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PECHYBJIHKH BEJAPYCh, PECI[YBJIPIKH KABAXCTAH
¥ POCCHMCKOW ®EJEPALIAM
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0 TOCY1apCTBeHHOIl perucTpanuu

Ne RU.77.99.88.002E0340860811 ~  OT 2608.2011r.

H OIYKIHS: :
CPencTBo nesmr«d:mumpyromee " eKcaKBapﬁbopTe" (Hexaqugrt forte) VlerTosneHa B COOTBETCTBUM C

AOKyMeHTamu: peuenTypoii. Marotosutens (nponssoantens): "b.bpayH Meaukan A", 3eesar, CH-6204
~ 3ewnax ("B.Braun Medical AG", Se satz, CH-6204, Sempach, Switzerland), UJBewuapMﬂ Monyyatens:
‘ OOO “b.bpayH Megukan", 19104 r,CaHKT-I'IeTep6ypr yn. ﬂymmucnaﬁ A.10, Poccuiickas Degepavus.
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OTBETCTB
EnvbiM caHXTapHo-anmqumonoryluecKMM W TUTUEHNYECKUM TpeﬁoBaHMHM KTosapaM nognexatium
CaHWUTapHO-3NUAEMMUONIOTMYECKOMY Hap.sopy (koHTpOrIHO) e
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Npoiia rocyAapCTBEHHYIO perncrpaiuio, BHeceHa B Peectp CBHIETEILCTE O
rOCyAapcTBCHHON DPCTUCTPALME WM paspeiicHa Juis npousBo,Z[CTBa peanusanun U

VCHOJb30BAHUS
B COOTBETCTBMUW C UHCTPYKLMEN MO anlMeHEHMﬂ cpencma ot 18. 02 2008r Ne 6.

Hacrosiiiee CBHACTENbCTBO BLIAAHO Ha OCHOBAHUU (mepeuncianTh PacCMOTPECHHBIC
POTOKOJIBI I/ICCJ’IGI[OBaHI/IIfI HauMEHOBaHME OpraHu3aliy (McnbiTaTenbHOU JabopaTopny,
HEeHTpa), IPOBOAUBIIEH UCCTCAOBAHNS, ﬂpyrlflepaCCMOTpeHHblellOKYMeHTBI) '

- 9KCMepTHOro 3akntoveHns o 18.02.2008r. Ne 12-08/WUJILL ©IY "PHUUTO um. P.P. BpeaeHa
PocmegTexHonoruit"; cneundukaumun; ceptudpukara aHanuaa; ceptudpukara 1ISO 9001:2000 ¢
npunoxeHvem; ceptucukata cootTBeTcTeus GMP; cripaski o CTaﬁmanocm cepde)eraTa 0 cBoboaHOU
npoAadke, BblAaHHOro U_IBemuapcng areHTCTBOM neqeﬁnom npoayKuuy; I/IHGT
cpepnctea oT 18.02.2008r. Ne 6. ;

Cpok 1eiicTBHS CBUAETENBCTRA O FOCYAAPCTBEHHOM perucTpal
IEpHON WSTOTOBICHHA HPOAYKIMH WM TOCTABOK HOK
TEPPUTOPHIO TAMOKEHHOTO COK03a .

Hoanucs, PUO, HOHKHOCTH VIIOTHOMOYCHHOTO JHHA,
BRIIABIICTO JOKYMEHT, U [e4arh OpraHa (yqpexczxeﬂm)
BBI/IABINETO IOKYMCHT

M0140815 .
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AEKINAPALMA O COOTBETCTBUMN

Ne POCC RU [1-CH.PA01.B.07448/22

SAABUTENDb OBLIECTBO C OrPAHUYEHHOM OTBETCTBEHHOCTLIO “B.EPAYH MEOUKAN" (OO0

«6.BPAYH MELINKAI»)

3aperucTpuposan PerucTpauyoHHol nanaroi ApmunucTpauuu Cankr-Tetep6ypra 28.12.2001 r.

MecTo Haxomaenus u agpec Mecta ocylulecTefieHus gesitenbHocTu: 191040, Poccua, ropog Camkr-
MeTepBypr, ynuua MywkiHckas, 10, OI'PH 1037843006233, IHH 7825465916, appec 9neKkTPOHHOW NoYTh!:
office.spb.ru@bbraun.com, TenedoH/take; +7(812) 320-40-04 / +7(812) 320-50-71.

HoroBsop ¢ usrotosurenem o6 oBecnedennu COCTBETCTBUA Npogykumum Ne3d or 29.11.2019 r.

B JIALE 3amecturtens pykosoauTens otaena peructpauuy, ofecneuveHus u KOHTpOns Kadectea
lWnwimakosa Hatanes AHgpeeBHa, 4eACTBYIOLLMI Ha OCHOBaHUM AosepexHocT N2 1578 ot 08.12.2021 r,

3AABNSAET, YTO MPOLOYKUWA Cpeacrso AesuHdnumpytoliee «lekcaksapT dopTe» (Hexaquart forte)

Wsrotosutens: «B.Braun Medical AGy / «B.BpayH Megukan Al»

MecTo HaxoxaeHus u 8Apec MeCTa OCYLIECTBINEHUS EATENLHOCTY N0 U3rOTOBNEHUIO npoayKymu:
Weelilapus, Seesatz, CH-6204, Sempach, Switzerland, kog GLN 7612449000003,

MpoAyKLU1s USrOTOBNEHA B COOTBETCTBUM © peuenTypoi

CepuitHbii Bbinyck
ko OKIA 2: 20.20.14,000
koa THB3 EA3C: 3808941000
COOTBETCTBYET TPEEOBAHUSIM i
roCT 12.1.007-76 (nn. 1.2, 1.3) Cuctema crangaptos GesonacHocTy Tpyna. BpepHble sellecTsa,
Knaccudpukaums n obuue TpeGosanua GesonacHocTu; HopmaTueHbie noKazaTenu BesonacHocTyt ¢

SPPEKTUBHOCTU [E3NHDEKLNOHHBIX CpeacTs, noAnexallue KOHTPOMK MpWU NpoBeaeHWM oBsa3aTenbHol
ceptudpukauum Ne 01-12/75-97 (o 1.9, 12,47, 21,22, 2.9..5.1.)

CXEMA LEKNAPUPOBAHUA COOTBETCTBUSA 20

AEKNAPALIMA O COOTBETCTBUU MPUHATA HA OCHOBAHMUMU

MpoTokon nabopaTopHbIX ucnsitanuit Ne 4103 or 28.02.2022 r. Bbigan McnbitatensHbiv nNabopaTtopHbIm
LleHTpom ®enepansHoro SioakeTHoro YUPSKABHWA Hayku «[0CYAapCTBEHHbIN HayUHBIA LIEHTP NPUKIaAHOM
MUKpoBuonorum ¥ BUoTexHONOrMUy Pocnotpe6Haasopa Pd (perucrpauuoHHbiil  HoMep aTTecrara
akkpegutauuu RA.RU.21EB03);

CBUAETENLCTBO O rocyAapCTBEHHON peructpauun Ne RU.77.99.88.002.E.034086.08.11 or 26.08.2011 Fy
BbiiaHO ®DepepanbHoin cnyxGolt no Hafsopy B cbepe sawuTel npas notpebutenein u Bnarononyyus
Yyernoeeka; '

TexHuyeckoe pocke ot 28.02.2022 r., cocrosiwee u3 HAOKYMEHTOB, cogepXalyux goKasaTenbcTea
COOTBETCTBUSR NPOAYKLUUM TPEBOBAHUAM HALMOHASbHBIX CTaHAapToB.

OOMOJTHUTENBHBLIE CBEOEHWA

Yenoeus xpaHeHus: XpaHsT CPEACTBO B TEMHOM CyXOM MECTe Ha CKnade B yNakoBke npeanpusaTis-
usrotosutens. Temneparypa XpaHeHna oT +5 fo +25 °C. XpaHuTh CpeACTBO OTAEMLHO OT NeKapcTBeHHbIX
CPEACTB, B MECTax HefloCTYNHbIM -Ae"rnm,._(:b:dg,gegnocm 2 ropga, [lata uarotoBneHus oToBpaHHbIX 0BpasLios
MPOAY KLU, NPOLUEALIMX UCTIEITAHUS: 11.01.2022:1;

VS OEKNAPALIAM O COOTBETCTBMU ¢ 05.03.2022 ro 04.03.2025
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SAFiBJ]E,HIffE,{ ﬂpqwq}ghfj‘i NaCHa NPy ee UCNONL3OBAHNM CornacHo yka3aHHOMY cnocoBy npuMeHeHWs B COOTBETCTBMYK G Lenesbim
Haaaaqeﬂ_ﬁe'f,g_;ig%ﬁgﬁfemi%gpnw Mepsl no oﬁecneqe_xm COOTEETCTBMA NPOAYKUMN TPeBoBaHUAM, YCTaHOBNEHHLIM TEXHUYECKIM
pernamenTomM (Tex SCKUMW pernameHTamu) Poccuitckon Depepauuu.




