"""'?""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




JEKJIAPAIIAS O COOTBETCTBUM

O0mecTBO ¢ orpannuennoii orBercrBeHHocThI0 "Mearponuk''; 000 "Mearponuk'

(HAMMEHORAHHE OPTAHMIAIIMH WK aMUIHA, UMS, OTYECTBO HH/MBH/YANLHOTO IPEMIPHHIMATES, IPHHABIUNX ASKIAPaALII0 O COOTBETCTBAN)
MexpaiionHas naCcnekms DexepanbHoi HamoroBoi crysk6s1 Ne 46 o r. Mockse , 30.01.2008

CEBEIEHHs 0 PErHCTPALMH OPraHu3aliiy WM RHAHBHIYAIBHOTO [IPEANPHHNMATETS

OI'PH 1087746137247

(HaNMEHOBAHAE PECHCTPUPYIOIEro OPraHa, IaTa PerHCTPALMY, PETHCTPAIIMOHHEIH HOMEp)
Anpec: 123317, r. Mockea, [IpecHenckas HabepexcHas, a, 10,
renehon: +7 (495) 580-73-77, paxc: +7 (495) 580-73-78

(anpec, Tenedox, dawc)
B mune  I'enepansHoro mupekropa [liscynosoit Enensl BUKTOpOBHBI

(MOMKAOCTE, (haM¥IHSL, HMS, OTIECTBO PYKOBOZHTE/ OPraHU3ALMH, OT IMEHH KOTOPOH TIPHHNMACTCS AeKIapalius)
3aFIBJISI6T, 4YTO Kaccernr k HHCTPYMEHTAM XHPYPrAYCCKHM CINMB AR M AutoSuture

(HanMeHOBAHME, THIT, MAPKA TPOYKIHH (YCIYTH), HA KOTOPYIO PACTIPOCTPAHASTCS JeliapaLiis)

Kox OKIIJI2 32.50.13.190 Kox TH B3I 9018 90 840 9

ko OKITA2 w (mym} TH B3/ CHI wi OK 002-93 (OKYH), cBeicHHs O cepHiHOM BEITTYCKE WITH MapTHH
CepHitHEI BRITYCK

(Homep mapTHU, HOMEpA W3eNuil, PEKBHIATEI JOTOBOPA (KOHTPAKTA), HAKIATHAT)

"Kopummen Jliac", CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HAMMEHOBAHHE U3roTOBHUTENA, CTPAHEI H T.I1.

cootBerctByet TpeboBanusaM: T'OCT P 50444-92 (p. 3, 4)

(oBo3HaUEHHE HOPMATHBHBIX JIOKYMEHTOB, COOTBETCTBHE KOTOPEIM TOATBEIKAEHO JAHHOH JexiapaluceH, ¢ ykasaHHeM TyRKTOB STHX HOPMATHBHBIX
IOKYMEHTOB, COAEpALLMK TPeGOBAHNU IJLT TaHHOH MpotyKimy (yomyrn))

Jexnapars MPUHATa HA OCHOBAHWM: TIPOTOKONA TexHudeckux ucnbitanuii Ne 2017.TD-222.10CD or
24.10.2017 OO0 WIIT "MenTecrlIpubop", per. Ne POCC RU.0001.21MII26 ot 22.07.2015
Peructparnmonnoe ymoctoBepenue DenepalbHOM cinyxOBl 1O Ham3opy B cdepe 3ApaBOOXpaHEHHS
(POC3APABHAJI30P) Ne ®C3 2011/10129 ot 19.12.2017

(nHpopMaLUs 0 TOKYMEHTAX, SBIMIOMTKCT OCHOBAHUEM I NPHHATHA ACIUTAPAITITA)

Jlara npunarus gekaapanun - 25.12.2017

Jexmapanus o COOTBETCTBUH AEHCTBHTENBHA JI0 25.12.2020

Mascynosa Enena BukroposHa
(vHUIMAITE, QaMuITHs)

CBGH@HHH 0 peFHCTpaHHH ACKJIapalii O COOTBETCTBUH

HTP CEPTUOUKAIIMN M JEKJIAPMPOBAHIMA", Ne RA.RU.11MITI8
"\

(HaNMEHOBAHHE U 8[IPEC OPraHa 1Mo ccp'ru(buxauuu

3aPErHCTPUPOBABLIETO ,uc]mapauﬂm)

POCC US.MIT18.001877 ot 25.12.2017

(naTa perrcTpanEi W PErACTPALHOHHBIH HOMED ASKIapaLHi)

g -~ A, Toxo

(moanmce, HHALMANE], (JaMAJIHA PYKOBOJIHTEIIA OPraHa Mo cepTH(IHKaLim)



Kaccersl K HHCTpyMEHTaM XHPYPTHIECKUM cIUUBaomuM AutoSuture:

1. KacceTsl K MHCTpYMEHTAM CHIMBAIOMIAM JULS HaJloxeHus HurouHoro mea Endo Stitch (Bux 282710).

2. Kaccersl K HHCTpYMeHTaM cIIHBaiomuM nupkyaspasiM EEA, Valtrac (Bumer: 182180, 182520).

3. Kaccersl kK MHCTpyMeHTaM cimuBaommM jureiHpiM GIA, SGIA, GIA Premium, TA, TA Premium (B T.4.
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 GTA Roticulator, Endo GIA Universal Straight, DUET TRS), Endo GIA Ultra
Universal (Endo GIA Tri-Staple), Multifire Endo GIA (8 T.9. Multifire Endo SGIA) (smzsr: 182180, 182520).
4, KacceThl K HHCTPYMEHTAM L1 HANOKeHUs KokHoro mea SFS (SM), Multifire Premium (suer: 182180,
182520).

5. KacceTsl K mHCTpyMeHTaM Ams Hanoskerus kiune Laproclip Multiple, Endo Clip Multapplie, LDS-2 (LDS)
(Bupm 284920).

6. KacceTsl kK nHCTpyMeHTaM dHoreprurocremiepam: Multifire Endo Hernia, Tacker, Multifire VersaTack,
Endo Universal (Buz 335300).

II. MecTo Ipou3BOACTBA:

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.

IMasicynoBa Exena Bukroposna
(MHHIAAITEL, (haMUITHs)

Caezienust o pemc*rpaunn ;:(emapaunu 0 COOTBETCTBHHA
TP.CEPTI/I(DI/IKA U Y JEKJIAPUPOBAHM A", Ne RA RU.11MIT18

3aPETUCTPHPOBABIIETO nexnapaun}o)

POCC US.MII18./101877 ot 25.12.2017

(mata perneTpaumy u pemcrpauuoﬂﬂnm HOMep JAeKIapatun)

A e A.I[. }IOKO

(noanuch, HAMNHANEL, QaMAIHA PYKOBOAUTEIL OpraHa 110 cepTH(HHKALNN)



