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1 Information for the user
e This manual is provided in paper form accompanying the medical device. Any additional copies
must be requested to the manufacturer or to the distributor.
e This instruction manual is essential and necessary for using the device. Read and understand
this manual carefully in all its parts before using DUOGRAFTER IT
* Do not perform any operations other than those described in the manual.
» Keep this manual for the entire life cycle of the device.

2 Meanings of symbols and safety precautions
2.1 Symbols on the device

Symbol Description
ANN! Manufacturing date
rﬂ Manufacturer name and address
# Model number
SN Serial number
uDlI Unique Device Identification

Medical device

H------ 1 Fuse

Humidity range

Temperature range

Warning

Risk of electric shock
Consult instructions for use

Consult instructions for use

X OB>>

Special disposal

The following symbols can be indicated on a transport packaging: “Do not use if the package is
damaged”, “Fragile, handle with care”.

2.2 Symbols in this document

This symbol refers to safety relevant wumings and indicates possible dangerous
outcomes.

Risk of electrical shock when accessing zones indicated by this icon or when
carrying out the indicated operations shown with this icon. Respect the indicated
instructions to carry out the described operation.
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Risk of biological contamination from materials in case of breakage or loss of
containers.

2.3 Safety precautions

This equipment includes the suitable safety features for a secure operation. This protection is

compromised if the centrifuge is used in a manner other than described in this manual.
Always use gloves when using DUOGRAFTER Il. Do not use flammable or
explosive materials nearby DUOGRAFTER Il. Do not use materials which
chemically react with enough violence to cause danger.

A Unplug the device when not in use

In case of breakage of the container containing the tissues or in case of leakage of
biologic material, clean DUOGRAFTER Il thoroughly, using gloves and disposing of
the cleaning materials in accordance with local legislation for the disposal of
biological products. Discard the content of the containers to avoid the risk of cross-
contamination

3 The name of medical device
« Centrifuge DUOGRAFTER Il for concentrate blood, bone marrow and adipose tissue» with
accessories, consisting of:

1. Centrifuge DUOGRAFTER Il - 1pc.

2. Tube adaptor - 4 pcs.

3. Powercord - 1pc.

4. User manual —1 pc.
Accessories:

1 Therotor-1pc.

2. Fixing nut- 1pc.

3. Base for holding the tube - | pc.
Further in the text, abbreviated names will be used: «medical device», «device», «Centrifuge»,
«DUOGRAFTER», «xDUOGRAFTER II», «<Duografter», «Duografter Il».

4 Information of manufacturer, developer, manufacturing site and authorized representative
of the medical devices

Manufacturer and Developer:

FIDIA FARMACEUTICI S.p.A.

Via Ponte della Fabbrica, 3/A, 35031 Abano Terme (ltaly)

Telephone: (+39) 049 823211

Manufacturing site:
J.P. SELECTA, S.A.U,, Autovia A2, km 585,10; 08630, ABRERA (Barcelona) SPAIN

Authorized representative in the Russian Federation:

Limited Liability Company “Fidia Pharma Russia” (“Fidia Russia” EEC)

Russia, 123610, Moscow, intracity territory of municipal disrict Presnensky, Embankment
Krasnopresnenskaya, house 12, room 1/18

Telephone: +7 (495) 249-54-95

Email: info@ fidiapharma.ru

5 Description of medical device

DUOGRAFTER 1l is a tabletop centrifugation unit intended to process blood, bone marrow and
adipose tissue through two centrifugation programs, “P” for blood and “L” for bone marrow and
adipose tissue, preconfigured by the manufacturer and not adjustable by the user.
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6 Intended purpose
The medical device is intended to separate and concentrate by means of centrifugation blood, bone
marrow and adipose tissue to obtain concentrates for autologous applications.

7 Indication for use
The medical device is intended to separate and concentrate by means of centrifugation blood, bone
marrow and adipose tissue to obtain concentrates for autologous applications.

7.1 Potential user
The medical device must be used only by appropriately trained healthcare professionals who have read
and understood the user manual.

8 Contraindications and side effects
No contraindications or secondary effects associated with the use ofthis device have been reported.

9 Mode of action

DUOGRAFTER Il works principle the centrifugal force generated from its alternating current (AC)
asynchronous motor (or induction motor); the acceleration is exploited to separate and concentrate
tissues (blood, bone marrow and adipose tissue), separating them based on the density gradient of the
tissue components (from higher to lower density).

The device performs the centrifugation by sedimentation principle. Indeed, the generation of a
centripetal force driven by a motor and transferred to a rotor and consequently to items, induces a
separation in different fractions by density gradient. The selection of the centrifugation curve has a
pivotal role in avoid biological samples degradation while performing adequate separation.

The device can be used only after adequate positioning ofthe device on a flat, stable surface close to a
suitable power socket. It is possible to adjust the device for best adherence with the rubber supports.
The device is then connected to the external power supply through a cable plugged in the power
connection socket (Figure 2) and switched on from the ON/OFF key (Figure 2) positioned at the rear
side of the centrifuge.

O p 0 P

Duografter Il 1

O O
Figure L Frontpanel of DUOGRAFTER II-Speed Indicator (1), Time Indicator (2), OPEN
key/release lid (3), ‘F ”Program (4), Centrifugation stop (5), "'"L” Program (6).

Figure 2: Rear view ofDUOGRAFTER II- ON/OFF key (7), Power supply connector (8).
The user presses the OPEN key (Figure 1) located in the front panel and proceeds with loading the
rotor to fit the pin of the motor shaft and fixed with the fixing nut {Note: The device is initially supplied
assembled, and removal/installation of the rotor is not required). Then the buckets are inserted. The
centrifuge allows the inclusion of maximum four tubes of either 20 ml or 50 ml.
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Figure 3: Correctpositioning o fthe rotor and tube adaptors

i/

Figure 4: Positioning o fthe tube in DUOGRAFTFR Il with the counterweight tube

The tubes, containing the tissue to be processed, are inserted into the DUOGRAFTER Il. The tubes
have to be placed in the centrifuge so that they are geometrically balanced.

The user closes the lid and press the desired centrifugation program, according to the tissue to be
processed.

The DUOGRAFTER Il centrifuge is equipped vrith two different single-step pre-configured
centrifugation programs both characterized by the triphasic cycle: the “P” program, intended for
processing blood, and the “L” program, intended for processing bone marrow and adipose tissue. In
particular:

The “P” program is set to accelerate very fast until it reaches 1800 ¢ 1T and run at this speed for 8
minutes. After this time, the centrifuge brakes very slowly for approximately 3 minutes until complete
stop (total cycle: 11 minutes);

The “L” program is set to accelerate very fast until it reaches 2500 ¢ T and run at this speed for 12
minutes. After this time, the centrifuge brakes very slowly for approximately 5 minutes until complete
stop (total cycle: 17 minutes).

The device starts emitting an acoustic signal and automatically performs the centrifugation program
showing the values of rotational speed in revolution per minute (¢ T) and the duration in minutes.
Once the program is concluded the centrifuge stops emitting three consecutive acoustic signals to warn
the user. If needed, the user can stop the centriftigation at any time by pressing the STOP key.

10 Installation of medical devices

Power voltage and grounding system
The device must be connected to the power voltage indicated on the identification label
and which has an operational grounding system.
Use only the provided power supply cable.
Do not use if there is no grounding system.
« Place the device nextto a suitable power outlet.
« Place on a flat surface with enough resistance to support the equipment weight and vibrations.
The support surface must allow the adherence ofthe centrifuge pads.

Safety zone:
Leave a free space of 30 cm on each side of the centrifuge.

The main switch access (located in the rear part of the device) shall be easily accessible.
Adjust the centrifuge height by means ofthe leg adjustment and with the help of a level,
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This equipment could cause vibrations that may affect other equipment nearby,
Do not place anything on the centrifuge lid.

11 Operation
11.1 Key functions of control panel

B
b 6
Bupg cnepegu Bupg esagn
Speed OPEN key / release . .
Centrifugation stop (5 ON/OFF key (7
indicator (1) lid (3) g P ©) y (0
Time |(r;()jlcator «P» Program (4) «E» Program (6) Power supply connector (8)
11.2 Starting up
Before use:
A Check that DUOGRAFTER Il is properly placed. Visually inspect the
device for any signs of wear and tear.

1) Connect the cable to the centrifuge on the power supply connector of DUOGRAFTER Il anc
to the external power supply.

2) Turn on the main switch (ON/OFF key).

3) Open the lid by pressing the OPEN key ad follow the instructions to connect the rotor on the
centrifuge. Note: The device is initially supplied assembled, and removal/installation o fthe rotor is not
required.

11.3 Rotor coupling
4) Open the lid by pressing the OPEN key.
5) Fit the pin ofthe motor shaft into its slot.
6) Apply the fixing nut and tighten it by hand. DO NOT USE any tool.
7) Load the tube adaptors on each wing ofthe rotor. Do not leave any wing without an adaptor.
11.4 Positioning of samples tubes
8) Place the sample tubes in a geometrically balanced position, as shown in the picture below.
Note: In case ofsample spillage in the centrifuge tank {or hazardous material), it is necessary to
disconnect the rotorfrom the device and clean it (see p. 24 Cleaning and decontamination).

Figure 5: the right position o ftubes

In case of an odd number of sample tubes, use the counterweight tube filled with
physiological saline solution having the same weight of the sample tube placed on the
opposite wing. The counterweight tube, filled up to its maximum volume shall be placed
A on the opposite wing
Ifyou are using a 50 ml tube, remove the tube adapter and place the sample tube directly
on the rotor wing. A counterweight tube filled to the maximum volume (20 ml) must be
placed on the opposite wing with a tube adapter.
11.5 Step centrifugation
9) Once the sample tubes are properly loaded, close the lid by pressing it down until you hear

the locking sound.
10) Select the centrifugation program according to the tissue to be processed:
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> “P” program: intended for processing blood to obtain Platelet-Rich Plasma (PRP).
> “L” program: intended for processing bone marrow and adipose tissue.
11) The OPEN key remains locked until the centrifugation cycle is completed
With the centrifuge is working:
Do not place dangerous substances in the safety zone
I Personnel must be out of the safety zone.

H Do not lean on the centrifuge while it is working.

12) When the speed indicator reads “0” (rpm), press the OPEN key and remove the containers.
Note: In case of sample spillage in the centrifuge tank (or hazardous material), it is necessary to
disconnect the rotor from the device and clean it (see p. 24 Cleaning and decontamination).

11.6 After use
13) Turn off the device by pressing the ON/OFF key.
14) Proceed with the cleaning of the parts

11.7 Emergency lid opening
In case of power supply cut, and if there’s a need to open the door, please follow the instructions:

o Remove the plastic stopper on the right side of the machine.
e Pull carefully from this stopper and the lid will open

A Do not use the emergency lid opening when the device is working

12 Type of contact with the human body

Contact with the patient:

The components of DUOGRAFTER 11 are not in contact with the patient.

Contact with medical staff:

Medical staff enters in indirect contact with the main unit and other components included in
DUOGRAFTER 11, since the contact with these components is required to perform the intended
purpose of the device. No direct contact is expected since the user is advised to wear protective
gloves during the procedure.

13 Other devices and other products that are not devices, which are intended to be used in

combination with the device

1. Container for the tissue to be processed: dedicated containers according to the tissue to be
processed, manufactured by FIDIA FARMACEUTICI S.p.A., Italy. The containers can fit in
the tube adaptors or can be placed directly in the rotor. Minimum technical characteristics:
capacity 20 ml, height of cylinder 90 mm * 0,5 mm, diameter of cylinder 21,4 mm + 0,2 mm,
or, capacity 50 ml, height of cylinder 100 mm + 0,2 mm, diameter of cylinder 33,41 mm +
0,1 mm

2. Counterweight tube 20 ml or 50 ml, manufactured by FIDIA FARMACEUTICI S.p.A., Italy:
provided together with the tube and filled up with physiological saline solution. It is required
to geometrically balance in weight the tube containing the tissue to be processed, in order to
perform the centrifugation step correctly. Minimum technical characteristics: capacity 20 ml,
height of cylinder 90 mm + 0,5 mm, diameter of cylinder 21,4 mm + 0,2 mm, or capacity 50
ml, height of cylinder 100 mm + 0,2 mm, diameter of cylinder 33,41 mm % 0,1 mm.

14 Intended use environment

The device is intended for indoor use in medical and health care facilities, cosmetology centres at a
temperature between 5°C and 40°C.

The maximum related humidity is 80% for temperatures up to 31°C, reducing linearly to 50% at 40°C.
The maximum altitude is 2000 meters.

15 Sterility
The device is provided non-sterile to the user and intended for multiple use.
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A cleaning step has to be performed after each use (see p. 24. Cleaning and decontamination), periodic
visual inspection for mechanical integrity has to be performed by the user (seep. 26 Technical maintenance
and repair).

16 Delivery content

Duografter Il is in a non-sterile form in a protective substrate made of foamed polyethylene, supplied
in a cardboard box. The delivery package also includes: tube adaptor (4 pcs.), power cord (1 pc.), user
manual (1 pc.), the rotor (1 pc.), fixing nut (1 pc.), base for holding the tube (1 pc.).

17 Technical characteristics of medical device

17.1 Technical characteristics of components of medical device

17.1.1 DUOGRAFTER 1l

The technical characteristics of the medical device are shown in the table below:
Table 2 - The technical characteristics o fthe medical device

DUOGRAFTER Il

Dimension (mm): Height x width x (223 x 321 X375) £0.5
depth

Power (W) 180

Speed (rpm) 1800/2500

Weight (kg) 12 £1,2 kg

Sound level Less than 60 dBA

Indoor use.
Temperature between 5°C and 40®C.

Environmental conditions for n . . -
onmental conditions for use and Maximum relative humidity 80% for temperatures up to

storage 31°C, reducing linearly to 50% relative humidity at 40°C.
Altitude: maximum 2000 meters.

Overvoltage level Category Il

Pollution degree 2

Device group depending on perceived Group 2

mechanical effects

Power supply 230V AC Single phase 50/60 Hz

Fuse 05 X20 mm 4A

IP protection degree IP20

Rotor and fixing nut
Tube adaptor (4 units)
Power supply cable
Base for holding the tube

Other components (included)

Maximum density of centrifizgable
substance

Intermittent operation Wait 10 minutes after a cycle
The time of setting the operating mode No more than 15 sec.

12g W

17.1.2 Tube adaptor
Height 90,1 £ 0,1 mm

Outer diameter 32 0,1 mm
Inner diameter 27,1 £ 0,1 mm
Weight 89,0+ 0,5 g
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17.2 Technical characteristics of accessories
17.2.1 Rotor

3

Figure 5. Rotor scheme and dimensions

Tolerances:
XX=%0,020
Weight: 270 £ 27 ¢

17.2.2 Fixing nut
Diameter 25 £ 0,5 mm
Width 17 £0,5 mm
Weight35+5¢g

17.2.3 Base for holding the tube
Diameter 79 £ 0,5 mm

Height 40 £ 0,5 mm

Diameter of the central hole 33,7 £ 0,1 mm
Weight 460 £ 46 g

18 Software
DUOGRAFTER 11 1ncodorale5 as integral part a software which manages the device functionality as

follows:
- It manages the command to start the rotation by selecting one of the two preset parameters
determined by the user when pressing the respective button for each program;
- It manages and shows the information on the display for the timer visualization;

- It manages the opening and closing of the cover lid.

Firmware Description
PRGO0091-01-X DUOGRAFTER Il firmware revision
Class A Safety class (EN 62304)

19 Information on electromagnetic compatibility of a medical device

Environment of use Basic

EUT setup configuration Table

Class A

Installation Transportable

20 Packaging

Centrifuge Duografter Il is provided within carton shipping boxes containing one cardboard box. Each
cardboard box includes a protective polyethylene foam system in order to protect the device from
accidental shocks during transport phase.

Base for holding the tube along with the tube adapters, placed in a polyethylene package, wrapped with

a cardboard base.
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The rotor and fixing nut are supplied pre-installed into the Centrifuge.

In case of separate shipment, a rotor, fixing nut, power cord, base for holding the tube and tube adapters
are placed in a polyethylene package, which is then placed in a cardboard package of suitable size.

21 The lifetime of device
The lifetime ofthe device is mainly affected by the possible failures due to repeated use of the device
(such as components’ degradation). The shelflife of DUOGRAFTER Il depends on:

e the materials: electronic circuitry made of materials with a slow degradation rate;

« storage conditions: DUOGRAFTER Il is supposed to perform at a temperature between +5°C
and + 40®C with the maximum related humidity of 80% for temperatures up to 31°C, reducing
linearly to 50% at 40°C. Altitude: till 2000 meters (m).

Taking into account the abovementioned aspects, the lifetime of the device is expected to be 10 years.

22 Transportation conditions

A medical device must be transported in a transport package by all types of covered vehicles in
accordance with the conditions of transportation applicable to each type of transport. The transport
temperature is 5-40°C. During the transportation short-term temperature changes are possible and do
not affect the product characteristics.

23 Storage conditions

The device is stored between 5°C and 40°C. The maximum related humidity is 80% for temperatures
up to 3UC, reducing linearly to 50% at 40°C. The maximum altitude is 2000 meters. The device must
be kept dry' and away from light sources.

24 Cleaning and decontamination
Electrical shock risk:
Before cleaning the device, unplug it from the power supply. Do not access the internal
parts of the device.

General cleaning of the outside of the equipment
It is recommended using a cotton cloth dampened with a solution of water and %" alcohol at 70%.

Cleaning and decontamination of spillage in the inside of the centrifuge

The user is responsible for the appropriate decontamination ofthe machine ifa dangerous material has
been spilled over or inside the equipment.

In case of sample spillage in the centrifuge tank, please clean it with a suitable biological disinfectant,
and compatible with inox and metallic aluminum surfaces such as: Incidian Oxifoam (or similar).

Before using any cleaning or decontamination method, consult the manufacturer to ensure that the
proposed method will not damage the equipment.

25 Error messages
In the event of one of these errors occurring, the machine will stop.

EMIORI Eprom failure
ERROR2 Unbalance failure
ERROR3 Tachometer speed failure
EIIROR4 Overcurrent
ERRORS Low voltage
ERRORG6 High feedback voltage
ERROR? Eprom failure 2

Do not use the centrifuge if the speed (rpm) does not stabilize. In this case, the real
speed could be different from the one indicated on the display

11
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Any handling of the inner electronic circuit boards by unauthorized personnel may
cause serious damages. Please make sure to bring the equipment to one of the
A Technical Assistance services authorized by the manufacturer. For detailed
information about the Technical Assistance services, please, contact the authorized
representative of the manufacturer.

26 Technical maintenance and repair
It is recommended that the user carries out periodic visual inspections (at least quarterly) of:
e Lid, hinge, lock, rotor, bucket, motor shaft and chassis: visually inspect if cracks, distortions or
oxide.
e Stains appear, as this will indicate a reduction of the material resistance.
e Rubber pads: verify that the material (rubber) maintains its features of flexibility and adherence
to table.
In case of wear of the rotor, it is necessary to replace the rotor and the fixing nut. To purchase a rotor
and a fixing nut, contact the Authorized representative of the manufacturer.
In the event of errors occurring, in case of malfunction of the device or for any other issues related to
the operation of the medical device, please, make sure to bring the equipment to one of the Technical
Assistance services authorized by the manufacturer. For detailed information about the Technical
Assistance services, please, contact the authorized representative of the manufacturer.

27 Utilization of medical device

The device is subjected to WEEE Directive regarding recycling.

All the electrical and electronic devices must be disposed of separately from household waste. For
more information about the disposal of obsolete equipment, please, contact the municipality or the
manufacturer/authorized representative.

The disposal of used components of a medical device is carried out similarly to epidemiologically
hazardous waste (for the Russian Federation — waste of hazard class B in accordance with SanPiN
2.1.3684).

The disposal of unused components of a medical device is carried out in the same way as household
waste (for the Russian Federation — waste of hazard class A in accordance with SanPiN 2.1.3684).

28 The list of applicable international standards

Regulation EC Ne 2017/745, 1SO 9001:2015, ISO 13485:2016/A11:2021, EN 62304:2006/A1:2015,
ENISO 20417:2021, EN ISO 15223-1:2021, MDCG 2019-1, MDCG 2018-1, MDCG 2018-6, EN [SO
14971:2019, 1ISO/TR  24971:2020, MDCG 2020-7, MDCG 2020-8, EN 62366-
1:2015+AC:2015+AC:2016+A1:2020, EN 61010-1:2011/A1:2018, EN 61010-2-020:2017, IEC
61326-1:2020, Directive 2012/19/EC.

29 Warranty and complaints

The company "FIDIA FARMACEUTICI S.p.A." assumes a warranty obligation to the end user in
respect of the medical device "Centrifuge DUOGRAFTER 11 for concentrate blood, bone marmow and
adipose tissue” for the absence of defects and compliance with the characteristics declared by the
manufacturer within 24 months from the date of delivery of the product to the user, subject to the
conditions specified in the user manual operation, as well as when servicing the device only in the
Technical Assistance services authorized by the manufacturer. For detailed information about the
Technical Assistance services, please, contact the authorized representative of the manufacturer.

The user shall report any serious incident occurred in relation to the device to the
Manufacturer or Authorized representative of the Manufacturer at the following e-
mail address: claims@fidiapharma.ru and to the competent authority of the Member

State in which he/she is established.

For all the questions related to the circulation of the medical device on the territory of the Russian
Federation and in the event of undesirable events contact the authorized representative of the
manufacturer on the territory of the Russian Federation:
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Limited Liability Company “FIDIA PHARMA RUSSIA” (“FIDIA RUSSIA”,LLC)

123610, Russia, Moscow, intracity territory of municipal district Presnensky, Embankment
Krasnopresnenskaya, house 12, room 1/18.

Tel.: +7 (495) 249-54-95, E-mail: claims@ fidiapharma.ru
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1  WHpopmauma gna nonb3oBaTens

e [laHHOE pYKOBOACTBO MNpeAoCTaBATEHO Ha 6YyMaXHOM HOCUTeNne W MNPUIOXKEHO K
MeAULMUHCKOMY wu3fennto. JltoGble AOMONHWUTENbHbIE KONWUW CnepgyeT 3anpawmnBaTth Y

npousBoAunTENS, YNONMHOMOYEHHOTO npeacrasutens npou3soanTens nnu
anctpubbroTOpa.

« [JlaHHOe pYKOBOACTBO MONb30BaTeNsA BaXHO [ANA a3kcnayaTtaumu npubopa. [Mepeg
ncnonososaHnem DUOGRAFTER Il cnegyer BHWUMATENbHO WU3Yy4YUTb BCe pasfensl

AaHHOTO PYKOBO/ACTBA.
e He BbINONHATL HUKAKMX OMepaLmnii, KpOMe ONMUCAHHbIX B PYKOBOACTBE MO/Mb30BaTENS,
e XpaHWTb aHHOE PYKOBOACTBO B TEYEHUNE BCETO CPOKA CNYX6bl U3fenns.

2 3HayeHWsA CMMBOJIOB M MEPbI MPEAOCTOPOXHOCTM

2,1 CwumBONbI HA MEAULMHCKOM U3LENNN

Tabnuua 1 —OnucaHne CUMBO/IOB Ha MapKUPOBKe
CumBon OnucaHune

JaTta n3rotoeneHuns

NAnr

- J M3roToBuTens
Homep mogenu

#

CepuiiHblin HOMEep

SN

UDI YHUKanbHbIA ngeHTu@uKkaTop nagenms

MD MegunumnHckoe nsgenune
MnaBKWii NnpefoXxpaHuTenb
Jvana3oH BnaxxHoOCTH

B0«
+40°-C TemnepaTypHbIn ananasoH

OCTOpPOXHO
K
OcTopoXxHo! 3nekTpnyecTso!
O6paTuTecb K MHCTPYKLUM NO MPUMEHEHUIO
O6paTuTeCch K MHCTPYKLMKU NO 3Kcnayataumu
Ocobasa yTununsayus

(Ja
©
X

Ha TpaHCMOPTHY YNaKOBKY MOTYT GbITb HAHECEHbI CNeayoLlie CUMBONbI: «He MCNonb30BaTh
Npu NOBPEXAEHUN YNaKOBKN», «XPynKoe, 06pallaTbCs 0CTOPOXKHO».
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22 CuMBONbI B 3TOM JOKYMEHTbI

OTOT CUMMBOM OTHOCUTCHA K nNpefynpexpieHusaM, OTHOCAWMMCHA K TexXHuke
6e30nNacHOCTH, K YKa3blBa€T Ha BO3IMOXHble OMaCHble NOCNeaACTBUA.

OnacHOCTb MOpPaXeHWUs 3/IeKTPUYECKUM TOKOM TMpuM AOCTyne K 30HaM,
0603HaYeHHbIM 3TUM 3HAKOM, WAW MNP BbLIONHEHUM onepayunii, 0603HaAYEHHbIX
3TUM 3HaKOM.

Mpwu BbLWONHEHWUW ONUCAHHOI onepauuy co6NAaTh yKazaHHble MHCTPYKUUN.

PUCK GMONOrMYECKOro 3arpsisHEHWsI MaTepuanoB B c/lydyae MNONOMKU MU
BE noTepy Npo6uMpoOK.

2.3 Mepbl NpefoCTOPOXHOCTU
LaHHbIli npubop BKAOYAET B ce6A COOTBETCTBYOLWME PYHKLUM Ge30MacHOCTU A5 6e30MacHoii
akcnnyatauuu. OTW (PYHKLUM HapyLWawTCcAa, ecnu UueHTpugyra WCNonb3yetrcsa cnocobom,

Mpn ncnonssosaHnu DUOGRAFTER Il cnefyeT Bcerga HagesaTb nepyaTku.

He wncnonb3yiiTe NerkoBoCNIaMeHATTLLECS WAW B3PbIBOOMACHbIe MaTepuassl
B6nn3n DUOGRAFTER I

He wucnonb3yiiTe MaTepuanbl, KOTOPble BCTYLWAT B CUAbHYIO XUMWUYECKYHO
peakuuto, CNOCOOHYIO Bbi3BaTb ONACHOCTb.

OTKAOYaTb NPUGOP OT CETW MUTAHUS, KOTAA OH HE UCMONb3YeTCs.

B cnyyae nofioMKM Npo6GUPOK C TKAHAMMW UK B C/iyyae YyTedykn 6M0N0rnyYeckoro
maTepuana TwartenbHo oyuctute DUOGRAFTER Il, ucnonb3ysa nepyatku u
yTUnm3npys yucrawme cpencrtea B COOTBETCTBUYU c MECTHbIM
3aKOHO4aTeNnsCTBOM 06 yTunusauum 6MonorMyecknx NpoayKTos.

CopgepXunmoe npobupok Heob6XO0AMMO YTUAM3UPOBaTb, 4YTO6GLI M36exaTb puCKa
NMepeKpecToii KOHTaMUHaL NN,

3 HawmmeHoBaHWe MeAULLMHCKOIO M3aenns

«LleHTpnpyra DUOGRAFTER Il gnAa KOHUEHTPMPOBAHMA KPOBW, KOCTHOrN0O MoO3ra wu
XNPOBON TKAHU» C NPUHALNEXKHOCTAMMU,
B COCTaBe:

1. UeHTpuopyra DUOGRAFTER Il - 1wT.

2. ApanTtep gnd npo6bupok - 4 wr.

3. WHyp nutaHma - 1 wr.

4. PYyKOBOLCTBO Nonb3oBaTens - 1uWT.
MpuHagnexHocTn:

1. Potop - 1luwr.

2. KpenexHas raika- 1wr.

3. OcHoBaHue gnda pasMmelleHmns npobupok - | wr.
[anee no TekcTy 6yAyT UCNOMb30BaHbl CNeAylolW e COKpalleHHble HAUMMEHOBaHNA:
«MeANLUHCKOe n3genune», «nsgenme», «npnbop», «ueHtpupyra», <k DUOGRAFTER»,
«DUOGRAFTER II», «Duografter», «Duografter Il».

4 CBejeHusas 0 npousBoauTene, pas3paboTuMkKe MELMLMHCKOIO W3genusa, MecTa
nponssoacTtea n YTl

MponsBoauTeb MEAULUHCKOTO N3LEeNUA:

«FIDIA FARMACEUTICI S.p.A>» /| «®NANA PAPMALEYTUCU C.n.A.»

Via Ponte Della Fabbrica 3/A, 35031 Abano Terme (PD), Italy | Bua MoHTe Aenna ®abpuka, 3/A,

35031 Aob6aHo Tepwme (Magya), NTanus

TeneoH: +39-049-8232111
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Pa3paboTumK MegULNHCKOTO U3fenmns

«FIDIA FARMACEUTICI S p.A» [ «dPUNOVNA PAPMALEYTUCKU C.n.A.»

ViaPonte Della Fabbrica 3/A, 35031 Abano Terme (PD), ltaly / Buna MoHTe fenna ®abpuka, 3/A,
35031 A6aHo Tepme (Magya), NTanns

TenethoH: +39-049-8232111

MecTo npon3BoAcTBa MeAULMHCKOI0 N3genns:
J.P.SELECTA, S.A.U., Autovia A2, km 585,10; 08630, ABRERA (Barcelona) SPAIN

YNONHOMOUYEHHbI NMpeacTaBuTeNb NPOM3BOANTENSA B Pd:

O6wecTBo ¢ OrpaHNYEHHOW OTBETCTBEHHOCTbIO «PUNANA PAPMA PALLA»

(000 «dUNAUNA PALLAY»)

KOpungnuecknii apgpec: Poccua, 123610 r. MockBa, BH.TEP.T MYHUUMUNANbHbLIA OKPYT
MpecHeHCcKWIi, Hab. KpacHonpecHeHcKas, 4. 12, nomew. 1/18

TenetoH: +7 (495) 249-54-95, Email: info@ fidiapharma.ru

5 OnwucaHue MegULWHCKOIO U3genusa

DUOGRAFTER Il - 3T0 HacTONbHOE LeHTpudyrnpyrlee ycTponcTBo, npegHasHauyeHHoe gns
06paboTKM KpPOBM, KOCTHOrO MO3ra M >XUPOBOW TKAHM C MOMOLWbLIO ABYX NpefBapuTesibHO
HaCTPOEHHbIX M3roToBUTENEM n He perynumpyemsbix nofib3oBartenem nporpamm
LeHTpUGYrMpoBaHus: «P» 4na KpoBU U «E» Ang KOCTHOrO M0O3ra v XXUPOBOI TKaHM.

6 HasHaueHue

MegununHckoe U3genve npegHasHavyeHo 419 pasfefieHnsd M KOHUEeHTPMPOBaHMA KPOBU, KOCTHOTO
MO3ra M XWPOBON TKaHW MeTOAOM UEHTPURYrMpoBaHUA C MNOYYEHWEM KOHLUEHTpaToB AnA
ayTo/IOTUYHOTO NPUMEHEHNS.

7 NMokKasaHMe K NTPUMEHEHUIO

MeanUMHCKOE nU3genne NokasaHo Ana pasfeneHnsa U KOHLEHTPUPOBaHUA KPOBU, KOCTHOTO Mo3ra
M OKWPOBOW TKaHW MeTOLOM LeHTPUPyrupoBaHmMs ¢ MOJYYEHWEM KOHLEHTpPaTtoB And
ayTO/IOTUYHOTO NPUMEHEHNS.

7.1 TloTeHuManbHble NOTPebUTENN
MeguunHcKoe n3genune LOMXHO UCNONb30BATHCA TONbKO KBANNMPULUPOBAHHBIMU MeSULUHCKUMU

cneymanucTamu, npowefWMMmM Hagnexauiee o6yd4yeHUe U KOTOPble MNPOYAM U YCBOWNW
PYyKOBOACTBO MOMb30BaTeNS.

8 TllpoTmBonoKasaHUsA U Nob6oYHble 3h(PeKThI
Hukakmx npoTnBOMNOKa3aHWM Unnm No6oUYHbIX 3P PEKTOB, CBA3AHHbIX C UCNOJIb30BAHWEM [JaHHOTO

n3pennsd, He BblABNEHO.

9 MpuHUKUN aeicTBUSA

MpuHunn pelicteuas DUOGRAFTER |l ocHoBaH Ha UeHTpPO6GEXHON cune, co3gaBaemoi
ACUHXPOHHBIM (MM  WHAYKUWOHHBIM) fABUratenem nepemeHHoro Toka (AC); yckopeHwue
UCNOoNb3yeTcs ANA pasfeneHnus U KOHLEeHTpauuu TkaHel (KPOBW, KOCTHOTO MO3ra W >XWUPOBOIA
TKaHW), pa3genas ux Ha OCHOBE rpagueHTa NNOTHOCTU KOMMNOHEHTOB TKaHel (0T 60/1ee BbICOKOI
K 60/1ee HU3KOW NAOTHOCTHK).

JaHHoe nspenne ocyuwiecTendaer LI,EHTpVIQ)yI'VIDOBaHVIe no npuHUnny cegunmeHTaunn.
,U,GVICTBI/ITBI'II:HO, co3faHne LI,eHTDOCTpEMI/ITefIbHOI\/JI CUnbl, I'Ipl/lBO,CI.VIMOVI B ,El,el7|0TBVIe aBuratenem umn
nepe,anaeMOM Ha poTop, a BCeACTBME 3TOr0, N Ha o6pa6aTb|BaeMb|e MaTepuanbl, Bbl3blBaeT UX
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pasfieneHne Ha pasnnyHble QpakuuMm N0 rpaguveHTy nNA0THOCTM. Bbibop  Kpusoii
LEHTPUGYrMpoBaHNs NrpaeT pewarLlyo poab B NpeaoTBpaLLeHn gerpagaymm 6MonornvYecKmnx
Npo6 Npu BbLWOMHEHUWN HafNeXallero pasgeneHus.

[aHHOe n3genme MOXHO UCNONb30BaTh TOJIbKO MOC/E €ro NPaBU/ibHOT0 pasMeLLeHns Ha NA0CKO
YCTOWYMBOA MOBEPXHOCTU PALOM C MOAXOAALLe 3NeKTPUYeCKOW pOo3eTKON. M3genne MOXHO
perynnposartb Ang 06ecnevyeHns Haun>'yWwero cLuensieHns ¢ pe3MHOBbIMUM onopamu. 3aTem faHHoOe
n3genne MNOLKNHOYAKT K BHEWHeMY WCTOYHUKY MUTAHUA C NOMOLWbIO LWHYypa NUTaHua,
NOAKAOYAEMOTrO K 3/1eKTpMYeckKoin poseTke (puc. 2), u BKAwYaeTcs KHonkoi [ON/OFF]

(BK/BbIKJT) (puc. 2), pacnonoXXeHHOI Ha 3aHeil naHenn LeHTpudyru.
0 9 p Q

6 O

Puc. 1: Nuuesas naHenb DUOGRAFTER Il - nngukaTop ckopocTwu (1); MHAUKAT OpP BPEMEHMU
(2): kHonka [OPEN] (OTKpbITb) ANd pa3bnokupoBky Kpbiw kK (3); KHONKa nporpanwbl «P» (4);
KHOMKa OCTaHOBKU LeHTpudyruposaHus (5); kKHonka nporpaMmmbl «b» (6)

Puc. 2: 3agHas naHens DUOGRAFTER I1- kHonka ON/OFF (BKJ1/BbIK/) (7); pa3bem
nuTaHua (8)

Monb3oBaTenb HaxumaeT KHonky [OPEN] (OTkpbiTh) (puc. 1), pacnoNoXKeHHY Ha nuueBoi
naHenu, U NpUCTynaeT K 3arpys3ke potopa Takum o6pa3oM, YTo6bl OH COOTBETCTBOBAN WTUPTY
Bana fBuratena M (QuKcupoBanca KpenexHoi rarkoin {[MpumeyaHue: nepsoHayanbHO u3genue
nocTasnseTca B Ccob6paHHOM BuAe, W CHATUe/yCTaHOBKA poTopa He TpebyeTcd). 3atem
BCTABNAKTCA ajantepbl And npobupok. LieHTpudyra no3Bonfer MCNONb30BaTb [0 YeTbipex
Npo6UpPoK eMKOCTb 20 Ma unan 50 mn.

Puc. 3: MpaBnnbHOE pacnono><KeHne poTopa U aganTepos Ans Nnpo6upok
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Puc.4: YcTaHoska npobupku B ueHTpudyry DUOGRAFTER Il ¢ npo6upKolii-npoTUBOBECOM

Mpobupkun, cogepxaline TKaHb, nognexawytw ob6paboTke, BcTandawTcs B DUOGRAFTER M.
Mpobupky HeoO6X0AMMO NOMECTUTb B LEHTPUPYry Takum o6pasom, 4ToObl OHU Obinu
reoMeTpUYecKn ypaBHOBELLEHbI.

Monb3oBaTenb 3aKpbliBaeT KPbMAMKY W BblOUpaAeT HYXHYK nporpammy LeHTPpUYrupoBaHus B
3aBUCUMOCTU OT 06pabaTbiBaeMoii TKaHw.

Llentpupyra DUOGRAFTER | OCHallleHa  AByMA pasnnyHbIMU O4HO3TANHbLIMN,
npeABapuTeNibHO  HACTPOEHHbLIMW  nporpammamMmu  LEeHTpUQyruposaHusd, KoTopble 06e
XapakTepusyTca TpexdasHbiM LUKAOM: nporpamma «P», npefHa3HavyeHHasa And 06paboTKu
KpoBu, 1 nporpammMa «E», npefHasHayeHHasa 415 06pabOTKM KOCTHOTO MO3ra U XXUPOBOW TKaHM.
B vacTHOoCTHU:

N [Mporpamma «P» HacTpoeHa Ha 04eHb ObICTPOe YCKOpeHMe f0 focTmxeHuns 1800 06./MUH.
1 paboTy Ha 3TOW CKOPOCTKN B TeHeHMe 8 MUHYT. 10 MCTeUYeHN N 3TOr0 BPEMEHU BpalleHue
LEHTPU(YIM O0YeHb MeANEeHHO 3aTOpPMaXMBaeTcd B TeyeHUe NPUMEPHO 3 MUHYT [0
MONHOW OCTAHOBKM (06WMNIA LUKA: 11 MUHYT);

A Tporpamma «E» HacTpoeHa Ha O4YeHb 6bICTPOE YCKOpPeHMe f0 fAocTuxeHns 2500 06./MuH.
M paboTy Ha 3TOI CKOPOCTU B TeveHne 12 MUHYT. 10 MCTEUYEHUN 3TOr0 BpeEMeHU BpaLleHune
LEHTPUPYTM 0YeHb MeLJIEHHO 3aTOpPMaXMBaeTCcd B TEYEHWe NPUMEPHO 5 MUHYT A0
MONHOI OCTAHOBKM (06Was NPOAOIKUTENbHOCTb LMUKAa: 17 MUHYT).

MeAnMUMHCKOE M3f4enne HaydyMHaeT u3fjaBaTb 3BYKOBOW CWUrHanA M aBTOMATUYeCKW BbINOJHSET
nporpaMmMy LeHTPUQYrupoBaHusa, MoKa3biBasg 3Ha4YeHUA CKOPOCTU BpalleHUs B obopoTax B
MUHYTY (06./MWUH.) N NPOAOMKNTENLHOCTU B MUHYTaxX. M0 3aBeplleHN Nporpammbl LeHTpUgyra
oCTaHaBNMBaeTCs, M3fjaBas TpuU MNOCMeAOBaTE/IbHbIX 3BYKOBbIX CUrHana Agna npeaynpexpaeHus
nonb3oBatens. Npu HeOBXOAMMOCTM MNOMb30BAaTENb MOXET OCTaHOBUTb LEHTpUdyruposaHue B
N0 60 MOMEHT, HaxaB KHonKy [STOP] (OcTaHoBKa).

10 ¥YcTaHOBKa MeAMLNHCKOIO U3genuns
PasmecTuTb Npubop pALOM C MOAXOAALW el PO3ETKON CETU MUTAHUSA.
Hanps>keHne ceTn NUTaHNA N cCUCTeMa 3a3eMJIEHUA
[JaHHoe m3genue [O/MKHO 6biTb NOAK/OUYEHO K CETU C HanpsH>KeHWeMm nuTaHus,
yKa3aHHbIM Ha PUPMeHHON Tabnnuke, 1 UMeTb UCNPABHYIO CUCTEMY 3a3eMJIEHUS.
Mcnonb3oBaTh TONbKO Kabenb NUTaHUS, BXOAAWMA B KOMMNIEKT NOCTAaBKMU.
He ncnonb3oBaTb Npubop, ecim cuctema 3a3emieHnsa OTCYTCTBYeT.
PasmecTuTb Npn6op pAAOM C NOAXOAALLEN PO3ETKOW CETM NMUTAHMSA.
MomecTUTb NPUOGOP Ha NOCKYH MOBEPXHOCTb, 4OCTATOYHO MPOYHYIO, UTOOLI BbIAEPXKaTb
ero Bec ¥ Bubpauuto. OnopHas NOBEPXHOCTb [AOJIXKHA [LOMYCKaTb NpuieraHue onop

ueHTpugyrm.
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3awmTtHasa 30Ha:
Mo o6e CTOPOHbLI OT LEeHTPUGYrn cnegyeT oCTaBUTb CBOOGOAHOE MPOCTPAHCTBO Ha
30 cm.
O6ecneunTb GecnpenATCTBEHHbIA AOCTYN K FNaBHOMY BblIK/AlO4aTento (pacnofioXeH B
3aflHeli NaHenw nsgenus).
OTperynumpoBaTh BbICOTY LEHTPUGYIN C MOMOLLbIO PETY/IMPOBOYHON HOXKMW U YPOBHS.
[JaHHOe wn3genve MOXeT Bbl3blBaTb BubGpauuMu, cnocobHble Mewatb paboTe
pPacrno/ioXXeHHOT0 pPAZOM C HAM LPYroro o6opyfoBaHus.
MomelwaTb Kakue-nn60 NpeaMeTbl Ha KPbIWKY LEHTPUGYru 3anpeLeHo.

11 3kKcnnyaTtauuns
MJZT OCHOBHble QYHKL MWW NaHenn ynpaBieHUs

B

Bupg cnepegn Bug csagun
NHoukatop KHonka [OPEN] KHOnKa 0CTaHOBKM KHonka ON/OFF
ckopocTu (1) (OTKpbITL) Ans LEeHTPUQYruposaHua (BKN/BbIKM) (7)
Pas6NoKNPOBKM (5)
Kpblw KK (3)
MHankaTop BpeMeHn KHonka nporpammbl  KHOMKa nporpamMmmbl Pasbem nutaHus (8)
(2) «P» (4) «E» (6)
11,2 3anyck
Mepen ncnonb3oBaHUEM:
A Yb6eautbcs, yTo DUOGRAFTER Il ycTaHOBNeH npaBufibHO. Mpounssectu

BHELWHN OCMOTpP n3pgenna Ha npeameT Kakux-nn6o MPN3HaAaKOB N3HOCA.

1) MopcoeAnMHUTb Kabenb K pasbemy nuTaHua Ha ueHTpudpyre DUOGRAFTER Il n kK
BHELWIHEMY UCTOYHWUKY MUTaHUSA.

2) BkntouunTb rnaBHbili nepekntoyvatens (KHonka ON/OFF (BKJ1/BbIK)).

3) OTKpbITb KPbIWKY, HaxxaB KHONKY [OPEN] (OTKPbITb), n cnefgoBatb MHCTPYKLMAM MO
NOACOEAVUHEHMWIO pOTOpa K LeHTpudyre. MpumeyaHue: nepeoHavabHO n3genne nocTasnsgeTcs
B CO6paHHOM BMAE, W CHATMEe/yCTaHOBKapoTOpa He TpebyeTcs.

11.3 ¥YcTaHOBKa poTopa
4) OTKpbITb KpbNnkKy, HaxXaB KHoNKy [OPEN] (OTKPbITb).
5) BcTaBuUTb WTU(T poTopa B COOTBETCTBYOLLMIA Mas.
6) YCTaHOBMTb KpenexHyw raiiky W 3aTsHYTb €e BpY4YHYl. Mcnonb3oBaHue n60ro
nHcTpymeHTa SATPEW AETCH.
7) YcTaHOBMTb afanTepbl 4Ng NpobUPOK Ha KaX[oe Kpblno potopa. He ocTaBNATb HU OfHO
Kpblno 6e3 aganTepa.

11.4 Pasmeuw,eHne Nnpobmnpok
8) YcTaHOBUTL nNpobupku ¢ ob6bpasyaMum TKaHeli B reoMeTpuyecku cbanaHCUpOBaHHOE
MONOXEHME, KaK MOKa3aHO Ha pUCYHKe Huxe. MNMpumMeyaHue: B cnyvyae pasnmsa 6M0n0rnyeckoi
YKUAKOCT Y (M onacHoro MaTepraya) He0OOX0Ar Lo OTKAYNTbLPOTOP OT Npubopa nnposecTH
OYNUCTKY (CM. NYHKT 24 OuucTKa U gesmHpekyms).
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Puc. 5: Ilpasunvroe pacnonosicenue npobupok

B cimy4yae HeueTHOro KonuyecTBa Npo6HpoK 1A 06pa3LoB HCNOIL30BaTh NPOOHPKY-
NPOTHBOBEC, 3aNOJIHEHHYIO GH3HOIOrH4YECKHM PacTBOPOM, HMEIOLLYIO TY XKe Maccy,
4yTo M npobupka Mg obpa3uoB, pa3MellieHHas Ha NPOTHBOMOJIOXKHOM KpbLIE.
TIpobupka-npoTUBOBEC, 3aMOJHEHHAas 10 MaKCHUMalbHOro obbema, noskHa ObITh
YCTAHOBJICHA Ha NPOTHBOMOJIOXHOM KpbLIE.

B cimyuyae ucnonszoBaHus npo6HpKH eMKOCThIO 50 MJI CHATDL aJanTtep Ui NpOOHPKH
H TNOMECTHTb NpoOHMPKy ¢ 0Opa3slioM HENOCPeACTBEHHO Ha KpbUIO PpOTOpa.
ITpo6bupky-npoTHBOBEC, 3aNOJHEHHYIO OO0 MaKCHManbHoro obwema (20 M),
He00X0IHMO pa3MECTHTh Ha MPOTHBOITOJIONKHOM KpbLI€E C a1anTePoM Ul MPOOHPKH.

11.5 Itan nenrpudyruposanus
9) Kak Tonbko nmpobHpku ¢ obpa3uamu TkaHeH OyAyT MpaBHILHO YCTAHOBIIEHBI, 3aKPBITh
KPBILIKY, HaXXHMas Ha Hee 10 TeX Mop, MoKa He MPO3BYYHT CHrHa 6JIOKHPOBKH.
10) BriO6pats nporpamMMy LeHTpu(yrupoBaHis B 3aBHCHMOCTH OT 06pabaTbeiBacMoOii TKaHH:

> nporpamma «P»: npeaHasHadeHa A 06paboTkH KPOBH C LIEJIBIO NOTyYeHHs 000rallleHHOH
TpoMbouuTtamu mnasmsl (OTII);

> nporpamMma «L»: npeanaznayeHa ans o6paboTku KOCTHOrO MO3ra H )KHPOBO# TKaHH.

11)Knonka [OPEN] (OtkpbiTh) ocTaercs 3a0JOKHPOBaHHOH 1O 3aBEpLICHHA LHMKIA
LEeHTpUYTrHpOBAHHUS.

Bo Bpems pa6oTnl nenTpudyru:
3anpelnaeTcs NOMelaTh ONAaCHbIC BEILECTBA B 3AIUHTHYIO 30HY.
I Ilepconan n1oKEH HAXOANTHLCA BHE 3aIIMTHOMN 30HBI.

H He onuparbcs Ha ueHTpH(yry BO BpeMs €€ paboThl.

12) Korana Ha MHOMKaTrope CKOpOCTH NOABHTCA noxasanue «0» (00./MHH.), HAOXaTh KHOINKY
[OPEN] (OTkpbiTh) M H3BiIeKHTE NPOOHPKHU. TIpumevanue: 6 ciyuae pasiuea 6uorozuyeckoti
HCUOKOCMU (URU ONACHO20 MAMEPUANA) He0HX00UMO OMKIIOY UMb pomop om npubopa u npoeecmu
ouucmxy (cm. nyukm 24 Oyucmka u Oesungexyus).

11.6 IlocJsie ucnosib3oBaHHSA
13) BeixynounTs NpUGOP, HAXKAB KHOMKY BKIIOYEHHS/BhIKJIIOYEHHUS.
14) INocne HCNoONb30BaHHA U3ETUSA BHINOJIHUTD OYUCTKY ACTAICH.

11.7 Apapuiinoe oTKpbIBaAHAE KPbIMKH
B cnyyae mepeboeB B 3NEKTPONMTAHHH H HEOOXOAMMOCTH OTKpBITH [BEpLly BBITIOJHHTD
cJeayroimue AeHCTBHA:

e H3Bneus I1acTHKOBYIO 3ariymKy Ha MpaBoil ctopoHe npubopa.
e  OCTOpPOXHO NOTAHYTh 3a MECTO, I HAXOAMJIACh ITa 3arTyHIKa, H KPbIILIKAa OTKPOETCH.

3anpeniaeTcs MCNONbL30BaTh ABApHHHOE OTKPLITHE KPLIUKU BO BpeMs paboTsl
npubopa.
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12 Bua KoHTaKTa ¢ OPraHH3IMOM 4eJIoBeKa

Konumaxm ¢ nayuenmom:

Komnonentst DUOGRAFTER 1l He KOHTaKTHPYIOT C NAalIMEHTOM.

Konmaxm ¢ meduyunckum nepconaiom:

MeauuMHCKkHil nNepcoHas BCTynaeT B HENPSAMON KOHTAaKT ¢ OCHOBHBIM OJIOKOM H JpyrMMH
KoMnoHentamH, BXxoasmuMH B coctaB DUOGRAFTER II, nockonbkKy KOHTaKT C 3THMH
KOMITIOHEHTaMH HeOOXO0IHUM JUIA BLINOJHEHHS MTPEAYCMOTPECHHOIO Ha3HaYeHus usaenus. [Ipsmoro
KOHTaKTa He 0XKHJAETCH, T. K. [10/1b30BaTEJII0 PEKOMEHIYETCS HCNOJIb30BaTh 3alllHTHBIE NIEPYATKH

BO BpeMs MpOLEeLYPbI.

13 CoBMecTHMOCTD ¢ APYTHMH H3JeJTHAMH

1. CpeuuansHbele npo6o3abopHble NpPOOGHPKH B 3aBHCHMOCTH OT oOpabaTbiBaeMOH TKaHHM,
npousBoactBa komnanuu FIDIA FARMACEUTICI S.p.A., Hrtanusa. I[Ipobupku Moryt
NMOMEILATLCA B ajantepe Ui NpoOHPOK HIM pa3MelllaTbCs HEMOCPEACTBEHHO B POTOpE.
MHHHUMaNbHBIE TEXHHYECKHE XapaKTePHCTHKH: 00beM 20 M, BeicoTa nuauHapa 90 mm £ 0,5
MM, JHaMeTp uunuHapa 21,4 mm £ 0,2 MM, HiH, 06bem 50 mu, BeicoTa uunuHapa 100 mm +
0,2 MM, nuameTp unimMHapa 33,41 MM = 0,1 MM;

2. Tlpobupka-nporuBoBec obbemoM 20 Ma wim 50 mu, npoussoactsa komnaHuu FIDIA
FARMACEUTICI S.p.A., Utamusa: nocraBnseTca BMeCTE ¢ aHAJIHTHYECKOH NMpoOupkoi H
3anosiHAeTcas (H3HOJOrHYECKHM pacTBOpoM. Jlns npaBHABHOrO BBHINOJHEHHA JTana
LUEHTPUGYTrHPOBaHHA HEOOXOOMMO TeOMETPHYECKH YPaBHOBECHTh IO Becy Npobupky,
coaepxaurylo oOpabGaTbiBaeMyl0 TKaHb. MHUHHMMalbHblE TEXHHYECKHE XapaKTEPHUCTHKH:
o6bem 20 mi, BeicoTa nManHapa 90 MM = 0,5 MM, nuaMetp uuanHapa 21,4 MM £ 0,2 MM, uiH,
06bem 50 M, Beicota umiMaapa 100 mm + 0,2 MM, anameTp uuauHapa 33,41 mm + 0,1 mm

14 YciaoBHS IKCILIyaTALIHH

JlaHHOe u3genne NpeaAHasHA4YCHO Ui HKCHOJIb30BAaHHA BHYTPH NMOMEIICHHUH B JIe4eOHBIX H

Ne4eOHO-NPOPUNAKTHYECKUX YUYPEKICHUIX, B KOCMETOJIOTHYECKHX LIEHTPaxX [IpH TeMIepaType
5-40 °C.

MakcumanbHas COOTBETCTBYHOIAsA BIAXHOCTh Bo3ayxa cocrasiser 80 % npu teMneparype A0
31°C u nuHeiHO cHuxaetcs Ao 50 % orHocuTenbHOH BraxkHocTH npu 40 °C.

MakcuManbHas BbICOTa Hal ypoBHeM Mops coctasiseT 2000 M.

15 CrepuabHocts

IIaHHOC H3OCJIHE NOCTAB/CTCA IIOJb30BATC/IIO B HECTCPHJIIBHOM BHAC H NPCAHA3ZHAYCHO 1A
MHOIOKpATHOIO NpHMCHCHHUA.

[Tocne kaxaOro HCNoJib30BaHUA HEOOXOAMMO BLIIOJIHATDL 3TANl OYUCTKH (cM. n. 24. Ouyucmka u
Oe3unghexyus), a TaKxKe MONbL30BATENb HO/KEH MPOBOAUTD NEPHOAHYECKHI BHEILIHHIA OCMOTP LA
MPOBEPKH MEXAHMYECKOH LEJOCTHOCTH MEAMLIMHCKOro usaenus (cm. n. 26. Ceedenusn o
mexHuueckom obcayxcusanuu u pemonme).

16 KoMmnieKTHOCTH NOCTABKH

IenTpudyra Duografter 11 B HecTepuIbHOM BHAE B 3AIMTHOH MOIOKKE H3 BCNEHEHHOrO
MOJIM3THIEHA ITOCTABJIAETCA B KAPTOHHOI KOpobke. B KOMIUIEKT MOCTAaBKHM TakxKe BXOAAT: aAantep
Ut mpobupok (4 mrT.), mHyp nuTaHus (1 mT.), pyKoBoACTBO nonb3oBareis (1wrt.), porop (1 mr.)
KpenexkHas raiika (1 mwr.), ocHoBaHHe 1S pa3MelleH|s npodupok (1 wr.).
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17 TexHHYecKoO€e ONHCAHHE MEAHIHHCKOI0 H3AeJIUA
17.1 TexuuvecKkHe XapaKTEePHCTHKH KOMMOHEHTOB MeAHIHHCKOI0 H3/1e/IHS
17.1.1 Henrpudpyra DUOGRAFTER

Tabauya 2 — Texnuueckue xapaKkmepucmuku MeOUYUHCKO20 U30eaus

DUOGRAFTER II

Pa3mepsi (MM):
BBICOTA X IIIMPHHA X
ryObuHa

(223 x 321 x 375) £ 0,5 mm

H XpaHCHHA

Mousocts (BT) 180

Ckopoctb (06./MHH) 1800 / 2500

Macca (xr) 12+ 1,2 kr

YpoBeHb 3ByKa Menee 60 nbA

YcnoBus okpyxalouei Hcnonb3zoBaHne BHYTpH [IOMELICHHH.
cpeabl Ul HCNOJIb30BaHHUS Temneparypa 540 °C.

MakcuMasnbHas OTHOCHTE/IbHas BaxkHocTh 80 % npu
teMnepartype a0 31 °C, nuHeiHo cHuxatomasca ao 50 %
OTHOCHTENbHON BIAXHOCTH NpH TeMmneparype 40 °C.
Bricora: He 6onee 2000 MeTpOB.

YpoBeHb NepeHanpsKeHus

Kareropus Il

BOCIIPMHHUMAaEMBIX
MEeXaHH4YeCKHX BO3AeHCTBUH

CreneHb 3arpsa3HeHHs 2
['pynna u3aemms B
3aBUCUMOCTH OT

I'pynna 2

HUCTOYHHK nUTaHUS

230 B nepeMenHoro Toka, ogHodasusblit, S0/60 I'y

[Tpenoxpanurenn 5 (nnametp) x 20 MM 4A
Crenens 3amursi IP IP20

Jpyrue KOMNOHEHTHI PoTtop u kpenexxHas rafika
(BXOJAT B KOMILJIEKT) Anantep nis npobupok (4 mr.)

[IInyp nutanus
OcCHOBaHHeE 115 pa3MenieHUs MpoOHPOK

MakcuManbHas TJIOTHOCTh
UeHTpHPYTHpYEMBIX
BEILIECTB

1,2 r/cM?

[TpepbiBucTas pabota

Oxunanue 10 MHHYT noce 3aBepieHHs LIHKIIA

Bpems yctaHoBneHus
pabouero pexuMa

He Gonee 15 cek.

17.1.2 Ananrep ansg npoSupox

BeicoTa 90,1 + 0,1 MM

Hapyxubiii nuamerp 32 + 0,1 MM

BHyTpennnit nnamertp 27,1 £ 0,1 mm

Macca 89,0+ 0,5r
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17.2 TexHUYeCKMe XapaKTEPUCTUKN NPUHAANEXHOCTE
17.2.1 Potop

43.19

Puc.6 Cxema npasmepbl poTopa

MpepenbHble OTKIOHEHUSA:
XX =+0,020
Macca: 270 r+ 27 r

17.2.2 KpenexHas rainka
OunameTtp 25 £ 0,5 Mm
WwnpuHa 17 = 0,5 mm
Macca: 35+ 5T

17.2.3 OcHoBaHWe gng pasMmew,eHNUA Npobupok
OuameTtp 79 = 0,5 mm

Bbicota 40 = 0,5 MM

OunameTp ueHTpanbHoro yrny6nenuns 33,7 = 0,1 mm
Macca: 460 r £ 461

18 TllporpammHoe obecnevyeHune
B DUOGRAFTER Il BCTpoeHO nporpammHoe obecneyeHue, KOTOpoe ynpasnsaeT QPYyHKUUAMU
JaHHOTO0 n3genna cnefytowmum o6pasom:

- OCYyL,ecTBAseT ynpaB/ieHne KOMaHAOl 3anyckKa BpaleHns nyTem Boi6opa 04HOT0 U3 ABYX
3aflaHHbIX NMapaMeTpoB, onpejensemMblX NOMb30BATENEM MPU HAXKATUKN COOTBETCTBYIOLLEN
KHONKW 4NA KaXA0l nporpammbl;

- ocylecTBnAeT ynpaBneHue mHGopmaumeli Ha gucnnee ANd Bu3yanusauuu Tanmepa u
oTob6paxaeT 3Ty MH(pOpMaLUIo;

- OCYyLlecTBNAeT ynpaBaeHne NPoLeccamm OTKPbITUA N 3aKPbITUA KPbMMKW.

Tabnuua 3 - Bepcua n knacc 6esonacHocTU nporpamMmHoro obecneyeHns DUOGRAFTER M

MpowHBKa OnucaHue
PRG0091-01-X Bepcua npowmnskn DUOGRAFTER Tl
Knacc A Knacc 6e3onacHocTu (EN 62304)

19 CBepseHua 06 31eKTPOMArHMTHON COBMECTUMOCTU MeAULMHCKOTO U3genns

Bupa anekTpomMarHuTHOW 06CTAHOBKM basoBas
KoHgpurypaunsa obopygosaHus HactonbHag
Knacc o6opypoBaHus A

Cnocob ycTaHOBKM MepeHOCHO
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20 CBepfeHunsa 06 ynakoBKe

LleHTpudyra Duografter Il agna 3awutbl un3genns oOT cA>"4yaliHbIX YyAapoB BO BpeM#
TPaHCMNOPTUPOBKY YNAKOBbLIBAETCA B 3aLMUTHYIO MOANOXKY U3 BCMEHEHHOT0O NONW3TUNEHA, 3aTeEM
yMNaKoBbIBaeTCA B KAPTOHHY KOPO6KYy, KOTOpas, B CBOK 0Yepefb, BKNaAblBAETCA B KAPTOHHYIO
TPAHCNOPTHY KOPOOKY.

OcHoBaHMe ANs pa3MelieHMs Npo6MPOK BMecTe C afantepamu AN NPo6MpPOK, MOMeL,eHHbIMY B
MONN3TUIEHOBY YNakoBKY, 060paynMBaldT KAPTOHHbLIM OCHOBAHWEM.

PoTop 1 KpenexXxHas raiika NoCTaBNAKTCA YXe npesycTaHOBNEeHHbIMU B LLeHTpudyry,

B cnyuyae oTAeNnbHOl MNOCTaBKWM pPOTOP, KpeneXxHas raiika, WHYp NUTaHWS, aganTepbl Ans
NMPOGUPOK M OCHOBaHWE ANS pasmMelleHns NPo6UPOK NMOMELLaloTCSA B MONMUITUNIEHOBYO YNaKOBKY,
KOoTopas 3aTem MoOMelLaeTcsl B KAPTOHHYH YNakoBKY NOAXOAsLULEr0 pa3Mepa.

21 CpokK cnyx6bl

Ha cpok cnyx6bl MeAWLWHCKOro u3fgenns BAWSIOT, B OCHOBHOM, BO3MOXHble cbou,
06yCNoB/iIeHHbIe MHOFOKpPaTHbIM WCMONb30BaHMEM W3Aenus (Hanpumep, yXyjlleHUe KayecTsa
GYHKULMOHNPOBAHUA KOMMNOHEHTOB). Cpok cny>x6bl DUOGRAFTER Il 3aBucuT 0OT:

* MaTepuanoB: 3MEKTPOHHbIE CXEMbl N3rOTOB/IEHbI N3 MAaTEPUaNIOB C MeA/IEHHOW CKOPOCThbI0
YXYALWEeHNA KayecTBa (PYHKLNOHUPOBAHUA KOMMOHEHTOB;

e ycnoBuii xpaHeHus: nsgenne DUOGRAFTER Il npegHa3HauyeHO Ang aKcnayaTayuu npu
Temnepatype 570 °C, Cc MakKCMManbHOW OTHOCUTENbHON BAaXHOCTbO 80% npu
Temnepatype Ao 31°C, nnHeiiHO cHmKarouieinca Ao 50% OTHOCUTENbHOW BAAXHOCTM MpwU
Temnepatype 40°C. BbicoTa Hag ypoBHeM Mopsd: o 2000 m.

C y4yeTOM BbMNen3N0XeHHbIX aCMEKTOB 0XMWLAeMbI/ CPOK CNYX6bl faHHOTO n3genns coctasut 10
neT.

22 YcnoBuA TpaHCnopTupoBaHUA

MeAnUMHCKOEe un3genne MNOANEXWT TPAHCMNOPTUPOBAHWUIO B TPaHCMOPTHON ynakoBKe BCEMMU
BMOAMMN KPbITbIX TPAHCMOPTHbIX CPEeACTB B COOTBETCTBMM C MNpaBuiamMyu TPaHCMOPTUPOBKMW,
0elCTBYIOWMMMN Ha KaXXAO0M Buie TpaHcnopTa.

Temnepatypa TpaHcnopTupoBaHua oT +5°C po +40°C. HenpoAo/KWUTENbHble W3MEHEHUA
TemMmnepaTypbl, BOSMOXHble BO BPeMsi TPAHCNOPTUPOBKU, HE BAUAKOT HA XapaKTepUCTUKN U3Lenns.

23 YcnoBug xpaHeHus

MeanuynHCKoe u3genne HeobXoAUMO XpaHUTb Npu Temnepatype oT +5°C pgo +40°C. MMpwu
Temnepatype o +31°C makcumanbHasa BnaxHocTb coctaBnaet 80%, NOoCTENeHHO CHUXAaACb A0
50% OoTHOCWUTeNbHOI BAAXHOCTU npu +40°C. BbicoTa Haj ypoBHem mops: go 2000 m. U3beraTb
B/lar N UCTOYHUKOB CBeTa.

24 OuyncTKa u gesmHpekunsa
Punck nopaxeHuns 31eKTPUUYECKNUM TOKOM:
Mepen npoBefeHMEM OYUCTKU WU3JeNnsd OTKAOYUTb €ro pasbeM OT WMCTOYHMKA
nuTaHua. JocTyn K BHYTPEHHUM AeTanam M3fenns 3anpeLeH.

O6b6uwaa o4McTKa BHEWHNX NOBeEPXHOCTel npubopa
PekoMeHayeTCcqd MCMNOMb30BaThb A1 OYUCTKU X10N4aTOOYMaxHYK TKaHb, CMOYeHHY 70%
pacTBOPOM BOAbl M 96-rpagycHoOro cnupTa.

OuncTka n o6ess3apaxmMBaHue pasIMBOB BHYTPU LEHTPUGYTK
Monb3oBaTeNb OTBEYAET 3a MPOBEAEHNE COOTBETCTBYHOLEr0 06€33apaK MBaHUsa U3AENnNs B cyyae,
eC/IN Ha 3TO W3JEeNNe UM BHYTPb HEro Gbl MPOAWUT ONacHbIA MaTepuan.
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B cnyyae yreuku npoOsul B pesepByap UEHTPH(PYrH OUHCTUTH €ro MOAXOAAIHM 6GHOOrHYECKHM
Ae3UHQHUHMPYIOIHUM CPEACTBOM, COBMECTHMBIM C MOBEPXHOCTAMH M3 HEpP)KaBEIOLICH CTATH H
META/UTHYECKOTO amoMuHus, Hanpumep HMuHumamn Oxcudom (wim ananoruuxoe). [lepen
HCIOJIb30BAHHEM JIIOOOr0 METOJa OYHMCTKM MM AE€3UH(EKUHH MPOKOHCYJIbTHPYHTECh C
MPOH3BOANTENEM, YTOOBI yOeAUThCA, YTO Mpe/iaraéMblii METO HE HOBPEANT 000pYA0BaHHIO.

25 Coobmenns 06 omnbke
B ciryyae BO3HHKHOBEHHS OJHOM H3 3THX olIHOOK NpHOOp OCTAaHOBHUTCA.

Tabauya 5 — Coobwernus 06 owubke

OILINBKA 1 Cb6oii DITIN3Y
OIIIUBKA 2 Hapymenue paBHoBecus
OLIHUBKA 3 COo0#t CKOpPOCTH TaxoMeTpa
OUHINBKA 4 Ileperpy3ka no Toky
OILUHUBKA § Huskoe HanpsikeHHe
OLIHUBKA 6 Bbicokoe HanpsxkeHHe 06paTHOM CBA3H
OLIHUBKA 7 Co6oii DIII3Y 2

He wucnonb3oBaTe ueHTpudyry, eciau ckoOpocTb BpaineHHs (06./MHH) He
crabunusnpoBanack. B 3Ttom ciydae peanbHas CKOPOCTb MOXET OTJIHYATLCA OT
yKa3aHHOH Ha QHCILIEE.

JroGble MAaHUNYJIALMH ¢ BHY TPEHHHMH 3JIEKTPOHHBIMH TUIaTaMH, OCY ILECTBIISEMbIE
HEYTOJHOMOYEHHBIM [EPCOHAJIOM, MOI'YT IIPHBECTH K CEPLE3HLIM MTOBPEXKICHHUAM.
Cnenyer B o0s3aTeIbHOM MOpAIKe nepeaatb NpHOop B MmoOyl0 H3 CEPBHCHBIX
cyx6, onoOpeHHbIX npoussoauTesneM. [lnsa nosyyeHns noapobHoit HHGopMallHH
O CEpBHCHbIX chayx6ax HeoOXOAUMO OOpaTHTBCA K  YMNOJHOMOYEHHOMY
MpPeACTAaBHTEIIO IPOU3BOAUTENS.

26 CaeneHHsl 0 TEXHHYECKOM 00CTy’)XHBAaHHH H PEMOHTE
[Tonb3oBarenio pekoMeHayeTCs NPOBOAMTH CIIEAYIOLIHE NMEPHOANYECKHE BHEILIHHE OCMOTPBI (He
pexe OAHOro pa3a B KBapTa):
o OcCMOTpeTh Ha HaM4YHe TpelMH, AePopMaLHii WK OKHCIIOB HAa KPbIWIKE, WAPHHUPHON neTne,
3aMKe, poTOpe, CTAaKaHe, BaIC ABAraTesid H IHACCH H3ACNHA,
L4 OCMOTPCTB, HE NOABWIHKCHL JIH MNATHA, TaK KaK 3TO 6)’116’1' CBHACTENLCTBOBATE O CHHIXKCHHUH
MPOYHOCTH MaTepHana;
e OcMOTpeTb pe3nHOBbIE ONOpbl: YOeauThca, YTO MaTepHasl (pe3uHa) COXpaHAeT CBOH CBOHCTBa
rHGKOCTH M CLETUIEHHS CO CTOJIOM.
B cnyuae u3HOCa poTOpa HEOGXOAHMO NPOM3BECTH 3aMEHY poTopa H KpenexHoi raiku. [{nsa
npuoOpeTeHHs pOTOpPa M KpemNeXHO#H raiiku HeoOXoJAMMO OOpaTHTBCA K Y MOJIHOMOYEHHOMY
NPEACTABUTENIO IPOU3BOAUTEN.

IMpyu BO3HHKHOBEHHH OMMUOOK, B Cilyuyae HEMCNPaBHOCTH NpuOopa uiu no moObM IPYrHM
BOMpOCAaM, CBSA3aHHLIM C 3KCIUTyaTalMeil MEIMLMHCKOrO M3JelHs, cleayeT B 00s3aTebHOM
NOpsAJKE Nepeaars Npuoop B MOOYI0 U3 CEPBUCHBIX CITyk0, 0106peHHBIX npou3BoauTeneM. s
nojydeHus mnoapobHoii HMHGOpPMALMM O CEPBHCHBIX ciyk06ax HeoOXomuMO OOpaTHTbCA K
YyNOJHOMOYEHHOMY MPEACTABUTEMO MPOH3BOAHTENA.

27 TpeOGoBaHHS K YTH/IH3AIHHA
Ha nanHoe wu3nenue pacnpoctpansercs aeiictBue JlupextuBbl «O06 yTHIM3ALHH OTXOAOB
NPOH3BOACTBA 3JIEKTPHUECKOrO H IEKTPOHHOro o6opynosanus» (WEEE).

Bce anekTpHyecKHe H 2IEKTPOHHbBIE H3ENHs HEOOXOHMO YTHIIH3HPOBATh OTAEIBbHO OT OLITOBLIX
orxonoB. Jlus mnonyueHus Gojee noapoOHO#H HHPopMalMH 00 YTHIH3ALUMH YCTapeBIIEro
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o6opynoBaHunA cnepyeT 06paTUThLCH B MYHUUMMannTeT nnm K
MPON3BOANTENO/YNONHOMOYEHHOMY NPEACTaBUTENIO.

YTnnusauma WUCNONb30BaHHbIX KOMMOHEHTOB MEAULMWUHCKOrNo MW34enud OCYLLecTBadAeTCS
aHanorM4yHoO 3aNMAeMMONornyeckn onacHolM otxofam (4na Poccuiickoin depepaynm —oTxosbl
Knacca onacHoctn b B cootBetcTBumu ¢ CaHlunH 2.1,3684).

YTnnnsaums HEUcnonb3oBaHHbIX KOMMNOHEHTOB MEAWLMHCKOTO W3A4enns Oocyl,ecTBaAeTCA
aHanormyHo 6bIToBbIM 0TX0AaM (Ana Poccuitckoin degepaunm —OTX0Abl Knacca onacHocTn A B
cooTBeTcTBUM ¢ CaHlMuH 2.1.3684),

28 TlpumMeHUMble MeXXAyHapoHble cTaHA4apThI

PernameHT EC Ne 2017/745, ISO 9001:2015, ISO 13485:2016/A11:2021,
EN62304:2006/A1:2015, EN 1SO 20417:2021, EN ISO 15223-1:2021, MDCG 2019-1,
MDCG 2018-1, MDCG 2018-6, EN ISO 14971:2019, ISO/TR 24971:2020, MDCG 2020-7,
MDCG 2020-8, EN 62366-1:2015+AC:2015+7C:2016+A1:2020, EN 61010-1:2011/A1:2018,
EN 61010-2-020:2017, IEC 61326-1:2020, AupexkTnusa 2012/19/EC.

29 TlapaHTuiiHble 0b6A3aTeNbCTBA N pekaamMaymns

KomnaHua «dNAVNA SAPMALEYTUCW C.n.A» npuHUMaeT Ha cebs rapaHTuliHoe
0643aTeNbCTBO MNepef, KOHEYHbIM M0Nb30BATENleM B OTHOLWEHWW MEAMLWHCKOro wu3genus
«Uentpnhyra DUOGRAFTER W Ans KOHUEHTPMPOBAHMS KPOBM, KOCTHOrO MO3ra U XWPOBOIii
TKaHW» N0 OTCYTCTBUIO [e(eKTOB W COOTBETCTBMIO  3aABJIEHHbBIM TMPOW3BOAUTENIEM
XapakTepucTukam B TeyeHWe 24 MecALEeB CO [HA MNOCTaBKW W3fenna Nnonb3oBaTento, npu
COBMIOAEHNN YCNOBUIA, YKa3aHHbIX B PYKOBOACTBE MONb30BaTeNdA, a TaKXe MpuU 0BCAYXMUBAHUN
npnéopa TONbKO B CEPBUCHBIX CcNyxbax, 0f06peHHbIX npoussoauTenem. [Ana nony4vyeHusd
noapobHOW MHpopMaLMKN 0 CEPBUCHBIX CNyxXb6ax HeoO6X0AMMO 06paTUTLCA K YNOTHOMOUYEHHOMY
npeacTtaBuTesnto Npou3BoOAUTeNS.

Monb3oBaTtenb 0653aH I/IHCbOpMMpOBaTb nponseoanTenda nanm ynoffTHOMOYEHHOTIO
A npeactasnuTena nponssoanTena o no6om CEPbE3HOM MHUWMAEHTE, MpoM3oLWenLem

B CBA3M C NPUOOPOM, NO agpecy 3/IeKTPOHHOW noyTbl; claims@ fidiapharma.ru n B
KOMMeTeHTHbI OpraH rocygapcrBa-y/ieHa, B KOTOPOM OH/OHAa HaxoauTcs.

Mo BceM BoMpocaM, CBA3aHHbIM C ob6paljeHnemM MeAMLUHCKOro M3gennsa Ha Tepputopun PP, a
TakXe MpPU BO3HUKHOBEHWU HeXefaTe/bHbIX ABAEHUI o6pawaTbCd K YMNOJHOMOYEHHOMY
npeacTaBUTENIO Ha TeppuTopun Poccuitckoit ®egepaumnu:

O6LWecTBO C OFpaHMYeHHOW OTBETCTBEHHOCTbIO «PUAVNA ®APMA PALLA»
(OO0 «dunpgna Pawa»)

KO puanyeckuin agpec: Poccusa, 123610 r. MocKkBa, BH.TEP.T MYHULUNNANbHbIA OKPYT
MpecHeHCKKN, Hab. KpacHonpecHeHckada, 4. 12, nomewy. 1/18.

Ten.: + 7 495 249-54-95, E-mail: claims@ fidiapharma.ru.
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({Tepeeod c arnzauiickozo u UMARLARCKO20 A3LIKOB KA PYCCKU A3bIK)

[Tocomun xomnanuu « Quoua Papmayeymucu C.n.A.»)

PYKOBOJACTBO NOJIbL30OBATEJIA
HA MEAHIIMHCKOE U3AEJIME
«Llenrprudpyra DUOGRAFTER II ang KOHIEHTPHPOBaHHA KPOBH,
KOCTHOTO MO3Ta H XKHPOBOH TKaHN»
C MPHHAUICKHOCTAMHU

YTBEPXKJIEHO

Kapao [Tanmoxapo (Carlo Pizzocaro),
Npe3HAeHT

«PHAUA ®apmaneyTucn C.a1.A»
(FIDIA Farmaceutici S.p.A.)

HMoanuces /noonucy/
18 mag 2024 r.

«OUITUA GAPMALIEYTUCH C.nLA.»

Bua Iloute Henna ®abpuka, 3/A, 35031 A6ano Tepme (Ilaaya), Uranua
Ten. +39-049-8232111

®akc: +39-049-810653

3. nowra: info@fidiapharma.it

[{Texams nomapuyca ITadyu Mapxoauna Huxonaca ou Ppanxo (Marcolina Nicolas Di Franco))
/noonuce/

Bepcus 1

«®uaun DapmaneyTcn C.uA.» Baz Mowre acnma Galbpuka, 3/A, 35031, AGauo-Tepwe (Maayn) Hranmn — Tex.: +39 049 8232111 - ®akc: -39 049 B10653 —
info@fidiapharma.it - PEC DL@pec.fidispharmagec.it ~ www.fidiapharma.com — Homep s peectpe npeanprarwii Maxyw — PermcTpansoniuil HOMEp NRaTenMusxa
HEC 00204260285 — Koa noaywarens: SNCSRI — Verannuit kameran 36 120 000 eapo, nonmocTsio ynnaves — Honep 3 Toproso-apomsnanennof, penecientoR
n cannexoxosncTeeHsoft nanate Nanyn 30793
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A, uwmxenomnucasmuiics a-p HUIKOJIAC MAPKOJIMHA (NICOLAS MARCOLINA),
norapuyc Ilagywm, 3apeructpapopanHbii B OKpyXHOM coBeTe HOTapuycoB [lagyH, HacTOAHIHM
YAOCTOBEPSIO, aro:

-r-H KAPJIO ITHIHOKAPO (CARLO PIZZOCARO), ypoxeneu Mmunana (Mrams), nata
poxnenua: 09 asrycra 1969 r., xoropeii smiaserca npeaceaarencM CoBeTa IHPEKTOPOB H
3akOHHBIM npencraeuteneM KoMnaHHu «OUIAHA GAPMAIIEYTHCH C.nA.» (FIDIA
FARMACEUTICT S.p.A.) (cosnanaoi H ocymecTBIsiomeH ACATEILHOCTE B COOTBETCTBHH €
3akoHonarenscTBoM Hramum), 3apeructpupoBaHHEI odHC KOTOpO#t pacmoniokeH Mo agpecy:
Abano-Tepme (Ilanys — Uramas), Bua I[Tonte aemna PabOpuxa, 3/A (Abano Terme (Padua —
Italy), Via Ponte della Fabbrica n. 3/A), 3aperucTpapoBanHoii B peecTpe koMnanmuii [Taxyu 3a
HoMepoM 00204260285 (naeHTHDUKAIIMOHHBI HOMEp HAJIOrOIUIATEBIINKA);
9bsl JMYHOCTh, AO/KHOCTD M TMOJNHOMOYHA Ha MNOANHMCAHHE NOATBEPKACHB], MOMIMUCAN
TIPSALICCTBYIOIANI TOKYMEHT B MOEM IIPHCYTCTBHN.
[Maxys, 16 Mas 2024 r.

[{Iexamb Homapuyca ITadyu Mapronruna Huxonaca ou @panxo}

/nodnuce/
[{Texams nomapuyca ITadyu Mapxoauna Huxoaaca ou Opanxo)

OTAEJ JETAJM3AUMH [TPOKYPATYPH HTAJIBAHCKON PECITYEJIMKA
B CYAE IIAAYH

ATTOCTHITb
{Taazcxan xonsenyus om 05 oxmabps 1961 2,)

1. Cmpana: Hmanesncran Pecnybauxa
Hacmoswguti opuyuanvuwiii doxymenm
2. nodonucarn HIKOJIACOM MAPKQJIHHA,
3. ewcmynarwowum ¢ xavecmse HOTAPUYCA TNMAIIYH
4. cxpennen nevamvio/wmamnom TOI'O XKE JIMLIA

Voocmoeepero
5. 6 Hadye 6. [LImamn: 23 maa 2024 r.)
7. IIpoxypamypoii
8. 3a N2 1376

9. Hevams [Heuams: IPOKYPATYPA UTAJIBIHCKOHA PECITVBJIMKH B CYJIE NMAJIVH])
10. Moonucs [IImamn: TTpoxypop Pecriybnuku
Anoxcenanmonuo PAKAHEII/TH (Angelantonio RACANELLI))
/noonucs/

[Texcm doxymenma na anzautickom u pycckom A3sikax udenmuien)
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IMepeso, TeKCcTa BbIMOMHEH NepeBOAUYMKOM MasoLoBo AHHOW AHLpeeBHOM

Poccuiickas depepaumns
[opog MockBa
CefbMOro OKTAGpA ABe ThiCAYM ABajuUaTb YeTBEPTOro roga

A, Bepemuin KOnua WropesHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYIO MOAAMHHOCTL MOANUCK

nepeBofyMKa MantoLoBoi AHHbI AHAPEEBHbI.
Mognuce caenaHa B MOEM MPUCYTCTBUM.
JInyHocTb nognucasLLIEro JOKYMEHT yCTaHOoB/MeH!

3apeructpupoBaH [peectp™: No TALU94-H/77-724-/2'2?C>-?
YnnadeHo 3a ¢(LLl  ue5[«;!é'H6™apiianbH”o aelictems; 400 py6. 00 Kom.
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