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OEAEPAABHAS CAVIKBA TTO HAA3OPY B COEPE 3APABOOXPAHEHWUA
(POCSAPABHAASOP) ,

PEFHCTPAHHOHHOE Y,ZIOCTOBEPEHHE
HA MEAULIMHCKROE U3 AEJIUE
or 20 aBrycra 2020 roxza  Ne P3H 2020/9610

Ha mMemmmnackoe n3nenne
OanopazoBblii NHPKYASPHBIH cTeIIep EEAT“ Auto SutureTM ¢ 'rexuo.momeu e
DST Series™ :

HacTosniee perncTpauuoHH0e yA0CTOBEPEHHE BBIIAHO

Ob6mecTBO ¢ 0OrpannYenHoit oTBeTcTBeHHOCTLIO "MeaTponuk"

(OO0 "Mearponuk), Poccus, 123112, Mocm;a, [Ipecnenckas naﬁ D) & 10
31. 9, noment. IT1, kom. 41 : :

IlpousBoauTess
"Kosuauen JUIC", CHIA,
Covidien LL.C, 15 Hampshire Street, Mansfield, MA 02048, USA

Mecto INIPOU3BOJICTBA MCJIMITUHCKOI'O U3/ICJTU S
CML.IIPH/IOZKECHUEC

Howmep perucrpauuontoro gocse Ne P/1-35413/57586 ot 12.08.2020
KJace noTeHMansHoro pucka npuMeHeHs MeIMIIMHCKOT0 n3enus 20

Ko Obuiepoccuiickoro kiaccnpukaropa npoayKiHu Mo BUaM IKOHOMHYUECKOM
JesrensHoctr 32.50.13.190 :

Hacrosimee perucTpaidoHHOe YAOCTOBEpEHUE HMECT npnnoxceﬂne Ha 2‘ JIMCTAX

npukazom Pocspasnazizopa ot 20 asrycra 2020 roja Ney 0%, Y4
Y g s )
JIOTYIIEHO K 0OpailieHuio Ha Tepprtopnn Poceniickoit deRgpat

3amecrureab pykoBoauTest OegepaabHoi ciyKob!
10 HA/30py B chepe 3ApaBooXpaneHus
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DEAEPAABHAS CAVKEA 10 HAA3OPY B COEPE wABOGXPAHEHMﬂ '

(POC3APABHAA3OP)
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MPUJIOKEHHE

R PETHCTPALLUOHHOMY YAOCTOBEPEHH!O
HA MEAHWLIMHCROE U3JEJIUE |

or 20 aBrycra 2020 roza  Ne P3H 2020/9610

'
-

Ha meanumuckoe w3enme

Oanopazoswiii unpkyaspueii crenaep EEA™ Auto Suture™ ¢ TexnosorMeil
DST Series™:

B BADHAHTAX HCMONHEHUS:

1. Oanopazossiii uupkyspabii creniep EEA™ Auto Suture™ ¢ texnonorueit DST
Series™ 21 mm - 4,8 Mm.

2. OnmopazoBsiii wapKysspHeii cremiep EEA™ Auto Suture™ ¢ texnonorueit DST
Series™ 21 mMm -3,5 mm.

3. Oymopasorssit mupkysiprbii cremiep EEA™ Auto Suture™ ¢ rexnonorueit DST
Series™ 25 mm - 4.8 mm.

4. Onmopasossii tmpkysapusit cremiep EEA™ Auto Suture™ ¢ Texuonoruei DST

Series'™ 25 MM -3.5 MM,

5. OnHopazoBeii mupkyspubii cremiep EEA™ Auto Suture™ ¢ Texnosnorneit DST

Series'™ 28 mm - 4.8 Mm.

6. Onsopa3osstii pkyspubiii cremep EEA™ Auto Suture™ ¢ texuonorneii DST
Series™ 28 mm -3.5 MMm.

7. Oanopazossiii uupkysprbiii creniep EEA™ Auto Suture™ ¢ texnonorneit DST
Series™ 31 mMm - 4,8 mm.

8. Ozopazoewiit pkyaspusiit cremiep EEA™ Auto Suture™ ¢ rexuonorneit DST
Series'™ 33 mm - 4.8 MMm.

9. Oanopazossiit wpkyisipubii cremnep EEA™ Auto Suture™ ¢ texnonorueit DST
Series'™ 21 mm - 4,8 mm XL.

10. Omnopasosbiii uupkyapusii creniep EEA™ Auto Suture™ ¢ rexsonorueit DST

Series™ 21 mm - 3,5 mm XL.

11. Onnopaszossiii uupkyaspasii creriep EEA™ Auto Suture™ ¢ rexunonorneii DST
P PKYJISp

Series'™ 25 mm - 4.8 mm XL.

12, Ozmopazosbii nupkyasapubiii creniep EEA™ Auto Suture™ ¢ texuonorueit DST

Series'™ 25 mm - 3.5 mm XL
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13. Oauopazossiit iupkyasipubii cremiep EEA™ Auto Suture, CAEN _orueﬁ DST }i |
Series'™ 28 mm - 4,8 mm XL, ‘\sf"’ 03y 'l/-
14. Oanopasossiit upkysipusiit cremiep EEA™ Auto Sy p é X DST (¢
Series™ 28 mm - 3.5 mm XL. go & SNg =L ;‘}”i
15. Oanopazossiil twapkyaspusii crerep EEA™ Auto Suture @5 aexuonorieiiDS T T
Series™ 31 mm - 4,8 mm XL, | A * 43 D=

16. Omopasossiit uupkyspasii crerep EEA™ Auto Swqurel™ ¢
Series™ 33 mm - 4.8 mm XL. AN
Jamecturean pykosoanreasn Oeepanbuoii caymin
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MPUNOIKEHHE
K PETHCTPALIMOHHOMY YZI0CTOBEPEHMIO
HA MEAWLIMHCKOE U3EJIUE

ot 20 asrycra 2020 rosa Ne P3H 2020/9610
JIner 2

Mecto npoussoactsa:

1. Covidien (U.S.S.C. Puerto Rico, Inc.), Building 911-67, Sabanetas Industrial Park,
Ponce PR 00731, USA.

ii—gfoxidien. 60 Middletown Avenue, North Haven, CT 06473, USA.
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AEKJTAPATAA O COOTBETCTBHU

O6mecTro ¢ orpaAmdcKENeil oYBeTcTBeHHscTsI0 "Menrpornk' s 000 "Menrpouk
(HAFMCHOBRHEY UPriLHIsIGEII IR AMITIA, 1, OTYCCTRO HEANBHIYUIL HOrO [IPC/NPAHMATENS, (INIHARUINY RCR/IPMLAI COOTIRTETNIN
Mesxpaitorias FECIeKWS PenepansEoi Aaorosol cyxber Ne 46 1o T Mocxse , 30.01.2008
CRENCHIA O PETTIeTPRITHN DOTRHIMALMNT Wit HIRBRAPMIEHCD TIPEATTPH ELAINY ST
QTUPH 1087746137247
(NATNENOBIHKEE PEFICIPIPYIOEID OPTAMN, DATA pETHETRATNN, POrTICTRALIIOR E noMen)
Anpec: 123112, r. Mackpa, TipecHenckas HaG., 1. 10, 51.9, nod.[11, kom. 41, resedon: +7 {495} 580-73-77,
taxe: +7 {(495) 580-73-78 '

{anpec, TancGon, gure)
Bruuue TesepamHOro appektopa Mnscynosoil BErxensl BHKTOPORHEL
{TOMKROCTE, HEVHNIL, 1M, OTRECTIO PYKOBOATEIN OPFaHYIFALLIN, O IMEHH OTOPOH NPHHIMIETES ACKNAPAHA)
3asBIAeT, YIO Onmopasassiil napKyaspebii erentep EEA™ Auto Suture™ ¢ rexnonorneit
DST Series™

(aArtMer0aANEE, T, BIAPKA TpOMyRE (yEayrlt), o KOTOPYIO PACIPOCTIHALTCA JIIADILA)

op, OXTTA2 32.50.13.190 Kog TH B3 9018 90 840 8
ko O 005-93 n (s} TH BRI CHT wnn OK 002-33 (OK Y1), cococtinn o cepinfuus BrIycke #nl NApTis

Cenuiiiblil BEOIYCK
[HOMEP NAPTHE, HOAMEPS HINLAUT, PERBIRITH A0rOROPA {KORTpaKTa), BAKIDASAT)

"Kopmuuen Jiae", CIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HUHMELOBAINA 1GTOTORNTEN R, CTPAHEL U T.I0.
coorseTerByet Tpebopammam:  OCT P 50444-92 (Pasza3, 4), 'OCT 19126-2007 (Pasp. 5), 'OCT P KCO
146302017, TOCT 21643-82 (Pasn. 2), POCT P 52770-2016, TOCT 18O 10993-1-2011, 'OCT ISO 10993-
5-2011, TOCT ISO 10993-6-2011, TOCT SO 10993-7-2016, TOCT IS0 10993-9-2015, TOCT ISO 10993-
10-2011, TOCT ISO 10993-11-2011, TOCT ISQ 10993-12-2015

(0503HAYCHIT HOPMATHILLI AOKYMOHTOR, COOTECTCTBIC KOTODAIM NOMTRERILLSHO ol aeknapanctl, ¢ YKAIRIGIEM LYELTOR ITUX HOPMATHIHEIN
JORYMGHTOR, Sanepwanys Thedosaea g Qi mpomyrm (yenyra))

Jleknapamya TPHHSTA HA OCHORAHMM: TIPOTOKONA menbrramudt No 2018-12-14-002 or 14.12.2018 r.,
momonmEeEns 1 or 15.052019 r. k nporokony 2018-12-14-002 or 14,12.2018 r. Y1 TCE 00O
"InexTponTect”, arrakk. Mo RARU21MM45 or 28.012016 r.; TPOTOKONOR TOKGHKOIOTHEECKHX
ACCITE KOBAEHH MEHIMECKOro wanemss Moho 44197 o1 06.12.2018 1., 23842 o1 13.05.2019 1. Jlaboparoprnii
nexrtp 000 "Hentp Korrpona Kazeetea OHIL", arr.axi. Ne POCC RU.0001.21PK75 ar 12.08.2014 1.

PermeTpaunponHoe ynocroseperme defepaneHoli eymOr N0 Hamsopy B Cjepe 3MpPABOOXDAHCHIA
(POC3IPABHA3ZOP) Me P3H 2020/9610 ot 20.08.2020 T

(unioparaUMA 0 AOKYMEHTIN, SEIUIIONIMXCH OOHOATHEN JUTR DMIHATIA JCKIUpIMH)

Hara ipHEuIATEL feknapammy _ 28.08.2020
HH JeHCTBHTETREA 10 28.08.2023

TLaseynona Eacya BuxToposHa
(HHMITHAIE], DAL}

RESRTVIOUKALIN M IEKTAPHPOBAHKS». No RARU.1IMINS

,ﬁ.\ (HAUMCHORBRIIC K AUTRSC OPreHA TG Cep TR,

EE?HEBHHI{H, mom Ne 3, kopryve 1, a1k 3, mmom. 1, xou. 26 Tesehon: +7 (495) 783-42-17
S

APCIHCTINOBARLIE O AERNANATY HO)

A-US.MIM18,8.03326/20 o7 - 28.08.2020 aelicTeyeT Ko 28.08.2023

{NATA PErUCTPA! BN 1§ PECACTPAUNDINRIE HoMED JRKnap M)

A Joro

(ROOTHER, HIHIMASEL, had LA DYROBOMITIA Oprofa 1o captndiaraang




Onropasossii wupKyapEsi cremmep EEA™ Auto Suture™ ¢ rexmonorsedi DST Series™,
B RPAPHAHTAX HCIOMHEHIT!

1. Opuopazoest napKyIpHEtt erennep EEA™ Auto Suture™ ¢ rexmomorueit DST Series™ 21 anv - 4.8
MM.

2. Oguopasossti wrpkynapusii crerzep EEA™ Auto Suture™ ¢ texmonoruei DST Series™ 21 amv -3,5 s
3. Ozmopasossti uapxynapeest crennep EEA™ Auto Suture™ ¢ rexnonorueit DST Series™ 25 v - 4,8
MM.

4. Opropaszossti mapKynsprEi cremiep EEA™ Auto Suture™ ¢ texmonoruel DST Series™ 25 mm -3,5 v,
5. Qaropazosri mmpkynapmeii crennep EEA™ Auto Sutwe™ ¢ Texmonormes DST Series™ 28 v - 4,8
MM.

6. OmEopasonst mupKynapHEit cremrep EEA™ Auto Sutur eT“' o rexponorueit DST Series'™ 28 vovf -3,5 mnt,

7. OxEopa3oBsil DUpPKYIpEED: cTertep EEA™ Auto Suture™ ¢ Texzonorreit DST Series™ 31 mu - 4,8
MM

8. OxEopasorslit mupKyaapEst crermnep EEA™ Auto Suture™ c texmonormeit DST Series™ 33 M - 4,8
M.

9. Onzopasorkrit mupkyIspHbii ereriep EEA™ Auta Suture™ ¢ texmonormeit DST Series™ 21 am - 4,8 v
XL.

10. Ormopasossrit wapKyspHEE creriep EEA™ Auto Suture™ c Texmonoruett DST Series™ 21 mu - 3,5
MM XL.

11, Onwopasoesi wupKynspaeii cremiep EEA™ Auto Suture™ ¢ texnonornest DST Series™ 25 n - 4,8
MM XL,

12. OpEepazosst muprynapusii crennep EEA™ Auto Suture™ ¢ rexuonornei DST Series™ 25 st - 3,5
mu XL,

13. Opmopasorstii wepKy/sipesii cremnep EEA™ Auto Suture™ ¢ texnonorueii DST Serics'™ 28 amv - 4.8
My XL
14, Onrropasorsiil mapkynapasit cremwep EEA™ Aulo Suture™ ¢ Texuonorueis DST Series™ 28 a ~ 3,5
vy XL

15, Ogmopascesit oupkymprLt etemmep EEA™ Auto Suture™ ¢ texsonorueit DST Series™ 31 mu - 4,8
M XL,

16. Ormopasoesit napryasprst crerep EEA™ Auto Suture™ ¢ texmonorneit DST Series™ 33 v - 4,8
MM XL.

Meeto iponsBozCTRa:

1. Covidien (U.S.5.C. Puerto Rico, Inc.), Building 911-67, Sabanetas Industrial Park, Ponce PR 00731, USA.
2. Covidien, 60 Middletown Avenue, North Haven, CT 06473, USA.

Jacynona Enena Buxroposua
' (MHMITHAITBI, (aMEITH)

Crezensg 0.
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