3apeructpupoBaHHblie MeauLMHCKue nsgenus ¢ 23.10.2026 no 06.11.2026

PerncrpauvoHHbIn Jata Cpok geicteua | HammeHoBaHue MeaULIUHCKOrO HaumeHoBaHue HaunmeHoBaHue
HoMep/Homep rocyfapcTBeH | perucTpaumoHH uspenusa opraHusauum - opraHu3saumm -
EPYN HOM oro YNOJIHOMOYEHHOIr 0O npoussoauTensa
MeAULUHCKOro perucTpauum | yaocToBepeHus npepcTaBuTens MeAULUHCKOro uspenvs
nspenus MeAULUHCKOro npousBoguTens VNN OpraHusaLmm -
uspenus (vsrotoBuTens) M3roToBUTENSA
MeAULUHCKOro MeAULUHCKOro uspenvs
uspenus
Hab6op peareHToB AN
KOJINYECTBEHHOro onpepeneHus
aHtuten IgG K B2-
rnukonpotemHy | (Anti-B2-GP1 Autobio Diagnostics Co.
5804'00"0' 23.10.2026 IgG) & chiBopoTke U Nnasme 000 "3TC-MNPO" Ltd. (AyTo6mo
/07703697 KPOBMU YyerioBeka
OwvarHocTtukc Ko., J1ta.)
MMMYHOXEMWU/TIIOMUHECL,EHTHbIM
MeTO/,0M C UCNOJIb30BaHUEM
Mukpouactuy (Anti-g2-GP11gG
CLIA Microparticles)
Ha6op peareHToB in vitro gns
KONNYECTBEHHOTO onpefeneHis Shenzhen New Industries
r004-00110 (D’é"é'a;b's(%ossay?? AL Biomedical Engineering
- - ubstrate)) meTogom " "
00/07707878 23.10.2026 $EpPMEHTHOFO 000 "AMK Co., Ltd. (LU3HbYX3Hb HblO

KONOPUMETPUYECKOro aHanusa
Ha 6MOXMMUNYECKUX
aHanusartopax Biossays®

UHpacTpus buomepgukan
UHXXnHupunr Ko., J1Ta,.)




roo4-00110-

MnacTbipb MO30JIbHbIN

23.10.2026 ruapokonnougHbiino TY 000 "HIMM"
00/07701227 21.20.24-019-74639918-2026
OpeHa)Xu CUIMKOHOBbIE
TEE Aol 23.10.2026 MHorOK(;ﬂ:z';::?: :/ll:al:::m-lcme XY Ll ol L AJolaletin
A noTY 22.21.29-005-13261966- LR AL
2025
Yawa meguumnHcKas
roo4-00110- " "
00/07703499 23.10.2026 ofHopasoBas ctepuibHaa no TY 000 "OAPIMUKC

32.50.50-002-45581879-2023




PacTBOp ounuLaroumn

roo4-o00110- o AKLIMOHEPHOE
23.10.2026 (morowmii) D14 no TY 20.59.52- " "
00/07542351 007-96040978-2025 OBLLECTBO "YPUT AIC
MaH)xeTa B3pocnas nieuyeBas
) ) ANA nsmepurtenen

r004-00110 23.10.2026 apTepuanbHOro fgaBneHus 00O "TETPOH"
00/07703448

«TeTpoH» MHOropasosasano TY

32.50.13-003-16149744-2025

Ha6op peareHToB gnsa
KOJINYECTBEHHOr o onpeaeneHus
ayTOAHTUTEN K aHTUrEHY

[004-00110- umHcynuHa (IAA) B CbIBOpPOTKE Autobio Diagnostics Co.,
00/07706775 23.10.2026 KpPOBMU YyernoBeka 000 "3TC-MNPO Ltd. (AyTo6umo

MMMYHOXEMWUJTIOMUHECLLEHTHbIM
MEeTOAO0M C UCNOJIb30BaHUEM
Mukpouactuy, (IAA CLIA
Microparticles)

AunarHocTtukc Ko., J1tg.)




roo4-00110-
00/07714910

23.10.2026

Onopa peabunutayMoHHas gna
BepTUKaNn3aLumm n ctoHua «4
MOrIY!» no TY 32.50.22-015-
91079148-2026

OO0 HIMMN "ABM"

10.

roo4-00110-
00/07707147

23.10.2026

Ha6op peareHToB anA
KOJIMYECTBEHHOro onpeaeneHus
aHTuTten IgG Kk aHTUreHy SS-B
(Anti-SS-B IgG) B cbiBOpOTKE U
nnasme KpoBu YenoBeka
MMMYHOXEMWUJTIOMUHECLLEHTHbIM
MEeTOoA,0M C UCMOJIb30BaHUEM
Mukpoyactuy, (Anti-SS-B IgG
CLIA Microparticles)

000 "3TC-IMnPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6umo
AunarHocTtukc Ko., J1tg.)

1.

roo4-00110-
00/07730972

26.10.2026

Ha6op peareHToB «Alc
(HbA1c)» pnsa KonuyecTBeHHOro
onpepeneHns rMUKNpPoBaHHOro
remorno6uHa (HbA1c) meTopom
MMMYHOIyopecL,eHLUN B
ob6pasuax LenbHon un
nepudepuyeckoii Kpoeu
yesioBeKa Ha aHanusartope
uMmMyHodnyopecueHTHOM QD, B
Mopaensx

000
"PUDNITAHMEL

Nanjing Vazyme Medical
Technology Co., Ltd.




12.

roo4-00110-
00/07731616

26.10.2026

Ha6op peareHTtoB «NT-proBNP»
ANS KONIMYEeCTBEHHOro
onpepeneHnsa N-KoHUeBOro
HaTpuiypeTUYecKoro nentuapa
B-Tuna metogom
MMMYHoOdyopecLeHLun B
o6pasuax cbiIBOPOTKMU, Nnasmbl
M LeNIbHOWN KPOBM YenoBeKa Ha
aHanusaTtope
uMmMyHodnyopecueHTHOM QD, B
Mopenax

000
"PUMKNAAHMEA"

Nanjing Vazyme Medical
Technology Co., Ltd.

13.

roo4-00110-
00/07727072

26.10.2026

Ha6op peareHtoB «PCT» gnsa
KONIMYECTBEHHOrro onpeaeneHus
npokanbuutoHuHa (MKT)
MeToAoM
MMMYHOIyopecL,eHLUN B
o6pasuax CbIBOPOTKHU, N1a3Mbl
M LLeNIbHOW KPOBU YesioBeKa Ha
aHanusartope
MMMyHodnyopecueHTHoM QD, B

Mopenax

000
"PUMNIIAHMEL

Nanjing Vazyme Medical
Technology Co., Ltd

14.

roo4-00110-
00/07729930

26.10.2026

Ha6op peareHToB «hs-cThl»
ANA BbICOKOYYBCTBUTENIbHOIO
KOJINUECTBEHHOI 0 onpepeneHus
KOHLLeHTpayuu cTnl MmeTofoM

MMMYHONyopecLeHL NN B
o6pasuax cCbIBOPOTKMU, NJ1asMbl
U LLeJSIbHOW KPOBU YeioBeKa Ha

aHanusaTtope

000
"PUMKNAAHMEA"

Nanjing Vazyme Medical
Technology Co., Ltd.




nMMyHodpnyopecueHTHoM QD, B
Mopenax

15.

roo4-00110-
00/07731269

26.10.2026

Ha6op peareHnToB (D-dimer
Test-Kit) ona konnyecTBeHHoOro
onpeaeneHus KoHueHTpayum D-

AuMepa MeToAoM
MMMYHodNyopecueHLun B
o6pasuax naasmbl v LeNIbHOWM
KPOBMU YenoBeKa Ha
aHanusartope
MMMyHodnyopecueHTHoM QD, B
Mopenax

000
"PUMNIIAHMEL

Nanjing Vazyme Medical
Technology Co., Ltd.

16.

roo4-00110-
00/07735530

26.10.2026

Ha6op peareHToB anA
KOJIMYECTBEHHOr O onpeaeneHus
aHtuten IgG K
3KCTparupyeMmomy spgepHomy
aHTureHy Sm (Anti-SmigG) B
CbIBOPOTKE U Nsia3Mme KpoBU
yenoseka
MMMYHOXEMWUIIOMUHECLLEHTHbIM
MeTOf,0M C UCMOJIb30BaHUEM
Mukpoyactuy (Anti-Sm IgG
CLIA Microparticles)

000 "3TC-MnPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6umo
AunarHocTtukc Ko., Jita.)




Hab6op peareHToB AnA
BbICOKOUYYBCTBUTENIbHOIO
KONMMYEeCTBEHHOro onpepeneHns
ceppaeyHoro TponoHuHa l (cTnl)

Shenzhen Lifotronic

roo4-00110- 3N1IeKTPOXEMUJIIOMUHECLLEHTHbI _ 000 Technology Co., Ltd.
7. | 00/07125467 28.10.2026 o & otimonoTe “TANDOTPOHUK (LLISHBbWK3Hb
A P TEXHOJIOO)KM PYC" NaitpoTPoHNK
nnasme KpoBU YenoBeKa Ha Texxonomxu Ko., 11Ta.)
aHanusaTtopax ECL gns A - J1TA.
AunarHocTukm in vitro (hs-cTnl
STAT (eCLIA))
Annapat peHTreHOBCKUMn
_ _ unudposom ¢ pyHKLMen
18. gg?o‘;;)so;;ge 28.10.2026 KOMNBIOTEPHOro TOMOrpada 000 "MEZUCO"
MEDISO Pro Max c
NpUHapNEeXXHOCTAMM
r004-00110- FeHepaToOp Suzhou Frankenman
19. 00/07772662 28.10.2026 ANEeKTPOXUPYPruyecKui, 000 "®APMJIUK Medical Equipment Co.,

ynbTpassykosoin U-SONIC

Ltd.




roo4-00110-

Moika meguuuHckas no TY

20- 1 oojo7765235 | 2810-2026 32.50.30-001-17031631-2026 000 "CTP
MacTta npodpunakTnyeckasn " dpBaHcT Xenckea Jlta.»
roo4-00110- 00O "TAPAHT
21. 00/07773003 28.10.2026 cToMaToJsiornyeckas MEAMKAN FPYNN" («Advanced Healthcare
«npoKnen» (proKlene) Ltd.»)
«AMHOTEK
r004-00110- UHTepHeweHan Mepgukan
22. 00/07773176 28.10.2026 3Hpockon xecTkniit AMNOTEC 000 "6O30H" 6X» (AMNOTEC

International Medical
GmbH)




23.

roo4-00110-
00/07728844

29.10.2026

Ha6op peareHTtoB «hs-cTnT»
ANS BbICOKOYYBCTBUTEJIBHOIO
KONM4YeCcTBEHHOro onpeaeneHus
KOHUeHTpayum cTnT meToaom
MMMyHodyopecLeHLun B
o6pasuax cCbIBOPOTKHU, NJ1a3Mbl
M LeNIbHOW KPOBU YenoBeKa Ha
aHanusartope
uMmMyHodnyopecueHTHOM QD, B
Mopenax

000
"PUMNITAHMEL

Nanjing Vazyme Medical
Technology Co., Ltd.

24.

roo4-00110-
00/07762752

29.10.2026

Habop peareHToB AnA
KONUYeCTBEHHOro onpepeneHus
aHTtuten IgG K aHTUreHy Ro-52
(Anti-Ro-52 IgG) B cbiIBOpPOTKE U
nnasme KpoBu Yenoseka
MMMYHOXEMUTIOMUHECL,EHTHbIM
METOA0M C UCMNOJIb30BaHUEM
Mukpouactuy, (Anti-Ro-52 IgG
CLIA Microparticles)

000 "3TC-MnPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6umo
AunarHocTtukc Ko., Jita.)

25.

roo4-00110-
00/07765031

29.10.2026

Ha6op peareHToB AonA
KONMUYeCTBEHHOro onpepeneHns
aHtuten IgG K Tononsomepase |

(Anti-Scl-70 IgG) B cbiBOpOTKE
M NnasMe KpoBU YesioBeKa
MMMYHOXEMUTIOMUHECL,EHTHbIM
MEeTO[A,0M C UCMNOJIb30BaHUEM
Mukpouactuy, (Anti-Scl-70 IgG
CLIA Microparticles)

000 "3TC-MNPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6umo
AunarHocTtukc Ko., J1ta.)




26.

roo4-00110-
00/07824053

29.10.2026

MaTtepuan ctoMmaTonorm4eckKui
DN U3roTOBJIEHUSI BPEMEHHbIX
KOPOHOK 1 MOCTOBUAHbIX
npote3oB Bright Temporary C&B
B KapTpupXXax

OOO "TAPAHT
MEOUKAN TPYNN"

«AMI1 OeHTan UHpgacTpu
C.A.» (DMP Dental
Industry S.A.)

27.

roo4-00110-
00/07739657

29.10.2026

Hab6op peareHToB AN
KOJINYECTBEHHOr O onpeaeneHus
aHTtuten IgG K aHTureHy sp100
(Anti-sp100 IgG) B cbiBOpOTKE U
nnasme KpPoBU YenoBeKa
MMMYHOXEMWU/TIIOMUHECL,EHTHbIM
MeTOA,0M C UCMOJIb30BaHUEM
Mukpouactuy (Anti-sp100 IgG
CLIA Microparticles)

000 "3TC-MNMPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6uo
OunarHocTtukc Ko., J1ta.)

28.

roo4-00110-
00/07762121

29.10.2026

Ha6op peareHToB anA
KONIMYECTBEHHOro onpeaeneHus
aHTUTenN Knacca
MMMYHOrno6ynuH G K
aHTuructngun-TtPHK-cuHtetase
(anti-Jo-11gG) B cbiBOpOTKE U
nnasme KpoBM YenioBeka
MMMYHOXEMWIIOMUHECLLEHTHbIM
METOLAO0M C UCMNOJIb30BaHUEM
Mukpouactuy, (Anti-Jo-1I1gG
CLIA Microparticles)

000 "3TC-MnPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6umo
AunarHocTtukc Ko., J1ta.)




29.

roo4-00110-
00/07762506

29.10.2026

Hab6op peareHToB AnA
KOJINYECTBEHHOro onpepeneHns
AHTUHENTPOPUNDBbHbBIX
uuTonsasMaTUYeCKUX aHTuTen
IgG k Mnenonepokcupase (Anti-
MPO IgG) B cbiBOPOTKE KPOBMU
yenoseka
MMMYHOXEMWUIIOMUHECL,eHTHbIM
METOA0M C UCMNOJIb30BaHUEM
Mukpoyactuy (Anti-MPO IgG
CLIA Microparticles)

000 "3TC-MNMPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6uo
AunarHocTtukc Ko., J1ta.)

30.

roo4-00110-
00/07762639

29.10.2026

Habop peareHToB AnA
KONIMYECTBEHHOrro onpeaeneHns
AHTUHENTPOPUNBbHbBIX
LuTonsasMaTUYeCKNX aHTuTen
IgG k npotenHase-3 (Anti-PR3
IgG) B cbiIBOpOTKE U NNasme
KpPOBM YenoBekKa
MMMYHOXEMWIIOMUHECLLEHTHbIM
METOA0M C UCMNOJIb30BaHUEM
Mukpouactuy, (Anti-PR3 IgG
CLIA Microparticles)

000 "3TC-MnPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6umo
AunarHocTtukc Ko., J1tg.)




roo4-00110-

Hab6op peareHToB AnA
KONMYeCTBEHHOro onpepeneHns
aHtuten IgA, IgM, IgG k B2-
rnukonpoTteuHy | (Anti-B2-GP1)
B CbIBOPOTKE U N1a3Mme KpoBHU

Autobio Diagnostics Co.,

31. 00/07739436 29.10.2026 YenoBeKa 000 "3TC-MNPO Ltd. (AyTo6uo
AunarHocTtukc Ko., J1ta.)
MMMYHOXEMUIIOMUHECLLEHTHbIM
MeTOoA,0M C UCMOJIb30BaHUEM
Mukpouactuy, (Anti-p2-GP1
CLIA Microparticles)
Ctennep Frankenman
. Suzhou Frankenman
sy | TRREACTITLE 29.10.2026 ORHOPA3OBbIM, | G54 pAPMIMK" | Medical Equipment Co.,
00/07822543 3HAO0CKOMNUYECKUIA, INHEMHDBIN, Ltd
pexyuwiuii ’
Ha6op peareHToB AonA
KOJINYECTBEHHOro onpepeneHns
uMmmyHorno6ynuHos (IgA, IgM,
IgG) peemaTougHoro ¢paktopa . .
Autobio Diagnostics Co.
roo4-00110- (RF) B cbiBOpOTKE U NNasme " ) " !
33. 00/07738734 29.10.2026 KPOBM YenoBeKa 000 "3TC-MNPO Ltd. (AyTo6uo

MMMYHOXEMUTIOMUHECL,EHTHbIM
MeTOf,0M C UCMOJIb30BaHUEM
Mukpouyactuy, (RF CLIA
Microparticles)

AunarHocTtukc Ko., J1ta.)




34.

roo4-00110-
00/07738771

29.10.2026

Ha6op peareHToB AonA
Ka4yeCTBEHHOro onpepaeneHus
aHTUTEN K OCTPOBKOBbIM
KNneTKaM nopaykesnyao4yHon
xenesbl (ICA) B CbIBOPOTKE U
nnasme KpoBM Yenoseka
MMMYHOXEMWUJTIOMUHECLLEHTHbIM
MEeTOAO0M C UCMNOJIb30BaHUEM
mMukpoyactuy (ICA CLIA
Microparticles)

000 "3TC-MnPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6umo
AunarHocTtukc Ko., J1tg.)

35.

roo4-00110-
00/07739006

29.10.2026

Ha6op peareHToB AonA
KOJIMYECTBEHHOr O onpeaeneHus
aHTUTen K KapguonunuHy (Anti-

CL) B cbiBOpOTKE U NNasme
KpPOBM yenoBekKa
MMMYHOXEMUTIOMUHECL,EHTHbIM
METO/A,0M C UCMNOJIb30BaHUEM
MukpouacTtuy (Anti-CL CLIA
Microparticles)

000 "3TC-MNPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6umo
OuarHocTtukc Ko., Ilta.)

36.

roo4-00110-
00/07739127

29.10.2026

Ha6op peareHToB anA
KOJIMYECTBEHHOr O onpeaeneHus
aHTUTen Knacca
MMMYHOrNo6ynmH M kK
KapauonunuHy (Anti-CL IgM) B
CbIBOPOTKE U Nsia3Mme KpoBU
yenoseka
MMMYHOXEMWUIIOMUHECLLEHTHbIM
MeTOf,0M C UCMOJIb30BaHUEM
Mukpouactuy (Anti-CL IgM
CLIA Microparticles)

000 "3TC-MnPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6umo
AunarHocTtukc Ko., Jita.)




37.

roo4-00110-
00/07736791

29.10.2026

Hab6op peareHToB AnA
KONMYeCTBEHHOro onpepeneHns
aHTuten IgA Kk B2-
rnukonpoTteuHny | (Anti-B2-GP1
IgA) B CbiBOPOTKE U Nnasme
KpPOBMU YyernoBeka
MMMYHOXEMUIIOMUHECLLEHTHbIM
MeTOA,0M C UCMNOJIb30BaHUEM
Mukpouactuy (Anti-g2-GP1IgA
CLIA Microparticles)

000 "3TC-MNMPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6uo
AunarHocTtukc Ko., J1ta.)

38.

roo4-00110-
00/07737169

29.10.2026

Habop peareHToB AnA
KONIMYECTBEHHOro onpepeneHns
aHTUTen Knacca
MMMYHOrno6ynuH G K
KapauonunuHy (Anti-CL IgG) B
CbIBOPOTKE U Nsia3Mme KpoBuU
yenoseka
MMMYHOXEMWUIIOMUHECLLEHTHbIM
MEeTOA,0M C UCMNOJIb30BaHUEM
MmukpouacTtuy (Anti-CL IgG CLIA
Microparticles)

000 "3TC-MnPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6umo
AunarHocTtukc Ko., Jita.)

39.

roo4-00110-
00/07737892

29.10.2026

Ha6op peareHToB AonA
KONIMYECTBEHHOro onpeaeneHus
ayToaHTUTeN K
TuposnHpocoarase (IA-2A) B
CbIBOPOTKE U MN1asMe KpoBu
yenoseka
MMMYHOXEMUJTIOMUHECLLEHTHbIM
MeTOoA,0M C UCMOJIb30BaHUEM

000 "3TC-MNMPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6uo
AunarHocTtukc Ko., J1ta.)




Mukpouactuy, (IA-2A CLIA
Microparticles)

40.

roo4-00110-
00/07738443

29.10.2026

Habop peareHToB AnA
KONMYECTBEHHOrro onpeaeneHus
ayToaHTUTesN K fieKapbokcunase
rnyTamumHoBou kucnotbl (GADA)

B CbIBOPOTKE U NjiasMme KpoBu
yenoseka
MMMYHOXEMWUJTIOMUHECLLEHTHbIM
MeTOoA,0M C UCMOJIb30BaHUEM
Mukpoyactuy (GADA CLIA
Microparticles)

000 "3TC-IMnPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6umo
AunarHoctukc Ko., J1ta.)

41.

roo4-00110-
00/07735036

29.10.2026

Ha6op peareHToB AonA
KONIMYECTBEHHOro onpeaeneHus
aHTUTeN Knacca
MMMYHOrno6ynuH G K
asycnupanbHon AHK (Anti-
dsDNA IgG) B cbiBOpOTKE U
nnasme KpoBM YenioBeka
MMMYHOXEMUIIOMUHECLLEHTHbIM
MeTOoA,0M C UCMOJIb30BaHUEM
Mukpouyactuy, (Anti-dsDNA IgG
CLIA Microparticles)

000 "3TC-MNPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6umo
AunarHocTtukc Ko., J1ta.)




42.

roo4-00110-
00/07735833

29.10.2026

Habop peareHToB AnA
KONIMYECTBEHHOrro onpeaeneHns
aHTUTen Knacca
MMMYHOrno6ynuH G K
rnomMepynsipHon 6asanbHon
MemMm6paHe (Anti-GBM IgG) B
CbIBOPOTKE U Nnsia3Mme KpoBuU
yenoseka
MMMYHOXEMUIIOMUHECLLEHTHbIM
METOA0M C UCMNOJIb30BaHUEM
Mukpouyactuy, (Anti-GBM IgG
CLIA Microparticles)

000 "3TC-MnPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6umo
AunarHocTtukc Ko., Jita.)

43.

roo4-00110-
00/07736534

29.10.2026

Hab6op peareHToB AN
KONIMYECTBEHHOIr 0 onpepeneHus
aHTuTten IgG K
puboHykneonpotenHam (Anti-
nRNP/Sm IgG) B cbiBOpOTKE U
nnasme KpoBu Yenoseka
MMMYHOXEMWUIIOMUHECL,eHTHbIM
METO/A,0M C UCMNOJIb30BaHUEM
MukpouacTuy, (Anti-nRNP/Sm
IgG CLIA Microparticles)

000 "3TC-MNMPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6uo
AwnarHocTtukc Ko., J1ta.)




44.

roo4-00110-
00/07737833

29.10.2026

Ha6op peareHToB AonA
KONIMYECTBEHHOrro onpeaeneHns
aHTUTen Knacca
MMMyHorno6ynuHa G K
muToxoHapuam M2 (AMA-M2) B
CbIBOPOTKE U M1asMe KpoBu
yenoseka
MMMYHOXEMWUTIOMUHECLLEHTHbIM
METO/A0M C UCMNOJIb30BaHUEM
Mmukpoyactuy (AMA-M2 IgG
CLIA Microparticles)

000 "3TC-MnPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6umo
AunarHocTtukc Ko., J1tg.)

45.

roo4-00110-
00/07739274

29.10.2026

Ha6op peareHToB onA
KOJIMYECTBEHHOr O onpeaeneHus
aHTuten IgM k B2-
rnukonpoTteuHy | (Anti-B2-GP1
IgM) B cbiIBOPOTKE U Nnasme
KpPOBU YenoBeka
MMMYHOXEMUIIOMUHECLLEHTHbIM
MeTOA0M C UCMNOJIb30BaHUEM
Mukpouactuy (Anti-p2-GP1IgM
CLIA Microparticles)

000 "3TC-MNPO"

Autobio Diagnostics Co.,
Ltd. (AyTo6umo
OuarHocTtukc Ko., Ilta.)

46.

roo4-00110-
00/07773110

29.10.2026

Habop KOHTPONbHbIX
MaTepuanoB A KOHTPONs
KayecTBa KOJINYeCTBEHHOI 0
onpepeneHua cneyndpuyeckux
6enkoB (Biossays® Specific
Protein Controls) Ha
6MOXMMUYECKUNX aHann3aTopax
Biossays®

000 "AMK"

Shenzhen New Industries
Biomedical Engineering
Co., Ltd. (LU3HbWK3Hb HblO
UHpacTpus buomepukan
UHxxuHupuir Ko., J1ta.)




MHCTpyMeHTbI A1l reHepaTopa

Suzhou Frankenman

47. gg?:;;)%llg; 29.10.2026 3N1eKTPOXUPYPrUYECKOro 000 "®APMJ/IUK" Medical Equipment Co.,
ynbTpassykosoro U-SONIC Ltd.
Shanghai MediWorks
- Precision Instruments Co.
roo4-00110- buomeTp onTuyeckui AL, 000 "MTO N ” !
48| 00/07773063 2910.2026 mogeny: AL550, AL551 cToPMOBb" | Lid- ('Liaknxain MeauBopke
Mpecv)xH UHCTPYMEHTC
Ko., Jitp.")
Crtennep Frankenman
r004-00110- oiHOpPa30BbIi Suzhou Frankenman
49. 00/07822920 29.10.2026 3HA,0CKOMNUYECKUI, NMHENHDIN, 000 "®APMJIUK" Medical Equipment Co.,

PEeXYLLUNA, INEeKTPUUYECKUMA,
aBTOHOMHbIN

Ltd.




Ha6op peareHToB AonA
KONNYeCTBEHHOro onpepeneHns
aHTuten IgG Kk pu6ocomasnbHOMY
6enky P (Anti-Ribosomal P IgG)

Autobio Diagnostics Co.,

roo4-00110- B CbIBOPOTKE U MJ1a3Me KpoBu " ) "
50. 00/07764743 29.10.2026 yenoBeka 000 "3TC-MNMPO Ltd. (AyTo6uo
AunarHocTtukc Ko., J1tg.)
MMMYHOXEMWIIOMUHECLLeHTHbIM
MeTO4O0M C UCNOJIb30BaHUEM
MukpouacTtuy, (Anti-Ribosomal
P IgG CLIA Microparticles)
) ) AnnapaTt HanpaBneHHoMn " BUHB3K oY UCT Ko., JITa
51. gg?o‘;;);’;;g . 29.10.2026 KOHTaKTHOI# anaTtepmum BACK, OOB%;(,EEF” (WINBACK GO EAST Co.,
mopenu: BACK 4, BACK 3TX Ltd)
Surgaid Medical (Xiamen)
roo4-00110- CTtennep MeaULMHCKUIA, " " Co., Ltd. (Cypraip,
2 00/07819258 SRS LUPKYNAPHbIA, 91EKTPUYECKUIA AL Mepukan (CamaHb) Ko.,

JiTn.)




53.

roo4-00110-
00/07853382

30.10.2026

Mpobupka MmegULMHCKanRA
CTeK/ITHHaA HecTepuibHas
MHoropasosasano TY 32.50.50-
001-29508044-2025

000 "TA AMNEKCJ1AB"

54.

roo4-00110-
00/07849999

30.10.2026

CpepcTBa MHAMBUAYaNbHON
3al,uUTbl MEAULIMHCKOrO
nepcoHana
M NaLUEHTOB OT
PEHTreHOBCKOro U3ny4veHus
PEHEKC CU3 no TY
32.50.50.190-025-21009821-
2026

3A0 "PEHEKC"

55.

roo4-00110-
00/07866605

30.10.2026

Ha6op peareHToB in vitro gns
KOJINUECTBEHHOro onpepeneHns
KomnnemeHTa C3 (Biossays®
Complement C3
(Immunoturbidimetric))
MMMYHOTYpPOMANMETPUYECKUM
MeTOo[,0M Ha 6MOXMMUYECKUX
aHanusartopax Biossays®

000 "AMK"

Shenzhen New Industries
Biomedical Engineering
Co., Ltd. (LU3HbWK3HDb HblO
UHpacTpus buomepgukan
UHXXuHupuHr Ko., J1ta,.)




CTton 3y6HOro texHuka C3T no

s6. | [1004-00110- 1 34102026 ABE 32.50.22-039-52331864- 000 "BEFA - NIPO"

00/07826482

2025TY

r004'00110' ~ ™ n n n 1]

57. 00/07854781 30.10.2026 LWkad ebiTsHkHOM ARTINOX OOO "AB TPACT YYM "ApTUHOKC
Habop kanuépartopos ana
KOJINYeCcTBEHHOr o onpepeneHus Shenzhen New Industries

[004-00110- MHO)XECTBEHHbIX KOMNOHEHTOB Biomedical Engineering

58. 00/07866307 30.10.2026 MMMYHOaHanu3a (Biossays® 000 "AMK" Co., Ltd. (LU3HbYX3Hb HblO

Immunoassay Multiconstituent
Calibrators) Ha 6MOXMMUYECKUX
aHanusartopax Biossays®

UHpacTpus buomepukan
UHXXnHupuHr Ko., J1ta,.)




59.

roo4-00110-
00/07824399

30.10.2026

Ha6op kannbpaTtopos ansa
KOJINYECTBEHHOI 0 onpeaeneHus
MapKepoB peBMaTUYECKOro
BocnaneHus (Biossays®
Rheumatism & Inflammation
Multi-Calibrator) Ha
6MOXMMUYECKNX aHanu3aTopax
Biossays®

000 "AMK"

Shenzhen New Industries
Biomedical Engineering
Co., Ltd. (LUaHbYX3Hb HblO
UHpacTpus buomepukan
UH>xuHupunr Ko., J11a,.)

60.

roo4-00110-
00/07866646

30.10.2026

Habop peareHToB AnA
KOJINYECTBEHHOro onpepeneHns
Fnmoko3bl (Glucose) B
CbIBOPOTKE, Ny1a3Me KpoBU
yenoseka
CNeKTPoPpOoTOMETPUYECKUM
MeToAOoM

000 "M -
KOHCAJITUHI U
PA3BUTUE"

BioSystems S.A.
(BuoCucremc C.A.)

61.

roo4-00110-
00/07866473

30.10.2026

Hab6op peareHToB AN
KONIMYECTBEHHOr0 onpepeneHns
Fnoko3bl (FekcokuHasa)
(Glucose Hexokinase) B
CbIBOPOTKE, N/1a3Mme KpoBu 1
MouYe yesnioBeka
cneKTpopoTOMETPUUYECKUM
MeToA0M

000 "M/ -
KOHCAJITUHI U
PA3BUTUE"

BioSystems S.A.
(BuoCucremc C.A.)




62.

roo4-00110-

02.11.2026

KaTanka MmeguuuHckasn

000 "AB TPACT"

YYM "ApTuHokc"

00/07891976 ARTINOX™
Cuctema peaHMMaLMOHHaA Ans
roo4-00110- HoBOpOXAEHHbIX VEDAL R1c " "
63. 00/07888347 02.11.2026 NPUHAANEXXHOCTAMMU Mo 000 "BEAAN
ECOB.941132.002TY
KopceT MeaguLuMHCKUIA
opToneanyecKuii
64. | P3H2026/26477 | 0211.2026 3112.2028 | MOAAEPXKMBAlOLLMH NOACHNHO- AR PITEL LD AL ETES

kpecTtyoBbiii ARUSHANOFF no
TY 32.50.22-001-2009059166-
2026

Pob6epToBuy




Oe3nHduumnpyrowmin KaTtpugx

65. | P3H2026/26476 02.11.2026 31.12.2028 DialClean B BapuaHTax 000 "HoBaguan" "Annmep Megukan rm6 X"
WUCMOJNIHEeHUA
roo4-00110- CucrtemMa geHTanbHOM " " Oneday Biotech Co., Ltd
66. 1 0o0/07878741 e llebes uMnnaHTaumm ONEDAY IO (Yaugait Buotex Ko., JITa.)
AnekTpopabl NyaeHTasnbHble
r004'00110' n n
67. 00/07956132 05.11.2026 opHopasosble MCS-PD, TY 000 "MKC

26.60.12-060-17635079-2025




Ha6op peareHToB gns
BbISIBIEHUSA] My TaLuniA,
CBAI3aHHbIX C JIeKapCTBEHHOMN
YyCTOMUYMBOCTbIO MMKOGaKTepun

roo4-00110- <. orey "ucn" ®MbA
68. 00/07955121 05.11.2026 T6y6epKyne3Horo KOMMJIeKca K POCCUU
e aKBUIIMHY U IMHE30/1AY,
MeTOoA0M NoJsInuMepasHoM
LenHoun peakuum «<AMnnuTecT®
MbBT-Pe3uct-Ill»
UHBbeKTOp MeaAULVHCKNIA
roo4-00110- py4Hon «Konucam» no " "
91 00/07956015 05.11.2026 TY32.50.13-002-43413304- 000 "CNACUNEH
2025
Chongging
T e KangHuaRuiMing Science
roo4-00110- R " Technology Co., Ltd.
70. 00/07977503 06.11.2026 odpTanbmMonormyeckas c 000 "AUTIK "YyHumH KanXyaXKyiMuH

npuHagne>xxHoctTaMu

CaiteHc TexHonopxu Ko.,
ntpt




Jlamna weneBas

Chongging
KangHuaRuiMing Science

roo4-00110- odTanbmonormyeckas I " Technology Co., Ltd.
71| 00/07977363 06.11.2026 uMdposas ¢ 000 "AUTIK "YyHunH KaHXyaXKyitMuH
npUHapeXXHOCTAMU CaiieHc TexHonopgxu Ko.,
ntpt
Ha6op peareHToB anA
KOJIMYECTBEHHOro onpeaeneHus
deppuTUHa B o6pasyax
CbIBOPOTKMU U NJ1a3Mbl KPOBU A
roo4-00110- " " Getein Biotech, Inc.
72. 00/07977166 06.11.2026 yenoseka 000 "POTAHA (FeTent Buotex, UHK.)
UMMYHODTyOpPECL,EHTHbIM
meTtopom (Ferritin Fast
Test Kit (Immunofluorescence
Assay))
Habop kannbparopos ans Shenzhen New Industries
KOJNIMYECTBEHHOro onpeaeneHus Biomedical Engineering
roo4-00110- nunonpoTteunHa (a) (Biossays® " "
73. 00/07957347 06.11.2026 Lipoprotein (a) Calibrators) Ha 000 "AMK Co., Ltd. (LU3HbYX3Hb HblO

6GMOXMMUYECKUNX aHann3aTopax
Biossays®

UHpacTpus buomepgukan
UHXXuHupuHr Ko., J1ta,.)




KoHTponn oHKOMapKepoB in
vitro gna nposepeHus
npoueayp KOHTPOJIs KayecTBa
(MAGLUMI® Tumor Marker

r004'00110' 1] n
74. 00/07957457 06.11.2026 Controls), meTogom 000 "KJ1IC SNIBE Co., Ltd.
MMMYHOXEMWIIOMUHECLLEHTHOIr O
aHaNnn3a Ha aBTOMaTU4YeCKUX
aHanunsatopax MAGLUMI®, B
mMopaensax
Ha6op peareHToB [leip, Siemens Healthcare
[004-00110- Tpom6uH (Dade Thrombin 000 "CUMEHC Diagnostics Products
75. 06.11.2026 Reagent) pna konuyecteeHHoro | 31IPABOOXPAHEHMUE | GmbH (CumeHc Xenckaa
00/07957528 4
onpepeneHusa pubpuHoreHa B OwvarHocTukc NpopakTce
nnasme KpoBu 'M6X)
Surgaid Medical (Xiamen)
roo4-00110- Annapat ana uHcyppnaumm QF - " " Co., Ltd. (Cypraip,
76- | 00/07957497 Rolleyes A SheIOHLE Megukan (Csimanb) Ko.,

JiTn.)




