PETVICTPALULMNOHHOE YAOCTOBEPEHUE

HA MEOVNUNHCKOE N3OAE/TNE
oT 19 ceHTa6psa 2022 roga » P3H 2016/4786

Ha meguuiHckbe nsgenvie
NHTpoabiocep RADIFOCUS® INTRODUCER |1 B pa3snuyHbIxX BapnaHTax

UCMOJSIHEHUSA: Y

HacTosLee pernctpauoHHOe yA0CTOBEPEHME BbLLEAHO
O6LLEeCTBO C OrpaHNYEHHO OTBETCTBEHHOCTLIO “Tepymo Pyc"
(OO0 "Tepymo Pyc"), Poccus,

123112, MockBa, yn. TectoBckad, 4. 10, aTax 13, nomewy. I, koM. 5

NpounssognTens
"Tepymo KopnopelwH", AnoHuns,
Terumo Corporation, 44-1,2-chome, Hatagaya, Shibuya-ku, Tokyo 151-0072, Japan

MecTo NPOU3BOACTBA MEAULIMHCKOTO U3aenus
CM.MPUNOXKEHNE

Homep perunctpaumoHHoro gocke Ne P/1-51107/49361 ot 21.07.2022
Knacc noTeHuUmManbHOro pucka npuMeHeHns MeAULMHCKOro n3aenms 2a

Kop O6Lepoccuritickoro Knaccumkaropa npoayKLumMm no BuaaM 3KOHOMUYECKOM
JeAatenbHocTn 32.50.13.110

HacToslLLiee permcTpalUoHHOe YA0CTOBEPEHVE UMEET NPUMIOXKEHME Ha 4 UCTax

npukasom Poc3apaBHaazopa oT 19 ceHTA6ps 2022 roga
[0NYLLEHO K 06palLeHnto Ha TeppuTopun Poccuiickoin ®e;

3amecTuTeNb pyKoBoanTenst defepanbHON CnyXobl
Mo Haazopy B chepe 3apaBoOOXPaHEHNS

3NEKTPOHHAS KONUA OGOPMIIEHA LIEHTPOM UCTbITAHIW W PETMCTPALIMI MERHLMHCKWX H3OENHIA



‘®TEPANIBHAA CNYXBA no HAA3OPY-B CPEPE 3PABOOXPAHEHWA
c:' A (POC34PABHA/3OP) i

MPUNOXEHWE

K PETVICTPALVIOHHOMY YIOCTOBEPEHUIO
HA MEANUNHCKOE U3AENVE

OT 19 ceHTA6pA 2022 roga Ne P3H 2016/4786
Nuet 1

Ha meguumHcKoe nsgenve
NHTpogblocep RADIFOCUS® INTRODUCER 11 B pasnMyHbiX BapmaHTax

NCMNONHEHNA:
I. NHTpogbtocep RADIFOCUS® INTRODUCER W, mogeneli:

RS*A10K10SQ, RS*Al IKIOSQ, RS*A40G05SQ, RS*A40G07SQ, RS*A40G10SQ,
RS*A50G05SQ, RS*A50G07SQ, RS*A50K10SQ, RS*A60G05SQ, RS*A60G07SQ,
RS*A60K10SQ, RS*A70K10SQ, RS*A80K10SQ, RS*A90K10SQ, RS+A40G07SQ,
RS+A40G10SQ, RS+A50G07SQ, RS+A50KI0SQ, RS+A60G07SQ, RS+A60K10SQ, _
RS+A70K10SQ, RS+A80K10SQ.

Cocras:

1 NHTpoastocep!

2. Annaratop. - -
3. MVHM NPOBOAHUK.

4. Wnpwy,

5. MyHKUMOHHasA 1rna c nnacTUKOBON KaHHosew

Il. MHTpogbtocep RADIFOCUS® INTRODUCER W, mogenei:

RS™A40K10AQ, RS*A50K10AQ, RS*AG0KIOAQ, RS+A40K10AQ, RS+AI50K10AQ,
RS+A60K10AQ.

Cocras:

1LNHTpoabtocep.

2. Onnatatop. *

3. MVH/ NPOBOAHWK.

4. Wnpwu,

5. TlyHKUMOHHas nrna c naacTMKOBOM KaHHoNei

6. YCTpOWCTBO AN BBEEHWS NPOBOAHMKA.

L. T&Tpoabtocep RADIFOCUS® INTRODUCER I, mogenei:

RS*B10NiaSQ, RS*BIINI0SQ, RS*B40G07SQ, RS*B40G10;

RS*B50G(}7SQ, R:S*B50N10SQ, RS*B60G07SQ, RS*B60NH

RS*B8ON10SQ, RS*B90N10SQ, RS+B40G07SQ, RS+B40G:
RS4B50G07SQVRS+B50N10SQ, RS+B60G67SQ, RS+B60N1

RS+B80N10SQ.

3amecTuTenb pykoBoauTens ®efepanbHOl CNyX6bl
Mo Haf30py B Chepe 34paBOOXPaHEHUA

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



PEJEPA/IBHAS CNYXXBA MO HAL3OPY B CHEPE 3[JPABOOXPAHEHUA
(POC3PABHAJI3OP)

MPUNOXEHNE

KPEM'MCTPAUNOHHOMY YAOCTOBEPEHNIO
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CocrTas:

1 NHTpoapktocep.

2. Qnnatatop. -
3. MVH/ NPOBOAHUK.

IV. MuTpogbtocep RADIFOCUS® INTRODUCER Il. mogeneis;

RS*B10K10MQ, RS*B10NtOMQ, 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*B60N10MQ,
RS*B60N25AQ, RS*B70K10MQ, RS*B70N10MQ, RS*B70N25AQ. RS*B80KIOMQ;
RS*B80K25AQ, RS*B8ON10MQ, RS*B80N25AQ, RS*B90K10MQ, RS*BO90N10MQ,
RS*BI90N25AQ, RS+B40K10AQ, RS+B40K10MQ, RS+B40K25AQ, RS+B50K10MQ,
RS+B5QN10AQ, RS+B5QN10MQ, RS+B50N25AQ, RS+B60K10MQ, RS+B60N10MQ,
RS+B60N25AQ, RS+B70K10MQ, RS+B70N10MQ, RS+B70N25AQ,RS+B80K10MQ,
RS+B80K25AQ, RS+B80ON10MQ, RS+B80ON25AQ.

CocrTas:-

L HT A gblocep.
,2. Qunnatartop..

3. MuHM NpoBOAHNK.

4. YCTPONCTBO AN BBEEHWS NPOBOAHUKA.

V. NHTpoastocep RADIFOCUS® INTRODUCER I, mogenei:

RS*C10N10NR, RS*C11N10NR, RS*C40G10NR, RS*C40K10NR, RS*C40K25NR,
RS*C50N10NR, RS*C60NIONR, RS*C60N25NR, RS*C70NIONR, RS*C70N25NR,
RS*C80N10NR, RS*C80N25NR, RS*C90N10NR, RS+C40G10NR, RS+C40K10NR,
RS+C40K25NR, RS+C50N10NR, RS+C60NIONR, RS+C60N25NR, RS+C70N10NR,
RS+C70N25NR, RS+C80N10NR, RS+C80N25NR.

CocrTas:
I'. 'HTpoAbtocep.
2; AvnaTaTop. . m- LU
VI. Nutpogbtocep RADIFOCUS® INTRODUCER I, mogene! =
V&
w .
3amecTuTenb pyKoBoanTens ®deaepasibHoM Ciyobl
Mo HazA30py B cepe 34paBooXpaHeHNs [0.10 . MaBnoKoB
e 0103961
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PENEPAJIBHAA CNYXXBA MO HAA3OPY b COEPE 3APABOOXPAHEHWNA
(POC3APABHAL3OP)

MPUNOXEHNE

KPETMCTPALULMNOHHOMY YAOCTOBEPEHUIO

HAMEAVLUMHCKOE U3AENVE
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RS*R40K10MQ, RS*R50N10MQ, RS*R60N10MQ, RS*R70N10MQ, RS*R80NIpMQ,
RS*RI90ON10MQ, RS+R40K10MQ, RS+R50N10MQ, RS+R60N10MQ, RS+R70N10MQ,
RS+R80N10MQ.

Cocras:

1 VIHTpoabtocep.

2. QunataTop.

3. MVHM NPOBOAHMK.

4. MeTannnyeckas NyHKLUMOHHas urna.

5. YCTpOWCTBO A4/15 BBEEHMS MPOBOAHUKA.
VIl NHTpogbtocep RADIFOCUS® INTRODUCER Il ¢ rugpotmnbHbIM MNONMMEPHbIM.
M”NOKpbITUEM, MOAENEIA:

RM*AF5J10SQW, RM*AF5J16SQW, RM*AF5J25SQW, RM*AF6J10SQW,;
RM*AF6J16SQW, RM*AF6J25SQW. ; 1N-
CocrTas:

1 NHTpoabtocep.

2. Onnatatop. .

3. MVHM NPOBOAHNK.

4. lWnpwy,

5. MyHKUMOHHasA urna ¢ naacTMKOBON KaHHomel

6. Ckanbnens.

VIII. NHTpogstocep RADIFOCUS® INTRODUCER |1 ¢ ruapotmnbHbIM NOANMEPHbIM
MrmoKpbITviem, Mogeneil: J
RM*AF5G10HQW, RM*AF6G10I1QW. il V
CocraB::- [ . -
1 VIHTpoabtocep.
2.0vnatatop.\
3. MnH/ NpOBOAHNK. ,
4. Wnpud,. -1

SVIYHKLMOHHasA 1rna c niacTUKOBON KaHH/en

6. Ckanbnens.

7. YCTPOICTBO [/19 BBELEHMA NPOBOAHUKA.
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PEAEPAJIBHAA CNYXXBA MO HAAI3OPY B CPEPE 3PABOOXPAHEHIWA
(POC3OPABHAL3OP)

MPUNOXEHNE

KPEIM'MCTPAUNOHHOMY YAOCTOBEPEHWIO
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IX. NHTpogbtocep RADIFOCUS® INTRODUCER I ¢ rugpoduibHbIM NONMMEPHBIM
M-noKpbITEM, MOAENeN:

RM*CF6J10NQ.

Cocras:

1. NHTpoapktocep.

2. lnnatartop.

X. NHTpogbtocep RADIFOCUS* INTRODUCER I ¢ ruapotuibHbIM MOIMMEPHbIM
M-MOKpbITUEM, MOJENENA:

RM*RF5FIOPQ,RM*RF5F16PQ, RM*RF5F25PQ, RM*RF5J10PQ, RM*RF5J16PQ,
RMW5J25PQ, RM*RF6F10PQ, RM*RF6F16PQ, RM*RF6F25PQ, RM*RF6J1QPQ,
Rrt*RF6J16PQ, RM*RF6J25PQ.

CocrTas: . -

1 MIHTpogptocep. ;
2. lnnaratop.

3. MVHM NpOBOAHNIK.

4. MeTannunyeckasa NyHKLUMOHHaA Urna.

MecTe npon3BoACTBa:
1. Terumo Corporation, Ashitaka Plant, 150, Maimaigi-cho, Fujinomiya-shi, Shizuok”

418-0015,Japan. tA
2. TERUMO VIETNAM CO., LTD., Lot 44A-44B-44C, Quang Minh Industrial Zone,
Chi Dong Town, Me Linh District, Hanoi City, Vietnam.

3amMecTuTeNb PyKoBOAUTENS defiepanibHON CNyXOobl
Mo Haa30py B chepe 3ApaBOOXPaHEHNS [.HO . MaBnoKoB
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