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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIuil, 1o cocTosiHuio Ha 14:28 17.03.2026 r.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 197429;
2. Craryc: [eticTByer;

3. Perucrparnmonnsiii Homep meaunuHckoro uznenus: P3H 2016/4710 (EPYJI - '004-00110-
00/02913293);

4. Jlata mepBUYHOM rOCYIapCTBEHHON peTUcTpanuu Meauimuckoro m3aenus: 11.10.2016;
5. Jlata BHeCeHUS U3MEHEHUM B MeAUIIMHCKOE u3acnue: 16.03.2026;

6. [lepuon nevictust Bepcuu: ¢ 16.03.2026;

7. Cpok IeHCTBUS pErUCTPALIMOHHOIO yAOCTOBepeHusi: beccpouHo;

8. HaumenoBanne menunmuHCcKoro u3nenus: ['emocrarnueckas myapa HaemoCer PLUS (Xemollep
ITJTFOC) Bo (rakoHe ¢ anmInKaTOpOM, ¢ MPUHAIICKHOCTIMH

I. BapuanTsl ucioJIHEHUSA:

1. l'emoctatnueckas mynpa HaemoCer PLUS (Xemollep ITJIFOC) maccoit 1 1, Bo ¢utakone ¢
aMIIMKATOPOM.

2. 'emocrarrueckas myapa HaemoCer PLUS (Xewmollep ITJIFOC) maccoii 2 T, Bo ¢urakoHe ¢
aTTIAKaTOPOM.

3. 'emocrarnueckas mynpa HaemoCer PLUS (Xemollep ITIJIFOC) maccoii 3 1, Bo ¢urakoHe ¢
aNTUIMKaTOPOM.

4. 'emocratuueckas myapa HaemoCer PLUS (Xemollep I[TJIFOC) maccotii 5 T, Bo (hiakoHe ¢
aMTIUKATOPOM.

II. IIpuHagnexxHoCTH:

1. YauBepcanbubiit anmrkatop HaemoCer Universal Applicator (Xemollep FOnuBepcan

OmnukeiTep) anuHon 440 mm (He 6onee 20 mit.).

9. HaumeHoBaHue opraHu3aliy - yIIOJIHOMOUYEHHOTO MPEACTaBUTENS] IPOU3BOAUTENS (M3TOTOBUTEIS)



meautmackoro maenus: OBILIECTBO C OTPAHUYEHHOUM OTBETCTBEHHOCTHBIO "HIA
JNEJIOBAA MEJIUIIMHCKAA KOMITAHU A",

10. MecTo Hax0XeHHs OpraHU3alliy - YIOTHOMOYEHHOTO IPEICTABUTENS TPOU3BOTUTENS
(m3rotoButens) meauiuHckoro m3aenus: 199034, I'.Caukr-IlerepOypr, BH.TEP.T".
MYHUILAITAJIBHBINA OKPYT Ne 7, JIMHUS 16-5 B.O., JI. 7, JUTEPA A, IIOMEILL. 1-H YACTh
Ne97;

11. FOpunnyeckuil axpec opraHu3aluy - yIOJIHOMOYEHHOTO IIPEACTABUTENS IPOU3BOAUTENSA
(u3roroButens) MeauuuHckoro uzaenus: 199034, I'.Caunkr-IlerepOypr, BH.TEP.T'.
MYHUILIUTIAJIBHBIA OKPYT Ne 7, TUHUSA 16-5 B.O., [I. 7, TUTEPA A, IIOMEILL. 1-H YACTh
Ne97;

12. HammeHOBaHWE OPTaHU3AINH - TIPOU3BOAUTENS MEIUIIMHCKOTO U3CIUs WIIH OpTraHU3aIlluu
usroroButens MeauimHckoro uzaenus: BioCer Entwicklungs-GmbH (buollep DurBuknanrc I'm6X);

13. MecTo HaxOKICHHS OPraHUu3aliy - POU3BOIUTENS METUITMHCKOTO M3/ICIUS HIIH OPTaHU3alHH
M3rOTOBUTENSI MeauIMHCKOTO M3nenus: Ludwig-Thoma-Str. 36¢, 95447, Bayreuth, Germany;

14. FOpuandeckuit aipec opraHu3aliy - MPOU3BOIUTEIIS METUITMHCKOTO H3ICITUS WIIH OPTaHU3aIHH
U3rOTOBUTENS MeauITMHCKoro m3aenus: Ludwig-Thoma-Str. 36¢, 95447, Bayreuth, Germany;

15. CTpaHa OopraHu3aluvu - TpOU3BOAUTECIIA MCIUITUHCKOT'O U3ACTINA NI OPraHu3alun - U3rOTOBUTCIIA

MCOULHNHCKOI'O U3CINA: r CpMaHUs;

16. OKII/OKII/12: 21.20.24.161;

17. Kiacc moTeHIIMaIbHOTO pUCKa MPUMEHEHHS] MEAUIIMHCKOTO U3/IeNIUs B COOTBETCTBUU C
HOMEHKJIATypHOU Kiaccuukanuei MeTUIIMHCKUX U3CIIUNA, yTBEpK1aeMoli MUHUCTEPCTBOM

3npaBooxpaHeHus Poccuiickoit denepanuu: 3;

18. HazHaueHne MeAMIIMHCKOTO U3/IENNs, YCTAaHOBJIEHHOE MPOU3BOAUTEIEM: MECTHBIN remMocTas.
Menununckoe uznenue «I'emocratuueckas myapa HaemoCer PLUS (Xemollep ITJIFOC) Bo ¢uiakone
C anIuIMKaTOPOM, C MPUHAIICKHOCTIMM MPETHA3HAYEHO ISl UCIIOIB30BaHUS B MEUIIMHCKHUX
YUPEKICHUAX IPU XUPYPrUUECKUX MPOLEAYPaX U MOBPEKACHUSAX B KAYECTBE JOMOTHUTEIBHOTO
CpEICTBA OCTAHOBKHM KPOBOTEUEHUM M3 KaIMJUISIPOB, BEH, apTEPUATIbHBIX COCYI0B U
MapeHXUMATO3HBIX TKAHEH, KOT/Ia CTAHIAPTHBIC METO/IbI (TaKHe KaK CIIMBAHUE; HAOKCHHE CKOOOK,

CBapWBaHKE W/WIIM HAJIOKEHHE 3a1u1at) Hed(PEKTUBHBI TMOO0 HEMPAKTUYHBI.

19. Bua MeIuIIMHCKOTO U3/AETUsl B COOTBETCTBUH C HOMEHKJIATYPHOH Kiiaccudukanuein MequImHCKUX
W3AeNui, yTBepxkaaeMoi MunuctepcTBoM 3apaBooxpanenust Poccuiickoit deneparuu: 181170;

20. Axpec MecTa MPOU3BOJICTBA WK U3TOTOBJICHHs MeauIHCKoTo n3nenus: BioCer Entwicklungs-
GmbH (buollep OuTBuknanrc 'm6X), Ludwig-Thoma-Str. 36¢, 95447, Bayreuth, Germany;



21. CBG}IGHI/IH O B3aMMO3aMCHICMbBIX MCIUIIMHCKUX HU3ACTIHUAX:

22. Monenu MeIUILIMHCKOTO U3AEIN:

Konx Buga HaumenoBanue Moaen

181170 4. T'emoctatnueckas myapa HaemoCer PLUS (Xemollep ITJIKOC) maccoii 5 T, Bo
(1akoHe ¢ aNIITUKaTOPOM.

181170 3. l'emocrarnueckas mynpa HaemoCer PLUS (Xemollep TTIJIFOC) maccoii 3 T, BO
(1akoHe ¢ aNIITUKaTOPOM.

181170 2. 'emoctatnueckas myapa HaemoCer PLUS (Xemollep ITJIKOC) maccoii 2 T, BO
(1akoHe ¢ aNIITUKaTOPOM.

181170 1. 'emoctarnueckas myapa HaemoCer PLUS (Xemollep IIJIFOC) maccoii 1 1, BO

(1akoHe ¢ aNIITUKaTOPOM.

Brimucka copmupoBana Ha oduinaabHoM caiite denepanbHO ¢iry>kO0bI IO HaI30py B cdepe
3npaBooxpaHeHus B cetn UHTepHeT: https://roszdravnadzor.gov.ru/.

AOKYMEHT TTOJAIINCAH
OJIEKTPOHHOU [TOAIHNCBIO

Ceprudukar: F671E30B77AF3D7DIAS51F071091F24FAC690FB4A

Komy Bbinan: ®EJEPAJIBHASA CJYKBA 11O HAZ3OPY B COEPE 3IPABOOXPAHEHUA

Jleiicrurenen ¢ 2025-08-18 no 2026-11-11
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