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MHCTPYKLUNMNA NO MPUMEHEHMWIO
MeULIMHCKOrOo N3fenns:
KaTteTep BpeMeHHbI cninkoHoBbiii MAGIC 3 GO ¢ rugpoguabHbIM NOKPbITUEM MYXCKoi (Male) ¢
My(TON ANna BBeAeHUs Sure-grip un
KaTeTep BpeMEHHbI cMNMKOHOBbLIN MAGIC 3 GO c ruapo@unbHbIM NOKPbITUEM MYXCKoii (Male)
W30rHYTbIWA ¢ My TON ANa BBeAeHUNA Sure-grip
Mpoussoantens: C.P. bapa, VHK.

INSTRUCTION FOR USE
for medical device:
MAGIC 3 GO Intermittent Hydrophilic Catheter, Male with Sure-grip and
MAGIC 3 GO Coude Intermittent Hydrophilic Catheter, Male with Sure-grip
Manufacturer: C.R. Bard, Inc.
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by

HE NAME OF MEDICAL DEVICE
. MAGIC 3 GO Intermittent Hydrophilic Catheter, Male
with Sure-grip, codes: 53810G, 53812G, 53814G, 53816G,
53818G, 53820G.

Il. MAGIC 3 GO Coude Intermittent Hydrophilic Catheter,
Male with Sure-grip, codes: 50810G, 50812G, 50814G,
50816G, 50818G.

INFORMATION ABOUT MANUFACTURER OF
MEDICAL DEVICE

21 Legal Manufacturer:

CR. Bard, Inc., 8195 Industrial Boulevard, Covington, GA
30014 USA

2.2 Developer:
C.R. Bard, Inc., 8195 Industrial Boulevard Covington, GA
30014 USA

2.3 Manufacturing Site(s):
1. C.R. Bard, Inc., 8195 Industrial Boulevard,
Covington, GA 30014 USA, 770-784-6100

2. Davol Surgical Innovations S.A. de C.V., Gral.
Roberto Fierro Ne 6408 Parque Industrial
Aeropuerto Ciudad Juarez Chihuahua C.P.
32685, Mexico

2.4 Authorized representative of the manufacture in the
Russian federation:

Limited Liability Company “Bard Rus” (LLC Bard Rus)
Russian Federation, 121596, Moscow, Gorbunova street,
2, bid. 3, floor 5, premises Il, room 1, office A-500.1

cabinet 5, tel.: +7 (499) 372-5002,
complaints CIS@bd.com

Classification of the MD

Class of potential risk of 2a

use of the medical device

Fequency of use Single use medical device

HAMMEHOBAHWE MEAVLUMNHCKOIO U3OENNA
I. KaTeTep BpeMeHHbIi cunmkoHoBbli MAGIC 3 GO ¢
rmMapoMunbHbLIM NOKPbITUEM MyXcKoit (Male) ¢ mydToi
ANna BBeAeHMA Sure-grip, KaTanoXHble Kogbl: 53810G,
53812G, 53814G, 53816G, 53818G, 53820G.

Il. KaTeTep BpemeHHbIN cunankoHosbli MAGIC 3 GO ¢
rMAPOPUALHLIM NOKPLITUEM MYXCKO (Male) N30rHyTbIi
C My(TOW ANA BBefeHMA Sure-grip, KaTaloXHble KOAbl:
50810G, 50812G, 50814G, 50816G, 50818G.

CBEAEHWNA O
MEAVUWMHCKOI O N50E/TNA
2.1 OTBeTCTBEHHbI MPON3BOANTEND:

C.P. bapa, NHK., 8195 HpacTpunan bynesapg, KOBUHITOH,
Oxopmxua 30014 CLUA

MPON3BOAUNTENE

2.2 PaspaboTuunk:
C.P. bapa, NHk., 8195 NHpacTpuan bynesaps, KOBUHITOH,
Ooxopmxua 30014, CLUA

2.3 MecTo NpounssoacTBa:

1. C.P. bapg, WHk., 8195 WHpacTpuan Bynesapg,
KosuHrtoH, Axopgaxua 30014 CLUA, 770-784-
6100

2. [Osson Ceppxunkan MHHoBeliwH3 C.A. ge C.B.
FeH. Pobepto ®beppo Ne 6408 AsponopT lMapk
Mupgactpuan r.Cetogasn-Xyapec Ywuyaya 32685,
Mekcuka

2.4 ¥YNONHOMOYEHHbI NpeacTaBUTElb NPON3BOANTENS
B P®d:

OO6LWecTBO € OrpaHW4YeHHOl OTBETCTBEHHOCTbIO "Bapg
PYC" (00O «bapg PYC») Poccuiickas Pepaepauus,
121596, r. Mocksa, yn. MopbyHoBa, gom 2, cTp. 3, aT. 5,
nom. Il, kom. 1, opmc A-500.1 kab. 5, Ten.: +7 (499) 372-
5002. complaints CIS@bd.com

Knaccuurkaumsa MefUUMHCKOro U3Lenus

Product classification by
type and duration of
contact

Short-term contact with the
surface of the human body
(mucous membrane)

Knacc B 3aBucumoctn oT 2a

NoTEHUMANbHOTO  puUcka

NPUMeHeHNs

MeAULMHCKOro U3aenuns

Mo KpatHocTy  MeguumnHckoe nsgenue
NPUMeHEeHUs: MW ofHOpPa3oBoro
0[HOpPa3oBoOro NpUMeHeHNs

npuUMeHeHns

Knaccuipukauus wmsgenuii  KpaTKoBpeMeHHbli

no Tuny M KOHTaKT C MOBEPXHOCTbIO
NPOAOMKNTENIbHOCTM TeNa yenoseka (CAU3NCTOMN
KOHTaKTa 060104KOIA)

Medical Device Description

MAGIC 3 GO Intermittent Hydrophilic Catheter, Male
with Sure-grip / MAGIC 3 GO Coude Intermittent
Hydrophilic Catheter, Male with Sure-grip is a silicone
tube inserted into the urethra for the purpose ofdraining the
bladder of urine.

Not made with natural rubber latex.

Does not contain Diethylhexylphthalate (DEHP).
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OnuncaHne MefULMHCKOro N3fenms

KateTep BpeMeHHbIli cunnkoHoBbli MAGIC 3 GO ¢
TMAPOPUALHBIM MOKPbITUEM MYXCKOW ¢ MydToli Aand
BBeAEeHUS Sure-grip/ MYXCKOW W30rHYTbIA ¢ MydTOi Ans
BBeAeHUsA Sure-grip/ npeactaBnseT co60i CUIMKOHOBYHO
TpybKy, BBOAMMYI B YPETpY C LEbi OMOPOXHEHUA
MOYEBOro My3bIips OT MOYMK.
M3roTtossneHo 6e3 npumeHeHus
Kay4yKOoBOTO flaTekca.

HaTypanbHOro




®

r

hie catheter consists of several layers of silicone, where
outer layer is firmer, the inner one is more pliable.

[prescription/ Indications for Use

It is intended for bladder management including urine
drainage and collection.

MAGIC 3 GO Intermittent Hydrophilic Catheter; Male is
intended for urological use only use by adult and pediatric
patients of all ages. The device is passed to the urinary
bladder via the urethra.

Compatibility with-tbe other MD
1 MDis compatible with Bard drainage/leg bags (diameter
1range from 8to 13 + 2 mm) or any other drainage/leg bags
withthe analogue characteristics

Contraindications

None known.

Warnings

This is a single use device. Do not resterilize any portion of
this device. Reuse and/or repackaging may create a risk of
patient or user infection, compromise the structural
integrity and/or  essential material and  design
characteristics of the device, which may lead to device
failure, and/or lead to injury, illness or death ofthe patient.

Precautions
Inspect the catheter before use. Do not use the product ifthe
device or packaging is damaged.

Possible side effects when using a MD

» Urinary Tract Infection

e Bleeding Fom the urethra

e lrritation of the urethra
Environment in which device is to be used

Hospital, nursing home, rehabilitation facilities, or home
use environment. The recommended temperature is (17®C
to +45°C) and 30-90% humidity (without condensation).

Instructions for Use

{for MAGIC 3 GO Intermittent Hydrophilic
Catheter, Male with Sure-grip / MAGIC 3 GO
Conde Intermittent Hydrophilic Catheter, Male
with Sure-grip)

Review the self-catheterization procedure with a healthcare
professional.
1 Always wash hands prior to use.
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He cogepxut guatunrekcungranat (43I P).

KaTteTep COCTOWUT M3 HECKOJIbKUX C/I0EB CWU/IMKOHA, rae
BHELWHWIA cnoii 60nee NNOTHbIA, BHYTPEHHWIA- 6Gonee
NNacTUUHbINA.

HasHauyeHue/lToKka3aHUs K NPUMEHEHUIO

MpefHasHayeH A0S OMOPOXHEHWA MOYEBOro Nysbips,
BK/IlOYas gpeHax u cbop mMouu.

KateTep BpeMeHHbIi cuankoHoBbli MAGIC 3 GO c
rMApPoOUNbLHLIM  MOKPLITUEM  MYXCKOW  BpemMeHHbIit
npefHasHayeH TONbKO AN YPONOrMYECKOro MPUMEHEHUS
y AeTeil n B3pocnbix Nto60oro sBospacta. MpucnocobneHue
[OCTUTaeT MOYEBOro My3bIps Yepes ypeTpy.
CoBMecTUMOCTb C Apyrumu MW

MW CcOBMeCTUMO C ApeHaXHbIMW MellKamu/ HOCUMbIMU
MouenpueMHUKamMu (guanasoH guameTpoB oT 8 MM fo 13
MM + 2 MM) WA NOObIMW  APYTUMU  GPEHaXKHbIMU
meLkamu/ HOCUMbIMU MOYenpueMHUKaMm c
aHaNOrMYHbIMMN XapaKTepUCTUKamMu.

MpoTnBoNnoOKasaHusa

HensBecTHbI.

MpegynpexaeHus

MpucnocobneHne npefHasHayeHoO A1 OLHOKPATHOro
npumeHeHus. [loBTopHas cTepuaMsayns 3anpeLleHa.

lMoBTOpPHOE UCNONb30BaHME U (MNN) NOBTOPHAsA yNakKoBKa
MOTYT NPUBECTU K PUCKY WHPULMPOBAHUA NaLueHTa Uim
NONb30BaTeNs, HapyLWeHU0 CTPYKTYPHOM LeIOCTHOCTM U
(MnM)  OCHOBHBIX  XapaKTepUCTMK  MaTepuana MU
KOHCTPYKUMM npucrnocobneHns u, Kak cneacreue, cTatb
MPUYMHOA ero oTkasa u (M) TpaBMbl, 60M1E3HW WAK
CMEpPTW NaumeHTa.

MpepocTtepexeHus

OcmoTpuTe  KaTeTep Mnepef  WUCMNONb30BaHUEM.
Mcnonb3yiTe yCTPOCTBO, €CAN YNAKOBKa MOBPeXeHa.

He

B03MOXHble MO60YHbIE JEACTBUA MPU NCNONb30BAHUN
MW

e WHMDeKUNs MOYEBbIBOASLLUX NyTel

»  KpoBOTeueHue U3 ypeTphbl

«  PasgpaxeHue ypeTpbl
Y CcnoBus NpUMeHEHUs MeINLLMHCKOTO U3aenus

CraunoHap, 60nbHMLA, peabunnTaLMoHHbIE YUYpexaeHus
UNn AoMalLHAA cpepa.

PekomeHgyemas TemnepaTtypa oT 17/®C po +45®C,
OTHOCUTENbHON BRaxHoCTW Bo3gyxa oT 30 go 90% (6e3
06pa3oBaHMs KOHAeHcaTa).

VMHCTPYKLUSA MO NPUMEHEHUIO

(ans KkaTeTepa BpeMeHHOro cunaukoHosoro MAGIC 3
GO c rugpodunabHbIM NOKpPbITUEM MYXCKW 0 (Male) ¢

MyhToin  pgns BBeAEHUSA Sure-grip/  KaseTepa
BpeMeHHOro cuamkoHoeoro MAGIC 3 GO ¢
TMAPOPUNBHBIM  MOKPbITUEM My>ckoro  (Male)

iHonivioro ¢ M\ 10li gna BBegeHmna Sure-grip)

Mepes caMoCTOATENbHLIM  MNPOBEfEHMEM  MNpoLeaypbl
KaTeTepu3auMnm MPOKOHCYNbTUPYUTECH C MEAULUHCKUAM
paboTHUKOM.

1. Bcerga moiiTe pyku nepej MCnofb3oBaHWEM.



1

h, open the catheter package by peeling the tab upwards
withthe aid of the finger hole.

3 Ifdesired, use the adhesive label(s) to hang the package
on a nearby dry vertical surface while preparing to
| catheterize.

4. Clean the opening to the urethra - and the surrounding
area. Wipe Fom Font to back to avoid fecal contamination.
Wash your hands again.

5. Hold the insertion sleeve with your dominant hand and
squeeze it to grip the catheter shaft as you remove the
catheter Fom the pack. Next, hold the catheter funnel above
the insertion sleeve with your other hand and slide the
insertion sleeve down the shaft, stopping at about 6” Fom
the tip. Release the funnel. Using the insertion sleeve to
hold the catheter firmly, gently pass the tip of the catheter
into your urethra until the insertion sleeve nears the meatus.
Repeat until urine starts to flow.
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1

2. OTKpoWiTe ynakoBKy KaTeTepa, OTAeNAA A3bl4OK BBEPX C
NMOMOLLbIO OTBEPCTUA ANA Nanbla.

3. Bo Bpems MNOATOTOBKM K KaTeTepusaLuu YnaKoBKY
MOXHO  MPWKPENUTb  Ha  CYXYKH  BEPTUKaNbHYHO
MOBEPXHOCTb C MOMOLLbIO K/1EKOro CNosi, HAHECEHHOTO Ha
BHYTPEHHeli CTOpPOHe A3bluKa.

4. OuncTnTe ypeTpasnbHOE OTBEPCTME U NpUerarnwyo K
Heii o6nacTb. O6paboTaiiTe ydacToK candeTkoin no
Hanpas/fieHNIO OT YpeTpbl BO M30eXaHue 3arpAsHeHus
thekanmamu. NMOBTOPHO BLIMOWTE PYKMU.

5. Tpu W3BNeYEHUM KaTeTepa U3 YNaKOBKWM BO3bMUTECH
LOMUHUPYIOLWEA PYKON 3a MY(PTY M COXMUTE ee, Y4TOObI
NMPOYHO 3axBaTWTb CTePXeHb KaTeTepa. 3aTem [Apyroi
pyKoli BO3bMUTECH 332 BOPOHKY KaTeTepa Bblie My®dThbl U
CABUHbTE MY(TYy BHW3 MO CTEPXHIO Ha PpaccTosiHue
npumepHo 15 cm (oKono 6 AOIMOB) OT HAKOHEYHUKA.
OTnycTMTe BOPOHKY. lMpogomkas cxXumaTb My(Ty ANs
yOepXaHus KaTeTepa, aKKypaTHO BBeAMTe HAKOHEYHUK
KaTeTepa B YypeTpy, noka MydTa He npubnmsmtca K
Hapy>XHOMY OTBepCTUIO ypeTpbl. [MOBTOpAKTE, MOKa He
HayHeT BbITeKaTb MOYa.



Keep the catheter steady until urine stops flowing. When
inrestops flowing, slowly withdraw the catheter, stopping
fifflow starts again, until the last few drops have drained,
kck the color, odor and clarity ofthe urine. Any changes
Inayneed to be reported to a health care professional.

| Disposal

h, Place the catheter back into the package and dispose in
[accordance with accepted medical practice and applicable
local, state and federal laws and regulations. Do not flush
down the toilet (See section: Terms and Conditions of
Utilization).

Wash hands

THE MAIN COMPONENTS, DIMENSIONS AND
MATERIALS OF M1)

6. Y aepXuBainTe KaTeTep B CTabW/IbHOM MONOXEHWUW, MOKa
He MpekpaTuTcA BbIBOL MOYW. [locne OKOHYaHWA BbIBOAA
MOYN MefNEeHHO W3BNEKWUTe KaTeTep. Ecnu BbIBOL MOuYu
BO306HOBMTCA, MPUOCTAHOBMUTE U3BMEYEHME KaTeTepa [0
BblBefleHUA nocnefHux kKanenb. O6paTuTe BHMMaHWe Ha
LiBeT, 3anax M Npo3pavyHocTb Moyun. O N0 6bIX N3MEHEHUAX
co06WWNTEe MEANLMHCKOMY PabOTHUKY.

YTunusauyms
7. TlomecTuTe KaTeTep 06paTHO B YMNakKoBKY MU
YTUAN3NPYINTE €ro B COOTBETCTBUM C  MPUHATON

MeAWLMHCKON NpaKTUKOW W [eACTBYOLWNUMU HOpMamu
MEeCTHOro ¥ (efepanbHOro 3akoHogartensctea. He
CMblBaiTe ero B yHutas (Cm. pasgen: Mopsagok n Ycnosus
YTunusauun).

8. CHOBa BbIMOWTE PYKMU.

OCHOBHbBIE KOMIMOHEHTHI,
MATEPUANBLI MW

PASMEPHDI

MPUMEYAHUE: HEPTEXXW HE B MACLUTABE U MPEACTABJ/IAKOT ObW NI BUA N3OAENNA/
NOTE: DRAWINGS ARE NOT TO SCALE AND REPRESENT A GENERAL OVERVIEW OF MD.

D Jhmuewe

*iMptrat

Puc. 1 KaTteTep BpeMeHHbIN CMANKOHOBbLIN MAGIC 3 GO ¢ rngpoguibHbIM NOKpbITUEM MYXCcKoii (Male) ¢
mydTon ansa BeBegeHus Sure-grip/ MAGIC 3 GO Intermittent Hydrophilic Catheter, Male with Sure-grip

Physical characteristics/ ®@n3nyeckne xapakTepucTnKkun
Tabnuua 1 pasmepos / Table 1 Dimensions

Cataloque number/ KaranoxHbii  gag0G 53812G 53814G 53816G 53818G 53820G
Kog
Catheter Size / Pasvep KaT-pa 0F@E3W) 12F@0mm WUF@7mm 16F(E3mm) 18F60mm 20F (67 mm)
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waiDege  channel  length, mm/ 34,29 33,02 3L75 30,48 29,97 29,97
LUKHa APEHaXHOrO KaHana, MM

0B MM, (A)

Drairage channel diameter, 10.24 10,24 10,24 10,24 10,24 10,24
mT/[JHaMeTp ApeHaKHOro KaHana,

MATD), vm £ 0.13 Mm

Catheter length, mm/ 402.08 402.08 402.08 402.08 402.08 402.08
I+ KaTeTepa, MM £17,15 mwm, LLI)

Hydrophilic cover length, mm/ 323.85 323.85 323.85 323.85 323.85 323.85
[vHa rvapothnnbHOro NOKPbLITYS,

w£12.7 mwm. fC)

Quter diameter, mm/ 3,33 3,99 4,65 5,33 5.99 6,66
BHewH.gHaM. MM, 10,33 MM (D)

Inner diameter, mm/ 178 221 2,49 323 3,73 4,39
BHyTp.avam. M, £0,33 Mm (E)

Catheter Tip to drain'eye length, 3,05+1,91 5,59+1,91 5,84+1,91 7,11+1,91 7,62+1,91 7,62+1,91

mm / PaccTosiHMe OT KOH4YMKa

KaTetepa [o QNCTaNbHOro

oreepctus, MM (G)

Catheter Tip to proximal eye length,  8,89+1,91 10,80+1,91 12,70+1,91 13,97+1,91 14,48+1,91 13,21+191
nm PaccTosiHMe OT  KOH4YMKa

KateTepa [0  MPOKCHMASIbHOTO

oreepctvs, MM (F)

Proximal and Drain length, mm/ 2,67 2,24 2,67 254 4,45 5,28
JwHa MPOKCUMa/IbHOIO n

[vcTanbHoro oteepctus, MM +0,64

(H.) o

Proximal and Drain width, mm/ 0,77 0,71 0,66 0,76 1,02 163
LvpyHa  MpOKCMManibHOro  H

[VCTarnbHOro oTBEpCTMSA, MM +0,38

(X0}

Catheter wall thickness, mm/ 0,77 0,89 1,08 1,06 113 113
TonuyHa CTEHKW KaTeTepa, MM

03

17okcnmanbaoe
rnnpcnu

AcnabBOT

Ofcrae

Pvc. 2 KateTep BpeMeHHbIN cuUANKOoHOBbIN MAGIC 3 GO ¢ rugpounibHbIM NOKPbITUEM MYXCKoi (Male)
M30rHYTbIN ¢ MydTON ansa BBegeHus Sure-grip/ MAGIC 3 GO Coude Intermittent Hydrophilic Catheter, Male
with Sure-grip

Physical characteristics/ ®un3nyeckune xapakKTepucTuKun
Tabnuua 1 pasmepoB / Table 2 Dimensions

Eﬁa'oq“e number/  KaranoxHelli  goaq 06 50812G 50814G 50816G 50818G
Catheter Size / Pasmep kaT-pa KOrr3-3awd  12FC4.0mv) 14F@47mv) 16F(53wmv)  18F (6,0 mv)
Drainage channel length, mm/ JamHa 34,29 33,02 31,75 30,48 29,97
[IpeHakHOro kKaHanma, Mm 508

Mv, (AL

Drainage channel diameter, 10,24 10,24 10,24 10,24 10,24

mmVyameTp [ApeHaKHOro KaHana,
mM (A N, vm £ 0.13 MM

Catheter length, mm/
[nvHa katetepa, Mm £17,15 mm, (B) 4055 4055 4055 4055 4055
Hydrophilic cover length, mm/ 34338 3438 343.8 34338 3438
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JHHA TVUAPOGILHOTO MOKPbITUS,

n+12,7 mm, CO

)uter diameter, mm/ 333 3,99 4,65 533 5.99
1HeuH, M. MM, £0,33 MM (D)

iner diameter, mm/ 1,78 221 2,49 323 3,73
1H¥T0,aHaM. MM, 10,33 MM (E)

Qtretor Tip to drain eye length, nm 18,03 18,03 18,03 18,62

(PeecTOH/E OT KOHUMKA KaTeTey
[VCTarsHoro OTBEPCTUA, MM ﬂ,glpawm'qc? 1562

IR

Caheter Tip to proximal eye length, 23,11 23,11 23,11 24,21
LLLLYPACCTORHVE OT KOHUMKA KaTeTepa [0 2096

apOKC/MBBHOTO  OTBEpCTUA, MM 1,91 !

w(G

Proximal and Drain length, mm/ 2,67 2,24 2,67 254 5,16
JdwvHa NPOKCMMaTbHOr 0 "

[VCTa/lbHOTO  OTBEpCTUs, MM +0,64

(X0

Proximal and Drain width, mm/ 0,77 0,71 0,66 0,76 102

LLpvHa MPOKCUMa/IbHOTr O "
JvcTansHoro otsepctun, MM +0,38

B-
Catheter wall  thickness, mm/ 0,77 0,89 1,08 1,05 113

TorwyHa cTeHKku KaTeTepa, Mv 0,33

Catheter Tip Curved Length 12,7 12,7 12,7 12,7 12,7
,TT/ANnHa M30rHYTON  YacTu

KOHUYVKa KaTeTepa, £1.52 mm, (J)

Catheter Tip Angle ,Tw/¥Yron nsrméa 30 30 30 30 30
KOHUMKa KaTeTepa, °+ 1°

Sure-Grip Gripper _ 5
Sure-Grip Gripper is a movable tube made of MydTa ans BBejeHus Sure Grip npeAcTaBnseT Cco6ow

Polyethylene located on the catheter to facilitate its N0/1NONEPUHOBYIO MOABMXKHYIO TPYOKY, PacnonoXeHHYI0 Ha

insertion. KaTeTepe W CNOCOGCTBYIOLLYIO €r0 BBEfeHUIO.

Puc. 3 MydgTa gnsa BeefieHnsa Sure-grip/ Sure-Grip Gripper

Tabnuua pasmepos My Thbl A1 BBeAeHUA Sure-grip( Ana KaTeTepa BpeMeHHOro cuankoHosoro MAGIC 3 GO ¢
rMAPOUNBHLIM MOKPbITUEM MYXCKOW (Male) n gna kKateTepa BPeEMEHHOro cuanmkoHosoro MAGIC 3 GO c¢
rmaponibHbIM NOKPbITUEM MYXCKol (Male) nsorHytoro)) MAGIC 3 GO Intermittent Hydrophilic Catheter,
Male with Sure-grip and MAGIC 3 GO Coude Intermittent Hydrophilic Catheter, Male with Sure-grip.

Sure-Grip Sure-Grip Sure-Grip Sure-Grip Sure-Grip Inside Mid- Outer
length (3 length (2 length (1 max min diameter, diameter, diameter,
segments), segments), segment), thickness, thickness, mm/ mm / 5 mm
mm/AnvHa mm/ Aanda mm / QnandHa mm/ mm/ BHYTpeHHUi CpepHuin /BHewHKni1
3-ex 2-yx 1-ro Makcumans  MuHUMabH LvnameTtp, anameTp, AvawmeTp,
CerMeHToB CerMeHTOB cermMeHTa Has af To/NLMNHa MM, (D 1) MM, (D 2) MM,
My@Tbl, MM,  MY(Tbl, MM,  MYdTbl, MM, TONUWMHA MY(Tbl, MM, (D3)
A ) ©) Mydazg), MM, (E)

19,05+0.38 12,7+0.38 6,35+0.38 0,635+0.38 0.381+0.38 8,001+0.38 10,16+0.38 11.43+0.38

Gripper colorant as per MD catalogue number/ LUBeT My(pTbI COr/lacHO KaTasioxHoMy Kogy M
Catalogue number for MD with Gripper/ | Catheter size/Pa3mep KaT-pa | Gripper colorant/useT My Thbl
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[aTanoxHbIn Kog MW ¢ mydToii

S310G 50810G 10F uepHbIiA/ black
53812G. 50812G 12F 6enblii/ white
53814G. 50814G 14F 3eneHblii/ green
53816G, 50816G 16F opaH>XeBbli1/ orange
53818G, 50818G 18F KpacHbliA/ red
53820G 20 F xenTbli/ vellow

Performance characteristics / MexaHn4yeckne xapakKTepnuCcTUKM

Catheter tensile strength/MpoyHocTb Ha pa3pbiB kaTeTepa for/gna 10 F- >7.34 H, for/gna 12,14, 16,18, 2Uf ->Y /8 H.

Self-adhesive tape to packaging strength/mpo4HOCTb KpenneHMsa caMoKeslencs neHTbl K ynakoske: > 0,82 H
Packaging to vertical surface (steel) strength/ MpoYHOCTb KpPenneHnsa ynakoBKU K BEPTUKaNbHON MOBEPXHOCTU (CTann)
>0,46 H.

Flowrate/ XapakTepucTUKM CKOPOCTW NOTOKa

. Flowrate (ml/sec) /CkopocTb NoToKa
Cataloque number/KaTanoxHbIli Kog, Catheter size/®paHL,. pasvep KaT-pa MMmn/cek.YCKopocTb NoToka (M/MUH.)

53810G. 50810G 10F 30 + 6%
53812G. 50812G 12F ~ 50 + 6%
53814G. 50814G 14F 70 + 6%
53816G, 50816G 16F 100 + 6%
53818G. 50818G 18F 100 + 6%
) 53820G 20F 100 + 6%

| Shore hardness/ TBeppocTb no LLopy

Catalogue number/KaTanokHbiii ko Inner surface Hardness, Shore units ~ Outer surface Hardness, Shore units

(% 2 units)/TBepAOCTbL BHYTPEHHe (£ 2 units)/TBepAOCTD Hapy>xHoi
NOBEPXHOCTK, eA. TB. LLlopa A (2 noBepxHoCTK, ea. T8. LLlopa At 2 e
en)
53810G 67 83
53812G 69 8l
53814G n 9
53816G 69 8l
53818G 67 83
53820G 67 83
50810G ! 9
50812G 69 8l
50814G 69 8l
50816G 67 83
50818G 69 8l
53810G 71 9
Weight info/ Macca
Cataloque number/KaTanoxHblii Kof Catheter weight, gr /Bec kaTeTepa, Gripper Sure-Grip weight, g/ Macca
rxlsr MydTbl, F+0,1 1
53810G 7 0,52
53812G 74 0,57
53814G 7.6 0.53
53816G 8 0,57
53818G 85 0,57
53820G 8.9 0,57
50810G 91 0,53
50812G 51 0,57
50814G 6.3 0,58
50816G 6.6 0,59
50818G 6.8 0,58

Materials /Matepuarnbl
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Component/KoMNOHeHT

Material /MaTepuan

974 PNF Tlonumep/Polymer

Catheter/ KateTep CMecb CvNMKOHOBOIO Kayuyka/ Silicone Mixture:
1. 2080 cunmkoH/ silicone (RM2401052)
2. 9280-70A cunmkon/silicone (RM2401046)
3. SRM120 cunukoH/ Silicone {RM2401040)
Hydrophilic Cmecb nonumepos/ Polymer Mixture:
coating/rugpodunbHoe 1. Kap6onon /Carbopol
MOKpbITHE (RM2401054)

2. AMP 95 AHume/ Anime (RM2401041)

GO Coating /CmasbiBatoLLee
rMaporenieBoe NMoKpbITHe

1. PEG 400 - Plurinol/ MnypuHon E400 NF (RM2401229)
2. RR-CG Water, Glycerin/Boga, rauepuH (RM2401055)

3. NiuctnnnunoosaHHas Boga/Distilled water (RM2401223)

Gripper/ Mydta

MonunponuneH/Natural - Polyethylene RTP 799 A X

123737 C NS, Kpacutenu/Colorant:

1

2.

3.

Kpacutens/Colorant PE9M664891 (RM2401067)
KaT. kog 53810G, 50810G, uBeT uepHsblit/black
Kpacutens/ Colorant PEOM665212 (RM2401068)
KaT. kog 53812G, 50812G, uget 6enblii/white
Kpacutens/ Colorant PE6M665518 (RM2401069)
KaT. Kog 53814G,50814G, uBeT 3eneHblii/green
Kpacutens/ Colorant PE2M665066 (RM2401070)
KaT.kog 53816G, 50816G, wLBeT o0OpaHXeBbli/
orange

Kpacutens/ Colorant PE2M665066 (RM2401071)
KaT. kKog 53818G,50818G, LBeT KpacHblit/ red
Kpacutens/ Colorant PE2M665066 (RM2401072)

Patient Contact
Information /Hannuue
KOHTaKTa C NaLneHToM
Yes/ EcTb

Yes/ EcTb

Yes/ EcTb

Yes/ EcTb

KaT. kog 53820G, uBeT xenTblid/ vellow
Raw material Suppliar- Bard Juarez/ MNocTtasLuk coipbs- Bard Juarez

1IPACKAGING INFO

Each shelf box accommodates 30 catheters in a primary
pack.

All products are delivered in sealed protective sterile
individual packaging that opens in the center.

The packaging of the MAGIC 3 GO catheter is compact
and makes it possible to transfer it in a complex form in a
compact format. Adhesive surface on the inner side of the
tab Fees hands; it can be attached to a dry vertical surface.

Each shelf box contains Instruction for Use.

Packaging dimensions as per design style / Pa3mepbl
YNaKOBKM B 3aBUCMMOCTMN OT BapMaHTa UCNOHEHNS

MAGIC 3 GO Intermittent Hydrophilic Catheter, Male with
Sure-grip/ KateTep BpeMeHHbIli cuankoHoBbli MAGIC 3 GO ¢
rMapouibHLIM NOKPLITUEM MYXXCKOW (Male) ¢ mydToil ans
BBEAEHUS Sure-grip
MAGIC 3 GO Coude Intermittent Hydrophilic Catheter, Male
with Sure-grip/ KateTep BpeMeHHbIli cunmkoHoBbli MAGIC 3
GO ¢ rnapotnibHBIM MOKPLITUEM MYXKCKOi (Male) n3orHyTbIit
1>LmpfjToii 089 BBEEHNA Sure-grip
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YMAKOBKA

Kaxpgad rpynnosas KapTOHHad ynakoBka cofepxut 30
KaTteTepoB B WHAWBUAYANbHON ynakoBKe.
Bcs npogykumsa noctaBaseTcs B repMeTUUHON 3aluTHON
CTEpPUNbHOW WNHANBUAYANbHOW yNakoBKe,
OTKpbIBatLLeiics B LieHTpe.
YnakoBKa BpeMeHHOro moyesoro karetepa MAGIC 3 GO
KOMMNaKTHa W npefocTaBnseT BO3MOXHOCTb NEPEHOCUTH
€ro B C/I0XKEHHOM BMAe B KOMNAKTHOM topmate. Knelikas
MaHXeTa 0CBOOOX[JAaeT PyKW; C ee MOMOLLbK KaTeTep
MOXHO MPUKPENUTL K CYyXOli BEPTUKANbHO NOBEPXHOCTMU.

Kaxjas rpynno.as Kopo6Kka
WHCTPYKLMEel N0 NPUMEHEHWIO.

conpoBoOXXpaaeTca

Individual ~ packaging size/ Shelf box size/ Pasmep
Pasmep MHANBUIYanbHO  TPYNNOBOVA yNaKoBKM
yNaKoBKM

466x41 MM (£10%) 473x83x114 MM (£10%)

462x42 MM (£10%) 473x82x113 mm (£10%)



ATEPNAJNblynakoskul/packaging materials

InHcaHHe/Description OnucaHve matepuanal/ Material description
bukeTKa KOHTpOns BCKpbITUA/ Reseal-It o Nuuesoli  matepman PET50, matepwan C  npunpeccoBkoii  PP12,
ael nepesanevyatbiBaemblii  S2  Knelikmii, nognoxka [/ Face Material PETS50,
Overlaminated PP12, Reaseal S2 Adhesive, Backing Liner
Kopobka gnst ctennaxa/ Shelf Box e JlammHupoBaHHasi NnoTHas mbpa 34nT. C 0T6eNnBaHNEM C 2-X CTOPOH / 34pl
laminated solid fiber. Bleach 2-sides
Kopriyc / Case e Tapa C YeTbIpbMsA PaBHOBEIMKMMW KflanaHaMu, paBHbIMU 1/2 WNPUHBI ALLMKa

(RSC), u3 HaTypanbHoii KpadT-6ymaru, rogp C 32, npoLefLunii ucnbitaHme
Ha TopueBoe oxatue / Natural Kraft, Regular Slotted Container (RSC), 32 ECT
C Flute.

JNamuHart n3 ¢onbr/ pffeprinted foil e 25, 5 MKMOI/25.4 mkv 6enblin M3HI/8,9 Mkm tonbra (OU)/44,4 MKM
BakyyMHasi ynakoBka Surlyn, wunu B CTaHZapTHbIX YycTaHoBKax, 100 ™
MOrT/15 dyHToB (6,8 Kr), 6enbiin M3HM/35 rm donbra (4)/26 dyHToB (11.8
Kr), BaKyyMHas ynakoska Surlyn / 25.4 1, OPP/25.4 p White LDPE/8.9 p Foil
(DI)/44.4 p Surlyn, or in Standard units, 100 ga OPP/15 Ib (6,8 kg) White
LDPE/35 ga Foil (DI)/26 Ib (11,8 kg) Surlyn

Additional label for Russia / MakeT MapKMpPOBKW Ha PYCCKOM A3blKe Ansa PP
(After MD registered it will be circulated in the Russian Federation with the below label/
lMocne perucTtpauum MW 6ygeT obpaliaTbecs Ha TepputTopun P® ¢ gaHHbIM Nein610M)

Mpn nocTaBke Ha TeppuTopuio P® rpynnoBas M TpaHCMOPTHas YNakoBKW 6yAyT CHabXaTbCsH AOMOMHUTENbHBIM
PYCCKOSA3bIYHBIM CTUKEPOM, UMEIOLLUM NPUOPUTET AN MOCTAaBOK B PO,

MMy pacxXoXaeHUU MH(pOPMAaLUM HA CTUKEPE U HA YNAaKOBKe BEPHOI cuMTaTh MHQOPMALMIO Ha CTUKepE.

NoKanbHbli pycCKOA3bIYHbIA CTUKeP He OYAEeT 3aKpbiBaTb OPUTMHANILHYI0 3TUKETKY OT NPOWU3BOAUTENS, U GYAET UMETh
crefytoLLee CofepKaHue:

IDuring import to Russian Federation the medical device in group packages and transport packages would be provided
lwith the local Russian stickers that are prevailing when supplied to Russian Federation. In case of discrepancy of
information on the sticker and on the package, it is correct to consider the information on the sticker. Local Russian
sticker does not cover the original data of the manufacturer and is of the following content:

KateTep BpeMeHHbI cuAnkKoHoBbii MAGIC 3 GO ¢ rugpodunbHbIM NOKPbITUEM MYXCKoin (Male) ¢ mydTol gns
BBeAEHMS Sure-grip, KaTanoXHblil kog: 53810G

MpowussopuTtens: C.P. bapg, NHK, CLLUA

C.R. Bard, Inc., 8195 Industrial Boulevard Covington, GA 30014 USA, 770-784-6100

Mecto npoussogctea: Davol Surgical Innovations S.A. de C.V., Gral. Roberto Fierro Ne 6408 Parque Industrial Aeropuerto
Ciudad Juarez Chihuahua C.P. 32685, Mexico

O6nacTb NPUMEHEHUS; yponorus

BapuaHT ncnonHeHms, pasmepbl: CM. Ha YnakoBKe

Cepus (LU\): cM. Ha ynakoBke. Homep no katanory (ILLL): cm. Ha ynakoBke

Vcnonb3oBaTh 40 (1 ): CM. CM. Ha ynakoBke. CpoK rogHocTu: 3 roga

YCnoBua XpaHeHus: npu TemnepaType OT 0°C Ao +30°C npu OTHOCUTENbHOW BAAXHOCTU Bo3gyxa oT 60% fo 95% (6e3
06pa3oBaHVA KOHAEHCATa), B 3alMLLIEHHOM OT BO3AENCTBUSA NPSAMbIX COMHEYUHbIX SyYeld, Tenna v 3aMopaKnBaHus MecTe.
CrepubHO. HeTOKCUYHO.

He ncnonb3oBatb Npy NOBPeXKAeHUN YNaKoBKW. 3anpeT Ha NOBTOPHOE MpyMeHeHne. He cTepunmn3osath NOBTOPHO. He cofepxuT
HaTypasibHbIi natekc. CM. UHCTPYKLMIO MO NMPUMEHEHNIO.

PacLumppoBKy rpamueckmx CMMBO/OB: CM. B MHCTPYKLUM.

YNOAHOMOYEHHbIA NpeAcTaBUTENb NMPOM3BOANTENS HA TeppuTopun Pd:
000 «bapg Pyc», Poccuiickas Pegepaups, 121596, r. Mocksa, yn. FopbyHoBa, oM 2, ¢Tp. 3, 3T. 5, mom. 11, kom. 1, odmc A-
500.1 kab. 5, Ten.: +7 (499) 372-50-02, thakc; +7 (499) 372-50-03, complaints_CIS@bd.com

PY X [ 1 fgata PerucTpayuoHHoro ygoctoseperHua AU.MM.IT.

ViH(hopmaumio Ha pyccKOsA3bIYHOM CTUKEPE MPOCUM CUMTaTb MPUOPUTETHON Npu NocTaBke B PO

MAGIC 3 GO Intermittent Hydrophilic Catheter, Male with Sure-grip, code: 53810G.

Manufacturer: C.R. Bard, Inc., 8195 Industrial Boulevard Covington, GA 30014 USA, 770-784-6100

Place of manufacturing: Davol Surgical Innovations S.A. de C.V., Gral. Roberto Fierro Ne 6408 Parque Industrial Aeropuerto
Ciudad Juarez Chihuahua C.P. 32685, Mexico

Application field: for use in urology
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ariants, catheter size: see packaging

< number (Ib&L); See the package. Reference number (FO3): See the package

xpiry date (8): See the package. Shelf life: 3 years.

torage conditions: The catheter is resistant to temperature Fom 0° C to + 30° C and 60-95% humidity (without condensation). In
place protected Fom direct sunlight, heat and Feezing,

lerile. Non-toxic.

[2Not Use if the Product Sterile Barrier System or its Packaging is Compromised. For one time use only. Do Not Resterilize.
iLatex Fee. Consult Instructions for Use.

Farsymbols: See instruction for use,

IAuthorized Representative of the Manufacturer:

IILC Bard Rus, Russian Federation, 121596, Moscow, Gorbunova street, 2, bid. 3, floor 5, premises Il, room 1, office A-500.1
Icabinet 5, Tel./Fax; +7 (499) 372-5002 email: complaints_CIS(@bd.com

IrCNe /  and date™ofissue DD.MM.YY.

Information on Russian sticker, please consider the priority for supply in the Russian Federation.

jKateTep BpeMeHHbIn cnnnkoHoBbli MAGIC 3 GO ¢ ruapotnnbHbIM NOKPLITUEM MYXCKOI (Male) n3orHyThili ¢ My(TOit
[ BBELileHNA Sure-grip, KaTanoxHble Kogbl: 50810G

Mpoussogutens: C.P. bapg, VHK, CLUA

CR. Bard, Inc., 8195 Industrial Boulevard Covington, GA 30014 USA, 770-784-6100

‘l\/leCTO npoussogctea: Davol Surgical Innovations S.A. de C.V., Gral. Roberto Fierro Ne 6408 Parque Industrial Aeropuerto
ICiudad Juarez Chihuahua C.P. 32685, Mexico

#06/1aCTb NPUMEHEHNS: YPOIOTns

BapuaHT UCNONHeHWs, pa3Mepbl: CM. Ha YNakoBKe

Cepus (EI1): cm. Ha ynakoske. Homep no katanory ( [5E1): cM. Ha ynakoBke

Mcnonb3oBath 40 (8 ): cM. cM. Ha ynakoBke. CpoK rogHoctu: 3 roga

YcnoBrs XpaHeHus; npu Temnepatype oT 0°C go +30°C npu OTHOCWUTENbHON BNAXHOCTW BO3dyxa OT 60% o 95% (6e3
06pa3oBaHUs KOHAEHCATa), B 3aLLULLIEHHOM OT BO3AECTBUS NPAMBIX COMTHEYHBLIX NyYeii, Tenaa 1 3aMopaXnBaHUs MeCTe.
CrepusnbHO. HeToKCHMYHO.

He ncnonb3oBath NpY NOBPEXAeHWUM YMaKOBKW. 3anpeT Ha MOBTOPHOE NpUMeHeHue. He cTepunn3oBaTh NOBTOPHO. He cogepxumT
HaTypa/ibHbIA natekc. CM. MHCTPYKLMIO MO NPUMEHEHWIO.

PacLuntpoBKy rpatmyeckux CUMBO/OB; CM. B UHCTPYKLMW.

YNOAHOMOYEHHBIA NpeACcTaBUTelb NMPOM3BOANTENS Ha TeppuTopun P®:
000 «bapg Pyc», Poccuitckas degepauymsa, 121596, r. Mocksa, yn. FopbyHosa, oM 2, ¢Tp. 3, 3T. 5, nom. I, kom. 1, odmc A-
500.1 kab. 5, Ten.: +7 (499) 372-50-02, thakc: +7 (499) 372-50-03, complaints_CIS@bd.com

PYNe / 1 gata PeructpaymoHHoro ygoctosepeHua A40.MM.IT.

ViHthopMaumio Ha pyCcCKOA3bIYHOM CTUKEepe NPOCUM cYMTaTb MPUOPUTETHON Npy NocTaBke B P®

MAGIC 3 GO Coude Intermittent Hydrophilic Catheter, Male with Sure-grip, code: 50810G.

Manufacturer: C.R. Bard, Inc., 8195 Industrial Boulevard Covington, GA 30014 USA, 770-784-6100

Place of manufacturing: Davol Surgical Innovations S.A. de C.V., Gral. Roberto Fierro Ne 6408 Parque Industrial Aeropuerto
Ciudad Juarez Chihuahua C.P. 32685, Mexico

Application field: for use in urology

Variants, catheter size: see packaging

Lot number (") : See the package. Reference number (1LLL): See the package

Expiry date (8 ); See the package. Shelf life: 3 years.

Storage conditions: The catheter is resistant to temperature Fom 0° C to + 30° C and 60-95% humidity (without condensation). In
a place protected Fom direct sunlight, heat and Feezing.

Sterile. Non-toxic.
Do Not Use if the Product Sterile Barrier System or its Packaging is Compromised. For one time use only. Do Not Resterilize.

Latex Fee. Consult Instructions for Use.
For symbols: See instruction for use.

Authorized Representative ofthe Manufacturer:
LLC Bard Rus, Russian Federation, 121596, Moscow, Gorbunova street, 2, bid. 3, floor 5, premises II, room 1, office A-500.1
cabinet 5, Tel./Fax: +7 (499) 372-5002 email: complaints_CIS@bd.com

RCNe /  anddate ofissue DD.MM.YY.
Information on Russian sticker, please consider the priority for supply in the Russian Federation.

STERILITY INFORMATION NMHO®OPMALNA O CTEPUJIBHOCTU

The catheter is sterilized by electron beam radiation KaTteTep NpoXoAuUT CTEPUIN3ALNIO INEKTPOHHO-/yYEBbIM
providing a sterility level (SAL) of 10-6, the sterilization ~W31y4eHnem, oGecnevnBalOWUin ypoBeHb CTePUILHOCTM
process is designed and validated in accordance with ISO (SAL) 10-6, npouecc cTepunmsauum paspabotaH u
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(I

137-1: 2006 “Sterilization of health care products —
diation — Part 1. Requirements for development,
lidation and routine control of a sterilization process for
«dical devices.”

lismedical device is intended for single use only, sterile
the packaging is closed and intact. Do not use the product
indoubt regarding its sterility.

m HELP LIFE
helf life of the medical device is 3 years maximum,
his medical device must not be used after the expiration
de indicated on the p"ackage.

B technical service details

‘Jot applicable. The medical device is single use and does
lot require technical service.

HCONDITIONS OF TRANSPORTATION
MAGIC 3 GO Intermittent Hydrophilic Catheters
transported using all available modes of transportation in
the covered vehicles according to the transportation rules
forced on each transportation mode.
Special conditions are not required. The recommended
temperature is (0°C to +30®C) and 60-95% humidity
(without condensation) and mechanical stress during
[vibration loads in the Fequency range From 10 to 55 Hz,
travel amplitude 0.35 mm and shock loads with a peak
acceleration of 10g with a duration of impact acceleration
of 16 ms.

1STORAGE CONDITIONS
The catheter is resistant to temperature Fom 0® C to + 30®
Cand 60-95% humidity (without condensation). In a place
protected Fom direct sunlight, heat and Feezing.

1 OPERATING CONDITIONS
The catheter is resistant to temperature (+32®C to 42®C)
and the effects of biological fluids.

1ENVIRONMENTAL PROTECTION
This product does not harm the environment with proper
operation, transportation and storage.

1TERMS AND CONDITIONS OF UTILIZATION
After use, this product may be a potential biohazard.
Handle and dispose of in accordance with acceptable
medical practices and applicable local, state and federal
laws and regulations. Class B (SanPin 2.1.7.728-99).

12
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BanuguposaH B cooTBeTcTBUM Cc ISO 11137-1:2006
«CTepunnsauymsa MeAMNLUHCKO NnpoayKLuuu.
PagnaunoHHas cTtepunmsayma. Yactb 1. TpeboBaHuA K
pa3paboTKe, Banjaunmn N TEKYLLEMY KOHTPOIO npouecca
CTepUAn3aLnmnm MeguLMHCKNX U3LeNnii».

[JaHHOoe MefuUMHCKOE un3fenne npefHasHavyeHo TO/bKO
ONd  OfHOKPATHOrOo MNPUMEHeHUd, CTepusnbHO, ecnu
ynakoBKa 3aKpbiTa 1 Lena. He ncnonb3syiTe nsgenue, ecnu
eCTb COMHEHWS KacaTe/lbHO ero CTepUbLHOCTH.

CPOKropgHocCTH

CpoK rogHocTM MeAMUMHCKOro wu3fenns cocrtasnser 3
roga. [aHHOoe MefuUMHCKOE Wu3fenne 3anpellaerca
ncnonb3oBaTb nocne gatbl OKOH4YaHMA CPOKa roaHOCTH,

yKa3aHHOTO Ha ynaKoBKe.
CBEJAEHWA O TEXHMYECKOM

OBCNYXNBAHNU
He npumeHumo pgna paHHoro MW. Wspgenue pana
O[HOPa30BOr0  WCMO/Ib30BAHUA W He  MOANEXUT

TEXHNYECKOMY 06CI'Iy)KVIBaHVIK).

OAHHDBIE ANA TPAHCITOPTUPOBKU

KaTeTep BpeMeHHb(1 cunukoHoBbli MAGIC 3 GO ¢
rMAPOPUABLHLIM  MOKPbITUEM TPAHCMOPTUPYIOT BCEMU
BMAAMMW TPaHCMOPTa B KPbITbIX TPAHCMOPTHbIX CpeacTBax
B COOTBETCTBMMW C TPEOOBAHMAMM U NpaBMIamMu NepeBo3Ku
rpy3oB, [AeACTBYHOLWMX Ha TPaHCMOpTe KaXJoro Buia.
CneyunanbHbIX YC/IOBMIA MNpU  TPaHCMOPTMPOBAHWM  He
TpebyertcH. PekomeHgyemas TeMmnepartypa npu
TpaHcnopTupoBaHum ot O0®C go +300C, OTHOCUTENbLHON
BNAXHOCTM BO3Ayxa oT 60% pfo 95% (6e3 obpasoBaHuA
KOHAeHcaTa) W  MeXaHW4YeCcKMX BO3AENCTBUIA  npwu
BMOpaUNOHHbIX Harpyskax B fuanasoHe yactot oT 10 go
55 Ty, amnautyge nepemeuieHus 0,35 MM ¥ yaapHbIX
Harpyskax Cc  TMNWUKOBbIM  ycKopeHuem  10g  npwu
ANNTENbHOCTW AeCTBNA YAAPHOr0 YCKOpeHns 16 mc.
OJAHHbBIE ANnAd XPAHEHWA

KaTeTep npu XpaHeHUM YCTOWYMB K BO3AENCTBUIO
KNMMaTUYeCKUX (haKTOpOB MpU TemnepaTypHOM pexume
0T OoC g0 +300C npn OTHOCUTENBHOI BAAXHOCTU BO3AyXa
0T 60% po 95% (6e3 ob6pasoBaHMA KOHAeHcaTa). B
3alWMLULEHHOM OT BO3AEeCTBUSA NPAMbIX COTHEYHbIX NyYei,
Tensa v 3aMopaXKnBaHUA MecTe.

OAHHBIE ANndA SKCMNTYATAUNN

KaTeTep npu akcnnayaTaumMum YCTOMYMB K BO3AENCTBMIO
KnMMaTmyecknx (akTopoB ANS TeMnepaTypHOro pexuma
oT +32®C pgo +42®C u BO3A4EWCTBMIO OMONOTNYECKUX
XULKOCTEN.

OXPAHA OKPY>KA}OIJ_I,EI7I CPEAbI

[laHHOoe n3genne He HaHOCWUT Bpefa OKpYXatolleli cpege
npu npaBW/bHOM 3KcnayaTaumn, TPaHCMOPTUPOBKE W
XpaHeHUu.

NMOPAAOK NYCNOBNA YTUNU3ALNW
Mocne MCNONb30BaHMUA nsaenwve npeacTtasnseT
noTeHLManbHy0 6MONOrMYECKYIO OnacHocTb. O6palyeHne

c n3gennem n ero yTunmnsaunto HeOﬁXO,CI,VIMO
OCYLLECTBNATL B  COOTBETCTBUM C TMPUHATbIMU B
MBAVILI,VIHCKOVI NnpaKTnke HOopmMamu, a TaKXxXe

COOTBETCTBYIOLMMM MECTHbIMU, TOCYAApCTBEHHbIMU W



HE LIST OF INTERNATIONAL STANDARDS
ri'lLIED TO THE MEDICAL DEVICE

tandard /
NaHpapT
SEN 556-1

n 1041+al

;NIS0O 15223-1

3SENISO 10993-5

EN1SO 10993-1

iISO 11737-1

BS EN I1SO 10993-10

EN ISO 11607-1

EN ISO 11607-2

ISO 11137-1

ISO 11137-2

EN ISO 13485

ENISO 14971

ISO 11737-2

(hefepasibHbIMU
nHcTpyKumamu. Knacc b.

MEPEYEHb HALMNOHANBbHBLIX
MEXOYHAPOAHbIX HOPMATWBHbIX

3aKOHOAaTe/IbHbIMU aKTamMmu
(CaHMuH 2.1.7.728-99).

OJOKYMEHTOB/CTAHOAPTOB, KOTOPbIM
COOTBETCTBYET MEAVWUWHCKOE U3AENNE

Description

Sterilization ~ of medical  devices.
Requirements for medical devices to be
designated "STERILE”. Requirements
or terminally sterilized medical devices
nformation supplied by the
nanufacturer of medical devices
Vledical Devices - Symbols to be used
with medical device labels, labelling and
nformation to be supplied - Part 1
General Requirements

Biological evaluation of medical devices
— Part 5: Tests for in vitro cytotoxicity

Biological evaluation of medical devices
-Part 1. Evaluation and testing within a
risk management process

Sterilization of medical devices —
Microbiological methods — Part 1
Determination of a population of

microorganisms on products

Biological evaluation of medical devices.
Tests for irritation and skin sensitization

Packaging for terminally sterilized
medical devices - Part 1. Requirements
for materials, sterile barrier systems and
packaging systems

Packaging for terminally sterilized
medical devices - Part 2: Validation
requirements for forming, sealing and
assembly processes

Sterilization of health care products —
Radiation — Part 1. Requirements for
development, validation and routine
control of a sterilization process for
medical devices

Sterilization of health care products —
Radiation — Part 2: Establishing the
sterilization dose

Medical devices - Quality management
systems - Requirements for regulatory
purposes

Medical devices - Application of risk
management to medical devices
Sterilization of medical devices —
Microbiological methods — Part 2: Tests
of sterility performed in the definition,
validation and maintenance of a
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3nucaHune

Crepunusaums MEeLULNHCKNUX n3genuni.
TpeboBaHMA K MEAULMHCKUM  U3LENUsM,
Kateropuu KCTEPUNBHO». TpeboBaHua K
MeANLUHCKAM n3genuam, noanexatyum
(hMHUWLWHONM cTepuam3auum

ConposoanTenbHas NH(opmaLmns K
MeLULMHCKUM YyCTpocTBam

3genna MeAULMHCKMe. CuMBO/IbI,
NpUMeHseMble npwu MapK1UpoBaHU Ha
MEAUUMHCKMUX  U3fenuax, 3TUKeTKax W B
COMPOBOAMTENLHON AOKyMeHTaumn. UYactb 1
O6uwume TpeboBaHMA

OueHka 6uonornyeckoro Lencrens
MeAWUMHCKUX  u3genuin. WccnefosaHus  Ha

LMTOTOKCUYHOCTb: MeTog4bl in Vvitro
brnonornyeckas oueHKa MeAULUHCKUX W3LENNNA.
Yactb 1. OueHKa W uCNbITaHMA B paMKax
npouecca MeHegXXMeHTa puckKa

Crepununsauus MeLULNHCKNX n3genui.
Mukpoburonornyeckme metogbl. Yactb 1. OueHka
nonynaymMy MMKPOOPraHNU3MOB Ha MPOAYKLUK

OueHka 610oN0rMyecKoro
MeAULUHCKUX n3genunii.
pasfpaxaroLLero 7
JencTaus

YnakoBKa OKOHYaTeflbHO  CTEPU/IN30BAHHbIX
MeguUMHCKMX npmubopos. YacTb 1. TpeboBaHuMA K
mMaTepuanam, cucTemMam 3aluTbl CTEPUIBHOCTU 1
cucTemMam ynakoBKwM

YnakoBka OKOHYaTe/lbHO  CTEPU/IN30BaHHbIX
MeANLMHCKUX NpubopoB. YacTb 2. TpeboBaHMA K
BaMAaLumn npoLeccos OPMOBKM, FrepMeTun3aLmm

fencTema
WccnepoBaHus
CEHCMOUNN3NPYIOLLETO

n cbopku

Ctepunusauuns MeANLMHCKOW npoayKuumn.
PaguaunoHHasa cTepunusayms. YacTtb 1
TpeboBaHna K pa3paboTke, Banugauum u

TeKyleMy KOHTPOMK npolecca CTepuan3aLum
MeAULMHCKUX n3aenuit
CTepunusayus MeaNLUHCKO
PaguaunMoHHas  CTepuan3auus.
Y CTaHOBNEHWE CTEPUN3YIOLLEN A03bI
MeganunHcke npu6opbl. CUCTEMBbI YNpaBneHUs
KayecTBOM. Tpe60oBaHWUs B HOPMATUBHbIX Liensx

npoayKunu.
YacTb 2.

MeguunHckue npuoopsl. MpumeHeHne
ynpasfeHNs puckamm K MeAuLUHCKUM npubopam
CTtepunusauyus MeANLUHCKNX n3genuii.
Mukpobuonornyeckme  metogbl. Yactb 2
McnbiTaHWA Ha CTEPUIbBHOCTb, NPOBOAMMbIE NpPU
BaMaauuy NpPoLLeccos CTepuan3almm



I sterilization process

AcenTtunyeckas 06paboTKa n3genni

Aseptic  processing of health care yonyuHckoro HasHaueHns. O6uwme Tpe6oBaHus
products.  Alternative processes for

medical devices and combination
products

SEN ISO 13408

MEAWLWHC koro WU3AENUA

Symbols present on the group and transport packaging /
FaW ~nsttn cumsonlld Ka L AL LW LI BXX Ha LW LW LWiBo#A un ¢

Cumson/ OnwucaHwne / Description

W3rotosutens / Manufacturer
Wcnonb3osatb fo / Use By Date

[nsa ogHokpaTHOro npumeHexus / Single Use

He ncnonb3oBaTb ecny ynakoBka nospexgeHa / Do Not Use if the Product Sterile Barrier System or its
Packaging is Compromised

MpocTepnnn3oBaHo pagmalMoHHbIM crnocobom/ Sterilized using

irradiation

YNOMHOMOYEHHbI MpeacTaBuTens B EBpone (TpeboBaHue AvpekTuBbl 93/42/EEC 0 MeAMUMHCKOM
EC REP ycTpoiictee)/ Authorized Representative in Europe (requirement of the Medical Device Directive
93/42/EEC)

STERILE R

He ctepunmsosatb noBTopHO / Do Not Resterilize

Copgepxxumoe / Contents
Howmep no katanory / Catalogue Number

g t] Kog naptum / Lot number

O3HayaeT, 4TO JaHHOe YCTPOICTBO OTBeYaeT TpeboBaHWsSM EBPONeNcKoi AMPEKTUBLI O MeAMLIMHCKMX

a 0050 npunbopax 93/42/EEC / CE -mark, conformity with requirements of European regulations 93/42/EEC.
desepansHoe 3akoHofaTenscTBo (CLUA) orpaHMumBaeT nNpofaxy AaHHOrO YCTPOIACTBa Bpayamu Win no
Be only nx npeanucaHuto/ Caution: Federal (USA) law restricts this device to sale by or on the order of a physician.

I I ” I I) HassaHue komnaHuy / Company name
)I( Caution/ BHumaHwe

M3roToBneHo 6e3 npuMeHeHWs HaTypanbHoro natekca/ Not made with natural rubber latex

M30orHyThiii (ans BapuaHTa ucnonHeHms - KarteTepa BpemeHHOro cunnkoHosoro MAGIC 3 GO c¢
rnapounnbHLIM NMOKPLITUEM MYXXCKOI (Male) n3orHyThIi ¢ MydToin Ans BBegeHus Sure-grip)/Coude (for
variant -MAGIC 3 GO Coude Intermittent Hydrophilic Catheter. Male with Sure-grip)

Symbols present on the individual packaging /

Cumson/ OnwucaHue / Description
Magics Go HanmeHosaHne MW/ MD name
| | | LLtpnxkog M / MD bar code

Pa3vep kaT-pa (B Ka4yecTBe npumepa B3AT pasmep Ans KatanoxHoro Homepa 51810) / Catheter Size ( cat.

10 FR/Ch (3.3mm)  gjze for cataloeue number 51818 is shown as a template)
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M3orHyThI (ans BapuaHTa ucnonHeHus - KateTepa BpeMeHHOro cuamkoHosoro MAGIC 3 GO c
rMapohUNLHLIM MOKPbITUEM MYXCKOWA (Male) n3orHyThili ¢ MydToii ans BBedeHuns Sure-grip)/Coude (for
variant -MAGIC 3 GO Coude Intermittent Hydrophilic Catheter, Male with Sure-grip)

M3rotosutens / Manufacturer

Mcnonb3osatb go / Use By Date

[ns ogHokpatHoro npumeHeHus / Single Use

He mncnonb3oBath ecnn ynakoska nospexzaeHa / Do Not Use if the Product Sterile Barrier System or its
Packaging is Compromised

MpocTepnnn3oBaHo pagmalMoHHbIM criocobom/ Sterilized using

STERILE R . L
irradiation
YNOMHOMOYEHHbI npeacTaBuTens B EBpone (Tpe6oBaHue avpekTvBbl 93/42/EEC 0 MeuLMHCKOM
EC REP yctpoiictee)/ Authorized Representative in Europe (requirement of the Medical Device Directive
93/42/EEC)
He ctepmnusosatb nosTopHo / Do Not Resterilize
Cogepxxumoe / Contents
Howmep no katanory / Catalogue Number
[1gtl Kog napTtum / Lot number
O3HauaeT, YTO AaHHOe YCTPOICTBO OTBeYaeT TpeboBaHWsSM EBpoMelickoi AUPEKTUBbI O MeAULMHCKMX
C i 0050 npubopax 93/42/EEC / CE -mark, conformity with requirements of European regulations 93/42/EEC.

defepanbHoe 3akoHoAaTenbCTBO (CLLIA) orpaHnymBaeT Npogaxky AaHHOMO YCTPOICTBA BpayaMu MK Mo

only

A

Caution/ BHumaxune

nx npegnucanuto/ Caution: Federal (USA) law restricts this device to sale by or on the order of a physician.

M3roToBneHo 6e3 npyMeHeHns HaTypanbHoro natekca/ Not made with natural rubber latex

WARRANTIES

The manufacturer guarantees the compliance of this
medical device to the declared characteristics within
the limits of the preservation of the shelf life (the
period of preservation of its sterility), provided that the
manufacturer’s requirements specified in the
instructions for use are complied with.

The manufacturer is not responsible for damage or
accidents caused by improper use of the product, due
to the fault of users or external unforeseen situations.

CLAIM

For questions about the circulation of the medical device in

the Russian Federation, please contact Authorized
Representative of the Manufacturer in the Russian
Federation:

Limited Liability Company “Bard Rus” (LLC Bard Rus)
Russian Federation, 121596, Moscow, Gorbunova street,
2, bid. 3, floor 5, premises Il, room 1, office A-500.1
cabinet 5, Tel./Fax:+7 (499) 372-5002

complaints CIS@bd.com
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FAPAHTUWHBIE OBAUTE/NBLCTBA

Mpoun3BoOANTENb FapaHTUPYET COOTBETCTBME JAHHOTO
MeAULMNHCKOTO n3genns 3a8B/IEHHbIM
XapakTepucTukam B MNpeAenax COXpaHeHUs cpoka
rogHocTW, MNpuM  ycnoBuu, 4To cobnwpgarTCcs
Tpe6oBaHU#A npon3BoaunTEnNs, yKa3aHHble B
WHCTPYKLUMN NO MPUMEHEHWUIO.

Mpous3BoaUTENb HE HeceT OTBETCTBEHHOCTWM 3a
MOBPEXAEHNA WAW HecYaCTHbIE Cly4yau, Bbi3BaHHbIEe
HENpaBUNbHOW 3KcnayaTayuein wusgenns, No BUHE
nonb3oBateneid WUAUM  BHEWHUX HeNpeaBUAEHHbBIX
cuTyauun.

PEKTAMALWNA

Mo Bonpocam ob6paweHns MeSULUHCKOro Wu3fgenus B
Poccuiickoii depepaunu obpauiaiitechb K
YnonHoMmoyeHHomy [peacTasuTtento [pousBoguTens B
Poccuiickoli degepaumm:

O6uwectBo ¢ OrpaHuMyeHHON OTBETCTBEHHOCTbIO “Bapj
Pyc” (OO0 “bapg Pyc”) Poccuiickaa ®egepaumns, 121596,
r. Mocksa, yn. 'opbyHoBa, fom 2, cTp. 3, aT. 5, nowm. I,
kom. 1, obuc A-500.1 kab. 5, Ten/akc:+7(499)372-5002
complaints CIS@bd.com
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«C.P. bapg, IHK.»
D 8195 NHpacTtpunan bynesapg

KoBUHITOH, Xopaxua 30014, CLUA

bd.com

YpocToBepeHve NOA/IMHHOCTU KONUKn

fABnAdcb 3aperncTpuMpoBaHHbIM My6aMYHbLIM HOTapuycom rntata [xopaxkus, CoefuHEHHble
LWTatel AMepuKKU, A yAOCTOBEPAKD, 4TO npunaraemas Konusa WHCTPYKUMU MO NPUMEHEHUIo
MeAULMHCKNX n3gennin «Katetep BpemMeHHbIli cunnkoHoBbii MAGIC 3 Go ¢ ruapodunibHbIM
NoKpbITUEM MYyXckoi (Male) ¢ mydToit ans BBefeHuUs Sure-gnp» u «KaTeTep BPeMEHHbIA
cunnkoHoBbln MAGIC 3 Go Coude ¢ ruapoduibHbIM NOKPbITUEM MYXCKoin (Male) ¢ mydTol
N5 BBEAEHMA Sure-grip» SBSeTCA BEPHON M TOYHOW KONWen npefcTaBieHHOro MHe OpurnuHana

JOOKYMeHTa.
MognucaHo

19 masa 2021
/nognuce/ Ll,aTa
My6AnYHbIA HOTapuyc, OKpyT Aekan6, J>KopaKus

CpoOK AencTBns MOMX NOAHOMOYNIA UcTeKaeT 25 masa 2022 T.

/Kpyrnad neyaTb/:
My6AnYHbI HOTapuyc
xna P. bpuHcoH, Okpyr Oekan6, Oxopaxus

/Kpyrnas neyaThb/:

«BAP»

«bapg Megukan»

KoBuHITOH, Axopaxua 30014
CWA

(770)784-6100

MpoABMXeHNe BCEMUPHOTO 3[0PO0BbS
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D

MpucoeguHunack kK BD

NHCTPYKUWMA MO NMPUMEHEHWNIO
MeLNLWHCKOro n3gennsa:
KaTeTep BpeMeHHbI cunnMKoHOBbIM MAGIC 3 Go ¢ rupou/ibHbIM NOKPbITYEM
My>cKoli (Male) ¢ mydTon ansa BBeAeHUA Sure-grip» 1
KarteTep BpeMeHHbIi cunnkoHoBblii MAGIC 3 Go Coude ¢ rugpouibHbIM MOKPbITUEM
My>CKoi (Male) ¢ mydToin ans BBefeHUsA Sure-grip
Mpounssogutens: C.P. bapa, VHK.

«YTBEPXOAK»

«C.P. bapg, IHK.»

/ Cneuwnanuct otgena

HOPMaTMBHO-NPaBOBOro perynnposaHus Il
(BOMKHOCTDL)

/ Knm W npax
(nms)

/19 mag 2021
(pata)

/nognuce/

(nognuce)
/W Tamn/:

«BAPO»

«bapg Megukan»

KoBWHITOH, Axopaxua 30014
CWA

(770)784-6100

[TeKkcT MWHCTPYKUMN NPpUBEAEH HAa aHTAMNACKOM A3blKe C NepeBOJOM HAa PYCCKUN A3blK,

NONHOCT b COOTBETCTBYH W UM opmrMHany]
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NepeBog AaHHOro TeKCTa BbIMOMHEH NepeBoAYNKOM JoKyyaeBbiM AMUTpuem ropeBnyem.

noarmchb
Poccuiickas deaepauuns

"opos MockBsa

I'Iepsoro MIOHA ABE TbICAYN ABafuaThb MNMepsoro roga

A, Kopew Bnagnmunp KOHCTAaHTMWHOBWY, HOT apuycropoga MOCKBbl, CBUAET ENbCTBYIO

NMOANUHHOCT b NOANNWCK NepeBoAunka Jokyyaesa AMUTpus Mropesuya.

Moannce caenaHa BMOEeM NPUCYT CTBUN.

JIn4yHOCT b NOAMNUCABIIEr0 JOKYMEHT yCTaHOBNEHA.

3aperuncrtpupoBaHo BpeecTpe: M 77/2138-H/77-2021-23-

YnnayeHo 3a coBeplleHne HoOT apumanbHoro agedcTteua: 400 py6. 00 kon.
B. K. Kopcuk

Mep6oBast neyatb
HoTapuyca ropoga
Mocksbl Kopcuka B.K.
WNHH 770474847174*

Bcero npoWHYypoBaHO, NPOHYMEPOBAHO

nckpenneHo neyaTbio 'fS'nucT (a)(os)

HoTapuyc

Poccuitickas ®epgepauuns
Fopoa MockBa
MepBOro WIOHSA ABe ThiCAYN ABajLaTb NepBOro roja
Bnagumnp KOHCTAHTWHOBMY, HOTapuyc ropojga MOCKBbI,
CBUW KTeNbCN” BEPHOCTb KONUWN C NPEACTaBNEHHOTO MHE AOKYMEHTa.
B peectpe: Ne 77/2138-h/77-2021-23-£j~ ~ [~

C A YnnayeHo 3" 0oBe eHMUeEe HOTapuanbHoro geicteusa:y]7c”~y6. 00 kon.
0
" ”
, }0 B.K. Kopcuk
LU

BCero mpowHYpPOBAKO, NPOHYMEPOBAHO
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fJ fl C. R. Bard, Inc.
8195 Industrial Boulevard
Covington, Georgia 30014 US

bd.com

BD KOMWS

Declaration of Authenticity

As a registered notary public for the state of Georgia, United States of America, | declare that the
attached copy of the Instructions For Use for MAGIC 3 Go Intermittent Hydrophilic Catheter, Femaie
with handle, is a true and accurate copy of the document presented to me for review.

Signed

Notary ’ubiic, Dekalb County, Georgia Date
My Commission Expires May 25, 2022

B W W

BARD MEDICAL

Covinga>n.<3eorel* 30014

U.SA.
(770) 7647100

Advancing the world of health
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O bd [BALLLL

hasJoined BD

MHCTPYKUMA NO MPUMEHEHWNIO
MeAVILMHCKOIO M30e/ns:
KateTep BpeMeHHbI cvnnkoHoBbI MAGIC 3 GO ¢ rngpotuibHbIM NOKPbLITUEM XeHCKMA (Female)
C PYKOSTKOM
MpovseoguTens: C.P. Bapa, VHK

INSTRUCTION FOR USE
for medical device:
MAGIC 3 GO Intermittent Hydrophilic Catheter, Female with handle

Manufacturer: C.R. Bard, Inc.

«YTBEPXIAIO» / «APPROVE»
" C.R. Bard, Inc."

/ Regulatory Affairs Specialist
(momkHocTb/position)

Kim Shirah
(»ma/name)

/19 May 2021
BARD MEDICAL

Covington, Georgia 30014

USA (Aaia’te)
(T70) 784-6100

I
(nognuce/signature)

«lMoATBEPXKAAl0 TOYHOCTb, NPaBUILHOCTL U NEPeBOf, Ha PYCCKMNIA A3bIK»
I hereby certify accuracy, correctness and reliability
ofthis docmnent translated into Russian

2021

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



nr NAME OF MEDICAL DEVICE

4AGIC 3 GO Intermittent Hydrophilic Catheter, Female
Hth handle, codes: 51808, 51810, 51812, 51814, 51816,
11818,

.NFOUMATION ABOUT MANUFACTURER OF
4EDICAL DEVICE

t1 Legal Manufacturer:

CR Bard, Inc., 8195 Industrial Boulevard, Covington, GA
30014, USA

2.2 Developer:
CR Bard, Inc., 8195 Industrial Boulevard Covington, GA
30014 USA

23 Manufacturing Site(s):

1 C.R. Bard, Inc., 8195 Industrial Boulevard
Covington, GA 30014 USA

2. Davol Surgical Innovations S.A. de C.V., Oral.
Roberto Fierro X® 6408 Parque Industrial

Aeropuerto Ciudad Juarez Chihuahua C.P.
32685, Mexico

2.4 Authorized representative of the manufacture in the
Russian federation:

Limited Liability Company “Bard Rus” (LLC Bard Rus)
Russian Federation, 121596, Moscow, Gorbunova street,
2, bid. 3, floor 5, premises Il, room 1, office A-500.1

cabinet 5, tel.: +7 (499) 372-5002,
complaints CIS@bd.com

Classification of the MD

Class of potential risk of 2a

use of the medical device

Fequency of use Single use medical device

Short-term contact with
the surface of the human
body (mucous membrane)

Product classification by
type and duration of
contact

Medical Device Description

MAGIC 3 GO Intermittent Hydrophilic Catheter; Female
with handle is a silicone tube inserted into the urethra for
the purpose of draining the bladder of urine.

Not made with natural rubber latex.

Does not contain Diethylhexylphthalate (DEHP).

The catheter consists of several layers of silicone, where
the outer layer is firmer, the inner one is more pliable.

Prescription/ Indications for Use
It is intended for bladder management including urine
drainage and collection.

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

HAVMMEHOBAHWE MEOWLUWHCKOIO U3AENUNYA
KaTeTep BpeMeHHblli CUAMKOHOBLIK MAGIC 3 GO ¢
rMapounabHbBIM  NOKPbITUEM  KeHCKuit  (Female) ¢
PYKOSITKOWN, KaTanoXHble Kogbl: 51808, 51810, 51812,
51814,51816,51818.
CBEAEHWA (0]
MEOVWUWNHCKOIO U3LENUNA
2.1 OTBETCTBEHHbI MPON3BOANTEND:

C.P. bapga, VHK., 8195 NHpacTpuan byneBapg, KOBUHITOH,
Oxoppxusa 30014, CLUA

NMPON3BO/INTENE

2.2 Pa3paboTumnkK:
C.P. bapa, NHK., 8195 MiHpgacTpuan bynesapg, KOBUHITOH,
Ooxopmxua 30014, CLUA

2.3 MecTo NpounssoacTea:
1. C.P. bapp, WNHk., 8195 WHpacTpuan bynesapg,
KoBuHrToH, Axxoppxknsa 30014, CLLUA
2. [Oseon Cepgxunkan MHHoBeinwH3 C.A. ge C.B.
eH. PobepTto ®beppo K» 6408 AsponopT Mapk
Mupactpmnan r.Cotofan-Xyapec Ywuyaya 32685,
Mekcunka

2.4 YTI0NHOMOYeHHbI NpescTaBuTeNb NPOU3BOAUTENSA
B P®d:

OO6LlWecTBO C OrpaHWYEHHON OTBETCTBEHHOCTbIO "Bapa
PYC" (OOO «bapg PYC») Poccuiickas ®egepauus,
121596, r. MockBa, yn. FopbyHoBa, fom 2, cTp. 3, 3T. 5,
nom. Il, kom. 1, opuc A-500.1 kab. 5, Ten.; +7 (499) 372-
5002, complaints CIS@bd.com

Knaccudukaumsa MeauLUHCKOro U3genns

Knacc B 3aBucumoctu ot 2a

MOTEHUMANBHOTO  puUcCKa

npuMeHeHus

MeANLUHCKOro n3genus

Mo KpatHocT  MeanumHCKoe nsgenune
NpPUMeHeHNA: MW  ofHOpa3oBOro
0f,HOPa30BOro NpUMeHeHuA

NPUMEHEeHNA

Knaccugpukauma wnsgennii  KpaTKoBpemeHHbIN

no ™ny M KOHTaKT C MOBEPXHOCTbIO
NPOAOMKNTENBHOCTM Tena yenoseka (CAN3NCTOM
KOHTaKTa 060/104KOWA)

OnuvcaHne MeAULIMHCKOr0 NU3fenus

KaTeTep BpeMeHHbIn cunmkoHoebli MAGIC 3 GO c¢
TMAPOMUIbHBIM  MOKPLITUEM XKEHCKUI C  pPYKOATKOWA
npeacTaBngeT co60i CUINKOHOBYH TPy6OKY, BBOAUMYHO B
YPETPY C LeNbi OMOPOXHEHNS MOYEBOM0 My3bIps OTMOYN.
WN3roToBneHo 6es NPUMEHEHUS HaTypanbHOro
Kay4yyKOBOro fatekca

He copgepXuTt guatunrekcmndranart (430 o).

KaTeTep COCTOMT M3 HECKONbKUX CNOEeB CWUIWMKOHA, rae
BHELWHWA Cnoin 6onee MNAOTHbIA, BHYTPEHHWiIA- 6Gonee
NAaCTUYHBIIA.

HasHauyeHue/ NMokaszaHNA K NPUMEHEHUIO
MpegHa3HayeH Ans OMOPOXHEHWS MOYEBOro MysbIps,
BK/II0OYaA ApeHax 1 cbop mouun.




*

laGIC 3 go Intermittent Hydrophilic Catheter; Female®
fintended for urological use only for use by adult female
latients. The device is passed to the urinary bladder via the
Hthra.

Compatibility with the other MD

|hD is compatible with Bard drainage/leg bags (diameter
mge from 8 to 13 £ 2 mm) or any other drainage/leg bags
ilhthe analogue characteristics

Contraindications
None known.

tVamings

Thisis a single use device. Do not resterilize any portion of
this device. Reuse and/or repackaging may create a risk of
patient or user infection, compromise the structural
integrity  and/or  essential material and  design
characteristics of the device, which may lead to device
failure, and/or lead to injury, illness or death ofthe patient.

Precautions
Inspect the catheter before use. Do not use the product ifthe
device or packaging is damaged.

Possible side effects when using a MD
e Urinary Tract Infection
» Bleeding Fom the urethra

» rritation ofthe urethra

Environment in which device is to be used
Hospital, nursing home, rehabilitation facilities, or home

use environment. The recommended temperature is (17®C
to +45®C) and 30-90% humidity (without condensation).

PykosiTka

KaTeTep BpeMeHHbIi cuankoHoBbli MAGIC 3 GO c
rMApoMUAbLHLBIM  MOKPbITUEM  XKEHCKWI  BPEMEHHbIN
npefHasHayeH TONbKO AN YPONOTMYECKOr0 NPUMeHeHUs

B3POC/IbIMU naymeHTamm YeHCKOro nona.
MpucnocobneHne [JOCTUraeT MOYEBOTO My3bips uyepes
YPETPY-

CoBMeCTUMOCTb C gpyrumun MU
MW coBmMecTumMo C APEHaXHbIMU MewKamMu/ HOCUMbIMU
MouyenpuemMHMKamu (gnanasoH gnameTpoB OT 8 Mm 4o 13

MM % 2 MM) WM NO6bIMU  APYTUMU  APEeHAXHbIMU
MmeLuKamu/ HOCMMbIMMN MOYernpuemHuUKamm c
aHaNo0rMYHbIMM XapaKTepncTUKaMu.

MNMpoTnBONOKa3aHUA

HewnsBeCTHbI.

MpepynpexaeHns

MpucnocobneHne npegHasHa4YeHO ANA  OAHOKPATHOrO
npuMmeHeHusa. T[1oBTOpHasa CcTepunMsauuns 3anpeLleHa.

MoBTOpPHOE MCNOMb30BaHWe U (MIKN) NOBTOPHAsA YNakKoBKa
MOTYT NPUBECTU K PUCKY UH(PULUPOBAHUS NaLMeHTa Unu
nonb3oBaTeNs, HapyLWeHWo CTPYKTYPHOM LefOCTHOCTH 1
(unn)  OCHOBHbLIX  XapaKTepucTUK  martepuana M
KOHCTPYKLUMUM MPUCNOCOGMEHUS W, KaK CNefCcTBMe, CTaTb
NPUYNHOA €ero OoTKaza W (MauM) TpaBMbl, 6ONME3HM WK
CMepTW nauueHTa.

MpepocTep>keHns
OcmoTpuTe  KaTeTep nepef  MCMNOMb30BaHUEM.
Mcnonb3yiiTe yCTPOMCTBO, €CNN YNaKOBKA NOBPEX/AeHa.

He

Bo3MO)KHbIe MO60YHbIE AECTBMSA NP UCNO/Ib30BaHNN
MW

e VH(eKuns MoUeBbIBOAAWNX NyTeN

e KpoBoTeueHue n3 ypeTpbl

» PasgpaxeHue ypeTpsbl

Ycnosusa NPUMEHEHNA MEONLMNHCKOI0o nsgenna

CrayuoHap, 60nbHMLA, peabunnTauMoHHbIe YUpexaeHus
nnn 4OMalLHAS cpeja.

PekomeHgyemasa TemnepaTtypa oT 17°C po +45®C,
OTHOCMTENbHOM BRaxHocTu Bo3gyxa oT 30 go 90% (6e3
06pa3oBaHNA KOHAEHCATa).

OTBepcTUA
Teno kaTteTepa

KoHumMK
rmgpodunbHoe
nospbITUNE

MAGIC 3 GO Intermittent Hydrophilic Catheter, Female with handle/ KaTteTep BpeMeHHbIN CUIMKOHOBLINO
MAGIC 3 GO ¢ rugpotnibHbIM MOKPbITUEM XeHCKoro (Female) ¢ pykoaTKo

Instructions for Use
(for MAGIC 3 GO Intermittent
Catheter, Female with handle)

Hydrophilic
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WNHCTPYKLUNS NO NPUMEHEHUIO
(Ons kaTeTepa BpeMeHHOro cunmkoHosoww MAGIC 3

rMMAPOPUNbHBIM NOKPbLT.eN. XeHckoro (Female)
€ PYKOATKOW)



leview the self-catheterization procedure with a healthcare
"ofessional.

|. Always wash hands prior to use.

2 Open the catheter package by peeling the tab upwards
with the aid of the finger hole.

3 Ifdesired, hangthe package with the adhesive surface on
the inner side of the tab to a nearby dry vertical surface
while preparing to catheterize.

4. Positioned comfortably with thighs spread apart, clean
the opening to the urethra - and the surrounding area. Wipe
Fom Font to back to avoid fecal contamination. Wash your
hands again.

5. Remove the catheter with the aid of the insertion handle
and advance the catheter tip into the urethra. Slowly and
gently insert the catheter into the urethra until urine begins
to flow (approximately 1-1.5" or 2.5-3.8 cm).
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Mepes CaMoOCTOSATENbHbIM MPOBEAEHMEM  MNpOLEeaypbl
KaTeTepu3aLMn MPOKOHCYNbTUPYATECH C MEAULUHCKUAM
paboTHUKOM.

1. Bcerga moiiTe pyku nepeg ucnosb30BaHUEM.

2. OTKpoOWiTe ynakoBKy KaTeTepa, OTAeNss A3blY0K BBEPX C
MOMOLLbI0 OTBEPCTMS A8 Najbla.

3. Bo BpemMsi MoAroToBKM K KaTeTepusauuy ynakoBKY
MOXHO  MPUKPENUTb  Ha  CYXyld  BepTUKaNbHYH
MOBEPXHOCTb C MOMOLL b K/EAKOFO €105, HAHECEHHOTO Ha
BHYTPEHHEl CTOPOHE A3bluKa.

4. Pacnonoxutecb YAOOGHO C LIKMPOKO pa3BefeHHbIMU
befpaMu;  ouncTMTE  ypeTpanbHOe  OTBepCTME U
npunerawwWwy K Heid obnacTb. O6paboTaliTe y4yacTok
canteTKoil MO HanpaBfeHWIO OT YypPeTpbl BO M3bexaHue
3arpsisHeHus hekanuamu. NMoBTOPHO BbIMONTE PYKMU.

5. M3BneknTe KaTeTep M3 yNaKOBKM 3a PYKOATKY ¥ BBEAUTE
HaKOHeYHWK KaTeTepa B ypeTpy. MefeHHO 1 OCTOPOXHO
BBOJAWTE KaTeTep B ypeTpy L0 TeX Nop, Noka He HayHeT
BbiTekaTb Moya (npumMepHo 1-1,5 atolima,

nnn 2,5-3,8 cm).




i When urine stops flowing, begin to withdraw the
latheter. It is recommended to slowly rotate the catheter
luringwithdrawal, stopping each time urine begins to flow.
Check the color, odor and clarity of the urine. Any changes
nay need to be reported to a health care professional.

Disposal

7, Place the catheter back into the package and dispose in
accordance with accepted medical practice and applicable
local, state and federal laws and regulations. Do not flush
down the toilet (See section: Terms and Conditions of

Utilization).

8. Wash hands.

THE MAIN COMPONENTS, DIMENSIONS AND OCHOBHBbIE

MATERIALS OF MD

6. Korgpa Mouya nmnepecTaHeT BbITeKaTb, HauuHaiiTe
BbIBOAUTb KaTeTep. PekomeHayeTcs MeANeHHO
noBopaunMBaTb  KaTeTep BO  BpeMsi  BbIBEAEHWUS,
0CTaHaBMMBasACb, €CMU  HauMHaeT BbiTeKaTb  Moua.

O6paTVIT€ BHMUMaHMWEe Ha UBET, 3anax W npo3pavyHOCTb
Moun. O N06bIX U3MEHEHMNAX COO6LLI'I/ITe MeANLUNHCKOMY

paboTHUKY.

n
YTtunusauyusa
7. TlomecTuTe KaTeTep 06paTHO B YMNaKOBKY MU
YTUAU3NPYTE €ero B COOTBETCTBMM C  MPUHATOM

MeLWULMHCKOW NpakTUKOA 1 [elCTBYOLWUMU HOpPMamu
MecTHOro u QefepanbHOro 3akoHofjaTenbcTBa. He
cMbiBaiiTe ero B yHutas (Cm. Pasgen: Mopagok n Y cnosus

YTunumsauyum).

8. CHOBa BbIMOWTE PYyKW.

KOMMNOHEHTbLI, PA3MEPbHI

MATEPWAbI MU

MPUMEYAHWE: HEPTEXW HE B MACLWUTABE N MPEACTABAAKOT OBLW W BUA N3AENNA /
NOTE: DRAWINGS ARE NOT TO SCALE AND REPRESENT A GENERAL OVERVIEW OF MD.
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JuctansHoe
OTBIiNCTiie

E”NtokcHManbHoe
oTBepcTUe

Pr. 1 KaTeTep BpPeMEHHbIV CUIMKOHOBBIM ¢ rnapodunnbHbIM nokpbiTuem MAGIC 3 GO xeHckuii (Female) ¢
pykositkoin / MAGIC 3 GO Intermittent Hydrophilic Catheter, Female with handle

Physical characteristics/ ®u3nyeckune xapakTepucTuKm
Tabmmua 1 pasmepos / Table 1 Dimensions

Catalogue Catheter Size Handle Catheter  Hydrophilic Outer Catheter Tip Catheter Tip to
number/  /Pasmep Kat-pa lengthmm/  Length, coating diameter, to proximal drain eye length,
Karanox OnvHa mm/OnuH  length,mm/gn  (nt/ eye length, mm/PaccTosiHne
Hb I KOf, PYKOATKMU, a nHa BHewH.;, mm/ oT KOHUMKa
MM %127 KaTeTepa, uApoPunbHO 3aM. MM, PaccTosiHue oT  KaTteTepa Jils)
MM, (A) MM £1,27 ro nokpbitvg, 10,33 MM KOHUMKa AncTanbHoOro
MM, (B) MM *12,7mM, [D) KaTeTepa [0 OTBEpPCTUSA, MM
© npokcuMasibH — (E)
oro
0TBepcTUS,
MM F)
51808 8 F (2,7 mm) 52.98 162.56 107,95 2.67 6.73+1,91 3,05+1,91
51810 10 F (3.3 mm) 52.98 162.56 107,95 3,33 8.89+1,91 3,05+1,91
51812 12 F (4.0 mwm) 52.98 162.56 107,95 3,99 10.80+1,91 5,59+1.91
51814 14 F (4.7 M) 52,98 162,56 107,95 4.65 12.70£1.91 5.84+1,91
51816 16 F (5.3 mm) 52,98 162.56 107.95 5.33 13,97+1.91 7,11+1,91
51818 18 F (6.0 mm) 52,98 162.56 107.95 5,99 14,48+1.91 7,62+1.91

Performance characteristics / MexaHn4ecKne XxapaKTepUCTUKMN

Catheter tensile strength/ Mpo4yHocTb Ha pa3pbiB KateTepa: for/gna 8, 10 F ->7.34 H, for/gns 12,14, 16,18 F -
>9,78 H.

Proximal catheter and handle strength for all sizes/ Mpo4YyHOCTL Ha pa3pbiB Tena KateTepa M PyKOSTKW ANS BCEX
pasmepos: >15H.

Self-adhesive tape to packaging Strength/[MpoYyHOCTb KpenneHnsa camoknesweincs neHTobl K ynakoeke: > 0,82 H
Packaging to vertical surface (steel) strength/ MpoYHOCTb KpenneHMs YyNakKOBKU K BEPTUKa/NbHOW MOBEPXHOCTM
(cTanu): > 0,46 H.

Flowrate/ XapakTepuCcTMKM CKOPOCTM MNOTOKa

Cataloque number/KaTanoxHbli Flowrate (ml/sec) /CkopocTb NnoToka

Catheter size/Pa3mep kat-pa

Kog (mn/cek.)/CKopocTb noToka (M/MVH.)
51808 8F 15+6%
51810 10F 30 + 6%
51812 12F 50 + 6%
51814 14F 70 + 6%
51816 16F 100 + 6%
51818 18F 100 + 6%
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ore hardness/ TBepgocTe no LLopy

Cataloque number/KaTanoxHbii Inner surface Hardness, Shore units Outer surface Hardness, Shore units
Koj (£ 2 un”™s)/TBEpAOCTL BHYTPEHHEA (% 2 units)/TBepaocTb Hapy>KHOA

NnoBepxHoOCTK, ef. TB. Llopa A (+ 2 ep) noBepxHocTK, ef. TB. LLlopa A+ 2 ef

51808 67 83

51810 69 81

51812 71 79

51814 69 81

51816 67 83

51818 67 83

iVeight info/ Macca

Cataloque number/KaTanoxHblii Weight, gr /Bec, r.x1,5r
Koq
51808 4.0
51810 4.0
51812 4.0
51814 6.0
1 51816 6.0
1 51818 6.5

Materials /M aTtepunansi

Component/KOMMNOHEHT Material /MaTepuan Patient Contact
Information /Hannune

KOHTaKTa C NauueHTom
Catheter/ KateTep Silicone Mixture/CmMecb CUNMKOHOBOTO KayuyKa: Yes/ EcTb
1.2080 silicone/ cunukoH (RM2401052)
2. 9280-70A silicone/ cunmkoH (RM2401046)
3. SRM120 Silicone/cnukoH (RM2401040)

Hydrophilic Polymer Mixture/ CMecb NonnMepos: Yes/ EcTb
coatingA'napodunsHoe 1. Carbopol/Kap6onon 974 PNF Polymer/Monumep
MOKpPbITHE (RM2401054)
2. AMP 95 Anime/Anume (RM2401041)
GO Coating /Cmas3blBatolLee 1 PEG 400 - Plurinol/MnypuHon E400 NF Yes/ EcTb
rUapOreneBoe NoKpbITHe (RM2401229)
2. RR-CG Water, Glycerin/ Boga, ravuepvH
(RM2401055)
3. Distilled Water/ OuctunnupoBaHHas  Boga
(RM2401223)
Handle/PykosiTka Thermoplastic Elastomer/ TepmonnacTUYHbIN Yes/ EcTb
anacTomep RM2404073-78, colorant/kpacuTens
PANTONE 495C+1

Raw material SuDoliar- Bard Juarez/lMNocTaBLymK cbipbs- Bard Juarez

Additional label for Russia / MakeT MapKMpOBKMN Ha PYyCCKOM A3blKe gna PP

(After MD registered it will be circulated in the Russian Federation with the below label/
Mocne permucTtpayun MW 6yaeT obpalwathest Ha Tepputopun P® ¢ gaHHbIM neinbnom)

Mpu nocTaBKe Ha TeppuToputo PP rpynnoBas v TpaHCMNOPTHAs YNaKoBKU GYAyT CHaGXaTbCs AOMNOMHUTENbHbIM
PYCCKOSA3bIYHBIM CTUKEPOM, VUMEIOL MM NPUOPUTET AN NOCTaBOK B P®.

Mpyn pacxoXaeHnn UHOPMAL MK Ha CTUKEPE U HA YNAaKOBKE BEPHOW CUMTATb MH(OPMALUIO Ha CTUKEpE.

JNoKanbHbI PycCKosA3bIYHbIA CTUKEP He 6YAeT 3aKpblBaTb OPUTMHANLHYIO 3TUKETKY OT NMPOU3BOAUTENS, U BYAET UMEeTh
cnegytollee CoiepXKaHue:

During import to Russian Federation the medical device in group packages and transport packages would be provided
with the local Russian stickers that are prevailing when supplied to Russian Federation. In case of discrepancy of
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irmation on the sticker and on the package, it is correct to consider the information on the sticker. Local Russian
ker does not cover the original data of the manufacturer and is of the following content:

ateTep BpPeMeHHbIn cuankoHoBblii MAGIC 3 GO ¢ ruapodunbHbIM MOKPbITUEM XeHcKuii (Female) ¢ pyKosTKOM,

aTaNiloXHbIA Kog: 51808

poussogutens: C.P. bapa, NHK, CLLUA

R Bard, Inc., 8195 Industrial Boulevard Covington, GA 30014 USA, 770-784-6100

lecTo nponssogcTea: Davol Surgical Innovations S.A. de C.V., Gral. Roberto Fierro Ne 6408 Parque Industrial Aeropuerto
ludad Juarez Chihuahua C.P. 32685, Mexico

KN1acTb MPUMEHEHUs: Yponorus

1apyiaHT UCNOSTHEHNS, pa3Mepbl: CM. Ha YNnakKoBke

Cpm (EN): cm. Ha ynakoske. Homep no katanory ( ILLL); cm. Ha ynakoBke

Wcronb3oBath 40 (M ): CM. CM. Ha ynakoBke. CpoK rogHoctu; 3 roga
Yenosa XpaHeHus:’'npu Temnepatype ot 0°C go +30°C npy OTHOCWUTENbHON BRaXXHOCTWM BO3fyxa oT 60% o 95% (6e3

O6paSOBaHVIF| KOH,D'eHCaTa), B 3aljULLEHHOM OT BOSABVICTBVIH NPAMbIX COJTHEYHbIX nyqe|7|, Tenaa n 3aMmopaXunBaHNA MECTE.

CTepnrbHO. HETOKCUYHO.
HeKcnob30BaTh NPU NOBPEXAEHWM YNAKOBKU. 3anpeT Ha MOBTOPHOE MpYMeHeHWe. He cTepunn3oBaTh NOBTOPHO. He coaepxut

HaTypanbHbI natekc. CM. MHCTPYKLMIO NO MPUMEHEHMIO.
PacLUmpoBKy rpagmyeckmx CUMBOJIOB; CM. B UHCTPYKLMN.

YNONHOMOYEHHbI NpeacTaBMTe/lb NPOM3BOANTENS Ha TeppuTopun Pod:
000 «bapg Pyc», Poccuiickas ®egepaums, 121596, r. Mocksa, yn. FopbyHoBa, oM 2, cTp. 3, aT. 5, nom. 11, kom. 1, ogmc A-

500.1 Kab. 5, Ten.; +7 (499) 372-50-02, thakc; +7 (499) 372-50-03, complaints_CIS@bd.com

PY No / wupataPeructpayuoHHoro ygoctosepenus 440.MM.IT.
VHopmaupmio Ha pycCKoA3bIYHOM CTUKepPe NPOCUMM CHUTaTb NPUOPUTETHOM Npu noctaske B PP

MAGIC 3 GO Intermittent Hydrophilic Catheter, Female with handle, code: 51808.

Manufacturer: C.R. Bard, Inc., 8195 Industrial Boulevard Covington, GA 30014 USA, 770-784-6100

Place of manufacturing; Davol Surgical Innovations S.A. de C.V., Gral. Roberto Fierro Ne 6408 Parque Industrial Aeropuerto
Ciudad Juarez Chihuahua C.P. 32685, Mexico

Application field; for use in urology

Variants, catheter size: see packaging

Lot number ~3): See the package. Reference number (®): See the package
Expiry date (8): Seethe package. Shelf life: 3 years. Yy,
Storage conditions: The catheter is resistant to temperature Fom O®C to + 30° C and 60-95% humidity (without condensatlon) In
aplace protected Fom direct sunlight, heat and Feezing.

Sterile. Non-toxic.
Do Not Use if the Product Sterile Barrier System or its Packaging is Compromised. For one time use only. Do Not Resterlllze

Latex Fee. Consult Instructions for Use.
For symbols: See instruction for use.

Authorized Representative of the Manufacturer:
LLC Bard Rus, Russian Federation, 121596, Moscow, Gorbunova street, 2, bid. 3, floor 5, premises Il, room 1, office A-500.1

cabinet 5, Tel./Fax: +7 (499) 372-5002 email: complaints_CiS@bd.com

RCXs / and date of issue DD.MM.YY.
Information on Russian sticker, please consider the priority for supply in the Russian Federation.

PACKAGING INFO YTIAKOBKA
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ch shelf box accommodates 30 catheters in a primary
k

[ products are delivered in sealed protective sterile
dividual packaging that opens in the center.

e packaging of the MAGIC 3 GO catheter is compact
tdmakes it possible to transfer it in a complex form in a
mpact format. Adhesive surface on the inner side of the
| Fees hands; it can be attached to a dry vertical surface.

kh shelfbox contains Instruction for Use.

Packaging dimensions as per design style / Pa3mepbl
YMaKoOBKM B 3aBUCMMOCTU OT BapuaHTa UCMOJSIHEHMS

MAGIC 3 GO Intermittent Hydrophilic Catheter, Female with
handle/KateTep BpemMeHHbI cunmnkoHosblin MAGIC 3 GO ¢
rMapotmnbHBIM NOKPLITMEM XeHCKUiA (Female) ¢ pykosTKol

Kaxgas rpynnoBas KapTOHHas ynakoBka cogepXuT 30

KaTeTepoB B WHAUBUAYANbHOM yMnaKoBKe.
Bca npoayKuusa nocTaBnseTcs B repMeTUYHON 3alUTHONA
CTEepPUNLHO VHAUBULYaNbHOM yMnaKoBKe,
OTKpbIBatoLWeiica B LieHTpe.

YnakoBkKa BpeMeHHOro moyesoro katetepa MAGIC 3 GO
KOMMNaKTHa ¥ npefocTasnseT BO3MOXHOCTb MEpPeHOCUTb
ero B COXXEHHOM BWJe B KOMNakKTHOM dopmate. Knelikas
MaHXeTa 0CBOGOXAAeT PYKU; C ee MNOMOLbI0 KaTeTep
MOXHO MPUKPENUTb K CYXOi BEPTUKAbHON NOBEPXHOCTH.
Kaxpgas rpynmnosas Kopobka CONpoBOXAaeTcA
MHCTPYKLMEA No MPpUMEHEHNIO.

Individual packaging size/
Pasmep  uHAMBMAYaNbHOW
yMNaKoBKU

215x41 mm (+10%)

Shelf box size/ Pasmep
rpynnoBoii YNakoBKu

218x82x136 MM (£10%)

MATEPUAJIbl YTTAKOBKN/PACKAGING MATERIALS

OnucaHue/Description
JTUKeTKa KOHTpONs BCKpbITUA/ Reseal-It
label

JNnuesoit

Kopo6ka gnsa ctennaxa / Shelf Box

Onucanune matepunanal/ Material description
maTepuan
rnepesaneyaTbiBaemblii  S2  Knelikuii, nognoxka / Face Material PETS0,
Overlaminated PP12, Reaseal S2 Adhesive, Backing Liner
NamunHuposaHHas NnoTHas (ubpa 34nT. C 0T6enMBaHNEM C 2-X CTOPOH / 34pt

PET50, Matepuan C npunpeccoBkoi  PP12,

laminated solid fiber. Bleach 2-sides

Kopnyc / Case

Tapa ¢ YeTbIpbMsi PABHOBENIMKUMM KfianaHamMy, paBHbIMW 1/2 LUMPUHBI SiLLMKa

(RSC), n3 HaTypasbHOW KpaT-6ymaru, rogp C 32, npolefwnii chbiTaHme
Ha Topuesoe cxartue / Natural Kraft, Regular Slotted Container (RSC), 32 ECT

C Flute.
NamunHat n3 donbru/ preprinted foil

25, 5 mkm TMOM/25.4 mkm Genbiii TIOHI/8,9 mMkm thonbra (AN)/44,4 wim

BaKyyMHas yrakoska Surlyn, niv B cTaHAapTHbIX ycTaHoBkax, 100 rm MOMM/15
thyHTOB (6,8 Kr), 6Genbiii MIHM/35 rm donbra (A4N)/26 ¢yHTOB (11.8 KI),
BaKyyMHasi ynakoska Surlyn / 25.4 p OPP/25.4 p White LDPE/8.9 p Fail
(DI)/44.4 p Surlyn, or in Standard units, 100 ga OPP/15 Ib (6,8 kg) White
LDPE/35 ea Foil (DIV26 Ib (11,8 kg) Surlyn

STERILITY INFORMATION

The catheter is sterilized by electron beam radiation
providing a sterility level (SAL) of 10-6, the sterilization
process is designed and validated in accordance with ISO
11137-1: 2006 “Sterilization of health care products —
Radiation — Part 1. Requirements for development,
validation and routine control of a sterilization process for
medical devices.”

This medical device is intended for single use only, sterile
ifthe packaging is closed and intact. Do not use the product
if in doubt regarding its sterility.

SHELF LIFE

Shelf life of the medical device is 3 years maximum.

This medical device must not be used after the expiration
date indicated on the package.

TECHNICAL SERVICE DETAILS
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MH®OP.MNUMA O CTEPUNBHOCTU

KateTep NpOXoAuT CTEPUAU3ALMIO 3NIEKTPOHHO-/YUYEBbIM
n3NnyyeHneM, 06ecrneynBalOLnili YPOBEHb CTEPULHOCTU

(SAL) 10-6, npouecc cTepuamsauum paspabotaH u
BanuguposaH B cooTtBetrcteumM ¢ ISO 11137-1:2006
«CTepununsauus MeAMNLNHCKO npoayKumuu.

PagnaunoHHasa cTtepunmsauma. Yacte 1. TpeboBaHuA K
pa3paboTke, BanngaLmMu U TEKYLLEMY KOHTPOJIO npolecca
CTepUNN3aL UM MeAULMHCKNX N3LeNnNii».

[JaHHOe MeAuLMHCKOe w3fenne npegHasHauyeHO TOMbKO
LN OAHOKPaTHOro MPWMEHeHUs, CTepPUSIbHO, €ec/un
ynakKoBKa 3aKpbliTa 1 Lena. He ncnons3yinte nsgenune, ecim
€CTb COMHEHUS KacaTe/lbHO ero CTEPULHOCTH.

CPOKropgHocCTH

CpoK rofHOCTM MeLWLUHCKOro wu3fenns cocTaBisetr 3
roga. JlaHHoe MeAMUMHCKOe W3fenve 3anpelyaercs
MCMoNb30BaTb MOCNE faTbl OKOHYaHUSA CpoKa rofHOCTH,
YKa3aHHOro Ha YnakoBKe.

CBEAEHWA O TEXHUWYECKOM
OBCNYXUNBAHWNN



kapplicable. The medical device is single use and does
(require technical service.

m ONDITIONS OF TRANSPORTATION

AGIC 3 GO Intermittent Hydrophilic Catheters
msported using all available modes of transportation in
» covered vehicles according to the transportation rules
feed on each transportation mode,

pecial conditions are not required. The recommended
mperature is (0°C to +30°C) and 60-95% humidity
ftithout condensation) and mechanical stress during
ibration loads in the Fequency range Fom 10 to 55 Hz,
fael amplitude 0.35*mm and shock loads with a peak
icceleration of 10g with a duration of impact acceleration
)fl6 ms.

ISTORAGE CONDITIONS

[The catheter is resistant to temperature Fom 0° C to + 30°
Ic and 60-95% humidity (without condensation). In a place
protected Fom direct sunlight, heat and Feezing.

OPERATING CONDITIONS
The catheter is resistant to temperature (+32°C to 42°C)
;and the effects of biological fluids.

FNVTRONIVIFNTAL PROTECTION
This product does not harm the environment with proper
operation, transportation, and storage.

TERMS AND CONDITIONS OF UTILIZATION
After use, this product may be a potential biohazard.
Handle and dispose of in accordance with acceptable
medical practices and applicable local, state and federal
laws and regulations. Class B (SanPin 2.1.7.728-99).

THE LIST OF INTERNATIONAL STANDARDS
APPLIED TO THE MEDICAL DEVICE
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He npumeHumo pgna pgaHHoro MW. W3genve anA
0[HOPAa30BOro  WCMOMb30BaHUSA U He  MOANEXUT
TEXHUYECKOMY 06CY)KMBaHWIO.

OAHHbIE ONA TPAHCITOPTVPOBKUN

KaTteTep BpemeHHbI cuamkoHoBblii MAGIC 3 GO c¢
rMAPOPUILHLIM  MOKPbLITMEM  TPAHCMOPTMPYOT  BCEMU
BMAaMKM TPaHCMNopTa B KPbITbIX TPAHCMOPTHBLIX CPeACTBax
B COOTBETCTBMM C TPe6OBAHUAMM U1 NpaBMIaMmn NepeBo3KM
rpys3oB, AeMCTBYIOLLMX Ha TPaHCMOPTe KaX[oro Buaa.
CneupanbHbIX YC/IOBUA MPW TPaHCMOPTUPOBAHUA  He
TpebyeTcs. PekomeHayemast TeMnepartypa npu
TpaHcrnopTupoaHun ot 0°C fo +300C, OTHOCUTENIbHOM
B/IaXKHOCTM BO3gyxa oT 60% [0 95% (6e3 obpazoBaHUSA
KOHeHCaTa) W  MexaHW4YeCKUX  BO3[eNCTBUIA  npu
BMOPALMOHHBIX Harpyskax B gvanasoHe yacTtoT oT 10 fo
55 Iy, amnnutyge nepemeiseHnsa 0,35 MM 1 yZapHbIX
Harpyskax C TMWKOBbIM  YycKopeHvem 1Og  npu
AUTENbHOCTU AeCTBUS YAapHOTo yekopeHust 16 Mc.

OAHHbBIE ANA XPAHEHUA |
KateTep npu XpaHeHUW YCTOMYMB K BO3[EHCTBUIO
K/IMMaTYeCKMX (DaKTOPOB NPV TEMMEPaTYPHOM PeXnMe
0T OoC go +300C npwv OTHOCUTE/BHO BAAXXHOCTU BO3AyXa
oT 60% po 95% (6e3 obpasoBaHWs KoOHAeHcaTa). B
3allMLLEHHOM OT BO34ENCTBUSA NMPAMBIX CONMHEUHbIX STyYel,
Tensa v 3amMopaxmBaHus MecTe.

OAHHBIE ONA 3KC MAYATALUN |
KateTep npu sKcniyatauum YcTOMUMB K BO3AENCTBUIO

KMMaTUYeCKMX (haKTOpPOB 151 TEMMEPaTYpPHOro pexxnmMa

oT +32°C po +42°C n BO3AEACTBUMIO OMOIOTMYECKUX

YKNAKOCTENA.

OXPAHA okpy>xarw wein CPEADI

[aHHoe n3aenune He HaHOCUT Bpeda OKPY>KaloLLel cpeae

npy nNpaBUIbHOM 3KCM/lyaTaumuK, TPaHCMOPTMPOBKE U

XpaHeHuW.

MOPAAOK n YC/TOBUA YTUNTUN3ALUWNI
Mocne 1CMO/b30BaHNIS n3enve npeacTaBnsieT
NoTeHLMaNbHYH 61OMOMMYECKYIO ONacHOCTb. ObpallieHve

C uM3menMemM UM ero  yTuamsauul - Heo6XofMMo
OCYLUECTBNSATb B COOTBETCTBUM C  MPUHATBIMKM B
MEAULIMHCKOM  MpaKkTUKe  HOpMamu, a  TaKke

COOTBETCTBYIOLMMM  MECTHbIMW, [OCYLAPCTBEHHLIMU W
thegepaibHbIMU 3aKoHoAaTe/IbHbIMK aKTamm n
NMHCTpyKumsmun. Knacc b. (CaHlnH 2.1.7.728-99).

MEPEYEHb HALMNOHAJIbHbBIX U
MEXAYHAPOOHbBIX HOPMATVBHbIX
JOKYMEHTOB/CTAHOAPTOB, KOTOPbIM
COOTBETCTBYET MEAVNUNHCKOE N3OENNE



indard / CtaHgapT

;EN 556-1

In1041+A1

INISO 15223-1

PENISO 10993-5

p 1SO 10993-1

J(SO 11737-1

Ibsen ISO 10993-10

| eN ISO 11607-1

|[EN 1SO 11607-2

[SO 11137-1

ISO 11137-2

EN ISO 13485

EN ISO 14971

ISO 11737-2

BSENISO 13408

RISK MANAGEMENT

Description

Sterilization  of  medical devices.
Requirements for medical devices to be
designated "STERILE". Requirements
for terminally sterilized medical devices

nformation supplied by the manufacturer
of medical devices

Vledical Devices - Symbols to be used
with medical device labels, labelling and
nformation to be supplied - Part L
General Requirements

Biological evaluation of medical devices
— Part 5: Tests for in vitro cytotoxicity

Biological evaluation of medical devices
-Part 1. Evaluation and testing within a
risk management process

Sterilization of medical devices —
Microbiological methods — Part 1
Determination of a population of

microorganisms on products

Biological evaluation of medical devices.
Tests for irritation and skin sensitization

Packaging for terminally sterilized
medical devices - Part 1. Requirements
for materials, sterile barrier systems and
packaging systems

Packaging for terminally sterilized
medical devices - Part 2: Validation
requirements for forming, sealing and
assembly processes

Sterilization of health care products —

Radiation — Part 1. Requirements for
development, validation and routine
control of a sterilization process for

medical devices

Sterilization of health care products —
Radiation — Part 2: Establishing the
sterilization dose

Medical devices - Quality management
systems - Requirements for regulatory
purposes

Medical devices - Application of risk
management to medical devices
Sterilization of medical devices
Microbiological methods — Part 2: Tests
of sterility performed in the definition,

validation and maintenance of a
sterilization process

Aseptic processing of health care
products. Alternative processes for
medical devices and combination
products
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OnucaHwne

Crtepunusaumna MeAULMHCKUX n3genuii.
TpeboBaHMs K  MeAWLWUHCKUM N3Lennam,
Kareropum KCTEPUNBHO». Tpe6oBaHuUsA K
MEeLULUHCKUM n3gennam, noaniexawum
DUHNLIHON cTepunnsaLmnm

ConposoguTtenbHas NH(opmaLmns K
MeLWULMHCKUM YyCTpoicTBaM

M3apenna MeULNHCKNE. CumBONbI,
npumeHsemble npu MapK1UpoBaHun Ha
MEOVULMHCKUX  U3Jenuax, 3TUKeTKax U B
COMPOBOAMTENILHON AOKYMeHTauuu. Yactb 1

O6wue TpeboBaHus

OueHka 6MoNornYecKoro 4encTemsa MeguLMHCKNX
nsgenuii. MccnefoBaHMs Ha LUTOTOKCMUYHOCTD:
METO/bl in vitro

Buonornyeckas oueHKa MeAUUUHCKUX W3LENUA.
Yactb 1 OueHka MW wuUCNbITaHUA B pamkax
npouecca MeHeXXMeHTa pucka

CTtepunusaums MeANLNHCKNX n3genuni.
Mukpobuonormnyeckme metogbl. Yactb 1. OueHka
nonyiauMmM MMKpPOOPraHN3MOB Ha NPoAYKLMK

OleHKa 610M0rMYecKoro AecTBMS MeNLUHCKNX

n3gennii. WccnefoBaHus pasfpaxalrolwero U
CEHCUBUAN3NPYIOLLETO AeACTBIA
YNakoBKa  OKOHYaTeNbHO  CTEPUIN30BaAHHbIX

MeAULMHCKNX NpnbopoBs. YacTb 1. TpeboBaHusa K
martepuanam, cMcTeMam 3awnTbl CTEPUSIBHOCTU 1
CMCTEMAM YNaKOBKM

YnakoBka  OKOHYaTe/lbHO  CTepPUIN30BaHHbIX
MeAWULMHCKUX Npubopos. YacTb 2. TpeboBaHMa K
Ba/MpalMu npoLeccos POPMOBKHU, repMeTm3aLmm

1 cbopKu

Crepununsauns MeaNLMNHCKO NPOAYKLUN.
PaguaunoHHasa cTepunmsayms. YacTtb 1
TpeboBaHua K paspaboTke, Banugauuv u

TeKyLleMY KOHTPOO Mpouecca CTepuansaumnn
MeANLMHCKUX U3aenni
Crtepunusauusa MeLWLWNHCKO
PagunaymoHHas cTepunnsanms.
YcTaHOBMEHVE CTepuAnsytoLeii fo3bl
MeguumHckue npuéopbl. CUCTeMbl YNpaB/ieHUs
KauyecTBOM. TpeboBaHWA B HOPMaTUBHbIX LeNsx

npoayKuuu.
YacTb 2.

MeanLmHCcKue npuéopsbI. MpumeHeHe
yNnpaBneHns pUcKaMmn K MeguLUMHCKUM Npubopam
CTepunusauus MeaNLMHCKNX N3aeNnii,
Mukpo6uonornyeckme  MeToabl.  Yactb 2
McnbiTaHWst Ha CTEPUNIBHOCTL, MPOBOAUMbIE MPU
Ba/MAauuM NPoLLecCoB CTepUMU3aLum

AcenTtunyeckas obpaboTka nsgenuii
MeANLMHCKOro HasHavyeHns. O6wme TpeboBaHuA

YMPABNEHNE PUCKAMMU



ik Management was performed in accordance with ISO YnpaBfeHne pUcKammn oCyLecTBNAN0OCh B COOTBETCTBUN C
g71 “Medical devices - Application of risk management 1SO 14971 «MefguunHckne npubopsl. TMMpumeHeHue

medical devices”. ynpaBfeHns puckamm K MeguLUHCKUM Npubopam».

skmanagement activities for these products are on- [eiAcTBua no ynpasneHuWo puckamm gna MU

)ingthroughout the device life cycle. OCYL,eCTB/ATCA B TeYeHUEe BCEro Cpoka CAyXO6bl
nsgenuns.

IEDICAL DEVICE LABELING AND PACKAfHNG CBEAEHMA O MAPKWPOBKE W YMAKOBKE
MEAVUMHCKOIo WAENNS

vffibols present on the group and transport packaging /

WMcnonb3osatb o / Use By Date

[ns ogHokpaTHOro npumeHeHus / Single Use

He ucnonb3osatb ecnv ynakoska nospexgeHa / Do Not Use if the Product Sterile Barrier System or its
Packaging is Compromised

MpocTepnnn3oBaHo paguaumoHHbIM cnocobom/ Sterilized using

STERILE R . L
irradiation
YNOMHOMOYeHHbI NpeacTaBnTens B EBpone (Tpe6oBaHue aupekTuBbl 93/42/EEC 0 MeguLMHCKOM
EC REP yctpoiictee)/ Authorized Representative in Europe (requirement of the Medical Device Directive
93/42/EEC) ! —
He ctepunnsosats nosTopHo / Do Not Resterilize
Copgepxwumoe / Contents
[refl Homep no katanory / Catalogue Number
Kog napTtum / Lot number
O3HauaeT, YTO JaHHOe YCTPOCTBO OTBevaeT TpeboBaHMAM EBpoOMelickoi AUPEKTVBbI 0 MeAULMHCKUX
C€ 0050 npubopax 93/42/EEC / CE -mark, conformity with requirements of European regulations 93/42/EEC.
depnepanbHoe 3akoHoaaTenscTBo (CLUA) orpaHuuMBaeT Npojaxy AaHHOTrO YCTPOWCTBA BpayamMu MW Mo
Be ony nx npegnucaHuio/ Caution: Federal (USA) law restricts this device to sale by or on the order of a physician.
HassaHve KomnaHun / Company name
m

Caution/ BHumaHwne

M3rotoBneHo 6e3 NpumMeHeHns HaTypanbHoro natekca/Not made with natural rubber latex

M3orHyThii (gna BapuaHTa WCMonHeHus - KaTteTepa BpeMeHHOro cunmkoHosoro MAGIC 3 GO c¢
rMApPOGMILHBIM NOKPbITUEM MYXCKoi (Male) n3orHyThiin ¢ MmydToin ans BBegeHms Sure-grip)/Coude (for
variant <MAGIC 3 GO Coude Intermittent Hydrophilic Catheter, Male with Sure-grip)

Symbols present on the individual packaging /

CUMBO/IE
Cuwson/ OnwucaHwue / Description
I"bol
Magics Go HanmeHoBaHne MIA/ MD name

LLtpmxkog M / MD bar code

10 FR/Ch (3.3 Pa3smep KaT-pa (B KadecTse npumepa B3AT pasmep /17 KaTasiokHOro Homepa 51810) / Catheter Size ( cat. size
mm) for catalogue number 51818 is shown as a template)
M3orHyThii (4N BapvaHTa MCNoMHeHus - KarteTepa BpeMeHHOro cunmMkoHosoro MAGIC 3 GO c
rMAPOUNLHBIM MOKPLITUEM MYXCKO (Male) M30orHyThI ¢ MydhTol 4ns BBegeHUs Sure-grip)/Coude (for
variant -MAGIC 3 GO Coude Intermittent Hydrophilic Catheter, Male with Sure-grip)
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M3rotoBuTens / Manufacturer

Wcnonb3osath fo / Use By Date

[na ogHokpatHoro npumeHeHus / Single Use

He ncnonb3oBath ecny ynakoBka nospexgeHa / Do Not Use if the Product Sterile Barrier System or its
Packaging is Compromised

MpocTepnnn3oBaHo pagmalMoHHbIM criocobom/ Sterilized using

irradiation

YNOMHOMOYEHHbI npeacTaBuTens B EBpone {TpeboBaHve aupekTuBbl 93/42/EEC 0 MeAWLMHCKOM
ycTtpoiictee)/ Authorized Representative in Europe (requirement of the Medical Device Directive 93/42/EEC)

STERILE R

EC REP

He ctepununsosatb nosTopHo / Do Not Resterilize

Copgepxxumoe / Contents
Homep no katanory / Catalogue Number

Kog naptum / Lot number

C € 0050

?Conly

Caution/ BHUmMaHune

O3sHayaeT, 4TO flaHHOe YCTPOICTBO OTBeYaeT TpebosaHUAM EBpPONEVicKON AVPEeKTVBLI O MeAWULMHCKUX
npubopax 93/42/EEC / CE -mark, conformity with requirements of European regulations 93/42/EEC.
®depepanbHoe 3akoHogaTenscTBo (CLUA) orpaHnuMBaeT Npogaxy AaHHOrO YCTPOICTBa Bpavyamu U no ux
npegnucanunio/ Caution: Federal (USA) law restricts this device to sale by or on the order of a physician.

M3roToBneHo 6e3 npumeHeHns HaTypanbHoro natekca/ Not made with natural rubber latex

WARRANTIES

The manufacturer guarantees the compliance of this
medical device to the declared characteristics within
the limits of the preservation of the shelf life (the
period of preservation of its sterility), provided that the
manufacturer’s requirements specified in the
instructions for use are complied with.

The manufacturer is not responsible for damage or
accidents caused by improper use of the product, due
to the fault of users or external unforeseen situations.

CLAIM

For questions about the circulation ofthe medical device in

the Russian Federation, please contact Authorized
Representative of the Manufacturer in the Russian
Federation:

Limited Liability Company “Bard Rus” (LLC Bard Rus)
Russian Federation, 121596, Moscow, Gorbunova street,
2, bid. 3, floor 5, premises Il, room 1, office A-500.1
cabinet 5, Tel./Fax:+7 (499) 372-5002

complaints CIS@bd.com

MANUFACTURING FLOWCHART
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FTAPAHTUNHBIE OBA3ATE/IbCTBA

Mpon3BoguTens rapaHTMpyeT COOTBETCTBUE LaHHOIO
MeAMLMHCKOro n3genus 3asB/IEHHbIM
XapakTepucTukam B Mpefenax COXPaHEHUsi CpokKa
rogHocTn, npu Yycnoeuu, 4TO  cobnojatoTcs
Tpe6oBaHuS Npou3BOAUTENSA,  YKa3aHHble B
WHCTPYKLUW MO NMPUMEHEHUIO.

Mpon3BogMTeNlb He HeCceT OTBETCTBEHHOCTW 3a
MOBPEXAEHNSA WM HecuacTHble CflyYau, Bbl3BaHHbIe
HenpaBWIbLHOM 3KcnayaTauuein W3Aenusi, no BUHe
nonb3oBateniel  WAM  BHELWHUX HenpeaBUAEHHbIX
cUTyaumi.

PEKNTAMALINA

Mo Bonpocam o6paweHns MeaULMHCKOro wu3genvs B
Poccuiickoit depnepaumnm obpauiaiiTechb K
YnonHomoueHHomy [peacTtasutento [lMpousBoguTens B
Poccuiickoli ®epepaunn:

O6uectBo ¢ OrpaHuyeHHoin OTBETCTBEHHOCTbIO “bapg
Pyc” (OO0 “bapg Pyc”) Poccuiickas ®egepauns, 121596,
r. Mocksa, yn. MopbyHosa, gom 2, cTp. 3, at. 5, nom. I,
koM. 1, ojuc A-500.1 kab. 5, Ten/dakc:+7(499)372-5002
complaints CIS@bd.com

BJTOK-CXEMA TPOLECCA MNMPON3BOACTBA



YcnoBHble 0603HaYeHus
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«C.P. bapg, NHK.»
B D 8195 NHpactpuan bynesapg
KoBuHrTOH, Axopaxua 30014, CLUA

bd.com

YpocToBepeHve NOA/IMHHOCTU KOMUn

fABNAsCb 3aperncTpMpoBaHHbIM MNYBAUYHBIM HOTapuycoM wTata Jpkopaxus, CoefnHeHHble
LLTaTbl AMEpPUKKU, A yAOCTOBEPSD, YTO Mpunaraemas Konusa WHCTPYKUWW MO MPUMEHEHMUIO
MeLULMHCKOro usgenns «Kartetep BpeMeHHbI CUAMKOHOBLIAH MAGIC 3 Go ¢ ruapomnnbHbIM
MOKpbITMEM KeHCKuii (Female) ¢ pykoAaTKOW» ABNSETCA BEPHOM W TOYHON KONuen
npeAcTaB/eHHOr0 MHe OpUrnHana 4OKyMeHTa.

MognucaHo

19 masa 2021
/Inognuce/
My6AnYHbIA HOTapuyc, OKpyr [ekan6, JKopaxus fata

CpOK AecTBUSA MOUX MOMHOMOUMKIA ncTekaeT 25 mas 2022 r.

/IKpyrnas neyaTb/:
My6AnYHbIA HOTapuyc
[kna P. BpuHcoH, Okpyr [ekan6, [yxopmxusa

/IKpyrnas neyaTb/:

«BAP»

«bapa Megnkan»

KosuHrtoH, Axopaxua 30014
CWA

(770) 784-6100

MpoABVXeHNe BCEMUPHOTO 340P0BbS
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qbd TNXTNIT)

MpucoeanHunack K B

MHCTPYKUWMA MO MPUMEHEHNIO
MeANLVHCKOr0 U3aenns:
KaTeTep BpeMeHHbI CUIMKOHOBBIM Magic 3 Go ¢ ruapoduibHbIM NOKPbITUEM YXXEHCKUIA
(Female) ¢ pykosiTKom
Mpounssogutens: C.P. bapg, VHK.

«YTBEPXOAK»

«C.P. bapg, IHK.»

/ Cneunanuct otaena
HOPMaTMBHO-NPaBOBOro perynuposaHus Il

(LomKHOCTB)

Kum LWnpak
(Mmn)

/19 maga 2021
(para)

/nognuce/

(noanwuce)
/W Tamn/:

«BAP»
«bapa Megnkan»

KoBuHITOH, >xopmxua 30014
CWA

(770) 784-6100

[TekcT BbINMUCKM M3 TEXHNYECKOH AOKYMEHT ayuMn NpUBEeLeH Ha aHTNTMACKOM si3blKe C NEPEeBOAOM

Ha pyCCKVII7I A3blK, NTONHOCT b0 COOTBET CTBYHO LW UM opmrMHany]
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MepeBoj JaHHOTO TEKCTa BbIMOSHEH MepeBoaUnKoM [okydaeBbiM AMUTprem Vropesnyem.

NoJ/INNCb
Poccuiickas depepaums
"opog Mocksa
MepBOro MOHA ABe ThiCAYN ABaALATh NEPBOro roga
A, Kopcuk Bnagunmup KoOHCTaHT UHOBUY, HOT apuyc ropoga MOCKBb, CBUET E€NbCTBYIO
NOANWHHOCT b NoANMCHK NepeBoguynuka Jokyvyaesa AmMunTpusa Mropesuua.
Moanucb cpenaHa BMOEM NMPUCYT CT BUN.

NTnyHOCT b NOANMCABLW Er0 JOKYMEHT yCT aHOB/eHa.

3aperncTpupoBaHo BpeecTpe: Ns 77/2138-h/77-2021-23~Z7C"C"

YnnayeHo 3a CoOBepll eHWe HOT apuanbHoro gedicteua: 400 py6. 00 kon.

"epboBas neyartb
HOTapuyca ropoja
Mocksbl Kopcnka B.K.
WNHH 770474847174*

MoArnmch

Bcero npowHypoBaHO, MPOHYMEpPOBAHO

n ckpenneHo neyaTboiw YT- nncT(a)(os)

HoTapuyc

Poccuiickasa ®epepayms
Fopoa Mocksa
MepBOro MIOHA ABe ThiCAYN ABajLaTb NepBOro roja
A, Kopcuk Bnagumup KOHCTaHTMHOBWY, HOTapuyc roposa MOCKBSHI,
CBU/AETeNbCTBYI BEPHOCTh KOMWW C NPEACTAaBAEHHOTO MHe AOKyMeHTa.
AT .="*fil)eciipTpupoBaHo B peecTpe: Noe 77/2138-H/77-2021-23-2-?2\/'{i?
YnnayeHcl<la_coBeplieHue HOTapuanbHOro geicTena:/< */%py6. 00 kon.

B.K. Kopcuk

, BCGRO rtpomHypoBaHO, npoHymeposano
WCKPENNEHO NeYyaTeh nuer(a){os)

Hotapnyc
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C. R. Bard, Inc.
8195 Industrial Boulevard
Covington, Georgia 30014 US

nn

bd.com

OBD

Declaration of Authenticity

As a registered notary public for the state of Georgia, United States of America, | declare that the
attached copy of the Instructions For Use for MAGIC 3 Go Intermittent Hydrophilic Catheter» Pediatric
with Sure-grip, is a true and accurate copy of the document presented to me for review.

Signed

Notary Public, Dekalb County, Georgia Date
My Commission Expires May 25, 2022

3
i

3
i

Advancing the world of health
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OBD RAXPRID

hosjoined BD

MHCTPYKUWMA NO MPUMEHEHWIO
MeAMLIMHCKOr 0 U3enms:
KaTteTep BpeMeHHbI cnnnkoHoBblit MAGIC 3 GO ¢ ruapoduibHbIM NOKPbITUEM MeanaTPUYECKuin
(Pediatric) ¢c myTon gna BBeAeHUS Sure-grip
MpowussoguTens: C.P. Bapg, VHK.

N

INSTRUCTION FOR USE
for medical device:
MAGIC 3 GO Intermittent Hydrophilic Catheter, Pediatric with Sure-grip

Manufacturer: C.R. Bard, Inc.

«YTBEPXXIAIO» / «APPROVE»

"CR. Bard, Inc."

/Regulatory Affairs Specialist Il

{momkHocTb/positlon)

/Kim Shirah
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A

|[HE NAME OF MEDICAL DEVICE
ilAGIC 3 GO Intermittent Hydrophilic Catheter, Pediatric
nth Sure-grip, codes: 52806G, 52808G, 528 10G.

NFORMATION ABOUT MANUFACTURER OF
4EDICAL DEVICE

Il Legal Manufacturer:

C.R. Bard, Inc., 8195 Industrial Boulevard, Covington, GA
30014 USA

22 Developer:
ICR. Bard, Inc., 8195 Industrial Boulevard Covington, GA
30014 USA

23 Manufacturing Site(s):
1 C.R. Bard, Inc., 8195 Industrial Boulevard,
Covington, GA 30014 USA, 770-784-6100

2. Davol Surgical Innovations S.A. de C.V., Oral.
Roberto Fierro Ne 6408 Parque Industrial
Aeropuerto Ciudad Juarez Chihuahua C.P.
32685, Mexico

24 Authorized representative ofthe manufacture in the
Russian federation:

Limited Liability Company “Bard Rus” (LLC Bard Rus)
Russian Federation, 121596, Moscow, Gorbunova street,
2 bid. 3, floor 5, premises Il, room 1, office A-500.1
cabinet 5, tel.: +7 (499) 372-5002,
complaints CIS@,bd.com
Classification ofthe MD

Class of potential risk ofuse
of the medical device

Fequency of use Single use medical device

Short-term contact with the
surface of the human body
(mucous membrane)

Product classification by
type and duration of contact

Medical Device Description

MAGIC 3 GO Intermittent Hydrophilic Catheter, Pediatric
with Sure-grip is a silicone tube inserted into the urethra for
the purpose of draining the bladder of urine.

Not made with natural rubber latex.

Does not contain Diethylhexylphthalate (DEHP).

The catheter consists of several layers of silicone, where
the outer layer is firmer, the inner one is more pliable.

Prescription/ Indications for Use
It is intended for bladder management including urine
drainaee and collection.
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HAVMMEHOBAHWE MEAVWUWHCKOIO U{AENNA
KaTeTep BpeMeHHbIi cuanMkoHoBbini MAGIC 3 GO ¢
rMApodPUALHLIM NOKPLITUEM MenaTpudeckuii (Pediatric) ¢
mMydTOli Ans BBeAeHWA Sure-grip, KaTanoXHble KOAbl:
52806G, 52808G, 52810G.
CBEAEHWA @)
MEOVWUVWHCKOIO U3AENUNA
2.1 OTBETCTBEHHbI MPOM3BOAUTEND:

C.P. bapg, VHk., 8195 NHpacTpuan bynesapd, KOBUHITOH,
Ooxopmxua 30014 CLUA

MPOU3IBOAUTENE

2.2 PaszpaboTymk:
C.P. bapa, UHk., 8195 NHpacTpuan bynesaps, KOBUHITOH,
Ooxopoxua 30014, CLUA

2.3 MecTo lNpoussoacTea:

1. C.P. bapa, WHk., 8195 WHpacTpuan bynesapg,
KoBuHrTtoH, Axoppxua 30014 CLUA, 770-784-
6100

2. [ason Ceppxukan MHHoBenwH3 C.A. ge C.B.
leH. Pobepto ®beppo Ne 6408 AsponopT Mapk
MHpgactpuan r.Cotopan-Xyapec Ywuyaya 32685,
Mekcuka

2.4 YNONHOMOYEHHbI NpeAcTaBUTENb NPON3BOAUTENS
BPD:

O6LwecTBO C OrpaHWYeHHOW OTBETCTBEHHOCTbO "bapp
PYC" (OOO «bappg PYC») Poccuiickas Pegepauuns,
121596, r. Mocksa, yn. FopbyHoBa, fom 2, cTp. 3, 3T. 5,
nom. Il, kom. 1, opuc A-500.1 kab. 5, Ten.: +7 (499) 372-
5002. complaints CIS@bd.com

Knaccugpukayma MeguunHCKOro n3genms

Knacc B 3aBUCMMOCTM OT 24

NOTEHUMANLHOTO  puUcKa

NpPUMeHeHUA

MeMNLUNUHCKOro usgenums

Mo KpaTHOCTU Me,qVILl'VIHCKoe n3inenne
NPYMEHEHNS: MW 0fHOpa3oBoro
0HOPa3oBOro npYMeHeHUs

NPUMEHeHUs

Knaccuukauns nsgenuit  KpaTKoBpemeHHbIN

no Tuny n KOHTAKT C MOBEPXHOCTbIO
NPOAOMIHKNTENBHOCTK Tena 4yenoseka (CNM3NCTOM
KOHTaKTa 060/104KOIA)

OnucaHne MeAULUHCKOIO n3genuns

KateTep BpeMeHHbIl cuankoHoBbii MAGIC 3 GO c
rMAPOGMAbHBIM MOKPbLITUEM MefuaTPUYecKuid ¢ My Tow
ons BBeLeHMns Sure-grip npegctasnsetr  coboi
CUIMKOHOBYIO TPYyO6KY, BBOAMMYIO B YpeTpy C Lefbio
OMOPOXHEHNSA MOYEBOT0 My3blpd OT MOYMK.
M3roToBneHo 6e3 NPUMeHeHNs
Kay4yKoBOro natekca

He cogepxuT guatunrekcungranat (437 P).

KaTeTep COCTOMT W3 HECKO/IbKWUX C/I0EB CU/IMKOHA, rfe
BHELWHWIA Ccnoil 60nee MNAOTHbIA, BHYTPEHHWIi- 6onee
NAacTUYHBINA.

Ha3HauyeHune/ NMokKa3aHWA K MPUMEHEHUIO
MpenHa3HayeH AN OMNOPOXHEHUA MOYEBOro My3blps,
BK/IIOYaA ApeHaX Mo4YM 1 c6op Mouu.

HaTypanbHOTro



IaGIC 3 GO Intermittent Hydrophilic Catheter, Pediatric
nth Sure-grip is intended for urological use only use by
pultand pediatric patients of all ages. The device is passed
Athe urinary bladder via the urethra.

J

Compatibility with the other MD

UD is compatible with Bard drainage/leg bags (diameter
[ange from 8to 13 + 2 mm) or any other drainage/leg bags
with the analogue characteristics

Contraindications
None known.

iVarnings

This is a single use device. Do not resterilize any portion of
this device. Reuse and/or repackaging may create a risk of
patient or user infection, compromise the structural
integrity and/or  essential material and  design
characteristics of the device, which may lead to device
failure, and/or lead to injury, illness or death of the patient.

Precautions
Inspect the catheter before use. Do not use the product ifthe
device or packaging is damaged.

Possible side effects when using a MD

e Urinary Tract Infection
» Bleeding Fom the urethra
e lrritation ofthe urethra

Environment in which device is to be used

Hospital, nursing home, rehabilitation facilities, or home
use environment. The recommended temperature is (17®C
to +45®C) and 30-90% humidity (without condensation).

Instructions for Use
(for MAGIC 3 GO Intermittent
Catheter, Pediatric with Sure-grip)

Hydrophilic

Review the self-catheterization procedure with a healthcare
professional.

1 Always wash hands prior to use.
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KaTeTep BpeMeHHbIi cunMKoHoBbii MAGIC 3 GO ¢
rMAPOGMUAbHBIM NOKPbITUEM NeLNaTPUUECKUIA BPEMEHHbII
npegHasHayeH TO/IbKO ANA YPOJIOTMYECKOTO NPUMEHEHUA
y  fpeTei n noapocTkoB  Nto6oro BO3pacTa.
MpucnocobneHne [OCTMraeT MOYEBOro My3bipsa uepes

ypeTpy.

CoBMECTUMOCTb C Apyrumu MU

MW cOBMECTMMO C [peHa)KHbIMW MelKamu/ HOCUMbIMU
MoyenpuemMHuKamn (4manasoH guameTpos oT 8 Mm fo 13
MM + 2 MM) WA NO6BLIMU  APYTUMU  GPeHaXHbIMK
MeLuKamu/ HOCUMbIMW MOYenpuemMHUKaMn c
aHasIOTMYHbIMUK XapaKTepUCTUKaMK.

MpoTuBoNoOKasaHuA

Hewns3BeCTHbI.

MpepgynpexaeHuns

MpucnocobneHne npefgHasHa4yeHO Aas  OLHOKPATHOro
npumeHeHuns. T10BTOpHas CTepuaMsauuMsa  3anpeLyeHa.

MoBTOpHOE MCMONb30BaHWe 1 (UNK) MOBTOPHAA ynakKoBKa
MOFYT NMPWBECTU K PUCKY MHPULMPOBaHUS MayneHTa uan
nosib3oBaTeNs, HapyLWeHU0 CTPYKTYPHOW LEeN0CTHOCTU U
(M)  OCHOBHbIX  XapaKTepucTuK  MaTepuana WU
KOHCTPYKUMN MPUCNOCOBNEHMA W, KaK CleacTBue, CTaTb
NMPUYMHOA ero oTkasa W (Mau) TpaBmbl, 6ONE3HW WK
CMepTy naymeHTa.

MpepocTepXXeHuns

OcmoTpuTe  KaTeTep nepes  WCMOMb30BAHMEM.
Ncnonb3yiiTe YCTPONCTBO, eCN YNaKoBKa NOBPeXAeHa.

He

B03MOXHble MO6OYHbIE AEACTBMA NPU UCMONb30BAHUM
MW
e WHtekuna MoueBbIBOAALLNX NyTel
 KpoBoTeueHune 13 ypeTphl
e PasgpaxeHue ypeTpsl
Y CcnoBusa NpUMEHEHNA MeAULMUHCKOTO U3aenns

CraunoHap, 60nbHMLa, peabunnTalMoHHbIE YUpexXaeHUs
nnn OMallHSsA cpeja.

PekomeHayemas Temnepatypa ot 17°C po +45®C,
OTHOCUTENbHOW BRaXHocTKM Bo3gyxa oT 30 go 90% (6e3
o6pa3oBaHusA KOHAeHcaTa).

WHCTPYKLNSA HO NPUMEHEHUIO

(Bna KateTepa BpeMeHHOW cunmkoHosoro MAGIC 3
GO Cc THAPO®M::.ibHBIM MOKPbITUEM MEeLUaTPUUYECKOro
(Pediatric) c Myd K. Ansa BBeLeHUsA Sure-grip)

Mepes camMOCTOATENbHbIM  MPOBeAeHWeM  MpoLeaypsbl
KaTeTepusaLuMnm MNPOKOHCYNbTUPYNTECH C MEAULMHCKUM
paboTHUKOM.

1. Bcerpa MoiiTe pyku nepef Ucrnonb30BaHNEM.



jOpen the catheter package by peeling the tab upwards

iththe aid of the finger hole.

i. Ifdesired, use the adhesive label(s) to hang the package
in a nearby dry vertical surface while preparing to
latheterize.

4. Clean the opening to the urethra - and the surrounding
area. Wipe Fom Font to back to avoid fecal contamination.
Wash your hands again.

5. Hold the insertion sleeve with your dominant hand and
squeeze it to grip the catheter shaft as you remove the
catheter Fom the pack. Next, hold the catheter funnel above
the insertion sleeve with your other hand and slide the
insertion sleeve down the shaft, stopping at about 6” Fom
the tip. Release the funnel. Using the insertion sleeve to
hold the catheter firmly, gently pass the tip of the catheter
into your urethra until the insertion sleeve nears the meatus.
Repeat until urine starts to flow.
dy - -
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2. OTKpOI?ITE YNaKoBKY KaTeTepa, oTAendaa A3bl40K BBEPX C
NOMOLbLKO OTBEPCTUA ANA Nanbla.

3. Bo BpemMa nNoOAroTOoBKM K KaTeTepusaunn YMNakoBKY
MOXHO  MNPUKPENWUTb  Ha  CYXYH  BepTUKa/bHYIO
NMOBEPXHOCTb C MOMOLLbIO KMEAKOro cnos, HAHECEHHOI 0 Ha
BHYTPEHHE CTOpPOHE A3blUKa

4. OuuCTTMTE ypeTpasbHOE OTBEPCTUE U MPUIEraolLyo K
Hein o6nactb. O6paboTainTe Yy4yacTOK candeTkoi mno
HanpaBneHWo OT YypeTpbl BO u3bexaHue 3arpa3HeHUs
thekanuamu. NMoBTOPHO BbIMOWTE PYKM.

5. Mpu m3BneyeHUU KkaTeTepa M3 YMNaKOBKW BO3bMMUTECH
LOMUHUpPYIOLWE PYKO 3a MY(BTY M COXMUTE ee, YTOOGbI
MPOYHO 3axBaTUTb CTepXeHb KaTeTepa. 3aTtem Apyroin
PYKO/ BO3bMWUTECH 3a BOPOHKY KaTeTepa Bbille My(Thbl 1
CABUHbTE MYy(TYy BHM3 MO CTEPXHIO Ha paccTosHue
npuMmepHo 15 cm (0KONMO 6 ALOAMOB) OT HAKOHEYHMKA.
OTnycTUTE BOPOHKY. lMpofomkas cxumatrb MyqTy ANs
YAEpXaHNa KaTeTepa, aKKypaTHO BBeAUTE HAKOHEYHUK
KateTepa B YypeTpy, noka mydTa He npuénmsmtcs K

Hapy>XHOMY OTBEpCTUIO ypeTpbl. [MoBTOpsAlTe, Moka He
HauyHeT BbiTeKaTb MoOYa.




Keep the catheter steady until urine stops flowing. When
ine stops flowing, slowly withdraw the catheter, stopping
flow starts again, until the last few drops have drained,
lieckthe color, odor and clarity ofthe urine. Any changes
layneed to be reported to a health care professional.

)isposal

1 Place the catheter back into the package and dispose in
accordance with accepted medical practice and applicable
local, state and federal laws and regulations. Do not flush
down the toilet (See”section: Terms and Conditions of
Utilization).

8 Wash hands.

THE MAIN COMPONENTS, DIMENSIONS AND
MATERIALS OF MD

6. Ypaepxusaiite KaTeTep B CTabW/IbHOM MONOXEHUW, NOKa
He npekpaTuTcA BbIBOA Mo4u. [locne OKOHYaHWA BbiBOAA
MOYM Me[SIeHHO W3BfIeKUTe KaTeTep. Ecnum BbIBOA MOuu
BO306HOBUTCA, MPMOCTAHOBUTE U3B/IEYEHUE KaTeTepa A0
BbiBEJeHUSA nocnefHux Kanenb. O6paTuTe BHUMaHWe Ha
LiBeT, 3anax U Npo3pavyHocTb MoUmn. O N0 ObIX N3MEHEHUAX
coobLWNTE MESULVUHCKOMY PaboTHUKY.

YTunnnsauyms

7. TlomecTuTe KaTeTep 06paTHO B YNAaKOBKY U
YTUAN3NPYIATE €ero B COOTBETCTBMM C  MPUHATOW
MEAVNLUNHCKON NpaKTUKOA W [AeACTBYHOWMUMW HOpPMaMu
MecTHOro 1 (QeAepanbHOro 3aKoHofaTenbcTBa. He
CMblIBaiiTe ero B yHutas (CM. Pasgen: Mopagok n Ycnosus
YTtunnsauun).

8. CHOBa BbIMOITE PYKM!.

OCHOBHbIE KOMTMOHEHTbI, PAWIEPbBI "
MATEPUABI MU

MPNMEYAHUME: HEPTEXW HE B MACLUTABE U MPEACTABNAKOT ObLWWIN BNA N3AENNA /
NOTE: DRAWINGS ARE NOT TO SCALE AND REPRESENT A GENERAL OVERVIEW OF MD.

B

AucTanbiwe
oTBepcTYe

MpoknEmanbuoe 7
OTB”xrnie

Puc. 1 KateTep BpeMeHHbIN CUANMKOHOBbLIN MAGIC 3 GO ¢ rugpodunnibHbIM NOKPbITUEM MeanaTpUYecKunii
(Pediatric)/ MAGIC 3 GO Intermittent Hydrophilic Catheter, Pediatric with Sure-grip

Physical characteristics/ ®un3nuyeckune xapakTepucTukun
Tabnuua 1 pasmepos / Table 1 Dimensions
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btalogue num ber/KaTanoxX Hbl 1 Koj 52806G 52808G 52810G

itheter Size / Pasmep kaT-pa 6 F (2.0 mm) 8 F (2,7 mm) 10 F (3.3 mm)
niinage + channel length, mm/ [LOnunua 39,37 35,56 34,29
>THaXHOro KaHana, Mmm £5.08 Mmm,(A)

irainage channel diameter, mm/AuameTp 10,24 10,24 10,24
peHaxHoro kaHana, mm (A 1), Mmm * 0.13 MM)

Catheter Length, mm/AnuHa kaTeTepa, MM 262,89 262,89 262,89
t12.7 mm ,(B)

Hydrophilic cover length, mm/ 203,20 203,20 203,20
ANvHa TMAPOGUNBHOTO NOKPBLITUA, MM +12,7

um, (C)

Outer diam eter, mm / 2,01 2,67 3,33

BHewH.anam. mm, +0,33 mm (D)

Innerdiameter, mm/ 1,09 1,57 1,78
BHyTp.gauam. MM, £0,33 mm (E)

Catheter Tip to drain eye length, mm /PaccTosHue 3,06+1,91 3,05+£1,91
OT KOHYMKA KaTeTepa A0 AUCTANbHOTO OTBEPCTUSA, 2,41+1,52

Catheter Tip to proximal eye length, 6,73 £1,91 8,89+1,91
mm/PaccToaHne oT KOHYMKa KaTeTepa Ao 5,46+x1,52

a00KCHManbHOro oteepcTtusa, mm, fF)

Proximal and D rain length, mm/ 0,89 1,52 2,67
ANvHa MNpPOKCUMAanNbHOro W AUCTAaNbHOTO

oTBepcTna, Mmm £0,64 (W, (I)

Proximal and Drain width, mm/ W upuua 0,46 0,51 0,77
NPOKCUMaNbHOTO M AUCTAaNbHOTO OTBEPCTUSA,

MM +0.38 LW >. ()

Catheter wall thickness, mm/ TonwuHa 0,46 0,55 0,77

CTEHKN KaTeTepa, MM *0/43

Sure-Grip Gripper
Sure-Grip Gripper is a movable tube made of Polyethylene located on the catheter to facilitate its insertion.

MydTa 4na BBefeHUA Sure-grip
MydTa ana seegeHus Sure Grip npefctaBnseT cob0il NoAnMoNedMHOBYO MOABMXHYK TPYOKY, PacrnofioKeHHYK Ha
KaTeTepe 1 CNOCOGCTBYIOLLYIO €r0 BBEAEHUIO.

—ff— D

D1 D3

Puc. 2 MythTa gns BBeaeHus Sure-grip

Dimensions for MAGIC 3 GO Intermittent Hydrophilic Catheter, Pediatric with Sure-grip/Tabnuua pasmepos
My(hThl AN BBeAeHUS Sure-grip A1 KaTeTepa BpeMeHHoro cuankoHosoro MAGIC 3 GO ¢ rugpodusibHbIM
NoKpbITUEM NegmnaTpuydeckoro (Pediatric) ¢ mydToih ansa BBegeHNs Sure-grip

i i i i -Grip mi i id- -Gri Sure-Grip
Sure-Gri Sure-Gri Sure-Grip Sure-Grip max Sure-Grip min Inside Mid Outer Sure-Grip
length (3p length (2p length (1 thickness, mm/ thickness, mm/ diameter, diameter, diameter, length (3 length (2
segments),  segments),  segment), YlakcumanbHa( MuHUManbHasa mm/ mm/ mm segments),  segments),
mm/nHH mm/ mm/  ONWwmHa MydTb TO/LYMHA BHyTpeHHWin CpepfHuin /BHeLUHWiA mnV/NHH mm /
a3-ex OavHa 2-  [avHa 1-ro MM, (D) MyTbI, MM, (E) JviameTp, AviameTp, Lnametp, a 3-ex [vHa 2-
CerMeHToB yx CerMeHTa mm, (D 1) mm, (D 2) MM, CerMeHToB yX
My(Tbl, CEerMeHToB MyqTbI, (» 3) m/ﬂq)a) ceMr)n/Aqe;:itT,los
M, (A) My (Tl MM, (C) , g
19,05+0.38 12,7+0.38 6,35+0.38 0.635%0.38 0.381+0.38 §.00U0.38 1016+0.38 11,43x0.38 19,05+0.38 12,7+0.38
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ICataloque number for MD with Gripper/

Catheter size/Pa3mep kaT-pa Gripper colorant/yset mMydb!

KatanoxHsiii kog M ¢ mydToii

S2806G
5808G
5810G

6F nunosslii/lavender
8F rony6oii/blue
10F uepHbIii/ black

Performance characteristics / MexaHnyeckne xapakTepucTuku

Catheter tensile strength for all sizes/ MpoyYyHOCTbL Ha pa3pbiB KaTeTepa AN4 BCex pa3mepos >7.34 H
Self-adhesive tape to packaging Strength/lMpo4YHOCTb KpenneHUs caMoKesLWeiics NeHTol K ynakoske: > 0,82 H
Packaging to vertical surface (steel) strength/ MNMpoyHOCTb KpenneHWs ynakOBKM K BEPTMKaNbHOW MOBEPXHOCTU

(ctam): > 0,46 H. 7

Cataloque number/KaTanoxHsblii

Kopg
52806G
52808G
52810G

Flowrate/ XapakTepuCTWKN CKOPOCTH MOTOKa

. Flowrate (ml/sec) /CkopocTb NnoToka
Catheter size/®paHL. pasmep kaT-pa  (mn/cek.)/CKOpOCTb NOTOKA (M//MUH.)

6F 10 + 6%
8F 15 + 6%
10F 30 + 6%

Shore hardness/ TBepgocTb no LUopy

Cataloque number/KatanoxHssblii kog  Inner surface Hardness, Shore units Outer surface Hardness, Shore units (2

1 52806G
52808G
52810G

Weight info/ Macca

(+ 2 UNK5)/TBEPAOCTb BHYTPEHHE units)/TBepAoCTb HapyXHO
NoBEPXHOCTH, ef. TB. Llopa A (£ 2 noBepxHOCTH, ef. TB. LLlopa A+ 2 eg
en)
69 81
71 79
69 81

Catalogue number/KatanoxHsiii kog Catheter weight, gr / Macca katetepa, ~ Gripper Sure-Grip weight, g/ Macca

52806G
52808G

52810G

Materials /MaTtepunansbl

Component/KoMMNoHeHT

Catheter/ Katetep

Hydrophilic
coating/rnapogmnbHoe
MOKpbITWE

r£15r MypTbl, T£0,1 1
14 0,58
16 0,59
2,0 0,58
Material /Matepuan Patient Contact
Information
[Hanunune
KOHTaKTa c
nauveHTom
Cmecb CUMNMKOHOBOTO Kayyyka/Silicone Mixture: Yes/ ECTb

1.2080 cunukon/silicone (RM2401052)

2. 9280-70A cunukoH/silicone (RM2401046)

3. SRM120 cunukoH/Silicone (RM2401040)

Cmecb nonumepos/ Polymer Mixture: Yes/ EcTb
1 Kap6onon/Carbopol 974 PNF nonumep/ Polymer (RM2401054)

2. AMP 95 aHume/Anime (RM2401041)
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30 Coating 1. PEG 400 - nnypuHon/ Plurinol E400 NF (RM2401229) Yes/ EcTb

/CwmasbiBatoLLiee 2. RR-CG Boga, rnvuepuH/ Water, Glycerin (RM2401055)
raporesieBoe NMoKpbITHe 3. AuctunnuposaHHada Boga/Distilled Water (RM2401223)
Gripper / MyhTa Monunponunex/ Polyethylene RTP 799 A X 123737 C NS, Yes/ EcTb

Kpacutenu/ Colorant:

1. Kpacutens/ Colorant PE3M665105 (RM2401065) KaT. Kog
52806G, LBeT nunossblii/lavender

2. Kpacutens/ Colorant PE3M665879 (RM2401066) KaT. Kog
53812G, uget 6enblin/white

3. Kpacutens/ Colorant PE9M664891 (RM2401067) KaT. koj
52810G. ugeT yepHblit/black

Raw material Suppliar- Bard Juarez/lMocTaBwuK cbipbs- Bard Juarez

Additional label for Russia / MakeT MapKMpPOBKK Ha PYCCKOM fA3blKe Ans P®

(After MD registered it will be circulated in the Russian Federation with the below label/
Mocre peructpauuv MW 6ygeT obpalaTbcs Ha TeppuTopun P® ¢ faHHbIM Nnelibiom)

M nocTaBke Ha TeppuToputo P® rpynnoBas W TPaHCMOPTHAs YNaKoBKW 6yfAyT CHa6XaTbCs JOMOMHUTENbHbIM
PYCCKOS3bIYHBIM CTUKEPOM, MMEIOLLMM NPUOPUTET ANS MOCTaBOK B PO,

My pacxoXaeHnn MHopMaL MM Ha CTUKepe 1 Ha YNakoBKe BEPHOI cuMTaTh MH(OPMAaLMI0 Ha CTUKepe.

JloKanbHbIl pyccKos3blYHbIA CTUKEP He GYAET 3aKpbiBaTb OPUTMHANLHYO 3TUKETKY OT NPOMU3BOAUTENS, U BYAEeT UMETb

cneaytoliee cofepxXaHue:

During import to Russian Federation the medical device in group packages and transport packages would be provided
with the local Russian stickers that are prevailing when supplied to Russian Federation. In case of discrepancy of
information on the sticker and on the package, it is correct to consider the information on the sticker. Local Russian
sticker does not cover the original data of the manufacturer and is of the following content:

KaTteTep BpeMeHHbI cunnkoHoBblii MAGIC 3 GO ¢ rnapoduabHbIM NOKPbITMEM NeamaTpuyeckuii (Pediatric) ¢ mydToi
NSl BBeAeHUs Sure-grip, KaTanoxHblii Kog: 52806G.

MpoussoguTens: C.P. Bapg, VHK, CLLA

C.R. Bard, Inc., 8195 Industrial Boulevard Covington, GA 30014 USA, 770-784-6100

MecTto npoussogcTea; Davol Surgical Innovations S.A. de C.V., Oral. Roberto Fierro Ne 6408 Parque Industrial Aeropuerto
Ciudad Juarez Chihuahua C.P. 32685, Mexico

O6nacTb NPUMEHEHUA: yponorus

BapuaHT ncnonHeHws, pasmepbl: CM. Ha yNakoBKe

Cepus (I"S): cMm. Ha ynakoBke. Homep no katanory (ILLIL): cM. Ha ynakoBke

Mcnosnb3osath 0 ( B): cm. cm. Ha ynakoBke. Cpok rogHocTu: 3 roga

YcnoBust XpaHeHus: npu Temnepatype oT 0°C go +30°C npu OTHOCUTENbHONM BAaXHOCTWU BO3gyxa oT 60% pno 95% (6e3
06pa30BaHUsA KOHAEHCaTa), B 3allMLLEHHOM OT BO3AEACTBMA MPAMbIX COMHEYHbIX fyYeit, Tenna v 3aMopaxmBaHns MecTe.
CrepunbHO. HeToKcH4Ho.

He ncnonb3oBath Npy NOBPeXAeHUM YNakoBKW. 3anpeT Ha MOBTOPHOE NpMMeHeHWe. He cTepunn3oBaTb NOBTOPHO. He cogeput
HaTypasibHbIl natekc. CM. MHCTPYKLMIO MO NMPUMEHEHUIO.

PacLumpoBKy rpatmyecknx CUMBOJIOB; CM. B UHCTPYKLMUN.

YNOMHOMOYEHHbIV NpeacTaBUTEe b NPON3BOAUTENS Ha TeppuTopun Pd:
000 «bapg Pyc», Poccuiickas deaepauyus, 121596, r. Mocksa, yn. MopbyHoBa, oM 2, ¢Tp. 3, aT. 5, nom. W, kom. 1, ogmc A-
500.1 kab. 5, Ten.; +7 (499) 372-50-02, thakc: +7 (499) 372-50-03, complaints_CIS@bd.com

PYNe / 1 fata PeructpaumoHHoro yaoctosepeHna A0.MM.IT.

MHopmaLumio Ha pycCKOA3bIYHOM CTUKEPe MPOCUM CHMTATb NPUOPUTETHON Npu noctaBke B PP
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IAGIC 3 GO Intermittent Hydrophilic Catheter, Pediatric with Sure-grip, code: 52806G.
lanufacturer: C.R. Bard, Inc., 8195 Industrial Boulevard Covington, GA 30014 USA, 770-784-6100
lace of manufacturing: Davol Surgical Innovations S.A. de C.V., Oral. Roberto Fierro Ne 6408 Parque Industrial Aeropuerto

liuded Juarez Chihuahua C.P. 32685, Mexico
Application field; for use in urology
Aariars, catheter size: see packaging

Lat number (1LLIT); See the package. Reference number {(OF): See the package

BExpiry date (8): See the package. Shelflife: 3 years.

Storage conditions: The catheter is resistant to temperature Fom 0° C to + 30° C and 60-95% humidity (without condensation). In

aplace protected Fom direct sunlight, heat and Feezing.
Sterile. Non-toxic.

DoNot Use if the Product Sterile Barrier System or its Packaging is Compromised. For one time use only. Do Not Resterilize.

Latex Fee. Consult Instructions for Use.
For symbols; See instruction for use.

Authorized Representative of the Manufacturer:

LLC Bard Rus, Russian Federation, 121596, Moscow, Gorbunova street, 2, bid. 3, floor 5, premises Il, room 1, office A-500.1
cabinet 5, Tel./Fax: +7 (499) 372-5002 email: complaints_CIS@bd.com

RCJ)s [/ and date of issue DD.MM.YY.

Information on Russian sticker, please consider the priority for supply in the Russian Federation.

PACKAGING INFO

Each shelf box accommodates 30 catheters in a primary
pack.

All products are delivered in sealed protective sterile
individual packaging that opens in the center.

The packaging of the MAGIC 3 GO catheter is compact
and makes it possible to transfer it in a complex form in a
compact format. Adhesive surface on the inner side of the
tab Fees hands; it can be attached to a dry vertical surface.

Each shelfbox contains Instruction for Use.

Packaging dimensions as per design style / Pa3mepbl
YNaKoBKM B 3aBMCUMOCTW OT BapuaHTa UCMNOTHEHUS

MAGIC 3 GO Intermittent Hydrophilic Catheter, Pediatric
with Sure-grip/ KateTep BpemeHHbIli cunnkoHoBbIi MAGIC
3 GO c rgpotunbHbIM  MOKPLITUEM  MeAMaTPUYecKuin
(Pediatric) ¢ mydToin ans BBeAeHNst Sure-grip
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YMNMAKOBKA

Kaxgas rpynnoBas KapTOHHas ynakoBka cofepXuT 30
KaTeTepoB B WHAMBUAYANbHOM yMaKoBKe.
Bca npogyKuus nocTaBnseTcss B repMeTUYHOW 3aLyUTHOM
CTEPUNLHOVA WHAMBUAYANbHOM ynakoBke,
OTKpblBatoLLeiics B LieHTpe.

YnakoBka BpeMeHHOro moyesoro katetepa MAGIC 3 GO
KOMMNaKTHa U npefocTaBiseT BO3MOXHOCTb MEePeHOCUTb
€ro B C/IOKEHHOM BWAe B KOMMakTHOM hopmate. Knelikas
MaHXeTa 0CBOGOX[JaeT PYyKW; C ee NOMOLLbIO KaTeTep
MOXHO NPUKPENUTbL K CYyXO0i BEPTUKaNbHON NOBEPXHOCTH.
Kaxgas rpynnosas KOpo6Ka COnpoBOXAaeTcA
WHCTPYKLUMENA MO NPUMEHEHUIO.

Individual ~packaging size/ Shelf box size/ Pasmep
Pa3mep VHAVBUAYabHOW  TRYNMOBOW YNakoBku
YNaKoBKM

324x42 MM (£10%) 335x83x115 MM (£10%)



ATEPUNANBlI ynAKOBKH/PACKAGING MATERIALS

rnepesaneyaTbiBaeMblii - S2  KNelikuii,

Onucanune maTtepuanal/ Material description

matepuan PET50, wmaTtepvan C npunpeccoBkoin PP12,

nognoxka / Face Material PETS50,

Overlaminated PP12. Reaseal S2 Adhesive. Backine Liner

JlamuHnpoBaHHas nioTHas ubpa 34nT. C oT6eMBaHMeEM C 2-X CTOPOH / 34pt

laminated solid fiber. Bleach 2-sides

Tapa ¢ YeTbipbMsl PAaBHOBENMKUMM KanaHamm, PaBHbIMU 1/2 LIMPUHBI ALMKa

(RSC), n3 HaTypanbHoi kpadT-6ymaru, ropp C 32, npoLealinii ucnbiTaHwe
HaTopueBoe oxkatue / Natural Kraft, Regular Slotted Container (RSC), 32 ECT

InHcaHHe/Descnption
JMKETKA KOHTPONA BCKpbITUA/ Reseal-It o JNnuesoii
ael
Kopobka Ans ctennaxa / Shelf Box .
Kopryc / Case .
C Flute.
JamuHar 13 donsru/ preprinted foil .

25, 5 mkm MOM/25.4 mkm Genbiin MIAHI/8,9 MkM donbra (AN)/44,4 MKm

BaKyyMHasi ynakoBka Surlyn, wnm B CTaHZapTHbIX ycTaHoBkax, 100 ™
MOn/15 gyHToB (6,8 Kr), 6enblii MOHIM/35 rm donbra (4)/26 dyHToB (11.8
Kr), BaKyymHas ynakoska Surlyn / 25.4 p OPP/25.4 p White LDPE/8.9 p Foil
(DI)/44.4 p Surlyn, or in Standard units, 100 ga OPP/15 Ib (6,8 kg) White
LDPE/35 ga Foil{DI)/26 Ib {11,8 kg) Surlyn

STERILITY INFORMATION

[he catheter is sterilized by electron beam radiation
providing a sterility level (SAL) of 10-6, the sterilization
process is designed and validated in accordance with ISO
11137-1: 2006 “Sterilization of health care products —
lladiation — Part 1. Requirements for development,
validation and routine control of a sterilization process for
medical devices.”

This medical device is intended for single use only, sterile
ifthe packaging is closed and intact. Do not use the product
jifin doubt regarding its sterility.

SHELF LIFE

Shelf life of the medical device is 3 years maximum.

This medical device must not be used after the expiration
date indicated on the package.

TECHNICAL SERVICE DETAILS

Not applicable. The medical device is single use and does
not require technical service.

CONDITIONS OF TRANSPORTATION

MAGIC 3 GO Intermittent Hydrophilic Catheters
transported using all available modes of transportation in
the covered vehicles according to the transportation rules
forced on each transportation mode.

Special conditions are not required. The recommended
temperature is (0“C to +30°C) and 60-95% humidity
(without condensation) and mechanical stress during
vibration loads in the Fequency range Fom 10 to 55 Hz,
travel amplitude 0.35 mm and shock loads with a peak
acceleration of 10g with a duration of impact acceleration
of 16 ms.

STORAGE CONDITIONS

10
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NH®OPMALWNA O CTEPUNTBHOCTN
KaTeTep NpoxoauT CTEPUNU3ALUI0 3NEKTPOHHO-NyUYEBbIM
n3nyyeHnem, 06ecneymBaloLLnii YPOBEHb CTEPUIBHOCTY

(SAL) 10-6, npouecc cTepunmusaumm paspabotaH u
BanuguposaH B cooTBeTcTBUMM ¢ SO 11137-1:2006
«CTepunusayus MeAULNHCKOW npoAyKLuN.

PagmnaunoHHaa ctepuamsayms. Yactb 1. TpeboBaHus K
pa3paboTke, Banugauumn n Tekyllemy KOHTPOO npolecca
cTepUNn3aLMm MeauLMHCKNX N3LENNR».

[JaHHOe MefuUMHCKOe wu3genne npefHasHayeHO TOMbKO
4N O4HOKPATHOro MNpPUMEHEeHUs, CTEepUNbHO, ecnun
ynaKoBKa 3akpblTa 1 Uuena. He ucnonb3yiite usgenune, ecnu
€CTb COMHEHMA KacaTe/lbHO ero CTePUIbLHOCTH.

CPOKropgHocCTMH

CpOK rogHOCTM MeAMLMHCKOro usfenua cocrtaBnsetr 3
roga. J[laHHoe MeAWUMHCKOE Wu3fenne 3anpelLaercs
ncnonb3oBatb Nocne fgatbl OKOHYaHWA CpPOKa roAHOCTW,
YKa3aHHOro Ha yrnakoBKe.

CBEAEHNA O TEXHUNYECKOM

OBCNYXMBAHWN
He npumeHunmo pna pgaHHoro MW. Wspgenve pand
O0AHOPa30BOr0  WUCMO/NbL30BAHWA W He  MOANEXUT

TEXHUYECKOMY O6C}'Iy)KVIBaHVHO.

OAHHBIE ANA TPAHCIMOPTPOBKIN

KateTep BpeMeHHbI cunmkoHoBbli MAGIC 3 GO c
rMApOPUALHLIM  NOKPbITUEM TPaHCNOPTUPYIOT BCEMMU
BMAaMMN TpPaHCNOpPTa B KPbITbIX TPAHCMOPTHbLIX CPefCcTBax
B COOTBETCTBUW C TPpe6OBaHMAMM 1 NpaBuIamm nepesosku
rpysoB, AeACTBYIOLMX Ha TpaHCNOpTe KaXAOro BuAa.
CneuunanbHbIX YCMOBWIA NpU  TPaHCMNOPTUPOBAHUU HE
TpebyeTcsa. PekomeHayemas TemnepaTtypa npu
TpaHcnopTupoBaHunM 0T ORC go +300C, OTHOCUTENLHOM
BNAXHOCTK BO3gyxa oT 60% pgo 95% (6e3 obpa3oBaHuA
KOHAeHcaTa) M MeXaHWYeCKMX  BO3AEWCTBUIA  Mpu
BMOpaLMOHHbIX Harpyskax B gmanasoHe yactot ot 10 go
55 Iy, amnnutyge nepemeuweHns 0,35 MM M yjapHbIX
Harpyskax Cc MNUKOBbIM  yckopeHvem 10g npwu
ONNTeNbHOCTU AeACTBUA YAapPHOTI0 yCKopeHus 16 mc.
OAHHBIE AnAd XPAHEHWA



n

lecatheter is resistant to temperature Fom 0® C to + 30°
and 60-95% humidity (without condensation). In a place
otected Fom direct sunlight, heat and Feezing.

IPERATING CONDITIONS
e catheter is resistant to temperature (+32°C to 42°C)
blthe effects of biological fluids.

[NVIRONMENTAL PROTECTION
fis product does not harm the environment with proper
(operation, transportation, and storage.

1 TERMS AND CONDITIONS OF UTILIZATION
After use, this product may be a potential biohazard.
Handle and dispose of in accordance with acceptable
medical practices and applicable local, state and federal
lans and regulations. Class B (SanPin 2.1.7.728-99).

Il THE LIST OF INTERNATIONAL STANDARDS
Il APPLIED TO THE MEDICAL DEVICE

KaTeTep npu XpaHeHWW YCTONUYMB K BO3LENCTBUIO
KNMMaTUYeCKNX (PaKTOPOB NpW TeMnepaTypHOM pexume
o1 OoC 10 +300C npu OTHOCMTENbLHOI BNAXHOCTH BO3ayXa
oT 60% po 95% (6e3 o6pasoBaHMA KOHfAeHcaTa). B
3allMLLLEeHHOM OT BO3eNCTBUA NPAMbIX COMHEYHbIX NyYeil,
Tenna v 3aMmopaxunBaHUsa MecTe.

OAHHbBIE ANA SKCONYATALNN

KateTep npu 3kcnayaTauuMum YCTOMYMB K BO3LEWCTBUID
KAMMATUUYECKUX (haKTOPOB ANA TeMNepaTypHOro pexuma
oT +32°C pgo +42°C un BO3AENCTBUIO 6OGUONOTMYECKUX
X magKocTen.

OXPAHA okpyxaw weii CPEADI

[aHHOe u3genve He HaHOCUT Bpeja OKpyXatolel cpege
npu npaBWNbHOW 3KcnayaTauuu, TPaHCMOPTUPOBKE W
XpaHeHuw.

NOPALOK NYCNOBUA YTUNUZALUN
Mocne MCMonb30BaHMS nsgenue npesctasnset
noTeHLMaNbHYI0 BUOIOrMYecKyo onacHocTb. ObpalleHune

C W3L4enMemM M ero  yTUAM3auMi  Heob6XxoauMo
OCYLLeCTBNATbL B COOTBETCTBUM C  MPUHATHIMU B
MeAULMHCKO npakTuke HopMamu, a  Takxke
COOTBETCTBYIOLWMMN MECTHLIMU, TFOCYAAPCTBEHHBIMU U
thesepanbHbIMU 3aKOHOAaTebHbIMY aKTamu "

nHcTpykumamun. Knacc 6. (CanlMuH 2.1.7.728-99).

MEPEYEHb HALUMNOHAJIbHbBIX U
MEXAYHAPOOHbLIX HOPMATUBHbLIX
OJOKYMEHTOB/CTAHOAPTOB, KOTOPbIM
COOTBETCTBYET MEAVNUWNHCKOE N3AENWNE

Standard / CtaHgapt Description 3nucaHue
BSEN 556-1 Sterilization of medical  devices. CTepunnsayna MeANLNHCKNX n3aennii.
Requirements for medical devices to be TPe00BaHMA K MEAULMHCKAM  W3fennam,
designated "STERILE". Requirements KaTteropmu «CTEPUNBHO». Tpe6OBaHV|$| K
for terminally sterilized medical devices MEANLNHCKUM n3pennsam, nognexaiium
(bVHMLLHON cTepunnsaLmm
EN 1041+A1 Information supplied by the manufacturer CONPOBOAUTENbHAS nH(opmauus K
of medical devices MeAULMHCKUM yCTpOicTBam
ENISO 15223-1 Medical Devices - Symbols to be used W3aenns MeANLNHCKKE. CnmBonsl,
with medical device labels, labelling and TNPUMEHAEMbIE npu MapKnpoBaHuu Ha
information to be supplied - Part 1 MEQUUMHCKUX — U3NENNAX, 3TUKETKax W B
General Requirements COMpPOBOAUTENbHOM JOKyMeHTauun. Yactb 1
O6wme TpeboBaHUA
] ) ] ] ) OueHka 61010rNYecKoro fencTens
BS EN 1SO 10993-5 Biological evaluation of medical devices MeAUUMHCKMX  W3jenuit.  Mccnegosanus  Ha

— Part 5: Tests for in vitro cytotoxicity

EN ISO 10993-1

risk management process

Biological evaluation of medical devices
-Part 1. Evaluation and testing within a

LMTOTOKCUYHOCTb: METO/bI in Vitro
Buonoruyeckas oueHKa MefULUUHCKUX W3AeNniA.
Yactb 1. OueHKa W WCNbITaHUA B pamKax
npouecca MeHeaKMeHTa pucka

Sterilization of medical devices — CTepuinsayus MEeANLNHCKNX n3gennii.
Microbiological methods — Part 1 Mukpo6uonornyeckne metogbl. Yacte 1 OueHka
SO 11737-1 Determination of a population of NONYNALANM MWKPOOPraHU3MOB Ha NMPOAYKLNH

microorganisms on products

OueHka 61M0N0rNYecKoro pencTens

Biological evaluation of medical devices. MEAULMHCKNX n3aennii. WccnepoBaHus

BSEN 1SO 10993-10  tog¢s for irritation and skin sensitization ~Pasapaxatoiero n CeHcnGunmsmpytoLiero
[encTems

ENISO 11607_1 Packaging for termina”y Sterilized YnakoBKa OKOHYaTeNnbHO CTepI/U'II/I3OBaHHbIX

medical devices - Part 1. Requirements

n
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MeauUMHCKNX npnbopos. YacTb 1. TpeboBaHusa K



for materials, sterile barrier systems and
packaging systems

mMatepuanam, cucteMmam 3allnTbl CTEPUIBHOCTU U
CucTeMaM ynakoBKu

NSO 11607-2 Packaging for terminally sterilized YnakoBka OKOHYaTe/lbHO  CTEPU/IN30BAHHbIX
medical devices - Part 2: Validation MegMUMHCKUX npubopos. YacTb 2. TpeboBaHMA K
requirements for forming, sealing and Banugauuy NPoLECCOB POPMOBKM, repMeTn3aLnm
assembly processes 1 c60pKM

50 11137-1 Sterilization of health care products — CTepunusayus MeZAMLMHCKOIA npoaykuunw.
Radiation — Part 1. Requirements for PaguaunoHHas cTepunmsayms. YacTb 1
development, validation and routine Tpe6oBaHua K paspaboTke, Baaugauuu u
control of a sterilization process for TeKyllemMy KOHTPOAK npoLuecca cTepunnsayun
medical devices MeANLMHCKNX U3aennii

S0 11137-2 Sterilization of health care products — CTepunusayus MeANLMHCKON npoayKuuu.
Radiation — Part 2: Establishing the PaauaumoHHas cTepunmsayms. YacTtb 2.
sterilization dose YCTaHOB/EHNE CTepPUIN3YOLLEN A03bl

ENISO 13485 Medical devices - Quality management MeganunHckne npubopbl. CucTembl ynpasneHus
systems - Requirements for regulatory KauecTsBoM. TpeboBaHUS B HOPMATMBHbIX LiENAX
purposes

ENISO 14971 Medical devices - Application of risk MeguunHckune npu6opsl. MpumMeHeHmne
management to medical devices ynpaBfeHNs puckamun K MeguUNUHCKUM npubopam

1SO 11737-2 Sterilization of medical devices — CTepunusayus MeANLUHCKNX n3genni.
Microbiological methods — Part 2: Tests Mukpo6uonoruyeckue  metogbl.  Yactb 2.

of sterility performed in the definition, VICNbITaHUA Ha CTePUNbHOCTL, MPOBOAKMbIE MPH

validation and maintenance of a Baaujalumn NpouUeccos cTepuInsalnn
sterilization process
. . AcenTnyeckas 06paboTka n3gennii
Aseptic processing of health care
. MeLMNLMHCKOT0o HazHayeHunsa. Obuwme TpeboBaHMA
BSENISO 13408 products. Alternative processes for
medical devices and combination
products

RISK MANAGEMENT YTIPABJIEHVNE PNCKAMUA

YnpasneHne prickamu oCyLLecTBAAN0CHL B COOTBETCTBUM C
ISO 14971 «MepguuuHckue npubopbl. [MpumeHeHue
ynpaBfieHNsa puckammn K MefuLMHCKUM npubopam».
[eiicTBua no ynpasfeHW puckamu gna MW
OCYULLeCcTBNAOTCA B TeYEHMe BCEro Cpoka CNyxobl
n3genns.

CBEJEHVMA O MAPKWPOBKE W YMNAKOBKE
MEJAULIMHCKOIO V3AENNSA

Risk Management was performed in accordance with 1SO
14971 “Medical devices - Application of risk management

to medical devices”.
Risk management activities for these products are on-
going throughout the device life cycle.

MEDICAL DEVICE LABELING AND PACKAGING

Symbols present on the group and transport packaging /
Ha W LW wWwBBoa n

Cuwmson/ OnwucaHue / Description

M3rotosuTens / Manufacturer
Mcnonb3osath o / Use By Date

[ns ogHoKpaTHOro npumeHeHus / Single Use

He vcnonb3oBath ecnv ynakoska nospexaeHa / Do Not Use if the Product Sterile Barrier System or its
Packaging is Compromised

MpocTepnnn3oBaHO paguaumoHHbIM criocobom/ Sterilized using

irradiation

YNONHOMOYEHHbI npeAacTaBuTenb B EBpone (Tpe6oBaHue aupekTvBbl 93/42/EEC 0 MeAMUMHCKOM
ycTtpoiictee)/ Authorized Representative in Europe (requirement of the Medical Device Directive
93/42/EEC)

STERILE O

EC REP

He ctepununzoBatb nosTopHO / Do Not Resterilize
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O Copepxumoe / Contents

[MI Homep no katanory / Catalogue Number
[1gtl Kog naptum / Lot number
O O3HavaeT, YTO JaHHOe YCTPOMCTBO OTBeuvaeT TpeboBaHMAM EBPOMECKON AUPEKTUBLI O MeAULMHCKMX
0050 npuéopax 93/42/EEC / CE -mark, conformity with requirements of European regulations 93/42/EEC.

depnepanbHoe 3akoHogaTenbecTBo (CLLUA) orpaHnumBaeT NpoAaXy AaHHOrO YCTPOMCTBa BpavyaMu UM no
"obly nx npegnucanuto/ Caution: Federal (USA) law restricts this device to sale by or on the order of a physician.

I—|>|4_LI HasBaHue komnaHuu / Company name

Caution/ BHumaHwue

M3roToBneHo 6e3 NpMMeHeHWst HaTypanbHOro natekca/ Not made with natural rubber latex

rapodmnbHEEM nokpbITreM Myxckoi (Male) n3orHyTbii ¢ mydqToid ans BeegeHus Sure-grip)/Coude (for

M30rHyThIn (Ans BapvaHTa WCMONMHeHUs - KaTeTepa BpeMeHHOro cuimkoHoBoro MAGIC 3 GO ¢
LIJ variant -MAGIC 3 GO Coude Intermittent Hydrophilic Catheter, Male with Sure-grip)

1Symbols present on the individual packaging/

NPWTXTWW T oo, noxxaToT” wicHal W W TAW THETKOBKE v,
Cumson/
lwbol
Magic3 Go HanmeHoBaHne M/ MD name

I I I LLitpuxkog MW / MD bar code

Pa3mep KaT-pa (B KayecTBe MmpuMepa B3AT pasmep Ans KatanoxHoro Homepa 51810) / Catheter Size ( cat.
size for catalogue number 51818 is shown as a template)

W3orHyThIli (ans BapuaHTa MCNoMHeHWs - KateTepa BpeMeHHOro cunnkoHoBoro MAGIC 3 GO c¢
rMapoUNbHBIM MOKPbITYEM MyXCKoi (Male) n3orHyTbili ¢ MydToit ans BBeaeHus Sure-grip)/Coude (for
CD variant -MAGIC 3 GO Coude Intermittent Hydrophilic Catheter, Male with Sure-grip)

OnucaHwue / Description

10 FR/Ch (3.3 mm)

iJ WsrotoeuTens / Manufacturer
g Wcnonb3osath Ao / Use By Date
(3 [Ons ogHokpaTHoOro npumeHexus / Single Use
\ He ncnonb3oBath ecniv ynakoska rnospexaeHa / Do Not Use if the Product Sterile Barrier System or its
Packaging is Compromised
O MpocTepnnn3oBaHo pasmaLMoHHbIM criocobom/ Sterilized using
STERILE L
irradiation
YNonHOMOYeHHbI npefcTaBuTens B EBpone (Tpe6oBaHve avpekTBbl 93/42/EEC 0 MeAMLMHCKOM
EC REP ycTtpoiictee)/ Authorized Representative in Europe (requirement of the Medical Device Directive
93/42/EEC)
® He crepunusosats nostopHo / Do Not Resterilize
O Cogepxumoe / Contents
IR Homep no katanory / Catalogue Number
[| gtl Kog naptum / Lot number
C\ O3HauaeT, 4YTO AaHHOe YCTPOICTBO OTBevaeT TpeboBaHMAM EBponeiickoli AMPEKTUBLI O MeAULMHCKMX
0050 npubopax 93/42/EEC / CE -mark, conformity with requirements of European regulations 93/42/EEC.

denepansHoe 3aKkoHoaaTenbcTBo (CLUA) orpaHnuMBaeT Npojaxy AaHHOrO YCTPOMCTBA Bpayamm Wam no
wonly nx npegnucanuto/ Caution: Federal (USA) law restricts this device to sale by or on the order of a physician.

X

Caution/ BHumaHue
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M3roToBneHo 6e3 NprMeHeHns HaTypasibHoro natekca/Not made with natural rubber latex

ARRANTIES

e manufacturer guarantees the compliance of this
edical device to the declared characteristics within
k limits of the preservation of the shelf life (the
Kriod of preservation of its sterility), provided that the
jianufacturer’s  requirements  specified in the
tstructions for use are complied with,

he manufacturer is not responsible for damage or
ccidents caused-by improper use of the product, due
othe fault of users or external unforeseen situations.

LAIM

For questions about the circulation ofthe medical device in
the Russian Federation, please contact Authorized
Representative of the Manufacturer in the Russian
Federation:

Limited Liability Company “Bard Rus” (LLC Bard Rus)
Russian Federation, 121596, Moscow, Gorbunova street,
2, bid. 3, floor 5, premises Il, room 1, office A-500.1
cabinet 5, Tel./Fax:+7 (499) 372-5002

complaints CIS@bd.com
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rapaHTuUliHble o6saA3aTenbcTBaA

Mpon3BoAUTENb FapaHTUPYeT COOTBETCTBUE aHHOIO
MeANLMHCKOro naenms 3as1B/IEHHbIM
XapaKTepucTkam B MpefieNiax COXPaHeHUs CpoKa

rogHoOCTM, TNpW  YCNOBUM, 4YTO  COG/HOAAOTCS
Tpe6oBaHWs  MpPOW3BOAUTENS,  YKasaHHble B
VHCTPYKLWW MO NMPUMEHEHWIO.

MpousBoauTeNb He HEceT OTBETCTBEHHOCTU 3a

MOBPEXJEHNS WM HecYaCTHble Crlyyau, Bbl3BaHHble
HeNpaBW/IbHOW 3KcnyaTauuein w3genus, Mo BUHE
noNfb3oBaTeNiel  WAM  BHELWHWX HenpeaBUAEHHbIX
cUTyaumia.

PEKTAMALUWA

Mo Bonpocam o6paweHns MegULUHCKOTO u3gennMs B
Poccuiickoii depepaynn obpawaritechb K
YnonHoMmoyeHHOMY [pepctaButento [poussBogutens B
Poccuiickoin ®egepaunn:

O6uwecTtBo ¢ OrpaHuMyeHHoin OTBeTCTBEHHOCTbIO “Bapg
Pyc” (OO0 “bapg Pyc”) Poccuiickaa Pegepauns, 121596,
r. Mockga, yn. FopbyHoBa, gom 2, ctp. 3, a1. 5, nom. Il,
koM. 1, opmuc A-500.1 kab. 5, Ten/dakc:+7(499)372-5002
complaints CIS@bd.com



BcraButh

MorpyanTs Bpyunyto OTpesatb —
pyuKku a BctaBUTL pyyky BCTaBUTb TPy6KY oTpesaHHLI ycTpaiictao
YcnoBHble 0603Ha4YeHMNA 6yHl§gpgbn7| a 610K Kf%-lr'leorb)(bl Katetepa Ka‘rel')rep B DYy a NOMPYKHON G110K
MT3T6/1b
MepectaBuTh
. KaTeTep Ha BO3/lyVHOraHCHa Tepacranm,
Mpoun3eoacTBBHbI yaansietcs y, ?IW —_TeTep W
rpevecc NUAHWIAMBrepUBN Kapyce/ib 1 PaNpYICeYO
BBBHYTPBMCO wrepuiTe anaey
HOXOM
'~ Mpuiknents
Haneuara MaP o donbra Coonanie
thonbry PKMPOBKY 3bKTOMHNTL Kavrep
” WaceuKy pacrnonoxeHa =»  HENDAMT W PO
€ MapKIPOBKOU 3aneyaraTbB HOHYTPY $onry FINOTHONS
Ha nakete Ha (ONbIy
KapToHHas / / TpaHcnopTHas
KopoGKa APHNpT / Tapa
ycwioeneHa ycTaHoB/eHa
BEPTUKaNILHO / / BEPTUKaLHO
MapkupoBka
TPaHCMOPTHOA
Tapbl
HaneyataHa
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«C.P. bapf, NHK.»
O B D 8195 MHpacTpuan bynesappa
KoBuHIrTOH, Oxxopaxua 30014, CLUA

bd.com

YpocTtoBepeHMe NOANNHHOCTN KOMUN

fABNAsACL 3aperucTpuMpoBaHHbIM My6ANYHBIM HOTapuycom wTata Jyxopmxuns, CoefnHEHHble
LTaTel AMepuKW, A yAOCTOBEPAID, UTO npunaraemMas Konua WVIHCTPYKUMW MO NPUMEHEHUIO
MeAULMHCKOro n3genns «Karetep BpeMeHHbIi cnunnkoHoBblin MAGIC 3 Go ¢ rugpoduabHbIM
NoKpbITMEM NeanaTpuyecknin (Pediatric) c mydToin ans BBeaeHMs Sure-grip» ABASETCA BEPHON 1
TOYHOW KONKWeln nNpeacTaBieHHOro MHe opuUrnHana 4oKyMeHTa.

MognucaHo

19 masa 2021
/Inognuce/
My6anyHbIA HOTapuyc, okpyr Aekan6, J>Kopaxus fata

CpoK feincTBuA MOMX MNOTHOMOYNA ncTekaeT 25 masa 2022 T.

/Kpyrnasa neyaThsb/:
My6nnYHbIA HOTapuyc
kna P. BpuHcoH, Okpyr Oekan6, Oxopaxus

/IKpyrnasa neyaTsb/:

«BAP»

«bapg Megukan»

KoBuHrtoH, xxopmxua 30014
CWA

(770)784-6100

MpofBMXEHNE BCEMUPHOTO 340POBbS
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Mpucoeguuunack K BD

VHCTPYKL WA MO NPUMEHEHWIO
MEANLIMHCKOr0 N3[enus:
KaTeTep BpeMeHHbI cunmMkKoHoBbIi MAGIC 3 Go ¢ rugpoduabHbIM NOKPbITUEM
neanatpuyeckunii (Pediatric) ¢ mydToi ana BBeaeHUSA Sure-grip
Mpounsesogntens: C.P. bapg, VHK.

«YTBEPXOAK»

«C.P. bapg, THK.»

/ CneumanucT oTaena

HOPMaTMBHO-MPaBOBOro perynnposaHus Il
(AOMKHOCTB)

/ Kum LLunpax
(Mmn)

/ 19 mas 2021
(pata)

Inognwnce/
(nognuce)
/W Tamn/:

«BAPO»

«bapg Mepgukan»

KoBuHrToH, Ixopmxua 30014
CWA

(770) 784-6100

[TekcT MHCTPYKLUWM NpUBEJEH HA AHTANWCKOM A3blKe C NEPEBOAOM HA PYCCKUIA A3bIK,

NONHOCT b0 COOTBETCTBYlOWMNM opurnHany]
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NepeBog faHHOIO TEKCTa BbINOHEH NnepeBofYMKoM JokydaesbiM AMUTpUemM Kropesnyem.

noanncb

Poccuitckan depepaums
"opog Mocksa
MNepBoro noHA fBe ThIiCAYN ABajLATbH NepBoro roga

A, Kopcuk Bnagumup KOHCTAaHTMHOBNWY, HOT apuyc ropoga MOCKBbl, CBUAET eNbCTBYH
NOANVMHHOCT b NOANMUCK NepeBOfHMKA JokyyaeBa AmMuTpusa Nropesnya.

Moannch cpenaHa B MOEM NPUCYTCTBUK.

NTMyHoOoCT b NOANMUCABL €TO JOKYMEHT yCTaHoBNeHA.

3apervncTpuposaHo BpeecTpe: No 77/2138-H 77-2021-23-Z"0

YnnayeHo 3a CoBepLUEHNE HOTapuanbHOro AeNCTBUS: 200 PY6. oo KOM.
B. K. Kopcuk

Mep6oBas neyatb
HOTapuyca ropoga
Mockebl Kopcuka B.K.
NHH 770474847174*

MoArvCh

Bcero npowWHYpoBaHO, NPOHYMepoOBaHO

nckKkpenneHo neyaTbio Y<P aucT(a)(os)

HoTapunyc

Poccuiickas ®epepauus
fopog MockBa
MepBoro HKOHS ABe ThicAYM ABajLaTL NEPBOro roga
A, Kopcvk Bnagymvp KOHCTaHTMHOBMY, HOTapuyc ropofa Mocksbl,
CBWETENLCTBYHO BEPHOCTL KOMUM C NPEACTAB/IEHHOrO MHe JOKYMEHTa.
1poBaHo B peectpe: Ne 77/2138-H/77-2021-23-2.7"\?"
yrll[p‘-IEHe‘MOBepLLIEHI/Ie HoTapuankHoro aevictaus: yy' A~ ya (kon.

0 >/

B.K. Kopcuk

MPOLLHYPOBaHO, MPOHYMEPOBAHO
W CKPen/eHo neyarbto -/-f ncT(a)(oB)

Hotapuyc
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