AEKJTAPAILIUSI O COOTBETCTBHHA

O6mecTBo ¢ orpannvenHoi orsercreeHocTsi0 "Kopuanen Espazus'’; Q00 "Kopnanen Espasus’

(HANMEHOBAHNE OPraH3AITHH KM QaMUIHA, MM, OTICCTEC HHANMBUAYAILHOTO IPEANPHHMMATENS, IPHHABMINX JCKNapalyic O COOTBCTCTRHM) ~
Mexpaitonnas nacnexius Penepanpuod Hanoropoit cnyx0s! Ne 46 no r.Mockse , 23.07.2001

CBEIEHHA O PETHCTPALMK OPTaHH3ALKH WIH HHAWBWAYATRHOTC NpeAnpHHHMATERA

OI'PH 1027739579284

{HAVMEHOBAaHHE PEFMCTPUPYIOMIETO OPraHa, JATa PerICTPALH, PerHCTPAHOHHEIH HoMep)

Anpec: 105120, r. Mocksa, nepeyaok CelpoMaTHUUICCKHEM 2-H, oM 1, Teredon: +7 (495) 933-64-69

(anpec, Tenedion, hake)
B mune  TenepaysHoro mupexropa boxopoit Mapuu JIbBOBHEI

{AGAKHOCTD, JAMMIIHA, UMA, OCTYECTBO PYKOBOAATENE OPTAHH3ANH, OT HMEHH KOTOpPOH OPHHHMASTCA ASKITAPaLps)
3agrisier, uTo Haﬁopm OJHOPA30BLIE MCOHUWHCKHE AN ofecnedeHHA JOCTABKH MHTATEIbHBIX
cMeceH Kangaroo, ¢ NPHHAUICKHOCTAMU

(RauMeHOBAHUE, THIL, MAPKA IPOAYKLHE (YCHYIH), HA KOTOPYH) PACNPOCTPAHACTCA ACKIAPALHA)

Koa OKII 94 3790 Koa TH B3/ 9018 39 000 0

ko OK 005-93 u (unm) TH B2 CHI' unu OK 002-93 (OKYH), caenerns 0 cepniiEoM BEINYCKE WK GAPTHH
CepuiHBIH BRITYCK

(HoMep BapTHH, HOMEpa HIOCHMH, PeKBH3UTEl A0roBOpa (KOHTPAKTA), HAK/AIHAT)
"Kosuanen Jlne', CIIIA, Covidien Llc , USA, 15 Hampshire Street, Mansfield MA 02048, USA;
Covidien Llc, Boulevard Insurgentes 19030 Libramiento, 22225 Tijuana, B.C., Mexico;
Covidien Ireland Ltd., formerly Tyco Healthcare Ireland Ltd., Sragh Industrial Estate Tullamore,

Co. Offaly, Ireland.
HaHMCHOBAHME H3FOTOBUTCNSA, CTPAHLL M T.IL.

cootsercTByeT TpeGopanusm: ['OCT P 50444-92 (p. 3, 4), OCT ISO 7886-1-2011, 'OCT ISO 7864-
2011, ’TOCT 19126-2007 (p. 5), TOCT 21240-89 (In. 3.6, 3.7, 3.13, 3.14), F'OCT 16427-93 (mm. 1.3.1,
1.3.4), TOCT P 52770-2007, I’'OCT ISO 10993-1-2011, 'OCT ISO 10993-5-2011, TOCT ISO 10993-10-
2011, TOCT ISO 10993-11-2011

(ofo3HAuEHHE HOPMATHBHAIX JOKYMEHTOR, COOTBETCTRHE KOTOPSIM NOATREPKICHO NAHHOH JeKnapauneh, ¢ yKa3anHeM NyHKTOR 3THX HOPMATHBHBIX
JOKYMEHTOB, COEPAIIMX TPeOOBAHNS A JAHHOH MPOAYKLHH (YCTYTH))

Jleknapatisst IpUHATA Ha OCHOBAHAM: HPOTOKONa uenbiTanumid Ne 212-H-14/344 ot (03.10.2014 HUIILLTOY
JITTIO "Poceniickas MequOHHCcKas akaIeMus TOCIeUIIIOMHOro odpa3osadus MunucTepersa
3apaBooxpaneHus Poceuiickoit @eneparan”, per. Ne POCC RU.0001.211IM60, 24.06.2010 — 24.06.2015;
3aKMIOUYeRH ToKeuKkoorudeckux uenbitannii NoNe 3450.014, 3451.014 o1 02.10.2014 WL @I’ BYH
"HHUW ®XM" ®MBA Poccrn, per. Ne POCC RU.0001.21MIM33, 05.09.2012 - 16.07.2015
Perucrparuonnoe yaocrosepenue Oesiepaibroii cinyk051 10 Hag30py B cdepe 37paBOOXpaHeHUs U
coruatpHoro passaTHI Ne ®C3 2012/12585 ot 23.07.2012

(undopmanig 0 JOKYMSHTAX, ABNMONINNCSE OCHOBARUEM AN NPHHATHA SEKIAPALIIAN)

03.10.2015

bokora Mapus JIbBoBHA
(MHUAHATGL, HaMHIIN)

CaefieHHs O PEeTHCTPAIHH JEKIAPAUH O COOTBCTCTBHH
OOO»%TEH‘TP«:CEPTH@HKAHHI/I W JEKJIAPMPOBAHWA", Ne POCC RU.0G01.11HM41

3apcru0'rpnposasu,1ero ﬂemapamm)

POCC US.MM41./104232 ot 03.10.2014

{(aTa PerncTPALAM H PEFHCTPALIHOHHEIH HOMBD ZEKIapaliK)

& A Joke

(MOATHCh, MHMUMANGL, (EMIETHA PYKOBOAWTERS OPIaHa [0 CEPTHEHHKALNH)




1. HaGops! oJiHOpa30BEIe MeTUIHCKYE A1 0OecriedeHHA JOCTABKH ITHTATENhHBIX cMecel Kangaroo.
1. HaGop mis epBHHHOIO JIOCTYHA B COCTABE! :
- Karerep — 1 mt.
- Breranit Quxcupyromui quck — 1 mr. :
- JIBYXIIPOCBETHBIN KOHHEKTOP ¢ BHyTpeHHeH pe3nboit - 1 mrT.
- JiByxupocBeTHBIH KoHHEEKTOP JIroap-Jlok — | mit.
- Mrna 40 x 0,8 MM - 1 1T,
- Hrna 16 x 0,5 MM — 1 1T,
- Iopun 6 Mt — 1 mwT.
- Ckanpniens — | mm.
- Tpoakap-kaHtoms — 1 mrT.
- [IpoBoauuk-neTnsA- 1 mr.
- OenecTpHpoOBaHHOE TIOKPHTHE — | IIT.
- ¥ nepaxxuparomas nops3ka — 1 wr.
- MapneBsie TaMIOHBI — 6 1IT.
- Mucrpykiug — 1 mr.
2. Habop [1g €I0HOCTOMHH B COCTABE:!
- TpyOKa- | wmrT.
- puKkcHpyromuii fucK — 1 mr.
- Ura-Tpoakap - 2 mr.
3. Ha6op mist KapracHO! racTpoCTOMHH Ha YPOBHE KOXKH B COCTaBe:
- TpyOKa — 1 .
- obrypaTop — 1 mrT.
- YCTPOMCTBO AT yCTaHOBKM/yaaneHud Tpyoxu — 1 mr.
- TpyOKa jumst 6OIOCHOrO BREJEHHs — | 1T,
- TpyOKa AJIs HEHPUPHIBHOTO BBEJACHHS — | 1T,
- MHCTpYKIug — 1 .
4. Habop nns Ha30€IOHATBHOTO KOPMIICHHS B COCTaBE:
- XelryJouHas Tpybka — 1 1oT.
- efOHaIbHAA TpyOKa — 1 1.
- mpui — 1 mT.
- MPOBOJHUK — 1 1T,
- Ha3anbHAs KaHIos — 1 T,
- HazanbHad HoBsg3ka — | mT
5. HaGop juis 6anonHO racTpocTOMHY Ha YPOBHE KOXKH B COCTaBe:
- TpybKa ¢ SautoHoM — 1 wiT.
- LINPHIL — 2 1IT.
- TpyOKa 11 60JOCHOTO BREJIGHHS — 1 11T,
b

boxora Mapus JIsBoBHA
(unpIEansl, pamMums)

CBeJeHHs O PerHCTPAIHH JISKIIAPAIHI O COOTBETCTBHH
OOO SLIEHTP CEPTI/I(I)I/IKAHI/II/I U AEKJIAPYPOBAHKA", Ne POCC RU.0001.11MM41

3apemCTpHponanmero nexﬂapaumo)

POCC US.MIM41./104232 ot 03.10.2014

(maTa PerHCTPAIMH H PErHeTPaHHOHRbH] HOMEp AEKAAPALIN)

o A, JToko

(IMOANHCE, BHHUMANTEL, (aMUNHA PYKOBOLHTEN OPTaHA O CepTHGMKALM)




- TpyOKa ISl HeNMpPepBIBHOTO BBEACHUS — | IHT.

- MapJeBble TAMITOHBI — 4 H{IT.

- HHCTpyKIus — 1 mT.

I1. TIpuHagneXHOCTH

1. OGtyparop, He 6onee 100 mmT.

2. ArTapedunrokcHpIH Kianal, xe donee 100 mr.

3. Apanep, He 6oaee 100 .

4. Onpenemwmrens yposHa CO2, He 6onee 100 mr.

5. Mameputent rTyOHHEI CTOMHYECKOTO X014, He 6onee 100 mT.
6. ITpoBoAHHK - cTpyHa, He Ooaee 100 mr.

7. TpyOka 115 HenpepsiBHOTO BRe/IeHus, He 6oee 100 mrr.

8. Tpy6bxa mst SomocHoro BBeAeHUsL, He Oonee 100 mT.

10. Konnexrop, ne bomee 100 mr.

11. XKecrkuit KOHTEHHED JU SHTEPAIBHOYO IINTaHRS, He Gonee 100 mT.

=

boxora Mapus JibBosHa
(manouansl, GamMuTms)

CBefleHNA O perUCTpaliiy JIEKIapallii 0 COOTBETCTBHHE
[EHLP CEPTUOHUKAITAM M JEKTTAPUPOBAHMSA", Ne POCC RU.0001.11HM41

(HRMMEHOBAHHE H AEDEC OPraHa 0O CepTHRKAHMY,

“\
< KB&, yi. Muepnukn, goM Ne 3, xoprrye 1 renedon: +7 (495) 783-42-17

3APETHCTPHPORARIBETO ZEKAAPALMIO)

POCC US.MIM41.J104232 ot 03.10.2014

(maTa peruCTPAMH ¥ PErUCTPAUHOHHEIN HOMEp ASKIapauy)

P AJ. Joxo

{noanHch, MERIHANE, QaMeus PYKOBOAWTERA Opraka 110 cepTUDUKAIHH)




