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1. HA3HAYEHWE

1.1. «Habop peareHTOB 4719 KOHTPONA KadvectBa aHanusa «KoHTponn MagnoLIA AKTI», no TY
21.20.23-682-98539446-2023» (panee «KoHTponn MagnoLIA AKTI») npegHasHayeH gns NoATBEPXAEHUS
npaBW/IbHOCTW aHann3a Npv KoNnM4eCcTBEHHOM OnpeesieHnn aapeHOKOPTUKOXPOMHOro ropMoHa (ganee AKTI)
B nnasme Kposu (Kasnvesas conb SATA (KrOATA, K3SAIMA))* yenoBeka MeTOAOM XEMUTIOMUHECLLEHTHOTO
MMMYHOaHann3a Ha napamMarHUTHbIX MUKPOYacTMLaxX C WUCMO/b30BaHWEM aBTOMATUYECKOro aHannsartopa
«MagnoLI1A».

Ha6op «KoHTponn MagnoLIA AKTI» NpYMeHsAeTCcAa COBMECTHO C MeAULMHCKUMW nU3gLenuavu (fanee
MW) «MagnoLIA AKTI» n «Kannbpatopbl MagnoLIA AKTI ».

1.2.  TloATBepXAeHWe NpaBUIbHOCTM aHann3a npyu 1Ucnosb3oBaHnM Habopa «KoHTponn MagnoLIA
AKTI» [O/MKHO BbINOMHATLCA B KKA0N aHaIUTUYEeCKON ceccun. Mpu Npojo/mKMTeNsHOCTU ceccumn 6onee
CYTOK, OrnpejeneHvie KOHLEeHTpaumMm KOHTPoei AOMKHO 6biTb MPOBEAEHO NMOBTOPHO MO UCTeYeHUU 24 4acoB
OT Havana ceccun. TTOATBEPXKAEHME  MPaBUBHOCTM  aHa/iM3a  BbIMOMHAETCA  KaK  PYTUHHbINA
BHYTPWUIab0PaTOPHBIA KOHTPO/Ib KAYeCTBa, W, eCnv pe3ynbTaTr aHaim3a XoTs 6bl 04HOI0 KOHTPO/IA 13 Habopa
«KoHTponin MagnoLIA AKTI» BbIXOAUT 3a Mpefesibl YCTAHOB/IEHHOrO Auana3oHa, Habop OCHOBHbIX
peareHToB «MagnoLIA AKTI» pomkeH 6bITb 3aHOBO OTKaiMbpoBaH C  MCMO/b30BaHMEM Habopa
«Kannbpatopbl MagnoLIA AKTI ».

1.3.  ®yHKUuMOoHanbHoe HasHayeHne MU «MagnoLIA AKTI» npu coBMecTHOM npumeHeHun ¢ MU
«Kannbpatopbl MagnoLIA AKTI» n/vnn «KoHtponu MagnoLIA AKTI» - KONM4YecTBeHHOe onpejesieHune
KOHLeHTpaLMmn afpeHOKOPTUKOTPOMHOIO rOpMOHa B M/1ia3mMe KpPOBW YeNnoBeKa Npu AMarHOCTUMKE HapyLleHui
CUCTeMbl runoTanamyc-rmnoms-HaganoyeyHmk (B cCoyeTaHMM C TeCTOM Ha KOPTWU30/M), NPU  OLEHKe
octatoyHoro pesepsa AKTI u npu gugdepeHunanbHol guarHocTuke 6o0nesHn MueHko - KylwimHra u
aKTonuyeckon npogykunm AKTT (B codeTaHun ¢ Nnpo6or KOPTUKOTPONMUH-PUNUSUHT-TOPMOHA).

'OKBMBaNEHTHOCTb 06Pa3LL0B M1a3Mbl KPOBM YEN0BEKA, COAEpXKaLLelt aHTUKoarynaHTbl (Kannesas conb AATA (Kro4TA, K334TA)),
noATBEPXAeHa Ha 25 06pa3uax Kaxaoro BUAa aHTUKoarynsHta ¢ pasHbiMy KoHueHTpaunamm AKTI B aHanv3e nNpu MCNOb30BaHUN
Habopa «MagnoLIA AKTI».

SNEKTPOHHAS KONUA OGOPMAIEHA LIEHTPOM HCTIbITAHMI W PETMCTPALNI MESHUMHCKIX H3BETMi
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14. OOGnacts npuMeHeHHs Habopa — KITMHAYECKad J1aGopaTOpHas AHArHOCTHKA.

1.5. Habop npeana3naveH TONLKO JUIS JHATHOCTHKH in vitro, 18 NpoGeCCHOHATLHONO MPHMEHEHHA
ACPCOHANOM, HMEIONIMM KBANMGUKALMIO ANA BHIMOMHCHWA AMATHOCTHUESCKHX HCCneRoBaHulM in vitro B
pesynbTare cnenHansHoro obpasosaHus u obyueHms. HccneaopaHua MOTYT BHINONMHATH CHEUMAIMCTHL HE
Monoxe 18 ner ¢ BricIIHM # CpeHHM MEINUMHCKHM, GHONOrHNECKAM WM HEBIM oGpasoBanneM (Bpay KJI,
Guonor, MCAMIMHCKAH TEXHONOT),

Hccnegosanus npoBOAAT B KIMHUKO-AMATHOCTHUYECKAX JaGopaTopuax, o61acTHEIX, NOPOACKHX WIH
pailfoHHLIX, FOCYAAPCTBEHHBIX HIIM YacTHEIX GombHUNax u gpyrux JITY.

1.6. HaGop «Korrpoau MagnoLIA AKTI'» He umeeT npoTHBONOKa3aHHHK K NpAMEHEHHIO,

1.7. HaGop «Koutpomu MagnoLIA AKTI'» npenmaznauen Juis ofcnefoBaHHs BCeX TIpynm
RacelleHHd Mo0oro Bo3pacTa 6e3 rpafaaM No AeMorpadHueckoMy BIH NONMYNIAHOHHOMY OPH3HAKY.

2. XAPAKTEPHCTHKA HABOPA

2.1, lpununn pelicreus T,

Habop «Kontponn MagnoLIA AKTI'» npeacraBager cofGoM KOMILIEKT M3 ABYX KOHTPONBHBIX
ChHIBOPOTOK, cofepxammx usnectHbie xonnwyecTea AKTT B npocrolt matpune (I'OCT P 53133.3-2008) u
ATTECTOBAHHHIX IO BHYTpEHHEH METOAWKE NPEANPHATAR NpPH HCIONL3OBAaHHM Pafouux cTaHAapTOB
npexnpustus (PCII).

Ilpn senomHenun TectoB «MagnoLIA AKTI » ra 6opTy apTOMaTHYecKoro anank3aropa «MagnoL1A »
HEOOXOAMMO MOATBEPXAATH BANMJHOCTE NONyvacMhIX H3MepeHHil. KosmdecTBeHHOE HM3MEpEHHE
konnentpamuda AKTI B komtponsx HabGopa «Kontpomn MagnoLIA AKTI'» mnosBonser oLeHMBATh
NPaBHABHOCTS H BOCHPOM3BOMMMOCTD Pe3yNbTATOB KOMMYCCTBEHHBIX Na0OPAaTOPHLIX HCCACHOBAHHI 3TOrO
aHanuTa B 00pasiax CbIBOPOTKM KPOBH MAIMCHTOB,

IIpu obpaiieHnE ¢ KOHTPONAMH KaK ¢ HecaeAyeMbiMH obpa3liaMH, NOMYYCHHEIE B AHATHTHYCCKOH
CECCHHM DE3YJIBTATH CPABHHBAIOTCA ¢ HONMYCTHMBIMM JHANa3oHAMH ofNpefeNeHHs 3Ha4YeHRH KOHUCHTpauMu
AKTT, yKa3aHHEIMK B NacnopTe K HaGopy H 3aKOAMPOBAHLIMH LITPHX-KOLOM Ha KOopoGke HaGopa peareHTOB.
Ecnu pesyisTaT aHamu3a XoTa O OAHOr0 KOHTpoJA U3 Habopa «Konrpoms MagnoLIA AKTT» sexoamT 3a
NpefeNsl yCTAHOBIEHHOTO AManasoHa, Habop ocHOBHEIX peareAToB «MagnoLIA AKTI » xomxken 6bTh 3aHOBO
oTKanuOpoBaH ¢ Hcnoab3oBanneM HaGopa «KanmGpatopet MagnoLIA AKTI». 3areM ciefyeT MOBTOPHTD
8HAIA3, HCTIOb3YA HOBbIE ATHKBOTHI HCCNCAYEMbIX 00pa3uos.

Bapuauus pesynbTaToB, ONYYEHHBIX NpH Hecneaobannn koHueHTpauun AKTT B xoHTponsx Habopa
«Kontpomu MagnoLIA AKTT» MeTOAOM XEMHIIOMHHECUECHTHOrO HMMYHOAHQTH3a HA NapaMarHHTHBIX
MMKPOUACTHIIaX C MCTONb30BAHHEM ABTOMaTHueckoro aHamusaropa «MagnoLIA», nogoGHa pesymsTaTaM,
NONy4aeMbIM TPH HCCASAOBAHUAX 3THMH METOAAMH CHIBOPOTKH KPOBH 9YEIIOBEKA.

2.2, Coctas Halopa B KOMILIEKT NOCTABKH

B cocraB Hafopa peareHTOB BXOAAT CACAYIONHE KOMIOHEHTHI: :

- KOHTPOJIbHAA CHIBOPOTKA Ne 1 Ha OCHOBE BOAHO-COJIEBOTO PacTBOpa ¢ GEMKOBLIM c'raﬁunumopom H
KOHCEPBAHTOM, coAepxatnas u3secTHoe kommdecteo AKTI (monmycTamMellt fuana3oH onpeAeneHUs 3HAUCHHA
KOHILCHTPAIIMH YKa3aH B MACNOPTE U 3aKOAMPOBAH LITPHX-KOAOM Ha XopoOke HaGopa pearentos). XKumxocTs,
1 mn, 1 win 5 pnaxonos® (cMm. Tabnuuy 1), Mapruposana «Koutpons 1»;

- KOHTPONbHANK CHBOPOTKA N¢ 2 Ha OCHOBE BOJHO-COJIEBOTO PacTBopa ¢ H6eNKOBEIM CTa0HIH3ATOPOM H
KOHCEPBAHTOM, coAepxatiias n3pecTHoe kommyecTBo AKTT (nonmycTmulit AMANA30H OMpEAENeHHA 3HAYCHUS
KOHUEHTPALHUH YKa3aH B MacIopTe ¥ 3aKOAMPOBAH UITPHX-KOAOM Ha kopobke HaGopa pearentos). XnakocTs,
1 M, 1 anm S pmakonos® (cM. Tabmuuy 1), Mapxupoeara «KOHTpons 2».

20cnosana ua NOCT 53133.3-2008, 53133.1-2008, FOCT P HCO 5725-2-2002, I'OCT 1SO 17511-2011.

Srabapurrste pasmeps gnakona (IB): 16,25mm x 36,0 ym; xpinku (JIB): 16,2Mmx 12,5MM,
L 002 LMPMY (2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU



onTponu MagnoLIA AKTI»

B xoMNIeKT OCTaBKHM BXOAST: HAGOP PEarcHTOB, HHCTPYKLMA O npuueaemﬁo, Tacmnopr.
Kaxapit ¢naxon, conepxanmii Kontpons 1 u Kontpons 2, paccuuran Ha 20 onpemeneHufi npu
NOCTAHOBKE B MOHOIUIMKATAX.

Tabnuua 1
Bapuaur Ha3panne KOMIOHEHTA
MCTIOJIHEHHA, BHew M BRA KOMNOHEHTA K
xar. Ne onutpons | | Konrpom 2

1550201 [Tpospausas uiM MyTHaf KUAKOCTD OT GeClBETHOTO 1 . 1 .

10 JKENTOTO 11BeTa
1550205 IIpo3paynas HIH MyTHAA XXUAKOCTh OT OECOBETHOTO 5 m. 5 .

JI0 JKEJNTOro 1BeTa

3. MEPHI NIPEAOCTOPOXHOCTH

3.1. Tlorenuuanbieli puck nmpEMeHeHHs HaGopa — wiacc 2a (cornacHo Ilpuxasy MummcTepcTBa
3apaBooxpaHenus PO Nedn ot 06.06.2012 r.). »

3.2. Bee KOMNOHEHTH Ha0opa B HCNONE3YEMBIX KORLCHTPALAAX ABIAIOTCS HETOKCHYHBIMH.

3.3.1lpu paGore c¢ HaGopom cneayer coGmogzats TpeGoBauns I['OCT P 52905-2007 =
CanlluH 3.3686-21.

3.4, lomyckaTs k pabore ¢ HaGOPOM TONBKO CICNHANBHO 00YUCHHBI NepcoHal.

3.5. [lepen Havanom paGoTHl O3HAKOMHTBCA C HMHCTpyKnue#t M npuMeHaTs Habop crtporo Ho
HA3HAYCHHIO.

3.6.IIpn paGore ¢ HaGopoM clexyer HCMONBIOBATh CHELOACKAY (MEOMOMHCKHE XanaT HaIM
KOMOWHE30H, INAMOYKY) H CPEACTBA MHAMBHAYANbHOH 3ammuThl (MACKy, 3aIWTHBIE OYKH, OJHOPA3OBHLIC
Pe3uHOBBIC MK TNACTHKOBRIE NIEPYATKH, paspelleHHble K NPHMEHCHHIO Ha TepprTopHy PO).

3.7. Baumanne! B cocras KOMNOHEHTOB Habopa BXOAAT CONAHAA KucioTa B koHueHTpaun 0,05% n
KOHCEPBaHT B KOHUEHTpaunn meree 0,05 %, uro asnserca Ge3onacHsIM i yesosexa. Ilpy ucnons3oBaHHH
Nno Ha3HAYCHHIO ¥ COOMOACHUM MEp NPEAOCTOPOKHOCTH KOHTAKT C opra}m':mou yenopeka HekmoyeH. [Ipu
apapuiHBIX CHTYALHAX BO3MOXKHO pa3fpaXkeHHe KOXKM H CIWIUCTOH 060/I09KH rMa3 ¥ YYBCTBHTENbHBIX JIMLL,
[IpH KOHTAKTE NPOMBITE MOPAKEHHOE MECTO BOAOMH B 0OpaTHTLCA 38 MEAMIMHCKOM MOMOIILIO.

3.8. Xumuueckas nocysa H oGopyAoBaHHE, KOTOPHIC HCNONL3YIOTCA B paboTe ¢ HaGOPOM, ROMKHEI
GLITE COOTBETCTBYIOMIHM 00pa3oM MApKHPOBAHEI H XPAHHTHCA OTACTBHO.

3.9. [ins o6paGoTkn nocyans H 0GOPYAOBAHHA PEXOMEHIYETCA HCMONB30BATh ACIHHPHUMpYIOUIHE
CPEACTBA, M3TOTOBNCHRLIC Ha OCHOBE TPETHUHBIX AMHHOB, YeTBEPTHYHLIX aMMOHHEBRX cocauHenui (HAC)
HIM COMPTOB W paspellcHHBiE K NpHUMEHEHHI0 Ha TeppuTopHu P®. Hcnonssopanue AesnHPHLMpPYOMUX
CPEAICTE Ha OCHOBES AKTHBHOTQ KHCJIIOPOZA ¥ XJIOpa BO3MOXKHO JIIIL Ha MPSACTEPHIH3AUHOHHOM 3Tamne, ¢
NOCACAYIOMICH TepMIYecKoit crepr3aLuel.

3.10. 3ampemaeTcs MpHEM IHIH, HCTIONB30BARHE KOCMETHYECKHX CPEACTB U KyPEHHE B NOMEICHUAX,
npeAHa3HaueHHBIX [UIg paGoTel ¢ HabopoM.

3.11. V6upars u Ae3mHAUMPOBATE pa3NHTHe o0paslubl KM KOMNOHECHTH Halopa, HCNONL3YA
Je3HHOUIMPYIOLIHE CPEACTBA B COOTBeTCTREM MY 287-113.

3.12. Yzaanats HEHCNIONb30BaHHEIE peakTHBR Habopa B COOTBETCTBHH ¢ TpeboBaHHAMH
CanlluH 2.1.3684-21.

3.13. Tlocne HCIONB30BAHHA BCe KOMMOHEHTH Habopa, 00pasubl, KOHTPONBHBIE MaTepHAaNb,
PacXOMHHIC MAaTCpHaNLl H APYTHE PEAreHTHl, KOTOphie KOHTAKTHPOBaNH ¢ ofpasiiamMu Bo BpeMs o0paGoTku,
XpaHCHHA MIH aHaIM3a (B TOM YHCIE: MepuarTkH, HAKOHCYHHKH H T.A.) AOMKHH COOHMpaThCa OTACABHO H
CTEPHIH30BATLCA B aBTOKNIABE ¢ MOCHEAYIOmeH yrunu3ammeli B cooTseTcTBHE ¢ TpeGosanuamu CaullnH
2.1.3684-21. BMmecTo 4BTOKIABHPOBAHHA OTXOQH MOryT OHITh CTCPHIHZ0BAHE AC3MHOHIMPYIOUIHM
CPENCTBOM, 10C/IE YTHRIH3UPOBAHKI B COOTBETCTBHHE ¢ TpeGosannamu CanlluH 2.1.3684-21.
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outponu MagnoLIA AKTI »
3.14. He ucnionn3opats HaGOp NO UCTEUEHHH CPOKA FOAHOCTH.

4. OBOPYAOBAHHE M MATEPHAJIbI, HEOBXOAMMBLIE I IPOBEIEHUA
AHAJIM3A

- AHATH3aTOp ABTOMATHYECKMN HMMYHOXHMHYCCKHH XeMHmOMHHecUeHTHRI! «MagnoLIA» ¢
npuHagnexaocTaMeE no CHAB 421457.002 TY («MagnoLIA») (npoussozarens OO0 «Kommanus Ankop
BHo», Poccus, PY NeP3H 2019/9282);

- «Habop peareHTOB AN4 KONMUYECTBCHHOTO HMMYHOXEMMIIOMHHECIICHTHOTO ONpeJCNeHHA
aZpeHOKOPTHKOTponHOTO ropmoHa «MagnoLIA AKTI'», mo TV 21.20.23-680-98539446-2023»
(mponssoanTens OO0 «Komnanusa Ankop Bro», Poccnsg, kar. Ne 1550001, 1550002);

- «Habop pearenToB Aana KamuOpoBkr «Kamubparopm MagnoLlA AKTT», mo TY 21.20.23-681-
08539446-2023» (nporssomrrens 000 «Komnanus Anxop Buo», Poccus, kat. Ne 1550101, 1550105);

- BoaHo-coneso# pacTBOp AN NPOMBIBKA PpeaknHOHHBIX KioBeT MagnoLIA «bydep Wl»
(mpomssoguTes QOO0 «Komnanus Ankop Buo», Poccns, kar. Ne0000405); T .

- Otaenpape Xanat, mWano4ka, o0yBb H OZHOPA30BLIC NCPYATKH, paspeliCHHBIE K NMPHMEHEHHIO Ha
Teppuropru PO (nu cootsercrayromme FOCT P 52239-2004).

5. MIPOBEJAEHHUE NMPOILEAYPH BATHIALIMH AHAJIM3A

OnucanHas B AaHHOH MHCTPYKIMH HHbOpMaNUL COREPXHNT o0mue CBEACHKS O NOPAAKE NPOBCACHHA
OpoueAypH BanmMpanuu aHanmsa. s nonyuenns AetanbHoli mHbopMamum niepex HadanoM paboTHI
03HAKOMBTECH C PYKOBOZCTBOM IO 3KCILUTyaTanMH ananusaropa «MagnoLIA».

5.1. Tloaroroska peareHToB

5.1.1. BwmounTe aBTOMaTHuecKnit ananu3zatop «MagnoLIA » cornacuo pykoBOACTBY MO 3KCIUTYaTaluH.

5.1.2. KOHTpO/m NOTOBBI K HCIIOIB30BAHHIO.

®naKkoHE! ¢ KOHTPONAMH HEOOXOAMMO BHUIEPKATH NIPH KOMHATHOM 'remneparype He MeHee 30 MUHYT
JO Ha4a/la aHATUTHYECKOMN cecCuu.

5.1.3. Ilepememars comepxmumoe ¢nakoHoB, m3beras neHooOpasoBaHua. OTKpuITL (nakoHbl H
MIONIOXKTH KPHINKH NEPEBEPHYTHIMH HA CYXYIO [TOBEPXHOCTb.

5.1.4. HaGop «Koutponu MagnoLIA AKTI'» pa3sMecTHT: B INTATHBAX, NpeIHa3HAYEHAHBIX VA
KanubpaTopoB 1 KOHTpoOsel.

5.1.5.1lepen 3arpyskoff peareHTOB, HEOOXOAUMEIX JUIS NMPOBEACHAN AHAIH3A, B COOTBETCTBYIOLIHE
OJIOKH aHANIM3ATOpa MPOBEPHTH BCE PACTBOPH! HA OTCYTCTBHE NMY3HIPHKOB BO3AYXa. YIQIHTh MY3BIPLKH A0
NPOBEACHHA aHANM3A JICTKUM NMOKAYUBAHHEM, HE JIOMycKasR NeHooOpasoBaHus.

5.1.6.TTepen 3arpyskoii xaprpumka «MagnoLIA AKTI» B 6nok peareHTOB HeoOX0omMMO
NpeABapHTENbHO YOEUThCA, WTO IAapaMArHMTHBIC MMKPOYACTHUB HAXOAATCA B PECYCMEHAHPOBAHHOM
COCTOSHHH, 4 CaMa CycTieH3ns roMorenna. Ecim MukpouacTHus! He pecycnenmupyiores, HE HCTIOJIb3YATE
HABOP u ofpaTuTech K MECTHOMY NpeACTaBHTENIO npoussoautens. Jinia nomydenns Gonee noapoGHol
uHGopMannK 0OGpaTHTECH K MHCTPYKLMH 110 OpHMeHeHHIo Habopa «MagnoL1A AKTT».

8.1.7.3arpy3uTe NOATOTORNEHHRLIC PEATEHTHI H MPUHALIEKHOCTH Ha Gopr aHanmsaropa «MagnoLIA»
COTNIACHO PYKOBOACTBY MO SKCIUTYaTaltMK.

5.1.8. 3arpy3uTe AaHHbIE O peareHTax B MAMATh aBTOMATHIECKOTO aHam3aTopa «MagnoLIA» cornacuo
PYKOBOACTBY IO 3KCIIAYaTallHH.

5.2. Kourpoas ka4uecTBa AHAIH3A

Anamuzatop «MagnoLIA» Moxer OCYWICCTBIATH NpPOUCAYPY BanHJaLMH aHaNTH3a B OTACIBHO
BBUICJICHHON CCCCHM MM OIHOBPEMEHHO ¢ 00pasiiaMu B paMKaX OZHOH aramHTHHeckol ceccud. Kontpons
Ka4ecTBa aHANMM3a BRIMONHACTCSA Npexae MOOhX HA3HAYECHHBIX TECTOB HE3ABHCHMO OT MOMEHTA Pa3MEIICHAA
Habopa KOHTponeil Ha 6opTy.

BHUMAHHE!

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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outponn MagnoLIA AKTI »

KomnonenTs Habopa «Konrponn MagnoLIA AKTT » se aomkHs! HaxoguThcs Ha Gopry npuGopa Gonee
5 4acoB, cyMMapHO B ABAALIATH CECCHAX, HEOOXOQUMO YYHTBIBATH 3TO NPH BRIIONHCHHH NPOLCAYPHI
BANMAALIMH ORHOBPEMEHHO ¢ 06pa3uaMy B paMKax OfHoH aHATHTHUECKOK ceccru. PexoMeHAyeTCA BHIPYXaTh
IITATEBLI ¢ KOHTPONAMH NO HCTCYCHUH MHHUMAILHOIO BPEMEHH ¢ MOMEHTA 3aBepILeHHR pacKanbIBaHHA
COAEPAKHMOTO BeeX GUIakoHOB KanubpaTopoB M KOHTponeit.

AR npedomepaigenun ucCnapenus NCUOKocmu cpa3y nocae UCnORbI0EAnun (aaxonst eobxo0umo
3AKPUMY KPUIUIKAMUL 6 COOMBEMCMEUY C UX MAPKUPOSKOH, noMecmums € ynaxosky npeonpusmin-
U320MOCUMENR & SEPMUKATLHOM RONONCEHUN U obecnequms Xpanenue npu memnepamype om + 2 oo + 8
% 6 XOROOURGHMX KAMEPAX HAU € XONOOUNLRUKAX, OBeCnewueaIouux pPeiamenmuposantsiil
MEMREPAMYPHOLE PENCUM.,

5.2.1./Ins noGamneHus MaHHRIX O HOBOM cepum (nore) nabopa «Komrpomu MagnolIA AKTI»
nepefimare B Merio KOHTPOJTH.

Haxmure xnonky JOBABUTD — HOBBIH KOHTPOJIb. )

B OTKpHIBIIEMCS OKHE 3aMOJHATE NyCThie rpadbl BpyIHYIO HaHHLIMH, COACPXKANIMMHCA B [acuopre,
6o nyreM CUMTHIBAHUA IITPHX-KOAA CO BTOPHYHOMH YaKOBKH (KOPOOKH) H3Jenud.

JAna coxpaHeHus JaHHBIX O Habope OAHOKPATHO IMEJNKHHTE JNEBOK KHOMKOW MHINK MO 3HAYKY
ITPHMEHHTS (B ciyyae HeoOX0AUMOCTH NPOAOIKHTS paGoTy B NaHHOM OkHe) Wik 3Hauxy [ OTOBO (ans
COXpaHEHH# JAHRLIX W 3aKPBITUS OKHA).

5.2.2. ina 3anycka B paboty HOBOI"O KOHTPOJIA, nepeiinute 8 Mexio KOHTPOJIH.

B MeHIO OTKpOeTCA TabNuua, TA¢ B CTPOKaxX clieBa 0ToOpaXaloTes AOCTYNHBE KOHTPOMH, B cTonbLax
CBepXy — Ha3paHHA TecToB. KIMKHKTE OfHOKpaTHO MO A4elike, HaxonAmeHca Ha nepeceyeHHH TpeOyeMbIX
crpokH (KOHTpoNb) 1 cronbna (Tect). B BuiGpanHoii sueitke moasuTca obo3HauenHe «X».

BHHMAHHE!

Habop «Koutpomn MagnoLIA AKTI» npumensercs TOIbKO ANA HOATBEPXIACHHA TPABHILHOCTH
pesynuTaroB aHanu3a «MagnoLIA AKTT ». OGpaTuTe BHHMaHRE HA TO, 910 HACHTH(UKALMA AHATHTA B CTPOKE
KOHTPOJIB 4 B cTondue Tect Aomkubl coBnanars (AKTT-AKTI/ ACTH-ACTH).

KonTtposs, orobGpaxacMuii B Tabnuie CHHUM LBETOM, MOXKET ObITH 3aITyUICH.

5.2.3.3anycTATEe AHANMTHYECKYIO CECCHI0 ABTOMAaTHYecKOro amammsatopa «MagnoLIA» cornacHo
PYKOBOACTBY IO 3KCILTYaTallHH.

5.2.4.[lporpaMma npufopa NO3BONSET ABTOMATHYECKH BBHIMOJHUTH BCe CTANdM aHanmia GOes
BMCIIATENLCTRA NONb30BATENA,

5.3. PesyabTaTnl

TTo oxoHYaHHU AaHATHTAYECKOH ceccur nepeiiaure B MeHio KOHTPOJIH. HaxMute kronky B APXUB
KK. Haxxwmure kHonky PE3YJIBTATBI.

Jlns BLIBOZA HA SKPAH KOHTPOABHOM KapThi B OTKPHIBIIEMCA OKHE IOCACAOBATENBHO BEIOEpHTE THII
TECTa, THI KOHTPOJIA M CEPHIO (710T) KOHTpoa. 3aTeM HaxmuTe Kuonky [IPOCMOTP.

6. TPAHCIIOPTHPOBAHHE H XPAHEHME

6.1. TpascnopTHpoBaHHe HabOpPOB clieAyeT NPOA3BOANTH BCEMH BHJAMH KPHITOTO TPAHCIOPTa MpH
TeMnepatype ot + 2 no + 8 °C.

6.2. TpascnopTHpoBaHHE W3ne/MM#t NpH Temmeparype oT + 2 x0 + 8 °C A0/KHO OPOH3BOAKTECA B
eMKOCTAX MWIH 0pPH INOMOUM XOMOAMNBHEIX YCTAHOBOK, OOCCICUHBAIOIMMX peraMeHTHPOBAHHBIA
TEMIICPATYPHEIH PEXHM.

6.3. JlonyckaeTcs TpaHCIOpPTHpOBaHHe HaGOPOB NpH TeMueparype Ao + 25 °C e Gonee 15 cyTok, B
ToM qHcie npa Temueparype + 37 °C He Gonee | cyTok.

6.4. Habopbl, TpaHCNIOPTAPOBAHHLIE ¢ HAPYLICHHEM TEMIIEPATYDHOTO pPeXHMa, MPHMECHEHHIO He
NOZJIEXKAT.
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6.5. Cpok roarocms HaGopoB — 12 MecslleB OT ZATH NPOU3BOACTBA.

6.6, Xpasenue HaGOpOB AOMKHO NPOBOAWTHCA B YNAKOBKE MPEAMPHATHA-H3ITOTOBHTENA NIPH
TeMmepatype or + 2 go + 8§ °C B TeueHue BCero CpokKa TOAHOCTH B XONOAWILHBIX KaMepax WIH B
XONORMIBHHUKAX, 00CIICUHBAIOIMEX PerNIaMeHTHPOBAHHEIH TEMNEPATYPHBIH PeXnM.

6.7. Habophi ¢ ucTexIMM CPOKOM FOAHOCTH MPHMEHEHHIO HE MIOAJIEAKAT.

6.8. Ilpn npobHOM HMCNOAB30BAHMM KOMIIOHCHTH HA0Opa XpaHATCA B YNMakoBKEe NPEANPHATHA-
H3I'OTOBUTENIA B BEPTHKANBHOM MOJIOKEHHH NPH TeMIiepaType ot + 2 10 + 8 °C B XONOAMNBHBIX KaMepax UIH
B XONOAHIILHEKAX, 00eCTIeYHBaIONINX perNnaMeHTHPOBAHHMI TEMNEPATYpHSBIA PEeXHM, B TeYeHHe |1 Mecaua co
ZHA BCKPKTHA NEPBATHOH ynmakopku. KOMIIOHEHTS! He A0JDKHEI HAXORUTHCA Ha GopTy ripuGopa 6onee 5 wacos,
cymMmapHO B jBaauath ceccHax. Ilocne menonbsoBawus ¢nakoHB! HEOOXOAMMO 3aKPHITH KPHIUIKAMM H
00ecneyHTE pernaMeHTHPOBAHHBI! PeXUM XPaHCHHA.

7. TAPAHTHHHBIE OFA3ATEJLCTBA
TapanTuiiHEl cpok rogHocTH HaGopa 12 MecsueB oT AaTh npoussoacTBa. Habop npeanasnadeH ans
OAHOKPATHOr0 IPHMEHEHHA U HC NMOANEXKHUT PEMOHTY ¥ 0OCTYXHBAHHIO.

8. BE3ONIACHAJ YTHIH3ALINA
[Ipn ucnonb3oBaHuM Habopa oOpasylorcs OTXOABI K1accoB A W B, KOTOpHE YTHIH3HPYIOTCA
B cootBeTcTBUM ¢ CanlIuH 2.1.3684-21 u MY 287-113. (Tabnuua 2).

Tabmana 2
Knacc
Ormxonnt OMacHOCTH
Bropuunas (rpynnosas)
yREKORE Kopo6ka u3 MOHOKapTOHZ OTx0mH
JKCIUIyaTalHOHHAA HHcTpyKIMs No IPHMEREHNIO Kinacca A
AOKYMEHTalHS ITacnopr
Bce xoMnoHeHTH! Habopa, KOHTPOMBHBIC MaTEPUAIH,
PaCXOAHBIEC MaTCPHANHI H PEATeHTH, KOTOPhIe
JpyrHe komrioHeHTE! KOHTAKTHpOBANH ¢ ofpasuaMu Bo Bpems 06paboTkn,
XpaHCHHs! HTH aHAIH3a Orxoant
IepBurHan ynakoBKa OnaxoHs!, COAEPXKABIINE PaCTBOPEI KOHTpONEH Kknacca b
He ucnonn3oBaHHbie
KOMITOHCHTHI ¢ MCTEKLIHM OnakoHbIL, COACPKAMHAE PacTBOPH! KOHTpONCH
CPOKOM IOHOCTH

9. HHP®OPMAILIMA O TPOH3BOAHUTEJIE
Io Bonpocam kauectsa MU «Habop pearenToe Ans KOHTpos KadecTsa aHann3a «Konrponu MagnoLIA
AKTI'», mo TY 21.20.23-682-98539446-2023» obpamarsca B OO0 «Komnauua Ankop Buo» no aapecy:
192148, r. Cauxr-Ilerep6ypr, Xeneznoaopoxssmi npocnekt, a. 40, nut. A, Ten/daxc: 8(812) 677-8779,
tenedoH «ropsuell muHuMY: 8-800-234-37-79.
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10. C/MBO/JIbl, MCIMOJIb3YEMBIE HA 3TUKETKAX

{ IVD MeauLyHCKoe n3aenve ans CofiepXXMMOro0 JOCTATOUHO A5
ANArHOCTUKM in Vitro V npoBefeHnsa N TecToB
ref Howmep no Katanory A OCTOPOXHO!
ot Ko napTum (Homep cepuu) lcnonb3oBath /10
M i M3rotoBuTeNb _r Mpeaen Temnepatypbl
0-3 [lata n3roToBnieHus BUONOrNYECKNii puck
03 O6paTuTeCh K MHCTPYKLMM MO

NPUMEHEHNIO

WHcTpyKumsa paspaboTaHa B cooTBeTcTBUM € TY 21.20.23-682-98539446-2023,
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OO0 «KomnaHua Ankop bno»
r. CaHkT-INeTepbypr, XXenesHoaopoXxHblin np., 4. 40, nut. A
TenedoH/pake: (812) 611-H0-19

MACITOPT Ne E002

Habop peareHToB g1 KOHTPOJIA KayecTBa aHanm3a
«KoHTpona MagnoLIA AKTI», no TY 21.20.23-682-98539446-2023

Kat. Ne 1550201 Cepusa Ne E002 dopmuposaHme Ne 1 Konmyectso 100 LT,

CooTBeTCT-
o BUE KOH-
HavMeHOoBaHME DeareHTa BHewHwuii Bug n hopma  Komnnekra-  Cepus Tponu-
P BbIMycKa umsa peareHTa DYEMOrO
napameTpa
KoMnneKT noctaBkKu
IMpo3payHble nam COOTBETCT-
. E002
KoHTpons 1 MYTHbIE XWAKOCTU OT Lon. (1 mn) BYeT
6ecuBeTHOro Ao COOTBETCT-
. E002
KowTpone 2 XKenToro Lpeta Lon. (L mn) BYET
MacnopT 1wr.
VHCTpYKUUA No NpUMEHeHMIo 1 wr. - -
[MapaMeTpbl KOHTPONA KayecTBa
CooTBeTcTBUE
HanmeHoBaHWe KOHTPONMPYeMoro Hopwma KOHTPO/MPYEMOTO
napameTpa napameTpa*
KoHueHTpauua AKTI B 28.52 COOTBETCTBYET
KoHTpone 1, nr/mn
KOHUgEHTpauna AKTI 8 280-520 COOTBETCTBYET
KoHTpone 2, nr/mn
®nakoHbl 3 M1 U3 cTekna (C
3aBUMHYMBAIOLLUMUCS KPbILLKaMK).
YnakoBKa 1 MapKMpoBKa " P ) COOTBETCTBYET

OTUKETKWN 13 NEHTbI K/IEEBOI Ha
6yMaXKHOW OCHOBE

* [laHHble aTTecTayuy nNpyu COBMECTHOM Mcnosb3oBaHMM ¢ MU «MagnoLIA AKTI », cepua Ne E002.

[ata nsrotosneHuns Habopa «03» anpens 2023 .

Cpok rogHocTtn Habopa fo «03» anpensa 2024 .

Ycnosus xpaHeHusa +2...+8 °C

Ycnosus TpaHcnopTupoBaHua +2...+8 °C. [lonyckaeTca TpaHCNOPTUpPOBaHMe Habopa npu Temnepartype
Ao +25 “C He 6onee 15 cyTOK, B TOM yucne npu Temnepartype +37 °C He 60nee 1cyTok

TONbKO And JUArHOCTUKUW 1IN VITRO

[na npoeccmoHanbHOro NpUMeHeHus

Habop cooTtseTcTByeT /mV,
TY 21.20.23-682-98539446-2023 '

PY Ne

BbinonHun AviieHbkuHa A. T Mposepun KasapnHosa H.A.
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OO0 «KomnaHua Ankop brnox»
r. CaHkT-TeTepbypr, XXenesHog0opoXHbIW np., 4. 40, nuT. A
TenedoH/akc: (812) 677-87-79

MACITOPTA» EOQ3

Habop peareHToB A/ KOHTPOA KayecTBa aHa/m3a
«KoHTpona MagnoLIA AKTI», no TY 21.20.23-682-98539446-2023

Kat. Ne 1550205 Cepua Ne EOO3 dopmupoBaHme Ne 1 Konmyectso 100 wiT.

CooTtBeTcCT-
o BUe KOH-
BHewHWK Bua u ma Komnnekta-  Cepusd
HanmeHoBaHue peareHTa ¢ Aupopma - KomnekTa P Tponu-
BbIMycka uns peareHTa
pyemoro
napametpa
KomMnnaeKT nocTtaBKu
5 ¢n. COOTBETCT-
KoHTpon 1 Mpo3payHble Unm ¢ EOCB
MYTHbIe XXWAKOCTU OT (no 1mn) BYyeT
becLBeTHOro Ao 5 . COOTBETCT-
=
KowTpone 2 YKenToro ugerta (no 1mn) o8 BYyeT
MacnopT 1wr. :
WHCTPYKLMA MO NPUMEHEHNIO 1wr. - -
I‘Iapalvleprl KOHTPO/NA Ka4yecTBa
H CooTBeTcTBUE
auMeHOoBaHMe KOHTPOMpyemoro Hopma KOHTPOAVPYEMOFO
napamerpa napametpa*
KoHUeHTpayna AKTT 8 28-52 COOTBETCTBYET
KoHTpone 1, nr/mn
KoHueHTpaums AKT 8 280-520 COOTBETCTBYET
KoHTpone 2, nr/mn
dnakoHbl 3 M 13 cTekna (c
3aBUHYMBAIOLLMMUCS KPbILLKaMK).
YnakoBKa 1 MapKupoBKa = P ) COOTBETCTBYET

OTUKETKMN U3 NEHTbI KNEeBOW Ha
OyMaXXHOIN OCHOBE

* [laHHble aTTecTauun Npu coBMeCTHOM ucnonb3oBaHun ¢ M «MagnoLIA AKTI », cepnsa Ne EOOS.

[ata n3rotoeneHnsa Habopa «07» anpens 2023 r.

Cpok rogHocTn Habopa go «07» anpens 2024 r.

Ycnosus xpaHeHusa +2...+8 °C

Ycnosus TpaHcnopTuMpoBaHus +2...+8 °C. [lonyckaeTca TpaHCNopTMpoBaHMe Habopa npu Temneparype
[0 +25 °C He 60nee 15 cyToK, B TOM yucne npu temnepatype +37 °C He 6onee 1 cy™ToK

TONBKO ANA ANATHOCTUKW IN VITRO n

[na npoeccmoHanbHOro NpUMeHeHus

Habop cooTBeTCTBYET

TY 21.20.23-682-98539446-2023

PY Ne

BbinonHun AyweHbknHa A. T, lNpoBepun KasapuHoea H.A. .;'.T
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