OEAEPAABHAA CAVKBA 11O HAA3OPY B COEPE 3APABOOXPAHEHWM
(POCSAPABHAASOP)

PEFHCTPAHHOHHOE Y,CIOCTOBEPEHPIE
HA MEAULIUHCROE U3AEJIUE
_oT 26 despais 2016 rona Ne ®C3 2012/12543

Ha mepuimncKoe u3aenue ‘

I npuneI IS peHTTeHOKOHTPACTHEIX/MATHUTOKOHTPACTHAIX BEIIECTB H
(M3HOIOrHIECKOT0 PACTBOPA K YCTPOHCTBAM /I BHYTPHBEHHOT'0 BBe.ueHnn,
Ha00pax M OTAEJbHBIX YIAKOBKAX

Hacrosimee perucTpanioHHOE YIOCTOBEPEHHE BBIIAHO
"Baitep Meankan Ksa Huk.", CIIIA,
A Bayer Medical Care Inc., 1 Bayer Drive, Indianola, Pennsylvania 15051, USA

ITpousBomurens
"Baitep Mepukan Kaa Hnk.", CIIIA,
Bayer Medical Care Inc., 1 Bayer Drive, Indianola, Pennsylvania 15051, USA

MecTo mpou3BOACTBAa MEAUIIMHCKOTO U3EIH
1 Bayer Drive, Indianola, Pennsylvania 15051, USA

Homep peructpanuontoro nocse Ne P/I-10332/64698 ot 17.02.2016
Bun Me)muuncxoro n3nenus 238640

Knace norennuansHoro pucka IIPYMEHEHUS MEIMIIMHCKOTO U3eus 2a

Kox Obmepoccuiickoro kiaccudukaropa NpoyKIuH Ui MEAUIIUHCKOro u3/ienus 93 9863

‘Hacrosimee perucTpaloOHHOE YI0CTOBEPEHHE HMCET IMPHITOXKEHHE Ha 2 JIHCTax

npukasoM Pocsapasnazizopa ot 26
;Lonymeuo K'oﬁpame'nmo Ha Tepp
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(DEA,EPAABHAF[ CAY2KBA T10 HA,A,SOPV B CCDEPE SAPABOOXPAHEHMH
(POC3,A,PABHA,A,30P)

npunomEHﬁE

R PEFHCTPAuHOHHOMY YAOCTOBEPEHPIIO
HA MEAULUIMHCKOE U3AEJIUE
oT 26 despans 2016 rona  Ne ®C3 2012/12543

 Ha MeauUmMHCKOe H3fienue
HInpuus: aas peHTI‘eHOKOBTpaCTHb[X/MaFH“TOKOHTpaCTHBIX BellecTB H

(hU3HOIOrMYECKOro pacTBOpa K ycTpoiicTBaM JJist Bny'rpuneunoro BBE/ICHHUSI, B naﬁopax 0o o

OTAeJIbHBIX YNAKOBKAX:
OtzienbHBIE YIIAKOBKH:
- 1.150-FT:
- Ilmpwr 150 M.

2.200-FT:

Hrpuig 200 mur.

3. 200-FLS:

Lmpur, 200 m.

HaGopsi:

1. 150-FT-Q B cocTage:

1.1 HInpun 150 mur;

1.2 TpyGxa 6BICTPOro HaNOJIHEHHUS.

2.200-FT-Q B cocraBe: '

2.1 Wnpwig 200 mo;

2.2 Tpy6ka GBICTPOro HAMOJIHEHHUS.
3, 60-FT-Q B cocrase: :

3.1 Lnpwui 60 mu;

37 TpybKa ObICTPOro HaMoMHEHHS.

~ 4.200-FLS-Q B cocTase:
4.1 HInpuu 200 mi;
4.2 Tpybka GpicTpOro HATIOJHCHUSL.

5. 125-FLS-Q B cocTage:

5.1 Wnpuu 125 mi;

5.2 TpyOka OpICTPOro HaNOJHEHMSI.

6. CTP-200-FLS B cocrase:

6.1 Ulnpun 200 mu;

6.2 Tpybka coeiMHUTEIbHAsA HU3KOTO JaBJIECHUs;

6.3 Tpy6ka GBICTPOTO HATIOMHEHHUS!. :

7. CTP-125-FLS B coctase:

7.1 Wnpu 125 M

- 7.2 Tpy6Ka COeAUHUTEIbHAs HU3KOTO RaBIgHIGE PARE D
7.3 Tpy6xa OBICTPOro HAIONHEHHS.

Sk SQK 65VS B cocrase:
8.1 Inpuuet 65 ma— 2 wr.;

8.2 T-06pasHas COSAMBUTEbHAS TPY QKA HHIKORO
Py BoguTens PenepannHoii « myxopr, b
[0 E 1130y B cepe 3APABOOX] AHEHMSE S, (0




(POCSA,PABHAASOP)

l'lPPlJIO)KEHPlE

R PEFHCTPAHHOHHOMY Y,LIOCTOBEPEHPHO
| HA MEAWLUMHCROE UBAEJIME
ot 26 depamn 2016 rona  Ne ®@C3 2012/12543

8.3 Urnm! - 2 mit.
9. SSQK 65/115VS B cocTage:
9.1 Ulnpuu 65 mu;
9.2 Ulnpwuig 115 mi; : : :
9.3 T-obpa3Has coeIUHHUTENNbHAsS TPYOKa HU3KOTO JaBJICHHS C o6paTm.1M KIIATIAHOM;
9.4 Urasl - 2 wr. .
10. SDS-CTP-QFT B cocTase:
10.1 Lnpuwer 200 Ma — 2 1w0T.; :
10.2 T-oﬁpaanaﬂ COCIMHUTENIbHAs TpyOKa HH3KOTO ):laBJleHPB{
10.3 TpyOka s npoKayky BO3yXa,
10.4 Tpy6ka 6eICTPOro HAaNOJIHEHHSL.
11. SDS-CTP-SPK B cocTaBe:
- 11.1 npuusr 200 M1 — 2 mT.;
11.2 T-oGpa3Has coeHHUTEBHAS TPYOKa HU3KOTO AaBIeHHs;
11.3 Tpy6xa i npoKauKy BO3/yXa;
11.4 Urnp-2 .
12. SSS-CTP-QFT B cocrtase:
12.1 Hlnpur 200 mi;
~12.2 Tpy6ka coeHuTeBHAS HU3KOIO JaBIICHNS;
123 Tpybka ans TNPOKaYKH BO3/1yXa;
12.4 Tpy6ka GeicTpOro HanoJHEHHM.
13. SSS-CTP-SPK B coctage:
- 13.1 IInpun 200 M
13.2 Tpy6ka coeiuHUTENLHAS HU3KOTO JaBNCHHUS;
13.3 TpyOka Ui MpoKayuKy BO3AyXa,
13.4 Urna.
14. SSS-QFT B cocTase:
14.1 lnpuw 200 mi;
14.2 Tpy6ka OBICTPOro HaroJHEHHS.
-15. SSS-SPK B cocrase:
15.1 Lnpuw; 200 mir;
15.2 Wrna. :
% 16. SDS-TRF-CV B cocrase:
~16.1 Mnpuus 200 Mi — 2mrt.; '
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AEKITAPALIMA O COOTBETCTBUI

AKLUMOHEPHOE OBLLECTBO "BAVEP", AQ "BAVEP"

3apervcTpuposaH MexparioHHas uHcnekuys ®eaeparnbHoi Hanorosoil cnyxBut Ne 46 no r. Mockse
01.01.2008 OI'PH: 1027739373903, MeCTO HaxoxaeHs: 107113, POCCUA, FTOPO MOCKBA. YAULA
PbIBUHCKASA 3-A, IOM 18, CTPOEHUE 2, TenedoH: +7 4952311200, dhakc: +7 4952311202

B nuue: Pykosoautens BusHec-tonnta "Paguonorus” Markocosoi HaTanby BrnaaummposHsi

3asensieT, yro LWnpuus! gns PEHTIeHOKOHTPACTHBIX/MarHNTOKOHTPACTHBIX BELLECTE W
U3MOIOrUHECKOro PacTBOPa K YCTPONCTBAM A5 BHYTPVUBEHHOIO BBELEHWA, B HaBopax 1 oTaenbHbIX
ynakoskax, .

OTpenbHble ynakosku:

1. 150-FT: Wnpwy 150 mn.

2. 200-FT: Wnpwy 200 mn.

3. 200-FLS: Wnpuw 200 mn.

Habopebi:

1. 150-FT-Q B cocrase:

1.1 Wnpuw 150 mn;

1.2 Tpybka 6bicTPOro HanonHeHus.

2. 200-FT-Q B cocTase:

2.1 Wnpuy 200 mn;

2.2 Tpybka BLICTPOro HanorHeHus.

3. 60-FT-Q B cocTase:

3.1 Wnpuy 60 ms;

3.2 Tpybka BbIcTporo HanosiHeHus.

4. 200-FLS-Q B cocTage:

4.1 Wnpww 200 mn;

4.2 Tpybka BbICTPOro HaNOMHEHNS.

5. 125-FLS-Q B cocrase: ’

5.1 Wnpuw 125 mn: *

5.2 Tpy6ka BbICTPOro HanonHeHus.

6. CTP-200-FLS B cocrase:

6.1 Wnpuy 200 mm; :

6.2 Tpybka coenHUTENbHAA HUSKOTO [ABNEHUA;

6.3 Tpybka GbicTpOro HanonHeHus.

7. CTP-125-FLS B cocTase:

7.1 Wnpwy 125 mn;

7.2 Tpy6xa coeguHUTEnNbHAs HU3KOTO [aBNEHUS!

7.3 TpyBra BbICTporo HanonHeHus .

8. SQK 65VS B cocrase;

8.1 Wnpuupsl 65 mn -2wWT.

8.2 T-o0pasHas coefjuHuTeNbHasn TpybKa HU3KOro Aaenenus ¢ obpaTHem knanaHom; 8.3 Urnel - 2 WT.
9. SSQK 65/115VS B cocTage:

9.1 tinpuy 65 mn;

9.2 Wnpwy 115 mm;

9.3 T-o6pasHas coefuHUTENbHAS TPyBKa HU3KOrO Aasrexus ¢ 06paTHbIM knanaHom: 9.4 Urnbl - 2 wr.
10. SDS-CTP-QFT B cocTaBe:

10.1 Wnpuust 200 mn - 2 wr.:

10.2 T-obpasHas coeanHMTENbHAS TpyBKa HU3KOro AasneHns;
10.3 Tpy6ka Ans npokayku Bosgyxa;

10.4 Tpybka BoicTporo HanonHeHNs.




11. SDS-CTP-SPK B cocrase:

11.1 Wnpuusl 200 mn - 2 WwT.:

11.2 T-o6pasHan coeanHuTensHasa TpydKa HN3KOro 4aBrneHus
11.3 Tpybka ans npokadku sBo3ayxa;

11.4 Wirnbl - 2 W,

12. SSS-CTP-QFT B cocrase:

12.1 Wnpuy 200 mn;

12.2 Tpybka coeAnHUTENbHAsS HN3KOrO AABMEHNS:;
12.3 Tpybka gns npokayku Bo3ayxa;

12.4 Tpy6ka BbICTPOro HanonMHeHNS.

13. SSS-CTP-SPK B cocTase:

13.1 Wnpwuy 200 mn;

13.2 Tpybka coeguUHUTENBHAA HM3KOrO AaBMNEHUS;
13.3 Tpybka gns npokadku Bo3ayxa;

13.4 Urna.

14. SSS-QFT B cocrase:

14.1 Wnpwuy 200 mi;

14.2 Tpybka BbICTPOro HarNoTHEeHUs.

15. SSS-SPK B cocTtase:

15.1 Wnpwuy 200 m;

15.2 Wrna.

16. SDS-TRF-CV B cocrase:

16.1 Wnpuust 200 mn - 2 wr.:

16.2 Tpybka coeanHUTENbHANA HU3KOro AaBMNEHUA:
16.3 Tpy6ka ansa npokaykn Bo3gyxa;

16.4 MNepexogHWMKN c oOpaTHbLIM KnanaHom - 2 Wr.

kog OKIMA2: 32.50.13.110, kog TH B3M: 9018311009,

CepuiiHbii BbINYCK,

Usrorosutens: "baiiep Meankan Kea WHk.", CLLUA, Bayer Medical Care Inc.,

mecto HaxoxaeHus: COEAUHEHHBIE LUTATbI, 1 Bayer Drive, Indianola, Pennsylvania 15051, USA.

CoorsercTBYyeT TpeboBaHusim: FOCT P 52770-2016, FTOCT ISO 10993-1-2011,
[OCT ISO 10993-4-2011, FOCT ISO 10993-5-2011, FOCT ISO 10993-7-20186,
FOCT ISO 10993-10-2011, TOCT ISO 10993-12-2015.

Heknapauus o COOTBETCTBUU NPUHATA HA OCHOBaHUK nipoTokona Ne 27284 suigan 29.05.2019
ucneiTatensHon nabopartopuen "NabopaTopHbint LeHTp ObuecTBa ¢ OrpaH4eHHON OTBETCTBEHHOCTbIO
"LleHTp koHTpons kavectBa OHKONOrMYeCcKoro HaydHoro tedtpa™ POCC RU.0001.21PK75;
PeructpaunoHHoe ygoctoBeperne Ha MeguunHckoe nsgenue Ne ®C3 2012/12543 ot 26.02.2016 roga,
BblaaHo ®egepanbHon cnyxbon rno Haasopy B cpepe 3gpaBooxpaHeHus (POC3APABHALIOPR).
cxema AeknapupoBaHuns: 24

DaTta npuHATUA Aeknapauuu 05.06.2019
Jeknapauus o-cGOTBETCTBUM AeNCTBUTENbHA 40 04.06.2022
mn. /- |

P

Mamnxocosa Hatanba BnagummuposHa

g (noﬁnMCb) nHuumMane, daMmunun
CBe,qumi;{o peructpauun gexnapauuu o coorBetcTBumn RA.RU.11AB6G9, ObuecTso ¢
orpaHuYeHnEin oTBeTCTBEHHOCTLIO "MeHCepT", 195027, POCCUA, ropoa CaHkT-leTepbypr,
Muckapésckit.npocnexT. 2, kopnyc 3, nutep A, ocuc 852, 854

Perucmauuonﬁg’lﬁ H6Mép Aexnapaunuu o COOTBETCTBUM POCC RU 1-US AB69.B.01774/19
Data perucrpauum 05.06.2019

.11, A Barep NanvHa AngpeesHa

(noanuce) MHUUMaNLI, hamuius PyKoBCIUTESNsl Oprada 1o ceptudmkauum




