2526441
MI/IHI/ICTepCTBO 30PpaBOOXpaHEHNA

Poccuiickoin ®egepaumm

®ELEPAILHAS C/TY)KBA MO HAJ30PY r CyGbekTam 06pa“—'.eHV|f|
B C®EPE 3JPABOOXPAHEHUA MEONUMNHCKNX N30ennn
(POC3APABHA[3O0P)
PYKOBOAWNTE/b PyKoBoanTenam
CnaBsiHckast nn. 4, cTp. 1, Mocksa, 109074 TEPPUTOPUA/IbHBIX
Tenedon: (495) 698 45 38; (495) 698 15 74
www.roszdravnadzor.ru opraHos Poc3gpaBHag3opa

iiUOJUIM- O "fu
HaNe oT MeanUNHCKNUM opraHn3aumam

O 6e3onacHocTH
MEeAULMHCKUX U3aennii OpraHam ynpasneHus

34paBoOXpaHeHreM CyObEKTOB
Poccuiickoin defepaunm

depepanbHas cnyx6a no Hagzopy B c(|)epe 34paBOOXpaHeHWs B paMKax
NCMOSTHEHNSA TOCYAapPCTBEHHOM (DYHKUMM MO MOHUTOPUHIY 6€30MacHOCTM MeAMLIMHCKNX
N3NV, HaXodAWMXCA B 06paLleHnn Ha Tepputopumn Poccnidickon deaepalmm, 10BOANT
0O  cBefeHMA  cyO6bekTOoB  OOpalleHMs — MEeAMUMHCKOro  u3genus  MUCbMO
OO0 «b. bpayH ABuTym PyccnaHg», yrnofIHOMOYEHHOro npeacTaBUTeNsA NpPou3BOAMUTENS,
O HOBbIX [aHHbIX MO 6e30MacHOCT NpPU MPUMEHEHUN MeOULMHCKOro  M3aenus
«Quannsatop Diacap ([wakan)», peructpaunoHHoe ypaoctoBepeHne oT 24.12.2008
Ne ®C3 2008/03244, CpoK AEACTBUSA He OrpaHNYeH.

B cnyyae Heo6XoAMMOCTKM MOMYYEHMST AOMONHUTENBHOW MH(OPMaLUn obpallaTbes

B OO0 «b. bpayH AButym PyccnaHg» (199178, Poccusi, CaHkT-INeTepbypr, 18- nuHMA
B.O., 4 29, mur. 3, nomew,. 37-H, kom. 9, Ten.:. +7 (812) 334-06-86,
(pakc: +7 (812) 334-35-61).

[MpunoxeHue: Ha 10 n. B 13K3.

A.B. Camoiinosa


http://www.roszdravnadzor.ru

OO0 «b. bpayH Asutym PyccnaHg» BCEM SAMHTEPECOBAHHbLIM JIMLUAM

199178, r. CaHkT-lMNeTepbypr, yn, 18-a nuHus B.O.,
aom 29, nutep 3, nom. 37-H, komu. 9.

Ten.: +7 (812) 334-06-86; haxc: +7 (812) 334-35-61
E-mail: officeavitum.ru@bbraun.com
www.bbraun.ru

Vcx, Ne 88/22 BAP ot 21 wvionsa 2022 T.

06 ob6ecneyeHun 6e30MacHOCTM MELULMHCKOTO
n3genus

O6WecTBO C OrpaHUYeHHOM OTBETCTBEHHOCTbO «Bb. BpayH ABUTYM PyccnaHpg» (ganee -
00O «b. bpayH ABuTym PyccnaHg») BblpaXaeT CBOE MOYTEHUE U MHDOPMUPYET O HUXKEN3NOXKEHHOM,

OOO «b. bpayH ABUTYM PyccnaHf» fBASeTCS 3KCK/O3MBHbLIM AUCTPUOLIOTOPOM KOMMaHMM
b. bpayH AButym Al (B. Braun Avitum AG), [epmaHusa, B Poccuiickoii Pegepaumm u
YNO/IHOMOYEHHbIM MpeAcTaBUTeNIeM, OTBEYalOW MM 33 perncTpaumio u obpawieHue MeaULUHCKUX
n3gennii 1 NporpaMmmHoOro obecrneyeHns AaHHOW KOMLULIMK Ha TeppuTopun Poccuiickoin depepauum,

Ha wmegunuymHckoe wusgenue [Auanusatop [Awuakan Tlpo (Diacap Pro) 0T WHOCTpaHHOro
NPou3BOAMTENSA MNOJyYeHO YBeAOM/IeHWE Mo 6e30MacHOCTM 06 ero MCnonb3oBaHMWM U Mep Mo
YCTPaHeHWI0 BbISABNEHHOW Mpo6sieMbl. [OMNONHUTENbHAA WMHGpOPMaLMUa W ONUCaHWs NpuBeLeHbl B
MMPUNOXKEHNN Ne1l K HACTOALLEMY MUCBMY.

00O «b. bpayH ABuTym PyccnaHg» NpocuT NOATBEPAUTb MONYYEHME AAHHON MHGopMaLUn v
3an0NHUTL hopMy NoATBepXKAeHUS - TpunoxeHne No2.

MpunoxeHue:
1 Cpquoe yBeAOM/IEHUE O 6e30MnacHOCTN MeJNUMHCKOro n3aenna 2.
2.  ®dopma-noaTBepXaeHVe MonydyeHns UHpopmMaumn 11

FeHepanbHbIA AUPEKTOp
00O «b. bpayH ABuTym PyccnaHa» A. KoBaNeHKo

Vcnonnutens LUviwimakosa H.A.
Ten.:+7(921)732 28 34

OrPH 1077847601480
WNHH 7801448742 8Eggﬂ8ié936236 -
K 780101001 OKTL 40307000000 Poccusi, 199178, CaHkT-MeTepbypr,

yn. 185 vm BO, oom 29, rattapa $, odvis A511


mailto:officeavitum.ru@bbraun.com
http://www.bbraun.ru

B BRAUN

MpunoxkeHne Ne 1

b. BpayH Asutym Al
B. Braun Avitum AG

Am Buschberg 1
34212 Melsungen

CpouHoe yBeJoM/IeHMe Mo Npobieme 6e30MacHOCTU

Anannsatopbl Diacap® a Polysulfone LO PS 18 n HI PS 18,
Diacap® Pro 16H, 16L n 19L

NMpoTekaHne gnannsatopa ¢ NOTeHUUaIbHBIM OTK/IOHEHNEM 6anaHca

OTnpaBuTens:
00O «b. bpayH ABuTym PyccnaHg»

Monyyatenu:

R-2022-002

Monb30BaTesn, onepaTopbl, AUCTPMOLIOTOPbI U MaLMEHTbI, KOTOPbIM ObUI NPEAOCTABNEHb CIeAytoLLVe

V3enus.

3aTPOHYTble MeAMLUHCKIE N3LeNns:

n
1 Viapenve

Jvianuzatop Diacap® a Polysulfone LO PS
18

nannzarop Diacap® a Polysulfone HI PS 18

nannzatop Diacap® Pro 16H

Jnannzarop Diacap® Pro 161

Juvanuzarop Diacap® Pro 191

Npeacaatens HabneaarunbHoro CDiaia
(umcTutens):
6eHmpramum Kyuw (Benjemin Kuhnich)

720DH16

720DL16

720DLI9

1

VicnonHuTenbHbIi coMT!

Braun), Maructp npaaa
(reHepanbHbIii AMPEKTOp)
Mukaanb bekkep [Michael flecker)
[i-p Xonrep 3as6spr [Or. Holger
Seeberg)

7203657

MapTus

990530621
990550621
990560621
990420421
990510521

990520521
990540621

990460421

990500521
990490521

990480421
990440421
990450421
990470421
990570621

Agnpec:

8.8ramn Avitum AQ
Schwareenberger Weg 73-79
34213 Melsungen
l'epmaHma

TnaBHbIA otmc: MBNbayHram
MAYLWKiA peecTpbl: PaiioHHBbI

HB3 11 263

Homep nnaranbumka HAC
0E210567S7B

PeructhaLMoHHbI HOMep a
cooTaetctanu ¢ upektneoii EC 06
OTXOfaX */TaKTPUYAcCHOro 1
*/IeHTPOVHOTO 060pyoaaums DE
965624383

64175
10.08.2022



BIBRAUN

OnucaHue Npo6aeMbl, MPUUNHA U KOPPEKTUPYHOLLUE MEPbI;

B xo4e MOCTMpPOAAKHONO MOHUTOPMHIA GbUI0 OGHAPYXKEHO, YTO YKasaHHble Bblllie AN/ M3aToOpbl MOTyT
JonycKaTb NMPOTeYKy pacTBopa A5 avanmsa. MpoTeuka pacTBopa A/19 Avasiv3a BO3HMKAET B MPOCTPaHCTBe
MEXAY KPbILLUKOM 1 KOPyCOM.

Bce MMEBLUME MECTO C/lydan MPOTEYKU GbUIM OGHApY>KeHbl Ha 3Tare MOArOTOBKW, U HeBGMaronpusiTHoro
BO3JEMCTBMSI Ha MAaUMEHTOB OTMEYEHO He 6bi10. TeM He MeHee, Hefb3s UCK/IHYaTb BO3MOXKHOCTb
O'TK/IOHEHMIST GastaHca, ecriv MpoTeyka GyaeT 06Hapy>keHa TOMbKO BO BPeMS Tepanun.

MpruMHa NPOTEUKW OTK/IOHEHVE B MPOW3BOACTBEHHOM mMpoLecce. Mocne YCTAHOB/MEHWST MPUYMHBI
OTK/IOHEHVS! Mbl CMOT/IM OIHO3HAYHO WAEHTUMLMPOBATL NMOTEHUMAIBHO AetheKTHbIE ANaN3aTopbl.

B cOOTBETCTBUU C HACTOSALLMM YBeAOM/IEHMEM MO Npo6iemMe 6e30NacHOCTW Mbl Y6eAUTENbHO NMPOCUM
Bac NpuHATL CrefyloLlLne Mepbl:

1) MNpoBepbTe Ha/MUME y Bac Ha CKNaAe YKasaHHbIX BbilLe U3 1 MOMECTUTE MX B KapaHTUH.

2) MoaTreepamTe NosyYeHWe HacTOSILLErO YBEAOMIEHNST MO NPo6sieMe 6e30MacHOCTM B NpwiaraemMori thopme
NoATBEPXKAEHUSI.

3) [onosHUTENBbHO YKaXkKnTe B Npwiarae.Moii hopme MoaTBEPKAEHWS MO/TYHEHHOE KO/IMYECTBO M3AENNI C
yKasaHHbIM Bbllle HOMepoM (HOMepamm) MapTuK, a Takke KOIMYECTBO WCMOSIb30BaHHbIX U3OENWiA U
KO/INYECTBO M3AENNIA, MOAIEXKALLMX BO3BPATY.

4) HezamegmMTeNibHO OTMPaBbTE 3aMofIHEHHYD W MOAMUCaHHYIO (JOpMy TMOATBEP/ICAEHMA Ha agpec
3MIEKTPOHHOM MOYTbI, YKa3aHHbIA B JOpMeE.

Pacn pocTpaHeHKe VIH(*)OpMaLI.MVIZ

Mpocum Bac y6eanTbes, YTO BCe MOJb30BaTeNM YKa3aHHbIX Bbillie U3AeWiA B Ballei opraHu3aLmm v apyrue
3aMHTEpPEeCcOBaHHbIE  /iMLA  MPOVHGOPMMPOBaHbI 0  HaCTOSILUMX  KOPPEKTUPYHOLLMX — AEACTBUAX MO
6e3onacHocTn. Ecnu Bbl nmepefanv m3penvs TPeTbell CTOpOHe, MpocuM Bac HanpaBuTb UM KOMWIO
YBefomieHNA Mo npobéneme 6e30MacHOCTY WM COOBLLMTE 06 3TOM KOHTaKTHOMY /LYY, YKa3aHHOMY HIDKE.

CoxpaHsiiTe HacTosiLuee yBeAOM/IEHNE MO Npobneme 6e30MacHOCTY A0 MOSIHOMO BbIMOIHEHUS YKasaHHbIX
BblLLIe AENCTBUIA.

Mo Bcem Bompocam, CBfi3aHHbIM C [JaHHbIM YBeAOMJIeHMeM O npobnieMe 6e30MacHOCTY, MPOCUM
obpallaTbes K

LLvwimakoBa HaTanbsa AHapeeBHa, natalia.shishmakova@bbraun.com. 8-921-752-28-34

|-|pI/IHOCI/IM N3BUHEHNA 3a HeyA06CTBa, CBA3aHHbIE C HeO6XOAI/IMOCTbIO npeanpmHnMaTb KOppPeKTUpyroLme
AGVICTBMHMM, n ona: oAaprM Bac 3a NoHMaHme U COTpyaHN4YeCTBO.

64175
10.08.2022
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MoaTBepXAeHWe NOyYeHUa yBeAOMIeHNS Mo npobneme 6e30MacHOCTM
R-2022-002

Bbl nonyunnm gpanmsatopbl Diacap®, ykazaHHble BTabnmLE HIDKE.
3ano/nHuTe Bee Noss HacTosLein (hopMbl 1 Tabnnuy' B Heil.
HesamemTenibHO HarpaBbTe 3aronHeHHYH0 (hopMy 0OpaTHO Ha CrieayHOLLMIA 3LPec SNEKTPOHHOW MOoYTbI:

natalia.shishmakova@ bbraun.com

ge3yanaT VIHBEHTAPV3ALOHHOI NPOBEPKW B CBA3W C HACTOSILLM CPOUHbIM YBEAOMIIEHEM MO MpoGrieme
€30MacHOCTY:

Konunuyectso Konunyectso Konnuyectso
M3penne ApTUKYn Maptusa NONYyYEHHbIX MNCNO/Ib30BaHHbIX n3genuii K
n3genuii n3aenui BO3Bpaty
990530621
990550621
[nanunzatop Diacap® a
Polysulfone LO PS 18 7203550 990560621
990420421
990510521
[nanuzatop Diacap® a 990520521
Polysulfone 11 PS 18 7203657
990540621
[Ownanusatop Diacap® Pro 16H 720DH16 990460421
990500521
[wnanusatop Diacap® Pro 16L 720DL16
990490521
990480421
990440421
[nannzatop Diacap® Pro 19L 720DL19 990450421
990470421
990570621

HacTosiuyM Mbl NOATBEPXKAAEM MOMyYeHIE 1 03HAKOM/IEHME C YBEAOM/IEHMEM MO MpoGrieme 6e30MacHOCT
B O3HOLLIEHWM BbILLIEYKA3aHHbIX MEAMLIHCKUX M3ae/iA. YBeAOMIEHME MO MpoGreme 6e30MacHOCTY Bblio
PaCcMpPOCTPaHEHO 11 A0BEAEHO 10 CBEAEHIS BCEX MOMb30BaTeNeli B HALLIEV OpraHM3aLivn,

®N0:
Appec: ~

Homep TenedoHa:
[Jata n nognuce:

MeyaTb:

64175
10.08.2022
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B. Braun Avitum AG

Am Buschberg 1
34212 Melsungen

Urgent Field Safety Notice

Diacap® a Polysulfone LO PS 18 and HI PS 18,
Diacap® Pro 16H, 16L and 19L

Leakage at the dialysis fluid side with potential balance deviation

R-2022-002

Absender:
B. Braun Organisation

To:

Users, operators, distributors and patients who were supplied with the following products.

Affected Medical Devices:

Article Description Article Code Batch
Diacap® a Polysulfone LO PS 18 7203550 990530621
990550621
990560621
990420421
990510521
Diacap® a Polysulfone HI PS 18 7203657 990520521
990540621
Diacap® Pro 16H 720DH16 990460421
Diacap® Pro 16L 720DL16 990500521
990490521
Diacap® Pro 19L 720DL19 990480421
990440421
990450421
990470421
990570621
Chairman of the Supervisory Board Executive Board: Corporate Office: Melsungen
(Deputy): Anna Maria Braun. U.M. Register Court, local Court Fritzlar
Benjamin Kulinsch (Chief Executive Officer) HRB n 263
Michael Becker VAT reg no OE31MM567578
Dr Holger Seeberg WEEE-reg.-no. DE 95624383

Address:
B. Braun Avitum AG

Schwarzenberger Weg 73-79

34212 Melsungen
Germany

%?0781’:?2022



B BRAUN

Description of the Problem, Root Cause and Corrective Measures:

In the course of our market surveillance, we became aware that the above-mentioned dialyzers may leak on
the dialysis fluid side. In case of a leakage, the dialysis fluid escapes between the cap and the housing.

All leakages that have occurred on the market, were detected during the preparation phase and there was no
adverse effect on patients. However, it cannot be excluded that a balance deviation may occur if the leakage
is detected only during therapy.

The leakage is due to a deviation in the production process. The cause of the deviation was identified and the
potentially affected dialyzers could be identified unequivocally.

Due to this field safety notice, we kindly ask you to take the following measures:

1) Check whether you have above-mentioned products in stock, and quarantine them.

2) Confirm the receipt of this Field Safety Notice on the enclosed confirmation form.

3) Additionally record on the enclosed confirmation form the received amount of products with the above
mentioned batch number/s as well as the amount used and the amount to be returned.

4) Return the completed filled out and signed confirmation form in a timely manner to e-mail address given
on the form.

Distribution of Information:

Please make sure that all users of the above mentioned products in your organisation and other concerned
persons are informed about this Field Safety Corrective Action. If you have forwarded the products to a third
party, please forward a copy of the Field Safety Notice to them or inform the contact person mentioned below.

Please retain this Field Safety Notice until you have completed all the above measures.
If you have any questions regarding this Field Safety Notice, please contact:

National contact

We apologize for the inconvenience caused by this Field Safety Corrective Action and thank you for your
understanding and co-operation.

10.

o
oo

2022
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Confirmation of Receipt of the Field Safety Notice
R-2022-002
You received the Diacap® dialyzers listed in the table below.
Please fill out this form including the table completely.
Please return the form immediately to the following fax number or e-mail address.
National contact person
The result of the inventor/ check due to this Urgent Field Safety Notice is as follows:

Article Description Article Code Batch Amount Amount Used Amount to be
Received Returned

990530621

990550621
Diacap® a Polysulfone LO

7203550 990560621

PS 18

990420421

990510521
Diacap® a Polysulfone HI 7203657 990520521
PS 18

990540621
Diacap® Pro 16H 720DH16 990460421

990500521
Diacap® Pro 16L 720DL16

990490521

990480421

990440421
Diacap® Pro 19L 720DL19 990450421

990470421

990570621

Flerewith, we confirm that we received and noticed the Field Sa 'ety Notice concerning the above mentioned
medical devices. The Field Safety Notice was distributed and communicated within our organisation.

Name:

Address:

Phone number

Date and Signature:

Stamp:

64175
10.08.2022
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B. bpayH AButym AT
B. Braun Avitum AG

Am Buschberg |
34212 Melsungen

Cpo4HOoe yBejoM/ieHMe No Npo6iemMe 6e30NacHOCTM

Onannsatopbl Diacap® a Polysiilfone LO PS 18 n HI PS 18,
Diaeap® Pro 16H, 16L n 19L

NMpoTeKaHue gnanusatopa ¢ NoTeHUManbHbIM OTK/TIOHEHNEM 6anaHca

R-2022-002

OTpaBuTtennb:
00O «b. bpayH ABuTyM Pyccnang»

Monyuvatenu:
11onb30Bartenu, oriepatopbl, anc Fpl/l6bIOT0pr N NauneHTbl, KOTOPbIM 1% npenocTtas/ieHbI crieqyouine
n3penvis.

3aTpoHY Ible MeAULMNCKIME N3AENUN;

N3penne ApTuUKyn Map /4
Owvanusatop Diacap® a Polysulfone LO PS 7203550 990530621
18 990550621
990560621
990420421
990510521
Owvanusatop Diacap® a Polysiilfone HI PS 18 7203657 990520521
990540621
[Owvannsatop Diacap® Pro 16H 720DH16 990460421
LOwnannsatop Diacap® Pro 161. 720DLI6 990500521
990490521
Ownannsatop Diacap® Pro 191. 720DLI9 990480421
990440421
990450421
990470421
990570621
Mpeaceaarin, HabnoaatensHoro cogeta VicnonHuTenbHbI COBET: TNaBHbIii O(UC: Menb3ayHreH pec:
(aamecturens): AHHa-Mapus BpayH (Anna Maria Cy/ Beyu|nii peecTpbl; PaiioHHbI  B. Braun Avitum AG
Benmxamu KyHw (Benjamin Kuhnsch) Braun), marmeTp npasa cya®puunapa Schwarzenberger Weg 73-79
(reHepanbHbIii AYpeKTop) HRB 11 263 34212 Melsungen
Mwukaanb Bekkep (Michael Bfcker) Homep nnarensbumka HAC FepmaHus
[i-p Xonrep 3eeb6epr (Dr. Holger 0E210567S78
Seeberq) PerncTpaLuoHHbIii Homep B

co0TBeTCTBUM ¢ [npekTuBoii EC 06
oTX0Zia* aNeKTPUYEcKoro u
3/1eKTPOHHOTO 060pyAoBaHNs OF
95624383

64175
10.08.2022



B BRAUN

OnucarHe NpPo6aembl, NPUUMHA U KOPPEKTUPYHOLLNE MepbI:

B xofe MOCTNPOAaKHOr0 MOHUTOPYHIa 6bU10 06HAPYXXEHO, UTO YKasaHHbIe Bbillie AVM/IN3ATOPbI MOTYT
JoryckaTb NMPOTeUKY pacTBopa 4/ Avasmsa. [poTeyka pacTBopa 4/1s Avasivsa BO3HVKAET B MPOCTPAHCTBE
MEX/Y KPbILLKOM 1 KOPMYCO.M.

Bce M.MEBLLME MECTO C/lydaunt MPOTEUKM GbUM OBGHAPYXKEHbI HA 3Tarie MOArOTOBKW, U HEGIaronpusiTHoro
BO3JEICTBMA Ma MaUMEHTOB OTMEYEHO He 6bu1o. 1'ov He MeHee, Hesb3si WCHOMoYaTb BO3MOXHOCTb
OTK/TOHEHWS BCbYaHca. ec/iv MpoTedKa 6\'aeT 06Hapy>keHa TO/IbKO BO BPeMsl Teparnmu.

anI‘-II/IHa NMpoTeykKn — OTHMNeEHMe B MMPOoM3BOACTBEHHOM MpoLuecce. Mocne YCTaHOB/1IEHNA MNPUYNHBI
OTK/IOHEHUA .Mbl CMOI/1IM OHO3HA4YHO I/I,El,eHTI/I(*)I/ILI,I/IpOBaTb noTeHuynasibHO Ae(peKTHble Aann3aTopbl.

B cooTnercTnnm ¢ nacrosiuinm yncaomaeHue.Mm no npo6ieme 6e30nacHOCTV Mbl Y6eAMTENbHO MPOCKM
Bac npnuwinb cneaytoline Mepbi:

1) MpoBepbTe Ha/MUME Y Bac Ha CKIAAE YKa3aHHbIX BbilLie U3AENWKA 1 MOMECTUTE UX B KapaHTUH.

2) MoaTBepauTe MOsyYeHVe HACTOSLLIErO YBeAOM/IEHMS MO Npob/ieme 6e30MacHOCTM B NpuiaraemMoii oopme
NOATBEPXKAEHWS.

3) [ononHMTeNbHO yKaxXuTe B npuiaraemoi hopme MOATBEPKAEHWA NOSTyYEeHHOEe KOSIMYECTBO M3AeNWi ¢
yKa3zaHHbIM BbllLle HOMEPOM (HOMepamm) MapTuK, a TakkKe KOMMYECTBO WCMOSIb30BaHHbLIX U3AENUiA 1
KOMMYECTBO U3LENNi, NOA/IeXkalumx BO3BpaTy.

4) Hesa.men/MTenbil0 OTNPaBbTe 3amno/IHEHHYKD W MNOAMMCaHHYK (Op.My MOATBEPXKAEHMA Ha agpec
3M1eK3'POHMON MOYTbI, YKa3aHHbI B chopme.

Pacnpoc r|)aneune nndo|)maunn:

Mpocmm Bac y6eamnTbes, UTO BCE MOMb30BATENIN YKa3aHHbIX BbILLE U34EMMIA B BaLLE OpraHu3aumn 1 gpyrme
3anHTepecoBaHHbIE  Jl1LUa I'IpOI/IHCbOpMI/IpOBaHbI 0 HaCToAWwUX  KOPPEKTUPYHOLLNX ,El,eVICTBI/IFIX no
6e3onacHocTU. Ecnn Bbl nepegasin n3aenna TpeTbeVI CTOpPOHE, NpOoCNM Bac Hanpasntb MM KOIMuo
YBegomieHus no npo6sieme 6e30MacHOCTU WM COOBLLMTL 06 STOM KOHTaKTHOMY /1MLy, YKa3aHHOMY HYDKE.

CoxpaHsliTe HacTosiLuee yBeOM/IEHME MO NMpobrneme 6e30MacHOCTV A0 MOSIHOMO BbIMOMHEHUS YKa3aHHbIX
BbllLLIe AECTBUIA.

Mo Bcem BoMpocaM, CBSI3aHHbIM C JaHHBLM  YBeAOM/IEHMEM O npobreMe 6e30macHOCTW, MPOCUM
obpawaTbcs K

LLiniumakoBa Hatanbs AHapeeBHa, natalia.shishmakova@bbraiin.com, 8-921-752-28-34

|-|pI/IHOCI/IM MN3BUHEHNA 3a Hey,qO6CTBa, CBA3aHHbIE C HeO6XO,qMMOCTb}0 npeanpHUMaTb KOpPpPeKTUpyrLwipe
AGVICTBI/IFIMI/I, n 6na10p,ap|/|M BaC 3a NoHMMaHue n CoTpyaHN4YeCTBO.

64175
10.08.2022
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MoaTBepXaeHWe NoNyyYeHUs yBeLOM/IeHUdA Nno npobneme 6e30nacHOCTH
R-2022-002

BbI nonyunnn guanmnsatopbl Diacap®, ykasaHHbIe B Tab/Mue HDKE,
3anonHuTe BCe MOsA HacTosLLE hopMbl 1 Tabnnuy B HEA.
HezamennntenbHO HanpasbTe 3aro/IHEHHYH0 (hOpMy 06paTHO Ha ciefyoLLmiA aapec 3/IEKTPOHHON MOYTbI:

natalia.sbishmakova@ bbriiuii.com

Pe3synbTaT MHBEHTAPM3ALIOHHOW M|HOBEPKU B CBS3M C HaCTOALMM CPOYHbLIM YBEAOMIEHMEM MO MPobsiemve
6€30MacHoOCTU:

Konwnyectso Konunyectso KonnyecTtso
W3penve *ApTUKYN MapTum NOJTyYeH HbIX ncnonb3obamHbIx n3genuii K
n3genuii n3genuia BO3Bpaty
990530621
990550621
[Jua.unyatop Diacap® a
Polysulfone LO PS 18 7203550 990560621
990420421
990510521
Juceinzatop Diacap® a 990520521
Polysulfone HI PS 18 7203657
990540621
[ua;wsatop Diacap® Pro 1611 720DHI6 990460421
990500521
[wa.3n3atop Diacap® Pro 161, 720D1.16
990490521
990480421
990440421
[Jvnanunszatop Diacap® Pro 19L 720DLI9 990450421
990470421
990570621

HacTosALLMM Mbl MOATBEPXKAAEM MOJTyUeHNe U O3HAKOM/IEHWE C YBEAOM/IEHVEM MO Npob/ieme 6e30MacHoCTU
B OTHOLLEHMW BbllLEYKa3aHHbIX MeAULIMHCKUX U3AeNuiA, YBeloM/IeHVe Mo npobieMe 6e30nmacHoCTU 6bUio
pacnpocTpaHeHO U A0BEAEHO [I0 CBEAEHWUS BCEX MO/b30BaTeseli B HalLell opraHm3aLmi.

PNO:
Appec:

Homep TenedoHa:

Jata v nognmce:

MeyaThb:

64175
10.08.2022
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