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Instructions for Use

«Administration set, for single-use»

Name of MD
Instructions for use is applicable for the following design variants of medical device:

Administration set, for single-use,
design variants:
1, Administration set Intrafix® Primeline (Intrafix® Primeline), design variants:

1.1. Administration set Intrafix® Primeline (Intrafix® Primeline), 180 ¢m, Neutrapur (Not made with
PVC), UV-protect, in assembled view: vented spike with air filter and snap cap, drip chamber with
filter 15 um, PUR line, roller clamp, patient connector Spin Lock with PrimeStop cap (cat.
0086774R), for single-use, 100 pcs./pac., with instruction for use (1 pc.).

1.2. Administration set Intrafix® Primeline (Intrafix® Primeline), 150 cm, Neutrapur (Not made with
PVC), in assembled view: vented spike with air filter and snap cap, drip chamber with filter 15
um, PUR line, roller clamp, patient connector Luer Lock with cap (cat. 4062191), for single-use,
100 pes./pac., with instruction for use (1 pc.).

1.3, Administration set Intrafix® Primeline (Intrafix® Primeline), 150 cm, in assembled view: vented
spike with air filter and snap cap, drip chamber with filter 15 um, PVC line, roller clamp, patient
connector Luer Lock with cap (cat. 4062957E), for single-use, 100 pcs./pac., with instruction for
use (1 pe.).

1.4. Administration set Intrafix® Primeline (Intrafix® Primeline), 75 cm, Neutrapur (Not made with
PVC), with back check valve (B.C.V.), in assembled view: vented spike with air filter and snap
cap, drip chamber with filter 15 um, PUR line, roller clamp, patient connector Luer Lock with
back check valve and cap (cat. 4062877), for single-use, 25 pcs./pac., with instruction for use (1
pe.).

1.5. Administration set Intrafix® Primeline (Intrafix® Primeline), 180 cm, with back check valve
(B.C.V.), in assembled view: vented spike with air filter and snap cap, drip chamber with filter 15
um, PVC line, roller clamp, patient connector Luer Lock with back check valve and PrimeStop
cap (cat. 4062983L), for single-use, 100 pes./pac., with instruction for use (1 pc.).

2. Administration set Intrafix® SafeSet (Intrafix® SafeSet), design variants:

2.1. Administration set Intrafix® SafeSet (Intrafix® SafeSet), 180 cm, Neutrapur (Not made with PVC),
UV-protect, in assembled view: vented spike with air filter and snap cap, drip chamber with
membrane AirStop, PUR line, roller clamp, patient connector Luer Lock with PrimeStop cap (cat.
4063131), for single-use, 100 pcs./pac., with instruction for use (1 pc.).

2.2. Administration set Intrafix® SafeSet (Intrafix® SafeSet), 75 cm, Neutrapur (Not made with PVC),
with back check valve (B.C.V.), in assembled view: vented spike with air filter and snap cap, drip
chamber with membrane AirStop, PUR line, roller clamp, patient connector Luer Lock with back
check valve and PrimeStop cap (cat. 4062878), for single-use, 25 pes./pac., with instruction for
use (1 pc.).

2.3, Administration set Intrafix® SafeSet (Intrafix® SafeSet), 180 cm, with back check valve (B.C.V.),
in assembled view: vented spike with air filter and snap cap, drip chamber with membrane
AirStop, PVC line, roller clamp, patient connector Luer Lock with back check valve and
PrimeStop cap (cat. 4063001), for single-use, 100 pcs./pac., with instruction for use (1 pc.).

2.4. Administration set Intrafix® SafeSet (Intrafix® SafeSet), 180 cm, in assembled view: vented spike
with air filter and snap cap, drip chamber with membrane AirStop, PVC line, roller clamp, patient
connector Luer Lock with PrimeStop cap (cat. 4063000), for single-use, 100 pcs./pac., with
instruction for use (1 pc.).
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2.5. Administration set Intrafix® SafeSet (Intrafix® SafeSet), 180 cm, Neutrapur (Not made with PVC),
in assembled view: vented spike with air filter and snap cap, drip chamber with membrane
AirStop, PUR line, roller clamp, patient connector Luer Lock with PrimeStop cap (cat. 4063002),
for single-use, 100 pcs./pac., with instruction for use (1 pc.).

2.6. Administration set Intrafix® SafeSet (Intrafix® SafeSet), 230 cm, in assembled view: vented spike
with air filter and snap cap, drip chamber with membrane AirStop, PVC line, roller clamp, patient
connector Luer Lock with PrimeStop cap (cat. 4063003), for single-use, 100 pcs./pac., with
instruction for use (1 pc.).

2.7. Administration set Intrafix® SafeSet (Intrafix® SafeSet), 210 cm, with injection site — needle-free
(Safeflow), in assembled view: vented spike with air filter and snap cap, drip chamber with
membrane AirStop, PVC line, roller clamp, injection site — needle-free (Safeflow), patient
connector Luer Lock with PrimeStop cap (cat. 4063004), for single-use, 100 pcs./pac., with
instruction for use (1 pe.).

2.8. Administration set Intrafix® SafeSet (Intrafix® SafeSet), 180 ¢cm, with injection site, in assembled
view: vented spike with air filter and snap cap, drip chamber with membrane AirStop, PVC line,
roller clamp, injection site (needle based), patient connector Luer Lock with PrimeStop cap (cat.
4063005), for single-use, 100 pcs./pac., with instruction for use (1 pc.).

2.9. Administration set Intrafix® SafeSet (Intrafix® SafeSet), 220 cm, with 3-way stopcock, in
assembled view: vented spike with air filter and snap cap, drip chamber with membrane AirStop,
PVC line, roller clamp, 3-way stopcock, patient connector Luer Lock with PrimeStop cap (cat.
4063006), for single-use, 100 pcs./pac., with instruction for use (1 pc.).

3. Administration set Intrafix® Primeline (Intrafix® Primeline), type Flush, secondary line, design
variants:

3.1. Administration set Intrafix® Primeline (Intrafix® Primeline), type Flush, secondary line, 35 cm, in
assembled view: vented spike with air filter and snap cap, drip chamber with filter 15 um, PVC
line with snap clamp, patient connector Luer Lock with cap (cat. 4110001), for single-use, 100
pes./pac., with instruction for use (1 pc.).

3.2. Administration set Intrafix® Primeline (Intrafix® Primeline), type Flush, secondary line, 35 cm,
Neutrapur (Not made with PVC), in assembled view: vented spike with air filter and snap cap,
drip chamber with filter 15 um, PUR line with snap clamp, patient connector Luer Lock with cap
(cat. 4110002), for single-use, 100 pcs./pac., with instruction for use (1 pc.).

4, Administration set Intrafix® SafeSet (Intrafix® SafeSet), type Flush, design variants:

4.1. Administration set Intrafix® SafeSet (Intrafix® SafeSet), type Flush, 180 ¢cm, with needle-free
valve (Caresite) and back check valve (B.C.V.), in assembled view: vented flushing spike with air
filter and snap cap, PVC line with snap clamp, needle-free valve (Caresite), drip chamber with
membrane AirStop, roller clamp, patient connector Luer Lock with back check valve and
PrimeStop cap (cat. 4110010), for single-use, 25 pcs./pac., with instruction for use (1 pc.).

4.2, Administration set Intrafix® SafeSet (Intrafix® SafeSet), type Flush, 180 cm, Neutrapur (Not made
with PVC), with needle-free valve (Caresite) and back check valve (B.C.V.), in assembled view:
vented flushing spike with air filter and snap cap, PUR line with snap clamp, flushing spike with
needle-free valve (Caresite), drip chamber with membrane AirStop, roller clamp, patient
connector Luer Lock with back check valve and PrimeStop cap (cat. 4110020), for single-use, 25
pes./pac., with instruction for use (1 pe.).

4.3, Administration set Intrafix® SafeSet (Intrafix® SafeSet), type Flush, 180 cm, with needle-free
valve (Caresite) and back check valve (B.C.V.), in assembled view: vented flushing spike with air
filter and snap cap, PVC line with snap clamp, flushing spike with needlefres valve (Caresite),
drip chamber with membrane AirStop, roller clamp, patient connector Luer Lock with back check
valve and PrimeStop cap (cat. 4110000), for single-use, 25 pcs./pac., with instruction for use (1

pc.).

The name of the medical device «cAdministration set» and its variants can be indicated further in the text as:
- administration set,
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- Administration set Intrafix® Primeline (Intrafix® Primeline) and/or Intrafix® Primeline (Intrafix® Primeline),
- Administration set Intrafix® SafeSet (Intrafix® SafeSet) and/or Intrafix® SafeSet (Intrafix® SafeSet),

- Administration set Intrafix® Primeline (Intrafix® Primeline), type Flush, secondary line and/or Intrafix®
Primeline (Intrafix® Primeline), type Flush, secondary line and/or Intrafix® Primeline (Intrafix® Primeline),
type Flush,

- Administration set Intrafix® SafeSet (Intrafix® SafeSet), type Flush and/or Intrafix® SafeSet (Intrafix®
SafeSet), type Flush

Device description

Administration set Intrafix® Primeline (Intrafix® Primeline), Administration set Intrafix® SafeSet (Intrafix® SafeSet)

cat. 0086774R, 4062191, 4062957E, 4062877, 4062983L, 4063131, 4062878, 4063001, 4063000, 4063002,
4063003

1 - Vented spike (1.1), which is integrated in drip chamber, is used to pierce the closure of a fluid container without pre-piercing
The piercing occurs without punching of the material from the seal. The air filter included in the top spike prevents the entry of
microorganisms by filtering the air. Snap cap (1.2) provides additional protection against contamination. 2 - Drip chamber allows
a constant visual monitoring of the flow rate of infusion solutions. A fluid filter of 15 um (for Intrafix® Primeline (Intrafix*®
Primeline)) or an air-proof membrane AirStop (for Inirafix® SafeSet (Intrafix® SafeSet)) (2.4) is located inside the chamber to
retain particles (and air — AirStop membrane) from the infusion solution. The drip chamber consists of top (2.1) and bottom (2.3)
and moulded ring (2.2), which provides a tight connection between the top and bottom of drip chamber. 3 - Tube is the fluid line
from the infusion bottle to the patient. The tubing, made of flexible material (polyurethane (PUR) or polyvinyichloride (PVC)),
shall be transparent or sufficiently translucent that the interface of the air and water during the passage of air bubbles can be
observed with normal or corrected vision. In the light-protective design variants of the medical device (cat. 0086774R and
4063131), a translucent orange tube is used, which protects against the effects of ultraviolet radiation. 4 - Roller clamp (consists
of housing (4.1) and wheel (4.2)) is used to regulate the volume flow rate of the infusion solutions. § - Patient connector is used
for connection to the vascular patient access. Depending on the design variant this connector can be Spin Lock or Luer Lock, and
additionally contain back check valve (with membrane) and/or PrimeStop cap, which protects the line from overfilling and prevents
the solution from flowing out.

Compared to the Luer Lock connector, the Spin Lock connector is based on a Luer Lock connection which is fixated by a screw
tightened coupling nut. This provides the advantage that the connection is possible without twisting the tube and an inadvertent
disconnection is prevented.

N

ﬂa

I

cat. 4063004

1 - Vented spike (with protective cap) (1.1), which is integrated in drip chamber, is used to pierce the closure of a fluid container
without pre-piercing. The piercing occurs without punching of the material from the seal. The air filter included in the top spike
prevents the entry of microorganisms by filtering the air. Snap cap (1.2) provides additional protection against contamination. 2 -
Drip chamber allows a constant visual monitoring of the flow rate of infusion solutions. An air-proof membranc AirStop (2.4) is
located inside the chamber to retain air and particles from the infusion solution. The drip chamber consists of top (2.1) and bottom
(2.3) and moulded ring (2.2), which provides a tight connection between the top and bottom of drip chamber. 3 - Tube is the fluid
line from the infusion bottle to the patient. The tubing, made of flexible material (polyvinylchloride (PVC)), shall be transparent
or sufficiently translucent that the interface of the air and water during the passage of air bubbles can be observed with normal or
corrected vision. 4 - Roller clamp (consists of housing (4.1) and wheel (4.2)) is used to regulate the volume flow rate of the infusion
solutions. § - Injection site — needle-free (Safeflow) is used for bolus injection of fluids into the infusion flow. 6 - Patient connector
is used for connection to the vascular patient access. This Luer Lock connector can additionally contain PrimeStop cap, which
protects the line from overfilling and prevents the sotution from flowing out
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GL 4063005

1- Vented spike (with protective cap) (1.1), which is integrated in drip chamber, is used to pierce the closure ofa fluid container
without pre-piercing. The piercing occurs without punching o f the material from the seal. The air filter included in the top spike
prevents the entry of microorganisms by filtering the air. Snap cap (1.2) provides additional protection against contamination. 2 -
Drip chamber allows a constant visual monitoring o f the flow rate of infusion solutions. An air-proof membrane AirStop (2.4) is
located inside the chamber to retain air and particles from the infusion solution. The drip chamber consists o f top (2.1) and bottom
(2.3) and moulded ring (2.2), which provides atight connection between the top and bottom ofdrip chamber. 3 - Tube is the fluid
line from the intusion bottle to the patient. The tubing, made of flexible material (polyvinylchloride (PVC)), shall be transparent
or sufficiently translucent that the interface ofthe air and water during the passage of air bubbles can be observed with normal or
corrected vision. 4 - Roller clamp (consists ofhousing (4.1) and wheel (4.2)) is used to regulate the volume flow rate o fthe infusion
solutions. 5 - Injection site (needle based) is used for bolus injection of fluids into the infusion flow, 6 - Patient connector is used
for connection to the vascular patient access. This Luer Lock connector can additionally contain PrimeStop cap, which protects
the line from overfilling and prevents the solution from flowing out

cat. 4063006

1+ Vented spike (with protective cap) (1.1), which is integrated in drip chamber, is used to pierce the closure ofa fluid container
without pre-piercing. The piercing occurs without punching of the material from the seal. The air filter included in the top spike
prevents the entry ofmicroorganisms by filtering the air. Snap cap (1.2) provides additional protection against contamination. 2 -
Drip chamber allows a constant visual monitoring o f the flow rate o f infusion solutions. An air-proof membrane AirStop (2.4) is
located inside the chamber to retain air and particles from the infusion solution. The drip chamber consists o ftop (2.1) and bottom
(2.3) and moulded ring (2.2), which provides atight connection between the top and bottom ofdrip chamber. 3 - Tube is the fluid
line from the infusion bottle to the patient. The tubing, made of flexible material (polyvinylchloride (PVC)), shall be transparent
or sufficiently translucent that the interface of the air and water during the passage o f air bubbles can be observed with normal or
corrected vision. 4 - Roller clamp (consists ofhousing (4.1) and wheel (4.2)) is used to regulate the volume flow rate o fthe infusion
solutions, 5- 3-way stopcock is used tor bolus injection offluids into the infusion flow. 6 - Patient connector is used for connection
to the vascular patient access. This Luer Lock connector can additionally contain PrimeStop cap, which protects the line from
overfilling and prevents the solution from flowing out

Adriristration st INrefix® SHeS (Inrafix®SHeS), tyee Aeh

cat. 4110010,4110020,4110000

1- Vented flushing spike (without protective cap) (1.1) is used to pierce the closure of a fluid container without pre-piercing. The
piercing occurs without punching of the material from the seal. The air filter included in the spike prevents the entry of
microorganisms by filtering the air. Snap cap (1.2) provides additional protection against contamination. 2 - Snap clamp can be
placed on the tube to stop the flow of liquid if necessary. 3 - Needle-free valve (Caresite) is used for injection of fluids into the
infusion flow. 4 - Drip chamber allows a constant visual monitoring ofthe flow rate of infusion solutions. An air-proof membrane
AirStop (4.5) is located inside the chamber to retain air and particles from the infusion solution into the system. The drip chamber
consists of top (4.1) and bottom (4,3) and moulded ring (4.2), which provides a tight connection between the top and bottom of
drip chamber. 5 - Tube is the fluid line from the infusion bottle to the patient. The tubing, made of flexible material (polyurethane
(PUR) or polyvinylchloride (PVC)), shall be transparent or sufficiently translucent that the interface of the air and water during
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the passage of air bubblea can be observed with normal or corrected vision. 6 - Roller clamp {consists of housing (6.1) and wheel
{£.2)) is used to regulate the volume flow rate of the infusion solutions. 7 - Patient commector Luer Lock is used for connection to
the vascular patient access. It contain back check valve (with membrane) and PrimeStop cap, which protects the line from

overfilling and prevents the solution from flowing out.

Administration set Intrafix® Primeline (Intrafix® Primeline), type Flush, secondary line

cat. 4110001, 4110002

1 - Vented spike (1.1), which is integrated in drip chamber, is used 1o pierce the closure of a fluid container without pre-piercing.
The pisrcing occurs without punching of the material from the seal. The air filter included in the top spike prevents the entry of

microorganisms by filtering the air. Snap cap (1.2} provides additional protection against

contamination. 2 - Drip chamber allowa

a constant visual movitoring of the flow rate of infusion solutions. A fluid filter of 15 um (2.4) is located inside the chamber to
vetain particlos from the infusion solution. The drip chamber consists of top (2.1) and bottom (2.3) and moulded ring (2.2), which
provides & tight connection between the top and bottom of drip chamber. 3 - Snap clamp can be placed on the tube to temporarily
stop the flow of liquid if necessary. 4 - Tube is the fluid line from the infusion bottle to the patient. The tubing, made of flexible
material (polyurcthane (PUR) or polyvinylchloride (PVC)), shall be transperent or sufficiently translucent that the intsrface of the
air and water during the passage of air bubbles can be observed with normal or corrected vision. § - Patient connector Luer Lock
is used for connection to the vascular patient access.

Main technical parameters see on packaging.
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'The difference is related to different parameters in the sterilization process at manufacturing site DE,
Germany and VN, Vietnam.

*Filter efficiency of filter 15 um: Particle retention with a filter efficiency >80% for a particle size of 20
um in accordance with EN ISO 8536-4.

*AirStop membrane (in drip chamber): Particle retention with a filter efficiency >80% for a particle size of
3um

Numbers of drops in | ml of liquid, flowing through drip chamber: 20 drops ~1 g% 0,1 g

Infusion flow rate, according to ISO 8536-4 / GOST R ISO 8536-4: not less than 1000 m1/ 10 min
Nominal inner diameter: 3 mm

Nominal outer diameter: 4,1 mm

Administration sets with UV-protect are used to administer light sensitive drugs.

IV administration sets can be used with devices which are compatible or in conformance with Luer connectors
(e.g., 1SO 80369-7).

Information of compatibility of infusion pumps for Administration set Intrafix® Primeline (Intrafix®
Primeline) (cat. 4062957E, 4062877, 4062983L), Administration set Intrafix® SafeSet (Intrafix®
SafeSet) (cat. 4062878, 4063001, 4063000, 4063003, 4063004, 4063005, 4063006), Administration
set Intrafix® Primeline (Intrafix® Primeline), type Flush, secondary line (cat. 4110001, 4110002) and
Administration set Intrafix® SafeSet (Intrafix® SafeSet), type Flush (cat. 4110010, 4110000) can be
found in the manufacturer’s instruction for use of infusion pumps, as example, Pump infusion
volumetric Infusomat P (Infusomat P) with accessories (Registration Certificate Ne ©C3
2012/13553). Technical characteristics of pumps are indicated in respective instruction for use.
Administration set Intrafix® Primeline type Flush, secondary line are compatible with Intrafix® SafeSet
type Flush or Infusomat® Space SafeSet, infusion, type Flush (cat. Ne: 8250719SP, 82507208) / Infusomat®
Space # Infusomat® Space SafeSet, infusion, Piggyback (cat. Ne: 8250710SP, 8250718SP) (Registration
Certificate Ne ©C3 2007/00004) or Infusomat® plus SafeSet, infusion, type Flush (cat. Ne: 8700280)
(Registration Certificate Ne ®C3 2023/20241)

IV administration sets are in accordance with EN 1SO 8536-4 / ISO 8536-4 (“G” & “P” devices); EN ISO
8536-8 / 1SO 8536-8 (“P” devices)

Always refer to the manufactures instruction for use of infusion pumps. (P-Set)

Intrafix® Gravity Sets (G): I.V. administration sets for gravity infusion.
Description on the Label:
L.V. administration set. Only for gravity infusion.

Intrafix® Pressure Sets (P): 1.V, administration sets for infusion by gravity and compatible pumps.
Description on the Label:
L.V, administration set. For infusion by gravity and compatible pumps.
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Intended purpose

Intrafix® Primeline (Intrafix® Primeline), Intrafix® SafeSet (Intrafix® SafeSet), Intrafix® Primeline (Intrafix®
Primeline), type Flush, secondary line, Intrafix® SafeSet (Intrafix® SafeSet), type Flush are intended for the
administration of solutions and liquid drugs, for the administration of antibiotics and cytotoxic drugs as well
as, solutions for total parenteral nutrition. For infusion by gravity and/or compatible pumps.

Sterility
Sterilized using ethylene oxide or irradiation. Please refer to the label of primary packaging.

Visually inspect the sterile barrier system for breaches and integrity prior to use.

Parameters sterilization by ethylene oxide (EO):
Type of gas: Ethylene Oxide 99,9% (100 %) or Ethylene Oxide 100 % or Ethylene Oxide and Carbon dioxide
90 % EO/ 10 % CO; (depending on sterilization site)

Parameters sterilization by Gamma irradiation:
Type of the isotope: Cobalt 60

Indication

1V administration sets are used for infusion therapy e.g.: Fluid volume maintenance, fluid volume replacement,
infusion of total parenteral nutrition, infusion of medications (e.g. antibiotics, chemotherapeutic agents) with
bottles and bags according to the SPC (Summary of product characteristics) of the drugs/solutions.

Patient population
The device can be used for all patients for which infusion therapy is prescribed. No gender or age-related
limitations. Intrafix® can be used for adults, pediatric and neonates.

Intended User

Intrafix® should only be used by healthcare professionals (professional nurses, licensed and/or certified
physicians, healthcare workers, midwifes, paramedics, pharmacists) who have been adequately trained within
the educational background in this technique.

Upon medical assessment and adequate instruction, patients and/or caregivers may also be allowed to take
over defined handling steps according to national guidelines. Healthcare workers are responsible for ensuring
that patients and/or caregivers are instructed in the correct use of Intrafix® and that the instruction of caregiver
and/or patient is documented by the healthcare worker.

Contraindications
¢ IV administration set shall not be used in case of proven incompatibility of the drug/IV solution to one
of the used materials. SPCs of the drugs/solutions for contraindications should be considered.
¢ No administration of blood products or blood components.

Residual Risks / Side effects
General risk occurring during infusion therapy including air embolism, local- to systemic infection, particulate
contamination. Leakage of drugs/fluids can be an additional hazard to patients, visitors or staff.

Precautions

Visual check of the IV administration set for damages before use.

Do not use if protective caps are missing or loose.

If pressure infusion (e.g. with a pneumatic cuff) is used, remove air from container beforehand. Observe
general safety precautions.

Mind the general guidelines for parallel infusions

Please also consider the corresponding SPCs of the drugs/ solutions regarding possible incompatibilities of

drugs/ solutions.
Monitor all connections for tightness over the whole infusion procedure.
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Alvays refarto tre manufacture’s irstruction far use of infusion pumps. (-Set)

Due 1o tre strudiure of tte fluid fille of Inrafp® SafeSet whilch achileves a articlke retention with a filler
efficey > 80% far a partacke siz of 3pm, tre infusian of highly visoous solutias, Iipid enulsions >10%

and cartain sugpasias can affect tre flow rate. With regard to thss, plleese al<o follow the infomation ntte
releent summary of product deradteristics.

Use asgotic tedmiques in acoordance 1o ratiaal guiceliness ad/or hogoital protools far variants with
Safeflon.

For Intrafo® Prinelire Flush and Intrafo® SafeSet Fiush

Scial 1V e for @l infusion with aorpatible main Iirg, e g Intrafp® SafeSet Flush w. Needle-free
valhe. Piggybadk). Do notcomectan Intrafo® Primel ine Flush Secondary ire directly 1o the patient witihout
tremain Ire

Use asgotac tedmiques inacoordance to ratiaal guicklines and/or hogoital protoools fonaniantswith Garesite.

After medication achinistrataan, fiush per rstitutical protoml, attaching conplletely between fildes, far
\aeriantswith Garesite.

Warning

Do rot reise. Re-use of sigleee deviass aeates a olentdal risk of patient or . itmay leed O
corttamination and/or impaiment of fuctiaal GgEbillity. Comtaminattion and/or limited fuctiaality of tte
device may leed 1o Injury, illressor deaith of the et Adninistration of ligtsasitive drugs reguires UV-

protected 1V adninistration sats. Always dedk, ifinconatabiliies with other drugs orwith neteriials sstated
ntte SPC (Summary of product deradteristics) of the dng.

Do ot re-attach the protective cap of the patient camector. Do rot restarillie. Do ot use aftar eiratian
cHe.

\Variants with Safeflov Caresite®:

Only use comection devices N compliance with 1SO 80330-7. Syriinges ar comectors which are ot n
corpliance with 1SO 803697/ EN 1SO 803697 can damage the saabablle valhve. Syringes and male huer
amectors have a larte \ariety of arfiguratias and can vary sigirficantly indesign and dimersios.

Do rotuse, nany sittatian, nesdles intre nesdle-firee injecticn ot
Operating Instructions - text and / or pictogram
1 Inrafo®Prarelirne

1 & 2 Unwrap tre M-sstand dheck whether the green ainvant cgp isclossd and the rllla-clarp isgoen.

3. Sike tre acntairar/ey/ottie.
4. Close tte i clanp.
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5 Tum the IV=system yosice domn. Squeeze inpulsively tre loner part of drip chamber and bring fluid ledl
up to tte nirg of the drip dhanteer.

6. Open rllarclap.

6. Squeeze tte loner part of drip chamber inpuilsively ance agaiin to ensure tre filllig up o tre rilg of e
dripdnarter.

7. Incase of gllass ottle sused gpen tre aina

Ta. In case ofbag or samirigid aontairer €. g- Eooflac® plius) alrvertt remains closed.

& Prime tre lre aopletely and cloe the dlla-clap.

9. Remove cgp and comect T venous aooess.

10. Gontrol tre flow rate by adjusting tte rdllarclarp. Alvways refar o the handling precautias described n
the picture and under ssctaan V. Inportant rote.

. Intraf®SafeSet

- BOQ

I.& 2. Unwrap the IV-setand dheck whether the green ainvant cap isclosed and tre rdllarclanp sgo.

3 Soike tre antairer/egy/ottle.
4. Hang inpataentcomector nhook of rlla-clarmp housing.

5 Close tre dllerclanp.

6. Tum the IV-system upside domn. Soueeze inpulsively tte loner part of drip chamber and bring flud leel
up totre ning of the drip darrber.

7. Open rdllerclap.

8. Squeeze tre drip chamber inpuilsively once acaintoasure tre fillirgup o the ning of the drip draner.

9. Incase of gllass lottle isUsed open treainat

A In case ofbag or semi nigid aontairer €. g- Eooflac® plus) airnvent remains closd.

10. Prime tre lire copletely and clcse tre lla-clanp.

I1. Remove cap and comect tovenous aoEss.

2. Cotol tre flow rate by adjusting the lla-clap. Always refar to the handlling precautios desaribsd in
tre picture and under ssctian V.. Inportant rote.
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11 Intrafix® SafeSet Type: Flush with needle free valve

Zu f Ecofivm BIM ( Gtan

1 Unwrap the N-set and dheck whether tre airvent cap isclosad and tre rdllerclanp isgoen. Irsrtspike of
Intrafp® SafeSet Flush into antairer. Close rdlllar clanp. Hold the drip chamber yoside down and open tre
rllaclap. Allthe drpchanber up tothe green rrg. Tum dripchamber back into il posttianand soueeze
tre drip chamber once narder o allow tre system o fill. Prine the sstaompletely.

2a. Close venting cgp atspike when using colligosible 1V artairers €. g- 1V bags or B. Braun Booflac® plus).
2. When using glass ottles or other ron-aollgsible plestic aontainers open venting cap atoike.

3. Hang npatsentcomector inhook of rollarclamp housing.

4. Remove mtient comector/tubing fram rdllarclanp.

4. Close rdllerclap.

5 Remove cgp from patiet camector.

6. Connect mtient comector tothe venous aoess.

7. Open rdllaclamp and antrol flowate by adjustaing tre rllar-clarp.
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V. Intrafo®Prinelire: Type Flush ssoondary Ire

IT

Unwrap the IV-set and cllose whirte srep clanp.

Check whether the airverit cap isclosd.

Insxrt spike of Intrafp®Primeline Flush secondary e into drug aontairer . In Gase ofglassottie sused
open treainant. Incase ofbag or sami ngid antairer @ g- Boofllac plus) aarvent remains closd.
Disinfect Caresite of Intrafp® SafeSet Type FildY Infusarat® SafeSet Type Hush.

Conrect Intrafp®Prinelire Type Flushwith Intrafp® SafeSet Type Hush.

Hang Intrafo® Primeline Type Flush on infusion pole.

St flud led of Inrafp®Prineline Type Flush by soueezing the drip dhanber.

Close vwhite srep clamp of Intrao® SafeSet Type Hiush.

Open whirte sep clamp of Intrafo® Prineline Type Flush and start infusian.

©N P

©pPNeEA

V. Inportant rote: When the preparad IV-system s lxddown horizantallly, e. g- on ataiket, ortte spiked gless
antairer splacsd on ateble, it snecsssary 1o close tre airvant cap beforehand! Onlly re-goen tte airvarit
cgpwhen the Infusian BrUMINg.

Always esure toesteblisha 20 cm sigm.

For Intrafo® (Pressure 'P) ad Intrafio® (Gravity "G re-spiking according o hogortall protoools ad /o
guicelires salloned during a sirgle procedlre.
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Duration of use
Duration of use is dependent on the intended therapy according to the SPC of the drug or solution. In general,
change of IV administration sets should occur according to national guidelines (e.g. CDC guideline) and/or
hospital protocols. IV administration pressure set (P) should be changed after 24h at the latest in case it is used
with an infusion pump.

Maximum duration of device’s use is 24 h with infusion pumps,

Maximum duration of device’s use without infusion pumps is

Area and conditions of use
The device can be used in for infusion therapy healthcare facilities, home healthcare, outpatient,
emergency situations and medical transport environments.

Disposal

Disposal after use shall be performed in compliance with national regulations and hospital protocols.

Where applicable use built-in stick prevention on the roller clamp.

Use integrated spiks protection at flow regulator housing for disposal.

Post-consumer disposal of medical device “Administration set” is performed in accordance with the
requirements for medical waste management established by the Russian Federation laws SanPiN 2.1.3684-21
for class B waste and other laws and regulations of the Russian Federation.

Unused medical device and unused packages should be disposed of in accordance with the procedure for
disposal of solid household waste, established by the legislation of the Russian Federation for
SanPiN 2.1.3684-21 class A waste. If you have any questions regarding the disposal of a medical device, you
should contact the authorised organisation (importer) in the Russian Federation.

Storage, operation and transport conditions

Parameter Operation Tmsgnmtin Storage
Te From +10°C to +40°C From -20°C to +40°C From +10°C to +25°C ()
Relative air humid, Up to 75% Up to 90% From 30%to 75%
Atm i 9001100 hPa 900-1100 hPa 900-1100 hPa
(*) Long-term storage outside this temperature range may affect the shelf-life and optimum capacity of the device.
Storage conditions:
Keep away from sunlight.
Keep dry.
Used materials
Main used materials are:

PA, SBS with dye or SBS, PS-HI, PS with dye or PS, Borosilicate, PP with dye, LDPE, PUR with dye or PUR,
PS-HI with dye, Lubrication, MABS, PC, LDPE with dye, Acrylic co-polymer / Non-woven nylon support,
PP, PVC, MABS with dye, POM, PSU, ABS, PE, POM with dye, isoprene rubber, silicone rubber.

Shelf life

Shelf-life of the administration set is 5 years from the manufacture date.
For the articles 4063006 the shelf life is 2 years from the manufacture date.
Do not use after the expiration date printed on the package.

Clinical benefits & Performances
N/A
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Notice to the user

All serious incidents related to this product must be reported to B. Braun and the competent authority in the
country where the product is being used.

If further Instructions for Use are required, they can be requested from the manufacturer or can be obtained
from the B, Braun homepage: https://eifu.bbraun.com/.

Additional content to be considered for active devices
Not applicable

Marking

Marking on the device: On the drip chamber of a medical product, an inscription is applied, namely the logo
of the manufacturer BIBRAUN (in Latin), formed during the MD manufacturer.

Symbols are used in accordance with GOST R ISQO 15223-1 for marking of the individuals and group/transport
packaging, for the decoding of the symbols see the Table below. Additionally, information in a foreign
language can be applied on the marking, namely: “Type UV-protect (Opafuseur) Spin Lock” (translation from
English: “Tun Y®-zaumra - Cnud Jlok™), “Type: PVC-free (Neutrapur), max. 2 bar” (translation from
English: “Tun: 6es [IBX (Neutrapur), MakcumanbHoe Aasnenue 2 6ap™), “Type: PVC-free (Neutrapur), Back
Check Valve, max. 2 bar” (translation from English: “Tun: Ges [IBX (Neutrapur), BosppaTheill xnanas,
MaxcHManwHoe nasienue 2 Gap™), “Type PrimeStop + Back Check Valve” (translation from English: “Tun:
TMpaimCron (PrimeStop) + Bossparuniit xnanau™), “Type UV-protect, Neutrapur” (translation from English:
Tun: Y@®-samura, Neutrapur”), “Type Back Check Valve / B.C.V. (translation from English: “Tun:
Bossparneit xnanan™), “Type: Neutrapur, max. 2 bar” (translation from English: “Tun: Neutrapur,
MaxcumaabHoe aasnenue 2 6ap”), “Type Injection Site-Needlefree” (transiation from English: “Tun: Mecto
ANt nEBEKLUHI - Besnironsanil foctyn™), “Type Injection Site” (translation from English: “Tun: Mecto ana
uHbexwuit’), “Type Stopcock”™ (translation from English: “Tun: Tpexxoaoso# kpauux™), “Type Flush
Secondary Line” (translation from English: “Tun Flush, scnomorarenshas nuaua”, “Type Flush Secondary
Line, PVC-free (Neutrapur)” (translation from English: “Tun Flush, Bcnomorarenshas nunus, Ges IIBX
(Neutrapur)™), “Type Flush with needie free valve and B.C.V.” )" (translation from English: “Tun Flush ¢
GesnIronbHBIM KOHHEKTOPOM M BOIBPATHEIM Knanawom™), “Type Flush with needle free valve and B.C.V.,
PVC-free (Neutrapur)”)” (translation from English: “Tun Flush ¢ Ge3nIroIsHBIM KOHHEKTOPOM ¥ BO3BPATHEIM
knanasioM, Ge3 NBX (Neutrapur)™), “Type Flush with needle free valve”)” (translation from English: “Tun
Flush ¢ 6e361ronbHeM KOHHEKTOPOM™),

Symbeols for marking
Symbaols Desiguation
‘- Manufacturer
] [t
g Use-by date
Batch code
Catalogue aumber
DI] Consult Instructions for use
K Caution
@ [omres
Sterilized using irradiation
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Symbels Designation
@ Green Dot
X Temperature limit®
Humidity limitations®
c € | CE mark — matk of conformity to Directive 93/42/EEC and the identification number of the accredited
0123| | centification authority of the European Union

Particle retention with a filter efficiency >80% for a particle size of 3 ym*

The mark of conformity to the Declaration of conformity medical devices in Russian Federation®

3|0

Corresponds to the technical regulation of Ukraine*

*in case of pretense

Manufacturer
B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany
www,bbraun.com

Manufacturing Site
1. B. Braun Melsungen AG, Carl-Braun-Str.1, 34212 Melsungen, Germany.

2, B. Braun Medical Kft Production Division, Déli-Kiilhatdr Gt 2-4, 3200 Gydngyds, Hungary.

3. B. Braun Vietnam Co., Ltd., Thanh Oai Industrial Complex, Bich Hoa Commune, Thanh Oai District,
156800 Hanoi, Vietnam,

Authorized organization (importer) in the RF

LLC «B.Braun Medical», registered address’ : 191040, St. Petersburg, inner-city territory of the city of federal
subject significance, the municipal district of Vladimir district, Pushkinskaya Street, building 10 letter A, office
40-N, tel/fax (812) 320-40-04, e-mail: office.spb@bbraun.com

! . Since the intracity district, as well ag other additions to the format of municipal division, is not an address-forming element, the

labeling of a medical product can indicate the address of the location of the authorized organization (importer) in the Russian
Federation in the form of: 10 Pughkinskaya St., St. Petersburg, 191040

Date of issue: 04.2024
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HucTpyrnus No npaMeHeHnIo

«CucreMa A8 MHPY3HH, 18 OJHOKPATHOTO NPUMEHEHHA»

HaumeunoBanue MU
NHCTPYKUHA MO MPUMCHEHKIO PACTIPOCTPAHAETCS HA CNEAYIOLIHE BAPHAHTHI MCMOAHEHHS MEAMLMHCKOrD
HIenns:

Cucrema ans uR)Y3I UM, IR OAHOKPATHOIO NPAMEHEHAS
BapUAHTH! HCTICTHEHHA:

1. Cucrema mia uysuu Hntpaduxc® IMpakmaatin (Intrafix® Primeline), BapyaHTsl HCTIONHEHUS:

I.1. Cucrema ans nudysun Uurpaduxc® Mpadimnatu (Intrafix® Primeline), 180 ¢m, Neutrapur
(6e3 IIBX), Y®-3amuTa, B cOGpaHHOM BHAE: BEHTUINPYEMBIT NPOKAJILIBAIOWNH HAKOHEUHHK C
BOAYUIHEIM (HIBTPOM M KPLILKOH, KanelsHas Kamepa ¢ ¢unsTpoM 15 MkM, nuHia us [TYP,
ponukoBbIft 3axmuM, KoHHexTop naimeHtra T™Mn Cnun Jlok ¢ konnaukoM PrimeStop (kar.
0086774R), ana ogHOKpaTHOrO NpuMereHud, no 100 wt./yn., ¢ HHCTpYKuMelt MO0 NPpUMEHEHHIO
(1 wt.)

1.2, Cucrema ans mubyun Murpapuxc® IMpalimnaitn (Intrafix® Primeline), 180 cm, Neutrapur
(Ges TIBX), B coGpaHHOM BUJIe: REHTHIHPYEMAIH NPOKANLIBAIOWNY HAKOHEHHUK C BO3AYLUIHbBIM
¢puAsTPOM U KpbuIKoH, KanensHas Kamepa ¢ ¢uiabTpoM 15 MM, nuuug u3 [TYP, ponnkossiit
38KHM, KOHHeKTOp nauueHTa THN Jltosp Jlok ¢ konnaykoM (kat. 4062191), ana oAHOKpaTHOrO
npuMeHeHns, no 100 wr./yn. ¢ uHcTpYKuKMeH no npuMeHexHio (1 wr.).

1.3. Cucrema ans undysun Hurpadwxc® Mpatimnaiin (Intrafix® Primeline), 150 cm, B cobpanHom
BUJE: BEHTHAMPYEMbIH MPOKANLBAIOWIUA HAKOHEUHHK C BOIAYLUHLIM DUALTPOM W KPLItLKOH,
KanenpHaa Kamepa ¢ GunbTpom 15 MM, nuuug u3 [IBX, ponukoBblif 3@KHM, KOHHEKTOD
nauuenTta THn Jhoap Jlok ¢ konnaykoM (kat. 4062957E), And OXHOKPATHOrO MPUMEHEHHS, 1O
100 wr./yn. ¢ uHeTpYKUMeHk no npumeneHnio (1 wr.)

1.4. Cucrema jis nrdysnn Harpaduxce® Ipaitmnaitu (Intrafix® Primeline), 75 ¢m, Neutrapur (Ges
IIBX), c¢ Bo3sparHbiM knanaHoM (B.C.V.), B cofpaHHOM BHae: BeHTUNMpYeMblit
NpOKAMLIBAIOIMNY HAKOHEUHHK C BO3AYWIHBIM (PUILTPOM M KpLiukoH, KanmeaLHas xamepa ¢
dunpTpoM 15 MKM, mnug us ITYP, ponuxossilt 3aXuM, KOHHEKTOp nauueHTa Tun Jhoap Jlok ¢
BO3BPATHRIM KJIanaHoOM H kojnavxoM (kat, 4062877), ans ORHOKPATHOrO NPUMEHCHHA, o 25
wT./yn. ¢ uecTpykunelt no npumenenmio (1 wr.)

1.5. Cacrema ans uadysuu Unrpaduxc® Mpaisnaiin (Intrafix® Primeline), 180 cM, ¢ Bo3BpaTHbIM
knamadoM (B.C.V.), B cofpaHHOM BuAe: BCHTHAWpPYEMBIH NpOKaNuIBAlOUUY HAKOHEYHHK C
BO3AYIUHBEIM PHALTPOM ¥ KPHILUKOH, KanensAas kamepa ¢ puisTpoM 15 MxMm, nunns us IIBX,
POIUKXOBRIN 38KHM, KOHHEKTOD NnauneHTa Thit Jlio3p JIok ¢ BO3BPATHLIM KIANaHOM M KOINAYKOM
PrimeStop (xat. 4062983L), ans ogHoKparHoro npuMerenns, no 100 T./ym. ¢ mHeTpykuuei no
npumMerenmto (1 urr.)

2. Crucrema nna nHdysnu Unrpaduxc® CafipCer (Intrafix® SafeSet), sapranTsi HCNONHEHHS:

2.1. Cucrtema ans uudysuu Hurpapuxc® CoiipCer (Intrafix® SafeSet), 180 cm, Neutrapur (Ges
MNBX), Y®-3aumra, 8 cofpaHHOM BHAE: BEHTHIIMpYEMbI# Npokanbizaloumit HAKOHEUHHK C
BO3AYIUHLIM PUILTPOM M Kpellikol, kanensHas xamMepa ¢ memOpanolt AirStop, uuus u3 [TYP,
POJSKMKOBLIA 3akMM, KOHHexTop naumeHta TUn Jliosp Jlok ¢ konmaukom PrimeStop (kar.
4063131), ans ogroKpaTHOro npUMeHeHKs, no 100 wr./yn. ¢ uncTpykuumelt no npuMerenmo (1
WIT.)

2.2. Cucrema i Hudysun Untpaduxc® CaltgCer (Intrafix® SafeSet), 75 cM, Neutrapur (Ges
NMBX), ¢ nosepaTHeIM kianmaHoM (B.C.V.), B cobpaHHOM BHAe: BEHTHAHpPYEMLIH
NPOKAILIBAIOIIMA HAKOHEYHWK ¢ BOSAYIMHBIM (DHALTPOM M KpLINKOH, KanenbHas Kamepa ¢
membBpanoit AirStop, aurus w3 [TYP, ponuxostifl 3akeM, koHHeKTOp naumenta TN Jloap Jlok ¢
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BO3BPATHRIM kianaHoM » xoanaukoM PrimeStop (xar. 4062878), ans ogHOxpaTHOrO
NpUMEHeHNA, o 25 wr./yi. ¢ wHCTpyxunelt no npuMeHexuto (1 wr.)

2.3. Cucrema ana undysuu Untpaduxc® CafipCer (Intrafix® SafeSet), 180 cm, ¢ Bo3BpaTHBIM
xnanatoMm (B.C.V.), B cofipaHHOM BHjE: BEHTHIMpYEMMI NPOKANLIBAIOUUIA HAKOHEYHUK C
BOIAYUIHBIM (PHILTPOM M KpRILKOH, KanenbHas xaMepa ¢ MemGpanolt AirStop, munns us NIBX,
PONHKOBLINA 3a0KUM, KOHHEKTOp nauueHTa THN Jtoap JIoKk ¢ BOIBPATHLIM KNANIAHOM ¥ KOJIIAYKOM
PrimeStop (xar. 4063001), ans oaHokpaTHOro npuMmeHeHud, no 100 wr./yn. ¢ HHCTpYKUKeH no
apuMenenmio (1 wr.)

2.4. Cucrema ans nadysun Hurpadukc® CatipCer (Intrafix® SafeSet), 180 cM, B cobpanHHoM
BHJC: BCHTHIHPYSMBIH MPOKANBIBAIOUIHA HAKOHETHHK ¢ BOIAYWHHIM QUALTPOM M Kpbiluko#f,
KaneibHAR KaMepa ¢ MemGpanol AirStop, aunua us [1BX, ponukoBuiif 3aXuM, KOHHEKTOp
naunenra THn Jhioop Jlok ¢ konnauxkoM PrimeStop (xar. 4063000), ans oaHOKpaTHOrO
npuMeHeHns, no 100 wr./yn. ¢ uucTpykuuel no npumerenuto (1 wr.)

2.5. Cucrema ana undysnn Unrpaduxc® CafigCer (Intrafix® SafeSet), 180 cm, Neutrapur (6e3
[IBX), B cobpaHHOM BHZE: BEHTHAMPYEMBIK NPOKAILIBAIOWMA HAKOHEYHHK C BO3AYLIHBIM
uaLTpoM M kpeIIKOH, KanenbHas kamepa ¢ MemGpanolt AirStop, nunug u3 IYP, ponukonsiit
32KHUM, KOHHeKkTOp nauueHTta Thn Jlioap Jlok ¢ konnaskoM PrimeStop (kar. 4063002), ans
OAHOKpATHONO NpuMeHenud, no 100 wr./yn. ¢ uncrpyxkureli no npumenenuio (1 wr.)

2.6. Cucrema uin uHGy3nu Hutpaduxc® CatipCer (Intrafix® SafeSet), 230 cm, B cobpanHoM
BHAC: BEHTHAHpYeMbIRt npokanuipatomuil HAKOHEMHHK ¢ BOIAYINHBIM (UABTPOM B KPhIMIKOH,
ranenhHax kamepa ¢ memGpanolt AirStop, auuus us [1BX, ponukosbilf saxkum, KOHHeKTOp
namuenrta tan Jhioap Jlox ¢ xonmaukom PrimeStop (xar. 4063003), ans oaHokpaTHOro
npuMeHeHus, no 100 wr./yn. ¢ uHcTpykiHell no npumenennio (1 wr.)

2.7. Cucrema uns undysuun Untpadukc® CanigCer (Intrafix® SafeSet), 210 cM, ¢ HEBEXUHOHHBIM
noproM s GeswironmsHoro aoctyna (Safeflow), B cobpaHHOM BHAE: BEHTHAHPYEMbIN
npoxankBalouni HAKOHEYHHK ¢ BO3AYWHLIM (QMILTPOM M KPHILKOH, KaneahHas kamepa ¢
membpano#t AirStop, 1nrua 13 ITIBX, ponnkoBuIit 3aXuM, HHBEKUHOHHLIR NOPT ¢ KOHHEKTOPOM
ana GeawironsHoro gocryna (Safeflow), xonHexTop mauuenra Tun Jliozp Jlok ¢ Koanaykom
PrimeStop (xar. 4063004), ans oaHokpaTHOro NpuMeHerus, no 100 wr./yn. ¢ HHCTpyKuuelh no
npuMeHeHmo (1 wr.)

2.8, Cucrema ans undysun Uarpaduxc® CotihCet (Intrafix® SafeSet), 180 cM, ¢ MHBEKUMOHHBIM
NOpTOM ANA MINIB, B COGPAHHOM BHJE: BEHTWIMPYEMEIM NPOKAABIBAIOWINK HAKOHEYHHK C
BOSAYUIHBIM PUIBTPOM K KpHILLIKOH, KanenbHas KaMepa ¢ MemOpanoit AirStop, muuua w3 [IBX,
POIMKOBRIN 380KMM, MHBEKIIHOHHBIN NOPT 1A JOCTYNA ¢ TOMOIILIO HIVIBI, KOHHEKTOP NalMeHTa
in Jloap Jlok ¢ konnaukom PrimeStop (kar. 4063005), ana oaHokpaTHOro npuMeHeHns, o 100
wr./yn. ¢ HHCTpyKuMel no npamenernio (1 wr.)

2.9, Cucrema sns uudysun Uarpaduxc® CotigCer (Intrafix® SafeSet), 220 cM, ¢ TpeXxoa0BLIM
KPaHKKOM, B COGPEHHOM BHJE: BEHTHIHPYEMbIH HPOKANMBAIOIURA HAKOHEYHWK C BO3RYIUIHLIM
dbuneTpoM K KpBILLIKOH, KanenbHan KaMepa ¢ MemGpaHolt AirStop, nunus us [MBX, ponauxoskli
38XKM, TPEXXOAOBLIA KpaHHK, kOHReKTOp nauxenTta Tun Jhioap Jlok ¢ konnaukoM PrimeStop
(xaT. 4063006), Ang OAHOKPATHOrO npHMeHeHus, mo 100 wWT/yn. ¢ MHCTPYKUMeA no
npHMeHeHo (1 wr.)

3. Cucrema ana nudysur Unrpaduxc® Mpatimnants (Intrafix® Primeline), Tun Flush, ecnomorarenuuas,
BAPHAHTHI HCTIONHEHNA:

3.1. Cucrema anma undysun Hurpaduxc® [padtmnaiin (Intrafix® Primeline), un Flush,
BCROMOTATEAbHAR, 35 CM, B cOOpAHHOM BHAE: BEHTHAHPYEMbIH NPOKANLIBAIOLIHI HAKOHEUHHK C
BO3RYLUHBIM PUALTPOM M KPIKOH, KanenbHas kaMepa ¢ GuneTpom 15 Mxm, avuus u3 NBX co
IeTMKOBBIM 38KHMOM, KOHHEKTOp naumerta Tun Jhoap Jlok ¢ konnaukom (xat. 4110001), ans
OAHOKPATHOTO NpuMeHerus, no 100 wir./yn. ¢ uHcTpyxuuelt no npumenermo (1 orr.)

3.2, Cucrema ans undysan Hurpadukc® TMpadimnadin (Intrafix® Primeline), ™o Flush,
BeroMoratensad, 35 cm, Neutrapur (6es TIBX), B coGpaHHOM BHAE: BEHTHAMpyeMbii
NPOKankIBAIOUMY HAKOHEWHHK ¢ BO3AYWHMM (QUABTPOM M Kpbluixol, xanenbHas KaMepa ¢
GunnTpom 15 MM, nuHRA U3 TTYP CO IMENYKOBBIM 38XKHMOM, KOHHEKTOpP nauueHTa THN Jliosp
Jlok ¢ xoamauxkom (kar. 4110002), ans oanoxparHoro npumenesus, no 100 wmr/yn. ¢
uHcTpykuueH no npumeneHuio (1 wr.)
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4. Cucrema ans uHdy3suu Untpadukc® CadCer (Intrafix® SafeSet), Tun Flush, BapuanTsl ucnonnenus:
4.1. Cucrema ansa unysun Uurpapukc® CanpCer (Intrafix® SafeSet), Tun Flush, 180 cm, ¢
6esbironbHbIM nopToM Ans npombiBanus (Caresite) M Bo3BpaTHbIM kinanaHoM (B.C.V)), B
co6paHHOM BHIE: BEHTHIMPYEMblif NMpOKaNbIBAIONA HAKOHEUHHUK JAMHUH IUIA TIPOMBIBKH C
BO3AYWIHLIM GHUNLTPOM M KphILKOH, nuHUA u3 TIBX co uienykoBBIM 3a)HMOM, MOPT Ans
NpoMLIBaHHA C KOHHeKTOpoM anf Ge3bironbHoro aocryna (Caresite), kanenbHad kamepa ¢
memOpaHoit AirStop, ponMKoBbIif 3a%uUM, KOHHEKTOp nauveHTa TN JIio3p JIok ¢ BO3BPAaTHLIM
KianaHoM M koanaukoM PrimeStop (kar. 4110010), ans oAHOKPaTHOro NpUMeHeHus, no 25
WT./yMn. ¢ MHCTpYKUHeit no npumeHeHuto (1 wr.)

4.2. Cucrema ans unoysuu HUurpadukc® CoitgCer (Intrafix® SafeSet), Tun Flush, 180 cm,
Neutrapur (6e3 [1BX) c¢ Ge3bironsHbiM noprom s npombiBaHua (Caresite) U BO3BpaTHbIM
knanaHoM (B.C.V.), B coGpaHHOM BH€: BEHTHIHPYEMbI POKaNbIBalOLM HAKOHEUHHK THHUH
IR IPOMBIBKH € BO3/lYLUHbIM (HUILTPOM H KpbILIKOH, TMHUA U3 [TYP cO LIeNYKOBLIM 32XKHMOM,
NOPT ANS MPOMBIBAHUA C KOHHEKTOpOM s GeswironbHoro aoctyna (Caresite), kanenbHas
Kamepa ¢ meMOpaHoii AirStop, ponukoBblf 3akHUM, KOHHeKkTOp nauueHta THn Jloap Jlok ¢
BO3BpaTHbIM IJlaaHoM M konmaykom PrimeStop (xar. 4110020), ans oaHokpaTHOro
NpUMEHEHNs, no 25 WT./yMn. ¢ HHCTpYKLUHeit no npumeHenuto (1 wrt.)

4.3. Cuctema ans undysun Uurpapukc® CaitgCer (Intrafix® SafeSet), Tun Flush, 180 cm, ¢
Ge3bironbHeIM NOpTOM Ana npombiBaHUA (Caresite), B coG6paHHOM BHAE: BEHTHIHpYeMblii
NpOKaNLIBAIOWHA HAKOHEUHHK JIMHUYW JUIA NPOMBIBKY C BO3AYLIHBIM (PUALTPOM W KpBILIKOH,
avHua u3 [IBX co 1uenykoBbIM 3aKHMOM, MOPT ANA NPOMLIBAHHS C KOHHEKTOPOM s
6e3bironnHoro gocryna (Caresite), kaneabHas kamepa ¢ MeMGpaHol AirStop, poTMKOBLIH 3aXHM,
KOHHEKTOp nauxenTa TMn Jltoap Jlok ¢ konnaukom PrimeStop (kart. 4110000), ang oqHokpaTHOro
npUMeHeHH, no 25 wr./yn. ¢ MHCTpyKuMeil no npumerenuio (1 wr.)

HaumeHoBanne MeanumnHckoro usgenus «Cucrema uis WHY3uH, ANS OAHOKPATHOrO MPUMEHEHHS» U €ro
BapHaHTOB MCMOJTHEHUS Aalee N0 TeKCTYy MOXeT ObITh yKa3aHO Kak:

- cHUcTeMa s HHQY3uH,

- Cuctema ans undysun Mutpapukc® Mpaiimnaitn (Intrafix® Primeline) w/unu Uutpadukc® Mpaitmnatin
(Intrafix® Primeline),

- Cucrema ana undy3nuu Uutpaduxc® CandCer (Intrafix® SafeSet) u/nau Unrpadukc® CaitdgpCer (Intrafix®
SafeSet),

- Cucrema ans uHdy3uu Untpaduxc® [Mpaitmnaity (Intrafix® Primeline), Tun Flush, Bcnomorartenshas u/unu
HUurpadukc® Mpaiimnait (Intrafix® Primeline), Tun Flush, scnomorarenshas w/unn Untpadukc® [Mpattmnaitn
(Intrafix® Primeline), Tun Flush,

- Cucrema ana uudysuu Unrpadukc® CaidCer (Intrafix® SafeSet), Tun Flush u/unn Untpaduxc® CaitdCer
(Intrafix® SafeSet), Tun Flush.

Onucanne H3aeaus

Cucrema ana undysun Uurpaduxc® [Mpaimnaitu (Intrafix® Primeline) u Cucrema ans undysnu Untpadnkc® CafdCer (Intrafix®
SafeSet)

kaT. 0086774R, 4062191, 4062957E, 4062877, 40629831, 4063131, 4062878, 4063001, 4063000, 4063002, 4063003
1 - Bentunupyemuiit npoxansisaiownit HakonedHuk (1.1), BCTpoeHHbIf B KanenbHYIO KaMepy, HCROABLIYETCA AnA npokona npobku drakoxa ¢
HH}Y3HOHHBIM PACTBOPOM, NPHYEM MPOKON OCYWiECTBASCTCA Ge3 notepH Matepuana npolku dnakoHa ¢ pacTsopom. Bxoasuu#t B cocras
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HaKOHeYHMNKa BO3AYLWHbI UALTP npefoTBpaliaeT nonagaHve MUKPOOPraHW3MoB nyTem uabTpauyun Bo3gyxa. Kpblllka BEHTUAALMOHHOTO
KaHana saujenkvsatwuiascsa (1.2) o6ecneynBaeT AONONHUTENbHYIO 3alUTy OT 3arpa3HeHunii. 2 - KanenbHas kamepa npefoctaBfisieT BO3MOXHOCTb
NOCTOAHHOTO BM3yas/lbHOTO KOHTPO/A 3@ PACXOA0M MH(Y3WOHHbIX PAcTBOPOB. BHYTPU kamepbl PacrnofiodXeH XUAKOCTHbI (unbtp 15 MKM
LBH (IntrafixPrimeling)) nnm sosayxonenponnuaemas mem6pana AirStop (AR VHTpadmke CandpCer (Intrgfix\SafeSet))
(2.4) pna npepoTBpalleHus nonajaHus MexaHu4yeckux vactuly (M Bosgyxa - MembpaHa AirStop), KoTopble MOryT cofepXaTbCs B UH(Y3NOHHOM
pacTBope. KanenbHas kKamepa COCTOUT 13 BepxHeit (2.1) n HmxHe (2.3) yacTein n pasgenntensHoro Konbla (2.2), kKoTopoe o6ecneymBaeT NI0THOE
coefiMHeHne BepXHeill U HMWXHEeNR yactTu KanenbHol kamepbl. 3 - JINHUSA - 3TO IMHUA MexXay (h/TaKOHOM C MH(Y3MOHHBIM PACTBOPOM U MaLUEHTOM.
JInHnA, n3rotoBneHHas u3 rm6koro matepuana (nonuypetaH (MYP) unn nonueuunnxnopug (MBX)), AomkHa 6bITe NPO3paYHO NAK AOCTATOYHO
nonynpo3pavHoii, 4To6bl rpaHnua pasgena Bo3gyxa U Bofbl BO BPeMsi MPOX0OXAEHUs Ny3bipbKOB BO3Ayxa Morna HabnwgaTbCs HOpManbHbIM UK
CKOPPEKTUPOBAaHHLIM 3peHneM. B cBeTo3alUTHbIX BapuaHTax WCNOMHEHNA MeauuMHCKoro usgenusa (kat. 0086774R un 4063131) ucnonb3yeTcs
nonynpo3payHasi IMHUA OpPaHXeBOro LBeTa, KoTopas 3awuuiaeT OT BO3AeNCTBMA yNbTpanonetoBoro usnyuvyeHus. 4 - PONWKOBBLIA 3aXum
(cocToAwmit n3 kopnyca (4.1) n konecuka (4.2)) ncnonb3yeTcs ANA perynnpoBaHWa CKOPOCTU NOTOKa MH(Yy3WOHHOro pacteopa. 5 - KoHHeKTop
nayneHTa Ucnonb3ywTcs ANA COEAWHEHWA C COCYAMCTbIM AOCTYNOM nauueHTa. B 3aBWCMMOCTM OT BapuaHTa UCNOMHEHUS AaHHbI KOHHEKTOp
MoXeT una CnuH J1ok nnu N1o3ap J10K, JONOHUTENbHO KOHHEKTOP NauueHTa MOXeT 6biTb OCHALLeH BO3BPATHbIM KnanaHoM (C MeMGpaHoii)
n/mnn konnaykom PrimeStop, KOTopbI/i NpeAoxXpaHseT OT NePeHanoNHEHNA NNHUIO U NPensTCTBYeT BbITEKAHWIO pacTeopa.
Mo cpaBHEHMIO C KOHHEKTOpOM Tuna J1to3p J1ok, KOHHeKTop Tuna CnuH JTOK OCHOBaH Ha coefuHeHun J1toap JTok, KoTopoe UKCMpyeTca HakKugHoO
raiikoil, 3aTarnBaemoii BUHTOM. MperMyLLecTBO 4aHHOIO KOHHEKTOpPA 3aK/o4aeTcsi B TOM, YTO COeMHEeHNe BO3MOXHO 6e3 nepekpyuuBaHus NnHum
1 npegoTBpaliaeTca cnyvyaliHoe oTcoeAnHeHne

KkaT. 4063004

1 - BeHTUNMpPyeMblii npokanbiBalwWmii HaKOHEYHUK (C 3awWMTHbIM Konnaykom) (1.1), BCTPOEHHbI B KanenbHYl Kamepy, WCMonb3yeTcs Ans
npokona Npo6ku hnakoHa ¢ MHPY3MOHHLIM PacTBOPOM, NPUYEM MPOKON ocyllecTBaseTca 6e3 noTepn matepuana Npo6ku nakoHa ¢ pacTBOPOM.
BxogAwmii B cocTaB HaKOHEYHMKa BO3AYLWHbIA (UnbTp npegoTBpawiaeT nonagaHne MUKpPOOPraHUM3MoB nyTem cunbTpayum Bo3ayxa. Kpblwka
BEHTU/IAILMOHHOTO KaHana 3aujenkusawowascs (1.2) obecneunsaeT [AONOMHUTENbHYK 3aWWUTy OT 3arpasHeHunit. 2 - KanesnbHas Kamepa
npeaocTasnseT BO3MOXHOCTb MOCTOAHHOIO BWU3yanbHOTO KOHTPOMS 3a PacxofoM MHMY3NOHHbIX PacTBOPOB. BHYTpu kamepbl pacnofioxeHa
BO3/yXOHenpoHunuaemas Memb6paHa AirStop (2.4) ana npefoTBpalleHNs nonajaHus BO3jyxa W MexaHW4Yeckux uacTul, KoTopble MOryT
cogepxaTbCsi B MUHPY3NOHHOM pacTBope. KanenbHas kamepa COCTOUT U3 BepxHelt (2.1) un HuxHel (2.3) yacTell n pa3genuTenbHOro konbua (2.2),
KoTopoe oGecneuynBaeT MJOTHOE COEAMHEHUE BEPXHEN W HUXHel uyacTu KanenbHoi Kamepbl. 3 - JIMHUSA - 3TO NIMHUA MexXay (HNakoHOM C
WH(Y3NOHHBLIM PacTBOPOM W NauuveHToM. JIMHUA, n3rotoBneHHas m3 rubkoro marepuana (nonusuHunxnopug (MBX)), AomkHa 6bITb NPO3pPaYHOi
UM A0CTaTOYHO MOYNpO3payHoil, 4To6bl rpaHuLa pasgena Bo3fgyxa U BoAbl BO BPeMs MPOXOXAEHUA Ny3blpbKOB BO3Ayxa Morna HabnopaTbcs
HOpMasibHbIM W/ CKOPPEKTUPOBAaHHbIM 3peHueM. 4 - PONMKOBLIA 3axuM (cocToAwmin n3 kopnyca (4.1) u konecwka (4.2)) ucnonb3yetcs Ans
perynnpoBaHus CKOPOCTU MOTOKA MH(Y3MOHHOTO pacTBopa. 5 - VIHbeKLMOHHbIA nopT Ana 6e3bironbkoro goctyna (Safeflow) ucnons3yetca gna
60/1I0CHOTO BBEAEHNSA XWUAKOCTU B UHMY3NOHHbIA NOTOK. 6 - KOHHEKTOp nauueHTa MCNo/b3ylTCcA ANA COeAMHEHWS C COCYAUCTbIM JOCTYNOM
naumeHTa. [laHHblii KOHHEKTOP Tuna J1:03p JIOK 1 JONOMHUTENbHO KONadykoM PrimeStop, KOTOPbIA nNpefoxpaHAeT 0T NepeHanosHEHUA JIMHUIO 1
npenATCTBYeT BbITEKAHUIO pacTBopa.

kat. 4063005

1 - BeHTunupyemblii nMpokanbiBalWmnii HaAaKOHEYHWUK (C 3aljUTHbIM Konnaykom) (1.1), BCTPOEHHbI B KamenbHyl Kamepy, ucnosb3yeTca Ans
npokona npo6ku nakoHa ¢ MHPY3NOHHLIM PacTBOPOM, NpUYeM NPOKON OcyllecTBnseTca 6e3 noTepu marepuana npo6ku hnakoHa ¢ pacTBOPOM.
Bxogawunii B cocTaB HaKOHEYHUKa BO3AYLWHbIA (DUNLTP npegoTBpawiaeT nonagaHne MUKpPoOOpPraHnamMoB nyTem unbTpauun Bosgyxa. Kpblwka
BEHTU/NISILMOHHOIO KaHana 3aljenkusawouwascs (1.2) obecneunmBaeT [OMNONHUTENbHYI 3alWuTy OT 3adasHeHuii. 2 - KanenbHasa kamepa
npegocTasnsieT BO3MOXHOCTb MOCTOAHHOrO BU3YyaslbHOrO KOHTPO/IA 3a PacxofoM MWHMY3MOHHbIX PacTBOPOB. BHYTpuM Kamepbl pacnosioxeHa
BO3[yXOHenpoHuyaemaa memb6paHa AirStop (2.4) gns npefoTBpalleHus nonajaHus BO3jgyxa WM MexaHW4Yeckux 4acTul, KOoTopble MOryT
coaepxarbcs B MH(PY3NOHHOM pacTBope. KanenbHas kamepa COCTOUT U3 BepxHeii (2.1) n HmwxkHell (2.3) yacTell n pasgenutenbHoro konbua (2.2),
KoTopoe o6ecneynBaeT MIOTHOE COEAVWHEHWE BEpPXHEel U HUXHEel 4yacTu KanenbHoii kamepbl. 3 - JIMHWUSA - 3TO NUHUA MexAy (akoHOM C
NH(Y3NOHHBIM PacTBOPOM U NauMeHToM. JINHUSA, U3roToBAEHHas M3 rMbkoro matepmana (nonnsmHunxnopug (MBX)), gomkHa 6bITb NPO3PaYHON
WA JOCTATOYHO NOJIYyNPO3payHoii, 4Tobbl rpaHuua pasgena Bo3gyxa U BOAbl BO BPEMSA MPOXOX/AEHMA Ny3blpbKOB BO3Ayxa Morna Habnwogarbca
HOpPMasibHbIM UM CKOPPEKTUPOBAHHbLIM 3peHneM. 4 - PONUKOBLIA 3aXuM (cocToswmii n3 kopnyca (4.1) u konecuka (4.2)) ucnonb3yetca Ans
perynimpoBaHus CKOpPOCTW NoToKa WHAY3MOHHOro pacteopa. 5 - MHBLEeKUMOHHbIA nopT Ana AocTyna C NOMOLLbIO Wbl UCNONb3yeTca Ana
60/110CHOTO BBEEHNSA XWUAKOCTU B UHMY3NOHHbIA NOTOK. 6 - KOHHEKTOp nauvWeHTa MCNO/b3yHTCA AN COeAUHEHUSA C COCYAMUCTbIM [OCTYMNOM
nauveHTa. JaHHblii KOHHEKTOp Tuna J1t03p JIOK 1 AONOMHUTENLHO KONNadykoM PrimeStop, KOTOpbI/i NpefoxpaHaeT OT NepeHano/IHeHUs NNHNIO U
npensaTcTBYeT BbITEKaHWIO pacTsopa.
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kat. 4063006

1 - Bentuanpyemui#t spoxansisaomalt wakonesnux (C 3aWHTHEIM koanaukom) (1.1), BCTPOCHHBIR B KanenbHyi0 KaMepy, HCMONLIYETCA ANA
npokona npoSxk ¢uiakoHa ¢ HHGYIHOHHBIM PACTBOPOM, IPHYUEM NPOKOS OCYLIECTRARETCR Ge3 NOTepH MaTepuana Nnpobxy GIAXOHE C PACTBOPOM.
Bxoasiuuit B cocTap HakOHEHHHKA BOITYWHLIA GUALTP MPEAOTBPALIACT NONALAHHE MHKPOOPraHHIMOB MyTeM GHUALTPAuUNK Bo3Tyxa. Kpbiuka
BCHTHNSUHOHHONO KaHana 3jawenkusaowancs (1.2) obecnevuBaeT AONONHHTENBHYIO 3ALLIKTY OT 3arpsakennii. 2 - Kanesbhas xamepa
NPEACCTARNKCT BO3MOXHOCTD NOCTORHHONO BH3YAJABHONO KOHTPOJIA 38 PacxonoM HHYIHOHHMX PacTBOpOB. BHyTpu kameps! pacronoxesa
BO3TyXOHenpoHuuacmas memGpana AirStop (2.4) ans NpEIOTBPBILCHHA MNONARAHHA BOIAYXE M MEXBHMYCCKHX HACTHU, KOTOPHIE MOTYT
coaepxarics 8 HRGyIHOHHOM pacTeope. Kanenshan kamepa coctont u3 sepxuel (2.1) u nuxneh (2.3) vacteh u pasnenuTensHoro koasua (2.2),
Kotopoe 06ecnEYHBACT MJIOTHOE COCAHHEHHE BEPXHEA W HHXHEA 4acTH KanenbHOH kamepst. 3 - JIMHHA — ITO JHHHA MexXly (IaKOHOM C
HHOYIHOHHBIM PACTBOPOM H NauMeHTOM. JInKuA, HIrOTOBAEHHAA W3 rHOXOro MaTepuana (noausunuxiopua (1BX)), romkHxa 6uiTs npo3paunoh
HIK ROCTATONHO nonynpo3pavHol, yTolb! rpaHuua pasacia BOIAYXa H BOAb! BO BPCMA NMPOXOXKACHHR My3bIPHKOB BO3TYXA MO/ HAGMIONATHCH
HOPMALHLIM HIIH CKOPPCKTHPOBAHHLIM IPEHHEM. 4 - Ponnkoswbiit 3axuM (cocToswni #3 xopnyca (4.1) u xonecuka (4.2)) ucrnonbiyercs ans
PEryMpOBAHHA CKOPOCTH NOTOKA HH(PYIHOHHOro pacTsopa S - TPexx010BOR KPAHHK HCMONL3YeTCH AMA GOMOCHONO BBEACHHA XHIAKOCTH B
HHPYIHOHHLIA NOTOK. 6 - KOHHEXTOP NauHeHTa HCMONLIYIOTCA ANA COCAHHCHHA C COCYMCThIM AOCTYNOM nauuexTa. Jannnit koOHHeKTOp THNA
Jlioap Jlok u nononnuTensHO Konnaukom PrimeStop, KOTOPLIA NPENOXPAHAET OT NEPCHATIONHCHHR THHHIO M NPENATCTBYCT BHITCKAHUIO PACTROPA

Cucrema ana undyun Uurpaduxc® CatigCer (Intrafix® SafeSet). Tun Flush

6.1
62

kar. 4110010, 4110020, 4110000

1 - Benunupyemsiit npoxansiBaiowuit HaKOREUHUK NHHHUK 1% npomsisky (1.1) Hcnonbayetca ana npokona npobki duakona ¢ HHGYIHOHHBIM
pacTBOpOM, NpHYEM NpOKON ocyulecTaiscrcs Ge3s notepu mavepuana npobSxu dnakora ¢ pacTBopoM. Bxoasiuufi B cocTas HakoHeMHMKa
BO3AYWHbIA GUALTP NpeAOTBpAIACT NONAJAHHC MHKPOOPraHHIMOB MYTeM QHILTPauHH B803dyxa. Kpeilika BEHTWIRUMOHHOrO KaHanta
3awenkusaomascs (1.2) obecneynsacT AONMONHHTENLRYIO 3aWMTY OT 3arpasienui. 2 - lllenuxosbift 3axuM pacrnonaracTca Ha THHKH AR
BpeMEHHOro npexpaiickua ungyun no HeobxoxumoctH. 3 - Kouxextop ans Gesmronsnoro goctyna (Caresite), cocToswmui n3 kopnyca,
xonHextopa Jliodp Jlok 1 mMemOpaHsl, HCNONLIYETCR AR BBCACHHR XHAKOCTH 8 HHGy3HoHHBR noTox. 4 - Kanensnas xamepa npejocTasnser
BOIMOXKHOCTE  TIOCTOAHHOIO  BHIYANhHOMO KOHTPOAR 33 pacxoaoM HHGYIHOHHBIX pacTsopos. Bxyipu xamepm pacnonoxena
BO3qyXoHenpoHHuacMan MemGpana AirStop (4.4) koTopas NpPeNATCTBYCT NPOHHKHOBEHHIO BOTIYXA K MCXAHHMECKHX YACTHIL B CHCTEMY, XOTOPBIE
MOTYT COJCPXATLCR B HH(Y3HOHHOM pacTBOope. KanensHan kaMepa cOCTOKT U3 BepxHell (4.1) u nixucl (4.3) uacTell ¥ pa3ienHTensHOro KoNbLA
(4.2), xoTopoe ofecneiHBacT NAOTHOE COCAUHEHNE BEPXHEH H HHXHEN 4acTH xaneabHOR kamephl. 8 - JIMHHA — ITO AuHUA MexXTy (GIaKOHOM C
HHGY3HOHHLIM PaCTBOPOM H NaUHCHTOM. JIMHHA, HIrOTOBNEHHAR U3 rHGkoro matepuana (noauypertad ([TYP) wan nonusunumxsopua (MBX)),
JonxHa GuITs NPO3PAYHOR AW JOCTATONHO noaynpo3payHoft, 4ToGu rpaHKua paiiena BO3XyXa W BOL! BO BPEMA NPOXOXACHHR My3IbIPLKOB
BO3AyXa MOrnia HabloATECA HOPMATLHBIM HIIH CKOPPEKTHPOBAHHMM IpcHHEM. 6 - Ponnkosbiit 3axum (coctosuuit u3 xopnyca (6.1) # konecHxa
(6.2)) ncnone3yeTca AnA peryIRpoBaHHA CKOPOCTH floToka HidyInorHoro pacrsopa. 7 - Kounextop naunexta tuna Jlioap Jlok ucnonssysorcs ais
COCAHHCHHA C COCYAHCTHIM JOCTYNOM nauxeHTa. B 38BHCHMOCTH OT BEPHAHTA HCMOIHCHHS KOHHEKTOP MAUHCHTAE AOTIONHHTEABHO MONCT ObiTh
OCHAILICH BO3BPaTHWIM kaanaHoM (c MemGpaHoft) u/wan xonnaukoM PrimeStop, KoOTOpuLil NPENOXPAHACT OT NEPCHANONHCHHR NHHHIO H
NPENATCTBYCT BHTCKAKKIO PACTBOPA.

Cucrema ans undy3suu Uurpaduxc® lMpakimnaiin (Intrafix® Primeline), Tun Flush, Bcnomorarensuas

kat. 4110001, 4110002
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1 - Bentunupyemniit npoxansisaomnil naxoneunx (1.1), BCTpOCHHBIA B KaNCALHYIO KaMEpy, HCNONLIYETCA AR hpokona npobxu ¢nakoHa ¢
HHOYIHOHHLIM PACTBOPOM, MPHYEM NPOKON OCywecTBNAeTcs Ge3 noTepd Matepuana npobku ¢naxona ¢ pactsopom. Bxoaawu#t 8 coctas
HAKOHEYHHKA BO3NYWHLIR GHUALTP NperOTBpalIACT MONATaHHE MHKPOOPTaHH3IMOB MyTeM (UALTPAUHH Bo3dyXa. Kpuiluka BEHTHASUHMOHHOTO
xaHana sawenxuparomascs (1.2) oSecneunBacT JOMONHHTEALRYIO JAUIMTY OT 3arps3ncHuit. 2 - KanensHas kamepa npeaocTaBiseT BOIMOXHOCTS
NOCTORHHOIO BH3YAILHONO KOHTPO/IA 38 PacXOAOM HHGYIHOHHEIX PacTBOPOB. BHYTPH kamepsl pacnonoweH MHAKOCTHRIA GunsTp 15 MxM (2.4)
N8 NPEAOTBPALUCHHR NONAAAHHA MCXBHHYECKHX YACTHIL, KOTOPLIC MOTYT COICPXaTLCA B HHY3MOHHOM pacTsope. KanennHas kaMepa cOCTOUT U3
sepxueh (2.1) u nuxueil (2.3) wactelt u pasnenuTensHoro kosbua (2.2), koTopoe obCCNEYHBAET NIOTHOE COCAMHEHHE BEPXHEH H HHXHeH YacTH
xanensHofl kamepsi. 3 - Lllenuxonuift 3axuM pacnonaraeTca Ha JHKKK 1R BPEMEHHOTO NPEKPaLCHHR HHY3IHK 1O HeobxoaumocTk. 4 - JInuus —
ITO HHKUR MEeXTY GNAKOHOM C HH(YIHOHHBLIM PACTBOPOM H NALHCHTOM. JIHHHA, KIrOTOBNCHHAR H3 rHOKOrO MaTepuana (nonuyperan (ITYP) uau
nonusunnnxnopua (MBX)), aonxua 6uiTs NPo3payHOR HAH JOCTATOYHO NOAYnpo3pauHoft, 4To6bl rpaHKua pa3ena BO3XYXa H BOAN BO BPEMS
NPOXOXKACHHR MTY3bIPLKOB BO3AYXE MOrAAa HB0NIOATLCR HOPMANLHBIM HITH CKOPPEKTHPOBAHHLIM 3pctieM. § - KonxexTop naumuenTa Tuna Jliosp
Jlox Hcnons3yloTC] AN8 COCAHHCHHUA C COCYAHCTHLIM JOCTYNOM NAlHEHTa.

OcHOBHbIe TEXHUUYECKHE XapaKTCpHCTHKH CM. Ha yNaKoBKe.
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nvpP
0086774R | 180 | 0. 99 wn wn wn wn (c YO 87 "l’;‘":z Sl'::j
Iaujumon)
2
4062191 | 180 | o 99 wn wa wn wn nyp 87 ?'5'“::: nj;(:‘ P
3
4110001 3s 20 99 6.88 833 144 2 nBX 74 uanp Tioap
15 mxm Jlox
2
4110002 3s | 20 99 7.10 7.57 046 2 nye 87 Ounp Tio3p
1S sxm Jlox
4062877 s | 20 99 7.10 7.57 046 2 nyp 87 Oump’ Thosp
15 mxm Jlox
6,86 3.8 1,32
(Fep ) (Tey ) (Cepuanmn)! Dunetp? Thoap
4062987E | 150 | 20 99 588 033 4t 2 1BX 74 1S Ton
(Brernam)' (Buevan)' (BretHaum)'
4062983L | 180 | 20 99 6.86 8.18 132 2 nsx 74 Ownp’ Jhosp
1S mxm Jlox
4063002 | 180 | o5 99 wn wn wn wn nve g7 | Mewbpua [ Jhop
AirStop’ Jlox
TvP
4063131 | 180 | o5 9.9 wn wn wn wn (c Vo g7 | Mewbpuma | Jhosp
AirStop® Jlox
smyumon)
MexGpana Jhosp
4110020 | 169 | 05 99 wn wn wa wn nyp 8 | irstop Jlox
a062878 | 75 | 20 99 7.10 7.57 046 2 PUR g7 | MewSpama | Jhowp
AirStop Jlox
6,86 8,18 132 Jhoap
(Tep ) (Fep )! (Topmanun)! Meum6 Jlox
4063000 | 180 | 20 99 6.88 833 " 2 nex 74 N rs"’o"P,"
(Boernan)! (Baerran)' (Baernam)
.86 8,18 132 Tliosp
(Tep ) (Tep )! (Cepuanna)’ MemGpana Jlox
a063001 | 180 | 20 9.9 6.88 833 144 2 nBex ™o Airsiop
(BseTram)' (BreTHam)' (BreTram)'
MemGpana Jhosp
4063003 | 230 | 20 99 6,88 833 144 2 nex 74 AirStop’ o
MenGpana Jhoap
4063004 | 210 | 20 99 6.88 833 144 2 nsx " AirStop? Jlox
MeubGpana Jhioap
4063005 | 180 | 20 99 6.88 8.33 144 2 nBX 74 AirStop? ow
MeubGpana Joap
4063006 | 220 | 20 99 6,88 8.33 144 2 nex | Airsiop! Tk
MemGpana Jhoap
4110000 | 169 | 20 99 6.88 8.33 144 2 nBx A AirStop’ Jlox
MemGpana Jhorp
40010 | 169 | 20 99 6.88 833 1,44 2 nax | Airstop® Tox

'Pasnuuubie 3HaueHHs B o6bemax MIR MecT npou3soactsa B [epmanun u BoeTHame o6ycnoBneHn PasHHIMH MeTOAaMM
CTepHAH3ALUMH NTHHUI/ Hanenwii: B [epMaruu = CTEpUAH3ALMA C HCMOIL3OBAHHEM raMMa-paaHaunH, Bo BoeTHaMe = cTepuniaums
€ MCNOJIL30BAHHEM OKCHAA ITHIICHA.

3anepxka HacThu ¢ 3pdekTHBHOCTLIO dunbTpaumn >80% ana wacTuu pasmepom 20 MxM cornacio EN ISO 8536-4.
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3MenSpana AirStop (B xanensaolt xamepe): Jatepaxa sacTHl ¢ HddekTHEHOCTHIO GHITRTPAUMK >80% Anx wacTHU pasMepoM 3
MEM.

Ywrcno xanens B MHUTHITATPE XKHAKOCTH, NPOXORALIEM Hepes KanenbHyio kamepy: 20 kaneab~ 1 r£0,1 r
Cxopocts noToka WHpy3uu, cornacHo 1SO 8536-4 / F'OCT P UCO 8536-4: e menee 1000 Mn B TeueHne
10 MuH

HomuBanbani BRYTpenHuit anamerp: 3 MM

HomunansHuiit Hapysxnsiit auamerp: 4,1 mm

Cucrembl 208 uHdy3sun ¢ YP-3aiuTol HCIIONB3YIOTCA V1A BBEACHHA CBETOMYBCTBHTENLHBIX NPENApaToB.

CucteMnl an19 HHQY3UM MOTYT HCMONAb3OBATHCA COBMECTHO C W3AEAMAMH, COBMECTHMBIMH WM
COOTBETCTBYIOLIMMH KOHHeKkTOpam Jlioap (Hanpumep, ISO 80369-7).

Hudopmauus o COBMECTHMBIX HH(PYIHOHHBIX HACOCAX IR BapraHTos HenonHeRus: Cuctema s uHQY3uu
Hntpadukc® Mpafimnaiiy (Intrafix® Primeline) (xat. 4062957E, 4062877, 4062983L), Cuctema ans undysuu
Hutpadukc® CaigCer (Intrafix® SafeSet), (xar. 4062878, 4063001, 4063000, 4063003, 4063004, 4063005,
4063006), Cucrema anx undysuu Hurpaduxc® [Tpadimnaitn (Intrafix® Primeline), ™in  Flush,
BcrioMoraTenbHas (kar, 4110001, 4110002) u Cucrema ana uudysuu Hnrpapnxc® CotidpCer (Intrafix®
SafeSet), Tvn Flush (kat. 4110010, 4110000) coneputes 8 HHCTPYKLHH 110 NPUMEHEHHIO ANA HHPYIHOHHBIX
HACcOCOB OT NPOH3BOAKTENS, HAanpuMep, «Hacoc uHdy3noHHLI BomoMeTpuueckuit Mudysomar I (Infusomat
P) ¢ npunamnexiocTaMn (Pernctpaunonnoe VYiocrosepenne Ne ®C3 2012/13553). Texuuueckue
XaPAKTePUCTHKH HACOCOB YKAIAHE! B COOTBETCTBYIOLIUX HHCTPYKUMAX O NPHUMEHEHHIO.

Bapuaut ucnonxenus Cucrema ana undysuu Hnrpagukc® Mpatimnatiu (Intrafix® Primeline), Tun Flush,
BCTIOMOTATEAbHAR MokeT OhiTs coBMecTuM ¢ Mutpadukc® CaltpCer (Intrafix® SafeSet), Twn Flush mam
Maructpamsio Infusomat® Space SafeSet, undpyswousan, ¢ ¢ynkumel npomsieku (xat. Ne: 8250719SP,
8250720S) / Maructpansio Infusomat® Space u Infusomat® Space SafeSet, ungysuonnsie, IMurrubax (kar.
Ne: 8250710SP, 8250718SP) (Peructpaumonnoe Yaocroeepenne Ne ®C3 2007/00004) unu Maructpansio
Infusomat® plus SafeSet, nudysuounas, ¢ dpynkunelt npomusku (xar. Ne: 8700280) (PeructpauuoHHoe
Yaocroseperue Ne ©C3 2023/20241)

Cucrema ans undysuu cootsercteyer cranzapram EN ISO 8536-4 (usnenua «G/ans BBeeHHA METOAOM
rpasutanuu» ¥ «P/ ana uadysuu nop pasnenuem») / EN ISO 8536-8 (uanenus «P/ ana undysum nop
DABJICHUEM) ).

Bceraa caenyiite MHCTPYKIWK MO MPHUMEHEHHIO WHGYIHOHHBIX HACOCOB OT nMponssoauTena (P-cucrema i
HHQYIUHM N0 AARICHHUEM).

Cucremsi uis uudysun Untpadurc® (Intrafix®) ansa eBeaeHns pacTBOPOB/NEKAPCTB METOAOM MPABHTAUMM
(G): Cucrema ans nHpy3uu. ToNkKO ANA rPABRTAUHOHHOTO BRCACHHUS
Hndopmauus Ha atukerke: Crcrema Aas uHpy3ud. Toabko A1 rpaBUTALIROHHOTO BBEACHHUR

Cucremm ans undysun Hurpapukc® (Intrafix®) pna seesenys pacTsopos/nekapets non Aasnennem (P):
Cuctema ana HHOY3uu. Tonbxo ANA rPaBUTAUHOHHOIO BBEAGHHA H MHDY3HM C MOMOWLIO COBMECTHMBIX
HacocoB.

Hndopmanna Ha aTukeTke: CucTema Ans HuQy3un, Jins rpaBHTalHOMHOIO BBEACHAA M HH(Y3UH ¢ TOMOLLLIO
COBMECTHMARIX HACOCOB.

Hainauenne

BapuauTsl ucnonHenns Untpaguxc® [Mpattmnatin (Intrafix® Primeline), HUutpaguxc® CakigCer (Intrafix®
SafeSet), Uutpapurc® INpaitmnaitn (Intrafix® Primeline), ™an Flush, scnomorarensHas, Hutpaduxc®
CafipCer (Intrafix® SafeSet), Tun Flush npeanasHaueHn ANS BBEACHHA PACTBOPOB M XKUAKUX NEXApPCTB,
BBEOEHHUA AHTMOMOTUKOB U LMTOCTATHYECKMX TMpPENApaTos, 8 TaKKE pPacTBOpOB AAA MOMAHOIO
NAPEHTEPANLHONO MUTAHKS. JIAS BBEACHHA METOOM IPABHTALMH U/WIH COBMECTHMBIX HACOCOB,

Crepuanszauns
CrepunnioBaHO OKCHAOM THNEHA Wiy paauaumei. CM. HHOPMALIHIO HA HHAMBHIYANLHOR ynakoBKe,

He ucnionb30BaTh MpH NOBPEXACHHI YIAKOBKH.
BusyansHo NpoBepbTe YNAKOBKY HAAEnus, 4ToObl yGeauTbca, 4WTO crepuibHan GapbepHas cHcTeMa He

NORPEXRACHA
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TapaMeTphl CTEpUIHIAIHHM OKCHAOM 3TIIeHE (D0)
Tun raza: oxcuaa sTuneHa: 99,9% (100%) wau oxcua aTunexa 100% uan 90% 20 / 10% CO:2 (B 32aBHCHMOCTH
OT CTePHIHIAUMOHHON NJIOWARKH)

[TapameTphl CTepIIM3ALMN raMMa paauaLvei:
Twn usotona: kobaneT 60

Ioxazanna

CucreMbl An8 HHGY3HH HCNONL3YIOTCA JNIA MHOYIHOHHOM Tepanuy, HaNpUMep ANA: NoAAEPXKAHUA ofbeMa
KUAKOCTH, BOCNOTHEHUA 00BbeMa HUAKOCTH, NONHOTO NAPERTEPANILHOIO NHTAHUA, HH(Y3UH eKAPCTBEHHbIX
npenapaToB (HanmpuMep, aHTHOMOTHKOB, XHMUOTEPANEBTHIECKHX NPenapaTos) W3 (IakoHOB ¥ MAKeTOB B
cootsercTBHM ¢ HIIIl  (WHCTpykumMed nO NpPUMEHEHMIO) ACKAPCTBEHHLIX IPenaparToR/pacTBOPOB,

IlenieBasn rpynna NAIKEHTOB
CucreMa MoxeT 6LITL HCIIONL30BaHa ANA BCEX NMALUEHTOB, KOTOPEIM HasHaueHa HHOY3NOHHAN Tepanus. Bes
orpasnyerult mo nany 4 Boapacty. CucTeME! ANg HHGYIHH MOKHO HCTIONBL3OBATE JUIA B3POCHLIX, AeTelt u

HOBOPOXKACHHAIX,

Ienesas rpyuna noas3osareseit

Cucremy ans uHdy3un AOMKHBI HCNONL3OBATHCH TOABKO MEAWLMHCKUMH paGoTHHKAMU (MEIHLMHCKUM
MEPCOHANIOM, ATTECTOBAHHRIMH W/HNM AKKPEAWTOBAMHEIMM BpauaMK, cheuHanuctamu B o6nacTy
3ApaBoOXpateHus, akylepkamu, penbauiepamMu, papMaLesTaMi), NPOIEAINME Haaexkaiee o6y eHUe no
3Tolt MeTOAMKE.

Iocne MEAHLMHCKOrO OCMOTPA ¥ HALNEKALLETO HHCTPYKTAXKA NALHEHTAM WIIH TULaM, OCYIISCTRIAIOUMM
yXOJI, TaKke MOXeT ObiTh pa3pellieHO BLITONHATL OnpeaeneHHbie AeiCTBHA N0 06palleHIIO B COOTBETCTRHH
¢ HAHOHANBHBIMH pexoMeHpauMaMH. MeauuuHckHe paGOTHUKM HECYT OTBETCTBEHHOCTR 38 TO, YTO
NalLHEHTH! WHIIH INLA, OCYLUECTBARIOUE YXO, GbUTH MPOHHCTPYKTHPOBAHEL O IPABUNEHOM HCTIONB3OBAHHH
HAHHBIX CHCTEM NS HHDYIHH, & TaKKe 3a AOKYMEHTANIbHOe odopMacHHME MHCTPYKUME ana awy,
OCYIECTRAAIOMUX YXOHA, HHITH TAMECHTOB,

I[Ipornsonokaszanus
& JlexapcTBeHHBIC NpenapaTal / PACTBOPEI, JUIR KOTOPHIX YCTAHOBJICHA HECOBMECTHMOCTb C OAHUM M3
HCIIONLIYCMBIX MaTepHanop, Caeayer yunteisats HIMTIT (MHCTpyKUMK NO NpUMEHEHHIO Npenapara)
AN COOTBETCTRYIOUIMX NEKAPCTBEHHbIX NPENAPaTOR/PacTBOPOB Ha HAJIHYHE NPOTHBONOKASAHHH.
¢ Cucrema ans unby3un He NpeaHasHAYEHA VIS PENApATOB KPOBH MIIH €€ KOMIIOHEHTOB.

Prexn npumenenns / Ilobounnie aeiicrans

OG6wyme pucku, CBASAHHbIE C WHOY3UOHHOH Tepanued, B TOM uucse BO3AyuuHas 3mMBONUA, MECTHHIE H
CHCTEMHBIE HHQEKLHH, MPUCYTCTBHE B PACTBOPE MEXAHUMCCKHX NpHMecell. YTeuka HTOTOKCHUECKHUX MK
GHONOTHUECKHX XHAKOCTE} MOMKET NPEACTaBINTH AONIOMHUTENBHYIO ONACHOCTS IS NALUMEHTOB, noceTuTenett
WIH niepcoHana.

Mepw npeaocTOPOXRBOCTH

TMepen HMCNONL30BAHHEM NPOBEAWTE BH3YANLHYIO NPOBEPKY CHCTEMB Jnd WHOY3IHM HA npeaMmer
MOBpeXACHUI.

He ucnione3syiTe H3genne, eciiy 3aUUTHHE KOJINAYKH OTCYTCTBYIOT HIIH OCnabieHs!.

Ipu urdy3uu noa gasneHneM (Hanpumep, ¢ NOMOWBIO NHEBMATHUECKOH MaHNKETh) HEOGX0AMMO
npeABapHTEILHO YAANHTE BO3AYX H3 kOHTeHHepa. Cobmionalite ofuiue ykasaHHA NO TeXHHKE 6e30nacHoCTH.
Colmonafire ofmue yxasaHus B OTHOUICRHWH NapannensHoit HHdysun

OsHakoMbTeCh ¢ HHGOpMaUMeH O BO3ZMOXHONH HECOBMECTHMOCTH JIEKAPCTBEHHLIX NMpEenapaTos/pacTBOpOB,
npuseacHuolt 8 YT ang coOTRETCTBYIOMNX NEKAPCTRESHHBIX NPEHapaTOR/PacTROPOB.

Chneaure 3a repMETHYHOCTHIO Beex coeauHennt B Tevenne scell npoueayps uHdynn.
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Beerna cneayiite MHCTPYKUWH NPOMIBOAMTENA NO NpUMeHEeHHIO MH(DYSHORHEIX HacOCOB. (P-cHcTeMa ans
HHOYIHH NOA AABICHHEM).

B ceask co cTpyktypoll ¢uabtpa Intrafix® SafeSet, kotopas obecrmeunsaer 3azepKKy UYACTHL ©
appexTuBHOCTLIO pHnbTpaLUH > 80 % juim yacTHL pasMepoM 3 MKM, MHQPY3IHA BRICOKOBA3ZKWX PacTBOPOB,
JHMUAHBIX 3MYALCUR ¢ kKOHLeHTpanmeit >10% 1 HEKOTOPBIX CYCNIEH3HNif MOXET BIHATE HA CKOPOCTh MOTOKA.
B cBAsH ¢ aTUM HeobXOAHMO TaKkkKe YUUTHIBATh HHGOPMALHIO, MPHBENECHHYIO B HHCTPYKUMH NO NPHMEHEHMIO

npoayxTa.

Hcnonnsylite acenmuveckne MeToAb B COOTBETCTBHH € HAIMOHAIBHBIMM DPEKOMEHAALUMAMH H/HIH
GoNbHHYHBIMH NPOTOKONIAMH 1K BapuaRToB ¢ Safeflow

CrieumansHan THHUA AR NapasienhHol uHpyY3uKH ¢ COBMeCTHMON OCHOBHOM TUHUeH, Hanpumep UnTpaduic®
CatgCer (Intrafix® SafeSet), Tun Flush ¢ GesnironsubiM koHnektopoM (Piggyback). He monxmonalire
BCMOMOTATENBHYIO TMHUIO CHCTeMB Ana WHGysnu Hutpapukc® ColtpCer (Intrafix® SafeSet), Tun Flush,
BCMOMOTaTeNbHAR HANPAMYIO K NALKEHTY 663 OCHOBHOM MarucTpany,

Hcnoansylre acenTHHECKHE METOAW B COOTBETCTBHH € HAUWOHAJLHBIMHM PEKOMEHAAUMAMHM W/ HiaM
GonbHMYHBIME MPOTOKONAaMY JUIA BapHaHTOB ¢ Caresite.

[Mocne BREACHHUS NEKAPCTBA MIPOMBIBANTE B COOTBETCTBAY ¢ YCTAHOBICHHLIM NPOTOKONOM, JUIS BAPHARTOB €
Caresite,

IIpeaynpexaenna

He ucnonesorark nosTopHo, [ToBTOpHOE NpHMEHEHHE OAHOPAIOBLIX M3AENUH COIAACT NOTEHUMANBHBIA PUCK
JUIA TIAWHEHTA WM TONRIOBATENA. JTO MOXET MpPHRECTH K KOHTAMWHAUMM W/WIH yXYALICHUIO
(YHKUHOHANBHLIX XapakTepucTHx. KoHTaMMHALKA WHAN orpaHuieHHas GyHKUMOHANLHOCTE H3ASNTUS MOTYT
nosneus 38 coGolf ymep6 ana 3popoBeA, 3afoneBaHWe HWAH CMEPTh NauMeHTa. [N BBeACHUS
CBETOUYBCTBUTE/LHLIX NMPEnapaToB HeoOXOAHMBI CHCTEMbl A8 BHYTPHBeHHOR MHOY3MKH ¢ Y®-3auuTolt,
Bceraa nposepsitre, npubenena nu B UII (MHCTPpYKUMH MO RpHUMEHEHUIO npenapara) HHbopMalUus O ero
HECOBMOCTHMOCTH ¢ APYIHMU NpPENapaTaMi UAH MaTepHanaMu.

He HajeBaitTe NOBTOPHO MARIHTHEIN KONTIAYOK HA KOHHEKTOP ANA nauMeHTa. He cTepHIM30BaTL MOBTOPHO.
He ucnone3osats NOCAE HCTEHEHHA CPOKA FORHOCTH.

Bapuanthl ucnonsenua MU c Safeflow/ Caresite:

Hcnoneayitre TORLKO H3ACNHA ¢ COCAWBECHUCM, COOTRETCTRYIOIMM cTanAapTy ISO 80369-7. Inpuuw wnn
KOHHEKTOPRI, He COOTBETCTRYIOIME cTannapry ISO 80369-7/EN ISO 80369-7, MOryT NnoBpeAuTh NOPT ANR
npoMusaruA. LlInpuum ¥ koHRekTophl JI03p ¢ HapyxHON peisboit MMeloT paznudHbie KOHGUrYpaRuKM #
MOTYT 3HaYMTELHO OT/INNATLCA 1O KOHCTPYKUKH U pa3MepaM.

Hu B xoem crryuae He ucnonb3ylite HIILl B KHBEKIIHOHNHOM NIOPTE J1A GE3HIoNLHOro A0CTYNA.
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Cnocob6 npuMeHeHus
L Cvicteva grs vHpy3vn VHTpatmke® MpaiiwiaiHi (Intafo® Prinelire™)

1 wn2 OTKpoiiTe crcTeMy /1A VIHY3UM U MPoBEbTE, 3aKbTa M 3e7EHEA KPbILKA BEHTWISILYIOHHOIO KaHaa
N OTKPLIT SN POSIVIKOBbIA 32/

3. BcTaBsTe NPOKa/biBaolLMiA HAKOHEYHVIK B KOHTE/HE/MaET/iBKOH.

4. 3aKpoiiTe POIMKOBSLIA 3a0K/M

5. MepeBepHUTe NMHDY3MOHHYI a/CTavy. HagaBuTe Ha KaresibHyl Kavepy, YTOObl YpoBeHb XAOKOCTU
NOOHSICA [0 P3O/ UITEBHOM KOHLA.

6. OTKpOITE POSIMIKOBSIA 3aK/M.

6a. CHOBa HaapB/TE Ha KaresibHyH Kavepy, UTO0b! YOSIUTHECA, YTO OHa Bbiia HarnorHeHa 10 Pac0e VITEbHOM
KOHRA.

7. Mpy CNOMb30BaH CTEKHHOIM (U1aKoHa OTKPOTE BEHTWIALWIOHHbIA KaHar.

Ta. Mpn vonob30BaHWM MaKETA WM CaMOCTigiaileroc  (iakoHa  (Hampuvep, JKoqviak  vic)
BEHTWISILWIOHHbIA KaHan I0/KEH Obb 3aKbIT-

8. Mo/THOCTLI0 3aNQHATE JIMHWK 1 3aK00ATE POSIMKOBbIA 3aM/M.

9. CHAMMTE 3aUMTHBIN KO/TIAYOK U MOAKMIOHMTE KOHHEKTOP MaLyieHTa K BeHO3HOMY JOCTyIY -

10. KoHTpormpyiiTe CKOPOCTL MOToKA, Pernyrvpyst PO/MKOBbI 3axmM. Boerpa cobngoginte  mepsl
MPEOOCTOPOKHOCT, OMICaHHbIe HAL [VICYHKE U B pastere V. BaxxHoe 3avevaHe.
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1 Cuctema gna nHdysumn Nutpadukc® CaiidpCeT (IntraFix® SafeSeU

2 3 7

B/ U 3

1.1 2. OTpoiiTe cicTemy A HDY31M 1 MPoBEbTE, 3aKbiTa /v 3eEHEA KPbilKa BEHTWISILWIOHHOIO KaHaria,
1 OTKOBIT /N PO/MKOBbLIA 38K/M.

3. BCTaBsTe NPOKabIBAHWMA HAKOHEUHNK B KOHTEVHEVMIBKET/(yBikKOoH..
4. 3aKpervite yICTaVTbHbIA KOHELL CUCTEVDI HA pasHaVE PO/IKOBOIO 3a/vaL.
5. 3aKpoiiTe POSIMKOBbIA 32KV
6. NepeBepHTe MHPY3VIOHHYI0 a/CTEMy. HafgB/Te Ha KarneSbHyl Kavepy, YTOObl YpoBeHb XAOKOCTU
NOOHYICA [0 Pe3ieVITENBHON KTH AL
7. OTKPOTE PO/IMKOBbLIA 32H/M.-
8 CHoBa HafpB/ITE Ha KaresbHy0 KavEpy, UTO0b! YOeUTECA, YTO OHa Oblia Hano/iHeHa 10 pa3ne/uTeibHoM
KOHA.
9. Mpr MCNOML30BaH/ CTEKMFHHOM (V1AKOHA OTKPOVTE BEHTWISILMIOHHbIA KaHar.
A My vCnob30BaHM MBKETA WM CavMOCTIBOAlLeroc  (yiakoHa (Harovvep, JKogviak  Kc)
BEHTWISILMOHHbIA KaHan 0/PKEH ObiTb 3aKbIT.
10. MoNMHOCTHI0 3aNHATE JINHVIK 1 38K00ATE POSIKOBbIA 38V
1. CHAMMTE 3aWTHBIA KOMTIAHOK U NMOAK/IHUTE KOHHEKTOP MaLlyieHTa K BEHO3HOMY A0CTVIY .
2. KoHTpormpyiiTe CKOpPOCTb MoTokA, Perny/vpyst pPO/MKOBbI  3ami. Bcerpa coGrpaiime  Mepbl
MPEOOCTOPOKHOCTU, OMMCaHHbIE HA PUCYHKE U B pesaee V. BaxHoe 3averiaHve.
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in. Cuctema ans uHdysumun MHtpadmnkc® CaindCet HntraFix® SafeSeO. tun Flush

1 OmipoiiTe crcTemy [ MHDY3UM 1 MPoBEsTE, 3akbTa /I 3eMEHEA KpbilLKa BEHTWALYIOHHOIO KaHara u
OTKPLIT /M POSIMIKOBbLIA 3aM. BCTaBsTe NPOKa/bIBAIOL HAKOHEHHVK CUCTEMb! A1 MHQY 31 VHTpagmkc®
CalipCet (Inrafp® Safeset), Tvin Flush B koHTE/HED. 3aKpoiiTe pO/MKOBbIA 3ami.  [epesepHuTe
KarnesibHyl0 Kavepy W OTKOOMTE PO/IMKOBbIA 3aWM. 3an/HATE  KarnesbHyl Kavepy [0 3e7eHOro

PRI/ VITENBHON KOHLIA. BepHuTe KaresbHyo Kavepy B UCXOOHOE MOMOKEHVIE Y COKMTE 62 OVH [EB,
YTOGb! JATb CYICTEVE 3aMHATLCS. [O/THOCTHI0 3aNrHATE QVICTEWY .

22, 3aKpoiiTe BEHTWHIILWMOHHbIA KaHan HA  MPOK&UbIBAIOWEM HAKOHEUHVKE MU MICTONIb30BaHM
caviocriafaLerocst friaxkoHa (Hampiviep, MakeTa i1 BHy TPVBEHHOM VH{Y3UM v SKOqYIaK MHC) -

2b. Mpy MCNOb30BaHM CTEKISHHBIX (VTAKOHOB WM PYTVIX HE CMIaAAIUMXCH MIACTUKOBbIX KOHTEHEPOB
OTKPOTE KPbILKY HA BEHTWIALYOHHOM KaHae.-

3. 3aKpermite QyCTarbHbiA KOHEL, CUICTEMB! HA PESHEEVE PQ/IKOBOIO 32MAVA.

Zp_ /3BNer/Te 13 pasteva Ha PO/IMKOBOM 3aX/ME KOHHEKTOP MaLyieHTa/JVHAO.

4b. 3aKPOTE POSIMKOBbIA 32M/M.

5. CHAMMTE 3allMTHbIN KOTAYOK C KOHHEKTOPA MBLYEHTa.

6. MNoacoeayH/Te KOHHEKTOP MaLyieHTa K BEHO3HOMY JOCTyIY .

7. HacTpoiiTe cKopoCTb MoToKa, PEnyr Py PO/IMKOBLIA 3MM.
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IV. Cuctema gna nHdysnun NHtpadmke® Mpanmnaiid (Intrafix® PrimelineLl tTun Flush, BcnomoratensHas

1 OrkpoiiTe cicTemy 4t VHY3MM 1 3aKpoATE OE/bi LWETHKOBLIA 33/

2. [poBgpsTe, 3aKbTa/M KpbiKa BEHTWIALYOHHOIO KaHaBL.

3. BcraBsTe MPOKarbiBAOWMIA HAKOHEHHVK CUCTEVBI i HY3uM VIHTpadmke® Mpaimiaii - (Intriafo®
Prrelire), Tvn Huwh, BOOMOrarebHad B KOHTE/HED C JIeKapCTBEHHbM Mpergparom.  [Mpuy
VCNONBE30BaHAY CTEKIFHHOIO (V1AKOHA. OTKPOMTE BEHTWIALWMOHHIA KaHarn. TPy Cnanb30BaHAM MakeTa
W cavocriaaialerocs qyiakoHa (Hampivep, 3Kodyiak rioc) BEHTWIALMOHHIA KaHan A0/mKEH Obib
3T

4. Tpoae3vHpmLypyiTe KoHHEKTOP Caresite cvictewsl i UHpy3un VHTpagmke® CandCet (Intrafp®
Safeset), Tvin Hush.

5 MogkiouTe aactemy s vHpy3vm  HTpagmke® MpaiwianH  (Intrafo® Primelire), Tvin Flush,
BCrovorare/sHas ¢ VHTpagmke® CalipCeT (Intrafp® SafeSet), Tvin Hiteh.

6. lNompecste axctewy g vHpy3Mm VHTpagwike® MpaiwiaiH  (Iniafo® Prnelire), vin Fiueh,
BCrOVOIrareybHast Ha HQY3M0HHYH0 CTOVKY

7. YCTaHOoBY/ITE YPOBEHb XAOKOCTU B a/CTeVe 4y MHDy3umM VHTpamke® MpaiwiaiH (Intrafo® Prinelire),

TN Fiush, BomovoramersHas, Oxaviast KaresbHy0 Kavepy .-

8 3axpoiiTe Gerbiii WeMHKOBLIA 3axM cUCTeVb! 7K HDY3 VHTpagmka® CalihCeT (Intrafb® Safeset),
Tvn Flush /VHdy3ovaT CangiCeT (Infusomet® SafeSet), Tvin Hiteh.

9. OTkpoiTe 6Gerbii WEeNMYKOBbLIA 3aXM cuUCTeMbl 4 MHPY3MM VHTpagdnke® MpaiivniainH - (Intrafo®
Prinelire), Tvin Flush, Banovorare/sHast 1 HaUHATE VHY310.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



V. BaxHoe 3avevaH/e: e MoaroToB/EHHY WMHY3VMOHHYI CUCTEMY YKIIa[biBalT MOVBOHTaBHO,
HaMPVEP HAa CIO1, WW MPOKOIOTbA CTEKTSHHbIA  (VIaKoH HaxQmUTcd Ha CIOe, HeobxomyMo
MPEOBAPVITENIBHO 3aKbITb KPbILKY BEHTWHALWIOHHOIO kaetara! CHOBA OTKbTb KPbIWKY BEHTWISALYIOHHOIO
KaHaa MOXHO TO/bKO BO BPEV BbINOSHEHMS VHDY3M.

Beer,ga obecnewsaifTe B SiHAM He veHee 20 Q.

[ra VHTpagke® («» Pressure) u HTpaginke® («O» Graviity) paspelLeHo NoBTOopHOE MpyiveHeHVe BO Bpevit
Q[HOM NpOoLEaYPbl B COOTBETCTBM C 60/ TbHAYHBIMA MPOTOKON AWM WA pekoveHIaLSIVIA .

I-lpO,qOI'I)KI/ITerIbHOCTI: npumMmeHeHUA

MpOoOMHATENIBHOCTL  MPUVEHEHT 3aB/CT OT B/da TEpAr WM, MpUvEHsieMoii B cootBetctevm ¢ UMM
JEXSCTBEHHOID Mpernagpera WM pectBopa. Kak mpeewn, cuUCTewbl 4/ MHDY3UM CredyeT 3aveHdTb B
QOOTBETCTBMA C HaLWIOHa/TbHBIMA PyKOBOACTBaWM (Harpvvep, pykoeoacTteoM CDC) w/irv 60/1bHAYHLIMA
rmpoTokoia. CUCTeMy [/ BHYTPVBEHHOA WHGy3uM 1og, JaeneHvem (P), ecm oHa MOrB3yeTcs C
VNH(Y31OHHBIM Haoooov, CEeNET 3aeHATb He  pexe yem e 24 w\mE
MakcmaribHas MpPOAO/KATESTIBHOCTL MPUMEHEHNA U3AE/ A COCTaB/MFET 24 4 C UCMO/Ib30BaHNEM
Ha0000B.

MakcuMasibHasi NPOAO/KATESIbHOCTL MPUMEHEHUSA U30e/Ms 6e3 UCTIONb30BaHMA HAaCOCOB COrJIaCHO
HaLOHaUTbHbIM peKoMeHOaLMAM .

O6nacTb UM ycnoBuUs NpUMEHEHNS

N3penve MOXeT MCMoib30BaTbes 4711 MHDY3MOHHOM Tepani B MEAVLIMHCKUX YUpPEXOEeHMsIX, Ha
[iovy, B aMOY/TaTOPHbIX YC/IOBUSIX, B 9KCTPEHHbIX CUTYaLMSIX U B MEAULIMHCKOM TpaHcropTe.\

YtTnnunsauuna

Ywmsaupsa nooe  MONob30BaHAA  OCYLLECTRFETCA  COITIBCHO  HaUMOHavTbHbM  MpaBwiaM U
BHY TPVOO/IbHAYHLIM MOOTOKO18M.-

Ioe MpUVEHVIVO,, NCNOMBL3YWITE BCTPOEHHY0 3aMTY OT CrunaHvist (A yAepkaHs) Ha PO/IMIKOBOM 32MVE.
018 yTwisaLm nanos3ynTe BCTPOEHHLI paskem Ha POrIIKOBOM 3aAve,, MOMECTVB Ty/JA NPOKa/bIBALLMIA
HAKOHEYH/K -

Ywwsau MeouLHCKOIo v3nervi «CrcTeva A VHy3uv» Mnocrie UCTIONs30BaHV A OCYLLECTBIHETCH B
COOTBETCTBMN C TPebOBaH/AW K OOpaLleHMi0 C MeMUMHCKUMMA OTXQaWA, YCTaHoBeHHsM1 CaHlvH
2.1.3334-21 no Kaccy b 1 HBIMM HOPMATVIBHO-TMPABOBLMA aKTaw Pocauiickoii denepalym.
Hevicronb30BaHHOE MEOVILVHCKOE V3R Ve, HEVICTIQNB30BaHHbE YIBKOBKA, 10/DKHbI ObTb Y TWIM3/POBaH:| B
COOTBETCTB C MOPSAKOM YTWISALWM TBEPIbIX ObTOBLIX OTXQI0B, YCTaHOB/IEHHM 3aKOHOOATECTBOM
Pocawickon deaepauyim no kieccy A CaHlNvH 2.1.3634-21.

MpY BO3HYKHOBEH/N BOMPOCOB, Kacalwxcs ytwwsauym MA, cnenyeT oopalliamsCsl K YTOSHOMOUEHHOM
opraH/zaLm (MNopTep) B PO.
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Yca0BHA XpaHeHHS, SKCILIYATALMH H TPAHCNIOPTHROBKH

HNoknyarens IxcanyaTanus Tpancnopruposka Xpaneuse
| Temnepatypa ot +10°C 5o +40°C ot ~20°C np +40°C o1 +10°C no +25°C ()
Relative air humidity no 75% o 90% ot 30% a0 75%
Atmospheric pressure 900-1100 rfla 900-1100 riia 900-1100 rfla
(*) AnurensHoe XpaHEHNE BHE 3TOTO TEMIIEPATYPHOTO AHANAI0HA MOXKET NOBJINATD HA CPOK TOHOCTH H ONTHMAILHYIO
TPOM3BOAUTEILHOCTS HAMCTHA.
XpaHneHue:
He nomyckats Bo3felicTeUS CONHEYHOTO CBETA
Bepeub oT BIATH,

HenoasayeMbie MaTepHAJILI

OcHOBHBIE HCMIONLIYEMbIE MATEPHANIRL

A, CBC ¢ kpacurenem unu CBC, ynaponpoutbilt I1IC, [IC ¢ kpacurenem win [1C, Gopocuaukar, I1I1 ¢
kpacurenem, [TOHII, TTYP ¢ kpacurenem unu [YP, ynaponpouskiid IIC ¢ kpacurenem, cMazka, MABC, T1K,
TISHIT ¢ xpacuTemem, akpunoBelli COMONHMEP Ha OCHOBE HeTKAHOrO Helinoua, I, NBX, MABC ¢
KpacHTeNleM, NONHAMMETWICH/IOKcaH, nonucyibdon, ABC, T1D, MOAHAMMETHICHIOKCAH C KpPacHTeseM,
HIONPEHOBRIN KaydyK, CHTHKOH.

Cpoxk rogHocTH

Cpoxk roanoct™d MH «Cucrema ans nudy3uu» COCTARIAET S NET ¢ AAThl HITOTORIEHHUS.

Jns HoMepa no karanory 4063006 cpok roaHOCTH COCTABAACT 2 roAa C AATH HANOTOBREHNUS.
He ncnone3oRaTh n0CHe HCTEYEHWA CPOKA TOAHOCTH, YKA3aHHOTO Ha YITAKOBKE.

KanHH4ecKHe NPeHMYIIecTBa H XapaAKTePHCTHKH
He npumennumo

I[IprmMedanna ANS NOAL30BATEIN

060 Boex cepbesHbIX KHIMASHTAX, CBAZAHHLIX C 3THM UszenueM, Heobxonumo coobiaTs rpynne KoMnaHui
B. Braun 1 koMNeTeHTHOMY OpraHy CTpaHbl, Ie NCNIONbIYETCA H3ACNTHE .

Ecnu TpebytoTcs AONONHHTENLHEIC MHCTPYKLHH 110 NPUMEHEHRIO, HX MOXHO 3aIPOCHTh Y TIPON3BOANTENS
MUK TIONYYHTSH Ha Aomamtet crpannue B. Braun: https://eifu.bbraun.com/.

JONOAHRTENAbHBIH pa3jaen npeaycMOTPeHHbIH 419 AKTHBHBLIX MEARUNHCKHX H3AeuH
He npumeHnMo

MapxapoBra

Mapknpopka MEAHLUMHCKONO M3AENMA; Ha BepxHelt wacTH KanenbHOM Kamephl MOXeT ObiThb HaHeceHo: -
aoroTun GUpMLI-Npon3BoAHTENA (Ha naTuHuLe «B|Brauny). Jina MapkupoBku HHAMBHAYANbHON H rpynnoBoi
YNaKOBKH MEIULHHCKOINO M3ACHHR MCMONL3YIOTCA cuMbonn B cooTsercrenu ¢ 'OCT P UCO 15223,
pacumdpoBKy cuMBoNOB ¢M. B Tabauue Huxe. JIONOAHHTENLHO HA MAPKHPOBKY MOXeT ObiTh HaHeceHa
“HGOPMALIMR Ha HHOCTPAHHOM f36IKe, a UMeHHO: “Type UV-protect (Opafuseur) Spin Lock” (nepesox ¢ anrn.:
“Tun Y@-3awura ~ Crian Jlok™), “Type: PVC-free (Neutrapur), max. 2 bar” (nepesoxn ¢ aura.: “Tun: Ges
IIBX (Neutrapur), MakcumansHoe paanenue 2 6ap”™), “Type: PVC-free (Neutrapur), Back Check Valve, max.
2 bar” (nepeson ¢ anr.: “Tur: Ge3 MTBX (Neutrapur), BosspaTanilt knanas, MakcHMankHoe AaBneHue 2 6ap™),
“Type PrimeStop + Back Check Valve” (nepesoa c aurn.: “Tun: [IpaitMCron (PrimeStop) + Bo3sspatHniit
rnanax”), “Type UV-protect, Neutrapur” (nepepon ¢ aura. English: Tun: Y®-3autura, Neutrapur™), “Type
Back Check Valve / B.C.V. (nepesox ¢ aurn.: “Tun: Bosspathsill knanau”™), “Type: Neutrapur, max. 2 bar”
(translation from English: “Tun: Neutrapur, MakcumantcHoe aasnenne 2 Gap™), “Type Injection Site-
Needlefree” (nepepoa ¢ axra.: “Tun: Mecto e nubexunii - Bessiroasunil aoctyn™), “Type Injection Site”
(nepesox ¢ anri: “Tun: Mecto sna uabexuui™), “Type Stopcock™ (nepeson ¢ anra.: “Tun: TpexxonosoH
KpaHUK™), “Type Flush Secondary Line” (nepeson ¢ aurit.: “Tun Flush, eecioMoratennnas anuus”, “Type
Flush Secondary Line, PVC-free (Neutrapur)” (nepenoa ¢ aurn.: “Tun Flush, scnomorareabran nuuns, 6e3
IMBX (Neutrapur)”), “Type Flush with needle free valve and B.C.V.” )" (nepesoyt ¢ anrn.: “Tun Flush ¢
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GeshroNbHMM KOHHEKTOPOM H BO3BpaTHiM knanaHoM™), “Type Flush with needle free valve and B.C.V,,
PVC-free (Neutrapur)™)” (nepesog ¢ asurn.: “Tun Flush ¢ GesnironsHeiM KOHHEKTOPOM U BO3BPATHEIM
knanasom, 6es [IBX (Neutrapur)™), “Type Flush with needle free valve”)” (nepeson ¢ aura.: “Tun Flush ¢
Ge3MroNbHBIM KOHHEKTOpPOM'™)

CuMBOJIbI, HCNIOAb3YeMbie IPH MAPKHPOBKE

Pacmndponks

Harorosutens

Jara naroToBneHUA

Hcnonk3opats 2o

Homep cepun

Homep no xamanory

OO6paTUTECh K BHCTPYKUMH [0 IPHMEHEHKIO HTH K HHCTPYKUMY 110 NTPAMEHCHHIO B MICKTPORHOM BHAS

Ocropoxcto!

3anpeT HA NOBTOPHOS NPHMCHERHE

PagnauvioHHan CTEPATH3ALIAA

Creprmmsanus OKCHAOM 3THICHA

CHeTeMa ¢ OARKAPHMM CTEPHALHNM GaprepoM

Cucrena ¢ OANHAPHBIM cmeputeiois GapLepoM K ¢ 3alUTHOR YaxoBKOH CHAPYXH

He HcIons308aTH TPH NOBPSKACHHH YITAKOBKH @ 0GPATHTLCA K AHCTPYKIDHR HO TIPHMEHERHIO

He zomyckaTe BOSZCACTEMA CONHEYHOTO CBET

Bepeus or gnarn

ANHPOreRuo

20 xanents B MHUIATHTPS

DuIbTp 411 RMAAKOCTH ¢ ONPEACHCHHBIM PAIMEPOM NOP

O6bem samormserns (Mn) Ba 1 M yanunuTensoit auunn (TpySxu) npu 40°C 8 coots. ¢ EN ISO 8536-8 (ua
naTuHrLe) /o6beM Xpanenns (Mn) Ha | M yAnMKRTeSBHON HHKK (TpyGxn)} npu 40°C/2 Gap & coots. ¢ DIN EN
ISO 8536-8

Bossparusilt xnanan / xnanay oaHocTopoHKero ackcTen (o6parusiit knanan)

| @1X| B e @ 0l0|] ! opEEEmRk|

Crpana warorosnennd
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o
:

Pacmudposxa

MeanuuHcxoe nItemHe

He coxepxut naresc

He conepxur A3TD

He copepsur NBX

Hasnenne

T'paniraing

BitpCron

IMpaitnCron

Kosiexrop, Tan Cnnk Jlok

BeanronsHmil koRHexTOp*

Anvma 1py0Gxu, oM

«3enenay Touka»

Mpagen Teuneparypu®

HAnanazon pnakHocTH*

) |o|b| D@ ® elosehaa

CE Mapkz — 3HaK cooTseTctpua TpeGosanuam JAupextusu 93/42/EEC M uASHTHOHRAIMOKHBI HOMEp
AKKPEARTOBAHNHOTO Oprana no cepTumkaunn Enponeiickoro cowsa

s
PN
=

&

Vaepaanwe yactii ¢ 3pPeKTHBHOCTSIO dansTpauun >80% Ana YacTHiz pasmepon 3 MEM®

3HAK COOTBCTCTBHA APH AEKIAPHPOBAHNK COOTRETCTEHA B PO’

®|® |6

COOTBETCTEHC TEXHIMECKOMY pernameNTy Vxpauma®

*NpH HAITATHR

IIponr3BoauTE L

B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany/ B. Bpayn Menssynren AT, Kapn-
Bpayn-lilTp. 1, 34212 Menwayuren, FepManna.

www.bbraun.com

Mecro npouspoacTBa
1. B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany/ B. Bpays Mennsynren
AT, Kapn-Bpays-1lITp. 1, 34212 MensayHren, lepmatna.
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2. B, Braun Medical Kft Production Division, Déli-Klhatér Gt 2-4, 3200 Gyéngy&s, Hungary/ B, Bpayx
Menuxan Kot IMpoaaxwn JAusuxn, Henu-Kioasxarap lot 2-4, 3200 Jeéuané, Besrpus

3. B.Braun Vietnam Co., Ltd., Thanh Oai Industrial Complex, Bich Hoa Commune, Thanh Qai District,
156800 Hanoi, Vietnam / B. Bpayx Beetwam Ko., JITa., Tau Oalt Uunactpuan Komnaeke, Buk Xay
KommsioH, Taun Oait Juctpuxr, 156800 Xanolt, BoeTHam

YunoanoModennas opranu3anus (rMnoprep) s PO

00O «B.Bpays Meaukany, ropuauneckult anpec’: 191040, r. Cankr-ITerepSypr, BH.Tep.r. MyHAUHTANLHEIH
okpyr Branumuapckuii oxpyr, ya. [Tymxunckas, 1.10, aut, A, nomem, 40-H, e-mail: office.spb@bbraun.com
L Tax xae BHYTPHIOPONCKOH OKPYT, HAPSAY ¢ UHWNNW ZOMONECHNAMN DOPNATE MYHNUHTIANRHOTO ASICHMA, HC AMAETCA AAPEcOOSPasyIRIHM
AMEMEHTOM, A MAPKHPORKS MO USACANA MOXET ObITD YKESaH AZIPOC MOCTOHAXOMISHHE YNONHOMOYEHHOR opransanuu (vnoprep) 3 PO a anze:
191040, r. Cauxr-IlerepSypr, yu. [Tymxunckas, 3. 10

Jara soinycka: 04.2024
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Nr. 538/2024 des Urkundenverzaiehnisses

Die vorstehenden, dem Firmendruck. Braun Melsungen AG"
beigefOgten, vor mir vollzogenen Namensunterschriften
1. der Frau Dr. Meike Jdunius,

2. der Frau Olga Siegmann,
beide geschaftsansassig Carl-Braun-Strafie 1,

D-34212 Melsungen,
und mir von Person bekannt, beglaubige ich hiermit.
Der Notar fragte nach einer Vorbefassung ira Sinne von
§ 3 Abs. 1 Nr. 7 BeurkG. Sie wurde von den Erschienenen
verneint.

Melsungen, 17, April 2024
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VHCTRYKUMA 10 NPUMEHEHNID

Npunaraembie AOKYMEHTbI COACPIKAT Tpebyemyio MHPOPMALKID ANA NpeaoCTasAeHnA B DegepanbHyid Caymby no
HAAIoPY B chepe sapancoxpanerna (PocsapasHansop).

Hacronuwme OGHOBNEHHDIE AOKYMEHTbl A0/KHBI GbiTb MPEAOCTaBAEHBI B UENAX BHECEHUA MIMEHEHWIA B
PETUCTPALMOHHYIO AOKYMEHTAUMIO HE8 MEAMUMHCKOEe M3penue «CUCTeMa aAn WHOYSUM, ANR OAHOKPATHOrO
NPUMEHEHUAR,

OvsercrseHHbIM/3aKOHHLIM NPOMIBOAUTENEM UnTpadurc” ColdCer (Intrafix® SafeSet), Untpadunc’ Npalimaatin
{intrafix® Primeline), Untpadnuc® Npatimnaiin (Intrafix® Primeline), vun Flush, scnomorarennnan, u MHTpaduxc®
ColigCer (Intrafix® SafeSet), vn Flush, & coovsercteun ¢ fupexkTueoid Esponeiickoro cosera 93/42/EEC o
MEANLIMHCKUX UIACAHAX, ABAAGTCA

5. Gpays Mensaynred AT {B. Braun Melsungen AG)
Kapa-Epayn-tiitp. 3,
34212, Menusynren,
Fepmanun

Npou3ItOACTBEHHBI® NACWAANK:

B. Bpayn Menavsywren AT (B. Braun Melsungen AG)
Kapa-Bpayw-lWivp. 1,
34212, Menb3yiiren,
Fepmanna

B. Bpayn Meauxan Kér Npogaxwn AAuemun {B. Braun Medical Kft Production Division)
Aean-Kionsxsrap 1or 2-4
3200 AnEngriw
Benrpnua

B. BpayH Boernam Ko, fira. (B. Braun Vietnam Co., Ltd.)
Taw Oalt Unpscrpuan Komnnexe
Buk Xay Kommbion
Taw Osth Aucrpunr,
156800 Xuno#,
BuemHam

Conepanne

- DeKAapauMa NO UHCTPYKUMM NO NPUMEHEHKIO
- UHCTPYKUMA NO NPUMEHEHWIO HA AHTAWACKOM A3bIKe AAR MU Cuctema ana wHYIMK, AAR OAHOKPATHOrO
NPUMEHEHWA

« WHCTPYKUMA [0 NPUMEHEHMIO H3 PYCCKOM Adbike ann MU Cucrema ana mHbyIMM, ONn OAHOKPaTHOrC
NPUMEHEHWA

OT AMUS ¥ NO NOPYISHRK
B. BpayH Meabaynren Al {B. Braun Melsungen AG)

Mo nopyuenuio No nopyueHnio

<nodnucaro> <nodnucono>

A-p Maiixe IOunyc Onura 3nrmans

MeHeANMED OTARNS HOPMATHEHO-NPABOBOIO PENYAUPOBaHNA AAMHHACTPATOP OTAENS HOPMATMBHO-NPIROBITO

UeHTPa NPOrpeccuaHbiX MCCARACBAHNA WHbYINIA U Tepanuy 6OAM  PeryAMposanmA LIeHTpa NPOrpeccHBHLIX MCCABAOBIHWA
WHYIHi U repanin 6oam

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




B/BRAUN

B. Bpays Menassynren Al (B. Braun Melsungen AG)
Moapaspenenne Xocnuran Kya Division Hospital Care)

MapKOTHNT W NPOARIKK
34209 Menu3yrren
KOHTaKIHOR AMLO: B-p Maiiks Onuyc
Ten.: +49 160 93606809
daxc: HN
8 30, noyra: meike. junius@bbraun.com
Beb-caitr: http:/Awvww.bbraun.com
GEAREPANDBHYIO CRYXXEY NO HAQ3IOPY B COEPE P
A XPAHEHWS ( APABHARSOF) Aara: 17 anpenn 2024 r.

Aexnapayus fo MHCTPYKUKNK NO NPUMEHEHMIO

HaCTOAWMM MUCLMOM Mbi,

5. Bpayn Memsyuren Al (B. Braun Meisungen AG)
Kapn-Bpayu-lUTp. 1,

34212, Menn3yHres,

Fepmannn

B KBUECTBE OTBETCTBEHHOT0/3aKOHHOIO Npou3soaAuTens cornacHo Aupektuse Esponeiickoro coseta 93/42/EEC o
MEAUUMHCKMX M3ABAKAX rpynNn usaenmit

UnTpadunc® CoilpCer (Intrafix® SafeSet), Mntpaduxc® MNpaiimnaiin (Intrafix® Primeline),
HrTpadurc® Mpalimnaiin (Intrafix® Primeling), Tn Flush, scnomoravenvwan, W WnTpadnxc®
ColipCer (Intrafix® SafeSet), Tun Flush

HECTOAUMM YBEAOMAREM O NPEAOCTABNEHWU Creayiolieil OGHOBNEHHOW MHCTPYKLIMK No npuMeHednio (MNMN) Ha
SHFAWACKOM W PYCCKOM ASLIKEX B OTHOWEHHH BLILIEYKA3AHHOTO MEANHLIMHCKOND M3AGNTUA;

UHCTPYKUMA NO NPUMEHEHWIO
CvcreMa ann UHbYIMK, ANA OAHOKPATHOTD NPUMEHEHKUS
AaTa sunycxa: 04,2024

8 LGMRX BHECEHWWMA MWIMEHEHMH B perMcTpauvonHoe pocve N2 PA-4608/25085 or 07.08.2014 r. Ha
BLHUCYKAIAHHOE MEAWUMHCKOE W3eNHe B CBASU C COBEPLLUEHCTBOBAHMEM CBOACTE M XAPAKTEPUCTMK NpH
HEUIMEHHOCTY BYHKUHOHA/ILHOTO ACHCTBAR, MOXA3BHWA K NPUMEHEHHIO, HAJHAMEHWA W NPUHUMNA ACKCTBUA
MEAMLIMHCKONO MSRENMA U NPEACTABNEHMA BLILLIEYKE3AHHOTO AOKYMEHTa B DeAepanthyio cayxby No Hagopy B
opepe aqpasooxpaHenma (POc3ApaBHAIOP), 3 TAIOKE B APYTWME MPABOBLIE YHUPEKAECHHA, BLINOAHAIOUIME
IKCNIEPTHYIO AEATENLHOCTD H NPOBOAALUME KNMHUMECKNE MCTIITAHUA MEMUMHCKUX M3RENWNA,

B cnyyae xaknx-nub0 PACXONKACHWA MEOXAY AHFAKMHCKUM M PyCCKUM NEPeBOdaMM HACTOAWErO AOKYMEHTa,
NPEUMYLLECTBEHHYIO CUTY WMEET BHTINACKANA BepCuA.

OT nMeHu 1 No NopyYeHuio
b. BpayH MensayHrer Al (B. Braun Melsungen AG)

Mo nopyueHwo Mo nopysexnio
<NOQMHCEHO > <TIQQTHCAHO>
A-p Maiixe IOnwyc Onnra Inrvann

Mesiempxep otaena HOPMATHBHO-NIPABOBOTCAAMUHHUCTPATOP ortaena HOPMATUBHO-NPABOBOTO
PeryMpoBaHHA Uentpa NPOrPECCHBHLIXPErYAUPOBAHUA  LIEHTD3  NPOrPecCHBHLIX  MCCNEROBAHWNA

uecheaosaHni wHgyauil W Tepanuu Sonu nHY3IUR U vepanun Sonv
Npepceparens HcnonuuTensMelil coser: Tonosmoli oue: ManusyHrex Anpec:
HaSMORATRANHOID COPETA: Mapxyc WTpoTHaHH Cya, saqylunii peecTpw: 6. Bpayn Mennayuren Al
A-p AdnaTTe Gennep (Npencegarens) YaacTuoomit cya Spmunap Kapn-Bpayw-Wirpacce 1,

oo, fi-p Wiredan Pynnept HRB 11 000 34212 Menvaywren,
000 LPMH (7] INFOCIRMIRU € WWW GOSZORAVNADZOR RU &l o WEEE-Per. N0 DE 42690900 Fepmanin



Ne 538/2024 B peecTpe AOKYMEHTOB

HacToswnm 3aBepAw BblLeCcToAwne nognucu, npunaraemole K HaMMeHOBaHU
KomMnaHmm «b. bpayH Menb3yHreH Al», nocTaB/IeHHble B MOEeM MNPUCYTCTBUU

1. rocnoxu Mainke HOHMyc,

2. rocnoxu Onbroit 3urmaHH,

NIMYHOCTU KOTOPbLIX MHOW YAOCTOBEpPEHLI.

HoTapuyc 3agaBasi BONpoC O MNpPenaATcTBUAX cornacHo 8§ 3, pasgena 1, N 7
3akoHa O HoTapuanbHOM 3acBugeTeNnbCTBOBaHWM. Ha BonNpoc ABuBWLKecCHa nuua
Jann oTpuuaTenbHbii OTBET.

Menb3yHreH, 17 anpensa 2024 roga

<TucHeHasi neyaTb: Hwunbc BaitraHg, HoTapuyc B Menb3yHreHe>

<nognucaHo>
HoTapuyc

MepeBOA C aHFMIACKOTO Y HEMELKOTO A3blKOB Ha PYCCKWIA A3blK BbIMOMHEH MEPEBOAUYNKOM
NcKyCcHbIX AMnTprem AnekcaHLpoBUYEM

noanuch
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Poccuiickaa degepaums
Nopog MockBa
TpeTbero masa fABe ThbiCAYM ABajuaTb YeTBEPTOro roja

A, AnexuH EBreHuii BnagumupoBuy, HOTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO
NOANMHHOCTbL NoAMNUCK nepesofuynka VICKycHbiX AMutpusa AnekcaHgpoBuya.
Mognuce caenaHa B MOEM MPUCYTCTBUM.

JInyHOCTb NoAgnucaBLIEro JOKYMEHT yCTaHOB/EHa.

3apeructpupoBaHo B peectpe: No 57/171-H/77-2024-2-1764.

YnnayeHo 3a cCOBeplUeHMe HoTapuanbHoOro geictema: 400 py6. 00 kon.

E.B.AnexuH
repboBas neyvatb
HOTapuyca noiuln MCb
Viseg00 BTV 08
SEPquiLVAIERD, re-emso >2 Jvcr(-a~<B)

rr/r;m-“3

"epboBas neyvarb
HoTapuyca noanunucob

Poccuinickaa depepaums
Nopog MockBa
TpeTbero mad fABe ThbicAYM ABajLaTb YeTBépTOro”

A, AnexuH EBreHuii BnagumupoBuy, HOTapuyc ropoga -Bbl, CBUAETENLCTBYIO
BEPHOCTb KOMUU C MPEACTABJEHHOr0 MHE [OKYMeHTa.

3aperuc”™yP;”aHo B peectpe: No 57/171-H/77-2024-2-1766.

nnaveHa 3" ""iineHune HoTapuanbHOro gencteua: 4000 py6. 00 kon.

E.B.AnexuH
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Knn 110
Instructions for Use H, |

The enclosed documents contain the requested files for presentation to the Federal Service on
Surveillance in Healthcare (Roszdravnadzor).

These updated documents have to be submitted for introductijan of modification in the registration
documentation for medical device «Administration set, for single-use»

The legal manufacturer of Intrapur’ Inline according to the European Council Directive 93/42/EEC
concerning medical devices is

B. Braun Melsungen AG
Carl-Braun-Str. 1
34212 Melsungen

Germany

Manufacturing sites are:
B. Braun Medical Kft Production Division
Déli-Kulhatir ut 2-4
3200 Gy6ngy6s
Hungary

List of contents

Declaration on Instructions for Use
English specific version of the Instructions for Use for Administration set, for single-use
Russian specific version of the Instructions for Use for Administration set, for single-use

5 For and on behalf of
J B. Braun Melsungen AG
iA. [ J
Dr. Melke Junfus n Olga Sje”ann
Maniger Rcgulitory Affairs CoE infusion tt Pain Thtrapy Adminlstranr Regulatory Affairs International
* CoE Infusiorr a Pain Therapy
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B BRAUN

B Braun Meisungen AG
Division Hospital Care

34209 Meisungen

Germany

Contact: Dr. Meike Junius

Fon: +49 160 93606809
TOTHE Fax; N/A
FEDERAL SERVICE ON Email; meike.junius@bbraun.com
SURVEILLANCE IN HEALTHCARE Internet: http://www.bbraun.com
(ROSZDRA ZOR) Date: April 17, 2024

Declaration on Instructions for Use

With this letter we

B. Braun Meisungen AG
Carl-Braun-Str, 1
34212 Meisungen
Germany

as responsible/legal manufacturer according to the European Council Directive 93/42/EEC of medical devices of
the product groups

Intrapur* Inline
herewith declare that we provide the following updated English and Russian specific versions of Instructions
for Use(IFU):

Instructions for Use
Administration set, for single-use
Date of issue: 04.2024

to update the documents of the Registration Dossier Ne P/1-4608/25085 issued 2014-08-07 of the above
mentioned medical device for improving the features and characteristics without any impact on the functional
purpose, intended use and principle of operation of the medical device and submission of the above mentioned
document to the Federal Service for Surveillance in Healthcare (Roszdravnadzor) in the Russian Federation.

In case of any discrepancy between the English and Russian translations of this document, the English version
shall prevail.

For and on behalf of

B. Braun Meisungen AG

LA,
Minagtf Itcgulatory Affairs CoE Infusion UPain Therapy Regulatory Affairs International
CoE Infusion a Pain Therapy
ChaiTNMiw .r the Supcrvbery | teraitice BNrB: Corpwate O m «; Mcltun|CM an]t:
Dr. Aiwcttc Belief Merkut Strotminn Register Court. B. Braun Mclurtgcn io
(Cheinnan) lecil Co hUlar i:Bnun-StriBe
Pnv.*Oot Or.Stefin Ruppert HRS N Melwngcn
Mrfcn Stihl WfEE.Rcg. No. OE @BOQ} Oenneny
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Instructions for Use

«Administration set, for single-use »

Name of MD )
Instructions for use is applicable for the following design variant of medical device:

Administration set, for single-use,
design variant:
5. Administration set Intrapur® Inline (Intrapur® Inline), type Neutrapur, design variants:
5.1. Administration set Intrapur® Inline (Intrapur® Inline), type Neutrapur (Not made with PVC), 150
cm, in assembled view: vented spike with air filter and snap cap, drip chamber with filter 15 pm,
* PUR line, 0,2 pm low protein binding infusion filter, roller clamp, patient connector Luer Lock
with cap (cat. 4099842N), for single-use, 20 pcs./pac., with instruction for use (1 pc.).

The name of the medical device «Administration set» and its variants can be indicated further in the text as:

- administration set, _

- Administration set Intrapur® Inline (Intrapur® Inline), type Neutrapur and/or Intrapur® Inline (Intrapur®
Inline), type Neutrapur and/or Intrapur® Inline (Intrapur® Inline)

Device description

Intrapur® Inline

220

23 I
w o En,
Lo

b ] " ”
e
LA

Cat. 4099842N

1 - Vented spike with protective cap (which maintains the sterility of the spike section and interior of the infusion set until the
infusion set is used. It protects the user/patient from the risk of stick injury). Spike, which is integrated in drip chamber, is used to
pierce the closure of a fluid container without pre-piercing. The piercing occurs without punching of the material from the seal. The
air filter included in the top spike prevents the entry of microorganisms by filtering the air. Snap cap provides additional protection
against contamination. 2 - Drip chamber allows a constant visual monitoring of the flow rate of infusion solutions. A fluid filter of
15 pm (2.4) is located inside the chamber to retain particles from the infusion solution. The drip chamber consists of top (2.1) and
bottom (2.3) and moulded ring (2.2), which provides a tight connection between the top and bottom of drip chamber. 4 - Tube is
the fluid line from the infusion bottle to the patient. The tubing, made of flexible material (polyurethane (PUR)), shall be transparent
or sufficiently translucent that the interface of the air and water during the passage of air bubbles can be observed with normal or
corrected vision. 3 - 0,2 um low protein binding infusion filter is used for retention of bacteria, fungi, particles, and air bubbles,
originated from infusion solution or additive injections. The membrane of the filter is designed to be non-charged and low-protein
binding, S - Roller clamp (consists of housing (5.1) and wheel (5.2)) is used to regulate the volume flow rate of the infusion solutions.
6 - Patient connector Luer Lock with cap is used for connection to the vascular patient access.
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Main technical parameters see on packaging.
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Filter efficiency of filter 15 pm: Particle retention with a filter efficiency >80% for a particle size of 20 pm in
accordance with EN SO 8536-4.

[y

Numbers of drops in 1 ml of liquid, flowing through drip chamber: 20 drops~ 1g+ 0,1 g

Infusion flow rate, according to 1ISO 8536-4 / GOST R 1SO 8536-4: not less than 12000 ml / 10 min
Inline filter: 0,2 pm, non-charged, low protein binding

Nominal inner diameter: 3 mm

Nominal outer diameter: 4,1 mm

IV administration set can be used with devices which are compatible or in conformance with Luer connectors
(e.g., 1SO 80369-7),
IV administration set is in accordance with EN 1SO 8536-4/ ISO 8536-4.

Materials used:

PA, SBS, PS-HI, PS, LDPE, borosilicate, PP with dye, PUR, acrylic copolymer/PES/PTFE, lubrication,
MABS.

1.V. administration sets for gravity infusion.

Description on the Label:

Infusion set with 0.2pm inline filter.

The inline filter of Intrapur® Inline is low protein binding and the membrane of 0.2pm offers an effective
filtration area 10cm™ made out of Polyethersulfone which helps to prevent particulate contamination by
retaining particles > 0.2pm and reduces microbiological contamination by retaining bacteria and fungi.

Intended purpose
Intrapur Inline (Intrapur® Inline), type Neutrapur is intended for the administration of solutions and liquid
drugs, for the administration of antibiotics and cytotoxic drugs. For infusion by gravity.

Sterility

Sterilized using ethylene oxide. Please refer to the information on primary packaging
Do not use if package is damaged.

Visually inspect the product packaging to ensure that the sterile barrier system is intact.

Parameters sterilization by ethylene oxide (EO):
Type of gas: Ethylene Oxide 99,9% (100 %) or Ethylene Oxide 100 % (depending on sterilization site)

Indication

Infusion sets are used for infusion therapy e.g.: Fluid volume maintenance, fluid volume replacement, infusion
of medications (e.g. antibiotics, chemotherapeutic agents) with bottles and bags according to the SPC
(Summary of product characteristics) of the drugs/solutions.

Patient population
The device can be used for all patients for which infusion therapy is prescribed.
No gender or age-related limitations. Intrapur® Inline can be used for adults, pediatric and neonates.
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Intended User

Intrapur® Inline should only be used by healthcare worker who have been adequately trained within the
educational background in this technique.

Upon medical assessment and adequate instruction, patients and/or caregivers may also be allowed to take
over defined handling steps according to national guidelines. Healthcare workers are responsible for ensuring
that patients and/or caregivers are instructed in the correct use of Intrapur® Inline and that the instruction of
caregiver and/or patient is documented by the healthcare worker, according to the local documentation
guidelines.

Contraindications
* IVadministration set shall not be used in case of proven incompatibility ofthe drug/lV solution to one
of the used materials. SPCs of the drugs/solutions for contraindications should be considered.
' * No administration of blood products or blood components.
Intrapur® Inline with 0,2 pm pore size must not be used for the filtration of lipids, suspensions or emulsions
and colloidal solutions. The filter should not be used for sterile filtration of solutions with visible contamination
by bacteria or pyrogens.

Residual Risks / Side effects

General risk occurring during infusion therapy including air embolism, local- to systemic infection, particulate
contamination, medication error and kinking that may result in decrease or stop of infusion flow. Leakage of
cytotoxic or biological fluids can be an additional hazard to patients, visitors or staff.

Precautions

Visual check of the 1V-set for damages before use.

Do not re-attach the protective cap of the patient connector.

Do not use if protective caps are missing or loose.

Mind the general guidelines for parallel infusions

Please also consider the corresponding SPCs of the drugs/ solutions regarding possible incompatibilities of
drugs/ solutions.

Monitor all connections for tightness over the whole infusion procedure.

Allow the filter to hang straight down and initiate fluid flow. The filter will automatically prime if left in a
vertical position. Do not invert to prime the filter.

IV filters help to achieve required standards of hygiene, but it is not a replacement for them. Use aseptic
techniques in accordance with national guidelines and / or hospital protocols.

Avoid that the air vent opening of the 1V filter gets in contact with e.g. disinfectants or soap from the outside.

Warning

Do not re-use. Re-use of single-use devices creates a potential risk of patient or user. It may lead to
contamination and/or impairment of functional capability. Contamination and/or limited functionality of the
device may lead to injury, illness or death of the patient.

Administration of light sensitive drugs requires UV-protected IV administration sets.

Always check, if incompatibilities with other drugs or with materials is stated in the SPC (Summary of product
characteristics) ofthe drug.

Always check, if the use of a 0.2|im filter is stated in the SPC (Summary of product characteristics) of the
drug.

Do not re-sterilize. Do not use after expiration date.

Do not use in connection with an infusion pump.
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Operating Instructions - textand / or pictogram
. Intrapur” Inline

w

1 &2 Unwrap the IVV-set and check whether the green air vent cap is closed and the roller clamp is open.
3. Spike the container/bag/bottle.

4. Close the roller clamp.

5. Turn the IV-system upside down. Squeeze impulsively the lower part drip chamber and bring fluid level up
to the ring ofthe drip chamber.

6. Open roller clamp.

6a. Squeeze the lower part of drip chamber impulsively once again to ensure the filling up to the ring of the
drip chamber.

7. In case of glass bottle is used open the air vent.

7a. In case of bag or semirigid container (e.-g. Ecoflac® plus) air vent remains closed.

8. Prime the line completely and close the roller clamp.

9. Remove cap and connect to venous access.

10. Control the flow rate by adjusting the roller clamp. Always refer to the handling precautions described in
the picture and under section

V. Important note: When the prepared IV-system is laid down horizontally, e. g. on a tablet, or the spiked glass
container is placed on a table, it is necessary to close the air vent cap beforehand! Only re-open the air vent
cap when the infusion is running.

Always ensure to establish a 20 cm siphon.
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For Intrapur® Inline re-spiking according to hospital protocols and / or guidelines is allowed during a single
procedure.

Duration of use

Duration of use is dependent on the intended therapy according to the SPC of the drug or solution. In general,
change of administration sets should occur according national guidelines (e.g. CDC guideline) and/or hospital
protocols. Intrapur® Inline should be changed LLler 24h at the latest.

Maximum duration of device’s use is 24 h

Area and conditions of use
The device can be used for infusion therapy in healthcare facilities, home healthcare, outpatient,
emergency situations and medical transport environments.

Disposal

Disposal after use shall be performed in compliance with national regulations and hospital protocols.

Where applicable use built-in stick prevention on the roller clamp.

Use integrated spike protection at flow regulator housing for disposal.

Post-consumer disposal of medical device “Administration set” is performed in accordance with the
requirements for medical waste management established by the Russian Federation laws SanPiN 2.1.3684-21
for class B waste and other laws and regulations of the.Russian Federation.

Unused medical device and unused packages should be disposed of in accordance with the procedure for
disposal of solid household waste, established by the legislation of the Russian Federation for
SanPiN 2.1.3684-21 class A waste.

If you have any questions regarding the disposal of a medical device, you should contact the authorised
organisation (importer) in the Russian Federation.

Storage, operation and transport conditions

Parameter Operation Transportation Storage
Temperature From+10°Cto+40°C From -20°C to +40°C From+10°C to +25°C Q
Relative air humidity Up to 75% Up to 90% From 30% to 75%
Atmospheric pressure _900-1100 hPa 900-1100 hPa ) 900-11_00 hPa )
O Llogtamstoaeatsice tsteeatue ragemay et tre sefHifead optimum geaity of ttrecbace.
Storage conditions:
Keep away from sunlight.
Keep dry.
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Shelf life
Shelf-life of the administration set article 4099842N is 2 years from the manufacture date.
Do not use after the expiration date printed on the package.

Clinical benefits & Performances
N/A

Notice to the user

Al serious incidents related to this product must be reported to B. Braun and the competent authority in the
country where the product is being used.

If further Instructions for Use are required, they can be requested from the manufacturer or can be obtained
from the B. Braun homepage: https://eifu.bbraun.com/.

Additional content to be considered for active devices
Not applicable.

Marking

Marking on the device: On the drip chamber of a medical product, an inscription is applied, namely the logo
ofthe manufacturer BBRAUN (in Latin), formed during the MD manufacturer.

Symbols are used in accordance with GOST R ISO 15223-1 for marking ofthe individuals and group/transport
packaging, for the decoding of the symbols see the Table below. Additionally, information in a foreign
language can be applied on the marking, namely: “0.2 pm low protein binding filter” (translation from English:
“dmnbTp 0,2 MKM C HU3KOI CTeNeHbHO CBS3bIBaHMSA 6enka”), “Type Neutrapur” (translation from English: “Tun
Heirpanyp (Neutrapur)”). “Made in Hungary” (translation from English: “INpowv3seseHo B BeHrpumn™)

Symbols for marking

Symbol Designation
i J Manufacturer
H Date of manufacture
Use-by date
S y
IHOTI Batch code
Irefl Catalogue number
m Consult Instructions for use
A\ Caution
Do not re-use.
Sterilized using ethylene oxide
O Single sterile barrier system
O Single sterile barrier system with protective packaging outside
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Symbol Designation

(@ Do not use if package is damaged
Keep away from sunlight

Keep dry

Non-pyrogenic

Drops per milliliter

N OX TP

Liquid Filter with Pore Size

Country of manufacture

Medical device

&

Does not contain or no presence of natural rubber latex
Does not contain or no presence of DEHP

Does not contain or no presence of PVC

1 Gravi
B ty
Tubing length, cm

1 1 Green Dot
Temperature limit*

Humidity limitations*

CE mark — mark of conformity to Directive 93/42/EEC and the identification number of
C €ol23 the accredited certification authority of the European Union

«in case of presense

Manufacturer
B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany
www.bbraun.com

Manufacturing Site
B. Braun Medical Kft Production Division, Ddli-KOlhatdr ut 2-4, 3200 Gyongyos, Hungary.
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Authorized organization (importer) in the RF

LLC «B.Braun Medical», registered address*: 191040, St. Petersburg, inner-city territory of the city of federal
subject significance, the municipal district of Vladimir district, Pushkinskaya Street, building 10 letter A, office
40-N, tel/fax (812) 320-40-04, e-mail: office.spb@bbraun.com

mcg] miz;e?\égbd%sd‘te tmd‘teat{rmjagim (npn]'B) nm

Date of issue: 04.2024
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NHCTPYKLMS NO NPUMEHEHNIO

«Cuctema ana nHgysum, Ansa ogHOKPATHOTO NPUMEHEHMNS»

HanmeHoBaHue MU

WHCTPYKUMS MO NPUMEHEHUIO PAcnpOCTPAHSETC Ha CNeflytolyie BapUaHTbl UCMONMHEHWS MeAMLIMHCKOrO
N3enus:

Cuctema anAa VIHd)y3VII/I, ANna OOHOKPATHOTIo npuMmeHeHunA

BapWaHTbl UCMONHEHUS:

5. Cuctema anst uHdysum MHtpanyp MHnaiiH (Intrapur® Inline), Tin Neutrapur, BapuaHTbl UCMONHEHNS:

5.1. Cucrtema ans nHgy3sum Mutpanyp MHnaiiH (Intrapur® Inline), Tun Neutrapur (6e3 MNBX), 150 cwm, B

COOpaHHOM BWfE: BEHTUIMPYEMbIV MPOKa/IbIBAIOLLMIA HAKOHEYHUK C BO3AYLUHbIM (PUILTPOM U
KPbILLKOW, KanesbHas Kamepa ¢ puabTpoM 15 MKM, HNA 13 MYP, NHQY3NOHHBIV GunbTp 0,2 MKM
C HW3KOM CTeneHbIo CBA3bIBaHUA 6enKa, PONMKOBBINA 32KMM, KOHHEKTOP nauueHTa TMn J1toap J1ok ¢
Konnaykom (kat. 4099842N), Ansi 0HOKPATHOro NpuMMeHeHns, no 20 wWT./yn, ¢ MHCTPYKLUMERA Mo
npvmMeHeHuio (1 wr.)

HanmveHoBaHMe MeauUMHCKOro usgenua «Cuctema Ansa MHQY3uu» 1 ero BapyaHTOB UCMOJHEHWS fanee no
TEKCTY MOXeT 6bITb YKa3aHO Kak:

- CUCTeMa Ana NHAQY3uK,

- Cuctema ana wHpysmn MHtpanyp WHnaiin (Intrapur® Inling), Tun Neutrapur n/unn NHTpanyp WHnaiiH
(Intrapur® Inline), Tun Neutrapur w/unn MHtpanyp MHnaiid (Intrapur® Inline).

OnucaHune

VnTpanyp VHnaiiH (Intrapur® Inline)

BN &

24 5

-
s

Kart. 4099842N

1 - BeHTunupyemblii NpoKanbiBalOWnii HakoHeYHnK (1.1) (C 3alMTHbIM KO/INAaykoM), BCTPOEHHbIVi B KanesnbHyl Kamepy,
ucnonb3yetca A8 npokona npobku hnakoHa C MHAY3MOHHBIM PAacTBOPOM, MPUYEM MPOKO/ OcylecTensieTcs 6e3 nortepu
marepuana npobku dakoHa ¢ pacTBOPOM. Bxoaawnii B cocTaB HaKOHEYHMKa BO3AYLLUHbIA dunbTp NpefoTBpallaeT nonagaHue
MWUKpOOpraHm3aMos nytem dunbTpauuy Bo3fyxa. Kpbilka BEHTWIALMOHHOIO KaHana 3alenkvsawowascsa (1.2) obecneuvsaeT
[ONOSTHUTENbHYIO 3alWMTy OT 3arpsA3HeHuwii. 2 - KanenbHas kamepa npefocTaBnsieT BO3MOXHOCTb MOCTOSAHHOTO BU3YyaslbHOro
HabngeHnsa 3a pacxofoM WHMY3MOHHbIX PacTBOPOB. BHYTpM Kamepbl pacnonoxeH XUAKOCTHbIA dunbtp 15 mMkm (2.4) gna
npefoTBpaLleHns nonagaHnsa MexaHnyeckux YacTug Kotopble MOryT cofepXaTbCsa B MHPY3MOHHOM pacTBope. KanenbHas kamepa
COCTOUT 13 BepxHeii (2.1) n HmkHel (23) yacTeil n pa3fennTenbHOro Konbla (2.2), KoTopoe obecneumBaeT MNI0THOE COeAUHEHME
BEPXHEeN U HWXKHEeN YacTu KanenbHoi kKamepsbl. 4 - JIMHWA - 3T0 MMHUS MeXAy h1akoHOM C MHADY3MOHHBIM PacTBOPOM U NaLMEHTOM.
NnHnsa, wnsrotoBneHHas wu3 rmbkoro wmartepuana (nonuypetad (MYP)), pomkHa 6biTb NPO3payHoOli  WAM  [OCTAaTOYHO
nosynpo3payvHoii, 4Tobbl rpaHuLa pasgena Bo3gyxa v BoAbl BO BpeEMS MPOXOXAEHUS My3blpbKOB BO34yxa Mornia Habnopartbes
HOPMa/IbHbIM WM CKOPPErcrupoBaHHbIM 3peHneM. 3 - MHPY3MOHHbIA dnnbTp 0,2 MKM C HU3KOW CTeneHblo CBA3bIBaHWA Genka
ucnonb3yeTca ANA 3agepxaHns Gaktepuii, OUOKOB, YacTul, U yaaneHust My3blpbKOB BO34yxa M3 WMHY3MOHHOTO pacTBOpa.
Mem6paHa chunbTpa He 3apshkeHa 1 0bnafaeT HU3KOM CTeneHbio CBA3bIBaHUA 6eka, 5 - POMMKOBBIN 3axM (COCTOSALMIA M3 Kopnyca
(5.1) n konecuka (5.2)) ncnonb3yeTca ANa peryiMpoBaHns CKOPOCTM MOTOKa MHAY3MOHHOTO pacteopa. 6 - KoHHekTop nauueHta
Tuna J1toap JTIOK C KONaykoM MCMNonb3ylTeCs A1 COeANHEHNS C COCYANCTBIM AOCTYNOM CO CTOPOHbI NauueHTa.
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OCHOBHble TEXHMYECKNE XapaKTEePUCTUKM CM. Ha yNaKoBKe.

{ 1 " s A g
|h n il | ﬁg
dNx

15 UKM Nok

'AhheKTUBHOCTL (hrnbTpaLmmn uasbTpa 15 MkM: 3agepikka YacTuLe 3(heKTUBHOCTLIO hnbTpaummn >80% i YacTuL, pasmMepom
20 mxm cornacHo EN 1SO 8536-4.

Uncno Kanenb B MUNIVAUTPE XUAKOCTH, NPOXOAALLEM Yepes KarnesbHyto Kamepy: 20 Kanesb r£01r
CkopocTb NOToKa NHAy3uK, cornacHo 1SO 8536-4 / TOCT P NICO 8536-4: He meHee 1000 mn B TeyeHUe
10 MuH

WHTpanyp WMHnaiiH: WHQY3noHHbI unbTp 0,2 MKM, MembpaHa He 3apsbkeHa, C HW3KOW CTereHbio
CBA3bIBaAHUA Geska

HoMWHabHbIA BHYTPEHHWIA AnameTp: 3 MM

HoMWHasbHbIA Hapy>XXHbIA ArameTp: 4,1 MM

CucTeMbl  ans MHAY3MM  MOTYT  UCMO/b30BaTbCA COBMECTHO C  W3AENMMSIMKW, COBMECTUMbIMKA WK
COOTBETCTBYHOLLYMU KOHHeKTOpaM JTto3p (Hanpumep, 1SO 80369-7).

Cuctema gnsa UHY3MK cooTBeTCTBYET cTaHapTam EN ISO 8536-4/ ISO 8536-4.

OCHOBHble 1cnosb3yemble MaTepuaibl
MA, CBC, ygaponpouHbii TC, TC, 6opocunmkar, [N, c KpacuTenem, [1YP, aKpunioBblii
cononumep/MaC/MT®I, cvmaska, MABC.

CucTema A1 MHAY3UU AS TPaBUTALMOHHOO BBEEHNS
WNHthopmaLms Ha 3TUKeTKe: Cuctema ans HY3umn ¢ unbTpomM 0,2 MKM Ha /IMHUK

BCTPOEHHbI B cucTeMy A8 WHyY3um WHTpanyp VHnalH (Intrapur® Inline) duabTp ¢ HU3KON CTemneHbo
CBA3bIBaHNA Genka M MembpaHoii 0,2 MKM, obecrieuvBaeT 3eKTMBHYO nnowaas gunbtpauum 10 o,
M3roTOBMIEH M3 MOMMI(MPCYNbGIOHa, YTO MOMOraeT NPeaoTBpaTWTL 3arps3HeHMe TBEpAbIMM YacTULAMK
> 0,2 MKM W YMeHbLLIAET MMKPOOMONOrMYECKOe 3arpsis3HeHNE, yaepKmBasi 6akTepumn 1 rpubKu.

Ha3HauyeHune

BapuaHT ncnonHeHus WHTpanyp WHnaiiH (Intrapur® Inline), Tvn Neutrapur npefHa3HayeH Ans BBeAEHUS
pacTBOPOB W XXNAKWX NEKapCTB, BBEAEHWS aHTUOMOTMKOB W LIMTOCTATMYECKMX NpenapaTos. [na BBedeHUs
METOLOM rpaBUTaLN.

Crtepununsauymns

CTepunn3oBaHO OKCUAOM 3TuieHa. CM. MH(OPMaLUMIO Ha UHAVBUAYaSIbHON YNaKoBKe.

He 1cnosnb3oBath Npy NOBPEXAEHUN YTMAKOBKM.

BusyasbHO OCMOTpWTE YMAaKOBKY W3AENNS, YTOObI y6eauTbCs, UTO CTepubHas GapbepHas cucTema He
noBpexzaeHa.

MapameTpbl cTepuM3aLmm oKenaom atuneHa (30)
Twvn rasa: okewg atuneHa 99,9% (100%) wam okeug atuneHa 100% (B 3aBUCUMOCTY OT CTEPU/IN3ALIOHHON

M/10LLaAKM)
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lNMokazaHunA

Cuctembl A1 MHAY3UM UCMOMb3YHOTCA 4151 MHADY3MOHHOW Tepanum, Hanpumep Ans: noaaepXKaHus obbema
YXUOKOCTK, BOCMOMHEHWS 0OBEMA >KMAKOCTW, WHAY3UMM NEKApCTBEHHbIX NpenapatoB  (Hanpumep,
aHTUOMOTUKOB, XMUMUOTEPANEBTUYECKUX MPEenapaTtoB) M3 ()1akOHOB W MakeToB B cooTBeTcTBUM C UMM
(MHCTpYKLWEl Mo NPUMEHEHMIO) NEKAPCTBEHHBIX MPenapaToB/pacTBOPOB.

LleneBaqa rpynna nayueHTOB
CucteMa MOXET BbITb MCMOMb30BaHa ANa BCEX NaUWeHTOB, KOTOPbIM HasHa4eHa. be3 OrpaHI/Il-IeHI/Iﬁ no nony
1 BO3pacTy. CucTemsl anAd I/IHbe3I/II/I MOXXHO MCMNONb30BaTh A4 B3POC/bIX, ,que|7| 1 HOBOPOXXAEHHbIX.

LleneBas rpynna nosb3oBatesei

Cuctemy Ans MHGY3MM AO/MKHBI MCNOMb30BAaTLCS TOMBKO MEAMUMHCKUMU PaboTHUKaMK (MeAULMHCKAM
MepcoHa/IOM,  aTTeCTOBAHHbIMW  WWIM  aKKPeAUTOBaHHbIMKA — Bpadamu, —crieumaimctaMm B 06/1acTu
3[paBOOXpaHeHns, akyLlepkamu, henbatlepamu, hapmasesTamm), NPoLLeALLIMMA Hafiexalllee obyyeHne Mo
3TON METOANKE.

[Mocne MeaMLIMHCKOrO 0CMOTPA W HafIEXALLIEr0 MHCTPYKTaXa NauyeHTaM Wumu uuam, ocyLLECTBISIOLLIMM
YXO/l, TAKXKe MOXET 6bITb PA3PELLIEHO BbIMO/HSATL ONpPeeneHHble Ae/CTBIS M0 0BPALLEHIO B COOTBETCTBUM
C HaLMOHANbHLIMK PEKOMEHAALMAMN. MeanUMHCKE PaGOTHUKA HECyT OTBETCTBEHHOCTb 3a TO, YTOOb
MaLieHTbl WMW LA, OCYLLIECTBASKOLLME YX0f, Gbli NPOUHCTPYKTUPOBaHbI O MPaBUIbHOM UCTIO/Nb30BaHUM
JAHHbIX CUCTEM [ANf MHMY3NW, a TakkKe 3a [OKYMeHTa/lbHOe O(OPM/EHME WHCTPYKLMIA ans L,
OCYLLECTB/ISOLLMX YXOZ, WK NaLMEHTOB, B COOTBETCTBMM C HALMOHA/IbHBIMW PEKOMEHALISIMM.

MpoTnBonoKasaHus
» JlekapCTBeHHbIe Mpenapatbl / pacTBOpPbI, /11 KOTOPbIX YCTaHOB/IEHA HECOBMECTMMOCTb C OfHUM U3
ncnonb3yembiX MatepuanoB. CreayeT yunTbiBaTb VMM (MHCTPYKUMM MO NPUMEHEHWIO NpenapaTa)
[151 COOTBETCTBYHOLLMX JIEKAPCTBEHHbBIX MPenapaTos/pacTBOPOB Ha Ha/IMYMe NPOTMBOMOKa3aHWIA
* Cucrema gna MHDY3UK He NpeaHasHaveHa 415 NpenaparoB KPOBU UK ee KOMIMOHEHTOB.

Cuctemy ans uHgysum NHTpanyp WHnaiin (Intrapur® Inling), Tmn Neutrapur ¢ (unsTpoM pasmepoM nop
0,2 MKM He CnefyeT V1Crosb30BaThb 415 BBELEHWS PACTBOPOB WU/ 3MY/IbCUIA, HANpUMep IMMAHBIX PACTBOPOB
W NIEKapCTBEHHbIX MPenapaTtos, KOTOPble He MOJIHOCTBbIO PacTBOPUMbI B pacTBope-HocuTene. Cuctemy ¢
(hMNLTPOM He CriedyeT UCMOb30BaThb A CTEPUIBHON OUMCTKM PacTBOPOB, MMEKOLLMX BUAVMbIE MPU3HAKM
KOHTaMMHaLMM GaKTepusaM/ UK MNporeHamu.

Pucku npuMeHeHust / Mo6oYyHble AeicTBUS

O6lLe PUCKK, CBS3aHHbIE C MH(Y3VOHHOW Tepanueid, B TOM UWUCME BO3AyLUHAs 3MOOMMS, MECTHble W
CUCTEMHbIE UH(EKLMM, NPUCYTCTBME B PACTBOPE MEXaHUYECKUX MPUMECE. YTeUKa LTOTOKCUUECKMX UK
BVONOTMYECKUX XKUAKOCTE MOXKET NPEACTaBNATh ONONHUTE/bHYHO ONMACHOCTb [ NALMEHTOB, NOCETUTENEN
W1 MepcoHana.

Mepbl NpefoCcTOPOXKHOCTY

Mepes UMCMOMb30BaHWEM MNPOBEAWTE BU3Ya/lbHYHO MPOBEPKY CUCTEMbl [N18 WMHQY3UM Ha npeamer
MOBPEXAEHWIA.

He ycTaHaBnmBaiiTe MOBTOPHO KONMa4YOK Ha KOHHEKTOP NaLmeHTa

He vcnonb3yiiTe U3fenue, eciin 3almUTHble KONMayKy OTCYTCTBYHOT UK OC/iabrieHbl.

Cobntogaiite 06LME YKa3aHKs B OTHOLLEHWW NapasifienlbHO UHAY3UN

O3HaKOMbTeCb C MH(OpMaLMen O BO3MOXHOM HECOBMECTMMOCTM JIEKAPCTBEHHBIX MpernapaTos/pacTBOpPOB,
npviBesieHHo B T ons COOTBETCTBYHOLLWMX NIEKapCTBEHHBIX MpenapaTos/pacTBOPOB.

CneayTe 3a repMETUYHOCTLIO BCEX COEAVHEHWIA B TEYEHME BCen NPOLieAypbl UHKY3UK.

Pa3MecTuTe BCTPOEHHbIN (DUIbTP BEPTUKAIbHO WM HayHUTe 3arofiHeHne. PUIbTP CUMCTEMbI 3arofIHUTCA
aBTOMATUYECKW, €CNM OCTaBWUTb €ro B BEPTUKAILHOM MOMOXKeHUW. He nepesopauvBaiiTe unbTp A4
3anonHeHns
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BHYTpVBEHHbIE (DUNBTPBI MOMOTaOT A0CTUYL TPeBYEMbIX CTaHAAPTOB FUIMEHbI, HO HE 3aMEHSIHOT WX
Wcnonb3yiiTe acenTuyeckue MeETOAbl B COOTBETCTBUM C  HaUMOHAbHbIMK - PEKOMEHZALMAMY WK
60/bHUYHBIMW NPOTOKOMAMM.

W3Geraiite, UTOGbI BEHTU/ALMOHHOE OTBEPCTME (MNbTPA ANS BHYTPMBEHHBIX BMBAHWIA COMPKKAcanoch,
Hamp1Mep, € Ae3VHPULMPYHOLLYIMI CPEACTBAMU U MbUIOM CHapY>XW.

MpenynpexaeHuns

He 1cnonb3oBaTh NOBTOPHO. MOBTOPHOE NPUMEHEHVE OAHOPA30BbIX U3AeNNIA CO3AAET NOTEHLMa IbHBIV PUCK
AN nauueHTa WM MoNb3oBaTens. 3TO MOXET MPUBECTM K KOHTAMMHAUMM  WWMK  YXyALIEHUHO
(hYHKLMOHa/IbHBIX XapaKTepUCTUK. KOHTaMUHaLWS W/uim orpaHnYeHHast PyHKLUMOHAIbHOCTb U3AENNs MOTYT
MoBnedb 3a COGOW Yyliep6 QA7 340pOBbsl, 3a60MEBaHWME WM CMePTb MNauveHTa. [ BBEAEHMS
CBETOUYBCTBUTE/bHBIX MPENapaToB HEOGXOAVIMbI CUCTEMbI NS BHYTPUBEHHOW MHKY3UN C Y D-3aLiMTOIA.
Bcerga nposepsiite, npueeaeHa v B VMM (MHCTPYKLMM MO NPUMEHEHMIO NpenapaTa) MHdopMaums 0 ero
HECOBMECTUMOCTH C IpYrMMM NpenapaTamn Uin MaTepuaiamu.

He cTepunn3oBaTth MOBTOPHO. He MCMO/b30BaTh MOC/E UCTEUEHUS CPOKA FOAHOCTM.

He 1cnosb3oBaTb COBMECTHO C UHEY31OHHBIM HACOCOM.

Cnocob npuMeHeHUs
I. Cuctema 4na nHgy3um VHtpanyp WHnaiiH (Intrapur® Inline)

.1 2. OTKpOI1Te ccTeMy /15 MHY3UM 1 NPOBEPLTE, 3aKPbITa /I 3e1EHas KPbILLKA BEHTUIALMOHHOMO KaHana
1 OTKPbIT /11 PO/IMKOBLI 32XKUM,
3. BcTaBbTe MPOKa/bIBarOLLMI HAKOHEUHUK B KOHTElHep/NakeT/thnakoH.
4. 3aKpoiiTe PONMKOBbI 3aKNM
5. TepeBepHUTE MHPY3MOHHYIO cucTeMy. HafaBuTe Ha KarnefbHyt Kamepy, YTOObl YPOBEHb XXMAKOCTU
MOAHANCA O pa3fe/MTeNbHOrO Ko/bLa.
6. OTKpOIiTe PONMKOBBIN 32XKVM.
6a. CHOBa HaflaB1Te Ha Kane/ibHyto KaMepy, YTo0bl yoeanTbCs, YTO OHa Oblia HanosiHeHa 0 Pa3ae/nTeNlbHOro
Ko/bLa.
7. Mpy UCMONb30BaHNM CTEKNSHHOTO (P1aKOHA OTKPOTE BEHTUALMOHHDIA KaHa.
7a. Tpv MCNOMb30BaHMM NakeTa WM camocnagantowlerocs nakoHa (Hanpumep, 3kodiak Nakoc)
BEHTUNALMOHHBI KaHan AO/MKEH BbITb 3aKPbIT.
8. MoNHOCTBIO 3aMO/HATE NIMHUIO U 3aKPOITE POIMKOBBIA 38KUM.
9. CHMMUTE 3aLMTHBIA KOMNAY0K M NOAK/IKUMTE KOHHEKTOP MauyeHTa K BEHO3HOMY LOCTyny.
10. KOHTponmMpyiiTe CKOpPOCTb MOTOKA, PerynmMpys POVKOBbIA 3axuM. Bcerga cobniogaitte mepbl
MPeLOCTOPOXHOCTH, OMNMUCaHHbIE HA PUCYHKE Y B pasgene V. BaxHoe 3ameyaHue
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V. BaxHOe 3aMeuvaHuMe: ecn MoArOTOBMEHHYH) WH(Y3MOHHYHO CUCTEMY YKNa[blBalOT TFOPU3OHTa/IbHO,
HanpyMep Ha CTOM, WM NPOKOMOTbIA CTEKNSHHbIA (NakoH HaxOAMTCA Ha CTOMe, HeobXoavMmMo
NPeABapUTENBHO 3aKPbITh KPbILLKY BEHTUNALMOHHOIO KaHaia! CHOBa OTKPbITb KPbILLIKY BEHTUMSLMOHHOIO
KaHana MOYXHO TO/TbKO BO BPEMSI BbIMOMHEHNS UH(Y3UN.

Bcerga obecrieunBaiite M3rnd nMHUM He MeHee 20 Cw.

Mpwn 1cnonb3oBaHUK cucTeMbl Ana UHQY3un NHTpanyp VHnaiiH (Intrapur® Inling) paspeLaeTcs NoBTOPHOE
NpOKa/lbiBaHVWe (pflakoHa BO BPeMS OAHOA MpouUeaypbl COMMacHO  HaUWOHa/bHBIM -+ MpaBWiaM 1
BHYTPUOO/IbHNYHLIM NPOTOKO/IaM.

MpoLoMKNTENBHOCTL NMPUMEHEHNSA

MpOAOMHKNTENBHOCTL NPUMEHEHUA 3aBMCMT OT BWAa Tepanuu, MpUMeHsiemoli B cooTBeTcTBum ¢ UMM
NEKapCTBEHHOr0 npenapata Wi pacteopa. Kak npaBwio, CUCTEMbI 418 UH(Y3WWU ChefyeT 3amMeHsiTb B
COOTBETCTBMM C HaUMOHa/IbHbIMM PYKOBOACTBaMM (Hanpumep, pykoBogctsoM CDC) w/vnn 60/1bHUYHBIMU
npoTokonamu. Cuctemy ans uHgysum VHTpanyp MHnaiH (Intrapur® Inline), Tn Neutrapur cnegyeT 3amMeHsiTb
He nosgHee YeMm Yepes 24 yaca.

MakcumasnbHas NPOACMKUTENBHOCTL NMPUMEHEHWUA U3AENNS COCTaBNAET 24 u.

O6nacTb U yCNoBUS MPUMEHEHUS
M30enve MOXET MCMOMb30BaThCs NS UHQY3VMOHHO Tepanun B MeMLIMHCKUX YUPEXOEHUSX, Ha oMY, B
aMOYNaTOPHbIX YCOBUSAX, B 3KCTPEHHbIX CUTYaLMSX 1 B MEAVLIVIHCKOM TPaHCMopTe.

YTtnnunsaumsa

Ymunusauma  nocfie  UCMoMb30BaHWA — OCYLLECTB/IETCA  COMMlaCHO — HaUMOHa/bHbIM - NpaBuiam U
BHYTPUO0/IbHAYHBIM MPOTOKO/IaM.

I"Ae NPUMEHMMO, MCMONb3YITe BCTPOEHHYHD 3alLMTY OT CaMnaHusa (415 yaepXKaHus) JIMHAN Ha PO/IMKOBOM
3KMME.

[ns yTunnsaumm ncnosnb3yiite BCTPOEHHDIN pasbem Ha POSIMKOBOM 3aKMMe, MOMECTVB Ty/a NPOoKasbIBaroLLMiA
HaKOHEYHUK.

YTnnvsauma MefuUMHCKOro n3gennsa «Cuctema gis MHQY3UU» Mocre WUCrosb30BaHWs OCYLLECTB/SETCA B
COOTBETCTBUM C TPeOOBaHMAMM K OOpaLeHW0 C MeAULMHCKAMM OTX0famu, YCTaHOBNeHHbIMM CaHlMvH
2.1.3684-21 no knaccy b 1 nHbIMY HOPMATUBHO-MPaBOBLIMM aKkTaMu Poccuiickoii defepaLmn.
Hewcnonb30BaHHOE MEAVLIMHCKOE U3ENNE, HENCTIO/Nb30BaHHbIE YMaKoBKM, AO/MKHbI ObiTb YTUIM3MPOBaHbI B
COOTBETCTBUM C MOPALKOM YTUIN3ALMW TBEPABIX ObITOBLIX OTXOAO0B, YCTAHOB/IEHHBIM 3aKOHOLATE/IbCTBOM
Poccuiickoin ®egepauumn no Knaccy A CaHlMnH 2.1.3684-21.

Mpy BO3HMKHOBEHWM BOMPOCOB, Kacarowwmxcs ytunmsauymn M, cnegyeT obpawiatbes K YnoiHOMOYEHHOM
opraHusauum (MmnopTep) B PO.
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YcaoBus XPAHCHHS, IKCNIYATAIlHH H TPAHCNOPTHPOBKH

Moxasatens IxcnAyaTauns TpaucnopTuposks Xpaunenne
Temnepatypa ot +10°C a0 +40°C ot -20°C no +40°C ot +10°C a0 +25°C ()
Relative air humidity 20 75% a0 90% . ot 30% 1o 75%
Atmospheric pressure 900-1100 rlia 900-1100 rlla , 900-1100 rlla

(*) inuTennHOE XpaHEeHHe BHE 3TOrO TEMIIEPATYPHOIO AHANA30HA MOXKET MOB/HATbL Ha CPOK FOAHOCTH H ONTHMAJILHYIO
NPOU3BOANTENLHOCTD H3ACIHS.

XpaHenue:
He nonyckarts Bo3elicTBHS CONMHEUHOro CBETa
Bepeus ot Bnaru

Cpox rognoctn
Jns Homepa no karanory 4099842N cpok rogHOCTH COCTABAAET 2 rOAa ¢ aThl H3TOTOBJIEHHA.
He rcnons3oBaTh nociie HCTEYEHHUs CPOKa FOAHOCTH, YKa3aHHOTO Ha YI1aKOBKe.

KanHnvYecKHe NPeHMYyLIIeCTBa H XaPAKTePHCTHKH
He npumenumo

IIpumeyanus An" NOJAbL30BATENA

060 Bcex cepbe3HbIX HHUMACHTAX, CBA3aHHBIX C ITHM H3NCIHEM, Heoﬁxonumo coobuiath rpynne KoMnaHuii
B. Braun 1 KOMIETEHTHOMY OpraHy CTpaHbl, I/l HCIIOAL3YETCA H3AETHE .

Ecau Tpe6yIOTCA AONONHUTENbHBIE HHCTPYKLUH MO NPUMEHEHHIO, HX MOXHO 3aNpOCHTb Y NPOU3BOAHTEIIA
WIH NONYYHTh Ha AoMallHe# ctpanuue B. Braun: hitps://eifu.bbraun.com/.

JononHuTebHBIH pa3gen npeaycMoTpeHHbIH 118 AKTHBHBIX MEAHIHHCKHX H3Je/IHH
He npumenumo

MapknpoBka

MapkupoBKa MeJHLMHCKOrO H3ieNus: Ha BepxHel 4acTH KanenbHOR kamepbl MOXeT ObiThb HaHECEHO: -
noroTun ¢pupMbI-Npon3BoauTeNs (Ha naTuHuue «B|Braun»). Jing MapkHpOBKH HHAUBHIYAIBHON H rpyNMoBoi
YNaKkOBKH MEAMLMHCKOTO M3JENHA WCIONb3yloTcA cuMBoibl B cootBerctBun ¢ 'OCT P UCO 15223,
pacuupoBky cHMBONOB cM. B Ta6nuue Hike. JIOMONHUTENBHO HA MapKMUDOBKY MOXeET GbiTh HaHeceHa
uHQOPMALIMA Ha HHOCTPAHHOM A3bIKe, a UMeHHO: “0.2 pm low protein binding filter” (translation from English:
“dunbTp 0,2 MKM ¢ HU3KOH cTeneHslo cBA3bIBaHUA Genka”), “Type Neutrapur” (translation from English: “Tun
He#trpanyp (Neutrapur)™). “Made in Hungary” (translation from English: “ITpou3sseneno B Benrpun™)

CHMBOJII»I, HCNOJIb3yeMbI€ IIPpH MRPDKHPOBKE

Camson Pacmudposka

Harotosurens

JlaTa M3roToBIEHHS

Hcnons3osars a0

Howmep cepun

Howmep no xatanory

OGpaTHTECh K MHCTPYKLIMH 10 PHMEHEHHUIO WIH K HHCTPYKLMH NO NPUMEHEHHIO B Y1EKTPOHHOM BHAE

OctopoxHo!

3anpet Ha NOBTOPHOE NPUMEHEHHE

= )= HE ST
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MpounssognTtersns

B. Braun Melsungen AG, Carl-Braun-Str. 1, 34212 Melsungen, Germany/ b. bpayH Menb3yHreH Al", Kaps-
BpayH-LLTp. 1, 34212 Mefb3yHreH, ["epmaHus.
www.bbraun.com
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MecTo npousBoAcTBa
B. Braun Medical Kft Production Division, Ddli-Ktilhatar ut 2-4, 3200 Gyongyos, Hungary/ B. bpayH

Megunkan Kt MpopakwH AnemkH, Oenu-Kionbxatap T 2-4, 3200 ObéHabéL, BeHrpus.

YNonHOMOYeHHas opraHusaums (mmnopTtep) B PP
OO0 «b.bpayH Megukan», ropuandeckuii aapec™: 191040, r. CaHkT-TeTep6ypr, BH.TeP.r. MyHULMM/IbHbIV
OKpyr Bnagumupckmia okpyr, yn. MylwkuHekas, g. 10, ant. A, nomel, 40-H, e-mail: office.spb@bbraun.com

* oK KK BYQIITIGY Gy, HEOTY C VM ATOHEHAW (VEia MHAYTEH-OI0 [HTRHA, He SBYEGH

EIEB M
IR0/, NOHET Gl YHEBRH SECVECTOHR OYEH/A YO HOWD-EHHD i qravBaLym (Wrgoie)) BPO BB/ES
00, (ke Expy o1 YA R, 3, D

[arta Bbinycka nHpopmayun; 04.2024
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Nr, 539/2024 dm» Urkundenverzeichnisses

Die vorstehenden, dem Firmendruck ,B. Braun Melsungen AG"
beigefUgten, vor mir vollzogenen Namensunterschriften
1. der Frau Dr. Meike Junius,

2. der Frau Olga Siegmann,
beide geschSftsansSssig Carl-Braun-Strafte 1,

D-34212 Melsungen,
und mir von Person bekannt, beglaubige ich hiermit.
Der Notar fragte nach einer Vorbefassung im Sinne von
§ 3 Abs, 1 Nr. 7 BeurkG, Sie wurde von den Erschienenen

verneint.

Melsungen, 17, April 2024
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MHCTPYKUMA NO NPUMEHEHMIO

Mpunaraemuie AOKYMEHTHI cofiepXaT TpebyeMyio HOPMaUUIO ANA NpeaocTaBneHns 8 deaepansHy!o
cnyx6y no Haasopy B chepe 3npasooxpaHerus (PocaapasHaasop).

Hacrosuwme 06HOBNEHHbIE AOKYMEHTbI AOMKHbI GbiTb NPEAOCTABNEHB B LENSAX BHECEHWA W3MEHEHWH
8 PErucCTpPauMOHHYI0 AOKYMEHTauuI0 Ha MeauuuHckoe uspenve «Cuctema ana uHdysun, Ans
OAHOKPATHOrO NPUMEHEHUA»,

OTBETCTBEHHLIM/3aKOHHbIM npou3soauTenem UnTpanyp Unnain (Intrapur® Inline) cornacko
Avpextuse Esponetickoro coserta 93/42/EEC 0 MEANMLMHCKUX U3GNUAX ABNRETCA

B. Bpayn Menssyurex Al (B. Braun Melsungen AG)
Kapn-Gpayw-WiTp. 1,
34212, Menb3yHren,
Fepmanna

NpON3BOACTBEHHbIE NNOWAAKHA:

B. Bpayn Meaukan KT Npoaaxwx Ausnxx (B. Braun Medical Kft Production Division)
Renu-Kionbxarap o1 2-4
3200 Avénabéw
Benrpua

Conepxanune

- fleknapaunsa No WHCTPYKUUM NO NPUMEHEHNIO

- IHCTpYKUMA NO NPUMEHEHWIO HA AHFNUACKOM a3bike Ana MU Cucrema ans uHdysuu, ans
OAHOKPATHOMO NPUMEHEHUR

- WHCTPYKUMA NO NPUMEHEHWI0 Ha PYycCcKOM s3bike Ans MU Cuctema ans uHbdysuu, A
OAHOKPATHOrO NpUMEHeHus

OT uMeHu 1 No NopyveHuio
6. BpayH Menw3yHren Al (B. Braun Melsungen AG)

Mo nopyuenuio Mo nopyuexuo

<NOAMMCaHo> <NQ4MHCarHo>

A-p Mailxe 1Onnyc Onbra 3urMand

Mexenxep ovaena HOPMaTHBHO-NPaBOBOrOAAMUHUCTPATOP. otgena HOPMaTHBHO-NPaBOBOrO
perynupoBaHus UeHTpa NPOrpeccUBHLIXPEryNMpoBaHus LieHTpa NpOrpeccMBHBLIX  WCCNEA0BaHUIA
nceneposaHnit MHGY3ui M Tepanuy 60nm uHYy3niA 1 Tepanuu Sonu

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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B/ BRAUN

B. Epayn Manssynres AT (B. Braun Meisungen AG)
Noapasnensine Xocrwran K3a Division Hospital Cere)

MapPKETHUHE N NPOQAKM
34209 Menssynren
Kowraxrioe nuuo:  A-p Madike IOHnyc
Ten.: +49 160 93808809
®arc: HN
an. noura: meike.junius@bbraun.com

B BeG-caif: hitp:/Awww.bbraun.com

SEAEPANIBHYIO CNYIXEY NO HAASOPY B COEPE

3APABOOXPAHEHNVA (POCIAPABHAQSOP) Dara: 17 anpens 2024 r.

. AlexNapauma no MHCTPYKUMNA N0 NPUMEHEHNIO

HACTOAUMM NUCHMOM Mbl,

B, Bpayn Mensaywren Al (B. Braun Melsungen AG)

Kapa-Epayn-llivp. 1,

34212, Menssynrew,

Cepeannn

B KA4OCTBE OTBETCTBEHHOND/3AKOHHOID NPOMIBOAUTENA COrnacHo AupexTuee Eaponedickoro coseta 93/42/EEC o
MEANLMHCKHX WIACIMAX rPynn usaemil

Wurpanyp Uuaaiin (Intrapur® Inline)

HACTOAUMM YBGZOMIAEM O NPEACCTABNCHNH Crieayiowel 0GHOBNEHHOR VHCTPYKLMM NO npuseHennio (MIM) Ha
SHINWIACKOM M PYCCKOM A3bIKAX B OTHOWEHWM BHILLICYKA3AHHONO MEAMLIMHCKOTD HIACNUA:

UHCTDYKUMA NO NPUMEHEHNO
. Cucrema AN mdysni, AN OAHOKPATHOMD NPUMEHEHNA
: fara swinycxa: 04,2024

B UENAX BHEORHHUA MIMEHEHHH B perncTpaumouHoe aocke N2 PA-4608/25085 ot 07.08.2014 r. Ha meanwmickoe
nsaenme «CucTeMa M MHYIuK, AN ORHOKDATHOTO NMPUMEHEHHA® B CBAIW C COBEPIEHCTBORIHWEM CBOICTS U
XAPAKTEPUCTHK MPH HEMIMEHHOCTH (IYHKLMOHANBHOMO AEHCTBUA, NOKAAHWH K MPDHMEHEHWD, HAZHAUSHUA W
NDURUWNG ACTICTBHA MEAMLIMHCKOrO UMMM M NPEACTAB/ICHNA BLIWEYKAZAHHOND AOKYMEHTA B DeaepanuHylo
cywly no Haasopy 8 cdepe aapasooxpacerms (POCIAPABHIAIOD), A TAKKE B APYTUE NPBBOBLIE YHPEXALHWS,
BHINONHAKILME SKCNEPTHYIO AGATENLHOCTD M NPOBORALME KAMHAUECKWE WCTIBITAHUA MEAWLIMHCKMX UIASNHUA.

B cyuse Kamx-nG0 PACXOKASHWH MEIQY AHFAMACKMM W PYCCKMM NEPESOAMMH HICTOALISIO AOKYMEHT],
NPEUMYWACTBEHHYIO CHNTY MMEET BHrANHCKan Bepna. ’

OT uMeHn u no NopyHeHWo
5. Bpayn Menwsyren Al (B. Braun Melsungen AG)

TI0 NOpyveHHID Mo nopyuesino
<TIQITHICENO> SIQRITHCEHO>
, A-p Maiixe I0nuyc Onera 3nrMann

Menepxep orgena HOPMATHBHO-NDAROBOTCAMHHNCTPATOP oTACA HOPMATHBHO-NPABOBOMD
PErYNWpOBaHUA LieHTpa NPOTPECCHBHLIXPErYAUPOBAHNA LIeHTPa NPOrPeccMBHbIX  HOCNeAoBaHMiA

uccneponaHuil nichyauil w Tepanuu Sonu wrhyauid W Tepanuu 6omm
Mpagcensrens UenamuTensHbiA coner: FonosHod odwe: ManuayHred Apec
HalmOaTensHOro COBETa: Mapxyc LLrpOTMEHH Cyn, seaywmit peecTpa: 6. Bpayn Menutywiren Al

& 000 LMPMM (] INFO@CIRMI.RU @WWW.GUSZDRAVNADZOB:R_U fou. M)I-I-lmn Pynnepr HRE 11 000 34212 Meneaynem,
Opres Ui WEEE-Per. N¢ DE 42650000 FepMarma



Ne 539/2024 B peecwpe [LOKYMEHTOB

HacTtoswmm 3aBepsio BbluecTodAwWe nognvcu, npuiaraembie K HavMeHOBaHW

KovnaHum «b. bpayH Menb3yHreH Al», nocTas/ieHHbe B MOEM MNPUCYTCTBUU

1. r-xo g-p Mainke OHuyc {Meike Junius),

2. r-xoin Onbroi 3urmaHH (Olga Siegmann), Beayuux A[esTenbHOCTb MO
agpecy: Kapn-bpayH-lWTpacce 1, 34212, Menb3yHreH, [epmaHusa

JINYHOCTU KOTOpPbIX ObUIM MHOK YCTaHOB/EHbI .

HoTapuyc 3agaBasi BOMPOC O MNPEnATCTBUAX cornacHo 8 3, pasgena 1, N 7

3akoHa 0 HOTapuasibHOM 3acBUAETENbCTBOBaHWM. Ha BOMpPOC SABMBWKMECHA fvua

Jann oTpuuaTesibHbii OTBET.

Menb3yHreH, 17 anpena 2024 r.
<TucHeHasi nevartb: HwnbC BairaHg, HoOTapuyc B Menb3yHrexHe>

<nognucaHo>
HoTapunyc

MepeBO/A C aHIINACKOr0 N HEMELKOTO A3bIKOB Ha PYCCKUW A3bIK BbINOMHEH NEPEBOAYNKOM
VckycHbIX Omutpuem AnekcaHgposuyem

noanr
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Poccuiickaa degepaumns
Nopog MockBa
TpeTbero mas fBe ThiCAYM ABajuaTb YeTBEPTOro rojga

A, AnexuH EBreHnii BnagumupoBuuy, HOTapuyc -ropoga MOCKBbI, CBWUAETENbCTBYHO
NOAMIMHHOCTbL MOANMUCKU NepeBofYMKa NCKYCHbIX AMutpua AnekcaHapoBuya.

Mognuck caenaHa B MOEM MPUCYTCTBUMN.

JInyHOCTbL nofnuncaBLUIEro AOKYMEHT YCTaHOBJ/IEHa.

3apernctpupoBaHo B peecTpe: Ne 57/171-H/77-2024-2-1761.

YnnayeHo 3a COBeplLUeHNe HoTapuanbHoro aericteusa: 400 py6. 00 kon.

E.B.AnexuH
epboBasi nevatb )
HOTapunyca MEOHVEXER-DVIGEETED
nes|eHY Nnaa-®m)
noAnmcb
CoErapaypoan
MOEIEOVIGETED
esnboy< Ik-a,-

epboBas nevartb
HOTapuyca

NoArnCh

Poccuiickas depepauyuna
fopoa MockBa
TpeTbero mas fBe TbiCAYM ABajLaTb YeTBEpPTOT

A, AnexvwH EBreHuit BnagumupoBuu, HOTapuyc ropoga CBWAETENLCTBYIO
BEPHOCTb KOMWUM C MPEACTAaB/EHHOTO MHE [AOKYMEHTa.

3apernctpuposaHo B peectpe: Ne 57/171-H/77-2024-2-176
coBeplleHne HoTapuanbHoro gencteusa: 2300 py6. 00 kon.

E.B.AnexuH
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