EBPA3UACKUN SKOHOMUYECKUN COKO3
OEKNAPALIMS O COOTBETCTBUM

3assuTens OBLLIECTBO C OTPAHHYEHHOW OTBETCTBEHHOCTBIO "OITOPA"
MecTo Haxo/AeHHS (aIpec FOPUAMYECKOro THLIA) H aIpeC MECTA OCYIIECTBIEHHS
npearenbHocTH: 630501, Poceus, oBnacts HoBocubupekas, HoBocuBHpekuii Paiiok, pabouuii
nocenok Kpacnoobek, ynuua Cesepras, Jom 5, ITomenterue 1

OcHOBHOMH rocyIapcTBeHHBIN perucTpauHonHbIi Homep 1185476056556,

Tenegon: 8 (812) 543-71-00 Anpec snexrpontoi nours:: 100m@dobrota.ru

B amne ['eHepansHoro aupexropa XKykosa Pomana Cepreepuua

3asBJIsAeT, 9T0 [[03aTOp MEAMLMHCKHI 1711 BHYTPHBEHHOTO BIHBaHHA «Armed», cornacHo npunoxkeHuto Ne | Ha 2
JTHCTaXx.

Hsroroeurens Shanghai LEIEN Medical Equipment Co., Ltd.

MecTo HaxosKAeHHS (apec IOPHAMHYECKOro HLUA) U APeC MECTa OCYIECTRICHUS AEATENBHOCTH 110 H3FOTOBIEHMIO
npoaykuun: Kurai, Floor 2, Building 2, No. 168, Xutang Road, Songjiang District, 201612, Shanghai, China,
31.047400°, 121.271650°

Kon (komer) TH BOJT EADC: 9018 90 840 9

Cepuiinblii BBIMyCK

COOTBETCTBYET TPefoBAHMAM

Texuuueckoro pernamenra TaMoxkeHHOro col03a "DNEKTPOMArHHTHAS COBMECTHMOCTD TEXHHUECKHX cpencts"”
(TP TC 020/2011)

HAexnapanns o COOTBETCTBHH NPHHATA HA OCHOBAHHH
[IpoTokona ucnbrranuii Ne 13X/3-18.10/22 ot 18.10.2022 roaa, BeiaanHoro McrbiraTe IbHbIM LIEHTPOM
"Certification Group" WJ1 "HARD GROUP" O6LuecTsa ¢ orpaHHYeHHO#M OTBETCTBEHHOCTBIO "TpanckoHcanTHHr"
(perucTpauHOHHBI Ho'h\[z) arrecTara akkpeautauuu RA.RU.2111[HM01) \
Perncrpaunonsoe ynocrosepenye Ne P3H 2019/8938 o1 18.09.2019
Cxema JeK/1apMpoBaHus co CTBHA: 311 \ | j /
Jononunte bnas nadopmanus \ . F‘
['OCT 30805.14.1-2013 «Coamemmoﬁmmkmicpmcm 3NEKTPOMarHMTHas. Bertosbie npubopsi, |
S7IEKTPHYECKHE HHCTPYME HAIOTAYHBIE YCTPOHCTBa. PanguorioMexy HHIYCTpHallbHbIe. HOpMBI M METO/IbI
usmepenuii»; FOCT 30805.14.2-2013 «CoBMECTHMOCT TEXHHYECKHX CPEICTB 3MEKTPOMArHHTHAS. BeIToBbIE
NpUGOPBI, 3EKTPUYEEKHE MHCTPYMEHTBI H HANOTHYHbIE YCTPOHCTBa. Y CTONYMBOCTD K 3MEeKTPOMAarHUTHBIM
nomexam. TpeGosanus u MeToIbI HerbITaHuii». Cpok cTyk6bl YKasaH B TeXHUYECKOH U SKCTUTYaTALHOHHOM

OKYMEHTALMH H3rOTOBHTENS
AOKY i} TOBHTE. = S 3?:’%

)

Hexnapauus o cogTeergfBuR AencTBRTC/ b _

F L

a ¢ aaTel perncrpanuy no 24.10.2027 BRI0YHTENLHO.
XKykoe Poman Cepreesuy

(@.H.0. sanemrens)




EBPA3HICKHI YKOHOMHWYECKHI COIO3
TTPHJIOXKEHHE Nel Juer 1

k JIEKJIAPAITMH O COOTBETCTBHUH EASC N RU JI-CN.PA07.B.66675/22
[lepeuens npoxykuuu, Ha koTopyto pacnpocTpaHaeTcs NeHCTBHE AEKIapaliHi O COOTBETCTRHH

Kon (koas) TH B3]
EA3C

HSHMEHOBQHHE, THNbI, MAPKH, MOJETH NPOAYKUHH, COCTABHbIE YACTH H3IALIHA HAH KOMIMJIeKca

9018 90 840 9

Jl03aTOp Me/IHUMHCKHI A1 BHYTPHBEHHOTO BIMBAHHA «Armed» B BAPHAHTAX HCNIOJIHEHHA

1. losatop MenuuuHckuii ana BHYTPHBEHHOrO BAHBAHHA «Armedy, BapHanT Henonuenus MP-
2003, B cocTase:

1. Noszatop — 1 wr,

2. Mnyp nutanus — 1 wr.

3. lNoncraska kpenescuas — 1 wr.

4. PykoBojcTBO N0 3KcnuyaTauuu — 1 wr.

I1. lo3aTop MEAMLMHCKKH 1717 BHYTPHBEHHOTO BaMBaNHa «Armedy, BAPHAHT HenonHeHusa LINZ-6
-B, B cocrase:

1. Nosarop — 1 wr,

2, lInyp nurauus — 1 wr.

3. lNogcraeka kpenexnas — 1 wr.

4. PykosoacTBo no akcnnyarauus — 1 wr,

I1I. [losaTop MeauUMHCKHIIA 118 BHYTPHBEHHOrO BAMBaHHA «Armed », BAPHAHT HenonHeHHs LINS-
7, B cocTase:

1. Hosatop— 1 wr,

2. [uyp nuTanus — 1 wr.

3. Bunr kpenesxupiii — 1 wr.

4. Jlatumx kanens — 1 wr. (no TpeGosanuio)

5. PyxosoacTso no 3kcnayataumus — 1 wr.

IV. Jlosatop meauumHCKui 115 BHYTPHBEHKOTO BIMBAHHUA «Armedy, BApPHAHT HcnonHenus LINZ-

8A, B cocTane:

;}.\osamp 1 wr.
[luyp ngramus — 1 wyr., | / /

3. BHHT gpenexHbli ‘ZTL”T-"-,

4. PYKOBOACTBO 110 3K nyataumd — 1 wr.

Ve !!:oza‘rop MEMLUHHCKHIT 1715 BHYTPHBEHHOTO BAKBRHUS «Armedy, Bapuant udnonuenus LINZ- |
8B, BE: o

\
\

Ji, Jozarop - 1 wr.

2. llInyp nutanus — 1 wr.

3. BunT KpenexHsi — 1 wr.

4. PykoBOJACTBO NO 3KCnAyaTauuy — 1 wr.

VI. Jlo3aTop MeauLHHCKHI N9 BHYTPHBEHHOTO BAHBAHUS «Armedy, sapHanT ucnoanenus LINZ-
9A, B cocTase:

1. Josarop— 1 wr.

2. Iuyp nuranus — 1 wr.

3. Bunt kpenexusiii — 1 wr.

4. PyKOBOJCTBO N0 JKCrmTyaTaun — 1 wr.

VII. Jlosatop MeAHUKHCKHH 1151 BHYTPHBEHHOTO BIMBAHHUSR «Armed», BapuaHT HenonHenns LINZ
9B, B cocrase:

1. Mosarop — 1 wr.

2. Uluyp nutanus — | wr.

3. BunT kpenexuelii — 1 wr,

4. PykoBoncTeo no skenayaranum — 1 wr.

VIIL Jlo3atop MenHUHHCKHI ANS BHYTPHBEHHOTO BIHBAHMS «Armed», BADHAHT HCTIONTHEHHA
LINZ-9C, B cocrage:

1. Mozatop — 1 wr.

2. THyp nuTanus — 1 wr.

3. BuHT KpenexHsblii — 1 wr.
4. PyKOBOJCTBO 1O 3KCNIIyaT,

I'enepanbHeLii tupexrop

(. H.0. 3assuTens)




EBPA3HICKHAN 3KOHOMHWYECKHIT COKO3

[TPUJIOKEHHE Nel Jlucr 2
k JEKJIAPAITMA O COOTBETCTBHM EASC N RU JI-CN.PA07.B.66675/22
Ilepeuens MpOIYKIMK, HA KOTOPYIO PaCTPOCTpaHAeTes AeHCTBUE JNEeKIapalyM 0 COOTBETCTBHH

Koa (koas1) TH B3I HaumeHoBaHue, THNBI, MADKH, MOJEH NPoAYKUHH, COCTABHbIE YACTH HITEJTHS HIH KOMMJIeKca
EA3C

[X. losarop MeAHUMHCKHI 114 BHYTPHBEHHOTO BIHBAHHA wArmed», BADHAHT HCMIONHEHHA
LINSZ-10B, B cocrase:

jﬂo:mop -1 wr. . \

2/ Inyp ndtanug — 1 mr. | .

s . BunT kpenesxcusiii —lé T,

4. Nla kanens — 1 [ut. (mo TpefoBanmio) /

J 5. PYKOBOZICTBO 10 3KCIUIyaTAIlHHK — |
X Mlozarop Mﬂﬂhﬂh[; A48 By

-10C, B cocrase:

1. losarop — 1 wr.

2. lllnyp nuranns — 1 wr.

3. BuHT kpenexusiii — 1 wr.

4. Hatuuk xanens — 1 wr. (no tpeGosanmuio)
5. PykoBOACTBO 1O 3KCHYaTaluu — 1 wr,

BEHHOIO AHHA WA :},&npmméneﬂmm-bmszj

['enepanbHblil gHpekTop oB Poman Cepreesna

(. H.O. 3aneuTens)




Bemucka
u3 ['ocyaapcTBeHHOro peecTpa MeAMIIMHCKUX U3ACIUA U Opralusanmii
(MHAMBUAYaANbHBIX NMpeANpUHUMATENeH), OCYLIECTB/ISIOLMUX POU3BOACTBO U

HM3roTOBJIEHHEe MeIUIIMHCKHX U3Jeni, 1o cocroauuio Ha 00:14 01.09.2026 r.

(cpopMupoBaHa Ha MHTepHeT-ntopTane PocanpasHazzopa)
1. VHUKRanbHbIIH HOMep peecTpoBoi 3anucu: 203569;
2. CrBO3HOM MaeHTHDUKATOP peecTpoBoi 3amucu: 190916;
3. Craryc: HeitcTByerT;

4. PeructpauMoHHbIi HoMep MeguuuHckoro usgenus: P3H 2019/8938 (EPVJI - I'004-00110-
00/02921482); |
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. laTa mepBu4HOI TOCY1apCTBEHHON perucrpay{( M@,ﬁ,MH;l}léI{OTO UIenus: 18.09J.Q01 9;

L

je— _ /
6.’[4 BHECEHMUT MBMEHEHNIT B MeIVIIMHCKOE U3/ e/TNe: 01.09.2026;~ I - :

|

-]

. Iepuop aeiicteus Bepeun: ¢ 01.09.2026;

oo

. Cpok gelcTBUA perMcTpalMoOHHOro yaocrtosepenus: beccpouHo;

9. HaumeHoBaHMe MegMUMHCKOTO usdeaus: JosaTop MeIMUMHCKMIA 1)1 BHYTPHBEHHOT'O BJMBAHUS
«Armed»

Jo3aTop MeSULIMHCKMIA A7 BHYTPMBEHHOrO BAMBaHUS «Armed», B BAPUAHTAX UCTIOTTHEHHS:

1. JosaTop MeaMUMHCKMIM 47151 BHYTPUBEHHOTO BAMBaHMa «Armed», BapuaHT ucnoavenus MP-2003, B
cocTage:

1. Josarop - 1 wir.

2. llInyp nuranms - 1 wr.

3. IlogcTaBka kpenexHad - 1 miT.

4. PYKOBOZCTBO MO 3KCIIYAaTaUMM - 1 WT.

11. No3aTop MeIMIMHCKMIT A1 BHYTPMBEHHOTrO BAMBaHus « Armed», BapuaHT ucrnonHeHus LINZ-6-B,
B COCTaBe:

1. Ho3atop - 1 wr.

2. lInvyp nutanmsg - 1 wr.

3. IlogcTaBka KpernexHas - 1 miT.



4. PYKOBOZCTBO MO 3KCIIYATALMM - 1 WIT.

11I. JosaTop MeIMUMHCKUM A/ BHYTPMBEHHOTO BIMBaHMA «Armed», BapuaHT ucnonHenus LINS-7, B
cocTage:

1. Dozarop - 1 wir.

2. lIxnvyp nuTanmg - 1 wr.

3. BUHT kpeneskHbii - 1 wr.

4. NaTyuk Kaneas - 1 wT. (MpU HEOGXOAUMOCTH).

5. PyroBojacTBO 1o akcntyatauuum - 1 mr.

IV. JosaTtop MeAULIMHCKMIA 718 BHYTPUBEHHOTO BAMBaHUA « Armed», BapuaHT ucnonHeHuss LINZ-8A,
B COCTaBe:

1. Josatop - 1 wiT.

2. lInvp nuTaHmg - 1 wr.

3. BuUHT kpenexxHblit - 1 .

4. PykoBoacTBoO Mo sKcmayaTamu - 1 wr.

V. JlozaTop MeaIMLIMHCKUH 118 BHYTPHUBEHHOrO BAMBaHMA « Armed», BapuaHT ucnonHeHus LINZ-8B,

B COCTaBe:

1. Hozatop - 1 wr.

2. llInyp nuTanmsa - 1 wr.

5. BUHT KpenexHbii - 1 wr.

4. PykoBoAcTBO 10 9KCIUTYaTaLMH - 1 wr. |

T v ! . N - ;
V1. Op MeAMUMHCKMI 1718 BHYTPUBEHHOTO BaHMs «Armed», BapMaHT ucnoaHeHusa LINZ-9A,
Hosatop i - ] yTp BJ/MBaH / ap : P

B COCTaBe: / /

: ; — | /
wTOEN. D N I 2 - 1 J J

2. lInyp outaHms - 1 wr.

3. Bunr Kpé[{E)KHb[ﬁ -1 wr.

4. PyroBogcTBO No 3KCIayaTaumu - 1 wr.

VII. losaTop MegUIIMHCKMIA 718 BHYTPMBEHHOroO BAMBaHus « Armed», BapuaHT ucnonHedus LINZ-
9B, B cocTage;

1. Hosatop - 1 wr.

2. lnyp nutanms - 1 wr.

3. BUHT KpenexHbiit - 1 .

4. PYROBOZCTBO IO 3KCMIVATAIMM - 1 mIT.

VIII. ozatop MeAUUMHCKUIA 115 BHYTPUBEHHOTO BAMBaHus « Armed», BapuaHT ucnonHenus LINZ-
9C, B cocTage:

1. Hosatop - 1 wr.

2. lInyp nutanmg - 1 wr.

3. BMHT KpenesHblit - 1 1T,

4. PYKOBOZCTBO MO 9KCITYATAUMM - 1 mIT.

[X. HosaTtop MeAMUMHCKMI{ /15 BHYTPMBEHHOTro BiAMBaHua « Armed», BapuaHT ucnonHeHus LINSZ-
10B, B cocTage:

1. Hosatop - 1 wr.

2. lllnyp nuTaHmg - 1 wr.



3. BuHT kpeneskHbii - 1 wr.

4. NaTuyuk Kanenb - 1 WwT. (MpU HEOOXOAUMOCTH).

5. PYKOBOACTBO Mo 3KCrTyaTamuu - 1 mir.

X. JosaTop MEIUMLMHCKMUI 471 BHYTPHBEHHOrO BAMBaHMA « Armed», BapuaHT ucnosHenus LINSZ-
10C, B cocrage:

1. Hozarop - 1 wrT.

2. lInvyp nuTaHmg - 1 wr.

3. BuHT KpenekHblit - 1 wrT.

4. Jatuuk Kaneib - 1 wT. (Mpu HEOBXOAUMOCTH).

L

PyKOBOACTBO MO 3KCMAyaTanuu - 1 mir.

10. HaumeHoBaHMe OpraHM3alMK - YIIOTHOMOUYEHHOTO MpPeacTaBUTe s NMPOU3BOIUTENS
(usroroBuTest) MeauuMHckoro usgenus: OBLIECTBO C OTPAHUYEHHOM
OTBETCTBEHHOCTLIO "OITOPA™,

11. MecTo HaxoXaeHUs OPraHU3aLMHK - YIIOJTHOMOUEHHOTO MPeiCcTaBUTes TIPOU3BOIUTEIS
(usrotoBuTens) MmeguiuMHckoro usgenus: 630501, Hosocubupcekas obnacts, P-H
HOBOCHBUPCKHH, PIT KPACHOOBCK, YJI CEBEPHAS, 3. 5, TOMEILLI. 1;

12. IO puamnueckuit agpec OpraHU3almu - YIIOJTHOMOUEHHOTO MPeACTaBUTENS IIPOU3BOIUTES
( HerTOBuTeﬂg} Me,uuum:cxoro W3 Zeus: 630501, HoBocubupckas obnacte, P-H
HOBDCHEHPCKH’H, PII KPACHOOBCK Yl CEBEPH.&?{ 3,[1 , IOMEILI. 1;

|

|

."_ /
13..Haumenosanue op;aﬂﬂsagnn MPOM3BOJMTENA MEAMUIMHCKOTO U311 MU OPraHU3alnu

usrotrosutens meguuuHcroro usgenus: Shanghai LEIEN Medical Equipment Co., Ltd. («Illanxait
JI21i2Hb M‘é,unKaﬂ OxsBunmeHT Ko., JIta.»);

14. MecTo HaxoXaeH!s OpraHM3aluK - MPOU3BOAMTENS MEIULIMHCKOTO M3/eTUsl WK OPraHU3aluu
M3roTOBUTENS MeguLMHcKoro usgenus: Floor 2, Building 2, No. 168, Xutang Road, Songjiang
District, 201612, Shanghai, China (atax 2, kopm. 2, Ne 168, ya. CioraH, paitoH CyHussaH, 201612, r.
[ anxait, Kuraii);

]5 IOpSﬁ[H‘-IECKHﬁ aapec OpraHMsalMH - MPOM3IBOAUTEIA MEIULMHCKOTO M30eMHd WK OPraHM3aliMu
M3roToBMUTeNd MeguuMHcKoro usgenud: Floor 2, Building 2, No. 168, Xutang Road, Songjiang
District, 201612, Shanghai, China (stax 2, kopr. 2, Ne 168, ya. CioraH, paitoH CyHissaH, 201612, r.

Wl anxait, Kutan);

16. CTpaHa OpraHM3anuy - MPOUM3BOIUTENS MEAULIMHCKOTO M3AETIMA M/IM OPraHU3aLMK - U3TOTOBUTEA
MeIuIMHCKoro usmenus: Kurait;

17. OKIT/OKITO2: 32.50.13.160;

18. Knacc noTeHUManbHOro pucka NpUMMeHeHUs MeIMIIMHCKOrO M3/1e/Ms B COOTBETCTBUM C
HOMEHK/IaTYPHOU Ki1accuduKaei MeJUIIMHCKUX U3Jelui, yTBepKaaemoit MuHucTepcTBOM



3apaBooxpaHeHus Poccuiickoit @egepanmn: 2a;

19. HasHaueHne MeIULIMHCKOTO HU3genud, YCTAHOB/IEHHOe NMPOM3BOAUTENeM: l_[pe.ELHaSHEI‘«IEHO A8
BHYTPUBEHHOI'O BBEAeHHWH PaCTBOPOE JeKdPCTEBEHHBIX BeLUeCTB MyTeM AJMT&IbHOIO MMKPOBNPLICKA
HIH Gh[CTpOI'O, OOIHOPOJHOrO M TOYHOIrO BIPBICKA.,

20. BH,EI, MeIMIMHCKOrO M3ge/iMa B COOTBETCTBHMH C HDMEHK.I'IETYPHOﬁ KJTHCCHCIJI-‘[KELIHGII'J{ MeIMIIMHCKMX

M3aenuit, yTeepkaaemoit MuHucTepcTBOM 31paBooxpaHerms Poccuiickoit @egepaunu: 229860;

21. Aapec mecTa NPOM3BOACTBA UM U3TOTOB/IeHMs MeauumMHcKkoro usgeams: Shanghai LEIEN
Medical Equipment Co., Ltd. («Illanxait TS9USHb Meanxan Sxsunment Ko., JIta.»), Floor 2,
Building 2, No. 168, Xutang Road, Songjiang District, 201612, Shanghai, China;

22, CeejeHus O B3aMMO3aMeHseMblX MeIULIMHCKMUX U3TeTHIAX: ;

23. Mooenu MegULUMHCKOTO M3Oelns:

Koa Buaga HaumeHnoBaumne Moaenu

229860 | HosaTop MeIMLMHCKMN A1 BHYTPMBEHHOTO BAMBaHMA « Armed», BAPMaHT MCTIOJTHEHMS
|LINSZ-10C

229860 l,[[osa’rop MeIWLIMHCKUI /18 BHYTPMBEHHOTO BAMBaHUs « Armed», BApMaHT UCTIOTHEHUS

\ ;L\}\ISZ 1D}B . —

229860 _;,[[osa_’rgp’ﬁ'le.ununﬂgﬁﬂu ans BHW—[HO BVT;{HHH «Armed» Bapl{?’ﬂT MCIIO/THEHMS
/ |LINZ-9C T /

2298&) JlosaTop _Me_ungm-lcxnn [715 BHYTPUBEHHO _jo BHHBQ_]-_IJ[H «Anned}é, BapHaHT MCIIOTHEHMS

i{,:_.INZ—‘;B

229860 "'!”,[[osa'rop MeIHLIMHCKMHA A1 BHYTPUBEHHOTO BIMBaHUA « Armed», BAPMAHT MUCIIOTHEHMUS
|LINZ-9A

229860 JlosaTop MeaULUIMHCKUI 1718 BHYTPUBEHHOTO BAMBaHUs « Armed», BApMAHT UCTIOTHEHUS
|LINZ-8B

229860 f: JosaTop MegULIMHCKMK 4718 BHYTPUMBEHHOTO BAMBaHKug <« Armed», BAPHaHT UCIIOJTHEHMS
|LINZ-8A

229860 NosaTop MeaUIMHCKUI 1715 BHYTPUBEHHOTO BMBaHUS « Armed», BApUaHT UCTIOTHEHUS
|LINS-7

229860 E,[[osa'rop MeIWMLIMHCKMHA A1 BHYTPUBEHHOTO BAMBaHUs « Armed», BAPMAHT UCTIOTHEHUA
|LINZ-6-B

229860 | JosaTop MeAMLIMHCKMIA /151 BHYTPUBEHHOTO BAMBaHMs « Armed», BAPMAHT MCIIOJTHEHMS
'MP-2003

Brimicka chopmupoBaHa Ha oduumaabHoM caiite PegepanbHOM C1VKOBI IO HAZ30pY B cdepe
3opaBooxpaHeHus B ceTH MHTepHeT: https://roszdravnadzor.gov.ru/.



Ceprndmrar:

Komy snlnan: @
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3JIEKTPOHHOM IMOIIUCHIO
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