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CMUCOK COKPALLIEHUI

) AHK-TEXHONOrusa

B HacToswen MHCTPYKUUN NCNONb3YKOTCA cnegyroumne CoKkpaweHna mn 0603HaueHuns:

rnup - NoSINMepasHas LuenHas peakuus

S0TA - 3TUNeHAnaMmMHTeTpaaueTaT (aAnHaTpmeBas Cosb)
OHK - Ae30KCnpunboHyKkenHoBast KUCIoTa

HK - HYKJ/IeMHOBbIE KNCNOThI

BK - BHYTPEHHUI KOHTPO/b

K- - oTpuuUaTesbHbI KOHTPO/bHbIN 06pasel
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1 NPEAHA3HAYEHHOE NPUMEHEHMUE

1.1 HasHauyeHne: Habop peareHTOB nMpeaHasHayeH ans BblaeneHns [OHK uyenoseka,
6aKkTepuin, BUPYCOB, APOXXEBbIX rpnboB M3 6GMoNorM4yeckoro matepuasna 4denoBeka (uenbHas
nepudepnyeckas KpoBb, COCKOObI/Ma3KM aNUTENNANbHbBIX KJIETOK U3 YPOreHUTasIbHOro TpakTa 1
NPsSMONM KMULLKKW, MOYa, 38KYNST, MOMOKO, pekanmmn) C uenbio nocreayrowero aHanmsa MetoaoM

noavMepasHoi uenHor peakumun (MLP).

1.2 OyHKLUMOHaNbHOE Ha3HavyeHne nsaenus: BCcrioMoratesibHoe cpeacTBO A1 ANArHOCTUKU
in vitro.
1.3 Habop M™MoxeT ObiITb MWCNOMb30BaH B KJAMHUKO-AWMArHOCTMYECKUX nabopatopusax

MEAMUMHCKNX YYPEXOAEHUN U HAy4YHO-UCCNeAoBaTeNIbCKOWN MpaKTUKE.

1.4 lMpnMeHeHMe  MeaMUMHCKOro u3genus He  3aBMCUT  OT  MNONYASUMOHHbLIX U

Aemorpaduyecknx acnekTos. MpoTMBONOKa3aHWn K MPUMEHEHUIO HET.

1.5 MNMoTeHUManbHble MOSb30BaTENN: KBaNUMUUMPOBAHHbLIM NEPCOHaN, OCYLLECTBASIOLWMN
B3ATME M NpeaobpaboTKy KIIMHMYECKOro MaTepmnana, a Takxe cneumannctbl, 0byyeHHble MeToAaM
MOJIEKYASAPHON AMArHOCTUKK U npasuiam paboTbl B KIMHUKO-AMArHocTnyeckom nabopatopun B

YCTaHOBJZIEHHOM MOPAAKE.

1.6 MNpMMeHATbL Habop peareHToB CTPOro Mo HAa3HaYeHUI0 COrIAacHO AAHHOM MHCTPYKLUUM Mo

NMPUMEHEHNIO.



MPOBA-MY MAKC | WMHCTpykuusi no npuMeHeHunto | 704-2 ot 20 mapta 2025 roga

2 XAPAKTEPUCTUKA HABOPA

) AHK-TEXHONOrusa

Habop peareHToB ans Bbiaenenus OHK MPOBA-MY MAKC (panee no Tekcty - Habop

peaFeHTOB) BbIMYCKAETCA B Cneayruwmnx d)acosKax:

Bce KOMMOHEHTHI

Habopa peareHToB [rOTOBbI

OOMONHUTENbHOM NOAFOTOBKM K pa60Te.

2.1

CoctaB Habopa peareHToB NMPOBA-MY MAKC

¢hacoBKka Ans pyyHOro Ao3mMpoBaHusa (Mapkupyetcs — ¢acoBka N);

K  MNPpUMEHEHUIO

(hacoBka Ans aBTOMaTU3MpPOBAHHOMO A03MpPOBaHUsl (MapkupyeTcs — dacoBka A).

M He TpebytoT

P-103-N/4, dacoBka N

Konnuectso .
HoMUWHanbHbIN
HanmeHoBaHue o dnakoHos/ ..
BHewHu Bna 06BéM
KOMIMOHEHTOB npobupok/
KOMMOHEHTa
6nucrepoB
o Mpo3payHas neHsawascsa becupeTHas
Jnsupytowmin pactsop posp t H 1 donakoH 7,2 Mn
XMOKOCTb
CopbeHT CycneH3nsa KopuyHeBOro LuBeTa 2 npobupku no 1,44 mn
CBS3bIBaOLWMN pacTBop Mpo3payHasa 6ecuBeTHas XXUAKOCTb 1 dnakoH 12 mn
MpombiBOYHLIN pacTBop N21 | Mpo3payHasa 6ecuBeTHasa XXUAKOCTb 1 dnakoH 24 Mn
MpombiBOYHLIN pacTBop N22 | Mpo3payHasa 6ecuBeTHasa XXUAKOCTb 1 dnakoH 24 Mn
DNUpYOLWUA pacTBop Mpo3payHasa 6ecuBeTHasa XUAKOCTb 1 dnakoH 14,4 mn
OTpuuaTenbHbIi
puul o Mpo3payHasa 6ecuBeTHas XXUAKOCTb 2 npobupkun no 1,2 mMn
KOHTPOJIbHbIN 06pasel
TEMHbIE CTEPXHU B
MarHuTHbIE NecTUKmn 3 6nuctepa no 16 nectnkos
nonunponuneHosom 6auncrepe
P-103-A/8, dpacoska A
Konuuyectso o
HOMUHanbHbLIN
Homep HanmeHoBaHue o ayeek/ .
BHewHnn Bna 06BbEM
paaa KOMIMOHEHTOB npobupok/
KOMIMOHEHTa
6nucrepos
CycneH3nsa Kopu4YHEBOro o
x 1* | CopbeHT Y P 2 a4enkmn no 240 mkn
< uBeTa
= o Mpo3payHas 6ecuyBeTHas o
© 2 Ces3blBatoLWMii pacTeop posp H 2 A4enkKun rno 2,0 Mn
= XXNAKOCTb
o . Mpo3payHas 6ecuBeTHas o
sl 3 MpoMbIBOYHbIN pacTBop N22 po3p H 2 a4enkun no 4,4 mMn
o XKXNAKOCTb
(el
o Mpo3payHasa neHswascs o
ol 4 Jlnsnpytowmnin pactsop po3p w 2 A4yenkmn no 1,2 mn
X 6ecuBeTHas XWAKOCTb
g o Mpo3payHas 6ecuBeTHas o
3l 5 Dnonpyowmn pacteop posp H 2 a4enkmn no 2,4 mn
2 XKUAKOCTb
g n
. o3padvHas 6ecueTHas o
Sl 6 MpoMbIBOYHbLIN pacTBop N°1 po3p H 2 A4enkmn no 4,4 mn
XXNAKOCTb
o o Mpo3payHas 6ecuyBeTHas
OTpuuaTenbHbIA KOHTPOJIbHbIN 06paseL posp H 1 npobupka 1,2 Mn
XKXNAKOCTb
TEMHbIE CTEPXHU B
MarHuTHblIe NecTuKu Mo MNPONUIEHOBOM 2 6nuctepa no 16 nectmkos
6nucrepe

* - Papg N21 kapTpuaxa c peareHTamMm nMmeeT 60KOBOWN CKOC

** - Habop pearenTtoB [MPOBA-MY MAKC B hacoBke A BK/lOYaeT 2 KapTpua)Ka C peareHTaMm
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2.2 Yumcno aHanmsupyembix Npob
Habop peareHtoB B ¢acoBke N npeaHasHayeH A/ O4HOPA30BOro MPUMEHEHUS W
paccumTaH Ha BblgeneHme HK 13 48 aHanusmpyeMbix 06pa3LoB (BKIKOYAsA KOHTPOSbHbIE 06pa3ubl).
Habop peareHTOoB B (hacoBke A npegHasHadeH Ans O4HOPA30BOro MpPUMEHEeHUs u
paccumTaH Ha BbigeneHme AHK m3 32 aHanusmpyembix o6pasuoB (ONTMManbHbIMK SIBASKOTCS:
OAHa NocTaHoBKa Ha 32 obpa3ua, nnmbo aBe noctaHoBKM Mo 16 obpa3uos, 1M60 4 NOCTaHOBKM MO
8 obpa3uoB), BkIOYas KOHTposibHble 06pa3subl. KonnyectBo o6pa3yoB B MOCTAHOBKE AOJIKHO

6bITb KpaTHO BOCbMMW.

2.3 MpuHUMN MeTona
MpuHUMN OENCTBUA OCHOBaH Ha NMpoBeAEHUU NM3nca M BbICBOBOXAEHUN HYKTENHOBbLIX
KMCNOT nNoA AEeNCTBMEM XaoTPOMHOro areHTta (ryaHmamHa TuoumoHaTa), C nocneaytowen

copbumen Ha NnapaMarHMTHbIX HAaHO4YaCcTULaX M NPOMbIBKOM OT MpUMecCen.

24 Bpems npoBeaeHUs BblAENEHUS HYKITEMHOBBIX KUCNOT: oT 60 MMHYT. Bpems BblaeneHus

3aBUCUT OT KoamyecTBa 06pa3uoB B MOCTAHOBKE.

3 AHAJTUTUYHECKME XAPAKTEPUCTUKHA

3.1 MWHMManbHOE KO/UYECTBO 6MOMaTepmana, M3 KOTOpOro m™oryTt ObITb BblAENEHDI

HYKNeunHoBble KUcnoTbl: 100 Mk..

3.2 Bbixog AHK 13 100 mkn obpasua: 5-50 Hr.

3.3 YncroTa BblAENEHUS HYKNEMHOBBIX kKncnioT: 1,6-2,0 OD260/280 HM.

3.4 MakcuManbHast EMKOCTb copbeHTa: He MeHee 100 Hr Ha BblaeneHue B nepecyete Ha AHK.

Tabnuua 1 - OyHKUMOHaNbHbIE MOKasaTenn no snaam buomartepuana, NPoBEPEHHbIE B XOA4€e
HWUOKP

YucrtoTa BbiAesieHUns
Bbixoa AHK
Bupg 6unomartepmana HYKJIEMHOBbIX KUC/IOT u3 100 MKN 06pazua
0D260/280, HM pasu
LuenbHasa nepudgepnyeckas KpoBb 1,6 - 2,0 6 - 50
(n=45)
cockobbl/Ma3ku 3I'IVITeJ1VIaJ'IbeI§ K/1eTOK 1,6 - 2,0 6 - 50
M3 yporeHutanbHoro Tpakta (n=40)
cocxo6b|/|:4a3|<m aNUTENNanbHbIX KNeToK 1,6 - 2,0 7 - 40
M3 npssMon knwkn (n=10)
Moya (n=36) 1,6 -2,0 8 - 49
3aKynaT (n=27) 1,6 - 2,0 11 -50
MoNokKo (n=5) 1,6-1,8 13 -49
dekanum (n=17) 1,6 -2,0 8-42

3.5 b dekTnBHOCTL Habopa peareHToB
b dekTnBHocTb Habopa peareHtoB NMNPOBA-MY MAKC ycTtaHoB/ieHa B xo4e npoBeAeHus
KNMHUYECKNX  UCMbITAHUI C  WUCMNOJIb30BAaHMEM  AOMOJIHUTENIbHBIX HabopoB  peareHTOB

ansa amnnamdukaumm npm nccnegosaHmn obpasuos buonormyeckoro matepmana.
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KonunuecrBo HaGop peareHTon 3¢ PpeKkTnBHOCTb
Ana amnamdukaumm
Bup 6nomarepmana nccnepoBaHHbIX (coxpaueHHoe Habopa peareHTOB
o6pa3uos, wWT. pai NMPOBA-MY MAKC
HauMeHoBaHue)
LlensbHas nepudepuueckas 36 LUMB-IEH 100% (91,65 - 100)
KpoBb 43 KBM* 100% (92,92 - 100)
Cockob anutennanbHbIX KNeToK a1 MTA3MOFEH-Mx 100% (92,60 - 100)
M3 YypOreHuTaabHbIX TpakTa
Cockob 3MUTENNANBbHBIX KNETOK 27 KAH[-FEH 100% (89,15 - 100)
M3 NPSAMON KULLKMW
Moua 35 UMB-T'EH 100% (91,40 - 100)
38 MJA3MOTEH-Mx 100% (92,06 - 100)
29KynaT
31 KBM* 100% (90,43 - 100)
Monoko 32 LUMB-IEH 100% (90,70 - 100
Qdekanuu 23 KAHO-TEH 100% (87,49 - 100)
Ob6was apdPeKTUBHOCTb
Ha6opa peareHTOB 306 100% (98,94 - 100)
NMPOBA-MY MAKC
* - KonunyecTtso BbigeneHHon reHoMHon AIHK 66110 4OCTAaTOYHbLIM AN NpoBeAeHUs AanbHENLWNX
nccnegosaHnin metoaom MLP

B kAMHMYecknx wucnblTaHMsaX Habop peareHTOoB 6bl1 uCMObITaH B KOMMJeKce
CO CneayrLnMn n3gennamn:

Habop peareHToB ans BbigsneHuna OHK uutomeranosupyca yvenoseka (CMV) metomom
nonmmepasHon uenHon peakuun (LULMB-TFEH) no TY 9398-005-46482062-2008, OO0 «HMO OHK
TexHonoruns», Poccusa, PY N2 ®CP 2008/03945.

Habop peareHToB an4 BbiasneHuna OJHK mukonnasmel xoMmHuc (Mycoplasma hominis)
METOAO0M nonnMepasHon uenHon peakumun (MJA3MOIMEH-Mx) no TY 9398-439-46482062-2008,
000 «HMO AHK TexHonorus», Poccunsa, PY N2 ®CP 2008/02551.

Habop peareHnToB ans sbissneHms AHK kaHamabl ansbbukaHc (Candida albicans) meToaom
nonnMmepasHon uenHon peakumn (KAHO-FEH) no TY 9398-002-46482062-2008, OO0 «HMNO AHK
TexHonorusa», Poccusa, PY N2 ®CP 2008/03847.

KomnnekT peareHtoB ang MUP-amnnudukaunm reHomHon AHK uyenoseka B pexunme
peanbHoro BpemeHn (KBM) no TY 9398-036-46482062-2009, 000 «HMO AOHK TexHonorus»,
Poccusa, PY N2 ®CP 2010/08412.

3.6 NHTepdepunpyoline BelecTBa

MaKkcuManbHble KOHLUEHTpaumm wnHTepdepupyrownx BewecTB, KOoTopble MOryT ObiTb
B obpasuax OuomaTepmana, He oOKasbiBalowue BAUSHUA Ha WUCCnedoBaHWE MeToAOoM
nosvMepasHol LenHon peakumn: xnoprekcnanH (BogHoelt pacteop 0,05%) - 10% v/v, renb ong
YNbTPa3BYKOBbIX NCCIeA0BaHNI BbICOKOW BA3KOCTU — 5% v/V.

JonyckaeTcsa Hannune B obpasuax uenbHon nepudepmnyeckon KpoBU LUUTpaTa HaTpMs U
D[TA B KayecTBe aHTUKOAryssHTOB.

HenpurogHbl pns panbHenwero wuccnegosaHusa metogoMm [UP obpasubl UenbHOWN
nepudepmnyeckon Kposu, B3ATble B NPOBGUPKN C renapuHOM B KayecTBe aHTUKoaryasHra.

Ona kadectBa npoxoxaeHums peakuun TUP B o06pasue 3kcTparmposaHHon [OHK

pEKOMEHYEeTCs UCMO/Ib30BaTb BHYTPEHHWUIA KOHTPO/b.
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4 MEPbI MPEAOCTOPOXXHOCTH

Obwmne TpeboBaHMs 6e3onacHoCcTM K HabopaM peareHTOB ANS OMArHOCTUKW in Vvitro
B cooTtBeTcTBUM ¢ TOCT ISO 14971-2011.

Pabota pomkHa npoBoauMTbCa B siabopaTtopuu, BbIMNOMHSAKOWEN MONEKYISPHO-
6uonornueckune (MUP) nccnegoBaHmsa KIMHNMYECKOro matepuana c cobniogeHmem MeToanvyeckmx
yKasaHmii MY 1.3.2569-09, caHuTapHo-anuaemuonormyeckmx npasun CI 1.3.2322-08 wn
TpeboBaHuii FOCT P 52905-2007.

Nccnepyemble obpa3subl pacCMaTpMBAOTCA KaK MoTeHLUMa bHO-0NacHbIE.

K pabote c HabopoMm peareHTOB AOMYCKAaeTCs TO/bKO MepcoHasn, obyyeHHbIn MeToaam
MOEKYASPHON ANArHOCTUKK M NpaBuiaM paboTbl B KIIMHUKO-AMArHoOCTU4eckown nabopartopuun.

Mpun paboTe c HabopomM peareHTOB CleayeT HageBaTb OAHOPA30Bblie NepyaTky 6e3 Tanbka
(HeonyApeHHbIE).

Ncnonb3oBaThb TO/IbKO HOBblE HAKOHEYHUKN N NPOBUPKMN.

MoAroToBKY U nNpoBeAeHue uccneaoBaHus buomatepuana c UCnosib3oBaHMeM Habopa
peareHTOB cnefyeT npoBoAuTb B 6okcax buonormyeckomn (Mmkpobuonormnyeckon) 6esonacHoCcTm
IT wnn III knacca 6uonormyeckon 3awmTtbl. KoMnnekT MeAMUMHCKOW oaexabl U Ccpeacts
MHOMBMAYANbHON 3alWMTbl OO/KHbl COOTBETCTBOBATb XapaKTepy BbINOJHAEMbIX paboT u
OENCTBYIOWMM HOpMaM.

OT1an BblaeneHns OHK cnegyet npoBoAWTb B MOMELUEHMW, CHAabXeHHOM KOoMMieKTamu
noayaBTOMaTUYeCKUX nnu aBTOMaTUYECKMX [03aTopoB., xanatamm 7] NpoYnMmn
NPUHAANIEXHOCTAMM.

Bce nabopaTtopHoe obopynoBaHue, B TOM 4ucie [03aTopbl, wWTaTuBbl, fabopaTtopHas
nocypa, xanatbl, ronoBHble yb6opbl M Np., @ TakXe pacTBOpPbl peareHToB AO0J/IXHbl 6bITb CTPOro
CTauMoHapHbIMU. 3anpeLaeTcs nx nepeMelleHmne n3 0gHOro noMeLlleHns B apyroe.

[lo3aTopbl AO/MKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKKpeaUTOBaHHbIX
nabopaTtopuax) n NpoMapKMpoBaHbl.

Bce nosepxHoctn B nabopatopum (paboume ctonbl, wTaTMBbl, obopyaoBaHue mn ap.)
eXegHEBHO noABepralT BraxHom ybopke C MNpuMMEHEHUEM Ae3NHMUUMPYOLWNX/MOKLWNX
CpeacTB, periaMeHTMPOBaHHbIX CaHUTapHbIMK npasunamm CI 1.3.2322-08.

Ncnonb3oBaHHble 04HOPa30Bble NPUHAAAEXHOCTU (NPOBUPKN, HAKOHEYHMKWN) AOSNXKHbI
cbpacbiBaTbCa B cneuuanbHbI KOHTEMHEP, coaepXalwmii Ae3nHPULMPYOLWmMiA pacTeop.

Mpn wncnonb3oBaHum Habopa peareHTOB B K/AWHUKO-AMArHOCTUYECKOW nabopatopum
obpa3sylTca oTXoAbl Knacca B, KoOTopble YyTUAU3UPYKOTCA B COOTBETCTBUMWM C TpeboBaHUSAMMU
CaHlunH 2.1.3684-21 «CaHuUTapHO-aNnAEMMoNornyeckme TpeboBaHus K coaepXaHuio
TEPPUTOPUN TOPOACKUX W CENbCKUX MNOCEeNeHu, K BOAHbIM 06bekTaM, MNUTbLEBOW BOAE W
NMMTbEBOMY BOAOCHabXeHU, aTMochepHOMYy BO34yXy, [MO4YBaAM, >XWAbIM MOMELLEHMNSM,
aKcnnyaTtauMm npou3BOACTBEHHbIX, 06LECTBEHHbIX MOMELLEHWNI, OpraHM3aumm M nNpoBeaeHUto

CaHUTapPHO-NMPOTUBO3NUAEMUYECKUX (NPODUNAKTUUECKNX) MEPOMNPUSTUI».
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|/|HCbOpMaLI,VI$| O coaep>XaHnn BpeaHbIX BELWECTB

HanMmeHoBaHMe KOMIMOHEHTa

Konunuectso
(06BbEM, MN)

BpeaHoe Bewecrso

YKasaHue Ha pUCKM

Mepbl 6e3onacHOCTH

®dacoBka N

Jlnsmpytownin pactesop

1 dnakoH (7,2 mn)

TpuTtoH X-100

H302, H314, H319, H412

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

'yaHuanH TnoymoHaTt

H302+ H312+ H332,
H314, H318

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

Twornnuepon

H312, H319, H332

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

CopbeHT

2 npobupku
(no 1,44 mn)

A3ng HaTpusa meHee 0,1%

HeT gaHHbIX (cM. n.3.15)

He Tpebyetr cobnioaeHus crneumnanbHbIX
Mep MpeaoCTOPOXKHOCTU

CBA3bIBaOLWNiA pacTBop

1 dnakoH (12 mn)

TpuTtoH X-100

H302, H314, H319, H412

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

F'yaHUAWH TMoLMOHAT

H302+ H312+ H332,
H314, H318

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

Twornuuepon

H312, H319, H332

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

MpoMbIBOYHLIN pacTBop N91

1 dnakoH (24 mn)

TpuTtoH X-100

H302, H314, H319, H412

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

F'yaHUauH TMouMoHaT

H302+ H312+ H332,
H314, H318

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

MpoMbIBOYHLIN pacTBop N°2

1 donakoH (24 mn)

A3ng HaTpusa MeHee 0,1%

HeT gaHHbIX (cM. n.3.15)

He TpebyeT cobnioaeHuns crneumnanbHbIX
Mep NpefoCTOPOXKHOCTH

MarHuTHbIE NeCTUKKN

rno 16 NnecTnkos

HeT onacHbIX BewecTs

o 1 dnakoH o He Tpebyer cobniogeHus crneumanbHbIX
SnoupyoLwmil pacTBop (14,4 wn) A3ua HaTpusi MeHee 0,1% | HeT AaHHbIX (cM. n.3.15) Mep MpPenoCTOPOXHOCTH
OTpuuaTesnbHbIA KOHTPOJIbHbIN 2 npobupku o H He Tpebyer cobniogeHus crneumanbHbIX
€T AaHHbIX (cM. n.3.15
obpasel (no 1,2 mn) A3ung HaTpus MeHee 0,1% a ( ) MEp MPeaoCTOPOXHOCTH
3 6nuncTepa

H332: BpepgHo npu BAbIXaHWW;

PacwundpoBka o6o3HaueHunn: H302: BpeagHo npu npornatbiBaHun; H312: BpeaHo npu nonagaHum Ha koxy; H314: MNpu nonagaHum Ha KOXY M rnasa
BbI3blBaeT XxnuMmyeckmne oxorun; H318: Bbi3biBaeT cepbe3Hble nospexaeHusa rnas; H319: MNpu nonagaHuvu B rnasa Bbi3blBAeT BblpaXeHHOE pasgpaxeHune;
H412: BpegHO ANs BOAHbLIX OpPraHMW3MOB C AOIFOCPOYHbLIMKW MNOCNEACTBUSIMU;
npornaTtbiBaHWM, NPU KOHTaKTe C KOXeN nnn npu BabixaHuu; P260: He BabixaTb napbl; P264: Mocne paboThl TWaTenbHO BbiMbITh pyku; P271: icnonb3oBaTtbh
TOJIbKO Ha OTKPbLITOM BO3AYyXe UM B XOPOLLO BEHTUANPYeMOM MecTe; P280: Monb30BaThCs 3aMTHLIMM NepyaTKaMn/3alMTHOM OAexA0M/CpeacTBamMmn 3aLmuThbl
rnas/nvua; P301+P330+P312: TMPW MPOIJIATBIBAHUWN: Tlpononockate poT M o6paTUTbCA 3a MeAMLMHCKOW MOMOLWbIO MNpU MJIOXOM CaMOYYBCTBUW.;
P302+P352: MNP NOMNALAHUN HA KOXY: MpoMbiTb 60nblwinM KonmyectsoMm Boabl; P305+P351+P338: MPU NOMAAAHUN B I'NTA3A: OCTOPOXHO MpPOMbITb
rnasa BOAOW B TeYEHME HECKOSIbKMX MUHYT. CHATb KOHTaKTHble JIMH3bI, eCn Bbl MU NONb3yeTecb, U eciin 3TO Nerko caenatb. MNpoAoXKuUTb NpOMbIBaHMeE
rnas; P273: He gonyckaTb nonagaHus B oKpyxXawLwyto cpeay; P501: Yaanutb coaepxmmoe/ynakoBKy B cooTBeTcTBumM ¢ CaHluH 2.1.3684-21.

H302+ H312+ H332: OnacHo npwu
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} AHK-TEXHOJNOrUA

HanMmeHoBaHMe KOMIMOHEHTa

Konunuectso
(06BbEM, MN)

BpeaHoe Bewecrso

YKasaHue Ha pUCKM

Mepbl 6e30onacHOCTH

MarHuTHble NecTuKu

no 16 nectnkos

HeT onacHbIX BewecTs

dacoska A
2 fYerkun He Tpebyer cobniogeHus crneumanbHbIX
CopbeHT (10 0,24 mn) Asung HaTpua meHee 0,1% | HeT gaHHbIX (cM. n.3.15) Mep MpPenoCTOPOXHOCTH
P264, P280, P301+P330+P312,
TpuTtoH X-100 H302, H314, H319, H412 | P302+P352, P305+P351+P338, P273,
2 fyerkmn P501
CBs3bIBalOWMN pacTBop (o 2,0 mn) FVaHUAUH THOLMOHAT H302+ H312+ H332, P264, P280, P301+P330+P312,
' yanna ! H314, H318 P302+P352, P260, P271, P273, P501
P264, P280, P302+P352,
Tvormuepon H312, H319, H332 P305+P351+P338, P260, P271, P501
. 2 a4yeinkmn He TpebyeT cobntoaeHus cneumanbHbIX
MpoMbIBOYHBINA pacTBop N22 < | (no 4,4 mn) A3na HaTpus meHee 0,1% | HeT AaHHbIX (cM. n.3.15) MEp NPeN0CTOPOXHOCTH
g P264, P280, P301+P330+P312,
g TputoH X-100 H302, H314, H319, H412 | P302+P352, P305+P351+P338, P273,
T " P501
N v | 2 a4enkn
Jlnsupyrowmnim pacrteop (o 1,2 mn) FyaHWAMH THOLMOHAT H302+ H312+ H332, P264, P280, P301+P330+P312,
! H314, H318 P302+P352, P260, P271, P273, P501
P264, P280, P302+P352,
Tvornuepon H312, H319, H332 P305+P351+P338, P260, P271, P501
N 2 fYerkun He TpebyeT cobniogeHnsa cneumanbHbIX
DNUPYIOLWMA pacTBop (no 2,4 mn) Asung HaTpusa MeHee 0,1% | HeT AaHHbIX (cM. n.3.15) MEp MpenoCTOPOXHOCTH
P264, P280, P301+P330+P312,
. TpuTtoH X-100 H302, H314, H319, H412 | P302+P352, P305+P351+P338, P273,
. 2 a4enkun
MpomMbIBOYHBLIN pacTeop N91 (Mo 4,4 wn) P501
! FyvaHUAUH TUOLIMOHET H302+ H312+ H332, P264, P280, P301+P330+P312,
yanua H H314, H318 P302+P352, P260, P271, P273, P501
OTpuuaTenbHbI KOHTPObHbIN 1 npobupka o He TpebyeT cobntogeHus cneumanbHbIX
obpasel (1,2 M) A3ua HaTpua MeHee 0,1% | HeT aaHHbIX (cM. n.3.15) MEp NPeaoCTOPOKHOCTH
2 6bnuctepa

H332: BpepoHo npu BAbIXaHWW;

PacundgpoBka o6o3HaueHmin: H302: BpeaHo npu npornatbiBaHuu; H312: BpeaHo npu nonagaHum Ha Koxy; H314: MNpu nonagaHuUM Ha KOXY W rnasa
BbI3blBaeT XuMmmyeckmne oxoru; H318: Bbi3biBaeT cepbe3Hble nospexaeHunsa rnas; H319: MNpu nonagaHuu B rnasa Bbl3blBAeT BblpaXXeHHOEe pasgpakeHue;
H412: BpegHO ANs BOAHbLIX OpPraHU3MOB C AOITOCPOYHbLIMW MNOCNEACTBUSIMU;
npornaTtbiBaHUM, NpU KOHTaKTE C KOXeN uin npu sabixaHum; P260: He Babixate napbl; P264: MNMocne paboTbl TWwaTeNbHO BbIMbITb pyku; P271: Ucnonb3oBaTb
TO/IbKO Ha OTKPbLITOM BO3A4YyXe UM B XOPOLLO BEHTUANPYeMOM MecTe; P280: Monb30BaTbCH 3aWMTHLIMM NepyaTKaMn/3alMTHOM oAexa0oMn/cpeacTBamMmn 3amThbl
rnas/nvua; P301+P330+P312: TPW MPOIJIATBIBAHUWN: Tlpononockate poT M 06paTUTbCA 3a MeAMLMHCKOW MOMOLWbIO MNpU MJIOXOM CaMOYYBCTBUW.;
P302+P352: MPUN NONAOAAHUN HA KOXY: MpoMbiTb 60nbwnM konnyectsom Boabl; P305+P351+P338: MPU NMOMNAAAHUN B IN1A3A: OCTOpPOXHO MPOMbITb
rnasa BOAOW B TeYeHWe HECKONbKUX MUHYT. CHATb KOHTaKTHblE SINH3bI, ecnu Bbl UMW nonb3yeTecb, U ecn 3TO Nlerko caenatb. MNpoaonXuTb NpoMbiBaHWe
rnas; P273: He gonyckaTb nonajaHus B oKpyxawLwyto cpeay; P501: Yaanutb coaepxxmnmoe/ynakoBky B cooTBeTcTBum ¢ CaHluH 2.1.3684-21.

H302+ H312+ H332: OnacHo npwu
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Bxogsilwme B coctaB Habopa copbeHT, NPOMbIBOYHLIN pacTBop N22, antoMpylowmnii pacteop
M oTpuuUaTeNbHbIM KOHTPObHbIM 06pa3ey coaepxaTt a3ug HaTpus B KOHUeHTpauun meHee 0,1%,
yto sABnsgeTca 6e30nacHbIM AN KOHEYHOro nosb3oBaTtens WM He Tpebyer cobnwoaeHus
cneunanbHbIX Mep NMpeaoCTOPOXHOCTU, KPOMe YKa3aHHbIX B JaHHOM pa3gene.

Mpwn pabote ¢ HabopoM peareHTOB MCMNONb30BaTb CpeAcTBa WUHAMBUAYaANbHOW 3alUNThI
ONs NpenoTBpalleHns KOHTaKTa C OpraHM3MoM Yyenoseka. MNocne okoHYaHus paboTbl TwaTenabHO
BbIMbITb PYKM. M36eraTb KOHTaKTa C KOXel, rinas3aMm u can3ncTton o60104KON.

Mpy NMCNONb30BaHUM MO Ha3HAYeHWU0 M cobAeHMN Mep NPeAOCTOPOXXHOCTU, KOHTAKT
C OpraHM3MOM 4esioBeka WCKYeH. [py aBapuMHbIX CUTyauusX BO3MOXHO chnegytoulee:
pa3sapaxxeHne KOXN U CIM3NUCTON 060/104KM a3 y YyBCTBUTENbHbIX SNL,. [Tpn KOHTaKTe NpOMbITb
Mopa)eHHOe MecTo BOAOM M 06paTUTbCS 3a MeAULMHCKOM MOMOLLbIO.

He ncnonb3oBaTb Habop peareHToB:

—  NPW HapyLEeHUN YCNOBUIA TPAHCNOPTUPOBAHMUS U XPaHEHWUS;

— NPV HECOOTBETCTBMM BHELLUHEro BUAA KOMMNOHEHTOB, YKa3aHHOro B nacrnopTte K Habopy;
—  NpW HapyLeHMUM BHYTPEHHEN ynakoBKM KOMMOHEHTOB Habopa;

— MO UCTEeYEeHU0 Cpoka rogHOCTM Habopa.

MpuMmeyaHne - Habop peareHTOB He COQEPIKUT MaTepuasioB 6UONIOrMYECKOro MPOUCXOXAEHUS,
BELLECTB B KOHLUEHTpauusx, obnagalowmx KaHUeporeHHbIM, MyTareHHbIM AENCTBMEM, @ TaKXe BAUSIOWNX
Ha penpoayKTUBHYL (yHKUMIO denoBeka. [pW WCMONb30BaHMM MO HA3HA4YeHUIO U COBMOAEHUU Mep

NpeaoCTOPOXHOCTK siBNseTcs 6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUAJDbI

BapuaHT ¢hacoBkm

O6opynoBaHue n MaTepuanbl

N A
MLP-6okc HeT aa
6okc 6uonormnyeckor (MMKkpobmuonornyeckon) 6e3onacHoCTn

aa HeT
IT nnw III knacca
yCTPONCTBO Ao3upytowee ATctpum *L4 HeT aa
MarHUTHbIN rOMOreHmn3aTop aa aa
TBEpAOTENbHbIA TepMocTaT A1 Npobupok TMna «dnneHgopd>», na na
noaaepxuvsawowmii Temnepartypy ot 25 °C go 98 °C
cneumanu3npoBaHHbIi NMMHUET (py4YKa-nuHLET) UM NaacTMacCoBbIN na et
NMUHLET A/ pacKnaablBaHMs MarHUTHbBIX NeCTUKOB
3neKTpuyeckmnin nabopaTopHbIi acnMpaTop C KON60oM-«10BYLIKON» aa HeT
XONoAUIbHUK aa aa
ueHTpudyra ana npobmpok o6vémom 1,5 mn, ¢ RCF He Huxe 16 000 x g na na
MUKpPOLEHTpUdYyra-BopTeKkc aa aa

[03aTOpbl MEXaHMYECKME UITN SNEKTPOHHbIE NepeMeHHOoro obbéma
OAHOKaHanbHble, No3Bosisowme oTtbrupaTb 06bEMbI XXUAKOCTHU na HeT
o1 2,0 go 20 mkn, ot 200 go 1000 mkn

[03aTopbl MEXAHUYECKNE UMW 31EKTPOHHbIE NEPEMEHHOI0 06BbEMa
OAHOKaHanbHble, No3Bosisowme oTtbrupaTb 06bEMbI XXNAKOCTHU na na
ot 20 go 200 mkn

OAHOpAa30Bble HAKOHEYHUKM C DUNLTPOM A4S NOyaBTOMaTUYECKUX

" a HeT
Ao3atopos, cBobogHble oT JHKa3 n PHKa3, o6bémom 20 MK A

OAHOpa30Bble HAKOHEYHUKM AN NojlyaBToMaTu4yeckmnx 403aTOpPOB, na na
cBoboaHblie oT AHKa3 n PHKa3, o6bémom 200 mkn, 1000 Mkn

OAHOpa30Bble NepyaTku MeauunHckme, 6e3 Tanbka, TeKCTYpUpPOBaHHbIE Aa Aa
nnacTukosble Npobupkn o6bémom 1,5 Mn Tnna «3nneHgopd» aa aa
wraTue «paboyee MmecTto» Ans npobupok o6bémom 1,5 mn Aa aa
EMKOCTb C Ae3UH(ULNPYIOLLNM pacTBOPOM Ans c6poca MCMOb30BaHHbIX na na
HaKOHEYHMKOB, NPOBMPOK N APYrMx pacxoAHblX MaTtepuasnioB

TpaHcnopTHas cpeda ansa 6nonpob n/mnu Gusnonornyecknin pacteop 53 na

(0,9% NaCl) ctepunbHbIN

12



MPOBA-MY MAKC | WHCTpYKUMSA NO NPUMEHEHUIO | 704-2 ot 20 mapTa 2025 ropa 4 ﬂHK'TEXHnﬂﬂr“ﬂ

6 AHAJTIUSNPYEMbIE OBPA3Lbl

Ana nccnegoBaHMsa UCNONb3YIOT brnonornyeckuni MaTepuan: UENbHYIO nepMdJequeCKyro
KpOBb, COCKObObl/Ma3KM anuTennasnbHbIX KIETOK U3 YPOr€HNTaZIbHOro TpakKta un I'IpHMOﬁ KUNLIKH,

MOYy, 3AKYIAT, MONOKO, deKkanuu.

MpumeyaHue - B3ATMe, npeaBapuTeNbHyto 06paboTKy, XpaHeHWe W NepeBO3Ky, nepeaadvy
nccneayemMoro matepuana B Apyrme opraHvMsaumy OCYLLECTBAKT COrMacHO MHCTPYKTUBHO-METOAMUYECKUM
[OKYMEHTaM, periaMeHTUPYIOLMM  BbIMOJIHEHWE WCCNEAOBaHWA B  COOTBETCTBUM C  TpeboBaHUSIMM
MYy 1.3.2569-09 n CI 1.3.2322-08.

O6uwue pekomMeHgaumu:

- Ha asTanax noarotoBku 6uomatepuana u BblgeneHun w3 Hero [OHK wucnonb3yinte
OLHOPa30Bble HAKOHEYHUKMN C punbTpoM, cBoboaHblie oT PHKa3 n HKas.

- Mpn pobaBneHun pacteopa B npoby, coaepxallyo 6MONOrMyeckmini MaTepman, akkypaTHo
BHOCUTE XWAKOCTU, HE KacasaACb CTeHOK npobupok. pu KacaHUM K CTeHKe npobupku
CMEHUTE HaKOHEeYHWK. HaKoHeYHUK cneayeT MeHATb Mpu KaxaoM yAasleHUuu pacTteopa
n3 obpasua.

- Mpn nepeHoce 6uonorvyeckoro MaTepuana B nNpobupKy ANs BblAeNeHUs ynupamnTecb
HaKOHEYHMKOM B AHO npobupku. N3beranTte nonagaHusa Kanesb C HAKOHEYHWKA Ha CTEHKU
M KPbIWKY Npobupku.

- Ona npenoTtBpalleHnUs KOHTaMMHaUMW  OTKPbiBaMTe KPbIWKY TOAbKO TOW npobupku,
B KoTOpYyto byaeTe BHOCUTb ob6pasel/peakTuB UK U3 KOTOpoK byaete 3abupaTb KNAKOCTb,

M 3aKpbiBanTe ee nepeq paboToin co crnepytowen npobupkon.

6.1 B3saTtne obpasuos buomartepunana
6.1.1 Cockobbl/Ma3ku anUTENMNANbHbIX KINETOK
6.1.1.1 C nomoLibo O4HOPA30BOr0 CTEPWUJIBHOIO 30HAA BO3bMUTE COCKO6 anuTennanbHbIX

KN1I€TOK U3 COOTBETCTBYOLWeEro 6mortona (yporeHuTanbHbli TPaKT, NpsMas KMLWKA).

MpumeyaHue - T[lepen B3sSTMEM COCKOBa M3 LlepBUKANbHOMO KaHana HeobxoAMMO yAanuTb CNusb

CTepUNbHbIM BATHbIM TaMMNOHOM.

6.1.1.2 MepeHecuTe COCKOG anuTennanbHbIX KNeTok (M3 yporeHWTasibHOro TpakTa, MpsiMoi
KWLWWKK) C NMOMOLLbD OAHOPA30BOro CTEPWSIbHOIMO 30HAA B MJIACTUKOBYH Npobupky
06béMoOM 1,5 M1 C TpaHCNOPTHOW Cpefol, npegHa3HAa4YeHHOW npou3BoauTenem Ans
TPaAHCMOPTMPOBaAHMUA W XpaHeHuss o6pa3uyoB 6uonormyeckoro MaTtepuana pnns
MUP-uccnegosanun (mnm ¢ 500 Mk PU3NOIOTMYECKOro pacTtBopa CTEPWUSIbHOrO),
aKKypaTHO nepemeluanTe.

6.1.1.3 N3BnekuTe 30HA4 M3 pacTBopa, NpMXKUMas ero K cteHke Npobupku, n yaanmte nsbbiTok
XXMAKOCTM C 30HAA O CTEHKM Npobupkn. NCNoNb30BaHHbIN 30HA YTUIN3NPYITE.

6.1.1.4 MNOTHO 3aKpoNTE KPbILWKY NPO6UPKU, NMPOMapPKNPYMNTE NpobUpKY.
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6.1.2

LlenbHas nepudepnyeckas KpoBb

B3atne uenbHOM nepudepnyeckon KpoBM MNPOBOAMTCA B BaKyyMHble MACTUKOBbIE
npobupkn TMna Vacuette ob6vémom 2,0 mnm 4,0 Mn c pobaBneHHOM B KayecTsBe
aHTUKoOaryasHTa AMHaTPUEBOWM COMblO 3TUNeHAnaMMHTeTpaaueTaTa (34TA) B KOHEYHOM’
KOHUeHTpauun 2,0 Mr/Mn. B KayecTBe aHTMKOaArynsaHta AONyCcKaeTcs Takxe
MCMoJsib30BaHWe uuTpaTa HaTtpus. [Ans nepemMelBaHms KPOBM C aHTUKOAryasiHToOM nocne

B3ATUS MaTepunana HeobxoaMMo nepeBepHyTb Npobupky 2-3 pasa.

BHUMAHME! He pgonyckaeTcsa Ucnosib30BaHMeE rernapmHa B KayecTBe aHTUKOarynsHra.

6.1.3
6.1.3.1

6.1.3.2
6.1.4
6.1.4.1

6.1.4.2
6.1.5

6.1.5.1
6.1.5.2

6.1.5.3

6.1.6
6.1.6.1

6.1.6.2

6.2
6.2.1
6.2.1.1

6.2.1.2

O6pasey rotos ans sbigeneHna AHK.

DAKYyNaT
DaKynaT nonaydarT nyteM Mactypbaumu. Ana cbopa matepmana uMcnonb3yroT
cneumanbHbIN CyXOM MIaCTUKOBbIA KOHTENHEP.
Mocne cb6opa 6uomaTepmana KOHTENHEP MIOTHO 3aKpbIiBAOT U MAapPKUPYIOT.

Moua
Ona aHanuza otbupatoT nopumio MouMm B Koau4dectBe He MeHbwe 20-30 mn
B CcneuunanbHbI CyxXon CTepusibHbIN pnakoH Ha 50 mn.
Mocne cbopa 6uomaTepmana paakoH repMeTMYHO 3aKpbIBAlOT M MAapKUPYIOT.

Monoko
C6op maTepmana nNpoM3BOANTCS B CTEPUSIbHYIO NOCYAY C KPbILLKON.
AKKypaTHO nepemewante n nepeHecute 1,0 mn MaTepuana B NJ1acTUKOBYO Npobupky
o6bEémomMm 1,5 mn.
UeHTpudyrmnpyinte npobupky npu 12 000 - 16 000 x g B TedeHne 3 MUH. YaanuTte
HaZ0CaA0UHYI0 XNAKOCTb, OCTaBmB B Npobupke npmmepHo 100 Mkn.

O6paseuy rotos ansa sbigeneHmna AHK.

dekanuu
Ncnonb3ytoT npobbl dekanuii maccon (06bEmMoM) npumepHo 1-3 r (1-3 mn). Mpoby
B Kosimyectee 1 r (NpuMMepHO) OTAENbHbIM HAKOHEYHUKOM C (UALTPOM, 06HLEMOM
or 1,0 go 5,0 MA wanM oAHOPA30BbIMM sOMNaTKaMu MNEPEHOCAT B CreuunanbHbIi
CTepubHbIN DIakoH.

Mocne B3sTMS 6uoMaTepmnana ¢hakoH MJIOTHO 3aKpbIiBAOT U MAapPKUPYHOT.

MpenobpaboTka obpasuoB buomaTtepunana

Cockobbl/Ma3Ku anUTeNNanNbHbIX KIeToK
UeHTpndyrnpynte npobupky npm 16 000 x g B TedeHnme 10 MWUH NpUM KOMHATHOM
TemnepaTtype ot 18 °C go 25 °C.
Ypganute HaAoCagouvHYyK XUAKOCTb, OCTaBuB B npobupke npumepHo 100 Mkn
(ocapok + xugkasa dpakums).

O6pa3ubl rotosbl 4ng sbigeneHunsa AHK.
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6.2.2 24aKkynaT
MepeHecnTe 100 MK XMAKOFO MaTepmana NMUMNETKON B NJACTUKOBYO NPO6UPKY 06BHEMOM
1,5 mn.
O6pa3zey rotoB ansa sbiaenenns AHK.
6.2.3 Moua
6.2.3.1 MNepeHecuTte 1,0 MA MOYM B NIACTMKOBYO Npobupky o6vbémom 1,5 M.
6.2.3.2 LeHTpndyrnpynte npobupky npm 16 000 x g B TedeHne 10 MUH.
6.2.3.3 Ypanute HaAoCafAO4YHYK XMAKOCTb, ocCcTaBuB B npobupke npumepHo 100 mkn
(ocapok + xuakas dpakumns).
O6paszey rotos ansa sbigenenns OAHK.
6.2.4 Oekanuu
6.2.4.1 OTAenbHbIM HAaKOHEYHUKOM C dunbTpoM, 06bEMOM oT 20 ao 200 MK, nepeHecuTe
npuMmepHo 50-100 mr (Mkn) dekanuin B naacTtukoByk nNpobupky ob6bEMOM 1,5 mn
¢ 1,0 Mn dm3nonornmyeckoro pacTteopa CTepubLHOrO.
6.2.4.2 FfoMoreHmsnpymnTe copepxmmoe npobupkn BCTpSXMBAHMEM Ha MUKpoOUEHTpudyre-
BopTekce B TedyeHue 10-15 c.
6.2.4.3 LeHTpudyrmpynte npobmnpky Ha MmkpoLeHTpudyre-sopTekce B TeueHme 30 c.
6.2.4.4 OTaenbHbIM HAaKOHEYHUKOM C punbTpoM, 06béMoM oT 20 ao 200 Mkn, nepeHecuTte
100 MKN HAZOCaA0YHOM XMAKOCTM B HOBYHO Npobupky o6bvémom 1,5 mn.
O6pasey rotos ansa sbiaenenms AHK.

Ona wvccnenoBaHMa 06pasuoB  Ha Haavyve 6aKTepum - Bo36yauTeNnen  oCTpbIX

KULLEYHbIX MHeKUMI aanbHenwee BbigeneHne JHK npoBoanTCcs cornacHo MHCTpyKuMn K Habopy
peareHTtoB [MPOBA-MY MAKC.

Ona wvccnepoBaHmsa obpasuoB Ha Hannune PHK-BuUpycoB - B036yauTeENEN OCTPbIX
KnweyHbix nHdekumn Habop peareHtos NMPOBA-MY MAKC HE MPUMEHSAETCA!

Ona sbiaenenna OHK rpamMoTpuuartenbHbiX 6akTepuin nnm npoBeAeHMsa MccaenoBaHus

6uoueHo3a kKuwieyHUKaA HeoHXoaMMO NpPOBECTU npeaBapuTenbHylo 06paboTky obpasua,

Mosly4YeHHOro cornacHo n.6.2.4, pacTsBopoM nsoumnMma:

- B KaXAayt nNpobupKy C KIIMHUYECKUM MaTeEpUanoM, NOJSIYYEHHbIM COrflacHo n.6.2.4, BHECTH
rno 20 MK pacTBOpa /M30uUMMa C KOHUeHTpaumen 100 mr/mn, nepemewartb Ha BOpTekce
5-10 ¢ n ueHTpudyrmpoBaTb B Te4YeHMeE 1-3 C HA MUKPOLIEHTPUYre-BOPTEKCE;

- OCTaBUTb NpobMpKM Npu KOMHaTHOM TemnepaTtype oT 18 °C no 25 °C Ha oauH Yac;

MpuMeyaHune - [pu HEOEXOAMMOCTM MOXHO XpaHWUTb 06pasLibl C MM30LUMMOM Npu TeMnepaTtype oT 2 °C

no 8 °C He 6onee 14 yacos.

- nposectu BbigeneHne AHK c ucnonb3oBaHmem Habopa peareHToB NMPOBA-MY MAKC.

15



MPOBA-MY MAKC | WHCTpYKUMSA NO NPUMEHEHUIO | 704-2 ot 20 mapTa 2025 ropa 4 ﬂHK'TEXHnﬂﬂr“ﬂ

6.3 TpaHCNOpTUPOBaHME N XPaHEHME NCCNeAyeMOro MaTepmana

TpaHcnopTupoBaTb M XpaHuTb ob6pasubl 6buonormyeckoro maTepuana A0 Hadana
nccnenoBaHus cneayet npu temnepatype ot 2 °C go 8 °C He 6onee 24 vyacos.

[lonyckaeTcs XpaHWTb MOJlyYeHHbIt MaTepuan npu Temnepatype OT MUMHycC 18 °C

A0 MUHycC 22 °C He 6onee 3 MecsLuEB.

BHUMAHME! Ecnn obpasubl XpaHWIncb npu temnepaTtype oT MuHyc 18 °C go MuHyc 22 °C,
nepes sblaeneHnem OHK pasmopaxuBaTb MX criefyeT Npu KOMHaTHolh TeMmnepaType (ot 18 °C

0o 25 °C) nnum npu temnepatype ot 2 °C go 8 °C.

7 NPOBEAEHUE AHAJIU3A

O6wme pekoMeHgaumn:
1. CopbeHT coaepXuT o4eHb Nérkne napaMarHmMTHble YacTuubl. i yaaneHms pacTtBOpoB U3
0o6pasuoB C NOMOLbIO OAHOKAHANBHOW MUMNETKU PEKOMEeHAYeTCA MCMOosib30BaTb HaKOHEYHUKMU
o6béMom 1,0 mn. Ecnm umcnonb3yeTcsa nabopaTtopHbIi acnupatop, YCTAaHOBUTE MUHUMAasbHYIO
CKOPOCTb acnupauum 1 He UCNosib3yhTe HaKOHEYHUKN 60JIbLLIOI0 CEYEHMS.
2. HakoHeYHWKM crieayeT MeHsATb NPU KaXA0M NepeHoce XUAKOCTU, NpU KaxaoMm gobasneHun
pacTBopa B NpobupKy 1 Npu KaxaoM yAaseHun pacTtBopa 13 npobupku.
3. [Ona npenoTBpalleHUs KOHTAaMWHALMW OTKPbIBaWTe KPbIWKY TOMbKO TOW MNpo6bupkwy,
B KOTOpyto bynete BHOCUTbL obpasel/peakTus mMan M3 KoTopon byaete yaansaTb HaAo0CaAO4YHYHO
XNAKOCTb, M 3aKpbiBanTe ee nepes paboTon co cneaytowen npobmupkon.
4, Mpobupku c uccneayembiMm obpasuamm M oTpuuaTENbHbIM KOHTPOAbHbIM 0b6pa3suom (K-)
obpabaTbiBanTe NO €4NHON CXeMe.
5. NHdopMauna o HeobXxoAMMOCTUM MUCMONAb30BaHUS BHYTPEHHEro KOHTPOsbHOro obpasua
COAEPXMUTCS B COOTBETCTBYHLLMX MHCTPYKUMAX K Habopam ansa sbiaeneHnss AHK Bo3byautenei

3aboneBaHni metogom lLP.

7.1 Boigenenne OHK (dacoska N)

OcobeHHOCTM paboTbl ¢ HAbopoM B pacoBke AN py4yHOro ao3mposaHusa (dacoska N):
Mpu paboTe MCMoAb3yeTcs MarHUTHbLINA FroMoreHm3aTtop?.

2. B nusmpylowem pactBope, CBs3biBalolWeM pacTBOpe W MNPOMbIBOMHOM pacTteope N91

OONyCKaeTcs BbiNageHMe ocaaKka npu XxpaHeHun B xonoaunbHuke (oT 2 °C go 8 °C).
Mepen Havanom paboThbl:

- nMpoBepbTE IM3MPYIOLWNIA PacTBOP, CBA3bIBAOLWMA pacTBOP W NPOMbIBOYHbIN pacTBop N91 Ha
OTCYTCTBME Ocagka. B cnydyae BbinageHus ocagka nomectute @nakoH(-bl) Ha TepMocTaT,
npeaBapuTenbHO NporpeTbin 4o 65 °, u nporpesanTe A0 MOJSIHOMO pacTBOpPeHUs ocapka.
Mepean wncnonb3oBaHWEM OXfaauTe pacTBOpbl A0 KOMHaTHoW TemnepaTypbl (oT 18 °C
[o 25 °C). Ocagok TakXe MOXHO pacTBOpUTb MpUM KOMHaTHoW Temnepatype (oT 18 °C

0o 25 °C) B TedyeHne npnbnmsanTenbHoO 12 4acos;

1 - MarHuTHbIA roMoreHmMsaTop ob6ecrneuymMBaeT ocaxaeHue copbeHTa (MapaMarHUTHbIX YacTuu) W
nepeMellMBaHue peakTneoB B npobupke (npu gobaBneHMM MarHMTHOro nectmka). OcaxaeHue copbeHTa
NpoBOAMTCS NPU BbIKAOYEHHOM FOMOreHn3aTope

16



MPOBA-MY MAKC | WHCTpYKUMSA NO NPUMEHEHUIO | 704-2 ot 20 mapTa 2025 ropa 4 ﬂHK'TEXHnﬂﬂr“ﬂ

- nepemMellanTe coaepxmmoe GnakoHa(-oB) nepesopavnBaHmeM grnakoHa(-oB) BBepX AHOM
5-10 pas, usberasa neHoobpazoBaHus.

7.1.1 Bblagenenune AHK c ucnonb3oBaHUeM MarHUTHOrO roMoreHusaTtopa

BHMUMAHME! Tpu [03MpOBaHUM UCMOAb3YNTE WUHAUBMAYANIbHbIE HAKOHEYHWKU ANS KaXAoro

obpasua. N3berante notepb copbeHTa npu oTtbope HaaoCaA0UYHOM XUAKOCTU.

7.1.1.1 MpomapknpynTe no ogHon npobupke o6bEMOM 1,5 Mn oS Kaxaoro mccnenyeMmoro

obpasua n gnsa oTpuuaTeNbHOro KOHTponbHoro obpasua (K-).

MpunMmeyvaHne - [Ona obpasuos, npoweawmnx npegobpaboTky € nosyvyeHneMm ocagka M Haf0CaAOYHOM
Xnakoctn (cM. N.6: Ccockobbl 3nuTenuanbHbIX KAETOK, Mo4ya W T.4.), NpoMapkupynte npobupku

C NoAroToBAeEHHbIM Ana nccnegosaHMa MatepumasioMm B 06béme 100 Mki.

7.1.1.2 AKKYpaTHO CHUMUTE 3alNTHYO Posibry ¢ He06X0AMMOro Kon4yecTsa JIyHOK bamcrepa
C MarHUTHLIMW MeCTUKaMHu.

7.1.1.3 BHecnTe B Kaxayto NpobupKy C MNOMOLWLbI PYYKU-MUHLETA MarHUTHbIM NeCTuK,
He KacasiCb Kpasi Npobupku.

7.1.1.4 Mpn MCNoNb30BaHMM BHYTPEHHEr0 KOHTPOSbHOrO obpasua BHecUTe B Kaxaylo
npobumpky no 10 MKN COOTBETCTBYIOLWEro BHYTPEHHEro KOHTPONbHOrO obpasua.

7.1.1.5 TwaTtenbHO NepeMellanTe BCe pacTBOpPblI NepesBopaymBaHmemM He MeHee 20 pas.

7.1.1.6 [ob6asbTe B kKaxayt npobupky no 150 MKA nu3uMpyoLlero pactBopa, He KacasiCb Kpas

npobupku.

BHMUMAHME! PactBop crneayeT BHOCUTb B HUXHIOW 4acTb npobupku, nsberas obpasoBaHus
kanenb. Ecnu npounsowno pa3bpbiarnBaHme, HEO6X0ANMO 0CAAMTL Kanauv Ha MUKpoOUeHTpudyre-

BOpTEKCE.

7.1.1.7 [Job6asbTe B npobupkm ana wuccneayembix obpasuos no 100 Mkn wuccneayemoro
obpasua.

7.1.1.8 B npobupky, npomapkmpoBaHHyto <«K-», pobasbte 100 MKA oTpuuaTtenbHOro
KOHTponbHOro obpasua u3 coctaBa Habopa peareHToB.

7.1.1.9 MNOTHO 3aKpoWnTe KPpbIWKKM NpobUPOK M yCTaHOBUTE NpPOOUPKM B MArHUTHbIN

roMoreHm3aTop. 3anycTmTe roMoreHnu3aTop B UMMyJsIbCHOM pexunme Ha 10 MUH.

BHUMAHME! Kaxayto npobupky cneayer pacrnosioXXnTb OTHOCUTENIbHO MarHuta Tak, 4ToObl
nectuk Bcerga 6bln 3aKkpblT pacTBOpoM, M obecneumBanacb paBHOMEpHas roMoreHmsauus

CYCrMeH3uu no BceMy 06bEMY XNAKOCTU.

7.1.1.10 [HobasBbTe B Kaxayk npobupky no 250 Mk cBs3biBawoWero pacreopa. 3anyctute
roMoreHm3aTop B MMMNy/sbCHOM pexume Ha 30 c.

7.1.1.11 TwaTenbHO pecycneHampymnte copbeHT Ha MUKpoueHTpudyre-sopTekce. NepesepHyBs
npobupky BBepx AHOM, ybeauTecb, 4YTO COpBEHT He 3anumn Ha [HO npobupku.
Mpn Heo6xoaNMMOCTN MOBTOPUTE NEpeMeLLnBaHMe copbeHTa.

7.1.1.12 [obasbTe B Kaxayto npobupky no 60 mkn copbeHTa.
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BHUMAHME! Copb6eHT BHOCUTE B KaXxAy NpobUpKy OoTAENbHbIM HAKOHEYHUKOM.

7.1.1.13

MocTaBbTE I'IpO6MpKM B MarHWTHbIN roMmoreHm3aTtop. 3aI'IYCTMTe roMoreHnsaTtop

B MMMNYJ/IbCHOM peXxunMme Ha 5 MuH.

BHUMAHME! Ecnu marHuTHblie 4actuubl (copbeHT) 3a BpeMs nepeMewnBaHnus B MMMNYJSIbCHOM

pexnmMe 4aCtn4yHO OCeEsIM BblWE W/VNN HUXKE MarHMTHOrO MnecTukKa Ha CTEHKY I'IpOﬁMpKVI,

TO BCTPSAXHUTE AaHHble NPOBMPKM B TedeHue 3-5cC M UeHTpudyrnpyinte B TeudeHue 3-5c

Ha MUKpPOLEHTPUdYre-BopTEKCE, 3aTEM BEPHUTE NMPOBUPKN B MarHUTHbIA FOMOreHM3aTop.

7.1.1.14

7.1.1.15

7.1.1.16

7.1.1.17

7.1.1.18

7.1.1.19

7.1.1.20

7.1.1.21

7.1.1.22

7.1.1.23

He BbiHMMas npobupku M3 roMoreHusaTopa, ocaauTe CopbeHT Ha CTeHKM Npobupok
B TedeHne 3 MUH (FrOMOreHn3aTop BbIK/IOYEH).

MakcuMmanbHO oTbepuTe HaAOCAAOYHYIO >KMAKOCTb, HEe BblHMMas npobupok
M3 MarHUTHOro romoreHusartopa (OoTAeNbHbIM HAaKOHEYHMKOM M3 KaxKaon npobupkn).
N3berante 3axBaTta copbeHTa.

[JobaBbTe K ocaaky 250 Mk npombiBoyHOro pacrteopa N21. 3akponTe KpbIWKU
npobupok. 3anycTmTe roMoOreHm3aTop B MMNYJIbCHOM pexume Ha 30 c.

He BblHMMasa npobupkn M3 romoreHmsaTopa, ocagmte copbeHT Ha CTeHKKU npobupok
B TedeHne 3 MUH (FOMOreHN3aTop BbIK/IHOYEH).

OTbepuTe HaAOCAAOYHYH XMAKOCTb, HE BblHMMAA NpPoOBGUPKM U3 MArHUTHOrO
romoreHmsatopa (OTAEe/IbHbIM HAKOHEYHWKOM W3 Kaxaoh npobupkun). WUsberanTte
3axBaTa copbeHTa.

MosTtopute 7.1.1.16 - 7.1.1.18.

[obaBbTe Kk ocaaky 500 Mk NpoMbIBOYHOrO pactBopa N22. 3anyCcTute romoreHusaTop
B UMNYJIbCHOM pexume Ha 30 c.

He BblHMMas npobupkn M3 romoreHusaTopa, ocagute copbeHT Ha CTeHKU nNpobupok
B TedeHme 3 MUH (FrOMOreHn3aTop BbIK/IOYEH).

OTbepuTe HaAOCAAOYHYH XMAKOCTb, HE BblHMMAA NpPOOGMPKM W3 MArHUTHOrO
romoreHmsatopa (OTAE/IbHbIM HAKOHEYHWKOM W3 Kaxaoh npobupkun). WUsberanTe
3axBaTa copbeHrTa.

BHecuTe B kaxayto npobupky ot 50 go 300 Mk aOMpyOLLEro pacTBopa. BcTtpsxHuTe
npobupkM Ha MUKpoUEeHTpudyre-BopTeKce TakK, 4TObbl BCE 4yacTuubl CO CTEHOK
nepewnm B pacTtsop.

KonnuecTtso antompyrowero pactsopa 3aBMCcuT OT CieAyoWwmX napaMeTpos:

- TUN nuccnenoBaHus;

- KOJMYeCTBO NapamMeTpoB UCCNeAoBaHUS;

- KOJIMYeCTBO UccrenoBaHun, Kotopble 6yayT npoBeneHsl n3 ogHoro obpasua AHK.

MpnMmeyaHune - PekOMeHAyeMOe KONMYECTBO 3/aTta npu BbigeneHnn OHK ykaszaHO B MHCTPYKUMAX

K HabopaM peareHToB Ans nposeaeHus MUP-nccnegoBaHuii.
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Mpumep:
Tun uccnepoBaHus KonuuecrtBo anroupyroujero
pacTtBopa, MK/
BupycHasa AHK 13 uenbHON KpoBu 50

KomnnekcHble nccnegosanus (Hanpumep, Habopbl nnHeek
demodnop®, MMMyHokBaHTakc C/V, HPV kBaHT-21, Habopbl Ana 300
onpegeneHns reHeTn4eckmx noanmMopgpu3mMos)

7.1.1.24 OcaauTe 4acTuubl M MECTUK Ha AHO MNPOBMPKM C MOMOLLBI MUKPOLEHTpUdYrmn-
BOpTeKca.

7.1.1.25 Ocaaute Kannu ueHTpudyrnposanmem npm 1000-3000 x g B TeueHune 3-5 c.

7.1.1.26 TloctaBbTe nNpobUPKM B MaArHUTHbIA FOMOreHmM3aTop. 3anycTuTte roMoreHusaTop
B MMMYJIbCHOM pexXuMme Ha 15 MuH.

7.1.1.27 He BbiHMMas NpobUpPKN U3 roMoreHnsaTopa, ocaauTe CopbeHT Ha CTEeHKM Npobupok
B TeyeHme 3 MnH (rOMOreHn3aTop BbIK/IKOYEH).

HapocagouyHas XWUAKOCTb, cogep)kalwas BblageneHHyio [AOHK, rotoBa K BHeceHUIO

B peakunoHHyto cmecb anda NMUP-amnandmkauumn.

BHUMAHME! lpu otbope HaaocagouyHOM XMAKOCTW, copepxawerh [OHK, He BbiHMManTe

I'IpOﬁMpKM M3 MAarHMTHOro roMoOreHn3saTtopa mn He 3anaFI/IBal71Te C0p6eHT (MaFHI/ITHbIe l-IaCTl/ILI,bI).

MonyyeHHbI npenapat AHK MOXHO XpaHuTb Npu TemnepaType oT 2 °C 4o 8 °C He 6onee
7 CYTOK unu npu Temnepatype oT MuHyc 18 °C go mmnHyc 22 °C He 6onee 1 roaa.

MpumeuvaHune - Ecnn npeanonaraercs xpaHutb npenapaTt AHK 6onee 7 cyTok, HeEo6X0ANMO nepeHecTu

HaZl0CaA0uYHYI0 XXUAKOCTb B HOBYIO NPOBUpPKY.
7.2 Boiaenenmne OHK (dacoska A)

MpuMmeyaHne - B cnyyae BbiMafeHWs OcCajka B KapTpuaxe MOMeCcTUTe ero BBepxX AHOM (3aluTHOM
NJIEHKON BHU3), HE CHMMas KPbILWKKW, HA TepMOCTaT, NpeaBapuTesbHO nporpeTbin Ao 65 °C, n nporpesaiTte
[0 NOJSIHOrO pacTBoOpeHuns ocagka. lNepea ncnonb3oBaHMeM oxaaauTe pacTBOpbl A0 KOMHATHOM TeMnepaTypbl
(o1 18 °C go 25 °C). Ocapok TakxXe MOXHO pacTBOpWUTb Mpu KOMHaTHOM TeMnepaTtype (o1 18 °C go 25 °C)

B Te4deHmne npnbnusntenbHo 12 yacos.

BHUMAHME! Ecnu KapTpuax XpaHWUICH rnocne ncnosab30BaHUS YacTu peareHToB B Npeablaywmx
MOCTAaHOBKAX, 0CaAoOK B slyelikax CO CBSI3blBAlOLWMM pPacTBOPOM, JSIN3UPYIOWMM pPacTBOPOM U
MPOMbIBOYHbIM pacTBopoM NP1 cregyer pacTBOpsSATb MpPUM KOMHaTHOM Temnepatype (18 °C

0o 25 °C) He meHee 12 4acoB, HE CHMMas 3aLLNTHYIO KPbIWKY M He NnepeBopaymBas KapTpuax.

7.2.1 YcTaHoBMTe LWWTaTUBbl C HAKOHEYHWKaMW, MNpeaBapuTENlbHO CHSAB C HWUX KPbIWKK,
Ha pabouunin cTon go3mpytowero ycrponcresa ATCcTpum.
7.2.2 YcTaHoBuUTe 6AKCTEpbI C NecTMKamMu B y3en AN5 pa3gadun necTtmkos.

7.2.3  AKKypaTHO CHMMWUTE 3alMTHYIO MJIeHKYy ¢ 6amncTepos.

BHUMAHME! CHaTne 3aWMTHOM NNEeHKW cnegyet NpoM3BOAMTb TOJIbKO MOC/Ee YCTAaHOBKMU

B aganTtep. B npoTMBHOM c/lyyae BO3MOXHO C/lydaHOe paccbiNaHMe MarHUTHbIX NecTUKOB.

7.2.4 CHMMMUTE KPpbIWKWN C KapTpuaxewm C peareHTamu. [lepen yCTaHOBKOM B ajanTep
HeobXxoaMMO TLLATENbHO BCTPSAXHYTb KapTpuaX TakuM obpa3oM, yTobbl BeCb COpHEHT

OKa3aJiCda Ha AHe NYHKW.
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BHMUMAHME! He cHMMaiTe 1 He NnpoKasnbiBanTe 3aLlUUTHYIO NIEHKY C KapTpUAXen C peareHTamu.

7.2.5 YcTaHOBUTE KapTpuAXW C peareHTaMn B aganTtep ANs KapTpuaxen.

7.2.6 YcTaHOBMTE 3alUMTHbIN KONMAYoK AN MarHUTHOrO MUWHLUETa U NOAroTOBbTE YCTPOMCTBO
cbpoca B COOTBETCTBUMN C UHCTPYKLUMEN K AO3UPYIOLEMY YCTPOWCTBY.

7.2.7 TpoMapkupyiTe no ogHonm npobupke obbémom 1,5 Mn: ana Kaxporo uccneayemoro
obpasua (4, 8, 12, 16, 20, 24, 28 nnmn 32 ¢ y4étoM Npobupku Ans oTpuuaTeslbHOro

KOHTpOJIbHOro ob6pasua «K-»).

BHUMAHME! KonunyectBo o6pa3uoB B MNOCTaHOBKe AOMKHO 6bITb KpaTHO BocbMu. Ecnu
KonnyectBo 06pasuoB B MOCTAaHOBKE He KpaTHO BOCbMW, HeO6XOAMMO BMeCTO HeaoCTalowmx

o6pa3uoB AOCTaBUTb NyCTble NpobUpKM.

MpumeuvaHnune - [Ona obpas3uos, npoweawnx npeaobpaboTky C nonyvyeHMEM ocaka M HaaoCaAoYHOM
Knakoctn (CcM. N.6: Ccockobbl 3nuTenuanbHbIX KAETOK, Mo4ya W T.4.), MpoMapkupynte npobupkm

C NoAroToBAeEHHbIM Ana nccnegosaHnMa MatepmaszioMm B 06béme 100 Mk,

7.2.8 Tlpun ncnonb3oBaHMn BHYTPEHHEro KOHTPOSIbHOro obpasua BHECUTE B KaXayto Npobupky
no 10 MKN COOTBETCTBYHLLEr0 BHYTPEHHEro KOHTPOSIbHOro obpasua.

7.2.9 BHecuTe B Npobupkn ansa nccneayemoix obpasuyos no 100 Mkn uccneayemoro obpasua.

7.2.10 B npobupky, npomapkupoBaHHyt «K-», BHecute 100 Mka  oOTpuuUaTENbHOro

KOHTpOsbHOrO obpasua n3 coctaBa Habopa peareHTOB.
BHUMAHME! YcrtaHasnuBanTe 0bpa3ubl B LUTAaTUB C/ieBa HanpaBo, CBEPXY BHU3.

7.2.11 YcraHoBuTe npobupkm ¢ obpasuamm (BkAwYas npobupky <«K-») B wWTaTMB
ANA BblAeNeHUs, 3aKpenuTe KpbIWKW Npobupok B AepxaTensx. YCTaHOBUTE LUTATUB
Ha MarHWTHbIA FOMOreHM3aTop.
7.2.12 WNcnonb3ya MeH 3anycka ATCTpMM uamM ynpasasiowmMin KoMnbloTep (CM. MHCTPYKLUMIO
no akcnayaTtauumn), Bbibepute cueHapuin 3anycka «MPOBA-MY MAKC».
7.2.12.1 YcTaHOBWUTe NapaMeTpbl 403NPOBaHUA:
- Konu4yecteo 06pasuLoB KpaTHOe BocbMU (CM. N.7.2.7),
- 06bém antarta (pactBopéHHoro obpasua HK nocne soigeneHuns) ot 50 go 300 mkn.
Konunuectso anovpyoLwero pactsopa 3aBUCUT OT C/ieAyoLWnx napaMeTpos:
- TUN uccnefoBaHus;
- KOJIMYeCTBO rnapameTpoB NCCefoBaHus;

- KOSIN4YeCTBO uccnegosaHun, Kotopoe byaet nposeaeHo ns ogHoro obpasua AHK.

MpnMmeyaHne - PekoMeHAyeMOE KOJMYECTBO 3/t0aTa npu BbigeneHnn JHK ykaszaHO B MHCTPYKUMAX

K HabopaM peareHToB ans nposeaeHus MUP-nccnegoBaHmi.
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Mpumep:
Tun McchenoBaHms KonuuectBo anoupyrouiero
pacTBopa, MK
BupycHas JHK n3 uenbHon KpoBm 50
KoMnnekcHble nccnenosanusa (Hanpumep, Habopbl NuHeek
®demodiop®, UMMyHokBaHTakc C/V, HPV kBaHT-21, Ha6opbl AN 300
onpeaeneHns reHeTu4eckmx NoamMMop@usMoB)

7.2.13 3anycTtuTe BbINOAHEHWE AO3UPOBAHUSA peareHToB.

BHUMAHME! T[locne 3anycka o6s3aTenbHO BU3yaslbHO TMPOKOHTPOJMPYNTE  packiagky
MarHUTHbIX MNEeCTUKOB B Hadane BbINOAHEHWs nporpammbl! B cnyvae ecnm B Kakon-nmnbo
13 Npobnpok NecTnk oTCyTCTBYET, NOoCTaBbTe NporpamMmmy ATCTpuM Ha nay3y v Bpy4Hyto gobaBbTe

B MNPOMyLLEHHY NpobnpKy NecTMK U3 AononHuTenbLHoro 6auncrepa.
7.2.14 3akpoiTe KpbiwWKK NpobupoK nocne BbiNOJAHEHNS NMPOrpaMMbl.

Hagocago4yHas >XUAKOCTb, coAepxawas BbigeneHHywo [OHK, rotoBa K BHeCEHUIo
B peakUuMOoHHY cMmecb and MNuUP-amnandukaunn. MNMonydeHHbln npenapat AHK MOXHO XpaHuUTb
npu Temnepatype oT 2 °C go 8 °C He 6onee 7 cyToK unam npu TemnepaTtype oOT MUHYC 18 °C

00 MunHyc 22 °C He 6onee ogHoro rozga.

MpnMmeyaHunsa:

1. Ecnu npeanonaraetca xpaHutb npenapaTt AHK 6onee 7 cyTok, Heo6xoAMMO nepeHecTy HaA0CaA0uYHYHO
XUAKOCTb B HOBYIO NMPO6MpKY.

2. Ecnv nocne BbINONHEHWS NporpamMMbl Ha ATCTpMM NpeanonaraeTcs AanbHelee XxpaHeHUe KapTpuaxa,
Heo6X0ANMO ero 3aKpbiTb 3aLUUTHOM KPbILWKON U XpaHUTb B COOTBETCTBUU C YCIOBUSMU XpaHeHWs Habopa

peareHToB, NCKKYaa nepeBopayvynBaHnda KapTpuaxXa.
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8.1
8.1.1

8.1.2

8.2
8.2.1

8.2.2

TPAHCNMOPTUPOBAHUE, XPAHEHUE N SKCIMJIYATALNA

TpaHcnopTupoBaHMe

TpaHcnopTupoBaHMe Habopa OCYyLEeCTBAAT B TEPMOKOHTENHEpaxX C X/1af03/1eMeHTaMun
BCEMM BMAAMWU KpbITOro TpaHcrnopTa npu Temnepatype oT 2 °C pgo 25 °C He 6onee
5 cyTok.

Habopbl peareHTOB, TpPaHCNOPTUPOBAHHbIE C HapylLleHMeM TeMnepaTypHOro pexmma,

NMPUMEHEHNIO HE NMoAneXxar.

XpaHeHue

Habop peareHTOB cneayetr XpaHUTb B XONOAWIbHUKE WAWM XOJOAWMNBHOM Kamepe
npu Temnepatype o1 2 °C go 8 °C B TeuyeHMe BCero cpoka rogHoctm Habopa.

Mpwn XpaHeHUW gonyckaeTcs BbinageHne HeboNbLWOoro ocaaka B N3NpYoWeM pacTBope,

CBsI3blBalOLLLEM pacTBOpe M NPOMbIBOYHOM pacteope N21.

MpuMmeuvaHne - Ocapok pacTBopsieTcsl nporpeBaHuem npu 65 °C.

8.2.3

8.2.4

8.2.5

8.3
8.3.1

8.3.2

8.3.3

8.3.4

KapTpuaxu, a Takxke hpn1akoHbl C IM3MPYIOLWMM PpacTBOPOM, CBSI3bIBAOLLMM PacTBOPOM U
NPOMbIBOYHbIM pacTBopoM N21 Heo6XoAMMO XpaHUTb B XOJ04UIbHUKE NN XON04UIbHOMN
Kamepe npu Temnepatype oT 2 °C go 8 °C B 3aWIMLWEHHOM OT CBETa MecTe B TeveHue
BCEro cpoka rogHocTtu Habopa.

Bnncrepbl € MarHMTHbIMWM NecTUMKaMM AO0MYCKAETCS XpaHWUTb Npu TemnepaTtype oT 2 °C
0o 25 °C B TeveHuMe BCero cpoka rogHocTtu Habopa.

Habopbl peareHTOB, XpaHMBLUMECS C HApPYLIEHMEM pEriaMeHTUPOBAHHOIO pexuma,

npuMeHeHNI0 He noasiexart.

YKasaHus no akcniyataunm

Habop peareHTOB A0/IXEH MPUMEHSATLCS COrTaCcHO AENCTBYIOLWEN BEPCUN YTBEPXKAEHHON

WHCTPYKLMW NO NMPUMEHEHMUIO.

Ons nonyyeHns HaaéxHbIX pe3ynbTaTtoB HEO6X0ANMO CTporoe cobaaeHNE NHCTPYKLUMHN

no NpUMMeHeHno Habopa peareHToB.

Mocne BCKpbITUS YNakKOBKWM KOMMNOHeHTbl Habopa peareHToB cfenyet XpaHuTb

npu cneayowmnx ycnoBuax:

-  KOMIMOHEHTDI Ha60pa peareHToB cneagyetT XpaHnTb B X0N04AUJTbHUKE UNKN XOJ'IO,D,VIJ'IbHOVI
Kamepe npu Temnepatype ot 2 °C go 8 °C B TeueHuMe BCero cpoka rogHoctn Habopa;

- [AonycCKaeTca XpaHeHue 6ﬂMCT€pOB C MarHMTHbIMM NECTUKaMWU NpU TeEMNepaTtype
oT 2 °C po 25 °C B TeueHne BCero cpoka rogHocTn Habopa;

- KapTpUAXMU, a Takxke GNakoHbl C IN3NPYIOLWNM pacTBOPOM, CBS3bIBAOLWMM pacTBOPOM
M NpOMbIBOYHbIM pacTtBopoM N21 HeobxoAMMO XpaHWTb B XONOAWbBHUKE WU
XofloAnnbHOM Kamepe npu Temnepatype oT 2 °C go 8 °C B 3aWMWEHHOM OT CBeTa
MecTe B TeYeHMe BCero cpoka rogHocTn Habopa.

Ha6opb| peareHToB C NCTEKWWNMM CPOKOM rogHOCTU NPUMEHEHUIO HE NoAnNeXaT.
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9 YKA3AHWUA NO YTUWIN3ALNN

9.1 MNpn uncrnonb3oBaHMM Habopa peareHToB B K/IMHUKO-AMarHoctuyeckon nabopatopumn
obpa3ytoTca oTxoAbl Knacca B, KoTopble YTUAM3MPYKOTCA B COOTBETCTBMM C TpeboBaHMAMU
CaHlnH 2.1.3684 n MYy 1.3.2569.

9.2 W3penua, npyweawive B HENPUrogHOCTb, B TOM UMC/E B CBA3U C UCTEYEHUEM CPOKa MOAHOCTH,

noanexart yTunmsauum B COOTBETCTBUM C TpeboBaHmaMM CaHlnH 2.1.3684-21.

10 FAPAHTUN N3ITOTOBUTENA

10.1 [lpeanpusaTue-u3roToBUTENb rapaHTUMpyeT COOTBETCTBME Habopa Tpeb6oBaHUAM
TEXHWUYECKUX YCNOBWUIM TMNpu  COGMIOAEHUU  YC/IOBUIA  TPaAHCMOPTUMPOBAHWUSA, XPaHEHUS W

IKCnNyataunun, yCTaHOBNMEHHbIX TEXHNYECKUMU YCITOBUAMMN.

10.2 Cpok rogHoctn Habopa - 12 MecsaueB npu cobnogeHnn BCcex yCnoBmMin TpaHCNOPTUPOBaHMUS,

XpPaHEHNA U SKCNNyaTauuun.

11 PEMOHT U TEXHUYECKOE OBCJ1Y)KXUBAHME

Ha6op peareHTOB npegHa3HayeH A/ OAHOPA30BOr0 MCMOJ/Ib30BaHUS U He MOoANEXUT

TEXHNUYECKOMY 06C/Y>KMBAHUIO U TEKYLLEMY PEMOHTY.

12 CUMBO/J1Ibl, NCNOJIb3YEMbIE MNP MAPKUPOBKE HABOPA PEATEHTOB

MeguumnHckoe nsgenme EE] Ob6patutecb K MHCTPYKLMU
ANs AWArHoCTUKW in vitro rno rMpuMMeHeHuto
TemnepaTypHbIil AnanasoH KaTanoxHblii HOMep
Konnyectso TecTtoB M ALpec nsrotoeuTens

i He ponyckaeTtcs Bo3fencTeme
FoaeH Ao AN Y

COJTHEYHOro CBE€TAa

Cepus Habopa He cTtepunbHO

[JaTta narotossieHns

® OnHopasoBoe NCnofnb3oBaHue
OcTopoxxHo! ObpaTtutech
K MHCTPYKLMWWN NO MPUMEHEHUIO

> F w4~ [F
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13 MNEPEYEHb NPUMEHAEMbIX HALIMOHAJIbHbIX CTAHAAPTOB

FOCT 2.105-95 O6wue TpeboBaHMSA K TEKCTOBbIM AOKYMEHTaM.

FOCT ISO 14971-2011 N3penna  MeanUMHCKUE. lMpuMeHeHne  MeHedXMeHTa pucka
K MEeAMUMHCKUM U3LeNnamM.

FOCT P 15.309-98 Cucrema pa3paboTkm n NOCTaHOBKM NPOAYKLMM Ha NpOn3BOACTBO. NcnbiTaHns
M npuémMka Bbinyckaemon npoaykumn. OCHOBHbIE MOSIOXKEHWS.

FOCT P 51088-2013 MeanuunHckune uspenus ons AWarHOCTUKM WUH BUTPO. PeareHTbl, Habopbl
peareHToB, TeCT-CUCTEMbI, KOHTPOJibHble MaTepuanbl, nuTaTesbHble cpeabl. TpebosaHus
K n3genusam n noanepXxXmeatowen 4OKyMeHTaumu.

FOCT P 51352-2013 MeanumHckme nsgenus aasa AUMarHoCTUKM MH BUTPO. MeToabl UCMbITaHUNA.
FOCT P NCO 18113-1-2015 MeguumHCKne msgenus Ans AnarHoctuku in vitro. MHdopmaums,
npegocraensieMas marotosutenieMm (MapkumpoBka). Yactb 1. TepMuHbI, onpeaenenms mn obuwme
TpeboBaHus.

FOCT P NCO 18113-2-2015 MeguuunHCKne msgenus Ans AnarHoctuku in vitro. UHdopmaums,
npegocrasnseMas nsrotosuteneMm (MapkmpoBka). Yactb 2. PeareHTbl 4as AMarHoCTUKK in vitro
ANna NpodeccMOoHaNbHOro NpMMEHeHns.

FOCT P NCO 23640-2015 W3penua MeaMUMHCKME ANs  AMArHoCTMKKM  in vitro. OueHka
CTabunbHOCTWN peareHToB AN ANArHOCTUKM in vitro.

FOCT P NCO 15223-1-2014  W3penus  MeAUUUHCKMeE. CumMBoOSbI, npuMeHsaembie  npu
MapKMPOBaHMN Ha MEAULMHCKUX U3Aennsax, 3TUKeTKax U B CONpOBOAMTENbHOW AOKYMEHTaLUW.

Y.1. OcHOBHble TpeboBaHus.

FOCT P 52905-2007 (MCO 15190:2003) NabopaTtopun MeanunHCKue. TpeboBaHus
6esonacHocTw.
n pnMmedaHume - YKasaHHble Bblle CTaHOapThl 6binn AeVICTBerUJ,MMVI Ha MOMEHT YyTBEPXAEHUNA

WMHCTPYKLUMM MO NMPUMEHEHUIO. B aanbHelLWeM nNpu nonb30BaHUMU LOKYMEHTOM LIeNecoobpa3Ho MpoBepuTb
[IeNCTBME CCbINOYHbIX HOPMATUBHbIX AOKYMEHTOB Ha TEKYLLMUIA MOMEHT. EC/IM CCbIIOUHbIA AOKYMEHT 3aMeHEH
MAN WU3MEHEH, TO nMpu MNPUMEHEHMM HACTOSLLEro [AOKYMEHTA CNeAyeT Mo/Mb30BaThCA 3aMEHEHHbIM

(M3MEHEHHBLIM) AOKYMEHTOM.
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14 ALOPEC ONAA OBPALLEHUA

MpousBoacTeo HabopoB peareHTOB MMeEET CePTUDULMPOBAHHYIO CUCTEMY MEHEOXMEHTA
KayecTBa M COOTBETCTBYET TpeboBaHMSAM CTaHAapTa CUCTEM MeHem)XMeHTa kadectBa ISO 9001
B obnactu paspaboTkum, npomnssoactea n npogaxun IVD peareHToB 1 NpnbopoB AN MONEKYISpHO-
reHeTM4YecKom AnarHocTnkm, n apyroro nabopatopHoro npmMeHeHus, n EN ISO 13485 B obnactu
pa3paboTku, npoussoacTtBa M npogaxu IVD peareHToB wn npmbopoB AN MeAMUMHCKOM

MOﬂeKynﬂpHO-FEHeTMHeCKOVI ANarHoCTukKu.

MpousBoanTenb: O6WeECTBO C OrpaHUWYeHHOM OTBEeTCTBEHHOCTb <«[HK-TexHonormsa TC»
(000 «OHK-TexHonorua TC»), Poccus.

Appec npoussogurtensa: 117246, Poccus, r. MockBa, npoesg HayuyHbin, 4. 20, ctpoeHune 4.

Mecto npomsBoactBa: 000 «[HK-TexHonorms TC», 117246, Poccus, r. MockBa, npoesp

HayuHbin, g. 20, ctpoeHue 4.

Peknamaumm no BompocaMm kKadectBa Habopa peareHTOoB Ansa Bblgenenuna [OHK
MPOBA-MY MAKC cnegyeT HanpaenaTb NO agpecy:
000 «[HK-TexHonorus», 117587, Poccusi, r. MockBa, BH. Tep. . MyHUUMMANbHbIA OKpYyr
YepTaHoBo CeBepHoe, W. Bapwasckoe, 4. 125X, k. 5, atax 1, nom. 12,
Ten./dakc +7 (495) 640-17-71.

Cnyx6a KNMEHTCKOM NOAAEPXKKU:

8-800-200-75-15 (ansa Poccum, 3BOHOK 6ecnnaTHbIN)

+7 (495) 640-16-93 (ansa crpaH CHI v 3apybexbs, 3BOHOK MaTHbIN)
E-mail: hotline@dna-technology.ru

www.dna-technology.ru

Homep 704-2
2025-03-20
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