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NHCTPYKLP1A MO NMPUMEHEHUIO
MeOUUNHCKOro u3genusa ans AnarHocTukK in vitro
«Habop peareHToB AN KannbpoBKn «Kannopatopbl MagnoLIA HE4»,
no TY 21.20.23-692-98539446-2023»

1. HA3HAYEHWE

1.1. «Habop peareHTOoB Ana kKanubposkn «Kanmbpatoposl MagnoLlA HE4», no TY 21.20.23-692-
98539446-2023» (panee «Kanué6patopbl MagnoLIA HE4») npefgHasHayeH Ana KanubpoBku (YCTaHOBJ/IEHUSA
pedhepeHTHbIX 3HAYEHWNIA) aHaNn3a NPU KONNYECTBEHHOM OMNpeaeneHnn onyxoneBoro mapkepa HE4 (ganee HE4)
B CbIBOPOTKE W nna3Me KpoBW (NUTMeBas CONb renapuHa, HaTpueBas CONb renapuHa, kKanmesasa conb IATA
(Kra4TA, K334ATA))* uenoBeka MeTOAOM XeMWUIHOMUHECLEHTHOr0O MMMYHOaHanM3a Ha napamMarHUTHbIX
MUKpPOYacTMLax ¢ UCMONb30BaHMEM aBTOMATUYECKOro aHanmsatopa «MagnoLIA».

Habop «Kanubpatopsl MagnoLlA HE4» npuMeHaeTCcs COBMECTHO C MeAULUHCKUMU n3gennamu (ganee
M) «MagnoLIA HE4» n «KoHTponn MagnoLIA HE4».

1.2. ®yHKUMOHaNbHOE Ha3HayeHne MW «MagnoLIA HE4» npm CcOBMeCcTHOM npumMeHeHunm ¢ MU
«Kannépatopbl MagnoLIA HE4» wn/nnn «KoHTponn MagnoLlIA HE4» - KonuM4ecTBEHHOe onpefeneHue
KOHLeHTpaLun onyxonesoro mapkepa HE4 B cbiBOPOTKe M nnasme KpoBW 4venoBeka npu guddepeHunanbHow
AMarHocTuMKe fLo6pPOKavYeCTBEHHbIX U 3/10KA4eCTBEHHbIX HOBOO6GpPa30BaHMiA OpraHoOB Masoro Tasa, MOHUTOPUHTe
60NbHbIX C YCTAHOB/IEHHbLIM PakKOM AMYHWUKOB M OLEHKe 3P PEeKTUBHOCTU BbIGBPAHHOTO NeYeHus.

1.3. Kannbposka npu ucnonb3oBaHun MW «Kannépatopbl MagnoLIA HE4» fonXHa BbINONHATLCA And
Kaxgoro kaptpupxa «MagnoLIA HE4» B crnegylolnx cnyyaax:

- MpK 3anycke ceccumn Ha aHanusatope «MagnoLIA» ¢ ncnonob3oBaHnem Kaptpuaxa «MagnoLIA HE4»,
KannbpoBKa KOTOPOro paHee He NMPOBOAUNIAC;

- OAVWH pa3 B 7 AHel ansa Kaxpaoro kaptpuaxa «MagnoLIA HE4»;

- Npu 3anycke ceccun Ha aHanusatope «MagnoLIA» ¢ ncnonb3osaHuem KapTpugxa «MagnoLIA HE4»,
KannbpoBKa KOTOPOro npocpoyeHa (0T MOMEeHTa nocneaHein KanmbpoBKK NpoLwio 6onee 7 gHeR);

- ecnu pesynbTaT aHanu3a xota 6ol ogHoro KoHTpons n3 Habopa «KoHTponn MagnoLIA HE4»" BbIxogut
3a npegenbl yCTaHOB/IEHHOI O AManasoHa.

1.4. O6nactb NpumMeHeHna Habopa - KNMHMYecKas nabopaTopHas guarHocTumka.

' DKBMBANEHTHOCTL 06pa3L0B CbIBOPOTKM U MNa3mbl KPOBU 4esioBeKa, COAepXKallieid aHTUKOarynsHTbl (NMTMeBas COMb renapuHa,
HaTpueBas conb renapuHa, kKanuesas conb IATA (K23ATA, K33A4TA)), noateepxgeHa Ha 25 obpasuyax Kaxjoro Bujaa
aHTMKOarynsHTa ¢ pasHbiMu KOHUeHTpauuamn HE4 B aHanu3e npu ncnonb3oBaHmm Habopa «MagnoLIA HE4».

"Hab6op «KoHTponn MagnoLIA HE4» npegHa3HayeH Ans NOATBEPXKAEHWA NPaBUIbHOCTY KONMYECTBEHHOMO aHanm3a HE4 B cbIBOpPOTKe
n nnasme Kposu yenoseka «MagnoLIA HE4» Ha aHanusaTope «MagnoLIA».
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L.5. HaGop npenuasHaveH TONBKO ML AMATHOCTHKH in vilro, A NpodecCHOHAMLHOTO MPHMEHEHHS
OCPCOHAIOM, HMEIOIMM KBANHM(HKALMIO M BHLINOJHCHHS AHATHOCTHYECKHX HCCICAOBAHHMH in vitro B
pe3ynbTaTe cnelnuanbBoro ofpasosanus W ofyueHns. HiccnemoBaHMA MOTYT BBINOJHATE CHELMANMCTH He
Moznoxe 18 neT ¢ BRICIIMM H CpeHHM MEIUIMHCKUM, GHONOrHYeCKHM MM HHEM obpasosanueM (Bpag KJIJ,
6uonor, MEAUIMHCKHIH TEXHONOT),

HccnenoBalna NpOBOAAT B KIHHHKO-JHATHOCTHYECKHX faboparopuax, oGNACTHRIX, MOPOACKHX MAH
palioHHBIX, NOCYAAPCTBCHHBIX HIIM YacTHBIX GonbaAnax u apyrax JIITY.

1.6. Ha6op «Kanmubparops: MagnoLIA HE4» He uMeeT MpoTHBONOKA3AHKI K IPUMEHEHHUIO.

1.7. Ha6op «Kaxn6parops: MagnoLLIA HE4» npexnasnauen ana obcneoBalns BCEX TPYIIN HaceCHUA
moboro ro3pacra 6e3 rpanaugy no AeMorpadHYecKOMY HIH NONYIALMOHHOMY NPH3HAKY.

2. XAPAKTEPHCTHKA HABOPA

2.1. llpusuun gelicTeus

HaGop «KamuGparops: MagnoLIA HE4» npeacrasnser co6ol KOMIUIEKT U3 YeTHIPEX KanuOpaTopos.

Kamu6poska HaGopo «MagnoLIA HE4» ocymectnserca npu ucnons3osanuuy MU «KanuGpartopht
MagnoLIA HE4» no AByM yCTaHOBOMHBIM K JBYM HOATBEPXKIAIOIMM TOUYKAM M OCHOBaHA Ha MeEToAe
KOCBECHHBIX H3MepeHHH (BOCIIPOM3BOAMMAd KOMITOHEHTaMH Habopa senuiHa — KoHReHTpauus HE4, mvons/a,
HETIOCPEACTBEHHO H3MepAeMaid BeJHUHHA — CHPHAN XCMMWIIOMHHECLCHIMH, BhipaxenHmit B RLUP,
OTHOCHTCIIBHBIX CBETOBHIX CANHHAIIAX).

AHanu3 MpoBOANTCA Ha ABTOMATHIECKOM ananusarope «MagnoLIA» (nponssogurens OO0 «Komnanna
Anxop Buo», Poccus) B cooTeercTBuE ¢ HHCTpyKuMell kx maGopy «MagnoLIA HE4». 3navyeHns cHraanops
XCMHIIOMEHECUCHIMN B KIOBETAX, coAepxkamux KammOpatops 1 # 4, HCMOAE3YI0TCA B KAYeCTBE ONOPHEIX
(ycTanoBo9HBIX) To9eK. C NOMONIBIO JAHHEIX TOYEK IPOMCXOAHT KOPPEKTHpOBKa KannbposouHoro rpaduxa,
3aKOAUPOBAHHOrO B mamMaTH npuGopa. Ilo OTKOpPEeKTHPOBAHHOMY KannGpoBoYHOMY rpaduky onpeaensercsa
konnentpauus HE4 B aByx noareepxpaiomux KammGparopax 2 m 3. CoOTHOIICHHE KOHLCHTpallMH,
onpeaencHHod NMpuGopoM H ykazaHHOM B macnopre Habopa, CIYXMT KPHTEPHEM AN NPHHATHA pe3ynbTata
KanuGpOBKH NpoTpaMMHEIM ofecteyenneM anammsatopa «<MagnoLIA». Ha ocHoBe NpHHATOr0 KaMOPOBOYHOTO
rpaduxka paccunThiBaeTca kKoRUeHTpawus HE4 B anamasupyeMbix o6pasiiaX W KOHTPONBHEIX MaTepHanax.

2.2, Coctap Halopa H KOMILIEKT NOCTABKR

B cocta HaGopa peareHTOB BXOAAT CIACAYIOUIAE KOMIIOHEHTEI:

- xamGpopounas npo6a Nel Ha OCHOBe BOOHO-CONEBOTO pacTBopa, He cofepxamas HE4 (rounoe
sHayenHne xoHuentpanEr HE4 yxasaHo B MacmopTe H 3aKOAMPOBAHO INTPHX-KOAOM Ha kopobkxe Habopa
pearenToB). XXuaxocts, 0,5 mi, 1 wim 5 dnaxonon®, B 3aBHCHMOCTH OT BapHaHTa Henomienus (cM. Ta6muny 1)
MapkuponaHa «KanubGpatop 1»;

- xanmabposognas mpoba Ne2 Ha OCHOBE BOAHO-COJNEBOTO PacTBOpa, coacpxaiman HE4 (TouHoe 3HaqeHne
xouueHTpaupn HE4 B amanasone uzmeperust o 0 po 1500 mvoms/n ykasaHo B DacmopTe M 3aKOAHPOBAHO
IITPUX-KOOM Ha kopoOke HaGopa pearenToB). Kuakocts, 0,25 mn, 1 um 5 ¢nakoHOB* B 3aBHCHMOCTH OT
BapHaHTa ucnoymenud (cM. Tabmuy 1), Mapxuponana «Kannbparop 2»;

' - xanubpoBounas npoba Ne3 Ha OCHOBE BOHO-CONIEBOTO pacTBOpA, conepxaman HE4 (rouHoe 3HaueHHe
xonnentpauun HE4 B smanazone uamepenms ot 0 go 1500 mvons/n yxasaHoO B DacmopTe H 3aKOAMPOBAaHO
IITPHX-KOAOM Ha KopoGke HaGopa pearentos). XKumkocts, 0,25 Mn, 1 wm 5 ¢nakonos! B 3aBHCHMOCTH OT
BapuanTa ucnonHenns (oM. TaGmuny 1), MapkupoBara «Kamubparop 3»;

3Relative light units.

*T"'abapurHsie paimephl Gnaxona (JIB): 16,25mm x 36Mm; xpaimxr (IB): 16,2Mmx12,5uM.
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- kanuOpopouHas npo6a Ne4 Ha OCHOBE BOJHO-CONCBOTO PAcTBROpa, copepxamnas HE4 (Touaoe 3HaueHue
wmneHTpauun HE4 B auanaszone maMepenns ot O go 1500 mvons/n ykasaHo B macmopTe M 3aKOAHPOBAHO
WTPHX-KONOM Ha Kopofke HaGopa pearentos). XKumkocts, 0,5 Mn, 1 wim 5 duakonos® B saBucHMocTH OT
sapraHTa Kenonaenns (cM. Tabmuny 1), mapkrpopana «KamGparop 4».

B KOMIUIEKT TIOCTAaBKH BXOAAT: HAGOp peareHTOB, AHCTPYKLUMA N0 IPHMEHEHHIO, MacopT.

Kaxnpiii pnakon, conepxanmii Kanebparopui 1 1 4, paccuntan Ha 10 onpenenensit npu NOCTaHORKE B
AyOmkarax. 3Td kanubpoBoyHble Tpo6h! NpeHa3HAYeHR A BOCCTAHOBNEHUS MacTep-KpHroii Ha OCHOBAHKH
HOMHHAIOB, IPACBOCHHLIX AAHHOH cepyH (JI0TY) KATHOPOBOYHEIX IPO0 IPK MX ATTECTAIMH.

Kaxnuiii gnaxon, conepxamuii KamaGpatophi 2 1 3, paccuntan Ha 10 onmpenenennit npn nocranopke B
MOHOIUIAKATaX. JTH KATHOpaTophl IpeHa3HAYCHE! JUI1 BANHAALMH BOCCTAHOBNEHHOK MacTep-KpHBOH.

Tabmuna 1
Bapnant Haspanye KOMOOHEHTA
ucliz;u;gm, Breumnii BAJ KOMNIOHEHTa Kanmbpatop 1 | KaymGpatop 2 | KamuGparop 3 | Kanu6parop 4
[pospaunas U MyTHAA
1 mwT. 1 mT. 1 wr. 1 moT.
1430101 AKHAKOCTD OT GECUBETRONO
10 eNTOrO LBeTa (0,5 M) (0,25 mm) (0,25 M) (0,5m)
Mpo3spaynas wim MyTHas
S mrT. 5w, S mT. S mm.
1430105 | muakocTs oT GecupeTHOTO
0 KEJTOTO I{BETA (@ 05w | @025mn) | (W00.25mn) | (mo 0,5 mn)

2.3. Texumdeckne XapAKTEPHCTHKR

KanuGparopst, BXoAsnIKe B COCTaB HabOpa, aTTECTOBaHb! MO BHYTPEHHEH METOAMKE NPEANPUATHA IIPH
HCToNb3oBaHuu PaGoanx cranaapros npeanpusTus (PCIT).

Tounoe 3nauenne xonnenTpanuu HE4 3akoanpoBaHo B INTPHX-KOAE HA BTOPHYHOM YIIAKOBKE peareHra.

Komnouentnl nHaGopa «KambGparopst MagnoLIA HE4» He aBnmorcd KOHTPONbHBEIMH MaTEpHATAMH
NPAaBHILHOCTH® B HE MOTYT NIPHMEHATHCA VIS OLEHKH IIPaBHIBLHOCTH (3HAYCHHS aHAIHTHYCCKOTO CMELICHHS)
Pe3YAbTATOB KIIMHAYECKUX Na00pATOPHEIX HCCICAOBAHHH.

3. MEPHI TIPEAOCTOPOXKHOCTH

3.1. Norenumansuet pucx npuMeHeHusa HaGopa — kmacc 26 (cornacHo [lpaxasy Munucrepcrsa
aapasooxpaHenna PO Nedu or 06.06.2012 r.).

3.2. Bce KoMNIOHEATH HaGopa B HCMONB3YEMbIX KOHLIEHTPALMAX SBIMIOTCA HETOKCHIHBIMH,

3.3.Tlpn pabore ¢ HaGopoM cneayer cobmopars TpeGosanms I'OCT P 52905-2007 u CanlluH
3.3686-21.

3.4. Nomyckarts K paGore ¢ HaGOpOM TONBKO CELHANLHO 00YUCHHEIH IepCOHA.

3.5. Ilepen naganoM pabGoThH 03HAKOMHTLCA C HHCTPYKI(He# ¥ MPAMEHATH HaGop CTPOro Mo HA3HAYCHHIO.

3.6. IIpu paGote ¢ HaGOPOM CNEAYET HCIONL30BATh CHEIHATHIHPOBAHHYIO OACKAY (MEAMIHHCKAH Xanar
WIH KOMOHMHE30H, IANlOYKY) M CpeACTBa MHAMBHAYANbHON 3aliaTH (MacKy, 3alDMTHRIC OYMKH, OJHOPA3OBLIC
PE3MHOBBIE MM IUIACTHKOBLIE MIEPUaTKH, paspellleHHble K IPAMEHCHEHIO Ha TeppHTOpHH PO), T.K. IPOH3BOAHEIC
KpOBM, BXOJMAIIKE B cOCcTaB Habopa, H Mccaenyemble o6pasnsl ABAAIOTCS NOTEHIHANLHO MHOHUHPOBAHHBIM
MaTCPHANIOM, CTIOCOOHKIM JUIMTENBHOS BpeMs COXPaHATL W Nepeaasarh Bo3OyauTeNeH pasiHYHBIX BHPYCHBIX
HHbexnui.

SKOHTPONLHLI MATEDHAN ¢ NPRNMCAHHNMH (METPONOTHYECKN NMPOCACKCHHRMN), aTTECTOBAHHBIMH (ONYHCHALIMA B PESYNbTATE
CPABHEHHA C ITANOHOM, KANHOPATOPOM), YCTAHOBICHHBIMH (HA OCHOBE MEANIAG0PATOPHOrO KOHCOHCYCA ¢ NPHMEHEHHEM PEQEPEHTHBIX
MCTOJMK HIMEPEHMA) 3IHAMCHHAMH MCCICXYEMBIX KOMMOHCHTOB, NDSAHASHAMCHHMIH [UIN ONEHKM NPABWIBHOCTH (3HAUCHHA
AHATTHTHIECKOTO CMELICHHA) Pe3YNBTATOR KITHHHIECKHX Na6OpaTOpHEIX HCCACAOBAHNN COOTBETCTBYIOLIMX KOMIIOHEHTOB.
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3.7. Buumanne! B cocraB koMnoHeRTOB Haopa BXOAAT COJIsHAs KHCIOTA B KOHUCHTpammH 0,05 % a
IOHCEPBAHT B KOHIICHTpatau MeHee 0,05 %, yTo aBiercs GezonacHBIM A venopeka. [Ipn HCNONE30BAHKH 1O
BA3HAYEHAI0 M COOMIOACHUM Mep MpPEefOCTOPOXHOCTH KOHTAKT ¢ OPraHM3MOM 4YejoBexa uckmoueH. [lpu
2BAPHIHEIX CHTYAIMAX BO3MOXHO pas/ipaxeHHe KOXKH M CHAUCTOH 060M0uKH a3 y 4yBCTBHTEIBHAIX muL. [Ipk

KOHTAKTe MPOMLITH IOPOKEHHOE MECTO BOIOM H 0OpaTHTHCS 3a MEAMIIMHCKON OMOIIBIO.

3.8, Xumuueckas nocysa  000pyaoBaHHE, KOTOPEIC HCMONE3YIOTCA B paboTe ¢ HabopoM, AoMKHE! OHITH
COOTBETCTBYIOIHM 00pa3oM MapKHPOBAHBI H XPAHHTHCH OTHCIBHHO.

3.9, lna o6pabotkn nocyasl B OGOPYAOBAHAA PEKOMCHIYCTCA MCIOJIB30BATH ACIHHOHUIMpYIONHE
CpeACTBa, HIrOTORICHHBIC HA OCHOBE TPETHYHBIX aMWHOB, YCTBCPTHMHAIX aMMOHHEBBIX coequHernlk (YAC) wm
CIUPTOB K Pa3pelieHHHIC K MPUMCSHEHHIO Ha TeppuTopuH PO, Henonpzopanue Ae3nHGHUMPYIOAX CPEACTB Ha
OCHOBE aKTHBHOTO KHCJIOPOZAA M XJIOpa BO3MOXHO JIHIIb Ha TpeCTEpHNH3aLHOEHOM 3TaNe ¢ nocaeayomet
TepMHYECKOH crepumzanmeit.

3.10. 3anpemgaercsa npHeM NHIH, HCIIONB30BAHHE KOCMETHIECKAX CPEACTB A KYPCHHE B NOMCINCHHSX,
npeAHasHAYCHHBIX JUTA paboTel ¢ HaGopoM.

3.11. Y6upate W Ae3HHGNIMPOBATH pPasNHTHIC o0pasibl HIM KOMNOHEHTH Habopa, HCMOMB3ys
Ae3uHQUIHpYIONINE CPECTBa B cooTBETCTBHE MY 287-113.

3.12. YpanaTe HECHCTONB3OBAaHHBIC PEAKTHBEI HaGopa B cooTBeTcTBHH ¢ TpeGosammamu CanllaH
2.1.3684-21.

3.13. Tlocne mHCOOMB30BAHHMS BCE KQMIOHEHTH Habopa, 0o0pasibl, KOHTPOJBHEIC MATEPHANEL,
PaCXOAHEIC MATCPHANLI W APYTHE PCArcHTHl, KOTOphC KOHTAKTHPOBAIH ¢ ofpasuiaMH Bo BpeMa oOpaGorku,
XpaHeHHS WIH aHANH3a (B TOM MHCME: NEPUATKH, HAKOHEYHHKH H T.J.) AOMKHEI COOHPaThCA OTACHBLHO M
CTCPHIH3OBATECH B ABTOKIABE ¢ mocieaylomelt yrnnusauuelt 8 coorBercTBHA ¢ TpeGoBanmamu CanllaH
2.1.3684-21. BMeCTO aBTOKIABHPOBAHASA OTXOAB MOTYT GHITE CTEPHIH30BAHEI AC3HEGHIHPYIOLIHM CPEACTBOM,
NoCNe YTHAR3HPOBAHK B COOTBerTcTBHH ¢ TpeGoBannaMu CanlluH 2.1.3684-21.

3.14, He ucnone3oBaTh Ha0OP MO HCTEYCHHH CPOKA FOJHOCTH.

4. OBOPYAOBAHUE H MATEPHAJIbBl, HEOBXOAMMBIE JAJA IIPOBEJIAEHHA

AHAJIT3A

- (AHAIM3ATOD ABTOMATHYCCKHE HMMMYHOXMMHAYECKHH XeMWHOMHMHeclLeHTHhE «MagnoLIA» ¢
npuHayiexsocTaMu o CHAB 421457.002 TY («MagnoLIA») (mpoussogurens OO0 «Komnauus Ankop Buo»,
Poccus, PY NeP3H 2019/9282);

- «HaGop peareHTOB MIA KOJHYECTBCHHOr0 MMMYHOXEMHIIOMHHECLECHTHOrO ompeneneHus Genka 4
smrauauMuca uenoseka «MagnoLIA HE4», o TY 21.20.23-691-98539446-2023» (npomssommrens 000
«Komnanus Ankop Bno», Poccns, xat. Ne 1430001, 1430002);

- «HaGop peareHToB I KOHTPONA KavecTsa anamsa «Kontpona MagnoLIA HE4», mo TY 21.20.23-
693-98539446-2023» (mpouasogurems 000 «Kommarusa Amkxop Buo», Poccus, xar. Ne 1430201, 1430205,
1430210);

- Boano-conesodft pacTBOp AN NPOMBIBKM PeakuMoOHHBIX KioseT MagnoLIA «Bydpep W1y
(npoussoaurens OO0 «Komnanus Ankop brao», Poccus, kar. Ne0000405);

- OTnenvHBle Xanmar, Imamouka, o0yBb H OAHOPA3OBBIC NMEpPYATKH, PaspelICHHBIE K NPHMEHEHMIO Ha
tepputopun PO (unu coorsercrytomue 'OCT P 52239-2004);

Ipu neobxodumocmu! Boguo-conepoit pactsop Mis passenenus ofpasuos MagnoLIA «/wmoeHT
1» (npoussomurens OO0 «Komnauus Anxop Buo», Poccns, kat. Ne 0000301 xaptpumk mms kar. Ne 0001001

¢nakoH).

4

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



paropsl MagnoLIA HE4»

5. ITPOBEJAEHME NPOLEAYPHI KAJINBPOBKH
Onucannas B AaHHOH MHCTpYKUMH HMHGQOpMAIMA COACPXHT MHINL OOLIMe CBEJCHHS O NOPAAKE
BEJICHHA NpoLenyphl KaTHOpOBKH Ha aHanusaTope «MagnoLIA». Jlna nonyuenus aetansHold nHGOpMAMU
scpell HauanoM paboThl 03HAKOMBTECH ¢ PYKOBOJCTBOM IO SKCIUTYaTaluH aHamusatopa «MagnoLIA».

5.1. IToaroToBKa PEArenTOB

5.1.1. Bionownts aBroMaTHueckull anankarop «MagnoLIA» cornacHo pyKOBOACTBY IO 3KCIUTYATALAH.

5.1.2. Kanmu6paTopht rOTOBH K HCIOJIE30BAHHIO,

®nakoHk! ¢ KaTHOparopaMu HeOGXOANMO BHACPKATH HPH KOMHATHOR TeMnepatype He MeHee 30 MUHYT
IO HAaYa/Ia aHANHTHYCCKOR CECCHH. :

5.1.3. Ilepememats conepumoe GpaakoHoB, H3beras nesoobpasopand. OTKPHITH (PAAKOHBI H MOJOXKHUTH
KPBILKH ICPEBEPHYTRIMH Ha CYXYIO MIOBEPXHOCTS.

5.14. Habop «Kambparopu MagnoLIA HE4» pasmecTuTs B WITaTHBaX, NpeAHASHAYCHHBIX N
KareGpaTopoB ¥ KOHTpoNel.

§.1.5. Ilepen 3arpyskoif peareHTOR, HeOOXOAMMEIX 1A HPOBEACHHA aHAJIA3A, B COOTBETCTRYIOMME 6I0KH
AHATM3ATOPA MPOBEPUTH BCE PACTBOPH HA OTCYTCTBHE ITY3bIPHKOB BO3AYXA. Y AATHTD MY3bIPhKA KO NNPOBEACHHS
aHANH3A JIETKHM NOKAaYHBAHHEM, He Aonyckad neHooOpasopaHu4.

§.1.6. Iepen 3arpysko#t kaprpmka «MagnoLIA HE4» B 6ok peareHToB HEOGXOXHMMO MpeABapATENLHO
yOeANTECK, Y10 NAPAMATHHTHEHCE MHKPOYACTALL! HAXOMATCH B PECYCHECHIHPOBAHHOM COCTOSHHM, 4 caMa
CyCTeH3Us TOMOTeHHA. ECIM MHKpOYacTHUEL. He pecycnermmpyiorcs, HE HCIIOJIb3YATE HABOP n
obpaTHTech K MECTHOMY NPEACTABHTEMO mpowussomurens. g nomyuenusa Gonee noapoGHOH uedopMaimu
obparHTech K HHCTPYKUHEH N0 NpAMEeHEHMIO Habopa «MagnoLIA HE4». .

§.1.7. 3arpysuTh NOATOTOBJICHHEIE PEAreHTH H NMPHHAICKHOCTH Ha GopT aHamusatopa «MagnoLIA»
COTIaCHO PYKOBOACTBY 10 SKCIUTyaTAlHH.

£.1.8. 3arpy3uTs naHHLIC 0 PpeareHTax B NaMATH ABTOMATHYECKOro anamu3aropa «MagnoLIA» cornacHo
PYKOBOACTBY 1O SKCIUTYaTallHH.

5.2. KannbpoBka

Anammatop «MagnoLIA» MOXeT ocylecTRIAT: KaMHOPOBKY B OTACNBHO BEUICHCHHOH CECCHH HIH
OAHOBPEMEHHO ¢ 0fpasuaMu B paMKax oAHOM aHanuTHdYeckofl ceccun. [Ipoueaypa xamOpoBkE BHIOIHAETCH
npexae MoOhX Ha3HAYCHHBIX TECTOB HE3ABUCHMO OT MOMEHTa pasMelleHHA HaGopa kanu6Gparopos Ha Gopry.

BHHUMAHHE!

Komnonentn HaGopa «KamiGparopm MagnoLIA HE4» ne aomxrbl HaxomuTecA Ha Gopty npubopa
Gonee 3 vacoB, CyMMapHO B ACCATH CECCHAX, HEOOXOMMMO YYMTHLIBATH 3TO NPH BHINOIHCHHH MpPOLEAYPH
KanuOpOBKH OAHOBPEMEHHO ¢ 06pa3naMi B paMKaX OAHON aHATATHYECKOM cecchH. PEKOMCHAYETCA BLITPYKaTh
IOTATHBH ¢ KamOparopaMy Mo MCTeYeHHH MMHHMA/IBHOTO BPEMEHHW C MOMCHTA 3aBCPLICHHA PacKallblBaHHA
COAEPXKMMOro BceX (pnakoHOB KanubpaTopos H KOHTpoJieH.

Ann npedomepasenun ucnapenun 3cudKocmu cpasy nocae Ucnons3oeanuR (raxonst #eobxodumo
3GKPNMS KPHUIKGMIL 6 COOMEEMCMSUN C UX MAPKUPOSKOHU, NOMECIUMD & YRAKOGKY RPEORPURMUR-
U320MOBUMENR & 6EPMUKANBHOM NONONCER Y U obecnevums xpanenue npu memnepamype om + 2 0o + 8 °C
¢ XONOOUMBHMX KAMEPAX UAN 6 XOJOOWRBHUKAX, OOECRENUSAIOWUX PENAMEHMUPOSARHbIE
memnepamypruiii pescum.

5.2.1. Ilpu ycraroBke Ra Gopr aHanM3aTopa, TS KaXKo# HOBOH cepun (yoTa) HaGopa «KanuGparops:
MagnoLIA HE4» Heo6X0omuMOo NpOBECTH NpoLeAypY PErHeTpaluy kanubposounoro HaGopa.

Jnsa aroro nepeliaure B MeHio KA/TUEPOBKA.

B Huxnell yacTH 2kpaHa Baxmure xHonky PETHCTPALTHA HABOPOB.

B OTKpHIBHIEMCS OKHE 3aNOTHHTE JAHHKIE IIYTEM CYATHIBAHHA JBYMCPHOIO MITPHX-KOAA CO BTOPHIHON
ynaxoBkH (kopoOxu) usaenus, nu6o BBEANTE HHOPL! INTPHX-KOAZ BPYUHYIO,
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6paropsl MagnoLIA HE4»

Hna coxpaHeHHs AaHHBIX O Habope, Haxmute kHonky [IPHMEHHUTDH (B cny4ae HeoOXOAMMOCTH
ROJKUTH paboTy B JaHHOM OkHe) Wi kHonky "OTOBO (ans coxpaHeHHMs JaHHBIX M 3aKPLITHS OKHA).
[lpu HeoOxoaMMOCTH, BO3MOXHO BHECEHME JaHHBIX O HECKOJbKHX cepuax (norax) Habopa
«Kanu6paropsl MagnoLIA HE4».

5.2.2. 3arpy3ute wratuB ¢ HabopoM kanubpaTopoB Ha 60pT aHaNM3aTOpa, CUHTANTE IUTPHX-KOABI C
¢pnakoHOB 3arpyxeHHoro mratusa nyrem Haxatus kHonku CHUTATD LITPUX-KObI unu unentudukaimeit
¢1aKOHOB BpY4HYIO.

5.2.3. Buecute kanuMbpoBKy B CHHCOK 3aja4, KOTOpble MAOJXKHBI OBITH BBLINOJIHEHBI B JaHHOM
AHATHTHYECKOH CECCHH.

Jns sroro nepe#iaute B MeHto OBPA3L]bI.

B neBoit yacTu 3kpaHa Boibepute kHonky JOBABHTH KA/IUBPOBKY.

B neBoM BepXHeM yriy OTKpbiBLIErocs okHa 6yaer oTo6paxeH CIIMCOK TECTOB, /IS KOTOPBIX MOXET ObITh
BBINOJIHEHA KaTHOpoBKa. BeiGepHTe U3 NpeIockeHHOTO CHCKA HeOOXOAUMBII TeCT.

B npaBoM BepxHeM yriy OyAyT moKaszaHbl FOTOBblE K 3amycky cepuu (JoThl) Habopa «Kamubparops!
MagnoLIA HE4». U3 npencrasneHHoro cnucka BbibepuTe HEOOXOAUMYIO CepHIO (JIOT) (HECKONBbKO MOTOBBIX
cepuit (notoB) Gyaer oToOpaxaTbCs B JaHHOM CIIUCKe, €CliM Ha GopT mpubopa ObUIO 3arpy€HO HECKOJIbKO
cepHit (J10TOB) KUTHOPOBOYHBIX HAOOPOB U1 OJHOTO TECTA).

Hnsa no6aBneHns BbIOpaHHOM KaIMOPOBKH K CIUCKY 3amay Haxmute kHonky [JOBABHTH (B cnyyae
HeOOXOMUMOCTH NMPOIOKHTE paboTy B JaHHOM OkHe) uiH kHonky /'OTOBO (ans coxpaHEHHs AAaHHBIX H
3aKpBITHA OKHA).

5.2.4. 3anycTuTe aHAIMTHYECKYIO CECCHIO aBTOMaTHuYeckoro aHamuszatopa «MagnoLIA» cornacHo
PYKOBOACTBY 110 3KCIUTyaTaLlHH.

5.2.5. IIporpamma npuGopa 1Mo3BoJIss€T aBTOMaTHYECKH BBIMOJIHHTL BCE CTAJHH aHaIN3a Ui Habopa
«MagnoLIA HE4» 6e3 BMemaTenbcTBa Noab30BaTeNA.

5.3. PesyanTaTnl

Mo okoH4yaHNH aHanMUTHYeCKOHN ceccuu nepeiaute B MeHi0 KAJTHBPOBKA.

B neBoii yacTH 3kpaHa BbIOepuTE HEOOXOAUMBIN TECT H3 MPEATIOKEHHOrO CITHCKA.

3ateM B BepXHeii paBoii 4YaCTH 3KpaHa BEIOEpHTE HEOOXOAMMYIO CcepHIO (JIoT) KanubpoBoyHoro Habopa
JUIS AaHHOTO TecCTa.

Huxe Gyner otobpaxena undopmaiius o BbiOpaHHO#N kanubpoBke:

- Ne no nopsaxy;

- BUIHAHOCTD BbIOpaHHOH KanHOPOBKH;

- laTa NpoBeACHUSA aHaJIu3a;

- 3HaYeHHe aHATMTHYEeCKOro curuana as Kanubparopa 1;

- 3HaueHHe aHAJIMTHYECKOro curHana s Kanubparopa 4.

Jna nonyyeHus Gonee mnoapoGHolt uHopMauuH o BbIOpaHHOH KamHOpOBKE, HaKMHTE KHOIKY
KAJTHBPOBOYHAA KPHBAA.

B oTkpbiBiIEMCs OKHe GyaeT oToOpakeHa pacluHpeHHas HH(popMaLHA O KaTHOPOBKe:

- coobmeHue 06 ycnemHoM 3aBeplIeHHH KaTHOpOBKH;

- nara Kamu6poBKH;

- CPOK FOHOCTH KaJTHOPOBKH;

- niopMmauus o kamubpoBoyHom Habope (Tect, cepus (y1oT), HomMep Habopa (Ne), cCpOK roAHOCTH
Habopa);

- 3Ha4YeHHE aHATHTHYECKoro curHaa s Kanubpatopa 1;

- 3HaYeHHe aHATUTHYECKOro curHana s Kamubparopa 4;

- 3HaYeHHe KoHUeHTpauuu s Kamubparopa 2;

6

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



6paropsl MagnoLIA HE4»

- 3HaYCHHE KoHLeHTpauuu 1 Kanubparopa 3.

- rpadHK ¢ HaHECEHHBIMH KATHOPOBOYHBIMH KPUBBIMH. CHHMM MYHKTHpOM 0603HauaeTcs pedepeHcHas
HOpOBOYHaA KpHBas, 3aKOAMPOBaHHas B MaMsATH NpHGOpPa; 3eJE€HON CIIOIIHON JHHHEH — MOCTPOEHHas
HOpOBOYHAs KpHBas, TOYKH Ha KOTOpOH COOTBeTcTBYIOT KoHueHTpauuH HE4 B KanuGpatope 2 u

KanmuGpatope 3.

6. TPAHCIIOPTUPOBAHHUE U XPAHEHHE

6.1. TpancnopriupoBaHue HaGOpOB ciiefyeT MPOM3BOAMTH BCEMH BHIAMH KPBITOTO TPAHCNOpTa MpH
TeMmnepatype ot + 2 no + 8 °C.

6.2. TpancnoprHpoBaHHe H3Aenuit npu Temneparype oT + 2 no + 8 °C HOMKHO NMPOM3BOAMTHCA B
€MKOCTAX MJIH TMpH TMOMOIUM XOJOAWIBHBIX YCTAaHOBOK, OOECIEYHBAIOIMX PperjiaMeHTHPOBaHHbIR
TeMIIEpaTYPHEIH PEXHM.

6.3. Jlonyckaercs TpancnopTHpoBaHHe HabopoB npu Temneparype a0 + 25 °C He 6osee 15 cyTok, B TOM
yuciie npu temneparype +37 °C He 6onee 1 cyTok.

6.4. HaGopbl, TpaHcnopTHpoBaHHBIE C HapyLICHHEM TEMIIEPaTYPHOIO peXHMa, MPUMCHEHHIO HE
nojuiexar.

6.S. Cpok roqHocTn HabopoB — 12 MecsueB OT AaThl NPOU3BOJCTBA.

6.6. Xpanenne HabopoB JOMKHO MNPOBOAMTLCS B YNAKOBKE INPEANPHUATHA-U3TOTOBUTENS MpH
Temneparype oT + 2 1o + 8 °C B Te4eHHe BCEro Cpoka rofHOCTH B XOJOAHJIBHBIX KaMepaX HIIH B XOJIOAHJIBHHKAX,
obecneynBaloIHX periaMeHTHPOBaHHBIR Temnebarypnsm PEXHUM.

6.7. HabGops! ¢ HCTEKIIHM CPOKOM I'OZIHOCTH MPHMEHEHHIO HE TOJJIEXAT.

6.8. [Ipy apoGHOM HCNONB30BAaHMH KOMIIOHEHTHI Habopa XpaHATCA B YMAakoBKE MpEANpPHATHSA-
H3TOTOBHTEJS B BEPTHKATLHOM TIOJIOKEHHH NpH TeMmnepatype oT + 2 10 + 8 °C B XO/MIOAHBHBIX KaMepaxX HIIH B
XONOAM/bHUKAX, 00ecneynBaoLIHX periaMeHTHPOBaHHBIN TEMIIEPAaTYPHBIi PEXUM, B TEUEHHE 1 Mecsua co aHs
BCKDBITHS MEPBHYHON ynakoBkH. KOMMOHEHTH! He NOJDKHBI HaxoJMThCA Ha Gopry mpubopa Gomee 3 uyacos,
CYMMapHo B iecaTH ceccusx. [locne uenons3oBanus GprakoHbl HEO6X0IMMO HEMEICHHO 3aKPBITh KPBIIIKaMH H
obecneynTs periaMeHTHPOBaHHBIA PEXXHM XPaHEHHS.

7. TAPAHTHHMHBIE OBSI3ATEJIbCTBA
lapanTHiHBIA CpOK rogHOCTH Habopa 12 MecsueB oT aathl npoussoacTea. Habop mpenHasHaueH s
OJTHOKPATHOIO MPUMEHEHHUS U He NMOJUIEXHT PEMOHTY H 006CITYKHBAHHIO.

8. BE3OIIACHAA YTH/IM3ALINA
Ilpu wucnonb3oBaHuH Habopa oOpasyioTcs orxoabl KkinaccoB A H b, kotopble yTHAH3HpYIOTCA
B cooTBeTcTBHH ¢ CanlIuH 2.1.3684-21 u MY 287-113 (Tabnuua 2).

Tabnuua 2
Knacc
OTtxoas!
A OMacHOCTH
Bropuunas noBas
P (rpy ) Kopo6xa n3 MOHOKapTOHa
yTaKOBKa OTtxonpl
JKcnyaTalHOHHas HHCTpYyKUHS 10 NPUMEHEHHIO Knacca A
JOKYMEHTalus [Tacnopt
Bce koMnoHeHTsl HAGOpa, KOHTPOJbHBIE MaTEPHAIILI,
aCXOIHbIC MAaTEpHAITE] H peareHThl, KOTOphIe
Jpyrse KOMIOHEHTHI pacxon p p ’ P Otxons!
KOHTaKTHpPOBaJIH ¢ oOpa3uaMH Bo BpeMs 06paboTkH, racca B
XpaHEHHs HJIH aHAJIH3a
IlepBuuHas ynakoBka drakoHsl, COAEPXKABIIHE PacTBOPHI KaIHOpaTOpoB
7
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He ncnonb3oBaHHbIE
KOMMOHEHTbI C UCTEKLLUNM
CPOKOM FOLHOCTM

9. NH®POPMALINA O NPON3BOANTENE
Mo Bonpocam kKadectBa MW «Habop peareHToB Ans Kannoposku «Kanubpatopbl MagnoLlA HE4»,
no TY 21.20.23-692-98539446-2023» o6pauwarsca B OO0 «KomnaHug Ankop buo» no agpecy: 192148,

r. CaHkT-leTepbypr, XXenesHogopoxHblii npocnekT, 4. 40, nut. A, Ten/dakc: 8(812) 677-8779, TenedoH
«ropayei nuHUn»: 8-800-234-37-79.

10. CUMBO/JIbIl, NCIMOJIb3YEMbBIE HA STUKETKAX

VD MeguumnHckoe nsgenve gns V CoAep>XXMMOro focTaTovHO N4
AWArHOCTUKY in vitro npoBejeHNsa N T1ecToB
Homep no katanory A OcTopoxHo!
LOT Kog naptum (Homep cepun) Mcnonb3oBaTb A0
w1 N3rotoButens I Mpenen TemnepaTypsl
(]3 Jarta nsrotosneHums Buonornyeckumii puck
m Ob6paTuTtech K UHCTPYKL UK MO
NPUMEHEH WO

MHCcTpyKumMa pa3paboTaHa B cOOTBETCTBMN ¢ TY 21.20.23-692-98539446-2023,
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000 «Komnauna Ankop Buo»

r. Cauxr-Tlerep6ypr, XKenesnonopoxustii np., a. 40, nur. A

Tenedon/daxc: (812) 677-87-79
NDACIIOPT N E002

HaGop pearenTos aaa xaaubpopka «KaauGparopsl MagnoLIA HE4»,

no TV 21.20.23-692-98539446-2023

Kar. Ne 1430101 Cepusa Ne E002 ®opmuposanue Ne 1 Komuuectso 100 mr.

Homunansroe CooteeTcTBHE
HtchOBaRES ggemuaﬁ mx 3HauCHAE, Komnnexranus Cep':;a KOHTPOJIPYEMOTO
pearcHta PMa Belllycka MO/ 1T peare napaMeTpa
KoMIIekT nocTaBKH
Kamubparop 1 Ipospaumeie 0 1 . (0,5 M) E002 COOTBETCTBYET
Kanu6parop 2 HJIH MYTHBIC 100 1 . (0,25 M) E002 COOTBETCTBYET
Kanu6parop 3 6:@1:00‘111 oT 250 1 ¢n. (0,25 M) E002 COOTBETCTBYET
IIBETHOTO A0
KanuGparop 4 SEXTON0 IBeTS 750 1 ¢ (0,5 M) E002 COOTBETCTBYET
ITacoopr 1 10T, - -
HIRCTpYKIHA 10 NPAMEHEHHIO [ Piiy - -
IlapaMeTpbl KOHTPOJISE Ka9eCTBA
CooTnercTBHE
HanmeHOBaHHE KORTPOMPYEMOT0 Hopwma KOHTPONHDYEMOTO
napameTpa napamerpa*
AHanuTHYCCKHH CHrHAR
KamuGparopa 4, oTH. cBeT. ef., He 200 000 COOTBETCTBYET
MeHee
CooTHOmEHRE AHAMATHYCCKUX B,<B,<Bs<Bs COOTBETCTBYET
CHTHAIOB KanHOpaTopoB
OTKNOHEHHE KOHICHTPALHH
Kannbparopa 2 u Karm6paropa 3 ot +15 COOTBETCTBYET
HOMHHAJBHOTO 3HAYCHHA, IPOLCHT
DnakoHbl 3 M H3 IPO3PAUHOTrO
YnakoBka H MapKHpOBKa crekna (¢ Tsazn“mw:; COOTBETCTBYET
KireeBolt Ha OyMaxHol OCHOBE

* JlaHHbIC ATTECTAIMH MPH COBMECTHOM Hcnonbsopanan ¢ MU «MagnoLIA HE4», cepust Ne EO02.

Mara usrorosnenns Habopa «17» anpens 2023 r.

Cpoxk rogHocTH Habopa no «17» anpens 2024 r.
Venoens xpanenus +2...+8 °C

Ycnosra TpancriopTrpoBanus +2...+8 °C. JlonyckaeTcs Tpancnopruposanue Habopa npi TemnepaTtype
a0 +25 °C e 6onee 15 cyTok, B TOM 4Hca€e Mpu TeMnepatype +37 °C He Gonee 1 cyTok

TOJIBKO JUIA AUATHOCTUKMU IN VITRO

Jna npodeccnoHaATEHONO MPHMEHEHNS FRTRC
HaGop cootBercrByeT e SO
TY 21.20.23-692-98539446-2023 /; K oraiaiust \\
PY Ne FE( pevap Bt %;
‘\(‘ - m;*tP()f Bio g‘yj
Brmmonuun Aymenbkuna Al Tposepun Kasapu‘%om{h;;w “f
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000 «Kommnanua Ankop buo»
r. Caunkr-IlerepOypr, XenesHoxopoxHsiii np., a. 40, nut. A
Tenedon/daxc: (812) 677-87-79

IIACIIOPT Ne E002

HaGop pearesTos aaa kaanoposxn «KaanGpaTopsl MagnoLIA HE4»,
no TY 21.20.23-692-98539446-2023

Kart. Ne 1430105 Cepns Ne E002 ®opmuporanue Ne 1 Konmuuectso 100 m.

HanmenoBanue | Baewnuit pua u Hc;v;am:oe KoMme Cepusa KoCoome'rc'rxgm
pearcHTa ¢dopma BEmycka MO Kramaa peareHTa HTE mmpma)
KoMNjIeKT NoCTABKH
Kama6parop 1 0 > ‘bn;‘%o 0.5 E002 COOTBETCTBYET
ITpozpaunsie
Kamu6parop 2 HIIM MYTHBIE 100 5 (lm.ﬁ;) 0.25 E002 COOTBETCTBYET
AKHIKOCTH OT
KamnGparop 3 | GecuBerroro no - 250 > dm'h%’ 0,25 E002 COOTBETCTBYET
XKENITOro UBETa - 5o, (@ 0,5
Kamu6parop 4 750 MJD ’ E002 COOTBETCTRYET
ITacnopr 1 wrT. - -
WHCTpYKUHS 10 NPHMEHEHHIO 1 . - -
ITapaMeTphb! KOHTPOJS KA4€CTBA
Hasne CootBeTcTBHE
CHOBaRHE KOHTPOJIHPYEMOTO HopMa KOHTPOJHPYEMOTO
napaMeTpa napameTpa*
AHAIHTHYECKHI CHIHA
KamuGpatopa 4, OTH. CBET. €A., HE 200 000 COOTBETCTBYET
MEHee i
CooTHOIICHHE AHANTHTHIECKHX B, <B;<Bs<Bs COOTBETCTRYET
CHI'HAJIOB KUMOpaTOpos
OTKNIOHEHAE KORIICHTpaLAK
Kanu6paropa 2 u KamuGparopa 3 ot + 15 COOTBETCTBYET
HOMHHAJIBHOI'O 3HAYCHKS, NPOLEHT
OnakoHK 3 MJ U3 OPO3PavHOIro
CTeKNa (¢ 3ABHHYUBAIOIAMECH
YIIaKoBKa H MAPKHPOBKA xpmmcafm). JTHKCTKH :I::enm ver
Kneepolt Ha OyMaxHoH OCHORE

* JlaHHLIC aTTECTAUNH NPH COBMECTHOM Henonb3osanny ¢ MU «MagnoLIA HE4», cepus Ne EQ02.
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Jata nsrotornenna HaGopa «17» anpens 2023 r.

Cpok rogHocTn Habopa 0 «17» anpens 2024 1.

Ycnosus xpanenna +2...+8 °C

Ycnosus Tpancnopruposanus +2...+8 °C. lomyckaerca TpancnopTupobanue Rabopa NpH TeMneparype
no 425 °C He Gonee 15 cyTok, B ToM uucne npu TeMneparype +37 °C re 6onee 1 cyTox

TOJBKO JJ1A NUATHOCTHUKH IN VITRO

Jins npodecCHORANBHOrO NIPAMCHEHHA
Ha6op cootBeTCTBYET

TV 21.20.23-692-98539446-2023

PY Ne

Bomonamn Jlymensxuna Al
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000 «Komnanus Ankop buo»

r. Cankr-IlerepGypr, XenesHoaopoxHsiit np., A. 40, nuT. A

Tenedon/daxc: (812) 677-87-79

IIACIIOPT Ne E003

HaGop pearenTos gia xaanGpopka «Kaaubparopnt MagnoLIA HE4»,
no TY 21.20.23-692-98539446-2023
Kart. Ne 1430105 Cepus Ne EQ03 ®opmuposanue Ne 1 Komraecreo 100 .

HomuuansHoe CooTBeTCTBHE
Haumenopanue | BHemunii pug n Cepnsa
3Ha4YCHHE, Kommnexraums KOHTPONHPYEMOTO
peareHTa ¢opMa BEIyCKa Mo/ peareHTa etpa
KoMmjiekT nocraBgu
KamGparop 1 0 > (bn;!(nr;o 0,5 E003 COOTBETCTBYET
Tiposparmne S dn. (10 0,25
KamuGparop 2 HJIM MyTHHIE 100 1) E003 COOTBETCTBYST
KHAKOCTH OT
KanuGparop 3 | Gecupersoro xo 250 > '1”“)%’ 025 | Egos | coornercrayer
KEJNTOro MBETA - 5$n. (10 0,5
KanuGparop 4 750 ;m; ” E003 COOTBETCTBYET
Iacnopt 1 . - -
HHCTpYKIIHA N0 NPHMEHESHUIO 1 mt. - -
ITapameTpbl KOHTPOJIA Ka4eCTBa
HaumeHOBaHHE KORTPOTHPYEMOTO Cootsercrake
Hopma KOHTPOIHPYEMOTO
AHanuTHYeCKHit CHrHAI
KanuGparopa 4, OTH. CBeT. 1., HE 200 000 COOTBETCTBYET
MeHee
CooTHOIICHHE AHANHTAYCCKAX B,<B,;<Bs<Bs ver
CHTHanoB KanubparTopoB COOTBETCTE
OTKNOREHHE KOHISHTPALHH
Kamu6paropa 2 1 KamuGparopa 3 ot +15 COOTBETCTBYET
HOMHHAIBHOTO 3HAYCHUA, HPOLCHT
®nakoHB! 3 MJI H3 TPO3PaYHOrO
CTeKNa (¢ 3aBHHYABAIOMIUMHCH
YIaK0BKa H MapKHPOBKa KPBINKaMH). ITHKETKH H3 JICHTEI yer
KJecBoi Ha Oymaxnoli ocHOBE

*Jlanntie aTTeCTAlAE OPH COBMECTHOM Henonb3oBanuy ¢ MU «MagnoLIA HE4», cepus Ne EQ03.
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Hara marotonenns Habopa «24» anpena 2023 1,

Cpox rogrocTs Habopa 70 «24» appens 2024 1.
VYcnopua xpauenns +2...+8 °C

Vcnopusa TpancnopTRpoBanns +2...+8 °C. Jomyckaercsa TpaHCHOPTHPOBaHHe Habopa MpH TeMneparype
1o +25 °C ue Gonee 15 cyTok, B TOM uHCHe npH Temuepatype +37 °C ae Gonee 1 cyTok

TOJIBKO JJIA TUATHOCTHKMU IN VITRO

Jina npodeccHOHANBHOTO NPAMCHEHHAA
Ha6op cootBeTcTBYET

TV 21.20.23-692-98539446-2023

PY Ne

Brumonnun Nymenskuna Al
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