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Y ciM 3anikaB/jieHHM ocobaM

IHOOPMALIIMHUHI JIUCT

Kommanus «baxcrep AI'» (Baxter) Bupakae Bam cBOIO MoBary Ta INOBIAOMIISE UM
JIMCTOM TPO HACTYIIHE.

Ha crorogni B Vkpaili npomykiis uis NepHUTOHEATBHOrO JMiamisy — Ipe/CcTaBieHa
pi3HUMHU BupobHukamu'. Kopmoparis «Baxter» He 31iHCHIOE KOHTPOJb 33 aCOPTHMCHTOM,
SKICTIO, CTabGiNBHICTIO, MEXaHIYHHMM XapaKTepHCTHKamMu aGo 3MiHAMM IIPOAYKIIl IHINKX
BUPOOHMKIB, AKi MOXYTb CrocTepiratucs 4ac Bijl yacy. Tomy xopnopauis «Baxter» He MOXKe
rapaHTyBaTH Oe3ledHe MO€IHAHE BHKOPHCTAHHA MEIWYHMX BHMpPOOIB Ul IEPHTOHEANBHOIO
mianisy BupoGHMITBA «Baxter» cymicHO 3 BUpOOaMH iHIIMX BHPOOHHMKIB (32 BHHSTKOM
iMITaHTOBaHMX XipPYPridHO), a TAKOX — 3al0BiibHE  (YHKIIOHYBAaHHS Jiasni3HO! NPORYKIL
iHmMX BEpOGHKKIB IIPH 3°€HAHHI 3 mpoaykuiero «Baxter»™ 7,

Pa3soM 3 THM, MH TapaHTYeMO AKICTb NMEPUTOHEAIBHOro Jiajlizy B pa3i BUKOPHCTaHHS
HUOKUE3a3HAUCHHX MPOAYKTiB BHUpoOHMITBA «Baxter» y BHIUISLII YKOMIUIEKTOBAHOI LiIiCHOI

cucremMu®?:
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Ha3Ba tikaTy ao
MeIHYHHX
BHpobiB
Kommnnext TpyGoK MiABHIIEHOT MiLHOCTI Baxter Healthcare SA 8010
1A TIEPMTOHEAIBHOTO Jiani3y 3 FBHHTOBIMH Zurich, Switzeriand
3atuckaiamu MiniCap Bupo6uuui ainbhuui:
Baxter Healthcare S.A.
E KoBnauok p03,€HHyBaﬂBHHﬁ Foxford Road, Swinford, Co
g nesindikyrouni MiniCap Mayo, Ireland
%,E‘ P03'§nHyBaanHﬁ xoBnayok OnriKen 3 Baxter Healthcare
g .g OB AOH-HOA0BUM PO3YHHOM Corporation
E © Ha6ip HomeChoice Ansg aBTOMaTH30BaHOTO 1900 North Highway 201,
] Mountain Home,
gz T[] 3 kaceTo10, 4 KOHEKTOPA AR 72653-2497. USA
£ 5 ’
e
g E Teaiatpuunuit na6ip HomeChoice mns Baxter Healthcarczs\-;/\ dland
&
£ aBTOMaTH30BaHOro I1]1 3 HU3LKMM 06’ eMOM PR.074-16 | 12.10.2021 | Singapore Branch, 2 Woodlands
= 2 Industrial Park D,
PeUMpKyJIsLlll Ta KaCceToIo Singapore 738750, Singapore
o ®ikcytouuit THTAHOBUH NEpeXiaHUK As Baxter Healthcare SA 8010
B '9; niaTi3zHoOro KateTepa Zurich, Switzerland
]
2 g Bupo6unyi giJbHULI:
E H Baxter Healthcare S.A.
‘E‘ £ Foxford Road, Swinford, Co
: & Mayo, Ireland
(3
g e
Ei E Baxter Healthcare
= = Corporation
&g JipeHaxHuil KOMILIEKT LMKIEpa 1900 North Highway 201,
5E8E Mountain Home,
AR 72653-2497, USA

Sepwrikenywha

Ne5456/0/08-18 Big 25.05.2018

. NN AT g




3aTHCKa4 BHXIJHOrO KaHaJTy MillKiB Ul
TePUTOHEAIbHOTO Hianisy

KOMRIEKTYI04i

Hecrepuabhi
wnacy I aas
NCPHTOHEANbH
oro aianizy

Baxter Healthcare SA 8010
Zurich, Switzerland

BupoGunui 1ibHALI:
Baxter Healthcare S.A.
Foxford Road, Swinford, Co
Mayo, Ireland

ACOPTHMEHT PO3UMHIB [ TIEPUTOHCATHHOIO miamisy BupoOHuITBa «Baxter»
3apeecTpoBaHMX B YKpaini Ta BBCJCHHH B 00ir CHOXWBAHHSA MpPEACTABICHHN HACTYIHUM

nepesikoM':

JIIAHLJI I, 4 3 BMICTOM I'JIIOKO3H 1,36% M/0B/13,6 mr/ma,

PO3UMH 1S IEPUTOHEANBHOTO pianizy, no 2000 M1 pO3UHHY Y MIIUKY «Tain Bery, obnanHaHOMY UA/ 2?225 101/03
iH’ €KLIMHAM TIOPTOM, 3 {HTErpOBAHHM 32 JONIOMOIOIO ABOX marictpaieii Ta Y-3’eHyBa4a (6e3¢TPOKOBO)
NOPOXKHIM [NIACTUKOBUM MILIKOM VI APEHAXKY, BKIAJACHHUX y npo30pUit MNIACTUKOBUH [IAKET

TIAHLI 14 3 BMICTOM I''TIOKO3H 2,27 % M/OB / 22,7 mr/md, Ne
PO3UMH A/ NEPUTOHEANLHOTO Aialni3y, 110 2000 M1 po3unHy y Miluky «Tsin Ber», oG1anHaHoMy UA/L2 42'5 101/02
iH’exuil‘/'l_HuM nopToM, 3 iHTgrpOBaHuM 3a IOMIOMOFOK0 JBOX MaricTpanei Ta Y-3’€aHyBaia (6e3CTPOKOBO)
TIOPOKHIM IIACTUKOBUM MILLKOM VIS APEHAXY, BKNANCHUX y NPO30PHil JIACTUKOBUMH MakeT

TIAHIJI T1J 4 3 BMICTOM I'JIFOKO3H 3,86% M/Ob/38,6 mr/mi, N
PO3UHMH AN EPUTOHEANBHOTO mianizy, no 2000 mn posuuHy y Mimky «TBid Bery, obnagHaHOMY UA/12 42'5 101/01
iH’eKIJ.iI‘;[.HI/IM FIOPTOM, 3 iHT'erOBaHPIM 3a IOTIOMOTOI0 JBOX MaricTpaneii Ta Y-3’eqHyBaua (6€3CTPOKOBO)
TOPOKHIM [IACTHKOBUM MILIKOM JUIS APEHAXNY, BKIAJCHUX y NPO30PHil IUTACTHKOBUI MaKeT

TIAHIJ I 4 3 BMICTOM IJIFOKO3H 1,36% M/Ob/13,6 mr/ma, No
PO3UHMH UTA IEPUTOHEANLHOTO Aianisy, no 2500 mMn posuudy y MilKy «TBin ber», 061aaHaHoMy UA/I2 42'5 101/03
iH’CKLIi]?’I'HPIM NopTOM, 3 iHT'eFPOBaHHM 3a JIOTIOMOT0I0 ABOX MaricTpaneit 1a Y-3’€1HyBaya (663CTPOKOBO)
NOPOXKHIM MJIACTUKOBMM MILIKOM A/t APEHAXKY, BKIAACHUX y MPO30pHii IVIACTHKOBHI akeT

JIAHLI [114 3 BMICTOM I'JIFOKO3MU 2,27 % M/OB /22,7 mr/ma, No
PO34HH 4715 NEPUTOHEAIBHOTO fiamizy, no 2500 ma posuuHy y Milky «Tsid ber», obnafgHaHOMY UA/12 42' 5/01/02
iH’CKuiI\/’I'HI/IM nopTOM, 3 iHT.erOBaHHM 3a IOMOMOTOIO ABOX MaricTpaieit Ta Y-3’enHyBaya (663CTPOKOBO)
TIOPOXKHIM [1aCTUKOBMM MILIIKOM JU1f APEHAXKY, BKIAACHHX y po30pHH NIaCTHKOBUH NAKET

TIAHLI I 4 3 BMICTOM I'JIIOKO3H 3,86% M/OB/38,6 mr/ma, Ne
PO3UHH [U1sl IEPUTOHEATLHOTO Aianizy, no 2500 My posuuHy y mimky «Tsin Ber», o6nafgHaHOMY UA/12 42'5 101/01
iH’CKHiﬁ'HHM NOpPTOM, 3 iHT'GI‘pOBaHPIM 3a ZOTIOMOTOIO IBOX Marictpaieii Ta Y-3’€/HyBaua (6€3cTPOKOBO)
TNOPOXKHIM MJIACTHKOBHMM MILIKOM VISl APEHaXYy, BKIALACHUX y [pO30pHii NIACTHKOBHUIA MakeT

EKCTPAHLI, No
PO3YHH /15 IEPUTOHEATBHOTO Aianisy, 1o 2,0 Ji po3umHy y N1aCTHKOBOMY MilIKy, oOnagHaHOMY UA/3 426 01/01

iH’eKL{IHMM OPTOM, 3 iHTETPOBAHMM 3a JOTIOMOTOIO IBOX MaricTpaned i Y-3’e/HyBaua
NOPOKHIM TJIACTHKOBMM MILIKOM JUIS IPEHAXY, BKIAJACHHX Y NPO3OpHid NJaCTUKOBHI [TAKET

(n0 03.09.2020)

HYTPHUHLI 1114 3 1,1% BMICTOM AMIHOKHCJIOT,

PO3UMH LIS IEPUTOHEATIBHOTO Aiaflisy, [0 2 Ji Y [IaCTUKOBOMY MilIKy, 06nagHaHOMY UA/ 49‘:91 /01/01
iH’CKHiI\/’I‘Hl{M'HopTOM, 3 iHTErPOBAHMM 3a JIOTIOMOTOIO ABOX maricrpaineii i Y-3’€1HyBaya (6e3¢TPOKOBO)
TIOPOKHIM MilIKOM /LIS APEHAXY, BKIAJCHUX B IHAMBIAYaTbHUH NAKET

JIIAHLJI 1] 4 3 BMICTOM I'J/IIOKO3H 1,36% M/OB/13,6 mr/ma, Ne
PO3UMH [UIs IEPUTOHEANBHOTO Aianisy, 1o 5000 My po3uKHY y IIIACTHKOBOMY MiLLIKy UA/I2 42' 5/01/03
«Biadnexcy» PL 146-3, oauHapHOMY, 061aiHaHOMY iH’€KLIAHIM TIOPTOM Ta 3’ € IHyBauEeM,

BK/IAICHOMY Y IPO30PHUH NIaCTUKOBUH MaKeT (Besctpokoso)
JIAHLI 1114 3 BMICTOM I'JIFOKO3H 2,27 % M/Ob /22,7 mr/mn, po3uuH And N
TIEPUTOHEANBHOrO Aiafisy, mo 5000 Ma po3uuHy y NIACTUKOBOMY miluky «Biadmnexcy» PL 146-3, UA/12 42'5 101/02
OZIMHApHOMY, 06/1aHaHOMY iH’€KLIHHNM NMOPTOM Ta 3’€/IHYBa4EM, BKJIAICHOMY Y npo30pui (6e30TpO
TU1aCTMKOBUH NaKeT TPOKOBO)
NIAHLJI 1] 4 3 BMICTOM IJIIOKO3U 3,86% M/OB/38,6 mr/ma,

PO3YHMH ISl IEPUTOHEATLHOTO Aianisy, no 5000 M po3uKHy y MIACTHKOBOMY MillIKy N
«Biagnekc» PL 146-3, oquHapHOMY, 061alHaHOMY iH’€KUIHHUM [IOPTOM Ta 3’€IHyBa4eM, li‘gé:g:;:}ig;gl

BKJIJICHOMY Y IPO3OPHii NIACTUKOBUHA NaKeT

Kpim Toro, inpopmyemo Bac mpo miaTeep/xeHi KiiHivHI mepeBard 3aCTOCYBAHHA
HU3BbKOTJIIOKO3HO! Tepamii’! (po3uMHamy, 1O He MICTATH Imokosu Excrpanin Ta HyTpusin B
HO€IHAHHI 3 6a3MCHUMH TIFOKO30MicTKuME poszuunamu Jlianin T1]1 4 BupoGHunTea «Baxter»),




TepareBTHUHI  epexTH  AKOi MiATBEp/UKEHI  pe3y/bTaTaMH ITHPOKOMACINTabHAX
MYJIPTULEHTPOBHX PaHIOMI30BaHUX xriniyaux gocimkens IMPENDIA ta EDEN'?, a came:
- 3MeHIICHHS HABAHTAXKEHHS IMoKo30t0 Ha 40-50 % (xo 38 kr Ha piK);
- cTabinpHe 3HIKEHHS PiBHS rinepriikeMii ta MoKparieHHs MeTaboIYHOr0 KOHTPOJIIO;
- 3GepexeHHs QYHKIIT IEPUTOHEATBHOT MeMOpaHH;
- 3HWKEHHS KapHioBaCKYJISPHHUX PU3HKIB.

Axnenryemo Bamry yBary Ha TOMY, W10 XOIHHX JOC/TiJUKEHb 100 Oe3MeKH Ta SKOCT
KOMOGIHOBAHOTO _3aCTOCOBYBAHHS po3unHiB EkcTpanin Ta/abo Hyrpunin 3 0a3HCHHMH
pO3UKHAMH (LIO MICTATH IVIFOKO3Y) IHIINX BUPOOHHUKIB HE ICHYE.

Kopropauiis «Baxter» He MoxXe rapaHTyBaTH Oe3neKy BHKOPHCTaHHf 3a3HAUCHHX
cliepo3uKHiB BUpoOHHULTBA «Baxter» (ExcTpaHin ta/abo HyTpuHin) JuIs JTiKyBaHHS METOIOM
epHTOHEAIbHOTO Oiamisy y KomGiHamii 3 [JIIOKO30MICTKHMH  PO3YHHAMH  iHIIMX
BHPOOHHKIB.

KpiM Toro, 3rigmo i3 3aTBepI:KCHUMH MO3 VYkpainp IHcTpyknigsmu mon0
BHKOpHCTaHHA, Kopropamis «Baxter» He MOXe TrapaHTyBaTH Oesnexy Ta/abo SKIiCTh
NpOLEAYPH TIePUTOHEANLHOrO Jiaily MpH BBEACHHI y CKIajJ CUCTEMH JOAATKOBAX MEMHHMIX
BHpOGiB iHIMX BUPOGHUKIB (IIEPEXiHHKIB, ajanTepiB/ TIOPOKHIX KOHTEHHEPIB TOIIO), Y 3B 43Ky
3 HEMOJTUBICTIO TAPAHTOBAHO 3a6e3MEUUTH Y TAKQTy BUMAJKY aHi FeOMETPUUHY CYMICHICTb 3
cucTeMoro «Baxtery, aHi Oe3leune i KATTS XBOPUX 3aCTOCYBAHHS',

3 moBaroio, paxter AG
Thurgauerstrasse 130
2152 Glattpark (Opfikon)
Switzerlan
Bix imeni Ta 3a nopyueHHsaM baxcrep Al
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Corporate Counsel Angel Glrtler
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' Copy of Extract from the State Register of Mediciies of Ukraine:

nstructions for use: MiniCap Extended Life PD Transfer Sct with Twist Clamp:

* Instructions for use: MiniCap ~ Disconnect Cap:

' Instructions for use: OptiCap Disconnect Cap with Povidone-lodine Solution:

*Instrucnions for use: HomeChoice Automated Set with Cassette 4 prong;

“nstructions for use: HomeChoice Pacdiatric /Low Recirculation Volume APD Set with Cassette;
" Instructions tor use: Locking Titapium PD Chatheter Adapter:

* Instructions for use: Cyeler Drainage Set.

? tnstructions for use: Clamp for outlet port of PD bags:

1" Copy of the letter front the State Service of Ukraine on Medicines and Drug Controls

" BAXTER information booklet on the DEN. concept - treatment with low glucose solutions:

I Baxter's low glucose PD solutions favorably impacted mefabolic measures including glycemic contral in trials of diabetics undergoing dialvsis.



Baxter

From: Baxter AG

Thurgauerstrasse 130, 8152, Glattpark (Opfikon),
Zurich, Switzerland

03/05/2018

To whom it may concern
INFORMATION LETTER

Baxter AG (Baxter) hereby expresses its respect to you and informs about the following.

Products for peritoneal dialysis are currently represented in Ukraine by different
manufacturers'. Baxter Corporation does not monitor the product range, quality, stability,
mechanical characteristics or possible changes of the products of other manufacturers which may
be observed from time to time. Therefore, Baxter Corporation cannot guarantee the safety of
medical products for peritoneal dialysis manufactured by Baxter when used in combination with
products of other manufacturers (other than surgically implanted) and satisfactory functioning of
dialysis products of other manufacturers used in combination with the products manufactured by
Baxter®1%,

However, we guarantee the quality of peritoneal dialysis when using the following

products manufactured by Baxter in the form of complete integrated system?”:

Common Name of a medical device Valid until Manufacturer

name of Certificate

medical No.

devices

MiniCap Extended Life PD Transfer Set with Baxter Healthcare SA 8010

‘é Twist Clamp Zurich, Switzerland
; 3 — _ Manufacturing sites:
v MiniCap - Disconnect Cap Baxter Healthcare S.A.
-E : OptiCap Disconnect Cap with Povidone- Foxford Road, Swinford, Co
= % lodine Solution Mayo, Ireland
§ £ HomeChoice Automated Set with Cassette 4 Baxter Healthcare
88 prong Corporation
22 1900 North Highway 201,
23 ; — - - Mountain Home,
l & HomeChoice Pediatric /Low Recirculation AR 72653-2497, USA
=< Volume APD Set with Cassette
§ 2 Baxter Healthcare S.A
.*E g PR.074-16 | 12.10.2021 | Singapore Branch, 2 Woodlands
& g' Industrial Park D,

Singapore 738750, Singapore

Locking Titanium PD Catheter Adapter Baxter Healthcare SA 8010
Zurich, Switzerland

Manufacturing sites:
Baxter Healthcare S.A.
Foxford Road, Swinford, Co
Mayo, Ireland

Baxter Healthcare
Corporation

Cycler Drainage Set 1900 North Highway 201,
Mountain Home,

AR 72653-2497, USA

Sterile accessories of class I
used in peritoneal dialysis




Baxter Corporation cannot guarantee the safety of using these specific solutions
manufactured by Baxter (Extraneal and/or Nutrineal) for the treatment by peritoneal dialysis in
combination with glucose solutions of other manufacturers.

In addition, in accordance with the Instructions for use approved by MoH of Ukraine*?,
Baxter Corporation cannot guarantee the safety and/or quality of the peritoneal dialysis treatment
with the introduction to the system of Additional medical devices of other manufacturers
(connectors, adapters, empty containers,/etc.) due to impossibility to provide either geometrical
compatibility with the Baxter system, of safe use for a patient's life'.

‘-.
Sincerely,  _ Baxter AG
Thurg uerstrasse/1

81562 Glattpark (OpfiKon)
Switzerlagd //
For and on behalf of Baxter 4G
. irtler
idriacio Martinez de Lecea ﬁgggusmess Bartner
Corporate Counsel

" Copy of Extract from the State Register of Medicines of Ukraine:

*Instructions for use: MiniCap Extended Life PD Transfer Set with Twist Clamp:

“Instructions for use: MiniCap - Disconnect Cap:

* Instructions for use: OptiCap Disconnect Cap with Povidone-lodine Solution;

" nstructions for use: HomeChoice Automated Set with Cassette 4 prong:

“ustructions tor use: HomeChoice Paediatric /Low Recirculation Volume APD Set with Cassette:
" Instructions for use: Locking Titanium PD Chatheter Adapter:

¥ Instructions for use: Cycler Drainage Set:

Y nstructions tor use: Clamp for outlet port of PD bags:

1 Copy of the letter from the State Service of Ukraine on Medicines and Drug Control

" BAXTER information booklet on the D.E.N. concept - treatment with low glucose solutions:

I Baster's low glucose P solutions favorably impacted metabolic measures including glycemic control in trials of diabetics undergoing dialysis.



Clamp for outlet port of PD bags Baxter Healthcare SA 8010
Zurich, Switzerland

Manufacturing sites:
Baxter Healthcare S.A.
Foxford Road, Swinford, Co
Mayo, Ireland

class I used in

peritoneal

accessories of
dialysis

Non-sterile

The range of solutions for peritoneal dialysis manufactured by Baxter registered and
launched in Ukraine is represented by the following list':

No. UA/12425/01/03

DIANEAL PD 4 GLUCOSE 1.36% W/V/13.6 mg/ml 2L TB (unlimited)

No. UA/12425/01/02

DIANEAL PD 4 GLUCOSE 2.27% W/V/22.7 mg/ml 2L. TB (unlimited)

No. UA/12425/01/01
DIANEAL PD 4 GLUCOSE 3.86% W/V/38.6 mg/ml 2L TB (unlimited)

No. UA/12425/01/03

DIANEAL PD 4 GLUCOSE 1.36% W/V/13.6 mg/ml 2.5L TB (unlimited)

DIANEAL PD 4 GLUCOSE 2.27% W/V/22.7 mg/ml 2.5L TB No. UA/12425/01/02
(unlimited)
No. UA/12425/01/01
DIANEAL PD 4 GLUCOSE 3.86% W/V/38.6 mg/ml 2.5L TB (unlimited)
No. UA/3426/01/01
ANEAL 2L TB
EXTR L (until 03/09/2020)
NUTRINEAL PD4 WITH 1.1% AMINO ACIDS No. UA/4981/01/01
(unlimited)
DIANEAL PD 4 GLUCOSE 1.36% W/V/13.6 mg/ml 5L ML No. UA/12425/01/03

(unlimited)

DIANEAL PD 4 GLUCOSE 2.27% W/V/22.7 mg/ml SL ML No. UA/12425/01/02
(unlimited)

DIANEAL PD 4 GLUCOSE 3.86% W/V/38.6 mg/ml SL. ML No. UA/12425/01/01
(unlimited)

In addition, please be informed about the proven clinical benefits of the low glucose
therapy'! (with glucose-free solutions Extraneal and Nutrineal in combination with basic glucose
solutions Dianeal PD 4 manufactured by Baxter), whose therapeutic effects are confirmed by the
results of large-scale multicenter randomized clinical trials IMPENDIA and EDEN'2, namely:

- glucose load reduction by 40-50 % (up to 38 kg per year);

- stable minimization of hyperglycemia incidence and improvement of metabolic

control;

- maintenance of the peritoneal membrane function;

- reduction of cardiovascular risks.

Please, note that there are no studies regarding the safety and guality of combined use of
Extraneal and/or Nutrineal solutions with the basic solutions (containing glucose) from other
manufacturers.
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Baxter
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Ten.: +38(044) 994-80-50
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