Bbinucka
u3 ['ocyrapcTBeHHOI0 peecTpa MEAMUUHCKUAX M3/1eJIMH U OPraHUu3auui
(MHAMBUIYAJBbHBIX NPEANPUHUMATEJIEN), OCYLHIECTBJIAIIUX IPOU3BOJACTBO U

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, Mo cocTosiHuIo Ha 17:15 16.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YaukanbHbI HOMEpP peecTpoBoii 3anucu: 193103;

2. Peructparnmonusiii Homep Meauiackoro u3aenus: '004-00110-00/03810127 (EPYJI - T004-
00110-00/03810127);

3. JlaTta rocy1apcTBEHHOM perucTpaliui MEIUIIMHCKOTO U3/eN1s/BHECEHUS U3MEHEHUH B
MeauIHcKoe n3nenue: 24.11.2025;

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HauMeHOBaHME MEIUIIMHCKOTO U3enusi: BanHouka 1yig peareHToB Ha 50 MJ1., 6€7I0T0 1IBETa, MapKu
BMMU no TV 32.50.50-009-89583247-2024. Bannouka aJis peareHToB Ha 50 MiL., 6€510TO 11BETa, MapKH
BMU no TV 32.50.50-009-89583247-2024, B cocTase:

1. Bannouka s peareHToB Ha 50 mi1., 6enoro nseta — 20 MIT. B yIaKoBKe.

2. NHcTpyKuus 1o NpuMeHeHHo — 1 mT.

6. HaumeHoBaHue opraHu3aliy - yIoJHOMOUYEHHOTO MPEACTaBUTENS] IPOU3BOAUTENS (M3TOTOBUTEIS)

MCIUIIMHCKOT'O U3CIIUA: |

7. Mecto HAaXOKACHUA OpraHru3allvui - YIIOJTHOMOYCHHOT'O MMPCACTABUTCIIA IIPOU3BOAUTECIIA
(I/ISFOTOBI/ITCHH) MCOIUINMHCKOI'O U3JCIHUA:

8. IOpuanueckuii aapec opraHu3alny - yoJHOMOYEHHOTO IPEACTaBUTENS IPOU3BOIUTENS
(M3rOTOBUTENS) METULIUHCKOTO U3/AETHS: ;

9. HanmeHnoBaHue opraHu3aiu - IpOU3BOAUTEINS METUITMHCKOTO H3CIHSI HIIA OpTraHu3aIiu
n3rotoBuTes MeguuuHckoro u3aenus: OBIIIECTBO C OI'PAHUYEHHOU
OTBETCTBEHHOCTHBIO "H-BUT";

10. MecTo Hax0IeHHsI OPTAaHU3AIMHN - TIPOU3BOIUTEIIST METUITMHCKOTO U3CIIHS WA OpTaHU3aIuu
m3roToBuTeas MeaunuHckoro u3nenust: 123001, . MOCKBA, BH.TEP.T". MYHI/IHI/IHAHBHHﬁ



OKPVYT ITIPECHEHCKWM, ITEP EPMOJIAEBCKUM, 1. 5, CTP. 2;

11. FOpuauyeckuit agpec opraHu3aluy - MPOU3BOAUTENS MEIUIIMHCKOTO U3I€JINS WJIM OpraHu3alluu
n3rotToBuTeIs MeauuuHckoro u3genus: 123001, . MOCKBA, BH.TEP.T". MYHHHHHAHBHBIVI
OKPVYT IIPECHEHCKHNM, TTEP EPMOJIAEBCKUI, .5, CTP. 2;

12. OKII/OKII/2: 32.50.50.190;

13. Kitacc noTeHnanbHOro pucka NpUMEHEHUS! MEIULIMHCKOTO U3/ENINs B COOTBETCTBUU C
HOMEHKJIaTypHOH Kiaccudukanue MeUIMHCKIX U3JIEIHNH, yTBepkKaaeMoil MUHHUCTEPCTBOM

3npaBooxpanenus Poccuiickoit @enepauuu: 1;

14. HaznaueHne MEAMIIMHCKOTO U3/IENNS, yCTAaHOBJIEHHOE pou3BoanuTeneM: [Ipeanasnadena s
HAIOJHEHUS peareHTaMu, peakTUBaMU, OMOJIOTMYECKUMHU KUAKOCTIMHU, UCTIOIb3yEMbIMU B KIIMHUKO-
JMArHOCTHYECKUX J1a00paToOpHUsiX, ¢ MOCIEAYIOUIMM 0TOOPOM 3THX PACTBOPOB MHOTOKaHAJbHBIMU
J103aTOpaMHU IPH MIPOBEACHUH TUATHOCTUYECKUX UCCIIEJOBAHUH B JIeUeOHO-TIPO(YUITAKTUYECKIX

1abopaTopusix;

15. Bua MeIuIMHCKOr0 U3/EUsl B COOTBETCTBUM C HOMEHKJIATYpHOH Kiaccudukanyein MequImHCKUX
U3JIENNUH, yTBepkKIaeMoil MuHucrepcTBoM 3apaBooxpanenus Poccuiickoit ®denepanuu: 335550;

16. Anpec mecta mpOU3BOCTBA WU U3TOTOBIICHUs MeauHCKoro u3nenwus: 1. Taizhou Kangwei
Medical Instrument Co., Ltd. (Tamxkoy Kanrsen Menunan Uucrpymenr Lo., JIta.), No.1 Tengfei
Road, Xiabei Community, Qintong Town, Jiangyan District, Taizhou City, Kuraii. 2. Haimen Rotest
Labware Manufacturing Co., Ltd. (Xaumen Porect JIabBape Manydanrypunr Lo., JIta.), No. 4366,
Dagang Road, Binjiang Street, Haimen City, Kuraii. 3. OOO "H-BUT", Poccus, 142290, MockoBckast

obiacTe, ropockoit okpyr CepmyxoB, ropon [lymuno, I'py3oBas yi, 1. 8;

17. CBengeHus 0 B3aMMO3aMEHSIEMBIX MEIUITMHCKAX U3ACTHIX: |

18. Moaean MEOUIINHCKOTO U3AEITH:

Koa Buga HaumenoBanue Mmojaenu

335550 «BanHouka a1 pearenToB Ha 50 miL., 6e10T0
useta, Mmapku bBMU no TY 32.50.50-009-
89583247-2024»

Beinucka Beiiana @enepanbHO# ciryk00i 1o Haa30py B cdepe 3ApaBOOXPaHEHUS U HOCUT
MH(GOPMaLIMOHHBIN XapaKTep.



AOKYMEHT ITOAIIMCAH
SJIEKTPOHHOU ITOAIINCBIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy seinan: ®EJEPAJIBHAS CJYKBA 11O HAZI3OPY B COEPE 3IPABOOXPAHEHUS

Jleiicrurenen ¢ 2025-08-18 mo 2026-11-11




