Boeinmucka
13 ['ocyaapcTBeHHOro peectpa MegULIMHCKUX U3eIUIA M OpraHusanumn
(MHAMBUAYAbHBIX NMpeANnpMHUMAaTeleN), OCYLIeCTBISIOLMX TPOU3BOACTBO U

M3roTOBJIeHHe MeAULMHCKMUX U3Je/IMH, Mo cocToauuio Ha 12:40 13.07.2026 r.

(chopMHpoBaHa Ha MHTepHeT-nioprane PocsipasHajizopa)
1. YHUKRanbHBIM HOMep peecTpoBoi 3anmucu: 202020;

2. CKBO3HOM MeHTHIUKATOP peecTpoBoi 3anmuck: 22610;
3. Craryc: Jleuctsyer,

4. PerucrpauMoHHbIi HoMep MeguuuHckoro usgenus: GC3 2010/06858 (EPVJI - I'004-00110-
00/02891688); | I
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5. JaTa nepBuYHOI rocyaapcTBeHHOMN Per1CT parum Meauuﬂlémm U3Zenus: ; /
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6. 'Ié BHECEHUS MSMEHEHMIT B MeIUIIMHCKoe usnenve: 13.07.2026;- I -
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7. IMepuopa neictBug Bepcuu: ¢ 13.07.2026;
8. Cpok geMCTBMS PErucTpalMoOHHOrO yaocToBepeHus: beccpouHo;

9. HaumeHoBaHMe MeaMUMHCKOro M3genus: KoHueHTpatop Kuciaopona « Armed»
KoHueHTpaTop kKuciopoaa « Armed», BApUAHThl MCTIOJIHEHMS:
. TP-1.

. TF-1L.

. TF-3.

TF-3A.

. TF-3L.

. TF-5.

. TF-5L.

7F-8L.

TF-10L.
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10. HaumeHoBaHue OpraHU3alMM - VIIOJJTHOMOUYEHHOr'o NMpedCTaBUTe 18 NIPOM3BOOMTE/IA
(usroToBuTens) MeamMumuHckoro usgenus: OBLLIECTBO C O'PAHUYEHHOMU



OTBETCTBEHHOCTbLIO "OITOPA",;

11. MecTo HaXOMJEHHMA OPrdHU3dUHMH - VIIOJTHOMOYEHHOTO INPEACTaBHMTE/IA IIPOUMSBOIMTEA
(M3roTOBMTE/IS) MeauLUMHcKoro usgenus: 630501, HoBocubupckas obnacts, P-H
HOBOCUBWPCKUWMH, PIT KPACHOOBCK, VJI CEBEPHAS, 3/1. 5, [TIOMEILLL, 1;

12. KD pugnyeckuit agpec opraHMsalMy - YIOTHOMOUYEHHOr O NpeACTaBUTe NS TPOM3BOIUTENS
(M3roToBUTENA) MegUUMHCKOro usgenus: 630501, HoBocubupcras obnacts, P-H
HOBOCHUBWPCKUMH, PIT KPACHOOBCK, VJI CEBEPHAS, 3]1. 5, [TIOMEILL, 1;

]3. HEHMEHDBE[HHE OPraHM3dlMH - NIPOMUIBOOIMTEIH MEJUIIMHCKOIO M348/IMHd MWK OPrraHHU3d1MH
M3rOTOBMUTENS MeaULMHcKoro u3genud: Jiangsu Yuyue Medical Equipment & Supply Co., Ltd.
(Ixuanrey IO Meauxan Sxeunment Iua Canmaait Ko., JIta.);

14. MecTo HaxoXa1eHUsd OPraHM3alMK - MPOU3BOAUTENS MEIULIMHCKOTO M3/ IMI MM OPraHu3aluu
M3roToBUTENd MeauuMHcKoro u3genuda: 1 Baisheng Road, Development Zone, Danyang City, Jiangsu
Province, China;

]5 I‘GPPLE[H‘{EEKHﬁ dapec OpPraHU3dllHH - IPOM3IBOAMUTE/IH MEJMUMHCKOIO U3AEJTHA WIH OPraHM3dllHH
M3roTOBMUTENS MeauUMHcKoro usgenud: 1 Baisheng Road, Development Zone, Danyang City, Jiangsu

Province, China;
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16. GTPEHEI OpPraHM3dIHH - HPU]/{SED,[[HTEHH I'EEWHCK o %Eﬂ!—‘[ﬂ ]-"[ﬂ_!‘[ UP!HHHEE[?‘H - HBTOTOBMUTETH
Memliyd'l-u:[{nro usgenus: Kurap;

|

iy — ._..-lIll m—t e R e == _j - _J

17. DKWG_!SI"[I[Z: 32.50.21.129;

18. Knacce NMOoTeHOUAAbHOIC pUCKA MPpUMEeHEHHWA MeIJUIIMHCKOro UsjgejiMd B COOTBETCTBHH C
HOMEHKJIaTYPHOM Kiaccuduranmen MeIUIIMHCKUX U31eTUi1, YTBepKaaemoii MuHucTepcTBOM
sapaBooxpaHeHus Poccuiickoi @enepaumu: 2a;

19. HasHayeHHe MeIUILIMHCKOTO U3eNHd, YCTAHOBIEHHOe NMPOU3BOIUTENeM: ITO 3eKTPUYeCKUHN
amnmnapar, MO3BOJIAIOUIMK TTOMYYaTh KUCTIOPO, BEICOKOM KOHIeHTpauuu 87 — 96% mpu nmomMoliu
MOJIEeKYJISPHON QUIABTpaLiMM OKPYIKAIOLEro Bo3ayxa PUsMYecKUM MyTeM, He Hapyllas HOPpMaJlbHOTO
obbema cogepKaHud KUCI0pPoaa B OKpYIKallleM Bo3ayxe. KoHueHTpaTop Kuciopoga « Armed»
rpegHasHayeH 1714 MpoBegeHMs KUCTOPOAHOM (KMCIOPOAHO-BO3AYILUHOM) Tepanvu WIK a3 po30JbHOM
WMHT AN UMM JKUIKMMM JIeKapcTBaMM MOCTpajaBieMy (6onbHOMY) € TeyebHOU Uenbio. [IpumeHserca B
VCJIOBUAX PasiMUHbIX, MEIULIMHCKMX YVUPEKIAEHMM, CTYIKO CKOPOM M HEOT/IOKHOM MeIMLIMHCKOM
MOMOILLIM CIIacaTe/bHbIX CIVIKD, a TakKe 411 HHAMBMIYA/JIbHOIO UCIIO/Ab30BaHU, KaK B CTallMOHape,
Tak M B JOMAIIHMX YCI0BUAX. KIMHMYeCKMe UCTIBITAHMSA JOKa3a/IH, YTO KMCIOPOAHbIM KOHLIEHTPaTop
9KBUBAaJI€HTEH APYTUM KMCIOPOAHBIM CUCTEMAM M MOXKEeT MCMO/Ib30BaThCs KAK OCHOBHOM, TaK U
pe3epBHBIM MCTOYHMK KUCI0poaa. (PYHKIMOHANbHbIE BO3MOKHOCTH KOHLIEHTpAaTOpa paclliMpeHb 3a

CUeT MPMMEHEeHHUs a3PO30JIbHOM MHIAIALMM. ;



