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MﬂHHCTepCTBO 3ApaBOOXpaHEeHUA o

Poccniickoit ®eneparun

OEINEPAJIBHASA CJOYZKBA IO HAIBOPY ’_ -——|
B COEPE 3]IPABOOXPAHEHHUA

(POC3IPABHAJI30P) Cy6pexTaM oOpalieHus

CnassgHckas 1. 4, crp. 1, Mocksa, 109074 MEIMIMHCKIX N3

Tenedon: (495) 698 45 38; 698 15 74

PyxoBoaureniM
.05 Rer6 N OFU— 744 L/ 7 TepPUTOPHAILHBIX OPTaHOB
Ha Ne or Pocznpasnansopa
B ] MemMurHCKAM OpraHu3aIsaM

Opranam ynpaBlleHUs
3paBOOXPaHEHUEM CyOBEKTOB
Poccuiickon ®enepauuu

depepanpHas cioyx0a MO0 HaA3opy B cdepe 3IpaBOOXPAaHEHHA B CBI3U C
noctynusineii uHpopMammeii ot 3A0 «lenppycy» (Ipunaraercs) yIoOJIHOMOYEHHOIO
npezncraButTens npoussomuteni «Campmep bmomemuxan Tek. Ko. Jitm», Taiisaus,
coo0LaeT 0 TEXHHYECKOH ommmbKke B yKaszaHHMM CpoKa IOQHOCTH Ha MapKHPOBKE
u3nenud «MarucTpains KpOBOIPOBOASINas 1 reMoxuanusa «Sunder», momens SD-
GO1», peructpanmonHoe ynocroBeperue Ne ®C3 2010/06295 ot 02.03.2010.

ITpunoxenue Ha 4 J1.

PyxoBoautens M.A. Mypatiko
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CyOnexTam o0pameHus MeTULMHCKHX M3 ICTHIH

TeppuropHaibHKIM opraHaMm PocsapasHanzopa AWC Poc3gpaBraznzopa
no cydbextTam Poccuiickoit Pefepaituu
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yBaxcaeMbm nonbsoBaTenb'

Hactosiymm nucemom coobljaem Bam, 4TO npy- npoBepke MapKMPOBKM
MeauLuHckoro usgenus «Maructpans kporonpoBogAWwas . Ans reMoananuaa «Sundery,
mogens SD-GO1», npoussoguTerib «CaHgep buomeaukan Tek. Ko. Jitay, Tanease, PY
Ne ®C3 2010/06295 ot 02.03.2010, Geina BbisiBieHa owmbka npu ykasaHuy -
nponssoguTenem MeauLMHCKOro U34ennsi cpoka rogHOCTH: TPU rofa BMECTO ABYX JieT.

dakTUyeckm  CPoK  FOAHOCTM  MEAUUMHCKOro  uagenus  «Maructpans
KpoBonposogsias ans remoavanusa «Sunder», mogens SD-GO01» cocraensieT Asa
roga, UCHMCNsSeMbIX C AaTbl U3rOTOBNEHUS.

Haw ynonHomoueHHbIN npencraButens B Gnuxaillee Bpems CBSXETCH C
Bamu, n npoussesét nepemMapKkupoBKY U3LENUA C HEUCTEKLLMM CPOKOM FOAHOCTM MM
3aMeHy u3genui, Cpok roqHOCTN KOTOPLIX UCTEK.

WHdopmaumoHHoe nucbmo npoussoautens—«Cawngep Hiomegukan Tek. Ko.
TTa», TaMBaHb Ne SB-0713/16 oT 43.07. 2016 ‘npunaraem.

C yBaxeHuem,
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SUNDER SUNDER BIOMEDICAL TECH. CO., LTD. & http //www.sunder.com.tw

10F-1, No. 1-67, Wu-Chuan Rd. -W-Dist., Taichung 40348, Taiwan R.0.C.
Tel . +886-4-2375-5650 Fa% : +886-4-2375-5651

ndpopmayMoHHoe nucbmo Ne SB-0713/16 or 13.07.2016

Hacroauwum noarsepxaaem, 4to komnaHua Sunder Biomedical Tech. Co., Ltd., Haxoaswasca no aagpecy: 10F-1,
No.1-67, W. Dist, Wu-Chuan Rd, Taichung 40348, Taiwan R.0.C., ABNAeTCA NpousBoAUTEAEM MEAMULMHCKOrO
usaenua «Maructpanb KpOBONPOBOAAWEAA ANA remoauanusa «Sunder», moaenb SD-GO1» (perucTpauuoHHoe
ypocroseperie Ne ®C3 2010/06295 ot 02 mapra 2010 roaa).

Komnanua Sunder Biomedical Tech. Co., Ltd., xotena 6bt 06paTUTL BHUMAHWE Ha TO, YTO NPaBUALHLIA CPOK
rOHOCTH Ha AaHHoe usgenue - 2 (aBa) ropa.

Cpok roaHoCTH 3 (TpU) rofa Ha MapKUPOBKE M3AEAUR YKa3aH OWMOO0YHO. Mbl NPUHOCUM CBOW M3BUHEHMA 33
oNe4aTKy, BOSHUKLWYIO NPU NOAFOTOBKE YNAKOBKM U3LENUA.

B npunoxeHuu K HaCTOAWEMY RUCEMY NPUBEAEHb HOmepa napTuii M fnara NpousBOACTBA M3aenuid ¢
TPEXTOAMYHLIM CPOKOM TOZHOCTH. W3fenua C HEeUCTEHWUM [ABYXTOGUYHLIM CPOKOM [OZHOCTUM  MOryT
HaXOONUTbCA B OOPALUEHWN MPU YCNOBUM HAHECEHWA AOMOAHUTE/ILHOW MAPKUPOBHU C HOPPEKTHbLIM CPOKOM
FOAHOCTH, @ W3AENWUA C WCTEKWUM [BYXFOQUMHBIM CPOKOM TOAHOCTH NOQNEXKAT W3bATHIO W 3amMeHe Ha
Ka4eCTBEHHbIe H3AeNUA.

Hal ynonHOMOo4YeHHbIH npeacTasuTens B 6anxaitilee BpemA CBAXKETCA C BAMU M NPOM3BEAET NepeMapRUpOBRyY
U3ZeNuit C HEUCTEKLMM CPOKOM FOAHOCTH WK 3aMEHY U3, CPOK FOAHOCTH KOTOPBIX UCTEK.

JoRymeHTbl, nograepxaaoiline, yto komnaHua Sunder Biomedical Tech. Co., Ltd., HaxoaAwascA no agpecy:
10F-1, No.1-67, W. Dist, Wu-Chuan Rd, Taichung 40348, Talwan R.0.C., asnseTcA Rnpon3soauTencm
MeAMUVHCKOro Usgenus «Maructpans HpOBORNPOBOAAWIAA JNA FremMoguannsa «Sunder», mopens SD-GO1»
COASPKATCA B PErUCTPAUNMOHHOM A0CHE K PErMCTPaUMOHHOMY yaocToBepeHiuio Ne @C3 2010/06295 o7 02 mapTa
2010 ropa.

Information letter Ne SB-0713/16, 13.07.2016

Hereby we certify, that Sunder Biomedical Tech. Co., Ltd., located at 10F-1, No.1-67, W. Dist, Wu-Chuan Rd,
Taichung 40348, Taiwan R.0.C, is a manufacturer of the medical device "Hemodialysis Bloodline “Sunder”,
model SD-GO1 (Registration Certificate No. FSZ 2010/06295 issued on March, 02, 2010).

Sunder Biomedical Tech. Co., Ltd., would like to pay your attention to the fact that the correct expiration date
for this product is 2 (two) years.

Shelf life of 3 (three) years indicated on the product labeling is incorrect. We do apologize for the typographical
error occurred while preparing product package.

Lot numbers and manufacturing dates of the devices having 3 years expiration date are attached as a
supplement hereto. The unexpired devices having 2 years expiration date can be circulated with the proviso
that additional labeling with correct expiration date is added. The expired devices having 2 years expiration
date are subject to recall and replacement to quality goods.

Quality - Reliability and Excellence ; m
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SINXER SuNDER BIOMEDICAL TECH. CO, LTD.

http://www.sunder.com.tw

10F-1, No. 1-67, Wu-Chuan Rd., W. Dist. Taichung 40348, Taiwan R.O.C.

Tel : +886-4-2375-5650

Fax : +886-4-2375-5651

Our authorized representative will contact you in the nearest time to do overlabeling the unexpired devices or
replace the expired devices.

The Registration dossier for the Registration Certificate No. FSZ 2010/06295 issued on March, 02, 2010, contains
documents confirming that Sunder Biomedical Tech. CGo., ktd., located at 10F-1, No.1-67, W. Dist, Wu-Chuan Rd,
Taichung 40348, Taiwan R.0.C, is @ manufacturer of the medical device “Hemodialysis Bloodline “Sunder”,

mode! SD-GO1.

Mpunoxenue K ncomy Ne__ 1 01 13.07.2016

Homep naprum Jlara npOU3BOACTBA
B150209D2 _2015. 02. 09
B150414C1 2015. 04. 14
B150504A2 2015. 05. 04
B150604D1 J 2015. 06. 04
B150605D1 2015. 06. 05
B150709C1 2015. 07. 09
8150710C1 2015. 07. 10
B150713C1 2015.07. 13
B150709D1 2015. 07. 09
B150710D1 2015.07.10
8151005D2 2015. 10. 05
B151106C1 2015. 11. 06
B15112381 2015, 11. 23
B151124B1 2015. 11. 24
B151107D1 { 2015. 11. 07
B160111C3 2016.01. 11
B160111D3 2016.01. 11
B160112A1 2016.01. 12
B16011281 2016. 01, 12
B160112C1 2016.01. 12
B160112D1 .1 2016, 01. 12
B160113C1  2016. 01. 13
B160113D1 2016. 01. 13
816030581 2016. 03. 05
B160305A1 2016. 03. 05
B160318D1 2016.03. 18
B160318A1 2016. 03. 18

Appendix to the letter#__1__, 13.07.2016

LOT Ne Date of manufacture
B150203D2 2015, 02. 09
B150414C1 2015. 04. 14
B150504A2 2015. 05. 04
B150604D1 2015. 06. 04
B150605D1 2015. 06. 05
B150709C1 1.2015.07.09

Quality - Reliability and Excellence
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SWNIER suNDER BIOMEDICAL TECH. CO., LTD. B http//www.sunder com tw

10F-1, No. 1-67, Wu-Chuan Rd., W..Dist., Taichung 40348, Taiwan R.0.C.
Tel : +886-4-2375-5650  Fax: +886-4-2375-5651

B150710C1 , 2015.07. 10
B150713C1 2015. 07. 13
8150709D1 2015. 07, 09
8150710D1 " ]2015.07. 10
B151005D2 2015. 10. 05
B151106C1 2015. 11. 06
B151123B1 2015. 11.23
B151124B1 2015. 11. 24
B151107D1 2015. 11. 07
B160111C3 | 2016.01.11
B160111D3 2016. 01. 11
B160112A1 2016.01. 12
B160112B1 | 2016.01. 12
B160112C1 2016.01. 12
8160112D1 2016.01. 12
B160113C1 ] 2016.01.13
B160113D1 2016. 01. 13
816030581 2016. 03. 05
B160305A1 2016. 03. 05
8160318D1 2016. 03. 18
B160318A1 2016.03. 18

SUNDER BIOMEDICAL TECH. CO.,, LID.

NCAL e
73
Cpiﬂx'y HSTM ".‘Q SUBR 3,

Sales Department,
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