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Instruction for Use

Sterilized Infusion Set for Single Use
Model:FAST SET-II

Wuxi Apex Medical Co., Ltd.
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FasfSet

Sterilized infusion Set for Single Use

Mbder: FASTSET4 |
2ra'V.

i"Apex Medical

Refer to instruction for use of pump for installation

1=

o>y

Fill empty space in cannula with following
prime of U-100 Insulin:
6mm:0.2u(0.002mL) 9mm:0.3u(0.003mL).

Disconn
ecting
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jr Use

<e Device

device Fast Set infusioin set is
using in combination with the insulin
. continual injection of insulin with the
) *ablished and changing speed for the
*ment of diabetes mellitus for insulin requiring

dtients.
he Fast Set infusion set is an infusion system, the
roximal end of which is connecting to the
sservoir with the medicinal product. Located at
e distal end of the system of permanent catheter
introduced subcutaneously. The motor drive to
jsh the reservor, so that insulin will flow into the
fusion set. The insulin will be delivered to the
iman body subcutaneously through the infusion

It.

dications for use

lis product is indicated for the subcutaneous
usion of medication, including insulin, from an
usion pump.

mtraindications

srilized infusion sets for single use are indicated
subcutaneous use only and not for intravenous
~ infusion or the infusion of blood or blood
)ducts.

implications

ection, allergy to stainless steel or teflon,
ieding, needle occlusion, subcutaneous
luration, needle breakage

lysical Properties

usion setisoft cannula-lpc,
>ing-1pc, insertion device-1 pc
ickage: plastic casing, dialyzing paper.

multiple

erilization Medthod; ethylene oxide
intent of the set: I0Opcs/box

>mpatible Pumps

e infusion set should be used with TruCare
»ulin pump (produced by Apex Medical),

nimed Paradigm MMT-712, Minimed Paradigm
NT-722, Minimed Paradigm REAL-TIME
NT-722, Minimed Paradigm VEO MMT-754
‘oduced by Medtronic).
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Specification

Reference Number Catheter Lenprth  Total Tubing Length

FS206051 6mm 50cm
FS206101 emm 100cm
FS209051 Imm 50cm
FS209101 I9mm 100cm
Drawings
7>
N—y

1-Connector: 2-Tubing; 3-Guide Needle; 4-Hub;
5-Protective Cap; 6-Separator Cover;
7-Protective Cover; 8-Soft Cannula

Shelf Life; 2 years

Handling; Keep the
direct sunlight

product away from

Usage time; Max. 72 Hours

Disposal
Dispose in
regulation

accordance with local

Warnings n
Inaccurate medication delivery, infection and/or ’
site irritation may result from improper insertion
and maintenance of the infusion site.

Before insertion, clean the insertion site with
isopropyl alcohol.

Remove the needle guard before insertng the
infusion set. n
If using this infusion set for the first time, do the
first set-up in the presence of your healthcare
professional.

Do not leave air in the infusion set. Prime
completely.

Check frequently to make sure the soft cannula
remains firmly in place as you may not feel pain if
It pulls out. The soft cannula must always be
completely inserted to receive the full amount of
medication.

If the infusion site becomes inflamed, replace the
set, and use a new site until the first site has
healed. Replace the infusion set if the tape



, or if the soft cannula
or partially dislodged from the

le infusion set every 48-72 hours

,g to Centers for Disease Control

p ,nes, or per your healthcare
~ssional’s instructions,

j not reinsert the introducer needle into the
infusion set. Re-insertion may cause tearing
of the soft cannula, which may result in
unpredictable medication flow.
hlever prime the set or attempt to free a
:logged line while the set is inserted. You may
accidentally inject too much medication.

Do not put disinfectants, perfumes, or
leodorants on the infusion set as these may
affect the integrity of the set.

Dispose of the infusion set and introducer
leedie safely, in a sharps container, after a
lingle use. Do not clean or re-sterilize.

‘his device Is sterile and non-pyrogenic
inless the package has been opened or
lamaged.

)o not use if the package has been opened
irdamaged. (For TruCare users, do not use
ie infusion set ifthe tubing connector needle
las been damaged.)

Itore infusion sets in a cool, dry place. Do not
save infusion sets in direct sunlight or inside
lvehicle.

Jse aseptic techniques when temporarily
lisconnecting the set and consult your
lealthcare provider on how to compensate
I missed medication when disconnected,

f infusing insulin, and your blood glucose
svel becomes unexplainably high, or an
icclusion alarm occurs, check for clogs
ind/or leaks.

f in doubt, change the infusion set because
he soft cannula may be dislodged, crimped
md/or partially clogged. Should any of these
Jroblems arise, make a plan with your
lealthcare professional for rapidly replacing
nsulin. Test your blood glucose level to make
jure the problem is corrected,

f infusing insulin, do not change the infusion
jet just before bedtime unless you can check
tour blood glucose 1-3 hours after insertion.
Reuse of the infusion set may cause damage
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to the cannula/needle and lead to infection, site
irritation, and/or inaccurate medication delivery.

Transport

Transportation should be
accordance with the
sides agreed with.

conducted m
contract which two

Storage

The infusion set should be stored in the room
with less than 80% relative humidity,
non-corrosive gases and well-ventilated,
and the products should be fully protected.

Operating Condition
Temperature; 5C-40C; Humidity: 20%-80%;
Barometric Pressure: 60kPa™-HO6

Validity
On the condition that comply with the
requirements of the storage and

transportation, sterilized reservoir packing is
valid for two years.

Warranty

Wuxi Apex Medical Co., Ltd. warrants its
infusion sets and reservoir against defects in
materials and workmanship for the period up to
3 days after the individual reservoir/infusion
set sterile packaging has been opened, not to
exceed 6 months from date of shipment of the
infusion set or reservoir to the end user (the
“Warranty Period”).

During the Warranty Period, Wuxi Apex
Medical Co., Ltd. will replace any defective
reservoir or infusion set, subject to the
conditions and exclusions stated herein.

This warranty is valid only if the Wuxi Apex
Medical Co., Ltd. Infusion sets and reservoir
are used in accordance with the Instruction for
Use. This warranty will not apply:

If the infusion set or reservoir has been used
for more than a single-time use by a single
end-user:

If damage results during the improper opening
of the sterile package not in conformance with
the procedures outlined in the Instruction for
Use;

If damage results from changes or
modifications made to the infusion set or
reservoir by the user or third persons after the
date of manufacture:

If damage results from service or repairs
performed to any part of the infusion sets or



/art of the infusion sets or
person or entity other than the

j results from a Force Majeure or
.t beyond the control of the
.urer; or

) jge results from negligence or improper
including but not limited to improper storage
physical abuse such as dropping or otherwise,
lis warranty shall be personal to the original
irchaser. Any sale, rental or other transfer or
le of the product covered by this warranty to or
'a user other than the original purchaser shall

luse this warranty to immediately terminate,
lis remedies provided for in this warranty are
B exclusive remedies available for any breach
ireof. Neither Apex Medical nor its supplier or
stributors shall be liable for any incidental,
insequental, or special damage of any nature
kind caused by or arising out of defect in the
oduct, All other warranties express or implied
e excluded, including the warranties of
srchantability and fitness for a particular

rpose.

jxi Apex Medical Co., Ltd.

d: Suite 601,5BId,No.7Changjiang
ad, High Tech.Area, Wuxi. Jiangsu,
ina 214028

;+#86-510-80100606

X: +86-510-80100505
nv.apexdiabetes.com

:C REP

langhai International Holding
)rp. GmbH (Europe)

Id: Eiffesirasse 80, 20537
amburg, Germany

il; +49-40-2513175

CQy

I"Only

epresentative in Russia

'lamama, LLC, address: 121471, Moscow,
yabinovaya Str., 43, bldg. 2

el.:+7 (495) 978-78-17

-mail; info@dia-ma.ru
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Symbols
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CAT MO.
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Conformite europeenne (European Conformity).
This symbol means that the device fully complies

with European Directive 93/42/EEC.

Caution: Consult Accompanying Documents

sterilization: Ethylene-Oxide Gas

Use by

Do Not Reuse

Reference Number

Lot Number

Caution; U. S. federal law restricts this device
to sale by or on the order of a physician.

Manufacturer
Date of Manufacture
Quantity

/AN N

Catalpg Numb;™ . ,:h Vu

Representative in Eurg>een”Unian



CBMAETEJIBCTBO

CCP1T
(KuTainckasa Komunccua CopgeictBus MexxayHapoaHoi Toprosne)

Kutaiickast Komuccus Copelicteusi MexxayHapoaHoi Toprosne siBnseTcs Manatoi
MeXayHapoaHoi Toprosin Kutas
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[Ha 6nanke KuTaickoih Komuccun Copgeiicteusa Me>k gyHapogHoit Toprosne]

KuTaiickas Komucensa CogenictBnsa Mexay HapofHoi Toprosne
Manata mexayHapogHon Top|'oBin Kutas

CBMAOETEJIBCTBO

Ne 153202B0/00549

11ACTONMWMM  CBUAOETE/NIBCTBYETCA, uto neyats OOO «YCW ATlEKC

MEOVKAN KO.» Ha npunaraemoin VIHCTPYKUWWN MO 3KCMNYATAUNN sBnsetcs
NOA/IMHHOM.

KuTaiickaa Komunccns CopelictBust Mox(yHapoaHoi Toprosne

[MeyaTs:
KuTalickas Komucensa Cogeinctaua MexayHapoaHoli Toprosne]

Moanncb YNONHOMOYEHHOr0 INLA: nognucs/
LLIsHb CAoxya
(Oara: 24 mapta 2015 roga)
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CTepubHbIA NHDY3VOHHbIN Habop 471 OAHOKPATHOrO NPUMEHEHUS
Mopgens: FAST SET- Il

OO0 «ycu Anekc Megnkan Ko.»

[MeyaTb OO0 «¥Ycu Anekc Megnkau Ko.»]
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«Anekc Megukan» ®dact CeT (Fast Set)
CTepusibHbIA MH(Y3NOHHbIA HAGopP A4N1S O4HOKPATHOIO MPUMEHEHNS

Mogenb: FAST SET-II

O6patTecb K VIHCTPYKUMM NO 3KchayaTaumu Ans noayvyeHUs MHGopmaumMm 06 yCTaHOBKe
Momnbl.

3anonHMTe nyctoe MeCTO B KaHHofie ChefytoLLeit
3anpaskoi nHcynmHa U-100:

6mm: 0,2 en. (0.002mn)

9mm: 0,3 eg. (0.003mn)

OtcoeanHeHve

IMoBTOPHOE COEAMHEHME
m

ReoonPedting

MHCTpYKLUMA No aKcnyaTaunm

OnwucaHue ycTpolicTea

VHy3noHHbIN Habop dacT Cet (Fast Set) npegHasHayeH Ans UCMOMb30BaHWUA B COYETaHUM C
WHCY/NIMHOBOW MOMMOI A/1 HENPEPbIBHOIO BMPLICKMBAHWUSA MHCYNMHA C 3apaHee YCTaHOB/IEHHOM
N U3MEHSIOLLIENCA CKOPOCTbIO A/ KOMMEHCALMMN CaxapHOro Amabeta y WHCYNMHO3aBUCUMbIX
MaLyeHToB.

WHy3noHHbIn Habop ®PacT Cet (Fast Set) npeactaBnsieT coboit CUCTEMY, MPOKCUMA/IbHbIN
KOHeL, KOTOPOM COefIMHSAETCA C pe3epByapoM C JIeKapCTBEHHbIM MpenapaTtoM. PacrnosioXXeHHbIN
Ha AUCTa/IbHOM KOHLE CUCTEMbI KaTeTep BBOAMTCA MOAKOXKHO. Momna HanosHAeT pesepsyap, U
WHCY/IMH NOCTYNaeT B WH(Y3UOHHbLIA Habop. WHCYMH nNoCTynaeT B 4enoBeyeckoe Teno
MOAKOXHO Yepe3 UH(DY3NOHHYIO CUCTEMY.

lNokasaHMA K NPUMEHEHNIO
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3STOT NpoAYKT NpeHasHaueH AN NOAKOXHOW MH(Y3MM NeKapCTBEHHbIX MpPenapaTos, BK/oYas
VIHCYNINH, 13 MH(Y3VOHHO NOMIbL.

MpoTnBONOKa3aHWs

CTepnnn3oBaHHble UH(Y3MOHHbIE CUCTEMbI OLHOKPATHOIO NMPYMEHEHUS NpeAHa3HauveHbl TObKO
ANs MOAKOXHOTO BBEAEHUS, He ANA BHYTPUBEHHOW WH(Y3WM WM UHQY3MU KPOBU WM
npenapaToB KpPoBM.

B03MOXXHble OCNOXHEHUS

NHekUMs, annepruyeckas peakUms Ha HepXXaBelollyt CTanb WM TedIoH, KpOBOTEUEeHMe,
OKK/IH03VIS UT/bl, NMOAKOXHas reMaTomMa, NnosoMKa Urbl.

dun3nyeckne cBoOMCTBA

VH(Y3MOHHbIN Habop: Mrna u3 HepXxaBeroLwen cTanm - 1uT..
marucTpanbHas Tpy6ka - 1.

YCTPOWCTBO A5t BBEAEHWS - 1 LUT.

YnakoBKa: YNakoBKa: NiacTUKOBbIA QyTnap, MeanLMHCKas bymara.

MeTog CTepunm3aunn: aTUIEHOKCUS,
Copep>xmmoe Habopa: 10 WT. B KOpobke

CoBMecTUMble NOMMbI

MH(Y3MOHHBIA HAabop A0/MKEH MCMOMb30BaTbCA C UHCYNMHOBOW nomnoi Tpy Kea (TwcCare)
(nponssoacTBa KoMnaHun «Anekc Meaukan» (Apex Medical)), MuHumen Mapagurm MMT-712
(Minimed Paradigm MMT-712). MuHumeg Mapagurm MMT-722 (Minimed Paradigm MMT-
722), MuHumep Mapagurm Pean Taim MMT-722 (Minimed Paradigm REAL-TIME MMT-
722), MuHumen TMMapagurm BEO MMT-754 (Minimed Paradigm VEO MMT-754)
(npounsBoacTBa komMnaHun «MeaTpoHuK» (Medtronic)).

Cneumndukaymna
KozoBblin HOMep OnunHa KateTtepa O6Lwas annHa Tpy6Ku
FS206051 6MM 50cm
FS20610I 6MM 100cm
FS209051 9vm 50cm
FS209101 9vm 100cm

PucyHKu®
[

CoeanHUTENbHBIN pa3bem
Tpy6bka

Hanpasnstowasa urna
MecTo coeiMHEHNS C UTNOWA
3alUMTHBIN KONMa4oK
Kpblwka otaenmrens
3awmnTHasa KpblLLKa

Msrkaa KaHons

0o ~NOO O, WNRE
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Cpok xpaHeHus; 2 roga
Yxof: XpaHUTb BOa/M OT MPAMbIX COMHEYHbIX Nyyel

Bpems XcHny'aTauumn; makc. 72 yaca

YTunusaums
YTUNn3npyiTe B COOTBETCTBUN C MECTLlbIM 3aKOHOAATE/IbCTBOM.

MpenynpexxaeHHA

HenpaBuibHas MOCTaHOBKA WH(Y3MOHHOW CUCTEMbl WM YXOL4 3a MECTOM WH(Y3unM MoryT
NPMBECTM K HeNpaBW/IbHOMY BBEAEHWIO /IEKAPCTBEHHOrO Mpenapata, MHQeKuMn wuwvnm
pasgpakeHno MecTa HQY3uu.

Mepep BBEAEHNEM CUCTEMbI OYMCTUTE MECTO BBEAEHWS M30MPONI0BLIM CIUPTOM.

11epeps NOCTAaHOBKOW MH(Y3MOHHOr0 Habopa CHUMWTE 3aLMUTHBIA KOMMAYoK C Urfbl.

Ecnn Bbl Bnepsble MCMOMb3yeTe AaHHYK WHMY3MOHHYKO CUCTEMY, BbIMNONHWUTE BBEAEHWE B
MPUCYTCTBMW BaLLEro fievallero Bpava.

He ocTaBnsinTe B MHY3MOHHOM Habope BO3AyX. [OMHOCTLIO 3aMO/IHNTE CUCTEMY.

YacTo nposepsinTe cucteMy, 4Tobbl yOeanTbCs, UTO MATKas KaHionsa 3aMKCMpoBaHa Ha MecTe,
MOCKOJIbKY NPV ee BbigeprmBaHumn Bbl MOXETE He MoYyBCTBOBaTb 60/1M. MArkas KaHw/s LO/mMKHa
Bcerfa ObITb BBEeHa NMOMHOCTLIO A/151 MOyYeHMs MONHON 403bl IEKAPCTBEHHOMO Npenaparta.
Pxn B MeCTe BBefEeHWS BO3HWKAET BOCMa/leHUe, 3aMeHNTE WH(Y3NOHHBIA Habop ¥ BBeAWTe B
ApYyroe MecTo, MoKa He 3aKMBET BOCMa/IEHHOE.

Ecnn dmkeumpyrowas nunkas neHta ocnabna uam MArkasg KaHwns MosIHOCTHI0 WM YacTUYHO
OTOLL/A OT KOXW, 3aMeHNTE MHPY3VMOHHBI Habop.

MeHsliTe MHADY3MOHHbIA Habop Kaxable 48-72 4. B COOTBETCTBUM C YKasaHMAMM LleHTpa no
KOHTPO/IIO HaZ 3a060/1eBaHMAMY UIN UHCTPYKLUMAMI BaLLIEro nevallero spaya.

He BCTaBnsiiTe NOBTOPHO NPOBOAHWKOBYIO UFY B MH(Y3MOHHbIA Habop. MoBTOpHas BCTaBka
MO>XET MopBaTb MArKYH KaHHJ/IH0, YTO. B CBOK O4Yepefib, MOXET MPUBECTU K HerpeacKasyeMoMy
[03MPOBaHNI0 MeaMKaMeHTa.

Hukorga He 3anonHsanTe CUCTEMY W He MbITANTECH OYUCTUTL 3abUTYHO TPyOKy, ecnu
MH(Y3MOHHas CUCTeMa HaxoauTca B Tene. Bbl MOXeTe C/iyyaliHO BMPbICHYTb C/IMLLKOM MHOIO
NeKapcTBa.

He knaguTe Ae3MHQUUMPYIOLLME CPEACTBa, AyXW WX Ae3040paHT Ha CUCTEMY, MOCKO/IbKY OHM
MOrYT MOB/IMATb Ha ee LieNIOCTHOCTb.

YTUnnsnpyimnTe WHAQY3NOHHBbIA Habop W MNPOBOAHMKOBYK Wrny 6e3onacHbIM 06pa3oM, B
KOHTEHEp ANs WM. MOoCne OAHOKPATHOrO MPUMeEHeHus. He MoliTe M He CTepunmnsyinTe
MCNO/b30BaHHbIN HAboP.

[laHHOe YCTPONCTBO CTEPUSIbHO W anmMporeHHO Npu COXpPaHeHWUM LLeNIOCTHOCTY YNaKoBKMU.

He ncnonb3yiiTe YCTPOWCTBO NPU NOBPEXAEHUN UM BCKPbITUM YNAKOBKM (415 NOMb3oBaTesNei
MHCcynnHoBOM nomnbl Tpy Kea (TruCare): He MCNOMb3yinTe WH(Y3NOHHLIA KOMMAEKT MNpu
MOBPEXAEHUN UT bl COEAUHUTENBHOMO pasbema.

XpaHuTe Habop ANA MHGY3MKM B NPOX/IafHOM CyXOoM MecTe. He ocTaBnsinTe ero nog npsMbiMu
CO/THEYHbIMW NlyYaMu UMK B MaLLIMHe.

Mpn  BPEMEHHOM  OTCOeAUHEHWM Habopa  UCMONb3yiTe  acenTMyecKue  MeTOAbl WU
MPOKOHCY/IbTUPYMTECH C BaLLMM JlevallyiM BpayoM Mo BOMPOCY KOMMeHcaL iy NponyLeHHOR Ha
BPEMSA OTCOEAMHEHUSA UHBEKLNN.

Ecnm npu vHgy3umM MHCYNIMHA YPOBEHb T/THOKO3bl B KPOBY CTAHOBUTCS HEOOBACTTUMO BbICOKUM,
WK NpU  HIMYMX CUTHAMA OKKJTHO3MKM, MPOBEPbTe CUCTEMY HA HaIM4yMe 3acopoB W/vu
MpoTeYeK.

Mpn HaMMYUM COMHEHWIA, 3aMEHUTE MH(Y3MOHHBIA HAabop, NOCKO/bKY MSIrKas KaHins MOXET
ObITb CMeLLeHa, 3akaTa W/WnM 4aCTUYHO 3akyrnopeHa. Mpy Haimumm N60IN U3 ATUX NPOGIEM
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COCTaBbTe C BaLUMM JleyalliM BpayoM MiaH Mo 6bICTPOI 3amMeHe MHCYNHA. MpoBepbTe YPOBEHb
TNFOKO3bl B KPOBW, UTOBbI Y6eAMTLCSA, YTO NPo6/eMa yCTpaHeHa.

Mpn MHAY3UN UHCYNMHA He MeHSIATE UHAY3MOHHBIA HAbop HEMOCPEACTBEHHO Nepes CHOM, ecu
Bbl HE CMOXETe NPOBEPUTL YPOBEHb [NHOKO3bI B KPOBY B TeueHWe 1-3 4acoB Noc/e BBEAEHNS.
MoOBTOPHOE WCMONMb30BaHWE WHAY3MOHHOTO Habopa MOXET MOBPEAUTb KaHN/MIIy U
MPUBECTM K BO3HWKHOBEHMIO WH(EKLMM, MECTHOMY pasfdpakeHW W/vnu  HeBepHOMY
[l03MPOBaHMIO Mpenapara.

TpaHcnopTMpoBKa
TpaHCNOPTUPOBKa OCYLLECTB/ISIETCS B COOTBETCTBMM C KOHTPAKTOM, COF/IaCOBaHHLIM [ABYMS
CTOPOHaMM.

XpaHeHue

XpaHute Habop AN WMHQY3MM Npyv KOMHATHOM TemnepaTtype W OTHOCUTENIbHOW BNIaXKHOCTU
mMeHee 80%, B XOpOLLIO MPOBETPMBAEMOM MOMELLEHNW, B KOTOPOM OTCYTCTBYHOT KOPPO3UOHHbIE
rasbl. M3genne gOMKHO HAXOAUTLCA NOA NOHOW 3aLMTOIA.

YcnoBusa akcnayaraumm

Temnepatypa: 5~40°C

BnaxHocTb: 20-80%

bapomeTtpuyeckoe gasneHne: 50-106 kla

CpokK rogHocTu
Mpn ycnoBun cobntofeHns TpeboBaHWI XpaHeHWUs W TPaHCMOPTUPOBKM CTePUIN30BaHHAA
yNaKoBKa rofiHa B Te4eHne ABYyX feT.

["apaHTNA nponsBoanTensa

000 «¥Ycu Jineke Megukan Ko.» (Wuxi Apex Medical Co.. Ltd.») rapaHTUpyeT OTCyTCTBUE
[ePeKTOB MaTepuvasioB U KayecTBa W3rOTOB/IEHUA WH(Y3MOHHOIO Habopa W pesepByapa B
TeueHve nepuoga 3 (TpW) [AHA MOCME BCKPbITUA CTEPUSIbHON WHAUBWUAYASTbHON YNaKoBKWM
pesepByapa/KOMMnsiekTa. M He Gonee 6 (WecTM) MecAUeB C faTbl MOCTaBKM KOHEYHOMY
noTpebutento (ganee MapaHTUIAHLINA Nepyoa).

B TeueHve apaHTUiiHOro nepuoga OO0 «Ycu Anekc Megmkan Ko.» 3aMeHUT fedheKTHbIN
MH(Y3MOHHbIA Habop wnu pesepByap, B COOTBETCTBMM C YC/IOBUSIMW W UCKIKOHYEHUSAMU,
N3NOXEHHBIMU HUXE.

[aHHas rapaHTus [eicTBMTeNbHA TO/bKO B C/lydae WCMO/b30BaHWUS Habopa M pesepByapa B
COOTBETCTBUM C VIHCTPYKLMAMYM MO 3Kcnyataumn. [aHHasa rapaHTus He NpUMeHsSeTCs:

Ecnv MHY3MOHHBIA Habop WM pesepeyap WCMONb30BaiCcA 60fiee OLHOrO0 pasa OAHUM
KOHeYHbIM MoTpebuTenem.

Ecnv nospexzaeHve Npon3oLLIo BO BPEMS HEMPaBUIbHOMO BCKPbITUA CTEPU/IbHON YNakoBKKW, He
COOTBETCTBYHOLLEr0 Npoueaypam, ONMcaHHbIM B VIHCTPYKLMM MO 3KCMyaTauum.

Ecnn nospexaeHue cTano pesynbTaToM M3MeHeHWUI Un Mmoaugukaumin Habopa unm pesepsyapa
nosib3oBaTesieM Uav TPeTbUMU NiLaMK Nocie Aatbl U3roTOBEHUS.

Ecnn nospexxaeHne cTano pesynsTaToM CEPBUCHOIO 06CTY)XXMBAHUA UM PEMOHTA K060 YacTm
MH(Y3MOHHOTO Habopa WM pesepByapa, BbIMOMHEHHOTO (U3NYECKUM WU HOPUANYECKUM
NNLLOM, OT/INYHBIM OT MPOU3BOAUTENS.

Ecnn nopua npowsowna B pesynbtate Popc-MaOpPHbIX 0OCTOATENBCTB WU APYTUX COObITUN
BHE KOHTPONA NPOU3BOANTENS.

Ecnn nopua sBMnack CnefctBMEM HEOPEXHOCTU WM HEMPaBWIbHOTO WUCMO/b30BaHWSA, B TOM
yuncne, HO He TO/IbKO, HEMpaBW/IbHOIO XpPaHeHWs UK (U3UYECKOro BO3AENCTBMS, Harpumep,
nageHuns v np.
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[aHHaa rapaHTMs SBMSETCS MNepCOHa/IbHOM AN NepBOHaYasibHOro nokynatens. Jlo6as
npofjaxa, apeHga Wi fpyrasd nepejada WAM  UCMO/b30BaHUE MNPOAYKTa, Ha KOTOPbIN
pacrnpocTpaHsAeTCs [aHHas rapaHTus, Mofb30BaTe/t0 WM  MOMb30BaTefieM, WHbIM, YeMm
nepBOHaYa/bHbIA NOKyNaTeNb, aHHYIMPYET faHHYHO rapaHTuIo.

JleyebHble CpefcTBa, OrOBOPEHHble B [aHHOW rapaHTUM, SBASIOTCA  IKCKNHO3VBHBIMU
CpefcTBaMK, B KOTOPbIX BO3MOXHbI noBpexaeHus. Hn OO0 «Ycu Anekc Megukan Ko.», HU
ero nocCTaBLMK WM ANCTPUGLIOTOPLI He fiecyT OTBETCTBEHHOCTM 3a /OBGOM ClyyaliHbIiA,
KOCBEHHbI MM (haKTUYeCKMiA yulep6 ntoboro Buga WM poja, BbI3BaHHbIA WM BOSHUKLLMIA
BCNeACTBME [edekTa npoaykTa. Bce npoune rapaHTin, sBHble WM noppasy\leBaemble.
MCK/IKOYAKOTCS, BK/IKOYas rapaHTUM TOBapHON NPUIOAHOCTY W MPUTOAHOCTU /1S UCMO/b30BaHNS
MO Ha3HaYEeHUIO.

OO0 «¥Ycn Anekc Meankan Ko.»

Appec: Kwutaii. 214028. npoB. Li3sHCy, ropos Ycu. PailoH BbICOKMX TEXHOMOIWiA, Yr.
YUaHrmkaHr. 7. cTpoeHue 5, odmc 601

Ten:+86-510-80100606

®akc:+86-510-80100505

www.apexdiabetes.com

icw
«LWaHxai NHTepHawHn XonauHr Kopn. Tv6X» (EBpona)

Appec: Alidewytpacce 80, 20537, Mambypr. MepmaHus
Ten.: +49-40-2513175

IMpeacTaBnTeNLCTBO B Poccum

000 «[unamama». agpec: 121471. Mocksa
yn. PsbuHoBas. 43, cTp. 2

Ten. +7 (495)978-78-17

3n. nouta infodia-ma.ru

F~only
CumBO/bI
EBponeiickoe COOTBETCTBME
tm JTOT CUMBON 0O3HA4yaeT, 4TO YCTPOMCTBO MOSIHOCTHIO COOTBETCTBYET
Onpektnee EC 93/42/EEC
K BHumaHve: Obpatntecb K CONPOBOAMTENbHLIM LOKYMEHTaM
STEBE ED Crepunusaums:ras aTuneHoKens
Vicnonb3osatb 0
He ncnonb3oBatb NOBTOPHO
REE KogoBblili HOMep
LOT Homep naptum
[“only MpepynpexaeHve: ®epepasibHoe 3akoHogatenscTBo (CLUA) paspeluaet
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MPO/axy NaHmnoro YCTPoMCTBa TOMbKO MCALLLIMNCKNM CrELmManmcTam ram ro
0 VX 3aKa3y.

Mpown3soguTenb

[laTa Npou3BoACTBa

Konnyoctno
Momep no Katanory
MpepcTtasuTens B EC

| noanuce
[MeyaTb OO0 «¥Ycnm Anekc Megukan

MepeBof AAHHOTO TeEKCTa C aHIIMACKOrNo U KN T anCKoro s3bl KOB Ha PYCCKUI A3bIK cAenaH MHOM,
nepeBogYmMkom bBbapaHoBbcM Kwupunnom FeoprmeBuuyem. TpeboBaHMS K TEKCTY nepesoga
(Makcu.ya 'lbHad TOYHOCT b, r])CIMOrnHoOe M3N0>K eHNE) MHe pa3bACHEHbI.

MpuHN.4(N') Ha ce6a NMUYHY0 0TBEeTCTBEHHOCTb 32 BEPHOCT b BbUIO/THEHHbBIX MHOI MEPEBOAOB.

Nopoa Mocksa.

Bocbmoro masa ABe ThicAYM NAaTHajULaTOro roga.

A, Me.newuH AnekcaHpp Bopucosuy. HOTapuyc ropoga MoOCKBbI,
CBMAETEeNbCTBYH MOANVHHOCT b noanucu. chenaHHol nepeBofYNKOM
bapanosbw Kwupunnom [eopruesnye.y B MOoemM NPUCYTCTBUKN. JINYHOCTbL €ErO
yCTaHOoBNEHA.

3aperncTpupoBaHo B peecTpe 3a Ne
B3bickaHo no Tapudgy: 100 py6.
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[opos Mocksa 12 I\AVID]S

1 XepLom CtetDiM Bmsk«|dcm. iptMewo Tioli1Ho«!Bs 06s13MMC’ K w npiyctropogi
M kb Men6i Bopalul, cmeeTenmnym [C{HOCTKTOM oM CRoansLLkom
noxyNe»rl 6 KKMMBK NOBUITCK, NpUASAT, 3A4epxHTbis cnsi i sHb MoroKpehKux
KNpanmbl i« asu-M6c 0000eseamT.

M k». 1. oipiTiscMycn M cotcpuitHMM HSTipnitwcro BBACnAs paniicMeHo,
410 I c»ABe;r. IMKAA1 <*WOCTA KOMKA [OKYM bl 1 M NejTe«piB*«Tes LWOMKCTb
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Bcero npowHypoBaHo,
MPOHYMEPOBaHO W CKPenaeHo
neyatbio -~ JINCTOB.

Horacit



CERTIFICATE

China Council for the Promotion of International Trade is China Chamber of International Commerce
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China Council for the Promotion of International Trade
China Chamber of International Commerce

JE B~
CERTIFICATE
No, 15320280/00547

THIS 1S TO CERTIFY:The seal of WUXI APEX MEDICAL
CO.,LTD on the annexed [INSTRUCTION FOR USE 1is
genuine.

China Council
of Internal

Authorized

Signature SNEN XIAOHUA

HFFI: 2015 ~035124H
(Date: MAR. 24,2015)
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Instruction for Use

Sterilized Infusion Set for Single Use
Model:EASY SET-1

Wuxi Apex Medical Co., Ltd.
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/' E&sy Set

Sterilized Infusion Set for Single Use

sfer to pump and reservoir user guides for installation and priming.

Jsconnecting Reconnecting
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Use

>Device

Nvice Easy Set infusioin set is
using in combination with the insulin
continual injection of insulin with the
.dblished and changing speed for the
jnent of diabetes mellitus for insulin requiring

ients.
«Easy Set infusion set is an infusion system,
e proximal end of which is connecting to the
Jvoir with the medicinal product. Located at
sdistal end of the system of permanent catheter
introduced subcutaneously. The motor drive to
shthe reservor, so that insulin will flow into the
lision set. The insulin will be delivered to the
men body subcutaneously through the infusion

fications for use

is product is Indicated for the subcutaneous
wsion of medication, including insulin, from an
usion pump.

mtraindications

A ed infusion sets for single use are indicated
subcutaneous use only and not for intravenous
} infusion or the infusion of blood or blood
Xlucts.

implications
ection, allergy to stainless steel or teflon,
leding, needle occlusion, subcutaneous

luration, needle breakage

lysical Properties

fusion set;stainless  steel needle-1 pc,
jttiple tubing-1 pc

tokage: plastic casing, dialyzing paper,

erilization Medthod: ethylene oxide
mtent of the set: 10pcs/box

mipatible Pumps

e infusion set should be used with TruCare
iulin pump (produced by Apex Medical),

Khe Accu-Check D-TRON Plus, Roche
cu-Check Spirit and Roche Accu-Check Combo
reduced by Roche).
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Specification

Reference Number Catheter Length  Total Tubing Length

ES106050 6mm 50cm
ES106061 6mm 60cm
ES106100 6mm 100cm
ES106111 6mm 110cm
ES109050 Imm 50cm
ES109061 Imm 60cm
ES109100 Imm 100cm
ES109111 Imm 110cm
Drawings
1 _3

d N O

1-Connector; 2-Tubing; 3-Separator; 4-Hub;
5-Stainless Steel Needle

Shelf Life: 2 years

Handling; Keep the product away from
direct sunlight

Usage time; Max. 72 Hours

Disposal
Dispose in accordance with local
regulation

Warnings

Inaccurate medication delivery, infection and/or
site irritation may result from improper insertion
and maintenance of the infusion site.

Before insertion, clean the insertion site with
isopropyl alcohol.

Remove the needle guard before inserting the
infusion set.

If using this infusion set for the first time, do the
first set-up in the presence of your healthcare
professional.

Do not leave air in the infusion set. Prime
completely.

Check frequently to make sure the soft cannula
remains firmly in place as you may not feel pain if
it pulls out. The soft cannula must always be
completely inserted to receive the full amount of
medication.

If the infusion site becomes inflamed, replace the
set, and use a new site until the first site has
healed. Replace the infusion set if the tape



if the soft cannula
~rtially dislodged from the

.nfusion set every 48-72 hours
(0 Centers for Disease Control
s, or per your healthcare
“sional’s instructions.
I reinsert the introducer needle into the
ion set. Re-insertion may cause tearing
le soft cannula, which may result in
~Nictable medication flow.
3 prime the set or attempt to free a
ged line while the set is inserted. You may
ientally inject too much medication,
not put disinfectants, perfumes, or
Jorants on the infusion set as these may
~the integrity of the set.

Kbe of the infusion set and introducer

die safely, in a sharps container, after a

lieuse. Do not clean or re-sterilize.

; device is sterile and non-pyrogenic

«s the package has been opened or

laged.

not use if the package has been opened

lamaged. (For TruCare users, do not use

infusion set if the tubing connector needle
,been damaged.)

re infusion sets in a cool, dry place. Do not
Neinfusion sets in direct sunlight or inside
ehtcle.

5 aseptic techniques when temporarily
connecting the set and consult your
althcare provider on how to compensate
missed medication when disconnected,
infusing insulin, and your blood glucose
‘el becomes unexplainably high, or an
elusion alarm occurs, check for clogs
d/or leaks.

in doubt, change the infusion set because
Bsoft cannula may be dislodged, crimped
id/or partially clogged. Should any of these
oblems arise, make a plan with your
jalthcare professional for rapidly replacing
sulin. Test your blood glucose level to make
jre the problem is corrected.

Infusing insulin, do not change the infusion
3tjust before bedtime unless you can check
our blood glucose 1-3 hours after insertion.
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Reuse of the infusion set may cause damage to
the cannula/needle and lead to infection, site
irritation, and/or inaccurate medication delivery.

Transport
Transportation should be conducted in
accordance with the contract which two

sides agreed with.

storage

The infusion set should be stored in the room
with less than 80% relative humidity,
non-corrosive gases and well-ventilated,
and the products should be fully protected.

Operating Condition
Temperature: SCMOC; Humidity: 20%"'80%:;
Barometric Pressure: 50kPa'106kPa

Validity

On the condition that comply with the
requirements of the storage and
transportation, sterilized reservoir packing is
valid for two years.

Warranty

Wuxi Apex Medical Co., Ltd. warrants its
infusion sets and reservoir against defects in
materials and workmanship for the period up to
3 days after the individual reservoir/infusion
set sterile packaging has been opened, not to
exceed 6 months from date of shipment of the
infusion set or reservoir to the end user (the
“Warranty Period”).

During the Warranty Period, Wuxi Apex
Medical Co., Ltd. will replace any defective
reservoir or infusion set, subject to the
conditions and exclusions stated herein.

This warranty is valid only if the Wuxi Apex
Medical Co., Ltd. Infusion sets and reservoir
are used in accordance with the Instruction for
Use. This warranty will not apply:

If the infusion set or reservoir has been used
for more than a single-time use by a single
end-user:

If damage results during the improper opening
of the sterile package not in conformance with
the procedures outlined in the Instruction for
Use;

If damage results  from changes or
modifications made to the infusion set or
reservoir by the user or third persons after the
date of manufacture:

If damage results from service or repairs



to any part of the infusion sets or Symbols

y any person or entity other than the - Corformite europeenne (European Conformity).
Jrer; V. U#T  This symbal means that the device fully conplies
nage results from a Force Majeure or with European Directive 93/42/EEC.
vent beyond the control of the
Lirer; or X Caution: Consult Accompanying Documents

je results from negligence or improper
uding but not limited to improper storage [sterite €8l  Sterilization: Ethylene-Oxide Gas
cal abuse such as dropping or otherwise,
arranty shall be personal to the original > Use by
ser. Any sale, rental or other transfer or
" the product covered by this warranty to or
ser other than the original purchaser shall
;this warranty to immediately terminate,
remedies provided for in this warranty are
xclusive remedies available for any breach
of. Neither Apex Medical nor its supplier or
ibutors shall be liable for any incidental, tonly
iequental, or special damage of any nature
ind caused by or arising out of defect in the
Juct. All other warranties express or implied
excluded, Including the warranties of
chantability and fitness for a particular

x)se. .
QTY  Quantity

(2) Do Not Reuse
sref Reference Nurmber
LOT Lot Nurmber

Caution: U. S. federal law restricts this device
to sale by or on the order of a physician.

w 1 Manufacturer

cro Date of Manufacture

CATNO. Catalog Nurmber

dApex Medical Co., Ltd. ECIRff  Representative in European Union

:Suite 601,5Bld,No.7Changjiang
d High Tech.Area, Wuxi, Jiangsu,
0214028

+86-510-80100606
:+86-510-80100505
v.apexdiabetes.com

C rReP
mghai International Holding @)197

ip. GmbH (Europe)

d Eiffestrasse 80, 20537 I"Only
mburg, Germany

+49-40-2513175

~resentative in Russia

iamama, LLC, address; 121471, Moscow,
obinovaya Str., 4?, bldg. 2

i:+7 (495) 978-78-17

*mail: info(®dia-ma.ru
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CBMAOETEJIBCTBO

CCPIT
(KuTtaiickan Komuccnsa Cogenictensa MexayHapoaHoi Toprosrie)

Kutaiickas Komuccus Cogeiictemst MexxayHapogHoi Toprosne siBnseTcs Manartoi
MeXayHapoaHol Toproenn Kutas
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[Ha 6naHke KuTailickoin Komuccum CopeiicTBus Mexk fyHapofHoit Toprosne]

KuTanckas Komuccua CogeiictBua MesimyHapogHo Toprosrie
ManaTta MesnyHapogHoW Toprosin Kutas

CBUOETENBCTBO
Ne 153202B0/00547
HACTOAWWMM CBUAETENBCTBYETCA, uto nedatb OO0 «YCW ATEKC

MEOVKAN KO.» Ha npunaraemoni MHCTPYKUNM HO SKCMNYATAUUMWN asnsetcs
NOL/IMHHOMN.

KuTalickaa Komuccus Copgeincteua Mex;lyHapoaHoin Toprosse

[MeyaThs:
KuTtalickas Komuccus Cogeiictemst MexayHapogHoin Toprosne]

Moanuch YNONHOMOYEHHOIO NMLA: /noanucs/
LLsHb Caoxya
(Oata: 24 mapta 2015 roga)
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HHCcTpyKIH 0 3KCTUTYATAURH

Crepunsustit HHdYIHONELIL Habop 28 OAHOKPATHOTO MPHMEHEHHSA
Moneas: EASY SET-I

000 «¥Yen Aneke Meauxan Ko.»

[[Tevams OO0 «Yeu Anexc Meourar Ko.»)
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«Anekc Meaunkan» U3m Cet (Easy Set)
CTepunbHbIii MH(Y3MOHHbI HAOOP ANA OJHOKPATHOrO NPUMEHEHNS

Mogenb: EASY SET-I

O6patutecb K VIHCTpyKUMM MO 3KCMayaTaumMu MOMMblI M pe3epByapa N4 MNOJyYeHus
MH(opMaLmMm 06 YCTaHOBKE 1 3aro/IHEHUM.

1 i M | 1

1 0 ~ It-rv- -

MHCTpyKUMA Mo sKcnnyaTauum

OnuncaHKe ycTpoiicTBa

VH(y3noHHbIM Habop M3n CeT (Easy Set) npegHasHauyeH Ans MCMO/Mb30BAHUA B COYETaHWUU C
M} CyNMHOBO NOMMOW ANt HEMPEPLIBHOIO BMPbICKMBAHWNA MHCYNMHA C 3apaHee YCTaHOB/IEHHOM
N U3MEHSIOLENCA CKOPOCTbIO NS KOMMEHcauuy caxapHoro Amabeta y WHCYNMHO3aBUCUMbIX
nawuneHTOoB.

VHpy3noHHbIN Habop W3n Cet (Easy Set) npeactaBnsieT co60iM cUCTEMY, MPOKCUMaibHbIN
KOHeL, KOTOpPOW COeAMHSIETCS C pe3epByapoM C /IeKapCTBEHHbIM NpenapaTom. PacronoXeHHbIR
Ha AUCTa/lbHOM KOHLE CUCTEMbl KaTeTep BBOAUTCS MOAKOXHO. Momna HanonHAeT pesepsyap, U
WHCYNMH MOCTYNaeT B WH(Y3MOHHbIA Habop. WHCYNMH MOCTynaeT B 4YeNOBEYECKOE Teno
MOAKOXHO Yepe3 NHPY3NOHHYIO CUCTEMY.

[Noka3aHusa K NPUMEHEHNIO

STOT NpPoAyKT npefHa3HaueH 15 NOAKOXHON MHKY3UM NeKapCTBEHHbIX MPenapaToB, BK/KOYas
VIHCY/IMH, 13 NH(Y3MOHHO NOMIbI.

lNMpoTmBONOKasaHuA
CTepunn3oBaHHble MH(Y3MOHHbIE HAOOPbI OAHOKPATHOrO NPUMEHEHUA npeAHasHayeHbl TOMbKO

ONs NOAKOXHOrO BBEAEHWUS, He [ANs BHYTPUBEHHOW WHAY3UU WAM MHAQY3UM KPOBU WK
MpenapaToB KPoBMW.

B03MOXXHble 0CNOXKHEHUSA

NHeKUWs, anneprmyeckas peakuysi Ha HEPXKABEIOLLYH CTaib WM TedioH, KpPoBOTEUEHMe,
OKK/03US UINbl, MOAKOXHAs remaToma, NosIoMKa Ur/bl.
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du3nyecKme CBOICTRA
NHy3MOHHBI HaBop: WUrNa 13 HepXKaBetoLLein cTanm -1 WT.. MarucTpanbHas Tpy6oKa - 1LL.
YNaKoBKa: NaacTMKOBbIV TSP, MeanLmMHCKas Gymara.

MeTog cTepunmn3aLnn: aTUNeHOKCHA
Copgepxxnmoe Habopa: 10 wrT. B KOPOOKe

CoBMECTUMbIe MOMIbI

VHY3MOHHBIA Habop A0/MKEH MCNONb30BaTbCs C MHCYNMHOBONW nomnoi Tpy Kea (TruCare)
(nponsBofcTBa KomnaHum «Anekc Meamkan» (Apex Medical)). Pow Akky-Yek A-TPOH nntoc
(Roche Accu-Check D-TRON Plus), Pow Akky-Yek Cnnput (Roche Accu-Check Spirit) n Powu
AkKy-Yek Komb6o (Roche Accu-Check Combo) (nponssoactea komnaHun «Polwu» (Roche)).

Cneuymndukaymsa
KopoBblin Homep [nvHa katetepa O6was gnlla Tpy6Kn
ES106050 MM 50cm
ESI 06061 6MM 60cm
ES106100 MM 100cm
ES106111 6MM 110cm
ESI 09050 9vm 50cm
ES109061 9vm 60cm
ES109100 9mMm 100cm
ES109111 OMm 110cm
PucyHku
1
A
1 CoeanHNTENbHbIN pa3bem
2 Tpy6bka
3 OTtpenutens
4 MecTo coeanHEHUS C UrNONA
5 Mrna n3 HepxxaBeroLLein cTanm

Cpok xpaHeHus: 2 roga
Yxop: XpaHuUTb BAAAN OT MPAMbIX CONTHEUHbIX Ny4eit
Bpema akcnnyatayun: Makc. 72 yaca

YT1ununsauunsa
YTUnunsnpyiite B COOTBETCTBUM C MECTHLIM 3aKOHOLATE/IbCTBOM.

MpeaynpexaeHus

HenpaBunbHasi NocTaHOBKAa WHY3MOHHOW CUCTEMbI M yXOA 32 MECTOM WH(Yy3uM MoryT
MPUBECTM K HEMPaBU/IbHOMY BBEAEHUIO JIEKAPCTBEHHOrO Npenaparta, WH(eKUMn wn/mnm
pa3ApaKeHNI0 MecTa UHAY3uK.

Mepep BBEAEHWEM CUCTEMbI OUUCTUTE MECTO BBEAEHMS M30MPOMNIOBLIM CIIMPTOM.

[MNepen NOCTAHOBKOM MH(Y3MOHHOr0 Habopa CHUMUTE 3aLLMTHbIV KOMNAYoK C UMb,
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Ecnv Bbl BrepBble WCMOMb3yeTe AaHHYH WHMY3MOHHYHO CUCTEMY, BbIMOSMHUTE BBEAEHVE B
MPUCYTCTBMM BaLLIEro /IevaLlero Bpava.

He ocTaBnsinTe B MH(Y3MOHHOM Habope BO3a4yX. [MONHOCTLIO 3aroHUTE CUCTEMY.

Uacto nposepsiiTe cuctemy, 4tobbl Y6eauTsCs, YTO MArkas KaHions 3aukcrpoBaHa Ha MecTe,
MOCKO/IbKY MPU ee BbIAEeprBaHnUmM Bbl MOXETE He NOYyBCTBOBaTb 60/1M. MArkas KaHins LO/MKHA
BCerfia ObITb BBEeHa NOMHOCTbLIO [/1 MOMYYeHUs MOMHON [03bl NEKAPCTBEHHOMO Npenapara.
Ecnm B MecTe BBefleHV BO3HUKAET BOCMasieHWe, 3aMeHUTe MHQY3MOHHBIA Habop 1 BBEAUTe B
Apyroe MecTo, NoKa He 3aXXVBET BOCMa/IeHHOe.

Ecrv dmkempyrowas nvnkas fieHTa ocnabna unM MArkasg KaHrss MosHOCTb0 WM YaCTUYHO
OTOLLTa OT KOXW, 3aMEHUTE MH(Y3NOHHBIV Habop.

MeHsiiTe MH(Y3NOHHBIA Habop Kaxable 48-72 4. B COOTBETCTBMMU C yKaszaHusAMM LleHTpa no
KOHTPO/O Haz 3a060N1eBaHMAMY UM MHCTPYKLMAMW BaLLIEro flevallero paya.

He BCTaBnaiiTe NOBTOPHO MPOBOAHWKOBYHK UMY B MH(Y3WMOHHbLIN Habop. MoBTOpHas BCTaBKa
MOXXET MOPBaTh MArKYH KaHIO/IO, YTO. B CBOIO OYepefb, MOXET MPUBECTU K HEMpeLCcKasyeMomy
[031POBAHNIO MeUKaMEHTa.

Hukorga He 3anofnHANTE CUCTEMY W He MblTalTeCb OYUCTUTL 3abUTYHO TPYOKY, ecu
MH(Y3MOHHAsA CUCTEMa HaxoauTcs B Tese. Bbl MOXeTe cny4yaiiHO BMPbICHYTb CAULIKOM MHOMO
neKapcTBea.

He knaguTe fesvHMUUMPYIOLLME CPeACTBa, AYXWU WIN Ae3040PaHT Ha CUCTEMY, MOCKO/IbKY OHU
MOTYT MOB/UATL Ha ee LieN0CTHOCTb.

YTUnmsunpyiTe WH(Y3NOHHbIA Habop WM NPOBOAHWKOBYK Wrfy 6e30nacHbIM Croco6om, B
KOHTeliHep A/ WrA, MNocfe OAHOKPaTHOro MpUMEHeHWs. He MONTe W He CTepunusyinte
MCNOMb30BaHHbIN Habop.

[laHHOe YCTpOWCTBO CTEPUSIBHO W anuvporeHHo NPy YCMOBUM COXPaHEHWS LeIOCTHOCTU
YMaKoBKW.

He ncnonb3yinTe yCTPOCTBO NpY MOBPEXAEHUM WM BCKPLITUX YNAaKOBKN (415 MONb30BaTe el
nHcynuHoBor nomnbl Tpy Kea (TwCare): He uUCNOMb3yiTe WHQY3MOHHBLIA KOMMNEKT npu
MOBPEXAEHUN UT/bl COEANHUTENBHOIO pasbemMa.

Xpartiwite Habop 4ns MH(Y3UM B NPOX/IaLHOM CyXOM MecTe. He ocTasnaiite ero noj npsiMbimMu
COJTHEYHBIMW ly4aMun UK B MALLIMHE.

Mpn  BpeMEHHOM  OTCOeAMHEHWW Habopa WCMOMb3yinTe  acenTUYecKMe  MeToAbl U
MPOKOHCYNIbTUPYMTECH C BaLUMM fleYalliM BpayoM Mo BOMPOCY KOMMEHcaumMm NponyLLeHHOM Ha
BpeMs O0TCOeAMHEHUS UHBEKLMN.

Ecnn npu vHdy3uMmM MHCYNMHa YPOBEHb TIHOKO3bl B KPOBW CTAHOBUTCA HEOOBACHUMO BbICOKMM,
WM NPU Ha/IMuMM CUrHana OKK/IHO3WKW, MPOBEPbTE CUCTEMY Ha HanMyve 3acopoB W/wnu
MPOTEYEK.

Mpy HaNMUYMN COMHEHWI, 3aMeHUTE WHQY3MOHHBIA Habop, MOCKONbKY MArKas KaHH/s MOXET
ObITb CMeLLeHa, 3axaTa W/unyM 4acTUYHO 3akynopeHa. [py Hanmuum no6oin 13 sTux nNpobnem
COCTaBbTe C BalUMM flevalliM BpavyoMm MaH no ObICTPOI 3aMeHe MHCYNHA. MpoBepbTE YPOBEHD
I/IOKO3bl B KPOBW, YTOObI Y6eanTLCA, 4TO Npobsiema ycTpaHeHa.

Mpy MHY3UKM MHCYNIMHA He MeHATE UH(Y3NOHHBIA HAO0P HEMoCpPeCTBEHHO Nepes CHOM, eC/u
Bbl HE CMOXXETe MPOBEPUTL YPOBEHB I/1HOKO3bl B KPOBM B TeyeHUe 1-3 4yacoB nocsie BBeeHMS.
[MOBTOpPHOE WCNONb30BaHWE WH(Y3VOHHOMO Habopa MOXET MOBPeAUTb KaHM/UMIy ©
MPUBECTU K BO3HWKHOBEHWUIO WH(EKUUM, MECTHOMY pa3fpaXKeHuto W/wunu HeBepHOMY
[031POBaHMIO Mpenapara.

TpaHcnopTUpoBKa
TpaHCNOPTUPOBKA OCYLLECTB/SETCS B COOTBETCTBMM C KOHTPAKTOM, COr/acoBaHHLIM [ABYMS
CTOPOHAMM.

XpaHeHue

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



XpaHute Habop AN19 WMHQY3UM NPU KOMHATHOM TemrepaType M OTHOCUTE/IbHOW BNXXHOCTM
meHee 80%. B XOPOHKO NMPOBETPMBAEMOM MOMELLLEHMM, B KOTOPOM OTCYTCTBYHOT KOPPO3MOHHbIe
rasbl. V13genve AOMKHO HAXOAUTLCA NOA NOMHON 3aLLUTONA.

Ycnosus akcnayaTauum

Temnepatypa: 5~40°C

BnaxHocTb: 20-80%

bapomeTpuyeckoe gasneHne: 50-106 Klla

Cpok rogHocTtu
npu ycnoBun cob6ntof4eHNs TPeboBaHWn XpaHeHWs W TPaHCMOPTUPOBKU CTepUIN30BaHHas
yMNaKoBKa rofjHa B Te4eHue 4ByX feT.

"apaHTNA Npoun3BOANTENA

000 «ycu Anekc Meamkan Ko.» (Wuxi Apex Medical Co., Ltd.») rapaHTupyeT OTCyTCTBUE
[eheKToB MaTepraioB M KayecTBa W3rOTOBNEHUS WHMY3MOHHOTO Habopa W pesepsByapa B
TeueHne nepuoga 3 (TpW) AHA NOCNe BCKPbITUS CTEPUIBbHON WHAWBUAYASbHOW YNaKoBKM
pesepByapa/KoMnfekTa. M He 6onee 6 (WecTn) MecsAueB C AaTbl MOCTaBKM KOHEYHOMY
notpebuTento (panee MapaHTUIAHBIA Nepuog).

B TeueHne [apaHTuiiHOro nepuoga OOO «Ycu Anekc Meaukan Ko.» 3amMeHUT Ae(heKTHbI
MH(Y3MOHHBLIN Habop WM pe3epByap, B COOTBETCTBUM C YCNOBUAMW W UCK/IHOUEHUAMM,
N3NOXEHHBIMU HUXKeE.

[aHHaa rapaHTVs [LeicTBUTeNbHA TOMBKO B Clyyae WCMOMb30BaHWs Habopa U pesepByapa B
COOTBETCTBUM C VIHCTPYKUMAMM MO 3Kcniyataumn. [aHHasa rapaHTus He NpUMeHSETCS:

Ecnm MHAY3MOHHBLIA Habop WM pesepByap WCNoMb3oBasica 60/see OAHOMO pasa  OfHWM
KOHEYHbIM NOTPebuTesnem.

Ecnn nospexzaeHve nponsoLL1o BO BPeMs HENpasu/IbHOro BCKPbITUS CTEPUIbHON YNakoBKK, He
COOTBETCTBYHOLLEr0 NpoLieaypam, onmcaHHbIM B VIHCTPYKLMKX MO 3KCMIyaTauum.

Ecnn noBpexxaeHune cTasio pesy/ibTaToM U3MEHEHWIn Ui MoanuKaumin Habopa unm pesepsyapa
rnosib30BaTesIeM UM TPETbUMM NNLLAMW MOC/IEe AaTbl N3rOTOB/IEHUS.

Ecnn nospexxaeHve cTano pesynbTaToM CEPBUCHOIO 06CNY)XMBaHWA UM PEMOHTA /OO0 YacTu
MH(Y3MOHHOrO Habopa WM pe3epByapa, BbIMOIHEHHOTO (U3MYECKUM WU OPUAUYECKUM
NNLLOM, OT/IMYHLIM OT NPOU3BOAUTENA.

Ecnm nopya npowsowna B pesynbTare (HOPC-MaXOpPHbIX 0BCTOATENBCTB WM APYTrUX COObITUI
BHE KOHTPO/A MPOU3BOAMTENA.

Ecnv nopya siBunacb CneAcTBveM HeBPeXHOCTU WM HenpaBWIbHOIO WCMO/b30BaHWS, B TOM
ymncrie, HO He TOMbKO, HEMPaBWU/IbHOMO XPaHeHWs UM (U3NYECKOTO BO3LENCTBMSA, Harpumep,
nafieHus n np.

[aHHaa rapaHTUs SBISIETCA MNEPCOHa/IbHOW AN MepBOHaYanbHOro nokynatens. Jliobas
npofaxa, apeHga WM pJpyras nepefada WM UCMONb30BaHWE MPOAYKTa, Ha KOTOPbI
pacnpocTpaHAeTcA AaHHad rapaHTus, Mo/b30BaTet0 WM MO/b30BATeNIEM, WHbIM, YeM
nepBOHaYa/IbHbIV NOKYNaTe/lb, aHHYNUPYeT AaHHYHO rapaHTULo.

JleyebHble CpefAcTBa, OrOBOPEHHble B AAaHHOW rapaHTUW, SABMASKOTCA  3KCK/THO3MBHBIMM
CpeAcTBamMK, B KOTOPbIX BO3MOXHbI nospexzeHns. Hu OO0 «Ycu Anekc Megukan Ko.», HU
ero MocTaBLUMK WM AUCTPUOLIOTOPbI HE HEeCcyT OTBETCTBEHHOCTW 3a NHOOONM Cly4aiHbIN,
KOCBEHHbI UM (PaKTUYECKWIl yuepb N60ro BMAa WM poja, BbI3BAHHbLIA WM BO3HUKLUWI
BCMeACTBME feekTa npodykTta. Bce npouve rapaHTMW, SBHble WKW MOAPasyMeBaeMble,
MCKNOYAtOTCH, BKNKOYAA rapaHTMM TOBAPHON MPUrOAHOCTM U MPUrOAHOCTU ANS UCMNOJb30BaHUA
Mo Ha3HaYeHwIo.
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000 «¥cu Anek'c Menukan Ko.»

Appec: Kwutai. 214028. npos. Lusncy. ropog Ycwu. PaliOH BbICOKUX TEXHONOTUA, Y.
Yanrpkaur. 7. ctpoeHue 5. ogmnc 601

Ten: +86-010-80100606

Paxc: -"86-510-80100505

www.apexdiabeies.com

\L W]
«Ilaiixaii Mutcptwnn XongnHr Kopm. M'me6X» (EBpona)

Appec; JligdeLurpacce 80. 20537. Mambypr. NepmaHus
Ten.;-"49-40-2513175

lMpeneranntcnbcTBO B Poccun

000 <M\vamama». agpec; 121471. Mocksa
yn. PsibuHoBas. 43. cTp. 2

Ten. +1 (495) 978-78-17

an. noyta info@dia-ma.ru

Chry
only
Cnmso.n.
EBponeickoe cOOTBETCTBUE
v STOT CMMBOM 03HaYaeT, 4TO YCTPOMCTBO MOMHOCTbK) COOTBETCTBYET
Ounpektuee 'C 93'42."T.EC
BHumaHue; ObpaTuTech K CONPOBOAUTENIbHBIM AOKYMEHTaM
BEEV B CTrepunusauns:ras aTuneHokeua,
Vicnonb3oBatb o
T
9 Ve ncnonb3oBaTb NOBTOPHO
REF Kopgosblin HONIGp
10J Homep napTum
only MpepynpexaneHve. depepanbHoe 3akoHogaTensCcTBo (CLLUA) paspeluaer
NPOA&XY JIAHHOr-> YCTPOMCTBA TONbKO MEAMLMHCKMAM CreuumLLcTaM win no
X 3aKas%o.
MponssoauTenb
[Jata npon3soacTsa
QTY Konnuectso
CAT NO. Homep no katant>
eC'IBEP MpcacTaBine.tb s EC
/nognucob

[MeyaTs OO0 <'Yeu Ancyc .\fefiuKai Ab>j
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MepeBOA AAaHHOIO TeKcTa C aHFNMIACKOIO U KW T alCKoro si3blIKOB Ha PYCCKWNI A3bIK bleyyaH.f
nepesofguYnkom BapaHoBbiM Kwupunnom FeoprueBmyam. TpeboBaHUs K TeKCTY nepesoja
(MaKcMmManbHas TO4YYCTDb, FPCCYHOTHOE U3/TOXKEHME) MHEe PAa3bSICHEHDI.

MpuHumal Ha cebs NNYHYKO OTBETCTBEHHOCTb 3a BEPHOCTDb BbIMO/IHEHHbLIX MHOKO MNeEpeBC

Nopog MockBa.

Bocbmoro mad fgBe ThicAYM NATHaALATOro rojga.

A, MenewunH AnekcaHpap Bopucosny, HOTapuyc ropoga Moc
CBUAETEeNbCTBYH MOA/NMHHOCTb nognucu, cLenaHHom nepesoau
BapaHoBbIM  Kupun*T.0oM [eoprnuesnyem B MOeNnx npucyTcn.suu. JimyHocr/b
YyCTaHOBNTLW.

3aperucTtpupoBaHo B peecT pe 3a N
B3bickaHOo no Tapuc”y: 100 py6.
HoTapwuyc

lopon, Mockea 12 MAA 201S

R IKipHtKOMCiiTUHi BrifluMipoiHi, 4p*1eviHo MowHsHoLLaHOGS3aIoCTH Holapuyc* copom

Vom»1M nm M »ALCCT™  BepHOCTL3TONKOLL CTVBHAKOM ' L1’\‘y|_/ Ortar \
VIKyMHH- 8 W BM UK (H0/4BCIOK, MPT*COK, MUEPKUYTBD €10»« HHbK VMTOMPEHHBIX ‘ s
IOCcpWBKi*  «MH-Na(00C08LMHOCT|iA He. L O CKprlfGl 10
HOIO, AMY, OOMTUBILIEMYCS M COBPLUBIAEM MMOPMMLHOTO AEACTNSA, PasbACHEHO, o _n |
4T0 MPA MAWNALCUOB3HSAH I0PHOETA KOMHA OKYLIEUTB HE MOTIEPKLIAETCA 3aKOHHOCTL v r NblC100.
COBEPXBHHS JIOKYMEKTB ¥ 00OTUTCTBHB 3MXKBHHBIX B HEM (DLIO3 BEIACTUTENBHOCTS. /
3epBnKT pkpmMw | peectpem N e
HOX Ty A
‘Lwe”»'/ce
"0
>
Yy Bcero npowHypoBaHo,
)(_I Ve NMPOHYMEPOBAHO M CKPEN/eHO
T e ncyarb-.0 NINCTOB.

/IIUic o
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KOMNums

CERTIFICATE

AC
China Council for the Promotion of International Trade is China Chamber of International Commerce
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China Council for the Promotion of International Trade
China Chamber of International Commerce

CERTIFICATE
~iS, No 153202B0/00550

Ep*sa*.

THIS 1S TO CERTIFY:The seal of WUXI APEX MEDICAL
CO.,LTD on the annexed INSTRUCTION FOR USE is
genuine.

China Council
of Intern

Authorized

- SHEN XIAOHUA
Signature

gffi: 2015 ~F037240
(Date: MAR. 24,2015)
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Instruction for Use

Sterilized Infusion Set for Single Use
Model:FAST SET-I

Wuxi Apex Medical Co., Ltd.
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Fast Set

Sterilized Infusion Set for Single Use

IX ' T B ED
L r Model:FAST SET-1 -

Refer to pump and reservoir user guides for Installation and priming.

Disconnecting Reconnecting
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i"Apex Medical

A "Click"



or Use

le Device
device Fast Set infusioin set is
using in combination with the insulin
continual injection of insulin with the
iOiished and changing speed for the
lent of diabetes mellitus for insulin requiring
ais

kie Fast Set infusion set is an Infusion system, the
padind end of which is connecting to the
lesenvair with the medicinal product. Located at
fiedistal end of the system of permanent catheter
isintroduced subcutaneously. The motor drive to
pehthe reservor, so that insulin will flow into the
lifuidon set. The insulin will be delivered to the
jfiuren body subcutaneously through the infusion

|t

| Indications for use

, THs product is indicated for the subcutaneous
inftdion of medication, including insulin, from an
infusion pump.

Contraindications

Sterilized infusion sets for single use are indicated
farsubcutaneous use only and not for intravenous
(V) infusion or the infusion of blood or blood

products.

Contraindications

Sterilized infusion sets for single use are indicated
farsubcutaneous use only and not for intravenous
(VM infusion or the infusion of blood or blood
products.

Physical Properties
Infusion set: stainless steel
multiple tubing-1 pc
Package; plastic casing, dialyzing paper.

needle-1 pc,

Sterilization Medthod; ethylene oxide
Content of the set; 10pcs/box

Compatible Pumps

The infusion set should be used with TruCare
insulin pump (produced by Apex Medical),
Minimed Paradigm MMT-712, Minimed Paradigm
MMT-722, Minimed Paradigm REAL-TIME
MMT-722, Minimed Paradigm VEO MMT-754
(produced by Medtronic)
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Specification

Reference Number Catheter Length  Total Tubing Lenqgth

FS106050 6mm 50cm
FS106061 6mm 60cm
FS106100 6mm 100cm
FS106111 6mm 110cm
FS109050 9mm 50cm
FS109061 9mm 60cm
FS109100 9mm 100cm
FS109111 9mm 110cm
Drawings

iC)

{?

1-Connector; 2-Tubing; 4-Hub;

5-Stainless Steel Needle

3-Separator;

Shelf Life: 2 years

Handling; Keep the
direct sunlight

product away from

Usage time; Max. 72 Hours

Disposal
Dispose in
regulation

accordance with local

Warnings

Inaccurate medication delivery, Infection and/or
site irritation may result from improper insertion
and maintenance of the infusion site.

Before Insertion, clean the insertion site with
isopropyl alcohol.

Remove the needle guard before inserting the
infusion set.

If using this infusion set for the first time, do the
first set-up in the presence of your healthcare
professional.

Do not leave air in the infusion set. Prime
completely.

Check frequently to make sure the soft cannula
remains firmly in place as you may not feel pain if
it pulls out. The soft cannula must always be
completely inserted to receive the full amount of
medication.

If the infusion site becomes inflamed, replace the
set, and use a new site until the first site has
healed. Replace the infusion set if the tape



or if the soft cannula
( partially dislodged from the

j infusion set every 48-72 hours
i to Centers for Disease Control
(es, or per your healthcare
ssional’s instructions,
not reinsert the introducer needle into the
byfusion set. Re-insertion may cause tearing
of the soft cannula, which may result In
unpredictable medication flow.
Never prime the set or attempt to free a
dogged line while the set is inserted. You may
accidentally inject too much medication.
Do not put disinfectants, perfumes, or
deodorants on the infusion set as these may
dfect the integrity of the set.
Dispose of the infusion set and introducer
needle safely, in a sharps container, after a
single use. Do not clean or re-sterilize.
This device is sterile and non-pyrogenic
unless the package has been opened or
damaged.
Do not use if the package has been opened
adamaged. (ForTruCare users, do not use
tre infusion set if the tubing connector needle
hes been damaged.)
Store infusion sets in a cool, dry place. Do not
leave infusion sets in direct sunlight or inside
avehicle.
Use aseptic techniques when temporarily
disconnecting the set and consult your
healthcare provider on how to compensate
for missed medication when disconnected.
If infusing insulin, and your blood glucose
level becomes unexplainably high, or an
occlusion alarm occurs, check for clogs
and/or leaks.
If in doubt, change the infusion set because
the soft cannula may be dislodged, crimped
and/or partially clogged. Should any of these
problems arise, make a plan with your
healthcare professional for rapidly replacing
insulin. Test your blood glucose level to make
sure the problem is corrected.
If infusing insulin, do not change the infusion
set just before bedtime unless you can check
your blood glucose 1-3 hours after insertion.
Reuse of the infusion set may cause damage
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to the cannula/needle and lead to infection, site
irritation, and/or inaccurate medication delivery.

Transport

Transportation should be
accordance with the contract
sides agreed with.

conducted in
which two

Storage

The infusion set should be stored in the room
with less than 80% relative humidity,
non-corrosive gases and well-ventilated,
and the products should be fully protected.

Operating Condition
Temperature: 5C-40C; Humidity: 20%~80%;
Barometric Pressure: 60kPa”"tO6kPa

Validity

On the condition that comply with the
requirements of the storage and
transportation, sterilized reservoir packing is
valid for two years.

Warranty

Wuxi Apex Medical Co., Ltd. warrants its
infusion sets and reservoir against defects in
materials and workmanship for the period up to
3 days after the individual reservoir/infusion
set sterile packaging has been opened, not to
exceed 6 months from date of shipment of the
infusion set or reservoir to the end user (the
“Warranty Period”).

During the Warranty Period, Wuxi Apex
Medical Co., Ltd. will replace any defective
reservoir or infusion set, subject to the
conditions and exclusions stated herein.

This warranty is valid only if the Wuxi Apex
Medical Co., Ltd. Infusion sets and reservoir
are used in accordance with the Instruction for
Use. This warranty will not apply:

If the infusion set or reservoir has been used
for more than a single-time use by a single
end-user;

If damage results during the improper opening
of the sterile package not in conformance with
the procedures outlined in the Instruction for
Use;

If damage results from changes or
modifications made to the infusion set or
reservoir by the user or third persons after the
date of manufacture;

If damage results from service or repairs
performed to any part of the infusion sets or



>rson or entity other than the

.esults from a Force Majeure or
beyond the control of the
rr. or
| results from negligence or improper
eluding but not limited to improper
|B or physical abuse such as dropping or
mfwise.
JSwarranty shall be personal to the original
~rchaser. Any sale, rental or other transfer or
weof the product covered by this warranty to
abya user other than the original purchaser
ddl cause this warranty to immediately
terminate.

Thsremedies provided for in this warranty are
tte exclusive remedies available for any
breach hereof. Neither Apex Medical nor its
supplier or distributors shall be liable for any
incidental, consequental, or special damage of
ay nature or kind caused by or arising out of
defet in the product. Ail other warranties
exress or implied are excluded, including the
warranties of merchantability and fitness for a

particular purpose.

Ififuxi Apex Medical Co., Ltd.

Add; Suite 601,5BId,No.7Changjiang
Roed, High Tech.Area, Wuxi, Jiangsu,
China 214028

Td: +86-510-80100606

Fax +86-510-80100505
www.apexdiabetes.com

EC REP

Shanghai International Holding
Cop. GmbH (Europe)
Add: Eiffestrasse 80, 20537
Hamburg, Germany
Te: +49-40-2513175

AOnly

Representative in Russia

Diamama, LLC, address: 121471, Moscow.
R/abinovaya Str., 43, bldg. 2

Tel.;+7 (495) 978-78-17

E-mail: info@dia-ma.ru
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Symbols

JSTEMLEED]

REF

LOT

(Only

iid

QTY

CAT NO.

W U

Conformite europeenne (European Conformity).
This symbol means that the device fully complies
with European Directive 93/42/EEC.

Caution: Consult Accompanying Documents
sterilization: Ethylene-Oxide Gas

Use by

Do Not Reuse

Reference Number

Lot Number

Caution; U. S. federal law restricts this device
to sale by or on the order of a physician.

Manufacturer

Date of Manufacture

Quantity
RATA

Cat|lorM*bfe7 m™"

Re’resentatiye in Europfat®gion

<



{MepeBog C aHTAMNCKOTO0 N KNT aliCKOr0 A3blKOB Ha PYCCKUI A3bIK}

CBUOETENBCTBO

CCPIT
(KuTalickaa Komucecusa Copeincteua MexayHapoaHo Toprosrie)

Kutaiickas Komuccnsa Cogeictens MexayHapoaHow Toprosne siensetca MNanatoi
MeXayHapoaHoin Toproenn Kutas
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[Ha 6nanke KuTaiickoih Komuccum CopgeiticTBus Medk ayHapoaHoii Toproene]

KuTaiickas Komuceus Cogeincteusa MexxayHapoaHon Toprosre
ManaTta mexxayHapoaHon Toproenn Kutas

CBUOKTEJ/IbCTBO
v 153202B0/00550
HACTOAWMM CBUAETE/ILCTBYETCHA, uto neyatb OOO «YCW ATlEKC

MEAMKANT KO.» Ha npunaraemoi MHCTPYKUMW HO 3KCIMNYATAUWWN sasnsetcs
MO/ IMHHOWA.

KuTaiickas Komucens Cogeinctens MexayHapoaHoii Toprosre

[MevaTsb:
KuTalickas Komucensa Copeiicteusi MexayHapoaHoi Toprosne]

Mognuck ynosHOMOYEHHOr o NnLa: /nognuce/
LLIsHb CAoxya
(Oara: 24 mapta 2015 roaa)
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CTepubHbIA NH(Y3NOHHBIA HAb0P AN OAHOKPATHOr0 NPUMEHEHNS
Mogenb: FAST SET-I

000 «ycu Anekc Meankan Ko.»

[MeyaTb OOO «Ycu Anekc Meguka! Ko.»]
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«Anekc Meagukan» Pact Cet (Fast Set)
CTepunbHbIA MH(Y3NOHHBIA HA60P ANS OAHOKPATHOIO NPUMEHEHNS

Mogenb: FAST SET-I

O6patTecb K WHCTPyKUMM MO 3KCnayaTauuy MOMMbl U pe3epByapa [n1sl  MOMyYeHWs
MH(OPMALIMM 06 YCTaHOBKe U 3aro/HEHUMN.

1 t
N O
p -1
5 it / i\ ; 8 4\
-1k ©2)
/ 7/ ] \
- \

MHcTpyKkuma no skcll;l) arallTiH

OnucaHwue ycTpoincTea

YCTPOINCTBO ANA WHGY3UM MHPY3MOHHbLIN Habop PacT Cet (Fast Set) npeaHasHauyeH Ans
MCNONb30BaHNSA B COYETaHUW C WHCY/IMHOBOW MOMMON A1 HENpPepbIBHOIO BMPbICKMBAHWS
MHCY/IMHA C 3apaHee YCTAHOB/IEHHON W W3MEHSIOLLENCA CKOPOCTbIO 1S KOMMeHcauum
caxapHoro auabeta y MHCY/NIMHO3aBUCUMbIX MaLWEeHTOB.

MHy3noHHbIN Habop PacT CeT (Fast Set) npeactaBnseT cO60iM CUCTEMY, NPOKCUMasIbHbIV
KOHeL, KOTOpPOW COeAMHSETCS C Pe3epByapoM C /IEKAPCTBEHHbLIM NpenapaTom. PacnonoXeHHbIN
Ha ANCTa/IbHOM KOHLIE CUCTEMbI KaTeTep BBOAMTCS MOAKOXHO. MomMna HanonHsAeT pesepsyap, U
WHCY/IMH MOCTYNaeT B WHMY3WOHHbIA Habop. VIHCYNMH MOCTynaeT B Ye/IOBEYECKOe Teno
MOLKOXHO Yepe3 MHPY3NOHHYO CUCTEMY.

lNokasaHnA K NPUMeHeHUIo

STOT NpoAyKT npeaHasHaueH Ans MOAKOXHON MHQY3MM NeKapcTBEHHbIX MPenapartoB, BK/KYas
VIHCYNVH, 13 MH(Y3MOHHO NoMnbI.

lMpoTnBONOKa3aHUA
CTepunnsoBaHHble MH(Y3MOHHbIE Habopbl O4HOKPATHOIO MPUMEHEHNS MpefHa3HaYeHbl TO/IbKO

AN NOAKOXHOTO BBEAEHWS, He [ANs BHYTPUBEHHOW WHQY3WM WM WHKY3WM KPOBU WK
rpenapaToB KpoBMu.
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dur3MYecKue CBOMCTBA
VHMY31OHHBIA HAbop: MUrna U3 HepXkaBetoLweld cTam - 1 WwT.. MarucTpaibHas Tpyoka - 1ui.
YnakoBKa: NnacTuKoBbIv QYTNsp, MeAnLMHCKas Gymara.

MeTog cTepunm3aummn: 3TUNEHOKCUA,
Copgep>xkmmoe Habopa: 10 LWT. B KOpobke

CoBMeCTMbIE NOMIMbI

VH(Y3MOHHBIA Habop AOMKEH WCMOMb30BaTbCs C MHCYyNMHOBOM nomnoi Tpy Kea (TwCare)
(npounsBoacTea KomnaHum «Anekc Megukan» (Apex Medical)), MuHumepg Mapagnrm MMT-712
(Minimed Paradigm MMT-712), MuHumepg Mapagurm MMT-722 (Minimed Paradigm MMT-
722) , MuHumeq Mapagurm Pean Taiim MMT-722 (Minimed Paradigm REAL-TIME MMT-
722), MwuHumen Tapagurm BEO MMT-754 (Minimed Paradigm VEO MMT-754)
(npon3BoacTBa KOMMaHUM «MeaTpomk» (Medtronic)).

Cneymdukaums
KofoBblIli HOMep [nviHa KateTepa O6wan giMHa Tpy6Ku

FS106050 MM 50cm
FS106061 6MM 60cm
FS106100 6MM 100cm
FS106111 MM 110cm
FS109050 9vm 50cm
FS109061 9Mm 60cm
FS109100 9vm 100cm
FS109111 9Mm 110cm

PrncyHKu

|
=4. ]

1 CoeanHUTENbHbIN pa3bem

2 Tpy6bka

3 OTtpenutens

4 MecTo CoeJMHEHMS C U0

5 rna u3 HepxxasetoLLeli cTanu

CpokK XpaHeHusa: 2 roga
Yxop: XpaHuTb BAasM OT NPAMbIX COMTHEYHbIX yYeli
Bpemsa akcnnyaTaymn: Makc. 72 yaca

YTunnsaumsa
YTUnn3mpyirite B COOTBETCTBUM C MECTHbIM 3aKOHOAATENbCTBOM.

MpefynpexaeHns

HenpaBunbHas MnOCTaHOBKA WH(MY3MOHHON CUCTEMbl U yXOf 3a MECTOM WHGY3Mn MOryT
MPUBECTM K HeMpaBWIbHOMY BBELEHWMIO JIEKAPCTBEHHOrO nMpenapara, WHMEKUMN W/vnmn
pasapakeHU0 MecTa UHMY3UN.
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lMepen BBEIEHMEM CUCTEMbI OUMCTUTE MECTO BBEAEHWSA N30NPOMNMUIOBbLIM CIUPTOM.
[Mepes NOCTaHOBKOM MH(Y3MOHHOIO Habopa CHUMMTE 3aLUMTHBIA KOMNayYoK C Ur/bl.

Ecrm Bbl BriepBble MCMOMb3yeTe AaHHYH WHMY3MOHHYKO CUCTEMY, BbIMOSHUTE BBELEHME B
MPVCYTCTBUM BaLLIErO Jlevalllero Bpaya.

He octaBnisiiTe B MH(PY3MOHHOM Habope Bo3ayX. MONHOCTLIO 3aMn0/IHUTE CUCTEMY.

Uacto npoBepsiiTe cuctemy, 4YTobbl yoeaAnUTLCS, YTO MArkas KaHw/s 3ayKcmMpoBaHa Ha MecTe,
MOCKO/IbKY MU ee BblepruBaHnv Bbl MOXKETE He Noy\BCTBOBaTbL 60/1M. MArkas KaHa Ao/kHa
BCer/ia ObITb BBEZleHa MO/IHOCTLIO A4/151 MOYyYeHUs MOHOM A03bl IEKAPCTBEHHOI O Npenapara.

Ecrm B MecTe BBeAeHWS BO3HMKaeT BOCMasieHVe, 3aMeHUTe MH(Y3MOHHBIA Habop 1 BBeauTe B
[pyroe MecTo, NMoKa He 3aKMBET BOCMa/IEHHOE.

Ecrm dmkempytowas nunkas fieHTa ocnabna uanm MsArkas KaHwis NnoaHOCTbH WM YacTUYHO
OTOLLTa OT KOXW, 3aMeHUTE NH(Y3NOHHbIN HAabop.

MeHsliTe MHY3MOHHbIN Habop Kaxable 48-72 4. B COOTBETCTBUM C YKasaHuUsMM LleHTpa no
KOHTPO/O Haf, 3a00/1eBaHUAMM UM MHCTPYKLMSMI BaLLEro sievallero spava.

He BCTaBnsiiTe NOBTOPHO MPOBOAHWKOBYHO UIY B UH(Y3WOHHBIA Habop. MoBTOpHas BCTaBKa
MOXET NOpBaTh MATKYI0 KaHHJIHO, YTO. B CBOKO OYepefb, MOXET NMPUBECTU K HernpescKasyemMomy
[031POBaHNI0 MeVKaMeHTa.

Hvkorga He 3anmoniHAWTE CUCTEMY W He MblTalTeCb OYMCTUTL 3abUTyH0 TPYyOKy, ecnu
VH(Y3MOHHAsA CUCTeMa HaxoauTcs B Tese. Bbl MOXETe C/lyyaiiHO BNPbICHYTb CAULIKOM MHOMO
NleKapcTBa.

He KnaguTe Ae3snH(UUMPYIOLLME CPeacTBa, AyXy UAKN Ae30[0paHT Ha CUCTEMY, MOCKO/IbKY OHM
MOrYT NOB/INATL Ha ee LIeIOCTHOCTb.

YTunmsnpyiite WHQY3MOHHbI Habop W MNPOBOAHWKOBYK Mrny 6e30macHbIM 06pasom, B
KOHTElHep [AN9 WrA, nocfie OAHOKPaTHOro MpUMeHeHWs. He MONTe M He CTepuiusyiTe
1CNOMb30BaHHbIV Habop.

[JlaHHOe YCTPOICTBO CTEPU/IBHO W annMporeHHO NPU COXPaHeHUN LLeOCTHOCTM YNaKOBKM.

He ncnonb3yiTe YyCTPOMCTBO NPW MOBPEXAEHUN UM BCKPLITUM YNaKOBKU (41 No/b3oBaTesen
MHCYNMHOBON nomnbl Tpy Kea (TwCare): He wCNONb3yinTe WHMY3MOHHbIA KOMMNIEKT MNpu
MOBPEXAEHUN U bl COEANHUTENIbHOMO pasbema.

XpaHuTe Habop A4/19 MHPY3MM B NPOXIafHOM CyXOM MecTe. He ocTaBnisiiTe ero nog npsimbLUv
CO/THEYHbIMW Jly4amu UK B MaLLIKHE.

Mp  BpPeMEHHOM  OTCOeAMHEeHWM Habopa WCMOMb3yWTe  acenTUYeckme  MeTofbl W
MPOKOHCY/NbTUPYINTECH C BalUMM Jleyallm BpadyoM Mo BOMPOCY KOMMeHcauMm nponyLeHHon Ha
BpeMs OTCOeAMHEHUS UHBEKLIMN.

Ecnm npy MHAY3UM MHCYNMHA YPOBEHb T/IHOKO3bl B KPOBM CTAHOBUTCA HEOOBACHNUMO BbICOKUM,
WM NPU HaIMYMM CUTHANA OKK/IHO3MK, MNPOBEPbTe CUCTEMY HA HaMuMe 3acopoB W/vu
MpOoTeuYex.

Mpy HAMYUKU COMHEHWI, 3aMEHUTEe UH(Y3MOHHbIN Habop, MOCKOMbKY MArKas KaHiNs MOXET
ObITb CMeLLEHa, 3aXaTa W/WAM YaCTUYHO 3aKynopeHa. Mpy Hanmumm n60oin 13 aTUX Npobaem
COCTaBbTE C BalUMM /levaLlyM BpayoM nsiaH Mo BGbICTPOV 3aMeHe MHCYNMHa. MpoBepbTe YPOBEHD
rNOKO3bl B KPOBU, UTOOLI YBeanUTbLCS, YTO Npobnema ycTpaHeHa.

Mpy MHPY3UM UHCYIMHA He MEHSATe MHKY3MOHHbLIA HAb0P HEMOCPeLCTBEHHO Nepes CHOM, ecnu
Bbl HE CMOXXETe MPOBEPUTb YPOBEHb NHOKO3bl B KPOBU B TeYeHWe 1-3 YacoB Mnocsie BBeAeHUS.
MoBTOpPHOE MCMOMb30BaHWe WH(Y3MOHHOrO Habopa MOXET MOBPeAUTb KaHKA/Mrny wu
NMPUBECTM K BO3HUKHOBEHWIO WH(EKUMM, MECTHOMY pa3fpaXKeHUt0 W/uim  HeBepHOMY
[,03MPOBaHUIO Npenapara.

TpaHcnopTMpoBKa
TpaHCNOPTUPOBKA OCYLLECTB/ISIETC B COOTBETCTBUM C KOHTPAKTOM, COF/IaCOBaHHbLIM [ABYMS
CTOPOHaMM.

XpaHeHue
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XpaHuTe HaGop ANs WHGY3MM NpY KOMHATHOW TemmnepaType U OTHOCWUTENbHON BNaXXHOCTY
MeHee 80%. B XOPOLLO NPOBETPMBAEMOM MOMELLIEHUM, B KOTOPOM OTCYTCTBYHOT KOPPO3VIOHHbIE
rasbl. 3aenve JOMKHO HAXOAMTLCS NOA MOHON 3aLLMTONA.

YcnoBua sKkcnayatayum

Temnepatypa: 5~40°C

BnaxxHocTb: 20-80%

bapomeTpuyeckoe gasneHue: 50~106 kla

Cpok rogHocTtu
Mpn ycnosun cobnogeHns TpeboBaHWUA XpaHeHUs U TPaHCMOPTUPOBKM CTEPUSIM30BaHHAS
yMaKoBKa rofiHa B Te4eHwue [BYX feT.

CapaHTNA Npou3BoAnTE.1

000 «¥Ycn Anekc Mepukan Ko.» (Wuxi Apex Medical Co., Ltd.») rapaHTUpyeT oTcyTCTBME
[e(heKTOB MaTepuasioB M KayecTBa W3rOTOB/IEHWSA MH(Y3MOHHOro Habopa W pesepsByapa B
TeueHne nepvoga 3 (TpW) AHA MOCNE BCKPbITUA CTEPUNbHOW WHAMBWAYaIbHON YNaKOBKM
pesepByapa/KOMNeKkTa, U He 6onee 6 (LLeCTM) MecAUeB C AaTbl MOCTaBKA KOHEYHOMY
noTpeduTento (fanee MapaHTUAHLINA NepPUOA).

B TeyeHune MapaHTuitHoro nepuoga OO0 «Ycu Anekc Megukan Ko.» 3amMeHUT AeeKTHbI
WH(Y3MOHHBIA Habop WM pe3epByap, B COOTBETCTBUM C YCMOBUAMU W UCKIKOUEHUSMN,
N3NOXEHHBLINI HIXKE.

[aHHas rapaHTus [eWCTBUTENlbHA TOMBKO B Cy4vae WCMo/b30BaHUA Habopa W pesepByapa B
COOTBETCTBUM C VIHCTPYKUMAMM MO 3KCnyataummn. [laHHas rapaHTns He NpYMeHseTCS:

Ecnv  MH(yY3MOHHbIA Habop WM pe3epByap WCMNOMb30BaicA 60/ee O4HOr0 pasa OAHUM
KOHeYHbM! noTpebutenem.

Ecnv nospexgeHve NpomnsoLLyio BO BpeMsi HENPaBU/IbHOrO BCKPbITUA CTEPU/IbHON YNaKOBKU, He
COOTBETCTBYHOLLEr0 Npoueaypam, onucaHHbIN! B VIHCTPYKLMI MO 3KCNyaTauuu.

Ecnv nospexaeHne CTaio pesy/ibTaToM U3MEHEHWIA U MOAM(MKaLmMiA Habopa Un pesepsyapa
nosib30BaTesiemM UM TPeTbMMU iMLaMuM Nocse AaTtbl U3roTOBNEHNUS.

Ecnv nospexxaeHve CTano pesy/ibTaToM CEPBUCHONO 06CNY)XMBaHWS UM PEMOHTA /060 YacTu
MH(Y3MOHHOTO Habopa WM pesepByapa, BbINOMHEHHOTO (DU3NYECKUM WN  IOPUANYECKIM
NALOM, OT/IMYHBIM OT NPOU3BOAUTENS.

Ecnm nopua npousowia B pe3ysbTaTe (hOPC-MaXXOPHbIX 06CTOATENLCTB UM APYTUX COObITUIN
BHe KOHTPO/Si NPON3BOAUTENS.

Ecnm nopuya sBMnachk CrnefcTBMeM HeOGPEXXHOCTU WM HENpaBUIbHOMO MCMOMb30BaHWS, B TOM
ymcse, HO !te TONbKO, HEMPaBU/IbHOTO XPaHEHWs WM (PU3NYECKOro BO3AENCTBUS, Hanpumep,
nageHuns v np.

[aHHas rapaHTua SABNAETCH MNePCOHaNbHOM [ANA  NepBOHaYa/lbHOro nokynatens. Jliobas
npojaxa, apeHga wav gpyrasd nepefjada WAM  WUCMOMb30BaHWE MPOAYKTa, Ha KOTOpbIi
pacnpocTpaHAeTCA [aHHasa rapaHTus, Mo0/Mb30BaTe/l0 WM MO0Mb30BAaTENEM, WHbLIM, YeM
nepBOHaYa/IbHbIV MOKyNaTesb, aHHYMPYET AaHHYHO FapaHTuH.

leyebHble cpeacTBa, OFOBOPEHHble B [AHHOW rapaHTUK, SABASKOTCA  9KCK/HO3VBHBLIMU
CpeAcTBamu, B KOTOPbIX BO3MOXKHbI nospexzeHns. Hu OO0 «Ycn Anekc Megukan Ko.», HU
ero MocTaBWWK WM AUCTPUGLIOTOPbI He HeCyT OTBETCTBEHHOCTU 3a /I060M CyYaiHbIN,
KOCBEHHbI WM (haKTUYeCKUiA yuiep6 nto60oro BuAa WAM Pofa, Bbi3BaHHbIA WMAN BO3HUKLLNIA
BCNeACTBMe pfeekTa npoaykta. Bce npouve rapaHTMM, $BHble WAN  MOApa3yMeBaeMble,
MCKOYAtOTCS, BKNKOYAsA rapaHTUM TOBAPHOM NPUIrofHOCTU U NPUIOAHOCTU A5 UCMO/b30BaHNSA
MO Ha3HaYeHWIo.
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000 «¥cn Anekc Mcnukan Ko.»

Appec: Kutaid, 214028. npos. Li3sHcy, ropog Ycwu. PalioH BbICOKMX TEXHOMOTUA, Y.
YaHrmkaHr. 7. cTpoeHue 5. otmc 601

Ten;'86-510-80100606

dakc: +86-510-80100505

WBWv.apexdiabeics.com

EcLip]
«LLaHxain MIHTepHawHN XonamHr Kopu. FM6X» (EBpona)
Agpec: AlichgpewuTpacce 80, 20537. Mambypr. I'epmaHus
Ten.: -49-40-2513175

11peaclTunTCcNbCTBO B Poccun

000 «[unamama». agpec: 121471. Mocksa
yn. PabuHoBas. 43. cTp. 2

Ten.+7(495) 978-78-17

On. noyta into47dia-ma.ru

CN
only
CuMBO.Ib
CA, EBponeiickoe COOTBETCTBME
epr JTOT CMMBO/T 03HAYaeT, 4TO YCTPOMCTBO MOSIHOCTHIO COOTBETCTBYET
Oupexktnee EC 93/42/EHC
BHumaHme: O6patuTech K CONPOBOANTENbHbLIM AOKYMEHTaM
Crepunusauma: ras aTuneHoKcua
Picnonb3oBaTt>00
m
2) He ncnonb3oBaTb NOBTOPHO
TEE KogoBblIli Hoxtep
10T I (omep napTum
only 11penynpexaeHue; ®enepanbHoe 3akoHogatenscteo (CLLA) paspeluaet
npogaxy AaHOro ycTporcTBa TOMbKO MeAULMHCKUM CreupannucTam uam 1o
NX 3aKasy,
MponssopuTenb
w 1
[Jata npon3BoAacTBa
QTY Konnyectso
CAT NO. Homep no katanory
[ECIRCP MpeacTtasuTens B EC
/noanucek

[MeyaTb OO0 «Ycu Anekc Meguken Ko..
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MepeBOA A4AHHOINO TeKCTa C aHrNNINCKOro U KU T aCcKoro A3blIKOB Ha PYCCKUIA A3bIK caenc
nepesofguymkom BapaHoBbiM Kupunnom Feopruesuyenc Tpeb6oBaHuUA K TeKCTY nepesog™
(MakcMManbHaa TOYHOCTb, TPAMOTHOE M3/I0XKeHNe) MHe pa3bACHEHbI

MpuTwarw Ha cebs NIMYHYK OTBETCTBEHHOCTb 38 BEPHOCT b BbIMOATU HHLCX MHOIO Te;K

fopoa Mocksa.
BocbmoOro masa gBe ThicAYM NATHALULATOrO roga.

A, Menew unH AnekcaHgp bBopucosuuy, HoT apuyc ropoga Ml
CBUAET ENbCTBYIO NOANUHHOCT b nognucu. CAenaHHOIA nepeeoi

bapaHOBbI M Kupnnnom leopruesumyem B MOeM npucyrTcrTtseuun. JInyHoa
ycT aHoBNneHa.

3aperncT pupoBaHo BpeecT pe 3a Ng3
B3bickaHo no !napucgy: 100 pyb6.
HoTapuyc

ropog Mocksa 12 MUZIS

A Xe{»akon Ctemw Bnusinkos Y epemMeHHo 00HAW MM 0GMAHKICT HOTaanﬂ ropoa
MoemKk.M»MLLMit<abcpr BOpKomy. C»BM*«bIr Lyr» IPHT3TOHKOM*C«

K*«iiC1 B ismweM «SpMOY. MPTX/U. aa’pmyTbl» cMa « TLU MOCOAopamKk ./
10 paaMMM «KKaxi+cp.50 CerbevH/CTaVHeT.
Mucc. PM-f, ctpaiPiMMpi u ooeepuenem ucthaanaxro ceiic’ms. p«svmw,

Bcero npowHypoBaHo,

NPOHYMEPOBAaHO U CKpPenseHo
neyatblo -

xSHmguye

NTINCTOB.
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CERTIFICATE

fo W #
China Council for the Promotion of International Trade is China Chamber of International Commerce
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Ihina Council for the Promotion of International Trade
China Chamber of International Commerce

ffi P11 =22
CERTIFICATE
1LHLL No. 153202B0/00548

THIS IS TO CERTIFY:The seal of WUXI APEX MEDICAL
CO.,LTD on the annexed [INSTRUCTION FOR USE 1is
genuine.

China Coim (™
of Inte

Authorized

Signature S//IEN XIAOHUA

BIU: 2015 ~03524B
(Date: MAR. 24,2015)
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Instruction for Use

Sterilized Infusion Set for Single Use
Model:EASY SET-II

Wuxi Apex Medical Co., Ltd.
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Fasy Set

Sterilized Infusion Set for Single Use

Model:EASYSET-I

A npex Medical

Refer to instruction for use of pump for installation

Fill empty space in cannula with following
prime of U-100 Insulin:
6mm;0.2u(0.002mL) 9mm:0.3u(0.003mL).

Disconn
ecting
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jr Use

.ne Device

device Easy Set infusioin set is
,( using in combination with the insulin
,f continual injection of insulin with the
ytablished and changing speed for the
i(ment of diabetes mellitus for insulin requiring

ilients.
eEasy Set infusion set is an infusion system,
| proximal end of which is connecting to the
»voir with the medicinal product. Located at
(distal end of the system of permanent catheter
introduced subcutaneously. The motor drive to
ththe reservor, so that insulin will flow into the
leion set. The insulin will be delivered to the
men body subcutaneously through the infusion

L

kations for use

s product is indicated for the subcutaneous
eion of medication, including insulin, from an
Sion pump.

ntraindications

rilized infusion sets for single use are indicated
subcutaneous use only and not for intravenous
I infusion or the infusion of blood or blood
ducts.

nplicalions

ction, allergy to stainless steel or teflon,
Kling, needle occlusion, subcutaneous
jration, needle breakage

rsical Properties

ision set:soft cannula-1 pc,
ng-lpc, insertion device-Ipc
ikage; plastic casing, dialyzing paper.

multiple

rilization Medthod; ethylene oxide
Item of the set: 10pcs/box

npatible Pumps

infusion set should be used with TruCare
ilin pump (produced by Apex Medical),

he Accu-Check D-TRON Plus, Roche
u-Check Spirit and Roche Accu-Check Combo
duced by Roche).
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Specification

Reference Number - Catheter Lencth  Total Tubing Lencth

ES206061 6mm Fom

ES206101 6m 100om

ES200061 9m Fom

ES200101 9 100om
Drawings

1-Connector; 2-Tubing; 3-Guide Needle; 4-Hub;
5-Protective Cap; 6-Separator Cover,
7-Protective Cover; 8-Sofl Cannula

Shelf Life: 2 years

Handling: Keep the
direct sunlight

product away from

Usage time: Max. 72 Hours

Disposal
Dispose in
regulation

accordance with local

Warnings

Inaccurate medication delivery, infection and/or
site irritation may result from improper insertion
and maintenance of the infusion site.

Before insertion, clean the insertion site with
isopropyl alcohol.

Remove the needle guard before inserting the
infusion set.

If using this infusion set for the first time, do the
first set-up in the presence of your healthcare
professional.

Do not leave air in the Infusion set. Prime
completely.

Check frequently to make sure the soft cannula
remains firmly in place as you may not feel pain if
it pulls out. The soft cannula must always be
completely inserted to receive the full amount of
medication.

If the infusion site becomes inflamed, replace the
set. and use a new site until the first site has
healed. Replace the infusion set if the tape
becomes loose, or if the soft cannula becomes



jdged from the skin.
.sion set every 48-72 hours
Centers for Disease Control
or per your healthcare
,nal’s instructions.
. reinsert the introducer needle into the
iilon set. Re-insertion may cause tearing
, the soft cannula, which may result in
fipredictable medication flow,
fever prime the set or attempt to free a
#)gged line while the set is inserted. You may
KCidentally inject too much medication.
b not put disinfectants, perfumes, or
feodorants on the infusion set as these may
iect the integrity of the set.
Diepose of the Infusion set and introducer
eedle safely, in a sharps container, after a
ingle use. Do not clean or re-sterilize.
lis device is sterile and non-pyrogenic
iiless the package has been opened or

iBtnaged.

tonot use if the package has been opened
fdamaged. (For TruCare users, do not use
B infusion set ifthe tubing connector needle
IS been damaged.)

tore infusion sets in a cool, dry place. Do not
eve infusion sets in direct sunlight or inside
vehicle.

le aseptic techniques when temporarily
sconnecting the set and consult your
ttithcare provider on how to compensate
rmissed medication when disconnected,
infusing insulin, and your blood glucose
vl becomes unexplainably high, or an
elusion alarm occurs, check for clogs
Kl/or leaks.

in doubt, change the infusion set because
e soft cannula may be dislodged, crimped
Kl/or partially clogged. Should any of these
oblems arise, make a plan with your
jalthcare professional for rapidly replacing
sulin. Test your blood glucose level to make
irethe problem is corrected,

infusing insulin, do not change the infusion
jtjust before bedtime unless you can check
>ur blood glucose 1-3 hours after Insertion.
Buse of the infusion set may cause damage
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to the cannula/needle and lead to infection, site
Irritation, and/or inaccurate medication delivery.

Transport

Transportation should be
accordance with the
sides agreed with.

conducted in
contract which two

Storage

The infusion set should be stored in the room
with less than 80% relative humidity,
non-corrosive gases and well-ventilated,
and the products should be fully protected.

Operating Condition
Temperature: 5C-40C; Humidity: 20%-80%;
Barometric Pressure: 60kPa”-HO6kPa

Validity

On the condition that comply with the
requirements of the storage and
transportation, sterilized reservoir packing is
valid for two years.

Warranty

Wuxi Apex Medical Co., Ltd. warrants its
infusion sets and reservoir against defects in
materials and workmanship for the period up to
3 days after the individual reservoir/infusion
set sterile packaging has been opened, not to
exceed 6 months from date of shipment of the
infusion set or reservoir to the end user (the
“Warranty Period”).

During the Warranty Period,
Medical Co., Ltd. will replace any defective
reservoir or infusion set, subject to the
conditions and exclusions stated herein.

This warranty is valid only if the Wuxi Apex
Medical Co., Ltd. Infusion sets and reservoir
are used in accordance with the Instruction for
Use. This warranty will not apply:

If the infusion set or reservoir has been used
for more than a single-time use by a single
end-user;

If damage results during the improper opening
of the sterile package not in conformance with
the procedures outlined in the Instruction for
Use;

If damage results from changes or
modifications made to the infusion set or
reservoir by the user or third persons after the
date of manufacture;

If damage results from service or repairs

Wuxi  Apex

T



n of the infusion sets or
iSon or entity other than the

results from a Force Majeure or
t beyond the control of the
jrer; or

ge results from negligence or improper
including but not limited to improper
iage or physical abuse such as dropping or

eiwise.
6 warranty shall be personal to the original
Phaser. Any sale, rental or other transfer or
(@the product covered by this warranty to
bya user other than the original purchaser
cause this warranty to immediately

minate.
ISremedies provided for in this warranty are
exclusive remedies available for any
lah hereof. Neither Apex Medical nor its
pdier or distributors shall be liable for any
xlental, consequental, or special damage of
~nature or kind caused by or arising out of
fet in the product. All other warranties
press or implied are excluded, including the
rranties of merchantability and fitness for a

(ticular purpose.

1Apex Medical Co., Ltd.

MSuite 601,5BId,No.7Changjiang

K, High Tech.Area, Wuxi, Jiangsu,
ha214028

t+86-510*80100606
+86-510-80100505
'.apexdiabetes.com

E REP

enghai International Holding

ap GmbH (Europe)

biEiffestrasse 80, 20537

Wburg, Germany
+49-40-2513175

LcOnly

Bresentative in Russia
lama, LLC, address: 121471. Moscow,
)inovaya Str., 43, bldg. 2
[rdH-7 (495) 978-78-17
lail; info@dia-ma.ru
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Symbols

cu

A

STWiuJeo]

REF

[1ot

F1(On(y

QTY
CAT NO.

EC|I&

Conformite europeenne (European Conformity).
This symbol means that the device fully complies
with European Directive 93/42/EEC.

Caution: Consult Accompanying Documents
Sterilization; Ethylene-Oxide Gas

Use by

Do Not Reuse

Reference Number

Lot Number

Caution; U. S. federal law restricts this device
to sale by or on the order of a physician.

Manufacturer

Date of Manufacture
Quantity

Catetog Number/

R”eSentativein Europe” Union



CBBAETE/IbCTBO

CCPIT
(KuTainckasa Komuccmsa Cogelicteusa MexayHapoaHow Toprosne)

Kutarickas Komucensa Cogeictena MexayHapogHoi Toproene sBnseTcs Manatoi
MeXyHapoaHoi Toproenn Kutas
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[Ha 6naHke KnTaiickoit Komuccum Copgeiicteua Me>k gyHapogHoii Toprosne]

KuTaickaa Komuccns Cogenctems MexxayHapogHor Toprosrie
ManaTta mMexay HapogHoin Toproenu Kutas

CBVMAOETEJ/IBCTBO

Ne 153202B0/00548

HACTOAWNMM CBUAETENBCTBYETCA, uto neyats OOO «YCU AlEKC
MEOVKAJT KO.» Ha npunaraemoii MHCTPYKUWN MO SKCNAYATAUNW sensetcs
NOANMHHOMN.

KuTtalickasa Komuccnsa Cogeincteus MexkayHapoaHow Toprosne

[MeyaTs:
KuTtaiickas Komucens Cogelictsus MexayHapogHoin Toprosne]

Mognuch ynonHOMOYEHHOro Mua: /nognuce/
TWeHb CAoxya
(Oara: 24 mapTa 2015 roga)
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CTepunbHbIA MHJY3NOHHLIA HAb0P 47151 OAHOKPATHOIO NPUMEHEHNS
Mogens: EASY SET- I

000 «yCN Anekc Meankan Ko.»

[MeyaTb OO0 «Ycn Anekc Megukay Ko.»\
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«Anekc Megmkan» N3m Cet (Easy Set)
CTepusibHbIA UHKY3MOHHbIA HAbopP ANS OLHOKPATHOIO MPUMEHEHNS

Mogenb: EASY SET-II

O6paTtntecb K WVIHCTPYKUMM MO 3KcnayaTauuu Ans NoayyveHus MHGopmaumu 06 YCTaHOBKe
MoMmnbl.

3anofHWTe nNycToe MeCTO B KaH/e CriefytoLleit
3anpaskoi nHcynmnHa U-100:

6mm: 0,2 eq. (0.002mn)

9mm: 0.3 eg. (0.003mn)

OTcoefuHeHMUE

m 54

OisCONN -
ectjng

bl L

MoBTOpHOE COEANHEHME

MHCTpyKUMS No 3KcnnyaTaumm

OnucaHue ycTpoincTea

NH(y3noHHbIn Habop M3n CeT (Easy Set) npefgHasHayeH ANt MCMOMb30BaHWS B COYETaHWUM C
WHCY/NIMHOBOW NOMMOIA ANA HEMPEPbIBHOMO BMPbICKMBAHMA MHCYNMHA C 3apaHee YCTaHOB/EHHOA
N M3MEHSIOLLENCA CKOPOCTbHO A8 KOMMEHCaLUuMn caxapHoro guabeTa y WMHCYIMHO3aBUCUMbIX
NaLyeHTOB.

NHy3noHHbIA Habop M3n CetT (Easy Set) npeacTaBnsieT coboi CMCTEMY, MPOKCUMASbHBINA
KOHel, KOTOPOI COoeanHSIeTCA C pe3epByapoM C NEKAPCTBEHHbIM NpernapaToM. PacronoXeHHbIN
Ha AUCTa/IbHOM KOHLIE CUCTEMbI KaTeTep BBOAWUTCA MOAKOXHO. [MomMna HanonHseT pe3epsyap,
WHCY/IMH NOCTynaeT B WHMY3MOHHbIM Habop. WHCynMH nocTynaeT B 4e0BEYECKOoe Tesno
MOAKOXHO Yepe3 MH(Y3NOHHYIO CUCTEMY.

MokasaHusa K NPUMEHeHUo
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STOT NPOAYKT NpeaHasHauyeH A5 NOAKOXHOW MHAGY3MN NEKAPCTBEHHbIX MPEernapartoB, BKIKOYas
VHCY/INH, U3 UH(Y3UOHHOW NOMMbI.

MpoTuBONOKa3aHNS

CTepnnn3oBaHHble MHADY3NOHHbIE CUCTEMbI OLHOKPATHOIO MPUMEHEHUS NpeAHa3HauYeHbl TOTbKO
NS MOLKOXHOTO BBEfIEHWS, He ANS BHYTPUBEHHOW WHAY3MM WUAM MHAY3UWM KPOBM WK
npenapaToB KPOBMW.

BO3MOXHbIe OC/TOXXHEHNS
WNHeKumMs, annepruyeckas peakums Ha HepXKaBerollyto CTailb WAU TedIoH, KPOBOTEYeHMe,
OKKJH031IS UT/Ibl, NMOAKOXHAs reMaToma, NosIoMKa Wb,

dunsmyeckme ceolictea

VH(Y3MOHHbIN Habop: Urna u3 HepXxaBeroLen ctanm - 1 L.
MarmcTpasibHas Tpyoka - 1.

YCTPOWCTBO AN BBeAeHWs - 1 LT,

YnakoBKa: YNakoBKa: NAacTUKOBbIV (yTNap, MeauuuHeKas bymara.

MeTog cTepunm3aunmn: aTUIEHOKCUL
Copep>xnmoe Habopa: 10 WT. B KOPOOKe

CoBMecTUMbIe oMbl

VH(Y3MOHHBIA Habop A0MKEH MCNOMb30BaTbCA C MHCYNMHOBOW nomnoit Tpy Kea (TruCare)
(npousBoacTBa KoMmnaHum «Anekc Meaumkan» (Apex Medical)). Pow Akky-Yek A-TPOW nntoc
(Roche Accu-Check D-TRON Plus). Pow Akky-Yek Crnmput (Roche Accu-Check Spirit) n Pow
AkKy-Yek Kombo (Roche Accu-Check Combo) (npounssoactsa Komnanuu «Poww» (Roche)).

Cneyndukayms
KopoBblin Homep [nvHa kateTepa O6was gnuHa TpyoKm
ES206051 MM 50cm
ES206101 BMM 100cm
ES209051 IMm 50cm
ES209101 IMm 100cm

PucyHkun

CoeanHUTENbHbIN pa3bem
Tpybka

HanpasnatoLwas urna
MecTO CoeauHeHNs C ol
3alUTHBIA KOMMavyok
Kpbnnka otaenurens
3alnTHasA Kpbnmnka

Msarkas KaHwons

O ~NOOUDAWN R

CpoK XpaHeHus; 2 roga
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Yxop: XpaHuTb BAa/M OT MPAMbIX COTHEYHbIX JTyyeit
Bpemsa akcnnyaTtaymn; mMakc. 72 yaca

YTunusaynsa
YTUnnsnpyite B COOTBETCTBMM C MECTHBIM 3aKOHOATE/IbCTBOM.

MpegynpexaeHns

HenpaBunibHas MOCTaHOBKA WH(Y3WOHHOW CUCTEMbI M YXOA 3a MECTOM WH(Y3UM MOryT
MPMBECTM K HEMPaBWIbHOMY BBELEHWIO JIeKApCTBEHHOIO npenapara, WHMeKuun un/mmm
pasgpaXkeHno MecTa UHQY3uK.

Meper BBEAEHNEM CUCTEMbI OYMCTUTE MECTO BBEAEHWSA U30MPOMW/IOBLIM CMIMPTOM.

Mepep NOCTaHOBKOW MH(Y3MOHHOI0 Habopa CHUMUTE 3aLLMTHBIA KOMNaYoK C UMbl

Ecnn Bbl BrepBble WCMOMb3yeTe AaHHYH WH(Y3MOHHYHO CUCTEMY, BbIMOMHWUTE BBEAEHWE B
MPUCYTCTBUW BaLLIEro JIeYalllero spaya.

He ocTtaBnaiite B MH(Y3MOHHOM Habope BO3AyX. MONHOCTLIO 3anoIHUTE CUCTEMY.

UacTo nposepsinTe cucteMy, UTobbl yOeanTbCs, YTO MAMKas KaHrs 3aMKCUpoBaHa Ha MecTe,
MOCKOJIbKY MPU ee BblAepPruBaHnY Bbl MOXKETE He NMOYYBCTBOBaTb 60/, MArkas KaHws 40MKHA
Bceraa ObITb BBeleHa NOMHOCTLIO /151 MONYyYeHWs MONHOM [03bl IEKaPCTBEHHOrO npernapara.
Ecnn B mecTe BBefeHWS BO3HUKAET BOCMa/ieHUe, 3aMeHNTe WH(Y3MOHHbIA Habop v BBEAUTE B
[pyroe mMecTo, NOKa He 3aKMBET BOCMa/IeHHOE.

Ecrn dmkerpyrowas nnnkas neHTa ocnabna Wi MArkas KaHions noIHOCTbH WM 4aCTUYHO
OTOLL/IA OT KOXW, 3aMEHNTE MH(Y3MOHHbIN Habop.

MeHsiTe UH(Y3NOHHBIA Habop Kaxable 48-72 4. B COOTBETCTBMU C yKasaHMAMMW LleHTpa no
KOHTPO/O HaZ 3a60/1eBaHMAMU UM MHCTPYKLMAMM BaLLIEro fievalllero spava.

He BcTaBnsiiTe NOBTOPHO NPOBOAHWKOBYH WUy B WH(Y3MOHHbLIA Habop. MoBTOpHas BCTaBKa
MOXET NopBaTb MATKYH KaHH/I0, YTO, B CBOKO OYepeb, MOXET NPUBECTU K HENPEACKa3yemMomy
[031POBaHNI0 MeAMKaMeHTa.

Hukorga He 3amonHaiTe CUCTEMY W He MbITANTECh OYUCTUTL 3abUTyt0 TpyOKy, ecnm
MH(Y3MOHHAA CUCTEMa HaXoAMTCa B Tese. Bbl MOXeETE Cy4vaiiHO BPbLICHYTb CAMLLKOM MHOIO
NeKapcTea.

He knagute fe3vHpUUMPYOLWMe CPeaCcTBa, LYXWU UM LEe30[40PaHT Ha CUCTEMY, MOCKOJbKY OHM
MOrYT MOB/UATbL Ha ee LiefIOCTHOCTb.

YTUNunsnpymnTe WHQY3MOHHbIA Habop M MNPOBOLHWKOBYIO Wrny 6Ge3onacHbIM 06pasoMm, B
KOHTEHep [AN8 Wra, nocfe OAHOKPAaTHOro npuvMeHeHus. He MoliTe M He CTepununsyiite
MCMO/b30BaHHbIN HAabop.

[laHHOe YCTPOMCTBO CTEPU/IbBHO W anuvporeHHo MpW YC/IOBUM COXPaHEHWUS  LIeNIOCTHOCTY
YMaKoBKW.

He ncnonb3yite yCTPOMUCTBO NPY MOBPEXAEHUN WM BCKPLITUM YNAKOBKM (418 Nosb3oBaTesnei
nHcynuHoso nomnbl Tpy Kea (TruCare): He MCMNONb3yinTe WHMY3NOHHBIA KOMMIEKT Mpu
MOBPEXAEHUN UMbl COEAMHUTENBHOMO pasbema.

XpaHuTe Habop AN8 UH(Y3UM B NPOXIALHOM CyXOM MecTe. He ocTaBnsiiTe ero nog npsiMbivMu
CONMHEYHbIMW fly4amn U1 B MaLLINHE.

Mpn  BpeMEHHOM  OTCOeAUHEHWM Habopa WCMONb3yWTe  acenTUYeckne MeToabl W
MPOKOHCYNbTUPYMTECH C BaLLMM JlIevallyiM BpayoM Mo BOMPOCY KOMMEHcauum NponyLeHHoM Ha
BPEMS OTCOEANHEHNSA NHBEKLUN.

Ecnv npy UHGY31MU MHCYNMHA YPOBEHb T/IHOKO3bl B KPOBM CTAHOBUTCA HEOOBACHVMMO BbICOKUM,
WK MpU HaMYMM  CUTHaNa OKK/K3WW, MPOBEpPbTE CUCTEMY Ha Ha/JMume 3acopoB W/Wm
MpoTeuyek.

Mpy HaNMUMN COMHEHWIA, 3aMeHUTe UHMY3MOHHBIA HAbop, NOCKO/IbKY MAMKas KaHHISA MOXET
ObITb CMeLLeHa, 3akaTa W/WunmM YacTUYHO 3akynopeHa. Mpu Hannuum N60IM M3 3TUX NPOGIEM
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cocTaBbTe C BalUMM flevalm BpavyoM nsiaH rno ObICTPOR 3aMeHe MHCYNMHa. MpoBepbTe YPoBeHb
[/IIOKO3bl B KPOBW, UTOObI yOeaAnTbCS, YTO NpobieMa ycTpaHeHa.

MpY MHPY3UM MHCYNIMHA He MeHATe MHKY3MOHHBIN HAabop HEMOCPeLCTBEHHO Nepes CHOM, eCni
Bbl HE CMOXKETE NPOBEPUTL YPOBEHb /1HOKO3bl B KPOBM B TeUeHMe 1-3 YacoB nocsie BBeAEHNS.
[MoBTOPHOE WCMOMb30BaHWE WHMY3VOHHOrO Habopa MOXEeT MOBPeAUTb KaHHKM/MIy U
NMPUBECTV K BO3HWKHOBEHWUIO WH(EKUMN, MECTHOMY pa3fpaXkeHuo W/Wanm  HeBepHOMY
[,031MPOBaHMIO Npenapara.

TpaHcnopTpoBKa
TpaHCMNOPTMPOBKA OCYLLECTB/ISIETCS B COOTBETCTBUM C KOHTPAKTOM, COr/IaCOBaHHLIM [BYMS
CTOPOHaMM.

XpaHeHue

XpaHute Habop A19 WHGY3MM NpY KOMHATHOM TemrnepaType WM OTHOCUTENIbHOM BMaXHOCTU
meHee 80%, B XOpOLUO MPOBETPMBAEMOM MOMELLEHUN, B KOTOPOM OTCYTCTBYKOT KOPPO3VOHHbIE
rasbl. V3genne gomkHO HAXOAMTLCS MO MOHOM 3aWUTON.

Ycnosusa akcnnyataumn

Temneparypa: 5~40°C

BnaxHocTb: 20-80%

bapomeTtpunyeckoe gasneHue: 50-106 klla

CpokK rogHocTun
Mpy ycnosum cobntofeHNs TpeboBaHWMI XpaHeHWst U TPaHCMOPTMPOBKW CTEpUM30BaHHas
yNaKoBKa rofiHa B TeYeHne BYyX fieT.

"apaHTNA nponsBoanTeNns

000 «¥Ycu Anekc Megukan Ko.» (Wuxi Apex Medical Co., Ltd.») rapaHTupyeT OTCyTCTBUE
fe(heKTOB MaTepuasioB M KayecTBa W3roTOB/MEHUS WHQY3MOHHOTO Habopa M pesepByapa B
TeyeHne nepuoga 3 (TpW) AHS MOCNE BCKPbITMS CTEPWbHOM MHAMBMAYANbHON YMNakKoBKWM
pe3epByapa/KoMmnsekta. U He 6Gonee 6 (LecTM) MecsueB C AaTbl MOCTaBKM  KOHEYHOMY
noTpe6utento (ganee MapaHTUIAHbLINA NEpUoL).

B TeyeHue lapaHTuitHoro nepuoga OO0 «Ycu Anekc Megukan Ko.» 3aMeHWUT AedeKTHbIN
NHY3NOHHBIA Habop WNWM pesepByap, B COOTBETCTBMM C YC/OBMSIMUA W UCK/KOUYEHMAMMU,
N3N0XKEHHBNMU HUXKeE.

[aHHas rapaHTUa [eicTBMTeNbHA TONbKO B Cly4vae UCMO/b30BaHMS Habopa U pesepByapa B
COOTBETCTBUM C VIHCTPYKUMAMYK MO IKCnyaTaumn. JaHHas rapaHTUs He NpUMeHSeTcs:

Ecnm  MHOY3MOHHBIA Habop WAM pe3epByap WCMNOMb30Basicd 6onee OAHOro pasa OAHUM
KOHeYHbIM NoTpebuTenem.

Ecnn noepexaeHne Npon3oLwio BO BPEMS HEMPaBW/IbHOrO BCKPLITUA CTEPUbHOM YNaKOBKU, He
COOTBETCTBYHIOLLEro npoLeaypam, OnucaHHbIM B VIHCTPYKLUK MO 3KCM/yaTauum.

Ecnu noBpexaeHue cTtano pesynbTaToM U3MEHEHUIA UM MOANGNKaLMIA Habopa nnn pesepeyapa
nosib30BaTesieM UAN TPeTbMMU IMLaMu NOoc/e AaTbl U3rOTOB/IEHNS.

Ecnun noBpexaeHve cTano pesynbTaToM CEPBMCHOIO 06CNY>XMBaHWS UM PEMOHTA Nt06OI YacTu
NH(MY3MOHHOrO Habopa wnu pesepByapa, BbIMNOSIHEHHONO (U3NYECKUM WU OPUANYECKUM
NNLLOM, OT/IMYHLIM OT MPOU3BOAUTENS.

Ecnn nopya npomsoLuna B pesynbTate Popc-MaxOpPHbIX 06CTOATENLCTB UM APYTUX COBLITUN
BHE KOHTPO/ISi NPOM3BOAUTENS.

Ecnv nopya sBMnacb CneficTBMeM HEOPEXHOCTU WM HenpaBWIbHOMO MCMOb30BaHUA, B TOM
yncne, HO He TONbKO, HEMPaBUIbHOMO XpPaHeHUs WK (PU3NYECKOro BO3AEMCTBMS, Hanpumep,
nageHns u np.
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[aHHasa rapaHTus SBASETCA NEepPCOHaNbHOW [A/1F NepBOHaYasbHOro nokynartens. Jlobas
npogaxa, apeHga waM apyras nepefjada WAM  WUCMOMb30BaHME MPOAYKTa, Ha KOTOpbIiA
pacrnpocTpaHseTca [aHHas rapaHTWs, MOMb30BaTeNt0 WM  MOMb30BaTeNleM, WHbIM, Yem
nepBOHaYa/IbHbIV MOKyNaTesb, aHHYMPYET AaHHYIO rapaHTUHo.

JleyebHble CpeAcTBa, OFOBOPEHHblE B AaHHOW rapaHTUW, SBASKOTCA  3KCKIO3MBHBLIMU
CpeacTBamn, B KOTOPbIX BO3MOXXKHbI nospexzeHns. Hu OO0 «Ycu Anekc Meaukan Ko.», HK
ero MoCTaBWMK WM AUCTPUOLIOTOPbI He HECYT OTBETCTBEHHOCTWM 3a /OO0 Cly4aiHbIN,
KOCBEHHbIA MW (haKTUYeCKUiA yuiep6 noboro BMaa WM poja, Bbi3BaHHbLIA WM BOHUKLLMI
BCNefcTBMe fethekTa npogykta. Bce npoune rapaHTUW, SBHble WM MOApa3yMeBaeMble,
MCK/IOYAKOTCS, BK/IKOYAsA rapaHTUM TOBApPHOM NPUIOAHOCTM M NPUFOAHOCTM A1 UCMO/b30BaHMA
N0 Ha3HAYeHWH.

w1

000 «Ycu Anekc Megukan Ko.»

Afpec: Kwutai. 214028, npo. Li3aHCy, ropog Ycwu. PailoH BbICOKMX TEXHOMOIWA, Y.
YaHrmkaHr. 7. ctpoeHue 5. ogme 601

Ten: +86-510-80100606

Pakc: +86-510-80100505

wuAv.apexdiabetes.com

lcly
«LLlaHxain NHTepHawHA XonguHr Kopn. MvoX» (EBpona)

Agnpec: Anddewitpacce 80. 20537. Mambypr. MepmaHms
Ten.: +49-40-2513175

IMpencTaBUTENBCTBO B Poccmn

000 «[lmamama». agpec: 121471. Mocksa
yn. PabuHoBas. 43. cTp. 2

Ten. +7 (495) 978-78-17

3an. noyta info@dia-ma.ru

f~ronly
CumBONbI
0 EBponeiickoe COOTBETCTBUE
W JTOT CUMBONM 03HA4aeT, 4YTO YCTPOMNCTBO MONMHOCTbKD COOTBETCTBYET
OnpekTtnee EC 93/42/EEC
BHumaHve: O6paTuTech K CONPOBOAUTENbHbLIM JOKYMEHTaM
STE(E EO CTtepunmsaums:ras aTUneHoKema,
Vicnonb3oBatb 0
A2) He ncnosnb3oBaTk NOBTOPHO
REE KozoBblin TTOMEp
1ot Howmep naptun
Jronly MpenynpexaeHue: PefepanbHoe 3akoHogatenscteo (CLUA) paspeluaet
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S

nponaxy AaHHOro yCTpOVICTBa TONbKO MEAHUHHCKMM CnenHa/nctam Mn/H no

NX 3aKauy.
MponssognTens
w1l
[arta npon3BoacTBa
QTY KonunyecTtso
CATNO. Homep no katanory
MpeacrasuTens B liC
noannceb

[MeyaTb OO0 «Ycbl Anekc Megunka.? Ko.»\

MepeBoA 4AaHHOTO TEKCTa C aHrIMIACKOTO Y KU T alickoro s1I3blKOB Ha PYCCKUI A3bIK cenaH MHOIA,
nepeBofunkoM BapaHoBblY Kupunnom Feopruesmnue.u. Tpe6oBaHUs K TeKCTY nei)eeoda
(Makcu.unabHaA TOYHOCT b, TPCCUONTOE U3MIOXKEHMUE) .4UHE PA3BACHEHbI.

MpuTbyalo Ha cebs NMNYHYK OTBETCTBEHHOCTb 3a BEPHOCT b BbIMO/THEHHbLIX MHOK MNMepeBoOB.

Nopop Mocksa.
BocbmoOro maa AgBe ThiCA4M NATHAALATOrO rojga.

A M:AnenwH AnekcaHpp Bcpucosuy. HOTapuyc ropoga MOCKBHlI,
CBUAETENbCTBYIO MOANUHHOCT b nodnuci.. chenaHHol MnepeBofuYnKkom
bapaHoBbiM Kupunnom [eoprnesnyeMm B .mor?.m NPUCYTCTBUKU. JINYHOCTbL €ro
ycTaHoBNeHa.

3aperucTpupoBaHo B peecTpe 3a Ns vy
B3bickaHo no Tapudy: 100 py6.
HoTapuyc
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Iopaz Mooksa 12 MAA

9 Xc-aa)|.1»aCletnas8 Bnaainupww. B|»MeTio «Tionl«)0laan 06HaauKKrin HoTapuyca ropoga

Ww\q ce;KpaBopiicnsH«,aHfl»TeiiMTBy«tepHOCib3TOHKonHHcnopwwtiwM

%D/KS-I a B Liiwpe2m PefHROCK fitihitax, apvepieyTox N H VK 1RBROBNK
VA ANSIKKHX-KHOCCCOBEHKVCTEN He.

MHor, My, CE&P&TXBXEMYCA aa COREPAEHKEM HOTAVBrIEHONO [EVCTBIAS, PasbsiCHEHo,

4TO MY Ce«zerense CHEKKX BEPHOCTA HOMMN [I0KyMEHER He eS| 30KOMKITD
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neyvyatTbiro - numc

HOTapUYC



Konwus4

CERTIFICATE

TN M WWa $ow wmil H M

China Council for ihc Promotion oflmcrnational Trade is Cdiina Chamber of Intcrnaiiona] Commerce
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hina Council for the Promotion of International Trade
China Chamber of International Commerce

CEKTIFIC NITE
153202B0O/01768
No.
L L L T T T W T W w T W w T w n'w

THIS IS TO CERTIFY:The seal of WUXI APEX MEDICAL
CO.,LTD on the annexed ANNEX TO INSTRUCTION FOR

USE 1s genuine.

(‘hina (ouncil for tho Proniolion
of Int(‘rnation«l 'TrHKk*

Authorized

Signature L1 JUN

O»i; 2015 2097280
(Date: SEP. 28,2015)
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ANNEX TO INSTRUCTION
FOR USE(FOR RUSSIA)

Fast Set-1, Easy Set | Sterilized Infusion Set for Single Use
Fast Set-11, Easy Set-11 Sterilized Infusion Set for Single Use

Fast Set-1 Sterilized Reservoir for Single Use

Wuxi Apex Medical Co., Ltd.

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



No. Components

Needle
2 Barrel
3 Separator
4 Injection Part
5 Packaging

Plastic Part
Needle

Plug

Plastic Part
Soft Cannula
Metal Needle
Protection Cap
Dialvzina Paoer
Blister Box

Size

Additional specification

Normallstandartinjection speed of insulin

Material Construction
Stainless Steel 304
Polypropylene

Poly Carbonate
Stainless Steel 304

Silicon (Medical-Grade)
Poly Carbonate
Polytetrafluoroethylene
Stainless Steel 304
Polypropylene

Tyvek

PET
10.0cmx3.8cmx2.16¢cm

0.167 pL/min

The pre-defined min and max injection speed of insulin 0-15 pL/min

Class of hazard for medical wastes by reference to Class B

specification of morphological composition (in
accordance with Russian Sanitary Regulations and
Standards 2.1.7.2790-10)

Operating Condition:
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Temperature: +5°C " +40°C
Humidity:20% '80% ;
Barometric Pressure:
50kPa~106kPa



No. Components Material Construction

Inner Layer: Poly Ethylene (HOPE, Medical-Grade)

' Tubing Outer Layer: Poly Urethane (Medical-Grade)
2 Connector Poly Carbonate
Plastic Part Poly Carbonate
3 Separator Needle Stainless Steel 304
Plug Silicon (Medical-Grade)
Plastic Part Poly Carbonate
Metal Needle Stainless Steel 304
Skin Patch Non-woven Fabrics
Acrylic pressure-sensitive adhesive;
. Inje ction A;:hrylic PSA 50%
Part ylAcetate 15%
Adhesive layer IsopropylAlcohol 15.75%
Heptane 16.5%
Methyibenzene 2.5%
2,4-pentanedione 0.25%
Protection Cap Polypropylene
Dialvzina Paoer Tyvek
Packagin .
Blister Box PET
’ Size 10.5cmx7.35¢cmx1.96¢cm

Additional specification

Normallstandart injection speed of insulin 0.167 pL/min
The pre-deftned min and max injection speed of insulin 0-15 pL/min
Skin Patch

Degree of adhesion for Skin Patch <30%
Linear dimensions for Skin Patch Q=40mm

Class of hazard for medical wastes by reference to Class B

specification of morphological composition (in

accordance with Russian Sanitary Regulations and

Standards 2.1.7.2790-10)

Operating Condition: Temperature: +5°C - +40*C
Humidity;20% -80% ;
Barometric Pressure;
50kPa-106kPa
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No. Components Material Construction

Inner Layer: Poly Ethylene (HOPE, Medical-Grade)

1 Tubing
Outer Layer; Poly Urethane (Medical-Grade)
2 Connector Poly Carbonate
Plastic Part Poly Carbonate
3 Separator Needle Stainless Steel 304
Plug Silicon (Medical-Grade)
Plastic Part Poly Carbonate
Soft Cannula Polytetrafluoroethylene
Metal Needle Stainless Steel 304
Skin Patch Non-woven Fabrics
Acrylic pressure-sensitive adhesive:
4 Injection Part Acrylic PSA 50%
Ethyl Acetate 15%
Adhesive layer Isopropyl Alcohol 15.75%
Heptane 16,5%
Methylbenzene 2.5%
2,4-pentanedione 0.25%
Protection Cap Polypropylene
Dialvzina Paoer Tyvek
5 Packaging Blister Box PET
Size 10.5cmx7.35¢cmx3.76¢cm

Additional specification

Normallstandart injection speed of insulin 0.167 pL/min
The pre-defined min and max injection speed of insulin 0-15 pL/min
Skin Patch

Degree ofadhesion for Skin Patch <30%
Linear dimensions for Skin Patch Q=40mm

Class of hazard for medical wastes by reference to Class B

specification of morphological composition (in

accordance with Russian Sanitary Regulations and

Standards 2.1.7.2790-10)

Operating Condition: Temperature: +5*C - +40°C
Humidity:20% -80% ;
Barometric Pressure:
50kPa-106kPa
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CBUAOETEJIbCTBO

CCPIT
(Kutalickas Komuceunsa Copgeiictaus MexayHapogHoi Toprosne)

Kntaiickas Komuccua Cogeilctenua MexgyHapoaHoit Toprosne asnsetca Manatoil MexayHapogHOR
Toprosnu Kntas
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[Ha 6nanke KuTaiickoii Komuccun CogeiicTBus MexxayHapogHoli Toprosne”™

KuTtalickas Komuccus Copgeincteusi MexayHapoaHow Toprosne
ManaTta MexayHapoaHoi Toproenu Kutas

CBUAETEJ/IbCTBO

Ne 153202B0/01768

HACTOAWWM CBUWAETENbLCTBYETCHA, uyto neyatb OO0 «YCW ANEKC MEAOWKAN KO .»
(WUXI APEX MEDICAL CO., LTD) Ha npunaraemom NMPUNOXEHWWN K MWHCTPYKLUWW NO
MPUMEHEHWIO ABnseTca NOSAMHHOM.

KuTtaiickaa Komuccus Cogeinctaus MexayHapogHol Toprosse

[MeuaTb:
Kutainckaa Komuccua Copgeinctena MexpgyHapogHoi Toprosne]

Moanncb ynonHoMOoOYeHHOTo nuya: /nognucek/
JVu3onb

(BhaTta: 28 ceHTAb6ps 2015 ropa)
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MNPUMTOXEHWNE K UHCTPYKLMM
MO MPUMEHEHMIO (419 POCCUN)

Hab6opbl MHPY3NOHHbIE CTEPUbHbIE ANA OAHOPA30BOro ucnonb3oBanus Fast Set-l n Easy Set-|
Habopbl MHPY3NOHHbIE CTepUbHbIE NA O4HOPA30BOro ncnonb3oBaHus Fast Set-IT n Easy Set-ll
CTepunbHbll pesepyap Fast Set-l Ans 04HOPa30BOro UCNONb30BAHMUSA

00O «ycn Anekc Megukan Ko.»
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MPUNOXEHWE K MUHCTPYKUUU NO NPUMEHEHWIO (ANA POCCUN)
Habopbl MH(Y3MOHHbIE CTEPUNbHbIE LNA OL4HOPA30BOI0O MCNONb30BAHNA
Fast Set-1 n Easy Sct-I

Homep KOMNOHEHTH

n/n

1 Tpybka

2 KoHHekTOp
MnactmaccoBas 4yacTb

3 Cenapartop Nrna
Mpob6ka
MnacTmaccoBas 4acTb
MeTannunyeckas urna
KOoXHbl A nnacTbipb
Nvwnkuit cnoi

4 MWHbekynoHHan KOXHOT0 naoacTbips

yacTb

3alWnTHLIA KOANayvyok
dnnbtooBanbHad
Gymara

5 YnakoBka

BnuctepHas ynakoska

Pasmep

JononHuTenbHas UHpopmaumus
HopmanbHas/cTaHgapTHas CKOPOCTb BNPbLICKUBAHMS
MHCYNUHA

Kom I'IOSMLI'MOHHbIl‘/'I cocTasB

BHYTpeHHMUA cnoii: nonnatuneH (NOAM3TUAEH
BblCOKOW nnoTHocTu (HOPE) ond MeLULUHCKNX

uenei)
HapyxHblii cnomn: nonuypetas
MeaUUUHCKUX Lenen)

MonukapboHart
MonukapboHart
HepxaBewwas ctans 304

CUNNKOH (AN MEAVLMHCKUX Lenei)
llonukap6oHaT

Hepxasewwas ctanb 304

HeTkaHblit maTepnan

AKpPUNOBbLIA KNen, cknemBawwnim npu
HafjaBNuBaHUN:

Axkpunosble PSA 50%

OTtnnauerat - 15%

MW3onponunoBblt cnupt 15,75%
fenTaH 16,5%

Metunbensonom 2,5%
2,4-neHTaHpuoH 0,25%

MonunponuneH
TaiiBek

naTo
10,5 x7,35 x 1,96 cm

0.167 LnimuH

MuHuUManbHasd, MakCuManbHas CKOPOCTb BNPbICKMBAHNA 0~15 pn/munH

WHCYyNUHa,

KOXHbI A nnacTblpb

CTeneHb afre3nn KOXHOro nnactoipa

JInHeldHbl € pasmepbl KOXHOTO naacTbips

Knacc onacHOCTM MeSMLUMHCKAX OTXOLOB UCXOAHA U3
XxapaktepucTukm mopcg onoruyeckoro cocrasa (B
cootBetcTBuM c CAHMNWH 2.1.7.2790-10 Poccun)
yc.10Bua akcnayatayum
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<30%
®=40MMm
Knacc b

TemnepaTtypa: +5 ~ +40°C;
OTHoCuTenbHaa BnaxHocTtb: 20 - 80%;
ATmMocg epHoe gaBneHne: 50 - 106 kMa

(ans



NPUNOXEHWE K UHCTPYKLUWUW NO NPUMEHEHWNI (ANF POCCUN)
Hab6opbl MH( Yy3MOHHbIE CTEepPUNbHbLIE AN OAHOPA30BOr0 UCNONB30BAHUSA
Fast Set-Il n Easy Sel-ll

Homep KOMMNOHEHTHI .
i KomMno3snymoHHbIi cocTaBs
BHYTpEeHHMIA cnoit: noNM3aTUAEH (NONN3TUAEH
BblCOkOW nnoTHocTu (HOPE) gns
1 Tpybka MEeANUWHCKUX Lenei)
HapyxHblit cnoit: nonnypetaH (gns

MeANLWHCKUX Lenen)

2 KoHHekTop I (onukap6oHaT
MnactmaccoBasa yacTb MonukapboHart
3 CenapaTtop Nrna HepxaBewwas ctranb 304
Mpobka CUNuKOH (ANA MefNUNHCKNX Leneil)
MnactmaccoBas 4acTb MonukapboHart
Msarkas kaHwons MonutetpadTopaTunex
MeTtannuyeckas urna Hepxasetwwan ctans 304
KoXHbl it nnactbipb HeTkaHbl it maTepunan
Nivnknit cnoi AKpPUNOBbLIA KNel, ckanenBawwmum npm
4 MiHbekymnorHas KOXHOTO nnacTblips HajaBingaHun:
4actb AxpunoBble PSA 50%

dtunauyervart - 15%
MW3onponunoBblt cnupt 15,75%
Fentan 16.5%
Metunbensonom 2,5%
2,4-neHtaHgunoH 0,25%

3alWNTHLIA KOAMAayokK Monunponunen
dnnbTooBanbHan .
Tansek
bymara
YnakoBka

5 bnucrtepHas ynakoska naTo

Pasmep 10,5 x 7,35 x 3,76 cwm
JononHntenbHaa nHpopmayunsa
HopmanbHaa/cTaHfapTHasa CKOPOCTb BNPbICKUBAHUSA 0.167 pn/munH
WHCYyNMHa
MUWHUMaNbHasa, MakcuMmanbHasa CKOPOCTh 0~15 un/munH
BMNPbICKNBAHUA MHCYNUHA,;
KoXHbl it mnacTbipb
CTeneHb afre3nn KOXHOro nnactoips <30%
inHellHbl e pasmepbl KOXHOTO naacTbipa ®=40MMm
Knacc onacHOCTW MeAULMNHCKMX OTXOL0B UCXOAHA U3 Knacc b

XapakTepucTuku mopdg onoruyeckoro cocrasa (B

cootBetcTBun c CAHNUH 2.1.7.2790-10 Poccun)

ycnoBua akcnnyartauyun Temnepatypa: +5 —+40°C;
OTHOCMTEeNbHaAA BRAaxHoCThL: 20 - 80%:
ATMocth epHoe faBneHue: 50-106 kMNa
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MPUNOXEHWNE K MHCTPYKLUWW MO MPUMEHEHWIO (414 POCCUIN)

CTepunbHbIii pesepByap Fast Set-T 415 0AHOPA30BOr0 1CMO/b30BAHNS

Homep KOMMOHEHTLI

n/n

1 Wrna

2 Bapa6aH

3 Cenapartop

A MHbekynoHHan
4yacTb

5 YnakoBka

MnactmaccoBas
yacTb

Nrna

Mpobka

llnactmaccoBas
yacTb
MdArkas kaHwong

MeTannuueckas urna
3aWNTHbLIA KONNayok

dnnbTooBanbHan
oymara
bnuctepHasn
ynakoska
Pasmep

[lononHuTeNbHas MHGpopMauus

HopmanbHas/cTaHgapTHas CKOPOCTL BNPbICKNBAHMNA

WHCYNnHa

MuUHUManbHaa, MakcumanbHasa CKOPOCTb

BMNpblCKNBAHKNA
WHCYNUHa:

KOMHOBI/ILI,VIOHHI:IVI COCTaB

HepxaBewuwasa crans 304
Monunponunet

Monukap6oHart

HepxaBewiwasa ctanb 304
CUNNKOH (NS MESUNUNHCKNX Leneil)

MonukapboHart

MonuteTpaTOopaTunen
Hepxasewuwasa ctanb 304

MonunponuneH

TaiBek

naTe

10,0 x 3,8 x 2,16 cm

0.167 |tn/muH

0~15 pnlmuH

Knacc onacHOCTU MeWLMHCKMUX OTXOA0B UCXOAA U3 Knacc b
XapaKTepucTUKN Mophonornyeckoro coctasa (B
cootBeTcTBUM ¢ CAHIMINH 2.1.7.2790-10 Poccum)

Ycnosua akennyatauum

[MeuyaTb OO0 «¥Ycu Anekc Megunka! Ko.»\
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Temnepatypa: +5 ~+40°C;

OTHOCUTENbHAA BNaxXHoOCTb: 20 - 80%;

ATmMoct epHoe faBneHue: 50 -

106 kMa



MepeBoj JAaHHOTO TekcTa CAefaH MHOI, nNepeBOAYMKOM MamefoBbIMU TUMYpOM [>K aBaHLW uj
Tpe6oBaHusa K ift"m y nepesofa (MakcumManbHas TOYHOCT b, TPAMOTHOE U3NOXK €HNE) MHE PA3bACHEHBI.
i

The translation o fthis text wasperformed by me, the translator Mamedov Timur Djavanshirovich.
requirements regarding the text o fthe translation (maximum correctness, literate statement) have been

to me.
/signature
Fopopg Mocksa. The city ofMoscow.
MAToro okTAGPA ABe ThiCAYN NATHAALATOro ropga. 05.10.2015
S, HoTapuyc ropoga Mockebl AKUMOB ne6 Bopucosuu, /, Akimov Gleb Borisovich, Notary o fthe city

CBUAETENbCTBYIO MOANMHHOCT b NOANUCK, CAENAaHHON nepesoguukom the authenticity ofsignaturjfigmades~the trat
MameaoBbIM TUMYPOM [ aBaHW MPOBUYEM B MOEM npucyTcTeuu. TimurDjavanshirovk

JINYHOCT b €TOYCT AHOBNEHA. established.

Itisregistered in
Fee collected: 100
3aperncrpuposaHo speecTpe 3a Ns

Notary: /signature/
B3bickaHo no Tapudgy: 100 py6.

Seal: Notary ofMoscow Akimo
ITN 770400047857

HoTap

Seal: Notary ofMoscow Akimov
ITN 770400047857

Stitched up, numbered and sealed (/ b)pages
Bcero npowWHypoBaHO, NPOHYMEPOBAHO U CKPeNNeHo

neyaToblto( |/) nncT (0B)

HoTapuyc: Notary: /signature/

e?P«0CTV 3

nptfMCOK.

MWn-an60o
MHow. nuuy.

Rl pas Bcero npoLunTo, NpoHymMepoBaHxo,
CKperieHo nevarblo ' ncTa(oB)

COOTMTPTME M3NTI0XKEHHbIXa
BsbxaHo mo ey 1
HoreOAG HoTapuyc

3apONVCTVIROVBHO B PEECTR
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