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1. HA3HAYEHHE

1.1. <HaGop pearenToB fUIi KOHTpons KadecTBa aHanusa «Kowrporm MagnollA TTI», mo TY
21.20.23-703-98539446-2023» (manee «Konrpomu MagnoLIA TIT'») mpeanasHadeH And NOATBEPKACHHUA
NPaBHJILHOCTH aHANH3A NpPH KOJMYECTBCHHOM ONPEAC/ICHHM THpeOoTponHoro ropmona (manee TII) B
CHIBOPOTKE W NJIa3Me KpoBH (UMTpaT HaTpus (3,2 %), kanuenaa conb IJTA (K29/ITA, K39/ITA))' uenoseka
METO/IOM XEMHIIOMUHECLIEHTHOr0 HMMYHOaHATH3a Ha NapaMarHMTHRIX MHKPOYACTHIAX ¢ HCMOML3OBAHHEM
ABTOMATHYECKOrO aHanu3aropa «MagnoLIA».

HaGop «Konrtponn MagnoLIA TTT» npuMeHAeTCS COBMECTHO ¢ MEAMIMHCKHMH H3ACTHAMM (nanee
MMH) «MagnoLlA TTT'» n «KamuGparoput MagnoLIA TTT ».

1.2. TloareepaeHue MPaBHNBPHOCTH aHANW3A MPH MCnOMb3oRaHuK HaGopa «Kontpomu MagnoLIA
TTT» noMKHO BBITOJHATHCA B KAXAOM aHanuTHueckol ceccuu. IIpu mpoRo/KHTENBHOCTH .ceccuM Gomee
CYTOK, OMpPEACICHAS KOHNCHTPAUHH KORTPOJICH HOMKHO GBITh IPOBEICHO NOBTOPHO 10 HCTEYEHHH 24 YacoB
OoT Hadwia ceccHd. [loATBEpXKAEHHE NpaBHIBHOCTH A4HANW3a BHINONHACTCA KaK  PYTHHHEIA
BHYTpHIAGOpATOPHBIA KOHTPONbL KAYECTBA, H, €CAH Pe3yNbTAT aHAMH3A XOTA 6B OHOI'O KOHTpONA H3. HaGopa
«Kontponu MagnoLIA TTI'» BRIXOAMT 3a NpefieNibl YCTAHOBJICHHOTO AWANAa3oHa, HaGOp OCHOBHBIX PeareHTOB
«MagnoLIA TTI™ nomkeH GuITh 32aHOBO OTKATHOPOBaH ¢ Henonk3oBaHWeM HaGopa «Kamubparopet MagnoLIA
TTI».

1.3, Oyuxuuonanenoe nasHavenue MU «MagnoLIA TTT'» npu copMecTHOM mpaMeHeHrn ¢ MHA
«KamuGparopm MagnoLIA TTT» w/unu «Konrponw MagnoLIA TTI'» — KONHYECTBEHHOE OMpPCAC/ECHHE
KOHLCHTPALMH THPEOTPONTHOTO TOPMOHA B CHIBOPOTKE M TMJA3MEe KPOBHM 4EJIOBEKAa NPH IHArROCTHKE
3aboneBanuit THpEOHAHOrO NPodHAA H MOHHTOPHHTE QYHKIMH UIHTOBHIHOMN XKene3nl.

13KBHBANEHTHOCTL OOPA3LOB CRIBOPOTKY M MNAIMBLI KPOBH uENOBEKA, coaepaawelt aHTHKoaryaaHTsl (uwTpar Hatpus (3.2 W),
kanueBan cone JATA (K:3ATA, KsDATA)), noarsepxaeHa va 25 ofpasliax KakAON0 BHA3 AHTHKOAry/IANTa ¢ PasHbIMH
konuexTpauusmu TTI B ananuse upn Heioab3opauiy HaGopa «MagnoLIA TTT».
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14. O6aacts npuMmenenus Habopa — KITMHHYECKAd TabopaTopHas ANarHOCTHKA.

1.5. HaGop nmpeasa3sHadyen TOAbKO I AMArHOCTHKH i vitro, Ana npodecCHOHANLHOTO NPUMEHEHHS
IEPCOHANIOM, HMEIOMIMM KBaNHGMKAIMIO JNA BHINONHEHHS AMATHOCTHYECKHX MCCNeJOBaHMN in vifro B
Pe3YIBTATe CNCHBANBHOIO o0pasoBaHhA W o0ydcHMA. HcciaemoBaHHMs MOIyT BEIMIONHATH CHELHATHCTH HE
Mosoxe 18 et ¢ BRICIIHM H CpeaHHM MEOMLIHHCKHMM, GHOJNIOTHIeCKHM HIIH HHBIM o0pazoBanneM (spay KJIJI,
Grosor, MEIHIMHCKHN TEXHONOT).

Uccnenosanns NpoBOAAT B KIMHHKO-AHATHOCTHYECKHMX NalopaTopuax, o0NacTHHIX, FOPOACKAX HIH
paliOHHBIX, NOCYAApCTBCHHBIX HTH YacTHBIX SonbHnnax u apyrux JIITY.

1.6. Habop «Konrpomu MagnoLIA TTI'» re aMeer npoTHBONOKAzaHMii K NPRMCHECHHIO.

1.7. Habop «Kontpomn MagnoLIA TTT » npeanasnatex s o0cieA0BaHHA BCEX IPYTIN HaCEACHHA
moboro Bo3pacTa 6e3 rpajauuu no aeMorpadaueckoMy HiH NONMYIANMOHHOMY TIPH3HAKY.

2. XAPAKTEPHUCTHKA HABOPA

2.1. Ilpuunun aeitcTang

Habop «Kontpomu MagnoLIA TTI'» npencrasmser cofo#f xOMIIEKT M3 ABYX KOHTPOJBHBIX
CBHIBOPOTOK, COACpXAlllHX H3BSCTHHIC KonuwyectBa 111 B mpocroi Matpaue (T'OCT P 53133.3-2008) n
ATTECTOBAHHRIX N0 BHYTPEHHEH METOJMKE NpEANPASTHA’ OTHOCHTENLHO TPETHEro MEXIYHApOAHOTO
crangapra «WHO International Standard. Thyroid Stimulating Hormone, Human, for Immunoassay»
nponssoacrea NIBSC, xox 81/565.

Ilpu BumonHeHuu TecToB «MagnoLIA TTT'» Ha Gopry aBTOMaTHUYECKOro aHamH3aTopa «MagnoLIA»
HeoOXOMHMO IOATBEPAJATE BaTHAHOCTH NOJMYYaeMbiX W3Mepenmit, KonnuecTBeHHOe H3MepeHHe
koHueHtpauny TTT B koETpONAx Habopa «KonTposu MagnoLIA TTT » noseonser oueHUBATh NPaBHIBHOCTD
H BOCTIIPOM3BOAHMOCTb PE3YJBTATOBR KOJHYECTBERHHX JabopaTOpHBIX HCCICAOBaHUI 2TOMO aHa/iMuTa B
o0pasnax CEIBOPOTKH M IUIa3Mbl KPOBH TIAACHTOB,

I[Ipu oOpameHun ¢ KOHTPONAMM KaK ¢ MCCaeXyeMBIMH o0pazuaMH, HOJNy9eHHHE B AHANMTAYECKOH
CECCHH Ppe3ylbTaThl CPaBHHBAIOTCA ¢ AONYCTHMBIMK AMANa3OHaMM OHPEASNICHHA 3HAYCHHH KOHUEHTpalHy
TTT, yxasaHHEIMH B TIacTiOpTe X HaGopy M 3aKOZHPOBAHBIMM LITPHX-KOAOM Ha KOopoOke HaGopa peareHTOB.
Ecnu pesynetar aHanmu3a xots Gkl oAHOrO KOHTpoaa u3 Habopa «Konrponn MagnoLIA TTT» BexonuT 3a
npefeNsl YCTAHOBICHHOrO AHanasona, Habop ocHoBHBIX pearenToB «MagnoLIA TTI'» aomxker 6bITh 3aHOBO
oTkannOpoBaH ¢ Hcmonk3osanueM HaGopa «KamuOGparopmt MagnoLIA TTT». 3arem cnexyer NOBTOPHTEH
aHaNu3, HCMONL3YS HOBBIE ANIHKBOTH HCCNEAYEMbIX 06pa3LoB.

Bapuanss pesyasTaTroB, MOMYYSHRBIX NMpH HCcnefoBaHHM KoHueHTpanun TTT B konTponax Habopa
«Kontponu MagnoLIA TTI'» MerTonoM XeMMTIOMHHECUEHTHONO HMMYHOAHANN3A HA TNAPaAMArHMTHEIX
MHKpOYaCTHLaX ¢ HCMOJNL30BaHMEM aBTOMATHYecCKOoro aHanmzaropa «MagnoLIA», nompoGHa pesynstaram,
NOTYYacMbIM TIPH HCCJIEIOBAHMAX 3THMH METO/IJaMH ChIBOPOTKH H IUTa3MBl KPOBM Je/ioBeKa.

2.2. Coctas HaGopa H KOMILIEKT NOCTABKH

B cocras HaGopa peareHTOB BXOJAT CIEAYIOUHE KOMIOREHTSI:

- KOHTPOJIEHAN CHIBOPOTKA Ne 1 Ha OCHOBE BOAHO-COJICBOTO pacTBopa ¢ GeMkoBLIM CTaGHMH3ATOPOM H
KOHCEPBAHTOM, COACPKAIAs H3BECTHOE KoaudecTBO TI1 (momycTHMBIA AManasoH ONpEACNcHHA 3HAUYCHHA
KOHIIGHTPAllHH YKa3aH B NacHopTe H 3aKOAMpPOBaH INTPUX-KOAOM Ha Kopobke Habopa pearenros). XKuakocTs,
1 mn, 1, 5 nn 10 ¢naxonos®, Mapkuposana «Koutpons 1»;

- KOHTpOJIbHAA CRHIBOPOTKA Ne 2 HA OCHOBE BOAHO-COJIEBOTO PacTBOPA ¢ GeNnKoBeM cTabHIH3aTOPOM H
KOHCEpBAHTOM, COJiepKaInas M3BecTHOe Konu4ecTBo 11T (ZomycTHMEIM AMAna3oH ONpeAeleHAA 3HAYCHHS

30cuosana Ha FOCT 53133.3-2008, 53133.1-2008, 'OCT P HCO 5725-2-2002, TOCT 1SO 17511-2011.

TaGapuTHne pasMepst naxona (IB): 16,25mm x 36,0 mm; xpramku (JIB): 16,2mmx12,5mm.
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CHTPAlMH YKa3aH B NIACTIOPTE H 3aKOAMPOBAH LITPHX-KOAOM Ha kopobke Habopa pearenTos). XKuakocts,
tum, 1, 5 mmm 10 ¢naxonos®, Mapkrposata «KORTPoNs 2.
B KOMIUIEXT NOCTABKH BXOAAT: HaOOp pearcHTOB, HHCTPYKIHA ITO MPEMEHECHHIO, MACTIOPT.
Kaxneii ¢nakon, coaepxamuii Koarpons 1 u Kourpoms 2, paccuurad Ha 20 onpeneneui npu
NOCTAHOBKE B MOHOIUIAKATAX.

Tabmima 1
Bapuant Ha3ssaHHe KOMIIOHEHTa
HCIIONHCHHA, Buemuwuit BUAI KOMOOHEHTa
KaT. N Kontpons 1 | KonTpoms 2
1110201 IIpo3panas HNH MyTHaA KHIKOCTS OT GECLBETHOTO { . 1 .
JO XKEITOro 1BeTa
1110205 ITpospauHas HIIH MyTHas XHAKOCTE OT GecIBeTHOTO Py 5.
JIO XEeATOro 1BeTa
1110210 Ipo3paynas niM MyTHad XHAKOCTH OT GecIBETHOro 10 . 10 wr.
J10 JKENITOrO LIBETA

3. MEPHI IPENOCTOPOKHOCTH

3.1. MNoTeHunamsHEli pUCK MpHUMcHeHua Habopa — kiacc 2a (cormacHo ITpmxasy MunucrepcTsa
3Apasooxpanenus PO Nedn ot 06.06.2012 1.).

3.2. Bee koMnoHeHTH! Habopa B HCNIONB3YEMBIX KOHICHTPAIMAX IBMSIOTCH HCTOKCHYIHBIMH.

33.Ilpu pabore ¢ HaGopom cnenyer cobmonars TpeGosanus TOCT P 52905-2007 u
CanlTuH 3.3686-21.

3.4. Jlomyckatb x paGoTe ¢ HaGOPOM TONBKO CNEMANLHO 0GyUEeHHEIN NEPCOHAL,

3.5. Ilepen HauyanoM paGOTH O3HAKOMHTECS C HHCTPYKOHEH W mnpuMeHsTs Halop cTporo mo
Ha3sHa4CHHIO.

3.6. Mpu pabore ¢ HaGopoM cieqyeT HCHONB3OBATL CHEUOACKAY (MEAHLMHCKHE Xajuar WIH
KOMOHHE30H, MIANOYKY) M CPEACTBA MHAMBUAYaNbHON 3alIMTH! (MAcKy, 3alMTHHIC OYKH, OAHOPA3OBLIC
NEPIATKH, paspellicHHbIC K MPHMEHEHHIO Ha TeppHTOpHH PO).

3.7. Bunmanne! B cocTaB xoMnoHeHTOB HaGopa BXOAAT CondHad Kuciota B kouneHtpaman 0,05% u
KOHCEPBAHT B KOHUeHTpamuyu Menee 0,05 %, uto apnserca GesonacHBIM WIS denoBeka. [IpH HCMOMb30BaHIH
N0 Ha3HAYEHHIO H COGIIOACHAH MEp NPEAOCTOPOXHOCTH KOHTAKT ¢ OPraHH3MOM HeloBeka HCKmodeH, [Ipn
aBapUMHBIX CHTYAOHMAX BO3MOXHO pasApaxkeHHe KOXH ¥ CIH3HCTOH 000N0YKM a3 y YYBCTBATENBHBIX JIWLL.
TpH KOBTaKTE NPOMBITE MOPAXKEHAOE MECTO BOROH H 0OPaTUTECA 38 METUIMHCKOR HOMONIBIO.

3.8. Xummueckas nocyaa M oGOpyAOBaHKE, KOTOPHIE HCIIONL3YIOTCA B paboTe ¢ HabOPOM, JOIDKHBI
GHITH COOTBETCTBYIOMMM 0GpasoM MapKHPOBAHEL H XPAHHTECH OTACNBLHO.

3.9. Jlna o6paGoTku mocyasl H ofopyfOBaHHA PeKOMEHAYETCA HCIIONb30BaTh ACHHQHIMpYommHe
CPE/ICTBA, H3FOTORIEHHEIE HA OCHOBE TPETHYHBIX aAMHHOB, YETBEPTHYHLIX aMMOHHAEBEIX coemuennit (YAC)
HIM CHOHPTOB H paspelieHHEe K NpHMeHEHMIo Ha Teppuropun PO. Hcmomssopanne aesunHuumpyompx
CPEACTE Ha OCHOBE AKTHBHOIO KHCAOPOAA H X/Opa BO3MOXKHO JWINb HA NPEACTCPHIHIAIMOHHOM 3Tale, C
NOCAEAYIOLISH TEpMUYECKO CTEPHIR3AMEH.

3.10. 3anpemaerca npHeM MHINY, HCNIOIB3OBAHAC KOCMETHYECKHX CPEAICTB H KYPECHHE B IOMCIICHAAX,
npeAHasHa9eHHEIX Uld paboTh ¢ HabopoM.

3.11. V6upars n Ae3HHHUOMPOBATh PasIMTHIC OOpasibl HIM KOMIOHEHTH Hafopa, HCOOML3YA
Ae3uHUIMPYIOMEE CPEACTBA B COOTBeTCTBHH MY 287-113.

3.12. Vianarb HEHCHONB3OBaHHBe peakTHBhl Habopa B cooTBercrBHM ¢ TpefopanmAMH
CanlIuH 2.1.3684-21. ‘

3.13. Ilocne wmcnonb30BaHUA Bce KOMMNOHEHTRI HaOopa, oOpasmhl, KOHTPONBHHIC MaTepuaskl,
PacxozHble MaTepHaNBl U JApYTHe PEareHTHl, KOTOphle KOHTaKTHpoBank ¢ ofpasuamu Bo BpeMa obpaGoTku,
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CHHS MJIM aHaTH3a (B TOM YMCJIE: MEpYaTKH, HAKOHEYHMKH H T.A.) JO/DKHbI cOOMpaTbCs OTAENBHO H
HJIH30BaThCA B aBTOKJIaBE C MOCHenylolmed yTHnIu3auuei B cooTBeTCTBHH ¢ TpeboBanuamu CaulluH
21.3684-21. BMmecTo aBTOKIaBHpOBaHHS OTXOAbI MOTYT OBITh CTEPHIIM30BaHbl J€3MHOHLUHMPYIOLIUM
CPENCTBOM, NOCJIE YTHIH3HPOBaHBl B COOTBETCTBHH ¢ TpeboBanusamu CanlluH 2.1.3684-21.

3.14. He ucnons3zoBath HaGop MO HCTEYEHHH CPOKA TOHOCTH.

4. OBOPYAOBAHHUE MU MATEPHAJIbI, HEOBXOIAUMBIE /i IIPOBEJIEHMA
AHAJIM3A

- C(AHQIH3aTOp AaBTOMATHYECKUNH HMMMYHOXMMHYECKHH XEMHIIOMHHECLEHTHbIH «MagnoLIA» ¢
npuHamiexHocTamu no CHAB 421457.002 TY («MagnoLIA») (mpousBoautens OO0 «Komnanus Ankop
buo», Poccus, PY NeP3H 2019/9282),

- «HabGop peareHTOB M8 KOJHYECTBEHHOr0 HMMYHOXEMHIIOMHHECUEHTHOrO OIpeACIeHHUS
THpeoTponHoro ropmoHa «MagnoLIA TTI'», no TY 21.20.23-701-98539446-2023» (npoussoautens OO0
«Komnanus Ankop buo», Poccus, katr. Ne 1110001, 1110005);

- «HabGop pearentoB nnsa kanubpoeku «KamuGparops: MagnoLIA TTI'», mo TY 21.20.23-702-
98539446-2023» (npoussoanrens OO0 «Komnauus Ankop buo», Poccus, kat. Ne 1110101, 1110105);

- Bonno-coneBoit pactBop I8 NpPOMBIBKA peakUHMOHHbIX kioBeT MagnoLIA «bydep Wl»
(npoussoautens OO0 «Komnanus Ankop buo», Poccus, kat. Ne0000405);

- OTnenbHble Xanar, wWano4ka, o6yBb ¥ OQHOpPa3OBble NEPYaTKH, pa3pellleHHble K NMPHMEHECHHIO Ha
TeppuTopuu P® (unu coorserctaytowne 'OCT P 52239-2004);

ITpu neobxooumocmu! Boano-conesoif pactBop ans pasBeneHus obpasuoB MagnoLIA «/lnmoeHT
1» (npousBoautens OO0 «Komnanus Ankop bro», Poccus, kat. Ne 0000301 kapTpumxk uiau kat. Ne 0001001
¢dnakon).

S. IIPOBEJAEHME IMPOLEAYPHI BAJIMJAIIMH AHAJIM3A

OnucanHas B JaHHOH MHCTPYKUMH HHQOpPMALIUA COACPKHT OOlME CBEACHHA O MOPSJAKE MTPOBENCHHS
npouenypsl BalMAauMH aHamu3a. J{ns nonydyeHus JaetanbHOW MHGOpMalUHH nepen HayanoM paboTbl
03HaKOMbBTECh C PYKOBOJCTBOM I10 IKCITyaTaluu aHanu3atopa «MagnoLIA».

S.1. IloaroToBka peareHTOB

5.1.1. Bxmounte aBToMaTH4ecKui aHanu3atop «MagnoLIA» cornacHo pykoBOACTBY N0 KCIITyaTallHH.

S.1.2. KOHTpONH roToBs! K HCMOJIb30BAHHIO.

®dnakoHbl ¢ KOHTPOIAMH HEOOXOAMMO BbLICPXATh NP KOMHATHOI Temneparype He meHee 30 MHHYT
JI0 Hayana aHaTMTHYECKOH CECCHH.

5.1.3. Tlepemewats conepxumoe ¢nakoHoB, H3beras neHoobpa3oBaHHA. OTKpLITE GIAKOHBI H
MONOXUTh KPBIILKH NEPEeBEPHYTHIMH Ha CYXYIO MOBEPXHOCTD.

S.1.4. Habop «Koutponu MagnoLIA TTI'» pa3smecTTh B WITaTHBAX, IMpelHA3HAYEHHBIX A
KaJIHOpaTopoB K KOHTPOJIEH.

S.1.5.I1lepen 3arpy3koii peareHTOB, HEOOXOAMMBIX A/ TNMPOBENCHHA aHaAIW3a, B COOTBETCTBYIOLIME
GJIOKM aHaIH3aTopa MPOBEPHTH BCE PACTBOPHI HAa OTCYTCTBHME ITy3BIPbKOB BO3/yXa. YIaiHTh My3bIPbKH JO
NpOBEICHHS aHaH3a JIETKUM NOKaYHBaHHEM, HE JOMYCKas eHoobpa3oBaHHus.

5.1.6.Tlepen 3arpy3koit kaptpumka «MagnoLIA TTI » B 610k peareHToB HEOOXOAUMO NMPEABAPHTENLHO
ybeauThCa, YTO MapaMarHWTHbIE MHKPOYACTHLBI HaXOAATCA B PECYCNEHAMPOBAHHOM COCTOSHHMH, a caMa
cycneH3us roMoreHHa. Ecnm MukpouacTHusl He pecycnenaupyrorcsa, HE HUCITIOJIb3YUTE HABOP u
oBpaTuTech K MECTHOMY IPEACTaBUTEINO Npou3BoauTens. J{na nomyyenus Gonee noapobHoi MHPOpMaLHK
obparuTech K HHCTPYKUMH MO npuMeHeHuUto Habopa «MagnoLIA TTD».

5.1.7.3arpy3uTe NoArOTOB/IEHHbIE peareHThl H MPHHAMIEXKHOCTH Ha 6opT aHanu3atopa «MagnoLIA»
COrJIaCHO PYKOBOACTBY IO 3KCITyaTallHH.
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5.1.8. 3arpy3nTe naHHble 0 peareHTax B MaMATh aBTOMaTH4ECKOro aHanu3aropa «MagnoLIA » cornacHo
OBOJCTBY IIO 3KCIIyaTallHH.

5.2. KoHTpoJb KauecTBa aHA/IH3A

AHanusatop «MagnoLIA» MoxeT ocyllecTBnsTh NpoUeAypy BajiMJALMH aHAJIM3a B OTAENBHO
BBIENIEHHON CECCHH WK OJIHOBpPEMEHHO ¢ oOpasuamMH B paMKax ORHOM aHanuTHYecKo#i ceccHu. KoHTponb
Ka4eCTBa aHAIM3a BLINOIHACTCA NPEXKAE MOObIX Ha3HAYEHHBIX TECTOB HE3aBHCHMO OT MOMEHTa pa3MeLleH s
Habopa koHTpone#t Ha 6opTy.

BHUMAHMUE!

Komnonentsl Habopa «Kontponn MagnoLIA TTI » ne gomkHbl HaxoauTbcs Ha 60opTy npubopa Gonee
5 4acoB, cyMMapHO B JBajlLIaTH CECCHAX, HEOOXOAMMO YYHTHIBATb 3TO NPH BBIMOJIHEHHH NPOLEAYPbI
BaJIMJallMH OAHOBPEMEHHO ¢ 06pa3LiaMy B paMKax OAHON aHaTMTHYECKOH cecCHH. PexoMeHayeTcs BuirpyXKaThb
INTATHBbl € KOHTPOJIAMH MO HMCTEYCHWH MHHMMAIBHOTO BPEMEHH C MOMEHTA 3aBEpLICHHS pacKanbIBaHHS
CONIEP)KUMOTO0 BeeX (UIakOHOB KanubpaTopoB M KOHTpOJIEH.

Ana npedomepawenus ucnapenun ¥cuoKocmu cpasy nocne Ucnonb306aHUA Paakonst Heo6xo00umMo
3aKpbimb KPLIKAMU 6 COOMEEeMCMEUU C UX MAPKUpOBKoU, nomecmumb 8 ynaKkoeKy npeonpusamusn-
U320MOBUMENR 6 6ePMUKANILHOM NONONCEHUU U 0becnedumb Xpanenue npu memnepamype om + 2 0o + 8
°C 6 X0100UNbHBIX KAMEPAX WAU 8 XON0OUNbHUKAX, obecnequsaoujux peznamMeHmuposannbil
memnepamypHbiii pelcum.

5.2.1. JIns noGaBneHns naHHBIX O HOBO# cepru (note) Habopa «Konrponu MagnoLIA TTT » nepefiaute
B meHio KOHTPOJIH.

Haxmure knonky JJOBABUTD — HOBBIH KOHTPOJIb.

B oTkpbIBLIEMCA OKHE 3anoMHHTE MyCcTbie rpadbl BPY4HYIO NaHHBIMH, COAEPKALHMHUCA B Nacnopre,
nu60 nyTeM CYMTHIBAHHSA LITPHX-KOJA CO BTOPHYHOMH YNaKOBKH (KOPOOKH) H3AEIHS.

Jlns coxpaHeHMs HaHHbIX O Habope OJHOKPAaTHO UIEJAKHMUTE JIEBOW KHONKOH MBIMIK MO 3HAYKY
TIPUMEHHTH (B cny4yae HeoOXOAMMOCTH NMPOAOKHTL paboTy B JaHHOM okHe) uiM 3Hauky [ OTOBO (ans
COXPaHEHHMA JaHHBIX W 3aKPLITHA OKHA).

5.2.2. [1na 3anycka B paboty HOBOI'O KOHTPOJIA, nepeiinute B meHio KOHTPOJIH.

B MeHIo oTkpoeTtcsa Tabnuua, rae B CTpOKax cileBa 0ToGpaXaloTcs AOCTYIMHBIE KOHTPOJH, B CTONI0MAxX
CBepXy — Ha3BaHHA TecToB. KIMKHHTE OQHOKpaTHO No Aveiike, HaxoAsieHCs Ha MepeceYeHHH TpeOyeMbIX
CTPOKH (KOHTpOJIb) K cToN6LA (TecT). B BbIOpanHoii Aueiike nosaButcs o6o3HayeHHe «X».

BHUMAHMUE!

Ha6op «Kontponn MagnoLIA TTI'» npumMeHsercs Tonabko A NOATBEPKACHHA NPaBHIBHOCTH
pesynsraToB aHanu3a «MagnoLIA TTI ». OGparuTe BHHMaHHe Ha TO, YTO HACHTHOHKALHKA aHATHTA B CTPOKE
KOHTpoOJb ¥ B ctonbue tect gomkHbl coBnaaats (TSH-TSH/ TTT-TTT).

KoHTtposns, oTo6paxkaeMblii B TabauLe CHHUM 1IBETOM, MOXET ObITh 3aMmylI€eH.

5.2.3.3anycTHTe aHATUTHYECKYIO CECCHIO aBTOMaTHdeckoro ananusaropa «MagnoLIA» cornacho
PYKOBOACTBY MO 3KCIUTyaTallHH.

5.2.4.1lporpamma npubopa mno3BONSET ABTOMAaTHYECKH BbLIMOJHUTb BCE ,CTAAMH aHanusza Ges
BMELLATENLCTBA N10JIb30BaTEN.

5.3. PesyabTaTthl

TTo okOHYaHKH aHANTKTHYECKOM ceccuu nepeiaure B MeHio KOHTPOJIU. Haxmure xknonky B APXHB
KK. Haxmute knonky PE3YJIbTATDI.

Jlns BBIBOZIA HA 3KpaH KOHTPOJILHOM KapThl B OTKPBIBLIEMCS OKHE IMOC/IENOBATENLHO BbIOEpPHTE THII
TECTa, THIT KOHTPOJIA K cepuio (JIOT) KOoHTpons. 3ateM Haxmute kHonky [TPOCMOTP.

6. TPAHCINIOPTUPOBAHHME U XPAHEHHE
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Aonun MagnoLIA TTI»

6.1. TpaHcnopTupoBaHue HabopoB cneayeT NPOM3BOAWUTbL BCEMU BUAAMU KPbITOrO TpaHcnopTa npu

bnepartype ot + 2 go + 8 °C.

6.2. TpaHcnopTMpOBaHWe MU3Aenunii nNpu Temnepatype oT + 2 Ao + 8 °C A0MKHO MPOM3BOAMTBLCS B
XKOCTAX WA NpW  MOMOLWM  XONOAWbHBIX YCTAHOBOK, o06ecneynBarolnx pernameHTUPOBaHHbI
rMMEePaTypHbIA PeXuM.

6.3. JionyckaeTcsi TpaHCNOPTMPOBaHMe Habopos npu TemnepaType Ao + 25 °C He 60onee 15 CyTOK, B

TOM uucne npu Temnepartype + 37 °C He 6o/ee 1 CyTOK.

6.4. Habopbl, TPaHCNOPTUPOBAHHbIE C HAPYLIEHWEM TEMMEPATYPHOro pexuma, NPUMEHEHWIO He
nogsiexar.

6.5. Cpok rogHocty HabopoBs - 18 MecALeB OT 4aTbl NPOV3BOACTBA.

6.6. XpaHeHume HabopoB [O0/HKHO MPOBOAUTLCA B YMNAKOBKE MPeAnpUATUA-U3rOTOBUTENA NpU
Temnepatype oT + 2 fo + 8 °C B TeyeHWe BCero cCpoka roAHOCTU B XONOAW/IbHbIX Kamepax WAuM B
X0NoAWAbHUKaxX, 06ecrneymBaloWMx pernameHTUpPOBaHHbIV TeMMepaTypPHbIA PeXuMm.

6.7. Habopbl C UCTEKWIMM CPOKOM rOAHOCTU NPUMEHEHUIO HE NOASEXaT.

6.8. Mpu ApoOHOM MCMNONb30BaHUM KOMMOHEHTbI Habopa XpaHATCA B YMNakoBKe MpeanpuaTus-
N3roTOBUTENA B BEPTMKA/IbHOM NMOJIOXKEHUN Npu TemnepaType oT + 2 4o + 8 °C B X0N0AUNbHbK KaMepax unn
B X0/104MbHUKAX, 06ecneymBaloLLNX pernaMeHTMPOBaHHbIN TeMMepaTypHbIA peXxuMm, B TeueHne 1 mMecaua co
AHS BCKPbITUS NEPBUYHON YNakoBKU. KOMNOHEHTbI He AO/MKHbI HAXOAUTLCA Ha 60pTy Npubopa 6onee 5 vacos,
CyMMapHO B ABafuatu ceccuax. llocne ucnonb3oBaHWs (rakoHbl HEOOXO0AMMO 3aKpbiTb KpblKamu U
obecneynTb PerNaMeHTMPOBAHHbIV PEXUM XPaHEeH WS,

1. FTAPAHTUWHBIE OBA3ATENBLCTBA
CapaHTWiiHbIA CPOK rogHocTM HaGopa 18 mecAueB OT faTbl MPoOU3BOACTBA. Habop npegHasHaueH Ans
O[HOKPATHOTO MPUMEHEHUS U HE NOANEXNT PEMOHTY 1 06CNYXNBAHUIO.

8. BE3OMNMACHAA YTUNN3AUWNA
Mpu wncnonb3oBaHUMM Habopa o06pasytoTcs OTXOAbl KnaccoB A U B, KOTopble YTUNM3MPYHOTCS

B cooTBeTCcTBMN € CaHlMuH 2.1.3684-21 n MY 287-113. (Tabnuua 2).

Tabnuua 2
Knacc
Orxopp! 0MacHoCTK
Broputitas (rpynnosas) Kopo6ka n3 MoHOKapToHa
yNaKoBKa OTxopabl
JKcnnyataunoHHasa MHCTPYKLUMA NO NPUMEHEHNIO Knacca A
LOKYMeHTaums Macnopt
Bce KOMNOHEHTHLI Habopa, KOHTPO/IbHbIE MaTepuabl,
pacxofHble maTtepuanbl U peareHTbl, KOTOpble
[pyrvne KOMNOHEHTHI
KOHTaKTMpoBanu ¢ obpasLamu BO BpeMs 06paboTKy,
XpaHeHUs nau aHanmsa OTxofbl
MepBNYHaa ynakoBka dnakoHbl, coaepXKaBLLNE PacTBOPbI KOHTP6Ne knacca b
He ncnonb3oBaHHble
KOMMOHEHTbI C UCTEKLLUM ®nakoHbl, cofiepXallyme pacTBOPbl KOHTPO/EN

CPOKOM rogHOCTH

9. WMH®OPMALUNA O NMPON3IBOAWNTENE

Mo Bonpocam kavectBa MW «Habop peareHTOB A1 KOHTPONA KadvecTBa aHanusa «KoHTponu
MagnoLIA TTI», no TY 21.20.23-703-98539446-2023» o6pawaTtsca B OO0 «KomnaHua Ankop buo» no
agpecy: 192148, r. CaHkT-MeTepbypr, XXenesHo[opOoXHbI npocnekT, 4. 40, nuT. A, Ten/dakc: 8(812) 677-
8779, TenedoH «ropayeinn NuHUM»: 8-800-234-37-79.
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MagnoLIA TTTI »
CMBO/Ibl, NCMONMb3YEMbIE HA 3STUKETKAX

/ VD MeanumHckoe nsgenve ans V Coaep>XUmMoro A40CcTaTouHO A1
ANarHocTuKM in vitro npoBeAeHns N TecToB

/ REF Homep no Katasory A OcTopoykHo!
N\
]f_OT Kopg naptun (Homep cepum) Mcnonb3osaTth Ao
ttd M3roToBuTesb . Mpeaen Temneparypbl
GD [JaTa nsrotoeneHus - Buonornyeckunii puck

O6paTnTeCh K MHCTPYKLUN MO
NPUMEHEHNIO

O
o

MNHcTpyKuma paspaboTaHa B cooTBeTcTBUM ¢ TY 21.20.23-703-98539446-2023.
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OO0 «KomnaHua Ankop buox»
r. CaHkT-leTepbypr, >Xene3HOA0POXHbIN Mnp,, 4. 40, nnT. A
TenedgoH/pakc: (812) 677-87-79

MACITTIOPT Ne E002

Ha6op peareHTOB /i1 KOHTPOS KayecTBa aHa/M3a
«KoHTpona MagnoLIA TTI», no TY 21.20.23-703-98539446-2023

KaTt. No 111Q2Q1 Cepusa Ne E002 ®opmupoBaHume Ne 1 Konmydectso 100 wwiT.

CootBeTCT-
BHewHwit Bug n popma  Komnnekta-  Cepus BUE KOH-
HanmeHoBaHWe peareHTa TpONN-
BbINyCKa Lus peareHTa
pyemMmoro
napameTpa
KomMnsieKT noctaBKU
KoHTponb 1 Mpo3payHble nam 1 dpn. £002 COOTBETCT-
MYTHbIE XWAKOCTU OT (1 mn) ByeT
. COOTBETCT-
KOHTpONb 2 6ecLBeTHOro Ao 1 o £002
YXenToro useta (1 mn) BYeT
MacnopTt 1w,
VHCTPYKLUMA NO NPUMEHEHUIO 1w, - -

MapameTpbl KOHTPO/S KavecTBa

HanmeHoBaHMWe KOHTPOAMPYEMOro 3HayeHne KOHTpoinpye-

Hopma %
napamerpa MOro napameTpa
KoHueHTpauma TTI B KoHTpone 1, 1,5-4.5 COOTBETCTBYET
MKME/Mn
KoHueHTpaumna TTI B KoHTpone 2, 6-16 COOTBETCTBYET
MKME/Mn

®nakoHbl 3 M1 U3 MPO3payvyHOro
cTekna (C 3aBUHYMBAKOLLNUMUCH

KpblLWKamn). STUKETKN U3 NIEHTHI
KneeBoi Ha 6yMaXKHOI OCHOBe

YnakoBKa 1 MapKnpoBka COOTBETCTBYET

* [laHHbIe aTtTecTaynn nNpu COBMECTHOM UCMo/ib3oBaHuu ¢ MW «MagnoLIA TTT », cepusa Ne E002.
[aTta nsrotosneHmsa Habopa «19» utoHa 2023 r.

Cpok rogHocTn Habopa o «19» nekabpa 2024 r.

Ycnosua xpaHeHusa+2...+8 °C ,

Ycnosus TpaHcnoptuposaHusa +2...+8 °C. [lonyckaeTcs TpaHCMOPTMPOBaHMe Habopa npu TeMnepartype
[0 +25 °C He 6onee 15 cyTOK, B TOM yucne npu temnepartype +37 °C He 6onee 1 cyToK

TONIBKO ANnd ANATHOCTUKW IN VITRO

[na npotheccnoHanbHOro NpUMeHeHus

Habop cooTBeTcTBYET

TY 21.20.23-703-98539446-2023

PY Ne

BoinonHun AyweHskuHa A.T. Mposepun Kasg
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OO0 «KomnaHuna Ankop buo»
r. CaHkT-lNeTepbypr, >Xefe3HOAOPOXHbIW np., 4. 40, nnT. A
TenetoH/pakc: (812) 677-87-79

MACITTOPT Ne EOC3

Habop peareHTOB A4/19 KOHTPOIA KayecTBa aHa/M3a
«KoHTpona MagnoLIA TTI», no TY 21.20.23-703-98539446-2023

KaTt. No 1110201 Cepua Ne EOO3 dopmupoBaHue Ne 1 Konmyectso 100 wwiT.

CooTBeTCT-
BHewHuid Bug n opma  Komnnekta-  Cepus BUE KOH-
HanmeHoBaHMe peareHTa Tponu-
BbIMyCKa una peareHTa
pyemoro
napameTpa
KomMnneKT nocTtaBKu
KouTpons 1 Mpo3payHble uu 1dn. EOm3 COOTBETCT-
MYTHbIE XWUAKOCTU OT (1 mn) ByeT
KOHTpONb 2 6ecLBeTHOr0 0 1. EO08 COOTBETCT-
XKeNToro upeta (1 mn) ByeT
MacnopT 1w,
WNHCTPYKLMSA NO NPUMEHEHUIO 1wr. -

MapameTpbl KOHTPONS KayecTBa

HanmeHOBaHWe KOHTPOAMPYEMOTO 3HayeHne KOHTpoNupye-

Hopma N
napameTpa MOrO napameTpa
KoHueHTpauna TTI B KoHTpone 1, 15-4.5 CO0TBETCTRYET
MKME/Mn
KoHueHTpauna TTI B KoHTpone 2, 6-16 COOTBETCTBYET
MKME/mn

®nakoHbl 3 M1 U3 NPO3PaYHOro
cTekna (c 3aBMHYMBAIOLLMMUCS
KpbIWKamn). STUKETKN U3 NIEHTbI
KneeBoi Ha 6yMaXXHOW OCHOBe

YnakoBKa 1 MapKMpoBKa COOTBETCTBYET

* [aHHble aTTecTauum npu cCOBMECTHOM ucnosb3oBaHuy ¢ M «MagnoLIA TTI », cepua Ne EOOS.
[ata n3rotoeneHnsa Habopa «21» noHa 2023 T.

Cpok rogHocTu Habopa A0 «21» aekabps 2024 r.

Ycnoeus xpaHeHusa +2...+8 °C

Ycnosua TpaHcnopTMpoBaHusa +2...+8 °C. [lonyckaeTcd TpaHCNopTMpoBaHue Habopa npu Temnepartype
[0 +25 °C He 6onee 15 cyToOK, B TOM ymncne npu Temnepatype +37 °C He 60onee 1cyToK

TOJIBKO And AUATHOCTUKN IN VITRO

[nsa npotheccMoHanbHOro NpUMMeHeHns

Habop cooTBeTCTBYET Ifbk

TY 21.20.23-703-98539446-2023

PY Ne

BoinonHun AyweHsknHa A.T. MpoBepunn KasappLu
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OO0 «KomnaHuna Ankop buo»
r. CaHkT-lMeTepbypr, XKenesHogopoXXHbIA np., 4. 40, imT. A
TenedgoH/dpakc: (812) 677-87-79

MACITTOPT Ne E002

Habop peareHTOB A1 KOHTPO/IA Ka4yecTBa aHan3a
«KoHTpona MagnoLIA TTI», no TY 21.20.23-703-98539446-2023

KaTt. No 1110205 Cepuda Ne E002 dopmuposaHune Ne 1 Kosimdectso 100 wi.

CooTBeTCT-
BUE KOH-
BHewHnin Bug n popma Komnnekra- Cepus
HavmMeHoBaHuWe peareHTa BLINVCKA ums peareHTa TpOK-
y pyemoro
napameTpa
KomMmnnekT noctaBKu
Mpo3payHble nm 5 on. COOTBETCT-
E002
KowTpone 1 MYTHbIe XWULKOCTU OT (no 1mn) BYyeT
6ecuBeTHOro 4o 5 tn. COOTBETCT-
KoHTpon, 2 XEenToro upeta (mo 1mn) E002 ByeT
MacnopTt 1wr. . -
WHCTPYKUMA NO NPUMEHEHWUIO 1w, : -

MapameTpbl KOHTPOMS KayecTBa

HavMeHOBaHMe KOHTPOIMPYEMOTO 3HauyeHne KOHTponupye-

napameTpa Hopwma MOro napameTpa*
KoHueHTpauunsa TTI B KoHTpose 1, 1,5-4.5 COOTBETCTBYET
MKME/Mn
KoHueHTpauua TTI B KoHTpone 2, 6-16 CcooTBETCTBYET
MKME/Mn

®NakoHbl 3 M1 U3 NPO3PaYHOro
cTekna (C 3aBUHYMBAKLLVIMUCS

KpbILWKamMu). STUKETKW U3 NIEHTbI
KneeBoi Ha 6yMaXXHOI OCHOBE

* [laHHble aTTecTauum Npu COBMeCTHOM mUcnonb3osaHnn ¢ M «MagnoLIA TTI», cepusa Ne E002.
[ata n3rotoefieHns Habopa «19» noHsa 2023 .

CpoK rogHocTn Habopa fo «19» fgekabpsa 2024 .

Ycnosusa xpaHeHusa +2...+8 °C

Ycnosusi TpaHCMOPTMPOBaHMA +2...+8 °C. [lonyckaeTcs TpaHCNOPTUAOBLILIE Hab'opa Npu TemnepaType
[0 +25 °C He 60nee 15 cyTOK, B TOM Ymnc/e Npu Temneparype CYTOK

TONIBKO ANnAa ANATHOCTUKW IN VITRO

[na npoeccnoHanbHOro NPUMeEHEHMNS

Habop cooTBeTCTBYET

TY 21.20.23-703-98539446-2023

YnakoBKa 1 MapKUpoBKa COOTBETCTBYET

PY Ne
BbinonHun AyweHbknHa Al npoBCfttIMbeap
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OO0 «KomnaHuna Ankop buo»
r. CaHkT-leTepbypr, >XenesHo4opOXHbIW Np., 4. 40, nuT. A
TenedgoH/pakc: (812) 677-87-79

MACITOPT Ne HOOB

Habop peareHTOB [/11 KOHTPO/IA KavecTBa aHasm3a
«KoHTponn MagnoLIA TTI», no TY 21.20.23-703-98539446-2023

Kat. Ne 1110205 Cepua Ne EOO3 dopmupoBaHmne Ne 1 KosimyecTtso LLIT.

CooTBeTCT-
BHewHnn Bug n opma Komnnekra- Cepus BUE KOH-
HaumeHoBaHuWe peareHTa TpoNu-
BbIMyCKa uma peareHTa
pyemoro
napameTpa
KomneKT noctaBku
: COOTBETCT-
KoHTpons 1 [Mpo3payHble nn 5 don EOO3
MYTHbIE XUAKOCTN OT (mo 1wmn) BYyeT
COOTBETCT-
KoHTpons 2 6ecLBeTHOro f0 5 don. E0O3 TBETCT
XenToro useta (mo 1mn) BYeT
MacnopT 1wr.
VHCTPYKUMS N0 NPUMEHEHUO 1wr. - -
I'Iapalvleprl KOHTPO/1A KayecTBa
HanmeHOBaHMEe KOHTPONPYEMOTO HobMa 3HayeHne KOHTponupye-
napametpa P MOro napameTpa*
KoHueHTpauunsa TTI B KoHTpone 1, 15-4.5 COOTBETCTBYET
MKME/Mn
KoHueHTpauua TTI B KoHTpose 2, 6-16 COOTBETCTBYET
MKME/Mn
®1akoHbl 3 M1 U3 NPO3PAYHOro
YnakoBKa 1 MapKMpoBKa cTekna (C 3aBuHvBatoL|mmes COOTBETCTBYET

KpblWKammn). TUKETKN U3 NEHTbI
KneeBoi Ha 6YMa)XHOI 0CHOBE

* [laHHble aTTecTaunmn nNpmM COBMECTHOM Mcnonb3oBaHun ¢ M «MagnoLIA TTI», cepna Ne EOOS.
[ata nsrotosneHuns Habopa «21» noHsa 2023 .

Cpok rogHoctn Habopa Ao «21» nekabpsa 2024 r.

Ycnosua xpaHeHua +2...48 °C

Ycnosua TpaHcnopTuposanma +2...+8 °C. [lonyckaeTcs TpaHCNOpPTUPOLL a npu temneparype
[0 +25 °C He 60nee 15 cyTOK, B TOM 4ucne npu Temnepatype +37

TOJIBKO ANA ANATHOCTUKW IN VITRO
[na npotheccnoHanbHOro NpUMeHeHNs
Habop cooTBeTcTBYET

TY 21.20.23-703-98539446-2023

PY Ne
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BoinonHun AyweHbknHa A.T. Mposepun KazapiiHosalll.'Joany!"
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OO0 «KomnaHuna Ankop brno»
r. CaHkT-lNeTepbypr, XXenesHoA4OPOXHbIW np., 4. 40, nuT. A
TeneoH/hakc: (812) 677-87-79

MACITOPT Ne EQ02

Habop peareHTOB /19 KOHTPO/IA KayecTBa aHa/M3a
«KoHTponsa MagnoLIA TTT», no TY 21.20.23-703-98539446-2023

KaTt. Ne 1110210 Cepua Ne E002 ®dopmupoBaHume Ne 1 Konmnyectso 100 wiT.

CootBeTcT-
BHewHwnii Bug n hopma  KomnnekTa- Cepus BUE KOH-
HanmeHoBaHWe peareHTa Tponu-
BbINyCKa una peareHTta
pyemoro
napameTpa
KomMnneKT nocTaBKu
. COOTBETCT-
KoHTponb 1 Mpo3payHble nan 10 con £002
MYTHbIE XXUAKOCTK OT (no 1mn) BYeT
KOHTOfTb 2 6ecuBeTHOro [0 10 don. £002 COOTBETCT-
YKENToro upeta (no 1mn) BYeT
MacnopTt 1wr. . -
VHCTPYKLMA N0 NPUMEHEHUIO 1 wr. - -

MapameTpbl KOHTPO/S KaYecTBa

HanmeHoBaHM1e KOHTPONMPYEMOTO 3HauyeHne KOHTponupye-

Hopma

napameTpa MOro napamertpa*
KoHueHTpauua TTI B KoHTpone 1, 15-4.5 COOTBETCTBYET
MKME/Mn

KoHueHTpauusa TTI B KoHTpone 2, 6-16 COOTBETCTBYET
MKME/Mn

®nakoHbl 3 M1 U3 NPO3PAYHOro
cTekna (C 3aBUHYMBaAKOLLMMUCA
KpbIWKamn). STUKETKN U3 NEHTbI
KNeeBoW Ha BYMa)KHO OCHOBe

YnakoBKa 1 MapKnMpoBKa COOTBETCTBYET

* [laHHble aTtTecTauMu Npy COBMECTHOM Mcnonb3osaHnun ¢ MU «MagnoLIA TTI », cepua Ne E002.
[ata nsrotoeneHnsa Habopa «19» noHa 2023 r.

Cpok rogHoctn Habopa fo «19» nekabpsa 2024 r.

Ycnosus xpaHeHusa +2...+48 °C

Ycnosus TpaHcnopTupoBaHua +2...+8 °C. lonyckaeTca TpaHCNopTUpoBaHMe Habopa npu Temneparype
[0 +25 °C He 60nee 15 cyToK, B TOM yuc/e npu TemnepaTtype +37 °C He 605ee 1 CyTOK

TONbKO Anda ANATHOCTUKW 1IN VITRO

[nsa npodeccroHanbHOro NpUMeHeHNs

Habop cooTBeTcTBYET

TY 21.20.23-703-98539446-2023

PY Ne

BbinonHun JlyweHoknHa A.T. Mposepun Kasap
AKFTKroP
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000 «Komnanua Ankop buo»
r. Cankr-IlerepOypr, JKene3HoaopoxkHeiii mp., A. 40, 1AT. A
Tenedon/dpaxc: (812) 677-87-79

NHACIHOPT Ne E003

HaGop pearenTos 11 KOHTPO/IS KAUeCTBA aHAIH3A
«Kontpoar MagnoLIA TTI'», no TY 21.20.23-703-98539446-2023

Kar. Ne 1110210 Cepnsa Ne EQ03 ®opmuposanne Ne 1 Komraectso 100 m.

CooTBercr-
BHE KOH-
HanMeHoBaHHe Bnemm;ﬁ nnéu R: ¢dopma | Komnnexra- Cepu};:a )
BTy B peare PyeMoro
napameTpa
KoMmiexT moecTaBKH
Tpospausbic nim 10 da. COOTBETCT-
Kosy ! MYTHBIC JXHIKOCTH OT (mo 1 mn) E003 BYET
GecuseTHOrO A0 10 ¢n. COOTBETCT-
Konrpom, 2 XENTOro MBeTa (o 1 Mn) E003 BYeT
Tacnopt 1 wr. - -
HHCTpyKiMs 10 NPUMEHEHHIO 1 mT. - -
IlapaMerpsl KOHTPOJIA KA4Y€CTBA
HanmeHoBanHe KOHTPOMHpPYEMOTO Hopma 3HaveHHe KOHTPOAHpYeS-
napamerpa P MOro napamMeTpa*
Koruentpauns TTT B Kortpone 1,
MEME/ 1,5-45 COOTBETCTBYET
Konnenrpamns TTT B Koutpone 2,
MKME/A 6-16 COOTBETCTBYET
OakoHE! 3 MJI H3 NIPO3PaYHOro
CTEKNA (C 3aBHHMHBAIOIMAMHUCS
VYIiakoBKa U MapKAPOBKa Kp ).3 ws COOTBETCTBYET
KIeeBoi Ha GymMaxkHO# ocHOBe

* JlaHHEIe aTTECTAlHU NPH COBMECTHOM Henonbzopanuu ¢ MU «MagnoLIA TTI», cepua Ne E003.

Jlara usrotoBnenua Habopa «21» uions 2023 r.

Cpok roasoctd Habopa 1o «21» fexabpg 2024 1.

Ycnosus Xxpanenus +2...48 °C

VoA TpaRCTIOPTHPOBaHUS +2...+8 °C. JlomyckaeTcs TpaHCIOPTHPOBalKE HAGOPa IIPH TEMIIEpAType
ao +25 °C ne 6onee 15 cyTok, B TOM yncie npu temmeparype +37 °C e Gonee 1 cyTok

TOJNBbKO U1 JUATHOCTUKHU IN VITRO

Jna npogeccHoHanbHOr0 MpHMEHEHHA

Habop cootBeTcTBYeT

TV 21.20.23-703-98539446-2023

PY Ne

Bomomsun Jymenskuna AT

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




MpowwnTo, NMPOHYMEPOBaHO, CKYM/IEHO NevaTbio

(__ WAHATOo ) nucTT
["eHepanbHbI
000 « brno»
lMonbliHUEB

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



