHuu; P260: He BAbIxaTb Napbl;
P264: Mocne paboTbl TWATENLHO BbIMbITL PyKU; P271: Mcnonb3oBaTb TOMbKO HA OTKPLITOM BO3JyXe WM B XOPOLIO BEHTUAMpyeMoM MecTe; P280; IMonb30BaThCs 3aliUTHBIMM
nepyaTkamu/3aWwmTHOW OfeXA0N/cpeacTBaMm 3awmnTbl rias/nmua; P301+P330+P312: MPU NPOITATbLLUAHWI: Mpononockats poT 1 06paTUThLCS 3a MEANLIMHCKOA MOMOLLLHO MpU
nnoxom camouyscTemn.; P302+P352: MPU MOMALAHUN HA KOXXY: MpombITs 601bWNM KonmnyecTBoM Bogpl; P305+P351+P338: MPU MOMALAHWI B INTA3A: OCTOPOXXHO
NPOMbITb /1a3a BOLOM B TeUYEHWE HECKObKUX MUHYT. CHATb KOHTAKTHbIE MH3bI, eC/v Bbl UMY NOMb3yeTeck, 1 eCn 3TO JIerkKo chenatb. Mpogomkuts NpomblBaHve rnas; P273: He
JonycKaTb NonasfaHua B oKpyxaroLLyto cpedy; P501: Y panutb cogepXvmmoe/ynakoBky B cooTBeTcTBum ¢ CanlMuH 2.1.7.2790-10.
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HavmMeHoBaHVe KOMMOHeHTa

CopbeHT

CB#i3bIBatOLLMIA pacTBOp

MpombIBOYHbIA pacTBop N2

Jn3npytowwmii pacteop

SnoMpyHoLLii pacTBop

MpoMbIBOYHBIA pacTBOp Ne 1

OTpuuaTenbHblii KOHTPO/bHbII
obpasell
MarHuTHble NeCTUKN

.mniir

Konnyectso
(o6bem, mn)

2 syeiikun (no 0,24 mn)

2 auevikn (no 2,0 mn)

2 aveitku (no 4,4 mn)
Y

K
2 svelikn (Mo 1,2 mn)

2 sueiikn (no 2,4 mn)

2 veiikn (no 4,4 mn)

1 npobupka (1,2 mn)

2 6nuctepa no 16 nectukos

MPOBA-MY MAKC

BpepaHoe BeLLecTso
dacoBka A
A3ng HaTpusa meHee 0,1%

TputoH X-100

yaHWaWH TuoLuoHaTt
Twornuuepon

Asng HaTtpua meHee 0,1%
TputoH X-100

'yaHUaWH TUoLMoHaT
Twuornuuepon

A3ung Hatpus meHee 0,1%
TputoH X-100

'yaHUAWH ToLMOHaT

A3ng HaTpua meHee 0,1%

HeT onacHbIX BellecTB

YKasaHune Ha pucKu

HeT faHHbIX (cM. n.3.15)

H302, H314, H319,H412

H302+ H312+ H332, H314,
H318

H312, H319, H332
HeT gaHHbIX (cm. n.3.15)

H302, H314, H319, H412

H302+ H312+ H332, H314,
H318

H312, H319, H332
HeT gaHHbIX (cM. n.3.15)

H302,H314, H319,H412

H302+ H312+ H332, H314,
H318

HeT faHHbIX (cM. n.3.15)

NTncTtoB 27

Mepbl 6e30MacHOCTM

He TpebyeT co6ntofieHns creuuanbHbiX Mep
MPeoCTOPOXKHOCTY

P264, P280, P301+P330+P312, P302+P352,
P305+P351+P338, P273, P501

P264, P280, P301+P330+P312, P302+P352,
P260, P271,P273,P501

P264, P280, P302+P352, P305+P351+P338,
P260, P271, P501

He TpeGyeT cobniogeHns creuuanbHbIX Mep
MpPefoCTOPOXXHOCTY

P264, P280, P301+P330+P312, P302+P352,
P305+P351+P338, P273, P501

P264, P280, P301+P330+P312, P302+P352,
P260, P271,P273,P501

P264, P280, P302+P352, P305+P351+P338,
P260, P271,P501

He TpeGyeT co6M0AeHUS ChieupanbHbIX Mep
MPef0CTOPOXKHOCTY

P264, P280, P301+P330+P312, P302+P352,
P305+P351+P338, P273, P501

P264, P280, P301+P330+P312, P302+P352,
P260, P271,P273,P501

He TpebyeT COG/MOAEHMS CheumanbHbIX Mep
MPeLoCTOPOXXHOCTU

PacwmndgpoBka 0603HayeHuii: H302: BpeaHo npu npornatbiBaHuu; H312: BpegHo npy nonagaHuM Ha KOXY; H314 Mpu nonagaHnnM Ha KOXY W rnasa BbI3bIBAET XMMUYECKMe
oxoru; H318: Bbi3biBaeT cepbe3Hble noBpexxaeHns rnas; H319: Mpu nonagaHumn B rnasa Bbi3bIBaeT BblpaXKeHHOe pasgpaxeHune; H332: BpeaHo npwv BabixaHuu; H412: BpegHo ans
BOAHbIX OPraHn3MOB C A0Nr0CPOYHbIMK nocneacTeuamn; H302+ H312+ H332: OnacHo npw npornaTbiBaHUM, NPY KOHTaKTe C KOXei nnu npu BapixaHumn; P260: He BAabIxaTb napbl;
P264: TMocne paboThbl TWATENLHO BbIMbITL PyKKW; P271: Mcnonb3oBaTb TOMLKO Ha OTKPLITOM BO3AyXe WAU B XOPOLIO BeHTUAMpyemom mecTe; P280: Monb30BaThCa 3aLUTHLIMU
nepyaTKaMu/3almMTHOR oaexaoli/cpeacTBaMu 3almTsl rnas/nuua; P301+P330+P312: MPW MPOITIATBIBAHWW: Mpononockats poT 1 06paTUTLCA 3a MEAULMHCKOA NOMOLLbIO Npy
nnoxom camodyscTauu,; P302+P352: MPU MOMNALAHNM HA KOXXY: MpombITb 60/bLWIMM KONn4YecTBOM BoAbl; P305+P351+P338: MPU MOMALAHWN B T/TA3A: OCTOPOXHO
NPOMbITb I1a3a BOAOW B TeYEHWE HECKONbKMX MUHYT. CHATb KOHTaKTHbIE SIMH3bI, €CAM Bbl UMW NOMb3yeTeck, 1 ecnn 3TO0 IerkKo chenatb. Mpogomkuts NpoMblBaHue rnas; P273: He

Jonyckatb nonagaHusa B oKpyxatowyto cpedy; P501: Y nanuts cofepxmmoe/ynakoBKy B cO0TBeTCTBUM ¢ CaHMuH 2.1.7.2790-10.
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3.15 Bxogswme B coctaB Habopa cOp6eHT, NMPOMbIBOYHbIA pacTBop Ne2, antoupyrowmii
pacTBOP W OTpuULATENbHbIA KOHTPO/bHBIA 06pasel, cofepXxar asuf HaTtpus B KOHLeHTpauuu
meHee 0,1 % 4To aBNAeTCA 6€30NacCHbLIM /19 KOHEYHOTO NOJib30BaTeNid U He TpebyeT cobnoaeHns
cneumanbHbIX Mep NPejoCTOPOXHOCTU, KpOMe YKa3aHHbIX B JaHHOM pasfene.

3.16 Mpu paboTe ¢ HABOPOM peareHTOB MCMOMb30BaTh CPeACTBa MHANBUAYANbHON 3aliUThl
ANa NpefoTBpalleHNs KOHTaKTa C OpraHM3mMoM 4esioBeka. ocne OKOHYaHMA paboThl TULaTeNbHO
BbIMbITb PYKW. V36eratb KOHTaKTa C KOXeW, rnasamm n cim3ncToii 060104KONM.

3.17 IMpwn ncnonb3oBaHWM MO Ha3HAYEHWIO U COBNIOAEHUN MeP NPefOCTOPOXKHOCTU, KOHTAKT
C OpraHM3MOM YefnioBeKa MCK/IOYeH. [pn aBapuilHbIX CUTyauusX BO3MOXHO CrefytoLlee:
pasfpakeHve KOXN U CAN3NCTor 060104KN rnas y YyBCTBUTENbHbIX NMNLL. [1py KOHTaKTe NPOMbITb
MopaKeHHoe MeCTO BOLOIN 1 06paTUTLCA 338 MEAULNHCKOWA NOMOLLbHO.

Il 3.18 He ncnonb3osatb Habop peareHToB:
- NPV HapyLLeHUN YCNOBUIN TPAHCNOPTUPOBAHUA U XpaHeHNs;
- NPV HECOOTBETCTBUWN BHELLHEr0 BMAa KOMMOHEHTOB, YKa3aHHOro B macrnopTe K Habopy;
- NPV HapyLeHN BHYTPeHHE yNakoBKY KOMMNOHEHTOB Habopa;
- 0 UCTEYEeHUI0 CPOoKa rofHOCTN Habopa.
MpumMmeyaHne - Habop peareHTOB He COAEPXMWT MaTepuasioB GMOMOrMYECKOTO MPOUCXOXKAEHUS,
BELLECTB B KOHLIEHTpaLmaX, 061afatoLLmnX KaHLEeporeHHbIM, MyTareHHbIM [eCTBUEM, a TaKXKe BUSIOLLMX

Ha PENpPOAYKTUBHYIO (YHKLMIO uYenoBeka. [py MCMOMb30BaHUM MO HA3HAYEHWHD U COGMHOAEHUM Mep

NpPeaoCcTOPOXXHOCTU ABNAETCA 6€e30MacHbIM.
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4 OBOPYAOBAHWE N MATEPUATbI

BapuaHT (hacoBku
O6opyaoBaHue u maTepuansl

N A

MLP-60kc HeT na
60KCc 6uonorunyeckon (Mmkpobuonormueckoi) 6esonacHoctn Il nan il na Her
Knacca
YCTPOWCTBO fo3upytoliee ATcTpum HeT aa
MarHUTHbIA FOMOreHn3aTop ha na
TBEPAOTENbHbIA  TepmocTar Ansg  Mpobupok Tuna «3InneHAopd»,
nogaepXxusatowmii Temnepatypy ot 25 “Cpo 98 “C ha Aa
cneyuanm3npoBaHHbIi NMUHLET (Py4YKa-nNUHLET) WAM  N1acTMaccoBbliA na et
NMUHLET AN8 packnagbiBaHWA MarHUTHbIX NECTUKOB
3NEeKTPUYECKNIN nabopaTopHbI acnupaTop ¢ KON6OWA-«10BYLLKON» aa HeT
X0NOLNNbHUK Jit:! Aa
LueHTpudyra gns npobupok o6vémom 1,5 mn, ¢ RCF He Hke 16 000 x g na aa
MUKPOLEHTPU(Yra-BopTeKc Jit:! Jit!
[,03aTOpPbl  MeXaHW4YeCcKMe WanM 3N1eKTPOHHble MNepeMeHHOro o6béma
OflHOKaHasibHble, No3BonaoWme oTbupaTtb 06BLEMBI Xuakoctn ot 2,0 fo na HeT
20 mkn, ot 200 go 1000 mKn
[,03aTOpbl MeXaHW4yeckue WU 3NeKTPOHHbIE MepeMeHHOro o06béma
OfHOKaHa/IbHble, MO3BONAKOWME 0TOUPaTh 00BEMBI XMAKOCTM OT 20 [0 fa fa
200 mKn
O[HOpPa30Bble HAKOHEYHWKU C (UALTPOM [ANA M0NYyaBTOMATUYECKUX

. aa HeT
fo3atopoB, cBo6ofHble oT HKa3s n PHKas, 06bémom 20 MKn
OLHOpPa30Bble HAKOHEYHWKW [N NoJiyaBTOMaTUYyecKux [03aTopos,
cBobogHble oT AHKa3s n PHKas, o6bémom 200 mkn, 1000 mkn Aa Aa
OZlHOpa30Bble NepyaTkn MeAnLUHCKNE, 6e3 TalbKa, TEKCTYPMUPOBaHHbIE aa aa
MnacTUKOBbIe MPO6GUPKM 06bEMOM 1,5 Mn TUNa «3NneHAopgH» aa aa
lWTaTUB «paboyee MecTo» ANA NPobUpPoK 06vEMOM 1,5 Mn Ja fa
EMKOCTb C Ae3NH(pUUNPYIOLWMM pacTBOPOM And cbpoca NCMOJb30BAHHbIX
HaKOHEYHWKOB, MPOOGUPOK 1 APYTNX PACXOLHbIX MaTepnanos Aa ha
TpaHcnopTHaa cpefa Ana 6uonpob w/mnm (U3NONOTrMYeCKUin pacTBop na na

(0,9% NaCl) ctepunbHbIii
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5 AHANMN3MNPYEMBIE OBPA3LbI

Ans nccnepoBaHWs MCMONMb3YHT GUONOTMYECKUIA MaTepuan: LenbHY Nepudepnyeckyto
KPOBb, COCKOObI/Ma3KN aNUTENNaNbHbIX KNETOK M3 YPOreHUTanbHOro TpakTa v NPsSMO KULLKK,

MOYY, 3SKYNAT, MOMOKO, (heKanuu.

MpumeyaHue - B3aaTMe, npeaBapuTeNbHYIO 06pabOTKY, XpaHeHMe W MepeBO3Ky, nNepeaady
“ccnesyemMoro Matepuana B pyrue opraHusaLmy OCyLEecTBSKOT COMTaCHO MHCTPYKTUBHO-METOANYECKNM
[OKYMEHTaM, PernamMeHTUPYHOLLMM BbIMO/IHEHWE WCCMeA0BaHUIA B COOTBETCTBUMM C  TPeGOBaHMSMU
MY 1.3.2569-09 n CI1 1.3.2322-08.

O6wme pekoMeHgauum

- Ha 3atanax noAaroToBku 6Guomartepuana u BblleneHunm un3 Hero AHK wucnonb3syiite
0ZlHOPa30Bble HAKOHEYHUKN C PUAbTPOM, cBo6oaHble 0T PHKa3 n AHKas.

- [pn pobaBneHny pacTBopa B Mpoby, cogepxawyro 6MONOrUYecKUidi MaTepwuan,
aKKypaTHO BHOCUTE XWAKOCTU, He KacasCb CTEHOK NpobuMpoK. MNpu KacaHWu K CTEHKe
NMPOOMPKN CMEHNTE HAKOHEYHMK. HAaKOHEYHWK CNnefyeT MeHATb Npu KaXXA0M yAaneHuu
pacTBopa 13 obpasua.

- And npefoTBpaweHNs KOHTAMUHALMKN OTKPbIBaTe KPbILWKY TO/IbKO TOW Npo6upku, B
KoTopyt OyneTe BHOCUTb o06paseu/peakTB WM K3 KoTopon 6yperte 3abupatb

XMNAKOCTb, U 3aKpblBaiiTe ee neped paboToi co cneaytoLLein Npo6upKoii.

5.1 B3aTtue obpasyos bromaTtepumana
5.1.1 CocKo6bl/Ma3Ku aNNUTennanbHbIX KNeToK

5.1.1.1 C nomowbl  OAHOPA3OBOrO  CTEPU/ILHOTO  30HAA  BO3bMUTE  COCKOG
ANUTENNANbHLIX KNETOK M3 COOTBETCTBYOLWEro GuoTona (YporeHWTasbHbIA TpakT, npsMas

KULLKA).

MpumeuvaHue - T[lepen B3sTMEM COCKObGa M3 LIEPBMKALHOTO KaHana Heo6XoAuMo yAaiuTb Cv3b

CTEPW/IbHLIM BaTHbIM TaMIMOHOM.

5.1.1.2 TlepeHecuTe COCKOG 3nuTennanbHbIX K/IETOK (M3 YPOreHUTaNbHOro TpakTa,
NPsMOl KWULIKK) C NOMOLLbK OAHOPA30BOr0 CTEPUNbHOrO 30HAA B MNACTUKOBYH MNPO6GMPKY
06bEMOM 15 Mn C TpaHCMOPTHON Cpedol, npefHasHaYeHHOW NpPoOM3BOAMTENEM  ANA
TpaHCNOPTUPOBAHUS U XPaHEHUs1 06pasLLOB 6uonornyeckoro matepuana ans NLUP-nccnegoBaHumin
(nnn ¢ 500 MK PU3NONOTMYECKOT0 pacTBOpa CTEPUNBLHOI0), aKKypaTHO NepemMeLlanTe.

5.1.1.3 W3BnekuTe 30HA M3 pacTBopa, NPUXUMas ero K CTeHKe NpPoOupKW, U yaanute
N36bITOK XXUAKOCTU C 30HAA O CTEHKM NPOOUPKN. ICNOMb30BaHHbINA 30HA YTUAN3UPYITE.

5114 TnoTHO 2aKNOWTe KPbILLKY NPOBUPKU, NPpOMapKUpyiTe Nnpoobupk
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5.1.2 LlenbHas neputepmnyeckas KpoBb

5.1.2.1 B3ATMe UeNbHON nepudepuyeckon KpPoBM NPOBOAMTCA B BaKyyMHble
NNacTMKoOBble Npobupkn Tuna Vacuette o6béEmMom 2,0 mnm 4,0 mn ¢ A06aBNEHHOW B Ka4yecTBe
aHTUKOArynsaHTa [WHATPUEBOW CONMbK 3dTuNeHAnamMuHTeTpaauyetata (3ATA) B  KOHeYHO
KOHUeHTpauun 2,0 mr/mn. B KayecTBe aHTUKoOarynsHTa [OMNYCKAeTCA TakXe WCNOJib30BaHMe
umtpata HaTpusa. [ns nepeMellnBaHWA KPOBU C aHTUKOArynsHTOM Mocfie B3ATUA MaTepuana

HeobX0aMMO NepeBepHYTL NPO6UPKY 2-3 pasa.

BHVUMAHWE! He gonyckaetcs ucno/fib30BaHue rernapnHa B KAY4eCTBe aHTUKOAarynsaHTa.
O6pa3zel rotoB ans sbigeneHnsa AHK.
5.1.3 2akynar

5.1.3.1 394KynaTt nony4yarotT nytem mactypbauun. Ans cbopa martepuana MCMnonb3yoT
cneymnanbHbIi CyXoit NNacTUKOBLIN KOHTElHEp.

5.1.3.2 Tlocne c6opa buomateprana KOHTeHep NAOTHO 3aKPbIBAOT U MapKUpPYIOT.

5.1.4 Moua

5.1.4.1 [Ana aHanusa OoTOMpalT MNOPUMIO MOYM B KONMYECTBE He MeHblie 20-30 mMn B
cneymanbHbIn Cyxol CTepUbHbIA rakoH Ha 50 ma.

5.1.4.2 Tlocne c6opa buomatepuana GpaakoH repMeTUUYHO 3aKPbIBAIOT U MapKUPYHOT.
5.1.5 Monoko

5.1.5.1 C6op maTepuana Nnpon3BOAMTCA B CTEPUIbHYIO NOCYAY C KPbILIKOM.

5.1.5.2 AKKypaTHO nepemMellainTe u nepeHecute 1,0 Mn maTepuana B MNACTUKOBYHO
npobupky o6bEMoM 1,5 M.

5.1.5.3 TMpo6upKy NNOTHO 3aKPONTe U NPOMapKupyinTe.

O6pasel, rotos 404 BbigeneHma AHK.

5.1.6 ®dekanun

5.1.6.1 Wcnonwv3ytoT npobbl (ekanuit maccoih (06bEMOM) npumepHo 1-3r1 (1-3 mn).
Mpoby B KonnuectBe 1r (MPUMEPHO) OTAENbHLIM HaKOHEYHUKOM C (hMNbTPOM, 06bEMOM OT 1,0
A0 5,0 M1 M 0AHOPa30BbIMK NOMAaTKaMU MEPEHOCAT B CMELManbHbI CTEPUNbHbIA (hNaKoH.

5.1.6.2 Tlocne B3aTUA 6romateprana paakoH NAOTHO 3aKPbIBAKOT U MapPKUPYHOT.
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5.2 npefobpaboTka 06pasLoB 6Momarepmnana
5.2.1 CocKobbl/Ma3Kn anuTennanbHbIX KNeToK

5.2.1.1 LeHTpudyrmpyinte npobupky npu 16 000 x g B TeyeHne 10 MUH NpuM KOMHATHOW
Temnepatype ot 18 RCpo 25 °C.

5.2.1.2 YpanuTe Haj0Caf0uYHYO XMWAKOCTb, OCTaBMB B Mpobupke npumepHo 100 mkn
(ocapok + xuakKas ppakuyms)

O6pasubl rotosbl ans BbuweneHnsa AHK.

5.2.2 2akynar

5.2.2.1 TepeHecute 100 MKN XMAKOro maTepuana NUNETKON B NIacTUKOBYHK MPO6GUPKY
06bEémom 1,5 mn ¢ 500 MKN hU3M0NOrMYeCcKOro pacTsopa CTepubHOro.

5.2.2.2 LeHTpudyrupyiite npobupky npm 16 000 x g B TeyeHne 10 MUH.

5.2.2.3 YpanuTe HafoCafOYHYK XWUAKOCTb, OCTaBUB B nNpobupke npumMepHo 100 Mkn
(ocapok + xuakaa pakuus).

O6pasel, rotos aAna ebigeneHns AHK.

5-2.3 Moua

5.2.3.1 TlepeHecnTte 1,0 M1 MOYM B NIACTUKOBYHO NPO6UPKY 06BbEMOM 1,5 Mn.

5.2.3.2 LeHTpudyrupyiite npobupky npu 16 000 x g B TeyeHne 10 MuH.

5.2.3.3 Haubonee nonHo ygannte Hagocaf0uHYH XNAKOCTb.

5.2.3.4 [o6aBbTe K ocagky 1,0 Mn hn3n0N0rM4ecKoro pacteopa CTepPUNLHOrO.

5.2.3.5 UeHTpugyrupyite npobupky npu 16 000 x g B TedeHne 10 MUH.

5.2.3.6 Ypanute HaA0Caf04YHYK XWAKOCTb, OCTaBMB B MNpobupkKe npumepHo 100 MKn
(ocapok + upkas hpakuus).

O6pasey rotos ans ebigeneHns AHK.

5.2.4 ®ekanuun

5.2.4.1 OTaenbHbIM HAKOHEYHUKOM ¢ (uabTpom, o06BEMOM oT 20 po 200 mKn,
nepeHecute npuMepHo 50-100 mr (MKn) (ekanuii B NnacTUKOBYK Npobupky o6béEMOM 1,5 mn
1,0 MA )M3MONOrNYECKOro pacTBopa CTEPU/LHOTO.

5.2.4.2 TomoreHusupyiite CoAepXmnmoe npo6upkm BCTPAXMBAHUEM Ha
MUKpPOLEHTpuyre-sopTekce B TedyeHue 10-15 c.

5.2.4.3 LeHTpudyrupyinte npobupKy Ha MUKpOLEHTpUgyre-sopTekce B TeveHmne 30 C.

5.2.4.4 OTAenbHbIM HAKOHEYHMKOM C  (unbTpoMm, o06bEMOM oT 20 go 200 mkn,
nepeHecuTe 100 MKN Haf0Caf0YHOMN XNAKOCTA B HOBYIO MPO6UPKY 06bEMOM 1,5 mn.

O6pasel, rotoB gns Bbigenenuna HK.
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Ans  uccnefoBaHus 06paslyoB Ha Hanuune O6aKTePUIn -  BO3BYAUTENEA ocrpwx
KULWWEYHbIX WH(EeKUnin aanbHeiwee BblgeneHne OHK npoBOAMTCA COrNacHO WMHCTPYKUMK K
Habopy peareHToB NMPOBA-MY MAKC.

[na wuccnepoBaHna o6pa3uoB Ha Hanuune PHK»BUPYCOB - B0O36yauTenel ocrpwx
KMLIEeYHbIX MHDeKUniA Habop peareHToB NMPOBA-MY MAKC HE NMPUMEHAETCA!

Ons BbigeneHns OHK rpamoTpuHaTeNnbHbIX 6akTepuii MM NpoBeAeHUA MCCnefoBaHuA
OMOLIEHO3a KULUIEYHMKA HeoOX0AMMO MPOBECTU MpeABapuUTeNbHYH 06paboTKy o06pasua,
MONYYEHHOro cornacHo n. 5.2.4.4, pactBopom Nn3ouuma:

- B KaXAyl NpobupKy C KIMHWYECKUM MaTepnanom, NosyYeHHbIM COrnacHo n. 5.2.4.4, BHeCTu
no 20MKn pacTtBopa nu3ouMMa C KOHUeHTpauuein 100 mr/mn, nepemellatb Ha BOpTeKce
5-10 ¢ 1 ueHTpUgyrmposartb B TeyeHMe 1-3 ¢ Ha MUKPOLLEHTPUGYre-BOPTEKCE;

- 0OCTaBWUTb NPOOUPKK NPy KOMHATHOM TemnepaTtype oT 18 ®C go 25 ®C Ha 04UH Yac;

MpumeyaHue - [py HEOBXOAMMOCTU MOXKHO XpaHUTb 06pasLbl C IM30LMMOM MpK TemmnepaType oT

2°C no 8 °C He 6onee 14 yacos.

- nposecTu BblgeneHne AHK ¢ ncnonb3osaHmnem Habopa peareHToB NMPOBA-MY MAKC.

5.3 TpaHCNopTUPOBaHWE U XpaHEHNe UccnefyeMoro matepuana

TpaHcnopTupoBaTb W XpaHUTb 06pasybl 6Guonornyeckoro martepuana A0 Havana
nccnefoBaHua cnefyeT npu Temnepatype oT 2 ®C a0 8 °C He 60nee 24 Yacos.
JonyckaeTcs XpaHWTb MOMYyYeHHbI MaTepuan npu Temnepatype OT MuHyc 18 ®C fo

MUHYC 22 °C He 60onee 3 MecsLeB.

BHUMAHWE! Ecnu o6pasubl XpaHWAuCb Npu Temnepatype oT MUHYyc 18 ®C [0 MUHYC 22 @C,
nepef BbweneHnem AHK, pasmopaxusatb nx cnegyeT npn KoMHaTHol Temnepatype (o1 18 °C go

25 °C) nnu npu Temnepatype ot 2 & go 8 °C.
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6 T[POBEAEHWE AHATTN3A

O6L e pekoMeHaaLmm

1. Cop6eHT COAepXNT OYeHb NErkme napamarHUTHbIe YacTuubl. Ans yganeHns pacTBOpoB
13 06pasLoB C NOMOLWbIO OAHOKAHANbHOW NUNETKN PEeKOMEHAYEeTCA MCNOMb30BaTb HAKOHEUYHWNKM
o6bémom 1,0 mn. Ecnm umcnonb3yeTca nabopaTopHbIA acnupatop, YCTaHOBUTE MUHUMANbHYHO
CKOPOCTb acnupauum n He UCNO/b3yHTe HAKOHEYHUKMN BObLLOTO CeYeHUS.

2. HakoHeYHMKM cneayeT MeHATb MNPU KaXXAOM MNEpPeHoce >KMAKOCTWU, NpU  Kaxaom
fo6aBneHMM pacTeopa B NMpo6GUpPKY 1 NP KaXXA0M yAaneHun pactBopa U3 npodupku.

3. Ans npefoTBpalleHns KOHTaMWHaUMW OTKPbIBaliTE KPbIWKY TOMbKO TON MPo6MpKK, B
KOoTOopyto OyfeTe BHOCUTbL 06paseu/peakTUB UAM M3 KOTOPOI OyaeTe yaanaTb HafjoCafouHYyHo
XUNAKOCTb, U 3aKpblBaliTe ee nepeg paboToi co cnegytowelii NpobupKoi.

4. Mpobupkn ¢ muccnegyembiMn obpasuamn U OTpULATENbHbIM KOHTPOJIbHBIM 06pa3LoM
(K-), obpabatbiBaiiTe N0 eAUHOI CXeME.

5. MHthopmaumns o HeO6XOAMMOCTU MCNO/b30BaHNUA BHYTPEHHEr0 KOHTPO/MbHOro obpasua
COAEPXKMNTCS B COOTBETCTBYHLMX MHCTPYKLMAX K Habopam ansa BbiseneHns AHK Bo3byguTenei

3aboneBaHuii metogom MLP.

6.1 BoblgeneHune AHK (acoBka N)
OcobeHHOCTM paboTbl ¢ HAbOpPOM B (hacoBKe AN PyUYHOro Ao3npoBaHua (pacoska N)

1. Mpw paboTe MCNONb3yeTCA MarHUTHbIA FOMOreHn3aTop™.
2. B nn3mpyrowem pacTtesope, CBA3bIBalOLEM pacTBOpPe M MPOMbIBOYHOM pacTteope Nel
[0MNyCcKaeTca BbiNajeHne ocajka npu xpaHeHUn B XonogunbHuke (o1 2 ®C o 8 ®C).

Mepep Hayanom paboThbl:

- MpoBepbTe NU3MPYIOLWWUIA pacTBOP, CBA3bIBAKOLLIMA pacTBOP W MPOMbIBOYHbIV
pacTtBop Nel Ha OTCYTCTBME OcCajka. B cnyyae Hanuumsa ocafka, nporperite gnakoH(-bl)
C /M3MPYIOLIMM  pacTBOPOM,  CBA3bIBAKOWMWM  pacTBOPOM U MPOMbIBOYHBIM
pactBopoM Nel npu 80°C B TeyeHuMe 10 MWMH UMM OCTaBbTe MNPU  KOMHATHOW
Temnepatype (o1 18°C pgo 25 °C) [0 MOMHOrO pacTBOpeHMs ocafka (He MeHee
12 yacos).

- nepemellaiiTe coaepXxumoe (nakoHa(-oB) nepesopaynmBaHMeM (nakoHa(-0B) BBEPX

AHOM 5-10 pa3, nsberas neHO06pa3oBaHUSI.

MarHuTHbIA FTOMOreHm13aTop 06ecrneynBaeT ocakaeHWe copbeHTa (MapaMarHWTHbIX YacTul) U MepemellvBaHue
peakTVBOB B Npobupke (nMpy A06aBMEHUM MarHWTHOrO nectuka). OcaxkaeHwe copbeHTa MPOBOAUTCS Mpw
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6.1.1 BbigeneHue AHK ¢ ncnonb3oBaHMeM MarHMTHOro roMoreHumsaropa

BHUMAHWE! Mpu [031pOBaHUM WUCMONb3YiATe WHAMBMAYANbHbIE HAKOHEUYHUKU ANS KaXAOro

obpasya. M3beraiite notepb copbeHTa Npu 0TO60Pe HaJ0CaAA0YHON XKNAKOCTMW.

6.1.1.1 [MpomapkupylitTe no O0AHO npobupke o06bEMOM 15mMn  Ans  Kaxaoro

nccnegyemoro o6pasua u s 0TpULaTeNbHOr0 KOHTPObHOro o6pasua (K-).

MpumeyvaHne - [ns 06pa3uoB, NpoLleAINX NPeaobpaboTKy C MOMYYEHUEM OCaKa U Haaocaao4HoOw
XMAKOCTM (CM. M. 5: COCKOBbI aNUTENNabHBIX KNETOK, 3SKY/IAT, MoYa 1 T.4.), NPOMapKupyinTe npobupku ¢

MOArOTOBNEHHbIM AN1S UCCNEA0BaHMS MaTepuanom B 06bémMe 100 MK

6.1.1.2 AKKYpaTHO CHUMUTE 3alMTHYI (ONbry ¢ Heo6X0AMMOro Kofm4yecTBa /YHOK

6n|/|CTepa C MarHNTHbIMK NeCTUKaMu.

6.1.1.3 BHecuTe B KaXXAyt MPO6MPKY C MOMOLLbI0 PYYKU-MUHLETA MarHUTHbIA NEeCTUK,

He Kacascb Kpas npooupKu.

6.1.1.4 [pn ncnonb3oBaHUM BHYTPEHHEr0 KOHTPONLHOrO 06pa3la BHECUTE B KaXayto

npo6upky no 10 MK/ COOTBETCTBYIOLLLErO BHYTPEHHErO KOHTPO/LHOIO o6pasua.
6.1.1.5 TuwaTenbHO nepemeLlanTe Bce pacTBOPbI NepeBopaynBaHuemM He MeHee 20 pas.

6.1.1.6 [ob6aBbTe B KaXkAyt0 Npobupky no 150 MK NM3MpYLOLLEro pacTBopa, He Kacaschb

Kpasi Npo6MpPKHN.

BHUMAHWE! PacTBop cnegyeT BHOCUTb B HWKHIOK 4acTb Npobupku, nsberas o6pasoBaHus
Kanenb. Ecnn npousowno pasdpbi3rnBaHue, HEOO6X04MMO OCaAUTL Kanu Ha MUKPOLEHTpuUdyre-

BOPTEKCE.

6.1.1.7 [ob6aBbTe B NpobUPKM Ans uccnegyembix o6pasyoB no 100 MK uccnegyemoro

obpasua.

6.1.1.8 B npoGupky, npoMapkupoBaHHyt «K-», no6aBbTe 100 MKN OTpMLATENbHOMO

KOHTPO/IbHOT0 06pas3Lia U3 cocTaBa HaGopa peareHToB.

6.1.1.9 T1N0THO 3aKpoWTe KPbIWKWA MPOOGUPOK M YCTAHOBUTE MNPOOGUPKM B MArHWUTHBbIN

rOMOreHm3artop. 3anycTmuTe roMoreHmn3aTop B UMMY/IbCHOM pexunme Ha 10 MuH.

BHUMAHWE) Kaxgyt npobupky cnefyet pacnonioXuUTb OTHOCUTENIbHO MarHuTa Tak, yYTo6bl
necTMK Bcerga Obln 3aKpbIT pPacTBOPOM W obecneymsanacb paBHOMepHas TrOMOreHM3aLuns

CYCMEH3MU MO BCEMY 06BEMY XUAKOCTH.

6.1.1.10 [OdobaBbTe B Kaxayt npobupky no 250 MKA CBA3bIBAKOLWEr0 pacTeBopa.

3anycTuTe roMOreHM3aTop B UMMNY/bCHOM pexume Ha 30 C.
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6.1.1.11 TwarteNbHO pecycneHAMpyinTe COpPOEHT Ha MUKPOLEHTpUQYyre-BopTeKce.
MepeBepHyB NpoOMPKY BBEPX AHOM ybeAWTeChb, YTO COPOEHT He 3anuMn Ha AHO npobupku. Mpu

Heob6X04MMOCTM MOBTOPUTE MepeMeLLBaHNe CopbeHTa.
6.1.1.12 JlobaBbTe B Kaxayto Npobupky no 60 mka copbeHTa.
BHVMAHWE! Cop6eHT BHOCUTE B KaXKAYyH0 NPOOUPKY OTAENbHbIM HAKOHEUYHWNKOM.

6.1.1.13 TlocTaBbTe NPOOGUPKN B MAarHUTHbLIA TOMOreHu3aTop. 3anycTuTe roMoreHn3aTop

B UMNY/IbCHOM peXXnme Ha 5 MUH.

BHUMAHWE! Ecnn mMarHuTHble YacTuubl (COp6EHT), 3a Bpems nepemMellBaHna B UMMY/bCHOM
peXxvmMe, YaCTMYHO OCeNn Bblle W/UAN HUXEe MArHUTHOrO MecThKa Ha CTEHKY Mpobupku, TO
BCTPAXHUTE AaHHble MNPOOGMPKM B TeuyeHue 3-5¢ U UeHTpUyrnpyrite B TeyeHme 3-5C Ha

MWUKPOLEHTPUYre-BopTEKCE, 3aTEM BEPHUTE NPOBGUPKN B MarHUTHbI FOMOreHM3aTop.

6.1.1.14 He BblHMMas MPOOGMPKM N3 TFOMOreHumsaTopa, ocaAmTe COPOGEHT Ha CTEHKU

NPo6bupok B TeveHne 3 MUH (TOMOreHn3aTop BbIK/HOYEH).

6.1.1.15 MakcumanbHO 0T6epuTe HafoCaf04YHY XMUAKOCTb, He BblHMMas NpobupoK 13
MarHUTHOro romoreHusatopa (OTAeNbHbIM HAKOHEYHMKOM W3 KaXKaolk npobupku). WN3beraiite

3axBaTa COp6€‘HTa.

6.1.1.16 Jo6aBbTe K ocafKy 250 MK/ NpOMbIBOYHOro pactesopa Nel. 3akpoiiTe KpbILKK
Npo6bupok. 3anycTnTe roMOreHM3aTop B MMMNYynAbCHOM pexunme Ha 30 c.

6.1.1.17 He BblHMMas nNpoOWPKM M3 TOMOreHM3aTopa, 0caguTe COPOGEHT Ha CTEeHKU
Npo6upoK B TeyeHre 3 MUH (TOMOreHM3aTOP BbIK/IHOYEH).

6.1.1.18 Otb6epnTe HafOCAAOYHYIO XMWAKOCTb, He BblHMMas NPOOMPKM U3 MarHMTHOro
romoreHusatopa (OTAeNbHbIM HaKOHEYHWKOM U3 KaxAoil npobumpku). W3beraiiTe 3axearta
copbeHTa.

6.1.1.19 TlosTopnTe 6.1.1.16-6.1.1.18.

6.1.1.20 J[o6aBbTe K ocagky 500 MK1 MpOMbIBOYHOrO pacTBopa Ne2. 3anycTtuTe
romMoreHu3aTop B UMMNynbCHOM pexxume Ha 30 c.

6.1.1.21 He BblHUMas MpPoOOMPKM U3 TOMOreHmsaropa, ocafuTe COpPOEeHT Ha CTEeHKU
nNpo6upok B TeyeHne 3 MUH (TOMOTreHM3aTop BbIK/TOYEH).

6.1.1.22 OT6epuTte HaAOCaLOUYHYI XKWUAKOCTb, He BblHMMas MPOOGUPKM M3 MarHUTHOrO

romoreHusatopa (OTAe/bHbIM HAKOHEYHWKOM W3 Kaxoi npobupkn). WN3berainTe 3axsaTa

copbeHTa.
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6.1.1.23 BHecute B Kaxayr npobupky ot 50 go 300 MKN 31HOMPYHOLLEr0 PacTBOpa
BCTpsAXHMTE MPOOGMPKM Ha MUKPOLEHTpUYre-BopTeKkce TakK, 4TOObl BCe 4acTuubl CO CTEHOK
nepeLusin B pacTBop.

KonnyecTBo 3N10MpyoLLEro pacTBopa 3aBUCUT OT CNeAYIOLIMX NapaMeTpoB:

- TUN UccnepoBaHus;

- KOJINYeCTBO NapamMeTpoB WUCCNEA0BaAHUS;

- KONIMYeCTBO MUCCNeaoBaHuiA, KoTopble 6yayT NpoBefeHbl U3 ogHoro obpasuya AHK.

MpumeyaHune - PekoMeHAyeMOe KOMMYeCcTBO 3/toata npu BbigeneHnn [AHK ykasaHo B

WHCTPYKLUMAX K HabopaMm peareHToB 4514 nposefeHus ML P-uccnegosaHuii.

Mpumep:

KonnyecTtso antounpyoLlero

Tun nccnefoBaHmA
pacTBOpa, MK

BupycHas JHK u13 LenbHON KpoBM 50
KomnnekcHble wuccnefoBaHus  (Hanpumep, Habopbl NMHeekK
demonop®, MIMMyHokBaHTaKC CAN, HPV kBaHT-21, Habopbl Ans 300

onpefeneHns reHeTYecknx nonuMopgrsMoB)

6.1.1.24 OcapguTe YyacTuLbl U NECTUK Ha AHO NPOBMPKN C MOMOLLbIO MUKPOLEHTPUGYTU-
BOpTEKCA.

6.1.1.25 OcaauTte Kannu ueHTpudyrmuposaHnem npm 1000-3000 x g B TeyeHme 3-5 c.

6.1.1.26 [ocTaBbTe NPOOMPKN B MarHUTHbLIA FTOMOreHn3aTop. 3anycTuTe roMoreHun3aTop
B UMMYNIbCHOM peXnme Ha 15 MUH.

6.1.1.27 He BblHUMasA NpoGMPKM U3 TOMOreHusaropa, ocaguTe COPOEHT Ha CTeHKU
Npo6bupoK B Te4eHne 3 MUH (TOMOTeHM3aTOP BbIK/THOYEH).

HapocafouHaa >XWAKOCTb, cofepxawias BblgeneHHyw [HK, rotoea K BHECEHUIO B

peakuMoHHY0 cMechb and MLUP-amnandukaymnu.

BHMUMAHWE! Mpun oT6ope Hagocafo4HOl XuAakocTu, cogepxawelh AHK, He BblHUMaTe

NPOGMPKN 13 MAarHUTHOIO FTOMOTEHK3aToOpa 1 He 3aTparusaiite COp6eHT (MarHUTHbIE YacTMLbI).

MonyyeHHbl npenapat AHK MOXHO xpaHuTb Npu Temnepatype oT 2 ®C go 8 °C He 6onee

7 CYTOK UK npu Temnepatype oT MuHyc 18 °C go MunHyc 22 ®C He 6onee 1ropa.
MpumeyvaHne - EcAM npepnonaraeTcs XpaHWTb npenapat OHK 6Gonee 7 CcyToK, HEO6X0AUMO
nepeHecTV HafoCafoUHYHO XXMAKOCTb B HOBYHO MPOGMPKY.

6.2 BouigeneHne AHK ((pacoBka A)

MpumeyaHue - B suelikax KapTpuapka CO CBA3bIBAOLLMM PACTBOPOM, NMU3UPYIOLLMM PacTBOPOM U

NMPOMbIBOYHbIM pacTBopoM Nol, npu XpaHeHUM B XonofunbHuWKe (0T 2®C pgo 8 °C), gonyckaetcs
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BblNazeHvie ocagka. Mepes HavasioM paboTbl ero HE06X0AMMO PaCcTBOPUTL. [1S 3TOro, He CHUMas KPbILLKK
C KapTpuka, MOMECTUTE ero BBepX AHOM ((hoNbroi BHM3) Ha TepMOCTaT, NpeABapUTENbHO NPOrPeTbIi 40
80 ®C Ha 10 mumH. OcafioK TakXKe MOXKHO pacTBOPUTL NPU KOMHaTHO TemnepaType (18 ®C go 25 °C) B
TeyeHue 12 yacos.

BHUMAHWE! Ecnn KapTpuIXX XpaHW/ACA MNOC/ie WCNONb30BaHWA 4YacTW peareHTos B
npeablayLwmnx MocTaHOBKaxX, 0CafjoK B fYeilkax CO CBA3bIBAKOLWMM pacTBOPOM, JIN3UPYHOLLUM
pacTBOPOM WM MPOMbIBOYHbLIM pacTBOpoM Nel crefyeT pacTBOPSATb NPW KOMHATHOW TemnepaType
(18 °C pgo 25 °C) He meHee 12 yacoB, He CHMMas 3alWMTHYH KPbILWKY W He MepeBopayvnBas

KapTpuoX.

6.2.1 YCTaHOBMUTE LWTaTUBbl C HAaKOHEYHUKaMWN, NpPeABapUTENbHO CHAB C HUX KPbILLKW,

Ha paboumnii CTON f03UpYytoLLero yctpoinctea ATCTpumMm.
I 6.2.2 TllogrotoBbTe 6/MCTEP C MECTUKAMU: AKKYPaTHO CHUMWUTE 3alUUTHYIK MNEHKY,

YyCTaHOBMTE Ha paboymnii CTON AO3UPYIOLLEro ycTpoinctea A TcTpum.

6.2.3 YCTaHOBWUTE KapTpuAX C pacTBOpPamMu, CKOLLEHHbIM Yr1oM Breped, Ha pabouunii
CTON  Jo3upylowero yctpoictea ATcTpuUM, CHUMWTE  3aWIMTHYI  KpbllwKy. [epeg
MCNONb30BaHMEM KapTPUAXK He pacneyaTbiBanTe.

6.2.4 TpoBepbTe rOTOBHOCTb A03MpPYHOLWEro ycTporicTea 4 TcTpum:

- NpPaBWIbHOCTb YCTAHOBKM MarHUTHOrO NuHUeTa (MOABUXHOM MaHeNbio Hasan),

- Ha/nyue ycTpoKrcTBa copoca HAKOHEYHWKOB.

6.2.5 [pomapkupyiite no oAHOW npobupke o6BEMOM 15 wMA: Ans  Kaxpaoro
nccnegyemoro o6pasua (4, 8, 12, 16, 20, 24, 28 nnn 32 ¢ y4éTom NPOOUPKN ANd OTPULATENBHOTO

KOHTPO/IbHOro o6pasua «K-»).

BHMMAHWE! KonuuecTtBo 06pa3uoB B MOCTAHOBKE [AO/MKHO OblTb KpaTHO 4eTbipem. Ecnu
KO/In4ecTBO 06pa3L0B B NOCTAHOBKE He KPaTHO YeTbipeM, Heo6XOAMMO, BMECTO HeAoCTatoLnx

006pa3Lo., 4OCTaBUTb MYCTble MPOOUPKN.

MpumeyaHune - [n1s 06pa3LoB, NPOLLEALLMX NPefo6paboTKy C NOMyyYeHUeM 0cajKa U HafoCaf0uHOl
XXUAKOCTM (CM. M. 5. COCKOGbI aNUTENMANbHBIX KNETOK, 35KY/ST, MoYa U T.4.), MPOMapKupyiiTe Npo6upKM ¢

MOArOTOB/IEHHBLIM ANS UCCNEA0BaHMS MaTepuanom B 06bEMe 100 MKII.

6.2.6 Tpy MCNONb30BaHUN BHYTPEHHEr0 KOHTPO/IbHOIO o6pasua BHecuTe B KaXAayto
npo6upky no 10 MK COOTBETCTBYHOLLEr0 BHYTPEHHEr0 KOHTPO/bHOro 06pasua.

6.2.7 BHecuTe B npobupkn Ana uccnegyembix o06pasuyos no 100 MKn uccnefyemoro
obpasua.

6.2.8 B npobupky, npomapkuMpoBaHHYK «K-», BHecuTe 100 MK OTpULATENbHOIO

KOHTPO/ILHOIro 06pasLia U3 coctaBa Habopa peareHToB.
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BHUMAHWE! YcTtaHaBnuBalite 06pasLbl B LUTATUB C/ieBa HanpaBo, CBEPXY BHU3.

6.2.9 YcTaHoBUTe NpobMpKK ¢ obpasyammn (BkAoYas Npobupky «K-») B wWTatne Ans
BbI€/IEHNA, 3aKPennTe KPbIWKWY NPOOUPOK B AepaTenax. Y CTaHOBMTE LWITATUB Ha MarHWUTHbIN
romMoreHmsarop.

6.2.10 Ncnonb3ys MeHK 3anycka ATcTpuM wauM ynpaBnswoWwmii  KoMmnbloTep (CMm.
MHCTPYKLUIO NO 3KcnayaTtayuu), BbibepuTe cueHapuii 3anycka «[MPOBA-MY MAKC».

6.2.10.1 ¥YcTtaHoBMTe napaMeTpbl 403MPOBAHUSA:

- KONMYyecTBO 06pasLoB KpaTHoe YeTbipem (CM. M. 6.2.5),

- 00bém antoaTta (pacTBopéHHoro obpasuya HK nocne sbigenenns) ot 50 go 300 mkn.

KonmyecTBO 3110MpPYOLLEr0 pacTBopa 3aBUCUT OT CNeAYHLLMX napaMmeTpoB:

- TUN uccnefoBaHUs;

- KOJINYeCTBO MapamMeTpoB UCCNEeA0BaHUS;

- KO/MWYeCTBO WMCCNefoBaHuii, KOTopoe 6yAeT NpoBeaeHo M3 oaHOro o6pasya AHK.

MpumedyaHune - PeKOMeHAyemMoe KOMMYEeCTBO 3nwarta npu sbigeneHun AHK ykasaHo B

WHCTPYKLUMAX K Habopam peareHToB Ans nposeaeHus MLUP-uccnegoBaHuii.

Mpumep:

KonnyecTtso antonpyoLwero

Twn nccnefoBaHus
pacTBopa, MK/

BupycHas AHK n3 wenbHOW KpoBu 50
KomnnekcHble unccnefoBaHns  (Hanpumep, Habopbl MHeeK
®emopnop®, MmmyHokBaHTake C/V, HPV kBaHT-21, Habopbl Ans 300

onpejefieHNs reHeTUYeCcKnX NoaMmMop{U3mMoB)
6.2.11 3anycTtuTe BblUOJ/IHEHNE [03MPOBAHUNSA PeareHToB.

BH/MAHWE! [Mocne 3anycka 00653aTeNbHO BU3yaNbHO MPOKOHTPONUPYINTE packnagky
MarHWTHbIX MECTUKOB B Hayane BbIMOMHEeHWA nporpammbl! B cnyvae ecnm B Kakoin-nu6o us
NPOGUPOK NeCTUK OTCYTCTBYET, MOCTaBbTe Nporpammy ATCTpUM Ha nay3y v BpyUHYto fo6aBbTe B

NponyLeHHY NPpo6bUpPKY NecTUK U3 4ONOHUTENIbHOTO 6nMcTepa.

6.2.12 3akpoliTe KpbIWKN NPOBUPOK NOCNE BbIMOHEHNSA MPOrpaMmMbl.

HapocagoyHas >XMAKOCTb, cojep)kawasd BbigeneHHyw [JHK, rotosa K BHECEHMIO B
peakuMoHHyt cMecb ans MUP-amnangukaymn. MonyyeHHblid npenapat AHK MOXHO XpaHuTb

npun Temnepatype oT 2 °C fo 8 °C He 6onee 7 CyTOK uUnm npu Temnepatype oT MuHyc 18 °C go

MUHYC 22 °C He 60/1ee 0HOrO roja.
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MpumeyvaHunsa

1 Ecmu npegnonaraetcd  XpaHuTb npenapat AHK 6Gonee 7 cyToK, HeoBXOAMMO MeEpPeHecTu
Ha0Ca04HYH0 XKNAKOCTb B HOBYHO NMPOOUPKY.

2. Ecnn nocne BbINonHeHWs nporpamMMmbl Ha [ATCTpuM npegnonaraetcs [fanbHelillee XpaHeHue
KapTpuopKa, HEOOXOAMMO ero 3aKpbiTb 3aLUMTHOW KPbILLIKOW W XPaHUTb B COOTBETCTBUW C YC/IOBUAMMU

XpaHeHwst Habopa peareHToB, UCK/OUas NepeBopaunBaHNs KapTpuaka.

«
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7 TPAHCMNOPTUPOBAHWME, XPAHEHWE U SKCMNNYATALNA

7.1 TpaHcnopTupoBaHue

7.1.1 TpaHcnopTupoBaHMe Habopa  OCYLeCTBAAOT B  TEPMOKOHTeiHepax C
XNlafj0oafieMeHTaMmmn BCEMM BUaMU KPbITOro TpaHcrnopTa npu temnepatype oT 2 °C go 25 °C He
6onee 5 cyToK.

7.1.2 Habopbl peareHToB, TPAHCMOPTUPOBAHHbIE C HapyLeHWeM TemrepaTypHoro

pexxnma, NPpUMEHEHNIO HE MOoANeXar.

7.2 XpaHeHue

7.2.1 Habop peareHTOB cfnefyeT XpaHUTb B XONIOAUbHUKE WAN XONOLWUILHOW Kamepe
npu Temnepartype ot 2 °C o 8 ®C B TeyeHMe BCEro CpokKa rogqHoOCTN Habopa.
7.2.2 Tlpn XpaHeHUW [OMYCKaeTcA BblMafeHWe He60NbWIOro ocafka B IN3MPYIOLLEM

pacTBoOpe, CBA3bIBalOLLEM PAaCTBOPe U NPOMbIBOYHOM pacteope Ne 1.
MpumMmeuvaHune - Ocafok pacTBopseTcs nporpesaHvem npu 80 ®C,

7.2.3 Kaptpumku, a TakxKe (NakoHbl C NN3MPYHOLWMM PacTBOPOM, CBfA3bIBAOLLUM
pacTBOPOM W MPOMbIBOYHbIM pacTBOpoM Nel Heo6XOAMMO XpaHUTb B XONOA4WUNbHWUKE WU
X0NoANNbHOW Kamepe npu TemnepaType oT 2 °C go 8 °C B 3awMwéHHOM OT CBeTa MecCTe B
TeYeHune BCero cpoka rogHocTn Habopa.

7.2.4 bBnucTtepbl C MarHUTHbIMW MECTUKaMK [OMYCKAeTCA XPaHUTb MpuU TemnepaTtype oT
2 ®C o 25 °C B Te4yeHMe BCero cpoka rogHocTn Habopa.

7.2.5 Habopbl peareHTOB, XpaHUBLUMECS C HApYLUEHWEM pernaMmeHTUPOBAHHOIO pexuma,

NMPUMEHEHNIO HE NOAJ1EXaT.

7.3 YKasaHua no akcnayartayuu

7.3.1 Habop peareHTOB [O/DKEH TMPUMEHATLCA COrfacHO [encTBYOLLEl Bepcum
YTBEPXKAEHHOW UHCTPYKLMM MO NPUMEHEHUIO.
7.3.2 [Ana nonyyeHUs HaAeXHbIX pe3ynbTaTOB He0O6X04MMO CTporoe cobnogeHme
WHCTPYKLMUW NO NpUMeHeHUto Habopa peareHToB.
7.3.3 Tlocne BCKPbITUSA YNakOBKN KOMMOHEHTbLI Habopa peareHToB CliefyeT XpaHuTb npu
CrefyoLmx ycnoBusax:
- KOMMOHEeHTbl Habopa peareHTOB CneAyeT XpaHWTb B  XONOAWIbHUKE WK
XONIOANNBbHOW Kamepe npu TemnepaTtype oT 2 ®C go 8 °C B TeyeHMe BCEro cpoka

rogHocTn Habopa;
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- [onyckaetcs XxpaHeHue 6/1MCTepOB C MarHUTHLIMK NeCTUKamMmn Npu TemnepaTtype oT
2 ®C o 25 °C B TeUueHuMe BCEro CpoKa rogHocTn Habopa,

- KapTpugXku, a Takxke (NakoHbl C JIN3MPYIOWMM pPacTBOPOM, CBA3bIBAKOLWUM
pacTBOPOM W  MPOMbIBOYHbIM  pacTBOpomM Nel Heo6X04MMO  XpaHUTb B
X0NOAUNBHUKE UAWM XONOAWNLHON Kamepe npwu TemnepaType oT 2 ®C go 8 °C B
3aWwmMWwéHHOM OT CBeTa MeCTe B TeYeHMWe BCero cpoka rogHocTu Habopa.

7.3.4. Ha6opb| peareHToB C NCTEKLW MM CPOKOM FOAHOCTU NPUMEHEHUIO HE MOoAnexar.

8 YKA3AHWA MO YTUJITUSALINN

8.1 Mpn  ucnonb3o0BaHWMM  Habopa  peareHToB B KAMHWKO-AMArHOCTMYECKOWA
nabopatopun obpasyroTca 0TX04bl KnaccoB A M B, KOTOpble KnaccugpuuupyroTcs u
YTUNN3NPYHOTCA B COOTBETCTBUM C TpeboBaHmammu CaHlMuH 2.1.7.2790.

8.2 Habopbl peareHTOB, npuLiefline B HEMPUIOAHOCTb, B TOM 4uKCNe, B CBA3U C
NCTeYeHVeM CpOKa TrOAHOCTW, W HEUCNo/Ib30BaHHble PeakTWBbI, OTHOCATCA K Knaccy b u
noanexart yTUAn3aLum B COOTBETCTBMU ¢ TpeboBaHnsaMn CaHluH 2.1.7.2790 n MY 1.3.2569.

8.3 YnakoBka Habopa peareHToB (KOPOOGKMW, rpunnepbl) Mocfiie MCMOAb30BaHUSA Mo

Ha3Ha4YeHMI0, OTHOCUTCA K 0TX0AaM Knacca A u YTUNN3NPYETCA C ObITOBLIMM oTXogamMn.

9 TAPAHTUWN N3rOTOBUTENA

9.1 MpeanpuATUe-N3roToBUTENlb TapaHTUMPYyeT COOTBETCTBME Habopa TpeboBaHUAM
TEXHWYECKUX YCMOBWIA NpW  COOMOAEHUN YCNOBWIA  TPAHCNOPTUPOBAHUSA, XPaHEeHUs W
aKcnyaTaumm, yCTaHOB/IEHHbIX TEXHUYECKUMW YCIOBUAMMU.

9.2 Cpok rogHocTu Habopa - 12 MecsiueB npu COOGMOAEHUN BCEX YCNOBUNA

TPaHCMOPTUPOBAHMS, XPaHEHUS W 3KCNyaTaLum.

10 PEMOHT N TEXHUYECKOE OBC/TY XMBAHWE

10.1 Habop peareHTOB npefHasHayeH AN OLHOPA30BOr0 WCNOMb30BAHUA U HE

MOANEXMNT TEXHUUYECKOMY 06CNYXNBAHWIO U TEKYLLLEEMY PEMOHTY.
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11 cunwmeonbl, MCMNONBb3YEMBbIE MNP MAPKNPOBKE HABOPA PEATEHTOB

1IVD MeaununHckoe nsgenne ans AMarHOCTUKK in vitro
I TemnepaTypHbIii AnanasoH
V KonunyecTtBo TecToB
MogeH go

Cepusa Habopa

|Wf [laTa N3roToBneHus
l/l O6paTUTeCh K MHCTPYKLUN MO NPUMEHEHIO
REF KaTanoxHbli Homep

Appec n3rotosutens
He fonyckaeTtcs BO3eiiCTBME COMHEYHOTO CBETa
He cTepunsHO

OpHOopa3oBoE UCMOo/b30BaHMeE

A OcTopoxHo! O6paTnTecb K MHCTPYKL MK MO
MPUMEHEHU0
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12 TMEPEYEHb NMPUMEHAEMbIX HALUMNOHA/IbHbLIX CTAHOAPTOB

FOCT 2.105-95 O6uime TpeboBaHUA K TEKCTOBbLIM AOKYMEHTaM.

FOCT ISO 14971-2011 Ws3penna mefuuMHCKMe. T1pMMeHeHMe MeHef)KMeHTa pucka K

MeSULNHCKUM U3LeNNAM.

FOCT P 15.309-98 Cuctema pa3paboTKu ¥ NOCTAaHOBKW MNPOAYKUMM HA MNPOU3BOACTBO.

NcnbiTaHus n npuémka Bbinyckaemon npoayKunmn. OCHOBHbIE NMOTOXEHUS.

FOCT P 51088-2013 MeguumnHCcKMe mU3genma Ans AMarHOCTUKU WMH BUTPO. PeareHTbl, Habopsl

peareHTOB, TeCT-CUCTEMbl, KOHTPOJibHble MaTepuasnbl, MuUTaTe/lbHble cpefabl. Tpeb6oBaHMA K

N3LEeNUAM U NOLAEPXKUBAIOLLEN LOKYMEHTALNN.

FOCT P 51352-2013 MeauumMHCKNe n3nennsa ans AUarHoCTUKM UH BUTPO. MeToAbl UCMbITaHWIA.

FOCT P NCO 18113-1-2015 MefuuUMHCKUE n3genns Ana AnarHOCTUKM in vitro. NH(opmauums,
| npegocTaBnsemas M3rotosutenem (Mapkmposka). Yactb 1. TepmuHbI, onpefeneHns u obuue

TpeboBaHUS.

FOCT P NCO 18113-2-2015 MeanumnHcKue n3genus Ans AuarHocTuKK in vitro. VHgopmauns,

npegocTaBnsemas n3rotosutenem (MapkumpoBka). YacTb 2. PeareHTbl ANff AUMArHOCTUKM in Vitro

ANA NpodeccroHanbHOro NPUMEHeHNs.

FOCT P NCO 23640-2015 WN3genna MeaUUMHCKME ANd  AMarHoCcTMKM in  vitro. OueHka

CTabUNbHOCTN peareHTOB A1 4MarHOCTUKM in Vitro.

NOCT P NCO 15223-1-2014  WN3penua  MeguumHckme.  CUMBONbLI,  NPUMEHsAeMble  Mpu

MapKMpoBaHWN Ha MeAULMHCKNX W3LeNnNsAX, 3TUKETKAX WU B COMPOBOAWUTENbHON AOKYMeHTaUuW.

4.1. OCHOBHble TpeboBaHUS.

FOCT P 52905-2007 (MCO 15190:2003) Na6opartopuu MeULUNHCKKE. TpeboBaHua

6e3onacHoCTH.

MpuMmeyaHWe - YKasaHHble Bbille CTaHAAPThbl GbiNWM AEACTBYHOLMUMU HA MOMEHT YTBEPXAEHUS
WHCTPYKUMWM NO MNPUMEHEHU0. B  paanbHeiiliem, npu Nonb30BaHUM [OKYMEHTOM, LieNecoo6pasHo
MPoBepUTL [eACTBME CCbINOYHLIX HOPMATUBHbIX AOKYMEHTOB Ha TEKYL|MA MOMEHT. ECAu CCbINOUHbI
LOKYMEHT 3aMeHEH WM U3MEHEH, TO NPW MPUMEHEHUN HACTOSALLEro AOKYMEHTa CredyeT Mob30BaThCs

3aMeHEHHbIM (M3MEHEHHBIM) OKYMEHTOM.
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13  AOPEC pna OBPALLEHUNA

Mpon3BoAcTBO HaboOpPOB peareHTOB UMeeT CepTUMULMPOBAHHYIO CUCTEMY MEHEeMKMeHTa
KayecTBa M COOTBETCTBYeT TpebOBaHMAM CTaHAapTa CUCTEM MeHeLKMeHTa kavectsa I1SO 9001 B
obnactu pa3paboTka, NPon3BoACTBO U npogaxa IVD peareHToB U NpubOPOB AN MOJIEKYNSAPHO-
reHeTUYeCKOW AMarHOCTMKN 1 Apyroro nabopatopHoro npumeHeHns n EN ISO 13485 B o6nacTu
paspaboTka, npou3BoacTBO M npogaxa IVD peareHToB ©M npubopoB AN MEAMLMHCKOMN

MOﬂEKy]’IﬂpHO-FEHeTI/ILIeCKOI\/'I ANarHOCTUKW.

MpounsBoaunTeb: O6LLECTBO C OrpaHNYeHHOR O0TBETCTBEHHOCTLIO «[AHK-TexHonorus TC»;
000 «[)XX-TexHonorunsa TCx», Poccus.

Agfpec npounssogutensa: 000 «AHK-TexHonorusa TC», Poccus, 117246, r. Mocksa,
HayuHblin npoess, a. 20, cTp. 4.

MecTo npounssogcTea: OO0 «HK-TexHonorus TC», Poccusi, 117246, r. MOCKBa,
HayuHbiin npoesg, 4. 20, cTp.4.

Peknamauunm no BonpocaMm KayecTBa Habopa peareHToB pAna Bbigenenna [HK
MPOBA-MY MAKC, cnegyer Hanpasnate no agpecy: OO0 «AHK-TexHonorusa», 117587,
r. Mockea, Bapwasckoe wocce, . 125 x, K.6., atax 5, koM. 14, Ten./gakc +7 (495) 640-17-71,
www.dna-technology.ru
Cnyx6a KNMEHTCKOM NOAAEPXKKN:

8 (800) 200-75-15 (3BOHOK no Poccum 6ecnnatHbli),
+7(495) 640-16-93 (ana ctpaH CHI™ 1 3apy6exxbs, 3BOHOK MNaTHbIN),

E-mail: hotline(gdna-technology.ru

3aMecTuTeNb reH. AupekTopa

no Hayke
000 «HIM® AHK-TexHonoruns» }  A.4. Abpamos

«M  »_ ;A 2020 r.
COIACOBAHO

Oupektop ®IrBY «<HMWL, AT
umMm. B.1. Kynakosa» MuH3gpasa Poccuu,
akageMuk PAH, npoteccop
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