doTorpapuueckne n3obpaxeHmns
Habopa peareHToB

Habop peareHTOB in Vitro /19 KOJIMYEeCTBEHHOIO onpeaesne-
HUA npounHcynmHa (MAGLUMI® Proinsulin (CLIA)), meTo-
AOM UMMYHOXEeMUJTIOMUHECLIEHTHOIO aHa/1M3a Ha aBToMaTtu-
yeckmnx aHanmsatopax MAGLUMI®, B BapnaHTax ncnoJsiHe-
HUS

YTBEPXOAKO

FeHepasbHbIN ANPEKTOP
e
OO0 «KTHOa”
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2023 r.
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Habop peazenmog in vitro ona Konuuecmeennozo Onpeoenenus
npouncyauna (MAGL UMI® Proinsulin (CLIA)), memooom ummy-
HOXEMUNIOMUHECUEHMHO020 AHANU3A HA AGMOMAMUYECKUX AHANU-

samopax MAGLUMI®, ¢ éapuanmax ucnonnernus:
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Bapuanm ucnonnenun 1

Habop peazenmog in vitro Ona Konuuecmeennoz0 Onpeoenenus
npouncynuna (MAGL UMI® Proinsulin (CLIA)), memodom ummy-
HOXEMUTIIOMUHKECUECHMHOZ0 GHATU3A HA A6MOMAMUYECKUX GHANU-

3amopax MAGLUMI®, 30 mecmoe, ¢ cocmase:
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'"Meitra gns 3aneyaTbiBaHUA KapTpUAXKaA C peareHTaMm
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yip KNeunkunm co wTpux-kogamun Ansa KOHTponsa |
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Hakneikn COWTPpUX-KOAaMu gns KoHTpons 2

#472230512012# #472230512012#

Proinsulin Control 2 Proinsulin Control 2
#472230512012# #472230512012#
Proinsulin Control 2 Proinsulin Control 2
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VHCTpYKLMSi N0 NPUMEHEHUIO

. 130255004M; HO6 TecToB
[S nibel 13p655004Mi 50 TecTos
C € HE 130755004M: 30 TecToB
Habop peareHTOB in Vitro 4719 Ko/IM4YeCTBEHHOro onpeaerieHns nponHeyivHa (™M GLUMPN Proinsulin
(CXJA)), METOAOM UMMYHOXEMWTFOMUHECLIEHTHOIO aHasin3a ra aBTOMATUHECKUX aHa/ms3aTopax

MAGLUMI®, B BapraHTax 1Cro/IHeHNA

HA3HAYEHWNE
Ha6op peareHToB T y//>4?.415 KONMUcCrBéHHOr6 onpegeneHus MpoungynuHa (Pro-INS). B CbIBPpPOTKE KPPBU YesioBeKa

Ha aHanusatopax MAGLUMI®. Pe3ynbTaTbl uccnefoBaHUA npegHHaYekbl 41 ANArHOCTUKW U OUEHKE (YHKLUN
OCTPOBKOB MOAXENYyLOYHOM Xenesbl, B KOM6MHALUN C APYTUMU KTMHUYECKMMU U NabopaTOPHbIMU JaHHBIMU.

KP/1T1aOE 01LLUCAHUWE AHAJTN3A
MHCMMH 5BNAETCA KPETUUECKMM ayTPaHTUIeHOM, CMeuuduYeckn KCMpPeccupyeMbiM Ha P-OCTPOBKOBbLIX K/eTKax,

KOTOpbIA B TeyeHWe ANTENbHOr0 BPEMeEHW BOCMPUHMMAETCA KaK aHTUTeH-MULLEHb, Bbl3bIBalOWMNA “MMMYHH bl i
anabet'. MHCMMH CUHTe3nMpyeTca B Buae 60Mee KPYMHOro npejLlecTBEHHUKA, MPENnpOMHCYrraHa, KoTopblii 6bICTPO
pacuwiennserca o Pro-INS C-nentupg 4BNSeTCA CBA3yOLWWUM nentugoMm mosekynbol Pro-INS, n korga Pro-JNS
pacuwennaseTcs, MOISAPHOE COOTHOLL EHME MHCyMHA U G-nenTilga cocTaBnseT 1:1. VIHCYNMH XpaHUTCA B cCiheTOPHOI
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MoTpebuTtenbckaa ynakoska BapmaHT ncnonHeHna 1 (30 TecToB)
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MakeT MapKUPOBKM MOTPeGUTENbCKON YMaKOBKU
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Bapuanm ucnonnenun 2

Habop peazenmog in vitro Ons Kon1u4ecmeennozo onpeoenenus npo-
uncynuna (MAGLUMI® Proinsulin (CLIA)), memodom ummy-
HOXEMUTIOMUHKECYCHMHO020 AHAIU3A HA A6MOMAMUYECKUX AHAIU3A-
mopax MAGLUMI®, 50 mecmoe, & cocmage:
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'"KOHTPOJIb 2
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Hakneliku co WTpux-Kogamu Ans KoHTpons 1

M72230512011#
Proinsuiin Conlrol 1

#472230512011#
Proinsuiin Control 1
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1Y

CO WTpUX-KOZAMW ANSA KOHTpons 2

Trryrr

LLI
YE*
M72230512012# #472230512012#
Protnsulin Control 2 Promsulin Control 2
#472230512012# #472230512012#
Prointulin Control 2 Protntultn Control 2

& 000 LUPMH (7] INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



epTu@uUKaT oTaesnna KOHTPOIA N n3BoanTeENA
~C oTaena Ko (o] On3BO e
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r-— Quality Inspector; 01

Inspection Qualified & Approved
For Release

Shenzhen New Industries Biomedical
Engineering Co., Ltd,



TrrcTpyKunsa nNo NPUMEHeHNO

130255004M: I00TCOfOB

ISnibe I [ref 13p655CHMAM;  50TecTpB

130755004M: 30 TecTtoB

Habop peareHTOB in vitro AN KONNYECTBEHHOI0 onpegesieHns nponH«™ nnHa (MAGLUMI® Froinsulin
(CXJA)), MeTO40M UMMYHOXEMUTIOMUHECLLEHTHOI0 aHa/n3a rna aBToMmaTUyecKUx aHanmsaTopax
MAGLUMI®, B BapuaHTax UCNosIHeHUSA

HA3SHAYEHWE
Hab6op peareHTOB LU Y/ 0.4a5 WAMYECTBEHOrb onpeneneHnst MponHeysinHa (Pro-INS) B CbLLPPOTKE KPOBM YesoBeKa

Ha aHanmzatopax MAGLUMI®. Pe3ynbTaTbl UcCneaoBaHWs MpedHiisHa™eHbl A1S AMArHOCTUKM M CLEHKE (DyHKLMM
OCTPOBKOB MOYKeNyA04HHOM XKene3bl, B KOMOMHaLMN CAIPYTMA KIAHUYEPKUMIA 1 NabopaTopHbIMM JaHHLIMU.

KPATKOE OMMNCAHME AHANIN3A

WHCYyNnH ABNSIETCA KPUTUYECKMM  ayTPaHTUIEHOM,. CMELM(MYECKN 3KCMPECCUPYEMbIM Ha [3-0ETPOBKOBbIX KIETKAX,
KOTOpbIi B TeYeHMe™ A/INTENbHOIO BPEMEHWN BOCMPUHUMAETCS KaK aHTUIEH-MULLEHb, BbI3bIBalOLLMIA ayTOMMMYHHbIIA
anan'. IHC™MH cuHTe3npyeTcs B Buae' 60/1ee KPYMHOMO MpeaLlecTBeHHMKA, NPEnpounCy/vHa, H3TopbIA BGbICTPO
pacwiennserca o Pro-INS \  C-nentug sensetca cessyowmm nentuaoMm Moneitibi Pro-INS, n korga Pio-INS
pacLensseTcs, ,MospHoe cooLloLeHne MHCynHa 1 C-nenTitga coctaenseT 1:1, VIHCynMH xpaHuTes B celhéTopHol
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JioTpedbutenbckas ynakoska BapnaHt ucnonHeHus 2 (50 Tectos)
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TCI/KET MapKMPOBKU MOTPE6UTENBCKOW YNaKoBKY

MAGLLMI*
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Bapuanm ucnonnenun 3

Habop peazenmoe in vitro ona Konuuecmeennozo onpeoenenun
npouncyruna (MAGL UMI® Proinsulin (CLIA)), memooom ummy-
HOXEMUTIIOMUHECUCHMHO20 AHAU3A HA ABMOMAMUYECKUX AHATU-

samopax MAGL UMI®, 100 mecmoes, 6 cocmage:
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Haxaelikn co mMYPHX-K0OAAMER Jd KOHTpoNS 2
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CepTudurkart oTena KOHTPONS NPOU3BOAUTENSA
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VIHCTPYKLUMS MO NPUMEHEHNIO

- 130255004M: 10 6 TecToB
L ) nlbel C€ I I I 13P655lM; 50 Tecros
mi~0toooMClch 130755004M: 30 TecTos
Habop peareHTOB in vitro gna KoM4eCTBEHHOro onpegeneHnsa nponHcynmHa (MAGLUMI1® Fromsulin
(CL1A)), MeToAOM MMMYHOXEMUIOMUHECLLEHTHOIO aHanM3a Ha aBToOMaTUYeCKUX aHansaTopax

MAGLUMI1®, B BapnaHTax UCMONHEHUSA

HA3SHAYEHWE
Habop peareHTOB T vitro, aas KonmuécreéHHorb onpegeneHns MponHpywHa (Pro-INS) B CbIBOPOTKe KPOBW YesioBeKa

Ha aHanmsatopax MAGLUMI®. PesynbTaTbl UCCMeaoBaHWA MpeaHa3HaueHbl Ans AWarHOCTUKM N OLEHKE (yHKLMN
OCTPOBKOB MOAKeNYA0UHOM XKenesbl, B KOMOMHaLMM CLAPYTIMU KIMHUYECKMI U NTabopaTOPHbIMU JaHHLIMU.

KPATKOE ONMNCAHNME AHALIOA

WHCYIMH ABNSETCA KPUTUYECKMM ayrofa’MreHom,™ crieLmnyeckKn sKCNpeccMpyeMbiM Ha P-06TPOBKOBbLIX K/IETKAX,
KOTOPbIA B TeYeHWe; L/INTESIbHOMO BPEMEHWN BOCMPUHUMAEETCA KakK aHTUreH-MULLEHb, BbI3bIBAIOLLMIA ayTOUMMYHHbIIA
anaber™ VHcynmH c/Ne3mpyeTcs B Buge 60/1ee KPYMNHOMO MpeaLlecTBEHHMKA, MPEerpovHCY/IMHY6 KOTOpbIA BbICTPO
pacwennserca Ao Pro-INS C-nenTtng pnsaeTca CBA3yOWMM MenTuaoM Mosnekynbl Pro-INS, u korga Pro-INS
pacLLensIfeTcs,.Mo/IAPHOe COOTHOLLEHME MHCYIMHA 1 C-n6nTiiga coctaBnseT 1:1. VIHCYyNMH XpaHUTCA B CEKPETOPHOM
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MoTpebuTtenbckas ynakoBka BapuaHT ucnonHeHuns 3 (100 TecToB)
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MakeT MapKUPOBKYM NMOTPEBUTENTLCKOIN YNaKOBKU

MJ1CbumIl™
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