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JIncT yTBEpPXKAEHUSA

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA



N HekctbO

Amnnupaim

KpaTkoe pyKoBOACTBO
No NPUMEHEHWIO HABOPa peareHToB A/1 BbISBAEHUA U
KonmyectseHHoro onpegenenna OHK Bupyca renatuta B
(HBV) meTogoM nonvMepasHoii LiemnHol peakuum ¢

AeTeKUMe B peXxMMe «peanbHoro BpeMeHy»
«Amnnuipaim® HBV» no TY 21.20.23-160-09286667-2022

Avnnulpanv® HBV

®opma Bbinycka 1

REF 2121-21

1000 «HekcT6Mo», Poccns, 111394,
I'T. Mocksa, yn. MNonmmepHas, 4. 8, ctp. 2

BHUMAHNE!

Mepepg, 1CNoJib30BaHNEM Habopa peareHTOB
Heob6X04MMO O3HaKOMMUTbCA C WHCTPYyKUMEl N0 ero
NPUMeHeHW0. IHCTpYKUMA pasMeLleHa B 3N1eKTPOHHOM
BMAE Ha oduuunanbHoM  caiite  [pousBoamTens:
www.nexthio.ru {ans ee nonyyeHns Heobxogum AOCTynN
B MHTEepHeT). MeyaTHas BEpPCUSi MHCTPYKLMM LOCTYMHA Mo
3anpocy no teneoHy (495) 620-08-73.

MATEPWAN ONA NCCNEQOBAHNA
nnasma Kposwu

KOMMNEKTHOCTb

KOMMOHeHT dopmar

Habop peareHToB (hopma Bbinycka 1

Ten. (495) 620-08-73, e-mail: info@nextbio.ru IVD
COCTAB
KomnoHeHT OnucaHve 06“1;]?'\"‘ Konuuectso
MLUP-cmecb lNpo3payHas
HBV XNAKOab 06 2 npoGypKy
lNpo3payHas
Bytep C KAIKOCTb 03 2 Npobupkn
Teq rpospatiHas 0,06 2 Npo6urpKK
nonMmepasa  XXWAOKOCTb
. lNpo3spauHas
[MKO-1 HBV KAIKOCTb 0,025 4 Npo6umpKm
lNpo3payHas
MKO-2 HBV ATKOCTH 0,025 4 nNpo6upkm
Mpo3payHas 2 D06
BKO B KUIKOCT 0,6 npoBdupKx
Mpo3pauHas
OKO ATKOCTb 11 2 Npo6GupKm
K- Mpo3paan 0,3 2 Mpo6bupKu
XMOKOCTb

Habop peareHToB paccuuraH Ha MPOBEAEHME WCC/E0BaHNS

100 06pa3LL0B, BK/KOHAsA KOHTPO/N.

@ 000 LUPMI (@) INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU

VHCTpYKUMS Mo B 9/1EKTPOHHOM BiAZIE MO a/jpecy:

NPUMEHEHMIO WwWw.hextbio.ru
Macnopt B 3/1EKTPOHHOM BUAE MO agpecy:
KavecTsa www.nextbio.ru

Kparkoe B OyMabkKHOM Buge
PyKOBOACTBO

Komnnekr

BKNAIbILLEI B OyMabkKHOM Buge
XPAHEHWE

YcnoBust xpaHeHus Habopa

Habop xpaHuTb Npu Temneparype oT- 24 40-16 "C8
3allyLLeHHOM OT cBeTa Meae. Heobxoaymo
MVHVMU3POBATb BPEMS HaxoxaeHus Tag nonmmepasb!
MpY KOMHAaTHO TeMnepatype. KOHTPpOsbHble 06pasLbl
{NKO-1 HBV, MKO-2 HBV, BKO B 1 OKO) nocne
pa3smMOopOo3K/ XpaHUTL Npu Temneparype ot 2 10 8 °C B
TeueHue 6 MecsaLeB. He fonyckaeTcs NoBTOpHas
3aMOpPO3Ka KOHTPOSIbHbIX 06pas3LoB.



akaPAKUwusa OHK MBuccneayemoro matepnana

Ana akctpakuymm AHK ucnonb3osaTtb Habopbl peareHTOB, peKOMeHAOBaHHble poun3BoAUTENEM B MHCTPYKLMUM NO
npuMeHeHno Habopa «Amnnulpaiim® HBV». Topsigok paboTel ¢ Habopamu Ana akctpakumm OHK cmoTpute B
WHCTPYKLMMW NO X NPUMEHEHUIO.

BHUMAHWE! [ins akcTpakuum n3 100 MK uccnenyemMoro obpasua ncnonb3yercs Komnaekt «Amnnulpaiim PUBO-npen», 13
200 nnm 1000 mkn-«MarHolpaim® YnbTpa» uam gpyrue Habopbl, PEKOMEHAYEMbIE B UHCTPYKLMU NO NPUMEHEHWIO Habopa.

BHUMAHWE) Kanuépatop MKO-1 HBV ucnonb3yetcs TONbKO NpY MPOBEAEHUU KONMYECTBEHHOIO aHanusa: B OBYX
MOBTOpax Npwv NepBoi MOCTaHOBKE MCMO/b3YEMOW cepun Habopa, BOAHOM-MpK nocneayowmx. Kanmépatop NMKO-2 HBV
MCnonb3yeTca B ABYX NOBTOpax Npu MepBoOii MOCTaHOBKe B KOMMYECTBEHHOM (hopmare, B OAHOM - MPU MOCNEAYHOLLMX
MOCTAHOBKaX B KOJIMYECTBEHHOM (hOpmaTe 1 Npu NOCTaHOBKE B KAYECTBEHHOM (hopmare.

BHUMAHWE! PeareHT BKO B BHOCUTCS B KaxAyt0 NPOBMPKY € UcCnesyemMbiMU Y KOHTPOSbHLIMKU 06pasuamu (BKovas
nonoxuntensHble (MKO-1 HBV, MKO-2 HBV) n oTpuuatensHblii (OKO) KOHTpoOK).

O6beMbl pPeareHToB W UCCieLyeMblx 06pa3L0B, UCMO/b3yeMble MPK IKCTPaKUMKU JHK ¢ NOMOLLbIO peKOMEHLyeMbIX
HabopOB PeareHToB, yKasaHbl B Ta6MLE HIDKE.

Jobasnsemblii peareHT / o6pasel
Mpw akcTpakumm 13 100 Mkn obpasua

Wccnegyemble o6pasibl 100 mKn B NPOGUPKK N5 uccnegyembix 06pasLoB

BKO B 10 mKn B KaXKayt0 Npo6umpKy

OKO 100 mKkn B Npo6upky ans OKO (oTpuuaTenibHOro KOHTPONS)
MKO-1 HBV 10 mkn + 90 mkn OKO B Npo6upky ans MNK1 (NonoXUTeNnbLHOro KOHTPONS)
MKO-2 HBV 10 mkn + 90 mkn OKO B Mpo6upky ana MK2 (No10XUTENLHOTO KOHTPOSA)
PeareHT anga anoumn AHK 50" MKn B KaXKZy0 Npo6upky

Mpw akcTpakumm 13 200 MK obpasua

Wccnepgyemble o6pasubl 200 MKn B NpOOMpPKM Ansa nccnegyembix 06pasLoB

BKO B 10 MKn B KaXXZyl0 Npo6upky

OKO 200 mkn B Npobupky ans OKO (oTpuuaTenbHOro KOHTPOAS)
MKO-1 HBV 10 mkn + 190 mkn OKO B Npobupky ansd MNK1 (MoNoXnTensHOro KOHTPoss)
MKO-2 HBV 10 mkn + 190 mkn OKO B Npo6mpky ansa MNK2 (M0NoXnTenbLHOro KOHTPons)
PeareHT ang anounn AHK 100 mKn B K&y Npobupky

Mpw 3KkcTpakuum 13 1000 Mk o6pasuia

WNccnepyemble o6pasubl 1000 mkn B NPOGUPKK AN uccnefyemoix 06pasLos

BKO B 10 mkn B KaXXayt0 Npo6umpkKy

OKO 1000 mkn B Npo6upky ans OKO (oTpuuaTeNlbHOro KOHTPOSA)
MKO-1 HBV 10 MKn + 990 mkn OKO B npo6upky ans MNK1 (MofoXnUTeIbHOro KOHTPO/A)
MKO-2 HBV 10 mkn + 990 mkn OKO B Npo6mpky Ansa MK2 (NonoXntenbHOro KOHTPOS)
PeareHT gns anoumn OHK 100 mkn B KaXXayto Npo6umpky

Tp1 HeO6XOAMMOCTM [IOMNYCKaeTCa yBenmyeHne oobemMa anoLmm 40 90 MK
& 000 LIMPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR RU



AMMNINOUKALNA ¢ AETEKLUNEN B PEXXVME «PEA/TbBHOTO BPEMEHU»

BHUMAHME! ns BHeCeHMs1 B NpOOUPKK peareHToB, Npo6 AHK 1 KOHTPOMbHbIX 06pasL0B MCNOb30BaTb 04HOPA30BbIE
HaKOHEeYHWKU ¢ (huibTpamm.

1. Paccuntatb 06BLEMbI peareHTos, HeO6XO,CI.I/IMbIe Ona npuroTtoBieHNA peaKLLMOHHOVI cmecu, cornacHo Ta6n|/|u,e:

KOMNOHeHT peakuynoHHol cmecn | O6bem, MKN O6o3HauyeHns
MLP-cmecs HBV | 10N+
N - KOAMYecTBO amnanuuupyembix 06pasLoB, BK/KYas
bydepe ! 5*{N+1)
KOHTpONM
Taq nonnmepasa 1 1*(N+1)

BHUMAHWE! B cnyyae npuroToBAEHUS PEaKLMOHHON CMECK C MOMOLLbI0 aBTOMATUYECKOW CTaHUMNK CleayiTe yKasaHnam
WHCTPYKLWW MO ee MUCMOJIb30BaHuIo.

BHUMAHWE! Heo6xogumo MUHUMU3MPOBaTb BPEMSA HaxoXAeHUs Taq nonumepassbl NpyM KOMHATHOR TeMneparype.

BHUMAHWE! KOMNOHEHTbI peakLUMOHHO CMEecKn cneayeT CMeLlMBaTb HEMOCPeACTBEHHO neped npoeegeHmem MLP.

BHUMAHWE! Hencnonb3oBaHHbIe OCTaTKU peakUMOHHO CMECH XpaHeHNo He nognexar.

2. Pa3aMopo3nTb peareHTbl. Mepes CMELLVBAHWEM peareHToB MNepemellatb COAEepPXMMOoe NPOoGUMPOK C peareHTamu,
0caauTb Kaniy Ha BOPTEKCE.

3. MpUroToBUTL PEAKLMOHHYI CMECh, A06aBMB KOMMOHEHTLI B 06bEMAX, paccuMTaHHbIX B N. 1. Mepemelwats CMecb U
0CafinThb Kan/jn Ha BOpTeKce.

4. OTo6paTh HEO6X0AMMOE KOMMYEeCTBO NPOBUPOK MK CTPUMOB AN NpoBeAeHUs aMnaugukaumun HK ncenegyembix u
KOHTPO/bHbLIX 06pa3sLoB. BbiGop NPO6GUPOK AN aMnAuGUKaLMKU 3aBUCUT OT MCMOMb3YyEeMOro amnaudgukatopa ¢
CMCTEMOM [ETEKLMUN B PEXUME «PEabHOr0 BPEMEHM».

5. BHecCTV B No/roTOB/MEHHbIE NPOGUPKM PeaKLMOHHYH CMECh M 06pasLibl COrnacHo TabnuLe:

Jlob6aBnsiemblin peareHT / o6pasel

BHecTn no 15 mkn
MpUroTOBNEHHOW peakLMOHHON cMecK B npobupkn ans nccnefyemMblix U KOHTPO/bHbIX 06pasLoB

BHectn no 10 mkn

BHUMAHWE! N36eratb nonagaHus copbeHTa B peakunoHHY CMECh.
QQSS:LS'HK’ 3KCTparmMpoBaHHOW U3 nccnepyemoro B NPOGUPKN 15 MCCNIEyeMbIX 0GPA3LOB
B Mpo6umpky gna obpasya OKO (oTpruatenisHOro KOHTPONS
3KCTPaKLmm)
PeareHT K- B Npo6upky ans obpasua K- (oTpuuatensHoro KoHTpons MLp)

Mpo6bl, 3KcTparmposaHHoi 13 NMKO-1 HBV
(TOMbKO NPY KOMHEC TBEHHOM aHATZE)

Mpo6bl, 3KcTparmpoaHHo 13 MKO-2 HBV
(MM KaYEC TBEHHOM WM KOSIMHEC TBEHHOM aHavIni3e)

Mpo6ebl, akcTparnpoBaHHoii U3 OKO

B Npo6upky Ans obpasua MNK1 (N0f0XMTENBHOrO KOHTPOSA)
B Npo6UpKy Ans obpasua MNK2 (MoNoXUTENLHOTO KOHTPOSIA)

6. [lpu pyyHOM aHanu3e 3anporpamMmmupoBaTh amnaU(UKaTop ¢ CUCTEMON AETEKLMUN B PEXMME «PEeasbHOr0 BPEMEHU»
COrNacHO MHCTPYKLMM NO ero NPUMEHEHWIO ANS BbINOMHEHNS CnefyroLieil NporpaMmbi:

EavHas nporpaMma amnandukauum n getekumu GayopecLeHTHOTo curHana

[JeTtekuns no kaHanam ans Konunuectso
B
Lunkn Temnepartypa, pems UMKNOB
1 50 15 MuH - 1
2 95 15 MyH - 1
Oc -
3 % " 45
60 20c PAM, R6G

2letekuusa curHana ana gnyopodopa R66 ocywecTBaseTca no KaHany getekuuun Ana aHanormyHolx gnyopodgopos HEX, JOE, Yellow, VIC.

& 000 LWIPMH ] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU
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KpaTkKoe pyKoBoACTBO
Mo NMPMMEHeHUI0 Habopa peareHToB A5 BbIAB/IEHNSA U
Ko/imyecTBeHHoro onpegeneHns AHK Bupyca renatnta B
(HBV) meTo0OM MOAMMEPA3HOI LienHOl peakLmm ¢

AeTeKUeli B PEXIME «PeaslbHOTO BPEMEH»
«AmnanMpaiiv® HBV» no TY 21.20.23-160-09286667-2022

Avnnulpanm® HBV

dopma Bbinycka 2

REF P2121-22

000 «HekcTbro», Poccusa, 111394,
r. Mocksa, yn. MonumepHas, 4. 8, c1p. 2

ITen. (495) 620-08-73, e-mail: info@nextbio.ru IVD
COCTAB
KomMnoHeHT OnucaHve O%ﬁM’ Konuuectso
Mpo3payHas 100 1
pobupok

MLP-cvecb YKNIOKOCTb, 0,01 (12,5 CTpunos no

HBV packanaHa noz 8 IpoGHpOK)
napaguH poovp
lNpo3spauHas

Bydep D JKUIKOCTb 0,6 2 NpoGMPKK

Tap lMNpo3pauHas

nonvMmepasa  >XKWOKOCTb 0,06 2 NpoGMpKM
lNpo3spayuHas

MKO-1 HBV VMEOCTD 0,025 4 NpoGupKM
lNpo3payHas

MKO-2 HBV KIIKOAb 0,025 4 NpoBuUpKM
lNpo3pauHas

BKO B KUAKOCTb 0,6 2 Npobupku
lMpo3pauHas

OKO KUIKOCTb 1 2 npo6urpKm

K- rpospauas 0,3 2 Npo6YPKM
XWOKOCTb

Habop peareHTOB paccuMTaH Ha npoBefeHue uccnefoBaHns |
100 06pa3LIoB, BK/K4ask KOHTPOSN.

ATpobupku ¢ ronybbiM napaMHOM He UCNONb3Yy»OTCA.

Rencua 27 NA 22-1
& 000 LMPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU

BHVUMAHWE!

Mepes, 1CMosb30BaHNEM Habopa peareHToB
Heob6X04MMO O03HaKOMMWTLCA C WHCTPYKUMed Mo ero
NMPUMEHEHUIO. VHCTPYKUUSA pa3MeLleHa B 3M1EeKTPOHHOM
BUAe Ha oduumanbHom caite  [powssoguTens:
www.nextbio.ru (ons ee nonyyeHuss HeobxoAuM AOCTYM
B MHTEPHET). MeyaTtHas BepPCUA MHCTPYKLUW AOCTYMHA Mo
3anpocy no tenedoHy (495) 620-08-73.

MATEPVAN ANA NCCNEAOBAHNSA
A nnasma Kposu

KOMMNMAEKTHOCTb

KOMNOHEHT ®opmar

Habop peareHTOB (hopma BbInycka 2

VIHCTPYKLWs Mo B 3/IEKTPOHHOM BW/ie MO a/pecy:

NPUMEHEHWIIO wWww.nextbio.ru

Macnopt B 3/IEKTPOHHOM BWfe M0 afpecy:
Kavectsa wWww.nextbio.ru

Kparkoe

DYKOBOZCTBO B GYMa>KHOM BUfe
Komniekt o B BYMa>KHOM Buae
BK/1abILLEiA

XPAHEHWE

YcnoBus xpaHeHust Habopa

Habop xpaHuTb Npu Temneparype oT- 2400-16 *CB
3aLlyLLEeHHOM oTCBeTa MecTe. HeobxoanMmMo
MVUHMMM3MPOBATL BPEMS Hax0XaeHVs Tap nonnmMepasb!
MpV KOMHAaTHO Temneparype. KOHTposbHble 06pasLpb!
(MKO-1 HBV, MKO-2 HBV, BKO B 1 OKO) nocne
pa3sMOpO3KK XpaHWTL npu Temneparype or 2 4o 8 °C s
TeyeHue 6 MecsLeB. He foMycKaeTcs NOBTOPHas
3aMOpPO3Ka KOHTPO/IbHbIX 06Pas3LoB.



AKCTPAKUMA AHK MBUCCNELYEMOIO MATEPUANA

Ana skcTpakumm AHK ncnonb3oBaTh Habopbl peareHTOB, PEKOMeEHA0BaHHble [Mpon3BOAMTENEM B MHCTPYKLUN MO
NpMMEHEHNI0 Habopa «Amnaulpaiim® HBV». MMopsgok paboTel ¢ Habopamu pna akctpakumm OHK cmoTtpute B
WHCTPYKL MW MO UX MPUMEHEHMUIO.

BHUMAHME! Ansa skcTpakumm 3 100 MK rccnegyemoro obpasua nucrnonb3yetcs KoMnnekt «Amnaulpaiim PUBO-npens, u3
200 nnn 1000 Mk - «MarHolpaiim® YneTpa» nnm Apyrue Habopbl, PEKOMEHyeMble B UHCTPYKLMK MO NPUMEHEHUI0 Habopa.

BHUMAHUWE! Kanubpatop MKO-1 HBV wncnonb3yeTtcs TOAbKO NpY MPOBEAEHMM KOIMYECTBEHHOrO aHanu3a: B [BYX
NoOBTOpax Mpwv NEPBOV MOCTAHOBKE MCMOMb3YEMOW cepun Habopa, B 04HOM - Npu nocnegytowmx. Kanubpartop NMKO-2 HBV
Mcnosnb3yeTca B ABYX NOBTOpax Mpu MepBoii MOCTAHOBKE B KOMMYECTBEHHOM (jopmMare, B OAHOM - MNpU MOCAeAYLMX
MOCTAHOBKaX B KOJIMYECTBEHHOM (hopmMarte v Npu NocTaHOBKE B KaYeCTBEHHOM (hopmarte.

BHMMAHWE! PeareHT BKO B BHOCUTCA B Kakayt NPOGMPKY C UCCneayeMbIMU N KOHTPONbHbIMKU 0bpa3suamn (BKIHoYas
nonoxuntensHble (MKO-1 HBV, MKO-2 HBV) n oTpuuatensHblii (OKO) koHTpon).

O6beMmbl peareHTOB M UccnedyeMbix 06pa3LLoB, NCMONb3yeMble MPU 3KCTpakuum AHK ¢ noMouiblo peKoMeHAyeMbIX
HabopOoB peareHToB, YKa3aHbl B TaONMLE HUXKE.

JlobaBnsemblii peareHT / obpasel
Mpw akcTpakumm 13 100 Mk obpasua

WNccnepyemble o6pasubl 100 mKkn B NPOBMpPKM Ans uccnefyemolx 06pasLos

BKO B 10 mkn B KaXkayt npoburpky

OKO 100 mkn B Npo6umpky ana OKO (oTpuuaTenbHOro KOHTPONS)
MKO-1 HBV 10 MKn + 90 mkn OKO 8 npobupky ana MK1 (nonoXuTebHOro KOHTPOSISA)
MKO-2 HBV 10 mkn 90 mkn OKO B Npo6upky ansa MNK2 (NonoXutenbHOro KOHTPos)
PeareHT anga anoumn OHK 50" MKn B KXyl Npo6upky

Mpu akcTpakuum 3 200 Mk 0bpasua

Wccnepyemble obpasupl 200 mKn B NPoGUPKKM ANs nccnegyemMolx 06pasL,oB

BKO B 10 mkn B K&Kyt NMPo6uMpKy

OKO 200 MKn B npo6upky ans OKO (oTpuuatensHOro KOHTPoss)
MKO-1 HBV 10 mkn + 190 mkn OKO B Npo6upky ans MNK1 (N0N0XUTENbHOTO KOHTPOSA)
MKO-2 HBV 10 mkn + 190 mkn OKO B Npo6upky ans MNK2 (NonoXuTensHOro KOHTPoNA)
PeareHT ana anouun AHK 100 mkn B KaXKAyt0 Npooupky

Mpw akcTpakumm 13 1000 Mk obpasua

Wccnepyemble 06pasLybl 1000 mkn B MPOBGMPKK Ana uccnesyembix ob6pasLos

BKO B 10 MKn B K&Kyt nNpobumpky

OKO 1000 MKn B Npo6upky ans OKO (oTpuuaTeNlbHOro KOHTPOA)
MKO-1 HBV 10 MKk + 990 mkn OKO B Npobupky ansd MNK1 (MonoXuTensHOro KOHTPoNs)
MKO-2 HBV 10 Mk + 990 mkn OKO B Npo6upky ans NK2 (MonoXXmTenbHOro KOHTPONS)
PeareHt gns antounn AHK 100 mkn B KaXXyl0 Npobupky

ATMpy HEOGXOAVMOCTY A0MYCKAETCS YBEMYEHNE 06beMa a/oLmm 0 90 MK,

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



C .
AMNNNONKALUNA C AETEKUMEN B PEXUME «PEA/TbHOTO BPEMEHW»

BHUMAHMWE! ina BHeceHus B Npobupkn peareHToB, Npob AHK M KOHTPONbHbIX 06pa3u0B NCMN0Nb30BaTh 04HOPA30BbIe
HaKOHEYHVKM C (UnbTpamu.

1. Paccumtatb 06BbEMbI peareHToB, He0GX0AMMbIE NS MPUTOTOBNEHNSI PEAKLIMOHHO CMECH, COrNacHo TabuLe:

1 KOMNOHEHT peakLMOHHO cMecK 061beM, MKN O603HaueHus
Bytep D 10*(N+1) N - Ko/AM4ecTBO amnanuumpyembix 06pasLoB, BKOYas
Tag nonummepasa 1*(N+1) KOHTPO/IN

BHVMAHME! HeobxoaMmMo MUHMMKU3MPOBATh BPEMS HaxoXAeHus Taq nonnmepasbl NpU KOMHATHOW TEMMNepaType.

BHUMAHWE! KOMNOHEHTbI peakUMOHHOI CMecun criefyeT CMeLIMBaTh HENOCPEACTBEHHO nepes nposegeHnem MMLUP.

BHUMAHWE! Hencnonb3oBaHHbIE OCTaTKM peakUMOHHOM CMECH XPaHEHMIO He Nog/exar.

2. Pasmopo3uTb Bytep D. lMepef CMeLIMBAHWEM peareHTOB MepeMellaTh COAEPXMUMOE NpPoGUMPOK C peareHTamu,

0CafiMTb Karnin Ha BOPTEKCE.
3. TpUroToBUTbL PEaKLMOHHYIO CMeCh, [06aBMB KOMMOHEHTbI B 06beMax, paccumTaHHbIX B M. 1. Mepemellatb CMecb U

0cafunTb Kanaum Ha BOpTEKCe.

4. OTob6paTb HEOBX0AMMOE KONMYECTBO CTPMMOBaHHbIX NPo6upok ¢ MLP-cmeckio HBV ana nposegeHns amnangukauum
[HK nccnepyembix M KOHTPOSIbHbIX 06pa3LIoB.

5. Y6eantbca, YTO napaduH NOMIHOCTLIO MOKPbLIBAET PacTBOP Ha AHe NpobupokK. B NpOTMBHOM Criyyae, He UCMOo/b30BaTb
[JaHHble NpooupKuU.

6. BHecTn B NoAroToB/ieHHbIE NPOGUPKM peakLMOHHYH CMech M 06pasLbl cornacHo tabnuue:

[o6aBnsemeblii peareHT / obpasel

BHectn no 10 Mkn
B npo6bupku c MLP-cmecblo HBV Ha NOBEPXHOCTb NapaduHa
MpPUroTOBNEHHOW pPeakLMOHHON cMecu BHVUMAHWE! PeaKkunoHHasa cmecb He [0/DKHa NpoBavBaThCA
nog napauH.
BHecTM no 10 MKn
BHUMAHWE! N36erate nonagaHus copbeHTa B peakLNOHHY CMECh.

Mpo6bl AHK, aKcTparmpoBaHHOR 13

MCCNelyeMOro 06pastia B NPOGUPKK A1 Uccrenyemblx 06pasLoB

MpoBbl, SKCTPArMPOBAHHOM U3 OKO B Npobupky ans o6pasya OKO (oTpmuaTeslbHOro KOHTPONS

3KCTpaKuum)
PeareHT K- B NPo6upKy Ana obpasua K- (otpuuarensHoro KoHtpons Mup)
Mpo6bl, akcTparnpoBaHHoli u3 MNMKO-1 HBV
ATONBKO MV HOTVHECTEEHHOAA BHATVI38) B Npo6upky ansa obpasya MNK1L (N010XKNTENbHOTO KOHTPONS)
[p0GbI, SKCTPArMpoBaHHow u3 MKO-2 HBY B Npo6upky ans obpasya MK2 (No10XKUTENLHOTO KOHTPONS)

(MY HA4EC TBEHHOM WM KOSIMHEC TBEHHOM aHaynze)

7. Tlpu pyyHOM aHanu3e 3anporpaMmmMupoBaTh aMMIUPUKATOP C CUCTEMOI AETEKLUN B PEXUME «PEASbHOTO BPEMEHN»
COT/IACHO MHCTPYKLMM MO €r0 MPUMEHEHUIO AJ1S BbIMOSIHEHMS CieAytoLLeli NporpamMmmbl:

EavHas nporpaMmMa amnandukaumum m getekuumn §yopecLeHTHOro curHana

Lkn Temneparypa, °C Bpems [eTtekuns no kaHanam Aasns KonnyectBo
50 15 MuH 1 1
95 15 MuH - 1
95 Oc -
3 45
60 20c¢c PAM, R6G™

ADeTekuna curHana gna gnyopodopa R6G ocylwecTBnseTca No KaHany geTekunn ans aHanornyHslx gnyopogopos HEX, JOE, Yellow, VIC.

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



MpumeyaHna

1} PekomeHayeMble MapaMeTpbl 4ad NporpaMmMMpoBaHns aMnindrKaTopoB yKasaHbl BO BKMaAbllle, MpuiaraeMom K
Habopy.

2) B cnyyae, ecnv B 04HOM Nprbope 0AHOBPEMEHHO NMPOBOAATCA TECTbI TONILKO AN BbisiBNeHna JHK, MOXHO yganuts u3
yKa3zaHHOV nporpamMmbl nepsblid war (50 "C-15 MuH) And 3KOHOMUWN BPEMEHN.

BHUMAHME! Mpu mncnonb3oBaHMM nporpamMmHoro obecneveHus FRT Manager nporpaMmupoBaHve amnangukatopa
yCTaHaBMBaETCsA aBTOMAaTUYECKN.

8. Mepep NOCTAHOBKOI B amMnaMGMKaTOp NIaHLWETHOTO TMMa 0CaMTb Kaniu co CTEHOK NMPOGMPOK Ha BOpTEKCE.

9. YCTaHOBWTbL CTPUMbI B AYEIKM peakLMOHHOro Moayns npuéopa.

}0.3a/1yCcTUTh BbINMOMHEHWE MPOrpaMMbl aMmnMQUKaLUK ¢ ETEKUMEN (NYOPECLEHTHOTO CUTHaNA COMacHO UHCTPYKLWK
Mo NPUMEHEHNI0 NCNOb3YeMOro amnindukaTopa.

AHANWNS, BBIUNCNEHWE N NHTEPMPETALWA PE3Y/TbTATOB

BHUMAHWE! Mpu py4yHOM aHanuse o6paboTKy AaHHbIX ((h1yOPEeCLEHTHbIX KPWBLIX), MOMYYEHHbLIX B NPOrpamMHOM
obecneyeHun npmbopa, WCNonb3yemMoro And nposefenns TLUP ¢ geTekuveid B pexume «peanbHON0 BPEMEHU»,
NPOBOAMUTL COrNIACHO MHCTPYKLMMU NO ero NpUMeHeHuo. PekoMeHyemMble napameTpbl A0 06paboTKu AaHHbIX YKa3aHsbl
BO BKnafblLle, npuiaraemom K Habopy.

AHanu3, BblYMCNEHNE U MHTEPNPETALMNIO PE3YNbTATOB MOXHO MPOBOAMUTD:

- B KayeCTBEHHOM W KOJ/IMYECTBEHHOM (opmaTe B aBTOMAaTWMYECKOM pPeXuMe C WCNonb3oBaHWeM NPOrpaMmMHOro

obecneyeHnss FRT Manager (OO0 «WHTep/lab6CepBuc», Poccusd) cornacHoO PyKOBOACTBY MO/Sb30BaTensi, BblOpas

METOAMKY, YKa3aHHYyH BO BKMagbllle, nNpuiaraeMoM K Habopy. PykOBOACTBO MO/b30Batens pasMelleHo Ha
ouymansHom caiite OO0 «MHTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B KQUECTBEHHOM (hopmMate B PyYHOM PEXUME C NMOMOLLbIO NPOrpaMMHOro obecneyeHus npubopa, UCNob3yemMoro Ass

npoegeHnsa MNUP ¢ getekuymeid B pexmme «peasibHOr0 BPEMEHW», COMMAaCHO WMHCTPYKUMM MO €ro NPUMEHEHUIO U

VIHCTPYKLUM K Habopy.

& 000 LUPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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KpaTkoe pyKoBoACTBO
Nno NPMMEHEHWIO Habopa peareHToB AJ1 BbISBIEHUA U
KO/NMYecTBeHHoro onpegenexusa AHK Bupyca renatuta B
{HBV) meTog0OM NonnmepasHoi LEeNHOM peakuun ¢

[ETeKLMEN B PEXMUME «PealbHOr0 BPEMEHI»
«Amnanlpaim® HBV» no TY 21.20.23-160-09286667-2022

Avmnnulpanm® HBV

®opma Bbinycka 3

REF P2121<23

000 «Hekabuo», Poccus, 111394,
r. Mocksa, yn. MonvmepHas, 4. 8, c1p. 2

Ten. (495) 620-08-73, e-mail: info@nextbto.ru IVD
COCTAB
KoMMnoHeHT Onvcaxvne 06'\1;}?'\"’ Konnyectso

lNpo3pauHas

MLP-cmeck YKNIKOCTb,

HBV packanaHa nog 001 100 npobupok
napagmH
lNpo3payHas

Bytep D UIKOCT 0,6 2 NpobupKM

Taq rpospaias 0,06 2 NpobupKM

nosmMmepasa  XKUAKOCTb '
lNpo3spauHas

MKO-1 HBV AIKOCTb 0,025 4 npobupkn

Mko-2HBy ~ [PO3PWHEA g 0o5 4 npoGupiu
YXMOKOCTb
lNpo3payHas

BKO B WKOAb 0,6 2 NPoBMpPKM
lNpo3spauHas

OKO KUIKOCT 11 2 NPOBMPKM

K- rpospatiHas 0,3 2 npobupkn
XWOKOCTL

Habop peareHTOB paccuMTaH Ha NpPOBEAEHME UCCNEeLOBaHNS
100 06pa3LLoB, BK/KO4ask KOHTPOW.

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

BHWMAHMUE!

Mepea 1CNob30BaHNEM Habopa peareHToB
Heob6X04MMO O03HAaKOMWUTLCS C WHCTPYKUME Mo ero
NpUMeHeHnto. VHCTPYKUMS pa3MeLLeHa B 3/1EKTPOHHOM
BMAe Ha oduuunanbHoMm caiite  NpousBoguTens:
www.nextbio.ru {ons ee nonyyeHns Heo6XoAMM AOCTYN
B MHTepHeT). MeyaTHas Bepcust MHCTPYKLMKU AOCTYMNHA MO
3anpocy no teneoHy (495) 620-08-73.

MATEPUAN oNa MCCNELOBAHNA
naasma KpoBsu

KOMNMAEKTHOCTb

KoMrmoHeHT ®opmar

Habop peareHTOB (hopma Bblinycka 3

VHCTpYKLps Mo B 971EKTPOHHOM Byl MO apecy:

NPUMEHEHMIO www.nextbio.ru
Macnoprt B 3IEKTPOHHOM BUWZE MO afpecy:
Kauectsa Www.nextbio.ru

Kparkoe B GYMaXkKHOM Bufe
PYKOBOZCTBO

Komnnekt

BKIabILINA B GYMaXkKHOM Bufe
XPAHEHWE

YcnoBus XxpaHeHus Habopa

Habop xpaHuTb Npy Temnepatype oT- 24 no- 16 *Cs
3allMILEHHOM OT cBeTa Mecte. Heobxoammo
MVH/MU3MPOBATL BPEMS HaXoxaeHusa Taq nonvmepasb!
NP KOMHaTHOI TeMnepartype. KOHTposibHble 06pasLpl
(NMKO-1 HBV, MKO-2 HBV, BKO B 1 OKO) nocne
pa3mMOopO3KM XpaHUTb Mpy Temnepatype o1 2 40 8 *C.
TeueHue 6 MecsLeB. He fonyckaetcst MOBTOpHas
3aMOpPO3Ka KOHTPO/IbHbIX 06PA3LI0B.



IKCTPAKUMA AHK n3 UCCNEAYEMOIO MATEPUANA

Ona akcTpakuyun OHK ucnonb3oBaTh Habopbl peareHTOB, PEKOMEHAOBaHHbIe MPOU3BOAMTENEM B MHCTPYKLMM MO
npuMeHeHW0 Habopa «Amnaulpaiim* HBV». [lopsgok pabotel ¢ Habopamu ans akcTpakumm AHK cmotpute B
WHCTPYKL MK NO X NPUMEHEHMWIO.

BHUMAHWE! Ons skapakuyuy 13 100 Mkn nccnegyemoro obpasua mcnosb3yetcs Komnaekt «Amnaulpaim PUBO-npens», 13
200 nm 1000 mkn-«MarHoMpadmM*'YnbTpa» unm gpyrue Habopbl, peKOMeHAYeMble B MHCTPYKLMK MO NPUMEHeHWI0 Habopa.

BHUMAHWE! Kanu6patop MKO-1 HBV wucnonb3yetca TONbKO MPW MPOBEAEHUU KOMWYECTBEHHOIO aHanusa: B ABYX
noBTOpax Npv NepBoli NOCTaHOBKe MCNOMb3yeMoli cepun Habopa, BOAHOM - npu nocneaytowmnx. Kannépatop MKO-2 HBV
ncnosb3yeTca B ABYX NMOBTOpax Mpu NepBoii MOCTaHOBKE B KO/IMYEaBEHHOM (hopmarte, B O4HOM - MpW MOCAEAYHOLMX
nocTaHOBKax B KOIMYECTBEHHOM (hopMarte 1 Npu NocTaHOBKe B KAYeCTBEHHOM (hopmare.

BHUMAHWE! PeareHT BKO B BHOCMTCA B KaXAyl MPOOGUPKY C UCCNefyeMbIMW M KOHTPOJIbHbIMK 06pasuamn (BKovas
nonoxumrensHole (MKO-1 HBV, MKO-2 HBV) un oTpuuatensHblii (OKO) KOHTpoN).

O61bembl peareHToB U UccnefyeMbix 06pasLioB, MCNONb3yeMble NPU 3KCTPaKLMM AHK ¢ NOMOLLb0 peKoMeHayeMbIX
HabopOB peareHToB, yKa3aHbl B TaG/MNLE HUXKE.

Llo6aBnsiemblin peareHT / obpasel,
Mpw akcTpakumm 13 100 mkn obpasua

Wccnepgyemble o6pasupl 100 mkn B NPO6GUPKK Ans uccnesyembix 06pasLos

BKO B 10 mKkn B KXY Npo6upKy

OKO 100 mkn B Npobupky ans OKO (oTpuuaTensHOro KOHTPoA)
MKO-1 HBV 10 mkn + 90 mkn OKO B Npo6upky ans NK1 (MoNoXnTensHOro KOHTPoss)
MKO-2 HBV 10 mkn + 90 mkn OKO B Npobupky ana MK2 (N0N0XNTENEHOTO KOHTPOSA)
PeareHT gns anounu HK 50" MKn B KaXXZyl0 Npobupky

Mpu akcTpakumm 13 200 MK obpasuia

WNccnepyemble obpasubl 200 mKn B MPOGMPKM Ans nccnegyembix 06pasuos

BKO B 10 mKn B KaXXJyl0 Npobupky

OKO 200 MKn B Npobupky ang OKO (oTpuuatensHoro KOHTPONs)
MKO-1 HBV 10 mkn + 190 mkn OKO B Npobupky ansd NK1 (MoNoXnTensHOro KOHTPoss)
MKO-2 HBV 10 mkn + 190 mkn OKO B Npo6upky ans NK2 (M0N0XNTENbHOrO KOHTPOSA)
PeareHT ana anounn OHK 100 mkn B KaXXayt0 Mpooupky

Mpw akcTpakumm u3 1000 Mk obpasua

Nccnenyemble 06pasubl 1000 mkn B NPOGUpPKM N uccnegyemoix 06pasL,oB

BKO B 10 mkn B KaOKAYH Mpobupky

OKO 1000 mKn B npo6upky ans OKO (oTpuuaTeslbHOro KOHTPONs)
MNKO-1 HBV 10 MK + 990 mkn OKO B Npo6upky ans MNK1 (NoNoXUTeNbLHOro KOHTPOSS)
MKO-2 HBV 10 mkn + 990 mkn OKO B Npo6upky ans MNK2 (NonoxntensHOro KOHTPONs)
PeareHT gnsa anoumm AHK 100 mkn B Kaayto npobupky

Tpy HeOBXOAMMOCTM 0NYCKAETCs yBenyeHne obbema anoumm Ao 90 M.
& 000 LMPMM (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



AMINNNOUKALWA C OETEKLUWEW B PEXXUME «PEAJTbHOTO BPEMEHW»

BHUMAHWE! ins BHeceHus B NpOOUPKM peareHToB, Npob AHK 1 KOHTPONbHbLIX 06pa3L0B MCNONbL30BaTh OAHOPA30BbIe
HaKOHEUYHWKN C UbTpamu.

1. PaccuntaTb 06BbEMbI peareHToB, HEO6X0AMMbIE A1 NPUTOTOB/IEHNS PeaKLMOHHOR CMEeCK, COrfacHo Tabnuue:

KOMNOHEHT peakLVOHHOI CMecK 06bem, MKN 0603HaveHns
Bygep D 10*(N+1) N - KonuyectBo amnauuumpyembix 00pasLOB, BKIoOYas
Taq nonMmepasa 1*{N+1) KOHTpONU

BHVMAHME! Heo6xo4MMO MMHMMM3NPOBATL BPEMS HaxOXAeHns Tagq noanmepassl NpuM KOMHATHOR Temneparype.

BHUMAHWE! KOMNOHEHTbI peakLMOHHOM CMecu cnefyeTt cMeLlvBaTb HEMNOCPeACTBEHHO neped nposegeHnem MLP.

BHVWMAHWE! Hencnonb3oBaHHbIe OCTATKW PeaKLMOHHO CMeCH XpaHEHMWI0 He Noa/1exar.

2. Pasmopo3utb bydep D. MNepen cmewmMBaHMEM peareHToB MepemMeLllatb COAEepPXMMOe MNPOBUPOK C peareHTamu,
0CaMTb Kaniu Ha BOpTEKCE.

3. MpuroToBUTL peakUNOHHY CMecb, 06aBUB KOMMOHEHTbI B 06bemMax, paccuMtaHHbIX B N. 1. Mepemelwarb cMecb U
0CaAMTb Kanau Ha BOpTEKCE.

4. OTobpatb HeobxoAMmoe KosuyectBO npobupok c¢ MMUP-cmecbto HBV pna nposegeHus amnaundukaumm OHK
uccnegyemMbix U KOHTPO/IbHbLIX 06pa3LLoB.

5. Y6eantbcs, 4TO napaduH NOMHOCTLIO MOKPbIBAET PacTBOp Ha AHe nNpobupok. B NpoTMBHOM cfyyae, He UCNO/b30BaTh
JaHHble NpobupKu.

6. BHECTM B NOArOTOB/IEHHbIE NPOOUPKM PEeaKLMOHHYI CMECh 1 06pasLibl COrnacHo Tabnmue:

JlobaBnsemblin peareHT/ obpasey,

BHuectv no 10 mkn
B npo6upku ¢ MNUP'CMecbio HBV Ha noBepxHOCThL NapaguHa
MpUroTOBNEHHOW pPeakLMOHHON cMecK BHVUMAHWE! PeakunoHHas cMecb He [OJ/KHa MnpoBannBatbCA
nog napaguH.
BHectn no 10 mkn
BHUMAHWE! 36erate nonagaHusi copbeHTa B peakLOHHY CMECh.

Mpo6bl AHK, aKcTparmpoBaHHO 13

MCCNe1yeMOro o6pastja 5 npo6upkn Ans uccnenyembix 06pasLos

B Npo6upky ana obpasua OKO (oTpuuaTtelbHOro KOHTPONs
3KCTpaKuumn)
PeareHT K- B Npo6UpKy Ans obpasua K- (oTpuyatensHoro kouTtpons MLUP)

Mpo6bl, s3kcTparmpoBaHHoi 13 MKO-1 HBV
(TOMbKO MoV KQMHEC TBEHHOM aHarI3E)

Mpo6bl, aKkcTparnpoBaHHol 13 MNMKO-2 HBV
(MY Ka4EC TBEHHOM WM KOMMHEC TBEHHOM aHaIize)

Mpo6bl, akcTparnpoBaHHoR M3 OKO

B Npo6uMpKy Ans o6pasua MK1 (M0N0XUTENbHOTO KOHTPOSIS)
B Npo6upKy Ans obpasua MK2 (M0N0XNUTENbHOTO KOHTPOSIS)

7. Tlpn py4yHOM aHanM3e 3anporpamMmMupoBaTh amnaMGUKaTop C CUCTEMON AETEKLMU B PEXUME «PeasibHOr0 BPEMEHN»
COMMAaCHO MHCTPYKLMK MO €ro NPUMEHEHWIO AN BbINOMHEHUS CeaytoLleli nporpaMmbi:

EauHas nporpamma aMmnanukauum u getekunm GayopecLeHTHOro curHana

Jetexkuua no kaHanam gng Konnuectso
Bpems

1 Uwukn Temnepartypa, p UMKNOB

1 1 50 15 MuH 1

! 2 95 15 MuH — 1

fOc ,
1 3 95 ‘ 45
' 60 20c FAM, R6G

N [eTekuns curHana ana ayopodopa R6G ocyuiecTBaseTca no KaHany getekumn gns aHanornuHbix ayopodopos HEX, JOE, Yellow, VIC.

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



nprmMeyaHms
1) PekoMeHAyeMble MapameTpbl AN NPOrpaMMMpPOBAHUA aMNAUPUKATOPOB yKa3aHbl BO BKfafbllle, npuiaraemom K
Habopy.

2) B cnyvae, ecniv B oHOM Npubope 0gHOBPEMEHHO NPOBOAATCA TECTbI TONILKO A/ BbisiBNeHna AHK, MOXHO yaanuTb 13
yKasaHHOW nporpammbl nepsblil war {50 *C-15 MWH) 419 3KOHOMWUW BPEMEHN.

BHUMAHWE! Mpy ncnonb3oBaHWM nNporpammMHoOro obecneveHus FRT Manager nporpaMmupoBaHue amnangukatTopa
yCTaHaB/MBaeTC aBTOMaTUYECKN.

8. Mepen NOCTAaHOBKOM B aMNM(MKATOP NIaHLWETHOro TUNa 0CaAuTh Kaniu Co CTEHOK NPO6MPOK Ha BOPTEKCE.

9. YcTaHOBWTbL NPOGUPKMN B UK peakLMOHHOIo Moayns npuéopa.

10.3anycTuTb BbINOMHEHWE NPOrPaMMbl aMNAUGUKALMKN C AeTeKLMel (hNyOPECcLeHTHOT0 CUrHana CorNacHo MHCTPYKLMM
Mo NPUMEHEHUI0 UCMOMb3YEMOro aMnanduKaTopa.

AHANWN3, BBIYNCNEHWE N MHTEPMPETALWNA PE3Y/IbTATOB

BHUMAHWE! Mpu py4yHom aHanm3e 06paboTKy AaHHbIX ((hyOpecUEHTHbIX KPUBbIX), MOMYYEHHbIX B NPOrpaMMHOM
obecneyeHnn npubopa, mcnonblyemoro And nposegeHus MUP ¢ getekuymeid B peXxume «peasibHOro BPEMEHU»,
MPOBOAUTL COMTACHO UHCTPYKLMU MO €ro NpUMEHEHN0. PekomeHayemble napameTpbl A1 06paboTKM faHHbIX yKasaHbl
BO BK/aAblle, npunaraeMomM K Habopy.

AHanu3, BbIUNCIEHNE W MHTEPNPETALUIO Pe3yNbTaToB MOXHO NPOBOAUTD:

- B KAyecTBEHHOM W KOMMYECTBEHHOM (hopMaTe B aBTOMATMYECKOM PEXUMe C WCMOMb30BaHWEM MPOrpamMmMHOro

obecneyeHns FRT Manager (000 «WHTep/labCepBuc», Poccus) cornacHoO PyKOBOACTBY MOMb30BaTens, Bbiopas

METOAMKY, YKasaHHyl BO BKnaAblwe, npunaraeMom K Habopy. PyKOBOACTBO M0Mb30BaTeNsi pasMeLLeHO Ha
oduumnansHom carite OO0 «HTep/labCepsuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B KQYUECTBEHHOM (hopMaTe B Py4YHOM PeXumMe C NOMOLLbH NPOrpaMMHOro obecrneyeHns npméopa, MCNoNb3yemMoro ans

npoBefeHus TLP c geTekuueid B pexMme «peasbHOr0 BPEMEHMW», COFMAcHO MHCTPYKLUM MO €ro NPUMMEHEHMWI0 W

VHCTPYKLMM K Habopy.

@ 000 LUPMI &7 INFO@CIRMIRU & WWW.G0SZDRAVNADZOR.RU



N"Hekctb/O

Amnnml'lpaﬁMJ

KpaTkoe pykoBOoACTBO

Mo NPMMEHEHMNI0 Habopa peareHToB A5 BbISBEHWSA U
Ko/imyecTBeHHoro onpegenexusa AHK Bupyca renatura B
(HBV) meTogoM NonvMmMepasHoii LIeMHOM peakumm ¢
[JeTeKUMEel B pexume «peasbHOro BpeMeHn»
«AmnnuMpainm* HBV» no TY 21.20.23-160-09286667-2022

Avnnulpanm® HBV
dopma Bbinycka 4

REF 2121-24

000 «HekcTtbuno», Pocecusa, 111394,
r. Mocksa, yn. MNonumepHas, 4. 8, ctp. 2 |VD
'Ten. (495) 620-08-73, e-mail: info@nextbio.ru

COCTAB
KomnoHeHT OnvcaHve 06“1;,? M, Konunyectso

MUP-cmech JNnodmnumzar (fg ('}p(;?q'ﬂ,%oﬁo

HBVLyo 6enoro LgeTa 8 I'Ip([))GVIpOK)

MKO-1 HBV NnoduNn3(T 4 NDOBMDKA

Lyo 6enoro LgeTa PooVp

MKO-2 HBV JNvodmnnzar 4 NDOBYDKN

Lyo 6enoro Lgeta poop
Nodmnuzar

BKO BLyo 671070 LigeTa 2 Mpo6GupKM
lNpo3pauHas

OKO AIKOCTb 11 2 Mpo6BYpKM
lNpo3payHas

Pas6aBuTenb IIKOCT 12 2 NpobumpKm

Habop peareHTOB paccuMTaH Ha MPOBEAEHWE VICCIeN0BaHNS

96 06pa3LLoB, BK/IHOUas KOHTPO/N.

Ranrua 27 NAR 221
& 000 LIUPMU 2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

BHVMAHNE!

Mepepg UCNoJib30BaHUEM Habopa peareHToB
HeobXo4AVMO O03HAKOMUTbCA C WHCTPYKUMEA no ero
NMPUMEHEHNI0. VIHCTPYKUMSA pasmelleHa B 3/IEKTPOHHOM
BUAe Ha oduuumanbHom caiite  [pomsBoguTens;
www.nextbio.ru (gna ee nonyvyeHuss Heobxogum A0CTyn
B MHTEpPHET). MeyaTHas BepcMa MHCTPYKLMKM AOCTYNHA No
3anpocy no tenedoHy (495) 620-08-73.

MATEPWAN A4 NCCNEAOBAHNA
niasma Kposu

KOMIM/IEKTHOCTb

KomnoHeHT dopmar

Habop peareHToB thopmMa BbiMycka 4

VIHCTpYKLWS no B 9/1EKTPOHHOM BUMAE MO afpecy;

NPUMEHEHMNIO www.nextbio.ru
MacnopTt B 9/1IEKTPOHHOM BUZE MO aapecy;
Kauectea www.nextbio.ru

Kparkoe

DYKOBOACTBO B ByMa>KHOM BUAE
Komnnekt

BKNAIILLIEN B ByMa>kHOM Buae
XPAHEHWE

YcnoBusi XpaHeHWst Habopa

Habop 6epeub OT Barv. XpaHuTb Mpu Temneparype ot 2
00 8 *C B 3alyLLEeHHOM OT cBeTa MecTe. BocctaHoBeHHbIe
KOHTpONbHbIe 06pasup! (MKO-1 HBV Lyo, MNMKO-2 HBV Lyo,

BKO B Lyo) xpaHuTb npu Temnepatype ot 2 4o 8 *C He
6onee 3 mMecsaues. MLP-cmeck HBV Lyo xpaHuTL B NakeTe ¢
cunvKareneM. YnakoBky CmMouan3MpoBaHHbIMM
peareHTamMn HeO6XOAMMO BCKPbIBATHL HEMOCPEACTBEHHO
nepen Ux BOCCTaHOBNEHVEM. He gonyckaetcs
3aMOpaXKMBaHUE peareHToB Habopa.



OKCTPAKUMA AHK B UCCIEQYEMOIO MATEPUANA

Ons akctpakumn OHK ucnonb3oBatb Habopbl peareHToB, PpeKOMeHoBaHHble pou3BoAuTeNIeM B WHCTPYKUMM MO
nNpMMeHeHno Habopa «Amnaulpaim* HBV». Mopagok pabotel ¢ Habopamu pgns 3akctpakumm [OHK cmotpute B
WHCTPYKLMW MO WX MPUMEHEHWIO.

BHVUMAHMWE! Ans akcTpakummu u3 100 Mkn nccnegyemoro obpasua ncnosbayetcs Komnnekt «Amnanlpaiim PUBO-npen», u3
200 nmm 1000 mkn-«MarHolpainm* Ynbtpa» um gpyrne Habopbl, pPEKOMEHYEMbIE B MHAPYKLMMX NO NPUMEHEHMIO Habopa.

BHMMAHWE) KanubpaTtop MNMKO-1 HBV Lyo ucnonb3yetcs TONbKO NpU NPOBEeAEHUM KONMYECTBEHHOrO aHanmsa: B [ABYX
MOBTOpax Mpw NepBoli NOCTaHOBKE UCMOMb3yeMOli cepumn Habopa, B OAHOM - Npu nocnegdytowmx. Kannépartop MKO-2 HBV Lyo
ncnonb3yetcs B ABYX NMOBTOpax MpW NepBOii MOCTAHOBKE B KOMIMYECTBEHHOM (opMare, B OAHOM - MpU NOCneayrnmx
MOCTAHOBKax B KOJIMYECTBEHHOM (hopmMaTte WM Npu NoCTaHOBKE B KAYECTBEHHOM dopmare.

BHUMAHWE! PeareHT 6KO B Lyo BHOCUTCA B KaXXAyH MPOGUPKY ¢ uccnenyemMbiMm U KOHTPO/IbHbIMK 06pasuamm (BKovas
nonoxutensHsle (MKO-1 HBV Lyo, MKO-2 HBV Lyo) n oTpuuatensHbiii (OKO) KoHTpoK).

BHUMAHWE! PeareHTbl MKO-1 HBV Lyo, MKO-2 HBV Lyo 1 BKO B Lyo TpebytoT BOCCTAHOB/IEHUS.

[na BOCCTaHOBAEHWA NMOMUIN3NPOBAHHbLIX PeareHToB HeobxoaMMO B MPoOGUPKY ¢ Anoduamsatom [o6aBuTb
Pa3baBuTenb B 06bEME, YKa3aHHOM BTabauLe HMxe.

PeareHt PasbaBuTenb, MKN
MKO-1 HBV Lyo 25
MKO-2 HBV Lyo 25
BKO B Lyo 600

1

O6beMbl peareHTOB U nUcciegyeMblx 06pasL0B, NCMOb3yeMble NpU 3KCTpakumm AHK ¢ noMoLlbio pekoMeHayeMbIxX
HabOopOB peareHToB, YKa3aHbl B TabnuLe HUXe.

Lo6aBnsaemblit peareHT / obpasey,
Mpw akcTpakuum 13 100 mun obpasua

Wccnegyembie o6pasupl 100 mkn B NPOGVPKK Ans uccnegyemMbix 0bpasLos
BKO B Lyo (BoccTaHOB/EHHbI) 10 mKn B KaOKAyt0 MpobumpkKy
OKO 100 mkn B Npo6uMpKy ana OKO (oTpuuaTeslbHOro KOHTPOSIS)

MKO-1 HBV Lyo (BoccTaHOBNEHHBIA) 10 Mk + 90 mkn OKO B npo6upky ans MNK1 (Nof0XnUTeNbHOTO KOHTPOSIA)
MKO-2 HBV Lyo (BoccTaHOBNEHHbIA) 10 Mkn + 90 mkn OKO B npo6upky ans MNK2 (MonoXnTebHOro KOHTpons)

PeareHT ang anounn AHK 50" MKn B Kakayto npobupky
MMpu aKkcTpakumm s 200 M1 obpasua
Wccnepyemble 06pasupl 200 mKn B NpobuMpKM Ans nccnegyemMbix 06pasLos
BKO B Lyo (BOCCTaHOB/EHHbIN) 10 MKn B KaXKAyto Npobupky
OKO 200 Mkn B Npobupky ans OKO (oTpuuatensHoro KOHTposs)

MKO-1 HBV Lyo (BocaaHoB/ieHHbIR) 10 Mkn + 190 mkn OKO B npo6upky ans MK1 (MoN0XUTeIbHOro KOHTPO/IS)
MKO-2 HBV Lyo (BoccTaHoBMeHHbIN) 10 Mk + 190 Mkn OKO B MPpo6upKy Ans MK2 (NonoxXunTesibHOro KOHTPO/s)

PeareHT gns snounn AHK 100 mkn B K&y npobupky
Mpw akcTpakumm 13 1000 Mk obpasua
Wccnenyemble obpasupl 1000 mkn B NPOGUPKKM ANs nccnegyemMblx 06pasLoB
BKO B Lyo (BoccTaHOBMEHHbIIA) 10 mKkn B KaXKy0 NMpoBupKy
OKO 1000 mkn B Npo6upky ans OKO (oTpuuaTesibHOro KOHTPoss)

MKO-1 HBV Lyo (BocctaHoBneHHbI) 10 Mkn + 990 mkn OKO B npobupky ans MK1 (NofoXuTebHOro KOHTPos)
MKO-2 HBV Lyo (BoccTaHOBMEHHbI) 10 Mkn + 990 Mkn OKO B Npo6upky ans MK2 (MonoxuTebHOro KOHTPONS)
PeareHT gna anoummn AHK 100 mKn B KaXXAYt0 MPoBupKy

Tpn HeOBXOAMMOCTM JOMYCKAETCS YBENMYEHNE 06beMaA 3MoLUmmn Ao 90 MK,
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AMNANOUKALNA C LETEKUWNENA B PEXVME «PEAJIbHOTO BPEMEHW»

BHUMAHME! na BHeceHus B Npo6UpKu peareHToB, Npob AHK 1 KOHTPO/bHbIX 06pa3sL,oB 1CNO/b30BaTh OLHOPA30BbIe
HaKOHEeYHWKMN C PuIbTpamu.

1. OTtobpatb HEOOXOAMMOE KO/MYECTBO CTPMMOBAHHbIX npobupok c TUP-cmecbto HBV Lyo agns nposefeHus
amnandmkaumm AHK nccnegyeMbix U KOHTPObHbBIX 06pa3LLoB.
2. BHecTn B npo6upkm ¢ MLUP-cmecbto HBV Lyo o6pasLbl cornacHo Tabnuue:

[obaBnsemblii peareHT / obpasel

BHectn no 20 mkn
BHUMAHWE! N36erate nonagaHus copbeHTa B peakLMOHHY CMECH.

Mpo6bl AHK, skcTparnpoBaHHOW 13 1ccnegyemoro

o6pasija B npobupkun gns uccneayembix 06pasuos

B npobupky ana ob6pasua OKO (oTpuuaTe/ibHOro KOHTpons
3KCTpaKLmm)
PasbaButesnb B Npo6UpKy Ans obpasua K- (otpuuyarensHoro koHTpons MLUP)

Mpo6bl, 3kaparnpoBaHHOW 13 MNKO-1 HBV Lyo
(o/ibHO MW KOMWHEC TBEHHOM aHarze)

Mpo6bl, akcTparnpoBaHHoi 13 MNKO-2 HBV Lyo
(T KBUECTEEHHOM WV1 KOMVEC TBEHHOM aHarvse) B NpO6UPKY Ans obpasua MNK2 (NonoXXnUTensHOro KOHTPOns)

Mpo6bl, 3KcTparmpoBaHHoi 13 OKO

B NpO6UPKY Ans obpasua MNK1 (N0N0XKMUTENbHOTO KOHTPOAS)

3. Mpy py4HOM aHa/M3e 3anporpaMMMpoBaTh aMNINGUKATOP C CUCTEMOI AETEKLUN B PEXUME «PEaSIbHOTO BPEMEHN»
COrMAcHO MHCTPYKLMM MO ero NPUMEHEHWIO A5 BbINOMHEHNS CNeaytolell nporpaMmbl:

EAvHas nporpamma amnangukaumm u 1eTekuun GpnyopecLeHTHOro curHana

JeTtekuma no kaHanam ans Konnyectso
Temnepartypa, Bpems
Lukn patyp p M K/10B

50 15 MuH - 1

2 95 15 MWH - 1
95 Oc

3 45
60 20c FAM, R6G"

MpnmevaHus

1) PekomMeHAyeMble NapamMeTpbl A1s NPOrpaMMupoBaHUs aMnangUKaTOpPoOB yKasaHbl BO BKIAbILIE, MpUiaraemMom K

Habopy.
2) B cnyyvae, ecnv B 0fHOM nprbope 04HOBPEMEHHO MPOBOAATCA TECTbI TONBKO ANS BbiABNeHNs AHK, MOXHO yaanutb 13

yKasaHHOW nporpaMmsbl nep.blii war (50 “C-15 MWH) NS 3KOHOMMWUW BPEMEHN.

BHUMAHWE! Mpun ucnonsb3oBaHUU nporpaMMHoOro obecnevyeHuss FRT Manager nporpammMmupoBaHue amnaugukaropa
yCTaHaBNMBAETCA aBTOMAaTUYECKMN.

4. Tlepep NOCTaHOBKOWM B aMNaMguKaTop NAaHLLETHOrO TMNa ocaauTb Kanu Co CTEHOK NPOBMPOK Ha BOPTEKCE.

5. YCTaHOBUTb CTPUMbI B AYEKM peakuMoHHOr0 Mogyna npubopa.

6. 3anycTuTb BbLINOJIHEHWE MPOTrPaMMbl amMNINGUKALMKL C AeTEKUMel (hNyOPECLEHTHOTO CUrHana CornacHo WHCTPYKLUK
Mo NPUMEHEHMIO UCMO/Mb3YEMOr0 aMnnguKaTopa.

ADeTekuyna curHana gna gnyopodopa R6G ocylecTBAseTca Mo KaHany AeTekunn ans aHanornyHelx gnyopocopos HEX, JOE, Yellow, VIC.

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



AHANNS, BBIYNCNEHWE N MHTEPMNPETALWNA PE3Y/IbTATOB

BHUMAHUWE! Mpn pyyHOM aHanm3e 06paboTKy AaHHbLIX ((h1yOpecLEeHTHbIX KPWBbIX), MOIYYEHHbLIX B NpPOrpaMMHOM
obecneyeHnn npubopa, MCMoONb3yeMoro ansa npoeefdeHus MMUP ¢ geTekuuMein B pexume «peasbHOro BPEMEHU»,
NMPOBOAUTL COMMACHO UHCTPYKLUM NO ero NpUMeHeHnt0. PekoMeHayeMble napaMeTpbl 418 06paboTkM faHHbIX YKa3aHsbl
BO BKflafbllle, npuiaraemom K Habopy.

AHanus, BbIYNCNIEHNE N UHTEPMNPETALMNIO Pe3ybTaTOB MOXHO NPOBOAMTL:

- B KayeCTBEHHOM W KOJIMYECTBEHHOM (OpMate B aBTOMATMYECKOM pPEXWME C MCMO/b30BAHMEM MPOrpaMMHOro
obecneveHns FRT Manager (OO0 «WHTep/la6CepBuc», Poccus) cornacHO PyKOBOACTBY MO/fb30BaTeNs, Bblopas
METOAMKY, YKasaHHyl BO BK/Jafbllle, npuiaraémom K Habopy. PyKOBOACTBO MOJ/b30BaTENst pPasMELEHO Ha
otuymansHom caiite 000 «MHTep/labCepBuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B KQUECTBEHHOM (hopMaTe B PYYHOM pexumMe ¢ MOMOLLbI0 MPOrpaMMHOro obecneyeHms npubopa, UCnosib3yeMoro A1
npoegeHns MUP c getekuuneli B peXxunme «peanbHOr0 BPEMEHWU», COMIACHO MHCTPYKLMKU MO €ro NMPUMEHEHU ©
WHCTPYKLUUK K Habopy.
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MpoHyMepoBaHO, CKPENJeno M NPOLNTO
nnct (a/oB)

MblA gupekTop ObwecTBa c
OTBETCTBEUMOCTHHO

0.0. NaBunoKoB



YTBEPX A
AVIPEKTOP

0. O. NlaBMHIOKOB

HAEOP PEATEHTOB /151 BLIABIEHNA U KONMYECTBEHHOIO
OMPEAENEHUS JHK BUPYCA FEMATUTA B (HBV) METOOM
MONVMEPA3HOW LEMHOW PEAKLUWUN C AETEKUMEN B PEXXVME
«PEATbHOIO BPEMEHW» «AMMIUMPAAM® HBV»

MO TY 21.20.23-160-09286667-2022

NHCTPYKLUMA No npuMeHeHuto Bepcun 15.12.22-1

JInCT yTBEpPXKAEHNSA
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Amnnullpainm IVD

’ eeee) epFihk

Habop peareHTOB A1 BbISBNEHWS U KONMYECTBEHHOrO onpeaeneHus AHK Bupyca
renatuta B (HBV) meTogom nonnmepasHoi LenHON peakumn ¢ aeTekumein B
peXmme «peasibHOro BpeMeHu» «Amnnurpanm® HBV»
no TY 21.20.23-160-09286667-2022

Avnnnlpanm® HBV

NHCTPYKUWNA MO NPUMEHEHNKO

000 «Hekctbro», Poceus, 111394, £/\ H e KCT E I/l O
r. Mocksa, yn. MNMonumvepHas, 4. 8, ctp. 2,
n Nl Ten. (495) 620-08-73, e-mail: info@nextbio.ru Egﬁﬁ%m%”m“”ec'(aﬂ
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®opma Bbinycka 3 BK/OYAeT CMeck Ans npoBefeHus MLP, packanaHHylo nog npocioliky napaduHa no
npo6upkam o6bemoM 0,2 M. dopMa npeAHasHadyeHa 418 NPUMEHEHWUS COBMECTHO C amniuguKatopamu
MNaHLWEeTHOr0 U POTOPHOTO TWMA M paccyMTaHa Ha MpoBeAeHue uccnegosaHus 100 06paslioB, BK/OYas
KOHTPO/IN.

dopma BbiNycka 4 BK/OYAET NMOPUANSMPOBAHHYIO CMecb An8 nposefeHus TLP B cTpMnoBaHHbIX
npobupkax (12 ctpunos no 8 npo6upok) obbemom 0,2 mMa. dopma npegHasHayeHa ANS NPUMEHEHMS
COBMECTHO C aMniugukaTopamMy NNaHWETHOr0 TWna M paccyMTaHa Ha MpOBefeHMe wuccnefoBaHus 96
06pasLioB, BKIHOUAS KOHTPOSIN.

Tabnuua 1
CoctaB Habopa

PeareHt 0O6bem, Mn Konwnuectso OnucaHne

®opwma Bbinycka 1

BythepHbIli pacTBOp CO CrieLmguryeckmmmn nparivepamu,
MUP-cmecb HBV 0,6 2 Mpo6bupKku (hNyopecLLeHTHO-MeYeHbIMM 30HAaMUN 1 AHTO.
Mpo3spayHas XK1AKoCTb.
BythepHbili pacTBOp, COAEPXKALLMIA MOHbI
Bytep C 03 2 NpobupKM [1BYXB&UIEHTHOTO MarHus.
Mpo3spayHas XKnAKoCTb.
PacTBop ¢ TepMocTabunbHoi AHK-nonvmepasoii Tag u
Taq nonmmvepasa 0,06 2 Npo6upKK ypauwn-AHK-rMko3nnasoi.
[Mpo3payHas XuAKoCTb.
MonoXuTeNbHbIV KOHTPOBHBIA 06pa3eLl, Kanmbparop.

KoL HBY 0025 4 MpoGYpKw Mpo3payHas X1AKOCTb.

MKO-2 HBV 0,025 4 NPOBUPKY Hgggggfgﬂbwz }Z)OCI;I_'L[.)OﬂbeIVI o6paseLi, kanméparop.
OKO 11 2 MpoGMpKM g;%ggg:ii;;H;ﬁﬂléggsonbeu7| o6paseLl,

K- 0,3 2 MPO6IpPKY OTpuLaTe/bHbIA KOHTPObHBIN 06paseL.

lMpo3payHas XMAaKoCTb.
®opma BbInycka 2
BythepHbIin pacTBOp o cneyuthnyeckumm npaimepamu,

100 npo6itpok (hNyopecLEeHTHO-MeYeHbIMIN 30HAaMM 1 AHTD
ALP-cmeck HBY 0,01 agﬁp‘ggﬂ"’;&g ,f'o Mpo3payHas »KMOKOCTb, pacKanaHa B CTPUMOBaHHbIE

NPo6bupKM Nog, napadH 6en10ro LBeTa.
BythepHbIli pacTBOp, CoAepXKaLLWiA VOHbI
Bydhep D 0,6 2 NpoBUpKM [IBYXBaJIEHTHOrO MarHus.
lpo3payHas >KMaKoCTb.
PacTBop ¢ TepmoctabunbHoli IHK-nonvmepasoii Taq 1
Taqg nonnmMepasa 0,06 2 Npo6upKM ypaumn-AHK-rnMko3nnasoi.
[Npo3payHas XMOKOCTb.
MONOXMTENBHBIA KOHTPO/LHBIA 06paseLl, kanmbparop.

MKO-L HBY 0025 4 npoGupky Mpo3payHast XKMAKOCTb.

MKO-2 HBV 0,025 4 npo6MpKA Hggg;g/ﬁgﬂb:az KI;%HT‘IJ.)OI'IbeII/I o6paszeL, kambparop.
Hoe 05 zmedmur o

OKO 11 2 MPOGUPKIA ﬁ;%‘;gg:i’;;“;&"ﬂ'}‘(gmo“be'M obpased,

K- 0,3 2 MPOGUPKY OTpuLaTENbHBIA KOHTPO/LHBIN 06paseL,

lNpo3payHasn XMAKOCTb.
®opma Bbinycka 3

BythepHbIin pacTBOp €O CneLMgMYecknMmn NpaiMepamu,
MNupP-cmecs HBV 0,01 100 npobupok (hNyopecLeHTHO-MeYeHbIMY 30H4aMn U oHT .
lMpo3payHast XX1AKOCTb, packanaHa nog, napatmH.

ANPO6UPKM € ronydbiM NapahHOM He UCMO/b3YHTCS.

Bepcua 15.12,22-1
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PeareHt O6bem, Mmn KonnyecTso OnucaHne

BythepHbIin pacTBop, coaepXXalluii UOHbI
Bythep D 0,6 2 NpoGUPKN [BYXBAJIEHTHOTO MarHus.
lMpo3payHas XuAKoCTb.
PactBop ¢ TepMocTabunbHoii AHK-nonmmepasoii Taq v
Tap nonumepasa 0,06 2 NpoBupKN ypauw-AHK-rnmko3unazoii.
Mpo3payHas XMAKoCTb.
MonoXuTeNbHbI KOHTPO/bHBIA 06pas3eL, Kanmbparop.

MKO-1 HBV 0,025 4 Mpo6ypKA Mpo3payHast XUKOCTb.
g MonoXuTeNbHbIN KOHTPO/bHBIA 06pa3eL, Kanmbparop.
MKO-2 HBV 0,025 ATpOOMPKA 13 pauHast KULKOCTb.
BKO B 06 2 (POGIPKHA BHyTPEHHWIA KOHTPO/LHBIN 06pa3eL,
Mpo3payHas XMaKoCTb.
OTpuuaTenibHbI KOHTPO/bHBIN 06paseLl,
OKO 14 2MpOBAPKA 1 aias KMAKOCT.
« 03 2 POBIPKA OTpuLaTENbHBIA KOHTPOSbHbIA 06paseLl.

Mpo3payHast *NAKOCTb.
®opma Bbinycka 4

NnodmnmanposaHHas M1JP-cMech, coaepxallas
cneumgmyeckue npainvepsl, QyopecLeHTHO-MeueHble

MLP-cMech HBV Lyo ) 96C[T1[?V?n6omspr?o|(§312 30HAbI, AHT®, MOHbI ABYXBAIEHTHOTO MarHus, ypauun-
MPOGUPOK) [JHK-rnuko3mnasy, TepMmoctabunsHyto AHK-nonnmepasy
Taq, AeKcTpaH, Tperanosy.
TNnodmnumsar 6esnoro Lgeta.
MKO-1 HBV Lyo i 4 poGIpKA MonoXuTENBHBIA KOHTPO/bHBIA 06paseL, Kanmbpartop.
JInogmnmsar 6enoro ugeta.
MKO-2 HBV Lyo i 4 IpOBIpKIA MonoXXuTeNbHLIA KOHTPOSLHLI 06pasel, Kambparop.
Nodmnumzar 6enoro LpeTa.
BKO B Lyo i 2 pOGYKA BHYTpeHHMIT KOHTPO/IBHLIN 06paseL,
JInodmnmsar 6enoro ugeta.
OKO 1 2 NpOGUpPKiA OTpyLAaTENbHbIA KOHTPOSBHLIV 06pasel,
Mpo3payHas XMaKoCTb.
PaaBop and soccraHosneHus MKO-1 HBV Lyo, MKO-2
Pasbasutesb 12 2 npobupku HBV Lyo, BKO B Lyo.

OTpuyLAaTENbHbIA KOHTPO/BHBIN 0BpaseL,
Mpo3payHas XnaKOCTb.

Tabnuua 2
KomnnektHocTb Habopa
KomnoHeHT dopmar Konnuectso
Habop peareHToB (hopma Bbinycka 1, 2, 3 um 4) - 1
VHCTPYKUMA MO NPUMEHeHWo Habopa B SISKTPOHHOM BAAe" _Ha OW”‘””’.HOM -
caitte Mpown3ssoguTtens: www.nextbio.ru
Kpatkoe pyKoBOZACTBO MO NPUYMEHEHWI0 Habopa B ByMa>KHOM Buae 1
KomnnekT BkiaapllLein K Habopy B GyMa>kHOM BUge 1

MacnoDpT KavecTsa B 3/IEKTPOHHOM BUze Ha O(hrLMaIbHOM i
P caiite MpowssoguTtens: www.nextbio.ru

2.2. TMpuHUMnN metoga

MpuHUUN TecTMpoBaHMA OCHOBaH Ha akcTpakumm [AHK u3 o06pasuosB wuccnegyemoro marepuana
COBMECTHO C BHYTPEHHMUM KOHTPO/bHLIM 06pa3uom {BKO B) n ogHOBpeMeHHoON amnangukaymm yyactka JHK
BUpYCa renatuta B 1 UCKYCCTBEHHO CMHTE3MPOBaHHONM nocnegosatensHocT AHK BKO ¢ rnbpuamsanmoHHo-
(hNlyOpeCLEHTHON AeTeKUMEl B peXxnMe «peanbHOro BpeMeHu». BKO No3BonseTt KOHTPOMPOBaTh BCe 3Tarbl

\MeuaTHasi BEPCHSt MHCTPYKLWMK AOCTYNHA Mo 3anpocy no tenegioHy (495) 620-08-73.

Bepcus 15.12.22-1
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MLP-nccnegoBaHna Ons Kaxgoro obpasuya W OueHMBaTb BANAHWE WHIMOMTOPOB Ha pesynbrtatbl [LP-
nccnefoBaHus.

C nonyyeHHbIMM Ha 3Tane aKcTpakumm npobamun AHK npoBoautcs peakums amnavdmkaymm yydactka AHK
MpM NOMOLWM CMELUM(UNYHBbIX K 3TOMY Yy4yacTKy npaimepoB u depmeHTa Tag-nmonvmepasbl. B cocTtase
PeaKLMOHHO CMecK MPUCYTCTBYIOT (/TyOPECLEHTHO-MEYEHbIE O/TMTOHYKIEOTUABI, KOTOPbIE TMOPUAN3YIOTCA C
KOMMMIEMEHTAPHbIM Y4acTKOM aMmnnnguumnpyemoit AHK-MuWeHK, B pesynbtate Yero NpOMCXo4uT HapactaHue
WHTEHCMBHOCTM (hlyOpecLeHLMM. 3TO NO3BONSET PErMCTPMPOBaTb HaKOMAEHWE Cneuuduyeckoro npoaykra
aMnanuKaLum nytem M3MepeHns MHTEHCUBHOCTU (hlyOPECLEHTHOMO CUMrHana ¢ MOMOLLbIO aMmnangukaTopa ¢
cucTeMoii getekumm hayopecLeHTHOTO CUrHana B PeXXnMe «peasibHOr0 BPEMEHU.

KonnyectBeHHoe onpegenenne AHK Bupyca renatta B OCHOBbIBAeTCA Ha CyLW,eCTBOBAHMMU JIMHEAHON
3aBUCMMOCTM MEXY MCXOAHON KoHUeHTpaumein AHK-muweHn B nccnegyemom o6pasue v LMKIOM Havana
3KCMOHEHLMANLHOTO yBeNMYeHUs (hyopecLeHTHOro curHana (noporosblii uukn, Cycle threshold, Ct). Mpu
NPoBefleHUN KO/MIMYECTBEHHOTO Tecta amnandukauns [AHK wccnegyembix  06pasyoB  NpoBOAMTCA
0AHOBPEMEHHO ¢ Kanmbpatopamu MKO-1 HBV (unmn MKO-1 HBV Lyo) u MKO-2 HBV (uam MKO-2 HBV Lyo) -
obpasuamu ¢ M3BECTHOIM KOHLeHTpauuein AHK HBV. Mo pe3ynbTtatam NpoOBOAWTCS pacyeT KOHLEHTpauuu
OTHOCWTEJIbHO KaXAoro Kanuéparopa, ¢ y4eTom MoTepb, KOTOpble OTCAEXMBAKTCA MO cMelweHuto Ct ans
BKO. KoHueHTpaums kanubpatopoB K3MepeHa OTHOCWUTeNbHO MexayHapoAHoro craHgapta BO3 pans
KONNYeCTBEHHOro onpeAeneHns Bmpyca renatmrta B, n Konn4ecTso BMpyca ONpeaensieTca B MeXAyHapo4HbIX
eavHuuax Ha mn (ME/mn).

Habop copepXuT cuctemy 3aluTbl OT KOHTAMMHALMMN amMMIMKOHaMKM 3a CYET MPUMEHEHUs (epMeHTa
ypaunn-AHK-rnuko3sunasel  (YAN) u Tpudgochatra pgesokcuypuivHa. PepmeHt YA pacnos3Haetr u
KaTanm3aupyeTt paspyweHune ueneit OHK, cogepxauwmx paesokcuypuauH, Ho He [AHK, copgepxaleit
Le30KeuTMMnavH. [lesokcnypuanH otTcyTcTyeT B npupogHoi AHK, Ho Bcerga npucyTcTByeT B aMM/IMKOHaX,
NOCKONbKY TpudochaT Ae30KCuypuanHa BXOAUT B cocTaB cMecu AHT® B peareHTax Ans amnaupukauun.
Je3okcnypuanH nenaet KOHTaMUHUPYOLWME aMNIMKOHbI BOCMPUMMYMBLIMU K PaspyLleHUo hepMeHTOM
YAr po Havana amnandukaumm OHK-muweHwn, u, cnefoBatefibHO, OHW He MOTYT ObiTb B AabHelem
aMnannLNpPOoBaHLI.

depmeHT YT TepMonabuneH n MHaKTUBUPYeTCS Npu HarpeeaHuy Bbiwe 50 “C 1 No3ToMy He paspyliaet
aMM/IMKOHbI MULWEHW, HapabaTbiBaemble B npouecce MLUP.

Ha atane amnangukaumMm oAHOBPEMEHHO B OAHON Npobupke amnanduumpytotes yyactok AHK Bupyca
renatuta B (HBV) n nocneposatenbHocTb BKO. PesynbTaTbl aMiangukaumMm pernctpupyrotcs no Asym
pasnyHbIM KaHasam (iyopecueHTHOR geTekymmn (cm. Tabanuy 3).

Tabnuua 3
CooTBeTtcTBMe AHK>MuweHelh n kaHanoB MyopecLeHTHON AeTeKunmn
KaHan ansa dhnyopotopa | FAM | R66"
JHK-MuLLIeHb BKO JHKHBY

(3k30reHHbIn BKO)

|/|CKyCCTBeHHO CUHTE3MPOBaHHaA
nocnegoBaresibHOCTb

O6naab aMnmMdmKaLmm XreH

2.3. TpocnexmneaeMocTb 3HaYeHUIA KannbpaTopoB

3mepeHune 3HaueHnii KoHUeHTpauun kanmbpartopos MKO-1 HBV (nan MKO-1 HBV Lyo) n MKO-2 HBV (nam
MKO-2 HBV Lyo) npou3BoAuTcA OTHOCUTENBbHO pabounx Kanmbpartopos npoussofctea OO0 «HekcTbroy.
KoHueHTpauuio pabounx KanmbpatopoB ONpefensoT  CTaH4apTU3MPOBaHHOM  METOAMKOW  NPAMOro

NeTekupsi curHana ans giyopodopa R6G ocyLLEeCTBSETCA N0 KaHay AeTekUun 415 aHanormyHbIX uyopodiopos HEX,
JOE, Yellow, VIC.
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3.1.2. AHanns kanmbpoBKu

KonnyectBeHHas oueHka KoHueHTpauun AHK HBV B nccnegyemoix 06pasuax npoBoAUTCA OTHOCMTENBHO
KONMYeaBeEHHO 0XxapaKTepM30BaHHbIX KannbpoBoUHbIXx 0bpasyos MKO-1 HBV (unu MKO-1 HBV Lyo) u MNKO-
2 HBV (nam MNKO-2 HBV Lyo). [MonoxutenbHble KOHTPO/bHbIE 06pasubl NpeacTaBAslT  cob6oi
MoOANDULMPOBaHHbIA  GakTepuodar \ ¢ wM3BeaHOW KoHUeHTpauuei [OHK HBV. WccnegoBaHue
KannbpoBOoYHbIX 06pa3LOB NPOBOAUTCA MapaNiefisHo € uUccnefoBaHMEM 06pasLoB, HauMHasd C 3Ttana
3KCTpaKLun.

OnpepeneHve KoHueHTpauun [HK npoBoautcs B COOTBETCTBMM C  3a[aHHbIMW  3HAYEHUSIMU
KOHLEHTpaLMA KanMOBPOBOYHbIX 06pa3L0B U MOMYYEHHbIMW 3HAYEHMSMU MoporoBoro uukna (Ct) ans
KannbpoBOUHbIX 06pas3LL0B 1 uccnesyemMbix 06pasLoB. INHEeKTUBHOCTb KasIMOPOBKN A0/MKHA YKNaAbIBaTbCA
B 33,aHHbIN Anana3oH. Ecnm pesynbTathbl, NOMYYEHHbIE AN MONOXKMUTENbHbIX KOHTPOJIbHbIX 06pa3LoB, He
COOTBETaBYHOT 3ajaHHbIM, HEOOX0AMMO NOBTOPUTL MCCef0BaHNE, HaYMHasA C aTana aKCTPaKLuu.

3.1.3. KOHTpO/sb UHTMOBMpPOBaHUA

[na KOHTpONs BCex 3TanoB uccnefoBaHus, 3ddekTuBHOCTM aKcTpakumm OHK 1 oueHku BAMAHUMA
uHrmnoutopoe MLUP npegycMOTpeHO wucnonb3oBaHWe 3k30reHHoro BKO (peareHT BKO B), KoTOpbll
fo6aBnseTcd B KaxAbli uccnefyemblil U KOHTPO/bHble 00pasubl Ha 3Tane 3KCTpakuuw. PesynbTathl
uccnegosaHns BKO fo/mxHbI COOTBETCTBOBATHL 3aaHHbIM KPUTEPUAM BaIMAHOCTU 4715 NOMOXUTENBHbLIX U
OTpMUATENbHBLIX MccnefyeMbix 06pasLoB, yKasaHHbIM B pasfene «/HTepnpetauns pesynbtatos». Ecim B
nccnefsyemblx obpasuax He obHapyxeHa [AHK BKO, To pesynbTartbl uccnefjoBaHWs faHHbIX 06pasLoB
CUMTaloTCA He0CTOBEPHbIMM, TpebyeTcsa NOBTOPUTL MX aHaIN3, HauMHas C atana aKCTpakLuu.

3.1.4. MOHUTOPUHT NabopaTtopumn Ha HaNnYMe KoOHTaMuHaLuum

PekomeHayeTcsi pa3 B Mecsl, NPOBOAWUTb MOHUTOPUHT 1labopaTtopun Ha KOHTaMMUHALMIO MpodyKTamu
aMmnangukaumm, uccnegyembiMyM 06pasuamu, MONOXKUTENbHLIMUA KOHTPO/IbHbIMKU 06pasuamu. OueHka
HaNNuMA/OTCYTCTBUA KOHTaMWHALMW NPOBOAUTCA NyTeM WCCNef0BaHUS CMbIBOB C Pa3/IMuHbIX OOBLEKTOB;
MUMNeToK, pabouymx MOBEPXHOCTE nabopaTopHO Mebenu, 060pyA0BaHUS U MOBEPXHOCTEA MOMELLEHWIA.
Bsatme u wuccnegoBaHWe  CMbIBOB  CliedyeT  NPOBOAWTbL  COrMNacHO  npoueaype, OMUCAHHOW B
MY 1.3.2569-09 «OpraHusaums  pabotel nabopatopuii, WCNONL3YKLWWUX METOA4bl  ammnangpukauun
HYKNEMHOBbIX KUCNOT npu paboTe € MaTepuanom, Ccodepxawum MukpoopraHusmbl -1V - rpynn
natoreHHocTU». Tpu 0BHApYXeHUW KOHTaMWHaLMKM Heobxo4uMOo nposecTM 06paboTKy nadopatopuun
MOIOLWUMUN N [E3UHPULUPYIOW UMW PacTBOPaMM COrNAacHoO ykasaHusaM, onucaHHbiM B MY 1.3.2569-09, Takxe
4nA npefoTBpalleHus KOHTaMmuHaumm nabopatopyum Unmn B Ka4ecTse Mep Mo AeKOHTaMUHaLMm paboumx 30H
peKoMeHAYeTca UCNoNb30BaTbh PAcTBOP ANA [e3aKTUBaLMN HYK/IEVHOBBIX KUCMOT, Hanpumep, «Onuratop»
npoussoactea OO0 «HekcTbnox», Poccus.

3.2. PekoMeHAyemble KOHTPOJIbHbIE MaTepuansl

B KauecTBe KOHTPOJ/IbHbIX MatepuanoB A NPOBEPKN 3asBNEHHbIX (PYHKLMOHANbHBLIX XapaKTepuctuk
Habopa MOryT 6bITb MCMOMb30BaHbl 3apPErnCTPMPOBaHHbLIE Ha TEppPUTOpPMK Poccuiickoin degepauny naHenm
KOHTPO/IbHbIX 00pa3uoB, nNpeAHa3Ha4YeHHble AN MPOBEAEHWS BHYTPEHHEINO W BHELUHErO KOHTpPOei
KayecTBa 1labopaTopHbIX UCCNeAoBaHNin No obHapyeHuno HK HBV.
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4. OrPAHNYEHUNA METOOAWNKWN NCCNEALOBAHNA

4.1. Habop nprMMeHseTca TONbKO AN ANarHoCTMKK in vitro.

4.2. Habop npefgHasHayeH Ana paboTbl TONLKO C MCCedyeMbiM MaTepuasioM, yKasaHHbIM a pasaesne
«HasHayeHue». MccnefoBaHne Apyrux BUAOB GUONOTMYECKOTO MaTepuana MOXeT NPUBECTM K MONYYEHNIO
He0a0BEPHbIX Pe3y/bTaToB.

4.3. TonyyeHne [0CTOBEPHbIX  pe3ynbTaToB  0GEcneyMBaeTcsl  BbIMOJHEHWEM  TpeGoBaHWiA,
NPeabsBASEMbIX K B3STUIO, TPAHCMOPTMPOBAHMWIO, MO/TOTOBKE U XpPaHEHW 06pasloB McCelyemoro
matepuana (cMm. pasfen «Mccnefyemslii Matepuan»}.

4.4. C nomouwblo Habopa BO3MOXHO [LIP-uccnegosaHne Tonbko npob AHK, akcTparMpoBaHHbIX U3
uccnegyemMoro matepumana CoBMeCTHO C BHYTPEHHUM KOHTPO/IbHbIM 06pa3uom - BKO B. be3 ncnonb3osaHus
BKO B HEBO3MOXHO NPOBECTU OLEHKY Ba/MAHOCTM NOCTAHOBKW.

4.5. Habop npegHa3HayeH Ana NPoOdeccroHanbHOro MpYMeHeHus. Habop JOMKEH MCnonb30BaThCs
TONbKO KBaNM(MUMPOBaHHbIM, OO6yYeHHbIM (B 061acTU  KAMHMYECKOW NabopaTopHO AMarHOCTUKW)
nepcoHasioM (Bpayuu KIMHWMYECKOW nabopatopuv M MeAWLMHCKME NabopaTopHble TEXHWKWU, OOYYEHHble
MO/IEKYNSAPHLIM GMOIOTMYECKUM METOUKAM).

4.6. lpu paboTte ¢ HabopoM cnedyeT MCNOMb30BaTb TO/IbKO amnanMKaTopbl C CUCTEMOW AeTeKunn
(hNlyOpecLEeHTHOTO CUrHana, XapakTeEPUCTUKN KOTOPbIXYA0BNETBOPSAOTTPEO0BaHUAM, YKa3aHHbIM B pasfene
«JlononHnTenbHoe 060py0BaHNE U MaTepUasbI».

5. MEPbI NMPEAOCTOPOXHOCTU U NPEAYNPEXAEHWA

5.1. Pabota go/mkHa NpoOBOAUTLCA B /1labopaTtopwuv, BbIMOMHAKWENW MOMEKYNSPHO-6Monornyeckne
(MLP) nccnepoBaHms 6MONOTMYECKOr0 Matepuana Ha Haimume Bo3byauTeneii MHPEKLMOHHBIX 6one3He, ¢
cobnogeHmem TpeboBaHmit CaHlunH 3.3686-21 «CaHWTapHO-aNMAeMunonornyeckue TpeboBaHUSA Mo
npogunakTnke WHHEKUMOHHbIX 6one3Hein» u CaHlnH 2.1.3684-21 «CaHMTapHO-3NNAEMUONOTMYECKME
TpeboBaHMA K COAepXKaHW0 TEPPUTOPUIA TOPOACKMX U CENTbCKMX NOCENEHWI, K BOAHBIM 06beKTaM, MUTLEBON
BOLEe W MNWUTbEBOMY BOAOCHAGXEHW0, aTMOCHEePHOMY BO34yXy, [OYBaM, >KW/bIM MOMELLEHUAM,
3KcnayaTayMm NPOM3BOACTBEHHbIX, OOLLECTBEHHbIX MOMELLEHWIA, OpraHn3auun 1 NPOBEAEHUI0 CaHNTapPHO-
NPOTMBO3NNAEMUYECKNX (NPOMNAKTUYECKNX) MeponpusTuii». B cooTBetaBum ¢ n. 4.4. MY 1.3.2569-09
«OpraHusaums paboTbl nabopatopuii, UCNONL3YIOWMX METOAbI aMMAN(UKALUM HYKNEUHOBLIX KUCIOT Mpu
pabote ¢ MaTepuanom, coAepXalium MUKpoopraHusmbl HV rpynn naTtoreHHocTU» [onyckaeTcs
npoBefeHne uccnefoBaHuii  6uonornyeckoro matepuana (6e3  npegBapuTENIbHOTO  HAKOMIEHUS
B036yauTens) Ha Hannune AHK (PHK) Bo36yauTtenein napeHTepanbHbiX BUPYCHbIX TenaTuTtoB B fabopaTopun,
MMeIoLEeN  CaHUTapHO-3MMAEMUONOTMYECKOE 3aK/YEHME O BO3MOXHOCTM NpoBefeHus paboT ¢
Bo36yautenamu llI-IV rpynnbl natoreHHocTM. Matepuan ans uccnefoBaHWii NOANEXUT npeasapuTeNbHON
06paboTKe B COOTBETCTBMM C METOAMYECKMMU yKasaHusmu MY 1.3.2569-09.

5.2. [pu pa6ote HEO6XOAMMO BCETa BbINONHATL CleaytoLime Tpe6oBaHNs:

- TpuMeHsATL HaBop CTPOro MO Ha3HAYEHWID B COOTBETCTBUW C AAHHOW MHCTPYKLUMEeR. OTKNOHeHWe oT
MPONUCcaHHbIX NPOLEAYp ¥ NOpsiAKa AeCTBUI MOXET NMPUBECTA K NOIYYEHWIO HEAOCTOBEPHBIX PE3Y/bTATOB
aHanu3a.

- JlabopatopHblii npouecc [O/KEH O6blTb OAHOHANpPas/fieHHbIM. AHanu3 crefyeT NpPOBOAWUTL B
OTAeNlbHbIX MNoMeleHusax (3oHax) B cooTeeTcTBUM c¢ MY 1.3.2569-09. He Bo3Bpawatb 06pasLbl,
obopyAoBaHVe 1 peareHTbl B 30HY, B KOTOPOW Oblia NpoBefeHa npeplaylas cragua npotecca.
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- PaccmatpuBatbe uccnegyemble 06pasubl Kak WMH(EKLMOHHO-ONacHble, OpraHn3oBbIBaTb paboTy u
XpaHeHwue B cootseTcTBUN ¢ CaHlnH 3.3686-21.

- Y6upatb 1 ge3vHpUUMpoBaTh pasnuTble 06pasubl MM peareHTbl, UCNOAb3ya Ae3H(ULUMpyoLne
cpepactsa B cootseTcTBuM ¢ CaHlMuH 3.3686-21.

- Ypanatb HEWUCnosib30BaHHbIE peareHTbl, peareHTbl C MWCTEKWWM CPOKOM TOAHOCTM, a Takxe
NCNOMb30BaHHbIE peareHTbl, yNakoBKy” 6MON0rMYECcKUin MaTepuan” BKoYass Matepuansl, MHCTPYMEHTbI 1
npeaMeTbl, 3arpsi3HeHHble  OMOMOTMYECKMM  MaTepuasiom, B  COOTBETCTBMM C  TpeboBaHWAMMU
CaHlnH 2.1.3684-21.

BHUMAHWE! Mpu yganeHun oTxo[0B nocne amnaugukaumy (Mpobupok, cogepxawmx npoayktbl MLP)
HeZonycTMMO OTKpbIBaHWe NPOBMPOK M pa3bpbI3rMBaHne COLEPXKMMOr0, NOCKO/bKY 3TO MOXET NMPUBECTU K
KOHTaMuHaumn npogyktamu MNLP nabopaTtopHO 30HbI, 060PYyA0BaHNSA U peareHToB.

- Wcnonb3oBatb M MeHSTb NpY KaXKAol onepauuy 0AHOPa30Bble HAKOHEYHWKW A1 aBTOMAaTUYECKUX
[03aTopoB C uabTpoM. OAHOPa30BYH NAACTMKOBYH nocygy (MPOOMPKKU, HAKOHEYHWKKU) HeobXxoAnmo
cbpacbiBaTb B CreLasbHbI KOHTEHEP, coaepXKalnii Ae3nHhmumupytolee cpeacTBo, KOTOPOE MOXET ObITb
MCNONb30BaHO ANs 06e33apaXknBaHNsa MeULNHCKNX OTXO40B.

- Habop npegHasHauyeH [ANs OA4HOKPATHOrO MpUMEHeHMst ana nposedeHus [LUP-uccnegoBaHms
yKa3aHHOro Konnyectsa 06pasyoB (cM. pasgen «PopMbl BbiMycKa, COCTaB U KOMMIEKTHOCTbY).

- K pa6ote ¢ Habopom gonyckaeTcs TO/IbKO NepcoHas, 06yYeHHbIn MeToaam MONEKYNSPHON AnarHOCTUKM
1 npaBunam paboTbl B KNMHWUKO-ANArHOCTUYECKON NabopaTopun B yCTaHOBNEHHOM MOPsAKE (B COOTBETCTBUM C
TpeboBaHusiMn CaHlMuH 3.3686-21).

- He wncnonb3oBatb Habop, ecny HapylleHa BHYTPEHHSS ynakoBKa Wv BHeLUHWI BUA peareHta He
COOTBETCTBYET ONMUCAHNIO.

- He ucnonb3oBath Habop, eciyt He COBM0AANNCL YCNOBUSA TPAHCNOPTUPOBAHNA W XPAHEHWS COTAacHO
VHCTPYKLUMN.

- He cMelunBaTh peareHTbl pasHbiX Cepuii.
- He ncnonb3oBaTth HAGOpP MO WUCTEYEHWI CPOKA FOAHOCTH.

- Mcnonb3oBaTh 0/]HOPa30Bble HEOMYAPEHHbLIE MepYaTkW, NabopaTopHble Xanathl, 3allullaTh rasa Bo
Bpems pa6oTbl ¢ 06pasLamu 1 peareHTamu. TiATeNbHO BbIMbITb PYKM MO OKOHYaHUK paboThl. Bce onepatuu
NPOBOAATCS TONLKO B NepyaTkax A1 UCKMHUYEHNS KOHTAKTa C OpraHM3MOM Ye/loBekKa.

- He ecTb, He NUTb 1 He KypuTb B MPOLIECCe MUCNOMb30BaHMs Habopa. /136eraTb KOHTaKTa peareHToB C
KOXel, rnazamm 1 cnm3ncTor 060n104koi. He rnotartb.

- Tpu KOHTaKTe HeMefNEeHHO NPOMbITb MOPaXKeHHOe MEeCTO BGOMbLIMM KOJMYeCcTBOM BOAbI W Npu
MIIOXOM CamMOuyBCTBMM O06GPaTMTLCA 3a MEAMLMHCKOW nomolblo. Mpy nonagaHumM BHYTPb PBOTY He
BbI3bIBaTb, MPOMNOJIOCKATL POT BOAOW, 06paTUTLCS K Bpady Mpu MOXoM CamOuyBCTBUN.

5.3. Mpn  W“CMONb30BAHWM N0  HA3HAYEHWID U COGMIOAEHUM  BbIWENEPEUYNCNEHHbIX — Mep
NpefoCcTOPOXHOCTU Habop 6Ge3onaceH. PeareHTbl Habopa (kpome Tagq nonumepasbl U PasbaButens)
cogepxat HaTpusi asuf B KOHUeHTpauuu He 6onee 0,1 % M COOTBETCTBEHHO He KNacCUULMPYHOTCS Kak
onacHble 1 He TpebytoT cobNAeHNs cneLnanbHbiX Mep NPefoCTOPOXHOCTU, KPOME YKa3aHHbIX B JaHHOM
pasgene.

~ HeWcnosb3oBaHHble peareHTbl, peareHTbl ¢ UCTEKIUMM CPOKOM TOAHOCTW, WCMO/b30BaHHbIE PeareHTbl, YrakoBka
OTHOCATCA K K/Taccy OnacHOCTV MeULIMHCKMX OTXOA0B I

@®BMonorMyeckuii Matepuan, BKOYas VHCTPYMEHTbI U MPeaMeThl, 3arpsi3HeHHble MaTepuanom, OTHOCSTCS K Knaccy
OMacHOCTV MEeAMLMHCKIX 0TX0A0B b.

Bepcua 15.12.22-1 1
& 000 LMPMK @7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



54. Cneungmyeckme BO3AENCTBIS Habopa Ha OpraHn3/I YeNoBeKa:
- KaHueporeHHblIit a((eKT oTCyTCTBYET.
- MyTareHHoe AeiicTBue OTCYTCTBYET.

- PenpofyKT1BHasi TOKCUYHOCTb OTCYTCTBYET.

6. AOMNOJHUTENNIbHOE OBOPYAOBAHNE N MATEPUAJIbI

6.1. B3aTue u npeaBaputenbHas o6paboTKa MccnegyeMoro marepuana

B3aTue u npeasapuTenscHyto 06paboTKy UccnegyeMoro matepuana npoBoamTs corfnacHo My 1.3.2569-09.

6.2. 9kcTtpakumsa AHK n3 uccnegyembix o6pasuoB

6.2.1. Habop peareHTOB AN 3KCTPAKUUM HYKNEWHOBBLIX KWCMOT, 3aperncTpupoBaHHbIii B PO 1
COOTBETCTBYHLMI cneayrowmm TpeboBaHNsAM:

- Habop nossonset BblaensTb JHK 13 6uonormyeckoro matepuana (nnasMa Kposu) Ans nocneayroulero
uccnefoBaHMs METOLOM MOMVMMEPA3HONA LEMNHON peakuuu;

- Habop He OTHOCMTCA K 3Kcnpecc-meTtodam akcTpakumm OHK;
- Habop nossosnseT uccnenosatb 06pasLbl 06beMoM He MeHee 100 MK,
- Habop No3BoNseT NPOBOAUTL AMHOLMI0 UM eHHON AHK B 06beme He meHee 50 MKI.

B xofe npoBegeHWs KAMHUYECKMX WCMbITaHWA Banugauuio npowan «MarHolpadm™ YabTpa» 1
«AmnnuMpaiim PUBO-npen» (PY Ne ®CP 2012/14017).

6.2.2. lononHUTeNbHbIE MaTepuasl 1 060pyaoBaHMe, HeobxoauMble Ans akcTpakuum AHK, - cornacHo
WHCTPYKUMM K HAbopy peareHToB A4 akcTpakummn JHK.

6.3. AmMnaudukaumsa, geTekyus npoayKToB amnandukaymumn, aHanms n MHTepnpeTtayus
pe3ynbTaToB

6.3.1. OgHOpa3oBble NOAUNPONUIEHOBLIE NMPO6GUPKKM, cBo6oaHble oT AHKa3, cnegyowmx BuaoB (npw
ncnonb3oBaHuK GopMbl Bbinycka 1):

- TOHKOCTEHHbIe NPo6upky Ans MNUP 06bemom 0,2 MA C BbiMyKIOM UK NNOCKO ONTUYECKM NPO3payHOii
KPbILIKOI MK Npo6upki 06bemMom 0,2 M/ B CTPMNAX Mo 8 WT. ¢ NPO3payHbIMI KPbILLKaMK - A1s NPOBeAeHMs
MUP npu Mcnonb3oBaHWK Npuéopa naaHWeTHOro TUNa;

- TOHKOCTEHHble npobupkn ansa MLUP o6bemom 0,2 MA ¢ NNOCKON KPbILWKOA uan npobupkn ansa MLUP
o6bemom 0,1Mn B cTpUnax mo 4 Wr. ¢ Kpbllwkamu - gna npoeegenus MUP npu ncnonb3oBaHum npubopa
POTOPHOrO TUNa.

6.3.2. 3aBMHYMBAIOLLMECS NPOBUPKIA W KPbILLIKM K HAM UK NAIOTHO 3aKpbIBaKoLLMecs NPOGUPKN 06bEMOM
1,5-2Mn- ans NnpUrotToBieHUs PeakLMOHHON CMECH.

6.3.3. OfHOpa30oBble HAaKOHEYHWUKW, cBOGOAHbIe OT [HKa3, 414 [03aTOPOB MepeMeHHOro obbema C
(hunbTpom o 100 Mk,

6.3.4. lUtatmebl gna npobupok obvemom 0,2 Ma wam 0,1 ma (B COOTBETCTBUWM C MCMOJIb3YEMbIMU
npo6upkamu ana MUpP).

6.3.5. bokc abakTepuanbHON Bo3ayLLHOM cpeabl (MLP-60Kc).
6.3.6. LleHTpudyra-BopTekc.
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6.3.7. ABTOMaTMYecKue [03aTopbl NepeMeHHOro obbema.

6.3.8. CTaHUMs aBTOMAaTMYeCKas C MOAY/EM A/ MPUTOTOB/IEHUS U PacKanky peakLMOHHbIX CMeceli 1
KOMM/IEKT PAcXOAHbIX MaTepUanoB K HeW COrMacHO MHCTPyKuun Tpou3BoguTens, - npy MCnoab30BaHUM
(hopmbl BbiNycka 1 B criyyae MPUrOTOBMEHWUS PEaKLMOHHOM CMecu C UCMOMb30BaHWEM aBTOMATUYECKON
cTaHuum.

6.3.9. MporpamMmmMupyemblii aMNANGUKATOP C CUCTEMON AeTekUMK (yOPecLeHTHOrO CUrHana B pexume
«peanibHOT0 BPEeMEHU» POTOPHOrO TWNa, NMGO MNAHWETHOTo TWUMa, 3aperucTpupoBaHHbli B PO u
COOTBETCTBYIOLLMIA CNeaytoLWmnm Tpe6oBaHNAM:

- HaNMuMe HEe3aBUCKMBbIX KaHaloB (1yOpecLEHTHON aeTekumn ans dnyopohopos PAM u R6G co
cneayLMmn XxapakTepucTKamm:

Tabnuua 4
TpebyeMble XapaKTepUCTUKN KaHaNoB (hlyOpecLeHTHOM AeTeKLmm
[nnHbI BOMH, HM
KaHan gns qyopodopa BosbyxaeHus JeTekuun
MuHUMyM 1 Makermym MuHUMyM 1 Makcnumym
FAM 450 470 510 530
R6G 515 532 545 580

- ANs NnpubOopOB MAAHLWETHOro TMMa HanM4YMe NoAOorpeBaemMol KpbILLKK ¢ Temnepatypoii 6onee 100 “C;
- TOYHOCTb Nnopgaep>kaHus Temnepatypsbl < +0,4 €C,

- CKOPOCTb Harpesa He MeHee 2 “C/cek;

- CKOPOCTb OXNaxaeHna He meHee 1 *C/cek.

B xofe npoBefeHWS KAMHWUYECKUX UCMbITaHWIA Banufauuio MpoLan ciegyoliMe nporpaMmMmpyemble
aMnIMpuUKaTopbl C CUCTEMON AeTeKUMM (PIyOPECLEHTHOTO CUrHana B PEXMME «peanbHOro BPEMEHM:
Rotor-Gene Q (PY Ne ©®C3 2010/07595), Applied Biosystems QuantStudio 5 (PY Ne P3H 2019/8446), C1000
Touch B komnnekte ¢ mogynem CFX96 (PY N9 ®C3 2008/03399), ATnpaiim (PY Ne ®CP 2011/10229).

6.3.10. XonoaunbHUK OT 2 A0 8 *C C MOPO3WU/ILHOWN Kamepoii 0T MUHYC 24 0 MUHYyC 16 *C.
6.3.11. OTAeNbHbIN xanat, Wano4vku, 06yBb M 04HOPA30Bble NepyaTkn B COOTBETCTBUM ¢ MY 1.3.2569-09.

6.3.12. EMKOCTb AN cbpoca HaKOHEYHMKOB.

7. VCCNEAYEMBbI/ MATEPVAN

MaTtepuanom ana uccnefoBaHus CayXuT nnasma Kposu.

B3ATme, npepgBaputencHylo  06paboTKy, TpaHCNOPTUPOBAaHWE W XpaHeHue  UcCiegyemoro
6uonormyeckoro Matepmana cneayet NpoBoAnNTL B cOOTBETCTBUM ¢ MY 1.3.2569-09.
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Ta6bnuuya 5

O6beMbl peareHToB ¥ UccnegyeMblx 06pa3L0B NPU UCMNONL30BAHUM (hOpPM Bbinycka 1,2, 3

PeareHt/06paseL, O6bem 1 Jo6aBnsTb

Mpu akcTpakumm 13 100 mkn obpasua
B MPOGUPKY 4NA UcCneayembix

Viccnenyemblin 0bpasely 100 mkn 06pA3LOB
BKO B 10 mkn 6 Kaxxayr NPoGUPKY
OKO 100 mkn B npo6upky ans OKO
MKO-1 HBV 10 mks1 + 90 mkn OKO B Npobupky gns MK1
MKO-2 HBV 10 mkn + 90 mkn OKO B Npo6bupky gns MK2
PeareHT, 1cnonb3yemblin ans anoummn JHK 50" mKn B KaDKOYH Npo6upky
Mpu akcTpakuum 13 200 Mk obpasua
Viccnenyemblin 0bpasely 200 MKn B np06VIng6%1;ﬂsLl:Ichnepy EMbIX
BKO B 10 mKn B KabKZy't0 NMpo6upky
OKO 200 MKn B Npo6upky ans OKO
MKO-1 HBV 10 mkn + 190 mkn OKO B Npo6umpky ana MK1
MKO-2 HBV 10 Mk + 190 Mk OKO B Npo6upky ans MK2
PeareHT, ucnonb3yemblin gns anoummn AHK 100 mkn B KXXAYH NPO6MpKy

Mpw aKkcTpakuyum u3 1000 Mk obpasua

Mccnenyembliii obpasell 1000 MmKn B MIPOGUPKM A/1A ICCNIEAYEMbIX

06pa3LoB
BKO B 10 mkn B Ka>Kayt0 NpoBUpKy
OKO 1000 mKn B Npo6upky ans OKO
MKO-1 HBV 10 mkn + 990 mkn OKO B npobupky ans MNK1
MKO-2 HBV 10 mkn + 990 mkn OKO B Npobupky ans MK2
PeareHT, 1cnosnb3yemblii gnsa snoummn JHK 100 mkn B K&Kyt NPoBUpKy

8.1.2 Tpu ncnonb3oBaHuM hopMmbl Bbinycka 4.

Kakgas rpynna akcTparnpyemMbix 06pasyoB A0/MKHA CONPOBOXAATLCA MOCTAHOBKOW OTPULATENIbHOrO
KoHTposist (OKO) 1 MoNoXXntenbHbIX KOHTPObHbIX 06pa3syoB (MKO-1 HBV Lyo 1 MKO-2 HBV Lyo) B ykazaHHOM
yuncne noBTOPOB:

- OKO - BOgHOM NoBTOpE;

- TKO-1 HBV Lyo - B/ABYyXx NOBTOpax Npwv nepBoli NoCTaHOBKe MCMNOb3yeMOi cepumn Habopa, B O4HOM -
npu nocneyowmx (TonbKo NpyM NOCTaHOBKE B KOJIMYECTBEHHOM (hopmarte);

- MKO-2 HBV Lyo - B AByx NoBTOpax Npv MEPBOI MOCTaHOBKE B KOJIMYECTBEHHOM (opmare, B O4HOM -
npv NocneAyroLWmnx NOCTaHOBKax B KOJIMYECTBEHHOM (opMaTe 1 Mpy NOCTaHOBKE B Ka4eCTBEHHOM (hopmare.

BHUMAHME! KanubpaTtop MKO-1 HBV Lyo wucnonb3yetcsi TOAbKO NpW NPOBEAEHUN KOMUYECTBEHHOrO
aHanusa.

BHUMAHMWE! PeareHTtbl MKO-1 HBV Lyo, MKO-2 HBV Lyo 1 BKO B Lyo TpebytoT BOCCTaHOBNEHUS.

[na BOCaaHOB/EHMUA NUOPUAN3NPOBAHHbLIX peareHToB Heo6XxoAuMO B MPOGUPKY C AMOPUIN3aTOM
[o6aBuTb PasbaButen, B 0O6beMe, ykasaHHOM B Tabnuue 6, nepemellarb coAepXumoe MpobUpok c
BOCCTAHOB/IEHHbIMM peareHTamu, ocaguTb Kanam Ha BOPTEKCE.

Mpyi HE06XOANMOCTY [0NYCKAETCH yBeNMUeHe oobema anoLmm A0 90 MK

Bepcua 15.12.22-1 15

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Ta6bnuua 6

O6bem PasbaButens A5 BOCCTAHOB/IEHNS peareHToB

PeareHT Pasz6aBuTesb, MK/
MKO-1 HBV Lyo 25
MKO-2 HBV Lyo 25
BKO B Lyo 600

B npouecce akcTpakuun OHK ncnonb3oBaTh 06bEMbl peareHToB W uUccnefyemblXx 06pasL0oB COriacHo
Tabnuue 7.

BHMMAHME! PeareHT BKO BLyo BHOCUTCA B Kaxaylo npobupky € uccnefyembiMA U KOHTPONbHBIMU
obpasuamu (BKNOUasA MOMOXKUTENbHBIE W OTPULLATESIbHBIA KOHTPOAN).

BHUMAHWE! [Ansa akcTpakyum [OHK un3 100 mkn wuccnegyemoro obpasua UCnosib3yeTcsi KOMMIEKT
«Amnaulpaim PUBO-npen», n3 200 Mkn - «MarHollpaiim* YnbTpa», opma Bbinycka 1, u3 1000 mMkn -
«MarHollpaim* YnbTpa» popma BbinNycKa 2 unu gpyrne pekomeHgayemble Habopsl (cM. n. 6.2).

Tabnuua 7

06beMbl peareHToB M UcciefyeMbix 06pasL0B NPU UCNONb30BaHMM HOPMbI Bbinycka 4

PeareHT/ 06pasey, [ O6bem Jlo6aenatb

Mpw anchamuymm 13 100 mun obpasua
B MPOBUPKY 4151 Uccnemyembix

Viccnepyemblin obpase, 100 mKn 06pa3LOB
BKO B Lyo (BoccTaHOB/EHHbIi) 10 MKn B KaXKyt0 NPo6UpKy
OKO 100 mKn B npo6upky ans OKO
MKO-1 HBV Lyo (BOCCTaHOB/IEHHbINA) 10 mkn + 90 mkn OKO B Npo6bupky ans MK1
MKO-2 HBV Lyo (BOCCTaHOB/IEHHbINA) 10 mkn + 90 mMkn OKO B Npobupky ans MK2
PeareHT, ncnonb3yemblin 4ns anwoumm AHK 508 MKn B KabKyH0 Npo6upKy
Mpu akcTpakumm 13 200 Mk obpasua
Viccnepyemblin ob6pasel, 200 mKn B npo6mpkg6%1;il_|:|g§ne,qye|v|blx
BKO B Lyo (BOcCTaHOB/IEHHBIiA) 10 mKn B KeDK/1yt0 Npo6upKy
OKO 200 mKkn B Npo6upky ana OKO
MKO-1 HBV Lyo (BoCCTaHOB/EHHbIIA) 10 mkn + 190 mkn OKO B Npo6bupky ang MK1
MKO-2 HBV Lyo (BOCCTaHOBNEHHBIIA) 10 mkn + 190 mxkn OKO B Npobupky ans MK2
PeareHT, ncnonb3yembiid 4ns anwoumm AHK 100 mkn B KabKAyH0 NpoBupKy

Mpw akcTpakumm 13 1000 Mk obpasua

Viccneayemblin obpasel, 1000 mkn B MPOGMPKM 717 UCCNIEAYeMbIX

06pa3LioB

BKO B Lyo (BOCCTaHOB/IEHHBIi) 10 mkn B K&XKyto Npo6upky

OKO 1000 mKn B Npo6upky ana OKO

MKO-1 HBV Lyo (BOCCTaHOBNEHHBIIA) 10 mkn + 990 mkn OKO B Npo6upky ansa MK1

MKO-2 HBV Lyo (BOCCTaHOBNEHHBII) 10 mkn + 990 mkn OKO B Npo6upky ans Nk2

PeareHT, ncnonb3yemblin ans anoumm JHK 1 100 mKn B KabKy'H0 NMPoGupKyY

®Tpy HEOBXOAMMOCTUN [OMYCKAETCA YBEMYeHne o6beMa anoLmm 10 90 MK
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8.2 [loAaroTtoBKa peareHTOB AN amnangukaumm
8.2.1 Mpu ncnonb3oBaHun GopMbl Bbinycka 1.

BHUMAHWME! KoMNOHeHTbl peakUMOHHO CcMecu cnedyeT CMelnBaTb HENOCPeACTBEHHO nepef
nposegeHnem MLUP.
BHUMAHVE! Heo6xoAMmMO MWHMMWU3MPOBATb BPEMS Hax0oXAeHust Tag nonumepasbl NP KOMHATHOW
Temneparype.
BHUMAHWE! B cnyyae npuroTOBAEHUS pPeakUMOHHON CMecM C MOMOLLbH0 aBTOMATUYECKON CTaHLMK
cnepyiTte yKasaHuam MHCTPYKLUUK NO ee NCNO/b30BaHuIo.

8.2.1.1 Paccuutatb 06BLEMbI peareHToB, TPeOYyOWMNecs AN NPUTOTOBNEHUS PEAKLMOHHOA CMech (CM.
Tabnuuy 8). CMecb rotToBUTb Ha 06LLlEE YMCIO UCCEAYEMBIX U KOHTPO/IbHLIX 06Pa3L,0B N/KC 3anac He MeHee
4yeM Ha OflHYy peakuuio.

Tabnuua 8
PacueT 06eMOB KOMMNOHEHTOB A/1 OAHON peakuMOHHO CMecKn
PeareHTt O6bem, mkn 1 O603HaueHns '
MuP-cmecs HBV 10*(N+1)
Bycep C 5*(N+1) " KONMYECTBO aMNAU(mMLmMpyeMbIx 06pa3LoB,
YPEp o BK/IH0YasA KOHTPO/N
Taq nonvmepasa [ (N+1)

8.2.1.2 Pa3M0Opo3uUTb peareHTbl. [lepef, CMEWMBAaHWEM peareHTOB MNepemellatb COAEpPXUMOe
NPo6UPOK C peareHTaMu, 0CaAnTh Karny Ha BOPTEKCE.

8.2.1.3 TIpurotoBMTb pEaKLUUOHHYK CMecb, A00aBMB KOMMOHEHTbl B 06beMax, PacCuMTaHHbIX B
n. 8.2.1.1. NepemeLaTts CMecb 1 0CaAMUTb Kanin Ha BopTeKce.

8.2.1.4 OtobpaTb HeobOXx0AMMOe KONMMYEeCTBO MNPOOMPOK wAM cTpunoB ana amnaumgukaunn OHK
uccnegyemblix U KOHTPOJ/IbHbIX 06pa3LoB. Beibop Npobupok ana amnandrkaymMm 3aBucuT 0T MCMOMb3YEMOTO
aMnanprkaTopa ¢ CUCTEMOW AETEKLMMN B PEXUME «PeasibHOr0 BPEMEHM».

8.2.1.5 BHecCTM B Npo6GUPKM NO 15 MK NPUTOTOBIEHHOW peakUMOHHOM CMecu.

BHMMAHWE! Hencnonb3oBaHHbIe OCTaTKN peakLMOHHOW CMEeCcH XpaHEeHUIO He noanexar.

8.2.2 Tpu ncnonb3oBaHnU POpPMbI Bbinycka 2 1 3.

BHMMAHWE! Heo6xoguMMO MWHUMMW3NPOBATL BPEMSA HaxoXAeHus Taq nonvMmepasbl MPW KOMHATHOW
Temneparype.

BHUMAHME! KoMNOHeHTbl peakUMOHHON CcMecyu CcnedyetT CMewuBaTb HEMOCPEACTBEHHO Mepej
nposegeHnem MUP.

8.2.2.1 Paccuntatb 06beMbl bytepa D u Taq nonumepasbl, Tpebywwmecsa A18 NPUrOTOBAEHUS
peakumoHHol cMecn (cm. Tabnmuy 9). CMecb rOTOBMTb Ha 0OLiee YMCN0 MCCNedyeMbiX W KOHTPOJ/IbHbIX
06pa3LoB N/OC 3anac He MeHee YeM Ha OfHY peakuuio.

Tabnuua 9
PacueT 06beMOB KOMNOHEHTOB PeaKLMOHHOM! cMecK
Ly
! PeareHT O6beM, MK/ 0O603HayeHVs
Bycep D 10%(N+1) N- KO/MYeCTBO aMnMGULIMPyeMbIx 06Pa3LIoB,
Taq nonMmepasa 1(N+1) BK/K0YasA KOHTPO/NA
Bepcyus 15.12.22-1 17
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8.2.2.2 Pa3mopo3uTb bythep D. Mepes cMelLnBaHEM peareHToB Nnepemellarb CoAep>KMmMoe Npobrpok
C peareHTamm, ocafUTb Karau Ha BOpTeKce.

8.2.2.3 TllpuroToBUTb pPeaKkUMOHHYI CMECb, [00aBMB KOMMOHEHTbl B 006bEMAax, PacCUMTaHHbIX B
n. 8.2.2.1. MepemeLats CMeCb U 0CaAUTL Kanin Ha BOPTEKCE.

8.2.2.4 0OT06paTtb Heob6xoAMMOE KOMM4ecTBO MNpobupok wunm ctpunos ¢ MLP-cmecbto HBV gns
amnangumkaummn AHK necnegyemMbix 1 KOHTPONbHLIX 06pasLoB.

8.2.25 Yb6eauTbcd, 4TO napaduH NOAHOCTLIO MOKPbLIBAET PacTBOP Ha AHe Npo6upok. B npoTMBHOM
cNnyvae, He UCMOJb30BaTb flaHHbIE NPOBUPKM.

8.2.2.6 Ha noeepxHOCTb NapatuHa BHeCTV No 10 MK/ NPUrOTOB/IEHHOW peakLMOHHOR CMecK, Npu 3TOM
OHa He J0/HKHa NpoBanuBaTbCs MOA MPOCNOVKY napaduHa 1 cmewwmsatbes ¢ MNLUP-cmecsto.
BHMUMAHMWE! Hencnonb3oBaHHbIE OCTATKM PEAKLMOHHOA CMECK XpaHEeHUIO He nogsexar.

8.2.3 TMpu ncnonb3oBaHMM POpPMbI BbiNycKa 4.

OTo6paTb HeobXxoAMMOe KOMMYECTBO CTPUMOBAHHLIX npobupok ¢ TUP-cmecbto HBV Lyo  ans
amnangukauun JHK neenegyemMbix U KOHTPOSIbHbIX 06pasLoB.

8.3 BHeceHue npo6 AHK, npoBefeHne amnanpukaynm n getekumm

BHUMAHWE! Mpn po6asneHun npo6 [AHK, skcTparmpoBaHHbIX C MOMOLLbI0 HAabOpPOB peareHToB A/
MPOBeAEHNs 3KCTPaKuMM MeToAOM CcopbuuMM Ha cuaukarene WM MarHUTHOM cenapauuu, HeobXogumo
n3beratb nNonagaHns copbeHTa B peakLMOHHYH CMECh.

BHUMAHWE! Mpu py4yHOM aHanunse (Ka4eCTBEHHbIN GhopmaTt) nporpamMmnpoBaHmne 1 3anyck amnangukaropa
NPOBOAMUTL  COMACHO  WMHCTPYKUMM N0  €ero nNpuMeHeHWto. PekoMeHayemble napameTpbl  Ans
nporpaMmMmMpoBaHns  aMnanMUKaTopoB YyKasaHbl BO BKiagblwe, npunaraemMom K Habopy. [Mpu
MCNoNb30BaHWM MNporpammHoro obecneyeHns FRT Manager nporpaMmupoBaHue amnangukaropa
yCTaHaB/IMBAETCA aBTOMATUYECKM.

8.3.1 BHECTM B MOArOTOBNEHHbIE MPOOMPKM C peakuMOHHOW cmecbio/nnogunmsatom npobel AHK,
MOMlyYEHHbIE B pe3y/bTaTe IKCTPaKLUMM W3 TECTUPYEMbIX W KOHTPO/IbHbIX 00pasyoB, M OTpULATE/bHbIA
KOHTpOSb MLP - peareHT K- nnn Pa3basutenb B cOOTBETCTBUN ¢ Tabnumuein 10.

Tabnuua 10

O6pasLibl 1 UX 06LEMbI 415 NPOBEAEHUS aMNANBUKaL UK

O6GbeM TECTUPYEMOTO
A m & mkn

O6bEeM KOHTPO/LHOTO

KoHTpOnbHbI 06paseL, ALHAMUMKN
Mpu 1cnonb3oBaHUK PopM Bbinycka 1,2,3

NKO-1 HBV
(TONbKO NpY KONUYECTBEHHOM aHanuse)
NKO-2 HBV
10 (Npy Ka4eCTBEHHOM WU KOMIMYECTBEHHOM aHanuse) 10

0KO
K_
Mpw MCNoNb30BaHMM (IOPMbI BbIMycKa 4

MKO-1 HBV Lyo
(TONbKO MPW KONUYECTBEHHOM aHanunse)
MKO-2 HBV Lyo
20 (NpY Ka4eCTBEHHOM MAM KONUYECTBEHHOM aHanm3e) 20

OKO

PaszbaButensb
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8.3.2 3anporpaMmmupoBaTh aMnaNgrKaTop C CUCTEMOI AETEKLUN B PEXMME «PeasibHOr0 BpeMeHM» ais
BbIMNOMHEHUS eAMHOI NPOrpaMMbl amMNAMMUKALUN 1 AeTeKUUM (hyopecLieHTHOro curHana (cm. Tabnuuy 11).

Tabnuua 11
EovHas nporpammMa amnampukaumm n getekunm gayopecLeHTHOro curHana
Lnkn Temneparypa, *C Bpems [Jetexkups no kaHanam ans Konunyectso
1 50 15 MvH - 1
2 95 15 MrH - 1
95 tOc -
3 45
60 20c PAM, R6G™

MpumeyaHme «C MCMONb30BaHMEM €AUHOM NPOrpamMmbl MOXHO OAHOBPEMEHHO MPOBOAUTL B O4HOM
npubope nboe coueTaHne TECTOB, BK/OYAA TecTbl C 06paTHON TpaHCKpunumen n amnandukaymein. Mpn
O[IHOBPEMEHHOM MPOBEAEHNN HECKOMbKNX TECTOB AeTeKuMs (hyopecLeHTHOro CurHana Ha3HavyaeTcs 1 no
LpYrUM UCNONMb3yeMbIM KaHanam, MOMUMO YKa3aHHbIX B Tabnuue. B cnyyae ecnM B ogHOM npubope
O[IHOBPEMEHHO NPOBOAATCA TeCTbl TONLKO AN BbiABNeHMs AHK, MOXHO yAanuTb M3 AaHHOW Mporpammbl
nepsblii war obpatHoi TpaHckpunummn (50 "C-15 MUHYT) AN 3KOHOMUW BPEMEHN.

8.3.3 [epe/ N0aaHOBKOI B aMNAU(MKATOP MAAHLIETHOrO TUNa 0CaauUThb Kaniu Co CTEHOK NPO6UPOK Ha
BOPTEKCE.

8.3.4 YCTaHOBMTb NPOGMPKN UK CTPUMbI B SYENKN peakLMOHHOro Moayns npubopa.

8.3.5 3anycTuTb BbINOJIHEHWE NPOrPamMMbl amnaNGUKaLMKN C eTeKLeil hnyopecLeHTHOro curHana.

8.3.6 Mpubop npoBOAUT perucTpaumnio  (IyopecLeHTHOTO CUrHana aBTOMAaTUYECKM B pexumMe
«peanbHOro BpeMeHmn».

8.4 AHanun3 n BbluncCNeHne pe3ybTaToB

BHUMAHUWE! TMpu pyyHoM aHanu3e o06paboTKy AaHHbIX ((h1yOopecueHTHbIX KPUBbIX), MOJYYEHHbIX B
nporpaMMHOM obecneyeHun npubopa, UcnonbL3yemoro Ans nposefeHus MUP ¢ getekumeil B pexume
«peanbHOr0 BPEMEHW», MNPOBOAMTb COrNacHO WHCTPYKUMM MO €ero MNpMMEHEeHu0. PekoMeHayemble
napameTpbl 415 06paboTKu AaHHbIX YKa3aHbl BO BKNaAblle, npunaraeMom K Habopy.

BHMUMAHWE! KonuyecTBeHHbI aHann3 pe3ynbTaToB BO3MOXHO MPOBOAUTL TO/bKO B aBTOMATUYECKOM
peXume ¢ NCNoab30BaHMEM NporpaMmMHoro obecnevenus FRT Manager (OO0 «WHTep/labCepsuc», Poccus,
PY Ne P3H 2019/8870) cornacHo pyKOBOZACTBY M0Jib30BaTeNS, BbIOpPaB METOAMUKY, YKa3aHHYIO BO BKNajbllle,
npunaraemMom K Habopy. PyKOBOACTBO MNOMb30BaTeNsA pPa3MeleHo Ha oduumnanbHom caite 00O
«HTepNlabCepBuc» no agpecy: https://www.mterlabservice.ru/service/frt/.

O6paboTka 1 pacyeT pe3ynbTaTOB MPOUCXOANT HA OCHOBAaHWWM Hanuuus (MM OTCYTCTBUSA) NepeceyveHmns
KpWBOW (hyopecueHuun 5-o6pasHoii (curmoobpasHoil) opMbl C YCTAHOB/IEHHOW Ha COOTBETCTBYHOLLEM
YPOBHE MOPOrOBO NIMHMEN, YTO ONPEAENsAeT Haimume (MIm OTCyTCTBME) Ana AaHHoW npobbl AHK 3HaueHus
noporogoro uukna (Ct) B cOOTBETCTBYHOLWEN rpade Tabnuubl pe3ynbtaToB. [lapameTpbl 06paboTKu
(hNlyOpecUEHTHbIX KPUBbLIX 3aBUCAT OT UCMO/b3YyEMOW Modenu amnaugukaropa (CM. BKNagblll K Habopy u
WHCTPYKUMIO NO NPUMEHEHWNIO amNingukaropa).

NeTekums curHana gnsa gyopodopa REG ocyLLecTBASETCs N0 KaHany AeTeKumm 415 aHanornyHbIxX qiyopodopos HEX
JOE, Yellow, VIC.
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KpMBbIE HAKOMMEeHWs (IyOpPEeCcLEHTHOTO CUrHana aHaaM3vpylTcsd N0 [ABYM KaHanam [AeTekuun
(cm. Tabnuuy 12).

Tabnuua 12
JeTekumns ¢hayopecLeHTHOro curHana
KaHan gnsa qnyopodgopa PAM R6G
MpoayKT amnangmkaumn BKO JOHK HBV

Ha ocHOBaHWMW MOMyYeHHbIX 3HaYeHW noporosoro uukna (Ct) v 3afgaHHbIX 3HAYEHWI KOHUEeHTpauuii ans
KannbpaTopoB cTpouTca KannbpoBouHas KpvBas, MO KOTOPOA NPOBOAMTCA aBTOMAaTWYEeCKWidA pacuyeT
KOHLUEHTPauun mexayHapogHsix eguHuy AHK HBV B 1 mn 6uonoruuyeckoro obpasua (ME/mn).

Mpy KoNMYecTBEHHOM aHanmse pacyet KoHueHTpauun AHK HBV BbinonHseTca B ABYX BapuaHTax:

e B ME AHK Bo36yaunTtens Ha 1 mn o6pasua;
e Borapupmax ME AHK Bo3byauTens Ha 1 mn obpasua.

PacueT koHUeHTpauun AHK HBV npoBogmnTcst no gopmyne:

Cobp= KoathdhmumeHT A x ((Cobp-i+ Coop+) / 2),
KoathpuumeHT A = 100 / 06beM 3KCTpaKuum (MKn),

Cobp-1 “ CoKI/2* ((Cto6p. cney “ CtnKlcnen) ” (Cto6p. Bko ~ CtoKl BkO))/

Cobp-2 - Cn«r/2”~ ({Cto6p. cney“ CCnk2 cneu) “ (Cto6p. Bko “ C1lnk2 BKO})/

rae:
Cobp- pacyeTHoe 3HayeHue KoHueHTpauun AHK HBV (ME/Mn) ans Kaxaoro Tectupyemoro obpasya;

Coop-l- pacueTHoe 3HaueHue KoHueHTpauum AHK HBV (ME/Mn) Ans kakaoro TecTMpyemoro o6pasua,
paccyMTaHHOE C y4eTOM 3HauYeHuWii, nonyyeHHbix ansa MK1;

CoBp-- pacyeTHoe 3HayYeHWe KoHueHTpauuu AHK HBV (ME/Mn) ons kaxaoro Tectpyemoro obpasua,
paccyMTaHHOE C Y4eTOM 3HAYEHUIA, NonyveHHbIx 4ns MK2;

CKl - KoHueHTpaums MK1 (ME/mn), ykazaHa BO BKaAbllle K Habopy peareHToB Afa Kanubpartopa
MKO-1 HBV/ MKO-1 HBV Lyo;

Cnk2- koHueHTpauwmsa MK2 (ME/mn)), ykaszaHa BO BKnagbllle K Habopy peareHToB Ans KanubpaTopa
MKO-2 HBV/ MKO-2 HBV Lyo;

Ctodp. cney-3HaveHune Ct gna Tectmpyemoro obpasua no kaHany R6G;
CtnKicneu‘- 3HauveHue Ct gnsi o6pasua MK1 no kaHany R6G;
Clnerelt®* 3HauveHune Ct gna obpasuya MNK2 no kaHany R6G;
Ctofp. B0- 3HaueHwe Ct ana TecTpyemoro obpasua no kaHany PAM;
CtnKiBKo™°- 3HaueHue Ct ans obpasua NMK1 no kaHany PAM,;
CtnK2BKo"°- 3HaueHwue Ct ans o6pasua MK2 no kaHany PAM.

[na nonyyeHus pesynbtatoB B Lg X ME/MN He06Xx04MMO BOCNOMb30BaTbCA (hyHKUMel LOG B nporpamme
Microsoft Excel.

Mpv NEepBoiA NocTaHOBKE cepui Habopa /19 pacyeTa UCTonb3yeTcs cpeaHee 3HadeHue Ct, nonyyeHHoe Ans AByx
MOBTOPOB Ka/MGpPaTopoB.
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8.5 UHTepnpertauna pesynbtaToB
WHTepnpeTaLmio pe3ynsTatoB NPOBOAAT B BYX BapuaHTax:

- B KQUeCTBEHHOM (hopMarte BPY4YHYIO B COOTBETCTBMU C Tabnuuei 13 u BKnafblemM, npunaraembiM K
HaGopy. Pe3ynbTar UcCeA0BaHMA CHUTAIOT AOCTOBEPHbIM, €C/IN PE3Y/bTaThl, NONYUYEHHbIE AN KOHTPOMbHbIX
06pa3sLi0B, COOTBETCTBYIOT KPUTEPVSIM BaIMAHOCTU, YKa3aHHbIM B Tabnuue 15;

- B KayecTBEHHOM W KONMYEeCTBEHHOM Qopmate B aBTOMATMYECKOM PEXWME C WCMO/b30BaHNEM
nporpaMmHoro obecneveHns FRT Manager (OO0 «WHTep/labCepBuc», Poccusa, PY Ne P3H 2019/8870)
COrnacHoO PYKOBOACTBY MOMb30BaTesnsi, BblOpaB METOAMKY, YKa3aHHYH BO BKfajbllle, NpuiaraemMom K
Habopy. PyKoBOACTBO MNONb30BaTeNs pa3melleHo Ha oduunansHom caiite 000 «MHTep/la6CepBuc» no
agpecy: https://www.interlabservice.ru/service/frt/. lVicnonb3yemble B NporpaMMHOM 06ecneyeHun
aropuTM MHTEPNpPeTaLUK pe3ybTaTtoB A4f1s uccaedyembix 06pasLoB U KpUTEpUM BaanAHOCTM pe3y/bTaTtos,
MONYYEHHBIX AN KOHTPONENR, NpeAcTaBNeHbl B Tabnuuax 14 n 15 cooTBETCTBEHHO.

Tabnuua 13
WNHTepnpeTauua pesynbtatoB 418 mccnegyemMblx 06pasLos
npu NpoBefeHnn KayeCcTBEHHOIo aHannsa
PesynbTar WHTepnpeTayuii
3HaueHne Ct no kaHanam gnsa qyopodgopoB PAM 1 R6G He HesanmaHbIi!
onpefeneHo U onpeseneHo Bbille rpaHAYHoro™M C6oii BKO! TpebyeTcs NOBTOPUTL aHa/In3
3HaueHue Ct no KaHany ans gnyopotopa PAM onpefeneHo He
BblLLE rpaHUYHOrO, a no KaHany ans qyopodopa R6G Bblile Pe3ynbTaT COMHUTESbHBII
rpaHnyYHoOro
3HaueHvie Ct no kaHany ans qyopotopa PAM onpefieneHo He
BbllLE rPaHWYHOro, a Mo KaHany Ansa dqyopodopa R6G He [JHK HBV He 06Hapy»xeHa
onpefeneHo
3HaueHve Ct no KaHany anda gnyopocgopa R6G onpeseneHo He
BblLLUE rpaHU4HOrO. Mpy 3TOM KprBas (ilyopecLeHLIMM faHHON
Npo6bI Mo JaHHOMY KaHay nepecekaeT NOPOroByHo /IMHWKO Ha [JHK HBV o6HapyxeHa
yyaCcTKe  XapaKTepHOro  3KCMOHEHUMa/IbHOTO  nofbemMa
thnyopecueHumu.
Tabnuua 14
NHTepnpeTayuna pesynbtatoB Ana nccnefyemMbix 06pasLos
npuv NpoBeAeHNN KOJIMYECTBEHHOIO aHanusa
Pesynbtar WHTepnpeTaums
3HaueHne Ct no kaHanam gns qayopodgopos PAM 1 R6G He HeBanmaHbIi!
OnpeAesnieHo W onpeseneHo Bbille rpaHiYHoro™ C6oit BKO! TpebyeTtcsi NOBTOPUTL aHa/3

3HaueHue Ct no KaHany ona gnyopodgopa PAM He onpefeneHo
WM ONpeAeneHo Bbille [PaHWYHOro, a Mo KaHaly /s
(hnyopodopa R6G onpefeneHo He Bbille rpaHNYHOro

O6HapyxeHa JHK HBV. KonnmyecTBeHHbIN
pacyeT HEBO3MOXEH

[HK HBV 06Hapy»eHa B KOHLEHTpaLumn MeHee
PaccuntaHHoe 3HaveHWe KoHUeHTpauum [OHK no kaHany ans 250 ME/Mn npu akapakLyn 13 100 Mkn
thnyopothopa R6G MEHbLUE HMKHErO npeaena NMHERHOro o6pasLa

[vana3oHa M3MepeHus Habopa, Mpu 3TOM 3HaueHue Ct no

KaHany Ans (nyopodopa PAM onpegeneHo He Bobiwe AAHK HBV 0GHapyxeHa B KOHLEHTpauum mexee
FPaHN4HOrO 125 ME/Mn npy akeTpakumm 13 200 MK

obpasua

rPaHNYHbIE 3HAYEHUA Ct YKa3aHbl BO BK/ladblLle, npunaraeéMom K Ha6opy.
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Pesynbrar WHTepnpeTtauua

[HK HBV o06Hapy»eHa B KOHLEHTpauun MeHee
25 ME/mn npm akcTpakumm u3 1000 Mkn
ob6pasua

PaccuntaHHoe 3HaueHve koHueHTpauuy OHK no kaHany gns
tnyopodopa R6G Haxogutcs B mpefenax JIMHEeMHoro
[AnanasoHa u3MepeHus Habopa, mpy 3TOM 3HadeHue Ct no
KaHany pna  dqiyopogopa FAM  onpefefneHo He Bbllle
rpaHnyHoro

[JHK HBV 06Hapy»eHa B KOHLEHTpaumm
XxHO" ME/mn nnm Lg X ME/mn

PaccumMtaHHOe 3HaueHue KoHueHTpauum OHK no kaHany and
thnyopodiopa R6G Bbllle BepxXHEro npedena JMHERHOro

AvanasoHa M3MepeHusi Habopa, Mpu 3ToM 3HauyeHue Ct no AHK HBV 0GHapyxera B KOHUEHTPaum bonee

108 ME
KaHany pgna  dnyopodopa TAM onpedeneHo He Bbllle 1108 ME/mn
rpaHn4Horo
3HaueHve Ct no KaHany ana gnyopodiopa R6G He onpeaeneHo,
a no kaHany ana dqyopodgopa FAM onpefeneHo He Bblille JHK HBV He o6Hapy>keHa
rpaHnyHoro
Ta6bnuua 15
Kputepuun BannAHOCTM ANA KOHTPO/bHbIX 06pa3LoB
PesynbTaTbl amninguKaLmy no kaHay ans diyopogopa
KoHTponb
rAM R6G
OKO
o OnpegeneHo 3HaveHne Ct He Bbilwe 3HaueHme Ct oTCVTCTBYET
(oTpuLaTENbHLIA KOHTPOSb [aHIYHOTOM YTCTBY
3Kapakumm)
K_

< 3HaueHvie Ct oTcyTcTByeT
(oTpuaTensHbIi KOHTpOsb MLP) yTeTey

MK2 OnpepgeneHo 3HaveHve Ct He BblIlLe rpaHNYHOro

1 lMokasaresb 3¢htheKTMBHOCTM
amnngmkaumn (E) ona kannbparopos
1yknagbiBaetca B avanasoH 0,8 -1,2\®;
» KoathpmumeHT petepmuHaupm (R He
MeHee 0,99'%®

MK1
k2

8.6 BO3MOXHble OWNOKM N peKOMeHAaLNM N0 UX PELIEHUID

8.6.1 [ina oTpuuatenbLHOro KoHTponsa akcTpakumm (OKO) no kaHany ans gpayopodopa R6G onpeaeneHo
3HayeHune noporoeoro umkna (Ct). BepostHa KoHTamMmnHaumsa nabopaTopun NpogyKTaMy aMnangukauum nim
KOHTaMUHaLWA peareHToB Uan uccnefyemblx 06pasLoB Ha KakoM-1Mbo atane nccnegoBaHusa. Heobxogumo
NPeANPUHATL Mepbl MO BbISBEHUIO U IMKBUAALMN UCTOYHUKA KOHTaMUHALMW WU NOBTOPUTL UCCNef0BaHue
Bcex 06pasLoB, B KOTOpbIX 06HapyxkeHa [JHK BbisBAseMoro Bupyca, HaunHas ¢ atana akctpakuum JHK.

8.6.2 Ana oTtpuuatensHoro kKoHTpona TUP (K-) no kaHany pgna dnyopojopa FAM  u/unm
R6G/HEX/JOE/VIC onpeneneHo 3HayeHve noporosoro uukna (Ct). BeposatHa koHTaMuHauus naéopartopum
NpoAyKTamu aMmninukaumm nnm KoHTaMmuHauma peareHTos, nccnegyemMoix 06pasLoB Ha KakoM-mM60 atane
MUP-nccnepgoBaHua. HeobxoAMMO NpeanpuHATL Mepbl MO BbIABNEHUIO W IMKBAZAUUM  UCTOYHMKA
KOHTammuHauumn v nostopuTtb MLP-nccnenosaHve Bcex 06pasLoBs, B KOTOPbIX 06HapyxeHa AHK BbisBnsiemoro
BUpYCa, HauMHasa ¢ aTana amnangukauun AHK.

paHNYHble 3HaueHUs Ct yKasaHbl BO BKMAApILLE, NpUiaraeMom K Habopy.
[aHHble KpUTEPUM YUUTBIBAIOTCS TOMBKO MW NMOCTAHOBKE B KOJIMYECTBEHHOM (hopMare.
KoathtpmumeHT aetepmmHaLmm (R yuuTbIBaeTCS MpM NePBOiA NOCTAHOBKE MCMOMb3YeMOI Cepumn Habopa.
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8.6.3 Ecnm nokasatenib apheKTUBHOCTM E Npy NOCTPOEHUM KanmbpoBO4HOW npsimoli meHee 80% wmnm
6onee 120 %, Heo6x04MMO NPOBEPUTHL NPABU/ILHOCTb 3a4aHHbIX 3HAYEHWUI KOHLEHTpauuii KanubpaTtopos B
COOTBETCTBUW C BKNaAbILEeM K HA60pY peareHToB 1 NPasuibHOCTb BbIGPAHHOIO YPOBHA MOPOroBOW JIMHUN.
Ecnm npu npaBW/bHO 3afaHHbIX KOHLEHTPaLUAX KaimbpaTopos W ypOBHE MOPOroBOM NMHUWM MoOKasatesb
3((heKTUBHOCTM He yKnajbiBaetcs B TpebyeMblii ananasoH, cnefyeT NoBTOPUTL UCCefOBaHME, HAuYMHas C
artana [LP.

8.6.4 ina uccnegyemoro obpasua onpefeneHo 3HayeHMe NOpPOoroBOro LUMKMa, npyv 3TOM Ha rpaduke
(hnyopecueHUnn OTCYTCTBYET YYaCTOK XapakTepHOro 3KCMOHEeHUManbHOro nogsema (rpagmk npegcraenser
co60li NpMOMM3NTENBHO NPAMYIO NNHWID). Heobxogumo NpoBepuTb NPaBUIbHOCTb BbIOPAHHOIO YPOBHS
MOPOrOBOA NMHWM WM NapameTpoB pacyeTa 6a30BON MHUK. Ecnn pesynbTar NosiyyeH Npyu nNpaBUIbHOM
YPOBHE MOPOroBOMA NMHUK (6a30BOI NUHWMK), TPEBYETCA MOBTOPHO MPOBECTV aMMNIMPUKALUI0 N AETEKUUIO
Ans atoro obpasua.

8.6.5 B cnyyae nosy4yeHUs HeBaNMAHbIX WAM COMHUTE/IbHbIX pPe3ynbTaTtoB TpebyeTca MOBTOPHOE
nccnegoBaHne o6paslia, HauMHas ¢ atana aKCTPaKuUM HYKNEeMHOBBIX KUCMOT. B cnyyae BOCMPOM3BOAMMOTO
pesynbTaTa PeKoMeHAyeTcs NMOBTOPHO NPOBECTU B3siTWE, MpPeaBapuTesibHY0 NOATOTOBKY W UCCNefoBaHue
obpasua.

8.7 [wnarHoctnyeckoe 3HayeHue MoJiy4eHHOro pesynbrarta

MUP-nccnepoBaHne sBNSETC OAHMM W3 METO[OB BCECTOPOHHEro o6CnefoBaHWs MaLMEeHTa, Ha
OCHOBAHWM KOTOPbIX /leyall,uii Bpay ycTaHaBAMBAeT AWArHo3 W BbiOUPAET MeponpusTUs Mo NIEUEHUID
nauueHta. PesynbTaTbl, MOMyYeHHble MPU  WCMONb30BaHMKM Habopa, CcnefgyeT paccMaTpuBaTh W
WHTEPNPETUPOBaTh B COYETAHWUM C AaHHLIMW APYTUX KAMHUUYECKMX 1 N1abOpaTOPHbIX UCCNea0BaHiA.

9. ®YHKUNOHA/bHbIE XAPAKTEPUCTUKI HABOPA

9.1. Mpepgen o6HapyxeHus °

Mpepnen obHapyxeHnsi Habopa «AMnaulpainm® HBV» 6bin onpeaeneH ¢ CNonb30BaHWEM NPO6UT-aHaM3a ¢
95%-0i1 A0BEPUTENBHON BEPOSTHOCTLIO (CM. Tabnuuy 16).

3HaUYeHVs XapaKTePUCTUKI, YKazaHHble B Tabnuue 16, JoCTMratoTcs Npy COG/MIOAEHUN NPaBW, YKasaHHbIX B
pasgene «Mccnepyemblii Matepua».

Tabnuua 16
Mpenen obHapyxeHuUs Habo pa
O6bem bruomatepuaia npu Mpenen obHapy>xeHns no 95%-blii 4OBEPUTENBHBIA MHTEPBAJT,
3KCTPaKLUMn, MK Probit 95%, ME/mn ME/mn
100 50 42,8-58,6
200 25 22,5-28,2
1000 5 48- 53

9.2. /IHelHbIl Anana3oH U3MepeHus u npeaen U3MepeHus

[anasoH, B KOTOPOM Habop AaeT NMHENHLIA OTBET, NpuBefeH B Tabnmue 17. Mpegen nsmepeHus Habopa
ABMIAETCA HWKHUM NpeaesioM IMHENHOr0 AnanasoHa u3mMepeHns Habopa. YKasaHHbIe 3HAYEHWS XapaKTepUCTUKM
JlocTUraoTes Mpy coBHAEHUM NPaBWA, YKa3aHHLIX B pagene «Mccnefyemblii Matepran.

Mpegen obHapyxeHust - 95%-0e MOMOXKWTENBHOE MOPOroBOE 3HaYeHMe KOHLUEeHTpaumn (KoHueHTpaums OHK
BbISB/IIEMOrO BO30YyAWTENS, NPU KOTOPOiA 95% TECTOB Aat0T NOIOXKUTENBHLIV Pe3y/bTar),
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Ta6bnuua 17
JInHelHbI Anana3oH nsMmepeHus Habopa

0O6beM Bromarepuana Npu IKCTpakumm, Mk * JInHeHbIN grana3oH namepexus, ME/mn
100 2,5x10" - 1x10®
200 1,25x10"-1x10®
1000 2,5x10"-1x10@

9.3. AHanuTtuueckas cneynpuyHoCTb
Habop peareHTOB 06Hapy»xnBaeT T0N1bKO parmeHT JHK Bupyca renatuta B (HBV).

AHanuTnyeckas cneumdmyHocTb Habopa «AmnnulpaliM® HBV» oueHuBanach TecTupoBaHuem HK
MMWKPOOPraHNM3MoB W BUpYycoB (cM. Tabnuyy 18) u reHomHoi [AHK uenoseka. HK MuKpoopraHusmoB w
BMPYCOB B KOHLEHTpaLmmn He MeHee 1x10™ konuii/mMn n reHoMHyto JHK yenoseka B KOHUEHTpauun 1 mkr/mn
BHOCWAM B 06pa3ubl 6GMONOrMYeckoro matepuana, He cogepxxawune HK HBV.

Tabnuua 18
MWKpoopraHn3Mbl 1 BUPYCbl, UCMONb3yEMbIe AN11 OLLEHKN aHANUTUYECKON cneynuyHocTn
MMKPOOPraHn3Mbl 1 BUPYChI

Hepatitis C virus (HCV) Herpes simplex virus 1(HSVY)
Human immunodeficiency virus typel (HIV-1) Herpes simplex virus Il (HSV 1)
Human immunodeficiency virus type 2 (HIV-2) Staphylococcus aureus
Epstein-Barr virus (EBV) Streptococcus pyogenes
Cytomegalovirus (CMV) Streptococcus agalactiae
Human herpesvirus 6 (HHV6) Pseudomonas aeruginosa
Varicella Zoster virus (VZV) Escherichia coli

Mpn TecTupoBaHWM 06pa3LoB HK BbillenepeyncneHHbIX MUKPOOPraHM3MOB U BUPYCOB W reHoMHol AHK
yenoBekKa C UCNo/b30BaHMEM Habopa NePEeKPECTHbLIX PEAKLMIA BbISIBIEHO He GbiNo.

9.4. BOCI'IpOI/I3BO,EI,I/IMOCTb N NOBTOPAEMOCTb U3MeEpPEHUA

Bocnpon3BogMMOCTb U MOBTOPSEMOCTb Pe3ynbTaTtoB C WMCMOMb30BaHMEM Habopa OueHMBanW nyTem
TECTMPOBaHUA MOJefbHbIX 06pa3LoB. MogesnbHble 06pasubl 6GblIM NPUrOTOBNAEHBI NYTEM KOHTaMWHaLUK
o6pas3yoB nnasmbl  KPOBW CTaHZapTHbIM  06pasuom NpPeanpuaTus, cofepXalmm  UCKYCCTBEHHO-
cuHTe3npoBaHHyo AHK HBV. Kaxabiii obpasel npoxogwn Bce aTanbl uccnegoBaHus (akctpakuuioo OHK,
amnandukauunio AHK 1 getekunio pesynbtaTos).

Mpy OueHKe MOBTOPSEMOCTU KO3((ULMEHT Bapuauuu, paccyvMTaHHbIi N0 pesynbratam OnpeaeneHus
KOHUeHTpauuun AHK HBV, He npesbiwan 5 %.

Mpy OUeHKe BOCMPOU3BOAMMOCTM  KO3I(PPULUMEHT Bapuauuy, paccuuMTaHHbIi N0  pesynbTartam
onpegeneHns koHueHtpaumm AHK HBV, He npesbiwan 10 %.

9.5. [MpaBUNbHOCTb N3MEPEHNA

MpaBUILHOCTL U3MEPEHNSA C UCMONb30BaHNeEM Habopa «Amnaulpaiim® HBV» 6bina onpedeneHa nytem
TeaMpoBaHMWA CTaHAapTHOro obpasua NpeAnpuAaTUs, COLEPXKALLEr0 MCKYCCTBEHHO-CUHTE3NPOBaHHY JHK
HBV, B 160 nosTopax (cMm. Tabnuuy 19).
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Ta6bnuua 19
MpaBUNbHOCTb N3MEPEHUSA
CpepnHee 3HayeHne YCTaHoB/EHHOE CuctemaTnyeckas norpeLuHocTs (B)
KoHUeHTpauum HK HBV, 3HayeHue
logio KOHLeHTpauuu, logic logic %
5,67 57 0,03 05

9.6. [OwnarHocTunyeckas cneynPmUyYHOCTb U AMarHocTMyeckas YyBCTBUTEIbHOCTb

Ona onpefeneHns AWarHOCTUYECKON CneuuuuHOCTU M AMArHOCTUMYECKOlM 4YyBCTBUTENbHOCTM Habopa
«AmnanMpaim® HBV» 6binn ncnonb3oBaHbl 828 06pa3L,oB Niasmbl KPOBK,

B kauyecTBe HabOpPOB CpaBHEHNWS, C MOMOLLbIO KOTOPbIX yCTaHaBnmBanu Hanuume/otcytcreme OHK HBV
ncnonb3oBanucb Habopbl peareHToB «AmMnaMCeHc® HCV/HBV/HIV-FL» (PY Ne ®CP 2009/06187) wn
«AMnnnCeHc® HBY-MoHuTtop-P!» (PY Ne ®CP 2007/00584).

PesynbTaTbl TECTUPOBaHWSA Habopa «Amnaullpaim® HBV» B cpaBHEHMM C Habopamu CpaBHEHWS
npueegeHbl B Tabnuue 20.

Tabnuua 20

Pe3ynbTatbl TeCTMpOBaHUA 06pa3L,0B 6GMONOTMYECKOro Matepumana c oMol b0 Habopa
«AMmnaulpainm® HBV»

Vcenemyemble 06pasLp Pe3y/ibTaTbl TECTMPOBAHIS
TecTpyeMbiii Habop Ha60opb! CpaBHeHNs
Tvn KonmdecTso O6pasipl AMNMCeHC* AMnANCeHe*
Mnx
AMnANTIpaN™ HBY oy st f/WV-ft - HBV-MoKtyeiHFL
MonoXuTebHbIX 184 184 184
Mna3ma Kposu 828 TecTvpoBaHye He
OtpuLaTenbHbIX 644 644 MPOBOANOCH

3HaveHns AMarHoCTMYeCcKOM Cneuu@uUuHOCTM W AWarHOCTUYECKOW  YyBCTBUTENbHOCTM  Habopa
«AMnanMpaim® HBV» ¢ goBepuTenbHOM BEPOSTHOCTbIO 95%, paccuMTaHHble, UCXOAA W3 MOMYYEHHbIX
JaHHbIX, NpyBeseHbl B Tabnuue 21,

Tabnuua 21
[dnarHoctnueckne xapakTepucTukm Habopa peareHToB «Amnanlpanm® HBV»
1 Twno6pasyos 1 [JunarHocTnyeckas cneumpuyHoCTb j [JunarHoctmyeckas 4yBCTBUTE/IbHOCTb
j Mnaswva kpoBu | 100% (99,43%-100%) 100 % (98,02 % - 100 %)

9.7. OueHKa BIMSAHUSA UHTEPDEepMPYOLLNX BELLECTB

BnusHue wmHTepdepupyolMx BelieaB, MOTEHUMAIbHO COAEPXKALIMXCA WM NPUCYTaBYOWNUX B
uccnegyemom o6uomatepuane, Ha addektuBHoab MLP npu mcnonb3oBaHMM Habopa «Amnnaullpaiim® HBV»
OTCYTCTBYET. He BbISIBIEHO WHIMOMPOBaHME peakuun amnaudukaumm npu  gobasneHun K obpasyam
6vomatepmana Ha 3Tane 3KapakuuMum WHTEPhEepPMPYIOLLMX BELEeCTB, MNpeACTaBNeHHbIX B Tabnuue 22, B
MaKC/MaJilbHO BO3MOYKHOI KOHLEHTpaLWM.
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Ta6bnuua 22

VHTepdepurpyolwne BeLLeCTBA; UCMOb30BaHHbIE NPY TECTUPOBAHMK Habopa

WHTepthepeHT
remorno6uH
VUMMYHOII06Y/IMH G
NakToheppuH
oMNNpyouH
TpUrAMLEPUabI
anboymMmH
[HK yenoseka
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KoHueHTpauwms uHtepthepeHTa B obpastie

200 mr/mn

16 mr/vn

1 Mmkr/mn
200 mr/mn

5000-30000 mr/mn
50000 - 60000 mr/mn
1x10® konmi/mn
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YnakoBkKy ¢ nmogunnsmpoBaHHbiMK peareHTamn (MKO-1 HBV Lyo, MKO-2 HBV Lyo, BKO B Lyo)
Heo6X0AMMO BCKpbIBaTb HENOCPEACTBEHHO Nepes UX BOCCTAHOBEHNEM.

PeareHTbl Nnocne BCKPLITUS XPaHUTb B TEX XKE YCM0BUAX, YTO M A0 BCKPbITUA. HEBCKPbLITbIE U BCKPbIThIE
peareHTbl (3a MCK/IIOYEHWEM BOCCTAHOBMEHHbLIX) CTabW/bHbI B TEYEHME CpPOKa FOAHOCTW, YKa3aHHOro Ha
3TUKETKE, NpU cOBMAEHUN YKa3aHHbIX YCIOBUIA XpaHeHus. He gonyckaetcs 3amMopaKuBaHUE peareHToB
Habopa.

Ha6op, XpaHMBLUWIACS C HapyLIeHMEM YKa3aHHOIo pexumMa XpaHeHus, NPUMEHEHUIO He NOAEXNT.

11. TAPAHTUW NMPON3BOOAWNTENA

Mpon3BoauTeNb TapaHTUPYeT COOTBETaBME XapaKTepUCTUK Habopa TpeGoBaHWSAM, YyKa3aHHbIM B
TEXHMYECKO U 3KCMyaTaUMOHHON [OKYMEHTaUWu, B TeYeHMEe YKa3aHHOTO CpokKa TOAHOCTV Mpw
cO6MII0AEHUN BCEX YCNIOBUIA TPAHCMOPTUPOBAHUSA, XPAHEHWSI 1 NPUMEHEHWS.

PeknamaumMm Ha KayectBO Habopa «Amnaulpaim*™ HBV» Hanpaenstb B agpec npou3BoavTens
00O «Hekctbmo»: 111394, r. Mocka, yn. TonumepHas, 8 cTp. 2, Ten. (495) 620-08-73, e-mail:
info@nextbio.ru.

MpV BbLISBNEHWU HeXenaTenbHblX Peakuuii Npu WCnonb3oBaHUMM Ha6opa, (akToB U 0GCTOATE/LCTB,
CO3JAlOWMX YrPo3y >KWM3HWM W 3[0POBLI0 TPXKAAaH W MeAULUMHCKUX PaBGOTHMKOB Mpu o6palieHun K
aKcnnyataumMu Habopa, PeKoMeH[yeTcs HanpaBUTb COOGLLeHMe Mo ajpecy, YKasaHHOMY Bbille, U B
YNONHOMOYEHHYI0 TOCYIapCTBEHHYIO  PErynumpylollylo  opraHusaumio (B Poccuiickoit  ®egsepauumn -
OGefiepanbHas cnyx6a no Haa3opy B cdepe 34paBOOXpPaHEHUs) B COOTBETCTBUM C  [€ACTBYHOLLUM
3aKOHO/1aTe/IbCTBOM.

KoHcynbTaumio no pabote ¢ HABOPOM, a Takke MO BOMPOCAM, KacaloLWMMCS KayecTBa Habopa, MOXHO
Mo/y4YnThb MO KOHTAKTaM, yKasaHHbIM Ha o(uLiManbHOM caiiTe MpounssoanTens: www.nextbio.ru.

Bepcus 15.12.22-1 28
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NMPOHYMepOoBaHO, CKPEen/IeHo U NPOLLUMTO
JD _ unCT (a/os)

l'eHepanbHbIN gnpekTop ObLecTBa ¢
LUIYENHOM OTBETCTBEHHOCTbIO

0.0. NaHnHIOKOB

00



YTBEPXAAIO

HABOP PEATEHTOB A4 BbIABNEHNA U KOJTMYECTBEHHOIO
OMPEAENEHNA OHK BUPYCA TEMATUTA B (HBV) METOZ0OM
MONMMMEPA3HOI LIEMHOW PEAKLWWN C AETEKUWVEN B PEXWME
«PEAJTbHOIO BPEMEHW» «AMMTAMNPANM® HBV>»

MO TY 21.20.23-160-09286667-2022

dopma Bbinycka 1
dopma BbInycka 2
®opma Bbinycka 3
dopma BbinycKa 4

LLlabnoH nacrnopTta KayecTsa
Jinct yTBEepXXaeHns

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



Amnnulpainm® HBV \u

Habop peareHToB /19 BbISIBNIEHMS 1 KONMYECTBEHHOIO onpeaeneHys IHK Bupyca renatuta B (HBV)
METOAOM MO/IMMEPa3HOI LIEMHOM peaKLyn C AETEKLMEN B PEXXVIME «PealbHOro BPEMEHI» [Irr-MM-a4
«Amnmmpaiiv™ HBV» noTY 21.20.23-160-09286667-2022

®OPMA BbIlNYCKA 1 2 rrrr-Mmm-4a4
KoHTposib kavectsa nposeaeH no TY 21.20.23-160-09286667-2022.

1. YNAKOBKA N MAPKUPOBKA HAEOPA
YnakoBKa 1 MapKMpoBKa Habopa yKasaHHOW cepum COOTBETCTBYHOT TpeboBaHuam TY 21.20.23-160-09286667-2022.

2. KOMMJIEKTHOCTb MOCTABKMN

PesynbTarhl
KomroHeHT XapakTepumcTiKa Hopwma KoHTPOS
Ha6op peareHToB «AmrmlpaiivM* HBV»  thopma Bbinycka 1 B Ha/mumm COOTBETCTBYET

B 9/IEKTPOHHOM BWde Ha OMUMaibHOM — caifre

VIHCTPYKLY5 10 MPUMEHEHVIO HAbopa MpovssoauTeNs: Www.nexthio.ru

B Ha/m4nn COOTBETCTBYET

Kparkoe pyKOBOZICTBO M0 MPUMEHEHIO

HaGopa B GyMadKHOM Bige B Ha/IM4Mm COOTBETCTBYET
KomnnekT BKiagpILLelt B ByMakHOM Bige B Ha/INuMm COOTBETCTBYET
Macropr Kavectsa IEIp Sﬂeﬁagggrngwméﬁe xtg?o. rgcb“"‘“a“bHOM CUT€  ghammumm  cooTsetcTByeT
3. COCTAB HABOPA W BHELLUHWIA BA, KOMMOHEHTOB
KomnoHeHT Hopma Psgx’:;gi;b'
MUP-cmecbHBY 2 Npo6upky. Mpo3payHas XUOKOCTb. COOTBETCTBYET
Bytep C 2 Npo6urpKu. Mpo3payHast XXAKOCTb. COOTBETCTBYET
Tag nonmviepasa 2 npobupkw. Mpo3payHast XXUOKOCTb. COOTBETCTBYET
[KO-1 HBV 4 npo6upKK. Mpo3paYHas ALKOCTb. COOTBETCTBYET
[KO-2 HBV 4 Tpo6upku. Mpo3payuHas XUOKOCTb. COOTBETCTBYET
BKO B 2 NpoGurpku. Mpo3payHast XXAKOCTb. COOTBETCTBYET
OKO 2 Mpo61pKK. Mpo3payHast XOKOCTb. COOTBETCTBYET
K- 2 Npobupku. Mpo3payHast XXUAOKOCTb. COOTBETCTBYET
4. ®YHKLMOHA/BbHBIE XAPAKTEPUCTUKI HABOPAN
lNokasaresb Hopma Pfgz’:;ﬂ"
Mpeaen obHapy»KeHws
BoiseneHve [AHK HBV npu wuccnefoBaHMM  pasBefieHys
CTaHzapTHOro 06pasLia NpeanpusTMs «COM 115-22 AHK HBV» oo AHK HBV o6HapyxeHa. COOTBETCTBYET
KOHLEHTpaLmm 25 ME/Mn
Mpenen nsmepeHus
KonuuecteeHHoe onpegenene AHK HBV npu wuccnegoaHum — MomydeH KO/YECTBEHHbIA pesyrbTar,
pasBefieHns cTaHapTHOroO obpasua npeanpustus «COM 115-22  yKnaabIBatoLLMMCA B [JvanasoH  COOTBETCTBYET

JHK HBV» 10 KoHUeHTpaLymn 125 ME/mn 39,5-395 ME/mn.

Pe3ynbTaThl TECTUPOBaHUS UCCNeLyeMblx 06pa3LIOB Y KOHTPOIEM UCC/IeJ0BAHUS COOTBETCTBYIOT KPUTEPUAM BaNIMAHOCTM, YKa3aHHbIM
B MHCTPYKLMK N0 NPUMEHEHUI0 Habopa.

TecTMpytoTCa Npun 3KCTpakumm 13 200 Mk obpasua.
& 000 LMPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU
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-£E=HekcTBENO 000 «HekcTb1O», Poccus, 111394, 1. Mockea, ys. MonvmepHas, 4. 8, ¢Tp. 2,
Ten. (495) 620-08-73, e-mail: info@nextbio.ru

MACMNOPT KAYECTBA
Ne Homep nota/P2121-22

Amnnulpanm® HBV

Habop peareHTOB A1 BbISB/IEHMA 1 KOM4yeaBeHHOro onpeaenerna AHK supyca renarura B (HBV)
METOA0M NONMMEPA3HOI LIENHOM peakLn € AETEKUVEN B PEXXVME «PeasibHOro BPEMEHI» [Trr-MM-44
«Amnmpaiiv» HBV» no TY 21.20.23-160-09286667-2022

®OPMA BbIlMYCKA 2 Irrr-Mmm-4ag,
KoHTposb KavecTsa nposedeH no TY 21.20.23-160-09286667-2022.

1. YNAKOBKA 1 MAPKPOBKA HABOPA
YnakoBKa 1 MapKv/poBKa Habopa yKa3aHHON Cepyn COOTBETCTBYHOT Tpe6oBaHuAM TY 21.20.23-160-09286667-2022.
2. KOMMJIEKTHOCTb NOCTABKW

Pesynbrarbl
KomroHeHT XapakrepycTnka Hopma VAITpOM
Habop peareHToB «Avn/mlparim™* HBV»  dhopma Bbirycka 2 B Ha/muvn COOTBETCTBYET
B O/IEKTPOHHOM BWE Ha O(WLMaNbHOM  caifre
VIHCTDYKLWSt 110 MIDVIMIEHEHVIO HaBopa Mpovi3BoAMTENst: Www.nextbio.ru BHA/MMM  COOTBETCTBYET
Egggége PYKOBOACTEO O MPUMEHEHINO B OyMa>KHOM BUE B Ha/M4mmt COOTBETCTBYET
KomnnekT BriaapiLLeli B GyMaXHOM BULe B Ha/I4Mm COOTBETCTBYET

B 9MIEKTPOHHOM BWAE Ha OGWMLMaNbHOM — calite

Macniopr kauectea MPOV3BOAVTENS; WAM.Nexthio.ru

B HU/IM4Mn COOTBETCTBYET

3. COCTAB HABOPA 1 BHELLIHWI B/, KOMMOHEHTOB

Pesynbrarbl
KoMmmoHeHT Hopma Kopronﬂ
100 npo6upok (12,5 cTprnos no 8 npobrpok). MpospadHas KOCTb,
MLP-cmecuHBY paCKaJF?IaHaF?'IOp,(I'Iap adwF?H 6eM10r0 u,B(Fa):a_ POK). Mpo3p e COOTBETCTBYET
Bytep 0 2 Npo6upku. Mpo3payHas XUAKOCTb. COOTBETCTBYET
Taq nonvmepasa 2 Npo6upKK. Mpo3payHas XUAKOCTb. COOTBETCTBYET
[KO-IHBV 4 npo6upkw. Mpo3padHast XUOKOCTb. COOTBETCTBYET
MKO-2 HBV 4 npoGupkK. Mpo3padHast XUAKOCTb. COOTBETCTBYET
BKOB 2 NpoGupKK. Mpo3payHast XAAKOCTb. COOTBETCTBYET
OKO 2 Npo6upkw. Mpo3paydHas XULKOCTb. COOTBETCTBYET
K- 2 npodupkw. Mpo3payHas XUOKOCTb. COOTBETCTBYET
4. ®YHKUMNOHAJIbHBIE XAPAKTEPUCTUKI HABOPAN
lNokazaresb Hopma Psgzg;;i;bl
lMpeaen o6Hapy>KeHns
BosBrenve [OHK HBV npy  wuccnenoBaHAM  pasBefeHus
CTaHAapTHOro obpasLia npeanpusTus «COM 115-22 IHK HBV» po - AHK HBV o6HapyxeHa. COOTBETCTBYET
KOHLeHTpauwmm 25 ME/Mn
MNpenen vaMepeHus
KonuuectBeHHoe onpeneneHve OHK HBV npu wccneposaHum — TMomyyeH L(OI'IVIHeCTBEHHbIIZ pe3ynbTar,
pasBefeHVs cTaHaapPTHOrO obpasiia npeanpustus «COM 11522 yKnadblBaroLynes B [Jnana3oH  COOTBETCTBYET
JHK HBV>» [0 KoHUeHTpaumm 125 ME/Mn 39,5-395 ME/m.

Pe3ynbTaTbl TECTUPOBAHWS UCC/IEAYEMbIX 06Pa3LL0B 1 KOHTPOJE UCC/IeA0BaHUS COOTBETCTBYHOT KPUTEPHSIM BA/IAHOCTU, YKa3aHHbIM
B MHCTPYKLMK MO NPUMEHEHMIO Habopa.

TecTmpytoTca npu akcTpakumm 13 200 Mk obpasua.

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



5. YCNoBWA TPAHCIIOPTUPOBAHNA N XPAHEHA

YCNoBYist TPaHCNOPTUPOBaHNS

Habop TpaHcnopTMpoBaTb Mpu Temnepartype oT - 24 go - 16/C.
[onyckaeTcs TpaHcnopTupoBaHue npu temnepaTtype ot 2 go 86C

He 6onee 5 cyToK.

[arta Bbigayn nacnopra XX.XX.XX

neyatb noapasaesieHus

JomkHocTb

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

Ycnosusi XpaHeHNs
Ha6bop xpaHuTb npu Temnepatype oT - 24 po - 16 “C B
3awneHHoM oT cBeta MecTe. KoHTponbHble o6pa3uybl (MKO-1

HBV, MKO-2 HBV, BKO B n OKO) nocne pa3mMopo3Ku XpaHWUTb Npwu
Temnepatype ot 2 o 8 *C B TeyeHue 6 mecaueB. He gonyckaeTtcs

NoBTOpHAas 3aMOPO3Ka KOHTPOJ/IbHbLIX 06Pa3L0B.

nognuck (paclumgposka)



HeKCTEM O 000 «Hekctbro», Poccna11394, . Mocksa, yi. MNMonumepHas, 4. 8, c1p. 2,
SrenomC Ten. (495) 620-08-73, e-mail: info@nextbio.ru

MACMOPT KAYECTBA
Ne Homep nota/P2121-23

AmnnnMpanm® HBV |HOT|

Habop peareHToB A/19 BbISB/EHUSA 1 KONMYECTBEHHOTO onpeeneHns AHK Bupyca rerarvra B (HBV)
METOZOM MO/MMEPA3HOV LIENHOI peakuym ¢ AeTeKumeli B peXVIME «PeasibHOr0 BpemeHy»»

9 rrrr-Mm-A
«Amnulpainv™* HBV» no TY 21.20.23-160-09286667-2022
®OPMA BbIlMYCKA 3 2 rrrr-Mmm-4a4
KoHTposib KavecTa nposegeH no TY 21.20.23-160-09286667-2022.
1. YNAKOBKA /I MAPKMPOBKA HABOPA
YnakoBka 1 MapKupoBKa Habopa yKa3aHHOI cepumn COOTBETCTBYHOT TpeboBaHuam TY 21.20.23-160-09286667-2022.
2. KOMNJIEKTHOCTb MOCTABKIW
Pesynbtarsl
KOMMOHEHT XapaKTepucTuka Hopma KOHTPOIS
Habop peareHtoB «Avnmlpaiiv® HBY»  ciopma Bbimycka 3 B Ha/IM4MM COOTBETCTBYET
B 9MIEKTPOHHOM BUAE Ha OMUMaTLHOM — Ccaiite
VHCTpYKUMA Mo NpyMeHeHno Habopa MPOV3BOIMTENS: VwMW.Nextbio.ru B H/M4MM COOTBETCTBYET
ﬁggge PYKOBOZCTBO T10 MPVIMEHEHLO B GyMaXHOM BUze B Ha/I4MM COOTBETCTBYET
KomnnekT BKnaapILLeli B ByMaXKHOM BUaE B H/UMM COOTBETCTBYET
B 9MIEKTPOHHOM BWaE Ha oduumanbHoM —caitre
lMacrnoprt kauectsa MpOV3BOATENS: W.nextbio.ru . BHMaM COOTBETCTBYET
3. COCTAB HABOPA U BHELLHWIA B, KOMMOHEHTOB
Pesynbrarbl
KomnoHeHT Hopma KOHTPONS
MUP-cvecs HBY 100 npo6umpok. Mpo3payHas XMAKOCTb, packaraHa nog, napadgwH. COOTBETCTBYET
Bytep D 2 NpoBypky. Mpo3payHast XKUOKOCTb. COOTBETCTBYET
Tap nonnmvepasa 2 MpoGMpKK. Mpo3padHast XXOKOCTb. COOTBETCTBYET
MKO-1 HBV 4 npoburpkw. TMpo3payHas XOKOCTb. COOTBETCTBYET
MKO-2 HBV 4 npobupku. Mpo3padHas XaKoCTb. COOTBETCTBYET
BKOB 2 Npo6upkm. Mpo3padHas XUAKOCTb. COOTBETCTBYET
OKO 2 nMpo6umpkw. Mpo3payHas XOKoCTb. COOTBETCTBYET
K- 2 Npo6upKu. Mpo3payHas AKOCTb. COOTBETCTBYET
4. ®YHKUMNOHAJIbHBIE XAPAKTEPUCTUKN HABOPAM
Pesynbtarsl
Mokazaresb Hopma KOHTpONIA
npeaen o6Hapy>XeHs
BosBneHve [OHK HBV npn  uccnegosaHuM - passeneHuA
CTaHJaPTHOro 06pasLa NpeanpusTVa «COM 115-22 AHK HBV» o [IHK HBV o6Hapy»eHa. COOTBETCTBYET
KOHUEeHTpaLym 25 ME/Mn
Mpenen vaMepeHus
KonuuectseHHoe onpeaeneHvie AHK HBV npu vccreposaHum — TomyyeH KOrn4ecTBeHHb i pesyrbTar,
pasBefieHns CTaHapTHOro obpasLia npeanpusAtus «COM 11522 yKnaabIBatoLLMNCS B [OvanasoH  COOTBeTCTBYyeT
JHK HBV» o KoHUeHTpaummn 125 ME/Mn 39,5-395 ME/mr,

Pe3ynbTaTbl TECTUPOBAHWS MCCNedyeMblx 06PasLoB U KOHTPOel UCCieA0BaHUs COOTBETCTBYIOT KPUTEPUSIM BaIMAHOCTY, YKa3aHHbIM
B MHCTPYKLMMW MO NPUMEHEHWI0 Habopa.

<TeCTMpytoTCa Npu aKcTpakummn 13 200 Mkn 0bpasua,
& 000 LMPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU



5. YCNOBUA TPAHCMNOPTUPOBAHA 1 XPAHEHNA

YCoBYIS TPAHCMOPTMPOBAHWS!

Ycnosus xpaHeHns
Habop xpaHuWTb npu Temnepatype oT - 24 pgo - 16 °C B
Habop TpaHcnopTMpoBaTh Npu TemnepaType oT - 24 go ~ 16.“C.  3alW,Mw,eHHOM OT cBeTa MecTe. KoHTposibHble o6pasybl (MKO-1
[JonyckaeTcs TpaHCnopTUpoBaHWe npu Temnepatype oT 2 go 8 “C HBV, MKO-2 HBV, BKO B n OKO) nocne pasmMopo3ku xpaHuTb npu
Temnepatype oT 2 o 8 °C B TeyeHne 6 mecsueB. He gonyckaertca

He 6onee 5 cyToK.
MOBTOPHAaA 3aMOPO3Ka KOHTPOJIbHbIX 06Pa3L0B.

[arta Bbigaun nacnopta XX.XX.XX

reyatb nogpasseneHms noAnuck (pacLumMgpoBKa)

JomxHoCTb

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



ﬂ:, HeKCTEMO 000 «HekcTtbro», Poccuna, 111394, r. Mocksa, ya. I'IonMM_ep_Haﬂ, 4.8, cTp. 2,
Ten. (495) 620-08-73, e-mail: info@nextbio.ru

MACMNOPT KAYEaBA
Ne HomMep foTa/2121-24

Amnnulpanm® HBV

Habop peareHToB /19 BbISIBIEHS 1 KOMMYECTBEHHOIO onpeaeneHys IHK Bupyca renatura B (HBV)
METOZOM MOMMMEPA3HOIA LIEMHOW peakLun ¢ AeTeKLVMEN B PEXVIME «PeasibHOro BpeMEHM» MFIT-MM-A,
«Avnnmpaiim* HBV» o TY 21.20.23-160-09286667-2022

®OPMA BbIMYCKA 4 n rrrr-mm-g4
KoHTporsib KauecTsa nposeaeH no TY 21.20.23-160-09286667-2022.

1. YNAKOBKA 1 MAPK/POBKA HABOPA
YnakoBKa 1 MapKMpoBKa Habopa yKa3aHHOI Cepum COOTBETCTBYHOT TpeboBaHusam TY 21.20.23-160-09286667-2022.
2. KOMIMJIEKTHOCTb MOCTABKW

PesynbTarsl
KomnoHeHT XapakTepuanka Hopma VLB
Habop peareHToB «Avnmipaliv™ HBV»  dhopma Bbinycka 4 B HA/UMn COOTBETCTBYET
B 9MEKTPOHHOM BWAE Ha odwiLMankHOM  caiite
VIHCTpYKUWMA MO NpUMEHEHMIO Habopa MPOV3BOZUTENA: VW, Nexthio.ru B Ha/ MMM COOTBETCTBYET
Egg;;ge PYKOBOACTEO O MPUMEHEHINO B GyMaxHOM Bize B Ha/ MK COOTBETCTBYET
KomnnekT BriaapILLei B GyMaxHOM Bize B Ha/ MMM COOTBETCTBYET
B 9/IEKTPOHHOM BWfe Ha OfMUMaIbHOM  caiite
lMacnopT kauecTsa MPOM3BOVTENS: VWU, Nexthio.ru B H/umm COOTBETCTBYET
3. COCTAB HABOPA U BHELLHWIA BA KOMMOHEHTOB
Pesynbtarsl
KomroHeHT Hopma KOHTPOMS
MLUP-cmecbHBY Lyo 96 Mpo6mpok (12 cTprnos no 8 Npo6rpok). Jiotmnmsar 6enoro LpeTa. COOTBETCTBYET
MKO-IHBVLyo 4 npobrpky. Jinodmnmsar 6enoro LiBeTa. COOTBETCTBYET
MKO-2 HBV Lyo 4 npo6upkw. JInotmnmsar 6e1oro LgeTa. COOTBETCTBYET
BKO B Lyo 2 nNpobupkw. Jinodmnmsar 6e1oro ugeta. COOTBETCTBYET
OKO 2 NpoGUpPKK. Mpo3payHast XXAKOCTb. COOTBETCTBYET
Pas6asurerb 2 NpoGUPKY. Mpo3payHas XUOKOCTb. COOTBETCTBYET
4. OYHKUMNOHAJTbHBIE XAPAKTEPUCTVKN HABOPA®
Pe3ynbTartbl
lNokazarenb Hopma KOHTPONS
npesen 06Hapy>XeHs
BoisneHve [AHK HBV npu  uvccnenoBaHuM - passeeHvs
CTaHAapTHOro obpasua npeanpusitus «COM 115-22 IHKHBY»a0  IHK HBV 06Hapy»eHa. COOTBETCTBYET
KOHUEHTpaLym 25 ME/vn
Mpesen namepeHus

KonnuecteeHHoe onpepneneHve OHK HBV npu mccnenosaHun { MonyueH KO/MYECTBEHHBIN pesy/bTar,
pasBeAeHWA CTaHAAPTHOrO 06pasua npeanpusTya «COM 11522 yknaapiBaroLLiics B [viana3oH  COOTBETCTBYET
JHK HBV» 10 KoHUeHTpaLumn 125 ME/mn 39,5-395 ME/mn.

Pe3ynbTaTkl TECTUPOBAHISA UCCNEAyEMbIX 06PA3LI0B N KOHTPO/IEH UCCeA0BaHIISt COOTBETCTBYHOT KPUTEPUAM Ba/IMAHOCTY, YKa3aHHbLIM
B VIHCTPYKLMM 1O MPUMEHEHNIO HABopa.

TecTupytoTcst Npm aKeTpakumm u3 200 Mk obpasua.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



5. YCNOBWA TPAHCITOPTUPOBAHUA N XPAHEHA

YCNoBMS TPAHCTIOPTUPOBAHWS

Habop TpaHcmopTupoBatb npu Temnepatype ot 2 go 8 “C.
[JonyckaeTca TpaHcnopTMpoBaHue npu temnepatype o1 8 o 25 *C
He 6onee 3 cyToK. He ponyckaeTcsa 3aMOpaxXMBaHWe peareHToB
Habopa.

Aata Bbigaun nacnoprta XX.XX.XX

[ O0MKHOCTb

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

nedyatb nogpasaeneHunsa

Ycnosus XpaHeHWs

Hab6op xpaHuUTb nNpu Temnepartype oT 2 o 8 *C B 3awwul,eHHOM OT
cBeTa MecTe. BoccTaHOBNEHHble KOHTpPOJSibHble o6pasubl (MKO-1
HBV Lyo, MKO-2 HBV Lyo, BKO B Lyo) xpaHuTb npu TemnepaType oT
2 no 8 °C He 6onee 3 mecsiueB. MUP-cmecb HBV Lyo xpaHuTb B
nakete ¢ CuUAMKarefnieM. YNakoBKY C /MOMUINIMPOBAHHLIMMU
peareHTaMu Heo6X0AMMO BCKpbIBaTb HEMOCPEACTBEHHO nepef WX
BOCCTAHOBNEHUEM. He ponyckaeTcs 3aMopaxuBaHuWe peareHToB
Habopa.

noagnuch (pacwngposka)
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MpgryMepoBaHo, CKPer/eHo U NPOLNTO
) _nucT (a/oB)
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