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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIuil, Mo cocTosiHuio Ha 15:01 24.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 194466;

2. Peructparnmonusiii Homep Menuimackoro m3aenus: @C3 2012/11755 (EPYJI - '004-00110-
00/02913800);

3. JlaTta rocy1apcTBEHHOM perucTpaliui MEIUIIMHCKOTO U3/eN1s/BHECEHUS U3MEHEHUH B
MeIuIMHCKOoe n3nenue: 22.12.2025;

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumeHoBaHME MEUIIMHCKOTO U3JIeNusi: Y CTPOMCTBA Ul APEHUPOBAHUS paH, B HAOOpax u
OTJICNIbHBIX YIIAKOBKaX, ¢ MPUHAUICKHOCTAMH. |. YcTpoiicTBa /it ipeHupoBaHus paH, B Habopax: 1.
Ha6op Penona (Redon Set), B coctaBe: eMKOCTb I cOOpa paHEBOTO OTJEINIAEMOr0, COSAUHUTEIbHAS
TpyOKa, npeHax, Tpoakap. 2. Habop Penon munu (Redon Mini Set), B coctaBe: eMKoOCTh 1151 cOopa
PaHEBOTO OT/EIIEMOr0, KOHHEKTOD, ApeHax, Tpoakap. 3. Habop Codr Hpeiin ®ndt Axtus (Soft
Drain Flat Active), B cocTaBe: eMKOCTb Juisi cOopa paHeBoro otaensemoro, npeHax. 4. Hadop Jloy
Bakyywm Jlpeitnampk Cuctem (Low Vacuum Drainage System), B cocTaBe: eMKOCTH i1 cOopa
PaHEBOTO OTAESAEMOTO - 2 IIT., COeNMHUTEIbHAS TPyOKa, ApeHax, Tpoakap. 5. Habop Codr Hpeitn
Cucrem (Soft Drain System), B coctaBe: eMKOCTh /17151 cOOpa paHEeBOI'O OTIEISIEMOro, APEHaX. 6.
Ha6op Codt [peita @mat Cucrem (Soft Drain Flat System), B coctaBe: eMKOCTB JiJ1si cOOpa paHEBOTO
otaensieMoro, aperax. 7. Habop Duno peita (Endo Drain Set), B cocraBe: npenax, tpoakap. I1.
YcrpoiicTBa st APEHUPOBAHUS paH, B OTACIbHBIX ynakoBkax: 1. JIpenaxu: [penax Penona (Redon
Drain), Codt [peiin (Soft Drain), Codt petin @t Cunri (Soft Drain Flat Single), ucno ®mo
Hpeiin (Dispo Flow Drain). 2. EMkocTu ns c6opa paneBoro ornensiemoro mo Pemony (Redon bottle),
o6vemomMm 200, 400, 600 M1 ¢ COeTMHUTETHEHON TPYOKOH, KOHHEKTOpPOM U 0e3. 3. Memku ajist coopa
paneBoro otnensemoro (Biliary drainage Bag). I1I. IIpunaanexxnoctu: - Tpoakap Penona (Redon

Trocar).

6. HaumeHnoBaHMe OpraHu3aliuy - yIoJHOMOUYEHHOTO TIPEICTaBUTEINS POU3BOIUTENS (M3TOTOBUTEIIS)
MenunuHckoro u3aenus: OBLIIECTBO C OI'PAHUYEHHOM OTBETCTBEHHOCTBIO "HJIA



JIEJIOBASI MEJIUIIMHCKA ST KOMITAHUS";

7. MecTo HaX0XKJIeHUs! OPraHU3alMH - YIIOJIHOMOUYEHHOTO MPEICTaBUTEINSI POU3BOIUTEIS
(u3rotoButens) meauuHckoro u3aenus: 199034, I'.Caukr-IlerepOypr, BH.TEP.T".
MYHUILATTAJIBHBINA OKPYT Ne 7, JIMHUS 16-5 B.O., JI. 7, JUTEPA A, TIOMEILL. 1-H YACTh
Ne97;

8. FOpunnueckuit anpec opraHu3aluy - YIOJTHOMOYEHHOTO MPECTaBUTENS IPOU3BOIUTENS
(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;

9. HaumeHoBaHMe OpraHU3aIiy - TPOU3BOIUTEINS MEAUIIMHCKOTO U3IEIHSI UJTH OpPraHu3alud
M3TOTOBUTENSI MEIUIIMHCKOTO u3nenus: pfm medical mepro gmbh (ndm Menukan menpo rMox);

10. MecTo Hax0XIeHHsI OPTaHU3AIIAHN - TIPOU3BOIUTEIISI METUITMHCKOTO M3CIIHSI WIIA OpTaHU3aIiu
M3TOTOBUTENS MeTUITMHCKOTo m3aenus: Am Soterberg 4, D-66620 Nonnweiler Otzenhausen,
Germany;

11. FOpuauyeckuit aapec opraHu3aluy - MPOU3BOAUTENS MEIUIIMHCKOTO U3/I€JINS WJIM OpraHu3alluu
M3TOTOBUTENS MeTUITMHCKOTo u3aenus: Am Soterberg 4, D-66620 Nonnweiler Otzenhausen,
Germany;

12. OKII/OKII2: 32.50.50.190;
13. Kinacc moTeHIManbHOro prucKa NPUMEHEHHUS] MEAUIIMHCKOTO U3/IeNIUs B COOTBETCTBUU C

HOMEHKJIaTypHOH Kiaccudukanue MeaUIMHCKIX U3JIEIHUH, yTBepkKaaeMoil MUHHUCTEPCTBOM
3apaBooxpaHenus Poccuiickoit @enepanuu: 2a;

14. Ha3nauenue MCIUIUHCKOI'0 U3ACJIN, YCTAHOBJICHHOC ITPONU3BOAUTCIICM: I/ISI[G.HI/IG npeaHa3Ha4YCHO
JJIA AKTUBHOT'O U ITACCUBHOI'O APCHHUPOBAHUSA PaAH;

15. By MeTUIMHCKOTO M3/IENIUSl B COOTBETCTBUU C HOMEHKJIATYpPHOH KilacCU(HUKANNEH METUIIMHCKUX
U3JIENNH, yTBepkK1aeMoil MuHucrepcTBoM 3apaBooxpanenus Poccuiickoit denepanun: 152630;
294840;

16. Anpec MecTa mpOM3BOACTBA WM U3TOTOBICHUS MEJUIMHCKOTO n3aenus: pfim medical mepro
gmbh (npm menukan menpo rmox), Am Soterberg 4, D-66620 Nonnweiler Otzenhausen, Germany ;

17. CBeneHHs 0 B3aMMO3aMEHSIEMBIX MEIUITUHCKUX U3JICTIHSX: |

18. Moaean MEIUIINHCKOTO U3ACIIH:

Koa Buga HaumeHoBanue MojaeIun




294840

II. YerpoiicTBa Ay IpeHUPOBAHMS PaH, B
OTJIENbHBIX YMaKoBKax: 3. Memiku i coopa

paneBoro otaensiemoro (Biliary drainage Bag). .

294840

II. YcTpoiicTBa 1151 ApeHUPOBAHUS paH, B
OTJIENBHBIX yIaKoBKax: 2. EMkocTu ams coopa
paneBoro otaensemoro mo Pemony (Redon bottle),
C COeOMHUTENBHON TPYyOKOM, KOHHEKTOpOoM, 600

MJI

294840

II. YerpoiicTBa Ay IpeHUPOBAHMS PaH, B
OTJIENbHBIX yHaKoBKax: 2. EMkoctu amns cbopa
paneBoro otaensiemoro 1o Penony (Redon bottle),
¢ coe6IMHUTENBHON TPYyOKOM, KOHHEKTOpOM, 400

M1

294840

II. YerpoiicTBa A IpeHUPOBAHMS PaH, B
OTJIeNbHBIX yHakoBKax: 2. EMkoctu ans coopa
paneBoro otaensemoro mo Pemony (Redon bottle),
¢ coe6AMHUTENbHON TPYOKOi, KOHHEKTOpOM, 200

M1

294840

II. YcTpoiicTBa 111 ApeHUPOBAHUS paH, B
OTJIENBbHBIX yIaKoBKax: 2. EMkocTu ams coopa
paneBoro otaensiemoro 1o Pemxony (Redon bottle),
o0bvemom 200 mi

294840

II. YerpoiicTBa g IpeHUPOBAHKS PaH, B
OTJIETbHBIX yIakoBKax: 2. EMkocTu mist coopa
paneBoro otaensemoro o Penony (Redon bottle),
600 mn

294840

II. YcTpoiicTBa 1151 ApeHUpPOBAHUS paH, B
OTJIENBbHBIX yHaKoBKax: 2. EMkocTu ams coopa
paneBoro otaensiemoro 1o Pemxony (Redon bottle),
400 M

294840

II. YerpoiicTBa g IpeHUPOBAHMS PaH, B
otnenbHbIX ynakoBkax: 1. penaxu: Codt peiin
@t Cunra (Soft Drain Flat Single)

294840

II. YcrpoiicTBa 1151 ApeHUPOBAHUS paH, B
oTAenpHbIX ynakoBkax: 1. J[Ipenaxu: Codt [peitn
(Soft Drain)

294840

II. YerpoiicTBa A [peHUPOBAHMS paH, B
OT/eNbHBIX ynakoBkax: 1. Jlpenaxu: [penax
Penona (Redon Drain)

294840

II. YerpoiicTBa g IpeHUPOBAHMS PaH, B
OTAENbHBIX yrakoBKax: 1. [Ipenaxu: ucno dio

Hpetiin (Dispo Flow Drain)




152630

I. YcerpoiicTa uist ipeHupoBaHus paH, B
Habopax: 7. Habop Ouno Jpeiin (Endo Drain Set)

152630

I. YcerpoiicTa uist ipeHupoBaHus paH, B
Habopax: 6. Ha6op Codt [peitn @mat Cuctem
(Soft Drain Flat System)

152630

I. YcrpoiicTBa 115t ApeHUpOBaHuUsI paH, B
Habopax: 5. Ha6op Codt [peita Cucrem (Soft
Drain System)

152630

I. YerpoiicTsa it fpeHupoBaHus paH, B
Habopax: 4. Ha6op Jloy Bakyym [Ipeitnamxk

Cuctem (Low Vacuum Drainage System)

152630

I. YcrpoiicTBa s [peHUpoOBaHus paH, B
Habopax: 3. Ha6op Codt [Hpeitn @ndT AxTuB
(Soft Drain Flat Active)

152630

I. YcrpoiicTBa 1151 ApeHUpOBaHUsI paH, B
Habopax: 2. Habop Penon munu (Redon Mini Set)

152630

I. YcrpoiicTBa 1151 ApeHUpOBaHUsI paH, B
Habopax: 1. Habop Penona (Redon Set)

Brinucka Beiiana @enepalibHOM ciy>k00ii 10 Haa30py B cepe 31paBOOXpaHEHUS K HOCUT

nH(})OPMAITMOHHBIN XapaKTep.

(N
Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A

Komy Bbinan: ®EJEPAJIBHAS CJIYKBA 110 HAZI3OPY B COEPE 3IPABOOXPAHEHUSA

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

JOKYMEHT ITOIITNCAH
DJIEKTPOHHOM IMOAIUCHIO




