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HHCTPYKILMA ITO IIPUMEHEHHIO
Meaanuucxoro H3aennd AJg AHATHOCTRKH in vitro
«HaGop pearenTos aas xaaubposku «Kaanbparopet MagnoLIA Jcrpagnoa»,
no TY 21.20.23-619-98539446-2022»

1. HASHAYEHHME

1.1. «HaGop pearerron ans xanmnGposku «Kambparops MagnolLIA Dctpagsons, no TY 21,20.23-619-
08539446-2022» (manee «KamaGparopm MagnoLIA 3ctpaamon») mnpemnasHadeH QI8 KaTHGPOBKH
(ycranoBneHES pedepeHTHRIX 3HAYCHEH) aHANN3A TPH KOMICCTBEHHOM ONPERC/ICHHH 3CTPARMOIA B CHIBOPOTKE
M IUIa3ME KpOBH (IMTHEBAS COJIb remapuna, xamdesas coms SATA (K2OATA, Kad/ITA))! uenobexa MeTonoM
XCMWIOMHHECHCHTHOTO MMMYHOAHANM3A HA [A8PAMATHWTHRIX MHKPOYACTHIEX C HCTOJBIOBAHHEM
ABTOMATHYECKOTO ananuaaropa «MagnoLIA»,

Habop «KamaGparops: MagnoLIA Dcrpaamony NpHMEHIETCS COBMECTHO ¢ MEAMIHHCKAMA M3 CTAMA
(manee MHU) «<MagnoLIA 3crpaanon» u «Kontpoms MagnoLIA Sctpannony.

1.2, Kamibposxa npu ucnonssosannd MH «Kambparopst MagnoLIA Dcrpammon» aomxHa
BRIIOIHATLCA 19 XARA0N0 KapTpRmka «MagnoLIA Dctpazmony 8 CNEAYIOMMX CTy4AIX:

- OpH 3amycke ceccHME Ha arammsarope «MagnoLlA» ¢ mcnomezomanmeM Kaprpuaxka «MagnoLIA
ScTpazmon», KAGPOBKa XOTOPOTO paHee He MPOBOARNACE)

- OZIHH pa3s B 7 Ane#t ;g Kaxnoro xaprpuika «MagnoLIA Dcerpamonn;

-Opu 3amycke ceccHH Ha aHamusarope «MagnoLIA» ¢ mcmonszopanneM Kaprpumaa «MagnoLIA
ScTpammony, KAURGPORKA KOTOPOro OpocpodcHa (0T MOMCHTA nocaeHelt kannGposku npomso Gonee 7 aneif);

- €CI Pe3yNBTAT aHANH3A XoTH GH omEoro Kortpona i3 naGopa «Komtporm MagnoLIA Sctpamsony?
BRIXOAHT 32 NPEACIE YCTAHOBJICHHOID AHATIA30HA.

19xsuBanenTHOCTS OOPA3UOB CHIBOPOTKH H MAASMB KPOBK WENOBEKS, CONEpXAlICH AHTHKOATY/IAHTH (MHTHECSBAR CONb FENAPHIS,
xanmesat coms DATA (K:DATA, K:3ITA)), noateepaucHa Ha 25 ofpasiax Kewaoro BHAZ AHTHXOATYNAHTE C PAIHEIMM
RORUSHTPALMAMS CTPA/IONA B BHATHIE NPH HCTIOABIOBAKKN Habopa «MagnoLIA Dctpansony.

JHalop «Kowtpoaw MagnoLIA 3cTpasmoa» UPENHAIHANCH ANX NOATBOPKACHHS OPABMALHOCTH KOMMUCCTBOHHOIO AHANMIA
SCTPAZRONA B CMBOPOTKE H INAIME KPOBH denosexs «MagnoLIA Scrpannon» na anammatope «MagnoLIAx.

3NEKTPOHHAS KONHA OGOPMIIEHA LIEHTPOM UCMbITAHII W PETMCTPALIMI MEAHLMHCKUX H3OENHI
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1.3. QyuxmuonancHoe HasHaverne MU «MagnoLIA Jctpamson» npy cOBMECTHOM IpuMeHeHuE ¢ MH
«Kaymbparopst MagnoLIA Scrpagnon» wwm «Komrpomt MagnoLIA Derpaason» - xomuvecTeeHHOS
onpeAicNeHRe XCTPAARONa B CHIBOPOTKE H IUTA3ME KPOBH UeJIOBEKA ITPH OLCHKE IIPH ONCHKe PYRKUMOHANBHOTO
COCTONHMA SWYHHKOB, NPH BLIABICHHH IPHIAH HAPYWICHHA MCHCTPYAIBHOrO UHMKIR, MPH JHATHOCTHKS
GecnionMA ¥ HEAOCTATOYHOCTH (YHKUAM HONOBHIX XEJNES, NPH MOAOIPEHHM HA 3CTPOrCHNPOAYIHPYIOTTHE
ONyXOJIH, :

1.4, ObnacTe npAMeHeRNS HabOopa — KIHHRYecKan NaGopaTOpHAS AHATHOCTHKA.

1.5. HaGop npemuasnaweH TONEKO ANS AHATHOCTHKH in vilro, ANt NMpodeCCHOBANLHOIO MPHMCHCHAS
HEPCOHANIOM, HMCIOIMM KBATH(HKANHIO AN BLIONHCHAS JUATHOCTHYCCKHX MCCICROBaHME in vitro B
pesyibTaTe CnemmatsRoro ofpasosanns M obyuenms. Hccnenosanusa MOryT BRIIONHSATH CHCIMANHCTH He
MoONOXe 18 JieT ¢ BHCIIEM ¥ CPENHNUN MEAUUMHCKUNM, SHONOrMYECKHNM HIH MHBIM oGpasopanueM (Bpa1 KJIJI,
OHOIIOT, MEAMUMHCKAH TEXHOJNOT),

Hccenenobanus NpOBOAST B KIHHAKO-AMATHOCTHYECKHX nabopaTopuax, o6NacTHhHIX, MOPOACKHX HIM
paliOHHBIX, FOCYAaPCTBEHHBIX MM YacTHRIX Gonbuumax 1 apyrax JITY.

1.6, Habop «KamGpatopst MagnoLIA Jctpanuosn» He AMEET NPOTHBONOKA3AANIH K IPEMCHCHHIO,

1.7. HaGop npenmmasHauer a8 ofcnenoBaHus BCEX TIPyNIm HAccAcHMA Oe3 rpajamum 1o
AeMorpadaeckoMy WIH NONYNALUMOHEOMY OPU3HAKY.

2. XAPAKTEPHCTHKA HABOPA

2.1, lipunoean peficrens

Hafop «KanmGpatopm MagnoLIA Ocrpamaon» npeacrasnser coGolf KOMIICKT H3 deTRIpeX
RanuGpaTopos.

KamuGposxa Halopos «MagnoLIA O3ctpamdon» ocymecTangercs NpH Hcnonnsosanuu MU
«KamnGparopsr MagnoLIA Octpamuon» no AByM YCTRHOBOMHEIM H ABYM HOATBEPKAAIONIAM TOYKAM H
OCHOBAHA HA MCTOZC KOCBEHHHIX uiMepenmit (BOCHpOM3BOAMMAA KOMIIOHGHTAMH Habopa BeIHYMHA —
KOHIUCHTPAIHA 3CTPAAMONR, NI/MJ, HEMOCPESACTBEHHO M3MEPASMAS BETHYHHEA — CHIHA XeMBTIOMHHECHCHITAM,
Bupaxennsii B RLUS, OTHOCHTENEHEIX CBETOBRIX cAMHMNAX).

AHau3 NPOBOAATCE Ha ABTOMATHYICCKOM ananusarope «MagnoLIA» (mporseozurens 000 «Kommanus
Aunxop broy, Poccrs) 8 cOOTBETCTBHE © RHCTpYKIHel k Habopy «MagnoLIA Sctpagmony. 3HaueHns CATrHANOR
XCMIHOMHHECTIICHITHE B KIOBeTaX, coAepxamux Kanubparopw 1 m 4, HCnoas3yloTcs B XadeCTRC ONOPHEIX
(yeranosouHsIX) T09eK. C NOMOMIEIO AAHHBIX TOMEK MPOHCXOAMT KOPPEKTHPOBKA KAMHGPOBOUHOrO rpaduxa,
3aKO/MPOBARHOIO B mamMaTa mpuGopa. To oTkoppexTRpORARHOMY KAMHGPOBOTHOMY IpadEKy onpeacnscTes
KOHICHTpalHd 3CTpaz|oia B ABYX noareepxiaiompx KammGparopax 2 B 3. CooTHOCHHe KOHLCHTpaluy,
onpenenenHot mpaGopoM B ykasaHHOH B macmopre Halopa, CIYKHT KPHTCPHEN WA NPHHATHA pe3y/IbTaTa
Kamu6pobkn mporpaMMHEIM oGecricucHEeM aHanm3aTopa «MagnoLIA », Ha ocHOBE IPHHATOrO KaaHGPOBOIHOTO
rpadHxa paccUHTRIBACTCE KOHIICHTPAUNS 3CTPANAONA B AHATAIAPYEMBIX 00pasnax ¥ KOHTPOEHBIX MaTCphanax.

2.2. Coctan B xoMnaeKTAUNS Habopa

B cocras raGopa «KamsGparopst MagnoLIA JcTpaamon» BXOAAT CIEAYIONME KOMIOHEHTH:

- xarrOposoynas npoGa Nel Ha oCHOBE CHIBOPOTKM KPOBM XKHBOTHRIX, COACPRAMAN 3CTPARHON (TOIHOE
3HAYCHHE KOHNCHTPANHH B ARANA3OHC H3MepeHus or 0 a0 3000 nr/mn yxasaHo B nacnopre B 3aKOAUPOBAHO
IITpAX-KONOM Ha KopoOke HaGopa pearenrtor). JKmakocts, 1,0 M1, 1 wm 5 dnaxomor?, B 3aBEcHMOcTH OT
papnanTa Henonuernag (CM, Tafmny 1) Mapxuposana «KamaGparop 1»;

3Relative light units.

‘Tabapumauie pasueps: dnaxona (JIB): 16,25um x 36mn; xpsimks (IB): 16,2mm%12,54M.
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«Kanmbparopbl MagnoLIA 3cTpagunon»

- KannbpoBoyHas npoba X°2 Ha OCHOBe CbIBOPOTKU KPOBW XMBOTHbIX, COAepKalyas acTpagnon (TouHoe
3HauyeHWe KOHUeHTpauuu B guanasoHe namepeHus ot Opo 3000 nr/mn ykasaHo B nacnopTe U 3aKo4uMpOBaHO
LWTPUX-KOLOM Ha Kopobke Habopa peareHToB). XXugkoctb, 0,5 mMn, 1 uam 5 (hnakoHOB™ B 3aBUCUMOCTU OT
BapuaHTa ucnonHeHus (cMm. Tabnuuy 1), MapkupoBaHa «Kannbépatop 2»;

- KanmbpoBoyHasa npoba Ne3 Ha OCHOBE CbIBOPOTKM KPOBM XXUBOTHbLK, COofepXaliasd acTpaguon (To4yHoe
3HaueHMe KOHUeHTpauuu B gnanasoHe namepeHus ot 0 go 3000 nr/mn ykasaHO B nacnopte W 3aKo4uMpOBaHO
LWITPUX-KOAOM Ha KOopobke Habopa peareHtos). XXupkoctb, 0,5mg, 1 mam 5 dnakoHOB™ B 3aBMCMMOCTM OT
BapuaHTa ucnosiHeHmsa (cm. Tabnuyy 1), mapkupoBaHa «Kanubpatop 3»;

- KanmbpoBoyHasa npoba Ned4 Ha OCHOBe CbIBOPOTKM KPOBU XXMBOTHbIX, COAepXKaLLas acTpagmnon (TouHoe
3HayeHVe KOHUeHTpauuu B ananasoHe nsMmepeHmsa ot 0 go 3000 nr/mMn ykasaHo B nmacrnopTe M 3aKOAMPOBaHO
LWITPUX-KOAOM Ha KOopobke Habopa peareHToB). XXugkoctb, 1,0mn, 1 unnm 5 (hnakoHOB™ B 3aBUCUMOCTM OT
BapuaHTa ucnonHeHms (cm. Tabnuuy 1), mapkupoBaHa «Kanubpartop 4».

Kaxablin thnakoH, cogepxawmii Kannbpatopbl 11 4, paccuntad Ha 10 onpefeneHunii npu nocTaHOBKe B
ay6nmkaTax. 3T KannmbpoBOUHble NPo6bl NpefHa3HauYeHbl 414 BOCCTAHOBNEHMA MacTep-KpUBOI Ha OCHOBaHUN
HOMMWHAN0B, MPUCBOEHHbLIX AaHHON cepun (N0TYy) KaMBPOBOYHbLIX MPO6 MpPU UX aTTecTauumn.

Kaxablin thnakoH, cogepxawmii Kanubpartopbl 2 1 3, paccuntaHd Ha 10 onpefeneHunii npu NocTaHOBKe B
MOHOMN/IMKaTax. TN KanmbpaTopbl NpefHa3HavyeHbl 4N BaAUAaLMmn BOCCTAaHOBEHHON MacTep-KpUBOIA.

Tabnuua 1
BapuaHTt HasBaHve KOMMNOHEHTaA
NCNONHeHnsa, BHeWHNA BN KOMNOHEHTA Kanu6patop 1 Kanu6parop 2 Kanubpatop  Kanubpatop
Kat. No 3 4
lMpo3payHasd nnu myTHas
1400101 XWAKOCTb OT 6ECLIBETHOIO lwr lwr lwr lwr
[l10 CBETN0-KOPUYHEBOTO (1,0 mn) (0,5 mn) (0,5 mn) (1,0 mn)
uBerta
lMpospayHas nnnm myTtHas
1400105 XWAKOCTb OT BeCLBETHOI0 5uwr 5uwT 5T 5uwr
[0 CBET/I0-KOPMYHEBOIO (no 1,0 mn) (no 0,5 mn) (no 0,5 mn) (no 1,0 mn)
uBeta

B komnnekT noctaBku Habopa «KanubpaTtopbl MagnoLIA 3cTpagnon» BXOAAT: Habop peareHToB,
WHCTPYKLUUSA NO NPUMEHEHWIO, NACMOPT.

2.3. TexHu4yeckme XxapakKTepuCcTUKN

Kannbpartopbl, BXoAfuiMe B CcOCTaB Habopa, aTrTecToBaHbl Npu mnomowm Pabounmx cTaHLapToB
npeanpuatua (PCM). Ans attectaunn PCI npuMeHseTca rpaBUMeTpUYecKnii MeTo onpefenieHnsa KonuyecTsa
acTpagmona.

TOYHOe 3HaYeHMe KOHLeHTpauum acTpajgmonia 3akoaupoBaHO B LUTPUX-KOLE HA BTOPUYHOMN YyNakoBKe
peareHTa.

KoMmnoHeHTbl Habopa «Kanubpatopbl MagnoLIA OcTpaanon» He SBASKOTCA KOHTPONbHbIMM
maTepuanamm npasuabHOCTU U HE MOTYT MPUMEHATLCA AN OLEHKN NPaBUIbHOCTY (3HAYEHUSA aHa/IMTUYECKOro
CMeLLeHNs) pe3yibTaToB KIMHNYECKUX NabopaTopHbIX UcCnefoBaHui.

AKOHTPO/bHBI MaTepuan ¢ NpUnncaHHbIMKU (METPOIOTMYECKN MPOCAEXEHHbIMU), aTTeCTOBAHHbLIMK (MOYYEHHbIMU B pe3ynbTare
CpaBHEHUS C 3TA/IOHOM, KaiMbpaTopoM), YCTaHOB/IEHHLIMW (Ha OCHOBE MeX/1ab0paTOPHOro KOHCEHCYCA C NPUMEHEHNEM pediepeHTHbIX
METOAMK W3MEpEeHNs1) 3HAYEHUSAMMW WCCeAyeMblX KOMMOHEHTOB, MpefHa3HaYeHHbIA A8 OLEHKU NPaBUNLHOCTU  (3HAYeHMs
aHaNMTNYECKOro CMeLLEHNS) Pe3yNnbTaToB KAMHUYECKMX 1abopaTopHbIX UCCNeA0BaHNA COOTBETCTBYIOLLMX KOMMNOHEHTOB.
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3. MEPHI IIPEAOCTOPOXXHOCTH

3.1. IloreHumanpHblt puck npuMeHeHHs Habopa — kimacc 2a (cormacuo Ilpukasy MunucTepcTBa
3apaBooxpaHeHUS PD Nedn ot 06.06.2012 1.).

3.2. Bce xOMIOREHTH! Ha(opa B HCMONB3YEMbIX KOHUCHTPALHAX ABAIOTCA HETOKCHYHLIMH.

33.Ilpn paGore c HaGopom cneayer cobmonars TpeGoBauua I'OCT P 52905-2007 wu
CanllIuH 3.3686-21.

3.4. lommyckats K paboTe ¢ HaGOPOM TONBKO CEUHANBHO 06yUYeHHBI! NepcoHal.

3.5. ITepen HaganoM paGoThl 03HAKOMHTBLCS ¢ HHCTPYKLHEH H IPUMEHATL HaGOp CTPOro MO Ha3HAYCHHIO.

3.6. ITpn paboTe c HabopoM cneayeT HCIOABL30BATh CIICLHATH3UPOBAHHYIO OCKAY (MEXUUMHCKUN XanaT
WM KOMOMHE30H, 1IANQYKy) M CpeACTBa MHAMBHAYaIbHOM 3amMTHl (MacKy, 3aUIMTHBIE OYKH, OAHOpa3OBblE
PE3MHOBEIC MM TUTACTHKOBLIC NEpYaTKH, paspelleHHbIE K TPHMEHEHHIO Ha TeppHTOpHH PD), T.K. NpOH3BOAHLIC
KPOBH, BXOAJAIIME B cOCTaB HaGopa, ¥ McclexyeMble 06pasubl SBIAIOTCA MOTEHLUHAIBHO HHGHIMPOBAHHALIM
MaTepHAIOM, CIIOCOOHRIM JUIHTENIbHOE BPEMA COXPaHATb M NepeaaBaTh Bo30yauTenelf pa3MUHBEIX BHPYCHBIX
uHpexunit.

3.7. Banmanne! B cocTaB koMnoHEHTOB Habopa BXOAMT KOHCEpPBaHT B KOHUeHTpauuy MeHee 0,05%, dro
sBngercss GesomacHBIM Juid  denoBeka. [IpH HCNONB30OBAaHMHM NO Ha3sHAYEeHHI0O M coOMOICHHH Mep
NPEeNOCTOPOXKHOCTH KOHTAKT C OpraHM3MOM dYeloBeka MCKIodeH. IIpy aBapHMHBIX CHTyallHAX BO3MOXHO
paspaxeHHE KOXH M CITH3HCTOH 060/109KH I1a3 y HyBCTBHTEIbHBIX JIMILL. [IpH KOHTaKTe MPOMLITH NOPAXEHHOE
MECTO BOAO# H 0OpaTHTHCA 32 MEIHLUHMHCKOR MOMOIIBIO.

3.8. Xumugeckas nocyna u 06opyaosaHHe, KOTOphIE HCIONB3YIOTCA B paboTe ¢ HabopoM, JOKHBI OBITH
COOTBETCTBYIOIMM 00pa3oM MapKHpOBaHbl M XPaHHTHCA OTAENBHO.

3.9. Ina o6paGoTku mocyanl W 0GOpyAOBaHMS DPEKOMCHAYETCS HCIONb30BaTh AE3HHQHUHPYIOMHE
CPEACTBA, H3TOTOBJICHHbIE HA OCHOBE TPETHYHBIX aMHHOB, YETBEPTHYHBIX aMMOHHEBBIX coenuHenn#H (UAC) nnn
CIHPTOB H pa3peleHHEIE K MPHMEHCHHIO Ha TeppuTopun PO. Mcnons3oBanue ne3nHGHIMPYIONMX CPEACTB Ha
OCHOBE AKTHBHOIO KHCJIOpOZa H XJIOpa BO3MOXHO JIMIIb Ha MPEJACTEPHIH3AMHMORHOM JTane ¢ nocaexyrome
TEPMHYCCKOM cTeprmH3anmeH.

3.10. 3anpemaercs NpHEM MHIIM, HCNIOIB30BAHHE KOCMETHYCCKAX CPEACTB M KYPEHHE B NIOMEIICHHSAX,
npeaHa3sHaYeHHBIX 11 paboThl ¢ HabopoM.

3.11. Y6upars M Ac3MHQHUMPOBATH pa3NMHThie OOpa3sibl HIH KOMMNOHCHTH Habopa, HCMONL3YR
Ae3uHGHIMpYIOMHEe CPeACTBa B COOTBETCTBHE MY 287-113.

3.12. Vaanare HeMCNONb30BAHHBIE peakTHBH HaGopa B cooTBeTcTBHH ¢ TpeGoBaHuamu CanlluH
2.1.3684-21.

3.13. llocne HCmoONBL30BaHMA BCe KOMIOHEHTHI Habopa, ofpa3subl, KOHTPOJBHEIC MAaTEpHAIH,
PacXofHElE MaTepHANhl M APYTHE PEareHTHl, KOTOphle KOHTaKTHpoBaIH ¢ obpasuamH BO BpeMs o6paboTkh,
XpaHeHHs HIM aHamu3a (B TOM YHCJE: MEpYaTKH, HAKOHEYHHKH H T.X.) AO/DKHEI COOMpaThcs OTACNBHO H
CTEPHIIH30BATLCA B ABTOKIJIABE C MOCHeAylomeld yTuiamsanued B cooTBercTBHH ¢ Tpebopannamu CanllnH
2.1.3684-21. BMecTO aBTOK/IaBHPOBAaHHA OTXOAB MOTYT OBITh CTEPHIIM30BaHb! IC3HHGHIHPYIOIHM CPEACTBOM,
NocJie YTHIH3HPOBaHK B COOTBETCTBHH ¢ TpeGoBaHuaMu CanlTuH 2.1.3684-21.

3.14. He ucnons3oBate HAbOp MO HCTCYEHHHA CPOKA MOHOCTH.

4. OBOPYIAOBAHME U MATEPHUAJIBI, HEOBXOJHUMBIE IS TPOBEJXEHHUA
AHAJIM3A

- (AHQIM38TOP ABTOMATHYECKHHA HMMYHOXHMHYECKHH XcMHMOMHHeCHeHTHhH «MagnoLIA» ¢
npuRayiexsocTaMu o CHAB 421457.002 TY («MagnoLIA ») (nponssozurens OO0 «Komnasns Asnkop bro»,
Poccus, PY NeP3H 2019/9282);
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«Kanmbpatopbl Ma8noblA 3cTpagmnon»

- «Habop peareHToB A1 KONMYECTBEHHOTO MMMYHOXEMUTIOMUHECLLEHTHOIO ONpejesieHns acTpaguona
«MagnoLIA 3ctpaguon», no TY 21.20.23-618-098539446-2022» (npounssogutens OO0 «KomnaHua Asnkop
Buo», Poccua, kat. Ne 1400001,1400002);

- «Habop peareHTOB AN KOHTpPONsA KayecTBa aHanusa «KoHTponu MagnoLlA 3ctpaguon», no TY
21.20.23-620-98539446-2022» (npounssogntens OO0 «KomnaHus Ankop Buo», Poccusi, Kat. Ne 1400201,
1400205,1400210);

-BoagHo-coneBoli pacTBOp A1 MNPOMbIBKM  peakuUMOHHbIX KoBeT MagnoLIA «bydep Wl»
(npomnssoantens OO0 «KomnaHua Ankop buo», Poccus, kat. Ne0000405);

- OTgenbHble xanaT, wanoyka, 06yBb M OA4HOPA30Bble MepyaTKKU, paspelleHHble K NMPUMEHEHUIO Ha
Tepputopun P® (nnm cooteetcTeytowme FOCT P 52239-2004).

5. MPOBEAEHWVE NMPOLUEAYPbl KAJTMBPOBKN

OnucaHHas B [f[aHHOW WHCTPYKUMW WHGMOPMaUMSa COAEPXUT NuWb 06lue CBeAeHUs O nopsake
npoBeAeHNs npouesypbl KanmbpoBKM Ha aHanusatope «MagnoLIlA». na nonyyeHUs aeTanbHOM MHGOpMaLn
nepef HayasomMm paboTbl 03HAKOMbTECH C PYKOBOZCTBOM MO 3KCnayatauum aHanmsatopa «MagnoblAx».

5.1. MoAroToBKa peareHToB

5.1.1. BKNoumnTb aBTOMAaTMUECKNIA aHanm3aTtop «MagnoLIA» cornacHo pyKoBOACTBY MO 3Kcnayatauuu.

5.1.2. KannbpaTopbl roToBbl K UCMO/b30BaHUIO.

®nakoHbl ¢ KanmbpaTopamMmn He06X0AUMO BblepXKaTb NPU KOMHATHOW TemnepaType He MeHee 30 MUHYT
[0 Havyana aHaNMTUYECKOW Ceccuw.

5.1.3. MNepemeLatb cofepXXmmoe (h1iakoHoB, n3berasd neHoobpasoBaHuA. OTKPbITb (PIAKOHbI U MNOMOXUTb
KPbIL KN NepeBepHYTLHIMU Ha CYyXYHO MOBEPXHOCTb.

5.1.4. Habop «Kannbpartopsl MagnoLIA 3cTpagunon» pasmecTuTb B LWITaTMBAX, NPefHa3HAYEHHbIX A/
KannbpaTopoB 1 KOHTPONEN.

5.1.5. Mepep 3arpy3Koi peareHTOB, HEO6XOAMMbIX AN NPOBEAEHNS aHanu3a, B COOTBETCTBYOL e 610KN
aHanusaTtopa npoBepUTL BCe PacTBOPbI HA OTCYTCTBME MY3bIPbKOB BO3AYyXa. Y AannTb Ny3blpbKK 40 NPOBELEHNUA
aHann3a fIerkum nokKaynmBaHWeM, He fonyckKas NeHoobpas3oBaHms.

5.1.6. Mepen 3arpyskor kaptpumxka «MagnoLIA OcTpaguon» B 610K peareHToB Heo6Xo4MMO
npefBapuTeNibHO y6eanTbesA, 4YTO MapamarHMTHble MUKPOYacTMUbl Haxo4ATCcAa B pecycrneHAMPOBaHHOM
COCTOSIHWM, @ caMa CYCMeH31s roMoreHHa. Ecnim MukpoyacTuubl He pecycneHaupytoTces, HE VCMOMb3YWTE
HABOP un obpatutecb K MeCTHOMY NpeAcCTaBUTEN0 NpousBoguTend. Ana nonydveHus 6onee nogpo6HON
NH(opMaunn obpaTUTeCh K MHCTPYKLMUN NO NPpUMeEHeHUI0 Habopa «MagnoLIA 3cTpagunon».

5.1.7. 3arpysuTb NOArOTOB/MEHHbIE peareHTbl 1 MPUHAANEXHOCTU Ha 60pT aHanu3aTopa «MagnoLIA»
COrniaCHO PyKOBOACTBY MO 3KCMyaTauuu.

5.1.8. 3arpy3nTb faHHbIe O peareHTax B NamaTb aBTOMaTUYeCcKOro aHanmsaropa «MagnoLIA» cornacHo
PYKOBOZLCTBY MO 3Kcnayarayum.

5.2. Kanubposka

AHanunzatop «MagnoLIA» MOXeT 0CyL,ecTBNATb KaMOPOBKY B OTAE/IbHO BbIAENEHHOW Ceccun uam
OLHOBPEMEHHO C 06pa3uammn B pamKax OAHOM aHanMTU4eckol ceccuun. Mpouesypa KanmbpoBKN BbINOAHAETCA
npexge Mo 6bIX Ha3HaYeHHbIX TECTOB HE3aBUCUMO OT MOMEHTa pa3meLLeHna Habopa KanmbpaTopos Ha 6opTy.

BHVMMAHWE!

KomnoHeHTbl Habopa «Kannbpatopbl Ma8noblA 3cTpagnos He [0/MKHbI HaX0AUTLCA Ha 6opTy npubopa
6onee 3 4yacoB, CyMMapHO B [eCATM CeccusAX, He0O6XOAUMO Y4uTbllaTb 3TO MPU BbINOMHEHUW MNpoLeypbl
KannbpoBKN OJHOBPEMEHHO C 06pa3LaMm B pamKax OA4HOM aHanMTUYECKOl ceccun. PeKOMEHAYEeTCS BbIrpyXaTtb
WTaTMBbl C Kanubpatopamu no UCTeYeHUM MUHUMASIbHOTO BPEMEHW C MOMEHTA 3aBepLUeHUs pacKarnblBaHWUS
COEPXMMOT0 BCEX P/IAKOHOB KannmopaToOpOB 1 KOHTPO/ENA.
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Akanubpatopbl Ma£noblA 3ctpagnon»
/ Ana npefoTBpaLLeHns ncnapeHnus XXMAKOCTHY cpasy nocne 1cnonb3oBaHna (hnakoHbl HE0OX04MMO

/ 3aKpbITb KpbllLKaMii B COOTBETCTBUM C UX MAPKUPOBKOW, MOMECTWUTbL B ynakoB!™ mpeanpusTus-

N3roTOBUTENSA B BEPTUKAbHOM MONO>KEHUN 1 06eCnevnThb XpaHeHne npu TemnepaType oT +240 +8 °C
B XONOAWMbHbIX KamMepax WM B XONOAWNbHUKaX, obecneymBalolnX pernaMeHTUpPOBaHHbIN
TemnepaTypHbIV PEXKNM,

5.2.1. Mpwn ycTaHOBKe Ha 60pT aHanmsatopa, 419 Kax4oi HOBOW cepumn (noTa) Habopa «Kannbpatopsl
Ma£noblA 3cTpagmnon» Heo6XoAMMO NPOBECTU NpoLefypYy perncTpaunmn KanmbpoBouyHoro Habopa.

[ns atoro nepeiignte B meHto KAJIMEPOBKA.

B HWXHeli yacTn akpaHa Haxmute kHonky PETMCTPALNA HABOPOB.

B OTKpbIBLLUEMCS OKHe 3aM0/IHUTE faHHble MYTeM CYMTbIBAHWUA ABYMEPHOrO LWTPUX-KOAA CO BTOPUYHOW
ynakoBKK (KOpO6KKN) nsgenus, Nnbo BeeanTe LUGpbl WTPUX-KOAA BPYUHYIO.

[Ons coxpaHeHus [aHHbIX 0 Habope, HaxmuTte KHonky NMPUMEHWTL (B cnyyae HeobxopmmocTu
NPOAO/MKNTL PaboTy B AaHHOM OKHe) unn kHonky FOTOBO (ans coxpaHeHUst faHHbK W 3aKPbITUS OKHA).

Mpn Heob6XOAMMOCTW, BO3MOXHO BHECEHMEe [aHHbIX O HeCKO/IbKux cepusax (notax) Habopa
«Kanubpatopbl MagnoLIA 3ScTtpagnon».

5.2.2. 3arpy3uTe wTatue ¢ Habopom KanmbpaTopoB Ha 6OPT aHanuM3aTopa, CUMUTaTe LWITPUX-KOAbI C
(hNaKOHOB 3arpy>XeHHOro WTaTuBa NyTem HaxaTtusa KkHonkn CHUTATDL LU TPUX-KOAbl nnn ngeHtudunkaymen
(hN1aKOHOB BPYUHYIO.

5.2.3. BHecuTe KannbpoBKY B CMUCOK 3a4a4y, KOTOPble AO/MKHblI OblTb BbINOMIHEHbI B AaHHOW
aHaIMTUYECKOI Ceccumn.

Ans atoro nepeiigute B meHto OBPA3LLbI.

B neBoii yactun akpaHa Bblbepute KHoNKy JOBABUTb KAJIMBEPOBKY.

B neBOM BepXHeEM YTy OTKpPbIBLLIErocs OKHa 0yaeT 0TO6paXKeH CMMCOK TeCTOB, /11 KOTOPbIX MOXET ObITb
BbINO/HEHA KannbpoBka. BbibepnTe N3 NpeaoXeHHOro crnnucka HeobxoAnMbIl TecT.

B npaBom BepxHeM yrny 6yayT mokasaHbl rOTOBble K 3anycky cepuun (n0Tbl) Habopa «Kannbpartopsl
MagnoLIA 3ctpagnon». M3 npeactaBneHHOro CrnmMcka BblOepUTe Heobxoaumyto ceputo (N10T) (HECKONbKO
roToBbIX cepuii (N0TOB) 6yAeT 0TOOpaxaTbCs B JaHHOM CMUCKe, €CM Ha 60pT npubopa 6blN0 3arpyXeHo
HECKO/bKO cepuii (N0TOB) KaNMbpoBOUYHbIX HAB6OPOB ANS OJHOrO TecTa).

Ana po6aBneHns BbIGpaHHON KanmbpoBKM K cnmcky 3afgay Haxmute kHonky JOBABUTDL (B cnyuae
Heo6X0AMMOCTN NPOAOMKUTL paboTy B AaHHOM OkHe) mnm kHonky TOTOBO (ans coxpaHeHus AaHHbIX W
3aKpbITUS OKHA).

5.2.4. 3anycTuTe aHa/IMTUYECKYHD CEeCcCUI0 aBTOMAaTMYeckoro adanusatopa «MagnoLlA» cornacHo
PYKOBOACTBY MO 3KCNayataunm.

5.2.5. Mporpamma npubopa No3BONSET aBTOMaTUYeCKN BbLUOMHWUTL BCE CTaAMK aHanusa A1a Habopa
«MagnoLIA 3cTpagmon» 6e3 BMelLaTe/IbCTBa N0b30BaTENS.

5.3. PesynbTarhl

Mo oKoH4YaHMKM aHanuTU4eckon ceccum nepeingnte B meHio KAJIMIBPOBKA.

B neBoii yacTu sKpaHa BblbepuTe HeOOXO0AMMBbIA TECT U3 MPEANOXKEHHOTO CNMUCKaA.

3aTem B BepXHeii NpaBoil YacTu 3KpaHa BblbepuTe HEOOXOANMYIO Ceputo (N0T) KanM6poBOYHOro Habopa
ONS AAHHOTO TecTa.

Hwxe 6yaeT oTobpaxkeHa MHPOPMaL s 0 BbiIGpaHHOW KannbpoBKe:

- Ne no nopagky;

- Ba/IMAHOCTb BbIOPAHHOW KannbpoBKY;

- AaTa NpoOBeAEeHMNS aHaNn3a,;

- 3HaYeHMe aHaIMTUYecKoro curHana agna Kanunbparopa 1,

- 3HayYeHMe aHanMTUYecKoro curHana agns Kanunbparopa 4.
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«Kamu6paropst MagnoLIA Ocrpammon»

Hna nomydyenus Gonee moapoGHo#t uHpopmauuu o BeIGpaHHOH KanHOpOBKE, HAaXMHTE KHOTKY
KA/THEPOQBOYHAA KPHUBAA.

B oTkprBIIEMcs OKHe 6yzneT oToGpaxeHa paciuupeHHas HHpopMalms o KaTHOpoBKe:

- coo0meHue 06 ycneimHoM 3aBepmeHHH KaTuOpoBKH;

- AaTa KaJIMOPOBKH;

- CPOK FOAHOCTH KaJIMOpOBKH;

- uHpopmams 0 xanuGpoBouHoM Habope (TecT, cepus (nor), Homep HabGopa (Ne), cpoK rOAHOCTH
Habopa); '

- 3HaueHHE aHATMTHYEeCKOro curHana ans Kambparopa 1;

- 3HaYCHHE aHAITATHYEeCKOro curdana wis Kanubparopa 4;

- 3HaYEHHe KOHUeHTpaluu s Kamibparopa 2;

- 3Ha4eHHe KOoHHeHTpauuu ans Kambparopa 3.

- rpadHK ¢ HAaHECEHHBIMH KaTHOPOBOMHBIMH KpUBbIMH. CHHMM IYHKTHpOM 0603Hadaercs pedepeHcHas
KaMOpoBoYHad KpHBasd, 3aKOJMpOBaHHas B NaMsTH npuGopa; 3eneHol CrUIOMHOA JMHHMENH — NOCTpOeHHad
KamMOpoBOUHasd KpHBas, TOYKM Ha KOTOpPOH COOTBETCTBYIOT KOHLEHTpauuH 3crpamuonas KamGpatope 2
n KaimGpatope 3.

6. TPAHCIIOPTUPOBAHHUE U XPAHEHHE

6.1. TpancnoprupoBanne HaGopoB clefyeT NMPOH3BOAMTL BCEMH BHAAMH KpPLITOTO TpaHCIOpTa NpH
TeMmneparype ot + 2 go + 8 °C.

6.2. TpancnoprupoBanne u3fenuit npn Temneparype ot + 2 a0 + 8 °C QOMKHO NMPOH3BOMHTLCH B
€MKOCTAX MIH MNpH NOMOIIM XONOMMIBHRIX YCTAHOBOK, oObecneuMBalomWX perjaMCHTHPOBAaHHBIH
TEMIEPATYPHBIA PEXHM.

6.3. lomyckaercs TpaHcnopTHpoBaHHe HaGopoB npH TeMneparype 1o + 25 °C He 6onee 15 cyTok, B ToM
qucie npu TeMneparype +37 °C He Gonee 1 cyTok.

6.4. HaGopsi, TpaHcnOpTHpOBaHHEIE C HapyIIEHHEM TEMIIEpaTypHOro pexXHMa, NPHMCHEHHIO HE
NOAexar.

6.5. Cpok rogsocT HabopoB — 12 MecsLieB OT AaThl MPOH3BOACTBA.

6.6. XpaneHne Ha6OpPOB MOMKHO NPOBOAMTECA B YMAaKOBKE MNpEANPHATHA-H3TOTOBHTENA NpH
TeMreparype ot + 2 g0 + 8 °C B TeueHHE BCcero Cpoka roJHOCTH B XOJIOAWIbHBIX KaMepaxX HIH B XOJOAMIbHHKAX,
obecneunBalomMX peraMeHTHPOBaHHEI TeMNEpaTyPHBIH PEXHM.

6.7. Ha6oph! ¢ MCTEKITHM CPOKOM rOAHOCTH NPUMEHEHHIO HE MOAIexKaT.

6.8. IIpu mpobHOM HCNONB30BaHMM KOMIIOHEHTH Habopa XpaHATCH B YMAKOBKE NpPEANpPHATHA-
H3rOTOBHTEIA B BEPTHKAILHOM MOJIOXKEHHH NpH TeMnepartype oT + 2 1o + 8 °C B XONnoAHIbHBIX KaMepax HiH B
XONIOHJILHUKAX, 00ecneYHBAIOMMX pernaMeHTHPOBaHHKI TeMIepaTypHbIl peXxnaM, B TedeHHE 1 Mecsnia co JHA
BCKPHITHA NepBHYHON ynakoBkH. KOMIOHEHTHI He JO/DKHBI HaxoauThcs Ha Gopry mpuGopa Gonee 3 dacos,
CYMMapHO B JiecaTH ceccuax. [Tocne ucnons3oanus ¢pnakoHs! He06X0AMMO HEMEUIEHHO 3aKPhITh KPAIIKAMH H
obecneunTh pernaMeHTHpOBAHHLIN PEXHM XpaHEHHUS.

7. TAPAHTHHHBIE OBSI3ATEJILCTBA
laparTHitHEIt cpok rogHocTH HaGopa 12 Mecsues oT xaTel npou3BoicTsa. Habop nmpenxasHaden s
OIHOKPATHOIO NMPHMEHEHHA H HE NMOUICKHT PEMOHTY H 06CTy)KHBaHHIO.

8. BE3OIIACHAA YTH/IN3AIINA
Ilpn ucnoms3oBanuH HabGopa oOpasyloTcs OTXOABI KiaccoB A M b, KoTopble YTHIH3HpYIOTCS
B coorBercTBHH ¢ CanlInH 2.1.3684-21 u MY 287-113 (Tabmuua 2).
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MagnolLIA 3crpammony

T: 2
Knace
Orxonu omachocTR
Broprumas (rpynmobas)
yIAKOBKA KopoOxa u3 MOHOKAPTOHA Omxomst
IxcnNyaTauMoHEA HHCTpYKIHA 110 NPUMEHEHRIO Kxnacca A
JOKYMCHTAIHS ITacnopr
Bce xOMIIOHEATE HAGOPa, KOHTPONBHHC MATCPHANE],
PacxofHBIC MATCPRANH H PCArcHTEI, KOTOPHS
Flpyriie xoMmoHERTSI KOHTAKTHPOBAMH ¢ oOpasnaMu Bo BpeMs oOpaborxa, Orxoms
XPAHCHHS H/IN AHATH3A B
Ileppuanas ynmaxopxa OnaKoHkl, COCPKABNINE PACTEOPLI KaMbGpaTopon Kiacea
He nenonssosantuie
KONTIOHEHTH ¢ HCTCKIIHM ®naxonsl, coacpxane pacTBoOps! Karnbparopos
CPOKOM I'OJHOCTH

9. HHOOPMAIIHA O IPOH3BOAHUTEJIE

Ilo Bompocam kavectBa MU «HaGop pearcHroB min KamGposxn «KamuGparopst MagnoLIA
Scrpamuony, no TY 21.20.23-619-98539446-2022» obpamarsca 8 000 «Kommarus Anxop Bro» no aapecy:
192148, r. Camxr-IlerepGypr, Xenesnoaopoxunili npocnekr, A. 40, mar. A, Ten/paxc: 8(812) 677-8779,
renedon «ropauelt nunrEu»: 8-800-234-37-79,

10. CHMBOQIIB], HCTIOJNB3YEMBIE HA 9THKETKAX

= MenumucKoe H3fCIHE AN W Coaep®UMOro ZOCTaTO%HO K
AL JMarBOCTHKH in vitro HPOBENICHHS It TECTOB
Homep no xaranory A Octopoxmo!

LOT Koz naprau (RoMep cepun) g Hcnomssopars a0

ad HarorosaTess _I- TIpesien TeMmepaTyphl
d JlaTta H3roTOBNCHAN & Buonoruuecxuit puck
EH OGpaTHTecs K MECTPYKIAH 110

IPHMCHCHHIO

Hucrpyxmus paspaGotara B coorsercTa ¢ TY 21.20.23-619-98539446-2022.
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npownTo POHYMEPOBaHO, CKPEMN/IEHO NevyaTbio
$ ! nnect'A

Brno»
MonbiHUeB
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000 «KomnaHua Ankop bno»
r. CaHkT-IeTepbypr, XKenesHoaopoXHbIin np., 4. 40, nut. A
TenedoH/dakc: (812) 677-87-79

MACTIOPT Ne E004

Habop peareHToB A8 Kannbposkun «Kanunbpatopbl MagnoLIA 3cTpaanon»,
no TY 21,20.23-619-98539446-2022

Kat. No 1400101 Cepua Ne EO04 dopmumpoBaHmne Ne 1 Konnyvectso 100 L.

o CooTBeTtcTBME
HavmeHoBaHMe BHewHuin Bug M HomuHanbHoe Cepusa
KomnnekTauus KOHTPONNpPYyemoro
peareHTa (hopma BbINycKa 3HauyeHue, Nr/mn peareHTa
napametpa
CocTtaB Habopa
1 ¢n.
Kannbpatop 1 Mpo3payHble 30 1 Oq)n:n) E004 COOTBETCTBYET
WA MYTHble i(pn
Kannbpatop 2 XNAKOCTK OT 90 (0,5 Mh) E004 COOTBETCTBYET
6ecLBeTHOroO 0 iq)n
Kanu6patop 3 CBeTNO- 300 (05 M'ﬂ) EQ04 COOTBETCTBYET
KOPUYHEBOro i(i)n
' E004 COOTBETCTBYET
Kannbpatop 4 uBeTa 900 (1,0 M) y
MacnopTt 1w
MHCTPYKLMA NO NPUMEHEHUIO 1wr. - -

[Napa neTpbl KOHTPONA Ka4yecTBa

HanmeHoBaHMe KOHTPOSIMPYEMOTO 3HaueHue KOHTponmpye-

Hopma
napameTpa P MOro napamertpa*
AHaIUTUYECKNIA CUTHaN
Kannbpatopa 1, OTH. CBET, ef., He 400 000 COOTBETCTBYET
MeHee
CooTHOLLEHNE aHANIMTUYECKUX B1>B2>B3>B4 CO0TBETCTBYET

CUTHanoB KanmbpaTopos
OTK/IOHEHWE KOHLUEeHTpaLuu
Kanunbpatopa 2 n Kannbpatopa 3 ot +25 COOTBETCTBYET
HOMWHANbHOIO 3HAYEeHUS, MPOLEHT

®nakoHbl 3 M1 M3 MPO3pPaYHOro
cTekna (C 3aBMHYMBAIO LW MMUCS
Kpbrnkamu). OTUKETKU U3 NIEHTbI
KneeBoi Ha 6yMaXKHOI OCHOBE

YnakoBKa W MapKMpoBKa COOTBETCTBYET

*[laHHble aTTecTayumn nNpy COBMECTHOM Mcnonb3oBaHun ¢ M «MagnoLIA 3cTtpagHo;” cepusa Ne EQ04

yonk4d
MEHEPATBHMY
oro. 1(VIMAATOB/O
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Macnopt BblgaH «03» noHA 2022 T.

Cpok rogHocTn Habopa 4o «03» ntoHs 2023 .

YcnoBua xpaHeHus +2...+8 ®C

Ycnosusi TpaHcnopTupoBaHua +2...+8 ®C. lonycKaeTcsa TpaHCNOPTUPOBaHUe Habopa npu Temnepartype
o +25 ®CHe 60nee 15 cyToOK, B TOM 4mncne npu temnepaType +37 ®C He 60nee 1 CyToK

TONbLKO AT ANATHOCTUKN IN VITRO

[ns npogeccoHanbHOro NpUMeHeHus

Ha6op cooTBeTCTBYET

TY 21.20.23-619-98539446-2022

PY Ne

BeinonHun AyweHoknHa AT, Mposepun KasapuHo

Yry* X LH.
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000 «KomnaHua Ankop bro»
r. CaHkT-INeTepbypr, XKenesHoA0pPOXHbIA Np,, 4. 40, nnt. A
TenedoH/hakc: (812) 677-87-79

[MACITOPT Ne EO05

Habop peareHToB Ans KannopoBkn «Kannbpatopbl MagnoLIA 3cTpagnon»,
no TY 21.20.23-619-98539446-2022

Kat. Ne 1400101 Cepua Ne EO05 ®PopmumposaHme Ne 1 Konnyectso 100 L.

o CootBeTtcTBUE
HavmeHoBaHne BHewHUN Bug n HoMunHanbHoe Cepus
Komnnekrauns KOHTPO/IpYyemMoro
peareHTa (hopmMa BbiNyCcKa 3HayeHue, Nr/mn peareHTa
napametpa
CocTaB Habopa
Kanné6patop 1 Mpo3payHble 30 (1100%1';1) E005 COOTBETCTBYET
NN MyTHbIE iq)n
Kanné6parop 2 XNAKOCTU OT 90 05 Mh) E005 COOTBETCTBYET
6ecLBETHOr0 A0 i(pn
Kanu6patop 3 CBeT/IO0- 300 (0,5 Mh) E005 COOTBeTCTBYET
KOPUYHEBOTO i(pn
) COOTBETCTBYET
Kanué6patop 4 LBeTta 900 (1.0 mn) E005 y
MacnopT 1.
WHCTPYKUMA NO NPUMEHEHNIO 1. - -

MapamMeTpbl KOHTPONS KayecTBa

HaumMeHOBaHM1e KOHTPOMPYEMOFO 3HayeHMe KOHTPONUpYe-

napameTpa Hopma MOro napametpa*
AHaNNTUYeCKWUA CUrHan
KannbpaTopa 1, OTH. CBeT, ef., He 400 000 COOTBETCTBYET
MeHee
COOTHOLLEHNE aHANIMTUYECKUNX Bl >B2>B3>B4 COOTBETCTRYET

CUTHaN0oB KanmbpaTopoBs
OTK/IOHEHWNE KOHLEHTpaLum
Kanunbpatopa 2 n Kanunépartopa 3 ot 25 COOTBETCTBYET
HOMWHANbHOIO 3HAYEHUS, MPOLEHT

®1akoHbl 3 M1 U3 MPO3PAYHOro
cTekna (C 3aBUHYMNBAKOLLUMUCSH
KpblLWKamMn). ATUKETKN U3 NIEHTbI
KNeeBoi Ha ByMa)XHO OCHOBE

YnakoBKa u MapKnpoBKa COOTBETCTBYET

*flaHHble aTTecTalLMun Npm COBMECTHOM mcnosb3oBaHnum ¢ M «MagnoLIA 3ctpagunon», cepusa Ne E005
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IMacnopr Beinan «06» uioHs 2022 1.

Cpok rogHocTi Habopa 10 «06» uions 2023 r.

Ycnosus xpaHenus +2...+8 °C

Ycnosus Tpancnoptuposanus +2...+8 °C. JlonyckaeTca TpaHCIIOpTHPOBaHKe Habopa npu TeMneparype
1o +25 °C ne 6onee 15 cyTok, B ToM uncie npu TeMneparype +37 °C e 6onee 1 cyTok

TOJIBKO 1A TMATHOCTUKM IN VITRO

Jna npodeccCHOHAILHOTO MPHMEHEHHS

HaGop cootsercTByer

TV 21.20.23-619-98539446-2022

PY Ne

Bemosnuun Jymenbkuna AT
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00O «KomnaHusa Ankop bro»
r. CaHKT-TeTepbypr, XXenesHoaopoxXHsbIi np., 4. 40, nut. A
TenedoH/dakc: (812) 677-87-79

MACITIOPT Ne EO04

Habop peareHToB Ans KanubopoBkn «Kanmbpatopbl MagnoLIA 3cTpagnon»,
no TY 21.20.23-619-98539446-2022

Kat. Ne 1400105 Cepwus Ne EO04 dopmumposaHme Ne 1 Konnyectso 100 L.

o CootBeTtcTBUE
HanmeHoBaHne BHewHnn Bug u HomunHanbHoe Cepus
Komnnekrtauns KOHTPONMPYEMOTO
peareHTa (hopma BbiNycka 3HayeHue, nNr/mn peareHTa
napametpa
CocTtaB Habopa
5 ¢
EQ004 COOTBETCTBYET
Kanu6patop 1 Mpo3payHble 30 (no 1.0 wn) y
NN MYTHblE 5
Kanun6partop 2 XNAKOCTU OT 90 (M0 0.5 ;\nn) E004 COOTBETCTBYET
6ecuBeTHOrO 110 5 o,pn
Kanu6partop 3 CBeT/I0- 300 ' E004 COOTBeTCTBYeET
(no 0,5 mn)
KOPUYHEBOro 5 @n
BeTa ' E004 COOTBETCTBYET
Kanun6patop 4 1] 900 (o 1.0 wn) y
Macnopt 1w, :
VHCTpYKUMA NO NPUMEHEHUIO 1wr. - -
I‘Iapalvleprl KOHTPO/1A KayeCcTBa
HanmeHOBaHMe KOHTPOAMPYEMOTro Hooma 3HayeHne KOHTponmpye-
napameTpa P MOro napametpa*
AHanMTNyecKunii curHan
KanunbpaTopa 1, OTH. CBET, ef., He 400 000 COOTBETCTBYET
MeHee
COOTHOLLEHME aHANMMTUYECKUX B1>B2>B3>B4 cooTRETCTBYET

CUTHaNoB KanmbpaTopos
OTK/IOHEHVE KOHLEHTpaLmnm
Kanubpatopa 2 n Kannbpartopa 3 oT +25 COOTBETCTBYET
HOMWHANbHOIO 3HAYEHNS, NPOLLEHT
®nakoHbl 3 M U3 NPO3pPaYHOro
cTekna (C 3aBUHYMBAIOLLINMUNCA
KpbnnkKamun). ATUKETKN U3 NIeHTbl
KneeBOi Ha 6YMaXXHOW OCHOBE

YnakoBKa U MapKMpoBKa COOTBETCTBYET

¢/laHHble aTTECTaLUM NPU COBMECTHOM Ucnonb3oBaHun ¢ M «Ma8noblA 3Sctpagunon», cepus No E004
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Nacnopr petnan «03» wrons 2022 r.

Cpoxk roarocTa HaGopa Ao «03» uiong 2023 r.

Yenosus xpanenus +2...+8 °C

Yenoeus Tpancnopruposanus +2...48 °C, Jonmycxaercs Tpascnoprupobanue Rabopa IpH TeMnicpaType
J0 +25 °C ne Gonee 15 cyToK, B TOM THC/E IpH Temnieparype +37 °C ne Gonee 1 cyTok

TOJIBKO JU1A THATHOCTHKH IN VITRO

Jina npodeccroRaNbHEONO NPHMEHEHAS ——

HaGop cooteTcTByer
TV 21.20.23-619-98539446-2022

PY Ne

Bumnonuun Jymennxuaa AT [posepun Kasapn
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OO0 «KomnaHua Ankop bro»
r. CaHkT-leTepbypr, XKenesHoAopoXKHbI Mp., 4. 40, nuTt. A
TenedoH/dakc: (812) 677-87-79

MACITOPT Ne EO05

Habop peareHToB ans Kannbposkun «Kanunbpatopbl MagnoLIA 3cTpagnon»,
no TY 21.20.23-619-98539446-2022

Kat. Ne 1400105 Cepua Ne EO05 ®dopmumposaHme Ne 1 Konnyectso 100 L.

< CooTBeTcTBUE
HavmeHoBaHMe BHewHun sBugmn  HoMuWHanbHoOe Cepus
Komnnekrauyus KOHTPO/IMPYEMOTO
peareHTa (bopMa BbLUyCKa 3HauveHue, nr/mn peareHTa napameTpa
CocTtaB Habopa
Kanué6patop 1 Mpo3payHble 30 (n051q)(l)1,|v|n) E005 COOTBETCTBYET
WA MYTHbIE :
Kanuépatop 2 XWAKOCTY OT 90 (nosocp;.Mn) E005 COOTBETCTBYET
6ecLBeTHOro A0 ’
Kanué6patop 3 CBeT/0- 300 5 on. E005 COOTBETCTBYET
KOPUYHEBOT O (no 0,5 mn)
5 ¢n.
BeTa COOTBETCTBYET
Kannbpartop 4 1] 900 (no 1,0 mn) E005 y
MacnopTt 1w,
MHCTpPYKLUMA NO NPUMEHEHUIO 1w, - -

MapaMeTpbl KOHTPONS KayecTBa

HaumeHOBaHME KOHTPONUPYEMOTO

3HayeHune KoHTpOmMpye-

Hopwma *
napameTpa MOro napameTpa
AHaNNTMYECKNIA CUTrHan
Kanunbpartopa 1, OTH. CBeT, ef., He 400 000 COOTBeTCTBYET
MeHee
COoOTHOLWWEHNE aHANIMTUYECKMX B1>B2>B3>B4 CO0TBETCTBYET

CMIHaNoB KannbpaTopos
OTK/OHEHNE KOHLEHTpaLmm

Kannbépatopa 2 n Kanmépartopa 3 ot 25 COOTBETCTBYeT
HOMMWHANbHOI0 3HAYEHUWA, NMPOLEHT

®NakoHbl 3 M1 U3 NPO3PaYHOro
cTekna (C 3aBMHYMBAKOLLMMUCA
KpblLWKamMn). STUKETKN U3 NIEHTbI
KNeeBoi Ha GYMaXKHOW OCHOBE

YnakoBKa 1 MapKUpoBKa COOTBETCTBYET

AlaHHble aTTecTayMm NpuM COBMECTHOM ncnonb3osBaHnun ¢ M «MagnoLIA 3cTtpagnon», cepma Ne E005
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INacnopr BeIgaH «06» mions 2022 r.

Cpok rogaocta Habopa 10 «06» uions 2023 r.

Ycnosus xpanenns +2...+8 °C

Ycnosus Tpancnoptuposanus +2...+8 °C. JlonmyckaeTcs TpaHCIIOPTHPoBaHKE Habopa NpH Temmneparype
1o +25 °C He 6onee 15 cyTok, B ToM uncne npu temneparype +37 °C He 6onee 1 cyTok

TOJILKO AJ1s1 TMATHOCTHUKM IN VITRO

Ina npodeccHoHATBEHOTO NPHMEHEHHA

Habop cooTBercTBYyeET

TV 21.20.23-619-98539446-2022

PV Ne

Brmonann Jymenskuna. Al
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MpownTo, NPOHYMEPOBaHO, CK pM/IeHO neyaTaro
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