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NHCTPYKLUWS no NMPUMEHEHWIO
HA MEAVILIVHCKOE U3AENUE

Crennep Appose™ ULC Auto Suture** ogHopa3oBbIii TOHKOKOPMYCHbI
KOXHbIVi, BAPUAHTbI UCMOJHEHNS



B
G n C
10.87 mm 5.88 mm
F 29mm L J 0.57 mm
G 1 325 mm 41 mm 0.56 mm

Crennep Appose™ ULC Auto Suture™ 0[JHOPa30BbIA TOHKOKOPMYCHBbI
KOXHbIW

MEPEL MCMONb3OBAHWEM OAHHOTIO N3OENNA BHVMATEJIBHO
O3HAKOMbBTECbH CO CNEAYHWEN MHPOPMALINEWN.



BAXHO!

OTa 6powtopa COAePXUT UHCTPYKLUMM NO MCNONb30BaHMIO AAHHOrO m3genus. OHa He ABNsSeTCs
CrpaBOYHbIM PYKOBOACTBOM M0 TEXHWKE BbINOMHEHWUS XUPYPrUYeCKnX onepaLmii.

N3penve cnegyeT MCnonb3oBaTb TOMbKO OAUH pa3 M TOMbKO AAA OAHOrO nauueHTta. W3genve
CMPOEKTMPOBAHO, NPOTECTMPOBAHO M NPOM3BEAEHO C YYETOM MMEHHO TaKoro MCrosb30BaHUs.
MoBTOpHas 06paboTKa U NMOBTOPHOE MCMO/b30BaHNe U3LeNINA MOXET BbIBECTU €ro U3 CTpos W
HaHecTV yuuep6b 340pOBbIO MauuveHTa. MpuMeHeHWe M3Lenns nocne NOBTOPHOW 06paboTKM K
(unn) cTepunmsauuy MOXKeT NPUBECTU K MH(PUUMPOBaHWUIO MauveHTa. M3genne He nognexuT
MOBTOPHOMY WUCMO0/1b30BaHUIO, 06paboTKe 1 CTepUIn3aLnu.

OMMCAHUWE
CTennep ycTaHaB/MBaeT OAHY CKOGKY NPU KaXAOM HaXaTWM MOABWMXKHON PYKOSTKM. KOHUpbI
HaKNaablBaeMoli CKOGKI NPOKaNbIBAOT KOXY U YAEPXKMNBAIOT Kpasi paHsl.

MPUMEHEHWNE
CTennep npeaHasHayeH 415 YLWMBaHWUS KOXHOW paHbl MOCe pa3vyHbIX ornepaLyyii.

NMPOTUBOMOKA3AHUA

1 Cko6KM MOXHO HakfafbiBaTb Ha KOXY HEMNOCPeACTBEHHO Haj KOCTAMW U BHYTPEHHUMMU
opraHamu. OfiHaKO paccTosiHMe OT KOXMW [0 MOAMeXalleil KOCTW, opraHa uam cocyja [O/MKHO
ObITb He MeHbwe 6,5 MM. Mpu MCNONb30BAHUN CKOOKM 06GbLIYHOIO pasmepa 3TO PacCTOAHWE
MOXET 6bITb HEMHOI0 MeHbLLE, HO AO/IXHO 6bITb He MeHee 4,5 MM. Ecnu Tpebyemoe paccTosiHue
HEBO3MOXXHO 06ecneunTb NPUNOLHNMAHNEM KOXU, CTENep Henb3s NCMO/b30BaTh.

MNPEAYNPEXAEHWNA N MEPbBI MPEAOCTOPOXHOCTN

1. Crennep noctasnsetrcs 8 CTEPUJ/IbHOM Buge u npefHasHayeH [Ang WCMNONb30BaHUA
CTPOIO Ha opgHovi onepaumn. YTUININPOBATL T[MOC/NE WCMNOJIbAOBAHUA.
MOBTOPHOW CTEPUIVN3ALNN HE MOANEXWNT.

A YCTPOWCTBO U3AENUSA

A) PYKOATKA
B) MOABVMKXKHAA PYKOATKA

NHCTPYKUWNA MO NPUMEHENIO

1. Ans CKpenieHWs KpaeB KOXHOW paHbl HYXXHO WX BbIBEPHYTb M CO6AM3UTL C MOMOLLbHO
XVUPYPruyeckoro NUHLETa UK CneuuanbHoro YCTpPoicTBa Anst coNKeHUs TKaHel. Kpas paHbl
MOXXHO COMM3NTb, PacTsHYB KOXY C ee yrnoB. O683aTelbHO BbIBEPHUTE Kpasi KOXN.

2. MpunoxmTe HOCcKK cTennepa Ge3 JaBNeHMs K CBEAEHHbIM KpasM paHbl Tak, Y4T06bl CTpeska
PacMonoXmnack Mo IMHUK paspesa.

3. CoXMUTe PYKOSTKM WHCTPYMeHTa [0 Yynopa, 3aTeM OTnycTuTe uX. Ecnm pyKosTKw
CXKMMAKTCA He MOMHOCTbI, 3TO MOXXET MPUBECTU K HEMOMHOMY (OPMUPOBAHUIO CKOGKM W
HEe0CTaTOYHOMY COIMKEHMIO KpaeB paHbl. MOBTOPSNTE yKa3aHHbIE Lary 0 NOAHOTO 3aKPbITUS
paHbl. HaknagbiBaliTe CKO6KI poBHO. CKOGKM, UCKPWB/IEHHbIE NPU CXATWUM, CNeayeT yaanuTb 1
3aMEHUTb HOBbIMM.

n XAPAKTEPNCTUKW CKOBOK

C) PASMEPbI CKOBOK

D) MPUMEPHbLIE PASMEPbLI C)KATOW CKOBKM
E) AMAMETP CEYEHWA CKOBKWU

F) OBbIHHAA



G) LWWPOKAA

HE TNOABEPFATb A/IUTENBHOMY  BO3AEWCTBUIO
TEMITEPATYP.

He ncnonb3yiiTe Usaenve, eciv ynakoBKa BCKpPbITa UK MOBPEX/eHa.

RXx

STERILE STERILE EO oLy
Caution, consult * % C - C €
accompanying Upper temperature Store at room
documents limit temperature 0123
n Covidien 1ic, 15 Hampshire Street, Mansfield, MA 02048 USA.

MOBbIWEHHBLIX

iBiREH  Covidien Ireland Limited, IDA Business & Technology Park, Tullamore.
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I Ten lep Appose™ LLC Auto Suture

1 HanmeHoBaHue
MeANLWNHCKOro n3aenus

21 B
Npon3BOANTENSA
(n3rotoBuTeNsA)
MEeANLUHCKOIO  U3aenus
nonHoe u (B cnydvae, ecnu
nmeeTcs) COKpalLleHHOe
HauMeHOBaHue, B TOM 4uche
(hMpPMEHHOE  HaMMeHOBaHMUE,
opraHun3aLoHHO-NPaBOBYIO
hopMy HOpPUAMYECKOrOo NnNa,
afpec MecTa HaxoXieHuUs Wau
thamunuio, nma n (B cnydae,
eCIN  UMeeTCcA)  0TYecTBO,
PEKBU3UTDI LOKYMEHTA,
YLOCTOBEPSAOLLErO JIMYHOCTb,
agpec MecTa XUTenbCTBa
WHANBUAYASIbHOTO
npesnpuHUMaTens, a Takxe

OTHOLLEHNN

HoMepa TenegoHoB wu (B
cny4yae, ecnn MMeeTcs) afpec
3/1eKTPOHHOI noyThbl
puanYeckKoro vua  unm
WHAVBMAYaNbHOro
npeanpuHUMaTens;

22 B OTHOLLEeHNU
YNO/THOMOYEHHOI 0
npeacTaBUTeNs
npon3BoAuTeNS
(n3rotoBuTeENA)
MeAULMHCKOro  U3genus
nonHoe u (B cnyvae, ecnu
nMeeTcs) COKpaLLeHHoe
HauMeHOBaHue, B TOM u4ucne
(PbUpmMeHHOe  HaMMeHOoBaHwue,

opraHusaloHHO-NPaBoBYHO
thopmy HOpPMANYECKOrO Nuua,
afpec (MecTo HaxoXfieHus), a
TakXe Homepa TeneoHOB W
(B cny4yae, ecnm  mnmeeTcs)
afgpec 3MeKTPOHHOW MOYThI
IOPUANYECKOTO NNLa;

oaiiv~*pa'joBi.ifi TOMKOKi'pnyeiH.iM KOX M bl 1

Oata™epxgeHus: 19 despana 2021 r.
Crennep ApposeULC Auto Suture' 0aHOpa3oBblii TOHKOKOPMYCHbIN
KOXHbIIA, BapUaHTbl MCMONHEHMWS:

1. Crennep Appose™ ULC Auto Su t M e 0/1HOpa30BbIi
TOHKOKOPMYCHbIA KOXHbIA 35 €O cTaHgapTHbIMW CKobkamu (35 wWT.) B
COCTaBe C MHCTPYKLMe N0 NPUMEHEHWIO;

2. Crennep Appose™ ULC Auto Suture™  0aHOpa3oBbili
TOHKOKOPMYCHbIA KOXHbIA 35W ¢ WMpOoKMMM CcKobkamy (35 wWT.) B
COCTaBe C UHCTPYKLMEN MO NPYMEHEHUIO.
MpoussoaunTens:

Covidien Tc, USA (KosugueH nnc, CLLUA)

15 Hampshire Street, Mansfield MA 02048, USA

YNOMHOMOUYEHHBI NpeAcTaBUTeNlb MPOU3BOAMTENS HA TEpPUTOPUN PD:
OO61LEeCTBO C OrpaHNYEHHOR OTBETCTBEHHOCTHI0 «MeATPOHUK»

123112, r. Mocksa, NpecHeHcKas Hab., 4.10, 31.9, nom. 111, kom. 41
Ten: +7 495 580 73 77

Email: info.russia@medtronic.ru

1pCNOCTaHASACTCS HO TPCGOHAHMIO


mailto:info.russia@medtronic.ru

3. HasHaueHwne
MeAULMHCKOIOo  u3fennsa  C
yKaszaHuemM MNoTeHLManbHOro
norpebutens (Hanpumep,
MEANLMHCKNIA Pab0THUK)

4. DYHKLUNOHANbHbIE
XapaKTePUCTUKN 7
HasHayeHVe  MeAULIMHCKOrO
n3genus

5. Puckn npuMeHeHnsa
MeAULMHCKOro nsgenus,
npoTMBOMNOKasaHus,
oXugaemble "
npegckasyemble No6o4HbIe
ABMIEHUSA CBA3aHHbIE o

NMPpUMEHEHNEM MEQULIMHCKOIO
n3genndg no HasHavyeHn

Ctennep Appose™ ULC Auto Suture™ 0fHOPa30BbIi TOHKOKOPMYCHBIIA
KOXHbI/ NpefHasHayeH AN YLIMBaHUS KOXHOW paHbl MOC/e pasnnyHbIX
onepauuii.
Crennep Appose™ ULC Auto Suture™ 0aHOpa3oBblii TOHKOKOPMYCHbIN
KOXHbIA [O/MKEH MCNOMb30BaThbCA B YCOBUAX /1eHEOHbIX YUpeXaeHWi
TO/IbKO XMpypramui n KeasMuLpoBaHHbIMU CNELUanncTamm,
Crennep Appose ULC Auto Suture 0AHOpa30Bblii TOHKOKOPMYCHbIiA
KOXHbI/i NpefHasHa4eH A1 YLUMBAHWUSA KOXHOM paHbl NOCAe pasivyHbIX
onepauuii.
Ctennep Appose™ ULC Auto Suture™ oaHOpa3oBblii TOHKOKOPMYCHBIiA
KOXHbIli yCTaHaBMBAET OAHY CKOOGKY Npu KaXKAOM HaXKaTuv NOABUXKHON
PYKOATKWN. KOHUbI HaknagbiBaemMoii CKOOGKM MPOKAaNbIBAIOT KOXY WU
YAEPXVBaIOT Kpas paHbl.
Ko>Hble CKOOKM JOCTYMHbI B iBYX pa3Mepax:

- LUIMPOKMe: NponeT cKobku 13,0 MM [0 3aKpbITUS, 1

* CTAHAAPTHbIE: NPOSET CKOBbI 10,87 MM [0 3aKpbITUA.
Crennep Appose™ ULC Auto Suture™ 0fHOPa30BbIi TOHKOKOPMYCHBINA
KOXHbIIi MOCTaBAAETCS C NPeABapUTEIbHO 3arpy>eHHbIMM 35 CKObKaMu.
Crennep Appose™ ULC Auto Suture™ oaHOpa3oBblli TOHKOKOPMYCHbII
KOXHbIli NOCTaBNAETCA CTEPUbHLIM W MPeAHAa3HaYeH A/18 UCNOMb30BaHMA
TO/bKO B XOA€ OAHO NpoLesypbl.
Crennep Appose™ ULC Auto Suture™ o0fHOpa3oBblli TOHKOKOPMYCHbIl
KOXHbIA paboTaeT C NOMOLLbIO CAeAyHoLero cnocoba: Mcnonb3yeTcs
3axBar NafoHbI0.

A) PykosTka
B) MopawxHas pykosiTka
C) PacnonoxeHvie CKOGOK B CTernnepe

Moka3aHna K NPUMEHEHNIO

Ctennep Appose™ ULC Auto Suture™ 04HOPa30Bblii TOHKOKOPMYCHbIA
KOXHbIA MpefHa3HayYeH AN YLWIMBaHUA KOXHOW paHbl Mocie pasfnMyHbIX
onepauuii.

|_|p0TI/IBOI'IOKaSaHVIFI

CKOOKM MOXHO HaK/1aAblBaTb Ha KOXY HEMOCPEACTBEHHO Haf KOCTAMU W
BHYTPEHHUMMW opraHaMu. OfHaKo pacCTOsHME OT KOXMW A0 NoAnexatler
KOCTW, opraHa WAu cocyfpa [O/MKHO ObITb He MeHbwe 6,5 mm. [Mpu
NCMO0/b30BaHNMN CKOBKM 06bIYHOIO pa3mepa 3TO PacCTOSIHNUE MOXKET ObliTb
HEMHOI0 MeHbLLe, HO AO/MKHO 6biTb He MeHee 4,5 MM. Ecnun Tpebyemoe
paccTosiHMe HeBO3MOXKHO 06ecneunTb NPUMOAHMMAHMEM KOXM, CTensep
Hesb3s UCNob30BaTb.

MpeaynpexaeHns 1 Mepbl NPefoCTOPOXKHOCTY

Crennep Appose™ ULC Auto Suture™ o0fHOpPa3oBblii TOHKOKOPMYCHBIi
KOXHbIn nocTaBnsetcss B CTEPUJIBHOM Buge v npefgHasHayeH Ans
ucnonb3oBaHms CTPOIO Ha opHoit onepaumun. YTUNN3INPOBATDL



6. Martepuansbl

7. TexHnyeckune
XapaKTepucTuku
MeLULUWHCKOro nsgenus

MOC/E WCMONb30BAHNA. MOBTOPHOM CTEPUU3ALMN HE
MOANEXNT

HeXenaTesibHble AB/IEHNSA

NHpekums, 60b, 0Tek, ¢nabocTb, BOCNAIEHNE, HEKPO3 paH, pacxoXieHue
paH, annepruyeckas peakums, cepoma, reMaToma, rinybokoe HarHoeHue.

B Tabnuue Hwxe TMpeAcTaBfieH repeyeHb OCHOBHbLIX MarTepuanos,
MCMonb30BaHHbIX B wu3rotosneHnn Crennepa Appose™ ULC Auto
Suture™ 0[HOPA30BOr0 TOHKOKOPMYCHOr0 KOXHOro. MOMHbIA CNUCOK
maTepuanos NnpefocTaBseTca no 3anpocy.

KoMmnoHeHT Martepunan
CKobKu Hep>kasetoLLas cranb
PykosiTKa ABC-nnactuk
MoaBMXHasA pyKoATKa ABC-nnactunk
Pawva MonvkapboHat
Onopa HepxkasetoLLaa ctab
Tonkatenb HepxkasetoLLiaa ctab
Tpeb6oBaHue 3HayeHuVe xapakKTepucTuKun
CabapuTHbIe pa3mepsl
cTennepa, Mm + 2,3 Ctennep a L
MM 8886803512 154,0 75,9 16,5
8886803712 154,0 75,9 16,5
w
"4
a
T - ToNnwwyHa
TpeboBaHMs Ha noBepxHOCTK cTensepa He AO0/MKHO BbITh
NMOBEPXHOCTAM TPELLMH, LaparuH, 3ayCeHLeB, nop,
cTennepa BbIKPOLLEHHBLIX MECT, PaccinoeHuini u apyrux
MoBpeXAeHNi
Konnuectsa Crennep OAHOCKOBOYHLIA - yCTaHaB/MBaeT
O[lHOMOMEHTHO OfHY CKOOKY nMpyv  KaX4OM  HaXaTuu
HaknafblBaeMblX MOABVXXHOIN PYKOATKM
CKOBOK

O6ulee uncno ckobok 8886803512

B CTennepe 8886803712 3%

dopma ckobku nocne  lMpsAMoyronbHas gopma
npoLyMBaHus
CooTBeTCcTBME  LBETA
IKeKTOopa LIMpUHE
CKOOKM C OTKpbITON
HOXKOIA;
CuHuii - 10,87 MM
3eneHblin - 13,00 Mm



8. OnucaHue
NPUHaLNEXHOCTEN,
MEAVLMHCKUX U3[eNnuin  nnm

nsgenuii, He SABNSKOLLNXCS
MegNLUHCKUMU, HO
NpeaycMOTPEHHbIX ans
NCMNo/b30BaHMUA B

KOMOUHAaLUUM C MeSULUHCKUM
nsgennem (Npy Haanunn)

9. MNHpopmaymsa 0
HannuMm B  MeSULUHCKOM
n3genmm JIeKapCTBEHHOI 0
cpeacTBa A4ns MeAULMHCKOrO
NPUMeHeHus, mMaTepunanos
>KMBOTHOIO " (nnn)
YenoBeYecKoro

NPOUCXOXKAEHNSA

10.  WNHdopmauma 0
nopsigke YyCTaHOBKM,
MOHTaXxa, HaCTPOWNKMN,
KannoépoBKu 7 NHbIX
nencTBuAX, He0b6X0ANMbIX
4Nna  BBOAA  MEAULMHCKOIO

n3nenna B aKcrniyatayuio

XapakTepucTukum Pasmep Pasmepbl
CKOBOK CKOGKM cXxartoi
(oTKkpbITas CKOOKM [Nunawvetp
HOXKa) LwnpuHa (al)/ ceueHus
L wnpwuHa (a)/ BeicoTa (bl) CKO6KM
Beicoa () (0,05 mMm) (0,05
(£ 0,05 mm) MM)
a
L Jni
h
8886 10,87 MmMm/2,9 5,88 MM /
8035 MM 4,1 Mm 0,57 mm
12
8886 13,00 mm / 6,5 Mm/
8037 3,25 MM 41 MM 0,56 mm
12
Ycunue, He 6onee 100 H
Heobxoanmoe ans
Ha)KaTus NOABMXKHO
PYKOSATKM A0 yrnopa
(ocyLuecTBneHNe
NpoLLMBaHUA)
TeepgocTb getanein n3  30...61 HRC
HepyKaBeloLLEeli cTanm
MapameTpbl He 60nee 0,32 MKM
LLIEPOXOBATOCTHU
Macca ctennepa, r 8886803512
P 60,0 5%
8886803712
B03MOXXHOCTb M3BneyeHue c MOMOLLbIO no6oro

N3B/IeUEHMA CKOBOK
He npumeHumo

3aPermcTpMpOBaHHOTO B P® aKcTpakTopa

MaTtepuasibl XXMUBOTHOIO UK YeI0BEYECKOro NpoucxoxaeHus B Crtennepe
Appose™ ULC Auto Suture™ 0gHOPa30BOM TOHKOKOPMYCHOM KOXHOM
OTCYTCTBYIOT.

JlekapcTBeHHble cpefctea B Crenniepe Appose™ ULC Auto Suture™
0[JHOPa30BOM TOHKOKOPIMYCHOM KOXHOM OTCYTCTBYIOT.
dapmaueBTUyeckne cybetaHumm B Crennepe Appose™ ULC  Auto
Suture™ oiHOPa30BOM TOHKOKOPMYCHOM KOXXHOM OTCYTCTBYIOT.

NHCTPYKUMSA MO NPUMEHEHMIO
1 [Ons CKpennieHWst KpaeB KOXHOW paHbl HYXXHO WX BbIBEPHYTb U
C6/M3NTb C MOMOLLLI0 XUPYPrMYECKOro MUHLETA WAW CheLnasbHOro
yCTpoiicTBa NS cOMMXKEHUs TKaHel. Kpasi paHbl MOXHO COMM3MTB,
pacTsHYB KOXY C ee yrioB. O6s3aTe/lbHO BbIBEPHUTE KPasi KOXM.

2. MpunoxuTe HOCUK cTensepa 6e3 AaBneHns K CBEAEHHbIM KpasiM paHbl
TakK, 4T06bl CTPe/IKa pPacrnonoXmnack no AMHUA paspesa.




11. Tpeb6oBaHus K
MOMELLEHNAM, B  KOTOPbIX
npeanonaraeTcs  ycTaHOBKa
(MOHTax) MeLNLUHCKOro
n3genus, a Takxe
TpeboBaHMA K MOArOTOBKE
UM - KBanuukauum - nuu,
OCYLLECTB/ALNX YCTAHOBKY
(MoHTaX) MeANLUHCKOro
usgenus (Npyu Hannuuum)
12.  WHpopmayuma
npoBepKu npaBUAbHOCTH
YCTaHOBKM (MoHTaxa)
MeLULUHCKOr0 13fenns u ero
roTOBHOCTM K  6e3onacHoii
aKcnayaraymum

a) CofepxaHue n
NepuoanYHOCTb
TEXHWYECKOro
06CcnyXnBaHua, BK/IHOYas
OUMCTKY U [e3nH(eKuuto
MeMLVHCKOro n3genus;

Anst

6) MepeyeHb
npefoCTaB/IEHHbIX

NpPOM3BOANTENEM
(n3rotoBuTENEM)
MeMLUHCKOro nsgenus
CBEAEHMiA, Koueid, naponei
JocTyna, nporpamm,

H606X0,CI,VIMbIX Ona MOHTaxXKa,
Hanagkn, akKcnnyataymn wn
TeEXHMN4YecKoro O6Cf|y)Kl/lBaHl/lH
MeaULMHCKOro n3gennsa,

B) [epeyeHb PacxofHbIX
mMaTepuanoB  (KOMMOHEHTOB,
peareHToB), a TaKxe

npouesypy MX NpPUMEHEHUS U
3aMeHbl;

r) HeobxoanmocTb
KannmbpoBKu ons
obecneyeHns Hagnexawien wu
6e3onacHoi paboTsl
MeAULMHCKOTO  u3genns B

3. COXMUTE PYKOATKM MHCTPYMEHTA A0 YMOopa, 3aTeM OTMyCTuUTe ux. Ecnn
PYKOSITKW COKMMAIOTCS He MOSTHOCTHIO, 3TO MOXKET MPUBECTU K HEMOIHOMY
(hOPMMPOBAHUIO CKOBKM WU HefoCTaTOYHOMY COMMMKEHMIO KpaeB paHbl.
MoBTOpANTE  YyKasaHHble LWarM [0 TMOMHOr0  3aKpbiTWA  paHbl.
HaknagbiBainTe CkoOKM poBHO. CKOOKMW, WMCKPMBMEHHbIE MPU CXaTuK,
cnefyeT yaauTb 1 3aMeHNTb HOBLIMU.

Ctennep Appose™ ULC Auto Suture™ o0fHOpPa3oBblii TOHKOKOPMYCHbII
KOXHbIA [O/MKEH WCMOMb30BaTbCA B YCNOBUAX NEYEBHBIX YUpeXAeHWIA
TO/IbKO XMpYpraMu 1 KBaMQULMPOBaHHbLIMI CNEeLainucTamu.

He npumeHumo.

Ctennep Appose™ ULC Auto Suture™ 0fHOPa30BbIi TOHKOKOPMYCHbI
KOXHbI/i MOCTaBAseTC B CTEPWIBHOM BUAE W MNpeAHa3HayeH Ans
MCNOMb30BaHWs CTPOr0 Ha OAHOM onepauuu. YTWAW3MposaTb Mnocne
MCMO/b30BaHMA, MOBTOPHOW CTEPUM3ALMN HE MOLNEXNT.

MoBTOpPHOE UCMO/b30BaHWe M 06paboTKa YCTPOCTBA MOTYT MPUBECTU K
ero MOBPEXJEHUIO W, KaK CNeAcTBMe, HaHeCeHWIo yuiepba 340pO0BbiO
naumeHta. [oBTopHas o6paboTka wW/wunu cTepunMsaums  [aHHOro
YCTPOACTBA MOTYT CTaTb NPUYMHON MHPULMPOBAHNS NaLMeHTa.

He npvmeHumo.

He npumeHumo.

He npumeHumo



TeyeHue cpokKa ero C}'Iy)K6bI;

o) MeToabl CHWXeHUs
PUCKOB, CBSI3aHHbIX c
YCTaHOBKOM, KasimbpoBKoW
unm TEXHUYECKUM
06cnyXmBaHnem
MeAULMHCKOro n3genuan

e) NHpopmaymsa 0
MOHTaxe, Hanagke,
HacTpolike, KanubpoBke U
WUHbIM LencTBusim,
HeobxoAUMbIM  ANs  BBOfAA
MEeANLWHCKOrO  U3fenvs B
aKcnnyaTauuio n ero
npaBWbHON  3KcnyaTauuu
(NpMeHeHns);

X)  WHpopmayma 0
nepeyHe OCHOBHbIX
XapaKTepucTumk no

akcnayartaumm (MPYUMEHEHNIO)
MefULIMHCKOro n3genus,
YCMI0BUAM TPaHCNOPTUPOBKM
M XpaHeHua  (Hanpumep,
TeMnepatypa W BaXHOCTb
BO3JyXa, OCBELleHWe W WHble
XapaKTepnucTukm)

3) MepeyeHb
NPUMEHSIEMbIX

Npon3BOANTENEM
(n3rotoBUTENEM)
MeANLIUHCKOrO0 n3genuns
HalUMOHa/IbHbIX CTaHAAPTOB
13. WHdopmayms 0
CTEPUILHOM COCTOSIHUN
MeLMLUHCKOTo nsgenvs,

MeTofe ero cTepuansauum m o
nopsifke AeNcTBUIA B cnydae

HapyLleHuns CTepPU/IbHOM
yNnaKoBKu (ecnu
MeLNLMHCKOE nsgenue

nocTtaBndeTcAaA B CTEPU/IBHOM

BUae) nnnm, ecnm
MeULMHCKOe nsgenve
nocTaensieTcs

HecTepU/bHbIM, YKa3aHue Ha
HeobXxoANMOCTb ero
cTepuansayum nepes

Mncnosb3oBaHNeEM

He npumeHunmo

He npumeHumo

Crennep Appose™ ULC Auto Suture™ 0aHOpa30BbIli TOHKOKOPMYCHO
KOXHbI/ [O/MKEH XPaHWUTbCS NP KOMHATHOM TemnepaType oT +15 ®C ao
+30 ®C (59 °F - 86 ®F) M OTHOCUTE/IbHOW BNaXXHOCTK He 60/1ee 85%.
BepxHss rpaHuLa TeMnepaTypHOro guanasoHa: +54®C (130®F).

YcnoBus TpaHCMOPTUPOBKN U3AE/NIA:

- Temnepatypa OKpy>katoLLero Bo3gyxa ot -34 & go +54 ®C

- OTHOCUTE/IbHAA BNAXHOCTb - He 6onee 85%;

- aTMoc(epHoe aasneHune oT 54,9 no 101,3 klMa.

YcnoBsus aKcnyatauuu:

- TeMnepaTypa OKpyXatoLLero Bosgyxa: oT +15€RC o +30RC;

- Temneparypa Tena: oT +32®C go +42RC,;

- OTHOCUTENbHas BNAXHOCTb: He 6onee 85%;

- aTMoc(epHoe fasneHue: oT 54,9 no 101,3 klMa.

Crennep Appose™ ULC Auto Suture™ ofHOpa30Bblii TOHKOKOPMYCHOIA
KOXHbI 0TBeYaeT TPe6OBaHMAM CEpUU MEXAYHapOAHbIX cTaHgapTos EN
ISO 10993, EN ISO 11135. TloAHbIA CAWCOK MEXAYyHapOaHbIX
Tpeb6oBaHUIA NpesoCcTaBAseTCsA No 3anpocy.

Crennep Appose™ ULC Auto Suture™ o0fHOPa30Bblii TOHKOKOPMYCHOIA
KOXHbI/i NOCTaBNseTCA B CTEPUIbHOM BWAe W MpefHasHayeH ans
MCNOMb30BaHMA CTPOr0 Ha OAHOM ornepauuu. YTuUIusuposatb rocse
MCMO/Mb30BaHUsA, NOBTOPHOM CTEPUAN3ALIMN HE NMOLNEXMUT.

W3genve ctepunusyetca [0 rapaHTUPOBAHHOrO YPOBHA CTEPUILHOCTU
(YOC), paBHOoro 10, c ucnonb30BaHUEM pagmalmnm UM 3TUNEHOKCUAA
(30).

Ctennep Appose™ ULC Auto Suture™ oaHOpa3oBblii TOHKOKOPMYCHbII
KOXHbIi 35 CTepunusyroTcs paguaunoHHbIM  METOAOM C  MOMOLLbHO
raMmma-u3nyyeHus.

Crennep Appose™ ULC Auto Suture™ ogHOpa3oBblii TOHKOKOPMYCHbIV
KOXHbIA  35W  CcTepunmsyloTca € MCNOMb30BaHWEM  ra3006pasHoro
aTuneHokcmga (30).

CM. MapKVpoBKY:



14.  WHdopmauuns 0
nopsgke 06paboTKM
MeAVWLUNHCKOrO0 u3genus ans
ero NMOBTOPHOIO
MCMNOJ/Ib30BaHMs, BK/OYas
OUYUCTKY, Je3snHpeKLuio,
ynakoBKy n npu
Heo6Xxo4ANMOCTH MeToq
NOBTOPHOM cTepunumsayum
(ecnu MeguLUMHCKOe uK3fenune
npefHasHa4eHo ans
MHOropa3oBoro

MCMN0/Ib30BaHNA), a Takxke
KpuTepun HenpurogHocTK
MEeANLWHCKOr0 u13fennsa Ans
NPUMeHeHMs;
15.  WHdopmaymsa,

Heobxoanmas ans
naeHTUdmKaymn

MEANUMHCKUX  u3genuii ¢
Lenbto nosly4yeHus

6e30onacHoOii KomMOUHaUUK, W
nHdopmaumna 06 M3BECTHbIX

orpaHnyeHnsx no
COBMECTHOMY
NCMONb30BaHNIO
MeAMUMHCKNX wn3genuii  (ans
MeANLNHCKNX n3aenui,
npefHa3Ha4YeHHbIX ans
MCNonb30BaHWS  BMeCTe C
Apyrumu MeLULNHCKUMU
n3gennsamm " (nnn)
NPUHaANEXHOCTAMMN)

16. WHdopmauus 0
npupoge, Tune, a Takxe (Npu
HE06X0ANMOCTI) 06
WHTEHCMBHOCTU "
pacnpefeneHun  U3NyyeHUs
(3neKTpomMarHuTHOE,
WMOHU3MpPYIOLLLee, NHOe)
MEeANLWHCKOr0  u3gennsa 1
cnocobax 3alnUThI
noTpebuTeneii N TpeTbUX NN,
oT HenpegHamMepeHHOro

N3NyYeHns B npouecce
aKcnayaTayum MeguLUHCKOro
nsgenust (ecnu MefuLMHCKOE
nsgenve  cosfaeT  OnacHbIi
WM NOTEHLUMWaNbHO OMacHbIi

He ncnonb3yiiTe usgenue, eciv ynakoBKa BCKpbITa MM MOBPEXAeHa
Crennep Appose ULC Auto Suture 0AHOpa3oBblii TOHKOKOPMYCHbIVA
KOXHbI/i MOCTaBNAETCS B CTEPUIBHOM BWAE W NpefHasHayeH Aans
MCMOMb30BaHUA CTPOrO Ha OAHON onepauun. YTuUAu3MposaTb nocie
MCMOoNb30BaHMs. MOBTOPHOI CTEPUAM3ALMI HE MOASIEXNT.

MoBTOpPHOE MCMONb30BaHME 1 06Pa6OTKA YCTPOICTBA MOTYT MPUBECTU K
ero MOBPEXAEHWIO W, KakK CNeAcTBMe, HaHeceHMo Yyuiepba 340pOBbHO
nauveHTa. [oBTOpHas 06paboTka W/MAM  CTepunanM3aums  AaHHOro
YCTPOICTBa MOTyT CTaTb MPUUMNHON MHPULMPOBAHMS NaLMeHTa.

He npumeHnmo

Pagnaums, 3M1eKTPOMarHUTHble W MarHWTHble MO He OKasblBaloT
BO3elCTBME Ha PaboTy MEANLMHCKOTO U3Lenus.



YPOBEHb  U3NlyyeHUs  npu

MCNoNb30BaHUN no
Ha3Ha4yeHuo)

17.  WNHdopmauma o mepax
NpefOCTOPOXHOCTH,

nNpeAnpUHUMAEMbIX B Cyyae;
a) HeucnpasHoCTK

MeLMLMHCKOro n3genus, coos
B €ro paboTe Wn OTKAOHEHMW
B (hYHKUMOHNPOBAHUMN,
KOTOpble MOFyT BAUATbL Ha
6e30nNacHOCTb MeAULUHCKOro
n3genns, B TOM  4ucne
onpegensemMblX MO BHELWHWUM
npu3HaKam;

6) BospeiicTBus Ha
(DYHKLMOHUPOBaHWE

MeULMNHCKOro n3genus
BHELHUX (hakTopOB,
CBA3AHHbLIX C MNPUMEHEHMNEM
MESULWHCKOTO  u3genns B
KOMOMHauuMm ¢ gpyrumu
MeLULNHCKUMUN U3LEeNNAMUN U
(nnn) obopyfoBaHUEM, UAN
TakKux npeAcKasyembix
(hakTOpOB, KakK  BHellHMe
3/1eKTPOMArHuTHblE nons,

3NeKTpocTaTUYEeCKme
paspsagbl, n3nyyeHne
(3neKTpoMarHuTHoE,
NoHM3NpYytoLLee, NHOE),

aTMoc(hepHoe AaB/eHne 1 ero
nepenagbl, BNAXKHOCTb W
TemnepaTtypa Bo3ayxa;

B) PuUCKa 3neKTPOMarHUTHbIX

MoMex, C03JjaBaeMbIX
MEeAWLMUHCKAM u3genvem Ans
Apyrux MEeANLMHCKNX
n3genuii, o06opyaoBaHus U
cpeacTs CcBA3M npw
npoBeAeHNM " OLeHKe

pes3ynbTaToB ANarHOCTUKMN,
nevyeHuna nnn npn ero
NPUMEHEHNN MO Ha3Ha4YeHUIo

(Hanpumep,
3MEeKTPOMarHUTHoe
n3nyyeHue MeLULNHCKOrOo
nsgenns, OKasblBaKLlee
BANSAHUE Ha npyroe
obopynoBaHue);

18. TlpepynpexpgeHus n

(nnn) Mepbl
npesoCcTOPOXHOCTH,

CKOGKM, WCKPMBNEHHbIE MPU CXKaTUM, CNeayeT yaanuTb U 3aMeHUTb
HOBbIMU.

Crennep Appose ULC Auto Suture 0fHOpa30Bblii TOHKOKOPMYCHbIN
KOXHbI/i MOCTaBNsSETCS B CTEPUIbHOM BWAe W TMpejHasHayeH ans
MCMOMb30BaHUA CTPOr0 Ha OAHOWA onepauun. YTUAM3MPOBaTb MOC/e
MCNoNb30BaHNA. MNOBTOPHON CTEPUNNZALLN HE NOLJIEXUT.

He npvmeHumo.

He npymeHnmo



npeAnpUHUMaeMble

notpeGuTenem npu
MPUMEHEHUM  MEMLIMHCKOrOo
usaenus, cofiepyKaLllero

NeKapcTBEHHOE CPeACTBO ANA
MESMLUHCKOrO NpPUMEHEHUS,
mMaTepuan X1UBOTHOro u (Unu)
4efI0BEYECKOTO

NPOUCXOXAEHNSA, MaTepuansl,

KOTOpkLIe ABNAKOTCA
KaHUEPOreHHbIMN,

MyTareHHbIMU nnn
TOKCUYHbIMN, BO3MOXXHOE

BbleNIeHNEe W BbIMbIBaHUE
KOTOpbIX npuBOANT K
ceHcmbunnnsayum,
annepruyeckor peakuum nam
oTpuuaTe/lbHO  BAWSIET  Ha
PENPOLYKTUBHY (YHKLMIO
19. TlpepynpexgeHus n
(nnn) Mepbl
NpeaoCTOPOXHOCTH,
npesnpuHUMaemMble
notpebutenem npu
yTuan3aunm  MeaguLMHCKOro
n3genus, NpuHagNexxHocTel n
PacxogHbIX maTepuanos,
NCMOMb3yeMbIX BMECTE C HUM
(npn  Hanuuun), BKAKOYaA
CBefleHNs 06 UH(EKLMOHHOI,
MUKPOBHOM, 3KONOrMYecKoii
nnu  GU3NYecKon onacHocTu
MeSULMHCKOro n3genns

20. WHdopmauums 06
06CcTOATENbCTBAX, npu
KOTOPbIX notpebuTenb
[O/MKEH
NMPOKOHCY/IbTUPOBATLCA c
MeLULUHCKUM paboTHUKOM
21. Mopsagok wn ycnosus
yTunmsaumm nau

YHUYTOXEHUSA MELULUHCKOrO
n3genmns
22.  CpokK rogHocTn

23.  Mapkunposka

YTunusaumsa WCnosb30BaHHbIX CTENepOB [O/MKHA MPOM3BOAUTLCA B
COOTBETCTBMWM C  HOpPMaTvBaMu  MEAULMHCKOrO  YUpexieHus K
TpPe6OBaHUAMU MO  YHUYUTOXEHUIO  OGUOMOrMYECKUX OTXOA0B,  Kak
MeAULMHCKMe oTXoAbl Knacca b, B cootBeTcTBun CaHlunH 2.1.7.2790-10.

Crennep Appose ULC Auto Suture 0aHOpa30Bblli TOHKOKOPMYCHbIA
KOXHbIli [O/MKEH WCMONMb30BaTbCS B YCMNOBUSX NEUEBOHbIX YUpeXAeHi
TO/IbKO XMPYPraMu v KBanhULMpOBaHHbIMW CrieLuaamcTamu.

YTunmsaums WCNo/ib30BaHHbIX CTEMEPOB A0/HKHA MNPOW3BOAMTLCA B
COOTBETCTBMM C  HOPMAaTMBaMW  MEAWLMHCKOrO  YUpeXaeHus U
TpeboBaHMAMM MO  YHUUTOXEHUID  OMONOrMYECKUX  OTXOAOB,  Kak
MeAULMHCKME 0TX0AbI Knacca b, B cootBeTcTBUM CaHluH 2.1.7.2790-10.
Cpok rogHoctn Crennepos Appose ULC Auto Suture  04HOpa30BbIX
TOHKOKOPMYCHbIX KOXHbIX cocTaBnset 5 net (60 mecaues).

Cpok cnybbl CKOGOK M3 HepXaBelwel CcTannM: CKOBKM 13
HepXKaBetoLLel CTann ycTaHaB/IMBAKOT Ha CPOK 2-8 fAHeld. [lanee CKObKM

Cumson

(8)

PacwndpoBKa cumeona
He wucnonb3yiite u3genue, eciu ynakoBKa
BCKpbITA X NOBpPEX/EHa






24.  KOoMNMeKT NocTaBKu

25. TapaHTuWitHas
NH(opMaLns

BNIAYXKHOCTb He 60nee 85%>» yKasaHbl Ha PYCCKOS3bIYHOM CTUKEpE.
OCHOBbIBasACb Ha KOpNoOpaTvBHOW MOANTUKE, CUMBON «/cnonb3oBath [0»
nn  «Jlata  W3roTOBMEHWS» MOXET MPUMEHSTBCS K  CTEPUIbHbIM
npofgykTam. B cnydyae NpUMeEHeHWs «MIcnonb3oBaTh [0» YKasblBaeTcs
[lata, B KOTOPYIO MPOAYKT MOXET ObiTb MCMOMb30BaH (f4aTa MCTeYeHWs
CpOKa AeiicTBMA), MOCAe 3TOM faTbl HEBO3MOXHO WCMO/b30BaTh NPOAYKT.
B 3tom cnyyae fans onpeaeneHus Aatbl NPOWM3BOACTBA HEOOXOAMMO
BbIUECTb OOLLUMIA CPOK XpaHeHWst NPOAYKTa, 3asB/IEHHOrO U3rOTOBUTENEM
(60 mecsueB), 3 gatbl «/cnonb30BaTh 40».
KomnneKkT NocTaBKn U3LeNNsS COAEPXKNT:
- Ctennep Appose™ ULC Auto Suture™ 0/HOPa30BbIii TOHKOKOPMYCHbII
KOXHbI (Kbl cTenaep ynakoBaH B NepBMYHYIO yNakoBKy (naker)) -
12 wr,;
- IHCTpyKLMA No NpuMeHeHno - 11T,
12 (pBeHapuaTb) cTennepoB U 1 (0fHA) MHCTPYKUMS MO NPUMEHEHUIO
yMNakoBaHbl B KAPTOHHYIO YNMaKOBKY (BTOPMYHas/rpynnoBas ynakoBka).
KomnaHus Covidien 1c rapaHTupyeT, u4TO npu pas3paboTke wu
NPOM3BOACTBE  [AHHOIO M3genus Oblna  MposiBieHa  JOCTaTOYHas
OCTOPOXHOCTb. [laHHaa rapaHTUs 3aMeHsieT coboii 1 UCKIYaeT BCe
OCTa/lbHble TapaHTWW, SABHO He W3M0XEHHble B HACTOALWLEM
[LOKYMeHTe, MpsAMble WAN MNOALPa3yMEBaeMble B CWAY 3aKOHa MWW
MHbIM CNocobom, BK/KOYas, MOMUMO MNPOYero, nojpasymeBaemble
rapaHTMM TOBApPHOr0 COCTOSHWSA W MPUFOAHOCTU AN JOCTWIKEHWS
N60I KOHKpeTHOM uenn. ObpalleHne, XpaHeHMe JaHHOIO u3genus, a
TaKxKe Apyrue (akTopbl, CBA3aHHbIE C MALMEHTOM, AMarHO30M, JIeHeHWEM,
XMPYPruyeckumy  npouesypaMn UM UHbIMU  OBCTOATENLCTBAMM, He
3aBUCALMMM OT KoMnanum Covidien 11c, oka3blBalOT HEMOCPeACTBEHHOE
BMUSIHWNE Ha W3A4enne W pesy/bTaTbl, MOMYYEHHbIE MpPU  €ro
ucnonb3oBaHmMn. O6sA3aTenbCTBa KomnaHum Covidien 1lc no AaHHoN
rapaHTMM OrpaHMYMBalOTCS 3aMeHON fAaHHOro usgenusa. Komnanus
Covidien 1lc He HeceT OTBETCTBEHHOCTWM 3a /t06ble MO6GOYHbIE WU
KOCBEHHble YObITKM, YylWep6 wam pacxogbl, NPSMO WAUM  KOCBEHHO
CBSI3aHHbIE C MCMOJb30BaHNEM AaHHOro m3genus. Komnauums Covidien 1lc
He GepeT Ha cebs U He YMOMHOMOYMBAET Kakoe Obl TO HW ObIN0 NNLO
6paTb Ha Cebs OT ee MMeHM NO6ble Apyrue WM AO0NONHUTENbHbIE
06513aTeNbCTBA UM OTBETCTBEHHOCTb B CBA3M C AaHHbIM  W3AEMEM.
Komnanusi Covidien 1ic He HeceT HMWKaKOW OTBETCTBEHHOCTU 3a
MOBTOPHO UCNO/b30BaHHbIE, MOBTOPHO 06paboTaHHbIE UAWM MOBTOPHO
CTEPUNIN30BaHHbIE U3ENNA U HE MPEOCTaBAET B OTHOLIEHUN TaKUX
n3genuii  HUKaKUX ABHbIX WAWM  NOAPA3yMEBAeMbIX rapaHTuid,
BK/lOYaA, MOMMMO MPOYEro, rapaHTMM TOBApHOI0 COCTOAHUA W
NPUroLHOCTUN AN1A JOCTVKEHMWSA NOOOIA KOHKPETHO Lenw.
"apaHTUIiHbLIA CPOK rOAHOCTM paBeH CPOKY FOAHOCTU 1 cocTaBnset 5 neT
(60 mecsLeB).




["noccapuii

HavmeHoBaHMe B OCHOBHOW YacTu BepHoe HaumeHOoBaHWe
NMHCTPYKL MK
O6blyHasn CraHgapTHas



CovkJlen LLC

15 Hampshire Street, Mansfield MA
02048, USA

Tel: #1203 8451000

peNre Street, Mansfield MA

02048. USA N < e
Tel;+1 203 846 1000 it fc? -

fogtis



[MepeBog ¢ aHrAMIACKOro s13blKa Ha pyCCKuii f3bIK]
[/loroTun komnaHum «KoBuaneH»]

WHCTPYKLUMA MO NPUMEHEHUIO HA MeAULUHCKOE n3jenve:
«CTtennep Appose™ ULC Auto Suture™ o0aHOpPa30Bblii TOHKOKOPNYCHbIA KOXHbIA»
AN9 NpefocTaB/eHns B COOTBETCTBYOLWMe opraHbl Poccuiickoin degepaunnu

Mpoun3soaunTesb:
«KosugueH Jinc» (Covidien Lie), CLUA. 15, Mamnwwup Ctput, r. MaHchung, wr. MaccauyceTc,
02048, CLLUA (15 Hampshire Street, Mansfield MA, 02048, USA)

MPOM3BOACTBEHHbIE YYACTKU:
«KoBungmnen», 60, MugantayH AseHto, I. Hopt-XeliBeH, KoHHeKTUKYT, 06473, CLUA
(60 Middletown Avenue, North Haven, CT 06473 USA);

«KosuauneH» («H0.9c¢.9c.Cu. MyapTo-Puko, NHK.» (U.S.S.C. Puerto Rico, Inc.)), ctpoeHune 911-
67, CabaHetac WHpacTpmnan Mapk, r. MNoHce, Myspto-Puko 00731, CLUA (Building 911-67,
Sabanetas Industrial Park, Ponce PR 00731, USA);

«KoBuamnen» («Oasuc & ek Kapube, /1Ta.» (Davis & Geek Caribe, Ltd.)), 3oHa ®paHKa-ge-
CaH-Wcunapo, Kappetepa CaH Ncmpapo, 17-i kM, CaHTo-[LOMUHIO, JOMUHUKaHCKas pecnybnmka
(Zona Franca de San Isidro, Carretera San Isidro Km 17, Santo Domingo, Dominican Republic);

«KoBugmneH», bynbBap WHcypreHTte, 19030, JinbpamueHTo, 22225, TwuxyaHa, HWMKHASA
KanngopHusa, Mekcuka (Boulevard Insurgentes 19030, Libramiento, 22225 Tijuana, B.C.,
MEXICO).

MoanucaHo oT MeHN «KOoBUANEH»:

Inodnucbl

BputtaHn YopTuHrtoH (Brittany Worthington), coTpyaHuK oTAena HOpMaTUBHO-NPABOBOr0
perynmpoBsaHus

WTAT KOHHEKTUKYT
OKPYT HblO-XEVBEH

MognucaHo 1 3aBepeHO B MOEM MPUCYTCTBUM cerofHsa, 19 despana 2021 r.
Inodnucbl

Kapuwma Matenb (Karishma Patel), HoTapuyc
CpoK gencTamsa Momx nonHoMounin uctekaet 30 ceHTa6ps 2023 .

«KOBVOMEH» 15, Mamnwwmp Ctput 508-261-8000 [T]
r. Mancgung, Maccauycetc, 02048, CLUA

[TekcT pOKymeHTa Ha pyCCKOM si3bIKe]



[/loroTun komnanun «KosuaneH»}

MpunoxeHne K MHCTPYKUUM NO NPUMEHEHUIO HA MELMLMHCKOE U3LeNne:
«CTtennep Appose”™ ULC Auto Suture™ 0aHOpa30Bblii TOHKOKOPMYCHbIA KOXHbIA»
ANS NpefoCTaBNeHMA B COOTBETCTBYHOLWME opraHbl Poccuiickoii degepaymm

MpounssoauTensb:
«KosuaneH Nnc» (Covidien Lie), CLUA. 15, Mamnwwup Ctput, r. MaHchung, wt. MaccadyceTc,
02048, CLUA (15 Hampshire Street, Mansfield MA, 02048, USA)

Mpon3BOLACTBEHHbIE YYACTKMN:

«KoBuguneH», 60, MugantayH ABeHto, r. HopT-XeiiBeH, KoHHeKTUKYT, 06473, CLUA;
«KoBunamneH» («HO.9¢.3¢.Cu. MyapTo-Puko, NHK.»), cTpoeHne 911-67, CabaHeTac MHaacTpuman
Mapk, r. MNoHce, MyapTto-Puko 00731, CLUA;

«KoBugmnen» («Odasuc & ek Kapube, JITa.»), 3oHa ®paHka-ge-CaH-Ncnapo, Kappetepa CaH
Wenppo, 17-i km, CaHTo-[AOMUHIO, [LlOMUHMKAHCKas pecnybniunka,

«KoBuaueH», bynbBap WHcypreHte, 19030, JimbpamueHTo, 22225, TuxyaHa, HMXKHAS
KanndgopHusa, Mekcuka.

MognucaHo oT UMeHN «KoBUANEH»:

Inodnucbl

BputTaHn YopTuHrtToH (Brittany Worthington), coTpyagHUK oTAaena HopMaTMBHO-MPaBOBOIo
perynuposaHus

WTAT KOHHEKTUKYT
OKPYT HbtO-XEWBEH

MoanucaHo ¥ 3aBepeHo B MOEM NPUCYTCTBUKM cerofgHa, 19 despans 2021 r.
Inodnucbl

Kapuwma Matenb (Karishma Patel), HoTapuyc
CpoK felicTBMS MOMX NOTHOMOUNIA nctekaeT 30 ceHTA6psA 2023 T.

«KOB/ANEH» 15, Mamnwmp Ctput 508-261-8000 [T]
r. MaHcgnng, Maccauycetc, 02048, CLUA

[TekcT fOKYMEHTa HapyCCKOM Si3bike]



[WTamn: «KosBugmeH JIJ/IC»
15, Mamnuwunp Ctput, r. Mancdung, Maccauycetc, 02048, CLUA
Ten.: +1 203 845 1000]

[LlWTamn: «KosugueH 1/1C»
15, Mamnwup Ctput, r. MaHchung, Maccauycetc, 02048, CLUA
Ten.:+1 203 845 1000]



MepeBoA AAHHOTO TeKCTa BbINOMHEH NepeBoguYMKoM Acbkiball AHapeem AdaHacbeBryem

Poccuiickaa ®efepaums
["opog MockBa
TpeTbero mapTa fse ThicauM ABaauaThb NepBoro roga
A, Akumos [neb6 Bbopucosuy, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYH MNOAAMHHOCTb
noanucu nepesogumka Acblbaw Angpes AdaHacbesnya.
Mognuce caenaHa B MOEM NPUCYTCTBUN.
JTnyHocTb nognucasLllero AOKYMeHT yCTaHOoB/EHA.

3aperncTpupoBaHo BpeecTpe: 77/09 - H/77 - 202] -
Ynnauy£aa.y3 coBeplleHne HoTapuadbHoro geiicTeusa: 400 py6. 00 kon.

6. AKumos

MpowHypoBaHO, NPOHYMEPOBAHO
M CKpenneHo neyaTbo co”.iucm(-a,-0e).

HoTapuyc:



