OEKINAPALIUA O COOTBETCTBUA

Ne POCC RU [1-CH.PA01.B.47038/25

3AABUTEIDb O6uectso ¢ orpaHuyeHHoii oteeTcTBeHHOCTHH "B.BPAYH MEOMKAI" (OO0 «bB. BPAYH
MELOWKAT»)

3aperucTpuposaH PernctpauuorHon nanatoil Aamunuctpauum CaHkT-MNeTepbypra 28.12.2001.

MecTo HaxoxaeHws v agpec: 191040, Poccus, r. CaukT-leTepBypr, MyHULMNanbHbIA OKpyr BnaguMupckuin oKpyr BH.
Tep. r., yn. MywkuHekas, 4. 10, nutepa A, nomewl. 40-H. Agpec mecTa ocyliecTBneHus aestensHoctu: 199178, CankT-
Metepbypr, 18-1 nunua BO, gom 29, BL| «CeHatop», kopnyc A, 4 - 5 atax. OT'PH 1037843006233, MHH 7825465916.
Aflpec 3nexTpoHHOW noyTkl: office.spb.ru@bbraun.com, Tenedon/pakc: +7(812) 320-40-04 / +7(812) 320-50-71.
[Jorosop ¢ nsrotosutenem o6 o6ecneyeHuy cooTeeTCTBMA Npoaykumm Ne3 ot 29.11.2019 1.

B JIULIE PykosoguTens otaena obecneyeHns W KOHTpons kayectsa LUnwumakoson Hatanby AHOPEEBHbI,
OEACTBYIOLLEro Ha ocHoBanuu fosepeHHocT Ne 2023-0210130 o1 23.11.2023 1.

SAABIAET, YTO NPOOYKLWA
cpeacTBo AesuHdbuLmpyloLee (koxHbih adTucenTtuk) "Codra-Man Uzo Buckopab" (Softa-Man Iso Viscorub)

MzrotoButensb: "B.Braun Medical AG"

MecTto HaxoxaeHus: Seesatz 17, CH-6204 Sempach, Switzerland, Leefiuapua

Apec MecTa OCYLLECTBNEHNUA ASATENBHOCTY N0 U3rQTOBNEHNIO MPOAYKUMK:

"B.Braun Medical AG", Seesatz 17, CH-6204 Sempach, Switzerland, Lseiiuapus, kog GLN 7612449000003

MpoayKumMs 3roToBNEHa B COOTBETCTBMM C AOKYMEHTaMU: cneungukaLus
CepuiiHbili BbIMyCK
koa OKIMAO 2: 20.20.14.000
kon THB3O EA3C: 3808 94 8000
COOTBETCTBYET TPEBEOBAHUAM
FOCT P 58151.1-2018 Cpeactea gesuHpuumpyowme. O6lime TexHwyeckme TpebosaHusa (n. 3.1 - 3.4,
paszen 4, MNpunoxeHue A)

CXEMA OEKIAPUPOBAHUA COOTBETCTBUA 31

OEKNAPALUAA O COOTBETCTBUU NPUHATA HA OCHOBAHWU

MpoTokon naBopaTopHbX McnbiTaHui Ne 7444 ot 25.09.2024 r. Boigad WcnbitatensHsim nabopartopHbiM LieHTpom
defepansHOro BIOPKETHOTO YYpexeHns Hayku «oCy[apCTBEeHHbIA HayyHbIA LeHTp npuknagHoi Mukpobuonorun w
GuoTexHonormn» PocnoTpeBragsopa P®, perucTpaumoHHbiii Homep artrecTata akkpeawTauuu RA.RU.2Z1EB03;
MpoTokon ucnbitauuii Ne 200662-24 o1 20.09.2024 r. BbiaaH LieHTpom gmsnko-xumudeckux 1 61onoriyeckmx McneiTaHui
Ne 300 ®depepansHoro GlOaXeTHOro ydpexaeHus «locynapCTBeHHBLI perMoHanbHblil LEHTP CTaHaapTusaumvu,
MeTponorum 1 ucneimaHui B r. Mockee n Mockogeckoii obnacTu» (GBY «POCTECT-MOCKBA»), perucTpaunoHHbIA HoMep
artrecraTa akkpeguTaLmm RA.RU.21A343; CeuaeTenscTeo 0  rocynapCTBEHHOW  perucrTpauuu Ne
RU.77.99.88.002.E.002217.05.18 ot 31.05.2018 r., BuiaaHo enepansHoii cnyxboii no Hag3opy B cepe 3aliuTol npas
notpebuteneit n Gnarononyuns Yenoseka; MHcTpykums Ne 02/2018 no npumeHeHWo cpeacTsa Ae3vHpuUMpyloLero
"Codra-Man Mzo Buckopab" (Softa-Man Iso Viscorub) ot 04.05.2018; TexHuyeckoe AoOCkE, COCTOsALLEE U3 JOKYMEHTOB,
CoAepXallyux JoKa3aTeNnbCTBa COOTBETCTBUSA NPOAYKUMM TpeboBaHUsM HauMoHanLHeIX cTaHaapTos, 6/H ot 10.12.2025.

OONONHUTENBbHBLIE CBEOEHUA

YCnoBusi XpaHEHUs: XpaHUTb B NIOTHO 3aKPbITOM ynakoBKe NMpoW3BOAWUTENS, OTHAENbHO OT NEKaPCTBEHHbIX CPeACTs, B
MecTax, HeJOCTYMHbIX AeTAM, B CyXWX KPbITbIX BEHTUNUPYEMbIX CKNaAckuX NoMelLeHWUsX, 3allWLLEHHbIX OT Bhark u
COMHEYHbIX Nyyeir, npu Temnepatype oT munHyc 15°C go nmioc 30°C, BAanu oT HarpeeaTenbHbIX NpUBopoBs 1 OTKPLITOro
orHs. CpoK rogHOCTM B COOTBETCTBUW C TEXHMYECKON SOKyMeHTauuel usrotosutens. [lata naroToeneHus oToBpaHHsIx
o6pasLoB NpoayKUMy, NPOLIEALWMX UCTILITaHWSA, YKasaHa B NpoTokone nabopaTopHbIX UCTILITaHUNA.

CPOK ﬂEI?ICTEVlFI OEKINAPALIMM O COOTBETCTBUMM ¢ 30.12.2025 no 29.12.2029

M “\<3assuTens m., LLnumakoea Hatanbs AHapeesHa

(npu Hanu-m) noanuch hamunus, UMs, OTHECTBO
, R ’ (nocnepHee npu Hanuynu)

SAHBHEHME APOAYKLMSA ﬁesonacrla Npw ee UCnonb30BaHNUKM COrMacHo ykasaHHOMY crnocofy NpUMEHEHUA B COOTBETCTBMM C LENeBbiM
HasHaveHuem. 3aHBHTEn8M MPUHATEI MEpPbl N0 0BECMNeYeHMI0 COOTBETCTBUSA NPOAYKUMM TPeBoBaHNAM, YCTaHOBNEHHLIM TEXHUYECKIM
pernameHToM (Texﬂuqecmmm pernameHTamu) Poccuiickoit Pepepaumn.



