®ENEPAJILHAS CNYXXBA MO HAZ3OPY B COEPE 3[1PABO0OSLLAHEHUS
(KOC3PABHAJI30P)

HA MEOVNUWNHCKOE U3OENNE

oT 01 peBpansa 2018 roga Ne PC3 2011/10132 T
Ha meanunHckoe nsgenve

NncTpyMeHrbl XMpypruyeckune clumBaroLne ¢ kKaccetaMm 1 cmenmnbl LU 6piiamm

ANA OTKPbITbIX WU 3HAOCKOMMYECKNUX OMNepaTUBHbLIX BMeLLaTeNbCTB

HacTosLee pernctpaloHHoe YA0CTOBEPEHWE BbLLAHO
"KosugueH ne", CLUA,
Govidien Lie, 15 Hampshire Street, Mansfield, MA 02048, USA

lNponssoantens
” KoBiiAueH IinC", CLWA,
Covidien Lie, 15 Hampshire Street, Mansfield, MA 02048, USA

MecTo Npov3BOACTBA MEAULMHCKOTO U3Lenns N
CM.MPUNIOXeEHNE

Homep pernctpaymoHHoro gocee Ne PL1-20525/64762 ot 26.12.2017
Buna meanMUMHCKOro U3aenns CM. NpUNoXXeHune
Knacc noTeHumansHOro prcka npyMeHeHns MeanUMHCKOro nsgenvs 3

Kog O6LiepoccuiAickoro Knaccugukaropa npoayKuum no Buaam 3KOHOMUYECKOM
fedtenbHoctn 32.50.13.190

HacTosllee perucTpauyoHHoe YA0CTOBEPEHUE MMEET NPUOXKEHME Ha 1 ncTe

npukasom Poe3sgpasHagsopa ot 01 deBpans 2018 rofa Ne 493
[0NYLLEHO K 06paLleHnto Ha TeppuTopunn Poccuinickoi deaep

3amecTuTeNb pyKoBoauTens defepansHOii CnyXobl
Mo Haf30py B cthepe 34PaBOOXPaHEHNS :0B

0037LU



OELEPASIBHASA CYXXBA MO HAL3OPY B COEPE 3,£|,PABOOXPAI/IEHI/IFI
(POe3PABHA/30P)

NMPUJTOXEHNE

HA MEOVUVNHCKOE N3SAEJTUE

ot 01 peBpansg 2018 roga  Ne P C3 2011/10132
Nuet 1

Ha meanuymHcKoe nsgenue

VHCTPYMEHTbI XUpypruyeckue CLUMBaKOLLNE C KacCeTaMM U CMEHHbIMW 6paHLLamun ans
OTKPbITbIX U 3HLOCKOMNYECKNX OMepaTUBHbIX BMeLLaTe/IbCTB:

1. VIHCTPYMEHTbI 4151 HA/IOXXEeHUA HUTOYHOTO LWBa Purstring (Bug 262160), ASP 50

(Bng 262170), Endo Stitch (Bng 282710), SILS Stitch (Bug 282710), (Bng 282960),
Surgiwip (Bng 105190), Endo Slide (Bug 262110), Endo Close (Bng 282970).

2. 'HCTpYMEHTbI NpAMble U U30THYTbIE 415 HAIOXKEHUS LMPKYNSpHOro &aeTomosa EEA
(sng 329200), Premium Plus CEEA (Bug 313410), DST Series EEA (Bug 248160), DST
Series EEA XL (Bug 329200), DST Series EEA Orvil (Bug 329200), ValtrBc (Bug 329200).
3. IHCTpyMeHTbI clumBatoLme nuHeiHble: GIA (Bug 329820>, SGIA (sug 313220), GIA
Premium (sug 329820), Poly GIA 75 (eng 313220), TA (Bng 31299C0y TA Premium

(g 312990), TA 90 BN (Bng 312990), Rotibulator (Bug 313220), Muitffire'fi™  GIA
(sng 313220), Endo GIA Universal (Bug 313220), GIA Universal (Bug 313:220), Endo GIA
Universal XL (sng 313220), Endo GIA Ultra Universal (Bug 313220), Prettiit®i POLY CS-
57 (Bug 313220), Roticulator 55 Poly (Bug 313220).

4. VIHCTpYMeHTbI Ans HanoxeHns koxHoro wea Signet (Buapl 313000, 312990), Royal
(suabl 313000, 312990), SFS (Bnabl 313000, 312990), Appose ULC (BnabiT 13000,312990),
Multifire Premium (Bug 313000, 312990), DFS (Buabl 313000, 312990).

5. IHCTpyMeHTbI Ans HanoxeHust kamnc Premium Snrgiclip (Bing 182230), Premium
Surgiclip M (8na 182230), Poly Surgiclip (sug 182230), Endo Clip (1 313220), Endo Clip
Il (eng 313220), Endo Clip LW (8Bng 313220), Acuclip (sug 182230), Laprocl|fMultiple
(Bng 313220), Endo Clip Multapplier (g 313220) 1 cMeHHble 6paarum Endo Clip
Multapplier, LDS, LDS-2.

6. MHCTpyMeHTbI aHAorepHuocTennepsl Multifire Endo Hernia (sng 313220),; Endo Universal
(Bng 313220), Tacker (Bug 313220), Multifire VersaTack (Bug 313220), PioTack

(Bng 313220), Absorba Tack (Bug 313220), Stat Tack (Bug 313220), LClip (uma 107760).

7. VIHCTpYMeHTbI ANS YaIeHUA CLUMBAKOLLMX CKpenok Premium extractor (Bug 181410),
Appose (sng 181410).

MecTo npoun3soAcTBa:

1 Covidien, 60 Middletown Avenue, North Haven, CT 06473, USA.

2. Covidien, (U.S.S.C. Puerto Rico, Inc.), Building 911-67, Sabanetag """~~~ Ponce,
PR 00731, Puerto Rico, USA.

3. Covidien (Davis & Geek Caribe, Ltd.), Zona Franca De San )

Kml7, Santo Domingo, Dominican Republic. aSsi

4. Covidien, Boulevard Insurgentes, 19030 Libriamento, 22225 piM n~*""~Apd£c

5. Covidien Medical Products (Shanghai) Manufacturing

3amecTtutens pykosogutens ®enepanbHon Cnyxobl r
no Haf3opy B chepe 34paBOOXPaHEHNSA 1B/IIOKOB
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(poe3snPABHAA30p)
NPNJTOXEHNE

HA MEAVLUMHCKOE U3AENUNEA

oT 01 dpeBpansg 2018 roga Ne PC3 2011/10132
Nnct 2

Road, 201114 Shanghai, People’s Republic of China.

6. Soffadim Production, 116 Avenue du Formans, Trevoxix, 01600, France.

7. Covidien Deutschland GmbH, Gewerbepark 1, 93333 Neustadt/Donatu, Germany.

8. Celestica de Monterrey S.A. de C.V., Cdl6 Octava #102, Parque Industrial Monterrey,
Apodaca, Nuevo Leon, 66600, Mexico.

3amecTuTens pykosoautens denepansHoi Cnyxobl
no HaA30py B chepe 34paBOOXpPaHEHNS aB/THOKO»
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