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JEKJIAPAIIHA O COOTBETCTBHH

OfmecTBo ¢ orpaau4YeHHoii orBercTBeHHOCTEIO ""Tepymo Pye" (000 "Tepymo Pye")

(SEEeTEOSIERT OPrESEGIEE EIE $ONHIRS, HME, OTHCCTEO HHAABHAYATHHOTO NPEANPHHAMATENS, NPHHABIIHX JeKAADAIHIO 0 COOTBETCTRHE)
Mexpaiionsas uEcnexnns OenepanbHoii Hanorosoi cayx0s1 Ne 46 mo r. Mockse , 15.02.2013
CBENCHNRR O PETHCTPAILHH OPTraHW3alMH HIH HHAHBHIYATEHOIO NPEANPHHAMATEAR
OI'PH 1137746124625
(HaHMeHOBAHNE PErHCTPHPYIOLIEr0 OPraxa, aTa PErHCTPALMH, PerHCTPaLHOHHEN HOMED)
Anpec: 123112, r. Mocksa, yi. Tectosckas, a.10, 31/Tlom/Kom 13/1/5, Tenedon/dakc: +7 (495) 988 47 40
(anpec, Tenedon, daxc)
B munie  T'enepanibHOrO aupextopa MuHopy YaHO
(BOmMKHOCTE, haMuIHA, HMA, OTYECTBO PYKOBOAMTEA OPraHH3aLHH, OT HMEHH KOTOPOH NPHHHMAETCS NeKNapalms)
3agBnser, 9T0 Hutpoasiocep RADIFOCUS INTRODUCER II B pa3sau4HBIX BADHAHTAX
HCIIOJIHEHH S

(HAHMEHOBaHHe, THN, MAPKA MPOAYKLMH (YCAYTH), HA KOTOPYIO PAclPOCTPAHAETCA ASKNAPALNS)

Kox OKIIJI2 32.50.13.190 Konx TH B3/1 9018 39 000 0

ko OK 005-93 u (nan) TH BOJL CHI™ wnu OK 002-93 (OKVYH), ceesiehna 0 cepniiHOM BBIMTYCKE HIH NapTHH
CepHHHBII BBITYCK
(HOMEp napTHH, HOMEpPA H3/1eNHi, PEKBH3MTHI I0roBOpa (KOHTPAKTA), HAKA/HAR)

IIponsBoguTein:

"Tepymo Kopnopeiimn", finonns,

Terumo Corporation, 44-1, 2-chome, Hatagaya, Shibuya-ku, Tokyo 151-0072, Japan

MecTo NPOH3BOACTBA MEAHIMHCKOI0 H3JeJ AN

1. Terumo Corporation Ashitaka Plant, 150, Maimaigi-cho, Fujinomiya-shi, Shizuoka, 418-0015, Japan.

2. TERUMO VIETNAM CO., LTD., Lot 44A-B-C, Quang Minh Industrial Zone, Me Linh District, Hanoi
City, Vietnam.

HAHUMEHOBAHUE H3rOTOBHTENA, CTPAHL! H T.11.

cootserctByer TpeboBanusm: I'OCT P MCO 11070-2010, F'OCT 19126-2007 (Pazn. 5), TOCT ISO 7864-
2011, TOCT ISO 7886-1-2011, 'OCT P 52770-2016, 'OCT ISO 10993-1-2011, 'OCT ISO 10993-4-2011,

['OCT ISO 10993-5-2011, I'OCT ISO 10993-7-2016, I'OCT ISO 10993-10-2011, I'OCT ISO 10993-11-
2011, I'OCT ISO 10993-12-2015

(0503HH‘ICHH€ HOPMAaTHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPLIM NMOATBEPKACHO Ila.HHOﬁ .u.e:cnapm.uteﬁ, C YKa3aHHEM NYHKTOB 3THX HODMAETHBHEIX
JIOKYMEHTOB, COJIEPYKAINX TPeOOBAHNA U1 AAHHOH MPOAYKLHK (yenyTH))

Jlexnapaiiis NpHHATA HA OCHOBAHHH: NpPOTOKONA TeXHHUECKHX HcnbiTanuii Ne 2019.TD-74.10CD or 24.10.2019
000 WL "MenTectllpubop", arr.akk. Ne POCC RU.0001.21MIT26 or 22.07.2015; npoTokonos
TOKCHKOIIOTHYECKHX MCCleoBaHui MeauuuHckoro usgenus Ne 7502 or 25.10.2019 MJIM OOO "LHT TJIHOC™,
arr.akk. No RA.RU.21HA14 or 18.12.2017; Ne 8594 ot 25.10.2019 ®XJI OO0 "TJ] "Henema", arr.akk. Ne
RA.RU.21HP36 ot 04.06.2019; Ne 47099 or 21.10.2019 JlaGopatopusii uentp OO0 "Llentp Kontpons Kauectsa
OHLL", atr.akk. Ne POCC RU.0001.21PK75 ot 12.08.2014

PeructpaimonHoe ynocrosepeHue @DenepajbHOM cnyxObl N0 Ham30py B cdepe 31paBOOXpaHEHHA
(POC3IPABHAJI30P) NeP3H 2016/4786 ot 30.09.2016

(MHOpMAINA O IOKYMEHTAX, ABNAIOMUXCA OCHOBAHHEM JUIS NPHHATHA JEKAAPALHH)

ara opiHsTis Aek. 19.11.2019

Jle gt BEECTBHH JEHCTBATENBHA 10 19.11.2022

71/ MuHnopy ¥Y3uHo

(vEUIMATE], QaMHITHA)

3EDSTHCTPHPOBABINETD ACKAAPAIHIO)

M18.8.01876/19 or 19.11.2019 gencreyeT A0 19.11.2022

(3aT2 pEruCTpalNE H PETHCTPALMOHHEI HOMED ACKNADAIIMH)

A.Jl. doxo

(nozanuce, uuMIMans, GamMunKs PYKOBOIHTENS OPraHa Mo cepTHHKaIH)



Hutponsiocep RADIFOCUS INTRODUCER 11 B pa3snuuHbIX BADHAHTAX HCIIONHEHHS:

L. Uatpomsiocep RADIFOCUS INTRODUCER 11, moneneii:

RS*A10K10SQ, RS*A11K10SQ, RS*A40G05SQ, RS*A40G07SQ, RS*A40G10SQ, RS*A40K10AQ,
RS*A50G055Q, RS*A50G07SQ, RS*A50K10SQ, RS*A60G05SQ, RS*A60G07SQ, RS*A60K10SQ,
RS*A70K10SQ, RS*A80K10SQ, RS*A90K10SQ, RS+A40G07SQ, RS+A40G10SQ, RS+AS50G07SQ,
RS+A50K10SQ, RS+A60G075Q, RS+A60K10SQ, RS+A70K10SQ, RS+A80K10SQ.

Cocrag:

1. MHTpOApiocep.

2. Tunararop.

3. MUHM npyXHHHEIH IPOBOIHHK.

4. npwir.

5. UHbexnuoHHas Uria.

II. MaTponsiocep RADIFOCUS INTRODUCER 11, Mozeneii:

RS*AS0K10AQ, RS*AG60K10AQ, RS+A40K10AQ, RS+AS0K10AQ, RS+AG60K10AQ.

Cocras:

1. UuTponstocep.

2. lunararop.

3. MuHH Ipy>XHHHBIH IPOBOIHHEK.

4. Inpwu.

5. UnbeKuuoHHAs HITIa.

6. YcTpoiicTBo Uik BBCACEHS NPOBOAHEER.

1I1. Uatponsiocep RADIFOCUS INTRODUCER 11, mogeneii:

RS*B10N10SQ, RS*B1IN10SQ, RS*B40G07SQ, RS*B40G10SQ, RS*B40K10SQ, RS*B50G07SQ,
RS*B50N10SQ, RS*B60GO7SQ, RS*B6ON10SQ, RS*B70N10SQ, RS*B8ON10SQ, RS*BION10SQ,
RS+B40G07SQ, RS+B40G10SQ, RS+B40K10SQ, RS+B50G07SQ, RS+B50N10SQ, RS+B60G07SQ,
RS+B60N10SQ, RS+B70N10SQ, RS+B20N10SQ.

Cocras:

1. MaTpoastocep.

2. lanararop.

3. MHHH NpyXHHHL MTPOBOAHEK.

IV. Hatpoasiocep RADIFOCUS INTRODUCER 11, Mozeneii:

RS*BIOKIOMOQ, RS*BIONI0MOQ, RS*B10N25AQ, RS*B11K10MQ, RS*B11N10MQ, RS*B11N25AQ,
RS*B40K10AQ, RS*B40K10MQ, RS*B40K25AQ, RS*B50K10MQ, RS*B50N10AQ, RS*B50N10MQ,
RS*B50N25AQ, RS*B60K10MQ, RS*BSON10MQ, RS*B60N25AQ, RS*B70K 10MQ, RS*B70N10MQ,
RS*B70N25AQ, RS*BS0K10MQ, RS*BS0K25AQ, RS*B80N10MQ, RS*B8ON25AQ, RS*B90K10MQ,
RS*BION10MQ, RS*BRON2SAQ, RS+B40K10AQ, RS+B40K10MQ, RS+B40K25AQ, RS+B50K10MQ,
RS+BSON10AQ, RS+BSONIOMQ, RS+BSON25AQ, RS+B60K 10MQ, RS+B60N10MQ, RS+B60N25AQ,
RS+B70K10MQ, RS+BTONIOMQ. RS-BTON25AQ, RS+B80K10MQ, RS+B80K25AQ, RS+BSON10MQ,
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2. lunararop.

3. MuBH npy>XHHHBIH IPOBOIHHK.

4. YcTpolicTBO U1 BBEICHHS NIPOBOIHHKA.

V. Unrpomsiocep RADIFOCUS INTRODUCER 11, mozeneii:

RS*CION10NR, RS*C11IN1ONR, RS*C40G10NR, RS*C40K10NR, RS*C40K25NR, RS*C50N10NR,
RS*C60N10NR, RS*C60N25NR, RS*C70N10NR, RS*C70N25NR, RS*C80N10NR, RS*C80N25NR,
RS*C90N10NR, RS+C40G10NR, RS+C40K10NR, RS+C40K25NR, RS+C50N10NR, RS+C60N10NR,
RS+C60N25NR, RS+C70N10NR, RS+C70N25NR, RS+C80N10NR, RS+C80N25NR.

Cocras:

1. UnrTponsiocep.

2. lunararop.

VI. UnTpozmsiocep RADIFOCUS INTRODUCER 11, moneneii:

RS*R40K10MQ, RS*R50N10MQ, RS*R60N10MQ, RS*R70N10MQ, RS*R8ON10MQ, RS*RO90ON10MQ,
RS+R40K10MQ, RS+RS0N10MQ, RS+R60N10MQ, RS+R70N10MQ, RS+R80ON10MQ.

Cocrag:

1. UaTpoasiocep.

2. lanatarop.

3. MuHH npy>XMHHBIA TPOBOIHHK.

4. Merajumnyeckas HHLEKIIHOHHAS HIJIA.

5. YcTpoiicTBO U1 BBEACHHA NIPOBOIHHKA.

VIIL. UnTponsiocep RADIFOCUS INTRODUCER 1I ¢ ruzpodunsHbIM NONMAMEPHEIM M-TIOKPBITHEM,
Mozeneii:

RM*AF5J10SQW, RM*AF5J16SQW, RM*AF5)255QW, RM*AF6J10SQW, RM*AF6J16SQW,
RM*AF6J25SQW.

Cocras:

1. MaTpoasiocep.

2. lunararop.

3. MusH npyXHHHBIH TPOBOAHHK.

4. lInpum.

5. UabexnnOHHas HIJIa.

6. Cranbnens.

VIII. Hatpoasiocep RADIFOCUS INTRODUCER I ¢ ruapoduinbHbIM MOTMMEPHBIM M-NOKPBITHEM,
MoOJeNeH:

RM*AF5G10HQW, RM*AF6G10HQW.

Cocras:

1. UnTpozasiocep.

2. lunararop.

Munopy ¥Y3H0
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7. ¥orpoiicrso aas B3CACHRS NPOBOJHHEKA.

DX Msrpamsocep RADIFOCUS INTRODUCER I ¢ raapodmisaeM nomaMepHEM M-noxparraes,
eoIETeE

RMCREIIONQ.

Cocza

- H=pomaes

py

X Msmpomssocep RADIFOCUS INTRODUCER I ¢ ruapoduisabiM nomEMepHsM M-HOKpaITHEM, MOZSHCE:
RAM*RFSFI0PQ, RM*RF5F16PQ, RM*RF5F25PQ, RM*RF5J10PQ, RM*RF5116PQ, RM*RF3125PQ,
RM*RESF10PQ, RM*RF6F16PQ, RM*RF6F25PQ. RM*RF6J10PQ, RM*RF6J16PQ, RM*RF6I25PQ.
Cocrax

1. H=rpoassocep.

2 Nmzararop.

3. Ma==m npy=uEHSI NTPOBOJHHK.

£ Meranaw=eckas HHBCKIIMOHHAS HIVIA.




