Beinucka
u3 ['ocyrapcTBeHHOr0 peecTpa MEAMUUHCKUAX M31eJIMH U OPraHu3anui
(MHAMBUAYAJBHBIX NPeANPUHUMATEJICH), OCYLIECTBISIONIUX IIPOU3BOACTBO U

HU3roTOBJIEHHE MeIUIIUHCKUX U3/1eJIuil, 1o cocTosinuio Ha 11:04. 27.01.2026 r.

(chopmupoBana Ha HHTEPHET-TIOpTane Poc3apaBHanzopa)
1. YaukanbHbIi HOMEpP peecTpoBoii 3anucu: 195310;

2. Peructpanmonusiii Homep Menuiuackoro m3aenus: P3H 2023/20177 (EPYJI - 1°004-00110-
00/02933682);

3. Jlata rocy1apCTBEHHOM pEerUCTpallui MEIUIIMHCKOTO M3ACIINs/BHECEHUS U3MEHEHUH B
MemunuHckoe m3nenne: 23.01.2026;

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUS: becepouHo;

5. HaumeHoBaHNME MEAUIIMHCKOTO U3EIHS:#30HA THHEKOJOPMUECKUI TMarHOCTUYECKUM
0JIHOPa30BOT'0

NPUMEHEHHUs], CTEPUIIbHBIN. 30H TMHEKOIOM MYeCKHIA JUAFHOCTUYECKUI 0IHOPA30BOI0 IPUMEHEHNH,
CTEepWIbHBIA BapuaHThl ucnofHeHust . Tun D-1, muToiierka nepBukaibHas, B coctase: 1.1. Tun D-1,
UTOLIETKA IlepBUKaibHas - 100 mefyn. 1.2. UaeTpykuus no npuMmenenuto - 1 mr. 2. Tun D-2,
[UTOIIETKA IlepBUKaNibHas, B coerase: 2.1 Tum D-2, nmutomeTka nepukanshas - 100 mwr./ym. 2.2
Wuctpykuus no npumeHentto - 1 mr. 3. Tun F-1 (Llepuxc bpam), B coctase: 3.1. Tun F-1 (LlepBukc
bpam) - 100 mt./ym. 3.2 /Maerpykius no npumenenwuto - 1 mr. 4. Tun F-2S komOuaMpOBaHHBIN
(pomOoBUHBII), B cocTase: 4.1. Tun F-2S komOunupoBanuslii (pom60BuAHBIH) - 100 mt./ym. 4.2.
Wuctpykuums no npumeHenuto - 1 mr. 5. Tun F-2SL xomOuHMpOBaHHBIN (POMOOBHIHEII), B COCTaBE:
5.1. Tun F-2SL xembunupoBanublii (pomOoBuAHbIN) - 100 mT./yn. 5.2. MHCTpyKUKS IO IPUMEHEHUIO
- 1 mr. 6. TumeF-3 (Hepsuxc bpamr) ¢ yanuHeHHBIM epiivkoM, B coctase: 6.1. Tumn F-3 (Lepsuxc
Bbpam) ¢ yminteHasM epmukoMm - 100 mt./ym. 6.2. MHCTpyKIWs o npuMeHeHuo - 1 mwr. 7. Tun F-4
(LlepBukc bpaii) ¢ iuToleTkoii, cCHabKeHHOM MOJIMMEPHBIM IIapuKoM, B cocTase: 7.1. Tun F-4
(epsuxc Bparr) ¢ nuTomeTkoi, cHabX)eHHOM moauMepHbIM 1mapukoM - 100 mr./ym. 7.2. UHcTpyKuus

10 IPUMEHEHUIO - 1 1IT.

6w HanmeHoBaHue opranu3aliiy - yIoJTHOMOUYEHHOTO MPEACTABUTENS IIPOU3BOAUTENSI (M3TOTOBUTEIS)
MenunuHckoro u3aenus: OBLIIECTBO C OI'PAHUYEHHOM OTBETCTBEHHOCTBIO
"MUHTME/";



7. MecTo HaXO0XACHHUS OpTraHU3AIMH - YIIOJTHOMOYEHHOTO MPEACTABUTENS TPOU3BOIUTEIS
(u3roroBurensi) meauuHckoro uzaenus: 111250, r. Mocksa, npoesn 3aBoaa Cepn u Mosor, a.,10;

8. FOpuauyeckuii agpec Opranu3aluu - ynoIHOMOUYEHHOTO PEICTAaBUTENS IPOU3BOIUTEINS
(M3roToBHTENIN) MeaHIHHCKOro m3menmst: 111024, T'MOCKBA, BH.TEP.I'. MYHULIMITAJILHBIMI
OKPVYT JIE®GOPTOBO, YJI ABUAMOTOPHAA, /. 50, CTP. 2, [IOMEI. 55/144;

9. HaumeHoBaHue opraHu3aluvu - IpOU3BOAUTECIIA MCAUITUHCKOT'O U3ACIIUA UJIN OpEaHU3allun
M3roTOBUTENSI MeauIHCKOTO m3nenus: Jiangsu HanHeng Medical Technology Co.,/Ltd. (I3sucy

XanXen Menukan Texunonomku Ko., JItn);

10. MecTo HaxOKICHHs OPraHU3allUH - IPOU3BOIUTENS METUITTHCKOTO M3AETIHS HIIM OPTaHU3aIHH
M3roTOoBUTENSI MeauHCKOTO M3nenus: #118 Xinyuan 3rd Road, Xinbei District, Changzhou, 213031
Jiangsu P.R China;

11. FOpunudeckuit anpec opraHu3alyy - MPOU3BOIUTENS MEAUTMHCKOTO U3/ICTHUS HIIM OPTaHU3aIHH
M3roTOBUTEINS MeauITmHCKoro m3aenus: #118 Xinyuan 3rd Road, Xinbei District, Changzhou, 213031
Jiangsu P.R China;

12. Ctpana opraHu3aiuu - IPOU3BOIUTENS] MEAUILIMHCKOTO U3IEIINS MU OPraHU3aluy - U3TOTOBUTEIIS
MEJIHUITMHCKOTO0 M3aennst: Kuraii;

13. OKII/OKII/2: 32.50.13.190;

14. Kiacc moTeHIIMaIBHOTO prUCKa MPUMEHSHHS MEAUIUHCKOTO U3/IeNIUs B COOTBETCTBUH C
HOMEHKJIATypHOH Kiaccuukanue MEAMIIMHCKUX U3ASIHUHA, yTBEpK1aeMori MUHHUCTEPCTBOM

3npaBooxpaHeHusi Poccuiickoit @eepanuu: 2a;

15. HaznaueHne MeAMIIMHCKOTQ N3/IENNsI, yCTAHOBICHHOE Npon3BoauTenem: IlpenqHaznauen s
B3SITUS KJIETOUHOTO U OMOJOPHYECKOro MaTepralla co BCe OBEPXHOCTH IIEHKU MAaTKU U U3

HCPBUKAJILHOTO KaHaJIa AT HUTOJOTMYCCKUX U 6aKTepI/IOJ'IOI‘ NYCCKUX I/ICCJIC,Z[OBEIHI/II\/'I;

16. Bun MmequnHCKOI O/ M3/1€/1HMs B COOTBETCTBUH ¢ HOMEHKJIATYpHOU Kiaccu(uKaruei MeIuIUHCKIX
U3JIENNH, yTBEepkK1aeMoil MuHucTepcTBOM 3apaBooxpanenust Poccuiickoit denepanuu: 182570;

17. Aﬂpec MECTa IMMPOU3BOACTBA UJIM U3TOTOBJICHUSA MCAUIMHCKOTO U3JACIINUAL Jiangsu HanHeng

Medical Technology Co., Ltd. (Izstacy XanXen Menukan Texaonomku Ko., JItn), 16-B4, #1 North
Qingyang Road, Tianning District, Changzhou, 213017 Jiangsu, P. R. China;

18. CBCI[GHI/IH O B3aMMO3aMCHACMBIX MCIUIIMHCKUX HU3ACTIUAX: ;|

19. Monaenu MEIUIIMHCKOT'O U3AEIINA:

Kox Buna HaumenoBanue Moaean




182570

30H]1 THHEKOJIOTHYECKUN TUATHOCTUYECKHUM
OJIHOPA30BOT0 MPUMEHEHUS, CTEPHIIBHBIN 7.
Tun F-4 (LlepBukc bparr) ¢ uTomeTKkou,

CHAa0>XEHHOW MOJMMEPHBIM IIAPUKOM

182570

30H/ TMHEKOJIOTUYECKUI TUarHOCTUYECKUIL
0JIHOPA30BOT0 IIPUMEHEHUS, CTEPUIIbHBLIA 6.
Tun F-3 (UepBukc bpamr) ¢ yuinHEHHBIM

EpPUIMKOM

182570

30HI THHEKOJIOTNYECKNN TUATHOCTHYECKAI
OJIHOPa30BOI'0 MTPUMEHEHU S} CTEPUIIBHBIN 5.

Tun F-2SL koMOuHUpOBaHHKIN (POMOOBHIHBII)

182570

30H]1 THHEKOJIOTHYECKUI JTUAarHOCTUYECKUM
OJIHOPa30BOT0 HPUMEHEHUS, CTEPUIIbHBIN 4.

Tun F-2S xoMOuHIpOBaHHBIH (POMOOBHTHBIN)

182570

30H1 THHEKOIIOTUYECKUI TUAarHOCTUYECKUI
0JIHOPA30BOI0 MPUMEHEHUSI, CTEPUIIBHBIN 3.

Tun F-1 (LlepBukc bpamr)

182570

308 THHEKOJIOTMYECKUI TUAarHOCTUYECKUI
OJIHOPa30BOT OMIPUMEHEHUS, CTEPUIIbHBIN 2.

Tun D-241aTomerka nepBuKaibHast

182570

30H1 FUHEKOJIOTUYECKAH TUAarHOCTUYECKUI

OJTHOPA30BOT0 MPUMEHEHUS, CTEPHIIBHBIN 1.

Tumb-1, nuromerka nepBUKagIbHas

Brimucka copmupoBana Ha oputmairHoM caiite denepanbHOi cirykO0bI IO HaI30py B cdepe

3npaBooxpaHeHus B cetn UHTEpHET: https://roszdravnadzor.gov.ru/.

AOKYMEHT TTOAIINCAH
OJIEKTPOHHOU [NOAIMNCBIO

Komy Beinan: ®EJEPAJIBHASA CJYKBA 110 HAZI3OPY B COEPE 3IPABOOXPAHEHUA

JHeiictBurenen ¢ 2025-08-18 o 2026-11-11




