"""'?""jjIQEAEPAABHAH CAVKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHI/1}1 -
(POCSAPABHAASOF)

HA ME,[IHHHHCKOE HBAEHHE

o 19 uexaﬁpﬂ 2017 roga Ne ©C32011/ 10129

i Ha MC}IHIIKHGKOC ENGCh I :
R Kacce'ru K KHCprMeHTaM XHPYPIrHY€CKHM CIIUBAIOIIUM AutoSuture s

acroxm;ee PErHCTPAHOHHOE YIOCTOBEPEHHE BBIIAHO
v"KonmmeH Jne'", CHIA, ;
: ov1dlen Llc, 15 Hampshlre Street, Mansfield MA 02048, USA

: {H_pOKiiBOI[HTCIXB :
% "Kommxmen Jlnc", CIIIA
Covxdlen Llc, 15 Hampshire Street, Mansfield MA 02048, USA

iMecro nponssoncma Me)IHIIHHCKDFO nszxemm
ch nplmomenne '

{ -;HOMep perncrpaunonnoro Jocke .N‘o 11-20227/63252 ot 08.12. 2017 |
' Bpm Menmmucxoro U3ICITHSI CM. nplmoxcemle
i ;Kixacc Horelﬁmanmoro pncKa npnMeHeHmI MEIUIIMHCKOTO HSJICIIPIS{ 3

Ko;g 06mepocc1mcxoro Knaccmbmcaropa npo;IyKLmH 110 BUJIaM BKOHOMI/I‘ICCKOH
- AeSTENBHOCTH 32 50 13 190

5 Hacrosmxee DPECHCTPAIHOHHOE YAOCTOBEPEHIE HMEET PUIIOKEHHE Ha | nucTe

| npukasom Pocsaparanzopa ot 19 sexa6ps 2017 rosa Ne 10380 {5 %%, )
| TOTIYIIeHo K obparenuio Ha TeppuTopun Poccuiickoit Deneparnk./ %,
: _;’ - 3amecrurens pyxoBopurens DeepaabHoii cryxobI
IlO Hanzopy B c(bepe :mpanooxpanenun




" "—,VQEAEPAABHA}I CAYKBA [1O HAA3OPY B COEPE SA,PABOOXPAHEHVIH
: (POC3APABHAA3OP)

 [IPUNIOYKEHUE

R PEFHCTPAHHOHHOMY YAOCTOBEPEHHIO
HA MEAMLIHHCROE USAEJIUE
Ne ®©C32011/10129

oT '19 aexadps 2017 rona

Ha menummnckoe uszenue
KacceThl K HHCTPYMEHTAM XHPYPrHYeCKAM CHIMBAIOIAM AutoSuture:
1. KacceTsl K HECTPYMEHTaM CITMBAIOIIUM JUTS HaJloXeHns HuTounoro msa Endo Stitch
(Buz 282710).
2. KacceThl K HHCTpYMEHTaM CITHBAomuM nupkysipasiv EEA, Valtrac (Buzst: 182180,
182520).
3. Kaccersl K HHCTpyMeHTaM cruBaromuM muneiasM GIA, SGIA, GIA Premium, TA TA
Premium (B 1.9. Premium Polysorb), TA 90 BN (TA90B), Endo GIA Universal (Endo GIA
Roticulator, Endo GIA Universal Straight, DUET TRS), Endo GIA Universal XL (Endo GIA
Roticulator, Endo GIA Universal Straight, DUET TRS), GIA Universal (Endo GIA
Roticulator, Endo GIA Universal Straight, DUET TRS), Endo GIA Ultra Universal (Endo
GIA Tri-Staple), Multifire Endo GIA (8 1.4. Multifire Endo SGIA) (suzsr: 182180, 182520).
4. KacceTsl K HHCTpYMEHTaM Jjis HaloxeHus Koxkaoro mea SFS (SM), Multifire Premium
(Buger: 182180, 182520).
5. Kaccetsl kK HHCTpyMEHTaM [uis Hanoxxenus kmarc Laproclip Multiple, Endo Clip
Multapplie, LDS-2 (LDS) (Bug 284920).
6. Kaccers! k uHCTpyMeHTaM 3HporepaHocTeiepam: Multifire Endo Hernia, Tacker,
Multifire VersaTack, Endo Universal (Buzx 335300).
1I. MecTo mpou3BOACTBa:
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 Ponce
PR 00731, USA.
3. Covidien (Davis & Geek Caribe, Ltd.) Zona Franca De San Isidro, Carretera San Isidro
Km 17, Santo Domingo, Dominican Republic.
4. Covidien, Boulevard Insurgentes 19030 Libramiento, 22225 Tijuana, B.C., Mexico.
5. Covidien Medical Products (Shanghai) Manufacturing L.L.C., Building#10, 789 Puxing
Road, 201114 Shanghai, Peoples's Republic of China.
6. Sofradim Production, 116 Avenue du Formans, Trevoux, 01600, France.
- 7. Covidien Deutschland GmbH, Gewerbepark 1, 93333 Neustadt/Donau, Germany.
8. Celestica de Monterrey S.A. de C.V. Calle Octava # 102, Parque Industr'al Monterrey
Apodaca, Nuevo Leon, 66600 Mexico. > T3

3amecTuTeNb pyKoBoauTes PenepanabHoi CryKObI
110 HaA30pY B cdepe 3ApaBOOXpaAHEHHS




AEKJIAPATIUSI O COOTBETCTBUH

OO6mecTBO ¢ orpanuuennoi OTBETCTBEHHOCTHIO ""Menrponuk'; 000 "MenTpouuk"
(HaPlMCHOBaHPlC OpraHu3auuu UJIn q)aMHIIHSI, UM, OTYECTBO HHHHBH,E(yaJ'IBHOl"O npennpnﬂnmaTcnﬂ, TNPUHABLIUX ﬂexnapaumo (o) COOTBCTCTBHH)
Mexpaiionnas mHCIIEKIUS DenepanbHOl HATOroBo#H ciry k6B Ne 46 110 T. Mocksge , 30.01.2008
CBEICHHA O peructpauun OpraHu3auuy HJIH HUHANBHYaJIbHOTO NpEaAnpUHUMATEIIS
OI'PH 1087746137247
(HauMeHoBaHKe PETHCTPHUPYIOLIEro OpraHa, JaTa perucTpaLy, PErUCTPALIMOHHBIH HOMED)
Anpec: 123112, r. Mockga, ITpecHenckas Hab., 1. 10, 31.9, nom.III, kom. 41, TeneoH: +7 (495) 580-73-77,
dakc: +7 (495) 580-73-78

(anpec, Tenedon, daxc)
B mune  T'emepansrOro Aupextopa ITnscynosoit Enerbl BukTopoBHBI
(ROMLKHOCTB, paMuIHs, HMS, 0TYECTBO PYKOBOAHTEJIS OPraHH3aLUH, OT MMEHH KOTOPOH NPUHHMAETCA JieKnapanus)
3asBIISET, 4TO KacceTs k mHcTpyMenTaM xupypruveckum cmuBamum AutoSuture
(nanmenoBanue, TMn, Mapka TPOAKLHH (YCITyTH), Ha KOTOPYIO pacpoCTpaHseTcs JIEKIapanus)

Kox OKII/I2 32.50.13.190 Kon TH B3/1 9018 90 840 9

ko OK 005-93 u (uau) TH BB CHT unu OK 002-93 (OKVH), cBeneHus o cepHitHoM BBINYCKE WIIH NapTHH
CepuitHbIi BRIy CK
(HOMep nmapTHu, HOMepa U3 zeHii, PEKBH3UTBI I0TOBOPA (KOHTPAKTa), HAKAIHAs)

"Kosuanen Jlne", CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HauMCHOBAHHME U3rOTOBUTENS, CTPAHBI U T.II.

cooTBeTCTBYCT TpeboBanusaM: ['OCT P 50444-92 (Pasn.3,4), TOCT P 52770-2016,COCT ISO 10993-1-
2011, 'OCT ISO 10993-5-2011, TOCT ISO 10993-7-2016, FOCT ISO 10993-10-2011, TOCT ISO 10993-
11-2011

(0Go3HaueHHe HOPMATUBHBIX IOKYMEHTOB, COOTBETCTBHG KOTOPBIM MOATBEPIKACHO JAHHOM ACK/Iapaleit, C yKa3aHHEM MyHKTOB 3THUX HOPMATHBHBIX
NOKYMEHTOB, COZCPKAILMX TPEGOBAHUS U JAHHOM TPO Ly KLMK (ycnyru))

Jlexnapanust npuHSATA Ha OCHOBAHUH: IIPOTOKOJIA TEXHUYCCKUX ucmhbiTanuii Ne 2020.TD-19.11CD ot
15.12.2020 r. OO0 WIJII] "MenTectlIpuGop", arr.akk. Ne POCC RU.0001.21MII26 o 22072015 vy
IpoToKoa ucmbitanuit Ne 25101220023 ot 10.12.2020 r. Om3HKO-XHUMHUECKAS nmaboparopust OO0 "TJ]
"Henbma", arr.akk. Ne RA.RU.21HP36 or 04.06.2019 I.; mpoTokona ucnbiTanuid Ne 02101220057 ot
10.12.2020 r. Jla6GopaTopus TOKCHKONOTHYECKHX ucciaenopanmii OO0 "HMIKKII", arr.akk. Ne
RARU.21HCS51 01 03.10.2019 1.; IPOTOKOJIa UCTIBITaHH| Ne 52111220786 ot 11.12.2020 r. UcnbITarebHas
MHKpoGHoIorHIeckas nadoparopus OO0 "LHT IIJIFOC", arr.akk. Ne RA.RU.21HA14 ot 18.12.2017 r.
Perucrpanmnonnoe ynocrosepenne ®enepatsHoit CITy>XOBI 110 HaN30py B cdepe 3ApaBoOXpaHEHHS
_(POC3JIPABHAI30P) Ne ®C3 2011/10129 ot 19.12.2017 r.

(un(opMmaIis 0 JOKyMEHTAX, SBIAIOLUXCA OCHOBAHNEM ZUIsL IPUHATHA ASK/IApaLH)

Harta npunsatus gexnapanun  25.12.2020

Jlexmapanmys o CoOTBETCTBUY NefCTBUTENEHA 10 25.12.2023
M.IL. Ilnsicynosa Estena Buktoposna
(mopmuck) (MHMIMAITB, paMuIHs)
C UCTPALUK JEKJIAPAIHH O COOTBETCTBUH
R PTUOUKAIIMNA W NEKJIAPUPOBAHHUSI», Ne RA.RU.11MIT18
3 a2, (HanMeHOBaHHE U ajipec OpraHa no cepTH(HKALMH,
A8 NigckBa) . Muésuukn, oM Ne 3, koprye 1, atax 3, mom. 1, kom. 26 TeneoH: +7 (495) 783-42-17
< g 3aperucTPUPOBABLIEro ACKIAPALIMIO)
A-US.MIM18.B.03893/20 ot 25.12:2020 AeuctByeT Ao 25.12.2023
> Q’v (mara perucrpauuu u perucTpaueAHsIi Hpﬁp;aeknapaunn)
& = J.®. 3y6apes

7 4
> (MoANKCh, HHULMATIBL, Q)ammn»\m;w-s}(vfrenx opraHa no cepTu(huKalnm)



Kaccers! k uacTpy™MenTam XHPYPru¥eCKUM CLIMBAOINUM AutoSuture

1. Kaccersr x muCTpY MEHTAM CIIMBAFOIIUM JJISL HAJIO’KEHHsI HUTOYHOTO 1mBa Endo Stitch (Bug 282710).

2. KacceTsl K HHCTPYMEHTaM CLIMBAONIHM nupkynapuemM EEA, Valtrac (Bumsr: 182180, 182520).

3. Kaccersl k nucTpyMeHTaM cmmBaromuM auHeHnsIM GIA, SGIA, GIA Premium, TA, TA Premium (B T.u.
Premium Polysorb), TA 90 BN (TA90B), Endo GIA Universal (Endo GIA Roticulator, Endo GIA Universal
Straight, DUET TRS), Endo GIA Universal XL (Endo GIA Roticulator, Endo GIA Universal Straight, DUET
TRS), GIA Universal (Endo GIA Roticulator, Endo GIA Universal Straight, DUET TRS), Endo GIA Ultra
Universal (Endo GIA Tri-Staple), Multifire Endo GIA (8 T.4. Multifire Endo SGIA) (Bumsr: 1821 80, 182520).
4. KacceTsl kK HHCTpYMEHTAM 15l HATOKEHHS KOYKHOTO IITBA SFS (SM), Multifire Premium (umpr: 1821 80,
182520).

5. KacceTs! k HHCTpYMEHTAM 115t HATOKEHUS! KITHIIC Laproclip Multiple, Endo Clip Multapplie, LDS-2 (LDS)
(Bux 284920).

6. Kaccers! k uacTpyMenTaM SHzporepauoctemepam: Multifire Endo Hernia, Tacker, Multifire VersaTack,
Endo Universal (suz 335300).

Mecro mpoussoncTaa:

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, Ponce PR 00731, USA.
3. Covidien (Davis & Geek Caribe, Ltd.) Zona Franca De San Isidro, Carretera San Isidro Km 17, Santo
Domingo, Dominican Republic.

4. Covidien, Boulevard Insurgentes 19030 Libramiento, 22225 Tijuana, B.C., Mexico.

5. Covidien Medical Products (Shanghai) Manufacturing L.L.C., Building#10, 789 Puxing Road, 201114
Shanghai, Peoples's Republic of China.

6. Sofradim Production, 116 Avenue du Formans, Trevoux, 01600, France.

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

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

=

M.IIL. Ilnsicynosa Esena BuxToposua
(moxmuck) (MHULIKATBL, (haMuIIHs)

CHEJQPETUCTPAlUY ACKIapallui O COOTBETCTBUU
‘ HER CEPTUOHUKAITMU Y IEKJIAPMPOBAHU SI», Ne RA.RU.11MIT18

(HanMeHOBaHKE 1 anpec OpraHa no cepTudUKaLyH,

yi. Muésnuku, oM Ne 3, kopriyc 1, stax 3, mom. 1, kom. 26 Tenedo: +7 (495) 783-42-17
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E 3aperHCTPHUPOBABLIETO ,HCKJ'laanJ/llO)

U [1-US.MM18.B.03893/20 ot 25.12,2020 FeilcTayeT no 25.12.2023

(nata peructpauuu u pernc-rpaunoyrﬁ HomepA@%apamm)
( o il . D. 3y6apen

(moanuces, HHALWANEL, GamMuHsa pyKoaomry& opraHa no cepTHUKaLHH)



