Beinmcka
u3 'ocymapcTBeHHOro peecTpa MeIMIIMHCKUX M3Ae/INI Y OPraHU3aIuil
(MHAMBUAYAJIbHBIX MPeINPUHUMATEIeN), OCYIIeCTB/ISIONINX MIPOU3BOACTBO U

M3TrOTOBJICHME MeAULIMHCKUX U3Ae/Iui, o cocrossHuio Ha 14:10 07.07.2026 r.

(chopmupoBaHa Ha MHTepHeT-TIOpTasie Poc3apaBHan3opa)
1. YaukanpHbil HoMep peectpoBoii 3amvicu: 201826;
2. CkBO3HOI uageHTUdUKATOP peectpoBoii 3anucu: 201826;
3. Cratyc: [leiicTBYyeT;

4. PerucrpaumoHHbiit Homep meauimuckoro uspennst: '004-00110-00/05477329 (EPVYJI - I'004-
00110-00/05477329);

5. laTa nmepBUYHOINM IOCYAApCTBEHHOM perucTpaummu Mmeguumuuckoro usgems: 07.07.2026;
6. JlaTa BHeceHMs M3MEHEeHM B MeAULIMHCKOoe U3fesue: ;

7. Ilepuon meiictBust Bepcum: ¢ 07.07.2026;

8. Cpok mencTBuUSI permcTpalOHHOrO yIoCcToBepeHns: beccpouHo;

9. HanmeHoBaHMe MeauIMHCKOro msaenmst: Katetep 1151 mepeHoca SMOPMOHOB OJHOPA30BbIN,
CTepUIbHBIN

I. Karerep nys1 mepeHoca sMOpMOHOB ogHOPa3oBblit, cTrepuiibHbli ETCA, ciemyrommx Moaesnen:
1. Katerep /1 nmepeHoca sMOPMOHOB OIHOPa30Bbii, ctepuiabHbili, REF: ETCA23175 - 10 1.
/TPYIINOBast YIIaKOBKa, B COCTABE:

1.1. KaTeTrep Hampap/IsOIMiA IpIMOi — 1 1IT.

1.2. Karetep 3arpysousnbiit — 1 mit.

1.3. UucTpyKuus 1o npyumeHeHuo — 1 LIT. Ha TPYNIOBYIO YIIaKOBKY.

2. KateTtep 115 mepeHoca sMO6proHOB OHOPa3oBbIi, crepuibHbiii, REF: ETCA23175-C - 10 mr./
I'PYIIOBasl yIIaKOBKa, B COCTaBe:

2.1. KaTerep HarnpaBJsoImii mpssmoit — 1 mir.

2.2. Karerep 3arpy3ouHbii1 — 1 miT.

2.3. Ctuner, REF: C20130 - 1 .



2.4. IHCTpyKUMS TIO MPMMEHeHMIO — 1 1IT. Ha TPYIIOBYIO YIIaKOBKY.
[TpunHanesKHOCTH:

Ctuner npo6ubiit, REF: C40130 - 20 mrt./rpymnmoBas ymakoBKa.

II. Karetep mjs1 mepeHoca sSMOPMOHOB OAHOPa30BbIN, cTepuiibHblii ETCB, ciemyrommx Mmomeeii:
1. Karerep mj1s1 mepeHoca sM6pMOHOB OfHOPa3oBbiit, crepmibHbiii, REF: ETCB20175 - 10 mrt./
I'PYIIOBAst yIIaKOBKa, B COCTaBe:

1.1. KareTrep HanpaBsSitOIINi1 U30THYThIN— 1 IIIT.

1.2. Karetep 3arpysounsbiit — 1 mit.

1.3. UncTpyKuus no npumeHeHuto — 1 LIT. Ha TPYNIOBYIO YIIaKOBKY.

2. Karetep g5 mepeHoca sM6pmoHOB ofHopasoBbiit, crepuibhblii, REF: ETCB20175-C - 10 mt./
TPYIIOBast yIIaKOBKa, B COCTaBe:

2.1. KaTerep HampaBJISIONINIA U3OTHYThINA — 1 1IT.

2.2. Karerep 3arpy3ounsblif — 1 IIT.

2.3. Ctuner, REF: C20130 - 1 mr.

2.4. IHCTpyKIMS 110 TIpYMeHeHMIO — 1 IIIT. Ha IPYIIINOBYIO YIIAKOBKY.

[IpunHagaesKHOCTH:

Ctunet npo6ubiit, REF: C40130 - 20 mit./rpymnmoBas yrmakoBKa.

3. Karerep a1 nmepeHoca sMGpMOHOB OfHOPa30Bbii, ctepmiabHbiii, REF: ETCB20175-ET - 10 1./
I'PYIIOBast yIIaKOBKa, B COCTaBe:

3.1. Karerep HanpaB/IsTIOIIMIA MU30THYTHIN — 1 IIT.

3.2. Karerep 3arpy304HbIli 9XOr'€HHbIN — 1 IIT.

3.3. IHCTpyKLMS 1O MTpUMEHEHMIO — 1 IIIT. Ha TPYMIIOBYIO YITaKOBKY.

4. Katerep 1151 iepeHoca SMOPMOHOB OHOPa30Bbii, crepmibhbiii, REF: ETCB20175-ET-C - 10 1./
IPYIIOBAst yIIaKOBKa, B COCTaBe:

4.1. Karetep HampaBJIsTIOIIMI M3OTHYTHIN — 1 IIT.

4.2. KareTtep 3arpy304Hblif 3XOT€HHBIN — 1 IIIT.

4.3. Cruner, REF: C20130 - 1 .

4.4. HCTpYKIMS 110 IPpUMEHEHMIO — 1 IIIT. Ha TPYIIIOBYIO YIIAKOBKY.

[TpuHam/IesKHOCTH:

Ctunet npo6Hbiit, REF: C40130 - 20 mit./rpynmnoBas yrmakoBKa.

10. HammeHOBaHMe OpraHu3anym - yIIOJHOMOYEHHOI'O IIPeaCTaBUTES IIPOU3BOIUTEIIS
(u3roroBuTess) MeguiMHcKoro musgenus: UIT Manbix Anexkcanap AJieKCaHAPOBUY;

11. MecTo HaXOKIeHUsI OpraHMU3alMA - YIIOJTHOMOUEHHOTO MTPeICTaBUTEISI IIPOU3BOIUTEIS
(usroroButesist) meauiHckoro usnenus: 105043, r. Mocksa, yi. 4-s [Tapkosas, 1. 13, kB. 2;

12. FOpuandueckmii afipec OpraHm3aiym - yroJHOMOUYEHHOT'O TIPeICTaBUTEISI ITPOU3BOIUTEIIS
(usroroButeist) meauiHckoro uspennsi: 105043, r. Mocksa, yi. 4-a [TapkoBas, 1. 13, KB. 2;



13. HamMmeHoBaHMe OpraHmM3aniy - IPOU3BOAUTESI MEIUIIMHCKOIO U3IeINs UM OpraHu3aium
MU3rOTOBUTENST MeguLHCKoro nsgesms: «['yanmkoy Xuxonr buotek Ko., JIta.» (Guangzhou Hehong
Biotech Co., Ltd.);

14. MecTo HaxOKIeHMs OpraHu3aliy - IPOU3BOAUTEIIS MEeIULMHCKOTO MU3Ae Vs VI OpraHu3aLyn
MU3rOTOBUTENST MeguLMHCKOro nsneymsi: A zone, 2/F, Building A, Huazi Industrial Park, Shilou Town,
Panyu District, Guangzhou, China;

15. FOpuandeckuii ampec Opraamsanyum - IPOU3BOIUTEIISI MEAUIIMHCKOIO U3He NS U OpraHm3ain
MU3rOTOBUTENST MeguLHCKoro nsneymsi: A zone, 2/F, Building A, Huazi Industrial Park, Shilou Town,
Panyu District, Guangzhou, China;

16. CtpaHa opra"usaiiuy - IpoOU3BOAUTENSI MEeIUIIMHCKOTO U3He/IMs IV OPraHu3alyi - USTOTOBUTEJIS
MeguiMHCcKoro usgenus: Kuraii;

17. OKII/OKIT[2: 32.50.13.110;

18. Knacc nmoteHI1aaIbHOrO pycKa MPUMEHEHMST MeIUIIMHCKOTO U3 B COOTBETCTBUM C
HOMEHKJIATyPHOM KjaccuduKaliei MeIUIMHCKUX U3IeNiA, YTBep:KaaemMoi MHUCTepCTBOM
3apaBooxpaHenus Poccuiickoin @enmepain: 26;

19. Hasnauenmne MeIUIIMHCKOI'O M13aeins, YCTaHOBJIEHHO€E ITPOU3BOAUTE/IEM: HpenHaBHaqu JJIsd
IIepeHocCa 3M6pI/IOHOB B MATKYy IIpU IIPOBEOEHUN MCKYCCTBEHHOI'O OIVIOAOTBOPEHMSI.

20. Bug MmeauumMHCKOTO U3eus B COOTBETCTBUM C HOMEHKJ/IATyPHOI Kaaccuduramyen MeIuImHCKIX
U3IeNnit, yTBepskaaeMoit MuHuctepcTBoM 3apaBooxpaHenns Poccuiickoin @epeparmu: 275360;

21. Agpec MecTa Mpou3BOACTBA MM U3TOTOBJIEHMS MeIULIIMHCKOTO usnemust: 1. «['yanmkoy XuUXOHT
buorek Ko., JIta.» (Guangzhou Hehong Biotech Co., Ltd.), A zone, 2/F, Building A, Huazi Industrial
Park, Shilou Town, Panyu District, Guangzhou, China. 2. «I'yanwkoy Xyama buorexnonomxu Ko.,
JItn.» (Guangzhou Huada Biotechnology Co., Ltd.), No.84, Banhe Road, Guangzhou High-Tech

Industrial Development Zone, Guangzhou, Guangdong Province, China;

22. CBefeHys 0 B3ayMO3aMeHsIeMbIX MeIUIIMHCKUX U3NeTUIX: ;

23. Mogenu MeoUIIMHCKOTO U3IeIns:

Kopx Buga HaumeHnoBaHme Mmopgeiin

275360 Karetep a1 mepeHoca sM6pMoOHOB 0HOPa30BbIi, cTepuibHblii, REF: ETCA23175

275360 Karerep m1s mepeHoca sM6proHOB 0gHOPa3oBblif, crepuibHblii, REF: ETCA23175-C

275360 Karerep /1 nepenoca sM6proHOB 0JHOPa30BbIi, crepmibHblil, REF: ETCB20175

275360 Karerep /1 nepenoca sM6proHOB 0HOPa30BkIi, crepuiabHblii, REF: ETCB20175-C

275360 Karetep /1 mepenoca sM6pnoHOB 0HOPa30Bblii, crepmibHblif, REF: ETCB20175-ET

275360 Karetep a1 nepeHoca sMO6proOHOB 0HOPa30BkIi, crepuibHblii, REF: ETCB20175-ET-C




Brimicka chopmupoBana Ha oduiaabHOM caiiTe PemgepasbHONM CTYKObI IO HAaA30py B cdepe
3npaBooxpaHenus B cetu MuTepHer: https://roszdravnadzor.gov.ru/.

JOKYMEHT ITOATTMCAH
BJIEKTPOHHOU IO CBHIO

Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A
Komy Beinan: ®EJEPAJIBHASI CJIVIKBA 11O HAJI30PY B COEPE 3TIPABOOXPAHEHUS

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



https://roszdravnadzor.gov.ru/

