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Shunmei Medical Co., LTD
‘Address: R401 of building B,No.s of 1st Jinglong Road, Baolong Industrial
Zone, Long Gang District,518116 Shenzhen, Guangdong China.

I h u n m ef Tel: +86 0752-3306949

Email: nora @shunmed.com web: www.shunmed.com

Declaration
Product: Single-use sterile intravascular diagnostic catheters CONVEYOR in
variations

Document: Instructions for Use

The document will eventually be given to the HEALTH SYSTEMS

KNOWLEDGE CENTER LTD, which is used for registration of Single-use

sterile intravascular diagnostic catheters CONVEYOR in variations in Russia LU b

finally.
%

We, Shunmei Medical Co.,Ltd, hereby declare that the information on the cover

page of the document is true.

Shunmei Medical Co.,LTD
Function: General manager
Signature:”

Date
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MHCTPYKLUMWS NO NPUMEHEHUI

CornacoaHo/APPROVED

Shunmei Medical Co., Ltd

OpraHu3aunsa/Organization

1ofbuilding B, No.8 of 1st Jinlong Road,
strial Zone, Longgang District, Shenzhen

518116, Guangdong, China
Agpec/Address

Baolongl

General Manager
[onmxHocTb/Occupation

Tu Zhenjin

damunuga, Nms/ Surname, Name

Hata A40.MM.ITTT/Date

Ha MeagununmHCKoe nsaenune: <<KaTeTepr BHYTPpuUcocyauncTtble gnarHoCctmnyeckme oaHopa3oBble CTEPUJIbHbIE

CONVEYOR, B BapumaHTax UCNOTHEHNA»

Instructions for Use

for medical device: «Single-use sterile intravascular diagnostic catheters CONVEYOR in variations»
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HanmenoBanE¢ MeARIEACKOTO H3AE/AHA

L KaTeTepn BHYTPHCOCYAHCTbIC AUATHOCTHUCCKEE OAHOPAIOBLIE
crepribibie CONVEYOR, B BapRaHTaX HCIUOTHOHHS:

1. Karerep payrpucocyzmcTnii auarsoctuveckuii CONVEYOR, AL,
THIOPA3MEPH:

1.1 Karerep BHyTpticocyaucTaili auarnocrueckuii CONVEYOR AL,
auamerp SF, anuna 100 oM.

1.2 Karerep suyrpucocyaucTniii auarHoctuueckiit CONVEYOR, AL1,
Auametp 6F, amuna 100 cm.

1.3 Karerep suyrtpucocyauctniii auardHoctuyeckuit CONVEYOR, AL2,
aunametp 5F, amina 100 oM.

1.4 Karerep sHyTpucocyaucruili auarnoctwyecknii CONVEYOR, AL2,
aunametp 6F, amina 100 cM.

1.5 Karerep BHyTpucocyaucTaitt anarnoctudecknii CONVEYOR, AL3,
auamerp SF, ymma 100 om.

1.6 Karerep HyTpucocyancTaili avarnoctuuecknt CONVEYOR, AL3,
muameTp 6F, anuna 100 M.

2. Karerep BHyrpucocyamcTili auarnoctuveckuii CONVEYOR, AR,
TUNOPA3MEPH:

2.1 Karerep BHyTpHCOCyaucTHil auarHocTHvuecknit CONVEYOR, AR1,
aunaMertp S5F, amiHa 100 oM.

2.2 Karerep suyTpucocyancTaili anarsocrruecxuii CONVEYOR, AR1,
auamerp 6F, aauna 100 oM.

2.3 Karerep suyTpcocyancThiif auarsoctuueckuti CONVEYOR, AR2,
auamerp S5F, aauna 100 oM.

2.4 Karerep BHyTpHcocyaucThit auarnocruyecknli CONVEYOR, AR2,
auametp 6F, amuna 100 cm.

2.5 Karerep BrytpHCOCYancTHIH# auarHocTiyecknit CONVEYOR, AR3,
suamerp SF, mmna 100 oM.

Name of the medical device

L. CONVEYOR intravascular diagnostic disposable sterile
catheters, in the following versions:

1. Intravascular diagnostic catheter CONVEYOR, AL, standard sizes:
1.1 CONVEYOR AL intravascular diagnostic catheter, diameter 5F,
length 100 cm.

1.2 CONVEYOR intravascular diagnostic catheter, AL1, diameter 6F,
length 100 cm.

1.3 CONVEYOR intravascular diagnostic catheter, AL2, diameter 5F,
length 100 cm.

1.4 CONVEYOR intravascular diagnostic catheter, AL2, diameter 6F,
length 100 cm.

1.5 CONVEYOR intravascular diagnostic catheter, AL3, diameter 5F,

length 100 cm. '
1.6 CONVEYOR intravascular diagnostic catheter, AL3, diameter 6F,

length 100 cm.,

2. Intravascular diagnostic catheter CONVEYOR, AR, standard sizes:
2.1 CONVEYOR intravascular diagnostic catheter, AR1, diameter 5F,
length 100 cm.
2.2 CONVEYOR intravascular diagnostic catheter, AR 1, diameter 6F,
length 100 cm.
2.3 CONVEYOR intravascular diagnostic catheter, AR2, diameter SF,
length 100 cm.
2.4 CONVEYOR intravascular diagnostic catheter, AR2, diameter 6F,
length 100 cm.
2.5 CONVEYOR intravascular diagnostic catheter, AR3, diameter 5F,

length 100 cm.
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2.6 Karerep uyTpHcocyancTu# anarHoctuvuecknit CONVEYOR, AR3,
suamerp 6F, amana 100 cm.

3. Karerep BHyTpacocyaucrnili auarsocradeckuit CONVEYOR, C,
TUNOPASMEPH:

3.1 Karerep sHyTpucocyaucTniit auarsocruuecknt CONVEYOR, Cl,
auamerp SF, pmna 80 cM.

3.2 Karerep suyTpucocyaucTnil auarsoctmaeckuii CONVEYOR, Cl,
auamertp 6F, anuna 80 cm.

3.3 Karerep mryTpucocyauctsif auarHocrudeckudi CONVEYOR, C2,
muamerp SF, una 80 oM.

3.4 Karerep BHyTpucocyaucTuiii auarsocrrdecknit CONVEYOR, C2,
auametp 6F, anuna 80 cm.

4, Karerep BHyrpucocyaucTuif auarsocTeueckuwit CONVEYOR, IM,
THNOPA3MEPHL:

4.1 Karerep BnyTpHcOCYaucTH#E auarHocTuueckuit CONVEYOR, IM,
anamerp SF, amina 100 oM.

4.2 Karerep BHyTpHCOCYAHCTHIH auarnocrwyeckii CONVEYOR, IM,
Juametp 6F, anuna 100 oM.

5. Karerep BHyTpHcocyaucTsiit auarHocTdecknii CONVEYOR, JL,
THIOPAIMEPHI:

5.1 Karerep BHyTpHicocyaucTHil AnarsocTudeckuit CONVEYOR, JL3.5,
auamerp SF, anuna 100 oM.

5.2 Karerep sHyTpHcocy AncTHI anarsocrideckuit CONVEYOR, JL3.5,
anamMeTp 6F, anuna 100 cm.

5.3 Karerep euyTprcocyaucTaiit anarsocruaeckuiit CONVEYOR, JL4.0,
auamerp 6F, ymina 100 oM.

2.6 CONVEYOR intravascular diagnostic catheter, AR3, diameter 6F,
length 100 cm.,

3. Intravascular diagnostic catheter CONVEYOR, C, standard sizes:
3.1 Intravascular diagnostic catheter CONVEYOR, C1, diameter 5F,
length 80 cm.

3.2 CONVEYOR intravascular diagnostic catheter, C1, diameter 6F,
length 80 cm.,

3.3 CONVEYOR intravascular diagnostic catheter, C2, diameter 5F,
length 80 cm.

3.4 CONVEYOR intravascular diagnostic catheter, C2, diameter 6F

length 80 cm.

4. Intravascular diagnostic catheter CONVEYOR, IM, standard sizes:
4.1 Intravascular diagnostic catheter CONVEYOR, IM, diameter 5F,

length 100 cm.
4.2 CONVEYOR intravascular diagnostic cathetet, IM, diameter 6F,

length 100 cm.

5. Intravascular diagnostic catheter CONVEYOR, JL, standard sizes:
5.1 CONVEYOR intravascular diagnostic catheter, JL3.5, diameter
SF, length 100 cm.

5.2 CONVEYOR intravascular diagnostic catheter, JL3.5, diameter
6F, length 100 cm.

5.3 CONVEYOR intravascular diagnostic catheter, JL4.0, diameter
6F, length 100 cm.

5.4 CONVEYOR intravascular diagnostic catheter, JL4.0, diameter
5F, length 100 cm.
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3.4 Karerep suyrpucocymuctuii auarsoctudeckuti CONVEYOR, JL4.0,
anametp SF, puna 100 oM.

3.5 Karerep suyrpscocyauctuit anarsoctadeckntt CONVEYOR, JLA.5,
Asametp SF, anuna 100 oM.

5.6 Karerep suyrprcocyauctuit avarnoctadeckuii CONVEYOR, JLA.5,
auamerp 6F, anuna 100 cm.

5.7 Kaverep suyrpucocymmcTii muarsoctudeckuii CONVEYOR, JLS.0,
auametp SF, mmna 100 oM.

5.8 Karerep BuyTprcocyaucThii anarsoctudecknit CONVEYOR, JL5.0,
AnaMmertp 6F, ymna 100 oM.

5.9 Karerep suyrpucocyancTuif suarsocruueckuit CONVEYOR, JL6.0,
auamerp SF, anuna 100 cm.

5.10 Karerep sHyTpHcocyaucTnilt amarsocrmueckuii CONVEYOR,
JL6.0, nnametp 6F, anuna 100 cm.

6. Karerep BHyrpHcocyaucruili amarsoctnueckuii CONVEYOR, JR,
THNOPA3MEPHL:

6.1 Karerep suyTpticocymcTaili auarnoctaueckuit CONVEYOR, JR3.5,
anametp SF, nmna 100 cM.

6.2 Karerep snytprcocyaucTilf auarsocruveckuii CONVEYOR, JR3.5,
anaMertp 6F, anuna 100 om.

6.3 Karerep suyTpHcocyaucTaili quartoctudeckuit CONVEYOR, JR4.0,
auametp SF, anuna 100 cm.

6.4 Karerep suyrprcocyaucteiit quarsoctideckuit CONVEYOR, JR4.0,
anamMeTp 6F, aymua 100 oM.

6.5 Karerep Buyrpucocyauctait anarnocruuecxuii CONVEYOR, JR4.5,
muametp SF, anuna 100 cu.

6.6 Karerep BHyTpHcocyaucThit anarnoctuyeckuii CONVEYOR, JR6.0,
auametp 6F, ymna 100 oM.

5.5 CONVEYOR intravascular diagnostic catheter, JL4.5, diameter
SF, length 100 cm.

5.6 CONVEYOR intravascular diagnostic catheter, JL4.5, diameter
6F, length 100 cm.

5.7 CONVEYOR intravascular diagnostic catheter, JL5.0, diameter
5F, length 100 cm.

3.8 CONVEYOR intravascular diagnostic catheter, JL5.0, diameter
6F, length 100 cm. _

5.9 CONVEYOR intravascular diagnostic catheter, JL6.0, diameter
5F, length 100 cm.

5.10 CONVEYOR intravascular diagnostic catheter, JL6.0, diameter
6F, length 100 cm.

6. Intravascular diagnostic catheter CONVEYOR, JR, standard sizes:
6.1 CONVEYOR intravascular diagnostic catheter, JR3.5, diameter
SF, length 100 cm.

6.2 CONVEYOR intravascular diagnostic catheter, JR3.5, diameter
6F, length 100 cm.

6.3 CONVEYOR intravascular diagnostic catheter, JR4.0, diameter
5F, length 100 cm.

6.4 CONVEYOR intravascular diagnostic catheter, JR4.0, diameter
6F, length 100 cm.

6.5 CONVEYOR intravascular diagnostic catheter, JR4.5, diameter
5F, length 100 cm.

6.6 CONVEYOR intravascular diagnostic catheter, JR6.0, diameter
6F, length 100 cm.
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THIOPA3MEPH:

auametp SF, mmna 100 oM.

7.2 Karerep  BHYTPHCOCYAMCTHIM
MPAL, auamerp SF, annna 100 oM.

7.3 Karerep  BHyTpHCOCYAHCTHIN
MPAL, auamery 6F, ainua 100 oM.

7.4 Katerep BuyTpHCcOCYAHCTHIN
MPA2, nuametp 5F, anuna 80 cm.

7.5 Karerep  BHYTpHCOCYAWCTHIH
MPA2, auamerp 6F, anuna 80 cm.

THNOPA3MEPHL:

anamertp SF, anuna 100 cm.

8.2 Karerep mHyTpHCOCYAHCTHIH
PIG(S), auametp SF, muna 110 cM.

8.3 Karerep BHyTpHCOCYAMCTHIMN
PIG(S), auameTp 6F, annnua 110 oM,
8.4 Karerep BhyTpHCOCYAHCTHIN
PIG(S), auamerp 5F, anuna 100 oM.
8.5 Karerep sHyTpHCOCYAMCTHIH
PIG(S), anamerp 5F, anuna 125 cm.
8.6 Karerep BHYyTpHCOCYAMCTRIN

8.7 Karerep BHYTpHCOCYAMCTHIH

JRACHOCTHYCCKHM
JAMardocTuyeckuii
AHATHOCTHYCCKH

JAHATHOCTHYECKHH

AHATHOCTHYCCKHH
AHAMHOCTHYCCKHH
AHATHOCTHYCCKU
AHATHOCTHYCCKHH

JHArHOCTHYCCKHI

PIG145°, auamerp SF, anuna 110 oM.

RHATHOCTHYECKHH

PIG145°, auamerp 6F, nnuna 110 oM.

7. Karerep BHyTpucocyaucthiit auarmoctaueckuit CONVEYOR, MPA,

7.1 Karerep BHyTpHCOCY AMCTHIN AuarHocTuueckudi CONVEYOR, MPA,

CONVEYOR,
CONVEYOR,
CONVEYOR,

CONVEYOR,

8. Karerep muyrpucocyaucTsiit puarsoctuyeckuit CONVEYOR, PIG,

8.1 Karerep suyTpucocyaucrhit anarnocTuvecknii CONVEYOR, PIG,

CONVEYOR,
CONVEYOR,
CONVEYOR,
CONVEYOR,
CONVEYOR,

CONVEYOR,

7. Intravascular diagnostic catheter CONVEYOR, MPA, standard
sizes;

7.1 CONVEYOR intravascular diagnostic catheter, MPA, diameter
5F, length 100 cm.

7.2 CONVEYOR intravascular diagnostic catheter, MPAI, diameter
5F, length 100 cm.

7.3 CONVEYOR intravascular diagnostic catheter, MPA1, diameter
6F, length 100 cm,

7.4 CONVEYOR intravascular diagnostic catheter, MPA2, diameter
SF, length 80 cm.

7.5 CONVEYOR intravascular diagnostic catheter, MPA2, diameter
6F, length 80 cm.

8. Intravascular diagnostic catheter CONVEYOR, PIG, standard sizes:
8.1 Intravascular diagnostic catheter CONVEYOR, PIG, diameter 5F,
length 100 cm.

8.2 Intravascular diagnostic catheter CONVEYOR, PIG (S), diameter
SF, length 110 cm.

8.3 CONVEYOR intravascular diagnostic catheter, PIG (S), diameter
6F, length 110 cm.

8.4 Intravascular diagnostic catheter CONVEYOR, PIG (8), diameter
5F, length 100 cm.

8.5 CONVEYOR intravascular diagnostic catheter, PIG (S), diameter
5F, length 125 ¢,

8.6 CONVEYOR intravascular diagnostic catheter, PIG145 °,
diameter 5F, length 110 cm.

8.7 CONVEYOR intravascular diagnostic catheter, PIG145 °,
diameter 6F, length 110 cm.

8.8 CONVEYOR intravascular diagnostic catheter, PIG155 °,
diameter SF, length 110 cm.
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8.8 Karerep mHyTpmcOocymmcTHit auarsHocTwueckuit CONVEYOR,
PIG155°, nnamerp 5F, anuna 110 oM.
8.9 Karerep BHyTpucocyamcTnilf  amarHocTHueckudi CONVEYOR,
PIG155°, anamerp 6F, nnuna 110 oM.

9. Karerep BHyTpHCOCYAMCTHIH anarHocThueckuit CONVEYOR, SIM,
THIIOPA3MEPH:

9.1 Karerep snyrpucocyaucTuitt auarnoctayeckuti CONVEYOR, SIM1,
Aaametp SF, anana 100 cm.

9.2 Karerep BHyTpucocyancTili anarnocrryeckiuii CONVEYOR, SIM1,
auamerp 6F, anuna 100 oM.

9.3 Karerep BHyTpHCOCYAHCTHIA AarHocTH4eckuli CONVEYOR, SIM2,
auametp SF, mymaa 100 oM.

9.4 Karerep BHyTpucocyancTHI anarHoctaueckuit CONVEYOR, SIM2,
anamerp 6F, nnuna 100 oM.

10. Karerep suyTpscocyauctaiii auarnoctdeckuit CONVEYOR, TIGI,
THAOPA3MEPhI:

10.1 Kavevep sayTpHcocyaucThili  auarsocruueckuli  CONVEYOR,
TIGI-3.5, auametp 5F, anuna 100 oM.

10.2 Karerep snyrpucocyaucTniif auarHocruyeckuii CONVEYOR,
TIGI-3.5, anamerp 6F, aauna 100 cm.

10.3 Karerep BHyTpHCOCYAMCTHI auarHocTHuyeckuit CONVEYOR,
TIGI-4.0, ayametp 5F, anuna 100 cm.

11. Karerep BHyTpHCOCY AHCTHI AnarHocTdeckuit CONVEYOR, TIGII,

THINOPA3MEPH:
11.1 Karerep suytpscocyaucTnit anarmoctmdeckuii CONVEYOR,
TIGII-3.5, auamerp 6F, nnuna 100 oM.

8.9 CONVEYOR intravascular diagnostic catheter, PIG155 °,
diameter 6F, length 110 cm.

9. Intravascular diagnostic catheter CONVEYOR, SIM, standard sizes:
9.1 Intravascular diagnostic catheter CONVEYOR, SIM1, diameter
5F, length 100 cm.

9.2 CONVEYOR intravascular diagnostic catheter, SIM1, diameter
6F, length 100 cm,

9.3 CONVEYOR intravascular diagnostic catheter, SIM2, diameter
5F, length 100 cm.

9.4 CONVEYOR intravascular diagnostic catheter, SIM2, diameter
6F, length 100 cm. '

10. Intravascular diagnostic catheter CONVEYOR, TIGI, standard
sizes:

10.1 Intravascular diagnostic catheter CONVEYOR, TIGI-3.5,
diameter 5F, length 100 cm.

102 Intravascular diagnostic catheter CONVEYOR, TIGI-3.5,
diameter 6F, length 100 cm.

10.3 Intravascular diagnostic catheter CONVEYOR, TIGI-4.0,
diameter 5F, length 100 cm,

11. Intravascular diagnostic catheter CONVEYOR, TIGII, standard
sizes:

11.1 Intravascular diagnostic catheter CONVEYOR, TIGII-3.5,
diameter 6F, length 100 cm.
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112 Karerep BHyTpHCOCYAMCTH amarHocruueckult CONVEYOR, | 11.2 Intravascular diagnostic catheter CONVEYOR, TIGIH-4.0,

TIGII-4.0, anametp 5F, anuna 100 cm. diameter 5F, length 100 cm.

11.3 Karerep euyTpHcocymucTeiii auarHocTHdeckni CONVEYOR, | 11.3 Intravascular diagnostic catheter CONVEYOR, TIGII-4.0,
TIGI-4.0, auamerp 6F, ymna 100 cM. diameter 6F, length 100 cm.

12, Karerep snytpucocyaucTaii auarsocthueckuii CONVEYOR, | 12. Intravascular diagnostic catheter CONVEYOR, VERT, standard
VERT, TMnopasMephi: sizes:

12.1 Karerep BHyTpHcocyaucTuii muarHocrideckuii CONVEYOR, | 12.1 Intravascular diagnostic catheter CONVEYOR, VERT, diameter
VERT, anamerp 5F, anuna 100 cm. 5F, length 100 cm.

12.2 Karerep BHyTpHcocyaucTmii auarHocrideckuii CONVEYOR, | 12.2 Intravascular diagnostic catheter CONVEYOR, VERT, diameter
VERT, anametp 6F, anuna 100 cm. 6F, length 100 cm.

IL. FxcnayaTanHOHHAS AOKYMEHTALHS {I.IOperaﬁolfaolrdocumenuﬁon
1. HHCTPYXIMA 110 APHMEHSHHIO : on Tor use
Hajuauenne MEAHNHHCKONO HIACIHE Purpose of the medical device

Hanenne npeanasHaueHo ANA BBEACHHA KoHTpacTHoro semectea B | The device is intended for introduction a contrast medium into blood
KPOBCHOCHHE cocyan  (uepeOpambmele, Bucnepanbhme  Wnu | vessels (cerebral, visceral or peripheral) during an angiography
nepupepuueckue) BO BpeMa NPOBEACHHA NPOLCAYPH anrnorpadum ans | procedure to provide a clear visualization of the vascular system of the
ofecneucHHa BO3MOXXHOCTH 4eTKOH BH3yanu3auuH cocymucrolf cicreMn | organ or part of the body being examined

HCcAeyeMOro OpraHa HiH Y4acTKa Teja.
Iloxaszanns Indications

TIpx #eo6x0RMMOCTR BBEIcHHA KOHTPACTHOTO BeliecTsa B KpoBenocHbIe | If necessary, the introduction of a contrast medium into the blood
cocyzn (uepebpansHble, BHCUCpaIbaRE Wik nepudepuueckue) ¢ uensio | vessels (cerebral, visceral or peripheral) for the purpose of performing

APOBEACHHA aHTHOTpadHIecKHil NPoneAyP B COCYARCTON CHCTEME. angiographic procedures in the vascular system.
HporwBonoOKaIsEng Contraindications
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Octpas daza HnpapxTa MuoKapaa Acute phase of myocardial infarction
Cepneunaa HeAOCTATOYHOCTH A serious heart failure

Arrhythmia
Cucremnas HHGEKLMA HIH JIMXOPAaKa Systemic infection or fever
JncCanane MeKTPOHTOB Electrolyte imbalance.
Annepraueckue peaxijui Ha KOHTPACTHOS BELICCTBO An allergy to or reaction from the contrast medium
ToueuHad HeOCTATOUROCTS Renal dysfunction
Koaryaonarus Blood coagulopathies
OcTphie pecnHpaTOpHbe 3200NCBaHHA Acute respiratory disease
Tlcuxuueckoe paccTpolicTso Mental discase
BepeMEeHROCTD

Boamoanbie ochosktenls B n06ounbie 3pPexThi

Pregnancy
Possible complications and side effects

AprepuansHad sM60MMs HIH OOCTPYKUNA

Arterial embolism or obstruction

TpaBma aprepun, B TOM YHCJIE paCCEUCHHE Artery dissection
OcTpriit uRdapxT MuOKapaa Artery injury
Hecrabunpran creHokapaus Acute myocardial infarction
JloxHag aHCBPHIMA Unstable angina pectoris
Oubpwnauus XexyaouKkoB False aneurysm
ApurMua Ventricular fibrillation
Tepdopaunn kopoHaproii apTepan Arthythmia
ApTEpHOBEHO3HMIH CBHII Artery perforation
Cnasm cocynos Arteriovenous fistula
Tpom6o3 cocyaon Spasm
Jducranbuas ambonus Vascular thrombosis
IemaToma Distal embolism
Bpanuxapaus Hematoma
KpoBouznuasnne Bradycardia
Hncymst Hemorrhage
INoBpexaenne Novku Stroke
Husxoe aprepuansHoe raBneHHe Kidney damage

Low blood pressure
Caeaenssi 0 NPOH3BOARTEIE Information about manufacturer
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HanmeRoBaHREE NPOW3BORUTENA:
Shunmei Medical Co., Ltd («lllynmeit Meanxan Ko., Jira», Knralickas
Haponnas PecnyGanxa)

I0pumuecknii anpec APOM3IBOAKTENA:

3rd Floor and R401 of building B, No.8 of 1st Jinlong Road, Baolong
Industrial Zone, LongGang District, 518116 Shenzhen, Guangdong,
China. .

MecTo NpoH3BOACTBR MCAHIMHCKOTO H3ACIHA:

Shunmei Medical Co., Ltd

Yifa 3rd road, Yifa Industrial Zone, Pingtan Town, Huiyang District,
Huizhou, Guangdong, China

Name of manufacturer:
Shunmei Medical Co., Ltd

Legal address of manufacturer:
3rd Floor and R401 of building B, No.8 of 1st Jinlong Road, Baolong

Industrial Zone, LongGang District, 518116 Shenzhen, Guangdong,
China.

Manufacturing site:

Shunmei Medical Co., Ltd

Yifa 3rd road, Yifa Industrial Zone, Pingtan Town, Huiyang District,
Huizhou, Guangdong, China

Ycenosas npuMenenns

Usage conditions

KarerepH npeanasHaveHH As HCNOB30BAHKUA B CTRHAAPTHRX YCAOBHAX
AN NPOBCACHAA ONCpAUMA B MEAMIMHCKOM YUPCHKACHHH, TNPH
dbmopocKonuH.

Caﬂmmmtendedforuseatthestandardemdmons of hospital
operating room environment, under the fluoroscopy.

Horenmuansunili norpeburens

Potential consumer

Kapanonors uin Bpayn, CCUMATH3HPYIOUHECCS B OGNacTH cepaeaHo-
cocyauCTHIX 3a6oneanuif, ocobenno B oGnacTu anrvorpadun
KOPOHAPHHIX apTCpHit;

Jind NauMeHTOB ¢ OCTCOAPTPHTOM MOXKET GHITE MPHBNCYCH COCYAHCTRIM
XHpYPr. 310 Bpay, CICLHANHIHPYIOMMHACA Ha NeucHuM 3abonesannii u

Cardiologists, or doctors who specialize in the heart, especially for
coronary artery angiography.

For more advanced P.A.D, a vascular specialist may be involved.
This is a doctor who specializes in treating blood vessel diseases and
conditions.

MOBPCAKACHUIO COCYAS, NOBPEXACHMIO MIH MOioMXe / OTACICHHIO
KATeTepa, YTO MOXET NOTPeOOBATS €ro H3BJIEYCHHA.

* He narpesaiite u He crufaliTe KOHYHK KaTeTEpa, 3T0 MOXKET NPHBECTH K
€0 MOBPEXKACHHIO.

*  PaccMOTpHTE  BO3MOXHOCTE  HCTIONB30BAHHA  CHCTEMHOMN

COCTOAHMI KPOBEHOCHBIX COCYAOB.

TpeGonanua 6e301aCHOCTH B MepPhi IPEROCTOPORBOCTH Warnings and precautions

Ipeaynpexnenns Warnings

Hecobmogenue 2mux APCAYAPCXKACHUM MOMNET MpPHBECTR K Failure to observe these warnings may result in dmmgc to the vessel,

damage to or breakage/separation of the catheter that may necessitate
retrieval.

. Do not heat or bend the catheter tip, which may result damage
to the catheter.

. Consider the use of systemic heparinization to prevent or
reduce the possibility of thrombus formation on the surface of the

9
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FeNapHHHAIME A8 NPCACTBPAICHHA WIH YMCHBIICHHR BOIMOMXHOCTH
o0pasonanns TpomGa HA NOBEPXHOCTH KATETCPA.

* Huxorna He mpoapuraiire npoBOZHMK pe3ko M / WiIH HE ¢ CHiol
BCTaBNaHTe ero B KATCTEP, KOT/A KATETEP COTHYT MIH NEPeKpyueH. 10
MOXET BHI3BATH PaspHB / OTACACHHE KaTeTepa, 4YTO MPHBEAECT K
MIOBPEAACHHIO COCY 8.

Ilepea Hauanom nudy3un yGeanrecs, 4To KaTeTep He NepexpyyeH U/ uin
we 3abnokuposad. HecoOmopeHue 3T0T0 NPEAYNIPEKACHAA MOMET
NPHBECTH K NONOMKE / paspsiBy / OTACNCHHIO KATETEPA, YTO MPHBCACT K

NOBPEXRICHHIO COCYRA.

Mephi npeAoCTOPORAOCTH

* BHHUMATO/IEHO MPOMTHTC BCE HACTPYKUMH MNCPSA HCMONBIOBAHHEM.
Cobmopalite Bce npeaynpeXACHHS M MEPH NPEAOCTOPOKHOCTH,
YKa3aHHHIC B 3THX MHCTPYKunsX. Hecobmoaenwne sToro npasuna Moxer
MPHBECTH K OCNICKHEHHAM.

* Hcnonb3yercd TONBKO XHPYpraMi, NpOmENIHMH COOTBETCTBYIOLICE
OOyd4cHHC H 3HAKOMBHIMH ¢ MPHHLMNAMY, KITHHHYCCKHM NPUMEHEHHEM,
no0oYHEIMH 3(dexTaMu H ONACHOCTAMH, KOTOPHE COMPOBOXKAAIOT
NPUMCHEHHE JAHHOTO M3ACIHA.

* He uamensitre 510 u3nenue.

* Tonpko Ang OAHOPA30BOTO HCNONBL3OBaHKA. He HenonbsyliTe nosTopHo,
He ofpeGarmBaiire W He cTepunmMsyiire TOT WNPOAYKT NOBTOPHO.
TloBTOpHOE HCNOAB3OBAHNC, NepepaboTKa HNH NOBTOPHAN CTEPUIHIALHA
MOTYT HAPYUIHTb CTPYKTYPHYIO LICJIOCTHOCTD M3fiC/MA M / WIH CO3JATH
PHCK 38rps3HeHHA HIAEAHA, YTO MOXCT NPHBECTH K TPaBMe, GONe3HH nin
cMepTH nauneHTa. OuuCTKA, AC3MHPEKIMA H NOBTOPHAA CTCPHAK3ALIRS
MOTYT HARPYLIHT: OCHOBHBIC XABPAKTEPHCTHKH MATEPHANA H KOHCTPYKIHK
H3E/HSA, YTO MPUBC/CT K OTKAZY H3ACHHA.

* Bubepure karerep ¢ onTUManbHOR GOpMON W pasMEPOM KOHYHKA,
YUMTHEBAA MECTO, B KOTOpoe OH OyAer NpOABMIATECH, 8 TAIOKS
AHATOMHYCCKHE 0COOCHHOCTH NALMCHTA,

catheter.

. Never advance the guide wire briskly and/or force it into the
catheter when the catheter is bent or twisted. This may cause
breakage/separation of the catheter, resulting in damage to the vessel.

Before starting infusion, verify that the catheter has not been kinked
and/or blocked. Failure to abide by this warning may cause the catheter
to break/rupture/separate, resulting in damage to the vessel.

Precautions

¢ Carefully read all instructions prior to use. Observe all warnings
and precautions noted throughout these instructions. Failure to do so
may result in complications.

* Only used by surgeons who have received appropriate training and
are familiar with the principles, clinical applications, side effects and
hazards should use this device.

¢ Do not alter this device.

+ For single patient use only. Do not reuse, reprocess or resterilize this
product. Reuse, reprocessing or resterilization may compromise the
structural integrity of the device and/or create a risk of
contamination of the device which could result in patient injury, illness
or death. Cleaning, disinfection and resterilization may compromise
the essential material and design characteristics of the device, leading
to device failure.

* Select the catheter of optimal tip shape and size, take into account
the site in which it is to be advanced to, as well as the patient’s
anatomy.

+ The device is operated under sterile condition and only at hospitals.
* Do not expose the product to organic solvent, for example, alcohol.
* Do not use the contrast media which incorporates the component of

10
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Ethiodol, Lipiodol or some kind of agents. The contrast media should



¢ H3nenne 3KCIUTYSTHPYETCS B CTEPHIBHEIX YCHOBHAX MCAHUMHCKHX
yupexachuii.

* He noapeprafite u3nenne po3ncicTBHIO OPraHUYECKHX PacTBOpPHTENCH,
HANIPHMEP CITHPTA.

* He ncnoassylire KOHTpacTHEIC BCIIECTBA, B COCTAB KOTOPHIX BXOAAT
STHOAON, JHMHOAON HNH xakue-NHOO arcHTH. KOHTpacTHOe BemecTso
CeAyeT BBOAMTS NpH Temneparype 37 °C.

* He npesnimaiite MAKCHMATBHO AOMYCTHMOE AABACHHE BIIPRICKA,

* He ncnoms3yfite 310 maenue, €ClH HCTEK CPOK FOAHOCTH.

* He ncnonsayiire 310 B3AcHNne, 6CNH yNakoBKa NOBPOKACHA.

e Tlocne UCONBLIOBAHHA YTHAM3HPYHTC H3ACAHE B COOTBETCTBHH ¢
MOPAKOM, YCTAHOBJICHHOM B MEAHMIMHCKOM YUpCKACHHH, & TakKe
HOpMaMH, YCTRHOBICHHNMH AIMHHHCTPATHBREIMH HIK

| TOCY/APCTBCHHKMY OpranaMsi.

be injected at 37°C,

* Do not exceed the maximum permissible injection pressure.

* Do not use this device if it is out of date.

* Do not use this device if the package is damaged.

» After use, dispose the device according to hospital, administrative or
government policies.

H3obpaxenne H ONHCAHNE HIACARS

Picture and description of device

JArarsocTigeckHil KATCTEp COCTOMT M3 pasheMa KATeTepa, pasrpy30qHOM
My(}TH, OCHOBHOTO KOpflyca, KOHYHKA CpeAHCH XKECTKOCTH H MATKOIO
konurka. KomcTpyxuma pasrpysouHodt My¢rH HCONB3yerca s
33LMTH KATETEPA OT Pa3pyLICHHUA MPH BBEXSHHH KOHTPACTHOTO BEIICCTBA
noA aasieHueM. OCHOBHOM KOPIIyC COCTOMT M3 TPEX CNOCB: BHCLIHETO
cnon PEBEX, npoBoaHUKa 13 Hepakaseiomieli CTaNnM ¥ BHYTPCHHETO GO
PEBEX. Yeprex Hijienns NPeACTBICH HA pHCYHKAX | 1 2,

Angiographic catheter is composed of catheter hub, strain relief, main
body, intermediate tip and soft tip. The strain relief design is used to
protect the catheter from breaking when injected contrast media under
pressure limit. The main body has three layers: PEBEX outer layer,
braided stainless steel wire and PEBEX inner layer. The structure
diagram see Figure 1 and Figure 2,

H
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Hiib Strairi retel Main body

(ntefmediate tip

Soft tip

Puc. 1 CocTaBHble YacTu KaTeTepa/Fig. 1 Structure of Diagnostic catheter

1- Pasvem Katetepa/ Hub
2- PasrpysouHas mydra/ Strain relief
3- OcHoBHo# kopnyc/ Main body
4- HakoHe4yHUK cpefHein ecTkocTw/ Intermediate tip
5- Msrknin HakoHeuHuK/ Soft tip

PEBE'X outer layer

Braided stainless steel wire

PEBEX inner layer

Puc. 2 CocTaBHble YaCTV OCHOBHOrO Kopryca Kartetepa/ Fig. 2 Structure of main body

12
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Tabmmua 2/Table 2

®opma KoHumka/ Tip form I"padmyeckoe nsobpaxeHve/Graphic drawing
ALl

AL2

AL3
ARI

AR2
AR3
Cl
Cc2
IM
JL35
JL4.0
JLAS
JL5.0
JL6.0

13
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JR35
JR4.0
JR45
JR6.0
MPA
MPAI
MPA2
PIG
PIG(S)
PIG145°
PIG155°
SIMI
SIM2

TIGI-3.5
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TIGI-4.0
TIGII-35
TIGII-4.0
VERT

MoAroToBKa K UCMO/b30BaHUIO

1 OCTOPOYKHO OTKPOIATE CTEPU/bHYHO YNAKOBKY 11 OCTOPOXXHO M3BNEKNTE
KaTeTep M3 ynakoBkW. [pomoiiTe ero, BBeAs renapyHU3MPOBAHHbINA
(M3MONOrNYECKIIA PacTBOP Yepes pasbeM KaTeTepa C MOMOLLBHO LUMpULA.

BH/MaHVe: npu  U3BEYEHUN
COo6M0AaNTE NpaBu/a aCenTUKN.
Cnocob NprMMeHeHUs

1 BcTtaBbTe NPOBOAHMK MOAXOAALLEro pasmepa B KaTeTep 4epes ero
pa3beM M MPOABMHbLTE €ro NMPUMEPHO Ha 5 CM Briepes 3a AUCTasbHbIN
KOHeL, KaTeTepa.

M3 YMakKoBKM W  KNCNOJb30BaHNN

2. Monyuute BOCTYN K apTepuy C MOMOLLbIO YPECKOXXHOrO BBEAEHMS
WM C NOMOLLBIO paspesa. OCTOPOXKHO: PAcCMOTPUTE BO3MOXHOCTb
MCMO/b30BaHUS CUCTEMHOI renapuHm13aLmm.

3. BcTaBbTe NMPOBOAHMK B apTeputo. 3aTeM MpOfBWraiiTe KaTeTep B
apTepuIo MO NPOBOAHUKY.

15
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Preparation for use

1 Carefully open the sterile pouch and gently remove the catheter
from the package. Flush it by injecting heparinized saline solution
through the catheter hub using a syringe.

Caution: employ an aseptic technique during removal from the
package and use.
Mode of application
1 Insert a guide wire of appropriate size into the catheter through
its hub and advance the wire to approximately 5cm beyond the
catheter’s distal tip.

2. Gain access to the artery by using a percutaneous or cut down

technique. Caution: consider the use of systemic heparinization.

3. Insert the guide wire alone into the artery. Then proceed to
advance the catheter into the artery over the guide wire.



4. OcTopoxHO: YTOOH H3GEKATH NOBPEXACHHN KATCTEpa Noche Toro, kak | 4. Caution: to avoid damage to the catheter after it has been
OH OiN MPOZBHAYT B COCYJ, OCTOPOXKHO MAHKITYIHPYHTE NPOBOAHHKOM, advanced into the vessel, manipulate the guide wire carefully,
0cobeHHO NPH NpeoZioNeHHH H3ruba Katerepa  / WK npr npoxoxachun | Particularly when negotiating a bend in the catheter and/or when

Yepe3 KOHUMK KeTETEpa. passing through the catheter’s tip.
3. Manipulate the catheter slowly and carefully in the artery.
5. Meanentio n OCTOPOXKHO m}mnyjmpym KABTCTCPOM B APTEPHH. 6. When the cathetertip has reached the branch of the desired vessel,

remove the guide wire through the catheter.

6. Korae KoMK KaTeTepa AOCTMTHET xenaemolt ofmact cocyma, | 7- While confirming the location of the catheter tip under
YAAIKTE NPOBOAHHK Yepes KaTeTep. fluoroscopy, advance the catheter to the desired site and perform
angiography.

7. TloATBEpAMB pacnio/iokeRHe KOHUMKA KaTeTepa Npu pentreHockonuy, | 8. After the procedure is completed, draw the catheter back from
APONBHHLTC KATCTEP B KENACMOC MECTO M BRINONHHTE Heobxoammue | the site. Insert the guide wire into the catheter until it extends
aHTROrpaduuecKHe npoLeaypLL. slightly beyond the distal end of the catheter. Carefully remove the
catheter and guide wire together.

8. Tocne 3asepuICHHS MPOLICAYPL M3IBICKHTE KaTeTep M3 00NacTH ero
pasMenicHua. BerassTe NpoBORHMK B KaTeTep A0 TeX MOP, MOKA OH
HEMHOr0 He BHHACT 3a AWCTANBHEIH KoHel, Karerepa. OCTOpOXHO
YAAJHTE KATETep M IIPOBOAHHK BMECTe.

Hudopmauns of ouncrxe, gesmndexkuHH H  crepaamssunn | Information on cleaning, disinfection and sterilization of a medical
MEIHIHHCKONO HIReAHS (18 CTepRIH3YeMMX R3nennil), nopsaxe | device (for sterilized products), the procedure in case of package
Aclicrenili npu Hapymienun crepuabHolf ynaxosxs (ans maneauil, | appears damaged (for sterilize products)

IOCTRAB/INEMbIX B CTEPHALHOM BHAE)

MeToa crepuaM3amyK: ra3oBuii ¢ NOMOIIBIO 3THACHOKCHIA Ethylene oxide

Texungecxoe obcayxnpanue Maintenance

Henpumennmo Not applicable.

OcHoBHbIC TeXHRYECKAE H PYHKIHOBANLHbIC SAPAKTePHCTHRE Main techwical and functional characteristics

Tabmaua 3. [epedeHs KATANOKHEX HoMepos m3aeaus /Table 3. Catalogue numbers

16
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BapunanTsl ucnonHeHHA /variations

it nHomep/
Catalogue
number

Buewmnumit
(Z0,1mMMm)/Out
er diameter
(#0,1mm)

BuyTpennuit

(&0,1mMM)Inn
er diameter
(£0,1mm)

Sddexrmenan

&Scm)/Effecti
ve length
(#5cm)

Hannuue
6OKOBRIX
oTeepcTH/Si
de holes

Qopma
KOHYHKA/
Tip form

Karerepa
s, Pxlr

weight, g
+l g

Karerep styTpicocyancTaiii
msarnocTysecxiilt CONVEYOR, AL1,
auamerp SF, nmina 100 cm/
Intravascular diagnostic catheter
CONVEYOR, AL1, diameter 5F, length 100
cm,

622658

5F (1,70)

5F (1,19)

100

2.8

Karerep sy Tpacocy aHCTEIN
mmarsoctavecxnit CONVEYOR, AL,
anamertp 6F, aauna 100 cu./
Intravascular diagnostic catheter
CONVEYOR, AL1, diameter 6F, length 100
om,

622659

6F (2,00)

6F (1,40)

100

38

Karerep suytpucocympcrsili
anarnocriseckuii CONVEYOR, AL2,
muamerp SF, anana 100 cu./
Intravascular diagnostic catheter
CONVEYOR, AL2, diameter 5F, length 100

622661

5F (1,70)

SF (1,19)

100

AL2

2.8

Karerep ssyTpncocy ancraiit
anarsocthuecknii CONVEYOR, AL2,
anaserp 6F, aauna 100 cm./
Intravascular diagnostic catheter
CONVEYOR, AL2, diameter 6F, length 100
om.

622198

6F (2,00)

6F (1,40)

100

12SH

38

Karerep sityrpacocy mucrsiil
ararnocTiriecknii CONVEYOR, AL3,
Jasametp SF, anasa 100 cm./

622664

5F (1,70)

5F (1,19)

100

3.0
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Intravascular diagnostic catheter
CONVEYOR, AL3, diameter 5F, length 100
cm.

Karerep miyTprcocy aAncTaith
muarsocTiveckit CONVEYOR, AL3,
auamerp 6F, nmma 100 cu/
Intravascular diagnostic catheter
CONVEYOR, AL3, diameter 6F, length 100
cm.

622665

6F (2,00)

6F (1,40)

100

4.0

Karerep suyTpucocyaucraiit
anarsoctiaecxiit CONVEYOR, AR1,
anauerp 5F, anuna 100 o/
Intravascular diagnostic catheter
CONVEYOR, AR, diameter SF, length 100
com.

622355

5F (1,70)

SF (1,19)

100

3.0

Karerep pryTpiicocy auctaiti
msarnocrsecxuiit CONVEYOR, AR,
auametp 6F, anuna 100 cm./
Intravascular diagnostic catheter
CONVEYOR, AR1, diameter 6F, length 100

an.

624350

6F (2,00)

6F (1,40)

100

4.0

Karerep miyTpucocy aucTsit
amarnocruecxnit CONVEYOR, AR2,
muamMetp SF, anuna 100 on/
Intravascular disgnostic catheter
CONVEYOR, AR2, diameter 5F, length 100
cm.,

622356

SF (1,70)

5F (1,19)

100

3.0

Karerep pryTpacocy aucTaiti
maarsocTiveckit CONVEYOR, AR2,
anamerp 6F, nnuna 100 ca./
Intravascular diagnostic catheter
CONVEYOR, AR2, diameter 6F, length 100
cm,

622277

6F (2,00)

6F (1,40)

100

40

Karerep puyTtpicocy RucTHIM
amarnocThdeckntit CONVEYOR, AR3,
auamerp SF, xnuna 100 ou/

622279

SF (1,70)

5F (1,19)

100

3.0
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Intravascular diagnostic catheter
CONVEYOR, AR3, diameter SF, length 100
om.

Karerep pHy TpHCOCY ABCTEIH
ansrpocraecxuit CONVEYOR, AR3,
zuamerp 6F, aanna 100 e/
Intravascular diagnostic catheter
CONVEYOR, AR3, diameter 6F, length 100
<m

624783

6F (2,00)

6F (1,40)

100

4.0

Karerep sryTpucocy sucTsiii
axarnocrugecxkuii CONVEYOR, Ci,
muanerp SF, annna 80 cm./
Intravascular diagnostic catheter
CONVEYOR, C1, diameter 5F, length 80
cm.

622669

5F (1,70)

5F (1,19)

Cl

3.0

Karerep ey Tpsicocy ancTsiii
anarrocruecisit CONVEYOR, Cl,
agamerp 6F, anuna 80 cn./
Intravascular diagnostic catheter
CONVEYOR, Cl1, diameter 6F, length 80
cm.

622671

6F (2,00)

6F (1,40)

Cl

3.8

Karerep suytpiscocy aucTai
anarnoctauecknit CONVEYOR, C2,
anasterp 5F, nyvna 80 om./
Intravascular diagnostic catheter
CONVEYOR, C2, dismeter 5F, length 80

cm.

622676

5F (1,70)

SF (1,19)

C2

38

Karerep esiyTpsicocymcruiil
mssrsocraecknii CONVEYOR, C2,
maametp 6F, annna 80 o/
Intravascular diagnostic catheter
CONVEYOR, C2, diameter 6F, length 80
om.

622678

6F (2,00)

6F (1,40)

C2

2.8

Karerep ssyTpucocy ancTsit
mwaraocriueckuit CONVEYOR, IM,
anaerp SF, anuna 100 ow./

624316

SF (1,70)

5F (1,19)

100

36
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Intravasculsr diagnostic catheter
CONVEYOR, IM, diameter 5F, length 100
cm,

Katerep sy 1pcocy mcrsii
avaruocTiaecknli CONVEYOR, IM,
apamerp 6F, anuna 100 o/
Intravascular diagnostic catheter
CONVEYOR, IM, diameter 6F, length 100
cm,

624317

6F (2,00)

6F (1,40)

100

40

Karerep sBHYTpHCOCY AHCTHIT
anarnocrumecxut CONVEYOR, JL3.5,
auamerp SF, ana 100 o/
Intravascular diagnostic catheter
CONVEYOR, JL3.5, diameter SF, length
100 cm.

622602

5F (1,70)

5F (1,19)

100

JL305

42

Karerep ey Tpsicocy mcTsit
auarnocrusecxaii CONVEYOR, JL3.5,
auanetp 6F, aauna 100 cu./
Intravascular diagnostic catheter
CONVEYOR, JL3.5, diameter 6F, length
100 cm.

622603

6F (2,00)

6F (1,40)

100

38

CONVEYOR, JL4.0, diameter GF, length
100 cm,

622608

6F (2,00)

6F (1,40)

100

JL4.0

42

Karerep sayTpucocy anctsift
mwarsocTHaeckuit CONVEYOR, J14.0,
apametp S5F, avma 100 ce/
Intravascular diagnostic catheter
CONVEYOR, JL4.0, diameter SF, length
100 cm.

622153

SF (1,70)

SF (1,19)

100

2SH

JL4.0

338

Karerep sayTpicocyaucThiii
muarnocTiuecxli CONVEYOR, JLA.S,
snamerp 5F, anmna 100 ou./

622611

5F (1,70)

5F (1,19)

100

42
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Intravascular diagnostic catheter
CONVEYOR, JLA4.5, diameter SF, length
100 cm,

Karerep sty TpROOCY AHCTHIN
anarsocTaecxuiit CONVEYOR, JLA.S,
auamerp 6F, aaua 100 cm./
Intravascular diagnostic catheter
CONVEYOR, JLA.5, diameter 6F, length
100 cm.

622612

6F (2,00)

6F (1,40)

100

38

Karerep anyTpcoCcy HCTHIH
auarnocriueckuti CONVEYOR, JLS.0,
Auwamerp 5F, wnma 100 e/
Intravascular diagnostic catheter
CONVEYOR, JL5.0, diameter 5F, length
100 cm.

622614

SF (1,70)

SF (1,19)

100

JL5.0

38

Kaverep suyrpcocy aucTuiit
AuarsocTHyecxuii CONVEYOR, JLS.0,
apamerp 6F, aauma 100 cm./
Intravascular diagnostic catheter
CONVEYOR, IL5.0, diameter 6F, longth
100 cm.

622615

6F (2,00)

6F (1,40)

100

JL5.0

4.0

Karerep snytprcocy aHcThi
asarnocTagecxnii CONVEYOR, JL6.0,
muametp SF, annna 100 cu/
Intravascular diagnostic catheter
CONVEYOR, JL6.0, diameter 5F, length
100 cm.

622646

SF (1,70)

5F (1,19)

100

2.8

Karerep suytpricocyamcTsilt
amrrocThueckiii CONVEYOR, JL6.0,
axametp 6F, annaa 100 cw/
Intravascular diagnostic catheter
CONVEYOR, JL6.0, diameter 6F, length
100 cm

622161

6F (2,00)

6F (1,40)

100

JL6.0

38

Karerep suyTpucocymicTsil
marnocTriecxuit CONVEYOR, JR3.5,

anametp 5F, nmna 100 cm./

622617

SF (1,70)

5F (1,19)

100

3.2
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Intravasculsr diagnostic catheter
CONVEYOR, JR3.5, diameter 5F, length
100 cm.

Karerep BHyTPHCOCY IRCTHIN
mmarnoctayecxuit CONVEYOR, JR3.5,
auamerp 6F, amma 100 o/
Intravascular diagnostic catheter
CONVEYOR, JR3.5, diameter 6F, length
100 em.

622618

6F (2,00)

6F (1,40)

100

JR3.5

3.8

Karerep suytpsicocy aucTaitt
auarsocTveckiit CONVEYOR, JR4.0,
masamerp SF, anuna 100 ¢u./
Intravascular diagnostic catheter
CONVEYOR, JR4.0, dismeter 5F, length
100 cm.

622621

5F (1,70)

5F (1,19)

100

JR4.0

2.8

Karerep mtyTpucocyaucTait
muarsocTivecxiit CONVEYOR, JR4.0,
Avametp 6F, xmma 100 cu/
Intravascular diagnostic catheter
OONVEYOR, JR4.0, dismeter 6F, length
100 cm.

622623

6F (2,00)

6F (1,40)

100

JR4.0

38

Karerep syTpHcocy pucTaIt
amarnocTirieckiiit CONVEYOR, JR4.5,
anamerp SF, nmmpa 100 oM./
Intravasculsr disgnostic catheter
CONVEYOR, JR4.5, diameter SF, length
100 cm.

622651

5F (1,70)

SF (1,19)

100

JR4.5

38

Karerep suyTproocy aMCTR
msarsocriiecxnil CONVEYOR, JR6.0,
mametp 6F, nmuna 100 cu/
Intravascular diagnostic catheter
OONVEYOR, JR6.0, diameter 6F, length
100 cm.

622652

6F (2,00)

6F (1,40)

100

JR6.0

40

Karerep suyTpucocyancreidt
auarnocruccxniit CONVEYOR, MPA,
ananerp 5F, annna 100 cx./

624234

SF (1,70)

5F (1,19)

100

4.0
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Intravascular diagnostic catheter
CONVEYOR, MPA, diameter 5F, length
100 cm.

Karerep suyTpncocyaacrsil
muarsoctaveckuit CONVEYOR, MPAL,
auamerp 5F, axuna 100 cu/
Intravascular diagnostic catheter
QONVEYOR, MPALI, diameter 5F, length
100 cm.

622340

5F (1,70)

5F(1,19)

100

MPALI

42

Katerep sy TpHCOCY AHCTHIH
anarnocradecxuiit CONVEYOR, MPAL,
anamerp 6F, ammma 100 o/
Intravascular diagnostic catheter
CONVEYOR, MPAL, diameter 6F, length
100 cm,

622368

6F (2,00)

6F (1,40)

100

MPALI

4.2

Karerep anyrpucocyzncreiii
msardgoctrgecknit CONVEYOR, MPA2,
auametp SF, aauna 80 ca./
Intravascular diagnostic catheter
CONVEYOR, MPA2, diameter SF, length
80 cm,

624223

5F (1,70)

5F (1,19)

2SH

38

Karerep snyTpHcOCY ARCTEIN
anarsocragecxuit CONVEYOR, MPA2,
mnsmerp 6F, anuna 80 oa/
Intravascular diagnostic catheter
CONVEYOR, MPA2, dismeter 6F, length
80 cm.

6F (2,00)

6F (1,40)

2SH

42

Karerep sy TpHcocy BHCTEIH
anarnocraveckuii CONVEYOR, PIG,
auamerp 5F, ymna 100 cn./
Intravascular diagnostic catheter
CONVEYOR, PIG, diameter 5F, length 100
cm.

624237

SF (1,70)

SF (1,19)

100

10SH

PIG

3.8

Karerep sayTprcocyancrai
mnarsoctseckifit CONVEYOR, PIG(S),
Iamerp 5F, amna 110 o/

622605

5F(1,70)

SF (1,19)

110

6SH

PIG(S)

38
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Intravascular diagnostic catheter
CONVEYOR, PIG (S), diameter 5F, length
110 cm.

Karerep BHYTpMCOCY AHCTEIN
maarnoctameckuit CONVEYOR, PIG(S),
meamerp 6F, aaama 110 e/
Intravascular diagnostic catheter
CONVEYOR, PIG (8), diameter 6F, length
110 cm.

6F (2,00)

6F (1,40)

110

6SH

PIG(S)

4.2

Karerep pryTplicocy mecTmili
muarsocriuecxnii OONVEYOR, PIG(S),
mnasetp SF, anuna 100 cu./
Intravascular diagnostic catheter
CONVEYOR, PIG (8), diameter 5F, length
100 cm.

624768

S5F (1,70)

5F (1,19)

100

6SH

PIG(S)

3.8

Karerep sHyTpHCOCYARCTHIH
muarsocTaueckuit CONVEYOR, PIG(S),
aunamerp 5F, amuna 125 cm/
Intravascular diagnostic catheter
CONVEYOR, PIG (S), diameter SF, length
125 cm.

624769

5F (1,70)

SF (1,19)

125

6SH

PIG(S)

3.8

Karerep eHyTPHCOCY AUCTHIIH
anarsocTiieckit OONVEYOR, PIG145°,
anamertp 5F, anuna 110 cw/
Intravascular diagnostic catheter
CONVEYOR, PIG145 °, diameter 5F, length
110 em.

622609

5F (1,70)

SF (1,19)

110

6SH

PIG145°

38

Karerep sHyTpHcOCy ARCTHIH
masarnocTimeckrit CONVEYOR, PIG145°,
apamerp 6F, ymna 110 on/
Intravascular diagnostic catheter
CONVEYOR, PIG145 °, diameter 6F, length
110 cm.

622620

6F (2,00)

6F (1,40)

110

6SH

PIG145°

4.2

Karerep HyTpHCOCY IRCTHIH
auarsocTimiecxuti CONVEYOR, PIG155°,
anaserp SF, apna 110 em/

622622

5F (1,70)

SF(1,19)

110

6SH

PIG155°

3.8
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Intravascular diagnostic catheter
CONVEYOR, PIG15S5 °, dismeter SF, length
110 cm.

Karerep sy TprcOCy ABRCTSIH
mssrnocTraecxuit CONVEYOR, PIG155°,
anaserp 6F, axuna 110 om/
Intravascular diagnostic catheter
CONVEYOR, PIG155 °, diameter 6F, length
110 cm.

622624

6F (2,00)

6F (1,40)

110

6SH

PIG155¢

42

Karerep snyTpucocy aucTaii
amarsocridecxull CONVEYOR, SIM1,
mamerp SF, annna 100 cm./
Intravascular diagnostic catheter
CONVEYOR, SIM1, diameter SF, length
100 cm.

624261

SF (1,70)

SF(1,19)

100

SIM1

3.8

Karerep suyTpHCOCY AMCTSIH
auarsocTHueckiit CONVEYOR, SIM|,
anameTp 6F, xma 100 o/
Intravascular diagnostic catheter
CONVEYOR, SIM1, diameter 6F, length
100 cm.,

624262

6F (2,00)

6F (1,40)

100

SIM1

42

Karerep BHyTpHCOCY ANCTHIN
anarnoctiecxuii OONVEYOR, SIM2,
zuametp SF, anuna 100 ca/
Intravascular diagnostic catheter
CONVEYOR, SIM2, diameter 5F, length
100 cm.

624266

5F (1,70)

5F (1,19)

100

SIM2

38

Karerep stiyTpacocy mucTsilt
anarnocrnueckiit CONVEYOR, SIM2,
apametp 6F, annma 100 cu/
Intravascular diagnostic catheter
CONVEYOR, SIM2, dismeter 6F, length
100 cm.

624268

6F (2,00)

6F (1,40)

100

SIM2

42

Karerep mytpscocyancTaiii
amarsoctauecknt CONVEYOR, T1GI-3.5,
anametp SF, anuna 100 ca/

622363

5F (1,70)

SF(1,19)

100

TIGI-3.5

38
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Intravascular diagnostic catheter
CONVEYOR, TIGI-3.5, diameter 5F, length
100 cm.

Karerep ssiyTprcocy mucTrtt
mmarsocieckuif CONVEYOR, TIGI-3.5,
anamerp 6F, axuna 100 o/
Intravascular diagnostic catheter
CONVEYOR, TIGI-3.5, diameter GF, length
100 em.

622365

6F (2,00)

6F (1,40)

100

TIGI-3.5

42

Karerep suyTprcocy aucTsii
auarnocriiecknt CONVEYOR, TIGI-4.0,
anamerp SF, anuna 100 cw./

I lar di ic catl
CONVEYOR, TIGI-4.0, diameter SF, length
100 cm.

622364

5F (1,70)

5F (1,19)

100

TIGI-4.0

38

Karerep syTpiicocyaucThilt
axarnoctaueckuit CONVEYOR, TIGII-3.5,
Anamerp 6F, amma 100 on/
Intravascular disgnostic catheter
CONVEYOR, TIGII-3.5, diameter 6F,
length 100 cm.

624338

6F (2,00)

6F (1,40)

100

TIGII-3.5

42

Karerep suyTprcocy aucTail
anarsocrhuecknit CONVEYOR, TIGII-4.0,
auamerp 5F, amuna 100 cm./
Intravascular diagnostic catheter
CONVEYOR, TIGII-4.0, diameter 5F,
length 100 cm.

624339

5F (1,70)

SF (1,19)

100

TIGII-4.0

38

Karerep BHYTpHCOCY AHCTEIA
anarsocrauecxuli CONVEYOR, TIGII-4.0,
maametp 6F, aavina 100 o/
Intravascular diagnostic catheter
CONVEYOR, TIGII-4.0, diameter 6F,
length 100 cm.

624342

6F (2,00)

6F (1,40)

100

TIGII-4.0

42

Kmrepu-iyrplmcymmﬁ
mmarnocTiieckutt CONVEYOR, VERT,
Anesterp SF, auea 100 e/

624289

SF (1,70)

5F (1,19)

100

VERT

38
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Intravascular diagnostic catheter
CONVEYOR, VERT, diameter 5F, length
100 cm.

Karerep sxyTpucocymcruiit
anarsocTauecxnti CONVEYOR, VERT,
anamerp 6F, anuna 100 cu./

I lar di ic cad 624291 6F (2,00) 6F (1,40) 100 - VERT 42
CONVEYOR, VERT, diameter 6F, length
100 cm.

Tabmna 4. Texumueckue xapaxrepuctnkn/Table 4. Technical characteristics

Oboanavienne RAPYXKHETO AHAMETPA SF 6F

Yerane Ra paspuis, H /Force at break, N =10 >15
JNEKTPOMATHHTHASR COBMECTHMOCTE Electromagnetic compatibility
HenpiMenumo Not applicable.

Onucanne npanagniextocvedi, MEARIEHCKHX H3ReAHM RN B3NenNi,
H¢ NBANIIIHICH MEANNHHCKHME, HO NPEIYCMOTPEHHLIX AN
HCIOVIL30PAHHA B KOMOHBAUME C 38SB/CHHLIM MEAHNHBCKHM

| HIRCAREM

Key accessories, medical devices or mon-medical devices, to be used
in combination with medical device submitted for registration

TIpHBARICXHOCTH OTCYTCTBYIOT

Cneaytoine Hijiends MOryT HCTIONb30OBATH B COYETAHHH C KATETEPOM:

* llinpHit: HCTIONB3YETCH AJIA MPOMBIBAHHA AUATHOCTHYCCKOIO KATETEpa.
¢ Tposoaunk (suemmmii nuameTp — He Gonee 0,97 MM): HampaBicHHe
JABArHOCTHYECKOrO KaTetepa B 00nacTs cocyaa

* Aprepuanbhas 0o0onouKa: CO3JACT KaHAN  AnA
AMArHOCTHYECKOIO KATeTepa H NPOBOAHMKA.

* FeMocTaTHYCCKHH KIANAH: COSIHHACTCA C HATHOCTHYCCKHM KATETEPOM
H NPOBOAHMKOM JUIs Gonee Fy0oKoro NpoABHKeHUs

* KoHTpacTHOE BEIIeCTRO: HCTIONB3YETCH VIS AHrHOrpadHu.

BBCACHHA

Accessories are abseat

The following devices will be in combination with the catheter:

* Syringe: used for flushing Diagnostic catheter

* Guide wire (outer diameter — not more than 0,97 mm): guiding
Diagnostic catheter into desired vessel site

* Arterial sheath: construct channel for insertion of Angiographic
catheter and guide wire

» Hemostasis valve: connect with Angiographic catheter and guide wire
to advance insertion

« Contrast medium: used for angiography

CeeeHHN 0 JICKADCTBEHHLIX CPEACTBAX BXOAMINHAX B COCTAB

Information about the medicines included in the medical device
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MEAHIHACKOTO B3ReAHS
Hempumenuno Not applicable

Ceepenna o MATEepHAIAX MHBOTHOTO/uestoBeveckoro | Information about materials of animal/human origin
NPOHCIOMACHHS

Henpumenumo Not applicable

YenoBHS IKCOAYATAINH MEARIHACKONO H3REHA Operating conditions of the medical device

VYcnoBus npHUMeHEHHA: Operating conditions:

Temneparypa: 32-42°C Temperature: 32-42°C

Yen0BHS TPAHCHOPTHPOBKH R XpalieHny MeInuunckoro uynenns | Storage and transportation conditions

YcnoBns XpaHeHHS M TPAHCMIOPTHPOBKH: Storage and transportation conditions:

Temnepatypa: 040 °C Temperature: 0-40 °C

Baaxuocts: <80% Humidity: <80%.

Bo Bpems TpaHcniopTHpoBkH m30eraiire cmATHA rpysa, npamsix | During transportation avoid weight pressing, direct sunlight, rain and
CONHEYHHIX Nyvel, HAMOKAHHA OT JOXKAA M CHEra, 4 TAKKE BHICOKHX | SNOW soaking, and high temperature.

TEMMEPaTyp.

Cocras ynaxosxs Package contents
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VnaxopouHHit naker wu3roToBneH u3 OGymarw Tyvek 1073B
(smponzsoguress DuPont de Nemours, Inc. CLLIA) H kOMNO3HTHOHK NNEeHKH
IPDTAD  (CASM25038-59-9/CASNe  9002-88-4) Ges  wmapku
(nponseoaurem Propack Huizhon Limited)

XapaxrepHcTry nepBH4HON (HHAMBHAYAIBHOR) YIIAKOBKH:

The packaging pouch is made of Tyvek 1073B (manufacturer DuPont
de Nemours, Inc. USA) dialyzing paper and PET/PE (CASNe25038-
59-9/CASNe 9002-88-4) complex film (manufacturer Propack Huizhou

Limited).

Characteristics of primary (individual) packaging:

XapaxTepHCTHKH MATCPHANA Material characteristics
InorHocTs Density
Bymara Tyvek 1073B He menee 71,2 r'm2 Tyvek 1073B not less than 71,2 g/m2
Komnosutras maenxa [I3TAID
ne Menee 0,923 r/cm3 PET/PE complex film not less than 0,923 g/cm3
Tpousocts Ha pacTikeHne (B | makc. 193 H/25,4 mm TensileStrength,MD max 193 N/25,4 mm
NPOAONLHOM HANPABNEHUM) Tensile Strength, CD max 208 N/25,4 mm
IIpounocts Ha pacTkenue (B | Maxc. 208 H/25,4 MM Elmendorf Tear, MD not less than
MONEPEYHOM HANPABICHAN) 34N
TipoudocT™s Ha paspus (B | He MEHee Elmendorf Tear, CD not less than
npoRoNbLHOM HanpasieHus), (no | 3,4 H 35N
AnpMernopdy) Gerley Air Permeability not less than
TNpoudocts Ha paspuB (B | He McHee 8 sec/100 ml
MONCPCHHOM HatipaBiienun), (mo | 3,5H Thickness not more than
Inemenaopdy) 282 um
BosgyxonponnuaeMocTs (mo | He MeHee
Tepneif) 8 ¢/100 Mn Package characteristics:
TonmuHa He Gonee | Width 8+2 mm
Peel strength not less than 1,2 N/15 mm
XapaKTepHCTHKH YIIAKOBKH:
e e e | pinesins
Width 110£5% mm
e Sxlla Length 1200+5% mm
TIpOYHOCTH HA OTPHIB CBAPHOTO ne menee 1,2 H/15 mMm —
IBY
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TaGapuTHEic pasMeph: Secondary package - carton,

iupuua 110+5% mm Secondary package characteristics (carton box):

Jimina 1200+5% MM Length 1230+5% mm

Width 1104:5% mm _

BTopuyHAs yNakoBKa - K&PTOH. Height 38+5% mm
XapaKTepHCTHKH BTOPHIHON YNakoBKH (kapTOHHAA KOpoOKka):

Jymna 1230+5% MM Transport package characteristics (corrugated paper box):

IInpyna 1104+5% MM | Length 1250+5% mm

Buicora 38+5% mm Width 240+5% mm

Height 180+5% mm

XapaxTepHCTHKH TPAHCTIOPTHOH ynaxoBkH (kopoOka 13 roppuposansHoi
Oymaru):

Jnuna 1250+5% MM

IlInpuua 240:5% MM

Bricora 180+:5% Mm

Cpox roanocT / cpok IKCIAYATANNE Shelf life / Service life

3roas 3 years
Iopagox  OCYyINeCTBICHHN YTHAHISOBEHE N  yuuuroxenns | Disposal

MEAHITRRCKOTO H3ACAHS
VTHIM3HpY#Te B COOTBCTCTBHM ¢ NpUMEHHMHMH  MecTHEIMH, | Dispose in accordance with applicable local, regional regulations.
PErHOHANLHEIMA HOPMAMM. After the expiration date or in the presence of defects, the device is

Ilo ucTeyeHUH CPOKA NORHOCTH WIH MPH HANMYMH ACEKTOB H3Aenwe
yrmumsupyior cornacio CanlTuH 2.1.3684, xnacc A.

VTUnH3auMa H3AeNHs, HMCBIICrO KOHTAKT ¢ OHONOrH4YECKHMH
AKHIKOCTAMH, JOJDKHE MPOMCXOAMTD B COOTBETCTBHH ¢ TpeGOBAHMAMH
CanlTuH 2.1.3684, knacc B.

disposed of in accordance with SanPiN 2.1.3684, class A.

Disposal of a product that has come into contact with biological fluids
must be in accordance with the requirements of SanPiN 2.1.3684, class
B.

IlepeueHh HANHOHANLHBLIX H MERAYHAPOAHLIX HOPMATHBHLIX
AOKYMEHTOR/CTAHASPTOB, KOTOPHIM COOTBETCTBYET MEARNMECKOS
HIjenHe

List of international regulatory documents/standards which the
medical device complies with
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Ne | OGosnauenue Cranpapr
TpeOoBaHHA K MEAMIMHCKHM H3CNHAM
1. | EN 556-1 kareropun "CTEPWUIbHBIE"- Hacts 1:
) TpeGoBaHHA X MEAMLHHCKUM H3IACTHAM,
noancxemuM GHARIIEON CTepRAR3ALIMMY
2. | EN 1041 Hapenna mepuuanckue. Hudopmaumsn,

NPCAOCTABIACMASA HINOTOBHTCIICM

3. | ENISO 15223-1

Hanenna wmeauumuckue - Cumsonn,
APHMCHACMBIC TNPH  MAPKHPOBAHHH
MCANLMHCKUX H3ACTHI, HA STHKCTKAX H B
COMPOBOMTENBLHOM AOKYMEHTARIHH.
Yacts 1: OcHoBHbIC TpeOOBAHHA

4, | ENISO 10555-1

Karerepn BHYTPHCOCYAMCTHIC
CTCPH/ILHBEIC ONHOKPATHOTO NPHMEHERHA-

YacTsl: O6mme TexsHHYecKue
TpeboBanng

5. | ENISO 10993-1

Ounenka Gmonormueckoro  aeHicTBHA
MeHIMHCKHX magennii- Yacts 1: OneHka

H TCCTHPOBAHHC B PpaMKax mpoLecca
YNpPaB/cHNA PHCKAMH

6. | ENISO 10993-4

Ouenka OGuonormueckoro  aelicrsna
MCAMUMHCKMX wW3aeami - Yacts 4
Hccneposanus wanenuii,

B3AHMOACHCTBYIOMMNX ¢ KPOBBIO

7. | ENISO 10993-5

Ouenka Ouomormueckoro  aelicTena
MCIHUWHCKHX w3gemuii - Yacts 5:
HccaenoBanna HA  IMTOTOKCHUHOCTD:
METOIH in vitro

8. | ENISO 10993-7

Ouenka Ouonormuecxoro  aAciicTeus
MEOHUMHCKHX m3aemuit - Yacs 7:
OcTaTouHoe coliepkaHNe 3THACHOKCHIA
NIOCJIC CTEPHH3AAM

9. | ENISO 10993-10

Onenxa GOHOMOTHYeckoro  AeticTBHA
MCAMUMHCKHX m3aennHi - Yacrs 10:

Applicable
standard code

Standards

EN 556-1

Sterilization of medical devices-
Requirements for medical devices to be
designated “STERILE”—Part
1:Requirements for terminally sterilized
medical devices

EN 1041

Information supplied by the
manufacturer of medical devices

ENISO 15223-1

Medical devices-Symbols to be used
with medical device labels, labelling
and information to be supplied. Part
1:General requirements

EN ISO 10555-1

Sterile, single-use intravascular
catheters—Part 1: General requirements

EN ISO 10993-1

Biological evaluation of medical
devices—Part 1: Evaluation and testing
within a risk management process

EN ISO 10993-4

Biological evaluation of medical
devices —Part 4: Selection of tests for
interactions with blood

EN ISO 10993-5

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

EN ISO 10993-7

Biological evaluation of medical
devices—Part 7: Ethylene oxide
sterilization residuals
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Hecnenosanms  pajapaxalomero H Biological evaluation of medical
cercuGummmpyomeroeficrsus | | (9, | ENISO 10993-10 | devices—Part 10: Tests for irritation
Ouenxa Guonmormueckoro  aehcTeus and skin sensitization
MCAMLMHCKUX et - Yacrs 11: M n n
10.{ EN ISO 10993-11 A Biological evaluation of medical
m' ["m“"“::’""" OBICTONCHHCCKONO |} | 1o | EN IS0 10993-11 | devices—Part 11: Tests for systemic
Ouecnxa  Guonorumueckoro  AeHcrTus toxicity
11| EN 15O 10993-12 MECAMUMHCKHX M3gemmit - Yacrs 12: Biological evaluation of medical
* - TlpuroToRneHne npo6 M KOHTPONbHEIE 11.| ENISO 10993-12 | devices—Part 12: Sample preparation
CMM = and reference materials
HAH3ALMA MCAHLIMHCKOH NPOAYKIHH Sterilization of health care products -
- Orunenokcny - Yacts 1: TpeGopanna K Ethylene oxide—Part 1; Requi
12.| ENISO 11135 paspaloTke, BanMAAUMH M TEKyLEMY R .
YIPaBICHMIO MPOLIECCOM CTEPHN3ALMH 12.| ENISO 11135 for development, valfdationmdrouwae
MEZWUMHCKHX H3Nemmli control of a sterilization process for
Crepunuzamua MEIHLMHCKON medical devices
13.| ENISO 11138-1 NPOAYKUMH. Buonorutcckue Sterilization of health care products —
ueankatTope.  Yacte 1. OGuwe 13.| ENISO 11138-1 Biological indicators — Part 1: General
TpeGosars requirements _
| Cnpo"’pw“’m““‘“"’. pamokoR Sterilization of Health Care Products —
14.} EN ISO 11138-2: unznkaTopul. Yacte 2. Bxonoruueckue 14.| ENISO 111382 Blologlcal lndfcators —Part 2:
HHIMKATOPH IS CTEPHIM3AIHN OKCHIOM Biological Indicators for Ethylene
ITHICHA Oxide Sterilization Processes
VYnakoska Jms(;> MEQHLHHCKHX H3aeaut, Packing for Terminally Sterilized
nognexamux GuHHIMHOA cTepuan3aLMu- Medical Devices — Part 1:Requirements
15.| EN ISO 11607-1 Yacts 1: TpeGomanua x MaTepnanam, 15.| ENISO 11607-1 _ovioes . .Req
for Materials, Sterile Barrier Systems
GapsepHEIM CHCTEMAaM A/IA CTEPHAHSALIMY d ing S
H YNAKOBOYHBIM CHCTEMAM an Packagmg y:"wms —
noancxamux ¢puHMmIHON crepHIH3aHH- 16.| EN 180 116072 Medfcal Devices - Part 2:Valu.imon
16.| EN ISO 11607-2 Yacts 2: TpeGomahms K BaNHAALHE requirements for forming, sealing and
MpoLIECcCOoB tdopmuposasns, assembly process
repMeTH3aLME U cOOpKH
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17.| EN ISO 11737-1

Crepunnzauus MEAMIHMHCKHX HIRSHHH-
MuxpoGronoruueckue MeToaH - Yacts 1:
OueHka nonyasuuH MHKPOOPraHH3MOB
HA NPOAYKUMH

18.| ENISO 11737-2

Crepunuaups MeAHLUMHCKMX H3AeNHH-
MuxkpoGuonorutieckue MeToaH - Yacts 2:
Henuranns Ha CTePHIBHOCTD,
MPOBOAMMBIC NMPH BANHAALNH MPOLIECCCOB
CTEPUNH3IALHU

19.| EN ISO 14644-1

YHcTHIC NOMCIICHHAS K CBA3AHHHE ¢ HUMH
KOHTpONUpyeMHe cpeani- Yacts 1:
Knaccuduxauma 4HCTOTH BO3AYXR N0
KOHLICHTPALMHM YACTHIL

20.| EN ISO 14644-2

YHcTHC NOMCILICHHA U CBASAHHBIC ¢ HAMHU
KOHTpo/IMpyeMue cpean- Yacrs 2:
Texyumif KOHTPONL ANA NOATBEPAKACHHA
NOCTOAHHOIO COOTBETCTBHA  YMCTOTH
BO3AYXA 1O KOHLCHTPALHH YACTHIL

21.| ENISO 14644-3

YueTeic NOMCIICHHA H CBA3AHHBIC ¢ HUMH
KOHTpOAHMpyeMBie cpeapi- UYacTs 3:
Meroan ucnurrauuit

22.| ENISO 14644-4

YncThE NOMCIICHHS U CBA3AHHHIC C HUMH
KOHTpOnMpyemuie cpean - Yacte 4:
TIpoekTHpOBAHHE, CTPOHTENBCTBO H BBOA
B SKCTUIYSTAUHIO

23.| EN ISO 14698-1

YucTaie NOMEIICHHA H COOTBETCTBYIOMIHE
KOHTpOAMpyemue ycnopua. KoHtpons
yPoBHA OGHONOTHYSCKONO 3arpA3HCHHA.
Yacts |. O61pe NPpHHUKNL H METOAH

17.

ENISO 11737-1

Sterilization of medical devices -
Microbiological methods— Part 1:
Determination of a population of
microorganisms on products

18.

ENISO 11737-2

Sterilization of medical devices -
Microbiological methods—Part 2: Tests
of stetility performed in the definition,
validation and maintenance of a
sterilization process

19.

EN ISO 14644-1

Cleanrooms and associated controlled
environments—Part 1: Classification of
air cleanliness

20.

EN ISO 14644-2

Cleanrooms and associated controlled
environments—Part 2:Specifications for
Testing and Monitoring to Prove
Continued Compliance with ISO 14644-
1 ISO 14644-2:200

21,

EN ISO 14644-3

Cleanrooms and associated controlled
environments—Part 3:Test methods

EN ISO 146444

Cleanrooms and Associated Controlled
Environments-Part 4:Design,
construction and start-up

EN ISO 14698-1

Cleanrooms and associated controlled
environments. Biocontamination
control. General principles and methods,

EN ISO 14698-2

Cleanrooms and associated controlled
environments. Biocontamination
control. Evaluation and interpretation of
biocontamination data
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24.| EN ISO 14698-2

YncTeie TOMEILICHHA H COOTBETCTBYIOLIHE
KOHTpoJIHpyemuie ycnosusa. Koutpons
ypoBHa OHONOTHYECKOTO 3arpaAsHeHHA.
Yacte 2. OueHxa H HHTCpHpeTaLd
JAHHRIX no 6uonoruiecKkoMy
3arpasHEHHIO

25.| ENISO 14971

Hanenma wmenuumuckue - [pumencHue
MCHCIUKMCHTS PHCKA K MCAHUMHCKHM
HIAENHAM

26.| EN ISO 80369-1

PazbeMEl  Manoro  auamerpa  ans
MUAKOCTCH H Tra30B, HCNONB3yeMBIE B
meauupne — YUacts 1: O6mue TpeGopanus

27.| EN ISO 80369-7

PasveMm  Manoro puametpa  anA
XHAKOCTCH M rasos, HCHOJNb3yeMhLie B
MeaaunHe — Yacts 7: Pasvemu ans
BHYTPHCOCYAHCTHX HAH NOAKOKHBIX

28.| EN ISO 780

npuMeHenni
Vnaxoska -  Jucrpubsioropckan
ynaxkobka - 'paduueckue caMBOaH 11

oOpaboTKA H XPAHCHHA YNIAXOBOK

29.| ENISO 85364

Hnudysuonrnoe  ofopymosanme  and
MCAMIHHCKOrO npuMeHeHnd - Yacts 4:
Nudysnonnne Habopu ansa
OJHOPA30BOTO HCTIONB30BAHMA,

TPABHTALHORHAA NMOJAYA

30.| ASTM F756

CranzaprHas NPaKTHRA OLCHKH

TeMOJIRTHYECKHX CBOHCTB MATEPHANIOB

31.| AAMI TIR42

OuecHXa TBEpABX YACTHI, CBASAHHHX C
COCYAHCTHIMH MCAHLMHCKHMM
ycTpolcTBAMH

32.| ASTM F640

CrannapTabie MeTOAN HCIHTAHHH K
ONpEACNCHUS  PEHTTCHOKOHTPACTHOCTH
JJ1A MERMLIMHCKOIO HCTIONB30BAHMHA

EN ISO 14971

Medical devices - Application of risk
management to medical devices

26.

EN ISO 80369-1

Small bore connectors for liquids and
gases in healthcare applications - Part 1:
General requirements

27.

EN ISO 80369-7

Small-bore connectors for liquids and
gases in healthcare applications—Part 7:
Connectors for intravascular or
hypodermic applications

28.

EN ISO 780

Packaging -- Distribution packaging --
Graphical symbols for handling and
storage of packages

29.

EN ISO 8536-4

Infusion equipment for medical use—
Part 4: Infusion sets for single use,
gravity feed

ASTM F756

Standard Practice for Assessment of
Hemolytic Properties of Materials

31.

AAMI TIR42

Standard Practice for Assessment of
Hemolytic Properties of Materials

32,

ASTM F640

Standard Test Methods for Determining
Radiopacity for Medical Use

33.

ASTMF 1980

Standard Guide for Accelerated Aging
of Sterile Barrier Systems for Medical
Devices

ASTM F1929

Standard Test Method for Detecting
Seal Leaks in Porous Medical

Packaging by Dye Penetration
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33.| ASTM F 1980

CranaaprHoe PYKOBOACTBO no
YCKOPCHHOMY CTSpeHHIO CTePHIBHBIX
CHCTEM AN MEeAMIWHCKMX

YCTpoiicT

34.| ASTMF1929

Crangapmueii MeTon MCNHTARMY KA
OOHapyXCHHA YTeueK uepes YIUIOTHeHHUN
nopucroli MeAHUMHCKOA YNakoBKM mno
NMPOHHKHOBCHHIO KpacCHTEA

ASTM

35.| F1886/F1886M

Cranpapranifi  meTon  HonbiTaHM#
NPOYHOCTH YIIOTHCHHA rrGKHIX

_GapbepHHX MaTepHANIOB

36. ASTM F88/F88M

HCNTBITRHUN
rHbKux

Cranpapramiik  meTOR

APOYHOCTH YIJIOTHEHHA
GapLepHEX MaTepHanoB

CraHfapTHHE MeTOAl HCNNTAHMA Ha
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37 ASTM COMPOTHBNCHHE  PA3PYMICHHIO  H3-38
‘| F1140/F1140M BHYTPECHHETO JaBJICHHS HE
YACPHUBAEMHIX YTIAKOBOK
Mponeaypa 2A  MexayHnapoawoi
accoLmaly  0e30NacHOrO  TPaH3HTA:
Tectn MPOU3BOAUTCIBHOCTH <
38.| ISTA 2A YACTHYHBIM MOREITHPOBAHHCM,
YNakoBAHHHE MNPOAYKTH BecoM 150
dbyuToB (68 Kr) MK MeHbille
KnuHH4ecxas OLCHKA: PYKOBOACTBO s
39 MEDDEYV 2.7/1 MPOHSBOAMTENCH M  YNONHOMOMEHHBIX
‘| Rev.4 OPraHOB B COOTBETCTBHH € AUPCKTHBAMH
93/42/EEC u 90/385/EEC
ENISO Hspenna  mepuumeckue-  CHeTeMm
40. 13485:2016/AC MCHCKMCHTS KavecTsa- TpeGoBaHRa Jns

Standard Test Method for Determining

35. :ls :8?/!"1 386M Integrity of Seals for Medical Packaging
by Visual Inspection
Standard Test Method for Seal Strength

36.| ASTMF88/F88M | ¢ b1 ible Barrier Materials

ASTM Standard test methods for internal

37. F1140/F1140M pressurization failure resistance of
unrestrained packages
International Safe Transit Association
Procedure 2A: Partial Simulation

38.| ISTA 2A Performance Tests, Packaged-Products
weighing 1501b(68kg) or less
Clinical evaluation: a guide for

39, ;tE;aDEV 2m manufacturers and notified bodies under
directives 93/42/EEC and 90/385/EEC
Medical devices - Quality management

40.| EN ISO 13485 systems - Requirements for regulatory
purposes
Guidance for Notified Bodies auditing

41.| NBOG 2010-1 suppliers to medical device
manufacturers
Post market clinical follow-up studies:

42,| MEDDEV 2122 |\ cvide for manufactures and notified

rev.2 .

bodies

3 MEDDEYV 2,12-1 | Guidlines on a medical devices

‘Jrev.8 vigilance system
44.| MDD 93/42/EEC | Medical Device Directive

35




PyxkoBOACTBO 14  YMONHOMOYCHHBIX
OpraHoB, NPOBOAAIMX ayAuT
41.| NBOG 2010-1 MOCTABUJAKOE  JUIA  MpowSsomTerne
MeanuuHckoro oGopyaosanus
Knunnueckue HecneqoBaHHA ClIeAYIONTHE
4. MEDDEYV 2.12-2 MOCAC MAPKCTHHIA: PYKOBOACTBO AN
rev.2 npoussoauTencH #H  YNOMHOMOYCHHHX
OpraHos
53 MEDDEY 2,12-1 PexoMeHAALAH N0 CHCTCME KOHTPONA 38
‘| rev.8 MEAMUNHCKHMH YCTpOHCTBAMH
JupexTusa no MCAHLIMHCKOMY
ofopynosanuio: Jlupextupa Cosera
44.| MDD 93/42/EEC 93/42/EEC, KACRIOmMANCH MEAMUMHCKHX
YCTPOHCTB, BKIIOYAA BCC NMOTIPABKH
TapasTriinue ofa3arenncTea Warranty
Ipow3ssogurens: Manufacturer:
Shunmei Medical Co., Ltd («Illynmett Meaukan Ko., Jitzm», Knratickas | Shunmei Medical Co., Ltd
Haponras Pecry6mixa) Telephone: 0086-0752-3306949

Teneon: 0086-0752-3306949

InextponHni agpec: nora@shunmed.com

IOpnasuecxnit anpec: 3rd Floor and R401 of building B, No.8 of 1st
Jinlong Road, Baolong Industrial Zone, LongGang District, 518116
Shenzhen, Guangdong, China.

YnonsoMoueHHLH IpeICTABHTEb:

O6mecteo ¢ orpaangennoil orsercreennocTsio "LIEHTP H3VUEHHUA
CUCTEM 3IPABOOXPAHEHUA"

Tenedon: +7 (495) 798-01-60

Snexrponnuiii aapec: office@hscmail.pro

IOpunuuecxuis agpec: 127473, r. Mockea, ya. Cenesnerckas, a. 11A,
cTp. 2, ar/kow/od 2/30,32/232

Cpok coxpaHeHHS CTEPHALHOCTH H3ACHHS — 3 roaa

Email address: nora@shunmed.com
Legal address: 3rd Floor and R401 of building B, No.8 of 1st Jinlong

Road, Baolong Industrial Zone, LongGang District, 518116 Shenzhen,
Guangdong, China.

Authorised representative:

LLC «<HEALTH SYSTEMS KNOWLEDGE CENTER LTD»
Telephone: +7 (495) 798-01-60

Email address: office@hscmail.pro

Legal address: 127473, Moscow, Seleznevskaya st., 11A, building 2,
floor/room/office 2/30,32/232

Shelf life — 3 years

PexnamMannu

Reclamation

36
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IIpouseoauTens:

Shunmei Medical Co., Ltd («lllyamett Meankan Ko., Jita», Kuraiickas
Hapoanas PecryGmika)

Tenedon: 0086-0752-3306949

AnextpoHHuH aapec: nora@shunmed.com

IOpnamiecxuit agpec: 3rd Floor and R401 of building B, No.8 of 1st
Jinlong Road, Baolong Industrial Zone, LongGang District, 518116
Shenzhen, Guangdong, China.

YnonHoMOueHHLIH PEACTABHTEND:

000 "LIUC3"

Tenedon: +7 (495) 798-01-60

Anextponnniit agpec: office@hscmail.pro

I0Opnauaecxuii anpec: 127473, r. Mockea, ya. Cenesnenckas, a. | 1A, c1p.
2, sr/xom/od 2/30,32/232

Manufacturer:

Shunmei Medical Co., Ltd

Telephone: 0086-0752-3306949

Email address: nora@shunmed.com

Legal address: 3rd Floor and R401 of building B, No.8 of 1st Jinlong
Road, Baolong Industrial Zone, LongGang District, 518116 Shenzhen,
Guangdong, China.

Authorised representative:

LLC «<HEALTH SYSTEMS KNOWLEDGE CENTER LTD»
Telephone: +7 (495) 798-01-60

Email address: office@hscmail.pro

Legal address: 127473, Moscow, Seleznevskaya st., 11A, building 2,
floor/room/office 2/30,32/232

PacniE$poBks CHMBOIOB, BPHMEHNSEMEIX IPH MAPKHPOBKE MenNNBNCKOro najeans/Explanation of symbols wsed in labelling the medical

device

37
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Temperature

limit/TemneparypHslii AMana3oH

L h r PR
Q Caution/OcTopoxHO f Keep dry/ He aonyckats Bo3neiicTBus
g ; . B BJIaru
T q T 3
LOT Batch code/Kon naprum Non-pyrogenic/AnuporeHHo
pT pyrog po
[N . [N o
Do not use if package is damaged and
r ? - " K consult instructions for use / He
Do not re-sterilize/He
MCMO/Ib30BaTh MpPH  MOBPEXIECHHH
CTEPHIIM30BaTh NOBTOPHO
. 4 L 4 YNakoBKH H 0OpaTHTHCA K HHCTPYKLIMH
N0 NMPUMEHEHHIO
T 3 r Bl
Do not re-use/ 3an Ha MOBTOPH
Use by date/Mcnionb3oBatb a0 ® ° use peT Ha roBTopHOe
) | . , npUMeHeHHe
r b ] . . r bl
— Sterilized by ethylene oxide/ M Date of manufacture//lata
. Crepunu3zaums OKCHAOM 3THIIEHA . , M3rOTOBJICHHUA
Consult instructions for use or consult
" ! Catalosue  number/KaTanoxHii g ! electronic instructions for use /
REF HoMe g EE.] O6patMTeCh K HMHCTPYKLHH MO
. s P ¢ 4 MNPHUMEHEHHIO HIH K WHCTPYKLUMH MO
NPHUMEHEHHIO B 3JIEKTPOHHOM BHJE
] . QL .
ﬁ\? Keep away from sunlightY He
u Manufacturer/IIponssoaurens RO AoNycKaTh BO3AEHCTBHS COJHEYHOrO
. s cBeTa
r 1 Authorized representative of European

Community/Y nonHOMOY€HHBI
npeacrasutens B EBponeiickom
Coobuecte

(€

CE Marking/Mapxkuposka CE

2764

Notified Body ID
number/HaeHTH)HKaLHOHHBIA HOMED
YOJIHOMOYEHHOI'0 OpraHa
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JATa BLINYCKA HIH OEPeCMOTPA HECTPYKIHA

Date of issue or revision of instructions

15.01.2024, sepcus 5

15.01.2024, version §
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Ilepeson ¢ aurnniickoro u kuTalicKOro A36IKOB HA PyCCKHH TIBIK

CEPTUOUKAT

/nozomun/
KKCPMT

Kuralicxnit koMuTeT conelicTBiA passUTHIO MOXAYHEPOAHOM TOProriH — ToproBo-npoMMnITeH A
nanata Kuras
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01679874
Jlororun «KKCPMT»

Kuraficxnit KoOMHTeT coxelicTBHS PAIBHTHIO MEXXYHAPOAHOI! TOPTOBIH
Toproso-npompnnnennas nanaTa Kuras

/QR-x0d/
CEPTHOHKAT
Ne 244403A0/004871

Ileaats:

KHTAHACKHHA KOMUTET COJEACTBHA
PA3BHTHIO MEXXITYHAPOIHOH
TOPIOB/IH

CEPTH®HKAT

KKCPMT

249

HACTOSAIIIUM YIOOCTOBEPSIETCA, UYTO: neuats KOMIAHHK «lllyameti Memuran Ko.
Jitn» Ba npanaracmolt IEKJIAPAITHUM seasercs NONHEHOMN.
Ileuare:
KKCPMT
CEPTHDHKAT
(24)
KHTAUCKH# KOMHTET COIEACTBHA

PA3BHTHIO MEXXJVHAPOIQHOR
TOProBiin

Ilevare:
KHTAWCKHY KOMHTET CONENCTBHA

PA3BHTHIO MEXXITYHAPOJHOH
TOPIrOBJIH

CEPTHOHKAT
KKCPMT

(29)

I/nodnuce/

Tlonmucs ynonsomModeRHOro MHNa; Yxoy
Cuioans

Jara: 23 saBaps 2024 r.

BeG-cailT anx npopepka cepraduxara: hitp://www.rzcopit.com/validate.htm]
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Jlororun Illyeme#

«IIYHMEH MEJHKAJI Ko., Jita» (SHUNMEI MEDICAL Co.,

Ltd.)

Anpec: R401 3xaums B, M 8 1-it aoporn

TIPOMBIIILRSHEAR 30H8

Uiy,
Baonyn, paiton Jiynran, [LIsasexns 518116, INyannyn, Kuraft,
Ten.: +86 0752-3306949

Jx. noara: nora@shunmed.com BeG-caitr: www.shunmed.com

HAexnapanmg

Manerme: Karerepul BHYTPHCOCYZHCTHE JHAIHOCTHYECKHE ONHOPA3OBHE CTCPH/IBHEE

CONVEYOR, B BapHaHTAX HCTIOMHCHHS
JoxymenT: UHCTpYKIHS 00 TPHMEHESHRIO

Hoxyment suocnenctsum Gyaer mpencramner OO0 «ITHC3» sans  permcrpauns
MCIMITHHCKOr0 H3je/Hs «KareTepH = BHYTDHCOCYZHCTEIC JHATHOCTHYECKHS ONHODA3OBLE
crepunsaie CONVEYOR, B BapuanTax ucnonseHns» B Poccns.

Mz, «Illymmets Meamxan Ko. JIitay, BacTOSITHM 3asB/IeM, TO HEQOPMAITHA, IPEACTABIEHHAS

HA THETYJILHOM JIACTE JOKYMERTA, BEpHA.
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«Illynmeit Memaxan Ko. JITA»
HomxaocTs: ['encpansunill gupexTop
Ionmucs /noonucsy/

Hara: 16.01,.2024 .

Ilegats:
«LIVHMEH MEJTHKAJI KO. JITA.» *
LIDHBWKIHD, KHTAH

Ilegars:
KHTAWCKHH KOMHTET CORQEVCTBHA

PA3BHTHIO MEXXIYHAPORHOMN
TOPTIOBITH

CEPTHO®HKAT

KKCPMT

29)



COIVIACOBAHO

«Ilyameii Mezaxan Ko., JIra.» (Shunmei Medical Co., Ltd.)
Opramnamin

3 srax m R401 3p5anma B, Ne 8 1-i nopors [[sunsiyH,
npoMHIUIeHHas 3083 Baonyn, pation Jiynran, [sHrTe3Hs
518116, I'yanayn, Karait

Aapec

Tl'enepanbHRi ZHpEeKTOP
JonxsocTs

Ty YaHs13HED

Oacinns, Bus

_ 15.01.2024 2

™Y Hoara JAMMITIT
Inodnuce/

HMoamics

ITeuars:

IIYHMEM MEJMKAJI KO. JITJI, (SHUNMEI MEDICAL CO.,, LTD)» *
IISHBWKIHB, KHTAR

HucTpyKIHS N0 NPEMEHECHHIO

AS MCIHUHRHCKOrO W3aeana: «KaTerepsl BRYTPHCOCYAHCThIC AHATHOCTHYCCKHEE oaEOpaioBhie crepuiabiibie CONVEYOR, B BapuanTax
HCIONHCHET» '

[legars:

KHTAACKHA KOMHTET COQEUCTBHA
PA3BHTHIO MEXXITVHAPOIOHOH
TOPTOBJIH

CEPTHOHKAT

KKCPMT

(24)
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Poccuiickaa depfepauns
["opos MockBa

[eBSATHaaLATOro MapTa [Be ThbiCSUM ABaALaTh YeTBEPTOro roja.

S, Kopcrk Mapust AneKcaHpoBHa, HOTapuyc ropoza MOCKBbI, CBUAETENLCTBYHO NOA/IMHHOCTL
roanvcm nepeBofqmMKa Caanbekoro Ceprest AneKceeBiya.

Moanuck caenaHa B MOEM MPUCYTCTBIAN.

JIM4HOCTb NOANMCABLLIErO ALLILLIAEHT YCTAHOBMEHA.
3apervICTPUPOBaHo B |

YnnayeHo 3a coBepLUeHue >|Po pericteus: 400 pY6. 00 kon.
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