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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTosiHuI0O Ha 17:55 25.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 193652;

2. Peructparnmonusiii Homep Menuimackoro m3aenus: P3H 2022/17079 (EPYJI - 1°004-00110-
00/02928832);

3. JlaTta rocy1apcTBEHHOM perucTpaliui MEIUIIMHCKOTO U3/eN1s/BHECEHUS U3MEHEHUH B
MmeauiuHckoe n3penue: 05.12.2025;

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumenoBanue MeauuMHCKOro n3nenust: Macka uist anecrtesun DAR. B BapuanTax ucnonHeHus: 1.
Macka mist anecte3un DAR, 5. 2. Macka mis anecre3un DAR, 4. 3. Macka mis anecresun DAR, 3. 4.
Macka mist agecte3un DAR, 2. 5. Macka mis anecresun DAR, 1. 6. Macka mirs anecresun DAR, 0. 7.
Macka g anecte3uu HagyBHas DAR, 5. 8. Macka nis anecre3un HagyBHast DAR, 4. 9. Macka s

aHecte3uu HaxyBHas DAR, 3.

6. HaumeHnoBanue opranu3anuu - yrmoJHOMOUYEHHOTO TIPEACTABUTEINS IPOU3BOIUTENS (M3TOTOBUTEIIS)
MmeaunuHckoro u3aenus: OBIIIECTBO C OI'PAHUYEHHOU OTBETCTBEHHOCTBIO
"MEJITPOHUK";

7. MecTo HaXO0XACHUS OpTraHU3aIMH - YIIOTHOMOYEHHOTO MPEACTABUTENS TPOU3BOIUTEIIS
(m3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHHHHHAHBHBIPI
OKPVYT HPECHEHCKHﬁ, HAB ITPECHEHCKAZ, 1. 10;

8. FOpunnyeckuii aapec OpraHu3aIiy - YIIOTHOMOYEHHOTO TIPEICTABUTEIIS TPOU3BOIUTEIS
(w3roroBurenst) meauimuackoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHHHHHAHBHBIPI
OKPVYT HPECHEHCKHﬁ, HAB ITPECHEHCKAZ, 1. 10;

9. HaumeHOBaHME OpTaHU3AINH - IPOU3BOIUTEIIS MEAUIIMHCKOTO U3JICITHSI T OPTaHUu3aInn
usroroButens meauimackoro u3aenus: Covidien LLC (Kosuauen JUIC);



10. MecTo HaxOKICHHs OPraHU3alluH - IPOU3BOIUTENS METUITTHCKOTO U3/ICTHUS HIIK OPTaHU3aIHH
M3TOTOBUTENS MeauIMHCKOTO M3nenus: 15 Hampshire Street, Mansfield MA 02048, USA;

11. FOpunnyeckuit apec opraHu3aliy - MPOU3BOIUTENS METUITMHCKOTO H3ICIUS UIIM OpTaHU3aIiH
n3roToBUTE Sl MeaunuHCKOTO M3nenust: 15 Hampshire Street, Mansfield MA 02048, USA;

12. OKII/OKILJ2: 32.50.21.121;
13. Kitacc noTeHInanbHOro pucKa MPUMEHEHUS MEAULIMHCKOTO U3/ENINs B COOTBETCTBUU C

HOMEHKJIATypHOU Kaccu(uKanuei MeMIMHCKIX U3ACIIHH, yTBepKaaeMoii MUHHCTEPCTBOM

3napaBooxpaHenus Poccuiickoit @enepanun: 2a;

14. Ha3nauenue MCIAUIUHCKOI'0 U3CJIN, YCTAHOBJICHHOC ITPOU3BOAUTCIICM: Hpez[HasHaqua JJIS
IMPOBCACHUA HHFaJIHHI/IOHHOfI AHCCTC3HUH Ha (1)0H€ CaMOCTOATCIIbHOI'O JbIXaHUA U/WIIH

BCIIOMOTaTEILHON HITN HpI/IHy,Z[I/ITeJ'IBHOI\/'I BECHTHUIIALNU JICTKUX,

15. Bua MeIuIIMHCKOT0 U3AETUsl B COOTBETCTBUH C HOMEHKJIATYPHOH Kiiaccudukanuein MequImHCKUX
W3AeNui, yTBepxkaaeMoi MuHucTepcTBoM 3apaBooxpanenus: Poccuiickoit deneparuu: 275780;

16. Anpec mecTa MpOM3BOICTBA WU U3rOTOBIICHUS MenuiMHCKOTo u3aenus: Mallinckrodt Dar S.r.l.
Via G. Bove, 2/4/6/8, 41037 Mirandola (MO), Italy;

17. CBeeHHUS 0 B3aMMO3aMEHSIEMBIX MEIUIIMHCKUX U3ICIUAX: ;

18. Moaean MeIUIIMHCKOTO U30CIIHS:

Koa Buaga HaunmeHoBanue Moaean

275780 1 .Macka mis anectesuu DAR |, 5

275780 2. Macka ans anecte3un DAR | 4

275780 3. Macka mig agectesun DAR, 3

275780 4. Macka ang anecte3un DAR, 2

275780 5. Macka g anecre3un DAR, 1

275780 6. Macka nis anectesuu DAR , 0

275780 7. Macka nis anecre3uu HagyBHast DAR, 5
275780 8. Macka s anecte3un HagyBHas DAR, 4
275780 9. Macka ninig anecte3uu HagyBHast DAR, 3

Brimucka Beinana @enepalibHON CiTy>K00# M0 HAaa30py B cepe 3ApaBOOXpaHECHUS U HOCUT
MH(POPMALMOHHBINA XapakTep.



AOKYMEHT ITOAIIMCAH
SJIEKTPOHHOU ITOAIINCBIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

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

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




