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OEAEPAABHAS CAV;KBA IO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POCSAPABHAASOP)

PEFHCTPAHHOHHOE Y,ZIOCTOBEPEHHE

HA MEAULUHCROE U3JEJIME

or 31 arycra 2018 roga ¢ P3H 2016/4934

Ha MepunuaCcKOE u3nenue
Huth xupyprudeckas ¢ HrJioi ais 6e3y3ioBoi pukcannu TKaHeH
Stratafix Spiral PDO (Polydioxanone)

Hacrosmiee perucTpaiiioHHOE YAOCTOBEPEHHE BEIAHO

O0mecTBO ¢ OrpaHAYEHHO 0TBEeTCTBEHHOCTHIO "' [skoHcon & sxoHcoH"

(000 "Ixoncon & /I:xoncon"), Poccus, 121614, Mockea, yia. Kpeunarckas, a. 17,
Kopim. 2

IIpousBogurens

"Cepmxukan Crnemearuc Mekcuxo, C.JIE P.JI. IE C.B.", Mekcuka,

Surgical Specialties Mexico, S.DE R.L. DE C.V., Corredor Tijuana-Rosarito 2000,
#24702-B, Ejido Francisco Villa, Tijuana, B.C., C.P., 22235, Mexico

MecTo pon3BOACTBA METUIIMHCKOIO H3IEIUs
Surgical Specialties Mexico, S.DE R.L. DE C.V., Corredor Tijuana-Rosarito 2000,
#24702-B, Ejido Francisco Villa, Tijuana, B.C., C.P., 22235, Mexico

Homep perucrpanuonnoro goceke Ne PJ1-23271/45930 ot 15.08.2018
Knacc noteHnpansHOro prucka MpHMEHEHHs MeTUIAHCKOT0 H3/ems 3

Kox O6mepoccuiickoro kiaccupukraropa MpoayKIHuH [0 BHAAM 3KOHOMHYECKOH
JesitenbHOCTH 21.20.24.120
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OEAEPAABHAS CAYKBA TTO HAA3SOPY B COEPE 3APABOOXPAHEHWMA
(POC3APABHAA3OP)

MPUJIOYKEHUE

RPETHCTPALHHUOHHOMY YAOCTOBEPEHHIO

HA MEAULHWHCROE USAEJIUE

ot 31 aBrycra 2018 roaa Ne P3H 2016/4934

Juer 1

Ha MegunusCcKO€E H3eme
Huts xupypruveckas ¢ UrJjioi 1s 6e3y3noBoii puxcanun Tkaneii Stratafix Spiral PDO
(Polydioxanone):

BapuaHTBI HCTIOTHEHUS:

1. /IByHampaBieHHAs:

- M4 (1) 36x36 cM nBe urnsl komomue CTX;

- M4 (1) 36x36 cm nBe urisl ooparHo-pexymue OS-8;

- M3 (2/0) 24x24 cm nBe urisl obpatHO-pexxynue FS;

- M3.5 (0) 24x24 cm nBe uribl o6patHo-pexyinue CP-2;

- M4 (1) 36x36 cM aBe urisl Komronme Mmaccusabie MO-4;

- M1.5 (4/0) 24x24 cm nBe uras kosmome-pexymue TAIIEPKAT V-26;

- M3.5 (0) 14x14 cm gBe urnsl komomue CT-3;

- M4 (1) 30x30 cm nBe urisl ooparHo-pexymue OS-6;

- M3 (2/0) 14x14 cm gBe urnsl obpatHo-pexynme FS;

- M1.5 (4/0) 24x24 cm e urisl komomme-pexxymmue TATIEPKAT V-4;

- M4 (1) 24x24 cm nBe urisl oopatHo-pexymue OS-6;

- M3 (2/0) 14x14 cm nBe urisl komone SH;

- M3.5 (0) 24x24 cMm aBe urisl komomue MH;

- M3 (2/0) 10x10 cM aBe urnsl komormue SH;

- M3 (2/0) 24x24 cM nBe urisl komomue MH;

- M2 (3/0) 14x14 cMm aBe uribl o6patHO-pexyinue FS;

- M1.5 (4/0) 14x14 cm aBe urisl komome-pexyinue TATIEPKAT V-26;

- M1.5 (4/0) 14x14 cm nBe uriel obpatHo-pexymue FS-2;

- M1.5 (4/0) 7x7 cm nBe urist o6patHo-pexymmue FS-2;

- M3.5 (0) 14x14 cm aBe urnel komomue MH;

- M4 (1) 14x14 cMm aBe urisi komomue CT-1;

- M1 (5/0) 7x7 cm aBe urisl o6patHO-pexyimnue FS-2;

- M3 (2/0) 7x7 cm aBe uris komonme MH;

- M3 (2/0) 14x14 cm nBe urisl komoie MH;

- M4 (1) 24x24 cm nBe urisl oOpaTHO-pexymme CP-2.

2. OpHOHampaBiIeHHAs: B o

- M3 (2/0) 45 cm obparHo-pexymas PS-2 npaiim; & X,

- M2 (3/0) 45 cm obpatHO-pexymas PS-2 npaiim; 4 o
- M3.5 (0) 20 cm urna xomomas CT-1; 4 A
- M3.5 (0) 30 cM urna xomomas CT-1.
e
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AEKJIAPATIUS O COOTBETCTBUH

OG1iecTBO ¢ OrpaHHYCHHOR OTBETCTBERHOCTLIO "IhxoHCOH & JDkoncon"

sapernctpuposan HMHC Ne 25 no I0AO r. Mockae, nata pernctpaunun 23.12.2002 r, OT'PH: 1027725022940/ cTouT Ha
yuete B Hucnexuua PenepansHol Hasorosoli cnyx6Git Ne 31 1o r. Mockae.

[ [—r—r= e Ferpepy PO, T2 PCTRCTPRER, woncp)
MecTo Haxomaeuus: 121614, Poccus, ropoa Mocksa, yauna Kpsinatckas, Tom 17, Kopnyc 2

Tepedou: +74955807777, E-mail: rzn@inj.com
T, Teasjon, ghat

8 uue lenepansuoro Aupextopa Mapkosoit FOnnn Hukonaenss

3IAABASAET, YTO

Hus Xupyprieckas ¢ urnodi s Geayanosofl kcaumn Txaned Stratafix Spiral PDO (Polydioxanone) p papnantax
HCMIONHEHNA:

1. Heynanpannegxan:

- M4 (1) 36x36 cm npe urmw komouue CTX:

- M4 (1) 36x36 cm ase nost o6patHo-pexymne OS-8;

- M3 (2/0) 24x24 cm ase urnbt obpatno-pesxcywue FS;

- M3.5 (0) 24x24 cm npe urnwi obpatao-pexymne CP-2;

- M4 (1) 36x36 cM ABe urabt Komowme MaccHBHLe MO-4;

- M1.5 (4/0) 24x24 cm aBe urne koniolte-pexyuse TATIEPKAT V-26;

- M3.5 (0) 14x14 cm 8e Hmet komowne CT-3 - M4 (1) 30x30 cM ase Mkl obpato-pexywme 0S-6;
- M3 (2/0) 14x14 cm aBe urbl oGpatho-pexymue FS;

- ML.5 (4/0) 24x24 cm aBe urnbt komowe-pexyuwne TATIEPKAT V-4;

- M4 (1) 24x24 cM me urnst ofparo-pexymne 0S-6;

- M3 (2/0) 14x14 cm aee ummn komoutne SH;

- M3.5 (0) 24x24 cm npe uraw konrowse MH;

- M3 (2/0) 10x10 cm ave urmu kosoune SH;

- M3 (2/0) 24x24 cm nee wmnn komoume MH;

- M2 (3/0) 14x14 cM niBe urnst ofpatHo-pexyune FS;

- M1.5 (4/0) 14x14 cm ase urul komowe-pexyuine TATIEPKAT V-26;

- M1.5 (4/0) 14x14 cm ase urnsl o6patHo-pexyue FS-2;

- M1.5 (4/0) 7x7 cm aBe urnm obparno-pexcymme FS-2;

- M3.5 (0} 14x14 cm aBe et komomne MH - M4 (1) 14x14 oM e Hraw komowme CT-1;
- M1 (5/0) 7x7 cm ape urawt o6patho-pexywne FS-2;

- M3 (2/0) 7x7 cM nse urmni xomtoue MH - M3 (2/0) 14x14 cm ase wrnbt komoume MH;
- M4 (1) 24x24 cm e umi obpatHo-pekyiume CP-2,

2. OnHoHanpagnenHasn:

- M3 (2/0) 45 cm obpatHo-pexcywas PS-2 npaitM ;

- M2 (3/0) 45 cm obpaTHo-pexcywas PS-2 npafim;

- M3.5 (0) 20 cm urna xomowas CT-1 ;

- M3.5 (0) 30 cm urna xomowan CT-1

THAL Mapea pespra), oy
BLINYCKBEMAN N0 TEXHHYECKON AOKYMEHTaUHH Ha HInenie
Cepulinuil suinyck.

EURYCKE Wim P RIPTAR, ST BLICIMA, aoroacps

HITOTOBHTENb

Cepmxnkan Cnewentic Mekcnko, C.JIE PJI. [IE C.B./ Surpical Specialties Mexico, S.DE R.L, DEC.V.

MecTo Haxoxnenns: Mekcuka, Corredor Tijuana-Rosarito 2000, #24702-B, Ejido Francisco Villa" Tijuana, B.C,, C.P,,
22235, Mexico

Kon OK 034-2014: 21.20.24.120, Koa TH B3J] EA3C: 3006109000

COOTBETCTBYET TPeforaHMaM

FOCT P 52770-2016, TOCT 1SO 10993-1-2011, TOCT 1SO 10993-4-2011, FOCT 1SO 10993-5-2011, FOCT 1SO 10993-

6-2011, FOCT 1SO 10993-7-2016, FOCT 1SO 10993-10-2011, FTOCT 1SO 10993-11-2011, TOCT EN 556-1-2011, FOCT
26641-85, TOCT 31620-2012

T [T ————— 3 Wylatve ¥Frax sop oy T ana o) renr)
Jexnapauns npuusTa xa ocuorannu [potokonos ncnbttannit NeNe 58571-18/1, S8S1-18/2 ot 28.09.2018 roza, NelNo
20/1E.553.022, 20[E.554.022 ot 05.10.2013 roaa, emaauumx Mcnwrarenbiol naGopatopuell MeAKUMHCKUX Mapennit
QenepanbHOro rocynapcTBEHHOro GiofkeTHoro yupexaeHus "®eaepaibHeifl HAYMHO - KMWHHYECKHR ueHTp usuxo-
XHMHYCCKOR MemnuHHE! @ecpanbHOr0 MEAHKO-GHONOrHYECKOTo areHTCTBa” (PErHCTPauHOHHBIN HOMEp aTTecTara
akkpeanTaund RA.RU.21MH25).

Perncrpaunonnoe ynoctoseperne Ne P3H 2016/4934 or 31.08.2018 r., DenepansHan caywba no Hapsopy B chepe
japasooxpaHenia (POC3IPABHAI30P), Pd;

o Maryuerray, A

CIRLCIRLIACINLCINLIRCIACIRATCIACIRCIRCIRCIRCIRCIRLCIBLIACIREIRCIACIFCIACIRLIRLINCIRCIRCEIRCIRALCIRALIRLS
WEIWECINWLIWETIHNLINCIEIWNECINCINLINCIINCIINCI N LI NLCINCXINLCINECENCINECIWEEI N LI N LCIWCINCEINEINEIVWEINCTIHNCIWCINTI Y

C3#€3#t3*¢3#€3ﬂt3#£3#t3#t&it:it3ﬂt:ﬁC3*ta#c:ﬂt3ﬂt3ﬂ£3ﬂt3#t3ﬂtaﬂti



Hata npHuATua aeknapauny 08.10.2018
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CreaeHia o perucTpaiy GEKIapauii O COOTBETCTRIY

117418, Poccutickan Qeaepauns, ropoa Mockea, Haxumopckuit npocnext, pom 31

Tenedon +7(495)668-27-42, dakce , anpec anekrponHofl noyrs info@rostest.ru

ATtrectat akkpeanTatiit Ne RA.RU.10A 146 nara aHecenun B peectp axkpennToBaHublX nnu 27.04.2015 rona, esinay
Denepanbholl cnyx0boh no akkpeanTaunuu
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