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1. HASHAMEHHE

1.1. «<HaGop pearenroB mna kanmuGpoekn «KannGpatopsr MagnoLIA TTI'», mo TY 21.20.23-702-
98539446-2023» (nanee «Kammbparopm MagnoLIA TTI») npeanasnaucH wia KanaOpoBkH (YCTAHOBICHHA
pedepeHTHBIX 3HAUCHHIL) aHATN3a NPA KONAYECTBCHHOM ONPEAC/ICHHHA THPEOTPONHOro ropmMona (nanee TTT) B
CHIBOPOTKE M TNa3Me KpoBw (uATpar Hatpha (3,2 %), kamesas coms DATA (K23/TA, K33ATA)) senosexa
MCETONIOM XECMUIOMHHECHCHTHOTO HWMMYHOAHANM3a HAa NapaAMarHHTHHIX MHKPOYAaCTHLAX ¢ HCIONB3OBAHHEM
aBTOMaTHYccKoro ananu3aropa «MagnoLIA».

Ha6op «KanuGparopsr MagnoLIA TTI™» npaMeHseTCS COBMECTHO ¢ MEAULIHHCKHMHE H3ACIHMAIMH (fance
MH) «MagnoLIA TTT » n «Konrpoau MagnoLIA TTI».

1.2. KanuGposka npy ucnonssopaaun MU «KanuGparoper MagnoLIA TTT » gomksa BLINONRHATECS A4
kaxaoro kapTpuaxa «MagnoLIA TTT » B caeayoumx caydasx:

- MIPH 3amycKe CECCHH Ha aHanm3atope «MagnoLIA» ¢ ncnonszobanueM kaprpumka «MagnoLIA TT»,
KaTHOPOBKa KOTOPOre paHee He NPOBOAMIAC;

- OXHH pa3 B 7 AHel i kaxzoro kapTpamxka «MagnoLIA TTT»;

- NIpK 3amycKe CeccHH Ha aHanusatope «MagnoLIA» ¢ ncnons3osanuenm kaprpamxa «MagnoLIA TTT »,
KaTnOpoBKa KOTOPOro MpocpoyeHa (OT MOMEHTa nocneanel kanubposku npounno Gonee 7 gueit);

- €CITH PE3YNIBTAT aHATHIA XOTA 66 omHoro Kontpona w3 nabopa «Koutponu MagnoLIA TTI»? pexoant
33 NpeAeJbl YCTaHOBIEHHOrO RHANA30HA.

1.3. OynkumoHansHoe HasHayehne MU «MagnoLIA TTI'» mp coBMecTHOM npRMeHeHHH ¢ MU
«KanuGparoper MagnoLIA TTI» wum «Kontpomu MagnoLIA TTT» — KonH4YeCTBEHHOE ONpeAcneHHe
KOHUEHTPAIlMH THPEOTPONHOrO TOPMOHA B CHIBOPOTKE H MIA3ME KPOBH HYEIOBEKA IIPH AHATHOCTHKE 3aboneBaHni
THPEOHAHOTO NMPOHNA H MOHHTOPHHTE GYHKUWH IIMTOBHIHON HXKeae3nl.

-
! DKBMBANCHTHOCTS OOPAIUOB CHIBOPOTKH H MAAZMB KPOBM YeNOBEKa, coaepaamiel aHTHXOAryfanTM (uwTpar HaTpHs (3,2 %),
kanuesan coms IATA (K:3ATA, KiDATA)), noarpepxkaeHa Ha 25 ofpazuax xaxporo BMAQ AHTHKOAryASHTA ¢ PasHEIMH
xoHUueHTpawuad TTT B aHanu3ze npx nenonbiopaHum nabopa «MagnoLIA TTT».

2Hat6op «Koutpoan MagnoLJA TTT» npeauasnadeH A1% NOATBEPXRACHHS NPABUALHOCTH X0NHUYECTBEHHOrO ananmsa TTT B cuisopoTke
# INa3Me KPoBM yenorexa «<MagnoLlA TTT» na ananusatope «cMagnoLIA».
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1.4. O6nacte npuMeHeHus Habopa — kIMHUYecKas 1abopaTopHas JHArHOCTHKA.

1.5. Ha6op npennasHayeH TONBKO s AMArHOCTHKHU in vitro, 1A Npo¢ecCHOHANbHOrO MpHMEHEHHS
IEPCOHAJIOM, HMEIOINM KBATHGHKALMIO VIS BBINOJHEHHS IHArHOCTHYECKMX MCCIIEIOBaHHH in vifro B
pesynbTaTeé CcnelHalbHOro obpasoBaHHs M o6yueHus. MccienoBaHHs MOTYT BBINOJHATH CNELHATMCTBI HE
Mosoxe 18 ner ¢ BhICIIMM U CpPeHUM MEAHLMHCKUM, OMOIOrHYecKUM MM MHbIM oOpasoBanHeM (Bpay KJ1/J],
OHoNOr, MEIHLUMHCKHH TEXHOJNOT).

HccnenoBanus nMpoBOAAT B KJIMHHKO-IHArHOCTHYECKHX JabopaTopusx, 00acTHBIX, FOPOACKHX HIIH
pafOHHBIX, FOCYJAPCTBEHHBIX WIIKM YacTHbIX OonbHULax U apyrux JIITY.

1.6. Ha6op «Kanu6paropsi MagnoLIA TTT'» He uMeeT npoTHBONOKa3aHU# K IPHMEHEHHIO.

1.7. Ha6op «Kamubparopst MagnoLIA TTI'» npennasnadeH ais o6cneoBaHMs BCeX IPYII HaceleHHS
mob6oro Bo3pacta 6e3 rpasauuu 1o geMorpadHyecKoMy HiIH NOMYJIALHOHHOMY ITPH3HAKY.

2. XAPAKTEPUCTHKA HABOPA

2.1. Ipuuumn aeficreus

Ha6op «Kamm6patopst MagnoLIA TTI'» npeacraBnsiet co60# KOMNNEKT U3 YeThIpeX KamMOpaTopos.

Kanubposka nabopoB «MagnoLIA TTI'» ocywectBasercs npu ucnons3oBannd MU «Kambparopsl
MagnoLIA TTI'» no 1ByM ycTaHOBOYHBIM Y IBYM NOATBEPXKAAIOLHM TOYKAM ¥ OCHOBaHa Ha METOJ€ KOCBEHHBIX
M3MepeHHil (BOCIPOH3BOAWMAA KOMIIOHEHTaMM Habopa BenMuMHa - KoHueHTpauus TTI, MKME/mi,
HEMOCPENCTBEHHO HM3MEpAeMas BEJIMYMHA — CHTHAT XEMUIOMMHECUCHLHH, BblpaxeHHbt B RLU?,
OTHOCHTEJIbHBIX CBETOBBIX €JHHHLIAX).

AHaJh3 NpoBOAKTCA Ha aBTOMaTH4YeCKOM aHanu3atope «MagnoLIA» (npoussoautens OO0 «Komnanus
Anxop Buo», Poccus) B cooTBeTcTBHM ¢ HHCTpyKuHe# k Habopy «MagnoLIA TTI'». 3HaueHHs CHrHanoB
XEMHUIOMHHECLIEHLIMH B KIOBeTaX, coaepxaiwnx KanuOparopsl | M 4, HCNONB3YIOTCS B KayeCTBE OMOPHBIX
(ycTaHOBOYHBIX) ToYeK. C MOMOLUBIO JaHHBIX TOYEK NMPOMCXOAMT KOPPEKTHPOBKA KaanGpoBouHOro rpaduka,
3aKO/IMPOBAHHOrO B mamsaTH npubopa. I1o 0TKOppeKTHPOBaHHOMY KaIHOPOBOYHOMY rpaduky ompelenseTcs
koHueHtpauus TTI B aByx mnoarsepxaalomux KamuGpatopax 2 u 3. COOTHOLIEHHE KOHLUEHTPALHH,
onpeaesneHHo# npuGoOpoM M yka3aHHOW B macnopte Habopa, CIYXHT KpHTEpPHEM JUIA MPHHATHS pe3ynbTaTa
KanuGpOBKH NporpaMMHEIM obecrieueHneM aHanusaropa «MagnoLIA». Ha ocHoBe npHHATOro KaIMOpPOBOYHOTO
rpaduka paccuuThiBaeTcs KoHleHTpauus TTT B aHanu3npyeMbIx 06pa3Lax H KOHTPONBHBIX MaTepHaliax.

2.2. CocTaB HaGopa H KOMILIEKT NOCTABKH

B cocras Habopa peareHToB BXOAAT CAEAYIOUIHE KOMIOHEHTHI:

- kanmubpoBoynas mpo6a Nel Ha OCHOBe BOZHO-COJICBOrO pacTBopa, He coaepxaulad TTI (Tounoe
3HayeHHe KoHuentpauuu TTT ykasaHo B macmopre M 3aKOAMPOBaHO IITPHX-KOXOM Ha Kopobke Habopa
peareHTos). XKuaxocts, 1,0 Ma, 1 unu S (pnaxonos“, B 3aBHCHMOCTH OT BapHaHTa ucnoyiHeHus (cM. Tabauuy 1)
MapkuposaHa «Kanubpartop 1»;

- KanuOpoBoyHas npoba Ne2 Ha 0CHOBE BOAHO-COJIEBOr0 pacTBopa, coaepxamas TTI (TouHoe 3HayeHHE
xoHuentpaunu TTT B nuanaszone usmepenus ot 0 go 150 MkME/Mn yka3aHo B macnopre H 3aKOAHPOBaHO
LUTPHX-KOZOM Ha Kopobke HaGopa pearenToB). JKuakoctk, 0,5 Mn, 1 uau 5 ¢makoHoB' B 3aBHCHMOCTH OT
BapuaHTa ucnoiiHeHus (cM. Tabmuuy 1), MapkupoBaHa «Kanu6Gparop 2»; )

- kannbpoBoyHas mpobGa Ne3 Ha OCHOBe BOHO-COJIEBOrO pacTBopa, coaepikawas TTI (TouHoe 3HaueHHe
xonuenTpauun TTT B ananasone usmepenus ot 0 no 150 MkME/Mn ykasaHo B macnopTe M 3aKOAMPOBAHO
LUITPUX-KOJOM Ha KopoGke HabGopa pearentoB). JKuaxocTs, 0,5 M, 1 wiu 5 ¢uakoHOB® B 3aBUCHMOCTH OT
BapHaHTa ucnonHeHus (cM. Tabnuuy 1), mapkuposana «Kanu6bpartop 3»;

IRelative light units,

‘T'abapurHbie pasmephl ¢pnakona (IB): 16,25Mm x 36mMm; kpbiuky (JIB): 16,2Mmx12,5MM.
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- KanmbposoyHasa npoba Ne4 Ha OCHOBe BOAHO-CO/IEBOr0 pacTBopa, cogepxawaa TTI (TouHoe 3HayeHune
IroHueHTpaumn TTI B AmanaszoHe usmepeHns ot O go 150MKME/Mn ykaszaHO B nacrnopte M 3aKOAWPOBAHO
LUTPUX-KOAOM Ha Kopobke Habopa peareHToB). XXuakocTb, 1,0 M, 1 uam 5 nakoHoB™ B 3aBUCUMOCTU OT
BapuaHTa ncnonHeHusa (cm. Tabnuuy 1), mapkupoBaHa «KanuoépaTop 4».

B KOMMIEKT NOCTaBKM BXOAAT: HAbOp peareHToB, MHCTPYKLMA NO NPUMEHEHMIO, MACMopT.

Kaxablli (hnakoH, cogepxawunin Kannépatopsl 1u 4, paccuntad Ha 10 onpegeneHnii npyu NOCTaHOBKe B
py6nvkatax. 3TM KannMbpoBOoUHble NPobbI NpeHa3HayYeHbl 419 BOCCTaHOBNEHUS MacTep-KprBOl Ha OCHOBaHUM
HOMMWHAN0B, MPUCBOEHHbIX AaHHON cepun (0TY) KaNMGPOBOYHBLIX NPO6 NPY UX aTTecTauuu.

Kaxablil (hnakoH, cogepxawmini Kannépatopsl 2 1 3, paccuntaHd Ha 10 onpegeneHnii npyu NoCTaHOBKE B
MOHOMAMKaTax. TN KanmbpaTopbl NpefHa3HayeHbl 414 BaAMjaLum BoOCCTaHOBAEHHON MacTep-KpuBOiA.

Tabnuua 1
BapuaHT Ha3BaHue KOMMNOHEHTa
NCNONHEHNSA, BHewWHnH BnA KOMMOHEHTA
kat. No A Kannbpatop 1 Kanubpatop 2 Kanubpatop 3 Kanunbpatop 4
1110101 »(nmp(fopca::gﬁ ggcm “BAgTT::?o L. L. tur. tur.
A . (1,0 mn) (0,5 mn) (0,5 mn) (1,0mn)
[l0 XKenToro Lseta
lMpo3payHas nnm MyTHas 5w, 5w 5 W, 5w

1110105 XNAKOCTb OT 6eCLBETHOrO
[l0 XKeNnToro Lsera
2.3. TexHMYeCKMNe XapaKTepucTuku

Kanunbpatopbl, BXxogdwme B cocTaB Habopa, aTtTecTOBaHbl MO BHYTPEHHEW MeTOoAMKe MpesnpuaTus
OTHOCUTENbHO TpeTbero MexpyHapogHoro crtaHgapta «WHO International Standard. Thyroid Stimulating
Hormone, Human, for Immunoassay» npoussogctea NIBSC, koa 81/565.

To4yHOe 3HavyeHue KoHLeHTpauum TTI 3aKO4MPOBAHO B LUTPUX-KOZE Ha BTOPUYHOWN YNaKOBKe peareHTa.

KomnoHeHTbl Habopa «Kanu6paTopbl MagnoLIA TTI» He ABAAKTCA KOHTPO/NIbHbIMK MaTepuanamm
NPaBuIbHOCTU™ Y He MOTYT NPUMEHATLCA A1 OUEeHKM NpaBUIbHOCTU (3HAYeHUA aHaIMTUYECKOro CMELLEeHMA)
pe3ynibTaToB K/IMHNYECKUX NabopaTopHbIX UcCneL0BaHUMN.

(no 1,0 mn) (no 0,5 mn) (no 0,5 mn) (mo 1,0 mn)

3. MEPblI MPEAOCTOPOXHOCTW

3.1. MoTeHYManbHbI PUCK NpUMeHeHWs Habopa - Knacc 2a (cornacHo [MMpukaly MwuHUCTepcTBa
3apaBooxpaHeHns P® NedH oT 06.06.2012 r.).

3.2. Bce KOMMNOHeHTLI Habopa B MCMOMb3YeMbIX KOHLEHTpauuax ABAAIOTCA HETOKCUYHBIMMA.

3.3. Mpn pabote c Habopom cnegyer cobnogars Tpe6osaHns TOCT P 52905-2007 wu
CaHllnH 3.3686-21.

3.4. flonyckaTb K paboTe ¢ HABOPOM TOJIbKO CneunanbHO 00yYeHHbI NepcoHarn.

3.5. Mepep Hayanom paboTbl 03HAKOMUTLCA C MHCTPYKLMER N NPUMeEHATb HAbop CTPOro No Ha3HaYeHMHo.

3.6. Mpu paboTe c Habopom cnegyeT UCMONb30BaTb CNELMNANN3NPOBaHHY0 ofexXay (MeaUuLMHCKUIA Xxanat
NN KOMOWHE30H, LWAanoyky) WU cpefcTBa MHAMBMAYaNbHOW 3awiMTbl (Macky, 3alWMTHble OYKW, O4HOPAa30Bble
nepyaTKu, paspelleHHble K MPUMEHeHUI0 Ha Tepputopun P®P), T.K. MPOM3BOAHbLIE KPOBM, BXOAALLME B COCTaB
Habopa, ¥ uccnefyemble 06pasubl ABAAKOTCA MOTEHUWANbHO WHMOUUMPOBAHHLIM MaTepuasoM, CroCOGHbIM
ANIMTeNbHOE BPeMSA COXPaHATb U nepefaBaTb BO3OYAWUTENEN Pa3INUHbIX BUPYCHbIX MH(EKLMIA.

~AKOHTPOMbHbIA MaTepuan ¢ NpPUNUCaHHbIMK (METPOIOrMYECK NPOCNEXEHHbIMI), aTTeCTOBAHHLIMM (MOMYUYEHHbIMU B pesy/bTaTe
CPaBHEHWSA C 3TA/IOHOM, Ka/MGpaTopoM), yCTaHOB/EHHbIMM (Ha OCHOBE MeXNa6opaTOpPHOTo KOHCEHCYyca ¢ NPUMEeHeHUeM pedhepeHTHBIX
METOAMK W3MEPEHWs) 3HAUYEHUSMU WCCMeayeMblX KOMMOHEHTOB, NpefHa3HaueHHbIi Ans OLEHKW NpaBUAbHOCTU (3HaYeHMs
aHa/IMTMYECKOTO CMeLLLeHNs) Pe3yNbTaToB KIMHUYECKUX NaGOPaTOPHbLIX UCCNeA0BaHNi COOTBETCTBYIOLLUX KOMMOHEHTOB.
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3.7. Buumanue! B coctap koMnoHeHToB Habopa BXOAST coNMAHAd KHCHoTa B koHuenTpauua 0,05 % u
YWHCEPBAHT B KOHUCHTpauun Meree 0,05 %, uro apngerca GesonmacHbIM 1A genoBeka. [Ipu ucnoas3oBany Mo
BS3HAYCHHIO M COOMIOACHHM Mep IPESAOCTOPOKHOCTH KOHTEKT ¢ OPTaHM3MOM dYeloBeka MckmoueH. Ilpu
8BapHAHBIX CHTYALMAX BOIMOXKHO pasApakeHHE KOXKH B CIH3HCTOH 060I0YKH I71a3 Y YyBCTBUTEALHRIX JHLL, IIpn
KOHTAKTC MPOMBITh MOPAKEHHOS MECTO BOMIOH M 00paTHTHCA 38 MEARLIMHCKON MTOMOMIBIO.

3.8. Xumnrueckaa nocyzna u o0opyZoBaHue, KOTOPbIC HCTIONB3YiOTCS B pafoTe ¢ HaGopoM, AOIDKHB OHITH
COOTBETCTRYIONMM 00pa3oM MaPKHPOBAHE! ¥ XPAHHTHCH OTHENIBHO.

3.9, llna oOpabotkn mocyAbn M OGOpYHOBAHMA PEKOMECHAYETCH HCIONL30BATH ACIHHOHMIMPYIOMME
CPEACTRA, H3TOTOBJIEHHBIE HA OCHOBE TPETHYHBIX AMHHOB, YCTBEPTHUHBEIX aMMOHHUCBHX coeAuHeHUR (JAC) mm
CIEPTOB M paspelieHHEE K TPAMCHECHMIO Ha TepprTopun PO, Henons3opanne Ae3HHALAPYIOMEAX CPEACTB HA
OCHOBE AKTHBHOIO KHCJIOPOAZ M XJIOpa BO3MOXHO JIMING HA IIPSACTCPHH3AIMOHHOM 3TANC ¢ MOCACAYIOmCH
TEPMHYECKON CTEPHIM3ALIHEH.

3.10. 3ampewraeTcs MpHeM MHINH, HCIONH30BAHAEC KOCMETHICCKHX CPEACTB H KYPSHHAC B IOMCIICHHAAX,
NpeAHAZHAYCHHBIX JUIA paboThl ¢ HaGopom.

3.11. Y6upate M Ae’3uRPMUMPOBATE PAVIATHIC OOpasUB HIH KOMNOHCHTH Halopa, HCHOMB3YA
Ae3HHPUIMPYIONTHE CPeCTRA B COOTBETCTBHE MY 287-113.

3.12. VYpanste Heucnons3oBaHHBIC peakTHBb! HaGopa B coorBercTBEHM ¢ TpeGopanmamu CanllvH
2.1.3684-21.

3.13. Tlocne mcnonb3oBaHMA Bce KOMMOHEATH HaGopa, o6pasmel, KOHTPONBHBIE MAaTCPHANEL
PacXoAHbIE MATEPHAILI W APYTHE PEareHThl, KOTOPbie KOHTAKTHPOBAIA ¢ 00pasmaMu BO BpeMs 00paloTkw,
XpaHeHHs HWIM aHamu3a (B TOM YHCINeE: [epYaTKH, HaKOHCUHHKH H T.J.) ACJDKHBI COOHpaTsCi OTACHBHO H
CTEPH/IH3OBATLECA B ABTOKNABE C Mocneayiouieli yTHiamsamHell B cooTBeTcTBHHM ¢ TpeOosanusmu CaunlluH
2,1.3684-21. BMecTo aBTOK/IABHPOBAHHA OTXOABI MOTYT OBITh CTEPHTH30BAHE! AC3HHQUIHPYIOIMM CPEACTBOM,
noclie YTHIH3UPOBaHkl B cooTbeTcTBHM ¢ TpeGopanmamu CaulluH 2.1.3684-21.

3.14. He ncnons30BaTh HAOOP MO HCTEHEHUH CPOXa TO/HOCTH,

4. OBOPYAOBAHHNE H MATEPHAJIbI, HEOBXOAHUMBIE /11 IIPOBEJAEHHA
AHAJIM3A

- «(AHAM3ATOD ABTOMATHYECKHH WMMYHOXMMHYCCKMH XCMH/IIOMHHECLCHTHRET «MagnoLIA» ¢
nprHamiexnocTaMH no CHAB 421457.002 TY («MagnoLIA ») (mponseoguTens OO0 «Komnanna Amxop Buo»,
Poccus, PY NeP3H 2019/9282);

-«HaGop peareHTOB J[ANA  KOMHYECTBEHHOTO HMMMYHOXCMETIOMHHECLCHTHOTO  ONPEACICHAN
THpeoTponHoro ropmoHa «MagnoLIA TIT», mo TY 21,20.23-701-98539446-2023» (npoussogurens QOO
«Kommnaaus Ankop Buoy, Poccus, xar. Ne 1110001, 1110005);

- «Ha6op peareHTOB /U1 KOHTPOJIA KadecTea aHamaza «Kontpom MagnoLIA TTT», mo TY 21.20.23-
703-98539446-2023» (npouzsoamrens 000 «Kommauua Anxop Buo», Poccus, kat. Ne 1110201, 1110205,
1110210);

- Boano-conepoif pacTBOp IS TpPOMBIBKM PeaKIMOHHBIX KioBeT MagpoLIA «Bypep Wi»
(nmpomssoautens OO0 «Kommanna Ankop Bro», Poccud, xat. Ne0000405);

- OraenvHbie Xanar, mianmoyka, o0yBb M OZHOPA3OBHIC NEPYATKH, paspemieHHbIe K NPAMCHEHMIO Ha
TeppaToprn PP (wm cooterctytomme 'OCT P 52239-2004);

Ipu neobxooumocmu! Boano-coneBoif pactBop Ans passeacHus oOpasuop MagnolIA «JlnmoeHT
1» (mpomssogutens OO0 «Komnauus Ankop Bro», Poccus, kat. Ne 0000301 kaprprmk wim kat, Ne 0001001
¢naxoH).
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S. NMPOBEJAEHME ITIPOLEAYPbI KAJIUBPOBKH

OnucanHas B NaHHONW HHCTPYKUMH HHOOpPMAlHA COACPXKMUT JHWIB OOILIME CBENAEHHA O MOPSAIKE
IpOBEJIEHHUA NpoLeRyphbl KaTHOPoBKH Ha aHanu3aTope «MagnoLIA». [ns nony4eHus aetanbHol nHpopMauuu
nepel HauajgoM paboThl 03HAKOMBTECH C PYKOBOACTBOM IO 3KCILTyaTaUMH aHanu3aTtopa «MagnoLIA».

S.1. IloaroToBka peareHTOB

S.1.1. BkmounTh aBTOMaTH4eckuil aHanu3aTop «MagnoLIA» cornacHo pyKoBOACTBY 110 3KCIUTyaTalMH.

5.1.2. Kann6partopsl roTOBBI K HCHOJb30BaHHIO.

®nakoHb! ¢ KaTHOpaTOopaMH HEOOXOMMO BBLIEPXKATh NPH KOMHATHOH TeMneparype He MeHee 30 MHHYT
110 Hayasa aHaNUTHYECKOH CECCHH.

3.1.3. [lepememiats conepxuMoe ¢pakoHOB, H36eras neHooOpazoBaHHsA. OTKPLITH (IaKOHBI H MOJIOXKHTD
KPBILIKH NMEPEBEPHYTHIMH HA CYXYIO MOBEPXHOCTb.

5.1.4. Habop «Kannbparops: MagnoLIA TTI'» pasmecTHTs B IITaTHBaX, NpeAHa3sHA4EeHHbIX IUIA
KaTubpaTopoB H KOHTpONEH.

5.1.5. Tlepen 3arpy3koit peareHTOB, HeOOXOAHMBIX IJIS TIPOBEACHHUSA aHATH3a, B COOTBETCTBYIOLIHE O10KH
aHaJIH3aToOpa NPOBEPHTH BCE PACTBOPHI HA OTCYTCTBHE My3bIPbKOB BO3JyXa. Y JAIMTh My3bIPbKH IO MPOBEICHHA
aHaJIM3a JIETKUM NOKauYHBaHHEM, He flonyckas neHoo6pa3oBaHu.

5.1.6. [Nepen 3arpyskoii kaprpuaka «MagnoLIA TTI'» B 610k peareHTOB HE0O6XOAMMO MpeBAPUTENBHO
ybeauThcs, 4TO MapaMarHUTHbIE MHKPOYAacTHUbI HAaXOUATCA B PECYCHEHAMPOBAHHOM COCTOAHMH, a caMa
cycnmen3ns roMoreHHa. Ecnu MuKpouacTHusl He pecycnenaupytores, HE HCIOJIB3YUTE HABOP u
obpaTHTeCch K MECTHOMY MNpeACTaBHTENO npousBoauTend. Jlnsa nonydyenus Gonee noapobHoit HHbopMaluK
obpaTHTech K MHCTPYKLMH MO npuMeHenuto Habopa «MagnoLIA TTI ».

5.1.7. 3arpy3uTh NOATOTOBJICHHbIC peareHTHl M NPHHAJUIEXHOCTH Ha Gopt aHanmu3atopa «MagnoLIA»
COTJIaCHO PyKOBO/ICTBY MO IKCIJIyaTalHH.

5.1.8. 3arpy3uTh faHHbIE O peareHTax B MaMATh aBTOMaTH4YecKoro aHanu3saropa «MagnoLIA» cornacHo
PYKOBOJICTBY MO 3KCIUTyaTalluy.

5.2. KannbpoBka

AHann3arop «MagnoLLIA» MoXeT ocylecTBiaTh KUIHOPOBKY B OTIAC/IBHO BBLICNIEHHONH CECCHH MM
OHOBpPEMEHHO ¢ 00pa3uaMH B paMKax OIHO#M aHalHTHYecKO# ceccuu. Ilponenypa KaTHOPOBKH BBINOJIHAECTCH
npexJae MoObIX Ha3HAYEHHbIX TECTOB HE3aBHCHMO OT MOMEHTA pa3MelleHHs Habopa kanuGpartopos Ha 60pTy.

BHUMAHHE!

Komnonentrl HaGopa «Kanubpatopsi MagnoLIA TTI'» He momxHbl HaxoauThcs Ha Gopry mpubopa
6onee 3 uyacoB, CyMMapHO B JIECATH CECCHAX, HEOOXOAMMO YYHTHIBATHL 3TO INpPH BHINOJHEHHH INPOLEAYPSI
KanHOGpOBKH OHOBpEMEHHO C 06pa3uamMy B paMKax OIHOH aHAIMTHYECKOH cecCHH. PekoMeHayeTCs BBIrpyXaTh
LITATHBBI C KaIMbpaTopaMu MO UCTEYEHHH MHHHUMAIBHOTO BPEMCHH C MOMEHTA 3aBEPIICHHA pacKarblBaHHsA
COZIEP>KMMOTO BCEX (IaKOHOB KanHOpaTOpPOB U KOHTpOJIEH.

Jna npedomepawenun ucnapenun dcuokocmu cpasy nocie UCnoab308aHuUA (PAAKOHbI He0OX00uMo
3aKpbimb KpblWKAMU 6 COOMEEMCMEUU C UX MAPKUPOEKOR, noMecmumb 6 ynaxkoeKy npeonpusmus-
U320MOGUMENR 8 6ePMUKAILHOM NONONHCENUNU U 0Becneyums XpaneHue npu memnepamype om + 2 0o + 8 °C
6 XONOOUNbHBIX KAMEPAX UAU 6 XON0OWIbHUKAX, obecneMusaouiux peznameRmuposanHsll
memnepamypHbslii pedicum.

5.2.1. Ilpu ycraHoBke Ha 6OpT aHanu3aTopa, MUIA Kaxaoi HoBo#M cepuu (y1ota) Habopa «KanuGpatopsl
MagnoLIA TTTI'» HeoGx0oauMO MPOBECTH NpPOLERYPY perucTpaluny kanubposounoro Habopa.

Jlna atoro nepeitaure B MeHio KAJIUBPOBKA.

B HuxHell yacTu 3kpaHa Haxmute kHonky PETHCTPALIHA HABOPOB.

B OTKpHIBLIEMCS OKHE 3alIONHUTE AAHHBIE MyTeM CYHTHIBAHHS JBYMEPHOrO WITPHX-KOJa CO BTOPHUHOH
ynakoBKH (KOpoOKH) u3zenus, 6o BBeaHTe UMGPDI IITPHX-KOAA BPYUHYIO.
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6paropsl MagnoLIA TTI'»

Hna coxpaHeHus maHHbIX 0 Habope, Haxmurte kHonky ITPHMEHHTH (B cnydae HeoOXOOMMOCTH
J0KHTb paboTy B JaHHOM OKHe) WK KHOnKy [ OTOBO (ana coxpaHeHHsS JaHHBIX U 3aKPLITHA OKHa).

[Ipn HeoOXOAMMOCTH, BO3MOXKHO BHECEHME MHaHHBIX O HECKOJNBKHX cepusax (jotax) Habopa
«Kann6paropst MagnoLIA TTI ».

3.2.2. 3arpy3ure wratHB ¢ HabopoM kanuOpaTopoB Ha 6OpT aHanM3aTOpa, CYMTANTE IITPHUX-KOABI C
(nakoHOB 3arpyxeHHoro wratusa nyteM HaxatHs kHonku CUHATATD LUTPUX-KO/Ibl unu uaentudnkaumnei
¢1akoHOB BpyUHYIO.

5.2.3. Buecure KanmuOpoBKYy B CHOMCOK 3ajlay, KOTOpbl€ JO/DKHBI OBITH BBINMONHEHbl B JaHHOM
AHAITMTHYECKON CECCHH.

Jnsa storo nepefiaute B MeHI0 O5PA3L]bI.

B neBoit yacTu skxpaHa BeibepuTe kHonky JOKABUTH KA/THEPOBKY.

B neBoM BepxHeM yrily oTKpbIBLIErocs okHa OyneT 0ToOpaxeH CITHCOK TECTOB, A1 KOTOPBIX MOXET ObITh
BbINOJIHEHA KanHOpoBka. BeibepHTe H3 NpeiokeHHOro cnucka HeoOXoAUMBIIt TecT.

B npaBoM BepxHeM yrny OyayT nokasaHsl FOTOBbIE K 3alycKy cepHH (JioThl) Habopa «Kamubpatops!
MagnoLIA TTI'». U3 npeacraBneHHOro cnucka BelbepuTe HEOOXOAUMYIO CepHIO (J10T) (HECKOJIBKO rOTOBBIX
cepwii (notoB) Gyaer oroGpaxarscs B JaHHOM CMHCKe, ecliH Ha 60pT nmpubopa ObLIO 3arpyXKeHO HECKONbLKO
cepuit (JJOTOB) KATHOPOBOYHBIX HAGOPOB IS OJHOrO TECTA).

Jina noGasnenus BbIOpaHHOH KaIHOPOBKHM K CNHCKY 3ajay Haxmute kHonky JOBABHTH (B cnydae
HeOOXOHMOCTH NPOAOKHTL paboTy B naHHOM okHe) WM kHomnky [OTOBQO (and coxpaHeHHS NaHHBIX H
3aKpbITHA OKHA).

5.2.4. 3anyctuTe aHATHTHYECKYIO CECCHIO aBTOMaTH4eckoro aHamu3atopa «MagnoLIA» cornacho
PYKOBOJCTBY MO IKCILTyaTalHH.

5.2.5. Iporpamma npuGopa no3BoJiSeT aBTOMATHYECKH BBIMOIHHTD BCE CTaJMM aHanu3a juia Habopa
«MagnoLIA TTT » 6e3 BMeluaTenbCcTBa MOJIbL30BATENA.

5.3. PesyabTaTsi

Mo okoHuaHuH aHaNUTHYECKOH ceccuu nepelinuTe B MeHio KA/THEPOBKA.

B neBoii yacTH 3kpaHa BrIOepHTE HEOOXOAMMEIH TECT H3 MPEUIOKEHHOTO CITHCKA.

3aTeM B BepxHeil paBoil YacTH 3KpaHa BeibepuTe HEOGX0MMMYIO cepHIo (JIOT) KannbpoBoyHoro Habopa
JUlS JaHHOTO TecTa.

Huxe Gyaer otoOpaxena nndopmaimus o BbIopaHHO# KaTnOpoBKe:

- Ne no nopsnxy;

- BUIMAHOCTb BBIOpaHHOH KaIMOpOBKH;

- IaTa poBeICHUS aHaAJIN3a;

- 3HaYeHHe aHaJTUTHYecKoro curHana ans Kambparopa 1;

- 3Ha4YeHHe aHaIUHTHYecKoro curiana ans Kanubparopa 4.

HOna nonyuyenusa Gonee mnoapoOHOit MHGopMauHH O BeIOpaHHON KalHOPOBKE, HAXMHUTE KHONKY
KAJIMEPOBOYHAA KPHBAA.

B otkpbiBiuemcs okHe Gyser oTobpaxeHa pacluMpeHHas HHpopMauHs 0 kanuOpoBKe:

- coobieHHe 00 YCNEeHOM 3aBepIICHHH KaTHOPOBKH;

- nata KaJIuOpoBKH;

- CPOK FrOXHOCTH KaJIWOPOBKH;

- uHdopMauus o KanuOpoBouHOM Habope (TecT, cepus (10T), HoMep Habopa (Ne), Cpok rogHOCTH
Habopa);

- 3HaYEHHe aHAIMTHYeCKoro curiana ana Kanubparopa 1;
- 3HaYEHHE aHATHTHYECKOro curHana s Kanubparopa 4;
- 3HaYeHHe KoHUeHTpauun ans Kamnbparopa 2;

6
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Ibpatopbl MagnoLIA TTI»

- 3HayeHVe KoHueHTpauun ana Kannbpartopa 3.

- rpagiK C HaHeCeHHbIMN KannbpoBOYHbIMU KPUBLIMU. CUHUM NMYHKTMPOM 0603Ha4vaeTca pedepeHcHas
NannbpoBoyHas KpuBas, 3aKOAMpPOBaHHas B namsTW MNpubopa; 3e/eHON CNMOLWIHON NUHMER - MOCTPOEHHas
AKannMbpoBoYHaA KpwBas, TOYKM Ha KOTOPOM COOTBETCTBYHT KOHUeHTpauyun TTI B Kanubpatope 2 u
Kanubpartope 3.

6. TPAHCIMOPTUPOBAHWE N XPAHEHUE

6.1. TpaHcnopTupoBaHMe HabopoB crefyeT MPOM3BOAUTL BCEMM BUAAMW KPbITOrO TpaHcrnopTta npwu
Temnepartype oT + 2 go + 8 °C.

6.2. TpaHcnopTupoBaHMe u34enuii npu TemnepaType oT + 2 fo + 8 °C AO/MKHO MPOU3BOAUTLCA B
eMKOCTAX WA Mpy  MOMOLWM  XONOAU/bHBIX  YCTAaHOBOK, 0OOecrneymBaloWMX pernaMeHTUPOBaHHbIN
TeMnepaTypHbI PeXuM.

6.3. [lonyckaeTcsa TpaHCNOpTUpOBaHMe Habopos nNpu Temnepatype Ao + 25 °C He 6onee 15 CyTOK, B TOM
yucne npu Temnepatype +37 °C He 60nee 1 CyToOK.

6.4. Habopbl, TpPaHCMOPTUPOBAHHbIE C HAPYLUEHUMEM TeMMepaTypHOro pexuma, MNPUMEHEHUIO He
nogsexar.

6.5. Cpok rogHocTn Habopos - 18 mecsueB OT AaTbl MPOU3BOACTBA.

6.6. XpaHeHne HaboOpOB [O/MKHO MNPOBOAUTHLCA B YNakoBKe MNPeAnpuATUA-U3rOTOBUTENA MpU
Temnepartype oT + 2 o + 8 ®CB TeYEHMe BCEro CPOKa rOAHOCTM B XONIO4WU/bHbIX KAMepax Win B XON04UNbHUKAX,
obecneynBatoLLMX pernameHTUPOBaHHbI TEMMNEPATYPHbIA PeXUM.

6.7. Habopbl C UCTEKLWIMM CPOKOM FOAHOCTU NPUMEHEHUIO HE MOAJIeXaT.

6.8. Mpn Opo6HOM UCNO/Mb30BAHWM KOMMOHEHTbI Habopa XpaHATCA B YNakoBKe MNpeanpuaTUs-
N3roTOBUTENA B BEPTMKA/IbHOM MOSIOXKEHUWN Npu Temnepartype oT + 2 A0 + 8 °C B X0N0A4WNbHLIX Kamepax unu B
X0NoAuNbHUKaX, 06ecrneunBalonX pernameHTUpoOBaHHbIN TemMnepaTypHbI peXxxuM, B TeyeHne 1Mecaua co fHA
BCKPbITUS MEPBUYHOIA ynakoBKW. KOMMOHEHTbI He A0/KHbI HaX0AWUTbCA Ha 60pTy npmbopa 6onee 3 4yacos,
CYMMapHO B filecsiTu ceccusx. Mocne ncnonb3oBaHms GpakoHbl HEO6X0LMMO HeMeAIEHHO 3aKPbITh KPbILLUKaMU 1
o6ecrneynTb pernameHTUPOBAHHbIN PEXUM XpaHEHWS.

7. TAPAHTUMNHbLIE OBA3ATE/NILCTBA
CapaHTWiiHbIA CPOK rogHOCTM Hab6opa 18 mecAueB OT AaTbl NPOM3BOACTBA. Habop mpeaHasHauyeH Ans
OAHOKPATHOTO NMPUMEHEHUS 1 HE NMOANEXUT PEMOHTY U 0GCNYXXWUBAHWIO.

8. BESOMACHAA ¥YTUNUN3ALUNA
Mpu uncnonb3oBaHUM Habopa o06pasyroTca OTXoAbl KnaccoB A u B, KOTopble YTUAM3UPYHOTCA

B cooTBeTCcTBUN ¢ CaHlMuH 2.1.3684-21 n MY 287-113 (Tabnuua 2).

Tabnuua 2
Knacc
OTxoAs 0MacHoCTK
BTopuuHas (rpynnosas) KopobKa 13 MOHOKapToHa *
yrnakoBKa OTxopabl
JKcnyaraunoHHas MHCTpyKLUMA MO NPUMEHEHUIO Knacca A
JOKYMeHTauus MacnopT
Bce KOMMNOHeHTbI Habopa, KOHTPONbHbIE MaTepuansbl,
aCXO0fHble MaTepuasbl U peareHTbl, KOTOpble
Apyrue KOMMOHeHTb! KOHF')I'aKTl/IApOBa}'IVI c o%pasuamv? BO Bpewms 06p£§60TKVI, S}Eéiﬂablls

XPaHEHUs UMK aHanm3a
MepBUYHaA YNakoBKa ®1aKoHBbI, COAepXKaBLLINe PacTBOPbI Kanm6paTopos
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bpatopbl MagnoLIA TTI»

He ncnonb3oBaHHbIE
KOMMOHEHTbI C UCTEKLLUM
CPOKOM rof4HOCTH

9. NIH®OPMALWA O NPON3BOANTENE

Mo Bonpocam kayectsa MU «Habop peareHToB A8 Kanmbposkn «Kanubpatopsl MagnoLIA TTIM», no
TY 21.20.23-702-98539446-2023» ob6pauiatbca B OO0 «KomnaHus Ankop bro» no agpecy: 192148, r. CaHKT-
MeTepbypr, XXene3HoAOpPOXHbIA npocnekT, 4. 40, nuT. A, Ten/takc: 8(812) 677-8779, TenedoH «ropsyer
NHUN»: 8-800-234-37-79.

10. CMMBO/Ibl, NCIMONb3YEMbBIE HA 3TUKETKAX

D MeguumHcKoe nsgenve ang V Copep>XXnmoro focTaTovyHoO Ans
AMarHoCTUKK in vitro npoBefeHns N TecToB

REF Homep no Katanory A OcTopoxkHo!

LOT Kopg naptumn (HoMmep cepuun) 2 Vcnonb3osaTh 0

ttd WN3rotosutens t Mpegen TemnepaTypsl

[,aTa n3rotoBneHus Buonorunyeckunii puck

O6paTnUTECh K MHCTPYKLMM NO
NPUMEHEHWIO

&

WHcTpyKumnsa paspaboTtaHa B cooTBeTcTBUMN ¢ TY 21.20.23-702-98539446-2023,
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nmeTth
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I". MonbiHUEB
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00O «KomnaHusa Ankop bro»
r. CaHkT-INeTepbypr, XXene3HoopoXHbIv np., 4. 40, nnT. A
TeneoH/akc: (812) 677-87-79

MACITOPT Ne E002

Habop peareHToB AN KannbpoBku «Kanubpatopbl MagnoLIA TTI »,
no TY 21.20.23-702-98539446-2023

Kar. Ne 1110101 Cepuisa NeEOO2  dopmmpoBaHve Ne 1 Konmnyectso 100 L.

o HomuHanbHoe CooTtBeTtcTBUE

HanmeHoBaHWe BHelHWU BUA 1 Cepus
peareHTa (hopMa BbINYCKa 3HayeHwue, Komnnekrauns peareHTa KOHTPOIMPYEMOTro
MKME/Mn napameTpa
KomnnekT noctaBku
Kanunépatop 1 MpospayHble 0 1dn. (1,0 mn) E002 COOTBETCTBYET
Kanu6partop 2 NN MyTHble 2,5 1 n. (0,5 mn) E002 COOTBETCTBYET
Kanubpatop 3 XUAkKoctn ot 10 1 ¢n. (0,5 mn) E002 COOTBETCTBYET
6ecLBeTHOroO 0

Kanubépatop 4 KENTOro LBeTa 100 1dn. (1,0 mn) E002 COOTBETCTBYET
MacnopT 1 wr.
WHCTpYyKLUNSA NO NPUMEHEHNUIO 1w, - -

MapameTpbl KOHTPO/IS KauecTBa

HanmeHOBaHMe KOHTPOIMPYEeMOoro 3Ha4yeHne KOHTpOINpye-

Hopma
napameTpa P MOro napameTpa*
AHATNTUYECKUIA CUTHAN
Kannb6paTtopa 4, OTH. CBeT, ef., He 200 000 COOTBETCTBYET
MeHee
COOTHOLLEHME aHANUTUYECKNX Bi < B2< B3 < B4 COOTBETCTBYET

CUrHaNoB KanmbpaTtopos
OTKNOHEHWEe KOHLEHTpauum
Kanub6patopa 2 n Kannbpartopa 3 ot +20 COOTBETCTBYeT
HOMMHANLHOTO 3Ha4YeHUs, NPOLEHT

®naKoHbl 3 M1 U3 NPO3PAYHOro
cTekna (C 3aBUHYMBAKOLLINMUCA
KpbIWKamn). STUKETKN U3 NIEHTbI
KneeBoi Ha 6YMaXKHOI OCHOBE

YNakoBKa N MapKMpOBKa COOTBETCTBYET

*[aHHble aTTecTauuy Npu COBMECTHOM ncnonb3osaHnn ¢ M «MagnoLIA TTIM», cepua Ne E002.

[ enepanbHbI  alip<kTOop
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[ata nsrotoeneHunsa Habopa «19» noHa 2023 .

Cpok rogHocTu Habopa o «19» fekabps 2024 .

Ycnoeusa xpaHeHns +2...+8 @C

Ycnosus TpaHcnopTuposaHua +2...+8 °C. [lonyckaetca TpaHCMOpPTMpPOBaHue Habopa npu TemnepaTtype
[0 +25 °C He 6onee 15 cyToK, B TOM 4ucne npu Temnepatype +37 ®C He 6onee 1cyTokK

TONMbKO AnA ANATHOCTUKW IN VITRO

[ns npogeccnoHanbHOro NPUMeHeHus

Habop cooTBeTCcTBYET

TY 21.20.23-702-98539446-2023

PY Ne

BbinonHun AyweHbKknHa A.l'. Mposepun KasapitHo
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OO0 «KomnaHua Ankop brno»

r. CaHkT-IeTepbypr, XKenesHoaopoXHbIin np., 4. 40, nut. A

TenedoH/akc: (812) 677-87-79
MACITIOPT Ne EOOB

Habop peareHToB Ans KannbpoBku «Kanmnbpatopbl MagnoLIA TTIM»,

no TY 21.20.23-702-98539446-2023

Kar. Ne 1110101 Cepuma NeEOOS3  dopmmpoBaHye Ne 1 Kosmdectso 100 L.,

o HoMuHanbHoe CootBseTtcTBUE

HanmeHoBaHne BHewHUN Bug n Cepus
peareHTa (hopMa BbIMycka 3HayeHue, Komnnekrauums peareHTa KOHTPO/IMpyemoro
MKME/mn napametpa
KomMnneKT noctaBKu
Kanu6partop 1 [Mpo3payHble 0 1dn. (1,0 mn) EOO3 COOTBETCTBYET
Kanunbpatop 2 NN MyTHble 2,5 I ¢n. (0,5 mn) EOQQC3 COOTBETCTBYET
Kannbpatop 3 XnAKocTn ot 10 1n. (0,5 mn) EOO3 COOTBETCTBYET
6ecuBeTHOroO 0

Kanunbpatop 4 JKENTOrO LyBETA 100 1dn. (1,0 mn) EOQ3 COOTBETCTBYET
Macnopt 1wr.
WHCTpYKLMA N0 NPUMEHEHNIO 1wr.

MapamMeTpbl KOHTPO/IA KayecTBa

HavmeHOBaHMe KOHTPOMPYEMOTO 3HayeHVe KOHTponpye-

Hopma N
napameTpa MOro rnapameTpa
AHaNMTUYeCKNIA CUTHaN
Kanun6paTopa 4, OTH. CBET, ef., He 200 000 COOTBETCTBYET
MeHee
COOTHOLEHNe aHaNNTUYECKUX .
Bi< <B3<B4 COOTBETCTBYET
CUrHaN0B KannubpaTopos
OTK/OHEeHNe KOHLEHTpauuu
Kann6patopa 2 n Kannbpartopa 3 ot +20 COOTBETCTBYeT
HOMUWHA/IbHOTO 3HAYeHWS, MPOLEHT
®nakoHbl 3 M1 U3 NPO3PaAYHOro
cTek/a (C 3aBMHUYMBAKOLLNUMUCS
YnakoBKa ¥ MapKMpoBKa COOTBETCTBYET

KpbILLKaMM). DTUKETKN U3 NEHTI
KneeBOi Ha 6YMaXXHOW OCHOBe

*[laHHble aTTecTalun nNpyu COBMECTHOM ucnofb3oBaHun ¢ M «MagnoLIA TTI », cepusa Ne EOQS.

OO KOUHKA Ankosisio,
Ctp. 1u32
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Jata usrotosnenuns Habopa «21» uions 2023 r.
Cpok rogHoctu Habopa 10 «21» nexabps 2024 r.
YcnoBus xpaHenus +2...+8 °C

Ycnosus TpaHcnopTupoBanus +2...+8 °C. JlonyckaeTcs TpaHCIOPTHpOBaHHE HabOpa NPH TEMIEpaType
1o +25 °C He 6onee 15 cyTok, B ToM umcre npu Temneparype +37 °C He 6onee 1 cyTok

TOJBKO J1A JUATHOCTUKM IN VITRO

Jns npodecCHOHATBLHOTO NPUMEHEHH S

Habop cooTBercTBYET

TV 21.20.23-702-98539446-2023

PY Ne

Boemonnaun Jymwenskuna AL
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OO0 «KomnaHusa Ankop bro»
r. CaHKT-IeTepbypr, XKenesHoaopoXxHbIlin np., 4. 40, nut, A
TenedoH/akc: (812) 677-87-79

MACITOPT Ne E002

Habop peareHTOB Ans Kannoposkun «Kanmnbpatopbl MagnoLIA TTIM»,
no TY 21.20.23-702-98539446-2023

Kat. Ne 1110105 Cepusa NeEOO2 dopmmpoBaHye Ne 1 Kommyectso 100 L.

o HomuHanbHoe CooTBeTcTBME
HanmeHoBaHMe BHewHUN Bug u Cepus
eareHTa (hopMa BBINYCKA 3HayeHwue, Komnnektauns peareHTa KOHTPONMPYEeMOro
P MKME/Mn napamertpa
KomMnnekKT nocTtaBKu
Kann6patop 1 0 > q)n.Mgr;o 10 E002 COOTBETCTBYET
lMpo3payHble
Kanuépatop 2 U MYTHbIe 2,5 S cbn.M%o 0.5 E002 COOTBETCTBYET
XnaKoctu ot
Kann6patop 3  6ecuUBETHOro go 10 ° d)n.M%r;o 0.5 E002 COOTBETCTBYET
XENToro usera
Kanunépatop 4 100 ° (pﬂ'MSSO 10 E002 COOTBETCTBYET
MacnopTt 1wr.
WHCTPYKUMS NO NPUMEHEHUIO 1wr. -

MapaMeTpbl KOHTPONSA Ka4yecTBa

HanmeHoBaHVe KOHTPOIMPYEMOTO 3HaueHNe KOHTpoNmpye-

Hopma
napametpa P MOro napameTpa*
AHaNNTUYEeCKNA curHan
Kanu6paTopa 4, 0TH. CBeT, ef., He 200 000 COOTBETCTBYET
MeHee
COOTHOLLEeHNe aHaIMTUYECKUX .
Bi <B2<B3< B4 COOTBETCTBYET

CUrHaN0B KannubpaTopos
OTK/OHEHNE KOHLEHTpaLmm
Kann6paTtopa 2 n Kannbpatopa 3 ot +20 COOTBETCTBYET
HOMWHA/IbHOTO 3HAYEHUS, MPOLIEHT

®nakoHbl 3 M1 U3 NPO3PAYHOro
cTekna (C 3aBMHYMBAKOLMMUCSH
KpbILWKamMK). STUKETKN U3 NEHTbI
KneeBoi Ha 6YMaXXHOI OCHOBE

YnaKkoBKa 1 MapKMpoBKa COOTBETCTBYET

*[laHHble aTTecTauMy Npyu COBMECTHOM Mcnonb3oBaHun ¢ MW «MagnoLIA TTI», cepua Ne EQ02.
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[aTa n3rotoeneHnsa Habopa «19» nioHa 2023 T.

CpoK rogHocTn Habopa ao «19» aekabps 2024 r.

Ycnosus xpaHeHns +2...+8 °C

Ycnosus TpaHcnopTupoBaHus +2...+8 °C. [lonyckaeTcs TpaHCNoOpTMpoBaHue Habopa npy Temnepatype
[0 +25 ®C He 60nee 15 cyTOK, B TOM yucne npu Temnepatype +37 °C He 6onee 1CyToOK

TONMbKO ANnAa ANATHOCTUKW IN VITRO

[ns npogeccnoHanbHOro NpUMeHeHus

Ha6op cooTBeTCTBYET 7 v
TY 21.20.23-702-98539446-2023 'KoMnaHus
PY Xo Nnkop buo'
A A "Alkor Bio
BbinonHun AyweHbkuHa A.T. Mposepun KasapnHoka'H*Aornpany"

1-9, n
'+ AN-eTcoN -
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OO0 «KomnaHusa Ankop brno»
r. CaHkT-lNeTepbypr, >XenesHoaopoXHbI np., 4. 40, nuT. A
TenedoH/akc: (812) 677-87-79

MACITTOPT Ne EOO3

Habop peareHToB Ans KannopoBkun «Kanubpatopbl MagnoLIA TTI»,
no TY 21.20.23-702-98539446-2023

Kar. Ne 1110105 Cepusa NeEOO3  PopmmpoBaHvie Ne 1 Korimdectso 100 L.

H B o HomuHanbHoe Cenns CooTBeTCTBME
anmeriosanie cp:e:IAJ:::sM?KZ 3HaueHwue, Komnnektauus earF;HTa KOHTPO/IMPYEMOTO
peareTa P y MKME/Mn P napametpa
KoMnneKT nocTtaBKuN
Kanun6patop 1 0 > Cpn'MSSO 10 EOO3 COOTBETCTBYET
lMpo3payHble
5 . (no 0,5
Kanu6patop 2 U MyTHbIE 2,5 P M%) EOO3 COOTBETCTBYET
XWAKOCTH OT
Kanubpatop 3  6ecLBeTHOro fo 10 ° (pn.M%o 05 EOO3 COOTBETCTBYET
XEenToro ueta
Kanu6patop 4 100 ° d)n;vg)lo L0 EOO3 COOTBETCTBYET
MacnopT 1w, . -
VHCTpYyKLUMA NO NPUMEHEHMIO 1wr. -

MapamMeTpbl KOHTPONS KayecTBa

HanmeHOBaHMe KOHTPONMPYEMOTO Hooma 3HauyeHne KOHTpoNnpye-
napametpa P MOro napameTpa*
AHaNNTUYECKNA curHan
Kannb6paTtopa 4, OTH. CBET, ef., He 200 000 COOTBETCTBYET
MeHee

COOTHOLLEHNE aHANUTUYECKNX
CUIHaNoB KannbpaTopos
OTKNOHeHMe KOHLEHTpaLum
Kannb6patopa 2 n Kannbpartopa 3 oT +20 COOTBETCTBYET
HOMWHA/IbHOTO 3HAY€EHUS, MPOLEHT

Bi < Br< B3< B4 COOTBETCTBYET

®1akoHbl 3 M1 U3 NPO3PaYHOro
cTekna (C 3aBMHUYMBAIOLLUMUCS
KpbIWKamMu). DTUKETKN U3 NIEHTI
KneeBoi Ha 6yMaXXHOW OCHOBE

YnakoBKa v MapKnpoBKa COOTBETCTBYET

*[laHHble aTTecTaunm Npm COBMECTHOM Mcnonb3osaHu ¢ M «MagnoLIA TTI », cepusa Ne EOOS.
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[ata n3rotoBnieHns Habopa «21» noHa 2023 r.

Cpok rogHocTu Habopa fo «21» gekabps 2024 .

Ycnosusa xpaHeHusa +2...+8 °C

Ycnosusi TpaHcnopTupoBaHusa +2...+8 °C. JlonyckKaeTcs TpaHCNOPTUPOBaHUe Habopa Npu TemnepaTtype
[0 +25 °C He 60nee 15 cyToOK, B TOM uucne npu temnepatype +37 °C He 60nee 1cyToK

TONbKO ANnAa ANATHOCTUKW IN VITRO

[ns npogeccoHanbHOro NpUMeHeHns

Habop cooTBeTCcTBYET

TY 21.20.23-702-98539446-2023 Komnanusi 94

PY Ne Ankop bnuo" 17
. "Aikor Bio

BoeinonHun AyweHoknHa AT, Mposepun KasapuHosaM™AoTtpany"
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MpowunTa NPOHYMepoOBaHO, CKp 1L1eHO neyvyaTblo
A ) nucr
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