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

HU3r0TOBJIEHHE MeIUIIUHCKUX U3/1eJIUii, 10 cocTOosTHUIO Ha 14:43 26.12.2025 1.

(cdopmupoBana Ha uHTEpHET-TIOpTaie Poc3apaBHam30pa)
1. YHukanbHbIM HOMEpP peecTpoBoii 3anucu: 194034;

2. Peructpanmonusiii Homep Menuiuackoro m3aenus: P3H 2022/17915 (EPYJI - 1°004-00110-
00/02928941);

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

4. CpoK IeCTBUS pETUCTPALIMOHHOTO YAOCTOBEPEHUA: beccpouHo;

5. HaumeHoBaHME MEIUIIMHCKOTO U3senus: Marepuan moBHbIH Polysorb oqHoXUIBHBII
paccachIBarOLIUKCA MJIETEHBIH, C TOKPBITUEM, CMEHHBIM KOMILUIEKT. B BApHaHTaX UCIIOJTHEHUS:

1. Marepuan moBHbIN Polysorb oTHOXWIBHBIN PacCACHIBAIOIIUNCS, TIJICTEHBIN, C TOKPHITHEM,
CMEHHBIN KOMIUIEKT, (hrosieToBsIi (violet), MeTpudeckuii pazmep (ycrmoBHBIH HoMep): 3,5 (0); anmuHa
Hutu: 7" (18 cm), omHa urna quamerpom: 0,85-0,88 MM, IMHON: 9 MM, C KPYTJIBIM ITONIEPEUHBIM
cedyeHueM, Kouoras, 1/18 okpyKHOCTH, B COCTaBE C MHCTPYKITUEH IO MPUMEHEHHUIO.

2. Marepuan moBHbIi Polysorb oqHOXXUIBHBIN paccackIBalONINicCs, TNIETEHBIH, C TIOKPHITHEM,
CMEHHBIN KOMILIEKT, (hroeToBbId (violet), MeTpuueckuii pazmep (yciaoBHbIM HOMep): 3 (2-0); nnuHa
HutH: 7" (18 cm), ogna urna auamerpom: 0,85-0,88 Mm, UIHHOI: 9 MM, ¢ KpYTJIBIM ONEPEUHBIM
cedeHueM, Komwomas, 1/18 okpyKHOCTH, B COCTaBE C HHCTPYKIIHEH 10 MPUMEHEHHUIO.

3. Marepuain moBHbIi Polysorb oTHOXMIIBHBIN paccachIBAIOITUICS, TUIETCHBIN, C TTIOKPBHITHEM,
CMEHHBIN KOMIUIEKT, (hroseToBsli (violet), MeTpuueckuii pazmep (ycinoBHbI HoMmep): 3,5 (0); anuHa
HutH: 48" (120 cMm), ogna urna guamerpom: 0,85-0,88 MM, IIHHON: 9 MM, C KPYTJIBIM MOTIEPEYHBIM
cedeHueM, Kowomas, 1/18 okpyKHOCTH, B COCTaBE C HHCTPYKIIMEH 110 MPUMEHEHHIO.

4. Matepwuan moBHbIH Polysorb oHOXWIBHBIN paccachIBAIOIIUIACS, TUIETECHBIN, C IIOKPBITHEM,
CMEHHBIN KOMIUIEKT, (hroseToBslii (violet), MeTpudeckuii pazmep (ycrmoBHbIA HOMep): 3 (2-0); anuHa
Hutu: 48" (120 cm), ogHa urna auametpom: 0,85-0,88 MM, m1uHOM: 9 MM, C KPYTIIBIM MOMIEPEIHBIM
ceveHneM, Koomas, 1/18 oKkpy»KHOCTH, B COCTaBE C HHCTPYKIIMCH IO IMPUMEHEHHUIO.

5. Marepuan moBHbIN Polysorb ogHOXUIBHBIN paccachIBalOUINICS, INIETEHBIH, C TOKPHITHEM,

CMEHHBIN KOMIUIEKT, (hroseToBbId (violet), MeTpuueckuii pazmep (yciaoBHbIN HOMep): 2 (3-0); nnnHa



Hut: 7" (18 cm), ogna urna guamerpom: 0,85-0,88 Mm, THHOI: 9 MM, ¢ KPYTIIBIM MOTIEPEYHBIM
cedeHueM, Komomas, 1/18 okpy»KHOCTH, B COCTaBE C HHCTPYKIIHEH 10 MPUMEHEHHIO.

6. Marepuan moBHbII Polysorb oTHOXMIIBHBIN paccachIBAOITUICS, TUIETCHBIN, C TIOKPBHITHEM,
CMEHHBIN KOMIUIEKT, (hroneToBslii (violet), MmeTpuueckuii pazmep (ycinoBHbIA HoMep): 2 (3-0); anuHa
Hutu: 48" (120 cm), ogna urna auamerpom: 0,85-0,88 MM, 1auHOM: 9 MM, C KPYTIIBIM MONEPEYHBIM
cedeHueM, Komwomas, 1/18 okpyKHOCTH, B COCTaBE C HHCTPYKIIHEH 10 MPUMEHEHHIO.

7. Marepuain moBHbII Polysorb oTHOXMIIBHBIN paccachIBAOITUICS, TUIETCHBIN, C TTIOKPBHITHEM,
CMEHHBIN KOMIUIEKT, HeoKkpameHHbii (undyed), meTpuueckuii pazmep (ycinoBHbIA HOMED): 2 (3-0);
nnuHa HuTH: 7" (18 cm), oqna urna guamerpom: 0,85-0,88 MM, nauHO: 9 MM, ¢ KpyTJIbIM
MOTIEPEYHBIM CeueHueM, Komoras, 1/18 okpy»XKHOCTH, B COCTaBe ¢ MHCTPYKIUEH 10 TPUMEHEHUIO.
8. Matepwuai moBHBIN Polysorb oHOKHIBHBIN paccachIBAOITUICS, TUIETCHBIN, C TIOKPBHITHEM,
CMEHHBIN KOMIUIEKT, (hroneToBslii (violet), MeTpuueckuii pazmep (ycnoBHbI HoMep): 1,5 (4-0); nuHa
HuTH: 48" (120 c™m), ogna urna guamerpom: 0,85-0,88 MM, IMHOM: 9 MM, C KpyTIJIBIM [TONIEPEUHBIM
cedeHueM, Komwomas, 1/18 okpy»KHOCTH, B COCTaBE C HHCTPYKIIHEH M0 MPUMEHEHHIO.

9. Marepuan moBHbII Polysorb oTHOXMIIBHBIN paccachIBAOITUICS, TUIETCHBIN, C TTIOKPBHITHEM,
CMEHHBIN KOMIUIEKT, (hroseToBslii (violet), MeTpuueckuii pazmep (ycinoBHbIH HoMep): 1,5 (4-0); nuHa
HutH: 7" (18 cm), ogna urna auamerpom: 0,85-0,88 Mm, IHHOI: 9 MM, ¢ KpYTJIBIM ONIEPEYHBIM
cedeHueM, Komwomas, 1/18 okpyKHOCTH, B COCTaBE C HHCTPYKIIHEH 10 MPUMEHEHHIO.

10. Marepuan moBHbIi Polysorb oqHOKUIBHBIN paccachIBaOIIMIACA, TUIETEHBIH, C TOKPHITHEM,
CMEHHBIN KOMIUIEKT, HeoKpameHHbli (undyed), meTpuueckuii pa3mep (ycinoBHbINM HOMED): 1,5 (4-0);
nnuHa HUTH: 7" (18 cm), oqHa urna guametpoM: 0,85-0,88 MM, niauHO: 9 MM, ¢ KpyTJIbIM

HOTIEPEYHBIM CEYeHUEM, KOoromas, 1/18 okpyKHOCTH, B COCTaBe ¢ HHCTPYKIUEH 10 MPUMEHEHHIO.

6. HanmeHnoBaHue opraHu3anui - yrmoJHOMOUYEHHOTO TIPEACTaBUTEINS POU3BOIUTENS (M3TOTOBUTEIIS)
MmeaunuHckoro u3nenns: OBIIIECTBO C OI PAHUYEHHON OTBETCTBEHHOCTBIO
"MEJITPOHUK";

7. MecTo HaXO0XACHHUS OpTraHU3aIHNH - YIIOJTHOMOUYEHHOTO MTPEACTABUTENS TIPOU3BOIUTEIIS
(w3roroBurenst) meauimHackoro m3aenus: 123112, . MOCKBA, BH.TEP.T". MYHULIMITAJIBHBIN
OKPYT IIPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

8. FOpunnyeckuii aapec OpraHu3aIyiy - YIIOTHOMOYEHHOTO TPEICTABUTEIIS TPOU3BOIUTEIS
(w3roroBurenst) meauiuHackoro m3aenus: 123112, . MOCKBA, BH.TEP.T". MYHULIMITAJIBHBIN
OKPYT IIPECHEHCKUI1, HAB IIPECHEHCKAS, /1. 10;

9. HaumeHoBaH#Me OpraHU3aIlUuK - TPOU3BOUTEIIST METUIIMHCKOTO U3ICITUSI MIIA OPraHnu3aI[iu
usrorosutens meauimHckoro m3aenus: Covidien LLC ("KoBumnuen JIJIC");

10. MecTo HaxOKICHHS OPraHU3aIliH - IPOU3BOIUTENSI METUITTHCKOTO M3/ WIIA OPTaHU3AIHH
M3TOTOBUTENS MeTuIIMHCKoro u3aenus: 15 Hampshire Street, Mansfield, MA 02048, USA;

11. FOpunuyeckuii anpec opraHu3alyy - MPOU3BOIUTENS METUITMTHCKOTO U3/ICTHUS HIIM OPTaHU3aIHH
M3TOTOBUTENSI MeauIHCKOTO M3nenust: 15 Hampshire Street, Mansfield, MA 02048, USA;



12. Ctpana opraHu3amyu - MPOU3BOIUTENS] MEAUIIMHCKOTO U3ICTUS WU OPTaHU3alUH - U3TOTOBUTEIIS
MeaunuHckoro u3naenusa: CoequaeHnbie 1ITaThr;

13. OKII/OKII/J2: 21.20.24.120;

14. Kinacc moTeHIIMAIBHOTO pHUCKa MPUMEHEHHS MEAUITMHCKOTO U3/IeNHs B COOTBETCTBUH C
HOMEHKJIaTypHOU KiaccuuKanue MeIUIIMHCKIX U3IENHi, yTBepkKaaeMoil MUHHUCTEPCTBOM

3apaBooxpanenus Poccuiickoit deneparuu: 3;

15. HazHauenne MEIUIMHCKOTO U3/IETMs, YCTAHOBJICHHOE MPOU3BOIUTENIeM: MaTepuran OBHbBIN
Polysorb nmokaszan k mpuMEHEHHIO 7S YITUBAHUS MATKUX TKaHEH WM JIUTUPOBAHUS B

O TaILMOXUPYPIUU, HO HE B CEPJCUHO-COCYIUCTON XUPYPrUU U HEHPOXUPYPrUM.;

16. Bun MeIuIIMHCKOTO M3/ENIHsI B COOTBETCTBHH ¢ HOMEHKJIATYPHOU KJTacCH(PUKAIMEH METUIIMHCKUX
U3JIeNNH, yTBepkK1aeMoil MuHucrepcTBoM 3apaBooxpanenus Poccuiickoit @denepanuu: 169980;

17. Anpec mecTta MPOM3BOACTBA MIIM H3TOTOBJICHUS MenuIHCKoro m3aenus: 1. Covidien, 60
Middletown Avenue, North Haven CT 06473, USA. 2. Covidien (U.S.S.C. Puerto Rico, Inc.),
Building 911-67, Sabanetas Industrial Park, 00731 Ponce, Puerto Rico, USA. 3. Covidien (Davis &
Geck Caribe, Ltd.), Zona Franca de San Isidro, Carretera San Isidro Km 17, Santo Domingo,

Dominican Republic;

18. CBeneHMs 0 B3aMMO3aMEHSIEMBIX MEIUITMHCKAX U3ACTHIX: |

19. Moaean MEOUIINHCKOTO U3AEITHI;

Koa Buga HaumenoBanue Mmojaeu

169980 10. Matepuan moBHbI Polysorb o1HOKMIbHBIN
paccachIBAIOIIMICS, IJIETEHbIN, C TIOKPBITHEM,
CMEHHBIH KOMILUIEKT, HeokpalieHHbIH (undyed),
MeTpuueckuil pasmep (yciaoBHbli HOMep): 1,5 (4-
0); mmuaa HuTH: 77 (18 cM), oHA uria
nuameTtpom: 0,85-0,88 MM, mmuHOI: 9 MM, ¢
KPYIJIBIM MOTIEPEYHBIM CeYeHUEM, Koromas, 1/18
OKPY>KHOCTH, B COCTaBE C MHCTPYKIIUEH 10

MIPUMEHEHHUIO.




169980

9. Marepuan mwoBHbIi Polysorb ogHOXUIIBHBIH
paccachIBalOLIUICS, MIIETECHBIN, C TOKPBHITHUEM,
CMEHHBIN KOMILUIEKT, (hrosieToBBIN (Violet),
MeTpuueckuil pasmep (yciaoBHbIN HOMep): 1,5 (4-
0); nmuaa HuTH: 77 (18 cM), ojtHA UTIIA
nuametrpom: 0,85-0,88 mm, anuHOM: 9 MM, €
KPYTJIBIM MOTIEPEYHBIM CEYCHHEM, Koromas, 1/18
OKPY’KHOCTH, B COCTaBE C HHCTPYKLKEN 1O

IIPUMCHCHHIO.

169980

8. Marepuain moBHbIN Polysorb oHOXMIIbHBIT
paccachIBaOIIMICS, INIETEHBIN, C IIOKPBITHEM,
CMEHHBIN KOMIUIEKT, (roeToBbIH (Vviolet),
MeTpUYeCKU pa3Mep (ycloBHBIN HOMep): 1,5 (4-
0); nnuna HutH: 487 (120 cM), ogHa Urna
nuamerpom: 0,85-0,88 mm, anmuHOM: 9 MM, ¢
KpYTJIBIM TIOTIEPEYHBIM CeUeHHEeM, Kojrtomas, 1/18
OKPYKHOCTH, B COCTaBE C MHCTPYKLHEH O

IIPUMEHEHHUIO.

169980

7. Marepuan moBHbIi Polysorb ogHoXHIBHBIH
paccachIBaONIUICS, IUIETCHBIN, C IIOKPBITHEM,
CMEHHBIN KOMIUIEKT, HeoKpameHHbIH (undyed),
MeTpudeckuil pazmep (yciaoBHbIH HoMep): 2 (3-0);
mHa HUTH: 77 (18 cM), oJTHA UTJIa TUaMeTpPOM:
0,85-0,88 MM, IITMHOM: 9 MM, C KPYTJIbIM
MOTIEPEYHBIM CeueHueM, Komtomas, 1/18
OKPYKHOCTH, B COCTaBE C MHCTPYKIIHUEH TI0

MIPUMEHEHHUIO.

169980

6. Matepuan mwoBHbIi Polysorb ogHOXUIIBHBIH
paccachIBAIOIIUNCS, TIJICTEHBIH, C TTOKPHITHEM,
CMEHHBIH KOMILUIEKT, (hrosieToBbIN (Violet),
MeTpuuyeckuil pasmep (yciaoBHbIN HOMep): 2 (3-0);
nHa HUTH: 487 (120 cM), o/1Ha UTTa THaMeTPOM:
0,85-0,88 MM, JUIMHOM: 9 MM, C KPYTJIbIM
MOTICPEYHBIM CeUeHUEM, Kotomasi, 1/18
OKPYXHOCTH, B COCTaBE ¢ HHCTPYKIIHEH 110

IIPUMCHCHHIO.




169980

5. Marepuain moBHsbIi Polysorb onnoxunbHbIN
paccachIBAIOIIUNCS, TIJICTEHBIH, C TTOKPHITHEM,
CMEHHBIN KOMILUIEKT, (hrosieToBBIN (Violet),
MeTpuuyeckuil pasmep (yciaoBHbIN HOMep): 2 (3-0);
nHa HUTH: 77 (18 cM), oJTHa WTIIa TUaMeTpOM:
0,85-0,88 MM, JUIMHOM: 9 MM, C KPYTJIbIM
MOTICPEYHBIM CeUeHHEM, Koromasi, 1/18
OKPYXHOCTH, B COCTaBE ¢ MHCTPYKIIHEH 110

IIPUMCHCHHIO.

169980

4. Marepuan moBHbIH Polysorb omHOXUIBHBIH
paccachIBaOIIMICS, INIETEHBIN, C IIOKPBITHEM,
CMEHHBIN KOMIUIEKT, (roeToBbIH (Vviolet),
MeTpuiecKuid pazmep (ycioBHBII HoMep): 3 (2-0);
muHa HUTH: 487 (120 cM), oJfHa WTTa TUaMETPOM:
0,85-0,88 MM, JUIMHOMN: 9 MM, C KPYTJIBIM
MONIEPEYHBIM CEYCHUEM, Koutroras, 1/18
OKPYKHOCTH, B COCTaBE C MHCTPYKLHEH O

IIPUMEHEHHUIO.

169980

3. Marepuan moBHsli Polysorb ogHOXUIBHBIH
paccachIBaONIUICS, IUIETCHBIN, C IIOKPBITHEM,
CMEHHBIN KOMIUICKT, (GHoIeTOBbIH (Violet),
MeTpuueckuit pazmep (yciaoBHbINH HoMep): 3,5 (0);
mHa HuTH: 487 (120 cM), o/iHa UIIa TUaMETPOM:
0,85-0,88 MM, IITMHOM: 9 MM, C KPYTJIbIM
MOTIEPEYHBIM CeueHueM, Komtomas, 1/18
OKPY>KHOCTH, B COCTaBE C MHCTPYKIIUEH 10

MIPUMEHEHHUIO.

169980

2. Marepuan moBHbIN Polysorb ogHOXUIBHBIH
paccachIBAIOIIUNCS, TIJICTEHBIH, C TTOKPHITHEM,
CMEHHBIH KOMILUIEKT, (hrosieToBbIN (Violet),
MeTpuuyecKuil pasmep (yciaoBHbIN HOMep): 3 (2-0);
nHa HUTH: 77 (18 cM), oJTHa UTIIa THaMeTpPOM:
0,85-0,88 MM, JUIMHOM: 9 MM, C KPYTJIbIM
MOTICPEYHBIM CeUeHUEM, Kotomasi, 1/18
OKPYXHOCTH, B COCTaBE ¢ HHCTPYKIIHEH 110

IIPUMCHCHHIO.




169980 1. Matepuan moBHbIN Polysorb ogHOXUIIBHBIM
paccachIBalOLIUICS, MIIETECHBIN, C TOKPBHITHUEM,
CMEHHBIN KOMILUIEKT, (hrosieToBBIN (Violet),
MeTpuueckuil pasmep (yciaoBHbIN HOMep): 3,5 (0);
nHa HUTH: 77 (18 cM), oJTHa WTIIa TUaMeTpOM:
0,85-0,88 MM, JUIMHOM: 9 MM, C KPYTJIbIM
MOTICPEYHBIM CeUeHHEM, Koromasi, 1/18
OKPYXHOCTH, B COCTaBE ¢ MHCTPYKIIHEH 110

IIPUMCHCHHIO.

Brinucka copmupoBana Ha odunnansHoM caiite DenepanbHOii Cityk0bI O HAA30pY B chepe
3npaBooxpaHeHus B cetu MHTepHeT: https://roszdravnadzor.gov.ru/.

JOKYMEHT ITOIITUCAH
SJIEKTPOHHOM ITOAIUCHIO

Cepruduxar: F671E30B77AF3D7D9A51F071091F24FAC690FB4A

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

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



https://roszdravnadzor.gov.ru/

