2336082
MI/IHI/ICTEpCTBO 34paBoOXpaHeEHNA

Poccuiickoli depepaumnmn

®ENEPANIbHASA CNIY>KBA MO HAL3OPY Cyb6bekTam obpauieHus
B COEPE 3[]PABOOXPAHEHUA MEANLMHCKNX N3Aennil
(POC3PABHA[L30P)
CnaesHckas nn. 4, ctp. 1, Mocksa, 109074 PyKOBO,D'VITeﬂﬂM
Tenedon: (495) 698 45 38; (495) 698 15 74 TepPUTOPUANBHBIX
opraHos Poc3apaBHagsopa
Neo fu -
Ha Ne ot MeaNLVHCKIUM OpraHn3aLmsam

OpraHam ynpaBneHus
06 0T3blBE MEAVILIMHCKOTO U3Aenus 3[paBoOXpaHeHNeM CyObEKTOB
Poccuiickoin ®epsepaunn

depepancHas cnykba no Hagsopy B c(|)epe 3apaBOOXpaHeHUsA cOO6LLAeT, YTO Ha
OCHoBaHUWM WH(|)opmaumn, noctynuswein o1 3A0 «CI3ANOXK», YMNONHOMOYEHHOIO
npeactaBuTeNns MNPoOuM3BOAMTENS MEAULMHCKUX WU3AeNniA, MPOU3BOAMTENEM TMPUHATO
pelleHne O A06POBOILHOM OT3blBE HEKOTOPbIX MapTUidi  MeAULMHCKOro un3fenus
«Knuncoannnukatop xupyprudeckuii Week Hem-o-lok ¢ npuHagnexxHocTaMu»,
npomssoacTea «Tenednekc Meankan WHKopnopentea», CLUA, perucrpayuoHHoe
ypoctoBepeHue oT 05.04.2011 Ne ©C3 2011/09536, CpOK AeiNCTBUSA HE OrpaHUYeH.

MpuynHa oT3bIBa: MO MPUYMHE POCTa MPETEH3UI, CBA3AHHbLIX C HEOOXOAMMOCTLIO
MPUIOXKEHNA YPe3MEepPHOro YCWIMA MNpU  UCMNOMIb30BaHUM U3f4enns, 00YC/IOB/IEHHOrO
BEPOATHLIM HECOOTBETCTBMEM TEXHNYECKUX XapaKTEPUCTUK O4HOT0 U3 ero KOMIMOHEHTOB.
CyuiecTByeT pPUCK BbIMaAeHMA KAUMC W3 annaukatopa, WX MNOBPeXAeHUs un
3aKNMHUBAHNA 3aXKMMOB B MONY3aKPbITOM MOMOXEeHUU. [1py 3TOM MOXET BO3HUKATb
Heob6XoANMMOCTb B MEAULMHCKOM WAN XUPYPrnyeCcKOM BMeLIaTeNbCTBE, a TakKXe B
OTCPOYKe npoueaypbl.

B cnydyae Heo6X0AUMOCTM MONYYeHUS LOMONHUTENbHOW MH(OpMaLUn obpalatbes
B 3A0 «CANAX» (121069, Mocksa, yn. Manas Hukutckas, . 20/9, ctp.2. Ten.: +7(495)
234 3945/46, +7(495) 795 0360/61; dakc: +7(495) 234 3947; E-mail: info@sagemed.ru.

MpunoxeHwne: Ha 6 n. B 13K3.

PykoBoAuTENb M.A. Mypallko
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«Tenethnekc Megukan» (Teleflex Medical)
IDA Business & Technology Park

Dublin Road, Athlone

Westmeath, Ireland (MpnaHgus)

14 okt. 2019 1.
OH+HO- Y\l IIMBH/EOI R BVE B0 AAHCIA
Tvn gencTams OT3bIB NPOAYKL MM
AeHTU(MKALNOHHBIA HOMEP KOMMNaHU EIF-000368
.. N «Tenegneke»
~'-Toprosoe HaMMeHOMHUe n3aenus Knuncoannnukatop xupypruyeckuii WECK*
Auto Endo5® Hem-o-lok aBTOMaTnueckmii
jir'- . Koa uspenus ' i : Homep naptum g
AEO5ML Homepa napTtuii no Kogam m3genuii CM. B
543965 NpuaoXeHuu 2

YBaXKaeMblil K/INEHT.
KomnaHusa «Tenednekc Meaukan» npuHana pelleHne 06 OT3biBe MPOAYKLMUM C YKa3aHHbIMU BbilLe
KOZamun M3Lennin 1 Homepamu NapTuii.

OnwvcaHne npobaembl ¢ ykazaHvem TpebyeMbiX He3ameaMTeNbHbIX Mep

KomnaHua «Tenenekc» OT3blBAeT  HEKOTOpble MapTUM  XUPYPrUYECKMX  aBTOMAaTUYECKMX
KMNcoann/imKkatopoB M3-3a pacTywero yucia »anob Ha Heo6Xo4MMOCTb MPUIOXKEHNUA W3/ULLHETO
yewnma  /*?*/ npu X MCNOMb30BaHWM  W/WNM  3aKUHMBaHWE, 4YTO MOXEeT ObiTb  BbI3BaHO
HEeCOOTBETCTBUEM TEXHUYECKMX XapaKTEPUCTUK OAHOM0 M3 KOMMOHEHTOB U3Aenus. 310 NPUBOAMT K
BbIMAAEHWIO KMMC M3  annavkaropa, WX TMOBPEeXAEHUIO WM 3aK/IMHWBAHUIO 38XKVMMOB B
Nosy3akpbITOM MOMIOXEHUN. B Takmx cnyyvasx MOXeT BO3HUKATb HEe06X0AMMOCTb B MeAULMHCKOM
W XMPYPrMyeckoM BMeLLaTe/bCTBe, a Takke B OTCPOUKE MpoLeaypbl.

CornacHo HawwM 3anucsiM, Bbl NOYYUM NPOAYKLMIO, MOANEXALLYHO OT3bIBY.

B 3aB1CHMOCTM OT TOTO, A€ HaXOAWTCS 3Ta NPOAYKLUMS, NPOCUM Bac NpUAepXnBatbea
cnefyrowero nopsigka AencTBuiA:

MecToHaxoxaeHue npogykumm — Mopsgok genctsmii ~
MeauunHecKne yupexzaeHuns 1
Cknag guctpunbbrotopa 2

Mopagok aenctenin 1 — MeanumMHCKNE yupexaeHus

1, Mbl npocum Bac MNPOBEPWUTL CBOM 3aracbl Ha Ha/MuMe NPOAYKUMKW, KOTopas SB/AETCS
npegmMeToM HaCTOALLEr0 YBEAOMIEHMSI O KOPPEKTMPYHOLWMX AencTBrsAX no 6esonacHoctn (FSCA).
COTPYOHVKN [OO/MKHbl HesamepnuTensHo npekpaTuTh ucnonbsosaHue W PaCnpoCTpaHeHve
[OeeKTHOM NPoayKUMN 1 06ecneunTb ee N30NALMIO.

2. Ecnu cpeom Bawmx 3anacoB MMeeTCs NPOAYKUMS C YKa3aHHbIMU KoAamu U3fenvii 1 HoMepamu
napTuii, OTMETbTE COOTBETCTBYIOLLYIO MO3ULMIO B (lopMe NOATBEPXAEHUS (MPUNOXKEHUE 1) 1
CBSKMTECL CO CNY)XOON NOAAEPKKM KIMEHTOB MO TeneoHy, yKasaHHOMY Hwke. Cnyxba
NOALEPKKM KIMEHTOB BbI4ACT BamM HOMep BO3Bpara. Bnuwmute HOMep Bo3Bpata B



[Me.el1ex>

COOTBETCTBYIOLLEe Mofie (opMbl NOATBEPXAEHUA M He3aMeL/IMTeNbHO OoTnpaebTe (OpMYy B
CNY>XOY NOAAEPXKKM K/TMEHTOB.

3. Ecm cpefgm Bawmx 3anacoB OTCYTCTBYET MNPOAYKUMS C YKa3aHHbIMW KOJamu W3Lenuin u
HOMepaMn MapTuiA, OTMeTbTe COOTBETCTBYIOLLYD MNO3NLMI0O B (DOpMe MOATBEPXAEHUS
(npunoxeHuve 1) 1 nepewnute Gopmy Mo hakcy, HOMeP KOTOPOro yKasaH HuXe, WK OTnpaBbTe
MO YKa3aHHOMY HVXe afpecy 3/EeKTPOHHOIA MOYTbI.

4. Tlocne nonyyeHmsi OTNPAaBMEHHON BaMU AEeMEKTHON NPoAyKUMM KOMMaHua «Tenedneke» (nim
MECTHbIV Aunnep) BbILWAET BaM BO3BPATHYHO HaKNagHYto.

Mopanok aenctenii 2 — Cknag auctpmbbroTopa

1. PacnpoctpaHute 3t0 yBefomseHne FSCA cpeay BCeX CBOMX KIWEHTOB, MOMYYMBLUMX [aHHbIV
NPOAYKT. KaxKabI U3 HUX OO/MKEH 3an0/IHATL (JOPMY NOATBEPXKAEHUS N BEPHYTb €€ BaM.

2. Mbl npocMM Bac MPOBEpPUTL CBOM 3amacbl Ha HaaMume MPOAYKUMM, KoTopasi SBAseTcs
npeaMeTOM HacTOSLLEr0 YBEAOM/IEHUA O KOPPEKTUPYHOLWMX AENCTBMSAX NO 6e3onacHocTH (FSCA).
HesamefMTensHO npekpaTuTe MUCMo/b30BaHWE M pacnpocTpaHeHue AePeKTHOM Npoaykumm n
obecrieubTe ee U30M1AUMI0. BnocneacTBUM Bbl MOXETE BEPHYTb U3bATYHO NMPOAYKLMIO KOMMaHWUK
«Tenepnekc».

3. 3areM Kak AMCTpMOLIOTOP Bbl JO/MKHbI NOATBEPANUTL KOMMaHUW «Tenednekc», YTo BbINOMHWUIN
OMNMCaHHble Bblle KOpPeKTUpyloLwme aeictsus. Mo 3aBeplleHun 3TUX AECTBUIA OTnpaBbTe
3ano/IHEHHY0 (POPMY MOATBEPXKAEHMS B CNYXOY NOAAEPXKKA KITIMEHTOB.

4. CraBMUM Bac B W3BECTHOCTb, YTO YMNO/NHOMOYEHHble OpraHbl BCEX [OCYAapCTB-4/IEHOB
EBponeiickoli 3KOHOMMYeckol 30Hbl (E33) u Leeiuapun, a Takke Typuuu, rage KomnaHus
«Tenegnekc» pacnpocTpaHseT CBOK NPoAyKuMio, 6yayT yBeLoMIeHbl 06 3TOM AelCTBUM caMoii
KOMMaHuen.

5. Ecnm Bbl OTNpaBvAn MNPOAYKT 3a Npegenbl CBOEW CTpaHbl, coobumTe 06 3TOM KOMMaHWM
«Teneneke» no 3MEKTPOHHON MoyTe B OTBETHOM MUCbLME M0 YKa3aHHOMY HWKe afipecy.

6. ECnm Bbl sBNseTecb AMCTPUMOLIOTOPOM W/WNM  HeceTe OTBETCTBEHHOCTb 3a OTYETHOCTb B
E33/LUBeiuapun/Typuun nnm 3a ux npeaenamm, U3BecTUTe MeCTHbIe YNOSTHOMOYEHHbIE OpraHbl
06 aToMm felictBun. Mbl NpocM Bac nepecnarb 3T0 yBeLOM/IEHME W BCHO NePenmncKy ¢ MeCTHbIMU
YNOSIHOMOYEHHbIMW OpraHamy B KOMNaHuo «Tenednekc.

KomnaHus «Tenednekc»

KomnaHua Tenednekc MHPOPMUPYET BCEX CBOWX KIWEHTOB, COTPYAHUKOB W AUCTPUOLIOTOPOB 06
3TOM [elCTBUW, LeNiblo KOTOPOro SBMSETCA BbISB/IEHWE [e(eKTHOW NpoAyKUuMM W ycTpaHeHue
npo6siem Ha MecTax.

PacnpocTpaHeHue yBeoM/IeHUs1 0 Npobneme 6e30MacHOCTM

310 yBEAOMEHNE OOMKHO ObiTb AOBEAEHO [0 CBEAEHUS BCEX TEX, KOTO OHO HeMnoCPeACTBEHHO
3atparvBaeT B Balleil uav N60I Apyrori opraHu3aumu, Kyaa Obiv HanpasfieHbl NOTEHUMaIbHO
JedekTHble n3genus. Mpu paccbisike yBeJOM/IEHUS COCTaBbTe CMMUCOK Nosyyateseid, BKIUYNB B HEro
KOHEUHbIX Mosib30BaTefiell — Bpayeld, CneumasucToB Mo ynpasneHWUo puckamu, npeacraBuTeneit
CNyXO6bl  MOCTaBKU/pacnpoCTpaHeHUs 1 Apyrux  3a[elCTBOBaHHbIX  nu.  lpogoskaiite
MH(POPMUPOBaHME A0 Tex Mop, MOKa B Ballei opraHM3auuyM He OyayT peann3oBaHbl Bce
Heo6X0AUMbIE MEPbI.

KoHTakTHOe nnuo



IfeleFlex™

Ecnv Bam noTpeGyeTcst AOMNOMHUTENbHAS UH(OPMaLWst W NOALepXKKa No 4aHHOMY BOMPOCY,
UCNOMb3yiTe CNefytoLMe KOHTAKTHbIE AaHHbIE:

Otgen 06¢ny>KMBaHUA KIIMEHTOB:
KoHTakTHOE nnuo: WeitH KeHHn (Shane Kenny) TenehoH: +353 090 64608769
®akc: +353 0 14370773 AnektpoHHasa noyta: recalls.intl@teleflex.com

O6pallaem Bawe BHUMaHME Ha TO, 4YTO YMO/HOMOYEHHbIE OpraHbl BCEX [OCYAapCTB-4/IEHOB
EBponeickoil aKoHOMMYeckoi 30Hbl (E33) n LUBeiuapumn, a Takke Typumu, B KOTOpble KOMMaHUA
«Tenediekc» NOCTaBNAeT CBOK MPOAYKLMIO HanpAMyto, Mosiydar YBELOMIEHUA OT CamoM
KomnaHun. KomnaHus «Tenegiekc» CTPEMUTCH MOCTaBMsATb BbICOKOKAYECTBEHHYHD, HaEXHYH U
6e3omacHyt0 NpoAykumio. Mbl NPUHOCMM UCKPEHHME W3BMHEHWS 3a Heyao6CTBa, KOTopble 3To
[elcTBUe MOXET MoB/ieYb 3a CO60i. Ecin y Bac NOSABATCA LOMONHUTE IbHbIE BOMPOCHI, 06paLiaiiTech
K Halemy TOProBOMy NpeAcTaBuTENO B CBOEM PErMOHE UK B CYXXOy NOALEPXKKN KTMEHTOB.

OT MMEHU U NO NOPYUYEHUI KOMMNAaHUN «Tened)neKc»

Magpeiir Xeraptu, BULLe-NPE3NAEHT MEXAYHAPOAHOro oTAena obecneyeHns kadyectsa (Npov3BOACTBO)

Homep kveHTa
MpunoxxeHue
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Code

543965

73J1600836
73J1600837
73K1600114
73K1600115
73K1600290
73K1600515
73K1600814
73L1600097
7311600098
7311600099
7311600100
7311600101
7311600274
7311600275
73L1600276
7311600277
7311600278
7311600279
7311600280
7311600540
7311600792
7311600793
7311600794
7311600795
7311600796
73L1600797
7311600798
73M1600217
73M1600218
73M1600219
73M1600220
73M1600281
73M1600282
73A1700205
73A1700206
73A1700207
73A1700348
73A1700349
73B1700226
73B1700276
73B1700486
73B1700487
73C1700335
73C1700360
73C1700361
73C1700362

73C1700518
73C1700842
73D1700008
73D1700009
73D1700010
73D1700068
73D1700069
73D1700313
73D1700314
73D1700315
73D1700496
73D1700497
73D1700574
73D1700575
73F1700209
73F1700210
73G1700345
73G1700346
73G1700347
73G1700720
73G1700721
73H1700095
73H1700096
73H1700097
73H1700098
73B1800105
73B1800106
7381800188
73B1800189
7381800190
7381800192
73B1800216
73B1800217
73C1800125
73C1800126
73C1800127
73C1800128
73C1800129
73C1800130
73C1800131
73C1800132
7301800013
73D1800014
73D1800015
73D1800016
73D1800017

Lots
7301800018
73D1800019
73D1800020
73D1800558
73D1800559
73D1800560
73D1800561
7301800562
7301800563
7301800564
7301800565
73E1800526
73E1800527
73E1800528
73E1800529
73E1800530
73F1800263
73F1800264
73F1800265
73F1800266
73F1800267
73F1800268
73F1800269
73F1800270
73F1800486
73F1800487
73F1800759
73F1800760
73F1800761
73G1800089
73G1800520
73G1800521
73G1800522
73G1800525
73G1800726
73G1800727
73G1800728
73G1800729
73G1800730
73G1800731
73G1800877
7361800878
73H1800138
73H1800139
73H1800231
73H1800232

73H1800233
73H1800234
73H1800235
73H1800236
73H1800240
73H1800496
73H1800497
73H1800498
73H1800499
73H1800500
73H1800501
73H1800502
73H1800639
73H1800640
73H1800641
73H1800642
73H1800643
73H1800820
73J1800298
73J1800299
73J1800300
731800301
73J1800302
73J1800303
73J1800304
73J1800305
73J1800306
73J1800718
73J1800719
73J1800720
73K1800055
73K1800057
73K1800058
73K1800691
73K1800694
73K1800700
73K1800701
73K1800702
73K1800703
73M1800021
73M1800022

73M 1800023
73M1800024
73M1800025
73A1900662
73A1900663

Appendix 2

73A1900664
73B1900436
73B1900437
7381900438
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Code

AEO5ML

73F1700597
73F1700598
73F1700599
73G1700468
73G1700469
73G1700472
73G1700473
73G1700554
73G1700555
73G1700556
7361700557
73G1700558
73H1700821
73H1700835
73H1700836
73K1700553
73K1700567
73K1700568
73K1700570
73K1700571
73L1700001

73L1700002
73L1700004
73L1700007
7311700023
73L1700107
73L1700108
73L1700189
7311700190
73L1700277
73L1700278
7311700280
7311700281
7311700282

7311700351

73L1700462
7311700463

7311700464
7311700465

73L1700466

73L1700467

73L1700587

73L1700588

73L1700589

73L1700590

73L1700591

73M1700020
73M1700074
73M1700112
73M1700113
73M1700114
73M1700115
73M1700116
73M1700286
73M1700287
73M1700288
73M1700289
73M1700290
73M1700291
73A1800244
73A1800589
73A1800596
73A1800597
73A1800598
73A1800605
73A1800742
73A1800823
73A1800824
73A1800825
73A1800827
73A1800828
73B1800286
7381800287
73B1800288
73B1800289
7381800291
73B1800292
73B1800468
73B1800469
73B1800525
73B1800526
73B1800527
73B1800528
73B1800529
73B1800676
73B1800677
73B1800678
73B1800679
73B1800680
73B1800681
73C1800263
73C1800264

Lots
73C1800265
73C1800266
73C1800267
73C1800268
73C1800515
73C1800516
73C1800517
73C1800578
73C1800627
73C1800628
73C1800629
73C1800630
73C1800631
73C1800632
73C1800633
73D1800209
7301800210
73D1800211
73D1800212
73D1800213
7301800372
7301800373
7301800374
7301800375
7301800376
7301800377
7301800668
73E1800023
73E1800024
73E1800025
73E1800026
73E1800027
73E1800028
73E1800033
73E1800034
73E1800165
73E1800166
73E1800167
73E1800198
7361800199
73E1800200
73E1800201
73E1800202
73E1800203
73E1800204
73E1800325

73E1800326
73E1800327
73E1800328
73E1800329
73E1800330
73E1800331
73E1800332
73E1800333
73E1800334
73E1800764
73E1800765
73E1800766
73E1800767
73E1800768
73E1800769
73E1800770
73E1800771
73E1800772
73F1800091
73F1800092
73F1800093
73F1800094
73F1800095
73F1800096
73F1800097
73F1800098
73F1800099
73F1800407
73F1800408
73F1800409
73F1800410
73F1800411
73F1800412
73F1800586
73F1800587
73F1800588
73F1800589
73F1800590
73F1800591
73F1800675
73F1800727
73F1800728
73F1800729
73F1800730
73F1800731
73F1800732

Appendix 2

73F1800733
73F1800734
73G1800171
73G1800172
73G1800264
73G1800265
73G1800266
73G1800267
73G1800289
73G1800290
73G1800291
73G1800292
73G1800293
73G1800294
73G1800295
73G1800296
73G1800868
73G1800872
73G1800873
73G1800874
73G1800875
73G1800876
73H1800071
73H1800140
73H1800141
73H1800142
73H1800143
73H1800144
73H1800145
73H1800228
73H1800229
73H1800638
73H1800829
73H1800830
73J1800030
73J1800031
73J1800032
73J1800033
731800034
73J1800035
73J1800036
73J1800385
73J1800386
73]1800387
731800388
7311800480
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Code

AEO5ML
(cont.)

731800481
7311800482
7311800483
731800484
731800485
731800486
73J1800487
73]1800488
73J1800716
73J1800717
73K1800059
73K1800060
73K1800062
73K1800063
73K1800064
73K1800065
73K1800132
73K1800133
73K1800134
73K1800336
73K1800337
73K1800338
73K1800339
73K1800340
73K1800341
73K1800342
73K1800894
73K1800895
73K1800896
73K1800897
73K1800898
73K1800899
73K1800900
73K1800901
73K1800902
7311800094
7311800095
7311800096
7311800097
7311800098
7311800099
7311800100
7311800101
7311800102
7311800351
7311800352

7311800353
7311800354
7311800355
7311800356
7311800357
7311800358
7311800359
7311800541
7311800542
7311800543
7311800544
7311800545
7311800546
7311800547
7311800549
7311800550
7311800728
73L1800729
7311800731
7311800732
73L1800733
7311800734
7311800735
7311800736
73M1800226
73M1800227
73M1800228
73M1800229
73M1800266
73M1800267
73M1800268
73M1800269
73M1800270
73M1800271
73M1800272
73M1800273
73M1800474
73A1900032
73A1900033
73A1900041
73A1900042
73A1900043
73A1900044
73A1900045
73A1900046
73A1900047

Lots
73A1900048
73A1900049
73A1900233
73A1900234
73A1900235
73A1900236
73A1900237
73A1900238
73A1900239
73A1900240
73A1900241
73A1900431
73A1900432
73A1900433
73A1900434
73A1900435
73A1900436
73A1900437
73A1900438
73A1900439
73A1900656
73A1900657
73A1900658
73A1900659
73A1900660
73A1900661
73A1900869
73A1900870
73A1900871
73A1900872
73A1900873
73A1900874
73A1900875
7381900050
73B1900051
73B1900052
73B1900053
73B1900054
73B1900055
73B1900056
73B1900057
7361900058
73B1900223
73B1900224
73B1900225
7381900226

73B1900227
73B1900228
7381900229
7381900230
7381900231
7381900429
73B1900430
7381900431
73B1900432
73B1900433
7381900434
73B1900617
7381900618
73B1900619
7381900620
73B1900621
73B1900622
73B1900623
73B1900624
73B1900625
73C1900028
73C1900029
73C1900030
73C1900031
73C1900032
73C1900033
73C1900034
73C1900035
73C1900036
73C1900239
73C1900240
73C1900241
73C1900242
73C1900243
73C1900244
73C1900245
73C1900437
73C1900439
73C1900440
73C1900442
73C1900444
73C1900445

73C1900446
73C1900447
73C1900448
73C1900609

Appendix 2



