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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, 10 cocTosiHuIO HAa 14:39 26.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEP peecTpoBoii 3anucu: 193646;

2. Peructpanmonusiii Homep Menuiuackoro m3aenus: P3H 2022/17353 (EPYJI - 1°004-00110-
00/02928666);

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

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. Haumenosanue meauuuHckoro uznenus: [lepexoqnuk u kpennenue karerepa DAR. B BapuanTax
ucniomHeHus: 1. [lepexomunk DAR ruOkuii Butoi, ammaa 10 cm, 15M, 15F. 2. Tlepexogauk DAR
ruOKuii psiMol, BUTOM, mymiHa 15 cm, 15M, 15F. 3. Ilepexonuuk DAR rubkuii npsiMoi, BUTOH, IITMHA
15 cm, 22F, 15F. 4. Ilepexonauk DAR rubkuii BuToii, amuna 10 cm, yriaosoit 90°, 15M, 22M/15F. 5.
[Tepexomunk DAR rubkuii Buto, amuna 10 cMm, yrimosoit 120°, 15M, 22M/15F. 6. Ilepexogauk DAR
ruOkuii BuToH, aymna 10 oM, yrmosoit 120°, 22F, 22M/15F. 7. Ilepexonuuk DAR rubkuii BUTOM,
mmHa 15 cm, yrimooii 90°, 22F, 22M/15F. 8. Ilepexonuuk DAR rubkuit BuToi, amuHa 15 oM,
yrioBoit 90°, 15M, 22M/15F. 9. Tlepexonank DAR ruGkwuii BuToit, nymuHa 15 cm, yrimosoit 120°, 15M,
22M/15F. 10. ITepexoguuk DAR rubxuit Butou, nnuna 15 cMm, yrinosoit 120°, 22F, 22M/15F. 11.
[Tepexonuuk DAR rubkuit BUTOU, ANTMHA 5 €M, IBYXIIOBOPOTHBIN yrioBoit 90°, 15M, 22M/15F. 12.
[Tepexomunk DAR rubkuii BuToH, ammHa 10 cM, 1ByXmoBOpoTHBIN yriaoBoi 90°, 15M, 22M/15F. 13.
[Tepexomank DAR rubkuit Butoit, amuHa 10 cM, AByXmoBOpoTHBIN yrioBou 90°, 22F, 22M/15F. 14.
[Tepexognuk DAR rubkuii BuTOi, AnmunHa 15 cM, AByXmoBopoTHBIN yrioBoi 90°, 22F, 22M/15F. 15.
[Tepexomuuk DAR rubkuii BUTOH, qinHa 15 cM, IByXMOBOPOTHBIN yrioBoit 90°, 15M, 22M/15F. 16.
Kpemnenne karerepa DAR Pacmmpsiemoe rodpupoBannoe, amuna 7/16 cm npsimoe 15M, 15F. 17.
Kpennenue katerepa DAR Pacmupsemoe rogppuposannoe, niauna 7/16 cm npsimoe 22F, 15F. 18.
Kpemnnenue karerepa DAR Pacmmpsiemoe roppupoBannoe, anuna 7/16 cm yrinooe 15M, 22M/15F.
19. Kperutenne karerepa DAR Pactmmpsiemoe rodppupoBannoe, amuHa 7/16 cm yriosoe 22F,
22M/15F. 20. Kperutenue karerepa DAR Pacmmpsiemoe rogppupoBansoe, ;umHa 7/16 cm 90° yriosoe

15M, 22M/15F. 21. Kpenienue katerepa DAR Pacmmpsiemoe rodppupoBannoe, miuHa 7/16 cm 120°



yraoBoe 15M, 22M/15F. 22. Kpemnenue karerepa DAR Pacmmmpsiemoe roppupoBantoe, jmHa 7/16
cm 120° yrnoBoe 22F, 22M/15F. 23. Kpemnenue katerepa DAR Pacmpsiemoe rodprupoBaHHoe,
mmHa 7/16 cm aByxmnoBopotHoe 90° yrioBoe 22F, 22M/15F. 24. Kpennenue katerepa DAR, Buroe
noptT anst or6opa mpod CO2, nmuna 10 cMm, 15M, 22M/15F. 25. Kperuienue katetepa DAR, Butoe
nopT anst orbopa mpod CO2, nmunHa 15 cMm, 22F, 22M/15F. 26. Kpennenne karerepa DAR
Pacmmpsiemoe rodppupoBannoe, ¢ moprom it oréopa npod CO2, mmna 7/16 cm, 15M, 22M/15F. 27.
Kpemnenue katerepa DAR Pacmupsiemoe rodpupoBannoe, ¢ moprom aist oroopa npod CO2, anmuHa
7/16 cm, 22F, 22M/15F.

6. HaumeHoBaHue opraHU3aIiy - YIIOJTHOMOUYEHHOTO MPEACTABUTENS POU3BOAUTENS (M3TOTOBUTEIS)
MenumnuHckoro uzaenus: OBILIIECTBO C OI'PAHUYEHHOM OTBETCTBEHHOCTBIO
"MEJATPOHUK";

7. MecTo HaXO0XACHUSI OpraHU3alMK - YIOJTHOMOYEHHOI'O IPEACTaBUTENS IPOU3BOIUTENS
(u3roroBurenst) meauimuckoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHMULIMITAJIBHBIN
OKPVT IIPECHEHCKHH, HAB IIPECHEHCKAS, 1. 10;

8. FOpuanyeckuii agpec Opranu3aluu - yrnoJIHOMOYEHHOTO IPEICTaBUTENS IPOU3BOIUTEINS
(u3roroBurenst) meauimuckoro m3aenus: 123112, ' MOCKBA, BH.TEP.T". MYHMULIMITAJIBHBIN
OKPVT IIPECHEHCKHH, HAB IIPECHEHCKAS, 1. 10;

9. HaumeHoBaHMe OpraHU3aIiy - TPOU3BOIUTEINS MEAUIIMHCKOTO U3IEIHSI UITH OpPraHu3aluu
nszrotoputesst MmeaunuHckoro uznenus: Covidien LLC (Kosuauen JIJIC);

10. MecTo HaxO0X/IeHUS OpPraHU3aIKuH - TPOU3BOIUTEIS MEIUIIMHCKOTO M3/IEHS WIH OPTaHU3aI[|H
U3TrOTOBUTEINS MeTUITMHCKOTO m3tenus: 15 Hampshire Street Mansfield, MA 02048, USA;

11. FOpunugeckuii anpec opraHu3aliy - MPOU3BOIUTENS METUITTHCKOTO U3/ WIIA OPTaHU3AIHH
W3TOTOBUTENS MeauIIMHCKoro u3aenus: 15 Hampshire Street Mansfield, MA 02048, USA;

12. Crpana opraHu3aiuu - IPOU3BOJUTENS] MEAULIMHCKOTO U3/I€TUS WU OPraHU3aluU - U3TOTOBUTEIIS
MeauiuHckoro m3aenus: Coequaennnie 1ITaTer,

13. OKII/OKII/2: 32.50.50.190;

14. Kinacc noTeHIManbHOro pyucKa MPUMEHEHHUS! MEIULIMHCKOTO U3/ENINs B COOTBETCTBUU C
HOMEHKJIaTypHOH Kiaccudukanue MeUIMHCKUX U3JIEIHUH, yTBepkKaaeMoil MUHHUCTEPCTBOM

3apaBooxpaHenus Poccuiickoit @enepanun: 2a;

15. Haznauenune MCIUIUHCKOI'0 U3ACJIN, YCTAHOBJICHHOC ITPONU3BOAUTCIICM: MGI[I/II_II/IHCKOG n3aciamnc
Npe€aHa3sHA4YCHO MJIA COCAMHCHUS AbIXaTCIbHOI'0O KOHTYpa € AbIXaTCIbHBIMU Tp}I6KaMI/I JJIsL

JajabHEHIIero IIPpOBCACHUA HCKYCCTBGHHOﬁ BCHTUIAAIUH JICTKHX,

16. Bug MeIuIIMHCKOTO M3/AETUsl B COOTBETCTBUH C HOMEHKJIATYPHOH Kiaccudukanuei MeTuImHCKUX
W3AeNHi, yTBepxkaaeMoii MunuctepcTBoM 3apaBooxpanenust Poccuiickoit denepamuu: 165140;



17. Anpec Mecta Ipou3BOACTBA UM U3TOTOBIIEHUSI MeauLIMHCKoro u3aenus: Mallinckrodt Dar S.r.l.,
Via G. Bove, 2/4/6/8, 41037 Mirandola (MO), Italy;

18. CBeneHUS 0 B3aMMO3aMECHSICMBIX MEIUIIMHCKUX U3ICIUAX: ;

19. Moaean MeIUITMHCKOTO U30CIIHS:

Kona Buaa HaumeHoBaHue Moaesin

165140 1. [Tepexomuuk DAR rubkuii Butoi, aymaa 10
cM, 15M, 15F.

165140 2. Ilepexomank DAR ruGkwuii mpsiMoii, BUTOH,
muHa 15 em, 15M, 15F.

165140 3. [Tepexomuuk DAR rubkuii npsiMoit, BUTOM,
mauHa 15 cm, 22F, 15F.

165140 4. Tlepexomank DAR ruGkwuii BuToi, mmvHa 10
cM, yriaooit 90°, 15M, 22M/15F.

165140 5. ITepexoauuk DAR rubkuii Butoi, ammaa 10
cM, yraosoit 120°, 15M, 22M/15F.

165140 6. I[Tepexomuuk DAR ruGkuii Butoi, aymmaa 10
cM, yriosoit 120°, 22F, 22M/15F.

165140 7. Iepexomauk DAR ruGkwuii BuTOM, 1ymHa 15
cM, yriaooit 90°, 22F, 22M/15F.

165140 8. ITepexomuuk DAR rubkuii BuTOH, AmuHa 15
cM, yriaooit 90°, 15M, 22M/15F.

165140 9. ITepexomuuk DAR rubkwuii BuTOM, 1ymuHa 15
cM, yraosoit 120°, 15M, 22M/15F.

165140 10. ITepexogauk DAR rubkwuit BuTOM, MiuHa 15
cM, yriaosoit 120°, 22F ,22M/15F.

165140 11. Tlepexogauk DAR rubkuit BUTOM, 11mHa 5
CM, JIByXIIOBOPOTHBI yriosoi 90°, 15M,
22M/15F.

165140 12. Tlepexomauk DAR rubkwuii Butoit, miuaa 10
CM, JIByXIIOBOPOTHBI! yriioBoit 90°, 15M,
22M/15F.

165140 13. Ilepexoguuk DAR rubkuit Butoi, nimuna 10
CM, JIBYXIIOBOPOTHBIH yrioBou 90°, 22F,
22M/15F.

165140 14. Tlepexogauk DAR rubkwuit BuTOM, niuHa 15
CM, JIByXIIOBOPOTHBIN yrioBoit 90°, 22F,
22M/15F.

165140 15. Iepexomauk DAR rubkwuii Buto, niouaa 15

CM, IBYXITOBOPOTHBIH yrioBoi 90°, 15M,
22M/15F.




165140

16. Kpernnenue karerepa DAR Pacmmpsiemoe
rodpupoBaHHoe, aiuHa 7/16 cM ipsimoe 15M,
15F.

165140

17. Kpennenue katerepa DAR Pacmmpsiemoe

roppupoBanHoe, anuHa 7/16 cm npsimoe 22F, 15F.

165140

18. Kpennenue xaterepa DAR Pacmmpsemoe
rogpupoBanHoe, aiauHa 7/16 cm yriaosoe 15M,
22M/15F.

165140

19. Kpemnnenue karerepa DAR Pacmmpsiemoe
ropupoBannoe, ;ymHa 7/16 cm yrinosoe 22F,
22M/15F.

165140

20. Kpennenue karerepa DAR Pacmupsiemoe

roppupoBanHoe, aiauHa 7/16 cm 90° yrnosoe
15M, 22M/15F.

165140

21. Kpemienue karerepa DAR Pacmmpsemoe
ropupoBannoe, ;ymHa 7/16 cm 120° yrioosoe
15M, 22M/15F.

165140

22. Kpenienue katerepa DAR Pacmmpsiemoe
ropupoBannoe, mmHa 7/16 cm 120° yrinosoe
22F, 22M/15F.

165140

23. Kpennenue katerepa DAR Pacmupsiemoe
ro¢pupoBaHHoe, AIHHA 7/16 ¢M IBYXITOBOPOTHOE
90° yrnosoe 22F, 22M/15F.

165140

24. Kpemienue karerepa DAR, BuToe nopt asns
otbopa nmpo6 CO2, nunHa 10 cMm, 15M, 22M/15F.

165140

25. Kpemienue katerepa DAR, BuToe nopr ass
otbopa nmpo6 CO2, nuHa 15 cm, 22F, 22M/15F.

165140

26. Kpemienue karerepa DAR Pacmmpsemoe
ropupoBaHHOe, ¢ TOPTOM It OTOOpaA MPod
CO2, nmuna 7/16 cm, 15M, 22M/15F.

165140

27. Kpennenue karerepa DAR Pacmmpsiemoe
roppupoBaHHOE, C IIOPTOM JIJIsi 0TOOpa MPoo
CO2, nnuna 7/16 cm, 22F, 22M/15F.

Brinncka chopmupoBana Ha opunraabHoM caiite depepanbHON ClTyKObI 10 HaA30py B cdepe

3npaBooxpaHeHus B cetu MHTepHeT: https://roszdravnadzor.gov.ru/.



https://roszdravnadzor.gov.ru/

JAOKYMEHT TTOAIIMCAH
OJIEKTPOHHOU ITOAITNCBIO

Cepruduxar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A

Komy seinan: ®EJEPAJIBHAS CJYKBA 110 HAZI3OPY B COEPE 3JIPABOOXPAHEHUSA

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




