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1 DEVICE DESCRIPTION

Disinfection cap DualCap® for vascular catheter, models: Solo, IV Pole Strips is designed to fit
securely on Luer access valves and IV administration line male Luer connections. It is an easy-to-
use product that provides healthcare facilities with cost-effective, integrated solutions for
disinfection and protection of intravenous devices, helping to prevent infection into the With
Disinfection cap DualCap® for vascular catheter, models: Solo, IV Pole Strips, the access valve
does not need to be scrubbed with a disinfectant prior to use, saving nursing time and eliminating
the variability due to differences in scrubbing time and technique.

2. INDICATIONS FOR USE

Disinfection of the needleless connector (female cap) and the male luer connector (male cap).
Disinfection with the product "Disinfection Cap DualCap® for a vascular catheter, execution
options: Solo, 1V Pole Strips" occurs within 30 seconds. The disinfection cap can be left in an
unused IV system for up to 7 days as a physical barrier against contamination.

3. CONTRAINDICATIONS AND WARNINGS:

The product is not intended for sale or use for purposes other than those specified.

4. PRECAUTIONARY MEASURE
Do not use if package is broken, torn or punctured, or if the sponge appears to be dry.
Do not re-use.
Do not resterilize.
- Follow instructions for use and institutional guidelines for disposal.
'I'wo-handed removal must be used to ensure luer access valve is not removed unintentionally.
Do not store at extreme conditions.
- This device is NOT made with Natural Rubber Latex.

5 INSTRUCTIONS FOR USE:
5.1 "Disinfection cap DualCap® for vascular catheter, versions: Solo, 1V Pole Strips":

DualCap® disinfection cap for vascular Solo catheter, female

INSTALLATION
1 Grasp the light blue cap and peel to remove from the IV Pole Strip.
2. Twist the light blue cap onto the needleless luer access valve in clockwise direction.

TO REMOVE
1 Using two hands, grasp the needleless luer access valve and twist the light blue cap counter

clockwise.
2. Visually inspect the needleless luer access valve to verify that it is securely attached to the

catheter.
3. Discard Disinfection cap for vascular catheter, versions: Solo, IV Pole Strips per institutional

guidelines after use.
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4. Dispose of the used disinfection cap according to hospital guidelines and local (local)
regulations.
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5.2 "Disinfection cap DualCap® for vascular catheter, versions: Solo, IV Pole Strips™:
DualCap® disinfection cap for vascular Solo catheter, plug

INSTALLATION:
1 Grasp the Dark Blue cap and remove from the IV Pole Strip.
2. Twist the Dark Blue cap onto the male luer in clockwise direction.

TO REMOVE:

1 Remove the Dark Blue cap by twisting the cap counter clockwise.

2. Reconnect the 1V line.

3. Discard Disinfection cap for vascular catheter, versions: Solo, IV Pole Strips per institutional
guidelines after use
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4. A new Dark Blue cap should be placed on all male ler connectors

disconnected and not in use.
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ANNEX TO THE INSTRUCTIONS FOR USE

MEDICAL DEVICES

«Disinfection cap DualCap® for vascular catheter,

models: Solo, IV Pole Strips»

Manufactured by

Merit Medical Systems, Inc., the USA
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1. DEVICE DESCRIPTION

Disinfection cap DualCap® for vascular catheter, models: Solo, IV Pole Strips is designed to fit
securely on Luer access valves and IV administration line male Luer connections. It is an easy-to-
use product that provides healthcare facilities with cost-effective, integrated solutions for
disinfection and protection of intravenous devices, helping to prevent infection into the bloodstream
through intravenous catheters.

With Disinfection cap DualCap® for vascular catheter, models: Solo, IV Pole Strips, the access
valve does not need to be scrubbed with a disinfectant prior to use, saving nursing time and
eliminating the variability due to differences in scrubbing time and technique.

Fully engineered with the support of infusion nurses to safely disinfect both IV tubing end
connectors and IV catheter access valves for infection control.

When using the medical device "Disinfection cap DualCap® for vascular catheter, models: Solo, IV
Pole Strips ", the access valves do not need to be wiped with a disinfectant before use, which saves
nurses time and eliminates variability due to differences in wiping time and applied techniques.

Disinfection cap DualCap® for vascular catheter, models: Solo, IV Pole Strips are designed to
disinfect and / or maintain disinfection, as well as protect up to 7 days of the Luer connector with a
male and female connection at the end of the intravenous tube infusions and needleless connector.
Each Disinfection cap DualCap® contains 70% isopropyl alcohol.

This product is intended for use by qualified doctors and nurses in a healthcare facility.

Disinfection cap DualCap® for vascular catheter, models: Solo, IV Pole Strips, manufactured by
Merit Medical Systems, Inc., are presented in the following models (Fig. 1):

Figure 1 Cap options

Option A: Disinfection cap DualCap® used with access valve luer connectors.
Option B: Disinfection cap DualCap® used intravenous delivery lines used with needless acces
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Figure 2. Diagram of the structure of the socket cap used with the Luer lock of the access valve.

1. Foam moistened with 70% isopraponol alcohol
2. Socket cap

Figure 3. Diagram of the structure of the plug cap used with the Luerh connectors of the access
valve

1 Plug cap

2 Tapered tip

3 Foam moistened with 70% isopraponol alcohol

4 Tapered bar

The product "DualCap® disinfection cap for vascular catheter, in versions: Solo, IV Pole Strips”
consisting of blue caps (female type), is used with Luer-type connectors of the access valve.
“DualCap® disinfection cap for vascular catheter, versions: Solo, IV Pole Strips” consisting of blue
caps {plug type) is used with Luer-lock cones of the intravenous delivery line. The products are
available in two packaging options - as a tape that hangs on an intravenous tripod, or as separate
caps.

The products are available in two packaging options - as a tape that hangs on an intravenous tripod,
or as separate caps (bulk).

The product does not contain natural rubber latex, is non-pyrogenic, does not contain preservatives
and DEHP, and also does not contain medicines derived from human blood or animal tissues.
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"Disinfection cap DualCap® for vascular catheter, versions: Solo, IV 1ble Strips":

1) Disinfection cap DualCap® for vascular catheter Solo, plug, in bulk - 175, 200, 350 pcs / pack;
2) Disinfection cap DualCap® for vascular catheter Solo, nested, in bulk - 175, 350 pcs / pack;

3) Disinfection cap DualCap® for vascular catheter IV Pole Strips, nested on a tape, 10 pieces, 350
pcs / pack;

4) Disinfection cap DualCap® for vascular catheter IV Pole Strips, plug on tape, 5 pieces, 175 pcs/
pack.

2. Sterilization Method

Disinfection cap DualCap® for vascular catheter, models: Solo, IV Pole Strips is supplied as a
sterile, single-use device. During the packaging process, the disinfection cap is pre-subjected to
thermal soldering with a tear-off high-tight Lindstock foil to prevent the leakage of the disinfectant
solution and the ingress of contaminants into the cap. This foil cap serves as a sterile barrier of the
product” Disinfection cap DualCap® for vascular catheter, models: Solo, IV Pole Strips".

Merit Medical Systems, Inc. sterilizes the product described in this technical file using gamma
radiation. The effectiveness of the set sterilization dose is monitored by conducting microbiological
load tests and checking the sterilization dose. According to EN ISO 11137-2 “Sterilization of
medical products. Irradiation. Part 2. Establishing a sterilizing dose” the minimum dosage for
sterilization is 25 kGy, the maximum is 40 kGy, and the standard dosage is 25-40 kGy. The level of
ensuring the sterility (US) of products should be 10 A Sterilization Validation is demonstrated that
the sterilization process and equipment continued to provide consistent and reliable gamma radiation
sterilization of Disinfection cap DualCap® for vascular catheter, models: Solo, IV Pole Strips. Dose
audits are conducted quarterly under an approved protocol, in accordance with ISO 11137,
Sterilization - Radiation.

Data gathered demonstrated that the radiation dose continued to provide consistent and reliable
sterilization processing for the Disinfection cap DualCap® for vascular catheter, models: Solo, 1V
Pole Strips. All other requirements of the validation protocol were satisfied. The product is not
subject to repeated sterilization.

3. PRODUCT SPECIFICATIONS

Table 1

Specifications Execution option: Solo

Cap color Blue light

Cap type Female plug

Dimensions of the plug 21x12 mm

Luer Lock Specifications Larger internal thread diameter (diameter at
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Cap color

Dimensions of the plug
Luer Lock Specifications

table 2
Specifications

Cap color

Cap type

Cap overall dimensions
Overall dimensions of the tape
Luer Lock Specifications

Table 3
Specifications

Cap color

Cap type

Cap overall dimensions

Overall dimensions of the tape
Features of Luer Lock Connector
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the root of the thread profile): 7,900 mm -
8,100 mm;

Smaller internal thread diameter (thread
crest diameter):

6,800 mm - 7,200 mm;

Diameter of the smallest cylinder, covering
the outer surfaces of the outer elements of
the coupling: 8,800 mm - 11,500 mm;
Thread pitch: 2,500 mm.

Taper: 6%
Blue

27 X12 mm

Larger external thread diameter (diameter at the
tops of the thread): 7,730 mm- 7,830 mm;
Smaller outer thread diameter (thread root
diameter):

5,515 mm - 6,730 mm;

Radius of rounding or chamfer at the point of
entry into the socket conical element: 0,250 mm;
Thread pitch: 2,500 mm.

Taper: 6%

Execution option:
IV Pole Strips (10 pieces per tape)

Blue

Female plug

21x12 mm

272 X21 mm

Larger internal thread diameter (diameter at the
root of the thread profile): 7,900 mm - 8,100
mm;

Smaller internal thread diameter (thread crest
diameter):

6,800 mm - 7,200 mm;

Diameter of the smallest cylinder, covering the
outer surfaces of the outer elements of the
coupling: 8,800 mm - 11,500 mm;

Taper: 6%

Execution option:

IV Pole Strips (5 pieces on tape)

Blue

Plug cap

27 X12 mm

176 X27 mm

Larger external thread diameter (diameter at the



tops ofthe thread): 7,730 mm - 7,830 mm;
Smaller outer thread diameter (thread root
diameter):

5,515 mm- 6,730 mm;

Radius of rounding or chamfer at the point of
entry into the socket conical element: 0,250 mm;
Thread pitch: 2,500 mm.

Taper: 6%

Material Specification

The tables below show the materials used in the manufacture of the medical device described
in this document.

Component Material specification
Female plug Polypropylene
Plug cap Polypropylene
Isopropanol foam, female plug Polyurethane
Isopropanol foam, plug Polyester polyurethane foam
Tapered tip Santoprene
Tripod Strips for IV Pole Strip High density polyethylene
Conical rod Silicone
Antiseptic 70% isopropyl alcohol
Foil lid Tear-off high-performance foil

4. DESCRIPTION OF PACKAGING WITH INDICATION OF NUMBER OF PRODUCTS
AND ACCESSORIES IN PACKING

The medical device described in this document is supplied in two models, Solo and IV Pole Strips.
Disinfection cap DualCap® for a vascular catheter, in the Solo version, are thermally sealed with a
tear-off high-impermeable Lindstock foil to prevent leakage of the disinfectant solution and
contamination of the cap. This foil cap is the primary (individual) packaging of the disinfection cap.

After the thermal soldering process, the caps are placed in a cardboard box made of bleached
sulfate pulp which is a group package for medical devices of this version. Next, the group cardboard
package is sealed with a sticker containing all the necessary markings, including the number of caps.
Instructions for use are enclosed in a group package.

In the case of the IV Pole Strips, the caps are also thermally sealed with the high-performance tear-
off foil Lindstock, which has been previously attached to the tripod strip. Disinfection Caps
DualCap® for vascular catheter, plug - supplied fixed in 5 pieces on the tape of the IV rack, and
Disinfection Caps DualCap® for the vascular catheter, 10 pieces on the tape of the rack for IV
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infusion. The cover made of foil with a tripod tape is the primary (individual) packaging of the
disinfection cap. That, they are also placed in a cardboard box made of bleached sulfate cellulose,
which is a group package and sealed with a sticker containing all the necessary markings, including

the number of caps. Instructions for use are enclosed in a group package.

5, INFORMATION ON LABELING OF PRODUCTS

Label Formats products have been developed and approved for the individual articles, sterile
packaging and the transport packaging. The approved labeling regulations is in the process of the
product.

The company "Merit Medical Systems, Inc."Uses the following standards for the maintenance and
formation of marking symbols in accordance with the current requirements of the Medical Devices
Directive:

* EN 1041: Information supplied by the manufacturer.

» I1SO 15223-1: medical products. Symbols used on labels for labeling of medical devices and in
the information provided - Part 1. General requirements.

* ISO 15223-2: medical products. The symbols used on medical devices, labeling and the
information provided - Part 2: Design, selection and validation of characters.

» FDA guidance on the labeling of medical devices for patients; final guidance for industry and
FDA reviews (19 April 2001)

Description of the marking symbol is represented in the table.

Symbol Decoding the symbol
1 fe 1 REp 1 Authorized Representative in the European Community
2. Manufacturer
mJ
3 liONLY It sold only to doctors and hospitals
Re-use ban
5. Do not restcrilize
L J
6. REF Number REF.
1. use up
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8. LOT lot number

9. | sterile|r| Sterilization by radiation
10. Attention! Refer to the instructions for use
X
11. Do not use if packaging is damaged
12. Temperature limits
13 Protect from moisture
14, Fragile, handle with care
f
15. Humidity restrictions
16. Atmospheric pressure limit
0
17. date of manufacture
[Wi]
18. Refer to instructions for use
m
19, The inscription "non-toxic"
20. Marking of the primary packaging (for products packed on a
tape):
Lot (lot number)
Exp (expiration date)

6. Compliance with Relevant Regulations and Technical Standards

The product is in compliance with the Council Directive 93/42/EEC, Medical Device Directive of
the European Union. The applicable CE certificate is CE 541900.

The qualification activities that were performed for the product were based on standards that were in
effect at the time ofthe testing. Standards applied include:

USP United States Pharmacopoeia. 1ISO 13485, 1ISO 14971, ISO 11137, I1ISO 11607-1, 1ISO 10993-1,
ISO 14644-1, EN 1SO 80369-7 : 2017, EN 980.
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7. TRANSPORTATION, STORAGE AND HANDLING

The device should be stored in a cool, dry and dark place. Do not store catheters where they are
directly exposed to organic solvents, ionizing radiation, ultraviolet light and high temperatures.
Rotate inventory so that device is used prior to the Use By date on the package label. Products
released from the transport packaging should be kept at an ambient condition:

Storage conditions:

Temperature +15°C to +30 °C (environment)
Relative humidity 30% to 75 % (non-condensing)
Atmospheric pressure 84.0 kPa - 106.7 kPa (630 — 800 mmHg)

Transport conditions:

Temperature +15°C to +30 °C (environment)
Relative humidity 30% to 75 % (non-condensing)
Atmospheric pressure 84.0 kPa — 106.7 kPa (630 — 800 mmHg)

8. DISPOSAL

To prevent the formation of health risks when disposal of medical devices and also formation of
environment risks connected with disposal of medical devices, the personnel have to dispose MD
per protocol adopted in particular organization.

Medical Device " Disinfection cap DualCap® for vascular catheter, models: Solo, IV Pole
Strips" according to the Sanitary Rules and Regulations 2.1.3684-21 is related to Class B
contaminated and potentially pathological wastes (epidemiologically hazardous wastes).

9. Limited Warranty and Disclaimer

Merit Medical Systems, Inc. represents and warrants that the products shall materially conform to
the specifications at the time of shipment to Customer and will remain materially free of defects in
materials and workmanship for the period specified on the written limited warranty separately
provided with each product, Warranty shelf life of medical device The guaranteed shelf life of the
product described in this documentation is 2 years (DualCap® disinfection cap for vascular catheter,
plug) and 3 years (DualCap® Disinfection cap for vascular catheter, female). This warranty shall not
apply to products that have been (i) modified, changed, repaired, refurbished, reprocessed, or altered
by anyone other than Merit; (ii) subjected to misuse, mishandling, re-use, re-sterilization, accident,
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abuse, neglect or tampering; (iii) damaged by excessive physical, environmental or electrical stress;
or that have had a serial number altered, defaced or removed; (iv) combined with any other product;
(v) used outside the approved “Indications for Use” as cleared by the relevant competent authority,
used contrary to the use outlined in the product specifications or in an application or environment
for which such product was not designed or contemplated. Any technical product advice furnished
by Merit is provided without duty or compensation and Merit assumes no obligation or liability, all
such advice being given and accepted at Customer’s risk. EXCEPT AS EXPRESSLY SET FORTH
HEREIN MERIT MAKES NO REPRESENATION OR WARRANTY OF ANY KIND, EXPRESS
OR IMPLIED, TO CUSTOMER, ITS END-USERS OR ANY THIRD PARTIES WITH RESPECT
TO THE PRODUCTS. MERIT DISCLAIMS AND EXCLUDES ANY AND ALL OTHER
EXPRESS, IMPLIED, AND STATUTORY WARRANTIES, INCLUDING WITHOUT
LIMITATION, WARRANTIES AGAINST INFRINGEMENT, AND THE IMPLIED
WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE.

Limitation of Liability

UNDER NO CIRCUMSTANCES SHALL MERIT BE LIABLE TO CUSTOMER OR ANY
OTHER PERSON OR ENTITY FOR ANY PUNITIVE, SPECIAL, INCIDENTAL OR
CONSEQUENTIAL DAMAGES, WHETHER BASED UPON LOST GOODWILL, LOST
RESALE PROFITS, WORK STOPPAGE, PRODUCT FAILURE, IMPAIRMENT OF OTHER
PRODUCTS OR OTHERWISE AND WHETHER IN A CONTRACT, TORT OR OTHER

ACTION FOR OR ARISING OUT OF BREACH OF WARRANTY, BREACH OF CONTRACT,
DELAY, NEGLIGENCE, STRICT LIABILITY, OR OTHERWISE.

10. Complaint

The organization, which takes claims from consumers about the product quality on the Russian
Federation territory:

Limited Liability Company "Merit Technologies"

(LLC "Merit Technologies"), BIN 1117746679533, TIN 7705960130

Legal address: Russian Federation, 119017, Moscow, 1-st Kazachiy pereulok 7, floor 1, room 6
Tel / fax: +7 (495) 221-89-02
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VHCTpYKLMSA NO NPUMEHEHUIO
Konnayok ge3viHgekumoHHbIn DualCap® a/1s cocygucToro Karetepa, B BapuaHTax UCMOHEHNS:
Solo, 1V Pole Strips

JatmposaHo 16 nions 2021 roga

CocTouT 13 14 cTpaHuy,

NMOATBEPXAEHWE

LLiTaT FOTa )

Okpyr Cont-fleiik )

CerogHa, 16 ntons 2021 roga, KO MHe, HoTapuycy [xkeHHudep Popaxam, MMUHO SBUACA [NeHH
HopToH, BUUe-NpesnaeHT no HOPMAaTVMBHO-NPaBOBOMY Pery/MpoBaHuMio, MPeabsaBMBLUMIA MHE

[OCTaTOYHbIE AOKa3aTenbCTBa TOro, 4Yto OH ABMIAETCA NMULUOM, UMEHEM KOTOPOro rnoAarnncaH
npmnaraeMbM OOKYMEHT, N I'IO,D,TBep,CI,VIBLIJI/IVI, 4YTO OH JIMYHO MnoAanucan ero.

Y [ocToBepSeTCA MOE MoAMNMCHI0 U OPULMATbHON Nevarbto.

[LLTamn: /mognuce!

JKEHHN®EP ®OPAX3IM HoTtapuyc

HoTapuyc

LLTaT KOTa Mos nuueH3ust fLelcTBuUTenbHa o 27
NvueH3na Ne718608 noHa 2025 .

Mosi nnueH3na aeicTBnTeNbHa 40 27 noHa 2025

]

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



/nognuce/
["neHH HopTOoH,

BULE-NPe3neHT N0 HOPMATUBHO-NPABOBOMY PErynMpoBaHuio
«Meput Mepgnkan Cucreme, VIHK.»
16 niona 2021

[MeyaTb KOMNaHun «MepuT Meankan Cucteme, VHK.»]

NHCTPYKUWMNA MO NPUMEHEHWIO
HA MEOANUNHCKOE N3AENNE

«Konna4vyok pfesvHMeKuMoHHbIW DualCap® pfgna cocyguctoro kKarteTepa, B BapuaHTax
ncnonHeHus: Solo, IV Pole Strips»

MpounsBognTens:
«Meput Megukan Cucreme, Hk.», CLLUA
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1. OnucaHue nsgenus.

«Konnayok  ge3nHpeKUMoHHbI DualCap® [ns cocyaucToro Katetepa, B BapuaHTax
ncnonHexms: Solo, IV Pole Strips» npefcTtaBnseT cob6oil NPoCToe B 3KCMyaTauun M3genve,
KOTOpPOE MpefoCTaBNfAeT YUPEXAeHVUAM 34paBOOXPaHEHUS 3KOHOMMUYHOE, WHTerpupoBaHHOe
pelleHns N Ae3MHMEeKUMM U 3almUTbl YCTPOMCTB BHYTPUMBEHHOIO BMBaHWSA, MNOMOras
npesoTBpaTUTL MonafjaHve MHMEKUMM B KPOBOTOK 4epe3 BHYTPMBEHHble KaTeTepbl. 3genve
MOMHOCTLIO  CMPOEKTUPOBAHO MNPV MOALEPXKKE MeAcecTep, Creunanvsvpyrolwmxes Ha
MH(Y3MOHHON Tepanuu, 6narogaps 4emy OHO 6e30MacHO Ae3nHMUUMPYET KakK KOHLEBble
COeIMHNTENN TPYOOK AN BHYTPMBEHHbLIX BAIMBAHWIA, TaK M KnanaHbl AOCTyna KaTeTepoB ANs
BHYTPVBEHHBIX B/IMBAHWUIA A1 KOHTPONSA MH(EKUMA. T1py NpUMEHEHUN MeAULMHCKOrO U3Lenns
«Konnayok  fe3nH(eKUMoHHbIn DualCap® p[nsa  cocyamcToro Karetepa, B BapuaHTax
ncrionHenms: Solo, 1V Pole Strips» KnanaHbl  JOCTYyMa He HY)XXHO npoTupaTb
Le3VHUUMPYIOWMM  CPELCTBOM Mepes MPUMEHEHMEM, YTO 3KOHOMMUT BpPEMS MeELCEeCTep U
yCTpaHsieT BapUaTUBHOCTb, OOYC/IOBMEHHYKD PasINuMAMM MO0  BPEMEHM MNPOTUPAHUA W
NPUMEHAEMbIM TEXHWNKaM.

2. TloKasaHNA K MPUMEHEHUIO.
[e3nHpekums 6e3bIroNIbHOr0  KOHHeKTopa (FHe3A0BOi  KOMMAYoK) WM KOHHEeKTopa C J1Ho3p-
COefIMHEHNEM MO TuNy «male» (LUTeKepHbIA Konnayok). [e3vHgeKums ¢ NOMOLLbIO U3henms
«Konnayok  fe3nHpeKunoHHbIi DualCap® pfgns cocyamcToro Karetepa, B BapuaHTax
ncnonHexms: Solo, IV Pole Strips» npoucxoant B TedeHne 30 ceKyHA. Je3MH(EKLMOHHbIN
KOMINavoK MOXET BbITb OCTaB/IEH B HEMCIMO/b3YEMOI CUCTEME A/ BHYTPUBEHHOIO BBEAEHMSA [0
7 CYTOK B Ka4ecTBe (pM314eCcKoro 6apbepa, 3alMLatoLero oT 3arpsisHeHuiA.

3. lpoTnBonokasaHus

WN3penve He npeAHasHauyeHO [N MPOAAXW WM WCMONb30BAaHMA B LENSX, OT/MYHBIX OT
YKa3aHHbIX.

4. Mepbl NPeLoCTOPOXHOCTU

e He wucnonb3yinte [Ae3MHPEKUMOHHbIE KONMAYKWM, ecnu YynakoBka Oblna MoBpexaeHa,
HaJopBaHa WK MPoKO/oTa, a TakxKe Mpu NepecbiXaHumn ryoku.

* [loBTOpHOE NpMMEHEHME 3arpeLLEeHo.

» TloBTOpHasa CTepunM3aumsa 3anpeLyeHa.

o [Mpu ytunusauum cobnrogainte TpeboBaHUA MHCTPYKUMM MO 3KCMyaTauuu, npegnucaHus,
VHCTPYKUMN  YTBEPXAEHHbIE B /IeYeBOHbIX  yupeXxaeHnsax W TpeboBaHMS MECTHOro
(nokasibHOro) 3aKOHOAATENbCTBA.

* [lpn OTCOEAMHEHUM KONMAYKOB BAXKHO 3a/eiCTBOBATbL 06e PyKW, BO M36eXaHWe C/yyaliHoro
OTCOeMHEHNSA 6e3bIr0/IbHOM0 KOHHEKTOPA WM KOHHEKTOPA C /1103P-COeAMHEHNEM M0 TUMy
«male»

* He XpaHWTb B 3KCTPeMasIbHbIX YC/IOBUSIX.

* VI3genve He N3roTaB/IMBaeTCA U3 HATYpasibHOrO flaTekca.

5. VIHCTpyKUKMA No NnpUMeHEHUNIO
51 YcTaHOBKa MeAMUMHCKOrO u3genms «Konnayok AesvHgekumoHHbii DualCap® pans
COCYAMCTOro Kartetepa, B BapuaHTax mcronHeHus: Solo, IV Pole Strips, rHe3fosoro
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3BneknTe rHe3moBOM AEe3VH(EKLUMOHHBIA KONMA4YoK U3 CTEPWU/IbHON YMNakoBKW. 3aTem
0TOpBWTE OT GAKCTEpA.

HaBMHTUTE MO 4acoBOW CTPenke THe340BOM  AE3MHMEKLUMOHHbLIA  KOMMa4yoK Ha
6€3bIr0/IbHbIA KOHHEKTOP.

MopsfOK OTCOEAMHEHNS Ae3MH(EKLMOHHOTO Ko/nayka s NnepernofKIioYeHUsi_CUCTEMbI

Ona BHYTPUBEHHOIO BBEAEHUA

1 WNcnonb3ys 06e pyKW, OAHOM pPyKOW YyhepKuBainTe 6e3bIr0NbHbIA  KOHHEKTOP W
OHOBPEMEHHO, BTOPOI PYKO NOBOpPauMBaiTe rHe30BON Ae3UHEEKLMOHHbIA KOMNayoK
MPOTWB YacOBOW CTPESIKM.

2. OcmoTpuTe 6€3bIr0/IbHLIN KOHHEKTOP W y6eauTecb, YTO OH HALEXHO MPUKPenseH K
KaTeTepy.

3. ToacoefuHuTe cucTeMy A/ BHYTPUMBEHHOTO BBEAEHMS CHOBA.

4. YTUNM3MpyhTe WCMNOMb30BaHHbIN AE3MH(EKLUMOHHBIA KOMMavyoK, B COOTBETCTBUM C
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5.2 YcTaHOBKa MeAUUMHCKOro wu3genus «Konnayvok Ae3vHgeKumoHHbli DualCap® ans

COCYAMCTOro KaTeTepa, B BapuaHTax mucnosnHeHus: Solo, 1V Pole Strips.uiTeKepHoro

1 W3BnekuTe LUTEKEPHbI AE3NHMEKLMOHHBIA KOMNMaYoK 13 CTePUIbHOM YNakoBKWU. 3aTem
0TOpBUTE OT 6/IMCTEpA.

2. HaBMHTWTE MO 4YacoOBOW CTpesike rHe30BOM Ae3NHMEKLNOHHDBIA KONaYOK Ha KOHHEKTOP C
NHO3P-COEAUHEHVEM M0 TUMNY «malex.

MopagoK oTcoeANHEHUA Oe3NHMEKLMOHHOIo Konayvka ANa nepenofkKAYeHUsa_CUCTeMbI

AnAa BHYTPUBEHHOTO BBEAEHNA

1 WVcnonb3ys 06e pyKu, OAHOW PYKOW YAEpXKMBaMTe KOHHEKTOP C /IH03P-COeAUHEHVEM MO
TMny «male» M OJHOBPEMEHHO, BTOPOA PYKOW MNOBOpaYMBalTE  LUTEKEPHBIN
AEe3MHDEKLMOHHBIA KOMNAaYOoK NPOTMB YaCOBOW CTPESKN.

2. OcmoTpuTe KOHHEKTOP C /H03P-COefMHEHVEM MO Tuny «male» n ybeautecb, YTO OH
HaZIeXXHO NPUKPEN/IeH K KaTeTepy.

3. MopgcoeguHuTte cuctemy 419 BHYTPUBEHHONO BBEEHUS CHOBA.

4. YTUIM3NPYINTE WCMOMb30BaHHbIA Ae3MHKEKLMOHHBIA  KONMNayoK, B COOTBETCTBUMM C
TpeboBaHUAMU YTUNU3ALMN.

CumBon PacLumpoBka cumBeosa

I BHUMaHVe, 06paTUTECh K UHCTPYKLWMM MO NPUMEHEHNIO
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BHumaHKe!

3anpeT Ha NOBTOPHOE NPUMEHEHWE

He cTepnnn3oBatb NOBTOPHO

icnonb3oBatb Ao

No o Kar.

CTepunmsaLms nsnyyeHnem

[MpoaaeTcs TONbKO Bpayam U neyebHbIM yupexxgeHnamm

Homep nota

He ncnonb3oBath, €y ynakoBKa NoBpexaeHa

1 N3BJIEYEHUWE U3 ¥YTTIAKOBKU

2. YCTAHOBKA

3. JESVIHOEKLU A
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NPUNOXEHUW K MHCTPYKUWMW MO NIPUMEHEHUNIO
HA MEOVNUWVNHCKOE N3AEJTNE

«Konnavok pfesnHpeKuMoHHbIn DualCap® pgns cocygucTtoro KaTeTepa, B BapuaHTax
ncnonHenus: Solo, 1V Pole Strips»

MpounssognTens:
«Meput Megukan Cucteme, MHK.», CLLUA
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1. OnucaHue MeNLMHCKOro n3aenns

«Konnayok fe3nHpekuymoHHbln DualCap® ans cocyamcToro Karetepa, B BapuaHTax
ncnonHeHns: Solo, IV Pole Strips» npeacTaBnsieT cob60i NPOCToe B 3KCMyaTaumMn nsgenue,
KOTOpPOe NpeaocTaBiseT YUpexaeHUsAM 34paBOOXPaHEHUS 3KOHOMWYHOe, WHTErpvpoBaHHOe
pelleHns ana  Oe3rH(eKUMM W 3aWnTbl YCTPOWCTB BHYTPMBEHHOrO B/IMBaHUSA, MOMOras
npefoTBpaTuTL MNonajaHne MHMEKLUMM B KPOBOTOK Yepe3 BHYTPUBEHHbIE KaTeTepbl. W3genve
MOSIHOCTLIO  CMPOEKTMPOBAHO MpW  MOAAEPXKEe  MeACecTep,  CrneLnain3npyrowmxes Ha
WH(Y3NMOHHON Tepanuu, 6narogapst 4emy OHO 6e30MacHO Ae3VH(ULMPYET KakK KOHLEBble
coeavHUTeNy TPY6OK ANl BHYTPUBEHHbLIX BAMBaHWUIA, Tak WM KianaHbl JOCTYNa KaTeTepoB A/
BHYTPUBEHHbIX B/IMBAHWUIA L1 KOHTPONS UH(EKLIWIA.

Mpn NpUMEHEHUN MeauUMHCKOro m3genns «Konnavok aesvHgeKUMoHHbIn DualCap®
[J19 COCYMCTOro KaTeTepa, B BapuaHTax ucronHeHus: Solo, 1V Pole Strips» knanaHbl fjocTyna
He HYXXHO MpoTMpaTb Ae3VH(UUMPYIOWMM CPeACTBOM Mepes NPUMEHEHWEM, YTO 3KOHOMUT
BpemMs MefCecTep M YCTpaHseT BapuaTMBHOCTb, OOYC/IOB/IEHHYIO Pa3IMYMAMU MO BPEMEHU
NPOTUPaHUA U NPUMEHSAEMbIM TEXHUKAM.

Konnayok fe3vH(ekumoHHbIi DualCap® fns cocyaucToro Kartetepa, B BapuaHTax
ncnonHeHuns: Solo, IV Pole Strips npegHasHayeH AN Ae3vHMEKUMU w/vnn nogaepaHus
Ae3VHMeKUMM, a TakkKe 3aWmnTbl A0 7 [LHEN KOHHeKTopa «Jlyep» C COeAMHEHWeM No Tuny
«THE3[0BOM» N «LUTEKEPHbIN» Ha KOHLE TPYOKM NS BHYTPUBEHHbLIX BAIMBaHWIA N 6e3bIr0IbHOINO
KOHHeKTOpa. Kaxablii KoNnavoK Ans AesvHgeKumMn cogepkmT B cebe 70%-blil M30NPONMIIOBLIiA
CrvpT.

[aHHoe u3aenue npeAaHasHauyeHO [/ MCMOMb30BaHUS B MEAMLIMHCKUX YUpeXaeHus
KBaIMULMPOBAHHBIMMW BpavaMi 1 MefCeCTpamu.

Konnayok pfesnHtekumoHHbin DualCap® pans cocyguctoro Katetepa, B BapuaHTax
ncnonHenus: Solo, 1V Pole Strips, nponssoactea «MepuT Megukan Cucteme, WHk» (Merit
Medical Systems, Inc), npeacTasneHbl B CeAyOWmMX BapuaHTax ucnosiHeHus (puc. 1):

A B

PucyHok 1. BapnaHTbl MICNOMHEHNA KOMMayKoB

BapuaHT ncnonHeHua B:

rHe3A0BOI Ae3VH(EKLMOHHbIA KOMMavoK
DualCap® a5 cocyamncToro Katetepa,
NPUMEHSIEMBIV C COEAVHUTENIbHBIMU KOHYCaMu
JTro3pa NIMHWUKN BHYTPUBEHHOW LOCTaBKM

BapuaHT ncnonHeHns A: LUTEKEPHBIIA
Ae3nH(EKLMOHHBIA Konnadok DualCap® ans
COCYAMCTOro KateTepa, NPUMeHsSeMbIN C
pasbeMamu Tuna J1o3p KnanaHa gocTyna
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PucyHok 2. Cxema CTPOEHMSA rHe340BOro Kosnavka

Cneuundukauyms HanmeHoBaHWe aeTanu

1 MeHa, cmoyeHHaa 70%
130NPanoHOM0BbIM
CNMPTOM

2 "He340BOV KOMNa4oK

PucyHok 3. Cxema CTPOeHUS LUTEKepHOro Konnayka

Cneyundmkauus HaumeHoBaHuWe getanu
LLITeKepHbIA Konnavok
2 KOHYCHBIA KOHUMK
3 MeHa, cmoyeHHas 70%
130MPanoHO/IOBbIM CMIMPTOM
4 KOHYCHBI CTepXeHb
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WN3penne «Konnayok ae3avHgekumoHHbIn DualCap® ans cocyamcToro KateTepa, B BapuaHTax
ucnonHeHus: Solo, IV Pole Strips» cocToAwmiA M3 ronybbix KoOMnNaykoB (rHe3LOBOW Twr),
NpYMeHsieTCA C pasbeMamMu Tuna Joap KnanaHa goctyna. «Konnavok Ae3vH(EKLMOHHbI
DualCap® pgna cocyamcToro kartetepa, B BapuaHTax wucnonHeHus: Solo, IV Pole Strips»
COCTOALMIA M3 CUHUX KOMNA4YKoB  (LUTEKEPHbIA TWUM) MPUMEHAETCA C COEAMHUTENbHbLIMU
KOHycamun J1t03pa, NMHUM BHYTPUBEHHON [0CTaBKW. W3genuns JOCTYMHbI B [BYX BapmaHTax
YNaKOBKM, - KaK /IeHTa, KOTOpasi BELLAETCA Ha LTaTuB ANS BHYTPMBEHHBIX UHBLEKLMIA, NN KaK
OT/e/IbHble KOMMAaYKM.

N3pnenve He COAEPXKMT HATYpaslbHOrO KayuyKOBOIO /laTeKca, He SIBMSIETCS MUPOreHHbIM,
He COMEPXMUT KOHCEpBaHTOB 1 [A3®I, a TaK Xe He COAEepPXMT NeKAapCTBEHHbIX CPEACTB,
MPOM3BOAHBIX YE/TIOBEUYECKOI KPOBU WM TKAHER KMBOTHOTO MPOVCXOXKAEHMS.

«Konnauok AesnHeKUMoHHbIM DualCap® Ans cocyaucToro KateTepa, B BapuaHTax

ncnonHeHus: Solo, 1V Pole Strips»:

1) Konnauok  ae3nHgekumoHHblii DualCap® ana  cocyauctoro Katetepa  Solo,
LLITEKEPHbIN, poccbinbto - 175, 200, 350 wr/ym;

2) Konnayok pae3vHgekumoHHbli DualCap® ans  cocyamctoro katetepa  Solo,
rHe3[0BOW, poccbinbto - 175, 350 wr/yn.;

3) Konnauok gesnHhekuynoHHblii DualCap® ansa cocyauctoro katetepa IV Pole Strips,
rHe340BOI Ha neHTe no 10 wryk, 350 wr/yn.;

4) Konnayok gesnmHpekynoHHbii DualCap® ans cocyamctoro Katetepa IV Pole Strips,

LUTEKEPHbIA HanenTe No 5 wryk, 175wt/yn.

2. MeTofA cTepunmsaumm

MeguumHckoe mzgenne «Konnavok aesnHMeKumoHHbIn DualCap® ans cocyamuctoro
Katetepa, B BapuaHTax ucnonHeHus: Solo, IV Pole Strips» noctaensetcs B BULE CTEPUSIBHOIO
M34enmsa 0AHOPa30BOro NPUMeHeHMs. B npoLecce ynakoBbIBaHWUSA KOMMAY0K Ae3MH(EKLMOHHBIN
npeiBapuTeNIbHO MNOABEPratoTCs TEPMUYECKON Cnailke C OTPbIBHOM BbICOKOHEMPOHULIAEMOW
(honbroin Lindstock ana npeaoTBpalleHnst YTeUKN Ae3VH(ULMPYIOLLEro pacTBopa v nonagaHms
B KOMMAYoK 3arpssHAOWMX 3/1eMEHTOB. [aHHas KpblKka U3 (0N CAYXWUT CTEPUIbHbIM
6apbepoM m3genms «Konnaydok Ae3vMH(eKUMoHHbIA DualCap® ans cocyaucToro karetepa, B
BapuaHTax mucrnonHeHus: Solo, IV Pole Strips».

KomnaHuna «Meput Megmkan Cuctems, WHK.>» CTepununsyeT [aHHble u3genusa ¢
MOMOLLUBI0  raMma-u3nyyeHns.  O(heKTUBHOCTb  YCTAHOBNEHHOM  A03bl  CTepuUAn3aLum
KOHTPO/IMPYETCS MyTeM MPOBEAEHNUS UCTbITAHUA MUKPOOMONOrMYECKO Harpysku 1 npoBepKu
ctepunusytollein nosbl. CornacHo EN ISO 11137-2 «CTepunmnsaums MeAULUHCKOW NPOAYKUUN.
O6nyyeHmne. YacTb 2. YCTaHOB/IEHWE CTEPUIN3YIOLLEN [03bl» MUHMMabHaA [03MPOBKa AJ1S
cTepunmnsaumm coctasnseT 25 KI'p, makcumanbHas - 40 KI'p, a cTaHA4apTHaa fo3upoBKa - 25- 40
KIp. YpoBeHb o0b6ecneyeHns cTepunbHocTn (YC) wm3gennii  gomkeH cocTaBnsitb  HO™
MoATBEPXKAEHME CTEPUIN3ALMN LEMOHCTPUPYET, YTO MPOLECC CTepunmnsaumm n obopynoBaHue
npofo/mKaeT obecneynBaTb MOCNEA0BATENIbHYIO W HALEXHYH CTEpPUIU3aLuio MeaULUHCKOro
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ngenns «Konnadok AesnHMeKLUMoHHbIM DualCap® Ans cocyaucToro KateTepa, B BapuaHTax

ncrionHeHnsa: Solo, IV Pole Strips»

ramma-usnyyeHnem. [poBepKM [03 MPOBOASTCS

eXeKBapTasibHO cornacHo MexayHapogHomy CraHgapty ISO 11137. CobpaHHble fAaHHble
MOKa3blBalOT, 4YTO [03a 00/y4YeHUss MpoLo/HKana 06ecrneumBaTb HaLEXHYH CTepunusauuto
Ae3nHpeKumoHHoro konnayka DualCap® pans cocyamctoro kartetepa, mogenu: Solo, IV Pole
Strips. Bce Tpe60BaHMsA NPOTOKONA BA/IMAALMMN BbTOSTHEHDI.

3aenve He NOANEXUT NOBTOPHON CTEPUNM3ALIN.

3. TexHU4Yeckue XxapaKTepUCTUKM

Tabnmua 1

XapaKTepucTyKy

LiBeT Konnayka

Twvn Konnayka

abapuTHble pasMepbl 3ar1yLKu
XapaKkTepucTukn coegmHutens JSlrospa

XapaKTepucTyKu

LiBeT Konnayka

Tun Konnavka

MabapuTHbIE pasMepbl 3ar/TyLUIKK
XapaKTepucTuKn Tuna Jlroapa
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Konnayok ge3anHgekymoHHbiin DualCap®
Ans cocyaucrtoro Karetepa Solo,
rHe3J0BOM, poccbinbto -175,350 wiT/yn.
ony6oii

rHe3[0BOe coefviHeHue JTyap

21 X12 mm

BonbLUMin arameTp BHYTPEHHEN pe3bobl
(anameTtp no BnaguHam npouns pessonbl):
7,900 mm - 8,100 Mm;

MeHbLUNIA AnaMeTp BHYTPEHHEN pe3bobl
(anameTp no BepLUMHaM pe3bobl):

6,800 mm - 7,200 mm;

[vameTp HaUMeHbLLEro LUInHApa,
OXBaTbIBAIOLLEr0 HAPY>KHbIE MOBEPXHOCTY
BHELUHMX 3/1eMeHTOB My(Tbl: 8,800 MM -
11,500 mwm;

LLlar pe3bbbl: 2,500 MM.

KoHycHOCTb: 6 %

Konnayok gesnHpekynoHHbIi DualCap®
Ans cocyauctoro kartetepa Solo,
LUITEKEePHbIN, poccbinbio - 175,200, 350
wr/yn.

CuHMiA

LUTEKepHOoe coefuHeHne J1yap J1oK

27 X12 mm

Bonblunii gnameTp Hapy>KHOI pe3bobl
(anameTp no BepiMHam pe3sbobl): 7,730 Mm
- 7,830 Mm;

MeHbLUWIA AnaMeTp Hapy>HO pe3bobl
(anameTp Mo BnagnHam Npousa pesbobl):
5,515 Mm - 6,730 MM;

Pagnyc CKpyrnieHus uam gacka B MecTe
BX0/Aa B KOHUYECKNIA anemeHT: 0,250 mv;
LLIar pe3b6bl: 2,500 MMm.

KoHycHoCTb: 6 %



Tabnuua 2

XapakTepuCTUKN

LiBeT Konnayka

Tun Konnayka

"abapuTHbIe pa3Mepbl Kosnayka
MabapuTHble pa3vepbl NeHTHI
XapaKkTepuctuku coefuHutens JSlroapa

Tabnuua 3

XapakTepUCTUKM

LiBeT Konnayka

Tun Konnayka

MabapuTHbIe pasMepbl Komnayka
MabapuTHbIE pasMepbl JIEHTbI
XapakTepucTukn coeanHuTens Jlrospa

MaTepuansbi

Konna4vok fge3nHmekymoHHbI DualCap® ans
cocyauctoro Katetepa IV Pole Strips, rHe3gosoii
Ha fieHTe no 10 wtyk, 350 wr/yn.

ony6oit

rHe3foBoe coefunHeHue Jlyap

21 X12 mm

272 X21 Mm

Bonblunid fuaMeTp BHYTpPeHHel pe3bbbl (arameTp no
BrnaAnHam npouns pessobl): 7,900 mm - 8,100 MMm;
MeHbLUWIA ArameTp BHYTPEHHEN pe3bobl (auameTp
Mo BepLUMHaM pe3b0bl):

6,800 mm - 7,200 Mm;

[vameTp HaMMeHbLLEro LUINHAPA, OXBATbIBAOLLErO
Hapy>kKHble NOBEPXHOCTW BHELLHNX 3/IEMEHTOB
MyTbl: 8,800 mm - 11,500 Mm;

LLlar pe3b6bl: 2,500 MMm.

KoHyCHOCTb: 6 %

Xapaktepuctnkm Konnavyok ge3smH(eKLMOHHbIN
DualCap® gna cocyanuctoro katetepa IV Pole
Strips, WTeKepHbIA Ha NeHTe Mo 5 WTYK,
175wTt/yn

CuHuiA

LUTEKepHOe coefmHeHune J1yap J1oK

27 X12 mm

176 X27 Mm

BonbLinin gnameTp Hapy>XHOW pe3bobl (quaMeTp rno
BepLUMHaM pe3sbbbl): 7,730 mm - 7,830 mM;
MeHbLUWIA AnaMeTp Hapy>XHOW pe3bbbl (anameTp no
BNaguvHam npoguns pesbonbl):

5,515 MM - 6,730 MMm;

Pafuyc cKpyrneHus uam gpacka B MecTe BXofa B
KOHUYECKNIA anemeHT: 0,250 mMM;

LLIar pe3b6bbl: 2,500 MM.

KoHyCcHOCTb: 6 %

B Ta6n|/|u,ax HWXKe npuBeaeHbl MaTepuasibl UCMOMb3yEMbIE MPU N3TOTOBIEHUN
MeaANLMHCKOro n3genna onncbiBaémMoro B JaHHOM JOKYMEHTE.
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KommnoHeHT Cneumnukaunsa marepmana
"He310BOI KOMNavok MonnnponuneH
LLITekepHbI KONayoK Monunponunex

VM3onponaHonoBas nexa,

o MonnypeTaH
rHe3/0BOi KONMa4oK

VM3onponaHonoBasa neHa,

. MonuatmpHas nonmypeTaHoBasi neHa
LUTEKEPHbIA KONMMa4yoK
KOHYCHbIIA KOHUMK CaHTonpeH

J1eHTbl WTatmea 4ns o
MonnaTNEH BbICOKOW NIOTHOCTU

IV Pole Strip

KOHYCHbII CTepXKeHb CunnnKoH

AHTUCENTUK 70% 130nponnnoBbIiA cnnpT

Kpblwwka 13 (onbru OTpbIBHas BbICOKOHENPOHMLaeMas (honbra

4. OnucaHme yNnakoBKW C yKasaHWeM KOJIM4YecTBa M3[eNnii B ynakoBKe

MeanumHckoe n3genne «Konnayok aesvHMekUMoHHbIM DualCap® ans cocyauctoro Karetepa,
B BapuaHTax ncnonHeHus: Solo, IV Pole Strips» nocTtaBnsoT B AByX BapuaHTax Solo u IV Pole
Strips.

Konnaukn fesnHgekumoHHble DualCap® gns cocyauctoro Katetepa, B BapuaHTe WUCMOMHEHUA
Solo npeaBapuTesibHO rojBepraroTcs TepMUYECKOIA cnarike c OTPbIBHOM
BbICOKOHeNpoHuLaeMol thonbroi Lindstock ana npefoTBpalleHns yTeuku Ae3vHOULMPYOLLero
pacTBopa ¥ MonafjaHus B KOMMAYOK 3arpA3HAKOLLMX 3/71EMEHTOB. [aHHas Kpbika 13 (onbru
ABNAETCS NEPBUYHON (MHAMBMAY/IbHO) YNaKOBKOW Konayka Ae3vH(EKLMOHHOTO.

Mocne npouecca TePMUYECKON CMalky KOMnayku MNOMeLLaloT B KapTOHHYHO KOpoOKy W3
OTOENEHHOWN Cynb(aTHOW  LEeNM0N03bl, KOTOpas SBASETCS PYNMOBOM  YMNakoBKOM  Ans
MEAMUMHCKMX W3[eNniA  [aHHOro BapuaHTa WUCMonHeHui. [anee rpynmnoByt0 KapTOHHYHO
YNaKOBKY 3arevaTbiBatOT HaK/EMKOW COfepXKallleil BCHO HeoOXOAMMYHO MapKUPOBKY, B TOM
ynucne W KONMYEeCTBO KOMMayKoB. WHCTPYKUMS MO MPUMEHEHWUIO B/OXEHa B TPYMnoBylo
yNakoBKy

B cnyuyae BapwaHTa ucnonHeHust 1V Pole Strips Konnayuky Tak >Xe MofBepratoT TePMUYECKON
craiike C BbICOKOHEMNPOHMLAEMOW OTPbIBHOW (onbroin Lindstock, koTopas npeasapuTenibHO
Oblna npukpenseHa K JfieHTe wratmea. Konnmaykn paesvHgekumoHHble DualCap® ans
COCYAMCTOr0 Kartetepa, LUTEKepHble — MOCTaBMAKTCA 3aKPerieHHbIMM M0 5 LWTYK Ha NeHTe
lWTaTMBa A1 BHYTPUBEHHbIX BAMBaHWA, a Konnauky pesvHgekumoHHble DualCap® pans
COCyAMCTOro Katetepa, rHesfosble no 10 WTyK Ha NeHTe LwWTaTMBa AN BHYTPUBEHHbLIX
BNMBaHWI. KpblwKa M3 (obri € NIEHTON LWITaTUBa ABNAETCA NEPBUYHON (MHAMBUAYaIbHOW)
YMaKOBKOW Ko/Nayka Ae3MHMEKLMOHHOTO.

Mocne Yero MX Tak >Xe MOMELLAOT B KapTOHHYK KOpOOGKYy W3 OTGeNneHHOW CynbgaTHOi
LeNMoNo3bl, KOoTopas SBSIETCA  rPYnnoBOA  YMakOBKOM W 3aneyaTblBatOT  HaKElKoi
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cofepxallieii BCHO HEeOGXOAMMYK MapKMPOBKY, B TOM 4MCMie W KO/IMYECTBO KOJMMAYKOB.
VHCTPYKUMS MO MPYMEHEHIO BMIOXKEHA B FPYMMOBYHO YMAaKOBKY.

5. Hopmaymna 0 MapKMPOBKeE M3AeNnii
dopmaThbl ITUKETOK M3LeNNi Oblnn paspaboTaHbl ¥ 0L006PeHbI 415 OTAENbHbIX U3AENNIA,
CTEPW/IbHBIX YNaKOBOK U TPAHCMOPTHON YMaKoBKWN. Y TBEPXeHHas MapKMpOBKa HAXOAMTCS B
TEXHO/I0rMYeCcKoM pernameHTe nsgenvsa. KomnaHua «Meput Megukan Cucteme, HK»
MCNO/b3YeT CreaytoLme CTaH4apTbI A5 COAEPXaHUA MapKUPOBKM 1 (DOPMMPOBaHNA CUMBO/IOB
B COOTBETCTBMU C TEKYLLMMUN TPe6OBaHUAMMN JUPEeKTUBbI M0 MEAULIMHCKAM U3LENUAM:

» EN 1041: nHopmauums, noctaensemas U3roToBUTENEM.

e |ISO 15223-1: n3penua meguumHckmne. CUMBO/bI, UCNONb3yeMble Ha Ap/biKax MeAULMHCKNX
U3genuii Mpu  MapKMpOBKE W B MNPeLOCTaBiseMON WHGopmaumMm - 4YacTb 1. obuwe
TpeboBaHus.

e ISO 15223-2: w3genua meauumHckue. CUMBOMbI, WUCMOMb3yeMble Ha MeAULMHCKNX
N3LeNnsax, MapKUpPOBKe W B NPeAoCTaBNAeMON MH(OpMaLUK - YacTb 2: pa3paboTka, Bbioop 1
Ba/IMAaLUus CUMBOJIOB.

* PykoBofcTB0 FDA M0 MapKvMpoBKe MeAULMHCKUX M3OeNUiA 415 NaUMeHTOB; OKOHYaTeIbHOe
PYKOBOZACTBO AJ19 NPOMbILL1IEHHOCTU 1 0630pbl FDA (19 anpens 2001 r.)

OnucaHve CMBOJIOB MapKMPOBKM NPELCTaB/IEHO B Tabnuue.

CumBon PacLumnppoBKa cumBosa

1 1EC 1RPP 1 YN0/IHOMOYEHHbIN NpescTaBuTeNb B EBponenckom
coobLecTBe

2. V3rotoButenb

3. IJONLY MpofaeTcs TObKO Bpayam 1 fIe4ebHbIM YUpPeXXaeHNAMM

4, 3anpeT Ha NOBTOPHOE NPUMEHEHVE

5. REF Ne no kar.

6. Vcnonb3oBath Ao

1. LOT Howmep nota

8. | sterile| r| CTepunusaums nsnyyeHnem

0. A BHumaHune! O6paTuTeCch K MHCTPYKLMUN MO
NPUMEHeHUIO

10. He cTepnnn3oBatb NOBTOPHO

L J
11 bepeub oT Bnarun
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12. Xpynkoe, 06paLLaTLCs OCTOPOXHO

13 He ncnonb3oBaThb, eCiv YNakoBKa NoBpeXxaeHa
14, TemnepaTypHble orpaHUyeHns
15. O OrpaHnyeHnsa no BNaXXHOCTH
16. OrpaHu4yeHune rno atMocgepHOMY AaBfieHNIO
17. Jarta npon3BoacTea
IWT]
18.
aS BHuMaHKe, 06paTUTeCh K MHCTPYKLMK MO MPUMEHEHNIO
19. Haanucb “HeTOKCUYHO”
20. MapKnpoBKa NepBUYHOI YNaKOBKMK:

Lot (Homep noTa)
Exp (cpok rogHocTtm)

6. MpuMeHsieMble cTaHAAPTHI

W3penne cootsetcTByeT OupekTee Coseta EC 93/42/EEC, AupekTvse EBponeiickoro
Coto3a No MeguUUMHCKUM  un3genmam. [eictytowmin ceptudmkatr CE - CepTudmkar 06
UCMbITaHUM KOHCTPYKLMM Ha cooTBeTCTBUe TpebosaHnaM CE 541900.

Peas30BaHHble B OTHOLLEHWW W3LeNnS aTTecTaluMOHHbIE MeponpuaTUs BbliM OCHOBaHbI Ha
CTaHJapTax, KOTOpble [eiCTBOBaIM Ha MOMEHT MpPOBEAEHNUS WCMbITaHWA. [pUMeHVMble
cTaHfgapTbl: dapmakanesa CLLUA. ISO 13485. EN ISO 14971. ISO 11137. ISO 11607-1. 1SO
10993-1. ISO 14644-1. EN 1SO 80369-7:2017. EN 980.

7. YCNoBUSl XpPaHEHUSI U TPAHCMOPTUPOBKN.
YCroBust XpaHeHUs:

XpaHWUTb B NPOX/IaHOM CYyXOM TEMHOM MecTe. Bepeyb OT BO3AeCTBMS OpraHNYecKmx
pacTBOPUTENEN, NOHWU3UPYIOLLLErO 1 YbTPa(MONETOBOIO N3NYUEHMS], & TAKXKE BbICOKMX
Temnepatyp. Meproanyeckn NpoBOAUTL PEBM3IIIO 3aMacoB U UCMOMb30BaTb U3AENUs A0
MCTEYEHMs! CPOKa FOAHOCTU, YKa3aHHOr0 Ha YMaKoBKe. V13aenus, 0CBOGOXAEHHbIE OT
TPaHCMOPTHOI YNaKOBKM, AO/MKHbI XPaHUTLCA NPU CMEAYHOLLMX YCNOBUAX OKPYXKatOLLEl cpeabl:

Temnepatypa o1 +15°C po +30 °C (oKpy»KatoLLasa cpefa)
OTHoCUTENbHAA BNaXKHOCTb o1 30% [0 75 % (6e3 KoHAeHcaumn)
ATMOCepHOe faB/ieHve 84.0 klMa- 106.7 klMa (630 - 800 mm pT.CT.)
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Ycnosusi TPaHCNOPTUPOBKMU:

Temneparypa o1 +15°C o +30 °C (okpy»katoLas cpea)
OTHOCUTENbHAs BNAYKHOCTb o1 30% [0 75 % (6e3 KoHAeHcaumK)
ATMOC(epHOoe aaBneHve 84.0 kMa - 106.7 klMa (630 - 800 mMm pT.CT.)

8. YTunmnsayuna

[Mocne MCronb3oBaHUS YTUAM3MPOBATL U3AENNA U UX YMakOBKY B COOTBETCTBUM C
00/IbHWYHBIMW,  AAMUHUCTPATUBHBIMA U (WIM)  MeCTHbIMW  pernameHTamu.  CorsiacHo
Knaccuukaumm mMeamuMHCKUX OTXOAO0B CUCTEMa [OCTaBKM M cUCTeMa JOCTyrna OTHOCUTCA K
knaccy B cornacHo CaHlMuH 2.1.3684-21. YTUnun3npynte 3arpsisHEHHble U34envs B
COOTBETCTBMN C MECTHbIMW WM FOCYAAPCTBEHHbIMM MpaBvIaMn yTUAn3aumMm 610onormyecku
onacHbIX OTX04oB. [lpy  yTuAM3aumMM  3arpssHeHHbIX YacTeid  OfeBaliTe  nepyaTku.
HesarpssHeHHas ynakoBKa yTUIM3NPYeTca Kak 6bITOBOM OTXOA,

9.NapaHTuHiHbIe 06513aTeNbCTBA
OrpaHMyeHHas rapaHTus 1M 0TKa3 OT OTBETCTBEHHOCTHU

KomnaHuna «Meput Megukan Cucteme, VHK» rapaHTUpPYeT COOTBETCTBME MPOAYKLUMN
creunuKaumam BO BpPems OTrpy3ku [lOKynaTento U OTCYTCTBME [Ae(EeKTOB MaTepuasioB Wt
M3rOTOB/EHNS B TeYeHMe Mepuofa, YKa3aHHOro B MWUCbMEHHOM OrpaHWYEHHON rapaHTuK,
npunaraemoil OTAENbHO K KaXKAOMY W3Aennt0. [apaHTWAHBLIA CPOK XpaHeHus un3genus
ONMWCaHHOr0 B [aHHOW [AOKyMeHTauuu coctasnseT 2 roga (Konnayok pAesvH(eKLMOHHbIN
DualCap® Aansi cocyamcToro KarteTepa, LUTEKepHbIin) 1 3roga (Konnayok Ae3rHEeKLMOHHbIN
DualCap® ans cocyaucToro Katetepa, rHe3aoBoi).

[laHHas rapaHTVsi He pacnpocTpaHseTcs Ha NpoAyKuwio, Kotopas OGbwa: (i)
MOAMMMLMPOBaH]A, W3MEHeHa, MOABEPrHyTa PEMOHTY, BOCCTAHOB/EHWIO, MepepaboTKe WM
W3MEHEHUAM  ApYroii  KomnaHueid, nomumo «MepuT Meavkan Cucteme, WHK»; (i)
CMONb30BaHa He MO Ha3HaueHWto, MoABEprHyTa HenpaBW/IbHOMY O0O6paLLEHWH0, MOBTOPHOMY
MCMO/b30BAHMIO UM MOBTOPHOI CTEPUAM3aLMK, NOCTPajasia B pesynibTaTe HECYaCTHOrO Cllyyas,
HapYLUEHVs MPaBWN  3KCMyaTaLun, XanaTHOCTM WM MOCTOPOHHEro BMellaTenbeTBa; (L)
MoBpeXaeHa B pe3ynbTaTe (M3NYECKOro, MPUPOAHOrO WM 3MEKTPUUECKOro BO3AelcTBMS, a
TaKXKe C W3MEHEHHbIM, TMOBPEXAEHHbIM WU  YAANeHHbIM CepuiiHbIM  HoMepoM;  (iv)
1CMO/b30BaHa B COYETAHWN C NMOGLIM APYTUM m3genmem; (V) UCnosb3oBaHa He B COOTBETCTBUM C
YKazaHUsiMM N0 MPUMEHEHWIO, YTO YCTaHOB/MIEHO  YMOSIHOMOYEHHO  OpraHu3aLueit,
1CMO/b30BaHa He B COOTBETCTBUM C 06/1aCTbIO MPUMEHEHUS!, YKa3aHHOI B cneuudmnKaLum, win B
YCNOBUSIX, HE MPeAyCMOTPEHHbIX ANs JAaHHOTO BUAA U3AENWIA.

JTtobble TeXHWUYECKME peKOMeHAaLUM OT UMeHU KoMNaHuy «MepuT Megmkan Cucteme,
WHKk» npefocTaBnaloTcs 6e3 0653aTeNbCTB MM KOMMeHcaummn, KomnaHus «Meput Megumkan
Cucteme, VIHK» He NPUHMMAeT Ha cebs Kakux-nnbo 0653aTeNibCTB UM OTBETCTBEHHOCTU, BCe
nofo6Hble PeKOMeHAaUUM Jat0TCH U NPUHMMAKOTCA MNOA OTBETCTBEHHOCTbL [lokynatens. 3A
NCKMKOYEHVNEM BbILLEYKA3AHHbLIX CNYYAEB, KOMMAHUA «MepuT Meamkan
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Cucremc, Unx» HE JAET 3ABEPEHHMIA WM TAPAHTMHM JIOBOrO POJA B

OTHOLIEHMM TPOAOVKLIMM, KAK SBHO BBHPAXEHHBIX, TAK M

MOJIPASYMEBAEMBIX, MOKYIATENIO, KOHEYHOMY NOTPEBUTENIO, TPETHUM

JIMLIAM. «Mepur Meauxan Cucremc, Hax» OTKJIOHAET U UCKIIIOYAET JIIOBBIE U

BCE  BBIPAXEHHBIE, [IOAPA3YMEBAEMBIE H  3AKOHOMAATEJBHO
; MMPEAYCMOTPEHHBIE TAPAHTUM, BKJIOYAS TAPAHTHH OT HAPYILIEHHSA U
: MOJPA3YMEBAEMBIE TAPAHTUH TOBAPHOT'O KAYECTBA WJIM NMPUIOHOCTH

10. Pexnamauns

Opranusamis, NPHHEMAIOUIAS HAa TeppRTOpHE Poccaiickolt ®eaepamnn nperensum or
nOTpeSHTENS N0 KAYECTBY NPORYKTE:

Obmectso ¢ orpanwucHHOlt oTBercTBeHHOCTRIO «Meput TexmONOmsHe» (000
«Mepat Texnonomumc»), OTPH 1117746679533, UHH 7705960130

I0pnmivecknit anpec: PO, 119017, ropoa Mocksa, 1-wif Kasaunfi nepeynox a. 7, arax 1, oM.
6, Ten.: + 7495221 8902
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MepeBoA AaHHOI0 TeKcTa cenaH MHOA, nepeBogumkoM MinbyeHko Cepreem EBreHbeBuyem

Poccuiickas ®egepaums
MNopos MockBa

TpeTbero aBrycta AiBe Tbica4M ABaALaTb NepBOro roga

A, Ksutko degop AnekcaHpoBuY, HOTapuyc —ropoda’?1 ®&/id®
MOA4J/IMHHOCTL Noanuck nepesoguuka nbueHko Ceprea EBreHoesmye

Mognwuck caenaHa B MOEM MPUCYTCTBUN. f

JIn4yHoCTb NoANMcaBLLErO AOKYMEHT YCTaHOB/EHa.

3aperncTpmpoBaHo B peecTpe; NQ 62/137-H /77-2021- cf

YnnayeHp-3a coBeplll  HoTapuanbHoro gerictems: 400 p~.. OO.KOL

®.A. Keimitb™

Bcero npoLHypoB™o, NPOHYMEPOBAHO M CKPEMEHO MevaTbio NICTOB

HoTapuyc
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