P®OTOIPAGHUYECKHE H30BPAXKEHUA

«Crerema yabTpadsyxosas 2300 ¢ NpREAZISKHOCTAME»
BK Medical ApS (BK Meanxkan AnC), [Jauns

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM



. CrcreMa ynvrpassykosas 2300 (obumtt pun)
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Cuctema ynbtpassykosasa 2300 (MapknpoBKa nsgenmsa)
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.

Cucrema yapTpassykosas 2300 (ynaxoexa)

A



Cncrema ynotpasaykosas 2300 (MapRAPOBKA YAKOBKH)
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O6GWuii BMA ynakoBKM K AaTumKaMm yNbTpa3BYKOBbIM (KapTOHHAas Kopo6Ka)

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



O6LMit BIA YNAKOBKM K AaT4MKaM Y/bTPa3ByKOBbIM (N1ACTMKOBbIN Kelic)
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TlpusMep MAPKUPOBKH AATHUKE YILTPA3BYKOBOrO
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Mpumep MapKMpPOBKN YyNakKOBKM AaTYMKa YAbTPa3BYKOBOTO
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Jarunk ynsrpazsyxoso#t nonocruol, Tun 9018/E14C4t (oGuuii sna)
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JaTank yasTpassykosod nonoctHol, Tun 9019/E10C4 (obwmit Buz)
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LaTynK ynbTpa3ByKOBOW NONOCTHOW, Tun 9038/X14L4 (o6wunit Bupg)
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Jatunk ynsTpassyxosokt nosoctolt, tun 9048/E14CLA4b (oOmmit Bux)
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Haraux jms‘rpasnyxomﬁ xonsexcHuiit, THn 9023/6C2s (06wt Bun)
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Haruux yabrpassykosoll konsekcHsill, THn 9040/6C2 (06uinti Buy)
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Jarusrk ynuTpassyxonolt kotsexcHbill, THA 9062/N13CS5 (06wmit Bua)
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[aTunk ynbTpa3ByKoBOW tha3upoBaHHbIn, Tun 9077/5P1 (06w mnii Bua)
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JlaTunk ynbTpa3BykoBoii koHBeKCHbIH, THI 9002/9C2 (061nii BuA)
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[aTunk ynbTpa3BYKOBOW NUHelHbI i, Tun 901 I/13L4w (06w mnih Bug)
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Jatunx yasrpa’sykopot aunedttnii, Tun 9022/10L2w (oGuinii Bua)
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Jaruuk ynsTpassykosolt nunelinniti, THn 9051/14L3 (obwnit Brp)
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Hatuux ynbTpassykosoit auneiinbiit, Tun 9070/18LS (o6wuuii Bug)



Hatuuk yappassyxosoh nonoctrolt, Tun 9052/20R3 (oGumii Bun)
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Hamuux yaerpassykosoli muneitnsii, Tan 9032/8L.2 (o6muit enn)
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Jerauk yneTpassyxoBoi unTpaonepaumonrsii, Tun 9009/X 18LSs (obunii BuA)
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Jamiuk yne1passyxopoit nunehnsit, tan 9081/18LSs (obinuii Bux)
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Haramk yanTpassykosoli nosoctrol, Tan 9029/E13C2 (obumit sua)
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Darunk yavrpassyxosol konpekcHeilt, Tun 9085/5Cle (06mnit enn)
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[aTunk ynbTpa3ByKOBON MHTpaonepauWoHHbIA Mini T, Tun 9034/112C5 (o6bwuii Bug)
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Jamink yauTpaIBykoBoii HHTpaonepauuonusiit, Tun 9096/Rob 1 2C4 (obuwtit snz)
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Croitka x kommnexty BK Fusion (o6muit snn)
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Anantep nyHKUHOHHBIA, MHOTrOpa3oBbiif, T UA 1250, ans natunkoB 9002, 9023 u 9040 (o6wimii Bun)
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ApanTep NYHKUWOHHbIV, MHOropasoBblii, Tun UA1251, ana gatymka 9070 (o6wmuin Bug)

A/



Ananvep nyHxunounsili, Moropasossiii, un UA 1239, ana natumukos 9011 u 9022 (06wt enn)
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ApanTep NYHKUMOHHBIA, MHOropasosblid, Tn UAL1326, ana gatunkoB 9018 (06wiuii Bua)
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ApanTtep NYHKUMOHHbIN, MHOropasoBblii, Tun UA1327, ana gatumka 9018 (obuwmnii Bug)
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AnanTtep nyHKUHOHHBIH, MHOropasossif, THN UA 1328, ana aaTunxa 9018 (o6imnit sun)
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ApanTtep NYHKUWOHHbI, MHOTopa3oBblit, Tun UA1324, ona patumkos v 9018 (obuwmnii BuA)
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AganTep nyHKuuoussi, Muoropasossilt, Tun UA 1349, ans aarumxa 9029 (oGuimit sug)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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ApanTep NYHKUMOHHbIN, MHOTopa3oBblin, Tun UA1232, ansa gatunka 9048 (obwmnii Bug)
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Ananrep nyHkuuouubili, MHoropasossiif, Tun UA 1282, ang natuuka 9019 (o6wmit Bun)
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Ananrep nyHKUHOHHbINA, 0ArOpa308Bbil, cTepuabHblii, THI UA 1345, ana natunka 9062 (o6wmii Bun)
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Anantep mynkuHoRHbIH, 0AHOPa30BKIK, cTepHabHEI, THR UA 1344, ana aaTunxa 9085 (o6uwmbi aun)
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ApanTtep NYHKLWOHHbIW, OAHOPAa30BbI/i, CTepUNbHbIA, TN UA1339, ana gatynka 9029 (obwmuih Bug)
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Anantep nyHkunoHHeti, onropasosuiit, crepunbibiil, THN UA1338, anx narauxos 9032, 9051 n 9086 (o61umit sua)
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AzanTtep NyHKUHOHHLIH, 0oAHOpa30Bmil, crepribHbll, THN UA 1322-S, Ans aaTunxos 9018 (obwunit pug)
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ApanTtep NyHKLUMOHHbIA, 04HOPa30BbIiA, CTepUnbHbLIA, TN UAL1322-S14, ans gatumkos 9018 (obwwmii B1a)
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AjanTep nyHKUHOHHbIN, 0AHOPa3OBbii, cTepunbHbli, THR UA 1323-S, ans natunka 9018 (oGwmii sua)
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Aznanrep nyHKUHOHHbH, OANOpa30BLIH, cTepunbubiil, THR UA1329-S, ana aarenka 9018 (o6wiwit sua)
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Konbuio ana dpuxcuposanis npesepeariba Ha farynke 9052, Tun UA0671 (o6uuwii sra) |
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Cencop InexrpoMarHuTHbH, THn UA237) (06wl Bua)

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



3anum s Cencopa nexTpoMarHuTHOro, TN UA2377 (0buiuii sua)
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3axum gns CeHcopa QnekTpomarHuTtHoro, Tun UA 2399 (obwuih sBug)
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Hepxarens ana aariukos noaocTHbx, THI UA2357 (obwumit aug)
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t

[Jepxxatens garunka rM6KMﬁ, Tvv-m w2360 (o6wwin Bug)

v /
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Kopanna ans npunamnexusoctel, THn UA1370 (0bmuii Bg)
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Y CTPOACTBO TeCTUpPOBaHUA yTeukn gna gaTuymka, tun UA1414 (obwuin Bug)
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Tonka ana npuHTepa, yrusepcanshan, THn UA2351 (o6wmnii ann)
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«[ycTas KaHabHas ckobax», Tun UA1325-W, ans gatyumkos 9018 (o6wwii Bua)
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MNporpaMmupyeman noxHat neaans, Tun UA2352 (obwnil suz)
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[Ty abT AKCTAHUHOKHOIO ynpaBneHHs, THn UA2361
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MynbT AncTaHLMOHHOro yrpasneHus, Tun UA2370

& XK



Komnnext bkFusion TR: croiika ¢ yctaHoBneHHBIM DM-nepeaaTynkom
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Komnunext bkFusion TR: OM yctpolictee ynpasnenns (o6wmmii Bug)

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




KomnnekT bkFusion TR: 9M nepegatuunk (061wuii Bug)
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Monouka gnsa 3M ycTpoiicTBa ynpasneHus
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YTBEPXJARO
"eHepanbHbIA AMPEKTOpP WLWHCKME NapTHEPbI»

_ Anekcees 2.b.
ANAS>«N2022 T.

MAKET MAPKVPOBKIW N YTTAKOBKW
HA MEOANUWNHCKOE U3AEJTNE

«Cucrtema ynotpassykosas 2300 ¢ npuHaL/IeXHOCTAMU»
BK Medical ApS (BK Megukan AnC), OaHus
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«Cucrtema ynbtpassykosasa 2300 ¢ NpuUHaAIEXXHOCTAMU»:

MakeT CTUKepa Ha ynakKoBKY MeAULIMHCKOro n3aennsa ana Poccuiickoin deaepaumn

REF XXX XXXX

Cuctema ynbtpassykoasa 2300 ¢ npuHagIeXXHOCTAMMU.

" BK Medical ApS (EK Meaukan AnC), OaHus

Mileparken 34,2730 Herlev, Denmark

CTpaHa NponcxoxneHns mefuLmMHCKoro nigenua: faHus.

YNoNHOMOYEHHbI npeacTaBuTens npounssogutens: OO0 «M.IM.A. MegUUMHCKME NapTHepPbI»

127083, r. Mocksa, yn. 8 MapTa, 4. 1, ctp. 12, atax 4, nom. XXVI11, kom. 4

Ten./akc: Ten. +7 (495) 921-30-88. info@mpamed.ru

PerncrpaunoHHoe yaoctoBepeHne Ha meguunHcekoe nsgenme: No P3H 20X X/ XXXX oTX X
20XX rofa.

CM. Ha ynaKoBKe.

SN :CM. Ha yNnaKoBKe.
Cpok cnyXb6bl: 8 neT ¢ fatbl JOCTaBKU
OXunpgaemblil cpok cnyxo6bl: 10 neT
Cpok xpaHeHua: 10 net
YCnoBus XpaHeHUst 1 MPUMEHEHNS: CM. BJIOXKEHHOE PYKOBOACTBO, TO/IbKO A4
NPogecCUOHaNbHOro NMPUMEHEHNS.

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



MakeT cTHKepa Ha YNAKOBKY AaTYHKA y.uupaznyxonoro K MeIHLHHCKOMY H3J€JIHIO AN
Poccuiickoit ®enepaunn -

JaTuHK yJabTpa3BykoBoii konBexcHbli, THn 9002/9C2

- ‘ BK Medical ApS (BK Meaukan AnC), lanus

Mileparken 34, 2730 Herlev, Denmark ¢

CTpatia NIPOMCXOXKACHNA MEAHLMHCKOrO H3aenus: Jlauus.

YnosaHOMOUEHHBI#H npeacTaBUTeNb Npou3BoauTens: OO0 «M.I1.A. MeAHUMHCKHE NBPTHEPLI»

127083, r. Mocksa, ya. 8 MaprTa, 4. 1, c1p. 12, 31ax 4, nom. XXVIII, kom. 4 * .

Ten./pakc: Ten. +7 (495) 921-30-88. info@mpamed.ru

PeructpaunonHoe yaoctosepeHne Ha MeauunHckoe usaenue: Ne P3H 20XX/XXXX ot XX
20XX ropna.

& . CM. Ha yNaKoBK€. -

SN : CM. Ha yMaKoBKe.

Cpok cayxO6bi: 8 net ¢ aaThl AOCTABKH

Oxunaembiti cpok cyx6si: 10 ner

Cpok xpaHenus: 10 ner

YcnoBus XpaHEHHsS M NPUMEHEHHUA: CM. BJIOXKEHHOE PYKOBOACTBO, TONBKO A
nNpo¢deCCHOHANBLHOIO MPHUMEHEHHSA.

AT Y 4k .

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MakeT CTUKepa Ha ynakoBKy agantepa nyHKLMOHHONO MHOMOPa3oBoro K MeAVLIMHCKOMY U3AeNN0
ans Poccuiickon depepauymn

ApanTtep NYHKUWOHHbIA, MHOropasoBbiid, Tun UA1250; Ana LaTYMKOB
9002/9023 1 9040

PY Ne XXX 0T XX.XX.20XX CpoK felicTBUA: He OrpaHnyeH

Cpok cnyx6bl: 8 neT ¢ gaTbl 4OCTABKM

Oxunpaemblii Cpok cnyxo6bl: LLnet

Cpok xpaHeHus: 10 net

Macca (6e3 yriakosku): 40 r

2020-04 Macca (B yrakoske): 100 r

LOT

; CM Ha ynakoBke.

A [MpesocTepexeHyie, 03HaKOMBTECH C COMPOBOAUTESbHLIMA
JOKYMEHTaMM.

MpownssoguTtens: BK Medical ApS (EK Megukan AnC), OaHus

Mileparken 34, 2730 Herlev, Denmark

YNONHOMOYEHHbIN NPeLCTaBUTeNb NPON3BOAUTENS Ha TeppuTopun Pd:

000 «M.M.A. MeguLMHCKNE NapTHEPbLI»

Agppec: 127083, r. MockBsa, yn. 8 MapTa, 4. 1, ctp. 12, atax 4, nom. XXVIII, kom. 4

Ten: +7 (495) 921-30-88 info@mpamed.ru
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Maker cTHkepa Ha ynakoBKy ajanTepa MyHKIHOHHOIO OQHOPA3OBOr0 K MEAHIHHCKOMY
H3geanio ans Poccniickoii ®enepannu -

Anantep NMyHKUHOHRLIH, OAHOpa30BLIH, cTepuabHbili, THN UA1323-S,
ans gaTanka 9018
PY Ne XXX or XX.XX.20XX Cpok aeiicTBHS: He OrpaHH4eH

& 2020-04-01

g 2023-04-01 I CTEpHIHIOBAHO ITHICHOKCHAOM

He ucnonb3osats
TIOBTOPHO
LOT @ He crepunu3oBats NOBTOpHO

Macca (6e3 ynaxosku): 10 r
Macca (8 ynaxosxe): 100 r

6

!

He ucnons3oearts npu
NOBPEKACHHH YNAKOBKH

: CM. Ha YMaKoBKe.

A TpenocrepexcHne, 03HAKOMBTECH C CONPOBOAUTENLHLIMH JOKYMEHTAMH.

: Mpowussoautens: BK Medical ApS (BK Meaunkan AnC), [anus
! Mileparken 34, 2730 Herlev, Denmark o
| YnonHoMoueHHbIH NpeACTaBUTE b NPOM3BOAHTENS HA TEPPHTOPHH PD: =
| 000 «M.IL. A, MEQHLIMHCKHE NapTHEPBI»
Anpec: 127083, r. Mocksa, yi. 8 Mapra, 4. 1, cp. 12, 3tax 4, noM. XXVIII, kom. 4
Ten: +7 (495) 921-30-88 info@mpamed.ru
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