®EAEPA/TBHAA CYXXBA MO HAA3OPY B COEPE 3[JPABOOXPAHEHMSA
(POC3JPABHA/3OP)

PEIMCTPALUMOHHOE YAOCTOBEPEHUE

HA MEAVNUMHCKOE UN3AEJTMNE
OT 30 aBrycTta 2022 ropa P3H 2021/13617

Ha mMeanUMHCKOe nsgenve
BugeoHasohapuHronapmHrockon PENTAX Medical, ¢ npyHaaneXxHocTamm

HacTosiLLee perMcTpaLyioHHoe YA0CTOBEPEHE BbLLAHO

"XOA KopnopenwH", AnoHuns,
HOYA Corporation, 6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo 160-0023, Japan

NpoussoauTens
"XOA KopnopelwH”, AnoHus,
HOYA Corporation, 6-10-1 Nishi-shinjuku, Shinjuku-ku, Tokyo 160-0023, Japan

MecTo Npon3BoACTBa MEANLIHCKOIO U3aenmst
CM.MPUIoXeHMe

Homep peructpaumoHHoro gocbe Ne P1-51587/53260 o1 22.08.2022
Knacc noTeHLmManbHOro pyUcka NnpuMeHeHns MegULNHCKOIO U3fennsa 2a

Kog O6LepoccmiicKoro KnaccugmkaTopa npoayKummn no BugaM 3KOHOMUYECKOM
feaTenibHOCTN 26.60.12.126

HacTosiLLee perMcTpaLyoHHOe YA0CTOBEPEHME UMEET NMPUOXKEHME Ha 2 NUCTax

npukasom Poc3gpasHagzopa ot 30 aBrycta 2022 roga Ne 8fQ3.

[OMNyLLEHO K 06paLLeHMIO Ha TeppuTopumn PoCCcUncKol

3amecTuTenb pykosoautens deaepasibHON Cnyobl

Nno HaA30py B cepe 34paBoOXpaHEHNS J1.1O. lNaBnoKoB

3NEKTPOHHAS KONHA 0GOPMAIEHA LIEHTPOM HCMIbITAHIA W PETUCTPALIMI MEAHLMHCKWX H3ENHIA



®EAEPAJIBHAA CNYXBA MO HAA3OPY B CHEPE 3PABOOXPAHEHA
(POC3OPABHALSOP)

MPUNNOXEHUE

K PETUCTPALIMIOHHOMY YAOCTOBEPEHUIO
HA MEANUMHCKOE U3AENUE

oT 30 aBrycta 2022 roga P3H 2021/13617
Jlnet 1

Ha meanumHckoe usgenve
BupgeoHasodapuHronapuHrockon PENTAX Medical, ¢ npnHagneXxHocTamu,

BapUaHTbl UCNONHEHNA:
1 BupgeoHasogapuHronapuHrockon PEHTAX Medical VNL8-J10, B cocTase:

1.1. BugeoHasogapuHronapmHrockon PEHTAX Medical VNL8-J10.

1.2. Konnayok ang norpy>keHusa PVE koHHekTopa OE-CO.

1.3. BEHTUNAUMOHHLIN Konnavyok OF-C5.

1.4. Keiic.

1.5. PykoBOACTBO Mo 3Kcnyatauumn BuaeoHasodapuHronapmHrockonos PEHT X Medical
cepunYHT-J10.

1.6. PykoBoAcTBO no o6paboTke BuaeoHaszodapuHronapuHrockonos PEHTAX Medical
cepumn VNL-J10.

[MpuHagNexXHoCTH:

- KnanaHbl BXogHoro oteepctusa OF-B190;

- 0[JHOpa30Bble KnanaHbl yrpaeneHusa acnupaymein OF-B205;

- agantep ans ounctkn OF-B212;

- Habop O-koneu OF-B214;

- Konnaykun gnsa ounctkm OF-B218;

- 0fiHOopasoBble yncTAwme wetkm CS4010A;

- 04Hopa3oBble yncTAwme wetkn CS-CriA.

2. BugeoHasodapuHronapuHrockon PEHTAX Medical VHLI 1- 1O, B cocTtase:

2.1. BugeoHasoapuHronapuHrockon PEHTAX Medical VHLI 1- /1 0.

2.2. Konnayok gns norpy>eHusa PVE koHHekTopa OE-C9.

2.3. BEeHTUAAUMOHHbIA Konnadok OF-C5.

2.4. Kelic.

2.5. PyKoBo/ACTBO Mo akcnnyataumn BugeoHasogapuHronapmHrockonos PEHTAX Medical
cepum VNL-J10.

2.6. PykoBoAcTBO Mo 06paboTke BuaeoHasohapuHronapnHrockornos PgHTAM edical
cepum VNL-J10. -

MpuHagneXxHocTu:

- KnanaHbl BXogHoro oteepctna OF-B190;

- 0[IHOPa30BbIe KNanaHbl yrnpasneHusa acnupaumein OF-B205;

- agantep gnsa ounctkm OF-B212;

- Habop O-koney, OF-B214;

- Konnayku gna oynctkn OF-B218;

- 0Hopa3oBble ynctawme wetkn CS4010A;

3a.mecTuTeNb pyKoBOAUTENSA DeflepasibHON CYXObI

Nno HaA30py B chepe 34paBoOOXpPaHeHUsA n O*HO. MaBnoKoB

0103638

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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- 04HOpa3oBble uncTAwme wetkn CS-C! 1A,

3. BupgeoHasoapuHronapmHrockon PENTAX Medical VNL15-J10, B cocTase:

3.1. BugeoHasogapuHronapuHrockon PENTAX Medical VNL15-J10. 2
3.2. Konnayok gna norpyxeHuna PVE koHHekTopa OE-CO.

3.3. BeHTUnAUMOHHbIN Konnavok OF-C5.

3.4. Keiic.
3.5. broncuiiHble Wwynupbl ¢ okHom: KW1806S, KW1811S (npu Heob6xoanumocTw).
3.6. buoncuiiHble wmnuybl TNa "kpokoamn™: KA1806S, KA1811S (npy He06X0AMMOCTH). LY

3.7. PykoBo/ACTBO No akcnnyataumn BugeoHasohapuHronapnHrockonos PENTAX Medical
cepun VNL-JIO.
3.8. PykoBogacTBO no 06paboTke BugeoHasohapuHronapnHrockornos PENTAX Medical
cepun VNL-JIO.
[MpnHagneXxxHocTn:
- KnanaHbl BXxogHoro oteepctusi OF-B190;
- 0[IHOPa30Bble KNanaHbl ynpasneHus acnupauvein OF-B205;
- aflantep ana ounctkm OF-B212;
- Habop O-korneu, OF-B214;
- Konnayky gna ounctkm OF-B218;
o - 0fjHOpas3oBble unctAwme wetkn CS4010A;
fn - 04Hopa3oBble yncTawme wetkn CS-CLA.
4. BugeoHasoapuHronapuHrockon PENTAX VNL-1590STi, B cocTase:
4.1. BugeoHasoapuHronapmHrockon PENTAX VNL-1590STi.
4.2. Konnayok gna norpyxeHuns PVE kKoHHekTopa OE-C9.
4.3. BeHTUNAUMOHHBIN Konnadok OF-Cb.
4.4. Keiic.
4.5. PyKoBoACTBO Mo 3KcnayaTauun BruaeoHasohaprHronapuHrockona —
PENTAX VNL-1590STi.

MecTo npon3BOACTBa: ] . .
1 HOYA Corporation, PENTAX Miyagi Factory, 30-2 Okada, Aza-Shimomiyano, .
Tsukidate. Kurihara-shi. Miyagi, 987-2203, Japan.

2. Pentax Medical (Penang) Sdn. Bhd., PLOT 12 & 13. Hilir Bayan Lepas

Free Industrial Zone, Phase 4,11900 Bayan Lepas, Pulau Pip~g”M alays™”
3. X-Tech Medical Limited. Xograph House. Ebley Road, tonehouse,'GloiilE tershire
GLIO 2LU.uk. AV

3amMecTuTeNb pyKoBoanTens defepanbHO Ciyxobl
Mo HaA30py B Chepe 34paBOOXPaHEHUS HO. MaBnoKoB

0103639
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