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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUil, Mo cocTosiHuio Ha 14:00 25.12.2025 .

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YaukanbHbIi HOMEpP peecTpoBoii 3anucu: 194039;

2. Peructparnmonusiii Homep meautmackoro u3aenus: P3H 2019/9173 (EPYJI - 1'004-00110-
00/02925734);

3. JlaTta rocy1apcTBEHHOM perucTpaliui MEIUIIMHCKOTO U3/eN1s/BHECEHUS U3MEHEHUH B
MeauIHcKoe n3nenue: 17.12.2025;

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumeHnoBanue MeaunuHckoro uinenus: OnnopasoBoe ycrpoiictBo ProTack Auto Suture mms
¢dukcaruu TKaHel ¢ 30 cupaneBUIHBIME 32KMMaMHU.

6. HanmeHnoBaHue opraHu3alyy - yIoJHOMOUYEHHOTO TIPEICTaBUTEINS POU3BOINUTENS (M3TOTOBUTEIIS)
MenunuHckoro uzaenus: OBIIECTBO C OI'PAHUYEHHOM OTBETCTBEHHOCTbBIO
"MEJITPOHUK";

7. MecTo HaXO0XACHHUS OpTraHU3AIMH - YIIOJTHOMOYEHHOTO MPEACTABUTENS TIPOU3BOIUTEIIS
(m3roToButens) meauimackoro m3aenus: 123112, T MOCKBA, BH.TEP.I". MYHULIMITAJIBHbBIN
OKPYT ITPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

8. FOpuanyeckuii agpec OpraHu3aIiy - YIOTHOMOYEHHOTO TPEICTABUTEIIS TPOU3BOIUTEIS
(m3roToButens) meauimackoro m3aenus: 123112, . MOCKBA, BH.TEP.I". MYHULIMITAJIBHbBIN
OKPYT ITPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

9. HauMeHOBaHWE OpraHU3aIyiy - TPOU3BOIUTEINS METUITMHCKOTO H3/ICIHS WIH OPTaHU3aIuH
usrotoputesst Mmeaunuackoro usnenus: Covidien LLC ("Kounuen JIJIC");,

10. MecTo HaxOKICHHS OPraHU3alNH - POU3BOIUTEISI METUITTHCKOTO H3/ICITUS HIIH OPTaHH3aIHH
W3TOTOBUTENS MeTuITMHCKOro m3aenus: 15 Hampshire Street, Mansfield, MA 02048, USA;

11. FKOpuauyeckuii agpec OpraHu3alyy - IPOU3BOAUTENS METUIIMHCKOTO U3EIINS WK OpTraHu3aIuu



M3TOTOBUTENS MeTuITMHCKOTo m3aenus: 15 Hampshire Street, Mansfield, MA 02048, USA;
12. OKII/OKIT2: 32.50.13.190;

13. Kitacc noTeH1nanbHOro pucKa MPUMEHEHUS! MEIULIMHCKOTO U3/ENINs B COOTBETCTBUU C
HOMEHKJIaTypHOH Kiaccudukanue MeaUIMHCKUX U3JIEIHUH, yTBepkKaaeMoil MUHHUCTEPCTBOM

3npaBooxpanenus Poccuiickoit deneparuu: 20;

14. HaznaueHne MEAMIIMHCKOTO U3/IENINs, YCTAaHOBJIEHHOE Npou3BoanuTeeM: [IpeaHasHadeno s
¢buKcaluy NpOTE3HBIX MAaTEPUAIOB K MATKUM TKaHSM B XOJI€ Pa3IUYHbIX MUHUMAJIbHO UHBA3UBHBIX U

OTKPBITBIX XUPYPTUYECKUX ONepalnii, HapuMep, IpU IPbLKECEUCHHH;

15. Bua MEIUIIMHCKOTO U3/1€Hs B COOTBETCTBUH ¢ HOMEHKJIATYpHOU KiIaccu(uKaei MeIuIUHCKIX
W3AeNHi, yTBepxkaaeMoii MunuctepcTBoM 3apaBooxpanenust Poccuiickoit deneparuu: 313220;

16. Anpec MecTa MpOM3BOJICTBA WU U3rOTOBICHUS MenuiuHcKoro usaenus: Covidien (U.S.S.C.
Puerto Rico, Inc.), Building 911-67, Sabanetas Industrial Park, 00731 Ponce, Puerto Rico, USA;

17. CBezileHHA 0 B3aMMO3aMEHAEMBIX MEIUIIMHCKUX U3IEIHAX: ;

18. Moaean MEOUIINHCKOTO U3ACIIH:

Koa Buga HaumeHoBanue MojaeIun

313220 OnnopazoBoe yctporictBo ProTack Auto Suture
1t pukcanuu TkaHen ¢ 30 cnupanieBUAHBIMA

3a)KUMaMU.

Brimucka Beinana @enepalibHON CiTy»K00# M0 HAa30py B cepe 3ApaBOOXpaHECHUS U HOCUT
MH(POPMALMOHHBINA XapakTep.

JAOKYMEHT TTOAIIMCAH
OJIEKTPOHHOU [TOAITNCBIO

Ceprudukar: F671E30B77AF3D7D9AS51F071091F24FAC690FB4A
Komy Beinan: ®EJEPAJIBHASA CJYKBA 11O HAZ3OPY B COEPE 3IPABOOXPAHEHUA

Jeiicrurenen ¢ 2025-08-18 o 2026-11-11




